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Product Service

EC Certificate

Full Quality Assurance System
Directive 83/42/EEC on Medical Devices (MDD}, Annex |l excluding (4)
{Devices in Class lla, IIb or I}

No. G1 061585 0032 Rev. 00

Manufacturer: B. Braun Medical AG
Seesatz 17
6204 Sempach
SWITZERLAND
Facility(ies): B. Braun Medical AG

Route de Serge 8, 1023 Crissier, SWITZERLAND

B. Braun Medical AG
Seesatz 17, 6204 Sempach, SWITZERLAND

Product Category(ies): Solutions and powders for disinfection of dental
and surgical instruments and devices, endoscopes,
anaesthetic equipment, hemodialysis monitors
and for use in ultrasonic bathes;

Wipes for cleaning and disinfection of medical
devices as ultrasonic probe heads.

Solutions and tissues for surface disinfection of
medical equipment, e.g. operating accessories,
hospital beds and treatment chairs.

Sterile urinary-catheter-irrigation solutions

The Certification Body of TUV SUD Product Service GmbH declares that the aforementicned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II. This quality
assurance system conforms te the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Ill devices an additional Annex i {4) certificate is mandatory. See
also notes overleaf,

Report No.: 713160957
Valid from: 2019-05-24
Valid until: 2024-05-17

Date, 2019-05-24 / / - d

Stefan Preil
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body + Ridlerstrale 65 « 80338 Munich - Germany
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Certificat CE

Sistem complet de asigurare a calitatii
Directiva 93/42/CEE privind dispozitivele medicale (MDD), Anexa Il cu excluderea punctului (4)
(Dispozitive din Clasa lla, IIb sau Ill)

Nr. G1 061585 0032 Rev. 00

Producator: B. Braun Medical AG
Seesatz 17 6204 Sempach
ELVETIA

Facilitate (facilitati): Braun Medical AG
Route de Sorge 9, 1023 Crissier,
ELVETIA

B. Braun Medical AG
Seesatz 17, 6204 Sempach, ELVETIA

TUV SUD! TU
i ® CEPTUOUKAT o CERTIFICADO @ CERTIFICAT

0 Categorie(i) produs: Solutii si pulberi pentru dezinfectarea instrumentelor

= si a dispozitivelor stomatologice si chirurgicale, a

Lo endoscoapelor, a echipamentelor de anestezie, a

o monitoarelor de hemodializa si pentru utilizare in bai

- cu ultrasunete; servetele pentru curatarea si

- dezinfectarea dispozitivelor medicale precum capete

= de sonda cu ultrasunete. Solutii si servetele pentru

dezinfectarea suprafetei echipamentelor medicale, de

S ex., accesorii de operare, paturi de spital si scaune de

& tratament. Solutii sterile de irigare a cateterelor

> urinare

= o . ..

o Organismul de certificare TUV SUD Product Service GmbH declara ca producatorul mentionat mai sus a

= Bl implementat un sistem de asigurare a calitatii pentru proiectarea, fabricarea si inspectia finala a

v F”g respectivelor categorii de dispozitiv(e) in conformitate cu MDD, Anexa Il. Acest sistem de asigurare a

- calitatii este in conformitate cu prezenta Directiva si se supune supravegherii periodice. Pentru

- & comercializarea dispozitivelor din clasa lll, este obligatoriu un certificat suplimentar conform Anexei Il (4).
A se vedea si notele de pe verso.

CETY

-

N << Raport Nr.: 713160957

- (D

o - Valabil de la: 24.05.2019

I - Valabil pana la: 17.05.2024

o o

L

C o Data, 24.05.2019

v ¢ Semnatura indescifrabila

- Stefan Preil

F : Seful organismului de certificare/notificat

S X

' ; Pagina1ldin 1

-

b ~N TUV SUD Product Service GmbH este Organism notificat cu nr. de identificare 0123

TUV SUD Product Service GmbH « Organism de certificare ¢ RidlerstraBe 65 « 80339 Miinchen » Germania TOV



Subsemnatul SOLESCU CATALIN CONSTANTIN, interpret si traducator autorizat
pentru limba engleza, in temeiul autorizatiei nr. 25609, eliberata de Ministerul Justitiei din
Romania, certific exactitatea traducerii efectuate din limba engleza in limba romana, ca textul
prezentat, a fost tradus complet, fara omisiuni, si ca, prin traducere, inscrisului nu i-au fost
denaturate continutul si sensul.



Best Trados

Str. Paul Chinezu nr. 4, Timisoara, Romania
E-mail: office @besttrados.ro
Eivow de Tradscets Tel.: +40 722 555 883

Traducere din limba engleza

B. BRAUN

SHARING EXPERTISE
B. Braun Medical AG
Seesatz 17

6204 Sempach

Elvetia

DECLARATIE DE CONFORMITATE

Categoria produsului: Solutii si pudre pentru dezinfectarea instrumentelor dentare si
chirurgicale si a dispozitivelor, endoscoapelor, echipamentelor de anestezie, monitoarelor de
hemodializa si pentru utilizare Tn bdi cu ultrasunete. Servetelele pentru curdtarea si dezinfectarea
dispozitivelor medicale folosite ca: capete de sonda cu ultrasunete.

Denumire comerciala Forma de Data marcajului CE/Numaérul Remarci
dozare lotului

Helimatic® Disinfectant |Solutie 11.05.2000

Helipur® Solutie 29.04.1996

Helipur® H plus N Solutie 01.02.1998

Meliseptol® Wipes ultra |Servetele 19.02.2016 / Lot 15465M24

Stabimed® fresh Solutie 19.09.2013 / Lot 13384M20

Stabimed® ultra Pudra 18.11.2015 / Lot 1511BH0009

Tiutol® dent Solutie 29.04.1996

Procedura de evaluare a conformitatii: conform anexei II1.3 fara 4 din DIRECTIVA
CONSILIULUI 93/42/CEE

Clasificare: conform anexei IX din DIRECTIVA CONSILIULUI 93/42/CEE
Clasa/Norma: Clasa IIb/Norma 15

Standarde Aplicate: EN/ISO 13485: 2012/AC 2012, Certificat nr. Q1N 13 03 61585 008, valabil
pana la 31.07.2022

Certificat CE: Nr. G1 061585 0032; valabil pana la 17.05.2024

Organism notificat: TUV SUD Produs Service GmbH, Zertifizierungsstelle, Ridlerstrasse 65,
80339 Munchen, Germania

Nr. de identificare: 0123



Prin prezenta, declaram pe propria raspundere ca produsele mentionate mai sus indeplinesc toate
dispozitiile Directivei Consiliului 93/42/CEE a Consiliului din 14 iunie 1993 privind
dispozitivele medicale, astfel cum a fost modificatd prin Directiva 2007/47 / CE, care se aplica
acestora, dupa se mentioneaza in ANEXA II.

Sempach, 07.10.2020

B. Braun Medical AG

Peter Egli

Director Unitate de Calitate din cadrul Dep. de Control al Infectiei Coe
/semnatura indescifrabila/

Dr. Michael Gluschke
Director Dep. de Afaceri Reglementare OPM
/semnatura indescifrabild/

Document nr: BSP-E-52-05-WI-REGOI -01-F0-04 versiunea 04



B. BRAUN

SHARING EXPERTISE

Nr. art.

18562
18982
18854
18835
18940
18941
ARD1950
1892212
19810
180014
19689
19829
19860
19915
19690
19828
19861
19916
19812
195939
18799
9325425

DECLARATIE DE CONFORMITATE
Atasament pentru dispozitive medicale Clasa IIb

Denumire produs Observatii

Helimatic® Disinfectant, & |
Helimatic® Disinfectant, 5 |
Helipur®, 1000 mi

Helipur®, 5|

Helipur® H plus N, 1000 mil

Helipur®* H plus N, 5|

Helipur® H plus N, 1000 ml

Helipur® H plus N, 51

Meliseptol® Wipes ultra, 100 Tesues
Meliseptal® Wipes ultra, 100 Tissues
Stabimed™ fresh, 1000 ml
Stabimed® fresh, 1000 ml
Stabimed® fresh, 1000 ml
Instrument Forte+, 1000 ml =5tabimed fresh
Stabimed® fresh, 5 |

Stabimed® fresh, 5 |

Stabimed® fresh, 5 |

Instrument Forte+, 5 | =5tabimed fresh
Stabimed® ultra, 62800 g
Stabimed® ultra, 4 kg

Tiutol® dent, 5 |

Tiutol® dent, 5 |

Subsemnata, VALERICA PATRU, interpret si traducator autorizat pentru limbile ENGLEZA,
FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberatd de Ministerul Justitiei din
Romania, certific exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ci
textul prezentat spre traducere a fost tradus in Intregime, fard omisiuni, i cd, prin traducere,
inscrisului nu i-au fost denaturate continutul si sensul.

Traducator si interpret autorizat,
Valerica Patru (17602)
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B BRAUN

SHARING EXPERTISE

B. Braun Medical AG
Seesatz 17

6204 Sempach
Switzerland

DECLARATION OF CONFORMITY

Product category: Sclutions and powders for disinfection of dental and surgical instruments and
devices, endoscopes, anesthetic equipment, hemodialysis monitors and for use in uitrasonic
bathes. Wipes for cleaning and disinfection of medical devices as ultrasonic probe heads.

Brand Name Dosage form | Date of CE marking / Batch number | Remarks
Helimatic® Disinfectant Sotution 11.05.2000

Helipur® Solution 29.04.1986

Helipur® H plus N Solution 01.02.1998

Meliseptol® Wipes ultra | Wipes 19.02.2016 / Batch 15465M24

Stabimed® fresh Solution 19.09.2013 { Batch 13384M20

Stabimed® ultra Powder 18.11.2015 / Batch 151 1BHG0G9

Tiutol® dent Solution 29.04.1996

Article numbers: see attachment

Conformity Assess-
ment Procedure

Classification
Class [ Rule

Applied Standards

EC Certificate
Notified Body

80339 Miinchen, Germany

Identification no. 0123

according to ANNEX i exciuding (4} of the COUNCIL DiRECTIVE 93/42/EEC

according to ANNEX X of the COUNCIL DIRECTIVE 93/42/EEC;
Class Iio / Rule 15

EN i50 13485:2016, Certificate No. 05 061585 0030,
valid until 31.07.2022.

No. G1 061585 0032; valid until 17.05.2024
TUV SUD Product Service GmbH, Zertifizierstelle, Ridlerstrasse 65,

We herewith declare under our sole responsibility that the above mentioned products meet all the
provisions of the COUNCIL DIRECTIVE 93/42/EEC of 14 June 1933 concerning medical devices as
amended by Directive 2007/47/EC, which apply to them, as stated in ANNEX I1.

Sempach, 07.10.2020

B. Braun Medical AG

// ),r_

rk
ﬂg’d/ofg‘u(ahty Unit CoFE infection Control

-\

Dr. Mil hael Gluschke

D rectoleoba! Regulatory Affairs OPM

Document n*: BSP-E-52-05-W!-REGO1-01-FO-04 version 04

Page 12



B/ BRAUN

SHARING EXPERTISE

DECLARATION OF CONFORMITY
Attachment for Medical Devices Class {lb

Art. No. Product Name Remarks
18562 Helimatic® Disinfectant, & |

18982 Helimatic® Disinfectant, 51

18894 Helipur®, 1006 ml

18895 Helipur®, 5 |

18940 Helipur® H pius N, 1000 ml

18941 Helipur® H pius N, 5 |

3891950 Helipur® H plus N, 1000 ml

3892212 Helipur® H plus N, 5

19810 Meliseptol® Wipes ultra, 100 Tissues

180014 Meliseptol® Wipes gltra, 100 Tissues

19689 Stabimed® fresh, 1000 mi

19829 Stabimed® fresh, 1000 mi

19860 Stabimed® fresh, 1000 ml

18915 Instrument Forte+, 1000 mi =Stabimed fresh
19630 Stabimed® fresh, 5 |

19828 Stabimed® fresh, 5 |

19861 Stabimed® fresh, 5|

19916 instrument Forte+, 5 | =Stabimed fresh
19812 Stabimed® ultra, 6x800 g

19939 Stabimed® ultra, 4 kg

18799 Tiutol® dent, 5|

9325425 Tiutol® dent, 5|

Document n*; BSP-E-52-05-WI-REGO1-01-FO-04 varsion 04

Page 2{2



B BRAUN
SHARING EXPERTISE FISA CARACTERISTICI TEHNICE

Stabimed® Ultra

Dezinfectant de nivel inalt pentru instrumentar (procesare manuala)

PROPRIETATI:
= Formula granulata avansata cu remarcabila activitate virucida si sporicida rapida de
2%/ 10 minute -
= Fara aldehida, QAC si fenol
= Compatibilitate ridicata a materialelor datorita pH-ului neutru

= Agent activ extrem de eficient pe bazalde Acid Peracetic

= Performanta excelenta de curatare

= Granulatie de perle fara praf

= Potrivit pentru instrumente invazive si neinvazive, in special pentru endoscoapele flexibile
= Aprobat si listat de Karl Storz Endoskope

= Bactericid si fungicid

= Micobactericid, Virucid, Sporicid

Date Produs
Compozitie:
100 g Stabimed® Ultra contine acid peracetic 0,16% in situ (diluat la 10 g/l in apa)

Date fizico-chimice

Concentrat Solutie gata-de-utilizare
Aspect Pulbere alba Sol. clara, albastru deschis
Densitate relativa (20°C) Pulbere 0.8 g/ml Circa 1 g/ cm3
Valoare pH NA 7-8
Miros Neutru Caracteristic

Eficacitate conform EN 14885:

Bactericida: EN 13727; EN 14561

Levuricida: EN 13624; EN 14562

Fungicida: 14562; EN 13624

Micobactericida/ Tubrculocida: EN 14348 ; EN 14563
Virucida: EN 14476

Sporicida: EN 13704 ; EN 17126

Instructiuni de utilizare:
Dezinfectia terminala a instrumentelor termolabile de exemplu. endoscoape flexibile:

Purtati manusi si imbracaminte de protectie, urmati recomandarile de reprocesare ale producatorului
endoscopului

Pre-curatare in camera de examinare: imediat dupa examinarea (cu un agent de curatare enzimatic, de
exemplu, Helizyme)

Curatare manuala in camera de reprocesare: curatati canalele si alte parti ale endoscopului cu o curatare
speciala perii (cu un agent de curatare enzimatic, de exemplu, Helizyme)

Clatire: Clatiti cu apa

Dezinfectare manuala terminala: cu Stabimed® ultra (de exemplu, 2%, 10 min.)

Clatire: clatiti bine cu apa, utilizati apa sterila complet demineralizata pentru clatirea finala

Se lasa sa se usuce complet (sterilizare la temperatura joasa: daca este disponibil si necesar)
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B BRAUN
SHARING EXPERTISE FISA CARACTERISTICI TEHNICE

Stabilitatea solutiei de lucru gata de utilizare

Pentru dezinfectia instrumentelor curatate anterior, solutia de Stabimed® ultra poate fi utilizata timp de 24 ore sau
pana cand solutia de lucru este vizibil contaminata. In general, dezinfectantii pe baza de compusi peroxidici sunt
sensibili la compusii organici. Prin urmare si pentru a fi in conformitate cu un bun control(al infectiilor, solutia de lucru
trebuie aruncata, cel tarziu, imediat la sfarsitul zilei de lucru. Se pot utiliza teste indicator chimice pentru verificarea
solutie de lucru - QUANTOFIX® Acid peracetic 2000.

Informatii de ambalare

Stabimed® ultra este ambalat intr-un flacon cu pulbere de 800 g cu capac ambele din polietilena (PE) si 0 etansare
realizata dintr-un amestec de polietilena (PE) si polietilentereftalat (PET). Capacul de masurare este fabricat din
polipropilena (PP).

Galeata de 4 kg cu capac si cupa de masurare sunt din polipropilena (PP). Toate sunt etichetate corespunzator.
Ambalajul exterior este din carton. Etichetele sunt realizate din PE.

Ca rezultat, sortarea privind eliminarea deseurilor este optima. Materialele de ambalare ale B. Braun nu contin PVC si
pot fi reciclate.

Termen de valabilitate : 2 ani valabilitate

Toleranta/ Toxicologie:
Nu sensibilizeaza pielea

Precautii

Folositi solutiile dezinfectante in conditii de siguranta si in conformitate cu instructiunile de utilizare. A nu se pastra la
temperatura = 25°C pentru perioade lungi de tips. Nu utilizati produsul dupa data de expirare.

Consultati Fisa de Securitate a produsul pentru instructiuni cu privire la gestionarea deseurilor, eliminarea deseurilor
sau incidente in utilizare.

Referinte produs

Cod Articol Produs Ambalare
19812 STABIMED ULTRA 800 grame 6
19939 STABIMED ULTRA 4 kg 1

Ed. Mai 2022
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Fisa tehnica de securitate
conform Regulamentului (CE) nr. 1907/2006 in versiunea sa in vigoare)
B BRAUN

Stabimed ultra
Data revizuirii: 08.06.2020 Cod produs: 00056-0314

Traducere din limba engleza

SECTIUNEA 1: Identificarea substantei/amestecului si a companiei
1.1 Identificator produs

Stabimed ultra

UFI: QFS1-EMHS-J101-Y13F

1.2 Utilizari relevante identificate ale substantei sau amestecului si utilizari contraindicate:
Aplicarea substantei / preparatului: Dezinfectant instrumente

1.3 Detalii despre furnizorul fisei tehnice de securitate

Numele companiei: B. Braun Melsungen AG
Strada: Seesatz 17
Localitatea: CH-6204 Sempach

Departament responsabil: Telefon: +41 (0) 58/258 50 00
E-mail: info.bbmch@bbraun.com
Responsabil pentru fisa tehnica de securitate: sds@gbk-ingelheim.de

Furnizor
Numele companiei: B. Braun Melsungen AG
Strada: Carl-Braun-Strasse 1 Localitate:

D-34212 Melsungen
Departamentul responsabil: Zentrale Service-Bereiche / Logistik und Supply Chain
Telefon: +49 (0) 5661 / 71-4422 E-Mail: logistics.service@bbraun.com

1.4. Numar de telefon urgente: INTERNATIONAL: +49 - (0) 6132-84463, GBK GmbH (24h-7d /w-
365d/a)

Anglia si Tara Galilor: NHS Direct - 0845 4647;

Scotia: NHS 24-08454 24 24 24

SECTIUNEA 2: Identificarea pericolelor
2.1. Clasificarea substantei sau a amestecului in conformitate cu 1272/2008/CE

Categorii de pericol:

Substantad sau amestec autoreactiv: Auto-reactioneaza. F
Toxicitate acutd: Tox. acuta 4

Leziuni oculare grave/iritare oculara: Leziuni oculare 1

Revizuire nr.: 2.0 GB-ENG
1


mailto:info.bbmch@bbraun.com
mailto:sds@gbk-ingelheim.de
mailto:logistics.service@bbraun.com

Fisa tehnica de securitate
conform Regulamentului (CE) nr. 1907/2006 in versiunea sa in vigoare)
B BRAUN

Stabimed ultra
Data revizuirii: 08.06.2020 Cod produs: 00056-0314

Fraze de pericol:

Incilzirea poate provoca un incendiu.
Daunator daca este Inghitit.

Provoaca leziuni oculare grave.

2.2 Elemente de etichetare

Regulamentul (CE) Nr. 1272/2008

Componente periculoase pentru etichetare

Carbonat de disodiu, compus cu peroxid de hidrogen (2:3)
Cuvant de avertizare: Pericol

Pictograme:

Fraze de pericol

H242 Incilzirea poate provoca un incendiu.
H302 Nociv in caz de inghitire.

H318 Provoaca leziuni oculare grave.

Fraze de precautie

P210 A se pastra departe de caldurd, suprafete fierbinti, scantei, flacari deschise si alte surse de aprindere.
Nu fumati.

P260 Nu respirati praful.

P280 Purtati protectie pentru ochi.

P301+P312 IN CAZ DE INGHITIRE: Apelati la un CENTRU TOXICOLOGIC/un medic daca nu va
simtiti bine.

P305+P351+P338 IN CAZ DE CONTACT CU OCHII: clititi cu atentie cu apa timp de citeva minute.
Scoateti lentilele de contact, dacd sunt prezente si usor de facut. Continuati clatirea.

P310 Sunati imediat un CENTRU DE TOXICOLOGIE/un medic.

P501 Aruncati continutul/recipientul la o instalatie de eliminare a deseurilor aprobata.

Sfaturi suplimentare privind etichetarea

Pe baza rezultatelor testelor autoritatii competente pentru compania care introduce produsul pe piata si
conform Regulamentului CE nr. 1272/2008, amestecul este atribuit clasei de pericol ,,Substante si
amestecuri autoreactive” de tip F (vezi raportul de testare nr. 2.2-338/13 al Institutului Federal de
Cercetare si Testare a Materialelor BAM din 8 noiembrie 2013).

Revizuire nr.: 2.0 GB-ENG



Fisa tehnica de securitate
conform Regulamentului (CE) nr. 1907/2006 in versiunea sa in vigoare)
B BRAUN

Stabimed ultra
Data revizuirii: 08.06.2020 Cod produs: 00056-0314

Etichetarea ambalajelor la care continutul nu depaseste 125 ml
Cuvant de avertizare: Pericol

Pictograme:
Fraze de pericol: H318
Fraze de precautie: P280-P305+P351+P338-P310

2.3 Alte pericole

Conform Regulamentului (CE) nr. 1907/2006 (REACH), niciuna dintre substantele continute in acest
produs nu este o substantd PBT.

Risc de explozie a prafului.

SECTIUNEA 3. Compozitie/ Informatii despre ingrediente
Caracterizare chimica
Amestec din urmatoarele substante cu aditivi nepericulosi

Componente periculoase

INr. CAS Denumire chimica Cantitate

EC No \Nr. index \Nr. REACH

Clasificare GHS

15630-89-4  |Carbonat de disodiu, compus cu peroxid de hidrogen (2:3) >30-<50 %

239-707-6 | |01-21 19457268-30

Sol. Ox. 2, Tox. acutd 4, Leziune oculara 1; H272 H302 H318

77-92-9 Citric acid >10 - <20 %

201-069-1 | |01-21 19457026-42

[ritant pentru ochi 2; H319

497-19-8 Bicarbonat de sodiu >1-<10 %

207-838-8 ‘011-005—00-2 ‘01-21 19485498-19

[ritant pentru ochi 2; H319

Textul integral al declaratiilor H si EUH: vezi sectiunea 16.

SECTIUNEA 4: Masuri de prim-ajutor

Informatii generale

Datele de la punctul 4 nu se refera partial la folosirea si utilizarea regulata a produsului (in acest sens
consultati prospectul si informatiile de specialitate), ci la eliberarea unor cantitdti majore in caz de
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accidente si nereguli.
Indepartati imediat imbracdmintea Tnmuiata contaminata.
Nu administrati niciodatd nimic pe cale orala unei persoane inconstiente.

Dupa inhalare

Mergeti la aer proaspat in cazul inhalarii accidentale de praf sau fum de la supraincalzire sau ardere.
In cazul aparitiei simptomelor, solicitati un tratament medical.

Oxigen sau respiratie artificiald daca este necesar.

Pastrati calda si calma persoana ranita.

Dupa contactul cu pielea
In caz de contact cu pielea, spalati imediat cu multa apa.
Consultati un medic daca iritatia pielii persista.

Dupa contactul cu ochii

Clatiti imediat cu multa apa, tot sub pleoape, timp de cel putin 15 minute.
Scoateti lentilele de contact.

Protejati ochiul nevatamat.

Solicitati tratament medical de la un specialist oftalmolog.

Dupa ingestie

Nu induceti voma.

Clatiti gura si dati multa apa de baut.
Chemati imediat un medic.

Induceti voma numai la sfatul medicului.

4.2. Cele mai importante simptome si efecte, atat acute, cat si intarziate
Daunator daca este inghitit.

Provoaca leziuni oculare grave.
Contactul prelungit poate provoca iritatii ale pielii.

4.3. Indicatii privind orice asistenta medicala imediata si tratament special necesar
Tratati simptomele.

SECTIUNEA 5: Masuri de stingere a incendiilor
S.1. Mijloace de stingere
Mijloace de stingere adecvate
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Spuma, dioxid de carbon (CO2), substanta chimica uscata, apa pulverizata.
Mijloace de stingere neadecvate

Jet de apa plin

5.2. Pericole speciale care decurg din substanta sau amestecul respectiv
Incendiul poate produce:

Monoxid de carbon si dioxid de carbon

Oxizi de azot (NOx), oxizi de sulf (SOx), oxizi de fosfor (POx).

5.3. Sfaturi pentru pompieri

Purtati aparat de respirat autonom si costum de protectie.

Informatii suplimentare

Réciti recipientele periculoase cu jet de apa pulverizata.

Reziduurile provenite de la incendiu si apa contaminata de stingere a incendiilor trebuie eliminate in
conformitate cu reglementarile locale.

SECTIUNEA 6: Masuri in caz de dispersie accidentala

6.1. Precautii personale, echipament de protectie si proceduri de urgenta
Evitati formarea de praf. Nu respirati praful.

Evitati contactul cu pielea, ochii si imbracamintea.

Asigurati o ventilatie adecvata.

Folositi imbracaminte de protectie personala.

Indepartati toate sursele de aprindere.

6.2. Precautii legate de mediu

A nu se deversa in canalizare/ape de suprafatd/ape subterane.

6.3. Metode si material pentru izolarea si curitarea
Ridicati mecanic, evitand praful si asigurati eliminarea in recipiente adecvate.

6.4. Referire la alte sectiuni
Respectati instructiunile de protectie (vezi sectiunile 7 si 8).

Informatii pentru eliminare, consultati sectiunea 13.

SECTIUNEA 7: Manipulare si depozitare

7.1. Precautii pentru manipularea in siguranta

Sfaturi pentru manipularea in siguranta

Pastrati recipientul bine inchis.

Asigurati o ventilatie adecvatd la masini si in locurile In care se poate genera praf.
Evitati formarea si depunerea de praf. Nu respirati praful.

Evitati contactul cu pielea, ochii si imbracamintea.
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Recomandairi privind protectia impotriva incendiilor si exploziilor
Nu sunt necesare masuri speciale de protectie Tmpotriva incendiilor.
Praful poate forma amestec exploziv in aer.
7.2. Conditii de depozitare in siguranta, inclusiv eventualele incompatibilitati
Cerinte pentru incaperi si vase de depozitare
Pastrati recipientul bine inchis Intr-un loc uscat, racoros si bine ventilat.
Temperatura de depozitare recomandata: < 25°C
Sfaturi despre depozitarea in comun
Incompeatibil cu:
Acizi tari si baze tari
Saruri metalice pulbere.
Agenti reducatori.
Informatii suplimentare despre conditiile de depozitare
A se pastra departe de alimente, bauturi si furaje pentru animale.
7.3. Utilizare finala specifica
Dezinfectant pentru instrumente
SECTIUNEA 8: Controale ale expunerii/protectie personala
8.1. Parametri de control
Valori PNEC
INr. CAS ‘Substan‘;é
Compartimentul de mediu Valoare
77929 |Acid citric
IApa dulce 0,44 mg/1
IApa marina 0,044 mg/1
Sediment de apa dulce 7,52 mg/kg
Sediment marin 0,752 mg/kg
Sol 29,2 mg/kg

Sfaturi suplimentare privind valorile limita
Respectati TLV pentru praful obisnuit, daca este cazul.

8.2. Controale ale expunerii
Controale ingineresti adecvate
Asigurati o ventilatie adecvatd la masini si in locurile In care se poate genera praf.

Masuri de protectie si igiena
Datele de la punctul 8 nu se referd partial la utilizarea si utilizarea regulata a produsului (in acest sens

consultati prospectul si informatiile de specialitate), ci la eliberarea unor cantitati majore in caz de
Revizuire nr.: 2.0 GB-ENG
6



Fisa tehnica de securitate
conform Regulamentului (CE) nr. 1907/2006 in versiunea sa in vigoare)
B BRAUN

Stabimed ultra
Data revizuirii: 08.06.2020 Cod produs: 00056-0314

accidente si nereguli.

Nu respirati praful.

Evitati contactul cu ochii si pielea.

Spalati-va mainile inainte de pauze si imediat dupd manipularea produsului.
Cand utilizati, nu méncati, beti sau fumati.

Scoateti si spalati imbracamintea contaminata inainte de reutilizare.

Protectie pentru ochi/fata
Ochelari de protectie strans (EN 166).
Flacon pentru spalarea ochilor cu apa pura (EN 15154).

Protectia mainilor

Manusi de protectie rezistente la substante chimice din nitril, grosime minima a stratului de 0,4 mm,
rezistenta la penetrare (durata de purtare) aprox. 60 de minute, adicad manusa de protectie <Camatril
Velours 730> fabricata de www .kcl.de.

Aceastd recomandare se referd exclusiv la compatibilitatea chimica si la testul de laborator conform EN
374 efectuat in conditii de laborator.

Cerintele pot varia in functie de utilizare. Prin urmare, este necesar sa respectati suplimentar
recomandarile date de producatorul manusilor de protectie.

Protectia pielii
Imbracaminte cu maneci lungi (DIN EN ISO 6530)
Ghete.

Protectie respiratorie
Nu este necesar in mod normal echipament personal de protectie respiratorie.
Aparat de respiratie (filtru de particule) numai daca se formeaza praf. [Filtru de particule P1]

SECTIUNEA 9: Proprietati fizice si chimice

9.1. Informatii despre proprietitile fizice si chimice de baza

Stare fizica: Pulbere

Culoare: Alb murdar

Miros: Caracteristic

Valoarea pH-ului (la 20 °C): Metoda de testare: aprox. 7,9 (0,162%)
Modificari ale starii fizice

Punct de topire: n.d.

Punctul initial de fierbere si intervalul de fierbere: n.d.
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Punct de sublimare: n.a.

Punct de inmuiere: n.d.

Punct de aprindere: n.a.
Inflamabilitate:

Solid: n.a.

Gaz: n.a.

Proprietati explozive

Produsul este considerat neexploziv; cu toate acestea se poate genera amestec exploziv de praf/aer
Limite inferioare de explozie: n.d.
Limite superioare de explozie: n.d.
Temperatura de aprindere: n.d.
Temperatura de autoaprindere
Solid: (*)

Gaz: n.a.

Temperatura de descompunere: (*)

Proprietiti oxidante

Nu oxideaza.

Presiunea vaporilor: n.d.
Densitate (1a 20 °C): 0,89 g/cm3
Densitate in vrac: n.d.
Solubilitatea apei: 30 g/L

(1a20 °C)

Solubilitate in alti solventi
n.d.

Coeficient de partitie: n.d.
Vascozitate / dinamica: n.a.
Vascozitate / cinematica: n.a.
Timp de curgere: n.a.
Densitatea vaporilor: n.d.
Viteza de evaporare: n.d.

Test de separare a solventului: 0 %
Continut de solvent: 0 %

9.2. Alte informatii
Continut solid: 100 %
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(*) SADT: > 55°C, <75°C
SECTIUNEA 10: Stabilitate si reactivitate
10.1. Reactivitate
Fara descompunere daca este depozitat si aplicat conform instructiunilor.
10.2. Stabilitate chimica
Stabil in conditii normale.
10.3. Posibilitatea de reactii periculoase
Praful poate forma amestecuri explozive cu aerul.
Contactul cu apa sau umezeala elibereaza peroxid de hidrogen si acid peracetic.
Risc de reactie periculoasa de descompunere cu autoaccelerare. (SADT 60°C)
10.4. Conditii de evitat
Pentru a evita descompunerea termica, nu supraincalziti.
Aer umed
10.5. Materiale incompatibile
Acizi tari si baze tari
Saruri metalice pulbere.
Agenti reducdtori.
10.6. Produsi de descompunere periculosi
Nu se cunosc produse de descompunere periculoase.
Incendiul poate produce:
Monoxid de carbon si dioxid de carbon
Oxizi de azot (NOx), oxizi de sulf (SOx), oxizi de fosfor (POx).
SECTIUNEA 11: Informatii toxicologice
11.1. Informatii privind efectele toxicologice
Toxicitate acuta
Daunator daca este inghitit.
DL50/oral/sobolan: 500 mg/kg [OECD 420]
INr. CAS Denumire chimica

Ruta de expunere ‘Dozﬁ ‘Specie ‘Sursa Metoda
15630-89-4 |Carbonat de disodiu, compus cu peroxid de hidrogen (2:3)

oral LD50  go3 sobolan

mg/kg
dermic LD50 5000 iepure
mg/kg
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77-92-9 Acid citric
obolan
oral LDS0 yy700  f
mg/kg
dermic LD50 2000 sobolan
mg/kg
497-19-8 Bicarbonat de sodiu
oral LD30 2800 sobolan
mg/kg
dermic LD30 < 5000 lepure
mg/kg

Iritatie si corozivitate

Provoaca leziuni oculare grave.

Corodarea/iritarea pielii: Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.
Efecte sensibilizante

Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.

Efecte cancerigene/mutagene/toxice pentru reproducere

Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.

STOT-expunere unica

Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.

STOT - expunere repetata

Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.

Pericol de aspirare

Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.

Informatii suplimentare despre teste

Clasificare in conformitate cu procedura de evaluare specificata in Regulamentul (CE) nr. 1272/2008.

Experienta practica

Alte observatii

Ingestia provoaca iritarea sistemului respirator superior si tulburari gastro-intestinale.

Contactul prelungit poate provoca iritatii ale pielii.

Inhalarea prafului poate provoca iritatii ale membranelor mucoase, tuse si dificultiti de respiratie.

SECTIUNEA 12: Informatii ecologice
12.1. Toxicitate

Datele ecologice nu sunt disponibile.

Revizuire nr.: 2.0 GB-ENG
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INr. CAS Denumire chimica
Toxicitate acvatica Doza ‘[h] | ‘Specie Sursa Metoda
15630-89-4 |Carbonat de disodiu, compus cu peroxid de hidrogen (2:3)
Toxicitate acuta la pesti 70,7 96 h  [Pimephales promelas
LC50
mg/1
Toxicitate acuta la
crustacee EC50 49 mg/l |48 h |Daphnia pulex
77-92-9 Acid citric
Toxicitate acuta la pesti [LC50 440 mg/l |96 h |Leuciscus idus OECD 203
Toxicitate acuta la EC50 1535 8 h - Daphnia magna
crustacee mg/1
Toxicitate la alge INOEC 425 mg/l [8d Scenedesmus
quadricauda
497-19-8 Bicarbonat de sodiu
Toxicitate acuta la pesti
LC50 300 mg/l 96h [Lepomis macrochirus
220 - 48 h  |Ceriodaphnia dubia
Toxicitate acuta la EC50
crustacee 227 mg/l
12.2. Persistenta si degradabilitate
Nicio informatie disponibila
INr. CAS Denumire chimica
Metoda |Va10are | d ISursé
Evaluare
77-92-9 Acid citric
OECD 301B 97 % | |
Usor biodegradabil.
OECD 301E 100 % | |
Usor biodegradabil.
12.3. Potential bioacumulativ
Nicio informatie disponibila
Coeficientul de partitie n-octanol/apa
INr. CAS Denumire chimica Log Pow
77-92-9 Acid citric -1,8--0,2

Revizuire nr.: 2.0 GB-ENG
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12.4. Mobilitatea in sol
Nicio informatie disponibila

12.5. Rezultatele evaluarii PBT si vPvB
Conform Regulamentului (CE) nr. 1907/2006 (REACH), niciuna dintre substantele continute n acest
produs nu este o substanta PBT.

12.6. Alte efecte adverse
Pericol redus pentru ape.

Informatii suplimentare
Nu vérsati in apele de suprafatd/apele subterane.

SECTIUNEA 13: Consideratii privind eliminarea

13.1. Metode de tratare a deseurilor

Recomandari de eliminare

Poate fi incinerat, daca este in conformitate cu reglementarile locale.

Poate fi depozitat dupa tratament chimic si fizic, daca este in conformitate cu reglementarile locale.

Cod Lista deseurilor - reziduuri/produse neutilizate

180106 DESEURI PROVENITE DIN INGRIJIREA SANATATII UMANE SAU ANIMALE SI/SAU
CERCETARI CONEXE (CU EXCEPTIA DESEURILOR PROVENITE DE LA BUCATARIE SI
RESTAURANTE CARE NU PROVIN DIN INGRIJIREA SANATATII IMEDIATE);

deseuri din Ingrijirea natald, diagnosticarea, tratamentul sau prevenirea bolilor la om; substante chimice
care contin sau contin substante periculoase; deseuri periculoase

Ambalaj contaminat

Containerele goale trebuie luate pentru reciclare, recuperare sau eliminare locald a deseurilor.
Ambalajele contaminate trebuie golite cat mai departe posibil si, dupa curdtarea corespunzitoare, pot fi
folosite pentru reutilizare.

Ambalajele care nu pot fi curdtate trebuie eliminate la fel ca produsul.

SECTIUNEA 14: Informatii despre transport

Transport terestru (ADR/RID)

14.1. Numar ONU: UN 3230

14.2. Denumirea ONU de expediere: SOLID AUTOREACTIV DE TIP F (carbonat de disodiu, compus
cu peroxid de hidrogen (2:3))

Revizuire nr.: 2.0 GB-ENG
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14.3. Clasa(e) de pericol pentru transport: 4.1

14.4. Grupa de ambalare: -
Eticheta de pericol: 4.1

: f h :

Cod de clasificare: SR1

Cantitate limitata: 500 g/30 kg

Cantitate exceptata: EO

Categoria de transport: 2

Nr. pericol: 40

Cod de restrictie pentru tunel: D

Alte informatii aplicabile (transport terestru)
SADT > 55°C; < 75°C

Transport pe cai navigabile interioare (ADN)
14.1. Numar ONU: UN 3230

14.2. Denumirea ONU de expediere: SOLID AUTOREACTIV DE TIP F (carbonat de disodiu, compus
cu peroxid de hidrogen (2:3))

14.3. Clasa(e) de pericol pentru transport: 4.1
14.4. Grupa de ambalare: -

Eticheta de pericol: 4.1

: f h :

Cod de clasificare: SR1
Cantitate limitata: 500 g/30 kg
Cantitate exceptata: EO

Alte informatii aplicabile (transport pe cii navigabile interioare)
SADT > 55°C; <75°C

Transport maritim (IMDG)

14.1. Numar ONU: UN 3230

14.2. Denumirea ONU de expediere: SOLID AUTOREACTIV DE TIP F (carbonat de disodiu, compus
cu peroxid de hidrogen (2:3))

14.3. Clasa(e) de pericol pentru transport: 4.1

14.4. Grupa de ambalare: -

Revizuire nr.: 2.0 GB-ENG
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Eticheta de pericol: 4.1
O

Poluant marin: Nu

Cantitate limitata: 500 g/30 kg

Cantitate exceptata: EO

EmS: F-J, S-G

Alte informatii aplicabile (transport pe cii navigabile interioare)
SADT > 55°C; < 75°C

Transport aerian ICAO-TI/IATA-DGR)
14.1. Numar ONU: UN 3230

14.2. Denumirea ONU de expediere: SOLID AUTOREACTIV DE TIP F (carbonat de disodiu, compus

cu peroxid de hidrogen (2:3))
14.3. Clasa(e) de pericol pentru transport: 4.1

14.4. Grupa de ambalare: -
Eticheta de pericol: 4.1

: f h :

Cantitate limitata Pasageri: Interzis

LQ pasager: Interzis

Cantitate exceptata: EO

Instructiuni de ambalare IATA - Pasager: 459
IATA-max. cantitate - pasager: 10 kg
Instructiuni de ambalare IATA - Marfa: 459
Cantitate maxima [ATA - Marfa: 25 kg

Alte informatii aplicabile (transport aerian)
SADT > 55°C; < 75°C

14.5. Pericole pentru mediu
PERICULOS PENTRU MEDIU: nu

14.6. Precautii speciale pentru utilizator

Manipulati in conformitate cu bunele practici de igiend industriala si de siguranta.

Revizuire nr.: 2.0 GB-ENG
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14.7. Transport in vrac in conformitate cu anexa Il la Marpol si Codul IBC
Transportul se face numai in ambalaje omologate si adecvate.

Alte informatii aplicabile

Pe baza rezultatelor testelor autoritatii competente pentru compania care introduce produsul pe piata si
conform Regulamentului CE nr. 1272/2008, amestecul este atribuit clasei de pericol ,,Substante si
amestecuri autoreactive” de tip F (vezi raportul de testare nr. 2.2-338/13 al Institutului Federal de
Cercetare si Testare a Materialelor BAM din 8 noiembrie 2013).

SECTIUNEA 15: Informatii de reglementare

15.1. Reglementari/legislatii de siguranti, sinatate si mediu specifice pentru substanti sau amestec
Informatii privind reglementarile UE

2004/42/CE (COV): 0%

Informatii conform 2012/18/UE (SEVESO III): P6b SUBSTANTE SI AMESTECURI
AUTOREACTIVE si PEROXIZI ORGANICI

Informatii privind reglementarile nationale

Restrictii de angajare:

Respectati restrictiile privind angajarea minorilor in conformitate cu ,,orientarile privind protectia muncii
pentru minori” (94/33/CE). Respectati restrictiile de angajare conform Directivei privind protectia
maternitatii (92/85/EEC) pentru femeile Insarcinate sau care aldpteaza.

15.2. Evaluarea securitatii chimice

Pentru aceasta substanta nu a fost efectuatd o evaluare a securitatii chimice.

SECTIUNEA 16: Alte informatii

Abrevieri si acronime

ADR = Accord europeen relatif au transport international des marchandises Dangereuses par Route
RID = Reglement concernant le transport international ferroviaire de marchandises dangereuses
ADN = Accord europeen relatif au transport international des marchandises dangereuses par voie de
navigation interieur

IMDG = Codul maritim international pentru marfuri periculoase

IATA/ICAO = International Air Transport Association / International Civil Aviation Organization
MARPOL = International Convention for the Prevention of Pollution from Ships

IBC-Code = Cod international pentru constructia si echipamentul navelor care transporta produse chimice
periculoase in vrac

GHS = Sistemul Global Armonizat de Clasificare si Etichetare a Substantelor Chimice

REACH = Inregistrare, Evaluare, Autorizare si Restrictionare a Substantelor Chimice

CAS = Serviciul de rezumate chimice

Revizuire nr.: 2.0 GB-ENG
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EN = norma europeana

ISO = Organizatia Internationald pentru Standardizare

DIN = Deutsche Industrie Norm

PBT = Persistent Bioacumulativ si Toxic

vPvB = Foarte Persistent si Foarte Bioacumulativ

LD = doza letala

LC = Concentratie letala

EC = Concentratie de efect

IC = concentratia mediana de imobilizare sau concentratia mediana de inhibitie
Clasificarea amestecurilor si metoda de evaluare utilizatd conform Regulamentului (CE) nr. 1272/2008
[CLP]

Clasificare Procedura de clasificare
Auto-reactie. F; H242 Pe baza datelor de testare
Tox. acuta. 4; H302 Pe baza datelor de testare
Leziuni oculare 1; H318 Metoda de calcul

Declaratii H si EUH relevante (numar si text integral)
H242 Incilzirea poate provoca un incendiu.

H272 Poate intensifica incendiul; oxidant.

H302 Nociv in caz de inghitire.

H318 Provoaca leziuni oculare grave

H319 Provoaca o iritare grava a ochilor.

Informatii suplimentare

Datele de la punctele 4 la 8, precum si de la 10 la 12, nu se refera partial la utilizarea si utilizarea regulata
a produsului (in acest sens consultati informatii despre utilizare si despre produs), ci la eliberarea unor
cantitati majore in caz de accidente si nereguli.

Informatiile descriu exclusiv cerintele de sigurantd pentru produs(e) si se bazeaza pe nivelul actual al
cunostintelor noastre.

Specificatiile de livrare sunt cuprinse in fisa produsului corespunzatoare.

Aceste date nu constituie o garantie pentru caracteristicile produsului(lor) asa cum sunt definite de
reglementdrile legale de garantie.

(n.a. = nu se aplica; n.d. = nedeterminat)

Pentru utilizarile identificate, vezi si A.L.S.E. (www.aise.eu). Acolo veti gasi informatii suplimentare sub
cuvantul cheie SUMI (informatii privind amestecurile de utilizare in sigurantd).

Revizuire nr.: 2.0 GB-ENG
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Fisa tehnica de securitate
conform Regulamentului (CE) nr. 1907/2006 in versiunea sa in vigoare)

B BRAUN
Stabimed ultra
Data revizuirii: 08.06.2020 Cod produs: 00056-0314
Utilizari identificate
INr.  [Titlu scurt LCS SU PC PROC ERC AC TF Specificatie
Dezinfectant - - - 8a.8b,9, | - - SUMI VIII
1 linstrumente 19
LCS: Etapele ciclului de viata SU: Sectoare de utilizare
PC: categorii de produse PROC: categorii de procese
ERC: categorii de eliberare in mediu AC: categorii de articole

TF: Functii tehnice

(Datele pentru ingredientele periculoase au fost preluate, respectiv, din ultima versiune a fisei tehnice de
securitate a subcontractantului.)

Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile ENGLEZA,

FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberati de Ministerul Justitiei din

Romania, certific exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ca textul

prezentat spre traducere a fost tradus in intregime, fard omisiuni, si ca, prin traducere, inscrisului nu i-au
fost denaturate continutul si sensul.

Traducator si interpret autorizat,

Valerica Pdtru (17602)

Revizuire nr.: 2.0 GB-ENG
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Safety Data Sheet B B RAU N

(according to Regulation (EC) No. 1907/2006 in its currently valid version)

Stabimed ultra
Revision date: 08.06.2020 Product code: 00056-0314 Page 1 of 12

SECTION 1: Identification of the substance/mixture and of the company/undertaking

1.1. Product identifier

Stabimed ultra
UFI: QFS1-EMHS-J101-Y13F

1.2. Relevant identified uses of the substance or mixture and uses advised against

Use of the substance/mixture
Instrument disinfectant

1.3. Details of the supplier of the safety data sheet

Manufacturer
Company name: B. Braun Medical AG
Street: Seesatz 17
Place: CH-6204 Sempach
Responsible Department: Zentrale
Telephone: +41 (0) 58 / 258 50 00
E-Mail: info.bbmch@bbraun.com
Responsible for the safety data sheet: sds@gbk-ingelheim.de
Supplier
Company name: B. Braun Melsungen AG
Street: Carl-Braun-Strafie 1
Place: D-34212 Melsungen
Responsible Department: Zentrale Service-Bereiche / Logistik und Supply Chain
Telephone: +49 (0) 5661 / 71-4422
E-Mail: logistics.service@bbraun.com
1.4. Emergency telephone INTERNATIONAL: +49 - (0) 6132 - 84463, GBK GmbH (24h - 7d/w - 365d/a)
number: In England and Wales: NHS 111 In Scotland: NHS 24 - dial 111

SECTION 2: Hazards identification

2.1. Classification of the substance or mixture

Regulation (EC) No. 1272/2008
Hazard categories:
Self-reactive substance or mixture: Self-react. F
Acute toxicity: Acute Tox. 4
Serious eye damage/eye irritation: Eye Dam. 1
Hazard Statements:
Heating may cause a fire.
Harmful if swallowed.
Causes serious eye damage.

2.2. Label elements
Regulation (EC) No. 1272/2008

Hazard components for labelling
Disodium carbonate, compound with hydrogen peroxide (2:3)

Signal word: Danger

Pictograms: ; i

Hazard statements

H242 Heating may cause a fire.
H302 Harmful if swallowed.
H318 Causes serious eye damage.

Revision No: 2,0 GB - EN



Safety Data Sheet B

DRAUN

(according to Regulation (EC) No. 1907/2006 in its currently valid version)

Stabimed ultra

Revision date: 08.06.2020 Product code: 00056-0314 Page 2 of 12
Precautionary statements
P210 Keep away from heat, hot surfaces, sparks, open flames and other ignition sources. No
smoking.
P260 Do not breathe dust.
P280 Wear eyeprotection.
P301+P312 IF SWALLOWED: Call a POISON CENTER/doctor if you feel unwell.

P305+P351+P338 IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if

present and easy to do. Continue rinsing.
P310 Immediately call a POISON CENTER/doctor.

P501 Dispose of contents/container to an approved waste disposal plant. .

Additional advice on labelling

On the basis of test results of the competent authority for the company placing the product on the market and
according to the regulation EC No 1272/2008, the mixture is assigned to the hazard class “Self-reactive
substances and mixtures” type F (see test report No 2.2-338/13 of the Federal Institute for Materials Research

and Testing BAM dated 8th of November 2013).
Labelling of packages where the contents do not exceed 125 ml
Signal word: Danger
Pictograms:

Hazard statements
H318

Precautionary statements
P280-P305+P351+P338-P310

2.3. Other hazards

According to Regulation (EC) No 1907/2006 (REACH) none of the substances, contained in this product are a

PBT substance.
Risk of dust explosion.

SECTION 3: Composition/information on ingredients

3.2. Mixtures

Chemical characterization
Mixture of the following substances with non-hazardous admixtures

Hazardous components

CAS No Chemical name

Quantity/|

EC No [Index No [REACH No

GHS Classification

15630-89-4 |Disodium carbonate, compound with hydrogen peroxide (2:3)

>30-<50 %

239-707-6 | [01-2119457268-30

Ox. Sol. 2, Acute Tox. 4, Eye Dam. 1; H272 H302 H318

77-92-9 Citric acid

>10-<20 %

201-069-1 | [01-2119457026-42

Eye Irrit. 2; H319

497-19-8 Sodium carbonate

>1-<10%

207-838-8 [011-005-00-2 [01-2119485498-19

Eye Irrit. 2; H319

Full text of H and EUH statements: see section 16.

SECTION 4: First aid measures

4.1. Description of first aid measures

Revision No: 2,0 GB - EN



Safety Data Sheet B B RAU N

(according to Regulation (EC) No. 1907/2006 in its currently valid version)

Stabimed ultra
Revision date: 08.06.2020 Product code: 00056-0314 Page 3 of 12

General information
Data of item 4 do partly not refer to the use and the regular employing of the product (in this sense consult
package leaflet and expert information), but to liberation of major amounts in case of accidents and
irregularities.
Remove contaminated soaked clothing immediately.
Never give anything by mouth to an unconscious person.

After inhalation
Move to fresh air in case of accidental inhalation of dust or fumes from overheating or combustion.
In the event of symptoms refer for medical treatment.
Oxygen or artificial respiration if needed.
Keep warm and calm injured person.

After contact with skin
In case of contact with skin wash off immediately with plenty of water.
Consult a doctor if skin irritation persists.

After contact with eyes
Rinse immediately with plenty of water, also under the eyelids, for at least 15 minutes.
Remove contact lens.
Protect uninjured eye.
Seek medical treatment by eye specialist.

After ingestion
Do not induce vomiting.
Rinse out mouth and give plenty of water to drink.
Summon a doctor immediately.
Induce vomiting only upon the advice of a physician.

4.2. Most important symptoms and effects, both acute and delayed
Harmful if swallowed.
Causes serious eye damage.
Prolonged contact may cause skin irritation.

4.3. Indication of any immediate medical attention and special treatment needed
Treat symptoms.

SECTION 5: Firefighting measures

5.1. Extinquishing media

Suitable extinguishing media
Foam, carbon dioxide (CO2), dry chemical, water-spray.

Unsuitable extinguishing media
Full water jet

5.2. Special hazards arising from the substance or mixture
Fire may produce:
Carbon monoxide and carbon dioxide
Nitrogen oxides (NOXx), sulphur oxides (SOx), phosphorus oxides (POXx).

5.3. Advice for firefighters
Wear self-contained breathing apparatus and protective suit.
Additional information

Cool containers at risk with water spray jet.
Fire residues and contaminated firefighting water must be disposed of in accordance with the local regulations.

SECTION 6: Accidental release measures

6.1. Personal precautions, protective equipment and emergency procedures
Avoid dust formation. Do not breathe dust.
Avoid contact with skin, eyes and clothing.
Ensure adequate ventilation.
Use personal protective clothing.

Revision No: 2,0 GB - EN
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Remove all sources of ignition.

6.2. Environmental precautions
Do not discharge into the drains/surface waters/ground water.

6.3. Methods and material for containment and cleaning up
Pick up mechanically, avoiding dust, and provide disposal in suitable recipients.

6.4. Reference to other sections
Observe protective instructions (see Sections 7 and 8).
Information for disposal see section 13.

SECTION 7: Handling and storage

7.1. Precautions for safe handling

Advice on safe handling
Keep container tightly closed.
Provide appropriate exhaust ventilation at machinery and at places where dust can be generated.
Avoid the formation and deposition of dust. Do not breathe dust.
Avoid contact with skin, eyes and clothing.

Advice on protection against fire and explosion
No special protective measures against fire required.
Dust may form explosive mixture in air.

7.2. Conditions for safe storage, including any incompatibilities

Requirements for storage rooms and vessels
Keep container tightly closed in a dry, cool and well-ventilated place.
Recommended storage temperature: < 25°C

Hints on joint storage
Incompatible with:
Strong acids and strong bases
Powdered metal salts.
Reducing agents.

Further information on storage conditions
Keep away from food, drink and animal feeding stuffs.

7.3. Specific end use(s)

Instrument disinfectant

SECTION 8: Exposure controls/personal protection

8.1. Control parameters

PNEC values

CAS No |Substance

Environmental compartment Value
77-92-9 | Citric acid

Freshwater 0,44 mg/I
Marine water 0,044 mgl/l
Freshwater sediment 7,52 mg/kg
Marine sediment 0,752 mg/kg
Soil 29,2 mg/kg

Additional advice on limit values
Obey TLV for common dust, if applicable.
8.2. Exposure controls

Appropriate engineering controls
Provide appropriate exhaust ventilation at machinery and at places where dust can be generated.

Revision No: 2,0 GB - EN
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Protective and hygiene measures
Data of item 8 do partly not refer to the use and the regular employing of the product (in this sense consult
package leaflet and expert information), but to liberation of major amounts in case of accidents and
irregularities.
Do not breathe dust.
Avoid contact with eyes and skin.
Wash hands before breaks and immediately after handling the product.
When using do not eat, drink or smoke.
Remove and wash contaminated clothing before re-use.

Eyelface protection
Tightly fitting goggles (EN 166).
Eye wash bottle with pure water (EN 15154).

Hand protection
Protective gloves resistant to chemicals made off nitrile, minimum coat thickness 0.4 mm, permeation
resistance (wear duration) approx. 60 minutes, i.e. protective glove <Camatril Velours 730> made by
www.kcl.de.
This recommendation refers exclusively to the chemical compatibility and the lab test conforming to EN 374
carried out under lab conditions.
Requirements can vary as a function of the use. Therefore it is necessary to adhere additionally to the
recommendations given by the manufacturer of protective gloves.

Skin protection
Long sleeved clothing (DIN EN I1SO 6530)
Boots.

Respiratory protection
No personal respiratory protective equipment normally required.
Breathing apparatus (particle filter) only if dust is formed. [Particle filter P1]

SECTION 9: Physical and chemical properties

9.1. Information on basic physical and chemical properties

Physical state: Powder
Colour: Off-white
Odour: Characteristic
Test method

pH-Value (at 20 °C): approx. 7,9 (0,162%)
Changes in the physical state
Melting point: n.d.
Initial boiling point and boiling range: n.d.
Sublimation point: n.a.
Softening point: n.d.
Flash point: n.a.
Flammability

Solid: n.a.

Gas: n.a.

Explosive properties
The product is considered non-explosive; nevertheless explosive dust/air mixture can be generatec

Lower explosion limits: n.d.
Upper explosion limits: n.d.
Ignition temperature: n.d.
Auto-ignition temperature

Gas: n.a.

Revision No: 2,0 GB - EN
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Decomposition temperature:

Oxidizing properties
Not oxidising.

(")

Vapour pressure: n.d.
Density (at 20 °C): 0,89 g/cm?®
Bulk density: n.d.
Water solubility: 30 g/L
(at 20 °C)
Solubility in other solvents
n.d.
Partition coefficient: n.d.
Viscosity / dynamic: n.a.
Viscosity / kinematic: n.a.
Flow time: n.a.
Vapour density: n.d.
Evaporation rate: n.d.
Solvent separation test: 0 %
Solvent content: 0%
9.2. Other information
Solid content: 100 %

(*) SADT: > 55°C, < 75°C

SECTION 10: Stability and reactivity

10.1. Reactivity
No decomposition if stored and applied as directed.

10.2. Chemical stability
Stable under normal conditions.
10.3. Possibility of hazardous reactions
Dust may form explosive mixtures with air.

Contact with water or moisture liberates hydrogen peroxide and peracetic acid.

Risk of dangerous self-accelerating decomposition reaction. (SADT 60°C)

10.4. Conditions to avoid
To avoid thermal decomposition, do not overheat.
Humid air

10.5. Incompatible materials
Strong acids and strong bases
Powdered metal salts.
Reducing agents.

10.6. Hazardous decomposition products
No hazardous decomposition products known.
Fire may produce:
Carbon monoxide and carbon dioxide

Nitrogen oxides (NOx), sulphur oxides (SOx), phosphorus oxides (POx).

SECTION 11: Toxicological information

11.1. Information on toxicological effects

Acute toxicity
Harmful if swallowed.
LD50/oral/rat: 500 mg/kg [OECD 420]

Revision No: 2,0 GB - EN
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CAS No Chemical name
Exposure route Dose |Species |Source Method

15630-89-4 |Disodium carbonate, compound with hydrogen peroxide (2:3)

oral LD50 893 Rat
mg/kg
dermal LD50 > 5000 |Rabbit
mg/kg
77-92-9 Citric acid
oral LD50 11700 Rat
mg/kg
dermal LD50 >2000 |[Rat
mg/kg
497-19-8 Sodium carbonate
oral LD50 2800 Rat
mg/kg
dermal LD50 > 2000 |Rabbit
mg/kg

Irritation and corrosivity

Causes serious eye damage.

Skin corrosion/irritation: Based on available data, the classification criteria are not met.
Sensitising effects

Based on available data, the classification criteria are not met.

Carcinogenic/mutagenic/toxic effects for reproduction
Based on available data, the classification criteria are not met.

STOT-single exposure
Based on available data, the classification criteria are not met.
STOT-repeated exposure
Based on available data, the classification criteria are not met.
Aspiration hazard
Based on available data, the classification criteria are not met.
Additional information on tests
Classification in compliance with the assessment procedure specified in the Regulation (EC) no 1272/2008.

Practical experience

Other observations
Ingestion causes irritation of upper respiratory system and gastrointestinal disturbance.
Prolonged contact may cause skin irritation.
Inhalation of dust may cause irritations of mucous membranes, cough and shortness of breath.

SECTION 12: Ecological information

12.1. Toxicity
Ecological data are not available.

Revision No: 2,0 GB - EN
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CAS No Chemical name
Aquatic toxicity |Dose |[h] | [d]lSpecies |Source |Method
15630-89-4 |Disodium carbonate, compound with hydrogen peroxide (2:3)
Acute fish toxicity LC50 70,7 96 h|Pimephales promelas
mg/l
Acute crustacea toxicity] EC50 4,9 mg/l 48 h|Daphnia pulex
77-92-9 Citric acid
Acute fish toxicity LC50 440 mg/l| 96 h|Leuciscus idus OECD 203
Acute crustacea toxicity]| EC50 1535 48 h|Daphnia magna
mg/l
Algae toxicity NOEC 425 mgl/l 8 d|Scenedesmus
quadricauda
497-19-8 Sodium carbonate
Acute fish toxicity LC50 300 mg/l| 96 h|Lepomis macrochirus
Acute crustacea toxicity| EC50 220 - 48 h|Ceriodaphnia dubia
227 mg/l
12.2. Persistence and degradability
No data available
CAS No Chemical name
Method |Va|ue | d |Source
Evaluation
77-92-9 Citric acid
OECD 301B [97 % | |
Readily biodegradable.
OECD 301E [100 % | |
Readily biodegradable.
12.3. Bioaccumulative potential
No data available
Partition coefficient n-octanol/water
CAS No Chemical name Log Pow
77-92-9 Citric acid -1,8--0,2

12.4. Mobility in soil

No data available
12.5. Results of PBT and vPvB assessment

According to Regulation (EC) No 1907/2006 (REACH) none of the substances, contained in this product are a
PBT substance.

12.6. Other adverse effects

Low hazard to waters.

Further information
Do not discharge into surface waters/groundwater.

SECTION 13: Disposal considerations

13.1. Waste treatment methods

Disposal recommendations
Can be incinerated, when in compliance with local regulations.
Can be landfilled after chemical and physical treatment, when in compliance with local regulations.

List of Wastes Code - residues/unused products

Revision No: 2,0
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180106 WASTES FROM HUMAN OR ANIMAL HEALTH CARE AND/OR RELATED RESEARCH (EXCEPT
KITCHEN AND RESTAURANT WASTES NOT ARISING FROM IMMEDIATE HEALTH CARE);
wastes from natal care, diagnosis, treatment or prevention of disease in humans; chemicals
consisting of or containing hazardous substances; hazardous waste

Contaminated packaging
Empty containers should be taken for local recycling, recovery or waste disposal.
Contaminated packaging should be emptied as far as possible and after appropriate cleansing may be taken
for reuse.
Packaging that cannot be cleaned should be disposed of like the product.

SECTION 14: Transport information

Land transport (ADR/RID)

14.1. UN number: UN 3230

14.2. UN proper shipping name: SELF-REACTIVE SOLID TYPE F (Disodium carbonate, compound with
hydrogen peroxide (2:3))

14.3. Transport hazard class(es): 4.1

14.4. Packing group:

Hazard label: 41

Classification code: SR1

Limited quantity: 500 g / 30 kg
Excepted quantity: EO
Transport category: 2

Hazard No: 40

Tunnel restriction code: D

Other applicable information (land transport)
SADT > 55°C; < 75°C

Inland waterways transport (ADN)

14.1. UN number: UN 3230

14.2. UN proper shipping name: SELF-REACTIVE SOLID TYPE F (Disodium carbonate, compound with
hydrogen peroxide (2:3))

14.3. Transport hazard class(es): 4.1

14.4. Packing group:

Hazard label: 41

Classification code: SR1
Limited quantity: 500 g/ 30 kg
Excepted quantity: EO

Other applicable information (inland waterways transport)
SADT > 55°C; < 75°C

Marine transport (IMDG)

14.1. UN number: UN 3230

14.2. UN proper shipping name: SELF-REACTIVE SOLID TYPE F (Disodium carbonate, compound with
hydrogen peroxide (2:3))

14.3. Transport hazard class(es): 4.1

14.4. Packing group:

Hazard label: 4.1

Revision No: 2,0 GB - EN
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Marine pollutant: No

Limited quantity: 500 g/ 30 kg
Excepted quantity: EO

EmS: F-J, S-G

Other applicable information (marine transport)
SADT > 55°C; < 75°C

Air transport (ICAO-TI/IATA-DGR)

14.1. UN number: UN 3230

14.2. UN proper shipping name: SELF-REACTIVE SOLID TYPE F (Disodium carbonate, compound with
hydrogen peroxide (2:3))

14.3. Transport hazard class(es): 4.1

14.4. Packing group:

Hazard label: 4.1

Limited quantity Passenger: Forbidden

Passenger LQ: Forbidden

Excepted quantity: EO

IATA-packing instructions - Passenger: 459
IATA-max. quantity - Passenger: 10 kg
IATA-packing instructions - Cargo: 459
IATA-max. quantity - Cargo: 25 kg

Other applicable information (air transport)
SADT > 55°C; < 75°C

14.5. Environmental hazards
ENVIRONMENTALLY HAZARDOUS: no
14.6. Special precautions for user
Handle in accordance with good industrial hygiene and safety practice.

14.7. Transport in bulk according to Annex Il of Marpol and the IBC Code
The transport takes place only in approved and appropriate packaging.

Other applicable information
On the basis of test results of the competent authority for the company placing the product on the market and
according to the regulation EC No 1272/2008, the mixture is assigned to the hazard class “Self-reactive
substances and mixtures” type F (see test report No 2.2-338/13 of the Federal Institute for Materials Research
and Testing BAM dated 8th of November 2013).

SECTION 15: Regulatory information

15.1. Safety, health and environmental regulations/legislation specific for the substance or mixture

EU regulatory information

2004/42/EC (VOC): 0 %
Information according to 2012/18/EU  P6b SELF-REACTIVE SUBSTANCES AND MIXTURES and ORGANIC
(SEVESO lI): PEROXIDES

National regulatory information

Employment restrictions: Observe restrictions to employment for juveniles according to the 'juvenile
work protection guideline' (94/33/EC). Observe employment restrictions
under the Maternity Protection Directive (92/85/EEC) for expectant or
nursing mothers.
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15.2. Chemical safety assessment

For this substance a chemical safety assessment has not been carried out.

SECTION 16: Other information

Abbreviations and acronyms

ADR = Accord européen relatif au transport international des marchandises Dangereuses par Route

RID = Réglement concernant le transport international ferroviaire de marchandises dangereuses

ADN = Accord européen relatif au transport international des marchandises dangereuses par voie de navigation intérieur
IMDG = International Maritime Code for Dangerous Goods

IATA/ICAO = International Air Transport Association / International Civil Aviation Organization

MARPOL = International Convention for the Prevention of Pollution from Ships

IBC-Code = International Code for the Construction and Equipment of Ships Carrying Dangerous Chemicals in Bulk

GHS = Globally Harmonized System of Classification and Labelling of Chemicals

REACH = Registration,

Evaluation, Authorization and Restriction of Chemicals

CAS = Chemical Abstract Service

EN = European norm

ISO = International Organization for Standardization
DIN = Deutsche Industrie Norm
PBT = Persistent Bioaccumulative and Toxic

vPvB = Very Persistent

LD = Lethal dose

and very Bio-accumulative

LC = Lethal concentration
EC = Effect concentration
IC = Median immobilisation concentration or median inhibitory concentration

Classification for mixtures and used evaluation method according to Regulation (EC) No. 1272/2008 [CLP]

Classification

Classification procedure

Self-react. F; H242

On basis of test data

Acute Tox. 4; H302

On basis of test data

Eye Dam. 1; H318

Calculation method

Relevant H and EUH statements (number and full text)

H242
H272
H302
H318
H319

Further Information
Data of items 4 to 8,

Heating may cause a fire.
May intensify fire; oxidiser.
Harmful if swallowed.
Causes serious eye damage.
Causes serious eye irritation.

as well as 10 to 12, do partly not refer to the use and the regular employing of the product

(in this sense consult information on use and on product), but to liberation of major amounts in case of
accidents and irregularities.

The information describes exclusively the safety requirements for the product(s) and is based on the present
level of our knowledge.

The delivery specifications are contained in the corresponding product sheet.

This data does not constitute a guarantee for the characteristics of the product(s) as defined by the legal

warranty regulations

(n.a. = not applicable; n.d. = not determined)
For the identified uses, see also A.l.S.E. (www.aise.eu). There you will find further information under the

keyword SUMI (safe

use mixtures information).
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Identified uses
No Short title LCS SuU PC PROC ERC AC TF Specification
1 |Instrument disinfectant - - - 8a, 8b, 9, - - - SUMI VIl
19
LCS: Life cycle stages SU: Sectors of use
PC: Product categories PROC: Process categories
ERC: Environmental release categories AC: Atrticle categories

TF: Technical functions

‘The data for the hazardous ingredients were taken respectively from the last version of the sub-contractor's safety
data sheet.)
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B/BRAUN Stabimed ultra

0. NOTE

- Eficacitatea microbicida a fost determinata fie in conditii de testare a suspensiei (faza 2, etapa
1), fie in conditii de testare a practicii simulate (faza 2, etapa 2) sau in ambele. Metodele
utilizate au fost fie metodele standard DGHM, fie metodele europene de testare, fie metode
derivate din acestea.

- Rezultatele Fazei 2 Etapa 1 si/sau ale Fazei 2 Etapa 2 sunt mai cuprinzatoare decat Testele
Activitatii de Baza conform EN 1040 (bactericid) si EN 1275 (fungicid, C. albicans). Acestea
pot fi considerate de prisos si, prin urmare, nu au fost efectuate in fiecare caz.

- Au fost luate in considerare orice modificari ale excipientilor.

- Declaratie privind echivalenta testelor efectuate conform ,,Metodelor de testare standard ale
DGHM pentru testarea procedurilor de dezinfectie chimica” si a testelor conform Standardelor
Europene

- rezultatele testarii produselor in conditii murdare sunt valabile si pentru conditiile curate.

Nume produs: Stabimed ultra
Clasa de produs:
0 Méana o Piele o Membrana mucoasd o Rani o Suprafete X Instrumente o Altele

Comentarii: Helix ultra a fost redenumit Stabimed ultra. Din acest motiv, unele rapoarte de expertiza
sunt exprimate Tn Helix ultra.

1. Activitate bactericida, levuricida si fungicida (faza 1, faza 2, pasul 1 si 2)

S. aureus, E. hirae, P. aeruginosa, E. coli*?, P. mirabilis' / Drojdicid: C. albicans/ Fungi: C. albicans
& A. brasiliensis

1 daca acesta s-ar fi dovedit a fi mai rezistent la testul calitativ al suspensiilor decat P. aeruginosa

2 obligatoriu testarea pentru dezinfectanti pentru maini si piele

Raport de expertiza Concentratie / Timp de Metoda Corespunde cu EN
expunere
T. Koburger, Hygiene Conditii: DGHM 9.1 EN 13727
Nord, Greifswald, O curate murdare EN 13624
14.09.2017 0.1% /1 min
*prezentat la VAH Conditii: DGMH 9.1 EN13624

O curate murdare
2.0% / 15 min

1.5% /30 min

1.0% /60 min

(A. brasiliensis)
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Conditii: DGMH 15 EN 14561

O curate murdare EN 14562

0.5% /1 min

2.0% /15 min
1.0% / 60 min
(A. brasiliensis)

Conditii:

O curate murdare
0.25%/1 min

(S. aureus, E. hirae, P.
aeruginosa)

EN13727 (2012+A2
:2015)

n.a.

Conditii:

O curate murdare
0.5%/ 1 min

(C. albicans)

EN13624 :2013

n.a.

http://bdocs.bbraun.com/livelink/livelink.exe/open/268

82317

H.-P. Werner, HygCen,
Schwerin, 04.02.2020
* prezentat la VAH

Conditii:

o curate B murdare
0.5% / 2 min

(S. aureus, E. hirae, P.
aeruginosa, C.albicans)

DGHM 9.1

EN 13727

Conditii:

O curate murdare
0.25% / 2 min

0.10% / 15 min

0.10% / 30 min

0.05% / 60 min

(S. aureus, E. hirae, P.
aeruginosa, C.albicans)

DGHM 15

EN 14561
EN 14562

Conditii:

O curate murdare
0.10%/ 1 min

(P. aeruginosa)

EN13727 (2012+A2
:2015)

n.a.

Conditii:

O curate murdare
0.5%/ 1 min

(C. albicans)

EN13624:2013

n.a.

http://bdocs.bbraun.com/

livelink/livelink.exe/open/26882556

H.-P. Werner, HygCen,
Schwerin, 18.11.2014
* prezentat la VAH

Conditii:

curate O murdare
2.0%/ 10 min

1.0% / 30 min

(A. brasiliensis)

DGHM 9.1

EN 13624

Conditii:

curate O murdare
Cu 0.03% incarcatura de
albumina

DGHM 15

EN 14562
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2.0%/ 15 min
1.0% / 60 min
(A. brasiliensis)

http://bdocs.bbraun.com/

livelink/livelink.exe/open/26882632

P. Rudolph, Hygiene
Nord,
Greifswald, 23.07.2008

Conditii:

curate O murdare
0.1% /1 min

(S. aureus, E. hirae, P.
aeruginosa)

EN 13727

n.a.

Conditii:

curate O murdare
0.25%/ 2 min

(C. albicans)

1.5% /15 min

1.0% / 30 min

0.5% / 60 min

(A. brasiliensis)

EN 13624

n.a.

http://bdocs.bbraun.com/

livelink/livelink.exe/open/26882554

H. Gabriel, Dr. Brill und
Dr.
Steinmann, Hamburg,

Conditii:
X curate o murdare
1.5%/ 15 min

EN14562:2006

n.a.

25.08.2017 (A. brasiliensis)
http://bdocs.bbraun.com/livelink/livelink.exe/open/86803248

Concluzie:

conditii:

O curate murdare

Dezinfectarea instrumentelor: 0.5% / 5 min

2.

Activitate tuberculocida: M. tuberculosis sau M. terrae

Activitate micobacterida:

M. terrae si M. avium

Activitate tuberculocida si micobacterida (faza 1, faza 2, pasul 1 si 2)

Raport de expertizi Concentratie / Timp de Metoda Corespunde cu EN
expunere
T. Koburger, Hygiene Conditii: DGHM 9.2 EN 14348
Nord, Greifswald, O curate murdare
14.09.2017 1.5 %/5 min
*prezentat la VAH 1.0% / 15 min
0.5% / 30 min
(M. terrae, M. avium)
Conditii: DGHM 15 EN 14563
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O curate murdare

0.5 %/5 min

(M. terrae, M. avium)

Conditii: DGHM 15 EN 14563

O curate murdare

1.5 %/5 min

1.0% /15 min

0.5% / 30 min

(M. terrae)

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882317

P. Rudolph, Hygiene Conditii: EN 14348 n.a.
Nord, curate O murdare

Greifswald, 23.07.2008 1.5%/ 5 min

1.0% /15 min

0.5% / 30 min

(M. terrae, M. avium)

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882554

H.-P. Werner, HygCen, Conditii: DGHM 9.2 EN 14348
Schwerin, 18.11.2014 O curate murdare
* prezentat la VAH 2.0 %/5 min

1.25% /10 min
1.0% / 15 min
(M. terrae)
1.5% /10 min
1.25% / 15 min
(M. avium)

Conditii: DGHM 15 EN 14563
O curate murdare
1.5% / 10 min

1.25% /15 min

(M. terrae)

1.5% / 10 min

1.25% /15 min

(M. terrae , M. avium)

http://bdocs.bbraun.com/livelink/livelink.exe/open/26887182

Concluzie:

Conditii:

O curate murdare
Activitate microbactericida
2.0% /5 min

1% /15 min
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3. Virusi

3.1 Conform EN 14476 si EN 17111

Virus Raport de expertiza Concentratie / Timp Metoda
de expunere
J. Steinmann, Dr. Brill Conditii: EN 14476
& O curate murdare

Partner GmbH,

2.0 %/10 min

Bremen, 1.5% / 15 min
07.10.2015 (tipul 1 - LSc - 2 ab)

Poliovirus http://bdocs.bbraun.com/livelink/livelink.exe/open/54944084
J. Steinmann, Dr. Brill Conditii: EN 14476
& curate O murdare
Partner GmbH, 2.0%/ 10 min
Bremen, 1.5% /15 min
07.10.2015 (tipul 1 - LSc - 2 ab)
http://bdocs.bbraun.com/livelink/livelink.exe/open/54970989
J. Steinmann, Conditii: EN 14476
MikroLab, O curate murdare
Bremen, 14.06.2010 1.0 %/5 min

Adenovirus (tipul 5 — Adenoid 75)

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882321

M. Eggers, Labor
Enders,
Stuttgart, 08.10.2020

Conditii:
curate O murdare
1.0%/ 10 min
2.0% / 10 min
(tipul 5 — Adenoid 75)

EN 14476

https://bdocs.bbraun.com/OTCS/cs.exe/open/159475513

Murine novovirus

J. Steinmann, Dr. Brill
&

Partner GmbH,
Bremen,

21.10.2015

Conditii:
O curate murdare
0.5 %/5 min

(Berlin 06/06/DE Izolat
599))

EN14476

http://bdocs.bbraun.com/livelink/livelink.exe/open/54970572

M. Eggers, Labor
Enders,
Stuttgart, 08.10.2020

Conditii:
curate O murdare
1.0%/ 10 min
2.0% /10 min
(tulpind murine

Norovirus $99))

EN17111:2018

https://bdocs.bbraun.com/OTCS/cs.exe/open/159445913

Vacciniavirus

Parvovirus (daca T > 40° C)
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Concluzii la activitatea impotriva virusilor conform EN14476

Spectru de activitate

Virus de testare

Concentratie / timp de expunere

- 1< & . o —
A.cth.ltat(i v1}*l.1c1da Impotriva Vaccinia 1.0% /5 min
virusilor inveliti

— — S -
S.pect.ruv limitat de activitate Adeno si MNV 1.0% /5 min
virucida >

Activitate virucida

Polio, Adeno si MNV

2.0% /10 min
1.5% /15 min

* concluzie bazata pe spectrul limitat confirmat de activitate virucida

3.2 Conform DVV/RKI

Virus Raport de expertiza Concentratie / Timp Metoda
de expunere
Vacciniavirus J. Steinmann, Dr. Brill DWI/RKI
&
Partner, Bremen, 0.5% /5 min
02.05.2016 (Elstree)

http://bdocs.bbraun.com/livelink/livelink.exe/open/64137136

BVDV (Virusul hepatitei C)

J. Steinmann, Dr. Brill
&
Partner, Bremen,

1.0% /5 min

DWI/RKI

09.08.2016 0.5% / 15 min

http://bdocs.bbraun.com/livelink/livelink.exe/open/71563704
Poliovirus J. Steinmann, 2.0% /15 min DW/RKI

MikroLab, 1.0% /30 min

Bremen, 25.05.2008 (tip 1 — LSc-2ab)

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882462
Adenovirus J. Steinmann, 1.0% /5 min DW/RKI

MikrolLab,
Bremen, 17.06.2008

(tip 5 — Adenoid 75)

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882642

J. Steinmann,
MikrolLab,
Bremen, 14.06.2010

Conditii:
O curate murdare
1.0 %/5 min

(tip 5 — Adenoid 75)

DWI/RKI

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882321

Murine Norovirus

Poliomavirus

J. Steinmann,
MikrolLab,
Bremen, 14.05.2008

1.0% /5 min
(777)

DW/RKI

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882320

Parvovirus (daca T >40°C)
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produsul este eficient impotriva HBV/HCV/HIV daca este eficient mpotriva virusului de testare

BVDV si Vaccinia.

produsul este eficient impotriva Rota daca este eficient impotriva virusului de testare Adeno si MNV

Concluzie la Activitatea impotriva Virusilor conform DVV/RKI

Referinta:

Recomandarea RKI privind testarea si declararea eficacitatii dezinfectantilor impotriva virusilor,

Bundesgesundheitsblatt

— Gesundheitsforschung — Gesundheitsschutz 2004 (Heft 1), 47, S. 62 - 66.
Recomandarea RKI si metoda de testare a RKI/DVV 12.2014 privind testarea si declararea eficacitatii

dezinfectantilor
Tmpotriva virusurilor, Bundesgesundheitsblatt — Gesundheitsforschung — Gesundheitsschutz 4-5 2015,
S. 493 - 504.
Spectru de activitate Virus de testare Concentratie / timp de expunere
Spectru limitat de activitate .. 1.0% /5 min
virucida Vaccinia si BVDV 0.5 % / 15 min
Spect.ruv limitat de activitate Adeno si MNV i
virucida plus ’

Activitate virucida

Polio, Adeno, Polyoma si MNV -

3.3 mai multi virusi

Virus

Raport de expertiza

Concentratie / Timp
de expunere

Metoda

Nedeterminat

4. Spori bacterii (B.cereus/B.subtilis/c.difficile*)

Raport de expertiza Concentratie / timp de Metoda Corespunde cu EN
expunere
H. Brill, Dr. Brill + 1.0% /5 min n.a.
Partner, (B. subtilis) EN 14347
Hamburg, 14.05.2008 http://bdocs.bbraun.com/livelink/livelink.exe/open/26882557
H. Brill, Dr. Brill + 1.0 % / 10 min n.a.
Partner, 2.0% /5 min
Hamburg, 24.11.2008 (B. cereus) EN 14347
http://bdocs.bbraun.com/livelink/livelink.exe/open/26882319
H. Brill, Dr. Brill + cu 0,3 % incarcare de n.a.
Partner, albumina:
Hamburg, 30 09.2009 0,125 % / 15 min
(C. difficile) EN 13704

http://bdocs.bbraun.com/

livelink/livelink.exe/open/26882630
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H. Brill, Dr. Brill + cu 0,3 % incarcare de n.a.

Partner, albumina:

Hamburg, 23.10.2008 1,0 % /5 min

(C. difficile) EN 13704

http://bdocs.bbraun.com/

livelink/livelink.exe/open/26887236

T. Koburger, Hygiene
Nord,
Greifswald, 10.02.2016

cu 0,3 % incarcare de
albumina:

1,0% /5 min

0.5% / 15 min

(C. difficile)

EN 13704

n.a.

http://bdocs.bbraun.com/

livelink/livelink.exe/open/58310153

T. Koburger, Hygiene
Nord,
Greifswald, 11.01.2021

Conditii:

O curate murdare
1.0 %/5 min

(C. difficile)

1.0% /10 min

2.0% /5 min

EN17126:2018

(B. subtilis)

n.a.

https://bdocs.bbraun.com/OTCS/cs.exe/open/165852590

* C. dificile nu face parte din procedura standard de testare

5. Altele

Raport de expertiza

Concentratie / timp de
expunere

Metoda

Corespunde cu EN

Horst C. Weiss, KARL
STORZ

endoscopes, Tuttlingen,
01.09.2015

Stabimed ultra poate fi considerat in concentratiile
obisnuite pentru utilizare ca fiind adecvat pentru
intreaga gama de produse a companiei KARL STORZ

GmbH Et CO.KG.

n.a.

http://bdocs.bbraun.com/livelink/livelink.exe/open/52948317

M. Gluschke,

B. Braun Medical AG,
Sempach,
09.02.2016

Declaratie despre identitatea Helix ultra si Stabimed

ultra

n.a.

http://bdocs.bbraun.com/livelink/livelink.exe/open/59121050
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ISTORICUL DOCUMENTULUI

Modificare Versiune noui Data
Document nou in format electronic. Inlocuieste
versiunea 09 din 23.08.2016. 01 05.09.2016
Corectarea  erorilor:  Adenovirus  (Steinmann,
14.06.2010): conditii murdare, in loc de conditii curate. 02 05.09.2016
Noi rapoarte de expertizdi: EN13624 si EN13727
(Hygiene Nord din 29.03.2017). 03 04.04.2017
Revizuirea aspectului. 04 27.06.2017
Nou raport de expertiza: ENI14562 (Brill din
15.03.2017)
,»Activitate virucida impotriva virusurilor incapsulate” 05 21.08.2017
completata.
Actualizare raport de expertizdi Hygiene Nord
(14.09.2014 1n loc de 11.11.2014). 06 26.09.2017
Actualizare raport de expertiza al HygCen (04.02.2020
in loc de 18.11.2014) 07 17.02.2020
Noi rapoarte de expertiza: Adeno si MNV (Labor
Enders din 08.10.2020) si EN17126 (Hygiene Nord din | 08 20.11.2020
30.09.2020).
Actualizare raport de expertiza: EN17126 (Hygiene
Nord din 11.01.2021 in loc de Screening din | 09 Data eliberarii
30.09.2020).
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B | BRAU N Stabimed ultra

Document No.: GS-88256-E

Version: 9.0
Effective Date: 2021-02-16
Page: 1 of 8

0. Notes

- The microbicidal efficacy was determined under either suspension test conditions (phase 2 step 1) or simulating
practice condition tests (phase 2 step 2) or both. The methods used were either the standard DGHM methods, or
the European Test Methods, or methods derived from them.

- The results of Phase 2 Step 1 and/or Phase 2 Step 2 tests are more comprehensive than the Basic Activity Tests
according to EN 1040 (bactericide) and EN 1275 (fungicide, C. albicans). They can be considered superfluous and
were therefore not carried out in each case.

- Any modifications in excipients have been taken into account.

- Statement on the equivalence of tests performed according to the “Standard Test Methods of the DGHM for
testing chemical disinfection procedures” and tests according to European Standards

- product test results under dirty conditions are valid for clean conditions too.

Product Name: Stabimed ultra

Product class:
[] Hand []Skin  [] Mucous Memb. [ ]Wounds [ ]Surfaces [X] Instruments [ ] Others

Comments: Helix ultra was renamed to Stabimed ultra. Because of this, some expert reports are expressed in
Helix ultra.

1. Bactericidal, Yeasticidal and Fungicidal Activity (phase 1, phase 2, step 1 and 2)

S. aureus, E. hirae, P. aeruginosa, E. coli,"?, P. mirabilis' / Yeasticidal : C. albicans / Fungi: C. albicans & A. brasiliensis
1if this had proved to be more resistant in the qualitative suspensions test than P. aeruginosa
2 obligatory to test for hand and skin disinfectants

Expert report Concentration/ Method Correspond to EN
Exposure time
T. Koburger, Hygiene Nord, conditions: DGHM 9.1 EN 13727
Greifswald, 14.09.2017 O clean B dirty EN 13624
*submitted to VAH 0.5 %/ 1 min
conditions: DGHM 9.1 EN13624
O clean [X] dirty

2.09% [ 15 min
1.5% [ 30 min

1.0 % [ 60 min
(A. brasiliensis)

conditions: DGHM 15 EN 14561
O clean [X] dirty EN 14562
0.5% /1 min

2.0% [ 15 min
1.0 % [ 60 min
(A. brasiliensis)

conditions: EN13727 n.a.

O clean [X] dirty (2012+A2 :2015)
0.25% [ 1 min

(S. aureus, E. hirae, P.
aeruginosa

conditions: EN13624 :2013 n.a.
O clean X dirty

0.5% /1 min
(C. albicans)

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882317

H.-P. Werner, HygCen, conditions: DGHM 9.1 EN 13727
Schwerin, 04.02.2020 O clean BJ dirty

i 0.5% /2 min
*submitted to VAH
submittea to (S. aureus, E. hirae, P.

aeruginosa, C. albicans)
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conditions: DGHM 15 EN 14561
O clean [X] dirty EN 14562

0.25 % [ 2 min
(S. aureus, E. hirae, P.
aeruginosa, C. albicans)

conditions: EN13727 n.a.

O clean [X] dirty (2012+A2 :2015)
0.10% [ 1 min

(P. aeruginosa)

conditions: EN13624:2013 n.a.
O clean [X] dirty

0.5% /1 min
(C. albicans)

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882556

H.-P. Werner, HygCen, conditions: DGHM 9.1 EN 13624
Schwerin, 18.11.2014 X clean [ dirty

* submitted to VAH 2.0% /10 min
1.0 % [ 30 min

(A. brasiliensis)

conditions: DGHM 15 EN 14562
X clean [] dirty

with 0.03 % albumin
load:

2.09% [ 15 min

1.0 % [ 60 min

(A. brasiliensis)

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882632

P. Rudolph, Hygiene Nord, conditions: EN 13727 n.a.

Greifswald, 23.07.2008 X clean [] dirty
0.1% /1 min

(S. aureus, E. hirae, P.
aeruginosa)

conditions: EN 13624 n.a.
X clean [] dirty

0.25 % [ 2 min
(C. albicans)

1.5% [ 15 min
1.0 % [/ 30 min
0.5 % [ 60 min
(A. brasiliensis)

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882554

H. Gabriel, Dr. Brill und Dr. onditions: EN14562:2006 >
Steinmann, Hamburg, X clean [] dirty

1.59% [ 15 min
25.08.2017 e
(A.brasiliensis)

http://bdocs.bbraun.com/livelink/livelink.exe/open/86803248

Conclusion:

conditions:
O clean X dirty

Instrument Disinfection: 0.5 % / 5 min
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2, Tuberculocidal and Mycobactericidal Activity (phase 1, phase 2, step 1 and 2)
Tuberculocidal activity: M. tuberculosis or M. terrae
Mycobactericidal activity: M. terrae and M. avium

Expert report Concentration/ Method Correspond to EN
Exposure time

T. Koburger, Hygiene Nord, conditions: DGHM 9.2 EN 14348

Greifswald, 14.09.2017 03 clean B dirty

*submitted to VAH 1.5% /5 min

1.0% [ 15 min
0.5 % / 30 min
(M. terrae, M. avium)

conditions: DGHM 15 EN 14563
O clean X dirty

0.59% [ 5 min
(M. terrae, M. avium)

conditions: DGHM 15 EN 14563
O clean X dirty

1.59% [ 5 min
1.0% [ 15 min
0.5 % [ 30 min

(M. terrae)

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882317
P. Rudolph, Hygiene Nord, conditions: EN 14348 n.a.
Greifswald, 23.07.2008 X clean [] dirty

1.59% [ 5 min

1.0% / 15 min
0.5 % / 30 min
(M. terrae, M. avium)

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882554

H.-P. Werner, HygCen, conditions: DGHM 9.2 EN 14348
Schwerin, 18.11.2014 U Cloea” X dirty
*submitted to VAH 2.0% /5 min

1.259% [ 10 min
1.0% [ 15 min
(M. terrae)

1.5 9% [ 10 min
1.25% [ 15 min
(M. avium)

conditions: DGHM 15 EN 14563
O clean [X] dirty

1.59% [ 10 min
1.259% [ 15 min
(M. terrae, M. avium)

http://bdocs.bbraun.com/livelink/livelink.exe/open/26887182

Conclusion:

conditions:

O clean [X] dirty

Mycrobactericidal activity: 2% [/ 5 min

1.0% [ 15 min
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Viruses
According to EN14476 and EN17111
Virus Expert report Concentration/ Method
Exposure time
J. Steinmann, Dr. Brill & | conditions: EN 14476
Partner GmbH, Bremen, | U clean X dirty
07.10.2015 2.0% /10 min
1.5% [ 15 min
(type 1 - LSc-2ab)
Poliovirus httD://bdocs.bbraun.com/livelink/_livelink.exe/open/54944084
J. Steinmann, Dr. Brill & | conditions: EN 14476
Partner GmbH, Bremen, | X clean ] dirty
07.10.2015 2.0% [/ 10 min
1.5% [ 15 min
(type 1 - LSc-2ab)
http://bdocs.bbraun.com/livelink/livelink.exe/open/54970989
J. Steinmann, MikroLab, | conditions: EN 14476
Bremen, 14.06.2010 0 clean [ dirty
1.0 % [ 5 min
(type 5 - Adenoid 75)
http://bdocs.bbraun.com/livelink/livelink.exe/open/26882321
Adenovirus M. Eggers, Labor Enders, | conditions: EN17111:2018

Stuttgart, 08.10.2020

X clean [] dirty
1.0% / 10 min
2.09% /[ 10 min
(type 5 - Adenoid 75)

https://bdocs.bbraun.com/0TCS/cs.exe/open/159475513

Murine Norovirus

J. Steinmann, Dr. Brill & | conditions: EN14476
Partner GmbH, Bremen, Escgsn/?r:ir;y
21.10.2015 (Berlin 06/06/DE Isolate

S99)
http://bdocs.bbraun.com/livelink/livelink.exe/open/54970572
M. Eggers, Labor Enders, | conditions: EN17111:2018

Stuttgart, 08.10.2020

X clean [] dirty
1.0 % [ 10 min
2.09% [ 10 min
(murine Norovirus strain

S99)

https://bdocs.bbraun.com/0TCS/cs.exe/open/159445913

Vacciniavirus

Parvovirus (if T > 40°C)

Conclusion to the Activity against Viruses according to EN14476

Activity spectrum

test virus

Concentration/
Exposure time

Virucidal activity against
enveloped viruses

Vaccinia

1.0 % [ 5 min*

Limited spectrum of virucidal
activity

Adeno and MNV

1.0% [ 5 min

Virucidal activity

Polio, Adeno and MNV

2.09% [ 10 min
1.59% [ 15 min

*conclusion based on the confirmed limited spectrum of virucidal activity
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3.2  According to DVV/RKI
Virus Expert report Concentration/ Method
Exposure time
J. Steinmann, Dr. Brill & | 0.5% /5 min DW/RKI
Vacciniavirus Partner, Bremen, (Elstree)
02.05.2016
http://bdocs.bbraun.com/livelink/livelink.exe/open/64137136
J. Steinmann, Dr. Brill & | 1.09% / 5 min DWV/RKI
s . Partner, Bremen, 0.5% /[ 15 min
BVDV (Hepatitis C-Virus) 09.08.2016
http://bdocs.bbraun.com/livelink/livelink.exe/open/7 1563704
J. Steinmann, MikroLab, | 2.0% /15 min DW/RKI
Poliovirus Bremen, 25.05.2008 1.0 % [/ 30 min
(type 1 - LSc-2ab)
http://bdocs.bbraun.com/livelink/livelink.exe/open/26882462
J. Steinmann, MikroLab, | 1.09% /5 min DWV/RKI
Bremen, 17.06.2008 (type 5 - Adenoid 75)
http://bdocs.bbraun.com/livelink/livelink.exe/open/26882642
Adenovirus J. Steinmann, MikrolLab, | conditions:
Bremen, 14.06.2010 O clean DY dirty DWW/RKI
1.0 % [ 5 min
(type 5 - Adenoid 75)
http://bdocs.bbraun.com/livelink/livelink.exe/open/26882321
Murine Norovirus - | - | -
J. Steinmann, MikroLab, | 1.0% /5 min DW/RKI
Polyomavirus Bremen, 14.05.2008 (777)
http://bdocs.bbraun.com/livelink/livelink.exe/open/26882320
Parvovirus (if T > 40°C) - [- [-

the product is effective against HBV/HCV/HIV if it is effective against the test virus BVDV and Vaccinia.
the product is effective against Rota if it is effective against the test virus Adeno and MNV

Conclusion to the Activity against Viruses according to DVV/RKI

Reference:
RKI recommendation on testing and declaration of efficacy of disinfectants against viruses, Bundesgesund-
heitsblatt - Gesundheitsforschung - Gesundheitsschutz 2004 (Heft 1), 47, S. 62 - 66.

RKI recommendation and Test method of RKI/DVV 12.2014 on testing and declaration of efficacy of disinfectants
against viruses, Bundesgesundheitsblatt — Gesundheitsforschung — Gesundheitsschutz 4-5 2015, S. 493 - 504.

Concentration/

ctivity spectrum est virus Exposure time

Limited spectrum of .. 1.0 % [ 5 min
. .. V BVDV .
virucidal activity accinia and 0.5% /[ 15 min

Limited spectrum of

virucidal activity plus Adeno and MNV )

Virucidal activity :,?II\II:)/' Adeno, Polyoma and | _

3.3  further viruses

Virus Expert report Concentration/ Method
Exposure time

not determined
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Expert report

Concentration/ Method
Exposure time

Correspond to EN

H. Brill, Dr. Brill + Partner,
Hamburg, 14.05.2008

1.0% [/ 5 min EN 14347
(B. subtilis)

n.a.

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882557

H. Brill, Dr. Brill + Partner,
Hamburg, 24.11.2008

1.0% / 10 min EN 14347
2.0% [ 5 min
(B. cereus)

n.a.

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882319

H. Brill, Dr. Brill + Partner,
Hamburg, 30 09.2009

with 0.3 % albumin EN 13704
load:

0.125 % [ 15 min
(C. difficile)

n.a.

http://bdocs.bbraun.com/livelink/livelink.exe/open/26882630

H. Brill, Dr. Brill + Partner,
Hamburg, 23.10.2008

with 0.03 % albumin EN 13704
load:

1.0% [ 5 min
(C. difficile)

n.a.

http://bdocs.bbraun.com/livelink/livelink.exe/open/26887236

T. Koburger, Hygiene Nord,
Greifswald, 10.02.2016

with 0.03 % albumin EN 13704
load:

1.0% [ 5 min
0.59% /[ 15 min
(B. subtilis)

n.a.

http://bdocs.bbraun.com/livelink/livelink.exe/open/58310153

T. Koburger, Hygiene Nord,
Greifswald, 11.01.2021

conditions: EN17126:2018
O clean X dirty

1.0 % [ 5 min
(C. difficile)
1.0 % /[ 10 min
2.0% [ 5 min
(B. subtilis)

n.a.

https://bdocs.bbraun.com/0TCS/cs.exe/open/165852590

* C. difficile is not part of standard test procedure

Others

Expert report

Concentration/ Method
Exposure time

Correspond to EN

Horst C. Weiss, KARL STORZ
endoscopes, Tuttlingen,
01.09.2015

Stabimed ultra can be considered within the usual
concentrations for use as suitable for the total
product range of the company KARL STORZ GmbH &
CO.KG.

n.a.

http://bdocs.bbraun.com/livelink/livelink.exe/open/52948317

M. Gluschke,
B. Braun Medical AG, Sempach,
09.02.2016

Statement about the identity of Helix ultra and Sta-
bimed ultra

n.a.

http://bdocs.bbraun.com/livelink/livelink.exe/open/59121050
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Traducere din limba engleza

Or. med. univ. Sebastian Werner l/’. CEN
—

B. Brawn Medical Al
Seesalz 17
204 Sraimipach
Schwmiz
A020-02-04

Stabimed ultra

Dezinfectare instrument

Activitate bactericida si drojdericida
Conditii murdare

EXPERTIZA

Dupa testarea dezinfectantului Stabimed ultra in conformitate cu ..Cerintele si Metodele
pentru Certificarea VAH a Procedurilor de Dezinfectie Chimica” (status 2015)

Dau urmatoarea declaratie pe baza rezultatelor de la laboratorul de testare HygCen Germany
GmbH din rapoartele de testare din 26-03-2008 (SN 7527, produs testat: Rezeptur Nr.
01/02/22-01) precum si din 2020 -01-17 (SN 28657, PB 2020-0034) testarea cantitativa a
suspensiei conform EN 13727 si datat 2020-01 -17 (SN 28657, PB 2020-0033) testarea
cantitativa a suspensiei conform EN 13624.

Rezultatele testelor in vitro

Pe baza rezultatelor testarii calitative a suspensiei, rezultatele testarilor cantitative ale
suspensiei au fost valabile.

Testarile cantitative ale suspensiei au fost efectuate in conditii murdare cu tulpinile de testare
S. aureus, E. hirae. P. aeruginosa si C. albicans.

Produsul Stabimed ultra prezintd reduceri suficiente de > 5 lg unitati pentru bacterii si de > 4
lg unitati pentru C. albicans

in conditii murdare
n 0,5% n 1, 2 si 5 minute
Rezultate in conditii practice

Eficacitatea dezinfectantului Stabimed ultra a fost testatd pentru dezinfectia instrumentelor
conform metodei VAH 15 in conditii murdare impotriva tulpinilor de testare S. aureus, E.
hirae, P. aeruginosa si C. albicans.

Produsul Stabimed ultra prezintd reduceri suficiente de unitdti > 5lg pentru bacterii si de > 4lg
unitati pentru C. albicans

in conditii murdare

n 0,25% n 2, 5,10 si 15 minute



Traducere din limba engleza

Recomandare de aplicare pentru
Stabimed ultra
pentru dezinfectarea instrumentelor cu activitate bactericida si drojderica in conditii
murdare

Conform rezultatelor obtinute, produsul Stabimed ultra respecta
,,Cerintele si metodele pentru certificarea VAH a substantelor chimice
Proceduri de dezinfectare” (status 2015) in conditii murdare in 0,5% in 2, 5, 10 si 15 minute

Dr. med. univ. S. Werner
Semnatura; indescifrabila
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A, Braun Medical 4G
Seasalz 17
CH- 6204 Sempach

Stabimed® ultra
EN 13624

b | DAkKS

2000117
D, WS

Testarea cantitativa a suspensiei — activitate drojdericida (Faza 2, pasul 1)

Conditii murdare

RAPORT DE TESTARE

Identificarea laboratorului de testare: SN 28657

Numar test: 2020-0033

Produs de testat: Stabimed® ultra
Numar lot: 1903BH0014

Client: B.Braun Medical AG
Data comenzii: 2019-11-20

Data livrarii: 2019-11-21

Conditii de depozitare:

Conditiile producatorului

Diluant produs recomandat de producator
pentru utilizare:

Apa de la robinet

Aspect:

Pudra alba

Miros:

Specific produsului

Substanta (e) activa (e) pe 100g:

Acid peracetic

Metoda de testare:

EN 13624 (2013)

Testarea cantitativd a suspensiei pentru
evaluarea activitdtii fungicide sau drojdicide
in domeniul medical - metoda de testare si
cerinte (faza 2, pasul 1)

SOP 02-051
Perioada de analiza: Din 2020-01-13 pana la 2020-01-15
Temperatura de testare: 20°C+1°C

Concentratie(i) testare produs:

1.5%, 1 %, 0.5%, 0.1 % (m/v) concentratie
(i) finala(e)

Aspectul dilutiilor produsului:

Limpede

Timp(i) de contact:

1, 2 si 5 minute

Procedura de numarare:

metoda placii de turnare

Incubatie: 30°C+1°C-48h
Diluant utilizat pentru solutia de testare a | Apa dura conform standardului
produsului:

Metoda de neutralizare:

Neutralizare dilutie

Stabilitatea si aspectul amestecului n timpul
procedurii:

Fara flocul sau precipitatii

Neutralizator / lichid de clatire:

3,0% Tween 80 + 0,3% Lecitina + 0,1%
Histidind + 0,5% Natriu- Tiosulfat 1 3,0%
polisorbat 80 + 0,3% lecitina + O. 1 %
histidina + 0,5% tiosulfat de sodiu
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substantd(e) interferenta (e):

Conditii murdare
3,0 ml albumina serica bovina + 3,0 ml
eritrocite de oaie

tulpina(i) de testare:

Candida albicans ATCC 10231

Cerinte:

EN 13624

| Reducere 2 4lg
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Rezultate testare EN 13624

Produs de testat: Stabimed® ultra Nr. lot: 1903BH0014 SN 28657
Rédacina de testat: C. albicans Substanta interferenta: conditii murdare
Testare validare testare (Na) la concentratiile reale de testare de (m/v)
Suspensie de organism de
testare
. Control Control Control
Timp de contact: Syspensue 1.5% 1% 0.5% 0.1%
validare (Nv) @) (B) ©
(NvB/1000) (1.5%)
(N'si No)
\Ve: |73 83 [Vc: [56 57 |Vc: [75 69 |Vc: |68 75 10 [>330 >330 |Vc10°: 00 00 00 >330 >330
Nvo: 78.0 A 56.5 B: 72.0 C: 715 10-8; (37 34 \Vc 10': 00 00 00 >330 >330
1min. N: 3.55x107 Na: <140 <140 <140 >3.3x10*
\Vc: (94 105 IgN: 7.55 IgNa: <2.15 <2.15 <2.15 >4.52
NVB: 99.5 igNo: 6.55 IgR: >4.40 >4.40 >4.40 <2.03
Valabilitate
rezultat: Da Da Da Da Da IgR>4 Da Da Da Nu
Ve: |73 83 |Vc: |65 86 |Vc: |75 69 ([Vc: |80 64 (105 >330 >330 ([Vvc10°: 00 00 00 >330 >330
Nvo: 78.0 A 75.5 B: 72.0 C: 72.0 10-e. (37 34 \Vc 10" 00 00 00 >330 >330
2min. N: 3.55x107 Na: <140 <140 <140 >3.3x10*
Ve: 94 105 IgN: 7.55 igNa: <2.15 <2.15 <2.15 >4.52
NVB: 99.5 IgNo: 6.55 IgR: >4.40 >4.40 >4.40 <2.03
Valabilitate
rezultat: Da Da Da Da Da igR>4 Da Da Da Nu
\Vc: |73 83 |Vc: [76 58 |Vc: |75 69 \Vc: |59 76 [10":  [>330 >330 ([Vc10°: 00 00 00 >330 >330
Nvo: 78.0 A 67.0 B: 72.0 C: 67.5 10°: 37 34 \Vc 10™: 00 00 00 >330 >330
5min. N: 3.55x107 Na: <140 <140 <140 >3.3x10*
Ve: 94 105 "gN: 7.55 IgNa: <2.15 <2.15 <2.15 >4.52
NVB: 99.5 gNo: 6.55 IgR: >4.40 >4.40 >4.40 <2.03
Valabilitate
rezultat: Da Da Da Da Da IgR>4 Da Da Da Nu
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\Valori pH:

8.04

8.10

7.88

Verificare si legenda:

N
Nmodified
No

Nvo

Ny

Nv modified
NvB(x1000)
A, B, C
Nd

n.a.

este intre 1,5 si 5,0 x 107 cfu/ml (7.17 < IgN < 7.70)
este intre 1,5 si 5.0 x 108 cfu/ml (8. 17 < IgN < 8.70)
este intre 1,5 si 5.0 x 108 cfu/ml (6. 17 < IgN < 6.70)
este intre 30 si 160 (3 x 10% i 1.6 x 107)

este intre 300 si 1600

este Tntre 3 x 3%si 1.6 x 10*

este intre 3 x 10*si 1.6 x 10°

este egal sau mai mare decét 0.5 ori Nvo

nefacut

nu este evaluabil

In controlul mediei ponderate, coeficientii nu sunt mai mici de 5 si nici mai mari de 15.

Ve
N
No

Nv

Nvo, Nvs

numar viabil
= numarul de ufc/ml al suspensiei de testat

= numarul de ufc/ml din amestecul de testat la inceputul timpului de contact, acesta este o zecime (in metoda modificatd o

sutime) de N din cauza dilutiei prin addugarea de produs si substanta interferenta

= numarul de celule pe ml din suspensia de validare; de zece ori mai mare decét valoarea V. din cauza etapei de diluare de

10

= numarul de ufc/ml din amestecurile A, B si C la Inceputul timpului de contact

Tn cazul controlului neutralizatorului B (metoda de neutralizare prin diluare)

este numarul de celule pe ml dupa diluare de 100 de ori. Nvo este o zecime din media valorilor Ve ale lui Nv luate in considerare,

Tn cazul NVB este o miime.
= reducerea viabilitatii

= numarul de supravietuitori per ml din amestecul de testat la sfarsitul timpului de contact si inainte de neutralizare sau

filtrare pe membrana
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= Numarul de supravietuitori ai controlului conditiilor experimentale la sfarsitul timpului de contact. Ea corespunde cu media
valorilor V¢ ale amestecului luate in considerare.

= Numarul de supravietuitori ai controlului neutralizatorului sau controlului filtrdrii la timpul definit 5 minute (in cazul
produselor cu un timp de contact de < 10 min doar 10 secunde). Ea corespunde cu media valorilor Vc ale amestecului luate in
considerare

= Numarul de supravietuitori ai validarii metodei la ora definitd 30 de minute. Ea corespunde cu media valorilor Ve ale
amestecului luate Tn considerare.
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Validare: toate controalele si validarile au fost in limitele de baza.

Deviatii: abateri observate de la standardul si procedura aplicabile:
niciuna

Concentratii ineficiente: C. albicans: 0.1 % =1, 2, 5min.

Concluzie: Conform EN 13624, lotul 1903BH0014 al produsului

Stabimed® ultra prezinta o activitate drojdericida (= 4Ig
reducere) sub conditii murdare la 20°C in 1, 2 si 5 minute
cand este diluat la 1,5%, 1 % si 0,5% (m/v) pentru tulpina
de testare referitd Candida albicans.

Arhiva: Datele brute cu privire la acest test si o copie a raportului
vor fi pastrate de HygCen in arhiva.
Nota: Rezultatele testului sunt valabile numai pentru subiectul

de testare numit. Reproducerea oricarei parti a acestui
raport necesita permisiunea scrisa a HygCen Germany

GmbH.
Semnatura: indescifrabila Semnatura: indescifrabila
Dr. med. univ. S. Werner K. Naujox
Responsabil Afaceri Stiintifice si Tehnice Manager divizie

Metode de testare biologica
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B. Braun Medical AG
Seecalz 17
CH- 6204 Sampach

([ DAKKS

2020-01-17
Or. Wa'Bu

RAPORT DE TESTARE

Numar identificare proba: SN 28657

Proba pentru testare: Stabimed® ultra
Numar proba: 2020-0034

Client: B.Braun Medical AG
Data comenzii: 2019-11-20

Perioada de testare:

Din 2020-01-13 pana in 2020-01-15

Metoda de testare:

EN 13727 (2012+A2:2015)
Testarea cantitativa a suspensiei - activitate bactericida
(faza 2, pasul 1)

Informatie:

Conditii murdare
testare cu Pseudomonas aeruginosa
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Identificarea probei

Numar identificare proba: SN 28657
Proba pentru testare: Stabimed® ultra
Numar lot: 1903BH0014
Data livrarii: 2019-11-21

Conditii de depozitare:

Conditiile producatorului

Diluant produs recomandat de producator
pentru utilizare:

Apa de la robinet

Aspect: Pudra alba

Miros: Specific produsului
Substanta  (e) activd (e) conform | Pe 100 g
producatorului: Acid peracetic
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Descrierea metodei de testare

Metoda de testare:

EN 13727 (2012+A2:2015)

Testarea cantitativd a suspensiei pentru
evaluarea activitatii bactericide in domeniul
medical - Metoda si cerintele de testare (faza
2, pasul 1)

SOP 02-051

Temperatura de testare:

20°C+1°C

Concentratie(i) testare produs:

1.5%, 1 %, 0.5%, 0.1 % (m/v) concentratie
(i) reala(e) de testare

Aspectul dilutiilor produsului:

Limpede

Substanta(e) interferenta (e):

Conditii murdare
3,0 ml albumina serica bovina + 3,0 ml
eritrocite de oaie

Organism(e) de testare:

Pseudomonas aeruginosa ATCC 15442

Timp(i) de contact:

1, 2 si 5 minute

Temperatura de incubare:

36°C£1°C- 48h

Procedura de numarare:

tehnica turnarii placii

Diluant folosit pentru solutia de testare:

Apa dura conform standardului

Metode de neutralizare:

Neutralizare dilutie

Neutralizator :

3,0% Tween 80 + 0,3% Lecitind + 0,1%
Histidina + 0,5% Natriu-Tiosulfat / 3,0%
polisorbat 80 + 0,3% lecitina + 0,1%
histidina + 0,5% tiosulfat de sodiu

Stabilitatea si aspectul amestecului in timpul
procedurii:

fara precipitatii sau floculare

Cerinte de testare:

EN 13727

Reducere = 5lg
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Produs de testat: Stabimed® ultra
Radacina de testat: P. aeruginosa

Nr. lot: 1903BH0014

Rezultate testare EN 13727

SN 28657
Substanta interferenta: conditii murdare

Testare validare

Testare (Na) la concentratiile reale de testare de (m/v)

Suspensie de organism de
testare
. . . Control Control Control
Timp de Suspensie validare 1.5% 1% 0.5% 0.1%
contact: (Nv) ) (B) ©)
(NvB/1000) (1.5%)
(N si No)
\Ve: |46 31 |Vc: 29 25 |Vc: 28 40 |Vc: 26 20 106 155 167 Ve 10°: 00 00 00 00
Nvo: 385 A: 270 |B: 34.0 C: 23.0 10'": 17 14 Ve 10 00 00 00 00
1min. N: 1.60x108 Na: <140 <140 <140 <140
\Ve: |41 56 IgN: 8.20 'gNa: <2.15 <2.15 <2.15 <2.15
NVB: 48.5 IgNo: 7.20 IgR: >5.05 >5.05 >5.05 >5.05
Valabilitate
rezultat: Da Da Da Da Da IgR>5 Da Da Da Da
\VVe: |46 31 |Vc: [40 31 |Vc: (28 40 |Vc: [32 17 |10 155 167 Ve 10°: 00 00 00 10
Nvo: 385 A 355 B: 34.0 C: 24.5 10'": 17 14 Ve 10'%: 00 00 00 00
2min. N: 1.60x10° Na: <140 <140 <140 <140
\Ve: 141 56 IgN: 8.20 IgNa: <2.15 <2.15 <2.15 <2.15
NVB: 48.5 IgNo: 7.20 IgR: >5.05 >5.05 >5.05 >5.05
Valabilitate
rezultat: Da Da Da Da Da IgR >5 Da Da Da Da
\Ve: |46 31 |Vc: |26 29 |Vc: 28 40 |Vc: [24 16 |10 155 167 Ve 10¢: 00 00 00 00
Nvo: 385 A 275 |B: 34.0 C: 20.0 10-: |17 14 Ve 107 00 00 00 00
5min. N: 1.60x10° Na: <140 <140 <140 <140
\Ve: |41 56 IgN: 8.20 IgNa: <2.15 <2.15 <2.15 <2.15
NVB: 48.5 IgNo: 7.20 mqR: >5.05 >5.05 >5.05 >5.05
Valabilitate
rezultat: Da Da Da Da Da IgR >5 Da Da Da Da
Valori pH
8.04 8.10 7.88 7.7«
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Limite de baza:

N
Nmodified
No

Nvo

Nv

Nv modified
NvB(x1000)
A B, C
Nd

n.a.

este intre 1,5 si 5.0 x 108 cfu/ml (8. 17 < IgN < 8.70)
este intre 1,5 si 5.0 x 10° cfu/ml (9. 17 < IgN < 9.70)
este intre 1,5 si 5.0 x 107 cfu/ml (7. 17 < IgN < 7.70)
este intre 30 si 160 (3 x 10%si 1.6 x 10?)

este intre 300 si 1600

este intre 3 x 3%i 1.6 x 10*

este intre 3 x 10*si 1.6 x 10°

este egal sau mai mare decét 0.5 ori Nvo

nefacut

nu este evaluabil

In controlul mediei ponderate, coeficientii nu sunt mai mici de 5 si nici mai mari de 15.

Ve
N
No

Ny

Nvo, Nvs

numar viabil

= numarul de ufc/ml al suspensiei de testat

numarul de ufc/ml din amestecul de testat la inceputul timpului de
contact, acesta este o zecime (in metoda modificatd o sutime) de N din cauza
dilutiei prin adaugarea de produs si substantd interferenta

= numarul de celule pe ml din suspensia de validare; de zece ori mai mare
decat valoarea V. din cauza etapei de diluare de 10!

= numarul de ufc/ml din amestecurile A, B si C la inceputul timpului de
contact

Tn cazul controlului neutralizatorului B (metoda de neutralizare prin diluare)
este numarul de celule pe ml dupa diluare de 100 de ori. Nvo este o zecime din
media valorilor Ve ale lui Nv luate in considerare, Tn cazul NVB este o miime.
= reducerea viabilitatii

= numarul de supravietuitori per ml din amestecul de testat la sfarsitul
timpului de contact si inainte de neutralizare sau filtrare pe membrand

= Numadrul de supravietuitori ai controlului conditiilor experimentale la
sfarsitul timpului de contact. Ea corespunde cu media valorilor Vc ale
amestecului luate in considerare.

= Numdérul de supravietuitori ai controlului neutralizatorului sau
controlului filtrarii la timpul definit 5 minute (in cazul produselor cu un timp
de contact de < 10 min doar 10 secunde). Ea corespunde cu media valorilor Vc
ale amestecului luate Tn considerare

= Numadrul de supravietuitori ai validarii metodei la ora definitd 30 de
minute. Ea corespunde cu media valorilor Ve ale amestecului luate in
considerare.
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Validare: toate controalele si validarile au fost in limitele de baza.

Deviatii: abateri observate de la standardul si procedura aplicabile:
testare cu Pseudomonas aeruginosa

Concentratii ineficiente: niciuna

Concluzie: Conform EN 13727, lotul 1903BH0014 al produsului

Stabimed® ultra prezintd o activitate bactericida (= 5lg
reducere) sub conditii murdare la 20°C in 1,2 si 5 minute
cand este diluat la 1,5%, 1 %, 0,5% si 0,1% (m/v) pentru
tulpina de testare referita Pseudomonas aeruginosa.

Arhiva: O copie a raportului de incercare se va pastra impreuna
cu datele brute in arhiva contractantului.
Nota: Rezultatele testului sunt valabile numai pentru subiectul

de testare numit. Reproducerea oricarei parti a acestui
raport necesita permisiunea scrisa a HygCen Germany

GmbH.
Semnatura: indescifrabila Semnatura: indescifrabila
Dr. med. univ. S. Werner K. Naujox
Responsabil Afaceri Stiintifice si Tehnice Manager divizie

Metode de testare biologica
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Rezeptur Nr. 02/01/22-01 - Dezinfectarea instrumentelor activitate bactericida si fungicida

Conditii murdare

RAPORT DE TESTARE

Identificarea laboratorului de testare: SN 7527

Produs pentru testare: Rezeptur Nr. 02/01/22-01

Numar lot: 0705BH0013

Data de productie: Mai 2007

Producator: Du Pont

Data comenzii: 2008-01-17

Data livrarii: 2008-01-18

Ingredient(i) activ(i): 0,16 % Acid peracetic in situ (diluat in 10 g/l in
apd)

Aspect: Pudra alba

Miros: Aromatic

Valori pH: 5.0% inWSHY  7.38

2.0% in WSH: 7.85
1.0% in WSH: 8.04
0.5% in WSH: 8.03

Neutralizator:

3,0 % Tween 80 + 0,3 % Lecitind + 0,1 %
Histidind + 0,5 % Natriu- tiosulfat / 3,0 %
polisorbat 80 + 0,3 % lecitind + 0,1 % histidina
+ 0,5 % tiosulfat de sodiu

Perioada de analiza:

2008-01-25 ----- 2008-03-21

Metoda:

»,Metode standard ale DGHM21 pentru testarea
procedurilor de dezinfectie chimica” (2001-09-
01)

1) Apa cu duritate standard

2) Societatea germana pentru igiena si microbiologie
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Eficacitatea bacteriostatica si fungistaticid, precum si a agentilor de neutralizare
adecvati
(Orientare 1/2.1)

Produs pentru testare: Rezeptur Nr. 02/01/22-01
Temperatura camerei: 22.5°C

Umiditate relativa: 41%

Incubare: 48 h la 36°C (C. albicans 30°C ) + 1°C
Cfu ale suspensiilor de testare (Ig/ml)

Staphylococcus aureus ATCC 6538 8,24

Enterococcus hirae ATCC 10541 8,40

Escherichia coli NCTC 10538 8,20

Proteus mirabilis ATCC 14153 8,10

Pseudomonas aeruginosa ATCC 15442 8,80

Candida albicans ATCC 10231 8,59

Neutralizator Concentratii finale (%) ale Rezeptur Nr. 02/01/22-01

Tulpini  de | 4.0 2.0 1.0 0,5 0.25 |0,0125 | 0,0625 | 0,03125 | 0,0156
testare

Fara neutralizator

S. aureus - - - - - - + + +
E. hirae - - - - - + + + +
E. coli - - - - + + + + +
P. mirabilis - - - - - + + + +
P. aeruginosa | - - - - - + + + +
C. albicans - - - - - + + + +
3,0% polisorbat 80 + 0,3% lecitind + 0,1% cisteind (TLC)

S. aureus - - - - - - + + +
E. hirae - - - - - - + + +
E. coli - - - - - - + + +
P. mirabilis - - - - - + + + +
P. aeruginosa | - - - - - - + + +
C. albicans - - - - - - + + +

3,0% polisorbat 80 + 3,0% saponina + 0,1%) histidina + 0,1%> cisteina (TSHC)

S. aureus - - - - - - - + +
E. hirae - - - - - - + + +

E. coli - - - - - + + + +

P. mirabilis - - - - - + + + +

P. aeruginosa | - - - - - + + + +

C. albicans - - - - + + + + +
3,0% polisorbat 80 + 0,3%> lecitind + 0,1% histidind + 0,5%> tiosulfat de sodiu (TLH-
Thio)

S. aureus - - - - + + + + +

E. hirae - - + + + + + + +

E. coli - - + + + + + + +

P. mirabilis - - - + + + + + +

P. aeruginosa | - - + + + + + + +

C. albicans - - - + + + + + +

+ = crestere a organismului de testare
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fara crestere a organismului de testare

Neutralizator pentru teste ulterioare: 3,0% Tween 80 + 0,3% Lecitind + 0,1% Histidind +
0,5% Na-Tiosulfat 3,0% polisorbat 80 + 0,3% lecitina + 0,1% histidina + 0,5% tiosulfat de
sodiu

Eficacitatea bactericida si fungicidd in Testarea Calitativa a Suspensiei
(Orientare 1/2.1)

Produs pentru testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20°C

Incubare: 48 h la 36°C (C. albicans 30°C ) + 1°C

Testare fara incarcaturd organica

Cfu ale suspensiilor de testare (Ig/ml)

Staphylococcus aureus ATCC 6538 9,24

Enterococcus hirae ATCC 10541 9,40

Escherichia coli NCTC 10538 9,20

Proteus mirabilis ATCC 14153 9,10

Pseudomonas aeruginosa ATCC 15442 9,80

Candida albicans ATCC 10231 8,59

Tulpinide | Concentratii (%) ale produsului Timpi de expunere (min)
testare de testat 5 15 30 60

S. aureus 2,0 - - - -
1,0 - - - -
0,5 - - - -
0,25 - - - -
0,01 + - - -
Control apd (WSH) +

E. hirae 2,0 - - - -
1,0 - - - -
0,5 - - - -
0,25 - - - -
0,01 - - - -
Control apa (WSH) +

E. coli 2,0 - - - -
1,0 - - - -
0,5 - - - -
0,25 - - - -
0,01 - - - -
Control apa (WSH) +

P. mirabilis | 2,0 - - - -
1,0 - - - -
0,5 - - - -
0,25 - - - -
0,01 - - - -
Control apa (WSH) +

P. aeruginosa | 2,0 - - - -
1,0 - - - -
0,5 - - - -
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0,25 - - - -
0,01 - - - -
Control apa (WSH) +

C. albicans 2,0 - - - -
1,0 - - - -
0,5 - - - -
0,25 - - - -
0,01 - - - -
Control apa (WSH) +

+ = crestere a organismului de testare
- = fara crestere a organismului de testare

Eficacitate bactericida in testarea cantitativa a suspensiei
(Metode standard, 9.1; SOP 02003)

Produs pentru testare: Rezeptur Nr. 02/01/22-01
Temperatura de testare: 20° C
Incubare: 48 hla36°C+ 1°C
Metoda: Metoda neutralizarii dilutiei
Incarcatura: 0,3% albumina + 0,3% eritrocite de oaie (conditii
murdare)
Staphylococcus aureus ATCC 6538 Cfu in lg/ml 9.51
suspensia
de testare:
Co2 10? 278
(Neutro.- 10? 47 3.47
co.) —lg/mi
Co3 (Tox.- | 10% 273 3.45
co.) —Ig/ml | 102 35
Concentrat | Diluti Timpi de expunere (min)
ie (%) a e 1 2 5 10 15
produsului Cfu/pla | Ig | Cfulpla | Ig | Cfu/pla | lg | Cfulpla | lg | Cfulpla | Ig
pentru ca RF ca RF ca RF ca RF ca RF
testat
(m/v)
1.5% 100 0 >73 |0 >72 |0 >72 |0 >72 |0 >7.0
0 7 7 0 5
10! 0 0 0 0 0
102 0 0 0 0 0
10°® 0 0 0 0 0
1.0% 10° 0 >73 |0 >72 |0 >72 |0 >72 |0 >7.0
0 7 7 0 5
10! 0 0 0 0 0
102 0 0 0 0 0
10°® 0 0 0 0 0
0.5% 10° 0 >73 |0 >72 |0 >72 10 >72 10 >7.0
0 7 7 0 5
10! 0 0 0 0 0
102 0 0 0 0 0
10°® 0 0 0 0 0
0.1% 10° n 0 >72 |0 >72 |0 >72 |0 >7.0
7 7 0 5
10! n 1 1 1 1
102 248 290 |0 0 0 0
10°® 29 0 0 0 0
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Col (lg) [ 10* |n n n n n
WSH 10 200 7.30 | 188 7.27 | 188 7.27 | 159 7.20 | 113 7.05
Legenda:

cfu = unitati formatoare de colonii
RF = factor de reducere

N = nu se numara
nd = nu s-a facut

(E) = inhibitie
WSH = apa de duritate standardizata

Eficacitate bactericida in testarea cantitativa a suspensiei
(Metode standard, 9.1; SOP 02003)

Produs pentru testare:

Rezeptur Nr. 02/01/22-01

Temperatura de testare:

20°C

Incubare: 48 hla36°C+ 1°C
Metoda: Metoda neutralizarii dilutiei
Incarcatura: 0,3% albumina + 0,3% eritrocite de oaie (conditii
murdare)
Enterococcus hirae ATCC 10541 Cfu n Ig/ml 9.60
suspensia
de testare:
Co2 101 192
(Neutro.- 102 45 3.33
co.) —lg/mi
Co3 (Tox.- | 10 291 3.49
co.)—lg/ml | 10? 51
Concentrat | Diluti Timpi de expunere (min)
ie (%) a e 1 2 5 10 15
produsului Cfulpla | 1g | Cfulpla | lg | Cfulpla | Ig | Cfulpla | 1g | Cfulpla | Ig
pentru ca RF ca RF ca RF ca RF ca RF
testat
(m/v)
1.5% 10° 0 >74 |0 >73 |0 >73 10 >73 10 >7.1
0 6 2 1 5
101 0 0 0 0 0
102 0 0 0 0 0
103 0 0 0 0 0
1.0% 10° 0 >74 |0 >73 |0 >73 10 >73 10 >7.1
0 6 2 1 5
10! 0 0 0 0 0
102 0 0 0 0 0
108 0 0 0 0 0
0.5% 10° 0 >74 |0 >73 |0 >73 10 >73 10 >7.1
0 6 2 1 5
101 0 0 0 0 0
102 0 0 0 0 0
103 0 0 0 0 0
0.1% 10° n 0 >73 |0 >73 10 >73 10 >7.1
6 2 1 5
10? 55 0 0 0 0
1072 4 466 |0 0 0 0
103 0 0 0 0 0
Col (lg) | 10* |n n n n n
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WSH | 105 | 254 | 7.40 | 228 | 7.36 | 211

| 7.32 | 205

| 7.31 | 142

| 7.15 |

Legenda:

cfu = unitati formatoare de colonii
RF = factor de reducere

n = nu se numara

nd = nu s-a facut

(E) = inhibitie

WSH = apa de duritate standardizata

Eficacitate bactericida in testarea cantitativa a suspensiei

(Metode standard, 9.1; SOP 02003)

Produs pentru testare: Rezeptur Nr. 02/01/22-01
Temperatura de testare: 20°C
Incubare: 48 hla36°C +1°C
Metoda: Metoda neutralizarii dilutiei
Incarcatura: 0,3% albumind + 0,3% eritrocite de oaie (conditii
murdare)
Pseudomonas ATCC 15442 Cfu n Ig/ml 9.51
aeruginosa suspensia
de testare:
Co2 101 178
(Neutro.- 102 30 3.28
co.) — lg/mi
Co3 (Tox.- | 107 206 332
co.) - lg/ml [ 1p2 26
Concentrat | Diluti Timpi de expunere (min)
ie (%) a e 1 2 5 10 15
produsului Cfulpla | I1g | Cfulpla | lg | Cfu/pla | Ig | Cfulpla | 1g | Cfu/pla | Ig
pentru ca RF ca RF ca RF ca RF ca RF
testat
(miv)
1.5% 100 0 >72 |0 >7.1 |0 >7.1 |0 >7.1 |0 >7.0
0 3 2 2 9
101 0 0 0 0 0
102 0 0 0 0 0
108 0 0 0 0 0
1.0% 100 0 >72 |0 >7.1 |0 >7.1 |0 >7.1 |0 >7.0
0 3 2 2 9
101 0 0 0 0 0
102 0 0 0 0 0
108 0 0 0 0 0
0.5% 100 0 >72 |0 >7.1 |0 >7.1 |0 >7.1 |0 >7.0
0 3 2 2 9
101 0 0 0 0 0
102 0 0 0 0 0
108 0 0 0 0 0
0.1% 100 49 0 >7.1 |0 >7.1 |0 >7.1 |0 >7.0
3 2 2 9
101 6 0 0 0 0
102 2 551 |0 0 0 0
108 0 0 0 0 0
Col (lg) | 10* |n n n n n
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| WSH | 105 [ 159 | 7.20 | 134

| 7.13 | 132

| 7.12 | 133

| 7.12 | 124

| 7.09 |

Legenda:

cfu = unitati formatoare de colonii
RF = factor de reducere

n = nu se numara

nd = nu s-a facut

(E) = inhibitie

WSH = apa de duritate standardizata

Eficacitate bactericida in testarea cantitativa a suspensiei

(Metode standard, 9.1; SOP 02003)

Produs pentru testare: Rezeptur Nr. 02/01/22-01
Temperatura de testare: 20° C
Incubare: 48 hla36°C+1°C
Metoda: Metoda neutralizarii dilutiei
Incarcatura: 0,3% albumina + 0,3% eritrocite de oaie (conditii
murdare)
Candida albicans ATCC 10231 Cfu n Ig/ml 8.40
suspensia
de testare:
Co2 10t 189
(Neutro.- 102 25 3.29
co.) —lg/mi
Co3 (Tox.- | 10 148 3.18
co.)—lg/ml [ 102 17
Concentrat | Diluti Timpi de expunere (min)
ie (%) a e 1 2 5 10 15
produsului Cfu/pla | Ig | Cfulpla | lg | Cfulpla | Ig | Cfulpla | Ig | Cfulpla | Ig
pentru ca RF ca RF ca RF ca RF ca RF
testat
(m/v)
1.5% 10° 0 >62 |0 >62 |0 >62 |0 >6.1 |0 >6.1
8 6 2 8 5
10! 0 0 0 0 0
102 0 0 0 0 0
103 0 0 0 0 0
1.0% 10° 0 >62 |0 >62 |0 >62 |0 >6.1 |0 >6.1
8 6 2 8 5
10! 0 0 0 0 0
102 0 0 0 0 0
103 0 0 0 0 0
0.5% 10° 26 487 |0 >62 |0 >62 |0 >6.1 |0 >6.1
6 2 8 5
10! 1 0 0 0 0
102 0 0 0 0 0
103 0 0 0 0 0
0.1% 10° n n >6.2 | n >6.2 | n >6.1 | n
6 2 8
101 n n n n n
107 n n n n n
103 n <0.2 | n <0.2 | n <0.2 | 259 0.77 | 271 0.72
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Col (lg) | 10* |n n n n n

WSH 105 191 6.28 | 183 6.26 | 167 6.22 | 150 6.18 | 142 6.15

Legenda:

cfu = unitati formatoare de colonii
RF = factor de reducere

n = nu se numara

nd = nu s-a facut

(E) = inhibitie

WSH = apa de duritate standardizata

Dezinfectia chimica a instrumentelor - Testul purtatorului in conditii de practica (faza 2.
pasul 2)
(,,Metode standard”, 15; SOP 02054)

Produs pentru testare: Rezeptur Nr. 02/01/22-01
Temperatura de testare: 20°C
Incubare: 48 hla36°C +1°C
Metoda: Metoda neutralizarii dilutiei
Incarcatura: 0,3% albumind + 0,3% eritrocite de oaie (conditii
murdare)
Staphylococcus aureus | ATCC 6538 Cfu in lg/ml 9.29
suspensia
de testare:
Co2 101 263
(Neutro.- 102 33 3.43
co.) — lg/mi
Co3 (Tox.- | 107 225 3.38
co.) - lg/ml [ 1p2 40
Concentratie | Dilutie Timpi de expunere (min)
(%) a 2 5 10 15
produsului Cfu/placa Ig Cfu/placa Ig Cfu/placa Ig Cfu/placa Ig
pentru testat RF RF RF RF
(miv)
1% 0.5ml |0 >6.39 | 0 >6.49 | 0 >6.36 | 0 >6.42
dir
101 0 0 0 0
102 0 0 0 0
103 0 0 0 0
0.5% 0.5ml |0 >6.39 | 0 >6.49 | 0 >6.36 | 0 >6.42
dir
101 0 0 0 0
102 0 0 0 0
103 0 0 0 0
0.25% 0.5ml |0 >6.39 | 0 >6.49 | 0 >6.36 | 0 >6.42
dir
101 0 0 0 0
102 0 0 0 0
103 0 0 0 0
0.1% 0.5ml |0 >6.39 |0 >6.49 | 0 >6.36 | 0 >6.42
dir
101 0 0 0 0
102 0 0 0 0
103 0 0 0 0
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Col (lg) | 10 n n n n
WSH 10 49 6.69 | 62 6.79 | 46 6.66 | 52 6.72
Legenda:

cfu = unitati formatoare de colonii
RF = factor de reducere

n = nu se numara

nd = nu s-a facut

(E) = inhibitie

WSH = apa de duritate standardizata

Dezinfectia chimica a instrumentelor - Testul purtatorului in conditii de practica (faza 2.
pasul 2)
(,,Metode standard”, 15; SOP 02054)

Produs pentru testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20°C

Incubare: 48 hla36°C+1°C

Metoda: Metoda neutralizarii dilutiei

Incarcatura: 0,3% albumind + 0,3% eritrocite de oaie (conditii
murdare)

Staphylococcus aureus | ATCC 6538 Cfu in lg/ml 9.39
suspensia
de testare:
Co2 101 240
(Neutro.- 10? 28 3.39
co.) — lg/mi
Co3 (Tox.- | 101 243 3.40
co.) —lg/ml | 10 32

Concentratie | Dilutie Timpi de expunere (min)

(%) a 2 5 10 15
produsului Cfu/placa Ig Cfu/placa Ig Cfu/placa Ig Cfu/placa Ig
pentru testat RF RF RF RF

(miv)

0.5% 05ml |0 O >6.40 0 0 >633 |0 0 >6.26 |0 0 >6.28
dir
101 0 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
103 0 0 0 0 0 0 0 0
0.25% 05ml |0 O >6.40 0 0 >633 |0 0 >6.26 |0 0 >6.28
dir
101 0 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
103 0 0 0 0 0 0 0 0
0.1% 0.5ml | 14 27 525/497 |0 O >633 |0 0 >6.26 |0 0 >6.28
dir
101 3 6 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
103 0 0 0 0 0 0 0 0
Col (lg) | 10 n n n n
WSH 10° 50 6.70 43 6.63 | 36 6.56 | 38 6.58

Legenda:
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cfu = unitati formatoare de colonii
RF = factor de reducere

n = nu se numara

nd = nu s-a facut

(E) = inhibitie

WSH = apa de duritate standardizata

Dezinfectia chimica a instrumentelor - Testul purtitorului in conditii de practica (faza 2.
pasul 2) (Metoda standard 15; SOP 02054)

(1. Test)

Produs pentru testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20°C

Incubare: 48 hla36°C+ 1°C

Metoda: Metoda neutralizarii dilutiei

Incarcatura: 0,3% albumina + 0,3% eritrocite de oaie (conditii
murdare)

Enterocuccus hirae ATCC 10541 Cfu n Ig/ml 9.17
suspensia
de testare:
Co2 101 148
(Neutro.- 102 16 3.17
co.) — lg/mi
Co3 (Tox.- | 10 94 3.00
co.)—lg/ml [ 102 17

Concentratie | Dilutie Timpi de expunere (min)

(%) a 2 5 10 15
produsului Cfu/placd | Ig | Cfu/placd | Ig | Cfu/placi | Ig | Cfu/placi | Ig
pentru testat RF RF RF RF

(m/v)

1% 05ml |0 >6.53 | 0 >6.48 | O >6.47 | O >6.18
dir
10! 0 0 0 0
102 0 0 0 0
103 0 0 0 0
0.5% 05ml |0 >6.53 | 0 >6.48 | O >6.47 | O >6.18
dir
10! 0 0 0 0
102 0 0 0 0
103 0 0 0 0
0.25% 05ml |0 >6.53 | 0 >6.48 | O >6.47 | O >6.18
dir
10! 0 0 0 0
102 0 0 0 0
103 0 0 0 0
0.1% 0.5ml | n n n n
dir
10! n n n n
102 n n n n
103 n <0.83 | n <0.78 | n <0.77 | n <0.78
Col (lg) | 10* n 288 282 285
WSH 10° 68 6.83 | 60 6.78 | 59 6.77 | 49 6.48

Legenda:
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cfu = unitati formatoare de colonii
RF = factor de reducere

n = nu se numara

nd = nu s-a facut

(E) = inhibitie

WSH = apa de duritate standardizata

Dezinfectia chimica a instrumentelor - Testul purtatorului in conditii de practica (faza 2.
pasul 2) (Metoda standard, 15; SOP 02054)

(2. Test)

Produs pentru testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20°C

Incubare: 48 hla36°C+1°C

Metoda. Metoda neutralizarii dilutiei

Incarcatura: 0,3% albumind + 0,3% eritrocite de oaie (conditii
murdare)

Enterocuccus hirae ATCC 10541 Cfu in lg/ml 9.24
suspensia
de testare:
Co2 10? 119
(Neutro.- 10? 15 3.09
co.) — lg/mi
Co3 (Tox.- | 10¢ 106 3.04
co.) —lg/ml | 10 15

Concentratie | Dilutie Timpi de expunere (min)

(%) a 2 5 10 15
produsului Cfu/placa Ig Cfu/placa Ig Cfu/placa Ig Cfu/placa Ig
pentru testat RF RF RF RF

(m/v)

0.5% 05ml [0 O >628 |0 O >6.13|0 O >6.10 |0 O >5.90
dir
10 0 0 0 0 0 0 0 0
10? 0 0 0 0 0 0 0 0
10 0 0 0 0 0 0 0 0
0.25% 05ml [0 O >628 |0 O >6.13|0 O >6.10 |0 O >5.90
dir
10 0 0 0 0 0 0 0 0
10?2 0 0 0 0 0 0 0 0
10 0 0 0 0 0 0 0 0
Col (lg) | 10* n 260 250 152
WSH 10° 38 6.58 | 35 6.43 | 24 6.40 | 22 6.20
Legenda:

cfu = unitati formatoare de colonii
RF = factor de reducere

n =nu se numara

nd = nu s-a facut

(E) = inhibitie

WSH = apa de duritate standardizata
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Dezinfectia chimica a instrumentelor - Testul purtatorului in conditii de practica (faza 2.
pasul 2) (Metoda standard 15; SOP 02054)

(1. Test)

Produs pentru testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20°C

Incubare: 48 hla36°C+1°C

Metoda: Metoda neutralizarii dilutiei

Incarcatura: 0,3% albumind + 0,3% eritrocite de oaie (conditii
murdare)

Enterocuccus hirae ATCC 10541 Cfu n Ig/ml 9.17
suspensia
de testare:
Co2 101 85
(Neutro.- 10? 6 2.93
co.) — lg/mi
Co3 (Tox.- | 101 85 293
co.) — lg/ml | 102 14

Concentratie | Dilutie Timpi de expunere (min)

(%) a 2 5 10 15
produsului Cfu/placa Ig Cfu/placa Ig Cfu/placa Ig Cfu/placa Ig
pentru testat RF RF RF RF

(miv)

1% 0.5ml |0 >547 |0 >540 |0 >536 | 0 >5.00
dir
101 0 0 0 0
102 0 0 0 0
103 0 0 0 0
0.5% 0.5ml |0 >547 |0 >540 |0 >536 | 0 >5.00
dir
101 0 0 0 0
102 0 0 0 0
103 0 0 0 0
0.25% 0.5ml |0 >547 |0 >540 |0 >536 | 0 >5.00
dir
101 0 0 0 0
102 0 0 0 0
103 0 0 0 0
0.1% 0.5ml | n 0 >540 |0 >536 | 0 >5.00
dir
10! 104 0 0 0
102 12 0 0 0
103 1 275 |0 0 0
Col (lg) | 10* n n n 201
WSH 10° 59 577 |50 570 |46 5.66 |19 5.30
Legenda:

cfu = unitati formatoare de colonii
RF = factor de reducere

n =nu se numara

nd = nu s-a facut

(E) = inhibitie
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WSH = apa de duritate standardizata

Dezinfectia chimica a instrumentelor - Testul purtitorului in conditii de practica (faza 2.
pasul 2) (Metoda standard, 15; SOP 02054)

(2. Test)

Produs pentru testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20° C

Incubare: 48 hla36°C+ 1°C

Metoda: Metoda neutralizarii dilutiei

Incarcatura: 0,3% albumina + 0,3% eritrocite de oaie (conditii
murdare)

Pseudomonas ATCC 15442 Cfu n lg/ml 9.40

aeruginosa suspensia
de testare:
Co2 101 138
(Neutro.- 102 24 3.17
co.) — lg/mi
Co3 (Tox.- | 10% 168 3.26
co.)—lg/ml | 102 31

Concentratie | Dilutie Timpi de expunere (min)

(%) a 2 5 10 15
produsului Cfu/placd | Ig | Cfu/placd | Ig | Cfu/placi | Ig | Cfu/placi | Ig
pentru testat RF RF RF RF

(m/v)

0.5% 05ml [0 O >54710 O >536|0 O >526|0 O >5.23
dir
10! 0 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
103 0 0 0 0 0 0 0 0
0.25% 05ml [0 O >54710 O >536|0 O >526|0 O >5.23
dir
10! 0 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
103 0 0 0 0 0 0 0 0
Col (lg) | 10* n n n n
WSH 10 59 597 |46 566 | 36 556 |34 5.53
Legenda:

cfu = unitati formatoare de colonii
RF = factor de reducere

n = nu se numara

nd = nu s-a facut

(E) = inhibitie

WSH = apa de duritate standardizata
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Dezinfectia chimica a instrumentelor - Testul purtatorului in conditii de practica (faza 2.
pasul 2) (Metoda standard 15; SOP 02054)

(1. Test)
Produs pentru testare: Rezeptur Nr. 02/01/22-01
Temperatura de testare: 20°C
Incubare: 48 hla36°C+1°C
Metoda: Metoda neutralizarii dilutiei
Incarcatura: 0,3% albumind + 0,3% eritrocite de oaie (conditii
murdare)
Candida albicans ATCC 10231 Cfu in lg/ml 8.18
suspensia
de testare:
Co2 10 125 3.11
(Neutro.- 102 18
co.) — lg/mi
Co3 (Tox.- | 10% 128 3.12
co.)—lg/ml [ 1p2 17
Concentratie | Dilutie Timpi de expunere (min)
(%) a 2 5 10 15
produsului Cfu/placa Ig Cfu/placa Ig Cfu/placa Ig Cfu/placa Ig
pentru testat RF RF RF RF
(miv)
1% 0.5ml |0 >5.11 |0 >517 | 0 >520 |0 >5.17
dir
101 0 0 0 0
102 0 0 0 0
103 0 0 0 0
0.5% 0.5ml |0 >5.11 |0 >5.17 | 0 >520 |0 >5.17
dir
101 0 0 0 0
102 0 0 0 0
103 0 0 0 0
0.25% 0.5ml | 22 407 |0 >5.17 | 0 >520 |0 >5.17
dir
101 0 0 0 0
102 0 0 0 0
103 0 0 0 0
0.1% 0.5ml | n n n n
dir
101 n n 141 233 |91
102 77 77 158 |20 22 2.13
103 9 152 |12 2 1
Col (lg) | 10* 237 273 297 279
WSH 10° 47 541 |52 547 |49 550 |49 5.47
Legenda:

cfu = unitati formatoare de colonii
RF = factor de reducere

n = nu se numara

nd = nu s-a facut

(E) = inhibitie
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WSH = apa de duritate standardizata

Dezinfectia chimica a instrumentelor - Testul purtatorului in conditii de practica (faza 2.
pasul 2) (Metoda standard, 15; SOP 02054)

(1. Test)

Produs pentru testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20°C

Incubare: 72hla36°C+1°C

Metoda: Metoda neutralizarii dilutiei

Incarcatura: 0,3% albumind + 0,3% eritrocite de oaie (conditii
murdare)

Candida albicans ATCC 10231 Cfu n Ig/ml 8.30
suspensia
de testare:
Co2 101 138
(Neutro.- 102 24 3.17
co.) — lg/mi
Co3 (Tox.- | 10% 168 3.26
co.)—lg/ml [ 1p2 31

Concentratie | Dilutie Timpi de expunere (min)

(%) a 2 5 10 15
produsului Cfu/placa Ig Cfu/placa Ig Cfu/placa Ig Cfu/placa Ig
pentru testat RF RF RF RF

(miv)

0.5% 05ml |0 O >5.27 0 0 >503|0 O >502|0 O >4.94
dir
101 0 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
103 0 0 0 0 0 0 0 0
0.25% 05ml |7 3 442/449 |10 O >503|0 O >502|0 O >4.94
dir
101 2 0 0 0 0 0 0 0
102 0 0 0 0 0 0 0 0
103 0 0 0 0 0 0 0 0
Col (lg) | 10* n 199 200 172
WSH 10° 37 5.97 36 533 |30 532 |20 5.24
Legenda:

cfu = unitati formatoare de colonii
RF = factor de reducere

n = nu se numara

nd = nu s-a facut

(E) = inhibitie

WSH = apa de duritate standardizata
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Raportare de testare — Rezeptur Nr. 02/01/22-01 — SN 7527
Activitate bactericida si fungicida
Conditii murdare

Arhivare: Datele brute cu privire la acest test si o copie a raportului vor fi stocate in
arhiva HygCen.

Informatii: Rezultatele testelor se refera exclusiv la probele descrise mai sus. Raportarea

extraselor din acest raport de testare este posibild exclusiv cu aprobarea scrisa a HygCen.

Semnatura: indescifrabila Semnatura: indescifrabila
Prof. Dr. Med. H.-P. Werner Kathrin Naujox

Subsemnata VALERICA PATRU, traducitor autorizat de Ministerul Justitiei pe limbile:
FRANCEZA, ENGLEZA si ITALIANA cu autorizatia nr. 17602, certific exactitatea
traducerii in limba ROMANA cu textul inscrisului original in limba ENGLEZA care mi-a fost
prezentat.

Traducator autorizat,
Valerica Patru
(17602)
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Stabimed ultra

Instrument disinfection
bactericidal and yeasticidal activity
dirty conditions
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HygCen Germany GmbH
Bornhovedstrasse 78
190355 Schwerin

Phone:+49 10] 385 5682 &5
Fax: +49 10] 385 5983 74
Email: info@hygeen.de
Web: www hygcen de

2020-02-04

EXPERT OPINION

After testing the disinfectant Stabimed ultra in accordance with

.Requirements and Methods for VAH-Certification of Chemical Disinfection
Procedures” (status 2015)

I give the following statement based on the resuits from the test laboratory HygCen
Germany GmbH out of the test reports dated 2008-03-26 (SN 7527, test product:
Rezeptur Nr. 02/01/22-01) as well as dated 2020-01-17 (SN 28657, PB 2020-0034)
quantitative suspension test according to EN 13727 and dated 2020-01-17 {SN 28657,
PB 2020-0033) quantitative suspension test according to EN 13624.

Resuits of the in vitro-tests

On the basis of the results of the qualitative suspension test, the results in the

quantitative suspension tests were valid.
The gquantitative suspension tesis were carried out under dirty conditions with the

test strains S. aureus, E. hirae, P. aeruginosa and C. albicans.

The product Stabimed ultra shows sufficient reductions of 2 5lg units for bacteria and
of z 4lg units for C. albicans

under dirty conditions

in0.5% within 1, 2 and 5 minutes

expert opinion Stabimed ultra page 1 of 2




Results under practical conditions

The efficacy of the disinfectant Stabimed ultra was tested for instrument disinfection
according to VAH method 15 under dirty conditions against the test strains S. aureus,
E. hirae, P. aeruginosa and C. albicans.

The product Stabimed ultra shows sufficient reductions of 2 5lg units for bacteria and
of 2 4lg units for C. albicans

under dirty conditions

in 0.25% within 2,5, 10 and 15 minutes

Application recommendation for
Stabimed ultra
for instrument disinfection
bactericidal and yeasticidal activity
under dirty conditions

According to the resulis obtained, Stabimed ultra complies with the

“Requirements and Methods for VAH-Certification of Chemical
Disinfection Procedures” (status 2015}

under dirty conditions

in 0.5% within 2, 5,10 and 15 minutes

Dr. med. uhiv. S. Wemer

expert opinion stabimed ultra page 2 of 2
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Stabimed ultra
Instrumentendesinfektion

bakterizide und levurozide Wirksamkeit
hohe Belastung

GUTACHTEN

Nach Prifung des Desinfektionsmitiels Stabimed ultra entsprechend den

Anforderungen und Methoden zur VAH-Zertifizierung chemischer
Desinfektionsverfahren™ (Stand: 2015)

gebe ich die folgende Beurteilung der Ergebnisse des Priflabors HygCen Germany
GmbH aus dem Priifbericht vom 26.03.2008 (SN 7527, Testsprodukt: Rezeptur Nr.
02/01/22-01) sowie vom 17.01.2020 (SN 28657, PB 2020-C034) quantitativer
Suspensionsversuch nach EN 13727 und vom 17.01.2020 (SN 28657, PB 2020-0033)
quantitativer Suspensionsversuch nach EN 13624.

Ergebnisse der in vitro-Tests

Aufgrund der Resultate des qualitativen Suspensionstests waren die Ergebnisse in
den nachfolgenden quantitativen Suspensionsversuchen aussagekraftig.

Die guantitativen Suspensionstests wurden mit den Testkeimen S. aureus, E. hirae,
P. aeruginosa und C. albicans unter hoher Belastung durchgeftihrt.

Das Produkt Stabimed ultra verursachte ausreichende Reduktionen von z 5lg
Einheiten gegeniber Bakierien und von z 41g Einheiten gegentiber C. albicans

unter hoher Belastung

in 0,5% binnen 1, 2 und 5 Minuten
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Ergebnisse unter praxisnahen Bedingungen

Die Wirksamkeit des Desinfektionsmittels Stabimed ultra wurde far die
Instrumentendesinfektion nach VAH-Methode 15 unter hoher Belastung gegentber
den Testkeimen S. aureus, E. hirae, P. aeruginosa und C. albicans geprift.

Das Produkt Stabimed ultra verursachte ausreichende Reduktionen von 2 5ig
Einheiten gegeniiber Bakterien und von 2 4lg Einheiten gegeniber C. albicans

unter hoher Belastung

in 0,25% binnen 2, 5,10 und 15 Minuten

Anwendungsempfehlung fiir
Stabimed ultra
fiir die Instrumentendesinfektion
bakterizide und levurozide Wirksambkeit
unter hoher Belastung

Das Produkt Stabimed ultra erfillt nach den vorliegenden Resultaten die

Anforderungen und Methoden zur VAH-Zerdifizierung chemischer
Desinfektionsverfahren (Stand: 2015)

unter hoher Belastung

in 0,5% binnen 2,5, 10 und 15 Minuten

Dr. med. univ. S. Wermner

Gutachten Stabimed ultra Seite 2 von 2
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Quantitativer Suspensionstest - levurozide Wirksamkeit (Phase 2, Stufe 1)
Quantitative suspension test - yeasticidal activity (phase 2, step 1)

hohe Belastung / dirty conditions

PRUFBERICHT/TEST REPORT

Proben-Nr. /
identification of the test laboratory:

Prafungsnummer / test number:
PrUfprodukt / test product:

Chargen-Nr. / batch number:

Auftraggeber / customer.

Auftragsdatum / date of order:
Materialeingang / date of delivery:
Lagerbedingungen / storage conditions:
Vom Hersteller empfohlenes Verdlnnungs-
mittel / product diluent recommended by the
manufacturer for use:

Aussehen / appearance:

Geruch / odour:

Wirkstoff(e) laut Herstellerangaben in 100g /
active substance(s) per 100g:

SN 28657
2020-0033
Stabimed® ultra
1903BHO014

B. Braun Medical AG
2018-11-20
2019-11-21

die des Herstellers / those of the manufacturer

Leitungswasser / tap water
weiBes Pulver / white powder

produkispezifisch / product specific

Peressigsaure / peracetic acid
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Priifmethode / test method: EN 13624 (2013)
Quantitativer Suspensionsversuch zur Prifung der
fungiziden oder levuroziden Wirkung im
humanmedizinischen Bereich — Priifverfahren und
Anforderungen (Phase 2, Stufe 1)

EN 13624 (2013}

Quantitative suspension test for the evaluation of
fungicidal or yeasticidal activity in the medical area -
test method and requirements {phase 2, step 1)

SOP 02-051
Prifzeitraum / period of analysis: 2020-01-13 bis / to 2020-01-15
Priftemperatur / test temperature: 20°C £ 1°C

Priitkonzentration{en) /
product test concentration(s): 1.5%, 1%, 0.5%, 0.1% {m/v}
Endkonzentration(en} / end concentration(s)

Aussehen der Produktverdinnung(en) /
appearance of the product dilution(s):  klar / clear

Einwirkzeit(en} / contact time(s}. 1, 2und / and 5 Minuten / minutes
Auszahlvertahren / counting procedure: Plattengussveriahren / pour plate method
Inkubation / incubation: 30°C £ 1°C - 48h

Probenverdinnungsmittel /
difuent used for product test solution: Wasser standardisierter Harte /
hard water according to standard

Methode der Neutralisation /
method of neutralisation: Verdinnungs-Neutralisation / dilution neutralisation

Stabilitat und Aussehen des

Prifproduktes wahrend der Prifung /

stability and appeararnce of the mixture

during the procedure: kein Niederschiag cder Ausféllungen /
no flocculent or precipifation

Neutralisationsmittel/Spalflissigkeit /
neutraliser/rinsing liquid: 3,0% Tween 80 + 0,3% Lezithin + 0,1% Histidin +
0,5% Natrium- Thiosulfat / 3.0% polysorbate 80 +
0.3% lecithine + 0.1% histidine + 0.5% sodium thiosulphate

Belastungssubstanz(en) /

interfering substance(s): hohe Belastung / dirty conditions:
3,0g/1 Rinderserumalbumin + 3,0mi/l Schaf-Erythrozyten /
3.09/1 bovine serumn albumin + 3.0mi/l sheep erythrocytes

Pritkeim(e) / test strain(s):. Candida albicans ATCC 10231

Prifanforderunqg / requirement:
EN 13624: Reduktion / reduction 24ig
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Prufprodukt / test product
Prifkeim / test straim:

Stabimed® ultra

C. albicans

Prifergebnisse / test resuits EN 13624

Chargen-Bez.: / batch no.:

Belastungssubstanz / interfering substance:

1903BHO014
hohe Belastung / dirty conditions

SN 28657

Validierungspriifung / validation test Prufkeimsuspension| Priifung {Na) bei den tatsdchlichen Priifkonzentrationen von (m/v) /
! test organism test (Na) at the real test concentrations of (m/v)
o Validierungs- | Kontrolle / Kontrolle / Kontrolle / suspension
Einwirkzeit / | suspension / controf controf control
contact time: validation & . . o
suspension (A) (B) ©) 1.5% 1% 0.5% 0.1%
(Nv) (Nvs/ 1000) {1.5%)
(N and No)
Ve | 73 83 (Ve | 56 57 (Vo | 75 B9 Vo] 88 75 [10% | =330 330 |Vc 10% 0 0 0 0 0 0 | =330 =330
Nve:l 78.0 A 56.5 B 72.0 C: 71.5 10°¢; 37 34 |Ve 10 0 0 0 0 0 0 »330 >330
1min. N: 3.85x107 Na: <140 <140 <140 »3.3x104
Ve: | 94 108 IgN: 7.55 lgNa; <215 <2.15 <2.15 »4.52
Nve: 99.5 IgNo: 6.55 IgR: >4.40 >4.40 >4.40 <2.03
Er?::g;fv%g':gf jal yes jal yes jal yes ja/ yes jal/yes |(gRza jal/yes jal yes ja/ yes nein / no
Ve[ 73 83 Mer| 65 86 Ve, | 75 69 [Ve:| 80 64 [10% | =330 =330 |Vc 10% 0 0 0 0 0 0 »330 =>330
Nw:[ 780 |A 755 B 720 |C. 72.0 [10% 37 34 Ve 1o 0 0 0 0 0 0 »330 »330
2min. N: 3.85x107 |Na: <140 <140 <140 >3.3x104
Ve: | 94 105 IgN: 7.65 IgNa: <2.15 <2.15 <2.15 >4,52
Nve: 99.5 IgNo: 6.55 IgR: >4.40 >4.40 >4.40 <2.03
Er?::‘:';ts?g";:.gﬂg ! jal yes jal yes jal yes ja/yes ja/yes |igRz4 jal yes jal yes jal yes nein / no
Ve:| 73 83 Ve:| 76 58 (Ve | 75 69 Vei| 59 76 [10% | =330 =330 Ve 10% 0 0 0 0 0 0 | =330 =330
Nvw:| 78.0 A 67.0 |B: 720 C 67.5 [10% 37 34 1o 0 0 0 0 0 0 | =330 =330
5min, N: 3.55x107 [Na: <140 <140 <140 »3.3x10°
Ve | 94 105 IgN: 7.55 IgNa: <2.15 <2.15 <2.15 >4.52
Nva; 99.5 kgNo: 6.55 lgR: >4.40 >4.40 >4 .40 <2.03
Er?:::;fvg‘;g':gf ja/yes jal yes jal yes jal yes jal/yes |(gRz4 jalyes jalyes jal yes nein / no
pH-Werte /
i 8.04 8.10 7.88 7.£&=:_i
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Verifikation und Legende / verification and legend

N ist zwischen 1,5 und 5,0 x 107 KBE/ml (7,17 sIgN < 7,70) / Ve
is between 1.5 and 5.0 x 107 cfu/mi (7.17 < IgN < 7.70) N
N madified ist zwischen 1,5 und 5,0 x 108 KBE/ml (8,17 < IgN = 8,70) / Neo
is between 1.5 and 5.0 x 102 cfu/mi (8.17 2 IgN < 8.70)
No ist zwischen 1,5 und 5,0 x 10° KBE/m! (6,17 < IgNo < 6,70) /
is between 1.5 and 5.0 x 10° cfu/mi (6.17 £ IgNo £ 6.70)
Nvo ist zwischen 30 und 160 {3 x 10" und 1,6 x 102} / is between 30
and 160 (3 x 10" and 1.6 x 10¢) Nv
Ny ist zwischen 300 und 1600 / is between 300 and 1600
Nv modiied  ist zwischen 3 x 10% und 1,6 x 10%/ js between 3 x 10° and 1.6 x
10¢
Nva (10001 ist zwischen 3 x 10* und 1,6 x 10/ is between 3x 10 and 1.6 x  Nyo Nus
108
ABC ist gleich oder gréBer als 0,5 x Nuwo /is equal to or greater than
0.5 times Nuo
nd ist nicht durchgefihrt / not done
n.a. ist nicht auswentbar, is not evaluable
Bei der Kontrolle der gewichteten Mittelwerte der Auszahlungen sind die
Quotienten nicht kleiner als 5 und nicht gréBer als 15. / In the control of the R
weighted mean the quotients are not less than 5 and not greater than 15. Na
A
B
C

2020-0033 Seite / page 4 von / of 5 H

Hon

Lebendkeimzahl / viable count

Anzahl der KBE/m der Priifsuspension / number of cfu/mf of the test suspension

Anzahl der KBE/ml in dem Priifgemisch zu Beginn der Einwirkzeit, sie betragt ein Zehntel
(im modifizierten Verfahren ein Hundertstel} von N aufgrund der Verdinnung durch Zugabe
von Produkt und Belastungssubstanz / number of cfu/mi in the test mixture at the beginning
of the contact time, it is one-tenth (in the modified method a hundredth) of N due to the
dilution by adding product and interfering substance

Anzahl der Zellen je mi in der Validierungssuspension; Sie ist zehnmal so hoch wie die
Zellzahl als Ve Wert aufgrund des Verdinnungsschrittes von 107, / number of cells per mi in
the validation suspension; tenfold higher than the Ve vaiue because of the dilution step of
107

Anzahl der Zellen je m! in den Priifgemischen A, B und C zu Beginn der Einwirkzeit /
number of cfu/ml in the mixiures A, B and C at the beginning of the contact time

Im Falle der Kontrolle des Neutralisationsmediumskontrolle B im Verdinnungs-
Neutralisationsverfahren / In the case of neutralizer control B (dilution neutralisation method)
ist es die Anzahl der Zellen je ml nach 100-facher Verdinnung. Nvo ist 1710 des Mittelwerles
der beriicksichtigten Vc- Werte von Ny, sofern Nvs ein Tausendstel ist. / it is the number of
cells per mif after 100-fold dilution. Nvo is one-fenth of the mean of the Ve values of Nv laken
into account, in case of Nvg it is one thousandih,

Reduktion der Lebendkeimzahi / reduction of viability

Anzahl der Oberlebenden Zellen per ml in dem Prifgemisch am Ende der Einwirkzeit und
vor der Neutralisation oder Membranfiitration / number of survivors per mi in the test mixture
at the end of the contact time and before neutralisation or membrane filtration

Anzahl der (berlebenden Zellen in der Kentrolte der Priifbedingungen am Ende der
Einwirkzeit. Sie entspricht dem Mittelwert der beriicksichtigten Ve Werte des Gemisches. /
Number of survivors of the experimental conditions control at the end of the contact tirne. 1t
corresponds of the mean of the Ve-values of the mixture taken into account.

Anzahl der dberlebenden Zellen in der Kontrolle des Neutralisaticnsmediums oder des
Filtrationsvorganges in der definierten Zeit von 5 Minuten (im Falle von Produkten mit einer
Einwirkzeit von = 10 min nur 10 Sekunden). Sie entspricht dem Mittelwert der
beriicksichtigten Vc- Werte des Gemisches. / Number of survivors of the neutralizer controf
or the filtration control at the defined time 5 minutes (in the case of products with a contact
time of = 10 min only 10 seconds). If corresponds of the mean of the Vc-values of the
mixture taken into account.

Anzahl der iberlebenden Zellen in der Verfahrensvalidierung in der definierten Zeit von 30
Minuten. Sie entspricht dem Mittetwert der berlcksichtigten Ve- Werte des Gemisches./
Number of survivors of the method validation at the defined time 30 minutes. It corresponds
of the mean of the Vc-values of the mixture taken inte account. §



Validierung /
Validation:

Abweichungen /
Deviations:

Unwirksame
Konzentrationen/
ineffective
concentrations:

Schlussfolgerung /
Conciusion:

Archivierung:

(Frvceen:
~~

Alle Kontrollen und Validierungen lagen innerhaib der Grenzwerte /
all conirols and validations were within the basic limits.

Becbachtete Abweichungen der geltenden Norm und Verfahren /
observed deviations from applicable standard and procedure:

keine / none

C. albicans: 0.1% =1, 2, 5min.

Nach EN 13824 weist die Charge 1803BH0014 des Produkies
Stabimed® ultra unter hoher Belastung bei 20°C nach 1, 2 und
5 Minuten bei Verdiinnung auf 1,5%, 1% und 0,5% {m/v) eine
tevurozide Wirkung (= 4ig Reduktion) gegen den Testkeim Candida
albicans auf.

According to EN 13624, the batch 1903BH0014 of the product
Stabimed® ultra shows a yeasticidal activity (2 4lg reduction) under
dirty conditions at 20°C in 1, 2 and 5 minutes when difuted at 1.5%,
1% and 0.5% (m/v) for the referenced test strain Candida albicans.

Eine Ausfertigung des Berichtes wird zusammen mit den Rohdaten im
Archiv des Auftragnehmers aufbewahrt,

Archive: The raw dala with respect to this lest and a copy of the report will be
maintained by HygCen in the archive.

Hinweis: Die Prifergebnisse beziehen sich ausschiieBlich auf den genannten
Prifgegenstand. Auszugsweise Wiedergabe dieses Berichtes nur mit
schriftlicher Genehmigung der HygCen Germany GmbH.

note: The test resuits are valid for the named test subject only, Reproduction of
any part of this report requires the written permission of HygCen Germany
GmbH.

3 g ;ﬂ
1.8. :
Dr. med. univ 8. Werner K. Naujox

Head of S er;tific-TechnicaI Affairs

Division Manager

Microbiological Test Methods
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Dr. We/Bu

PRUFBERICHT / TEST REPORT

Procbennummer / sample id number: SN 28657
Prufprodukt / test sample: Stabimed® uitra

Prifungsnummer / sample number:  2020-0034

Auftraggeber / client. B. Braun Medical AG
Auftragsdatum / date of order. 2019-11-20

Prifzeitraum / fest period: 2020-01-13 bis / 0 2020-01-15
Priifmethode / test method: EN 13727 (2012+A2:2015)

Quantitativer Suspensionstest - bakterizide Wirkung
(Phase 2, Stufe 1)

Quantitative suspension test - bactericidal activity
(phase 2, step 1)

Information / information: hohe Belastung / dirfy conditions
Test mit / fest with Pseudomonas aeruginosa
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ldentifizierung der Probe / identification of the sample

Probennummer / sample id number: SN 28657

Prifprodukt / test sample: Stabimed® ultra

Chargennummer / batch number: 1903BH0O014

Lieferdatum / date of delivery: 2019-11-21

Lagerbedingungen / storage conditions: die des Herstellers / those of the manufacturer

Vom Hersteller zur Anwendung empfohlenes
Verdiunnungsmittel / product difuent
recommended by the manufacturer for use.  Leitungswasser / tap water

Aussehen / appearance: weil3es Pulver / white powder

Geruch / odour. produktspezifisch / product specific

Wirkstoffsubstanz{en) laut
Herstellerangaben /
aclive substance(s} according to the

manulacturer: in 100g / per 100g:
Peressigsaure / peracetic acid
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Priifverfahrensbeschreibung / description of the test method

Pri#methode / test method:

Priiftemperatur{en} /
test temperature(s):

Produktpriifkonzentration{en) /
sample test concentration(s):

Aussehen der Produktverdinnung{en} /
appearance of the product ditution(s}:

Belastungssubstanz{en} /
interfering substance(s).

Pritkeim{e) / test organism(s):
Einwirkzeit{en) / contact time(s):

Bebritungstemperatur /
incubation temperature.

Auszihiverfahren / counting procedure:

Probenverdinnungsmittel /
diiuent used for test solution:

EN 13727 {2012+ A2:2015)

Quantitativer Suspensionsversuch zur Bestimmung der
bakteriziden Wirkung im humanmedizinischen Bereich -
Priifverfahren und Anforderungen (Phase 2, Stufe 1)

EN 13727 (2012+A2:2015}

Quantitative suspension test for the evaluation of
bactericidal activity in the medical area - Test method
and requirements (phase 2, step 1)

SOP 02-051

20°C + 1°C

1.5%, 1%, 0.5%, 0.1% {m/)
tatsachliche Prifkonzentration{en) /
real test concentration{s)

klar / clear

hohe Belastung / dirty conditions:.

3,0g/1 Rinderserumalbumin + 3,0m/t Schaf-Erythrozyten /
3.0g/f bovine serum atbumin + 3.0mi/l sheep erythrocytes
Pseudomonas aeruginosa ATCC 15442

1, 2 und / and & Minuten / minutes

36°C + 1°C — 48h

Gussplattenverfahren / pour piate technigue

Wasser standardisierter Harte /
hard water according to standard
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Verfahren der Neutraiisation /
method of neutralisatiorn: Verdunnungs-Neutralisation / dilution neutralisation

Neutralisationsmedium / neutraliser. 3,0% Tween 80 + 0,3% Lezithin + 0,1% Histidin +
0,5% Natrium- Thiosulfat / 3.0% polysorbate 80 +
0.3% lecithing + 0.1% histidine + 0.5% sodium thiosuiphate

Stabilitdt und Aussehen des

Gemisches wihrend des Prifablaufs /

stability and appearance of the mixture

during the procedure: keine Ausfallungen oder Ausflockungen /
no precipitation or flocculation

Prifanforderunq / test requirement:

EN 13727: Reduktion / reduction z 5lg

2020-0034 Seite / page 4 von / of 7




Priifprodukt / test sample:

Prifergebnisse / test resuits EN 13727

Stabimed® ultra

Chargennummer: / batch number:

1903BH0014

SN 28657

Prifkeim / test organism:  P. aeruginosa Belastungssubstanz / interfering substance: hohe Belastung / dirty conditions
Validierungsprifung / validation test Prifkeimsuspension| Priifung (Na) bei den tatsachlichen Priitkonzentrationen von {(m/v) /
! test organism test (Na} at the real test concentrations of (m/v)
o _ Validierungs- | Kontrolle / Kontrolle / Kontroile / suspension
Einwirkzeit / | suspension / control controf control
contact time: validation o o o o
SuSPENSION (A) B) ©) 1.5% 1% 0.5% 0.1%
(Nv) (Nve/ 1000) (1.5%)
(N and No)
Ve 46 31 Ve | 20 25 Ve | 28 40 [Ve| 26 20 [10€ 155 167 [Vc 10% 0 0 0 0 0 0 0 0
Nv:| 385 A 270 B 340 G 23.0 1o 17 14 (Ve 10, 0 0 0 0 0 0 0 0
1min. N: 1.60x108  [Na: <140 <140 <140 <140
Ve: | 41 56 IgN: 8.20 IgNa: <2.15 <2.15 <2.15 <2.15
Nvs: 48.5 IgNo: 7.20 IgR: >5.05 >5.05 =5.05 =5.05
Erg;a:g;fv%mg! ja/ yes jal yes jal yes ja/ yes jafyes [gRz5 ja/ yes jalyes jal yes jalyes
Ve:| 46 31 Ve | 40 31 (Vo | 28 40 (Vei| 32 17 106 155 167 (Vo 109 0 0 0 0 0 0 1 0
Nw: 385 IA; 355 |B: 340 (G 245 107 17 14 Ve 10 0 0 0 0 0 0 0 0
2min. IN: 1.60x108  |Na: <140 <140 <140 <140
Ve: | 41 56 Ig: 8.20 IgNa: <2.15 <215 <215 <215
Nve: 48.5 IgNo: 7.20 IgR: »5.05 >5.05 »5.05 >5.05
Erg,::g;f Vg;g'__g” jal yes ja/yes jal yes jalyes jalfyes |gRz5 jal yes jal yes ja/ yes jal yes
Ve:| 46 31 Ve | 26 29 Ve | 28 40 [Veil 24 16 [10°€: 155 167 V¢ 10% 0 0 0 0 0 0 D 0
MNw: 385 A 275 |B: 340 [C 20.0 107 17 14 Ve 10 0 0 0 0 0 0 0 0
5min, N: 1.80x10%  |Na: <140 <140 <140 <140
Ve, | 41 56 IgN: 8.20 IgNa: <2.15 <2.15 <2.15 <2.15
MNva: 48.5 IgNg: 7.20 IgR: >5.05 =>5.05 >5.05 >5.05
Ergj:;;svg;l‘;zgf jal yes jal yes jal yes jal yes jafyes |lgR2S jal yes jal yes jal yes jalyes
pH-Werte f 8.04 8.10 7.88 7.78
pH values: Jﬁ
nd ist nicht durchgefiihrt / not done ’K I
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Grundlegende Grenzwerte / basic limits:

N ist zwischen 1,5 und 5,0 x 108 KBE/mI (8,17 < igN < 8,70}/
is between 1.5 and 5.0 x 10° cfu/mi (817 < IgN < 8 70)

N modified ist zwischen 1,5 ungd 5,0 x 10 KBE/m! (8,17 £ IgN < 8,70} /
is between 1.5 and 5.0 x 10° cfu/m! (9.17 < IgN £ 9.70)
Ny ist zwigchen 1,5 und 5,0 x 107 KBE/mi (7,17 < IgN < 7.70) /
is between 1.5 and 5.0 x 107 cfu/mi (717 S IgN < 7. 70}
Nvy ist 2wischen 30 und 160 (3 x 10" und 1,6 x 10%) / is between 30 and 160 (3 x 10" and 1.6 x 10°}
Nv ist zwischen 300 und 1800 / is between 300 and 1600
Nv modified ist zwischen 3 x 10° und 1,6 x 10Y/ is between 3 x 10° and 1.6 x 1F
NV 000} ist zwischen 3 x 10° und 1,6 x 10°/ is befween 3 x 10 and 1.6 x 1P
A B C ist gleich oder grofier als 0,5 x Nywo/is equal to or greater than 0.5 times Ny
nd ist nicht gurchgefUhrt / not done
na ist nicht auswertbar, is not evaluable

Bei der Kontrolle der gewichieten Mittelwerte der Auszahlungen sind die Quotienten nicht kieiner als 5 und nicht groBier als 15. /
In the conirol of weighted mean the quotients are not less than 5 and not greater than 15.

Eriduterunq von Begriffen und Abkilirzungen / Explanation of terms and abbreviations:

Ve
N
No

Lebendkeimzahi / viable count

Anzahl der KBE/ml der Prifsuspension / number of cfu/mi of the lest suspension

Anzahl der KBE/m! in dem Prifgemisch zu Beginn der Einwirkzeit, sie betrdgt ein Zehntel {im modifizierten
Verfahren ein Hundertstel) von N aulgrund der VerdUnnung durch Zugabe von Produkt und
Belastungssubstanz / number of cfu/mi in the test mixiure at the beginning of the contact time, it is one-tenth
{in the modified method a hundredth) of N due to the dilution by adding product and interfering substance

Ny = Anzahi der Zellen je ml in der Validierungssuspension; Sie ist zehnma! so hoch wie die Zellzahl als Ve Wert
aufgrund des Verd(innungsschrittes von 107, / number of cells per mi in the validation suspension; tenfold
higher than the V¢ value because of the dilution step of 107

Anzanhl der Zelien je ml in den Prifgemischen A, B und C zu Beginn der Einwirkzeit / nurnber of cfuw/mi in the
mixtures A, B and C at the beginning of the contact time

Im Falle der Kontrolie des Neutralisationsmediumskontrolie B im Verdinnungs-Neutralisationsverfahren / in
the case of neutralizer control B {dilution neutralisation method) ist s die Anzah! der Zellen je mi nach 100-
tacher Verdiinnung. Ny, ist 1/10 des Mittelwertes der bercksichtigten V- Werte von Ny, sofern Nyg ein
Tausendste! ist. / it is the number of cells per mi after 100-fold dilution. Ny is one-tenth of the mean of the Vo
values of Ny taken inte account, in case of Nyg it is one thousandih.

NUO, N\'B

Reduktion der Lebendkeimzah! / reduetion of the viable count

Anzabhl der Gberlebenden Zelten per mi in dem Prafgemisch am Ende der Einwirkzeit und vor der
Neutratisation oder Membranfiltration / number of survivors per miin the test mixture at the end of the contact
time and before neutralisation or membrane filtration

s
1 u

Na

A =  Anzahi der Gberiebenden Zellen in der Kontrolle der Pritbedingungen am Ende der Einwirkzeit. Sie
entspricht dem Mittelwert der bericksichtigten Ve- Wente des Gemisches. / Number of survivors of the
experimental conditions control at the end of the contact time. It corresponds of the mean of the Ve-values of
the mixture taken into account.

B = Anzahl der {berlebenden Zellen in der Kontrolle des Neutralisationsmediums oder des Filtrationsvorganges
in der definterten Zeit von 5 Minuten {im Falie von Produkten mit einer Einwirkzeit von £ 10 min nur 10
Sekunden). Sie entspricht dem Mittelwert der berlcksichtigten Ve- Werte des Gemisches. / Number of
survivors of the neulrafizer controf or the fiftration controf at the defined time of 5 minutes {in the case of
products with a contact time of < 10 min only 10 seconds}. It corresponds fo the mean of the Vo-values of the
rvixture taken into account.

C = Anzahi der Uberiebenden Zellen in der Verfahrensvalidierung in der definierten Zeit von 30 Minuten. Sie
enispricht dem Mittelwert der berdcksichtigten Vo- Werte des Gemisches. / Number of survivors of the
method validation at the defined time of 30 minutes. It corresponds to the mean of the Ve-values of the
mixture taken into account,
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Validierung /
validation:

Abweichungen /
deviations:

Unwirksame
Konzentrationen /
ineffective
concentrations:

Schiussfolgerung /
conclusiom:.

Archivierung:

archiving:

Hinweis:

note:

Dr. med.

Head of Scientific-Technical Affairs

iv. S."Wermer K. Nauj

HYGCEN"’

Alle  Kontrollen und Validierungen lagen innerhalb der
grundlegenden Grenzwernte / all controls and validations were within
the basic limits.

Beobachtete Abweichungen der geltenden Norm und Verfahren /
observed deviations from applicable standard and procedure:

Test mit / test with Pseudomonas aeruginosa

keine / none

Nach EN 13727 weist die Charge 1903BH0014 des Produktes
Stabimed® ultra unter hoher Belastung bei 20°C nach 1, 2 und
5 Minuten bei Verdinnung auf 1,5%, 1%, 0,5% und 0,1% {m/) eine
baklerizide Wirkung {z= 5ig Reduktion) gegen den Testkeim
Pseudomonas aeruginosa auf.

According to EN 13727, the bafch 1903BH0014 of the product
Stabimed® ultra shows a bactericidal activity (= 5lg reduction} under
dirty conditions at 20°C in 1, 2 and 5 minutes when diluted at 1.5%,
1%, 05% and 01% (m/) for the referenced test strain
Pseudomonas aeruginosa.

Eine Ausfertigung des Berichtes wird zusammen mit den Rohdaten im
Archiv des Auftragnehmers aufbewahrt.

A copy of the test report will be kept together with the raw data in the
contractor’s archive,

Die Prifergebnisse beziehen sich ausschliefilich auf die genannten
Prifprodukte. Auszugsweise Wiedergabe dieses Berichtes nur mit
schriftlicher Genehmigung der HygCen Germany GmbH.

The test results refer only to the named test samples. Reproduction of any
part of this report requires the written permission of HygCen Germany
GmbH.

8.

Division Manager

Microbiological Test Methods
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B. Brayeseneateat Bagifach 1101 35 » D-19001 Schwerin

CoE Infection Control
Seesatz

CH - 6204 Sempach

V/?/ ’
Centrum far Hyglene .

und medizinische Produktsicherheft

W R, Alckreditiert dureh
¥ . Zentralstelle der Landear
. . filr Gesundheilsschutz

w é%é kad ber Arzngimitteln
wr & {;ﬁ" und Medizingrodubten
sy W ZLG-P-715.88.13

2008-03-26

Rezeptur Nr. 02/01/22-01 - Instrumentendesinfektion
Bakterizide und fungizide Wirksamkeit

Hche Belastung

*

Rezeptur Nr. 02/01/22-G1 — Disinfection of instruments
bactericidal and fungicidal activity

Dirty conditions

Labof—N r. / Identification of the test
faboratory:

Prifprodukt / Test product:
Chargen-Bez. / Bafch number.
Herstelidatum / Production date:
Hersteller / Manufacturer
Auftragsdatum / Date of order.
Materialeingang / Date of delivery:

Wirkstoff(e} laut Herstellerangabe /
Active ingredient(s):

Aussehen / Appearance:
Geruch / Odour:

pH-Werte / pH-values:

Neutralisationsmittel / Neutralizer,

Prifzeitraum / Period of analysis:

Methodik / Method:

"buntenaf standardised hardness

HygCen Centrum fir Hygiens und medizinische Produkisicherheit GrmbH

Bornhévedstrale 78 - D-19055 Schwerin
Telefon:  +49 {0} 385 56 82 65

Telefax:  +49 {0} 385 56 52 67

E-Mail.  info@hygoen.de

Internet:  www.hygeen.de

9 German society for hygipassandhprerabiologtebank

ERICHT | TESTREPORT

SN 7527

Rezeptur Nr. 02/01/22-01
G705BH0013

May 2007

Du Pont

2008-01-17

2008-01-18

0.16 % Peraceiic acid in sifu (diluted at 10 g/t in water)
‘weiRes Pulver / white powder

aromatisch / aromatic

5.0% inWSH"™ 7.38
2.0% in WSH:  7.85
1.0% inWSH:  8.04
0.5% MmWSH:  8.03

3,0 % Tween 80 + 0,3 % Lezithin + 0,1 % Histidin + 0,5 %
Natrium- Thiosuifat / 3.0 % polysorbate 80 + 0.3 % lezithine +
0.1 % histidine + 0.5 % sodium thiosuiphate

2008-01-25 - 2008-03-21

“Standardmethoden der DGHM zur Priffung und Bewertung
chemischer Desinfekiionsverfahren” {Stand: 1.08.2001) /
~Standard methods of the DGHM for Testing Chemical
Disinfection Procedures “ (2001-09-01)

BLZ 12090640 Konte 0005578698
194545

Vainger Votenank " SN 7520 SERET Baok oL M o

Bei Uberweisungen aus dem Ausland:
Deutsche Apotheker- u. frztebank IBAN DE 50 3006 0501 0005 5786 98

BIC DAAEDEDD

Gaschaftsfiihrernin Bipl.-lng. {FH} Margrit Werner

Amtsgericht Schwarin HRE 4752 UST.-Nr.: 178539849 Steuer-Mr.: 020/110/03882



Y&/,
Ch

Centrum fiir Hyrigne
und medizinische Produkisicherheit
GmbH

Bakteriostatische und fungistatische Wirkung sowie geeigneter Neutralisationsmittel

| Bacteriostatic and Fungistatic Effectiveness as well as of Adequate Neutralising

Agents
{,Guideline 1/2.1)

Prifprodukt / Test product:

Raumiemperatur / Room temperature;
Refative Feuchts / relative humidiy:

inkubation / Incubation:

Rezeptur
225°C
41 %

Nr. 02/01/22-01

48 h af 36°C (C. albicans 30 °C}+ 1°C

KBE der Ausgangskeimsuspensionen / Cfu of the fest suspensions (Ig/mi)

Staphylococceus aureus
Enterococcus hirae
Escherichia cofi

Proteus mirabilis
Pseudomonas aeruginosa
Candida albicans

ATCC 6538

ATCC 10541
NCTC 10538
ATCC 14153
ATCC 15442
ATCC 10231

8,24
8,40
8,20
8,10
8,80
8,59

Neutralisation / Neutralizer

Testkeime /! Test strains

Endkonzentrationen (%) von Rezeptur Nr. 02/01/22-01

End‘concentrations (%} of Rezeptur:Nr, 02/01/22-01
&0 20 1,0 05 . 025 00125 0,06250,031250,0156

S. aureus

L. hirae

E. coli

P. mirabilis
P. aeruginosa
C. albicans

Ohne Neutralisationsmittelzusitze / Without Neulralizer

;

'

'

'
R
+ 4+ + o
++;|-+++
A

8. aureus

E. hirae

E. col

P. mirabifis
P. aeruginosa
C. albicans

3,0% Tween 80 + 0,3% Lezithin + 0,1% Cystein {TLC)
3.0% polysorbate 80 + 0.3% lecithine + 0.1% cysteme { TLC}

'

'

'

'

+
+ 4+ 4+ o4
+ 4+ 4+ o+ o+
+ 4+ 4+ 4 o+ o+
4 4 o+ o+ o+ o+

S, aureus

E. hirae

E. coli

P. mirabilis

P. aeruginosa
C. albicans

3,0% Tween 80 + 3,0% Saponin + 0,1% Histidin + 0,1% Cystein {TSHC)
3.0% polysorbate 80 + 3.0% saponine + 0.1% histidine + 0.1% cysteine ( TSHC)

- - +

d o o
A
T
+ + + + + +

S. aureys

E. hirae

E. coli

P. mirabilis

P. aeruginosa
C. albicans

3,0% Tween 80 + 0,3% Lezithin + 0,1% Histidin + 0, 5% Na-Thlosu!fat {TLH-Thio}
3.0% polysorbate 80 + 0.3% lecithine + 0.1% histidine + 0.5% sodium-thiosulphate (TLH-Thio}

- - - - +

'
'
;
+ + + + +
4 b+ 4+ F
+ 4+ + 4+ 4+
+ 4+ + + 4k
+ o+ kb
kb A

+ = Triibung infolge Keimvermehrung / growth of test-organism
- = fehlende Triibung / no growth of test-orgarnism

Neutrafisationskombination in den weiteren Versuchen / Neutralizer for further tests:

3,0% Tween 80 + 0,3% Lezithin + 0,1% Histidin + 0,5% Na-Thiosuifat
3.0% polysorbate 80 + 0.3% lecithine + 0.1% histidine + 0.5% sodium-thiosulphate
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Centrus fiir Hygiene

C und medizinische Frodukltsicherhert
GmbH

Bakterizide und fungizide Wirkung im gualitativen Suspensionsversuch /

Bactericidal and Fungicidal Effectiveness in the Qualitative Suspension Test

(Guideline 1/2.2)

Prufprodukt / Test product. Rezeptur Nr. 02/01/22-01
Versuchstemperatur/ Test femperature: 20°C
Inkubation / Incubation: 48 h at 36 °C (C.albicans 30 °C) £ 1°C

Versuch ohne organische Belastung / Test without organic load

KBE der Ausgangskeimsuspensionen / Cfu of the test suspensions {lg/ml)

Staphylococcus aureus ATCC 8538 8,24
Enterococeus hirae ATCC 10541 9,40
Escherichia colf NCTC 105638 9,20
Proteus mirabilis ATCC 14153 9,10
Pseudomonas aeruginosa ATCC 15442 9,80
Candida albicans ATCC 10231 8,59

Testkeime  Konzentrationen (%) des - FEinwirkzeiten / Exposure times {min}
- Priifproduktes/ .
Test strains  Concentrations (%) of the test 5 - 15 30, - 60
. product L L

S. aureus 2,0 - - - -
1,0 - - - -
0,5 - - - .
0,25 - - - -
0,01 + - - -
WSH-Kontrolle/Water control (WSH) +

E. hirae 2,0 - - - -
1,0 - - - -
0,5 - - - -
0,25 - - - -
0,01 - - - -
WSH-Kontrolle/Water control {WSH) +

E. coli 2,0 - - - -
1,0 - - - -
0,5 - - - -
0.25 - - . -
0,01 - - - -
WSH-Kontrolle/Water control (WSH) +

P, mirabilis 20 - - - -
1,0 - - - -
0.5 - - - -
0,25 - - - -
0,01 - - - -
WSH-Kontrolle/Water control {WSH) +

P. aeruginosa 2,0 - - - -
1,0 - - - -
0.5 - - - -
0,25 - - - -
0,01 - - - -
WSH-Kontrolle/Waler controi (WSH) +

C. albicans 2,0 - - - -
1,0 - - - -
0.5 - - - -
0,25 - - - -
0,01 - - - -
WSH-Kontrolle/Water control (WSH) +

+ = Tribung infolge Keimvermehrung / growth of test-organism - = fehlende Triibung f no growth of test-organism

SN 7527 Seite / page 3 of 16



YGl.

Centrum far Hygiene

( E' und medizinische Produstsicherhalt
GmbH

Bakterizide Wirkung im quantitativen Suspensionstest /

Bactericidal Effectiveness in the Quantitative Suspension Test

( .Standardmethoden” / “Standard methods®, 9.1, SOP (02003)

Prufprodukt / Test product:
Versuchstemperatur / Test temperature: 20°C
Inkubation / Incubation:
Methodik / Method:

Belastung / Loading:

Staphylococcus aureus

Rezeptur Nr. 02/01/22-01

48 hat36°C+1°C
Verdinnungs-Neutralisations-Verfahren /

Ditution neutralisation method
mit 0,3% Albumin + 0,3% Schaf-Erythrozyten {hohe

Belastung) /

0.3% albumine + 0.3% sheep erythrocytes (dirty

conditions)

ATCC 6538 Ausgangskeimsuspension /

Cfu in the test suspension - Ig/mi: 8.51
10" 278
Co 2 {Neutr.-co.) - ig/mi 102 47 3.47
107 273
Co 3 {(Tox.-co.) - Ig/ml 102 35 3.45
Konzentra- Verdiin- 'Einwirkzeit in Minuten / Exposare time {min)
tion (%) nung / L 2 IR [ RS 15
des Priif- - Dilution S EEE
produktes. _ S
(miv) KBE/ KBE/ KBE/ KBE! ~ KBE/
Concentra-. . Platte Ig.- fte Ig Platte g Platfe Ig- Platte/ g
tion (%).of EES RF [+ RF /. RF cfu/ RF
‘thetest - cful cf/ - cfu/ Ccful - plate
: plate - . plate piate - plate S
107 0 =730 0 2727 0 727 0 2720 © 2705
10 8] 0 G 0 0
L)
1.5% 1072 0 0 0 0 0
107 0 0 0 0 0
10" ¢ =7.30 G =7.27 G =727 0 =7.20 0 =7.05
107 0 0 0 0 0
1)
10% o2 0 0 0 0 0
10° 9 0 0 0 0
10'}1 0 =7.30 0 =7.27 0 =7.27 0 27.20 ) =7.05
10 0 0 0 0 )
o
0.5% 192 0 0 0 0 0
107 0 0 0 0 0
10“1 n 0 =7.27 0 27.27 0 =720 g =7.05
o 10 n 1 0 0 0
0.1% 102 248, o5 0 0 0 0
107 29 ) 0 0 0 0
03;5(:19) 107 n n n n n
10° 200 7.30 188 7.27 188 7.27 159 7.20 113 7.05
Legende / Legend:
KBE = Koloniehildende Einheiten cfu = cofony forming units
RF = Reduktionsfakior RF = rgduction factor
n = picht zahlbar n = not countable
nd = nicht durchgefiihit nd = not done
{E) = Eigenhemmung {E} = inhibition
WSH = Wasser standardisierter Harle WSH = wafer of standardised hardness

SN 7527 Seite / page 4 of 16




VG
CE

GmbH

Canirum fir Hygiene
und medizinische Frodukitsicherhert

Bakterizide Wirkung im guantitativen Suspensionstest /

Bactericidal Effectiveness in the Quantitative Suspension Test

( ~Standardmethoden® / “Standard methods”, 9.1; SOP 02003)

Prifprodukt / Test product:
Versuchstemperatur / Test temperature:
Inkubation / Incubation:

Methodik / Method:

Belastung / Loading:

Rezeptur Nr. 02/01/22-01

20°C

48 h at 36°C £ 1°C
Verdinnungs-Neutralisations-Verfahren /

Dilution neutralisation method

mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe

Belastung} /
0.3% albumine + 0.3% sheep erythrocytes (dirty
conditions)
Enterococcus hirae ATCC 10541  Ausgangskeimsuspension /
Cfu in the test suspension - Ig/ml: 9.60
107 192
Co 2 (Neutr.-co.} - Ig/ml 10? 45 3.33
107" 291
Co 3 {Tox.-co.) - ig/mi 102 51 3.49
Konzentra- - Verdiin- - Einwirkzeit in Minuten / Exposure tinie (min) .. _
tion (%)~ nung!/ : 2 ' 0 . 18
d Ditution: - -
(1 e KBE/ KBE! - KBE/ _
Concentra- Platte Platte lg Platte/ Ig -
tion(%)of - . .. " RF ! RF  cfu/ RF -
the test L efu/ plate e
product e plate
1¢6° G =7.40 G =7.36 0 =7.32 0 27.31 G z7.15
10™ 0 0 0 0 0
o
5% g2 0 0 0 0 0
107 0 0 0 0 0
‘lO”1 ) =7.40 0 =7.35 0 27.32 ) =7.31 ¢ 27.15
10 0 0 0 c Y
0,
1.0% 102 0 0 0 0 0
10 0 0 0 0 0
10° 0 =7.40 0 27.36 0 =7.32 ¢ =7.31 ¢ =7.156
19" 0 0 0 0 0
0
0.5% 107 0 0 0 o 0
10° 0 0 0 0 0
10° n 0 2736 0 2732 06 =27.31 c 2715
10 55  4.66 0 0 0 0
L)
01% o2 4 0 0 0 0
10° 0 0 0 0 0
C&ls(:{g) 10 n n n n n
10°° 254 7.40 228 7.36 211 7.32 205 7.31 142 7.15
Legende / Legend:
KBE = Koloniebildende Einheiten cfu = eofony forming units
RF = Reduktionsfaktor RF = reduction faclor
n = nicht zahibar n = not countable
nd = nicht durchgefiihrt nd = not done
(E) = Eigenhemmung {E} = inhibition
WSH = Wasser standardisierter Harte WSH = water of standardised hardness
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YG/.

Centrum fir Hygieng

CE ung medizinische Praduktsicherhelt
Grrbk

Bakterizide Wirkung im guantitativen Suspensionstest /
Bactericidal Effectiveness in the Quantitative Suspension Test
{ .Standardmethoden®/ “Standard methods®, 9.1; SOP 02003)

Prifprodukt / Test product: Rezeptur Nr. 02/01/22-01
Versuchstemperatur / Test temperature: 20°C
Inkubation / Incubation: 48 hat 36°C £ 1°C
Methodik / Method: Verdinnungs-Neutralisations-Vetfahren /
Dilution neutralisation method
Belastung / Loading: mit 0,3% Albumin + 0,3% Schaf-Erythrozyten {hohe
Belastung) / _
0.3% albumine + 0.3% sheep erythrocytes (dirty
conditions)
Pseudomonas aeruginosa ATCC 15442 Ausgangskeimsuspension /
Ctu in the test suspension - Ig/mi: 9.51
107 178
Co 2 (Neutr.-co.) - Ig/ml 10-? 30 3.28
107 206
Co 3 (Tox.-co.) - lg/ml 102 26 3.32
Verdiin= - Einwirkzeit in Minuten / Exposure time {min} _
nung/ - 1 2 8 10 15
Dilution :' o o : e o
(miv) KBE/ KBE/ KBE/
‘Concentra- Platte g . . lg Platte Ig Plaite/ g
the fest Y- (T ' cfu/ plite ;
product - " plate o
10° 0 27.20 0 =7.13 0 2712 0 =7.12 0 =7.09
107 0 0 0 0 0
0,
15% 402 0 0 0 0 0
107 0 0 0 0 0
1001 (8] =7.20 0 27,13 G 2712 0 27.12 (] =709
10 G 0 G 0 G
0,
1.0% 107 0 0 0 0 0
10° 0 0 0 0 0
10" 0 2720 O 2713 0 2712 0 2712 0 =27.09
o 107 0 0 0 0 0
0.5% g2 0 0 o 0 0
107 0 0 0 0 0
1(}"1 49 551 1 7.13 G 2712 0 =7.12 G =7.09
10 4] o 0 0 H
01% g2 2 0 0 0 0
107 0 0 0 0 0
C&“Is(ég) 107 n n n n n
107° 159 7.20 134 7.13 132 7.12 133 712 124 7.09
tegende / Legend,
KBE = Koloniebildende Einheiten ciu = colony forming unifs
RF = Reduktionsfaktor RF = reduction factor
n = nicht zahlbar i = not countable
nd = nicht durchgefiihrt nd = not done
(E) = Eigenhemmung {E) = inhibition
WSH = Wasser standardisierter Harle WSH = waler of standardised hardness
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VG-

Centrum for Hygiene

CE und medizimschte Frodukisicherhed
GmbH

Fungizide Wirkung im quantitativen Suspensionstest /
Fungicidal Effectiveness in the Quantitative Suspension Test

( ,Standardmethoden” / “Standard methods”, 8.1; SOP 02003)

Prufprodukt / Test product:
Versuchstemperatur / Test temperature:
Inkubation / Incubation:

Rezeptur Nr. 02/01/22-01
20°C
48 hat30°C £ 1°C

Methodik / Method: Verdinnungs-Neutralisations-Verfahren /
Dilution neutralisation method
Belastung / Loading: mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe
Belastung) /
0.3% albumine + 0.3% sheep erythrocytes (dirly
conditions)
Candida aibicans ATCC 10231 Ausgangskeimsuspension /
Cfu in the test suspension - lg/ml: 8.40
107" 189
Co 2 {Neutr.-co.} - ig/mt 102 o5 3.29
107 148
Co 3 (Tox.-co.} - Ig/ml 102 17 3.18
Konzentra- Verdiin- Einwirkzeit-in Minuten / Exposure time {min)
tion (%) nung / 2 5 %10 .15
des Priif-  Dilution S :
produktes - -
{miv} _ _ AR ' KBE/ KBE/ .70
Concentra- ..~ Ig . lg Platte Ig Platte/ g
tion (%) of - - .. RF RF | RF  cfu/ RF
thetest ful - L plate
product late’
10"1 0 2628 0 2826 O 0 2618 0  26.15
10 0 0 0 0 0
o,
1.5% 1072 0 0 0 0 0
107 0 0 0 0 0
10“1 0 =6.28 0 =6.26 0 26.22 ) =5.18 4] =615
10 0 0 0 g G
o,
0% g2 0 0 0 0 0
10° 0 0 0 0 0
1001 26 4 .87 0 26.26 0 =6.22 0 =6.18 0 2515
10 1 0 0 0 0
0.5% 10 0 0 0 0 0
10° 0 0 0 0 0
1 0”1 n n n n n
10 n n n n n
o,
0.1% 102 n n n n n
107 n <(.28 n <(.26 n <022 258 0.77 271 c.72
C,::,is(lhg) 107° n n n n n
10 194 5.28 183 6.26 167 6.22 150 5.18 142 6.15
Legende / Legend:
KBE  =Koloniebiidende Einheiten cfu = cofony forming units
RF = Reduktionsfaktor RF = reduction factor
n = picht zahlbar n = not countable
nd = nicht durchgefOhrt nd = not done
{E}) = Eigenhemmung (E} = inhibition
WSH = Wasser standardisierter Harte WSH = waler of slandardised hardness
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YG/
Centrum fir Hygigne
( ‘E und medizinische Produktsicherhieit
GmbH

instrumentendesinfektion — praxisnaher quantitativer Keimtragertest /
Chemical Disinfection of Instruments — Carrier test under conditions of practice
{phase 2, step 2)

(.Standardmethoden® / “Standard methods”, 15; SOP 02054)

(1. Durchgang / 1. Test run)

Prafprodukt / Test product: Rezeptur Nr. 02/01/22-01
Versuchstemperatur / Test temperature:  20°C
Inkubation / Incubation: 48h at 36°C £ 1°C
Belastung / Loading: mit 0,3% Albumin + 0,3% Schaf-Erythrozyten {hohe
Belastung) / :
0.3% albumine + 0.3% sheep erythrocytes (dirty conditions) |
Staphylococcus aureus ATCC 6538 Ausgangskeimsuspension /
Ctu in the test suspension — Ig/mif. 9.29
10" 263
Co 2 (Neutr.-co.) — Ig/ml 1 O-f 33 3.43
107 225
Co 3 (Tox.-co.) - ig/ml 102 40 3.38
-Konzentra- Verdiin- - Einwirkzeit in Minuten ! Exposuré time (min}
%) des nung!: 2 5 R {5 15
Priif- Dilution o
produktes KBE/ KBE/ - KBE! KBE/ .
(mvy o Platte ~Ig Platte g : Platte ' Ig Platte ig
Concentra- ; efu/ = ofu/ RF ~ c¢fu/ - RF cfu/ RF
tion (%) of .~ . .plate . plate .. plate . plate 2
the test - .-~ S ol '
product S
0,51ml dir ) 28.38 0 28,49 0 =6.36 4] 26.42
10 0 0 0 0
1.0% 192 0 0 0 o
10° 0 0 0 0
0,5{7}! dir G 26.39 ¢ 26,49 G 26.36 G =5.42
osn 5. : : : :
10° 0 0 0 0
O.SP'll dir 0 =6.39 0 26.48 0 26.36 0 26.42
025% 10 0 : J J
107 0 0 0 0
0,51ml dir 0 =6.39 0 26.48 ] =6.36 0 26.42
10 i 0 0 0
0.1% 107 0 0 0 0
107 0 0 0 0
Co1 (lg) 4
WSH 'IO_5 n n n n
10 49 6.69 62 6.79 48 6.66 52 6.72
Legende / Legend:
KBE = Koloniebildende Einheiten cfu = colony forming units
RF = Reduktionsfakior RF = reduction factor
n = nicht z&hlbar n = not countable
nd = nicht durchgefibrt nd = not done
{E} = Eigenhemmung (E} = inhibition
WSH = Wasser standardisierter Harte WSH = waler of standardised hardness
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yG 1]
Centrum fir Hygrene

( und medizinische Produktsicherheit

Gmbf

Instrumentendesinfektion — praxisnaher quantitativer Keimtriqgertest /

Chemical Disinfection of Instruments — Carrier test under conditions of practice

{phase 2, step 2)

(.Standardmethoden® / “Standard methods”, 15; SOP 02054)

(2. Durchgang / 2. Test run)

Prifprodukt / Test product:
Versuchstemperatur / Test temperature:
Inkubation / incubation:

Belastung / Loading:

Staphylococcus aureus ATCC 6538

Rezeptur Nr. 02/01/22-01

20°C

48h at 38°C £ 1°C

mit 0,3% Atbumin + 0,3% Schaf-Erythrozyten (hohe

Belastung}/ :
0.3% albumine + 0.3% sheep erythrocytes (dirty conditions) !

Ausgangskeimsuspension /

Cfu in the test suspension — lg/mf. 9.39
107 240

Co 2 {Neutr.-co.} — ig/ml 1 O.f 8 3.39
107 243

Co 3 {Tox.-co.) - Ig/ml 102 a2 3.40

Konzentra- Verdiin- 0T Einwirkzeit § m Mmuten! Exposure time (mm}
tion (%)-des nung/ - - o 2 g : 10 18
Priif- - Ditution - ... .7 S i S

produktes ' KBE/" KBE/ " . KBE/

(miv) lg Platte  Ig Platte . Iig Plitte - Ig
Concentra- RF cfu/ - RF cfu/ . RF cf-t}l- - RF
:tion (%) of - plate plate - piate
“the test . coo '
product i L c

(m/v) } L o AR

0,5ml dir 0 0 =640 O 0 2633 0 0 =626 ¢ 0 =828
0.5% 10:; 0 0 0 © 0 © ¢ 0
10 0 © c © G ¢ c 0
10° 0 0 0 0 0 0 0 0
0,51mI dir 0 0 2640 0 O 2833 0 0 2826 0 0 =65.28
o 10 ¢ 0 0 0 0 0 0 ©
0.25% 452 c 0 0 0 0 0 0 0
107 0 0 0 0 0 0 0 0
0,5ml dir 14 27525/497 0 O 2633 0 0O =626 0 0© =6.28
0.4% 10:; 3 6 0 0 0 0 0 ©
’ 10 g 0o 0 ¢ 0 0 0 ¢
10° 0 0 0 0 0 0 0 ©
C$S(PI-IQ) 1(}:; n n n R
10 50 6.70 43 6.63 36 6.56 38 6.58
Legende / Legend:
KBE = Koloniebildende Einheiten ofur = colony forming units
RF = Reduktionsfakior RF = reduction factor
n = nicht zéhlbar n = not countable
nd = nicht durchgefiihrt nid = not done
{E} = Eigenhemmung {E) = inhihition
WSH = Wasser standardisierter Harte WSH = water of standardised hardness

SN 7527 Seite / page 9 of 16



VG
CE

Instrumentendesinfektion — praxis

Centrum flir Hyaiene
und medizinisehe Produkisichorhait
GmbH

naher guantitativer Keimtrégertest /

Chemical Disinfection of Instruments — Carrier test under conditions of practice

{phase 2, step 2}

(,Standardmethoden” / “Standard methods”, 15; SOP 02054)

(1. Durchgang / 1. Test run)

Prafprodukt / Test product:
Versuchstemperatur / Test temperature:
Inkubation / Incubation:

Belastung / Loading:

Enterococcus hirae ATCC 1054

Rezeptur Nr. 062/01/22-01

20°C

48h at 36°C £ 1°C

mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe
Belastung} /

0.3% albumine + 0.3% sheep ervthrocytes (dirty conditions)

1 Ausgangskeimsuspension /

Cfu in the test suspension — ig/mf: 9.17
107 148
Co 2 (Neutr.-co.) — Ig/ml 10-,1? 16 3.17
107 04
Co 3 {Tox.-co.} - lg/mi 102 17 3.00
Konzentra-  Verdiin- Einwirkzeit in Minuten / Expdsure tinié (min) _
tion (%} des nung/ 2 = 5 A0 ' 15
| Priif- Dilution. .- e T
produktes KBE/. . KBE/ _ . KBES
{miv) Platte Ig Platte  ig- lg -  Platte Ig
Concentra- cfuf - RF  cfif RF RF cfu/ RF
tion (%} of plate plate plate
the test
product
(miv) _ i _
O,S{nl dir C 26.53 0 26.48 ¢ 26.47 i =6.18
10% 10 o g 0 ;
10° 0 0 0 0
0,51mi dir 0 26.53 ¢ 26.48 0 =6.47 4] =6,18
05% o 0 2 0 0
10° 0 0 0 0
{J,SE'nI dir C 26.53 0 =6.48 ) 26.47 ¢ =6.18
o 10° 0 0 0 0
0.25% 107 0 0 0 0
10° 0 0 0 0
0.51m| dir n n n n
a 10 n n n n
0.1% 1072 n n n n
10° n <0.83 n <0.78 n <0.77 n <0.78
C\‘j‘\fs(l[lg) 10 n 288 282 285 40
10° 88 6.83 60 6.78 59 8.77 49 )
Legende / Legend:
KBE = Koloniebildende Einheiten cfu = colony forming umits
RF = Reduktionsfakior RF = reduction factor
n = nicht z&hlbar n = not countable
nd = picht durchgefiihrt nd = not done
(E} = Eigenhemmung {E} = inhibition
WSH = Wasser standardisierter Hirte WSH = water of standardised hardness

SN 7527 Seite / page 10 of 16



VG,

Centrum fur Hygene
C undd medizinischie Produktsichertielt
Gmbtt

instrumentendesinfektion — praxisnaher quantitativer Keimtrigertest /
Chemical Disinfection of Instruments — Carrier test under conditions of practice
(phase 2, step 2)

(.Standardmethoden® / “Standard methods”, 15; SOP 02054)

(2. Durchgang / 2. Test run)

Prifprodukt / Test product: Rezeptur Nr. 02/01/22-01
Versuchstemperatur / Test temperature: 20°C
Inkubation / Incubation: 48h at 36°C £ 1°C _
Belastung / Loading: mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe
Belastung) / '
0.3% albumine + 0.3% sheep erythrocytes (dirty conditions) 5
Enterococcus hirae ATCC 10541 Ausgangskeimsuspension / 9.24
Cfu in the test suspension — lg/mf. '
107 119
Co 2 (Neutr.-co.} — Ig/ml 1 O.f 15 3.08
107 108
Co 3 {Tox.-co.) - ig/ml 102 15 3.04
Konzentra-~ Verdiin- ~ =~ Einwirkzeitin Minuten / Exposure time (min}- .
{%) des nung/ : 2 - TS Y 4s
if- " .°°  Dilution ' - o -
KBE/ KBE/
(milv) - Platte - Ig ig ‘Platte g
-Concentra- - - efu/ = RF RF = Sfu/ RF
tion (%} of ..+ plate . iplate
‘product i
(m/v) Sk L ' I :
0,5mi dir 0 ¢ =628 0 0 2613 0 0 2610 0 0 2590
0.5% 10:; 0 0 0 0 0 0 0 ©
) 10 6 0 0O 9 0 0 0 0
10° C 0 0 0 6 0 G 0
0,51ml dir C 0 =628 0 0 =613 0 0 =610 0 0 =590
10 ¢ 0 cC o ¢ © c 9o
0.25% 442 9 0 o o 0 0 o 0
10° 0 0 0 0 90 0 g0 0
Cotllg) n 260 250 152
WSH 10° 38 5.58 35 6.43 24 6.40 22 6.20
Legende / Legend:
KBE = Keloniebildende Einheiten cfu = cofony forming units
RF = Reduktionsfakior RF = reduction factor
n = nicht zahlbar n = not countable
nd = picht durchgefihrt nd = not dong
{E} = Eigenhemmung (E) = inhibition
WSH = Wasser standardisierter Hirte WSH = water of standardised hardness

SN 7527 Seite / page 11 of 16



/-/ VG Centrum fir Hygiens
CE und meaizinische Frodukisicherheit
GmbH
Instrumentendesinfektion — praxisnaher guantitativer Keimtrigertest /
Chemical Disinfection of Instruments — Carrier test under conditions of practice
{phase 2 step 2)
{~Standardmethoden” / “Standard methods”, 15; SOP 02054)
(1. Burchgang / 1. Test run)

Prifprodukt / Test product:
Versuchstemperatur / Test temperature:
inkubation / /ncubation:

Belastung / Loading:

Rezeptur Nr. 02/01/22-01

20°C

48h at 36°C £ 1°C

mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe
Belastung} /

0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)

Pseudomonas aeruginosa ATCC 15442 Ausgangskeimsuspension /

Cfu in the test suspension — Ig/mi. 9.17
-
Co 2 (Neutr.-co.) — Ig/ml :82 865 2.93
10" 85 2.93
Co 3 (Tox.-co.} ~ Ig/mi 102 14
Verdiin- Einwirkzeit in Minuten / Exposure time (min)
tion (e} nung / 2 R 10 - .18
Prif-. Dijution = .- S L .
produktes " KBE/ . KBE/ KBE/ . .- . KBE'
(miv) . Platte lg - Platte lg Platte ©= lg- Platte . Ig
Concentra- o ocfw/ RF - cfu/ RF cfu/ RF. cfu/ RF
tion (%) of plate " piate plate .. plate
the fest e L . i :
(mtv) - . o - .
0,51mI dir 0 2547 0 =25.40 o 25.36 0 =5.00
o 10 0 0 0 0
1.0% 1072 0 0 0 0
167 0 0 0 0
0,51mi dir 0 =5.47 0 =5.40 0 25.36 0 25.00
o 10 0 0 0 C
0.5% 1072 0 0 0 o
10° 0 0 0 0
0,51m§ dir 0 =547 0 2540 0 =5.36 0 =5.00
o 10 0 0 0 0
0.25% 1072 0 0 o 0
10° 0 0 0 0
0,51ml dir n 0 =5.40 0 =25.36 0 =5.00
10 104 275 0 0 0
0% g2 12 0 0 0
107 1 0 0 0
C“,":S(;g) 10° n n n 201 a4
10 59 577 50 5.70 46 5.66 19 '
Legende / Legend:
KBE = Koloniebildende Einheiten ofu = colony forming units
RF = Reduktionsfaktor RF = reduction factor
n = nicht z&hlbar n = nof countable
nd = pichi durchgefihrt nd = not done
{E} = Eigenhemmung (E} = inhibition
WSH = Wasser standardisierter Harte WSH = water of standardised hardness

SN 7527 Seite / page 12 of 16



Ct

YG/.
Centrum fir Hygiene
urt medizinische Progukisichertelt

GrabH

Instrumentendesinfektion — praxisnaher guantitativer Keimtrigertest /

Chemical Disinfection of Instruments — Carrier test under conditions of practice

(phase 2, step 2)

(,Standardmethoden” / “Standard methods”, 15; SOP 02054)

(2. Durchgang / 2. Test run)

Prafprodukt / Test product:
Versuchstemperatur / Test temperature:
Inkubation / Incubation:

Belastung / Loading:

Pseudomonas aeruginosa ATCC 15442 Ausgangskeimsuspension /

Rezeptur Nr. 02/01/22-01

20°C

48h at 36°C £ 1°C

mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe
Belastung) /

0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)

Cfu in the test suspension — Ig/mi: 9.40
107 138
Co 2 (Neutr.-co.) - Ig/mi 102 o4 3.17
107 168
Co 3 {Tox.-co.) - Ig/mi 102 31 3.26
Konzentra- Verdiin- Einwirkzeit in Minuten / Expostire time(min)
tion:(%) des nung/ 5 PR {) IR 15
Priif- Dilution IR _
produktes  KBE/ KBE/ . KBE/
{miv) - Platte lg Platte lg- Platte Ig
' Concentr_'a- . cfu/ RF  cfu/: RF cfu/ RF
tion (%}.of - . plate Slate plate
the test. .. L . - :
product: : PR
0,51mi dir Q0 0 =547 ¢ 0 =253 0 0 2526 0 0 =523
10 0 ¢ 0 ©C cC G C ¢©
05% 4o 0 0 0 0 6 0 0 0
10° C 0 0 0 0 0 0 O
0.51ml dir 0 0O =547 0 O =536 O 0 2526 O 0 2523
107 0 0 c o 0 0 0 0
a,
0.25% 452 0 0 0 0 0 0 0 0
10° 0 0 ¢ © 0 0 0 0
C‘?Js(};g) 107 n n n n
10 58 5.87 46 566 36 5.56 34 553
Legende / Legend:
KBE = Kolonighildende Einheiten cfu = cofony forming units
RF = Reduktionsfaktor RF = reduction factor
n = nicht zahlbar n = not countable
nd = nicht durchgefithrt nd = not done
{E) = Eigenhemmung {E) = inhibition
WSH = Wasser standardisierter Hérte WSH = waler of standardised hardness

SN 7527 Seite / page 13 of 16




Ch

VGl
Certrum fir Hygiene

und redizinfsche Produktsicharheit
GmbH

Instrumentendesinfektion — praxisnaher quantitativer Keimtriigertest /

Chemical Disinfection of instruments — Carrier test under conditions of practice

{phase 2, step 2)

(,Standardmethoden” / “Standard methods”, 15; SOP 02054)

(1. Durchgang / 1. Test run)

Prafprodukt / Test product.
Versuchstemperatur / Test temperature:
Inkubation / Incubation:

Belastung / Loading:

Rezeptur Nr. 02/01/22-01

20°C

48h at 30°C £ 1°C

mit 0,3% Albumin + 0,3% Schaf-Erythrozyten {hohe
Belastung) /

0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)

Candida albicans ATCC 10231 Ausgangskeimsuspension /
Ctu in the test suspension - lg/mf. 8.18
10" 125
Co 2 (Neutr.-co.) - lg/ml 102 18 3.11
107 128
Co 3 {Tox.-co.) - Ig/ml 102 17 3.12
Konzentra-  Verdiin- Einwirkzeit in' Mihuten / Exposure time (minj _
tion (%) des. - nung / _ 2 -5 10 - 15
' Prif- ..+ Ditution . L o
produktes . - ' KBE/ .. KBEf KBE/ -
(mi) lg Platte g Platte g Pltte g
Concentra-. RF  cfu/ RF cf/ - RF _cfu/ © RF
tio ) of p!ate _ " plate” "
product _ o
0,51rnl dir 0 =511 0 2517 G 25.20 0 25.17
a 10 0 G 0 0
0% g2 0 0 0 0
10° 0 0 0 0
O,Sp’:i dir ¥ =511 0 25.17 0 =520 0 =517
o 10 C 0 § Q
05% g7 0 0 0 0
10° 0 0 0 0
0,51ml dir 22 407 0 =517 0 2520 0 2517
10 2 C 0 0
0.25% g2 0 0 0 0
10° 0 C 0 0
0,51m! dir n n n n
10 n n 141 91
01% 492 77 152 77 188 20 23 2 213
10 9 12 2 1
Co1 {lg) 3
10 237 273 297 278
WSH 10 47 5.41 50 547 49 5.50 49 5.47
Legende / Legend:
KBE = Koloniebildende Einheiten cfu = colony forming units
RF = Reduktionsfakior RF = reduction factor
n = nicht zéhibar n = not countable
nd = nicht durchgefinrt nd = nof done
(E) = Eigenhemmung (E) = inhibition
WSH = Wasser standargdisierter Harte WSH = water of standardised hardness

SN 7527 Seite / page 14 of 16




Ch

YG/.
Centrum flir Hygicne
und medizinisehe Frodukisicherhell

G

Instrumentendesinfektion — praxisnaher guantitativer Keimtrigertest /

Chemical Disinfection of Instruments — Carrier test under conditions of practice

{phase 2, step 2}

(-Standardmethoden® / “Standard methods”, 15; SOP 02054)

{2. Durchgang / 2. Test run)

Prufprodukt / Test product:
Versuchstemperatur / Test femperature:
Inkubation / incubation:

Belastung / Loading:

Candida albicans

ATCC 10231

Rezeptur Nr. 02/01/22-01

20°C

72h at 30°C = 1°C

mit 0,3% Albumin + 0,3% Schaf-Erythrozyten (hohe
Belastung) /

0.3% albumine + 0.3% sheep erythrocytes (dirty conditions)

Ausgangskeimsuspension /

Cfu in the test suspension ~ ig/mi 8.30
10" 138
Co 2 (Neutr.-co.) — ig/ml 102 24 3.17
107 168
Co 3 (Tox.-co.} - Ig/ml 102 31 3.28
Konzentra- -~ Verdtin- Einwirkzeit in Minuten / Exposuretime (min) ..
tions (%) des. nung / 2 5 10.° s 15.
Priif- ... Dilution S o
produktes  KBE/ KBE/ KBE/ - . KBE/
(miv) - Platte lg  Piatte lg Platte Ilg Platte lg
Concentra- cful RF  cfu/ . RF c¢ft/ = RF cfu/ - RF
tion (%) of .- plate 7 plate plate '
O,Si'nl.d.ir 0 0 2527 0 0 2508 0 0 2505 0 0 =494
10 9 0 0 0 9 0 G ©
a,
05% 452 0 0 0 0 0 0 ¢ o
10° cC 0 0 © 0 © 0 0
0,5§ni dir 7 3 442/479 0 0 =503 0 0 2502 0 0 2494
o 10 2 0 c ¢ c ¢ 0 0
0.25% 452 00 0 0 0 0 0 0
107 D 0 0 0 0 0 0 0
Co1 {ig) WSH 107 n 199 200 172
107 37 5.57 36 533 30 5.32 20 5.24
Legende / Legend:
KBE = Koloniebildende Einheiten cfu = colony forming units
RF = Reduktionsfaktor RF = reduction factor
n = picht zahlbar n = not countable
nd = picht durchgefiihrt nd = not done
{E) = Eigenhemmung {E} = inhibiticn
WSH = Woasser standardisierter Harte WSH = water of standardised hardness
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YG/.
Centrum fur Hygieng
C E und medizinigehe Procuktsicherheit
Grnb

Priifbericht / Test report 2008-03-26 - Rezeptur Nr. 02/01/22-01 — SN 7527
Bakterizide und fungizide Wirksambkeit

Hohe Belastung

bactericidal and fungicidal activity

Dirty conditions

Archivierung: Eine Ausfertigung des Berichtes wird zusammen mit den
Rohdaten im Archiv des Auftragnehmers aufbewahrt.

Hinweis: Die Priifergebnisse beziehen sich ausschiieRlich auf den
genannten Prifgegenstand. Auszugsweise Wiedergabe dieses
Berichtes nur mit schriftlicher Genehmigung der HygCen GmbH.

Archiving: The raw data with respect to this test and a copy of the report
will be stored in the archive of HygCen.

Information. The fest results exclusively refer to the samples described above.
Account of extracts of this test report is only possible by written
approval from HygCen.

Yo

j
Prof. Dr. med. H.-P. Werner Kathrin Naujox
Wissenschaftlich-technischer Leiter Bereichsleiterin
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B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH-6204 Sempach

Rescriere raport de expertizd original
Helix ultra, din 26.03.2008

IR.10.2014
Stabimed ulira

Dezinfectare instrumentar
Activitate bactericida si levaricida (C. albicans)
Conditii murdare

FXPERTIZA

Dupd testarea dezinfectantului Stabimed ultra. in conformitate cu

Metodele Standard DGHM pentru testarea proceselor de dezinfectie chimica”

(Statut: 2001-09-01)

5-a emis urmitoarea evaluare a rezultatelor din raportul de testare 2008-03-26 (SN 7527):
Rezultatele testelor in vitro

Testdrile cantitative ale suspensiei s-au efectuat in conditii murdare.

Stabimed ultra a avut reduceri suficiente (5 log pentru S. aureus, E. hirae 5i P. aeruginosa precum si 4
log pentru C. albicans) in conditii murdare

in0,5% la 2, 5. 10 si 15 minute.
Rezultate in conditii practice
Eficacitatea dezinfectantului Stabimed ultra fost testardi in aceste serii de teste si in conditii murdare.
In aceste conditii, produsul de testare a demonstrat



in 0.25% in 2, 5. 10 si 15 minute
o eficacitate suficientd impotriva W. aureus, E. hirae, P, aeruginosa si C. albicans.

Recomandarea de aplicare pentru Stabimed ultra pentru dezinfectarea instrumentarului

Contform rezultatelor obtinute, Stabimed ultra este in conformitate cu

wLerinjele pentru admiterea Proceselor de Dezinfectare Chimicd” ale Comisiel pentru Dezinfectante
din cadrul VAH.

in conditii murdare impotriva S. aureus, E. hirae, P. aeruginosa si C. albicans
in0,5% la 2, 5, 10 si 15 minute.

Prof. dr. Med. H. P. Werner
semndiurd indescifrabild/



‘Lago HYG CEN
Centrum fiir Hygieme und medizinische Produkisicherheir

HygCen GmbH — Postfach 11 01 35 - D-19001 Schwerin
B. Braun Medical AG

CoFE Infection Control

Seesatz

CH - 6204 Sempach
20.03.2008

Rezeptur nr. 02/01/22-01 - Dezinfectarea instrumentarului
Activitatea bactericida si fungicidi
Conditii murdare

RAPORT DE TESTARE
[dentificarea laboratorului de testare: SN 7527
Produs testat: Rezeptur nr, 02/01/22-01
Lot nr.: 0705BH0013
Data productiei: Mai 2007
Produchitor: Du Pont
Data comenzii: 1 7.01.2008
Data livrdrii: 18.01.2008
Ingrediente active: 0.16% Acid peracetic in situ (diluat in 10 g/l in apa)
Aspect: pulbere albd
Miros: aromatic
Valori pH: 3,0% in WSH: 7,38

2.0% in WSH: 7,85
1,0% in WSH: 8.04
0,5% in WSH: 8.03

Neutralizator: 3,0% polisorbat 80 + 0,3% lecitina + 0,1% histiding + 0.5%
tiosulfat de sodiu

Perioada de analiza: 25.01.2008 - 21.03.2008

Metoda de testare: wMetodele standard ale DGHM pentru Testarea

Procedurilor de dezinfectare chimicl (01.09.2001)

Eficacitatea bactericidi si fungicidii precum si agentii de newtralizare adecvaii
(Orientarea /2.1
Produs de testare: Rezeptur Nr. 02/01/22-01
Temperatura camerei: 22.5°C
Umiditate relativi: 41%4






Incubare:

Cfu a suspensiilor de testare (lg/ml)
Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Escherichia coli NCTC 10538

Proteus mirabilis ATCC 14153
Pseudomonas aeruginosa ATCC |5442
Candida albicans ATCC 10231

48 h la 36 °C (C.albicans 30 °C)y = | *C

8.24
8.40
8.20
B.10
8.80
8.59

I ‘Mmlhﬂhr

Tulpine de testare

Concentragiile finale (%)

4.0 4

pir

1.0 05 028

Rezeptur SN, 02401/22-00

OIS OQeEs

Fird neutralizator
5. aureys

E. hirag

E. coli

P. mirahilis

. aeniginosa

L, albicans

| ] i i i
]

5. aureus
E. hirac
E. coli

F. mirabilis
P. aerugincsa
C. albicans

3.4 polisorbat 80 + 0.3% lecitind + 0,1% cisteind (TLC)

i
] L] ¥ i i L]

L] i ¥ i

L] L] [ g i ]

+
+

+

-

L} L 1 i i §

5. aurcus

E. hirac

E. coli

. mirabilis
P. nerugiross
b athicans

3.0 polisorhat 80 + 3.0%% saponind + 0,1% histidind + 0, 1% cisteind (TSHC}

¥
¥ L] i [ 1]

L I TR S I T

5. aureus

E. hirag

E. coli

F. mirabilis
P. aeruginosa
{C. albicans

3.0f% polisorbat 80 + 0.3% lecitind + 0.1% histidind + 0.5% tosul

Fat de sodiu [TLH-Thio)

i
¥ 1 E [ ] []

-

£
E B
i

o L] i i (]

- 4 + % 10
i

+ & o

e e

+ = creglers organism de testare
= non-crestens arganism de testare

Neutralizator pentru teste suplimentare:

3.0% polisorbat 80 + 0,3% leciting + 0,1% histiding + 0,5% tiosulfat de sodiu



Eficacitatea bactericidi si fungicidi in testarea calitativd a suspensici

Produs de testare:
Temperatura de 1estare:

Incubare:

Testare fard incirciturs organicl

Clu a suspensiilor de testare (lg/ml)
Staphylococcus aureus ATCC 6538

Enterococcus hirae ATCC 10541
Escherichia coli NCTC 10538
Proteus mirabilis ATCC 14153

Pseudomonas acruginosa ATCC 15442

Candida albicans ATCC 10231

{Orientarea 1/ 2.2)

Rezeptur Nr, 02/01/22-01

20°C

48 h la 36 °C (C.albicans 30 °C) = | °C

9.24
940
9.20
9.10
9.80
8.59

Tulpini  de
lesiare

Concentrafii (%)
ale  produsului  de

Timpi de expunere (min)

festare

]

5. mureus

2.0

1.4

a5

0,25

0,01

Conirel al apei

(WSH)

E.hirne

2.0

1,0

s

25

i,

Control al apei

{WSIH)

E.coli

2.0

1,0

|05

0,25

0,01

Control al apei

(W5H)

P.mirabilis

0

1.0

L] " Rg]

Ll |

5

0,25

0,01

Coatrol al apei

(WEH)

'+.‘...

PF.aeruginoss

2.0

1,0




0.5

025

i

Control al apel (WSH)

Coalbicans 1.0

1,0

VA1 0K I

s

0,25

0.0

| Control al npei (WSH)

+ = ereslert organism de testare
== mon-cregtere organism de tesiare




Eficacitatea bactericidd si fungicidd in testarea cantitativi a suspensie
(Metode standard, 9.1; SOP 02003)

Produs de testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20°C

Incubare: 48hla36°Cx1°C

Metoda: Metoda neutralizarii dilugie

Incaircatura: cu 0,3% albumind + 0,3% eritrocite de oaie (condigii murdare)
Staphylococcus aureus ATCC 6538

Clu in suspensia de testare - Ig / ml: 9.5]
Co 2 (Neutr.co.) - Ig / ml 10" 278 3.47

10° 47
Co 3 (Tox.co.)-Ig/ml 10273 3.45
10735
Concentrafia Timip de expamere (minj
(%a) a produs, I 2 5 10 15
die testare
(m'v)
RF/ RF/ RE/ RF/ RF/
Chiaplacd Iy Chaplac Ig Chispls: Ig Chifplac g Cifplack / Ig
T3 0 2730 O >727 D =727 0 =720 0 =7 (15
1.5% [V 1} i} 0 (1] i}
o 0 ] i il 0
10" 0 il 0 0 7
m“I i *730 0 2727 0 2727 O *730 0 =708
1 i 0 0 ] 0
1.0% :
- 0 0 0 0 0
16" 0 0 i o i |
m”l i =730 0O 2727 0 =127 0 >3 0 =705
i3 (] it 0 0 0
059 -
i3 107 0 0 0 0 0 |
T 0 i 0 0 o = i}
TS n il =727 0 =727 0 =130 0 =705 |
o ing 1! n 290 | [ (] 0
: e 248 i i i il
107 0 0 i} il il
Col (lg) TR n n 727 o 727 a n
WSH 1o 200 730 188 188 159 720 113 7.05 |
Legendd:

cfte = unitdfi formatoare de colonii
RF = factor de reducere

1 = nenumdrabil

rd = niu s-a efectuat

(E) = inhibitor

WSH = apd de duritate standard






Eficacitatea bactericidd in testarea cantitativi a suspensiei
(Metode standard, 9.1; SOP 02003)

Produs de testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20°C

Incubare: Bhlade*Ct1°C

Metoda: Metoda neutralizdrii dilugiei

incircituri: cu 0,3% albumind + 0,3% eritrocite de oaie (conditii murdare)
Enterocencus hirae ATCC 10541

Cfu in suspensia de testare - Ig / ml: 9,60
Co 2 (Neutr.-co.) - Ig /ml 107 192 3,33

107" 45
Co 3 (Tox.-co.) - Ig /ml 107" 291 3.49
10 51
|l:'-|:|1'|:drlr.|1.|il Tiarg oy expumere (min
(*a) a produs. | 2 5 1] 15
de testare
(m'v}
RF/ RF/ RF: RF/ RE
Clu/pleci Ig Cfu'pla Ig Cupla Ig Cfwpla 1g Cha'plos Ig
N 0 =740 0O =736 0 5732 0 =73l 0 =718
].5%% ! ] ] 0 (1] )]
10 i il 0 0 0
1" i} 0 (1] 1] i} !
||:1-”1 i >740 0 =736 O =732 0 =731 0 =715
10 i i i i 0
I.0%% J
[ i [} i 0 0
10? i 1} i l i =
T 1} =740 0 =736 0 =732 0 =731 0 =115 |
A
oo ! (] i 0 i} 0
10 i 0 0 0 1]
107 i i 0 0 i}
T fi [} 2736 0 >732 0 =731 0O >7,15
10" 55 466 | il i 0
0.1% 3
1" 4 ()] i 0 0
1! ] 1] 0 (I [\
Col (Ig) Th n n fi n n '
W5H [ 254 74D 138 7.36 21 7.32 205 7.31 142 15
Legendd:

cfu = umitdfi formaroare de colonii
RF = factor de reducere

n = nenumdrabil

md = mu s-a efectint

(£l = fnhibitor

WSH = apd de duritate standard



Eficacitatea bactericidd in testarea cantitativd a suspensiei
(Metode standard, 9.1; SOP (20H13)

Produs de testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20°C

Incubare: 4BhladeCs1°C

Metoda: Metoda neutralizirii dilutiei

Incirciturd: cu 0.3% albumind + 0,3% eritrocite de oaie (conditii murdare)

Pseudomonas aeruginosa ATCC 15442
Clu in suspensia de testare - Ig / ml: 9.51
Co 2 (Neutr.-co.) - Ig / ml 107" 178 3.28

107 30
Co3(Tox.co.)-Ig/ml 107 206 3.32
10 26
Comcentraia Timp de expumere (min
(%8} 2 produs. | 2 5 1] 15
de 1estare
(m'vh
RE/ RF/ RF/ RF/ RF’
Cr'plack Ig Clpla g Cfu'pla Ig Chu/pla Iy Che'plac g

10" 0 =M 0 >7.13 0 712 ¢ =712 0 =T
1.5% 107 [V 0 i i i}

10 0 0 0 0 i)

10” 1] 1] i 0 0

T 0 27,20 0 >T13 0 =712 0 =712 0 =709

1o i 0 0 iy 0
1.8 :

ik 1o 0 0 0 0 )]

10" [V 1] 1] il ]

1 7] =730 0 =113 0 =12 0 >712 0 =705
D o' 0 ] 0 0 i

107 i] i 0 0 (i

11 ] ] i (1] (1]

mn"I 0 15 0 =713 0 2712 0 =712 0 =70
Sl m_‘ [ I [} 0 0

10 2 0 it i 0

10’ i 1} il i il
Col (Ig) 1 n n n n n
WSH [ 159 720 134 713 132 712 133 112 124 7100
Legendd:

cfi = unitdfi formatoare de colonii
RF = factor de reducere

i = nenumdrabil

nd = nu s-a efectuat

(E} = inhibitor

WSH = apd de duritate standard




Eficacitatea fungicidi in testarea cantitativi a suspensiei
(Metode standard, 9.1; SOP 02003)

Produs de testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20 %C

Incubare: 48hla30°Cxt]°C

Metoda: Metoda neutralizérii dilutiei

Inchredturd: cu 0,3% albuming + 0,3% eritrocite de oaie (conditii murdare)
Candida albicans ATCC 10231

Cfu in suspensia de testare - Ig / ml: 8.40
Co 2 (Neutr.-co.)-lg/ml 107 189  3.29

102 28
Co3(Tox.-co)-lg/ml 107" 148 3,18
w17
Conceniragia Timp de expunere (min)
(%) a produs. I 2 5 10 13
e testare
{miw})
RF/ RF/ RF/ RF: RF/
Chu/placa Ig Chwpla 1g Clupla lg Chu'pla 1g Clu/'plac g

Tl 1] >62%8 0 626 0 =622 0 >6.18 0 6, 1%
1-5% 1o i 0 i [} 0

1 0 0 0 0 0

10 0 0 0 i it

Tig 0 25328 0 =26 0 =622 =618 0 EAE

. ([ 0 0 0 i i

| O%g .

10° 1] 0 ¥ [} 0

' 0 0 (1] 1] i)

1’ 26 487 0 >0 0 =622 0 6,18 0 6|5
0.5% ! [} 0 i 0 il

i 0 1] 0 0 i

1 i 0 i b i

T3 n n n fi n
0.1% Iﬂ"‘ n ] n fl n

[ m n n i} f

10’ n Q2% N <026 n <022 259 077 27 0,72
Col (Ig) T f n n it n
WE5H i 191 628  IB3 626 167 622 150 608 142 h.1%8
Legends:

cf = unitd fi formaroare de colonii
RF = factor de reducere

n = nenumdrabil

nd = nu s-a efectuar

{E} = inhibitar

WEH = apd de duritate standard



Dezinfectarea chimicd a instrumentarului - Testarca cantitativi pe suporturi de germeni in
conditii practice (faza 2, etapa 2)
(Metode standard, 15; SOP 02054)
1. Desflsurarea testarii

Produs de testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20°C

Incubare: 48hlald6°C+1°C

Incircituri: cu 0,3% albuminid + 0,3% eritrocite de oaie {conditii murdare)

Staphylococcus aureus ATCC 6538
Cfu in suspensia de testare - Ig / ml: 9,29
Co 2 (Neutr.-co.) - Ig /ml 107263 3.43

107 33
Co 3 (Tox-co)-Ig/ml 10" 225 338
107 40
Concentratia Dilujie Timp de expunere {min. )
) 2 5 10 15
hl'HHdUSI.Ih.I!i
de testure
(miy)
e RF cifu RF o RF i’ 4]
placd placd placd placd
0.5mi dir a =639 0 =649 0 =636 0 =6.42
1.0% 1w’ 0 i 0 i
10 ()] 0 1] 0
10’ o 0 0 0 U
0,5ml dir 0 =639 0 =649 0 =636 0 .42
1
0,54 H.'I"‘ 0 ] 1] 1]
10~ i} i i L1
1o i i 0 i
0.5ml dir 0 639 0 649 0 *®i6 0 6,42
a0
0.29% o’ 0 0 0 i
T il 0 i 0
o ] ] ] i]
0.5ml dir 0 630 0 =649 0 =636 0 >6.42
0.1% e 0 il 0 i
[ 0 0 0 [}
1o’ it i 1] (1]
Col (Ig) 1 n n n n
WSH [ 49 6469 62 679 46 f.6b 52 6.72
Legends:

cfu = unitdfl formatoare de colonii
RF = factor de reducere

n = nenumdrabil

md = ny s-a efeciual

(E) = imhibitar

W5H = apd de duritate standard



Dezinfectarea chimicd a instrumentarului - Testarea cantitativd pe suporturi de germeni in
condifii practice (faza 2, etapa 2)
(Metode standard, 15; SOP 02054)
2. Desfisurarea testirii

Produs de testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20 °C

Incubare: 48hlal6"Cx1°C

Inciredturi: cu 0,3% albumind + 0,3% eritrocite de oaie {conditii murdare)

Staphylococcus aureus ATCC 6538
Cfu in suspensia de testare - g / ml: 9.39
Co 2 (Neutr.-co.) - Ig /ml 107" 240 339

10° 28
Co3(Tox.-co)-lg/ml 107" 243 3.40
10 32
Concentragia  Dilugie Timp de expunere {min,)
(9%) 2 4 I 1%
produsulu
de lesiare
{miv)
ofu’ RF ¢’ RF i RF i KF
plecd mlacd Blacd placd
@,5ml dir ) 2640 00 =633 00 2626 00 >,28
107 o 00 00 a0 oo
1 an 00 O] 00
10 i i 0 00 0
0.5ml dir oo 2640 00 2633 00 2626 00 =628
0.3% 1o o0 oo 00 o0
107 0 00 00 00
I 0g 00 0 00
0. 3ml dir oo =640 00 =633 00 =626 00 =608
lo.259 10 o0 00 0o 00
107 0o 00 o0 00
10 oo 00 (0] 00
0,5ml dir 1427 52549700 2633 00 2626 00 =698
0% 1o’ i6 0 on 00
107 00 oo 00 0o
1) 0o 00 0 0o
Col {Ig) [T n fn n i
WSH 1 50 .70 43 663 16 6.56 38 .55
Legendd:

cfte = unitd fi formatoare de colonii
RF = factor de reducere

1 = nenumdrabil

nd = nu s-a efectuat

{E} = inhibitor

WSH = apd de duritate standard



Dezinfectarea chimicd a instrumentarului - Testarea cantitativi pe suporturi de germeni in
conditii practice (faza 2, etapa 2)
(Metode standard, 15; SOP 02054)

I. Desfisurarea testirii

Produs de testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare; 20 °C

Incubare: Bhla36*C=1°C

Inciredturi: eu 0.3% albumind + 0,3% eritrocite de oaie (conditii murdare)
Enterococcus hirae ATCC 10541

Cfu in suspensia de testare - Ig / ml: 9.17
Co 2 (Neutr.co.) - Ig / ml 107 148 3.17

10 16
Co 3 (Tox.-co)-lg/ml 10°° 94  3.00
107 17
Concentratia  Dilugie Timp de expunere (min.) Al
Hﬂ‘i‘h] 2 5 In 15
produsului
de testare
{m'v)
ot HF efu’  RF ¢’ RF o R
placd placd Placd placd
0.5ml dir 0 *653 0 =648 i =647 0 =618
0% 10 ' 0 0 0 i
1o 0 [} 0 i
10 1] ] 1] ]
0, 5ml dir i =55 0 =648 0 =647 0 =6 | §
5% ' 0 i 0 0
1o i 0 i 1
10 0 0 0 0
0.5mil dir i] =653 0 »6.48 0 =647 0 =6 1§
0,358, |D'i il 0 il 7}
1 i 0 0 1]
[ 0 i i 0
0, 5ml dir i f 1 n
0.1% 10 ; il ] n fh
I : n n mn n
') n <N8% n <078 n <077 n <0.78 |
Col {Ig) 10~ n 288 282 285
W5H 10 [} 6.83 60 6.78 59 6.77 49 6,48
Legendd:

cft = unitdfi formatoare de colonii
RF = factor de reducere

i = nenumdrabil

nd = mu s~ efectuar

(E} = inhibitor

WSH = apd de duritate standard



Dezinfectarea chimicd a instrumentarului - Testarea cantitativd pe suporturi de germeni in
conditii practice (faza 2, etapa 2)
(Metode standard, 15; SOP 02054)
2. Desflisurarea testirii

Produs de testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20 °C

Incubare: Bhlad6™Cs]°C

Inciirciituri: cu 0,3% albumind + 0,3% eritrocite de oaie {condifii murdare)

Enteroccocus hirae ATCC 10541
Cfu in suspensia de testare - Ig / ml: 9.24
Co 2 (Neutr.-co.) - lg /ml 10" 119 3.00

107 15
Co 3 (Tox.-co.)-Ig/ml 107" 106 3.04
10?15
Concentrafia  Dilugie Timp de expunere (min.)
(%) 2 5 Il 14
rosfusilis
de testare
[mwj
i RF cfi’ RF cfi! RF ofi HF
Placd Placd placd Placd
0,5mil dir i) =628 00 =613 00 =610 QD =4 )
= 1! 00 00 00 0
0.5% -
Iﬂ-‘; [1R1] (1N1] ] R
o LIET] oo [1R1] mn
0,5ml dir 00 =628 00 2613 00 6.0 0O =5 00
0,350, m[ (i) (1T1] oo i i
[ o0 00 i) 00
1 00 00 00 00 1
Col (Ig) 1 n ] 250 152
WSH [ 3% 658 3T G643 4 .40 27 6,20
Legendd:

cfu = unirdfi formatoare de colonii
RF = factor de reducere

i = memandrabil

md = mu s-a efectuar

(E) = Inhibitor

WSH = apd de duritate standard



Dezinfectarea chimicd a instrumentarului - Testarea cantitativd pe suporturi de germeni in
conditii practice (faza 2, etapa 2)
(Metode standard, 15; SOP 02054)

1. Desfsurarea testdrii

Produs de testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20 *C

Incubare: Bhlad6e*Ct1°C

incircitura; et 0,3% albumind + 0,3% eritrocite de oaie (conditii murdarc)

Pseudomonas aeruginosa ATCC 15442
CTu in suspensia de testare - Ig / ml: 9.17
Co 2 (Neutr.co.) - lg /ml 10'85 2,93

107 6
Co3(Tox-co.)-Ig/ml 107" 85 293
10 14
Concentrajia  Dilugie Timp de expunere {min, )
(%) 2 s 1 15
prosdarsulu
de testare
LITFI-"-':I
of RF cfie’ RF ! RF i Kl
placd Ploed plaed Placd
D.Slml dir i =547 1] =540 i =536 0 =50 .
1.0% I-I]q i 1 i} 1
[ 0 i i i}
1" 0 i i 0
.5ml dir L1 =547 i =540 0 =516 i 5 [l
lo.5% I i ¥ 7 i
103 i i 1] il
Iy i 0 ] (1}
ﬂ.ﬁlml dir n =547 il 25,40 i =535 i =% (K]
0.24% Iﬂ'1 L] i} i} i}
[ 0 [ 0 0
19? 1] 0 0 ]
-D.Slml dir n (] =540 1] =536 0 =5 (M
0.1% m_q 104 2.7% il 0 1]
10 I2. il 0 0
1 | il 0 il
Col (Ig) iy n r| n ] |
WSH o a9 5.77 0 570 46 %.66 1% £.30 |
Legendd:

ofit = unitdfi formatoare de colonii
RF = factor de reducere

n = menunmdrabil

nd = nu $-a efectuat

fE) = inhibitor

WSH « apd de duritate standard



Dezinfectarea chimicd a instrumentarului - Testarea cantitativii pe suporturi de germeni in
conditii practice (faza 2, etapa 2)
(Metode standard, 15; SOP 02054)
L. Desfasurarea testdrii

Produs de testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20 °C

Incubare: 48 hla36*C=x1°C

Incirciituri: cu 0,3% albumind + 0,3% eritrocite de oaie (conditii murdare)

Pseudomonas aeruginosa ATCC 15442
Cfu in suspensia de testare - Ig / ml; 9,40
Co 2 (Neutr.-co.) - Ig/ml 10" 138  3.17

107 24
Co 3 (Tox.-co.)-Ig/ml 10" 168 3.26
10 3
Concentragia  Dilugie Timp de expunere (min. )
(%ol 2 5 1] I4
produsailui
de lestare
l(miv)
efud RF i’ RF ofie! KF o’ RF
placd Placd lrcd Flacd
0.5ml dir 00 =547 00 2536 00 =52 00 =527 |
0:9% 10" 00 00 0o 0o
10 00 a0 0o 00
10 0 a0 0 f 00
0. 5ml dir 0a =547 00 =536 00 2526 00 =523
0.25% 1o 00 0 0o 0
1o’ (] 0o 00 0o
) ] 00 0 o0
Col (Ig) [ n n n n
WSH [ 59 507 46 5466 16 5.56 34 5.51
Legendd:

cfu = unitdfi formatoare de colonii
RF = factor de reducere

i = nenumdrabnl

md = mu s-0 efeciuar

(E) = fnhibitor

WSH = apd de duritate standard



Dezinfectarea chimici a instrumentarului - Testarea cantitativi pe suporturi de germeni in
conditii practice (faza 2, etapa 2)
(Metode standard, 15: SOP 02054)
l. Desflsurarea testirii

Produs de testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20 °C

Incubare: 48hla36C4+1°C

Incircituri: cu 0,3% albumini + 0,3% eritrocite de oaje {conditii murdare)

Candida albicans ATCC 10231
Clu in suspensia de testare - Ig / ml: 8.18
Co 2 {Neutr.-co.)-1g/ml 107125 3.1

1018
Co 3 (Tox.-co.)-lg/ml 10" 128 3.12
102 17
Concentrafia  Dilutie Timp de expunere {min. ) 1
%) 2 5 o 5
produsului
de lesiane
{mivh
cfu RF ofn RF e BF ci RE
placd placd Placd placd

0,5ml dir 1] =511 i =517 0 =520 0 2517
0% 1o 0 0 0 0

107 1] [} 1] i

ik i 1] il (1]

0, 5ml dir [} =511 0 =517 0 =520 0 =517
0.5% m': 0 0 0 0

1o’ ] 0 ] i

10 i ] 1] 0

0,5ml dir 22 407 0 =517 0 =530 0 =517
0.2 mr_' 2 i 0 il

10° 0 i (1] 0

10 1] 0 ] [

0,5ml dir n n n il
0.1% '“'I. 0] n 141 9l

T 7 1.52 77 1.58 0 22 213

19 (1} 12 2 I
Col (Ig) o 237 273 297 79 |
WiH [ 47 54 52 547 49 550 49 547
Legendda:

cfu = unitdff formatoare de colonii
RE = factor de reducere

n = nenumdrabil

md = mu s-a efectual

(E) = inhibitor

WSH = apd de duritate standard



Dezinfectarea chimicd a instrumentarului - Testarea cantitativi pe suporturi de germeni in
condifii practice (faza 2, etapa 2)
(Metode standard, 15; SOP 02054)
2. Desfasurarea testirii

Produs de testare: Rezeptur Nr. 02/01/22-01

Temperatura de testare: 20°C

Incubare: Bhlads°Cx1°C

incaredri: cu 0,3% albumind + 0,3% eritrocite de oaje {(condifii murdare)

Candida albicans ATCC 10231
Cfu in suspensia de testare - Ig / ml; 8,30
Co 2 (Neutr.-co.) - Ig /ml 10" 138 3.17

107 24
Co3(Tox.-co.)-Ig/ml 107 168 3.26
107 31
Concentragia  Dillugie Timp de expunere (min, )
1 %ed o 5 1] 15
prowduisu bud
de testare
fmiv)
e RF ofi’  RF & i/ RF o RF
placd placd placd placd
0, 5ml dir 00 =537 i 503 0o 502 o =44
al
0.9% ||:c~2 00 on 00 00
17 i 00 0 0
o i) 0 00 0
ﬂ.slrnl dir 73 442479 00 =503 o =502 0o =4 6
0.25% 1 5 0 i 0 0
1o 00 oo 00 no
11} 00 0o 00 i
Col (1g) 1 n 199 200 172
WSH [ ET) 5.57 36 5.33 i 532 20 524
Legencdd:

cfie = unitdfi formatoare de colonii
RF = factor de reducere

n = nenumdrabil

md = nu s-a efectuat

(E) = inhibitor

WSH = apd de duritate standard



Raport de testare 26.03.2008 - Rezeptur Nr. 02/01 / 22-01 - SN 7527
Activitate bactericidd si fungicida
Conditii murdare

Arhivare: Datele brute cu privire la acest test i o copie a raportului vor fi stocate in arhiva HypeCen.

Informatii:
Rezuliatele testelor se referd exclusiv la probele descrise mai sus. Contul extraselor acestui raport de
testare este posibil doar cu acordul scris al HygCen.

Prof, Dr. med. H.-P. Werner
fsemniiturd indescifrabild/

kKathrin Naujox
fsemndturd indescifrabila/

(T T T L)

Subsemnata VALERICA PATRU, traducltor autorizat de Ministerul Justitiei pe limbile:
FRANCEZA, ENGLEZA si ITALIANA cu autorizatia nr. 17602, certific exactitatea traducerii in
limba ROMANA cu textul inscrisului original in limba ENGLEZA care mi-a fost prezenta.

Traducltor autorizat,
Valerica H’irru
(1T602)

Sintsterul Jostifei =
VALERICA ¥
Tepeae Bt oker Lot 4
Englesd. Frans |:.'$ I
REkarirafin A L




Prof. Dr. med. H.-P. Werner HYGCENF
Facharzt fir Hygiene und Umweltmedizin v

clo
HygCen Garmany GmbH
Bornhovedstrasse 78
19055 Schwerin
P H-P. WERNER | BORNHOYEDSTRASSE 78 | 19055 SCHWERIN |
Phone: +49 (0] 385 5682 65
Fax: +4910] 385 5482 67
Email: info@hygeen de

B. Braun Medical AG Re-writing of the original-expertise .~ e
CoE infection Control Helix uitra, dated 24.10.2008 ' '
Seesatz 17

CH - 6204 Sempach

2014-11-18

Stabimed ultra

Disinfection of instruments
Fungicidal {A. niger) activity
Clean conditions

EXPERTISE

After testing the disinfectant Stabimed ultra in accordance with the

,Standard Methods of the DGHM for testing of chemical disinfection processes”
(Status: 2001-09-01)

I hereby issue the following evaluation of the results from the test report 2008-10-22
(SN 7527a):

Results of the in vitro-tests

The quantitative suspension test were carried out under clean conditions.
Stabimed ultra resulted in sufficient reductions of A. niger under clean condition

in2.0%  within 10 minutes and
in1.0%  within 30 minutes.

page 10of 2



Results under practical conditions

The efficacy of the disinfectant Stabimed ultra was tested in these test series also

under clean conditions.
Under these conditions the test product showed

in2.0% within 15 minutes and
in 1.0 % within 60 minutes

a sufficient efficacy against A. niger.

Application recommendation for Stabimed ultra
for disinfection of instruments against A. niger

According to the results obtained, Stabimed ultra complies with the

JRequirements Specification for the Admission of Chemical Disinfection Processes”

of the Disinfectant commission of the VAH,

under clean conditions against A. niger

in 2.0 % within 15 minutes and
in 1.0 % within 60 minutes.

Prof. Dr. med. H.-P. Werner

page 2 of 2



VG
Ch

Centrum flr Hygiene
und medizinische Produktsicherheit

HygCen GmbH » Postfach 11 01 35 » D-13001 Schwerin &% ‘z‘rﬁ?{ Akkreditiert durch
-, Zenlralstelle der Land
. ‘::1’ -._é "; feur: Gae:ngh;trssczu?zl
== bei Al imittel
B. Braun Medical AG R | s Aaneinitn
CoE Infection Controt g #®  ZLGP-71588.13
Seesaiz

CH — 6204 Sempach

2008-10-22

Helix Ultra - Instrumentendesinfektion .
Fungizide Wirksamkeit (A. niger) — Geringe Belastung
Helix Ultra — Disinfection of instruments

Fungicidal activity {(A. niger) — Clean condition

PRUFBERICHT
TESTREPORT

Labor-Nr. / Identification of the fest

faboratory: SN 7527
Prifprodukt / Test product: Helix Ultra
Chargen-Bez. / Bateh number. 0705BHO013

Hersteller / Manufacturer:
Auftragsdatum / Date of order.

Materialeingang / Date of delivery:

B. Braun Medical AG
2008-08-11
2008-01-18

Wirkstoff(e) laut Herstellerangabe /

Actlive ingredient(s): 0.16 % Peracetic acid in situ {diluted at 10 g/l in water)

Aussehen / Appearance: weiles Pulver / white powder
Geruch / Odour: aromatisch / aromatic

3,0 % Tween 80 + 0,3 % Lezithin + 0,1 % Histidin + 0,5 %
Natrium- Thiosuifat / 3.0 % polysorbate 80 + 0.3 % lezithine +
0.1 % histidine + 0.5 % sodium thiosulphate

2008-10-14 — 2008-10-21

Neutralisationsmittel / Neutralizer:

Prafzeitraum / Period of analysis:
Methodik / Method: “Standardmethoden der DGHM zur Priifung und Bewertung
chemischer Desinfektionsverfahren” {Stand: 01.00.2001}/
Standard methods of the DGHM? for Testing Chemical
Disinfection Procedures " (2601-09-01)

Hinweis: Seite 4 ist dem Prufbericht vom 15.09.2008 entnommen worden.
Remark: Page 4 was taken out of the test report dated 2008-08-15.

" water of standardised hardness
) German society for hygiene and microbiology
SN 7527a A niger Seite / page 1 of 5

Pritinstitut Deutsche Apotheker- u. Arztebank BLZ 12080640  Konto 0005578658
HygCen Centrum fur Hygiene und medizinische Produktsicherheit GmbH Deutsche Bank AG Schwerin BLZ 13070024 Konto 3184645
Bornhdvedstrafie 78 - D-19055 Schwerin Mainzer Volksbank BLZ 55130000  Konto 396 317 018
Telefor:  +49 {0) 385 56 B2 65
Telefax:  +49 (0) 385 56 82 67
E-Mail:  info@hygeen.de
Internet:  www. hygeen.de

Bei Uberweisungen aus dem Ausland:
Deutsche Apotheker- u. Arztebank |BAN DE 50 3006 0801 G005 5786 93
BIC DAAEDEDD

Steuer-Mr.: 090/110/03382

Geschaftsfuhrerin Dipl.-Ing. {FH} Mararit Werner Amtsgericht Schwerin HREB 4792 UST.-Nr: 178599849



VG-,
Centrum fir Hygiene
CE und medizinische Produktsicherneit
Grob

Fungizide Wirkung im guantitativen Suspensionstest/

Fungicidal Effectiveness in the Quantitative Suspension Test

(,.Standardmethoden” / “Standard methods®, 8.1; SOP 02003)

Priifprodukt / Test product:

Versuchstemperatur / Test femperature:

Inkubation / Incubation:

Methodik / Method:

Belastung / Loading:

Aspergillus niger

Helix Ultra

20°C

7dat30°C+1°C
Verdinnungs-Neutralisations-Verfahren /
Difution neutralisation method

mit 0,03% Aibumin {geringe Belastung) /
0.03% albumine (clean condition)

ATCC 16404 Ausgangskeimsuspension /

Cfu in the test suspension - lg/mi: 8.20
107 140
Co 2 {Neuir.-co.} - Ig/mi 104:« 19 3.16
10 172
Co 3 (Tox.-co.) - Ig/mi 102 18 3.24
Konzentra- Verdiin- Einwirkzeit in Minuten / Exposure fime (min}
tion {mfv) nung/ 10 15 30 80
des Priif- Dilution
produktes KBE/ KBE/! KRE/ KBE/
Concentra- Platte/ ig Platte / Ig Platte / Ig Platte / ig
tion {m/v} cfu/ RF cfu/ RF cfi/ RF cfu/ RF
of the fest plate plate piate plate
product .
10”1 33 448 1 5.92 nd nd
10 3 0
0,
20%  qo2 1 0
107 0 0
10“1 nd f 64 4.11 0 >5.83
10 5 0
L+]
1.0% 10° 1 0
10° 0 0
C;;Is(ég) 107 n n n n
10" 100 6.00 84 5.92 84 5.92 68 5.83
Legende / Legend.
KBE = Koloniebildende Einheiten cfu = colony forming urits
RF = Reduktionsfakior RF = reduction factor
a = nicht zZhlbar It} = not cournfable
nd = nicht durchgefihrt ndd = not done
{E} = Eigenhemmung {E} = inhibition
WSH = Woasser standardisierter Hane WSH = water of standardised hardness
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Centrum fir Hygiens
( lE und meadizinische Produkisicherhelt
GmbH

Instrumentendesinfektion — praxisnaher quantifativer Keimtréigertest /
Chemical Disinfection of Instruments — Carrier test under conditions of practice
(phase 2, step 2)

(,Standardmethoden® / “Standard methods”, 15; SOP 02054)

(1. Durchgang / 1. fest run)

Prixfprodukt / Test product: Helix Ulira

Versuchstemperatur / Test temperature: 20°C

Inkubation / incubation: 7dat30°Cx1°C

Belastung / Loading: mit 0,03% Albumin {geringe Belastung}/

0.03% albumine (clean condition)

Aspergillus niger ATCC 16404 Ausgangskeimsuspension /

Cfu in the test suspension - lg/mf: 8.17
107 73
Co 2 {Neutr.-co.) - ig/mi 1 O_f 12 2.86
W 75
Co 3 {Tox.-co.} - lg/mi 102 8 2.88
Konzentra- Verdiin- Einwirkzeit in Minuten / Exposure time {min)
tion {miv} nung/ 10 15 30 80
des Priif- Diiution
produktes KBE! KBE/ KBE/ KBE/f
Concentra- Piatte / Ig Platte/ g Platte / Ig Platte! g
tion {m/v} cfu/ RF cfu/ RF cfu/ RF cfu/ RF
of the test piate plate plate plate
product ' :
10"1 35 3.40 0 24 86 nd nd
10 10 0
4]
2.0% 102 3 0
16° 0 0
10"1 nd nd 240 0 24.31
10 71 0
1)
1.0% 1072 32 1.60 0
107 5 0
Co1 (lg} =
10 172 140 126 41
WSH 104 04 5,25 18 6.16 15 5.1 5 4.61
Legende / Legend.
KBE = Koloniebildende Einheiten cfu = ¢olony forming units
RF = Reduklionsfaktor RF = reduction factor
n = nicht zahlbar n = not countable
nd = nicht durchgefihrt nd = not done
{E} = Eigenhemmung (E) = inhibition
WSH = Wasser standardisierter Harte WSH = water of standardised hardness
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VGl.
Centrum fir Hygiene

CE

GrabH

wid medizirischie Progukisicherhelt

Instrumentendesinfektion — praxisnaher guantitativer Keimtrégertest /

Chemical Disinfection of Instruments — Carrier test under conditions of practice

(phase 2, step 2}

(,Standardmethoden” / “Standard methods”, 15, SOP 02054)

(2. Durchgang / 2. test run)

Prufprodukt / Test product:
Versuchstemperatur / Test temperature:
Inkubation / Incubation:

Belastung / Loading:

Helix Ulira
20°C
7dat30°C +1°C

mit 0,03% Albumin (geringe Belastung) /
0.03% afbumine (clean condition)

Aspergillus niger ATCC 16404 Ausgangskeimsuspension /
Cfu in the test suspension - lg/mf. 8.20
-1
Co 2 {(Neutr.-co.) — ig/ml 182 256 241
107 28 2.56
Co 3 (Tox.-co.) - ig/ml 102 5
Konzentra- Verdiin- Einwirkzeit in Minuten / Exposure time {min}
tion {miv} nung / 15 30 60
des Priif- Dilution
produktes
Concentra- KBE! KBE/ KBE/
tion (m/v} Platte / Ig Platte / lg  Platte/ Ig
of the test cfu/ RF cfu/ RF cfw/ RF
product plate plate plate
0.51m1 dir. 11 26 4.49/411 0 0 =555 0 0 2551
10 4 92 0 0 0 0
O,
2.0% 10 1 2 0 0 0 0
10°° 0 0 0 0 0 0
0.51mI dir. n n n n 19 18 4.23/4.25
10 n n n n 4 4
0,
1.0% 107 nn 57 78 i 1
- 407 47 46 116117 13 28 208240 O 0
Cst(ilg) 107 68 5.83 70 5.85 64 5.81
10 10 4 12
Legende / Legend.
KBE = Koloniebildende Einheiten ofu = colony forming units
RF = Redukiionsfakior RF = reduction factor
n = nicht zéhlbar n = rtof courtable
nd = nicht durchgefihrt nd = not done
{E} = Eigenhemmung {E) = inhibition
WSH = Wasser standardisierier Harie WSH = water of standardised hardness
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VG Certrum fiir Hygiene
( E wnil medizinisehe Produktsicheritedt
Gt

Priifbericht / Test report 2008-10-22 - Helix Uitra — SN 7527a
Fungizide Wirksamkeit (A. niger) — Geringe Belastung
Fungicidal activity (A. niger) — Clean condition

Archivierung: Eine Ausfertigung des Berichtes wird zusammen mit den
Rohdaten im Archiv des Auftragnehmers aufbewahrt.

Hinweis: Die Prifergebnisse beziehen sich ausschliellich auf den
genannten Pritffgegenstand. Auszugsweise Wiedergabe dieses
Berichtes nur mit schriftficher Genehmigung der HygCen GmbH.

Archiving: The raw data with respect to this test and a copy of the report
will be stored in the archive of HygCen.

Information: The test results exclusively refer to the samples described above.
Account of extracts of this test report is only possible by written
approval from HygCen.

)/ (T

Prof. Dr. med. H.-P. Werner Kathrin Naujox
Manager of scientific-technical affairs Department manager
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Iraducere din limba engleci
DR. JOCHEN STEINMANN

C/O Dr. Brill+Partner GMBH

Institut fur Hygiene und Mikrobiologie
Norderoog 2

D-28259 Bremen

tel: +49(421)27819102

Fax:+49 (421) 2760283

F-Mail: info@ brillhyvgienc.com
Internet: www. brillhvgiene.com

B. Braun Medical AG
CoFE Infection Control
Seesatz 17

CH-6204 Sempach

Bremen, 07.10.2015
AYIZ DE SPECIALITATE

Activitatea Stabimed ultra impotriva poliovirus tip 1, intr-o testare cantitativd a suspensici in
conformitate cu EN 14476: 2013, in conditii murdare .

Acest aviz de specialitate se bazeaza pe raportul de testare B151.0483Poc din 07.10.2015.

Proprietdfile de inactivare a virusului ale dezinfectantului pentru instrumentar Stabimed ultra
produs de B. Braun Medical AG impotriva poliovirus tip 1. au fost investigate printr-o testare
cantitativd a suspensiei in conformitate cu EN 14476: 2013, in conditii murdare .

in conformitate cu EN 14476: 2013, un derinfectant sau o solufie dezinfectantd la o anumitd
concentrafic este consideratd ca aviind proprietdfi de inactivare virald, dacd in perioads de
expunere recomandatd, titrul este redus cu 24 logip {inactivare > 99,99%),

Stabimed ultra fost examinat ca solufii de 1,5%, 2,0% g 2,5% la 20 °C. 10 §i 15 de minute au
fost alese ca timpi de expunere. Dupd 10 minute (solutie 2,0%) §i 15 minute (solufie 1,5%) titrul
viral a sciizut cu > 4logyy etape. De aceea, o activitate antivirald impotriva poliovirus tip 1 a lost
misuratd dupd cum urmeazi:

2.0% 10 minute

1,5% 15 minute

e : *procedurd de testare acreditatl coaform MM EN [SOJTEC 17025 Raport de expertizd emis de [y
fo—m—e= 'y Brill+Partner GmbH, MNordervog I, DE-28259 Bremen Germamia Tel: +42421Z781910% Fax
i | 4894212760283, wewbrillygiene.com Este interzisd coplerea sau transmiterea, partiald sau botald &
|| acestui raport de expertizd fird a desing 1n prealabl scordul soris 5 expres. Reaultatele testelor s referd
i1 exclusiv 1 egastioanele testate. Informatii despre nesiguranta cuangificni se pot ohpine la cerere. 0r
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Traducere din limba englezd

Dir. Jochen Steinmann

‘semndiurd indescifrabild’
DAKKS — Cwngh o
m ™ - &Y  Neas .
DR. BRILL + DR. STEINMANN

MSTITLIT LA HYGENE LD MIROBIOLOGE
07.10.2015
RAPORT DE TESTARE 15L0483Poc

Evaluarea eficacititii produsului
STABIMED ULTRA

Virus de testare: poliovirus tip 1 wlpina LSc-2ab
Metodd: in conformitate cu directiva EN 14476; 2013
Testarea cantitativil a suspensiei pentru evaluarea activititii virucide a dezinfectantelor chimice
51 antisepticelor utilizate in medicina umana
Sponsor:

B. Braun Medical AG

CoE Infection Control

Seesatz 17

CH-6204 Sempach

Norderoog 2, D-28259 Bremen

Tel .: +49 421-27819102, Fax: +49 421-2760283
infoid@brillhygiene.com, http://'www.brillhygiene.com

acestul rapart e expertied (el a defpine In preslabil dcordul soris @ exvpres. Rezultatele testelor <¢ referd
. i ! exclusiv la egantivanele testate, Informatli despre nesiguranta csantificlirid se pot obfine la cerere. 00
------------- ' Brill + Partner Gmbli 2015,
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DR. BRILL + DR. STEINMANN

INSTITUT PUR HPGEHE UMD MIMRO B O

Raport die testare nr. B1SLO4EIPoc
Autor JS  Versiune 01  Data 07.10.2015
Denumirea produsului; Stabimed wlra
Metoda EN 14476: 2013 *

1. ldentificarca laborator de testare
Dr. Brill + Partner GmbH Institutul pentru Igiend i Microbiologie, Norderoog 2, DE-28230

Bremen

1. ldentificarea probei

Identificarea probei
Producdtor: B. Braun Medical AG
Numele produsului: Stabimed ultra
Diluant produs recomandat de ctre producitor; -
Numdrul lotului: 14263M25
Cerere: dezinfectarea instrumentarului
Data fabricagici:
Data expirdrii: 11/2015
Compus activ (100 g): acid peracetic
Aspect, miros: pudrd albi, produs specific
Valon pH (in WSH): 2.5%: 7.66 (20 °C)
2.0%: 7.52 (20 °C)
1.5%: 7.57 (20 °C)
Conditii de depozitare: la temperatura camerei in intuneric (z0nd cu acces restrictionat)
Drata sosirii in laborator: 11.09.2015

3. Materiale

3.1 Mediul de culturdl i reactivi

- Eagle Minimum Essential Medium cu Earle’s BSS (EMEM, Biozym Scientific GmbH, catalog
nr. 8RO121)

- Ser fetal de vitel (Biochrom AG. articolul S 0115)

- Solutie de formaldehida 1,4% (Dilujie Roti®Histofix 4%, Carl Roth GmbH)

- Aqua bidest. (SG sistern de apd ultrapurd, tip Ultra Clear, nr. de serie 86996-1)

*Procedurd de testare acreditatd coaform DN EN IS0/1EC 17025 Raport de expertizd emis de Dr

[
1
e !
=== ! Brill+Partner GmbH, Norderoog 2, DE-28259 Bremsen, Germania Tel: +4%42127819107. Fax
i A : 4142 1ETE0ZET, www brillhygiene.com. Este interzisd copberea sau [ransmiterea, pariall sa wesld o
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Traducere din limba englezd

- PBS {Invitrogen, articolul nu 18912-014)
- BSA (Sigma-Aldrich-Chemie GmbH, articol nr, CA-2153)

3.1 Virus si celule
Poliovirus tip 1 tulpina LSC-2ab (Chiron-Behring) a fost obtinut de la PD Dr. Olaf Thraenhart,
Eurovir, DE - 14943 Luckenwalde.

Celulele BGM (maimutd verde = linie celulard permanentd de rinichi de maimutd; furnizate de
citre Prof. Dir. Lindl, Institut fur angewandie Zellkultur, DE - 81669 Munchen, Germania) au
fost cultivate intr-un balon de 175 em® cu mediu Eagles modificat de Dulbeceo (DMEM) si 10%
ser fetal de vitel (FCS).

Celulele (pasaj 26) au fost inspectate in mod regulat pentru modificdri morfologice si peniru
contaminare cu micoplasme. Nu s-au putut detecta alterfiri morfologice ale celulelor si nicio
contaminare cu micoplasme.

3.3 Aparaturi, instrumentar din sticli si obiecte mici de echipament
- Incubator CO;, Nunc GmbH & Co. KG, modelul QWJ 350

- Agitator (Vortex Genie Mixer, tip G 560E)

- Masurarea pH-ului 315i {. WTW, articolul nr. 2A10-100)

- Centrifugs (Sigma-Aldrich-Chemie GmbH, tip 113)

- Microscop (Olympus, tip CK 30)

- Centrifugs 5804 R (Eppendorf AG)

- Baie de apa (JULABO, Julabo U 3)

- Pipete reglabile si cu volum fix (Eppendorf AG)

- Palistiren cu plici de microtitrare cu 96 godeuri (Nune GmbH & Co. KG, Wiesbaden)
- Balon de culturd celulart (Nunc GmbH & Co. KG, Wiesbaden)

- Eprubete etange (Sarstedt AG & Co., Numbrecht).

4. Conditii experimentale

Temperatura de testare: 20 °C+1 °C

Concentratia produsului de testare: 2/5%, 2.0%, 1.5% si 0.5% solufii (demonstratic gama non-
acliva)

Aspectul dilutiilor de produs: fird precipitare

Timpi de contact: 10 gi 15 minute

Substanta de interferenta: 3 g/l albumind serica bovind + 3 g/l eritrocite (conditii murdare EN
14476:2013)

Procedura de stopare a acjiunii dezinfectantului: dilujie imediata

Diluant: ap8 cu duritate standard (WSH)

Stabilitatea produsului in amestec cu virusul $i substanta de interferentd (solufie 2.5%): fara
Noculatie, fard precipitare

Tulping virald: poliovirus tip 1 wilpina LSe-2ab (Chiron-Behring)

*Procedurd de testare acreditats conform DIN EN 150/1EC 17025 Rapert de expertizd emis de Ov
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Tra rit din i englex

Data testdrii: 11.09.2015 - 07.10.2015
Starsitul testini; 07.10.2015

5. Metode

5.1 Pregitirea suspensiei virale de testare

Pentru pregétirea suspensici virale de testare conform directivei EN 5.4.1. Celulele BGM au fost
infectate cu o multiplicitate a infectiei de 0,1 la 37 °C, Dupd ce celulele au arfitar un efect
citopatic, au fost supuse unei proceduri de inghet/ dezghef de trei ori, urmata de o centrifugare
la vitezdi redusd, in scopul de a sedimenta resturile de celule. Dupd stabilirea de pari alicote ale
supcemataniulul, suspensia virald de testare a fost depozitats la -80 °C,

5.2 Prepararea derinfectantului (dilutii)

Pulberea a fost diluata intr-un litru WSH imediat inainte de efectuarea testelor de inactivare
Produsul testat a fost testat ca solugii 2,5%, 2,0%, 1,5% si 0.5% in condifii murdare (1 pare a
suspensiei virale de testare + 1 parte de substantd de interferentd + 8 parti dezinfectant). Prin
adfugarea de amestec de substanyi de interferare si suspensia virald de testare, solutiile rebuinu
si fie preglitite cu factorul 1,25. Aceste solutii s-au preparat cu apd de duritate standard imediat
inainte de efectuares testelor de inactivare.

3.3 Testarea infecfiozitatii

Infectivitatea a fost determinata cu ajutorul titefirii efectului conform EN 5.5 prin transferul a 0,]
ml din fiecare dilugie in opt godeuri ale unei placi de microtitrare cu 0,1 ml de celule BGM
proaspat tripsinizate (10-15 x 10” celule per godeu), incepénd cu cea mai mare dilutie, Plicile de
microtitrare au fost incubate la 37 °C intr-o atmosferd 5% CO,. Efectul citopatic a fost citit cu
ajutorul unui microscop inversat dupd sapte zile. Caleulul dozei infectioase TCIDs, / ml a fost
calculat prin metoda Spearman (2) $i Karber (3), cu urm#toarea formula:

- LogTCIDgy = X3-0.5+Er/n

Insemnind

Xy = logyp din cea mai micd dilugie cu 100% reactie pozitiva

r = numdrul de determindri posibile ale celei mai scurte etape de dilugie 1008 pozitiva si toate
etapele de dilutie pozitive ridicate

n = numiérul de determiniri pentru fiecare etapd de dilutie.

5.4 Calculul i verificarea activititii virucide

Activitatea virucidd a dezinfectantului testat a fost evaluatd prin calcularea scaderii titrului in
comparatie cu titrarea de control fird dezinfectant. Diferenta este datd de factorul de reducere
(RF).

in conformitate cu EN 14476: 2013, un dezinfectant sau o solugie dezinfectant la o anumits
concentratie are eficacitate de inactivare virald daca titrul este redus cu cel pubin patru log, in

PN : . *Procedurd de testare acreditatd conform DIN EN ISO/IEC 17025, Raport de pxpertisd cmis de Dy
B~ | BriliPartner GmbH, Norderoog 2, DE-2B259 Bremen, Germania Tel: +40 421 2TRIDI07, Fax:
Iz o T i} +49.421.2760283, wwwbnillhygiene.com Este imterziss COpiETed SaU Lransmiberea, parjiald co totall a
: i @cestisl rapart de expertizd frd a dejine fn prealabil acordud scris gl expres. Resaltstebs testelor se referd
i
i
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Tradweere din lim ba englerd

pericada de expunere recomandatd. Aceasia corespunde unei inactivlii de > 99.99%

5.5 Testarea inactivirii

Determinarea activitdii antivirale a fost efectuatd in conformitate cu EN 5.5, Produsul testa a
fost examinat ca solugii 2.5%, 2.0%, 1.5% g 0.5% (demonstratie a gamei non-active) in WSIH. la
20% Cin conformitate cu EN 14476: 2013, 10 si 15 minute au fost alese ca timpi de comact
Imediat la sfargitul timpului de contact ales, activitatea dezinfectantului a fost stopald printr-o
dilugie de 10°*,

litrdrile de control viral au fost efectuate dupd cel mai lung timp de expunere (EN 5.5.7)

in plus, a fost adiugat un control al celulelor {numai adiugarea de mediu). Testele de inactivare
au fost efectuate in buri de testare sigilate intr-o baie de apd la 20 ° C £ 1.0 °C. Au fost refinute
alicote dupd timpi de expunere adecvati, flind determinats infectiozitatea reziduali.

5.6 Determinarea citotoxicititii
Determinarea citotoxicitdfii fost efectuatd conform EN 5.5.4.1.

5.7 Sensibilitate celulard la actiunea virusului

Pentru controlul sensibilitalii celulare la virus, doud parti de apa de duritate standard au fost
amestecate cu opt parfi cu volumul celei mai mici dilutii aparent non-citotoxice a produsului,
Acest amestec sau PBS ca martor a fost addugat la un volum dublu al suspensiei celulare
concentrate. Dupd 1 h la 37 °C, celulele au fost centrifugate si resuspendate in mediu de cultura
celular (EN 5.5.4.2h),

In cele din urma, o titrare comparativd a suspensiei virale de testare a fost efectuats pe celule
pretratate (dezinfectant) si non pretratate (PBS), asa cum este descris mai sus.

5.8 Controlul eficacitifii pentru suprimarea activititii dezinfectantului
In plus, a fost inclus un control al eficacitifii pentru suprimarea activitdlii dezinfectaniului (EN
3.5.5).

3.9 Testarea inactiviirii virusului de referinti

Ca referinfd pentru validarea de testare a fost incluss o solutie de formaldchidd de 0,7%.
conform EN 5.5.6. 5. 15, 30 si 60 minute au fost alese ca timpi de contact. In plus, citotoxicitates
solutiei de testare de formaldehida a fost determinata in conformitate eu EN 5.5.6.2 cu dilugii de
pénd la 107,

6. Verificarea metodologiei

Au fost indeplinite urmétoarele criterii mentionate in EN 5.7:

a) Titrul suspensiei virale de testare a permis determinarea unei reduceri de = 4 logys (reducerea
maximi virald = 5.13 £ 0.17).

b) Diferenta dintre titrul logaritmic al martorului viral minus titrul logaritmic al virusului 1estat
in testul de inactivare de referintd (vezi 6.6.7) a fost 2,00 + 0,67 (intre 0,5 - 2,5) dupa 30 minute
$i 2.5 = 0,64 (intre 2.0-4.5), dupa 60 de minute pentru poliovirus tip 1.

i *Procedurd de testare acreditatd comform DN EN IS0EC 17035 Raport de expertizd emis de D
Brill+Partner Gembil Morderoog 2 DE-28259 Bremen, Germanda Tel: 4942127815102 Fax
~#9.421.2760283, wwvehirillbygiene.com. Este interzisd copierea sam transmiteres, partiald sau toald a
acestul raport de expertizd fied a define In prealabil acardul scris s expres. Rezultatele testelor se seferd
i | exclusiy la egantioanele testate. Informagis despre nesiguranta cuastificirii se pot obiipe [ eerere, ©0r
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¢} Produsul testat (2,5%) a prezentat citotoxicitate in dilutii 1: 100 permitind astfel detectarea
unei reducert 4 logjoa titrului viral.

d) Titrarea comparativd pe celule BGM pretratate (dezinfectant) §i non-pretratate (PBS) nu au
ariitat nicio diferentd semnificativd (<] logis: EN 5.7) a titrului viral: 8.13% 0.45 (PBS).
comparativ cu 8.38 = 0.53 ( dilugii 1: 1000 de dezinfectant. 2,5%) logis TCIDsg / ml si. de
asemenea, 8.13 + 0,45 (PBS) comparativ cu 8.25 + 0,44 (dilugii 1: 100 de dezinfectam. 1.5%)
logis TCIDs; / mi.

¢) Controlul eficacitifii pentru suprimarea activitdfii dezinfectantului (2.5%) a prezental o
scddere (<0,5 log,; EN 5.5.5.1) a titrului viral (8.00+ 0.27 fatd de 7.75 + 033 | log)s TCIDs, /
ml}).

) O concentratie a demonstrat o reducere de 4 log,, 5i (cel pubin) o concentragie a demonstrat o
reducere log, mai micl de 4.

Din moment ce s-au indeplinit toate criteriile conform EN 5,7, examinarea cu poliovirus tip 1. in
conformitate cu EN 14476 2013 este valida.

7. Rezultate
Rezultatele examindrii sunt prezentate in tabelele 1 - 9, Tabelele 1-8 demonstreazd datele brute,
in timp ce tabelul 9 (a + b) oferd un rezumat al rezultatelor,

Produsul testat ca solugie de 2.5% i 2.0% a fost capabil i inactiveze poliovirus tip 1 dupa 10
minute in aceastd testare cantitalivd a suspensici (tabelele 1 s5i 2). Factorul de reducere a fost>
4.500.27 pentru ambele concentratii. Aceasta corespunde unei inactiviri > 99,99%.

Produsul testat sub forma de solutic 1,5% a fost capabil s& inactiveze poliovirus tip | dupé 15
minule in aceastd testare cantitativi a suspensiei (tabelul 3). Factorul de reducere a fosi>
5.1340.27 pentru acest moment de observare. Aceasta corespunde unei inactivir > 99,994,

Produsul testat sub formd de solutie 0,5% nu a fost activ impotriva virusului poliovirus 1ip |
dupéi 15 minute de incubare in aceastdl testare cantitativa a suspensiei (Tabelul 4).

8. Concluzie

Dezinfectantul pentru instrumentar, Stabimed ultra testat sub forma de solutie 2,0% a demonsirat
eficacitatea impotriva poliovirus tip 1, dupd un tmp de expunere de 10 minute, in conditii
murdare. Testat ca solutie de 1,5%, Stabimed ultra a demonsirat eficacitatea impotriva poliovirus
tip 1, dupd un timp de expunere de 15 minute, in conditii murdare ,

Prin urmare, dezinfectantul pentru instrumentar, Stabimed ultra poate fi declarat ca fiind activ
impotriva poliovirus tip 1, dupd cum urmeaza:

condifii murdare 2,0% la 10 minute

condifii murdare 1,5% la 15 minute
Bremen, 07.10.2015

t 1 *Procedurd de testare screditatd conform DIN BN 1S0/1EC 17025, Raport de expertizd emis de Dr

i ! BrillsPartner GmbH, Mordercog 2, DE-ZAZ59 Bremen, Germunis Tel: H9AZ12M9102 Fax
- LSS ) 4494212760283, wew brillbygicne.com. Este interzisd copierea sau Wansmiterea, parglald sau totald a

i

'y

R R S U e O N I N N



rad lima b

- Dr. Jochen Steinmann
Director Stiinific

9. Controlul calititii

Asigurarea calitAfii rezultatelor a fost mentinud prin efectuarea determindrii proprietigilor de
inactivare virald ale dezinfectantului in conformitate cu reglementdrile bunei practici de
laborator:

1) Chemicals Act of Germany, apendicele 1, datand din 01.08 1994 (BGBL. [, 1994, pag. 1703).
Anexa revizuiti la 14 05, 1997 (BGBI. 1, 1997, pag 1060),

2} Principiile OCDE de buni practicd de laborator (revizuite in 1997); Publicatiile OCDE in
materie de mediu, shndtate i sigurantd; Seria privind principiile de buna practicd de laborator si
monitorizarea conformittii - Numdrul 1. Directia de Mediu, Organizatia pentru Cooperare
Economicd si Dezvolare, Paris 1998,

Plauzibilitatea rezultatelor a fost confirmatd suplimentar prin controale incluse in testele de
mactivare,

10. Inregistriirile care trebuie arhivate
Toate datele de testare, de protocol, modificari de protocol, raportul final, §i corespondenta intre
Dr. Brill + Partner GmbH si sponsor vor fi stocate in arhivele de la Dr. Brill + Parner Gmbl

Este interzisd utilizarea denumirii, logo-ului sau a oricérei alte reprezentirii Dr. Brill + Partner
GmbH, altele decit distribuirea acestui raport in intregimea sa, fard acordul scris al Dr. Brill +
Partner GmbH. In plus, Dr. Brill + Partner GmbH nu poate fi mentionat in nicio forma de
materiale promofionale, comunicate de presd, publicitate sau materiale similare (fie prin
imprimare, difuzare, comunicare sau mijloace electronice) fard acordul expres al Dr. Brill +
Partner GmbH.

| Rezultatele testelor din acest rapont de testare s referd numai la elementele examinate.
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Anexd:

Legenda la tabele
Date brute pentru Stabimed
Date brute pentru Stabimed
Date brute pentru Stabimed
Date brute pentru Stabimed
Tabelul 5: Date brute pentru solutia de formaldehida (0,7%) testatd impotriva poliovirus tip 1,
Tabelul 6:  Date brute pentru controlul eficacitifii pentru suprimarea activithtii dezinfectantulu:

Tabelul 1:
Tabelul 2:
Tabelul 3:
Tabelul 4:

(2,5%)

ultra (2,5%) testat
ultra (2.0%) testat
ultra (1.5%) teswat
ultra (0.,5%) testat

I'raducere din lim ba englezd

impotriva  poliovirus
impotriva poliovirus
impotriva  poliovirus
impotriva  poliovirus

Tabelul 7: Date brute (poliovirus tip 1) pentru sensibilitate celulars (2,5%)
Tabelul 8: Date brute (poliovirus tip 1) pentru sensibilitatea celulara (1,5%)
Tabelul 9 (a + b): Rezumatul rezultatelor cu Stabimed ultra si poliovirus tip |

Legenda pentru figuri
Figura 1: Propricidfi de inactivare virali pentru Stabimed ultra (2.0%%)
Figura 2: Proprietdfi de inactivare virald pentru formaldehida (0.7%)

up 1.
ip L.
tip 1.
tp |,

Tabelul 1: Date brute pentru Stabimed ultra (2.5%) testat impotriva poliovirusului tip 1 la
20°C (testul quantal; 8 godeuri) (4101)

n.d. = nu s-a determinat
) = niciun virus prezent
1 = citotoxic
I la 4 = virus prezent (grad CPE in 8 unitafi culturi celulard) (godeuri de placi de microtitrare)

|
i .
(]
ST
L}
¥
i

Produs | Concentraghe |Substan{d [Timp de |I.'li|‘u|llltng1n! =
de contact
interferen |(min) |
i 2 ] 4 = 6 7 ICEC _'1
10 (711 ({11 W) BooD | 0000 0O00 oo
et thut 0000 0000 (0000 poo0  ooon  nd. o,
Produs 25% | condigil 15 e jen  Jo000 (0000 [0000 (000D (0000 nd.  nd |
de murdare et ptit 000D 0000 (0000 (0000 (0000
testare 20 n.d. .. . n.d. M., .l n.dl. m.4l. n.d.
30 n.il. n.l. n.d. f.d. i, f.d.  mad ., mad, |
Cltotoi 2.5% eondifii [ T it 0000 [ | 000D (nd.  |nd. nd.  nal
citate murdare it fite 0000 0000 | DODD
martor | n.a, conditii 0 4444l a4 44 (4444 (944 (400 0000 000
viral murdare 4444 4444 4444 dddd (4444 dddd 4444 (MMMY D
60 (4444 (4444 [ (4444 (4444 (4444 4404 DM DO |
4444 (44 4 (4 (4444 00D4 0000 0000
n.a. = nu se¢ aplica

*Procedurd de testare acreditatd conform DIN EN [SO1EC 17025 Raport de expertizd emis de Dr
Brill+Partner GenbH, Morderoog 2 DE-28259 Bremen, Germania Tel: SV AL ZTRIGINE, Fax
894212760283, wwvebrillbegiene.com. Este interzisd copierea san transmitersa, partiall say totald a
acestul raport de expertizd fcd a define tn prealsbil acardal scris # expres. Reoultatede tegtelor s= referd
exchusiv la epantioanele testate. Informagii despre nesipuranta cuantifickrii se pot obpire la cerere. 07
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Traducere din lim b englerd

Tabelul 2: Date brute pentru Stabimed ultra (2.0%) testat impotriva poliovirusului tip 1 la
20 °C (testul quantal; 8 godeuri) (4101)

Produs |Concentragie |Substantd | Timp de Dvibutid (bosgs)
de comiac
interferen |(minj |
] 2 3 4 5 3 7 & o ‘
10 it it G000 (0000 (0000 | 00OBD | 0000
T e (K (D000 (0000 (0000 0000 |0 mad
Produs 2.0% condifii |15 fit it 0000 (0000 0000|0000 (0000  nd. .
|dle murdare it it Do D00 | D000 0000 |0oon |
testare 20 ., mn.d. n.d, nad. n.i, .. n.d, n.d. ||+.|:|.

30 n.i. n.d. m.id. il n.d. m.d. m.d. nd, !n.d. \
| Citotoxi 2.0% condifil |n.a. it T 000 0000|0000 |nd. |nad, nd  nd |
citate murdare et it 0000 (0000 0000
‘martor n.a. condith |0 44 4 M [ T [l (00 0000 0000 |
viral murdare {4444 (4444 444 (8444 (4444 (adda (4490 0000 (0000

60 44 a4 (4444 4444 4444 (a4 (W04 000D (0600 |

| | Hid 444 M e e (e 0004 000 D000 |
n.a. = mu se aplica
n.d. = nu s-a determinat
0= niciun virus prezent
1 = cilotoxic
| la 4 = virus prezent (grad CPE in & unitifi culturd celulard) (godeuri de placi de microtitrare)
Tabelul 3: Date brute pentru Stabimed ulira (1.5%) testat impotriva poliovirusului tip 1 la
202C (testul quantal; 8 godeuri) (4101)
‘Produs  |Concentrafie [Substangd |Timp  de Dl { boge, o) & &
de coniact
interferen |(min) |
1 2 3 4 5 [ 17 £ |9 J
B 10 I (4444 a4 (dd 0000 0000 0000 o
T 4444 4 (M4 [0 [00a0 |pooo nde o
Produs | 1.5% conditii |15 it 0040 (0000 0000 (0000 (0000 (0000  nd. o
(de murdare | it 4040 (0000 (0000|0060 0000 (ooon
| testare 20 i, n.d. n.d. . n.il. .. m.id. i, n.i. i

3 n.il, n.d. m.d, ., n.d. md. i, [l pd. |
Citotoxi |1.5% condifii |n.a it 0000 0000 (0000 (DOOD  |md.  |nd. nd. na,
citate murdare Bt 0000 0000|0000 | 0000
\martor | n.a, condigii |0 e T T T T T T T T T

;

*Procedurd de testare screditatd conform DIN EN IS0/IEC 17025, Raport de cxpertizd emia de Dr
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+H9AZLITR0283, wanw brillhvgicoe.com. Este interzisd copierea sau transmiteres, partiald sau tomld 5
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excluziv b eganticancle testate. Informapil despee mesiguranta cuantificinil e pot obine Ea cerere. D0y
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d limba engle
viral | murdare S (44 444 [ [44d aaaa o000 (o000 |
60 ha s S O O T T T T I T S T _|
| ' . MU (M e e (e (e 000s 0000 (0000
n.a. = nu se aplicd -
n.d. = nu s-a determinat
0 = piciun virus prezent
= citoloxic
1 la 4 = virus prezent (grad CPE in 8 unitdfi culturd celulard) (godeuri de pléaci de microtitrare)
Tabelul 4: Date brute pentru Stabimed ultra (0.5%) testat impotriva poliovirusului tip 1 la
20 °C (testul quantal; § godeuri) (4101)
Produs |Concentragie |Substantd |Timp  de Dilufii (hogy0) o
de contacl
! inberferen |{min) | |
1 2 3 4 5 [3 7 8 o |
10 4444 404 (4444 [0 (4484 (4444 (00w 1
4444 4 44 (4444 4 (4444 (oooo nd
Produs | 0.5% condifii |15 HE [ [ 44 [ada (990 0000 nd. od
e murdare 4444 EREE Addd HH a4 4044 DD | -
lestare 20 n.d. m.d. m.d. nil, m.d. i, mal, mal.  pd,
30 m.d. nd. | n.d. ., n.d. .. n.d. In.d. 1
Citotoxi |0.5% condigi |noa, 0000 (0000 D000 (000D 0000  |md.  |md.  nd. nd.
citate murdare 0000 [oooo  lopo0 0000 o000
maror |n.a. condifii |0 44 4444 Jdaad 44 [ (a4 (3900 0000 0000
viral murdare M e [ e (e (aa 0000 (000
&l 4444 4444 (4444 (8844 444 (a4 4404 o000 (o000 |
| B4 (e [ T 0004 0000 (o000 |

n.a. = nu 5¢ aplica
n.d. = nu s-a determinat
U = niciun virus prezent
L= citoloxic
| la 4 = virus prezent (grad CPE in 8 unitai culturd celulard) (godeuri de placi de microtitrare)

=
1

"Procedurd de testare screditatd conform DIN 150,TEC 17025, Raport de expertizd emis de Or
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Trad

Tabelul 5: Date brute pentru solutie de formaldehidi (0.7%) testatd impotriva
poliovirusului tip 1 1a 20 ® C (testul quantal; 8 godeuri) (4101)

Produs | Concentrafie |Substanfd (Timp de | Dl {log.)
de contact
| interferen |(min)
| 1 2 3 4 5 6 ] 8 |9 |
5 it i 4444 (4444 (444 (4441 aa |
Ilumlltl preee Prom FYIT) 4444 4444 0444 |oa0p  med. f.d,
chidk 7% PES il |
(mV) 15 (111} (1111 444 4444 [4444 A4 | D004 mad, .,
it fiet 4444 4444 (4444 444 @__ i
it it 444 4444 (4044 (0440 (0000 [nd. |nad
W it W4 e T (o000 00oo
6 [t tit 4444 (4444 [4400  [00DD  [0000 |od. o,
| pt it 44 44 M 0000|0000
Citotoxi 7% PBS na. o it (0 (0000 (0000  nd. o, nd.  |md,
citate (m/Y) e tte (M) 0000 | D000
Tormald
L chids : =
[Control | n.a. PBS 0 n.d. n.d, n.d. nd, nd.  md nd. |
[vilral
60 4444 4444 (444 (4444 [add 4 (4340 0044 Jooon
4444 4444 4444 4444|4444 4444 (D300 4042 0000

n.a. = nu s¢ aplica
n.d. = nu s-a determinat
U = niciun virus prezent

t = citotoxic

Ila 4= virus prezent (grad CPE in 8 unitdfi cultura celular) {godeuri de plici de microtitrare)

Tabelul 6: Date brute pentru controlul clicacitifii pentru suprimarea activitdtii
dezinfectantului (2.5%) (4101)

Produs Substaniii de D¥ilugii (logy,)
intereferenil

| 2 3 i s e T8 C
FProdus de PBS .. n.d. ., n.i. n.d. n.il. .. n.il, .,
festare
Produs de conditii nl. nd.  [nd  [nd nd, |nd nd, |nd nd, |
teslnre curale .
Produs de condigii 1 it 4444 (4444 (4444 4444 (0004 000D n.d
[ mardare m i (4444 4444 (4443 (4444 (0004 000D ===

n.a, = nu se aplicl
n.d. = nu s-a determinat
00 = niciun virus prezent

*Procedurd de testare acreditatd conform DIN BN I1SO/IEC 17025, Report de expenitid emis de D,
Brill+Pariner GrhH, Norderoog 2, DE-ZB259 Bremem, Goermanie Tel: +494212THI0002 Eax
+48. 421 2760283, wwwhbrillhygiene.con. Este interzisd copieres sau transmiteres, partiald s il s
acedt Faport de expertic fird & detine In prealabil scordwl scris gi expres. Regaltatels testelor e reter§
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I = citotoxic

Lraducere din limba englezi

1 la 4 = virus prezent (grad CPE in 8 unitfi culturd celulara) (godeun de placi de microtitrare)

Tabelul 7: Date brute (poliovirus tip 1) pentru sensibilitatea celulard (2.5%) (4101)

Produs Dilagie Dibutii (log,a) ‘
1 2 3 4 5 b 7 8 ¥ |
| : | -
FES . 4444 (4444 4444 (4449 (4444 (9994 (3440 400
4444 (4444 (4444 4444 (4494 (3434 0400 0000 mal.
Produs de 1:10 . nd,  |nd. | nd nd,  |nd. nd,  |nd. nd,
[Esla re |
Produs de 1: 10sp [ i, n.d .l il m.d. n.d. m.il. n.id. |
| lestare
Produs de 1:1,000 444 (444 4444 (4444 [daea |4 aand 3000 ad
testare 4444 4384 (4444 (4444 |aamd 4444 10004 (4040
n.a. = nu se aplica ‘ '
. = nu s-a determinal
{0 = niciun virus prezent
it = cilotoxic
| la 4 = virus prezent (grad CPE in 8 unitdi culturd celulard) (godeuri de plici de microtitrare)
Tabelul 8: Date brute (poliovirus tip 1) pentru sensibilitatea celulard (1.5%) (4101)
Produs Dilutie Dilutii (log,s)
1 2 3 4 5 6 7 ] e |
'PRS . 4444 4 4 [Addd [ 4ae 4440 0400
4444 (4444 44 (494 (4444 (4444 (pson ooop (med.
Produs de i:10 m.d. n.d. m.il, n.d n.id. n.d. m.d. il m.il.
festant
Produs de 1:100 H44 (4 [ (4 (e (e oo na
teatare 4444 (4444 (4440 (4444 (4444 (4343 [aaa0 Jooon
Produs de 1 1,000 n.d. n.el, nd, n.d. ol |nad, n.d. m.d. lnd. |
|testare

n.a. = nu se aplicl
n.d. = nu s-a determinat
0= niciun virus prezent

[ = citoloxXic

I la4 = virus prezent (grad CPE in 8 unitafi culturi celular) (godeuri de placi de microtitrare)

*Procedurd de testare acreditatl conform DIN EN IS0/IEC 17025, Raport de expertizd emis de DO
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Traducere din limba englezd

Tabelul 9a: Rezumatul rezultatelor cu Stabimed ultra si poliovirus tip 1

Produs  |Concentr Substangi de |Nivel de log wTCIDw/ml dupd ....min = reducere 4 log,,
nfie interferentd | citotoxicitate dupd ...min
[ T 15 0 (W o
Produs | 2.5% conditii 350 <350+0.00 |<3.5040.00 nd | nd nd. 10 (RF2 4.5040.27) |
(de murdare
(testare 3 —
Produs | Li% comdith .50 Z35040.00 |<3.5060.00 |[nd |6.d n.d. {10 {RF= 4,504400,27)
de miurdare
testare — T |
Produs [1.5% condigii LE0 . (e, 44 =2 884037 (nd o il 15 (RF=5.1340,27)
de murdare
| testare il =
iPrn-dn-.l 0.5% condifii 1.50 763025 T30S (nd  (nd. n.d. =15
| murdare
| testare | | |
n.a. = nu se aplicd
n.d. = nu $-a determinat
__ Tabelul 9b: Rezumatul rezultatelor cu Stabimed ultra si poliovirus tip 1
Produs  [Concent [Substangd de | Nivel de log 1o TC IDyo/ml dupd ....min > reducere 4 logy, |
rajie interferent | citotoxic dupd ...min
itate
0 s 15 130 )
Formalde |0,7% PBES | 3.50 n.d. 1754044 7504046 |6.63+0.41 |6,03£0.37 =60
hida wiv)
‘martor | n.a, PHS na | n.il, nd. n.d. 8.63:0.583 [n.a, ==
wirnl
martor  |{na. condifii ER 8254033 |n.d. n.d. m.il. BMEED3E na.
viral murdare '
Control  |2.5% | condifii 350 nil. ., nd. 7.7540.33 |n.d. n.a
suprimare murdare
Control  |n.a. B M. n.d. n.d. n.d, ni. B13:0.45 na.
sens. PBS
Produs de |2.5% — |n.a. &, mad, mal, .. f.d. 8.38:+0.53 na. |
testare | 1:1,000
control
sensih,
Produs de | 2.5% = |n.a. ma. .. n.d. mal, n.d. B25%0.44 [n.a.
testare (1100
control
semsib. —_—
n.a. = nu se aplicd

n.d. = nu s-a determinat
sens. = sensibilitate

‘F

i,

e by
ol WER
-

Il

]
i
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ducore limba englesd

Figura 1: Proprietitile de inactivare virald ale Stabimed ultra (2.0%)
Eficacitatea produsului de testare (2,0%) impotriva poliovirusului tip |
Reducerea titrului

A log,g TCID,,
0

B =~ @ W B W R s

0 5 10 15
Timp (min.)

—— conditii murdare
S—— citotoxicitate

Figura 1: Proprietitile de inactivare virali ale formaldehidei (0.7%)
Eficacitatea formaldehidei (0.7%%) impotriva poliovirusului tip 1
Reducerea titrului

A logg TCIDy,

D .\l—
1
1 4&(
—a

3o
i
5
6
? L] Li T

0 15 30 45 60

timp (min.)
- PBS
e citotoxicitate
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cere limba englesi
TR
Subsemnata VALERICA PATRU, traduciitor autorizat de Ministerul Justitiei pe limbile:
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NORDEROOG 2, DE 28259 BREMEN
TELEFON 0049-421/27819102

TELEFAX 0049-421/2760283

EMAIL INFO@BRILLHYGIENE.COM

DR. ). STEINMANN - C/O DR. BRILL + PARTNER GMBH - NORDEROOG 2 - DE-28259 BREMEN INTERNET WWW.BRILLHYGIENE.COM

B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH - 6204 Sempach

Bremen, 7. Oktober 2015

Gutachten

Wirksamkeit von Stabimed ultra gegentber dem Poliovirus Typ 1 im quantitativen Suspensionsversuch
nach der EN 14476:2013 unter hoher Belastung

Dieses Gutachten basiert auf dem Prifbericht B15L0483Pod vom 07.10.2015.

Das Instrumentendesinfektionsmittel Stabimed ultra der B. Braun Medical AG wurde gemals Auftrag auf seine virusinaktivie-
renden Eigenschaften gegenliber dem Poliovirus Typ 1 im quantitativen Suspensionsversuch nach der EN 14476:2013 unter
hoher Belastung untersucht.

In der EN 14476:2013 wird dann von einer Virus-Wirksamkeit eines Desinfektionsmittels ausgegangen, wenn nach einer
bestimmten Einwirkzeit eine Reduktion des initialen Virustiters um > 4 logso Stufen (Inaktivierung > 99,99 %) erfolgt ist.

Das Instrumentendesinfektionsmittel Stabimed ultra wurde als 1,5 %, 2,0 % und 2,5 % ige Losungen bei 20 °C untersucht.
Die Einwirkzeiten betrugen 10 und 15 Minuten. Nach 10 (2,0 %ige Losung) bzw. 15 (1,5 %ige Losung) Minuten war eine
ausreichende Reduktion des Virustiters nachweisbar. Deshalb ergibt sich eine Wirksamkeit gegentber dem Poliovirus Typ 1
wie folgt:

2,0 % 10 Minuten

1.5 % 15 Minuten

Dr. Jochen Steinmann

Stabimed ultra — Gutachten nach EN 14476
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Expert opinion

Activity of Stabimed ultra against poliovirus type 1 in a quantitative suspension test according to EN
14476:2013 under dirty conditons

This expert opinion is based on the test report B15L0483Pod dating 07.10.2015.

The virus-inactivating properties of the instrument disinfectant Stabimed ultra of B. Braun Medical AG against poliovirus
type 1 were investigated by a quantitative suspension test according to EN 14476:2013 under dirty conditions.

According to the EN 14476:2013, a disinfectant or a disinfectant solution at a particular concentration is considered as
having virus-inactivating properties if within the recommended exposure period the titre is reduced by > 4 log (inactivation
>99.99 %).

Stabimed ultra was examined as 1.5 %, 2.0 % and 2.5 % solutions at 20 °C. 10 and 15 minutes were chosen as exposure
times. After 10 (2.0 % solution) and 15 (1.5 % soltion) minutes, respectively the virus titre was decreased by = 4 log, steps.
Therefore, a virucidal activity against poliovirus type 1 was measured as follows:

2.0% 10 minutes

1.5% 15 minutes

Dr. Jochen Steinmann

Stabimed Ultra — EN 14476
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Evaluation of the effectiveness of
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Method: EN 14476:2013
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1. Identification of test laboratory
Dr. Brill + Partner GmbH Institute for Hygiene and Microbiology, Norderoog 2, DE - 28259 Bremen
2. Identification of sample
Manufacturer B. Braun Medical AG
Name of product Stabimed ultra
Product diluent recommended by the
manufacturer
Batch number 14263M25
Application instrument disinfection
Production date
Expiry date 112015
Active compound (s) (100 g) peracetic acid
white powder
Appearance, odour product specific
2.5 %: 7.66 (20 °Q)
pH-values (in WSH) 2.0 %: 7.52 (20 °Q)
1.5 %: 7.57 (20 °Q)
Storage conditions room temperature in the dark
9 (area with restricted access)
Date of arrival in the laboratory 11.09.2015
3. Materials
3.1  Culture medium and reagents
- Dulbecco’s Modified Eagle’s Medium (DMEM, Biozym Scientific GmbH, catalogue no. 880021)
- fetal calf serum (Biochrom AG, article no. S 0115)
- 1.4 % formaldehyde solution (Dilution of Roti®-Histofix 4 %, Carl Roth GmbH)
- Aqua bidest. (SG ultrapure water system, type Ultra Clear; serial no. 86996-1)
- PBS (Invitrogen, article no. 18912-014)
- BSA (Sigma-Aldrich-Chemie GmbH, article no. CA-2153)
- sheep erythrocytes (Fiebig-Nahrstofftechnik).
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + o T Srmbiii) oy
Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 421. 27819102, = Ty s
Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in i E mkk‘q_ o -_!:!:t;- - -:-..iﬁ-:-n 1

part, of this test report without the explicit prior written permission. The test results exclusively

apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill +

Partner GmbH 2015
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3.2  Virus and cells

The poliovirus type 1 strain LSc-2ab (Chiron-Behring) was obtained from PD Dr. Olaf Thraenhart, Eurovir, DE - 14943

Luckenwalde.

BGM cells (buffalo green monkey = permanent monkey kidney cell line; supplied by Prof. Dr. Lindl, Institut fur

angewandte Zellkultur, DE - 81669 Minchen, Germany) were cultivated in a 175 cm? flask with Dulbecco's Modified

Eagle’s Medium (DMEM) and 10 % fetal calf serum (FCS).

The cells (passage 26) were inspected regularly for morphological alterations and for contamination by mycoplasmas. No

morphological alterations of cells and no contamination by mycoplasmas could be detected.

3.3  Apparatus, glassware and small items of equipment
- COjincubator, Nunc GmbH & Co. KG, model QWJ 350
- Agitator (Vortex Genie Mixer, type G 560E)
- pH measurement 315i (WTW, article no. 2A10-100)
- Centrifuge (Sigma-Aldrich-Chemie GmbH, type 113)
- Microscope (Olympus, type CK 30)
- Centrifuge 5804 R (Eppendorf AG)
- Water bath (JULABO, Julabo U 3)
- Adjustable and fixed-volume pipettes (Eppendorf AG)

- Polysterol 96-well microtitre plate (Nunc GmbH & Co. KG, Wiesbaden)

- Cell culture flask (Nunc GmbH & Co. KG, Wiesbaden)
- Sealed test tubes (Sarstedt AG & Co., Niimbrecht).

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill +
Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 421. 27819102,
Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in
part, of this test report without the explicit prior written permission. The test results exclusively
apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill +
Partner GmbH 2015

hacaes (| DAKKS

-:ﬁ!-'l.‘:‘:- =

TLG-AP-55 1038



I’ ’/ )

DR. BRILL + DR. STEINMANN

Test report no  B15L0483Pod

Author JS Version 01 Date 07/10/2015
Product name: Stabimed ultra

Method EN 14476:2013*

Page 4 of 23

4. Experimental conditions

Test temperature

20°C+1.0°C

Concentration of test product

2.5 %, 2.0 %,1.5 % and 0.5 % (demonstration of non-
active range) solutions

Appearance of product dilutions

no precipitation

Contact times

10 and 15 minutes

Interfering substance

3 g/l bovine serum albumin + 3 g/l erythrocytes (dirty
conditions, EN 14476:2013)

Procedure to stop action of disinfectant

immediate dilution

Diluent

water of standardised hardness (WSH)

Stability of product in the mix with virus and
interfering substance (2.5 % solution)

no flocculation, no precipitation

Virus strain

poliovirus type 1 strain LSc-2ab (Chiron-Behring)

Date of testing

11.09.2015—07.10.2015

End of testing

07.10.2015

5. Methods

5.1  Preparation of test virus suspension

For preparation of test virus suspension according to EN 5.4.1 BGM cells were infected with a multiplicity of infection of

0.1 at 37 °C. After cells showed a cytopathic effect, they were subjected to a threefold freeze/thaw procedure followed by

a low speed centrifugation in order to sediment cell debris. After aliquotation of the supernatant, test virus suspension

was stored at -80 °C.

5.2 Preparation of disinfectant (dilutions)

The powder was solved in one litre WSH immediately before the inactivation tests. The test product was tested as 2.5 %,

2.0 %, 1.5 % and 0.5 % solutions under dirty conditions (1 part test virus suspension + 1 part interfering substance + 8

parts disinfectant). Due to the addition of interfering substance and test virus suspension the solutions had to be

prepared by the factor 1.25.

These solutions were prepared with water of standardised hardness immediately before the inactivation tests.

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + A Arrenheriaen sy

Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 421. 27819102,
Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in
part, of this test report without the explicit prior written permission. The test results exclusively
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5.3 Infectivity assay

Infectivity was determined as endpoint titration according to EN 5.5 transferring 0.1 ml of each dilution into eight wells of
a microtitre plate to 0.1 ml of freshly trypsinised BGM cells (10-15 x 10° cells per well), beginning with the highest
dilution. Microtitre plates were incubated at 37 °Ciin a 5 % CO,-atmosphere. The cytopathic effect was read by using an
inverted microscope after seven days. Calculation of the infective dose TCIDso/ml was calculated with the method of

Spearman (2) and Karber (3) with the following formula:

- 10g10TCIDso =Xo— 0.5+ 1/n
meaning
Xo =logioof the lowest dilution with 100 % positive reaction
r =number of pos. determinations of lowest dilution step with 100 % positive and all higher positive dilution steps

n = number of determinations for each dilution step.

5.4 Calculation and verification of virucidal activity
The virucidal activity of the test disinfectant was evaluated by calculating the decrease in titre in comparison with the

control titration without disinfectant. The difference is given as reduction factor (RF).
According to the EN 14476:2013, a disinfectant or a disinfectant solution at a particular concentration is having virus-

inactivating efficacy if the titre is reduced at least by four logio steps within the recommended exposure period. This

corresponds to an inactivation of > 99.99 %.

5.5 Inactivation assay

Determination of virucidal activity has been carried out in accordance to EN 5.5. The test product was examined as 2.5 %,
2.0 %, 1.5 % and 0.5 % (demonstration of non-active range) solutions in WSH at 20 °C according to EN 14476:2013. 10
and 15 minutes were chosen as contact times.

Immediately at the end of a chosen contact time, activity of the disinfectant was stopped by dilution to 10°.

Titrations of the virus control were performed after the longest exposure time (EN 5.5.7).

Furthermore, a cell control (only addition of medium) was incorporated.

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + A Arrenheriaen sy
Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 421. 27819102, -, et §
Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in i E mkk‘q . f-

e ]
part, of this test report without the explicit prior written permission. The test results exclusively ey Rl B
apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill +

Partner GmbH 2015
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Inactivation tests were carried out in sealed test tubes in a water bath at 20 °C 1.0 °C. Aliquots were retained after

appropriate exposure times, and residual infectivity was determined.

5.6  Determination of cytotoxicity

Determination of cytotoxicity was performed according to EN 5.5.4.1.

5.7  Cell sensitivity to virus

For the control of cell sensitivity to virus two parts by volume hard water were mixed with eight parts by volume of the
lowest apparently non-cytotoxic dilution of the product. This mixture or PBS as control was added to a volume of double
concentrated cell suspension. After 1 h at 37 °C the cells were centrifuged and re-suspended in cell culture medium (EN
5.5.4.2h).

Finally, a comparative titration of the test virus suspension was performed on the pre-treated (disinfectant) and non-pre-

treated (PBS) cells as described above.

5.8  Control of efficacy for suppression of disinfectant’s activity

Furthermore, a control of efficiency for suppression of disinfectant’s activity was included (EN 5.5.5).

5.9  Reference virus inactivation test

As reference for test validation a 0.7 % formaldehyde solution according to EN 5.5.6 was included. 5, 15, 30 and 60
minutes were chosen as contact times. In addition, cytotoxicity of formaldehyde test solution was determined following
EN 5.5.6.2 with dilutions up to 10~.

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + A Arrenheriaen sy
Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 421. 27819102, Py - ", i
Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in i E mkk‘q . t-

- O s =
part, of this test report without the explicit prior written permission. The test results exclusively ey Rl B

apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill +
Partner GmbH 2015
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6. Verification of the methodology

The following criteria as mentioned in EN 5.7 were fulfilled:

a) The titre of the test virus suspension allowed the determination of a > 4 logso reduction (maximal virus reduction

>5.13+0.27).

b) The difference of the logarithmic titre of the virus control minus the logarithmic titre of the test virus in the reference
inactivation test (see 6.6.7) was 2.00 + 0.67 (between 0.5 - 2.5) after 30 min and 2.50 + 0.64 (between 2.0 - 4.5)

after 60 min for poliovirus type 1.

) The test product (2.5 %) showed cytotoxicity in the 1:100 dilutions thus allowing the detection of a 4 logo reduction

of virus titre.

d) The comparative titration on pre-treated (disinfectant) and non-pre-treated (PBS) BGM cells showed no significant
difference (< 1 logqo; EN 5.7) of virus titre: 8.13 + 0.45 (PBS) versus 8.38 + 0.53 (1:1,000 dilutions of disinfectant,
2.5 %) 10g1oTCIDse/ml and also 8.13 + 0.45 (PBS) versus 8.25 + 0.44 (1:100 dilutions of disinfectant, 1.5 %)
l0og10TCIDso/ml.

e) The control of efficacy for suppression of disinfectant’s activity (2.5 %) showed no decrease (< 0.5 logo; EN 5.5.5.1)

in virus titre (8.00 + 0.27 versus 7.75 + 0.33 logsoTCIDse/ml).

f) One concentration demonstrated a 4 logso reduction and (at least) one concentration demonstrated a logso reduction

of less than 4.

Since all criteria according EN 5.7 were fulfilled, examination with poliovirus type 1 according to EN 14476:2013 is valid.

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + A ety
Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 421. 27819102, = - T
Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in st ﬂ mkk‘q 5 :- " s
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7. Results

Results of examination are shown in tables 1 to 9. Tables 1 to 8 demonstrate the raw data, whereas table 9 (a+b) gives a

summary of results.

The test product as 2.5 % and 2.0 % was able to inactivate poliovirus type 1 after 10 minutes in this quantitative
suspension test (Tables 1 and 2). The reduction factor was > 4.50 + 0.27 for both concentrations. This corresponded to an

inactivation of = 99.99 %.

The test product as 1.5 % solution was able to inactivate poliovirus type 1 after 15 minutes in this quantitative
suspension test (Table 3). The reduction factor was = 5.13 + 0.27 at this time point. This corresponded to an inactivation

of >99.999 %.

The test product as 0.5 % solution was not active against the poliovirus type 1 after 15 minutes of incubation time in this

quantitative suspension test (Table 4).

8. Conclusion

The instrument disinfectant Stabimed ultra tested as 2.0 % solution demonstrated effectiveness against poliovirus type 1
after an exposure time of 10 minutes under dirty conditions. Tested as 1.5 % solution, Stabimed ultra demonstrated
effectiveness against poliovirus type 1 after an exposure time of 15 minutes under dirty conditions.

Therefore, the instrument disinfectant Stabimed ultra can be declared as active against poliovirus type 1 as follows:

dirty conditions 2.0 % 10 minutes

dirty conditions 1.5% 15 minutes

Bremen, 07.10.2015

- Dr. Jochen Steinmann -
Scientific Director

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + A Arrenheriaen sy
Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 421. 27819102, -, et §
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9. Quality control

The Quality Assurance of the results was maintained by performing the determination of the virus-inactivating properties
of the disinfectant in accordance with Good Laboratory Practice regulations:
1) Chemicals Act of Germany, Appendix 1, dating of 01.08 1994 (BGBI. I, 1994, page 1703). Appendix revised at
14.05. 1997 (BGBI. |, 1997, page 1060).
2) OECD Principles of Good Laboratory Practice (revised 1997); OECD Environmental Health and Safety
Publications; Series on Principles of Good Laboratory Practice and Compliance Monitoring — Number 1.

Environment Directorate, Organization for Economic Co-operation and Development, Paris 1998.

The plausibility of the results was additionally confirmed by controls incorporated in the inactivation assays.

10. Records to be maintained

All testing data, protocol, protocol modifications, the final report, and correspondence between Dr. Brill + Partner GmbH

and the sponsor will be stored in the archives at Dr. Brill + Partner GmbH.

The use of the Dr. Brill + Partner GmbH name, logo or any other representation of Dr. Brill + Partner GmbH, other than
distribution of this report in it's entirely, without the written approval of Dr. Brill + Partner GmbH is prohibited. In
addition, Dr. Brill + Partner GmbH may not be referred to in any form of promotional materials, press releases, advertising
or similar materials (whether by print, broadcast, communication or electronic means) without the express permission of
Dr. Brill + Partner GmbH.

The test results in this test report relate only to the items examined.

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + A Arrenheriaen sy
Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 421. 27819102, . - ", =y
Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in i E mkk‘q . t;-

part, of this test report without the explicit prior written permission. The test results exclusively ey Rl

apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill +

Partner GmbH 2015
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Appendix:

Legend to the Tables

Table 1:

Table 2:

Table 3:

Table 4:

Table 5:

Table 6;

Table 7:

Table 8:

Table 9 (a+b):

Legend to the Figures

Raw data for Stabimed ultra (2.5 %) tested against poliovirus type 1

Raw data for Stabimed ultra (2.0 %) tested against poliovirus type 1

Raw data for Stabimed ultra (1.5 %) tested against poliovirus type 1

Raw data for Stabimed ultra (0.5 %) tested against poliovirus type 1

Raw data for formaldehyde solution (0.7 %) tested against poliovirus type 1

Raw data for control of efficacy for suppression of disinfectant’s activity (2.5 %)

Raw data (poliovirus type 1) for cell sensitivity (2.5 %)

Raw data (poliovirus type 1) for cell sensitivity (1.5 %)

Summary of results with Stabimed ultra and poliovirus type 1

Figure 1: Virus-inactivating properties of Stabimed ultra (2.0 %)

Figure 2: Virus-inactivating properties of formaldehyde (0.7 %)

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + R et ok
Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 421. 27819102, & - . i
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Table 1: Raw data for Stabimed ultra (2.5 %) tested against poliovirus type 1 at 20 °C (quantal test; 8 wells) (4101)

10 tttt tttt 0000 0000 0000 0000 0000 nd nd
tttt tttt 0000 0000 0000 0000 0000 o o
15 tttt tttt 0000 0000 0000 0000 0000 nd nd
. . tttt tttt 0000 0000 0000 0000 0000 o o
test product 2.5% dirty conditions
20 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 0 . o, ttt tttt 0000 0000 0000
cytotoxicity 2.5% dirty conditions n.a. it it 0000 0000 0000 n.d. n.d. n.d. n.d.
0 4444 4444 4444 4444 4444 4444 4400 0000 0000
virus . - 4444 4444 4444 4444 4444 4444 4444 0000 0000
n.a. dirty conditions
control 60 4444 4444 4444 4444 4444 4444 4404 0000 0000
4444 4444 4444 4444 4444 4444 0004 0000 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone .-~ I P e tan i
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior e - ‘! 5 W et |
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 it l DHHE_._ :_ﬂ".: . aprarrieers |
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Table 2: Raw data for Stabimed ultra (2.0 %) tested against poliovirus type 1 at 20 °C (quantal test; 8 wells) (4101)

10 tttt tttt 0000 0000 0000 0000 0000 nd nd
tttt tttt 0000 0000 0000 0000 0000 o o
15 tttt tttt 0000 0000 0000 0000 0000 nd nd
. . tttt tttt 0000 0000 0000 0000 0000 o o
test product 2.0% dirty conditions
20 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 0 . o, ttt tttt 0000 0000 0000
cytotoxicity 2.0% dirty conditions n.a. it it 0000 0000 0000 n.d. n.d. n.d. n.d.
0 4444 4444 4444 4444 4444 4444 4400 0000 0000
virus . - 4444 4444 4444 4444 4444 4444 4444 0000 0000
n.a. dirty conditions
control 60 4444 4444 4444 4444 4444 4444 4404 0000 0000
4444 4444 4444 4444 4444 4444 0004 0000 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone .-~ I P e tan i
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior e - ‘! 5 W et |
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 it l DHHE_._ :_ﬂ".: . aprarrieers |
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Table 3: Raw data for Stabimed ultra (1.5 %) tested against poliovirus type 1 at 20 °C (quantal test; 8 wells) (4101)

tttt 4444 4444 4444 0000 0000 0000
10 n.d. n.d.

tttt 4444 4444 4444 4440 0040 0000

15 tttt 0040 0000 0000 0000 0000 0000 nd nd
tttt 4040 0000 0000 0000 0000 0000 - -

test product 1.5% dirty conditions
20 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

. o tttt 0000 0000 0000 0000
0,
1.5% dirty conditions n.a. it 0000 0000 0000 0000 n.d. n.d. n.d. n.d.

4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4400 | 0000 | 0000
virus 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0000 | 0000

n.a. ir ndition
control d dirty conditions 4444 4444 4444 4444 4444 4444 4404 0000 0000

test product
cytotoxicity

60
4444 4444 4444 4444 4444 4444 0004 0000 0000
n.a. = not applicable 0 = no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone .-~ oW S el
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior hﬂ‘ l DAkKS : m“" o el
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 it gt & o . aprarrieers |
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Table 4: Raw data for Stabimed ultra (0.5 %) tested against poliovirus type 1 at 20 °C (quantal test; 8 wells) (4101)

4444 4444 4444 4444 4444 4444 0040
10 n.d. n.d.

4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0000

s 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0000 . 4
4444 | 4444 | 4444 | 4444 | 4444 | 4044 | 0040 i i

test product 0.5% dirty conditions
20 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

. o 0000 0000 0000 0000 0000
0,
0.5% dirty conditions n.a. 0000 0000 0000 0000 0000 n.d. n.d. n.d. n.d.

4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4400 | 0000 | 0000
virus 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0000 | 0000

n.a. ir ndition
control d dirty conditions 4444 4444 4444 4444 4444 4444 4404 0000 0000

test product
cytotoxicity

60
4444 4444 4444 4444 4444 4444 0004 0000 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone .-~ oW S el
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior hﬂ‘ l DAkKS : m“" o el
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 it gt & o . aprarrieers |
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Table 5: Raw data for formaldehyde solution (0.7 %) tested against poliovirus type 1 at 20 °C (quantal test; 8 wells) (4101)

5 tttt tttt 4444 4444 4444 4444 0440 nd nd
tttt tttt 4444 4444 4444 0444 0400 o
15 tttt tttt 4444 4444 4444 4404 0004 nd nd
0.7% tttt tttt 4444 4444 4444 0444 0004 o o
formaldehyde PBS
(m/V) 30 tttt tttt 4444 4444 4044 0440 0000 nd nd
tttt tttt 4444 4444 4444 0000 0000 o o
60 tttt tttt 4444 4444 4400 0000 0000 nd nd
tttt tttt 4444 4444 0444 0000 0000 - h
formaldehyde 0.7% tttt tttt 0000 0000 0000
cytotoxicity (mIV) P e titt we | oooo | oooo | oooo | M nd nd nd.
. 0 n.d n.d n.d n.d n.d. n.d n.d n.d n.d
virus n.a PBS
control h 60 4444 4444 4444 4444 4444 4444 4440 0044 0000
4444 4444 4444 4444 4444 4444 0300 4042 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone .-~ I P e tan i
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior e - ‘! 5 W et |
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 it l DHHE_._ :_ﬂ".: . aprarrieers |
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Table 6: Raw data for control of efficacy for suppression of disinfectant’s activity (2.5 %) (4101)

test product PBS n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product clean conditions n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product dirtv conditions tttt tttt 4444 4444 4444 4444 0004 0000 nd
P y tttt tttt 4444 4444 4444 4444 0004 0000 -
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone W s g

+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior hﬂ" { DAKKS : “"* ' Chemnmannart
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 e W gt & o . aprarrieers |
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Table 7: Raw data (poliovirus type 1) for cell sensitivity (2.5 %) (4101)

PBS ) 4444 4444 4444 4444 4444 4444 4440 0400 nd
4444 4444 4444 4444 4444 4444 0400 0000 o
test product 1:10 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 1:100 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 11 000 4444 4444 4444 4444 4444 4444 4404 4000 nd
P o 4444 4444 4444 4444 4444 4444 0004 4040 o
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone p W Sk
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior = { D&Hﬁ : m"* I et |
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 : o - g ey rief |
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Table 8: Raw data (poliovirus type 1) for cell sensitivity (1.5 %) (4101)

PBS ) 4444 4444 4444 4444 4444 4444 4440 0400 nd
4444 4444 4444 4444 4444 4444 0400 0000 o
test product 1:10 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 1:100 4444 4444 4444 4444 4444 4444 4400 0400 nd
P ’ 4444 4444 4444 4444 4444 4444 4440 0000 o
test product 1:1,000 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone p W Sk
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior = { D&Hﬁ : m"* I et |
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 :...,a & g ey rief |

=-A-LELHE



Test report no B15L0483Pod

Author JS  Version 01  Date  07/10/2015

Product name Stabimed ultra

DR. BRILL + DR. STEINMANN Method EN 14476:2013*
o ' Page 20 of 23

Table 9a: Summary of results with Stabimed ultra and poliovirus type 1

test product 2.5% dirty conditions 3.50 <3.50+0.00 | <3.50+0.00 n.d. n.d. n.d. 10 (RF = 4.50+0.27)
test product 2.0% dirty conditions 3.50 <3.50+0.00 | <3.50+0.00 n.d. n.d. n.d. 10 (RF = 4.50+0.27)
test product 1.5% dirty conditions 2.50 6.00+0.44 | <2.88+0.37 n.d. n.d. n.d. 15 (RF = 5.13+0.27)
test product 0.5% dirty conditions 1.50 7.63+0.25 7.50+0.35 n.d. n.d. n.d. >15

n.a. = not applicable  n.d. =not done

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone .-~ W Sk
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior ﬁﬂ" { DAKKS : “"* ' Chemnmannart
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 e W gt & o - g |
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Table 9b: Summary of results with Stabimed ultra and poliovirus type 1

J9
formaldehyde (()W/V/;) PBS 3.50 n.d. 7.75+0.44 7.50+0.46 6.63+0.41 6.13+0.37 > 60
virus control n.a. PBS n.a. n.d. n.d. n.d. n.d. 8.63+0.53 n.a.
virus control n.a. dirty conditions n.a. 8.25+0.33 n.d. n.d. n.d. 8.00+0.38 n.a.
suppression . "
PP 2.5% dirty conditions 3.50 n.d. n.d. n.d. 7.75+0.33 n.d. n.a.
control
ns.control
sens.contro n.a. na. n.a. n.d. n.d. n.d. n.d. 8.13+0.45 n.a.
PBS
sens. control 25% >
n.a. n.a. n.d. n.d. n.d. n.d. 8.38+0.53 n.a.
test product 1:1,000
sens. control
1.5% - 1:100 n.a. n.a. n.d. n.d. n.d. n.d. 8.25+0.44 n.a.
test product
n.a.=not applicable  n.d. =not done sens. = sensitivity
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone .-~ I P e tan i
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior m { DAKKS : 'IIJ'* ' Chemnmannart
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 oo gt - i, " i |
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Figure 1: Virus-inactivating properties of Stabimed ultra (2.0 %)

Efficacy of the test product (2.0 %) against poliovirus type 1
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Figure 2: Virus-inactivating properties of formaldehyde (0.7 %)

Efficacy of formaldehyde (0.7 %) against poliovirus type 1
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Traducere din limba englerd
DR. JOCHEN STEINMANN

C/O Dr. Brill+Partner GMBH

Institut fur Hygiene und Mikrobiologie
Norderoog 2

D-28259 Bremen

tel: +49(421)27819102

Fax:+49 (421) 2760283

E-Mail: info@brillhygiene.com
Internet: www. brillhyvgiene.com

B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH-6204 Sempach

Bremen, 07.10.2015
AVIZ DE SPECIALITATE

Activitatea Stabimed ultra impotriva poliovirus tip 1, intr-o testare cantitativd a suspensiei in
conformitate cu EN 14476: 2013, in condifii curate,

Acest aviz de specialitate se bazeazi pe raportul de testare B15L0483Poc din 07.10.2015.

Proprietifile de inactivare a virusului ale dezinfectantului pentru instrumentar Stabimed ultra
produs de B. Braun Medical AG impotriva poliovirus tip 1, au fost investigate printr-o lestare
cantitativd a suspensier in conformitate cu EN 14476: 2013, in conditii curate.

In conformitate cu EN 14476: 2013, un dezinfectant sau o solutie dezinfectantd la o anumitd
concentrafie esle consideratd ca avind proprietdfi de inactivare virald, dacd in perioada de
expunere recomandatd titrul este redus cu =4 log, (inactivare > 99.99%,),

Stabimed ultra fost examinat ca solutii de 1,5%, 2,0% si 2,5% la 20 °C. 10 si 15 de minute au
fost alese ca impi de expunere. Dupd 10 minute (solufie 2,0%) si 15 minute (solugie 1,5%) titrul
viral a sclzut cu > 4logp. De aceea, o activitate antivirald impotriva poliovirus tip | a fost
misuratd dupd cum urmeazi:

2.0% 10 minute

1.5% 15 minute

s *Procedurd de testare acreditatdl comform DM EM ISOAEC 1M02% Raport de expertizd emis de Do

i Brill+Parter GmbH, MNorderoog I DE-28259 Bremen, Germamla Tel: 4942127819102 Fax

V +40AZ1L2TH02E3, www brillbygpiene.com. Este interzisd coplerea sau transmiterea, pargiall sau 1otald o

[, Bald--00 i acestul raport de expertizd fird a define in prealshil acordul soris @i expres. Rezultatels testelor se referd

. ; | exclusv la egantioanele testate, Informald despes nesipurana cusntificirii =& pot obtine ka cerers
"""""" ! Brill + Pareer GenbH 2015,
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DR. BRILL + DR. STEINMANN

MITITLT FUR HYGEERE UMD o0 OE
07.10.2015

RAPORT DE TESTARE 15L0483Poc

Evaluarea eficacititii produsului
STABIMED ULTRA

Virus de testare: poliovirus tip 1 tulpina L.Sc-2ab
Metoda: in conformitate cu directiva EN 14476: 2013
Testarea cantitativi a suspensiei pentru evaluarea activitdfii virucide a dezinfectantelor chimice
5i antisepticelor utilizate in medicina umans
Sponsor;

B. Braun Medical AG

CoE Infection Control

Seesatz 17

CH-6204 Sempach

Norderoog 2, D-28259 Bremen

Tel .: +49 421-27819102, Fax: +49 421-2760283
infoiabrillhygiene.com, hitp://www. brillhyvgiene.com

=r : y “Procedurd de testare acreditatd conform DIN EN BOEC 17025, Rapart de expersizd emis de Dr

=" ! BrillsPartner Gmbl. Morderoog 2 DE-Z8250 Bremen, Germania Tel: 4542127819102 Fax

FASE R y +A9AZ1.2760263, wyowbrillbygiene.com. Este intersisd copierea sau transsniterea, parfiald sau 1e2ald a
(AL Sepa- o -H:'H"-"-'-l"P'““ﬂl‘ﬂm’ﬂﬂldﬂﬂﬂlﬂMﬂﬂulhrdﬂmidupmﬂuuhltdzmlnru-u-um
i ! exclusiv la egantivanele testate. Informatii despre nesiguranta cuantifichni se pot obfine | cerere. ©0r.
=EssT ===~ 0 Brill « Parteer Gmbdl 2015,
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DR. BRILL + DR. STEINMANN

IMEST TTWT FUR HTGIEHE UND MEROBOLOGT

Raport de testare nr. B15L0JE Poc

Autor ]S Versiune 01 Daga 07, 10,2015
Denumires produsului: Stabimed ulrn
Metoda EM 14476: 2003 *

1. Identificarea laborator de testare
Dr. Brill + Partner GmbH Institutul pentru Igiend si Microbiologie, Norderoog 2, DE-28259

Bremen

2. ldentificarea probei

Identificarea probei
Produciitor: B. Braun Medical AG
Numele produsului: Stabimed ultra
[iluant produs recomandat de céitre producitor: -
Numdrul lotului: 14263M25
Cerere: dezinfectarea instrumentarului
Data fabricatiei:
Data expirdinii: 112015
Compus activ (100 g): acid peracetic
Aspect, miros: pudrd albd, produs specific
Valori pH (in WSH): 2.5%: 7.66 (20 °C)
2.0%: 7.52 (20 °C)
1.5%: 7.57 (20 °C)
Conditii de depozitare: la temperatura camerei in intuneric (zond cu acces restrictionat)
Data sosirii in laborator: 11.09.2015

3. Materiale

3.1 Mediul de culturd §i reactivi

- Eagle Minimum Essential Medium cu Earle’s BSS (EMEM, Biozym Scientific GmblH. catalog
nr. B80121)

- Ser fetal de vigel (Biochrom AG, articolul § 0115)
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Traducere din limba englezi
- Solutie de formaldehida 1,4% (Dilutie Roti®Histofix 4%, Carl Roth GmbH)
- Aqua bidest. (SG sistem de apd ultrapurd, tip Ultra Clear, nr. de seric 86996-1)
- PBS (Invitrogen, articolul nu 18912-014)
- BSA (Sigma-Aldrich-Chemie GmbH, articol nr. CA-2153)

3.2 Virus si celule
Poliovirus tip 1 tulpina LSC-2ab (Chiron-Behring) a fost obtinut de la PD Dr. Olaf Thraenhart,
Eurovir, DE = 14943 Luckenwalde.

Celulele BGM (maimutd verde = linie celulard permanenta de rinichi de maimuga; furnizate de
ciitre Prof. Dr. Lind], Institut fur angewandte Zellkultur, DE - 81669 Munchen, Germania) au
fost cultivate intr-un balon de 175 em® cu mediu Eagles modificat de Dulbecco (DMEM) si 10%
ser fetal de vigel (FCS).

Celulele (pasaj 26) au fost inspectate in mod regulat pentru modificari morfologice si pentru
contaminare cu micoplasme. Nu s-au putut detecta alterdri morfologice ale celulelor 51 nicio
contaminare cu micoplasme.

3.3 Aparaturi, instrumentar din sticld si obiecte mici de echipament
- Incubator CO;, Nunc GmbH & Co. KG, modelul QW] 350

- Agitator (Vortex Genie Mixer, tip G S60E)

- Masurarea pH-ului 315i (. WTW_ articolul nr. 2A10-100)

- Centrifugd {Sigma-Aldrich-Chemie GmbH, tip 113)

- Microscop (Olympus, tip CK 30)

- Centrifugh 5804 R (Eppendorf AG)

- Baie de apa (JULABO, Julabo U 3)

- Pipete reglabile gi cu volum fix (Eppendorf AG)

- Polistiren cu placi de microtitrare cu 96 godeuri (Nunc GmbH & Co. KG., Wieshaden)
- Balon de culturd celulard (Nunc GmbH & Co. KG, Wiesbaden)

- Eprubete etange (Sarstedt AG & Co., Numbrecht).

4. Conditii experimentale

Temperatura de testare: 20 °C+1] *C

Concentrafia produsului de testare: 2/5%, 2.0%, 1.5% 5i 0.5% solutii {demonstrajie gama non-
activa)

Aspectul dilutiilor de produs: fard precipitare

Timpi de contact: 10 si 15 minute

Substantd de interferenta: 0.3 ¢/l albumini serica bovind (conditii curate EN 14476:2013)
Procedura de stopare a acfiunii dezinfectantului: dilutie imediats

Diluant: apd cu duritate standard (WSH)

Stabilitatea produsului in amestec cu virusul 5i substanga de interferentdi (solutie 2.5%): (ara
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I'raducere din limba englezd
floculajie, fird precipitare
Tulpind virala: poliovirus tip | tulpina LS¢-2ab (Chiron-Behring)
Data testéni: 11.09.2015 - 07.10.2015
Sfargitul testdrii: 07.10,2015

5. Metade

5.1 Pregiitirea suspensiei virale de testare

Pentru pregétirea suspensiei virale de testare conform directivei EN 5.4, Celulele BGM au fost
infectate cu o multiplicitate a infectiei de 0,1 la 37 °C. Dupd ce celulele au arfitat un efect
citopatic, au fost supuse unei proceduri de inghet/ dezghet de trei ori, urmata de o centrifugare
la vitezd redusd, in scopul de a sedimenta resturile de celule, Dupa stabilirea de pér{i alicote ale
supernatantului, suspensia virald de testare a fost depozitati la -80 °C,

5.2 Prepararea dezinfectantului (dilutii)

Pulberea a fost diluath intr-un litn WSH imediat inainte de efectuarea testelor de inactivare
Produsul testat a fost testat ca soluii 2.5%, 2.0%, 1,5% si 0,5% in condifii curate (| parte a
suspensiei virale de testare + | parte de substanti de interferents + 8 parti dezinfectant). Prin
adiugarea de amestec de substan(d de interferare si suspensia virald de testare, solutiile trebuiau
sd fie pregétite cu factorul 1,25. Aceste solutii s-au preparat cu api de duritate standard imediat
inainte de efectuarea testelor de inactivare.

5.3 Testarea infectiozitifii

Infectivitatea a fost determinat cu ajutorul titrdrii efectului conform EN 5.5 prin transferul a 0.1
ml din ficcare dilutie in opt godeuri ale unei placi de microtitrare cu 0,1 ml de celule BOGM
proaspdt tripsinizate (10-15 x 107 celule per godeu), incepind cu cea mai mare dilutie. Placile de
microtitrare au fost incubate la 37 °C intr-o atmosferd 5% COy. Efectul citopatic a fost citit cu
ajutorul unui microscop inversat dupd sapte zile. Caleulul dozei infectioase TCIDs, / ml a fost
calculat prin metoda Spearman (2) i Karber (3), cu urmtoarea formula:

= I..-ﬂﬂuTC]Dﬂ =Xp-0.5+Er/n

Insemndind

Xo = logyp din cea mai mici dilutie cu 100% reactie pozitiva

r = numdrul de determindiri posibile ale celei mai scurte etape de dilutie 100% pozitivi si 1oate
etapele de dilugie pozitive ridicate

n = numdrul de determindri pentru fiecare etapd de dilutie.

5.4 Calculul 5i verificarea activititii virucide

Activitatea virucidi a dezinfectantului testat a fost evaluatd prin calcularea scaderii titrului in
comparatie cu titrarea de control fird dezinfectant. Diferenta este datd de factorul de reducere
{RF).
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Iraducere din limba englezd

In conformitate cu EN 14476: 2013, un dezinfectant sau o solutie dezinfectantd la o anumita
concentratie are eficacitate de inactivare virald daci titrul este redus cu cel putin patru log,, in
perioada de expunere recomandmtd. Aceasta corespunde unci inactiviri de > 99.99%,

5.5 Testarea inactivarii

Determinarea activitdfii antivirale a fost efectuatd in conformitate cu EN 5.5. Produsul testat a
fost examinat ca solufii 2.5%, 2.0%, 1.5% si 0.5% (demonstrafic a gamei non-active) in WSH. la
20 ° C in conformitate cu EN 14476: 2013, 10 si 15 minute au fost alese ca timpt de contact.
Imediat la sfirgitul timpului de contact ales, activitatea dezinfectantului a fost stopatd printr-o
dilutie de 107,

Titrdrile de control viral au fost efectuate dupd cel mai lung timp de expunere (EN 5.5.7)

In plus, a fost addugat un control al celulelor (numai adiugarea de mediu). Testele de inactivare
au fost efectuate in wburi de testare sigilate intr-o baie de apd la 20 ° C + 1.0 °C. Au fost rejinute
alicote dupd timpi de expunere adecvati, fiind determinat infectiozitatea reziduald

5.6 Determinarea citotoxicitdii
Determinarea citotoxicitéfii fost efectuatd conform EN 5.5.4.1.

3.7 Sensibilitate celulard Ia acfiunea virusului

Pentru controlul sensibilitdfii celulare la virus, doust parti de apd cu duritate standard au fost
amestecate cu opt parti cu volumul celei mai mici dilutii aparent non-citotoxice a produsului.
Acest amestec sau PBS ca martor a fost adugat la un volum dublu al suspensici celulare
concentrate. Dupd 1 h la 37 °C, celulele au fost centrifugate si resuspendate in mediu de culiurd
celulard (EN 5.5.4.2b).

In cele din urma, o titrare comparativil a suspensiei virale de testare a fost efectuats pe celule
pretratate (dezinfectant) si non pretratate (PBS), asa cum este descris mai sus.

5.8 Controlul eficacititii pentru suprimarea activititii dezinfectantului
In plus, a fost inclus un control al eficacitdfii pentru suprimarea activitiii dezinfectantului (EN
5.5.5).

5.9 Testarea inactiviirii virusului de referingi

Ca referinia pentru validarea de testare a fost inclusd o solufie de formaldehida de 0.7%.
conform EN 5.5.6. 5, 15, 30 $i 60 minute au fost alese ca timpi de contact. In plus, citotoxicitatea
solutiei d:jlﬁl.are de formaldehida a fost determinatd in conformitate cu EN 5.5.6.2 cu dilugii de
pand la 107,

6. Verificarea metodologiei

Au fost indeplinite urmétoarele criterii mentionate in EN 5.7:

a) Titrul suspensiei virale de testare a permis determinarea unei reduceri de = 4 log o (reducerea
maxima virald = 538 + 0.29),
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b) Diferenta dintre titrul logaritmic al martorului viral minus titrul logaritmic al virusului testar
in testul de inactivare de referinga (vezi 6.6.7) a fost 2,00 £ 0,67 (intre 0.5 - 2.5) dupd 30 minute
§12,5 = 0,64 (intre 2.0-4.5), dupd 60 de minute pentru poliovirus tip 1.

¢) Produsul testat (2,5%) a prezentat citotoxicitate in diluii 1: 100 permitand astfel detectares
unei reduceri 4 logg a titrului viral.

d) Titrarea comparativd pe celule BGM pretratate (dezinfectant) si non-pretratate {(PES) nu au
ardtat nicio diferenfd semnificativi (<] logi: EN 5.7} a titrului viral: 7.88 = 037 (PBS).
comparativ cu 8,25 + 0,44 ( dilugii 1: 1000 de dezinfectant, 2.5%j) logy TCIDsp / ml si., de
asemenca, 7,88 + (0,37 (PBS) comparativ cu 8.25 + 0,50 (dilugii 1: 100 de dezinfectant. 1.5%)
logio TCIDg; / ml.

¢) Controlul eficacitifii pentru suprimarea activitifii dezinfectantului (2,5%) a prezentat o
scidere (<0,5 logio; EN 5.5.5.1) a titrului viral (7,88 £ 0,41 fata de 7,63 + 0,41 | logie TCIDs, /
mil}.

[} O concentrajie a demonstrat o reducere de 4 logyo §i (cel putin) o concentratie a demonstrat o
reducere logp mai mici de 4.

Din moment ce s-au indeplinit toate criteriile conform EN 5.7, examinarea cu poliovirus tip 1. in
conformitate cu EN 14476: 2013 este valida,

T. Rezultate
Rezultatele examiniinii sunt prezentate in tabelele 1 - 9. Tabelele 1-8 demonstreazs datele brute.
in timp ce tabelul 9 (a + b) oferd un rezumat al rezultatelor.

Produsul testat ca solutie de 2,5% si 2.0% a fost capabil s& inactiveze poliovirus tip 1 dupa 10
minute in aceastd testare cantitativil a suspensiei (tabelele 1 si 2). Factorul de reducere a fos=
4,380,29 pentru ambele concentratii. Aceasta corespunde unei inactiviri > 99,99%,

Produsul testat sub formd de solutie 1,5% a fost capabil si inactiveze poliovirus tip 1 dupa 15
minute in aceastd testare cantitativi a suspensiei (labelul 3). Factorul de reducere a fost>
3,38+0,29 pentru acest moment de observare, Aceasta corespunde unei inactiviri = 00 0gty,

Produsul testat sub forma de solufie 0,5% nu a fost activ impotriva virusului poliovirus tip |
dupd 15 minute de incubare in aceastil testare cantitativa a suspensiei ( Tabelul 4).

8. Concluzie

Dezinfectantul pentru instrumentar, Stabimed ultra testat sub forma de solutic 2,0% a demonstrat
eficacitatea impotriva poliovirus tip 1, dupd un timp de expunere de 10 minute, in conditii
curate. Testat ca solutie de 1,5%, Stabimed ultra a demonstrat eficacitatea impotriva poliovirus
tip 1. dupd un timp de expunere de 15 minute, in conditii curate,

Prin urmare, dezinfectantul pentru instrumentar, Stabimed ultra poate fi declarat ca fiind activ
impotriva poliovirus tip 1, dupd cum urmeaza:
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condifii curate 2,00% la 10 minute
cendifii curate 1,5% la 15 minute

Bremen, 07.10.2015

- Dr. Jochen Steinmann
Director Stiinific

9. Controlul calitdii

Asigurarea calitdfii rezultatelor a fost menfinutd prin efectuarca determindrii proprietifilor de
inactivare virald ale dezinfectantului in conformitate cu reglementdnle bunei practici de
laborator:

1) Chemicals Act of Germany, apendicele 1, datind din 01.08 1994 (BGBL. 1. 1994, pag. 1703).
Anexa revizuitd la 14 05. 1997 (BGBL. 1, 1997, pag 1060).

2) Principiile OCDE de bund practica de laborator (revizuite in 1997); Publicatiile OCDE in
materie de mediu, sdndtate §i sigurants; Seria privind principiile de buna practicd de laborator si
monitorizarea conformitdtii - Numdrul 1. Directia de Mediu, Organizafia peniru Cooperare
Economicd i Dezvoltare, Paris 1998,

Plauzibilitatea rezultatelor a fost confirmata suplimentar prin controale incluse in testele de
inactivare.

10, Inregiﬂtriril: care trebuie arhivate
Toate datele de testare, de protocol, modificiri de protocol, raportul final, 5i corespondenta intre
Dr. Brill + Partner GmbH i sponsor vor fi stocate in arhivele de la Dr. Brill + Partner GmbH,

Este interzisd utilizarea denumirii, logo-ului sau a oricirei alte reprezentirii Dr. Brill + Partner
GmbH, altele decit distribuirea acestui raport in intregimea sa, fird acordul scris al Dr. Brill +
Partner GmbH. In plus, Dr. Brill + Partner GmbH nu poate fi menfionat in nicio forma de
materiale promofionale, comunicate de presd, publicitate sau materiale similare ifie prin
imprimare, difuzare, comunicare sau mijloace electronice) fird acordul expres al Dr. Brill +
| Partner GmbH,

.. Rezultatele testelor din acest raport de testare se refird numai la elementele examinate.

11. Literaturi

L. EN 14476: 2013: Antiseptice i dezinfectanti chimici - Testarea cantitativi a suspensiei pentru
evaluarea activitd(ii virucide a produselor chimice dezinfectante si antisepticelor in testarile de
medicind umand - Metoda de testare §i ceringe (faza 2, etapa 1)
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Anexi:

Legenda la tabele

Tabelul 1: Date brute pentru Stabimed ultra (2,5%) testat impotriva poliovirus tip 1,
Tabelul 2: Date brute pentru Stabimed ultra (2.0%) testat impotriva poliovirus ip 1.
Tabelul 3: Date brute pemtru Stabimed ultra (1.5%) testat impotriva poliovirus tip 1.
Tabelul 4 Date brute pentru Stabimed ultra (0,5%) testat impotriva poliovirus tip 1,
labelul 5: Date brute pentru solutia de formaldehida (0,7%) testatd impotriva poliovirus tip 1,
Tabelul 6:  Date brute pentru controlul eficacitatii pentru suprimarea activitdfii dezinfectantului
(2.5%)

Tabelul 7: Date brute (poliovirus tip 1) pentru sensibilitate celulars (2,5%)
Tabelul 8: Date brute (poliovirus tip 1) pentru sensibilitatea celular (1,5%)
Tabelul 9 {a + b): Rezumatul rezultatelor cu Stabimed ultra si poliovirus tip |

Legenda pentru figuri
Figura 1: Proprietd{i de inactivare virald pentru Stabimed ultra (2.0%)
Figura 2: Proprietafi de inactivare virald pentru formaldehida (0.7%)

Tabelul 1: Date brute pentru Stabimed ultra (2.5%) testat impotriva poliovirusului tip 1 la
20 °C (testul quantal; 8 godeuri) (4101)

Produs | Concentrafic Substangd |Timp  de  Dilufii (log,,) T8 [
de coninct
interferen |{min)
1 2 3 4 5 [ 7 8 9 J
0 o T G000 (0000 0D |00 | D000
TR T 0000 0000 (0000 |oeoo  oopo  nd e
Produs 2.5% condifii 15 it Tt (H){) Oen | 0000 aong (ke il m.,
de curile i tent () (000 | D000 D000 (00
testare 20 .. il n.d. nal.  |n.d. od. | mad. .. .l
0 .4, n.i. m.d. il m.d. mal. n.d. n.d. n.dl.
' Citatoxi L5% condiii n.a, et fiti D000 (MO (MM m.l. .l ad. |nd
citate curate it i (0000 (0000 | (000 ; .
|martor | condijii 0 4444 44 4444 dddd | ddda 4444 4440 MMM} MMM
M4 (444 (44 (e (aaa [aada 0004 0000 000D
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viral curate 60 4444 (M4 [adad 44 Taaad Taadd (0040 (0000 0000 |
444 44 (4 [ [ e 000 (0300 (0000 |
na. = nu se aplicd
n.d. = nu s-a determinat
0} = niciun virus prezent
1 = citoloxic
1la 4 = virus prezent (grad CPE in 8 unitd{i culturd celulard) (godeuri de pléci de microtitrare)
Tabelul 2: Date brute pentru Stabimed ultra (2.0%) testat impotriva poliovirusului tip 1 la
20 °C (testul quantal; 8 godeuri) (4101)
Produs | Concentratie |Substangd |Timp de | D¥ilutii (log,g)
de confaci |
interferen |(min) |
i 2 3 4 5 n 7 8 0 |
10 ot 1 0000 0000 (6000 0000 | 0000 |
it it 0000 (0000 (0000 (0000 0000 | nd
Frodus 20% condigii |15 it it 0000 (0000 0000 (0000|0000  nd.  nd ‘|
de curate ront LU (000 | (Kb (il | 0000 .
|testare 0 n.il. f.d. ., m.d, il .l n.d. ., n.d. |
L 30 n.d. mad. n.d. n.d. n.d. n.d. .. .l ., m
Il.:iinm:l 2.0% condighi |n.a, ] it (TN [ (WWEE | D0 nd. |, .. .l
citate curate ttt it 0000 0000 | DO .
‘martor n.a, condigii |0 W44 laeadaaa (aaad (s (aaad (4440 0000 oood |
viral curate 4444 4444 4444 4444 4444 4440004 0000 0000
60 44 444 e e e (39 0040 0000 oo
A4 M (S (a4 (444 (3990 4000 0300 0000
n.a. = nu s¢ aplicd
n.d. = nu s-a determinat
0 = niciun virus prezent
t = citotoxic
I la 4 = virus prezent (grad CPE in 8 unitifi culturd celulard) (godeuri de placi de microtitrare)
Tabelul 3: Date brute pentru Stabimed ultra (1.5%) testat impotriva poliovirusului tip 1 la
20 °C (testul quantal; 8 godeuri) (4101)
Produs  Concentratie |Substaniii |Timp de Dilugii (log,q) I [ | ol
de contact
interferen |(min) .
1 2 3 4 = 6 7 8 0
' 10 Tt 4444 (4004 4000 (0000|0000 0000
| | ot 44 {4444 (o000 (0000 Joooo ooon . md.
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Produs | 1.5% condifi |15 i 0000 (0000 (0000 (0000 0000 0000  |nd. o
de curate el GO0 (0000 (0000 M0 (0000 |oooo | 1
lestare 0 .. ., .. m.d, .l n.il. n.d. .. n.d.
0 nd, n.d. n.d. nd. |n.d. l-.d. nd. nd. |nd.
Citotoxi | 1.5% conditii  |n.a. tat 0000  [0000 0000 (0000  [nd. [nd.  |nd.  nd. |
citate curate it DD {RRHD D000 | (00D
martor |n.a. condigii |0 444 (4444 (4444 (8004 40 444 (a440 0000 0000
viral curate . 444 A4 4444 4444 (4444 4444 |D0D4 GO0 | (K60
. i) (444 Jdddd (4444 4444 [0 [saad (00d0 0000 0060 |
A4 M e (M e 4000 0300 000D
n.a = nu s¢ aplicd
n.d. = nu s-a determinat
0 = niciun virus prezent
= citoloxic
I la 4 = virus prezent (grad CPE in 8 uniti{i culturs celulard) (godeuri de placi de microtitrare)
Tabelul 4: Date brute pentru Stabimed ultra (0.5%) testat impotriva poliovirusalui tip 1 la
20 2C (testul quantal; § godeuri) (4101)
Produs  |Concentrafie |Substantd | Timp  de I Dibutii (bog,q) R
de contact
| interferen |{min) |
1 2 3 4 5 & 7 8 iq T
I
10 4444 44 (4994 (4444 (4984 4004 000D | |
e e e e joees nd ede
Produs | 0.5% conditii |15 S 44 (e e A 00d 0000 nd o,
de curate 4444 4444 444 R A 444 0004 [
testare 20 .. n.il. n.d. n.d. il ., n.d. pd.
- |
0 A, n.d. n.d. nd,  [nd nd.  nd n.l. in-ﬂ.
Citotoxi | 0.5% condifii | n.a 0000 0000 (0000 (0000 (0000  |nd. |nd. nd.  |nd.
citate curate T B0 T 0000 | DD
‘martor | n.a. conditii |0 4444 (4444 (444 (440 4 4 (480 0000 0000
fviral curate 4444 4444 il dddd 4444 4444 (D004 0000 (000
0 HH 4 M 444 [ad [4saa (0040 0000 no0n |
C o L IR T T R ¥ T T R YT T 4444 4000 0300 L

n.a. = nu se¢ aplich
n.d. = nu s-a determinat
() = niciun virus prezent
L= citoloxic
I la 4 = virus prezent (grad CPE in 8 unitafi culturd celulara) (godeuri de placi de microtitrare)

[l <ack-0-

AxTPE]

]
i
]
i
i
i
i
I
I

*Procedurl de testare acreditatd cosform DN EN 1S0/1EC 17025, Rapert de expertizd emis de [+
BrilliPartner Gmbll, Morderoog I. DE-28250 Bremen, Germamia Tel: 4342127819102 Fax

w40 421 2TH0203,

Este intereisd copierea e transmiteren, parjiald £au told a
acestul rapart de expertizl fird a detine In prealabil scordul scris 5 expres. Rezultatels testelor == referd
exclusiv |a epantivanele testate. Informail despre nesiguranta cuastificBrii se pet ablise la cerere, ©0r.
Brall + Partser Genb# 2015,
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s ucere din lim by englezd

Tabelul 5: Date brute pentru solugic de formaldehida (0.7%) testatd impotriva
poliovirusului tip 1 la 20 ° C (testul quantal; 8 godeuri) (4101)

Produs | Concentrafie |Substanid | Timp  de Dibugii {og,q)
de contaci
interferen |{min) ,
1 Iz k] 4 5 6 17 i 9
5 ttit o 4444 (4444 (44 (448 490
Formald n.d. ..
gt e 2 (1 e et 4444 4444 4434 0aas (0400 s
(miv) 15 it 1] 4444 4444 4444 -l-ml_h 4 ., il
| (H L1 A e 4 (D004 o
it tit 4444 4444 (4044 Q440 |(iD00n |l il
M T e 4444|4444 4344 0000 0DOD
60 [ret et 4444 (4444 4400 (0000 000 nd. o
it 1t 4444 {4444 (0444 (D000 0000
Citotox} 0.7% PBS T i 0000 (0000 (0000 md.  |nd. | nd o
citate (m/V} it T DO 0000 | 0000
Trmuld
_echidi : | I
Control | n.a. PFBS ([} i, n.d. il m.il. n.d. il n.d. Al m.ad.
viral |I
60 4444 4444 (4444 4444 (9884 (a4 (4440 0044|0000
T 4444 FYTF R FTTT 444 0300 3042|0000

n.4. = nu se aplica
n.d. = nu s-a determinat
0 = niciun virus prezent
1 = citotoxic
I la 4 = virus prezent (grad CPE in 8 unndfi culturd celulard) {godeuri de placi de microtitrare)

Tabelul 6: Date brute pentru controlul eficacititii pentru suprimarea activititii
dezinfectantului (2.5%) (4101)

Produs Substan(d de Dilugii (log;a)

intereferenid

1 2 3 4 5 2 7 [ )

Produs de PBS n.d. nd. |nd o nd.  nd nd.  nd n.d.
testare L '
Produs de condifii titt i 444|444 4444 (4044 0DOD 0000 A,
testare curate P bt 4444|4444 4444 3444 0320 D)
Produs de condiii n.d. nd. |nd |nd nd. |nd nd. |nd. nd.
fcstare murdire |

n.a. = nu se aplica

i

T :'

i

‘:!!.. AL
o

My
1

R R e T e e e e e e o

*Procedurd de testare acredieatd conform [HN EM I1S0/IEC 17025, Raport de experiizd cmis de Dr.
Brill+Partner GmbH, Nordercog 2, DE-2ZE259 Bremen Germania Tel: +49421.27H19107 Fax
04212760283, wivwhrillhygicne.com,. Este interzish copienea sau fransmitenes, partials oo tocsld §
acestal rapart de expertizl frd a deting Ia prealibil scordal scris 3l expres. Resultstels testelor se relerd
exclagiv la egamioanele testate. Informagii despre nesiguranta cuantificarii se pot obtine la cerere. 0
Brill = Partner GrahH 2015



n.d. = nu s-a determinat
0 = niciun virus prezent

t = cilotoxic

dim | cnitle

I la 4 = virus prezent (grad CPE in 8 unitéfi culturd celulard) (godeuri de placi de microtitrare)

Tabelul 7: Date brute (poliovirus tip 1) pentru sensibilitatea celulari (2.5%) (4101)

Produs Dilugie Dilufii (log:.) | =
| i 3 4 ] [ r] # ]

PHS 3 4444 (4444 (4444 44949 (3330 (aaa4 0300 (0000 |
4444 4444 (4434 (4484 [44ad (9480 [0a0d Joooe o

Produs de 1:10 i, mal. n.d. il m.d. n.d. .l n.dl., n.d,

lesinre

| PFrodus de 1: 1y n.i. il m.d n.il, il mad. n.d. m.d. nd.

testare .

Produs de 1:1,000 4444 (4444 [444 (4444 (4483 (1444 (0da0 4000 ad.

Rty 44 M (e sy ([aa (B e ool

n.a. = nu s¢ aplicd
n.d. = nu s-a determinat
0 = niciun virus prezent

1 = citotoxic

I la 4 = virus prezent (grad CPE in 8 unitéi cultura celulard) (godeuri de plici de microtitrare)

Tabelul 8: Date brute (poliovirus tip 1) pentru sensibilitatea celulard (1.5%) (4101)

Prodis | Dilugie Dilafii (log,s)
1 2 ] 4 5 6 7 8 9 |
PRS 4444 W (e (4 (e (91 a0 oooo |
T FT YT FY TR FY ¥V R FYY TR FYY Y R M YT Y v el
Produs de 1:10 nd. nd |ed. |nd nd.  |md. nd |nd nd. |
‘EHIIH‘ y
' Produs de 1:100 4444 444 4444 444 4444 4444 0440 0404 fiil.
testare 4444 4444 444 9344 dddd 4444 4004 0DOD
Produs de iz 1,00 m.d. n.d. ., n.d. n.i. n.d, m.d. i, pl.
festanre

n.a. = nu se aplica
n.d. = nu s-a determinat
() = niciun virus prezent

----------

"Procedurd de testare acreditstd conform DIN EN IS0/1EC 17025, Raport de expertizd emas de Dr,
Brill+Fariner GmbH, Nordercog 2, DE-ZB259 Bremen Germania. Tel: +494F177A19002 Fax
A9 AL LETEI8Y, www.brillhyglese.com. Bste interzisl coplerea sau transmétersa, parfial® sau torall &
acested raport de expertizd (el & define In prealabil acordid scris § expres. Requltatele testeler s pelerd
enclusiv Ll egantioanele testate. Informatli despre nesiguranta cusntificlsil se pot obtine la cerere, 005,
Brill & Partner GmbH 2015



1 = ¢itoloxic
| la 4 = virus prezent (grad CPE in § unitagi culturd celulard) {godeuri de placi de microtitrare)

Traducere din lims by englerd

Tabelul 9a: Rezumatul rezultatelor co Stabimed ultra si poliovirus tip 1

Produs | Concentr |Substanti de |Nivel de log y TCIDw/mi dupd ....min |:-v reducere 4 .1.|;|=.m

niie interferenidi  |citotoxicitale {dupd ... min

10 15 (30 6l '

Produs |2.5% | condifii 3.50 <3150:0.00  [<3500.00 nd  |nd | 10 (RF= 4.3540,29) |
de curile
[testare
Frodus | 300 comditii .50 =3 SilA0, ) A S0 | nud n.il, n.il. 10 {RFz> 4.3840.29)
(de curate
testare —
[Produs | 1.5% condifii 1.50 4. 38041 =L 80000 (n.d .. n.d. I5 (RF> 5.38=0.19)
Id' curale
|.'.E'?E“"' ’ : =
Produs  |0.5% condigii 1.50 T 380,410 Taa.41 a.d il . =15
,d" curale
testare | |

n.a. = nu s¢ aplic

n.d. = nu s-a determinat

Tabelul 9b: Rezumatul rezultatelor cu Stabimed ulira si poliovirus tip 1
Produs  |Concent |Substangd de | Nivel de log W TCID0/ml dupd ....min = reducere 4 logg |

rathe interferenf | citotoxic dupd ...min

itate
i z 15 ) il

Formalde [0.7% | PBS 3.50 n.d. 7754044 |7.5060.46 |6.6350.41 |6.1320.37 = 60 ==
hifelii [wiv)
marior i, PBS L. ., ., n.d. m.d. 8.63+0.53 |n.a.
viral
|martor |ma. |condit na (8.00:038 |nd nd, na. THRL0.41 na,
viral curale
Control  |2.58% | condiii 350 . mad, . T.630.41 [nd, na. ]
suprimure curate
Control LR na fi- ik, .. n.d, n.d. mad, TREE0.3T o, =
sens. PRS
Produs de | 2.5% — |(n.m. il n.d. n.d. m.d. n.d, (8254044 [n.a. ]
testare | 11,000 '
conirs
sensiln f i

n.a. = nu s¢ aplic
n.d. = nu s-a determinat
sens. = sensibilitate

e et ot T i S < e

*Procedurd de testare screditstd conform DIN EN IS0/1EC 17025, Rapary de expertizd emi de D
Brili=Parizer GmbH, Norderoog 2, DE-2825% Bremen, Germania Tel: +494212T81910% Fas
+49.421.2760283, wewbrillbygiense.com. Este interzisd coplerea ssu transmiterea, partiald sau totald 3
acestul raport de expertied (ird a detine in prealabdl acordul soris @ expres. Rezuliatele testelor se roferd
excluziv testate, Informatii despre nesigursna caantificinl se pot obtine la cerere. 0
Brill + Partmer GmbH 2015,
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Traducere din lim ba englerd

Figura 1: Proprictitile de inactivare virald ale Stabimed ultra (2.0%)
Eficacitatea produsului de testare (2,0%) impotriva poliovirusului tip 1

Reducerea titrului
A log,, TCID,,
0
1
Fd
3
4
. |
5
B
T
8 . -
0 o 10 15

Timp (min.)

—- condifii curate
—_— citotoxicitate

Figura 2: Proprietitile de inactivare virali ale formaldehidei (0.7%)
Eficacitatea formaldehidei (0.7%) impotriva poliovirusului tip 1

Reducerea titrului
A log,, TCIDy,
0
1 -
2
3
4
5 *L e S  ————————%
6
? T ] ¥
0 15 30 45 &0
timp (min.)
D : | *Procedurs de testare acreditstd conform DIN EN 1SO/IEC 17025, Raport de expertizd emis de Dr
e~ ! BrillsPammer GmbH, Norderoog 2, DE-28259 Bremen, Germania. Tel: +4942127R19102, Fas
/ BSLFES +ARA212T60283, wanw brillbwgiene.com. Este interzisd copierea sau transmitsrnes, partiald sau wiall s
Liad o, a0 , ¢ acestul raport de expertied Gl a degine In proalabd scordul scris §i expres. Rezuhtatele testelos so referd
!y

4 exclusiv la epantioanede testate, Informafil despre meesiguranfa cuantifciril to pot obfine b cerere. 00
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Subsemnata VALERICA PATRU, traducitor autorizat de Ministerul Justifiei pe limbile:
FRANCEZA, ENGLEZA si ITALIANA cu autorizapia nr. 17602, centific exactitatea traducerii
in limba ROMANA cu textul inscrisului original in limba ENGLEZA care mi-a fost prezentat,

Traduedtor autorizat.
Valerica Pitru
(17602
TR ﬂ !
[ VALERICA u
Tragduplbpi-er ariks

Engload, Francafid
Autesriiatin .I|I"|_

Patatan ' | *Procedurd de testare acreditatd confarm DN EN ES0/1EC 17025, Raport de expertizd ems de Dr
&= | BrilsParmer Gmbl, Norderoog Z, DE-28259 Hremen, Germania. Tel: +4942127819102. Fax
— SSLES ] «4421.2760283, wow brillhvgiene.com. Exte interzisd copierea sau transmiterea, pargiald sau mtali s
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DR. JOCHEN STEINMANN

C/O DR. BRILL + PARTNER GMBH

INSTITUT FUR HYGIENE UND MIKROBIOLOGIE
NORDEROOG 2, DE 28259 BREMEN
TELEFON 0049-421/27819102

TELEFAX 0049-421/2760283

EMAIL INFO@BRILLHYGIENE.COM

DR. ). STEINMANN - C/O DR. BRILL + PARTNER GMBH - NORDEROOG 2 - DE-28259 BREMEN INTERNET WWW.BRILLHYGIENE.COM

B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH - 6204 Sempach

Bremen, 7. Oktober 2015

Gutachten

Wirksamkeit von Stabimed ultra gegentber dem Poliovirus Typ 1 im quantitativen Suspensionsversuch
nach der EN 14476:2013

Dieses Gutachten basiert auf dem Priifbericht B15L0483Poc 07.10.2015.

Das Instrumentendesinfektionsmittel der B. Braun Medical AG wurde gemal$ Auftrag auf seine virusinaktivie-
renden Eigenschaften gegenliber dem Poliovirus Typ 1 im quantitativen Suspensionsversuch nach der EN 14476:2013 unter

In der EN 14476:2013 wird dann von einer Virus-Wirksamkeit eines Desinfektionsmittels ausgegangen, wenn nach einer
10 Stufen (Inaktivierung > 99,99 %) erfolgt ist.

Das Instrumentendesinfektionsmittel Stabimed ultra wurde als 1,5 %, 2,0 % und 2,5 % ige Losungen bei 20 °C untersucht.
Die Einwirkzeiten betrugen 10 und 15 Minuten. Nach Minuten war eine
ausreichende Reduktion des Virustiters nachweisbar. Deshalb ergibt sich eine Wirksamkeit gegentber dem Poliovirus Typ 1
wie folgt:

2,0 % 10 Minuten

Dr. Jochen Steinmann

Stabimed ultra — Gutachten nach EN 14476



DR. JOCHEN STEINMANN

C/O DR. BRILL + PARTNER GMBH

INSTITUT FUR HYGIENE UND MIKROBIOLOGIE
NORDEROOG 2, DE 28259 BREMEN
TELEFON 0049-421/27819102

TELEFAX 0049-421/2760283

EMAIL INFO@BRILLHYGIENE.COM

DR. ). STEINMANN - C/O DR. BRILL + PARTNER GMBH - NORDEROOG 2 - DE-28259 BREMEN INTERNET WWW.BRILLHYGIENE.COM

B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH - 6204 Sempach

Bremen, 07/10/2015

Expert opinion

Activity of Stabimed ultra against poliovirus type 1 in a quantitative suspension test according to EN
14476:2013 under clean conditons

This expert opinion is based on the test report B15L0483Poc dating 07.10.2015.

The virus-inactivating properties of the instrument disinfectant Stabimed ultra of B. Braun Medical AG against poliovirus
type 1 were investigated by a quantitative suspension test according to EN 14476:2013 under clean conditions.

According to the EN 14476:2013, a disinfectant or a disinfectant solution at a particular concentration is considered as
having virus-inactivating properties if within the recommended exposure period the titre is reduced by > 4 log (inactivation
>99.99 %).

Stabimed ultra was examined as 1.5 %, 2.0 % and 2.5 % solutions at 20 °C. 10 and 15 minutes were chosen as exposure
times. After 10 (2.0 % solution) and 15 (1.5 % soltion) minutes, respectively the virus titre was decreased by = 4 log, steps.
Therefore, a virucidal activity against poliovirus type 1 was measured as follows:

2.0% 10 minutes

1.5% 15 minutes

Dr. Jochen Steinmann

Stabimed Ultra — EN 14476
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Test report B15L0483Poc

Evaluation of the effectiveness of

Stabimed ultra

Test virus: poliovirus type 1 strain LSc-2ab

Method: EN 14476:2013

quantitative suspension test for the evaluation
of virucidal activity of chemical disinfectants and
antiseptics used in human medicine

Sponsor:

B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH - 6204 Sempach

Norderoog 2, DE - 28259 Bremen
Tel.: +49 421-27819102, Fax: +49 421-2760283
info@brillhygiene.com, http://www.brillhygiene.com
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%

Author ]S Version 01

Test report no B15L0483Poc
Date 07/10/2015

Product name: Stabimed ultra
Method EN 14476:2013*

Page 2 of 23
1. Identification of test laboratory
Dr. Brill + Partner GmbH Institute for Hygiene and Microbiology, Norderoog 2, DE - 28259 Bremen
2. Identification of sample
Manufacturer B. Braun Medical AG
Name of product Stabimed ultra
Product diluent recommended by the
manufacturer
Batch number 14263M25
Application instrument disinfection
Production date
Expiry date 112015
Active compound (s) (100 g) peracetic acid
white powder
Appearance, odour product specific
2.5 %:7.66 (20 °C)
pH-values (in WSH) 2.0 %: 7.52 (20 °Q)
1.5 %: 7.57 (20 °Q)
Storage conditions room temperature in the dark
9 (area with restricted access)
Date of arrival in the laboratory 11.09.2015
3. Materials
3.1  Culture medium and reagents
- Dulbecco’s Modified Eagle’s Medium (DMEM, Biozym Scientific GmbH, catalogue no. 880021)
- fetal calf serum (Biochrom AG, article no. S 0115)
- 1.4 % formaldehyde solution (Dilution of Roti®-Histofix 4 %, Carl Roth GmbH)
- Aqua bidest. (SG ultrapure water system, type Ultra Clear; serial no. 86996-1)
- PBS (Invitrogen, article no. 18912-014)
- BSA (Sigma-Aldrich-Chemie GmbH, article no. CA-2153).
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + W Eeinpnispmgeirel iy
Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 421. 27819102, & B e
Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in p— E mkk‘q -_1!:{' : -:-.tp.-:-:- -

part, of this test report without the explicit prior written permission. The test results exclusively
apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill +

Partner GmbH 2015
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3.2 Virus and cells

The poliovirus type 1 strain LSc-2ab (Chiron-Behring) was obtained from PD Dr. Olaf Thraenhart, Eurovir, DE - 14943
Luckenwalde.

BGM cells (buffalo green monkey = permanent monkey kidney cell line; supplied by Prof. Dr. Lindl, Institut fir
angewandte Zellkultur, DE - 81669 Miinchen, Germany) were cultivated in a 175 cm? flask with Dulbecco's Modified
Eagle’s Medium (DMEM) and 10 % fetal calf serum (FCS).

The cells (passage 26) were inspected regularly for morphological alterations and for contamination by mycoplasmas. No

morphological alterations of cells and no contamination by mycoplasmas could be detected.

3.3  Apparatus, glassware and small items of equipment
- CO;incubator, Nunc GmbH & Co. KG, model QW) 350
- Agitator (Vortex Genie Mixer, type G 560E)
- pH measurement 315i (WTW, article no. 2A10-100)
- Centrifuge (Sigma-Aldrich-Chemie GmbH, type 113)
- Microscope (Olympus, type CK 30)
- Centrifuge 5804 R (Eppendorf AG)
- Water bath (JULABO, Julabo U 3)
- Adjustable and fixed-volume pipettes (Eppendorf AG)
- Polysterol 96-well microtitre plate (Nunc GmbH & Co. KG, Wiesbaden)
- Cell culture flask (Nunc GmbH & Co. KG, Wiesbaden)
- Sealed test tubes (Sarstedt AG & Co., Numbrecht).

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + R et ok
Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 421. 27819102, - -y ik = atean §
Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in R— E mkk’q ' t;- x avanans L
part, of this test report without the explicit prior written permission. The test results exclusively e Lt TN
apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill +
Partner GmbH 2015
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4. Experimental conditions

Test temperature

20°C+1.0°C

Concentration of test product

2.5 %, 2.0 %,1.5 % and 0.5 % (demonstration of non-
active range) solutions

Appearance of product dilutions

no precipitation

Contact times

10 and 15 minutes

Interfering substance

0.3 g/l bovine serum albumin (clean conditions, EN
14476:2013)

Procedure to stop action of disinfectant

immediate dilution

Diluent

water of standardised hardness (WSH)

Stability of product in the mix with virus and
interfering substance (2.5 % solution)

no flocculation, no precipitation

Virus strain

poliovirus type 1 strain LSc-2ab (Chiron-Behring)

Date of testing

11.09.2015—07.10.2015

End of testing

07.10.2015

5. Methods

5.1  Preparation of test virus suspension

For preparation of test virus suspension according to EN 5.4.1 BGM cells were infected with a multiplicity of infection of

0.1 at 37 °C. After cells showed a cytopathic effect, they were subjected to a threefold freeze/thaw procedure followed by

a low speed centrifugation in order to sediment cell debris. After aliquotation of the supernatant, test virus suspension

was stored at -80 °C.

5.2 Preparation of disinfectant (dilutions)

The powder was solved in one litre WSH immediately before the inactivation tests. The test product was tested as 2.5 %,

2.0 %, 1.5 % and 0.5 % solutions under clean conditions (1 part test virus suspension + 1 part interfering substance + 8

parts disinfectant). Due to the addition of interfering substance and test virus suspension the solutions had to be

prepared by the factor 1.25.

These solutions were prepared with water of standardised hardness immediately before the inactivation tests.

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + R et ok

Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 421. 27819102,
Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in

imcamd (| DAKKS CEAE .

Mgt W W DLG-AP-SMUIRIY

part, of this test report without the explicit prior written permission. The test results exclusively e
apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill +

Partner GmbH 2015
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5.3 Infectivity assay

Infectivity was determined as endpoint titration according to EN 5.5 transferring 0.1 ml of each dilution into eight wells of
a microtitre plate to 0.1 ml of freshly trypsinised BGM cells (10-15 x 10° cells per well), beginning with the highest
dilution. Microtitre plates were incubated at 37 °Ciin a 5 % CO,-atmosphere. The cytopathic effect was read by using an
inverted microscope after seven days. Calculation of the infective dose TCIDso/ml was calculated with the method of

Spearman (2) and Karber (3) with the following formula:

- 10g10TCIDso =Xo— 0.5+ 1/n
meaning
Xo =logioof the lowest dilution with 100 % positive reaction
r =number of pos. determinations of lowest dilution step with 100 % positive and all higher positive dilution steps

n = number of determinations for each dilution step.

5.4 Calculation and verification of virucidal activity
The virucidal activity of the test disinfectant was evaluated by calculating the decrease in titre in comparison with the

control titration without disinfectant. The difference is given as reduction factor (RF).
According to the EN 14476:2013, a disinfectant or a disinfectant solution at a particular concentration is having virus-

inactivating efficacy if the titre is reduced at least by four logio steps within the recommended exposure period. This

corresponds to an inactivation of > 99.99 %.

5.5 Inactivation assay

Determination of virucidal activity has been carried out in accordance to EN 5.5. The test product was examined as 2.5 %,
2.0 %, 1.5 % and 0.5 % (demonstration of non-active range) solutions in WSH at 20 °C according to EN 14476:2013. 10
and 15 minutes were chosen as contact times.

Immediately at the end of a chosen contact time, activity of the disinfectant was stopped by dilution to 10°.

Titrations of the virus control were performed after the longest exposure time (EN 5.5.7).

Furthermore, a cell control (only addition of medium) was incorporated.
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Inactivation tests were carried out in sealed test tubes in a water bath at 20 °C 1.0 °C. Aliquots were retained after

appropriate exposure times, and residual infectivity was determined.

5.6  Determination of cytotoxicity

Determination of cytotoxicity was performed according to EN 5.5.4.1.

5.7  Cell sensitivity to virus

For the control of cell sensitivity to virus two parts by volume hard water were mixed with eight parts by volume of the
lowest apparently non-cytotoxic dilution of the product. This mixture or PBS as control was added to a volume of double
concentrated cell suspension. After 1 h at 37 °C the cells were centrifuged and re-suspended in cell culture medium (EN
5.5.4.2h).

Finally, a comparative titration of the test virus suspension was performed on the pre-treated (disinfectant) and non-pre-

treated (PBS) cells as described above.

5.8  Control of efficacy for suppression of disinfectant’s activity

Furthermore, a control of efficiency for suppression of disinfectant’s activity was included (EN 5.5.5).

5.9  Reference virus inactivation test

As reference for test validation a 0.7 % formaldehyde solution according to EN 5.5.6 was included. 5, 15, 30 and 60
minutes were chosen as contact times. In addition, cytotoxicity of formaldehyde test solution was determined following
EN 5.5.6.2 with dilutions up to 10~.
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6. Verification of the methodology

The following criteria as mentioned in EN 5.7 were fulfilled:

a) The titre of the test virus suspension allowed the determination of a > 4 logso reduction (maximal virus reduction

>5.38 £ 0.29).

b) The difference of the logarithmic titre of the virus control minus the logarithmic titre of the test virus in the reference
inactivation test (see 6.6.7) was 2.00 + 0.67 (between 0.5 - 2.5) after 30 min and 2.5 + 0.64 (between 2.0 - 4.5)

after 60 min for poliovirus type 1.

) The test product (2.5 %) showed cytotoxicity in the 1:100 dilutions thus allowing the detection of a 4 logo reduction

of virus titre.

d) The comparative titration on pre-treated (disinfectant) and non-pre-treated (PBS) BGM cells showed no significant
difference (< 1 logqo; EN 5.7) of virus titre: 7.88 + 0.37 (PBS) versus 8.25 + 0.44 (1:1,000 dilutions of disinfectant,
2.5 %) 10g1oTCIDse/ml and also 7.88 + 0.37 (PBS) versus 8.25 + 0.50 (1:100 dilutions of disinfectant, 1.5 %)
l0og10TCIDso/ml.

e) The control of efficacy for suppression of disinfectant’s activity (2.5 %) showed no decrease (< 0.5 logo; EN 5.5.5.1)

in virus titre (7.88 + 0.41 versus 7.63 + 0.41 logoTCIDse/ml).

f) One concentration demonstrated a 4 logso reduction and (at least) one concentration demonstrated a logso reduction

of less than 4.

Since all criteria according EN 5.7 were fulfilled, examination with poliovirus type 1 according to EN 14476:2013 is valid.

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + i B0 VR o ewiemmbimbap il e
Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone +49. 421. 27819102, b5 - Ty
Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in et ﬂ I'.Il.M:'kH * !;- x ':-A.P.-H- =

vty oy W Il . R ]

part, of this test report without the explicit prior written permission. The test results exclusively
apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill +
Partner GmbH 2015



7 \ Test reportno  B15L0483Poc
( ! \ Author JS Version 01 Date 07/10/2015
ﬂ / Product name: Stabimed ultra
DR. BRILL + DR. STEINMANN Method EN 14476:2013*
Page 8 of 23
7. Results

Results of examination are shown in tables 1 to 9. Tables 1 to 8 demonstrate the raw data, whereas table 9 (a+b) gives a

summary of results.

The test product as 2.5 % and 2.0 % was able to inactivate poliovirus type 1 after 10 minutes in this quantitative
suspension test (Tables 1 and 2). The reduction factor was > 4.38 + 0.29 for both concentrations. This corresponded to an

inactivation of = 99.99 %.

The test product as 1.5 % solution was able to inactivate poliovirus type 1 after 15 minutes in this quantitative
suspension test (Table 3). The reduction factor was > 5.38 + 0.29 at this time point. This corresponded to an inactivation

of >99.999 %.

The test product as 0.5 % solution was not active against the poliovirus type 1 after 15 minutes of incubation time in this

quantitative suspension test (Table 4).

8. Conclusion

The instrument disinfectant Stabimed ultra tested as 2.0 % solution demonstrated effectiveness against poliovirus type 1
after an exposure time of 10 minutes under clean conditions. Tested as 1.5 % solution, Stabimed ultra demonstrated
effectiveness against poliovirus type 1 after an exposure time of 15 minutes under clean conditions.

Therefore, the instrument disinfectant Stabimed ultra can be declared as active against poliovirus type 1 as follows:

clean conditions 2.0 % 10 minutes

clean conditions 1.5 % 15 minutes

Bremen, 07.10.2015

- Dr. Jochen Steinmann -
Scientific Director
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9. Quality control

The Quality Assurance of the results was maintained by performing the determination of the virus-inactivating properties
of the disinfectant in accordance with Good Laboratory Practice regulations:
1) Chemicals Act of Germany, Appendix 1, dating of 01.08 1994 (BGBI. I, 1994, page 1703). Appendix revised at
14.05. 1997 (BGBI. |, 1997, page 1060).
2) OECD Principles of Good Laboratory Practice (revised 1997); OECD Environmental Health and Safety
Publications; Series on Principles of Good Laboratory Practice and Compliance Monitoring — Number 1.

Environment Directorate, Organization for Economic Co-operation and Development, Paris 1998.

The plausibility of the results was additionally confirmed by controls incorporated in the inactivation assays.

10. Records to be maintained

All testing data, protocol, protocol modifications, the final report, and correspondence between Dr. Brill + Partner GmbH

and the sponsor will be stored in the archives at Dr. Brill + Partner GmbH.

The use of the Dr. Brill + Partner GmbH name, logo or any other representation of Dr. Brill + Partner GmbH, other than
distribution of this report in it's entirely, without the written approval of Dr. Brill + Partner GmbH is prohibited. In
addition, Dr. Brill + Partner GmbH may not be referred to in any form of promotional materials, press releases, advertising
or similar materials (whether by print, broadcast, communication or electronic means) without the express permission of
Dr. Brill + Partner GmbH.

The test results in this test report relate only to the items examined.
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Appendix:

Legend to the Tables

Table 1: Raw data for Stabimed ultra (2.5 %) tested against poliovirus type 1

Table 2: Raw data for Stabimed ultra (2.0 %) tested against poliovirus type 1

Table 3: Raw data for Stabimed ultra (1.5 %) tested against poliovirus type 1

Table 4: Raw data for Stabimed ultra (0.5 %) tested against poliovirus type 1

Table 5: Raw data for formaldehyde solution (0.7 %) tested against poliovirus type 1
Table 6: Raw data for control of efficacy for suppression of disinfectant’s activity (2.5 %)
Table 7: Raw data (poliovirus type 1) for cell sensitivity (2.5 %)

Table 8: Raw data (poliovirus type 1) for cell sensitivity (1.5 %)

Table 9 (a+b): Summary of results with Stabimed ultra and poliovirus type 1

Legend to the Figures

Figure 1: Virus-inactivating properties of Stabimed ultra (2.0 %)

Figure 2: Virus-inactivating properties of formaldehyde (0.7 %)
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Table 1: Raw data for Stabimed ultra (2.5 %) tested against poliovirus type 1 at 20 °C (quantal test; 8 wells) (4101)

10 tttt tttt 0000 0000 0000 0000 0000 nd nd
tttt tttt 0000 0000 0000 0000 0000 o o
15 tttt tttt 0000 0000 0000 0000 0000 nd nd
. tttt tttt 0000 0000 0000 0000 0000 o o
test product 2.5% clean conditions
20 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 0 o, ttt tttt 0000 0000 0000
cytotoxicity 2.5% clean conditions n.a. it it 0000 0000 0000 n.d. n.d. n.d. n.d.
0 4444 4444 4444 4444 4444 4444 4440 0000 0000
virus na clean conditions 4444 4444 4444 4444 4444 4444 0004 0000 0000
control h 60 4444 4444 4444 4444 4444 4444 0040 0000 0000
4444 4444 4444 4444 4444 4444 4000 0300 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
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Table 2: Raw data for Stabimed ultra (2.0 %) tested against poliovirus type 1 at 20 °C (quantal test; 8 wells) (4101)

10 tttt tttt 0000 0000 0000 0000 0000 nd nd
tttt tttt 0000 0000 0000 0000 0000 o o
15 tttt tttt 0000 0000 0000 0000 0000 nd nd
. tttt tttt 0000 0000 0000 0000 0000 o o
test product 2.0% clean conditions
20 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 0 o, ttt tttt 0000 0000 0000
cytotoxicity 2.0% clean conditions n.a. it it 0000 0000 0000 n.d. n.d. n.d. n.d.
0 4444 4444 4444 4444 4444 4444 4440 0000 0000
virus na clean conditions 4444 4444 4444 4444 4444 4444 0004 0000 0000
control h 60 4444 4444 4444 4444 4444 4444 0040 0000 0000
4444 4444 4444 4444 4444 4444 4000 0300 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
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Table 3: Raw data for Stabimed ultra (1.5 %) tested against poliovirus type 1 at 20 °C (quantal test; 8 wells) (4101)

10 tttt 4444 4004 4000 0000 0000 0000 nd nd
tttt 4444 4444 0000 0000 0000 0000 o o
15 tttt 0000 0000 0000 0000 0000 0000 nd nd
. tttt 0000 0000 0000 0000 0000 0000 - h
test product 1.5% clean conditions
20 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 0 - tttt 0000 0000 0000 0000
cytotoxicity 1.5% clean conditions n.a. it 0000 0000 0000 0000 n.d. n.d. n.d. n.d.
0 4444 4444 4444 4444 4444 4444 4440 0000 0000
virus na clean conditions 4444 4444 4444 4444 4444 4444 0004 0000 0000
control h 60 4444 4444 4444 4444 4444 4444 0040 0000 0000
4444 4444 4444 4444 4444 4444 4000 0300 0000
n.a. = not applicable 0 = no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
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Table 4: Raw data for Stabimed ultra (0.5 %) tested against poliovirus type 1 at 20 °C (quantal test; 8 wells) (4101)

10 4444 4444 4444 4444 4444 4004 0000 nd nd
4444 4444 4444 4444 4444 4444 0004 o o
15 4444 4444 4444 4444 4444 4400 0000 nd nd
. 4444 4444 4444 4444 4444 4444 0400 - h
test product 0.5% clean conditions
20 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 0 - 0000 0000 0000 0000 0000
cytotoxicity 0.5% clean conditions n.a. 0000 0000 0000 0000 0000 n.d. n.d. n.d. n.d.
0 4444 4444 4444 4444 4444 4444 4440 0000 0000
virus na clean conditions 4444 4444 4444 4444 4444 4444 0004 0000 0000
control h 60 4444 4444 4444 4444 4444 4444 0040 0000 0000
4444 4444 4444 4444 4444 4444 4000 0300 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
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Table 5: Raw data for formaldehyde solution (0.7 %) tested against poliovirus type 1 at 20 °C (quantal test; 8 wells) (4101

)

5 tttt tttt 4444 4444 4444 4444 0440 nd nd
tttt tttt 4444 4444 4444 0444 0400 o o
15 tttt tttt 4444 4444 4444 4404 0004 nd nd
0.7% tttt tttt 4444 4444 4444 0444 0004 o o
formaldehyde PBS
(m/V) 30 tttt tttt 4444 4444 4044 0440 0000 nd nd
tttt tttt 4444 4444 4444 0000 0000 o o
60 tttt tttt 4444 4444 4400 0000 0000 nd nd
tttt tttt 4444 4444 0444 0000 0000 - h
formaldehyde 0.7% tttt tttt 0000 0000 0000
cytotoxicity (mIV) P e titt we | oooo | oooo | oooo | M nd nd nd.
. 0 n.d n.d n.d. n.d n.d n.d n.d. n.d. n.d.
virus n.a PBS
control h 60 4444 4444 4444 4444 4444 4444 4440 0044 0000
4444 4444 4444 4444 4444 4444 0300 4042 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
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Table 6: Raw data for control of efficacy for suppression of disinfectant’s activity (2.5 %) (4101)

test product PBS n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product clean conditions tttt tttt 4444 4444 4444 4044 0000 0000 nd
P tttt tttt 4444 4444 4444 4444 0320 0000 -
test product dirty conditions n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
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Table 7: Raw data (poliovirus type 1) for cell sensitivity (2.5 %) (4101)

PBS ) 4444 4444 4444 4444 4444 4444 0400 0000 o
4444 4444 4444 4444 4444 4444 0404 0000 =
test product 1:10 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 1:100 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
) 4444 4444 4444 4444 4444 4444 0440 4000
test product 11,000 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 0442 0000 n.d.
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
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written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 ot it t
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Table 8: Raw data (poliovirus type 1) for cell sensitivity (1.5 %) (4101)

PBS ) 4444 4444 4444 4444 4444 4444 0400 0000 o
4444 4444 4444 4444 4444 4444 0404 0000 -
test product 1:10 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 14100 4444 4444 4444 4444 4444 4444 0440 0404 o
P : 4444 4444 4444 4444 4444 4444 4004 0000 -
test product 1:1,000 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone v
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior m { DAKKS
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 ot it t

gt rin Ak -]

P R T e NS

L W
- H ey e ke

- ——
« Bh@ + LTS
- = i ———

W W ELO-AP-31B.3Y



Test report no B15L0483Poc

Author JS  Version 01  Date  07/10/2015

Product name Stabimed ultra

DR. BRILL + DR. STEINMANN Method EN 14476:2013*
o ' Page 20 of 23

Table 9a: Summary of results with Stabimed ultra and poliovirus type 1

test product 2.5% clean conditions 3.50 <3.50+0.00 | <3.50+0.00 n.d. n.d. n.d. 10 (RF = 4.38+0.29)
test product 2.0% clean conditions 3.50 <3.50+0.00 | <3.50+0.00 n.d. n.d. n.d. 10 (RF = 4.38+0.29)
test product 1.5% clean conditions 2.50 438+0.41 | <2.50+0.00 n.d. n.d. n.d. 15 (RF = 5.38+0.29)
test product 0.5% clean conditions 1.50 7.38+0.41 7.38+0.41 n.d. n.d. n.d. >15

n.a. = not applicable  n.d. =not done

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone .. o T il iy
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior ﬁﬂ" { DAKKS : “"* " Cmtiaton |
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 ot it t &2 e ] - - |
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Table 9b: Summary of results with Stabimed ultra and poliovirus type 1

J9
formaldehyde (()W/V/;) PBS 3.50 n.d. 7.75+0.44 7.50+0.46 6.63+0.41 6.13+0.37 > 60
virus control n.a. PBS n.a. n.d. n.d. n.d. n.d. 8.63+0.53 n.a.
virus control n.a. clean conditions n.a. 8.00+0.38 n.d. n.d. n.d. 7.88+0.41 n.a.
suppression "
PP 2.5% clean conditions 3.50 n.d. n.d. n.d. 7.63+0.41 n.d. n.a.
control
ns.control
sens.contro n.a. na. n.a. n.d. n.d. n.d. n.d. 7.88+0.37 n.a.
PBS
sens. control 25% >
n.a. n.a. n.d. n.d. n.d. n.d. 8.25+0.44 n.a.
test product 1:1,000
sens. control
1.5% - 1:100 n.a. n.a. n.d. n.d. n.d. n.d. 8.25+0.50 n.a.
test product
n.a. = not applicable  n.d. =not done sens. = sensitivity
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone .. R P ek
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior m { DAkKS : u* " Cmtiaton |
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 T it t &2 e ] gy |
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Figure 1: Virus-inactivating properties of Stabimed ultra (2.0 %)

Efficacy of the test product (2.0 %) against poliovirus type 1
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Figure 2: Virus-inactivating properties of formaldehyde (0.7 %)

Efficacy of formaldehyde (0.7 %) against poliovirus type 1
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Raport de expertiza

Eficacitatea produsului Stabimed Ultra impotriva Adenovirus tip 5 tulpina Adenoid 75 a fost
testatd intr-un test cantitativ purtitor pentru evaluarea activitatii virucide pentru instrumentele
utilizate in domeniul medical conform standardului european F.N 17111:2018. Eficacitatea
dezinfectantului a fost evaluatd in conditii igienice (0,3 g/l BSA) ca substantd interferenta si la o
temperaturd de 20 °C = 1,0 °C. Stabimed Ultra a fost testat ca o concentratie de 0,1%, 1,0% si
2,0% Timpii de expunere au fost de 5, 10 si 15 minute. Acest raport se refera la raportul de
testare L1-020-315.

in concluzie, concentratia de 1,0% si 2,0% a produsului Stabimed Ultra este eficienta
impotriva Adenovirus tip 5 tulpina Adenoid 75 la 20 °C in conditii igienice (0,3 g/l BSA) ca
substanta interferenta cu un timp de aplicare de 10 minute.
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Eficacitatea Stabimed Ultra impotriva Adenovirusului tip 5 tulpina Adenoid 75 in testul
cantitativ purtitor pentru evaluarea activitatii virucide pentru instrumentele utilizate in
domeniul medical

Raport de testare

Stabimed Ultra a fost testat pentru eficacitatea impotriva Adenovirusului tip 5 tulpina Adenoid
75 in testul cantitativ purtator pentru evaluarea activitatii virucide pentru instrumentele utilizate
in domeniul medical conform standardului european EN 17111:2018. Conform acestui standard,
performanta produsului este testatd impotriva virusurilor model in conditii de testare definite,
inclusiv temperaturd, timp de contact sau substante interferente, iar produsul trebuie sa
demonstreze o reducere de cel putin patru log a titrului tulpinii de testat. Stabimed Ultra a fost
examinat ca o concentratie de 0,1%, 1,0% si 2,0% in conditii igienice (0,3 g/l BSA). Timpii de
contact au fost de 5, 10 si 15 minute.



Laborator

Labor Prof. Dr. G. Enders MVZ GbR

Rosenbergstr. 85 70193 Stuttgart

Germania

Identificarea probei

Numarul de identificare a proiectului
de laborator

LI1-020-315

Denumirea probei

Stabimed Ultra

Numarul lotului

1903BH0014

Producator

B. Braun Medical AG

Aspectul produsului nediluat

Pudra alba fina

Data fabricatiei nespecificat
Data de expirare 2021-03

Data livrarii 2020-04-20
Deschis la 2020-04-27
Conditii de depozitare 20.0°C, intuneric

Valoarea pH-ului nediluat

Compusi activi in 100 g

Conform producétorului.

0.16% acid peracetic (in 1.0% solutie produs) la 100 g




Conditii experimentale

Perioada de testare

2020-04-28 - 2020-05-05
2020-06-23 - 2020 06-30
2020-09-04 - 2020-09-11

Temperatura de testare

20.0°C + 1.0°C

Concentratii de testare a produsului,
valoarea pH-ului

0.1% (pH 7.33), 1.0% (pH 7.93 / 8.26), 2.0% (pH 7.78 / 8.09)

Timpi de contract

5, 10 si 15 minute

Substanta interferenta

Conditii igienice (0.3 g/l BSA)

Diluant utilizat pentru solutia de
testare a produsului

Apa dura

Aspectul dilutiilor de produs

limpede, albastru, lichid

Stabilitatea si aspectul amestecului in
timpul procedurii

INicio schimbare

Temperatura de incubare

37.0°C £ 1.0°C, C0, Incubator (5.0% CO0,)

Virus

Adenovirus tip 5 tulpina Adenoid 75

Sursa virusului

Banca de virusuri a DVV

(Prof. Dr. A. Sauerbrei/University of Jena)

incarcitura virala 230219
Virus, numar de treceri 5P/1
Celule A549

Linie celulara

Linie celulara, sursa

ATCC (Colectia de cultura de tip american)

Linie celulara, numar de treceri

121/21

((linia de celule epiteliale de adenocarcinom pulmonar uman))




Tulpina virusului de testare si linia de cultura celulara

Ca virus de testare Adenovirus tip 5 tulpina Adenoid 75 a fost utilizat. A549, o linie celulara
stabilitd din celulele epiteliale de adenocarcinom pulmonar uman, a fost utilizatd pentru
cultivarea virusului si testul de suspensie. Celulele gazda au fost cultivate la 37,0°C intr-o
atmosfera umeda sub 5,0% CO2. Celulele au fost hranite cu Mediu Esential Minim (MEM)
suplimentat cu ser fetal de vitel inactivat la caldura (FCS) si cu aminoacizi neesentiali. Pentru
cultivarea virusului s-au folosit monostraturi confluente cu o vechime de maxim 2 zile.

Suspensia virusului stoc a fost produsa conform directivei. Resturile celulare au fost separate
prin centrifugare cu viteza mica la 2500 rpm timp de 10 minute. Alicote din suspensia de virus
au fost depozitate la -70,0°C.

Test de inactivare

Produsul de testat Stabimed Ultra a fost testat ca o concentratie de 0,1%, 1,0% si 2,0% in
conditii igienice (0,3 g/l BSA) ca substanta interferentd. Timpii de contact au fost de 5, 10 si 15
minute. Testele de testare au fost amestecate in felul urmator:

Purtatorii din sticld matd (15 mm x 60 mm x 1 mm, o suprafatd sablata au fost inoculati cu un
amestec de virus 50 pl plus solutie interferenta [conditii igienice (0,3 g/l BSA)] Apoi, dupa
uscare, purtatorii au fost plasati Tn 10 ml dezinfectant. S-au testat doi purtatori pentru fiecare
solutie de testat, control si timp de contact. Controlul apei a fost efectuat in paralel cu solutiile de
testat. Imediat dupa timpul de contact (in 10 secunde), purtatorul a fost transferat in mediu de 5
ml. Fiecare purtitor a fost examinat vizual pentru eluare completd. Apoi suspensiile de virus au
fost diluate in serie de 10 ori. Sase godeuri dintr-o placd de microtitrare care contine un
monostrat confluent au fost inoculate cu 0,1 ml din fiecare dilutie si celulele au fost incubate la
37,0°C intr-un atmosfera umidificatd sub 5,0% CO02. Dupa timpul de incubare, culturile de celi
au fost colorate cu 50 pl cristal violet per godeu. Celulele au fost examinate microscopic pentru
efecte citopatice (CPE).

Rezultatele culturii celulare au fost inregistrate ca ,,0” pentru lipsa CPE si ,,1” (25,0% CPE) la
»4” (100% CPE), in functie de gradul de deteriorare a celulei. Titrul viral a fost calculat utilizadnd
metoda Spearman-Karber (Br. J. Psychol. 2 (1908): 227-42, Arch. exp. Path. Pharmak 162
(1931): 480-87).

Calculul activitatii virucide a produselor

Reducerea titrului virusului a fost calculata din diferentele de titru logaritmice dintre cei tratati cu
dezinfectant si cei tratati cu apa dura la timpul de contact ales (A log;yp TCIDs¢/ml).

Efect citotoxic

Pentru a verifica eventuala alterare morfologica a celulei de catre dezinfectant, 45 ul MEM + 2
% FCS + 5 pl de substantd interferanta au fost inoculate pe un purtator si uscate. Purtatorul
inoculat a fost scufundat imediat dupa terminarea procesului de uscare in 10 ml dintr-una dintre



solutiile de testare a produsului. Tubul a fost plasat intr-o baie de apa controlata la temperatura
de testare aleasa. La sfarsitul timpului de contact, purtdtorul a fost transferat intr-un tub umplut
cu 5 ml de mediu. Pe masura ce suspensiile de virus au fost preparate o serie de dilutii de zece
ori si dilutiile au fost inoculate pe culturd celulara. Dupa incubare, s-a calculat titrul virusului.

Controlul interferentelor

Titrarea comparativa a virusului a fost efectuatd pe celule care au fost tratate cu dezinfectanti
timp de 1 ord cu cea mai mica dilutie aparent non-citotoxica a produsului de testat pe baza
rezultatelor testul de citotoxicitate. Dupa 1 ord la 37.0°C, solutia de testat a fost indepartatd si
celulele au fost infectate cu virusul martor titrat. Testul este valabil numai daca controlul virus al
celulelor tratate simulat (fard dezinfectant) minus controlul virusului celulelor pre-tratate cu
produsul de testat a dus la o diferentd mai mica de log.

Controlul eficientei suprimarii activitatii produsului

S-au amestecat 100 pl de produs de testat nediluat i 850 ul de mediu rece cu gheatd cu 2,0%
FCS. Dupa aceea, s-au adaugat 50 pl din inoculul viral si amestecul este incubat intr-o baie de
gheata timp de 30 min = 10 s. S-a pregatit o dilutie in serie n etape de logio si s-au inoculat
culturi de celule cu dilutiile. Titrul a fost determinat. Diferenta dintre titrul controlului de
suprimare a activitatii virucide (SVA) si titrul controlului virusului nu trebuie sa depaseasca 0,50
log;o conform EN 14476.

Test de inactivare a virusului de referinta
A fost inclus un control al sistemului de testare cu glutardialdehida ca referinta.
Rezultate

Produsul VP4078/51 a fost testat ca o concentratie de 0,1%, 1,0% si 2,0% in conditii igienice
(0,3 g/l BSA) ca substanta interferantd si dupa timpi de expunere de 5, 10 si 15 minute.

Valabilitatea testului

Dilutiile produsului de testat nu au provocat efecte citotoxice (Tabelul 1). Dupa cum se arata in
Tabelul 2, titrarea comparativa a virusului pe celulele tratate cu amestecul de testat diluat fara a
dus la o diferenta de mai putin de un log. Controlul post-efect, care masoara eficienta suprimarii
activitatii oroductului, va fi <0,50 lg. Dupa cum se aratd in Tabelul 3, controlul a fost 0,00 Ig.

Rezultatele inactivarii virusului de referinta folosind glutardialdehida (Glutaral, 1,5-Pentanedial,
numarul CAS 111-30-8) sunt prezentate in Tabelul 4, iar reducerea a fost in intervalul acceptabil
(>4 1gin 5 min).

Rezultate test

Datele privind eficacitatea virucida a Stabimed Ultra sunt prezentate in Tabelele 5 si 6. Cu o
concentratie de 0,1 % a Stabimed Ultra nu a fost obtinuta eficacitate virucidd. Testul de
inactivare cu concentratia de 1,0% si 2,0% a produsului de testat nu a putut demonstra o reducere



de 4 log)o din cauza citotoxicitdtii produsului de testat. Prin urmare, a fost efectuatd metoda de
placare cu volum mare (LVP). In LVP, se adaugi un volum mare din cea mai mica dilutie
aparent non-citotoxicad a amestecului de testare de inactivare la linia celulard detector si culturile
sunt monitorizate pentru efectele specifice virusului. Dupa detoxifiere, concentratia de 1,0% si
2,0% de Stabimed Ultra a aratat o activitate virucida excelentd impotriva Adenovirusului tip 5

Tulpina Adenoid 75 la 20 °C in decurs de 10 minute.

Tabelul 1: Factorul citotoxic al VP4078/51

Dilutie (lo
Substanta interferenta tie (log1o)
Concentratie
10° | 100" | 107 | 10° | 10* | 10° | 10°
0.1% conditii igienice - - - - - - -
1.0% conditii igienice + - - - - - -
2.0% conditii igienice + - - - - - -

Tabelul 2: Titrarea comparativa a virusului pe celulele tratate cu amestecul de testat diluat

Titru control virus |Titru titrare \:rus de| pifer enti titru
. comparartie .
Concentratie Substanti |(log; TCIDs0/ml) P virus
interferenti (log, TCIDsy/ml) | (10810 TCIDs0/ml)
PBS
2.0% conditii igienice 7.67 +/- 0.33 7.67 +/- 0.33 0.00

Tabelul 3: Controlul eficientei suprimarii activitatii produsului

Titru control virus

Titru al postefectului

Diferenta titru virus

Concentratie titrarii de control (logo
(lOglOTCIDso/ml) TCIDSO/ml)
(lOgloTCleg/ml)
2.0% 7.00 +/- 0.45 7.00 +/- 0.45 0.00




Tabelul 4: Inactivarea virusului de referinta a Adenovirusului tip S tulpina Adenoid 75 cu glutardialdehida (Glutaral, 1,5-
Pentanedial) Numar CAS 111-30-08

Titru control virus (log;y TCIDsy/ml) cu Titru 1nact1varfa »VIFUS rezAldual (logyy Factor de
. n o TCIDsy/ml) cu interval de incredere de d
Concentratie/ S b t o Nivel lntel‘Val de lncredel‘e de 95.0 A) 95 0% reaucere
timp de inutels~f2:~1 gﬁtﬁ citotoxicit ’
contact ate
- < Valoare < < Valoare Valoare
Purtator 1 Purtator 2 medie Purtator 1| Purtator 2 medie medie
+95.0% Cl1
3500 ppm / Conditii 5.33 5.33 5.33 0.67 0.67 0.67 4.66
5 min igienice — +/— +/— +/- +/- +/- +/- +/-
0.33 0.33 0.33 0.33 0.33 0.33 0.47

CI - interval de incredere

10




Tabelul 5: Activitatea virucida a Stabimed Ultra impotriva Adenovirusului tip 5 tulpina Adenoid 75

Factor de
Titru control virus (log;y TCIDsy/ml) cu Titru inactivare ,,virus rezidual” (log, reducere
interval de incredere de 95.0% TCIDs¢/ml) cu interval de incredere de 95,0%
Concentratie/timp| Substanti . tNtlve! il 'c (RE)
de contact interferent | C1totoXIct
ate Valoare medie
Purtator 1 Purtator 2 Valqare Purtator 1 Purtator 2 |Valoare medie
medie RF
95.0% Cl1
0.1% conditii 5.33 5.33 5.33 4.33 4.50 4.42 0.92
5 min igienice 20.0 +/— +/— +/- +/- +/- +/- +/-
0.33 0.33 0.33 0.54 0.00 0.27 0.43
1.0% conditii 3.67 3.67 3.67 <1.50 <1.50 <1.50 >2.17
5 min igienice 1.50 20.0 +/— +/— +/- +/- +/- +/- +/-
0.33 0.33 0.33 0.00 0.00 0.00 0.33
1.0% conditii 3.67 3.67 3.67 <1.50 <1.50 <1.50 >2.17
10 min igienice 1.50 20.0 +/— +/— +/- +/- +/- +/- +/-
0.33 0.33 0.33 0.00 0.00 0.00 0.33
2.0% conditii 3.67 3.67 3.67 <1.50 <1.50 <1.50 >2.17
10 min igienice 1.50 20.0 +/— +/— +/— +/- +/- +/- +/-
0.33 0.33 0.33 0.00 0.00 0.00 0.33
2.0% conditii 3.67 3.67 3.67 <1.50 <1.50 <1.50 >2.17
15 min igienice 1.50 20.0 +/— +/— +/- +/- +/- +/- +/-
0.33 0.33 0.33 0.00 0.00 0.00 C.33
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Tabelul 5: Activitatea virucida a Stabimed Ultra impotriva Adenovirusului tip 5 tulpina Adenoid 75 dupa detoxifiere cu

metoda LVP
. . . . . ' Factor de
Titru control virus (log; TCIDsy/ml) cu Titru 1nact1varfe »VIFUS rezAldual (log1y reducere
. N TCIDsy/ml) cu interval de incredere de
interval de incredere de 95.0% 95.0%
. ,0%
Concentratie/timp Substanta . tNtlve.l il ec (RF)
de contact interferents | €1'OOXICI
ate Valoare medie
« < Valoare . - . RF
Purtator 1 Purtator 2 medie Purtator 1 Purtator 2 |Valoare medie
95.0% Cl1
1.0% conditii 5.33 5.50 5.42 2.60
5 min igienice — 20.0 +/- +/— +/- 2.82 2.82 2.82 +/-
conditii 0.33 0.47 0.40 0.4C
1.0% igienice 5.33 5.50 5.42 4.76
10 min conditii B 20.0 +/— +/— +/- 0.66 0.66 0.66 +/-
igienice 0.33 0.47 0.40 0.40
2.0% conditii 5.33 5.50 5.42 4.76
10 min igienice — 20.0 +/— +/— +/— 0.66 0.66 0.66 +/-
conditii 0.33 0.47 0.40 0.40
2.0% igienice 5.33 5.50 5.42 4.76
15 min conditii — 20.0 +/— +/- +/— 0.66 0.66 0.36 +/-
0.33 0.47 0.40 0.40
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Concluzie

Stabimed Ultra inactiveaza eficient Adenovirus tip 5 tulpina Adenoid 75 1n conditii igienice
(0,3% BSA) intr-un timp de expunere de 10 minute.

Urmaétoarele concentratii si timpi de expunere sunt active impotriva adenovirusului tip 5
tulpina Adenoid 75:

Concentratie Temperatura [°C] Timp contact
1.0 % 20.0 10 min
2.0 % 20.0 10 min

PD Dir. rer. Nat. Maren Eggers
Director testare dezinfectanti
/semndturd indescifrabila/

13



Arhivare: Datele brute cu privire la acest test si o copie a raportului vor fi stocate in arhiva Labor
Enders MVZ.

Informatii: Rezultatele testelor se referd exclusiv la probele descrise mai sus. Recunoasterea
extraselor din acest raport de testare este posibild numai cu aprobarea scrisa a Labor Enders
MVZ. Evaluarea dispozitivelor medicale nu este acoperita de acreditare.
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Date brute pentru produsul de testare Stabimed ultra testat impotriva Adenovirusului tip 5
Tulpina Adenoid 75 in conditii igienice (test cuantal; 6 godeuri)

2020-04-28 - 2020-05-05

Control Substantd  [Timp de Dilutie (log;o)
interferenta |contact
1 2 3 4 5 6 7 8
Control suspensie Omin (444 {444 [444 444 444 222 (001 (000
444 (444 444 |444 444 222 010 |000
2020-04-28 - 2020-05-05
Produs  ISubstanta Timp de Dilutie (log;o)
Concentratie|. -
interferenta |contact
0 1 2 3 4 5 6 7
Purtator I (XXX [000 [000 (000 (000 [000 {000 |000
5min XXX 1000 000 000 000 000 000 [000
Purtator 2 XXX [000 [000 (000 (000 [000 (000 |000
Stabimed 1.0% Conditii 5min XXX 000 000 000 [000 000 [000 000
ultra igienice  [Purtator 1 XXX 000 [000 {000 [000 |000 [000 [000
10 min XXX 1000 000 [000 [000 000 [000 000
Purtitor 2 XXX [000 [000 (000 (000 [000 (000 |000
10 min XXX 000 000 [000 [000 000 [000 000
Purtitor 1 [444 444 [333 P13 [100 000 000 [000
Control virus Conditii 10 min {444 {444 334 [322 000 |000 000 |000
Apa dura igienice  |Purtator 2 444 444 444 222 001 {000 |000 000
10 min {444 {444 444 333 000 000 000 |000
. . XXX 000 [000 [000 [000 |000 [000 (000
Citotoxicitate
XXX [000 (000 (000 (000 [000 [000 (000

1-4 virus prezent, grad de CPE 1n unitatile de cultura celulara (6 godeuri de placi de microtitrare)

0 niciun virus prezent

n. a. inaplicabil
n d. neefectuat
X citotoxic
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Date brute pentru produsul de testat Stabimed ultra testat impotriva Adenovirusului tip 5

Tulpina Adenoid 75 in conditii igienice (test cuantal; 6 godeuri)

2020-04-28- 2020-05-05

Substanti Ti
Produs . Hos antav 1mp Dilutie (log;o)
Concentrati| interferenta contact
e 0 1 2 3 4 5 6 7
Purtator 1 XXX 000 [000 [000 000 [000 [000 [000
10 min XXX 1000 000 000 {000 000 000 [000
Purtator 2 XXX 000 [000 [000 000 [000 |000 [000
Stabimed 2 0% Conditii 10 min XXX 1000 000 000 (000 000 000 [000
ultra igienice Purtitor I [XXX 1000 [000 (000 (000 [000 [000 [000
15min XXX 1000 000 000 (000 000 000 [000
Purtator 2 XXX 000 [000 [000 000 [000 |000 [000
15min XXX 1000 000 000 (000 000 000 [000
Purtator 1 444 444 [333 213 [100 [000 |000 [000
Control virus Conditii 15min 444 444 (334 322|000 000 {000 000
Apa dura igienice Purtator 2 444 444 444 222 001 |000 {000 000
15min {444 W44 444 333 {000 000 000 [000
. . XXX 000 [000 [000 [000 000 [000 [000
Citotoxicitate
XXX 000 000 (000 (000 000 000 [000

1-4 virus prezent, grad de CPE in unitatile de cultura celulara (6 godeuri de placi de microtitrare)

0 niciun virus prezent

n. a. inaplicabil
n d. neefectuat

X citotoxic
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Date brute pentru produsul de testat Stabimed ultra (1,0%) testat impotriva Adenovirusului tip 5 tulpina Adenoid 75 in
conditii igienice, test de inactivare conform LVP

2020-06-23 - 2020-06-30

Concentratie [ou0stamd  [Timpde ;¢ 0o 2 3 4 5 6 7 8 9 10 1 12
interferenta contact
1.0% Conditii S min 4444 |adad 4444 4444 4444 (4444 |aaad (4444 4444 |4add (4444 |444a
igienice placa 1/1
Purtitor 1 4444|4444 4444 4444 4444 4444 14440 444 4444 4444 U444 4444
1.0% Conditii 5 min 4444 4404|4444 4444 4444 [4add [aaad [4aad {4444 |[4aad [44dd [44da
igieni laca 1/1
Purtitor2 | 2 placé 1/ 4444 4444 444 [44d  [444d 4444 4444 4444 |44dd [4aas [aaas 444
. 444 444 443 312 000 000 B
Control virus - - - -
444 444 433 120 000 000
. 444 444 334 220 000 000
Control virus _ - - - _ _
444 444 343 h12 010 000
0000 0000 0000|0000 [0000 0000 0000  [0000 0000 [0000  [0000  [0000
Citotoxicitate
0000 0000 0000  [0000 (0000 0000  [0000  [0000 (0000  [0000  [0000  [0000
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Concentratie Substan‘;a . Timp de Linie 1 2 3 4 5 6 7 8 9 10 11 12
interferentd  |contact
1.0% Conditii 10 min laci 1/1 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
S placa
. igienice
purtator 1 & 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
1.0% Conditii 10 min . 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
igienice placa 1/1
purtator 2 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
Control virus 444 444 443 312 000 000
444 444 433 120 000 000
Control virus 444 444 334 220 000 000
444 444 343 212 010 000
Citotoxicitate 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000

1-4 virus prezent, grad de CPE in unitatile de cultura celulara (6 godeuri de placi de microtitrare)

0 niciun virus prezent
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Date brute pentru produsul de testat Stabimed ultra (2,0%) testat impotriva Adenovirusului tip 5 tulpina Adenoid 75 in

conditii igienice, test de inactivare conform LVP

2020-06-23 - 2020-06-30

Concentratie |oUCsamd - [Timpde ) oL 1 2 3 4 5 6 7 8 9 10 11 12
interferenta contact
2.0% Conditii 10 min placi 1/1 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
igienice
Purtitor 1 & 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
2.0% Conditii 10 min lacs 1/1 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
L. placa
igienice
Purtitor 2 & 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
] 444 444 443 312 000 000
Control virus - - - - - -
444 444 433 120 000 000
. 444 444 334 220 000 000
Control virus - - - - - -
444 444 343 212 010 000
. o 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
Citotoxicitate
0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000

1-4 virus prezent, grad de CPE in unitatile de cultura celulara (6 godeuri de placi de microtitrare)

0 niciun virus prezent
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Concentratie [oUPS20  [Timpde o . 1 2 3 4 5 6 7 8 9 |10 1 12
interferentd  |contact
2.0% Conditii | 15 min § 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
igienice placa1/1
Purtitor 1 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
2.0% Conditii | 15min | i 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
AP placa
1gienice
Purtitor 2 & 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
. 444 444 443 312 000 000
Control virus - - - - - -
444 444 433 120 000 000
. 444 444 334 220 000 000
Control virus - - - - - -
444 444 343 212 010 000
- 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
Citotoxicitate
0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000

1-4 virus prezent, grad de CPE in unitatile de cultura celulara (6 godeuri de placi de microtitrare)

0 niciun virus prezent
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Date brute pentru produsul Stabimed Ultra testat impotriva Adenovirusului tip 5 tulpina
Adenoid 75 in conditii igienice (test cuantal; 6 godeuri)

2020-09-04 - 2020-09-11

Control Substanti  [Timp de Dilutie (log;)
interferenta |contact
1 2 3 4 5 6 7 8
Controlul suspensiei Omin (44 @44 444 444 433 212 |102 {000
444 444 1444 444 333 222 1000 |000
Sensibilitatea celulelor la virus Conditii 444 1444 444 444 (344 {132 000 |000
dupa preincubarea cu produsul igienice 144 444 444 444 444 22 1010 1000
de testat
Sensibilitatea celulelor la virus 444 1444 1444 444 444 |121 (000 1000
dupa preincubare cu PBS 444 444 444 444 1434 (122 002|000
Controlul post-efect fara produs 30min 44 @44 [444 444 433 221 1000 000
444 444 1444 444 323 222 200 |000
Coritiol post-efect cu produs 30 min 444 444 1444 1444 333 1002 000 000
444 444 1444 444 333 [120 000 |000

Date brute pentru produsul Stabimed Ultra testat impotriva Adenovirusului tip S tulpina
Adenoid 75 in conditii igienice (test cuantal; 6 godeuri)

2020-09-04-2020-09-11

Produs Concentratie| Substanta Timp Dilutie (logo)
interferenta| contact
0 1 21 3| 4| 5| 6| 7
Purtator I {001 [000 [000 (000 [000 (000 [000 |000
Control de referinta 3500 Conditii s 000|000 000 000 1000 (000 [000 |000
.. . min
ey 1gienice
Glutaraldehida ppm ¢ Purtitor 2 |100 {000 {000 (000 [000 (000 (000 (000
5min |000 (000 |000 |000 000 000 (000 000
Purtator 1 444 444 444 (323 122 (000 (000 [000
Control viral Conditii
Api durd ~ondifii 2min 444 @444 |444 333 122 (000 (000 |000
1gienice =
2000C Purtator 2 444 444 444 233 2 1 2 000 000 000

1-4 virus prezent, grad de CPE 1n unitatile de cultura celulara (6 godeuri de placi de microtitrare)

0 niciun virus prezent

X citotoxic
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Date brute pentru produsul Stabimed Ultra testat impotriva Adenovirusului tip 5 tulpina
Adenoid 75 in conditii igienice (test cuantal; 6 godeuri)

2020-09-04-2020-09-11

Produs Concentra| Substanta Timp Dilutie (log;o)
tie interferenta | contact

0 1 2 3 4 5 6 7

Purtator 1 444 444 433 322 1020 (000 (000 (000
Stabimed 0.1% conditii Smin [444 1444 333 /020 (000 (000 000 (000

Ultra igienice [Purtdtor 2 444 444 343 |121 (000 (000 (000 (000
Smin [444 1444 333 212 {000 (000 (000 (000

Purtator 1 444 444 444 323 {122 000 |000 (000
Control virus conditii Smin 444 444 444 333 {122 (000 000 |000

Apd durd igienice [Purtdtor 2 444 444 444 [233 212 000 (000 (000
Smin [444 444 444 333 (112 (000 (000 (000

000 |000 (000 000 000 (000 000 (000
000 |000 (000 000 000 (000 000 000

Citotoxicitate

1-4 virus prezent, grad de CPE in unitétile de cultura celulara (6 godeuri de placi de microtitrare)
0 niciun virus prezent
X citotoxic

Subsemnata, VALERICA PATRU, interpret si traducator autorizat pentru limbile ENGLEZA,

FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberatd de Ministerul Justitiei din

Romania, certific exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ca

textul prezentat spre traducere a fost tradus in intregime, fard omisiuni, §i ca, prin traducere,
inscrisului nu i-au fost denaturate continutul si sensul.

Traducator si interpret autorizat,

Valerica Patru (17602)

rprel eioriEET
pef_ italiand
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Expert opinion

The efficacy of the product Stabimed Ultra against Adenovirus type 5 strain Adenoid
75 was tested in a quantitative carrier test for the evaluation of virucidal activity for
instruments used in the medical area according to the European standard
EN17111:2018. The efficacy of the disinfectant was evaluated under clean
conditions {0.3 g/l BSA)} as interfering substance and a temperature of 20 °C £+ 1.0°C.
Stabimed Ultra was tested as a 0.1%, 1.0% and 2.0% concentration. The exposure
times were &, 10 and 15 minutes. This expert opinion refers to the test report L1-020-
S16.

In conclusion, the 1.0% and 2.0% concentration of the product Stabimed Ultra
is effective against Adenovirus type 5 strain Adenoid 75 at 20 °C under clean
conditions (0.3 g/l BSA} as interfering substance with an application time of 10

minutes.

+

PD DrAer. ngf--Maren Eggers

Head of disinfectant testing
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Efficacy of Stabimed Ultra against Adenovirus type 5 strain Adenoid 75 in the
quantitative carrier test for the evaluation of virucidal activity for instruments

used in the medical area

Test report

Stabimed Ultra was tested for its efficacy against Adenovirus type 5 strain Adenoid
75 in the quantitative carrier test for the evaluation of virucidal activity for instruments
used in the medical area according fo the European standard EN 17111:2018. Under
this standard, the product performance is tested against model viruses under defined
test conditions, including temperature, contact time, or interfering substances, and
the product should demonstrate at least a four log reduction in the titre of the test
strain. Stabimed Ultra was examined as a 0.1%, 1.0% and 2.0% concentration

under clean conditions (0.3 g/l BSA). The contact times were 5, 10 and 15 minutes.

Li-020-315 1118



Laboratory

Labor Prof. Dr. G. Enders MVZ GbR

Rosenbergstr. 85
70193 Stuttgart
Germany

ldentification of the sample

Laboratory project

identification number

[.1-020-315

Sample name

Stabimed Ultra

Batch number

1903BH0014

Manufacturer

B. Braun Medical AG

Appearance of the undiluted

product

white fine powder

Date of manufacture

not specified

Expiry date 2021-03

Bate of delivery 2020-04-20

OCpened on 2020-04-27
20.0°C, dark

Storage conditions

pH value undiluted

Active compounds in 100 g

According to Manufacturer:
0.16% peracetic acid {(in 1.0% product solution) per 100 g

LI-020-315

2718




Experimental conditions

Test period

2020-04-28 — 2020-05-05
2020-06-23 — 2020-06-3C
2020-09-04 ~ 2020-09-11

Test temperature

20.0FC = 1.0°C

Product test concentrations,
pH value

0.1% (pH 7.33), 1.0% (pH 7.93/ 8.26), 2.0% (pH 7.78 /
8.09)

Contact times

5, 10 and 15 minutes

Interfering substance

clean conditions {0.3 g/l BSA)

Dituent used for product test
solution

hard water

Appearance of product
dilutions

clear, blue, liquid

Stability and appearance of the
mixture during procedure

no changes

Temperature of incubation

37.0°C £ 1.0°C, CO; incubator (5.0% CO,)

Virus

Adenovirus type 5 strain Adenoid 75

Virus source

Virus bank of the DVV
(Prof. Dr. A. Sauerbrei/University of Jena)

Virus charge 236219
Virus, number of passage SP/1
AB49 cells

Cell line

(human lung adenocarcinoma epithelial cell line}

Cell line, source

ATCC (American Type Culture Collection)

Cell line, number of passage

H2imiin

LI-02G-315
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Test strain virus and cell culture line

As test virus Adenovirus type 5 strain Adencid 75 was used. A548, a cell line
established from human lung adenoccarcinoma epithehal cells, were used for virus
cultivation and the suspension test. The host cells were cultivated at 37.0°C in a
humid atmosphere under 5.0% CGO,. The cells were feed with Minimum Essential
Medium (MEM) supplemented with heat inactivated fetal calf serum (FCS) and with
non essential amino acids. For virus cultivatiocn confluent menolayers with an age of
maximum 2 days were used.

The stock virus suspensicn was produced according to the directive. Cell debris was
separated by low speed centrifugation at 2500 rpm for 10 minutes. Aliquots of the

virus suspension were stored at -70.0°C.

Inactivation assay

The test product Stabimed Ulra was tested as a 0.1%, 1.0% and 2.0%
concentration under clean conditions (0.3 g/l BSA) as interfering substance. The
contact times were 5, 10 and 15 minutes. The test assays were mixed in the
following way:

Frosted glass carriers (15 mm x 60 mm x 1 mm, one surface sandblasted were
inoculated with a 80 yl virus mixture plus interfering solution [clean conditions (0.3 g/l
BSA)]. Then, after drying, the carriers were placed in 10 ml disinfectant. Two carriers
were tested for each test solution, control and contact time. The water control was
carried out in parallel with the test solutions. Immediately after the contact time
{within 10 seconds}, the carrier was transferred into 5 ml medium. Each carrier was
visually examined for complete elution. Then the virus suspensions were serially
diluted 10-fold. Six wells of a microtitre plate centaining a confluent monclayer were
inoculated with 0.1 mi of each dilution, and the cells were incubated at 37.0°C in a
humidified atmosphere under 5.0% CQO2. After the incubation time, the cell cultures
were siained with 50 il crystal violet per well. The cells were examined
microscopically for cytopathic effects (CPE).

The cell culture results were recorded as “0” for no CPE and “1” (25.0% CPE) to 4"
{100% CPE) depending on degree of the cell damage. The viral titre was calcuiated
using the Spearman-Kérber-method (Br. J. Psychol. 2 (1908): 227-42, Arch. exp.
Path. Pharmak. 162 (1931): 480-87).

Li-020-315 4718



Calculation of the virucidal activity of the products
Reduction of virus titre was calculated from by logarithmic titre differences between
those treated with disinfectant and those treated with hard water at the chosen

contact time (A logo TCIDso/mi).

Cytotoxic effect

To check for possible morphclogicat alteration of cells by the disinfectant, 45 u! MEM
+2 % FCS + 5 yl of interfering substance were inoculated on a carrier and dried. The
inoculated carrier was immersed immediately after the drying process has been
finished in 10 ml of cne of the product test solutions. The tube was placed in a water
bath conirolied at the chosen test temperature. At the end of the contact time, the
carrier was transferred into a tube filled with 5§ mi of medium. As the virus
suspensions a series of ten-fold dilutions was prepared and the dilutions were

inoculated on cell culture. After incubation the titre of virus was calculated.

Interference control

The comparative virus titration was performed on cells that had been treated with
disinfectants to check the reduction in the sensitivity to the virus as follows: Cells
were incubated for 1 hour with the lowest apparently non-cytotoxic dilution of the test
product based on the results of the cytotoxicity test. After 1 h at 37.0°C the test
solution was removed, and the celis were infected with the titrated control virus. The
assay is only valid if the virus control of mock-treated cells (no disinfectant) minus the
virus control of cells pre-treated with the test product resulted in less than a log

difference.

Control of efficiency of suppression of product’s activity

100 pi of the undiluted test product and 850 u! of ice-cold medium with 2.0% FCS
were mixed. Afterwards 50 yl of the virus inoculum were added and the mixture is
incubated in an ice-bath for 30 min £ 10 s. A serial dilution in log:p steps was
prepared and cell cultures were inoculated with the dilutions. The titre was
determined. The difference between the titre of the suppression of virucidal activity
(SVA) control and the titre of virus control shouid not exceed 0.50 logig according top
EN 14476.

Reference virus inactivation assay

A control of the test system with glutardialdehyde as a reference was included.

L1-020-315 5718



Results

The product VP4078/51 was tested as a 0.1%, 1.0% and 2.0% concentration under
clean conditions (0.3 g/l BSA) as interfering substance and following exposure times

of 5, 10 and 15 minutes.

Validity of the test

The test product dilutions caused no cytotoxic effects (Table 1). As shown in Table 2,
the comparative virus titration on cells treated with test mixture dilution or without
resulted in a difference of less than one log. The after-effect control, which measures
the efficiency of suppression of product's activity, shali be < 0.50 Ig. As shown in
Table 3, the control was 0.00 ig.

The results of the reference virus inactivation using glutardialdehyde (Glutaral, 1,5-
Pentanedial, CAS Number 111-30-8} are given in Table 4, and the reducticn was in

the acceptable range (= 4 Ig within 5 min).

Test results

The data of the virucidat efficacy of Stabimed Ultra is presented in Tables 5 and 6.
With the 0.1 % concentration of Stabimed Ultra no virucidal efficacy was obtained.
The inactivation assay with the1.0% and 2.0% concentration of the test product could
not demonstrate a 4 logie reduction due to the cytotoxicity of the test product.
Therefore, the Large Volume Plating (LVP} method was performed. In LVP, a high
volume of the lowest apparently non-cytotoxic dilution of the inactivation assay test
mixture is added to the detector cell line and the cuitures are monitored for virus-
specific effects. After detoxification, the 1.0 % and 2.0% concentration of Stabimed
Ultra showed excellent virucidal activity against the Adenovirus type & strain Adenoid
75 at 20 °C within 10 minutes.

LI-020-315 6718



Table 1:

Cytotoxic factor of VP4078/51

Dilution (logo)
Concentration Interfering
substance
10° [ 107 | 102 | 107 | 10" | 1075 | 10°°

0.1% clean conditions = - - = - = _

1.0% clean conditions + - = = - _ _

2.0% clean conditions + = - _ _ — -

Table 2: Comparative virus titration on celis treated with the test

mixture dilution

Titre of the virus Titre of the Ditf .
. Interfering control comparative virus IriEk=nee Th
Concentration | pstance {logso TCIDse/mi) titration virus fitre
PBS (fogro TCIDse/miy | {10910 TCIDse/mi)
2.0% clean conditions | 7.67 +/—0.33 7.67 +/-0.33 0.00
Table 3: Control of efficiency of suppression of product’s activity

Titre of the virus

Titre of the after effect

Difference in virus

Concentration control control titration titre (fogqs
([ngTCIDso!mI) (lngTCIDs{})"mn TCleof'mI)
2.0% 7.00 +/-0.45 7.00 +/- Q.45 0.00
Li-020-315 7718




Table 4;

Reference virus inactivation of Adenovirus type 5 strain Adenoid 75 with glutardialdehyde
(Glutaral, 1,5-Pentanedial} CAS Number 111-30-8

Titre of the virus control Titre of the “residual virus” inactivation
Concen- (|Og1gTCID50ffm[) (Iogw TC|D5D;’m|) Reduction
tration/ | Interfering Level of with 95.0% confidence with 95.0% confidence factor
Contact | substance | , °Yto: interval interval
fi toxicity
ime
Carrier 1 Carrier 2 Carrier 1 Carrier 2 Mean value +95.0% CI
533 5,33 538 0.67 0.67 0.67 4,66
35OSOnE?i‘r)wm ; coﬁldeizgns B 4 P g i Ca 'S =
0.33 0.33 0.33 0.33 0.33 0.33 0.47
Cl confidence interval
LI-020-315 8/18




Table 5:

Virucidal activity of Stabimed Ultra against Adenovirus type 5 strain Adenoid 75

Titre of the virus control at Titre of the “residual virus” inactivation Reduction
{logo TCIDse/mI) with 85.0% confidence | (logy, TCIDsy/ml) with 95.0% confidence factor
interval interval (RF)
Concentration / | Interfering Li‘;fé_of op
contact time substance toxicity y M?an
F 4 2 . ean vaiue
Carrier 1 Carrier 2 Mean value Carrier 1 Carrier 2 Eith RE
95.0% Cl
5.33 533 533 4.33 4.50 4.42 0.92
g- 1% C'de_?” 20.0 = o ol +— e s +ie
min SIS 0.33 0.33 0.33 0.54 0.00 (57 0.43
1 0% | 367 3.67 3.67 <150 <1.50 £1.50 2217
L C(f.?gn 150 | 200 4 13 +/— e /e E +—
! — 0.33 0.33 0.33 0.00 0.00 0.00 0.33
1.0% - 3.67 367 3.67 <150 £1.50 =150 2217
10 m;)n ﬁditions 1.50 2050, s - Hi i = Yo L
g 0.33 0.33 0.33 0.00 0.00 0.00 0.33
2 0% | 3.67 67 3.67 = 1.50 <150 <1.50 2217
4 2 Cc?.f!“ 150 | 200 s i e s +/m e +—
Lt conditions 0.33 0.33 0.33 0.00 0.00 0.00 0.33
2 0% lean 3.67 3.67 3.67 = 1.50 =150 < 1.50 > 217
e % - 150 | 200 i = i e e gL +i—
i SeRCIFiems, 0.33 0.33 0.33 0.00 0.00 0.00 0.33
LI-020-315 g97/18




Table 5:

detoxification with the LVP method

Virucidal activity of Stabimed Ultra against Adenovirus type 5 strain Adenoid 75 after

Titre of the virus control at Titre of the “residual virus” inactivation | Reduction
{log+o TCIDg/mI) with 85.0% confidence | (logq, TCIDs/ml) with 95.0% confidence factor
' ) Level of interval interval {RF)
Concentration / | Interfering Caoh oC
contact time substance to:ficity Mean
Carrier 1 Carrier 2 Mean value Carrier 1 Carrier 2 Mean vaitie
value RF
95.0% ClI
533 5.50 542 2.60
1)
1.0% Cleam = 20.0 e I Al 282 2.82 282 e
5 min conditions 0.33 0.47 0.40 0.40
533 5.50 5.42 4.76
Q
1.0% clean - 20.0 e - B 0.66 0.66 0.66 +i
10 min conditions 0.33 0.47 0.40 0.40
. 533 550 542 4.76
2.0% clean = 20.0 sl /e e 0.66 0.66 0.66 H
10 min conditions 0.33 0.47 0.40 0.40
533 550 542 476
Q
L0 Sl=sh - 20.0 B R 2L 0.66 0.66 0.66 +—
15 min conditions 0.33 0.47 0.40 0.40
LI-020-315 10/18




Conclusion

Stabimed Ultra efficiently inactivates Adenovirus type 5 strain Adenoid 75 under

clean conditions (0.3% BSA) within 10 minutes exposure time.

The following concentrations and exposure times is active against Adenovirus

type 5 strain Adenoid 75:

Concentration Temperature [°C] Contact time

1.0% 20.0 10 min

2.0% 200 10 min

-

PD Dr. rer. fjpat. Maren Eggers

Head of disphfectant testing

LI1-020-315 11718
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Raw data for the test product Stabimed ultra tested against Adenovirus type 5
strain Adenoid 75 under clean conditions {quantal test; 6 wells

2020-04-28 - 2020-05-05

Control Interfering | Contact Dilution (log10)

substance |time 1 THIIFIEREST SRk i

444444 444444444 (222[001( 000

PSS eiaT e, Omin | 444|444 444|444 444|222 010 000

2020-04-28 — 2020-05-05

Product Con- interfering | Contact Bilution {iogqo)
centra- | substance|time
fion 0 1 2 3 4 5 6 7

Carrier 1 | xxx | 000 [ 600 | 000 [ 0G0 | 6CGG | 000 | 60O
3 min | xxx | 000 | G060 | 600 | G0O [ 000 | 00C | 000

Carrier 2 | xxx | 000 | 000 [ 000 | 000 | 000 | 000 | 000

Stabimed 1 0% clean S min xxx | 00CG | 000 [ 000 | 800 000 | 000 1 000
0%

uitra conditions | Carrier 1 | xxx [ 000 | 000 | 000 | 00 | 000 | 000 | 000
10 min | xxx | 000 | 000 | 000 | 000 | OOC | 000 | 00C

Carrier 2 | xxx | 000 { GO | 00C | 000 | QGG | 000 | GGG
10 min | xxx | 000 | 000 | 000 | 000 | 000 | 000 | 000

Carrier 1 (444|444 (333|213 100000 |0C0 | 000
Virus control clean 10min | 444444 (334 (322|000 000|000 000

hard water conditions | Carrier 2 | 444 | 444 | 444|222 ,001 [ 000|000 | 000
10min | 444 444444333000 (000000000

xxx | 000 | 0G0 | 000 | 000 [ G0G | 000 | 600

SyeioRily xxx | 000 | 060 { 0606 | 600 | 000 | 000 | 000
14 virus present, degree of CPE in cell culture units (5 wells of microtitre plates)

0 no virus present

n a nof applicatile

n. d. nof done

X cytotoxic

L1-020-315 13/18




Raw data for the test product Stabimed ultra tested against Adenovirus type 5
strain Adenoid 75 under clean conditions (quantal test; 6 wells)

2020-04-28 ~ 2020-05-05

Product Con- Interfering | Contact Diluation (logqe)
centra- |substance|time
tion 0 1 2 3 4 5 8 7

Carrier 1 | Xxxx | 000 | 0CC | 000 [ 600 | 000 | 000 | 000
10min | xxx | 000 | 600 [ 000 | 600 | 00C | 000 | 060

Carrier 2 | xxx | 000 (000 [ 000 | 0G0 [ 000 ( 000 | GO0

Stabimed 2 0% clean 10 min | xxx [ 000 | 000 [ 000 ) GGG | 000 | GOGC | 000
. 0

ultra conditions | Carrier 1 | xxx | 000 { 000 | 000 | 000 | 000 | GO0 | 000
15 min | xxx [ 000 | GO0 GC0 | 000 | 000 | 0CC | 000

Carrier 2 | xxx | 000 | G060 [ 00C | 000 [ 000 | 000 | 00C
15 min | xxx | 000|060 | 600 | 000 | 006 | 000 | 000

Carrier 1 (444|444 333 (213|100 (000 | 000 | Q00
Virus control clean 15 min | 444 (444|334 (322|000 | 000! 000|000

hard water conditions | Carrier 2 | 444 | 444 | 444 (222 | 001|000 | 00C { 000
15 min |444 | 444 1 444 | 333 | 000 | 000 | 000 | 0600

xxx | 000 | 600 [ 00C | 000 | 000 | 000 | 000

i etR2Ely xxx | 006 | 000|006 | 000 | 000 | 000 | 00C
i—4 virus present, degree of CPE in cell culture units (6 wells of microtifre plates)

0 o virus presernt

n a. not applicable

nod not done

X cyfoloxic

L1-020-315 14118




Raw data for the test product Stabimed ultra (1.0%) tested against Adenovirus type 5 strain Adenoid 75 under clean
conditions, inactivation assay according to LVP

2020-06-23 —~ 2020-06-30

Concen- |Interfering | Contact | .
e substancg e Line 1 2 ) 4 5 6 7 8 9 10 11 12
1.0% |clean Smin |plate1/1 | 2444 | 4444 | 4444 [ 4444 | 4444 | 2444 | 4444 | 4444 | 4442 | 4444 | 4444 | 4444
Carrier 1 | conditions 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4440 | 4444 | 4444 | 4444 | 4444 | 4444
1.0% |clean 5min | plate 1/1 | 2444 | 4404 | 4444 [ 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 2444 | 4444 | 4444
Carrier 2 | conditions 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4444
. 444 | 444 | 443 | 312 | 000 | 000
Virus control 444 | 444 | 433 | 120 | oo0 | ooo | - = r = -
) 444 | 444 | 334 | 220 | 000 | 000
Virus control 444 | 444 | 343 | 212 | 010 | 000 = - - - - -
Cytotoxicity 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 000G | 0OCO | 0000 | 0000 | 0000 | 0CDO
0000 | 0000 | 0000 | 0000 | 0000 | 0ODO | OOOC | 0CCO | 0000 | 000C | 0000 | 0COO
Concen- |Interfering | Contact | .
ey substancg e Line 1 2 3 4 5 6 7 8 9 10 11 12
1.0% |clean 10 min | plate 174 | 0000 | 0000 [ 0000 | 00CO | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0OGD | 000D
Carrier 1 | conditions 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
1.0% |clean 10 min | pjate 174 | 0000 | 0000 [7000C | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
Carrier 2 | conditions 0000 | 0000 | 0000 | 0000 | 0000 | O0OC | OO0 | 000C | 00CO | 0000 | OOOO | 000D
i el 444 | 444 | 443 | 312 | 000 | 000 B B ~ - ~ B
444 | 444 | 433 | 120 | 000 | 000
Virus control 444 | 444 | 334 | 220 | 000 | 000 _ B ~ B ~ -
444 | 444 | 343 | 212 | 010 | 000
Cytotoxicity 0000 | 000C | 0000 | 0000 | OOGO | 0COO | OOOC | 000D | OCOO | 0000 | 0000 | 0000
0000 | 0000 | 0000 | 0000 | 0000 | 0OOO | 000G | 0OGO | 0000 | 0000 | 0000 | OQOQ

1-4 virus present, degree of CPE in cell culture units (6 wells of microtitre piates)

0 no virus present

LI-020-315
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Raw data for the test product Stabimed uitra (2.0%) tested against Adenovirus type 5 strain Adenoid 75 under clean
conditions, inactivation assay according to LVP

2020-06-23 — 2020-06-30

Concen- |Interfering |Contact | .
e | AR S e 1 2 3 4 5 6 7 8 9 10 11 12
2.0% | clean 10 min | oyare /4 | 0000 | 0000 | 0000 | 0000 | 0000 | 000D | 000D | 0000 | 0000 | 000G | 0000 | 0000
Carrier 1 | conditions P 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 00GO
2.0% | clean 10 min | opate 174 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
Carrier 2 | conditions P 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
. 444 | 444 | 443 | 312 | 000 | 000
Virus control 444 | 444 | 433 | 120 | ooo | 000 | ~ - = - - -
) 444 | 444 | 334 | 220 | ©00 | 000
Virus control 444 | 444 | 343 | 212 | 010 | oo0 | = - - - -
———— 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | G000 | 0000 | Gooo | 0ooo | Gooo
y y 0000 | 0000 | CO00 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
Concen- |Interfering | Contact | .
forcenr | MSmETY |8 e Line 1 2 3 4 5 6 7 3 9 10 11 12
2.0% |clean 15 min | pjate 174 | 0000 | 0000 | 000C | 0000 | 0000 | 000G | 0000 | 0000 | 0000 | 0000 | 0000 | G000
Carrier 1 | conditions P 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | GOOO
2.0% | clean 15 min | prate 174 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
Garter2 /| conditions P 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | coco
) 444 | 444 | 443 | 312 | 000 | 000
Virus control 444 | 444 | 433 | 120 | o000 | oo0 | " - - - - -
) 44¢ | 244 | 334 | 220 | 000 | 000
Virus control 444 | 444 | 343 | 212 | 010 | 000 | " - > = - =
Pr— 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
y y 0000 | 0000 | 0000 | 0000 ! 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | ©OCO

1~4 virus present, degree of CPE in cell cufture units (6 wells of microtitre plates)
0 no virus present

LI1-020-315 16718




Raw data for the product Stabimed Ultra tested against Adenovirus type 5
strain Adenoid 75 under clean conditions {guantal test; 6 wells)

2020-09-04 — 2020-09-11

Control Interfering | Contact Dilution {log4)
substance | time 1 2 3 a 5 5 7 8
. _ fro Jwi 444 (444 | 444 1444433212102 | 000
Rl e TN 1444 | 444|444 1444|333 222|000 000
Cell sensitivity to virus after B 4441444 444 (444|344 (132000 000
Dre?wtbaﬂcn withthetest | s 444|444 | 444|444 444|222 (010|000
produc
Cell sensitivity to virus after 444|444 144414441444 |121|000| 000
preincubation with PBS 444|444 1444 444|434 |122|002| 000
product 4441444 |444|444|323(2221200;000
After-effect control with 5, 71 444|444 1444|444 (333|002 000|000
product 4441444 1444|1444 3331120000 (000

Raw data for the product Stabimed Uitra tested Adenovirus type 5 strain
Adenoid 75 under clean conditions (quantal test; 6 welis)

2020-09-04 — 2020-09-11

Product Con- interfer- | Contact Dilution (iogsg)
centra- |ing time
tion sub- 6 1]12|3|4|5]|6]|7
stance

Carrier 1 |001| C0Q | 000 | 600 | 0G0 | 000 | O0C | 00O

~RlsiEnee 3500 | clean | 5min |000|000|000|000 000 000|000 000

control

Glutaraldehyde ppm conditions | Carrier 2 | 106 | 000G | 000 | 000 | 000 | 0G0 | 000 | 00O

Smin | 000 000 600 [000 | 000|000 | GO0 | 000

Carrier 1| 444 | 444 | 444 | 323 (122 | 000 | 000 | 000

Virus control clean 2 min | 444|444 444|333 122|000 | 000|000

hard water

26.0°C conditions | Carrier 2 | 444 [ 444 [ 444 | 233 | 212 | 000 [ 00C | 000

2min | 444444444 333112000 |000 | 000

1—4 virus presemt, degree of CPE in celf culture units (6 welfs of microtitre plates)
0 no virus present
X cytotoxic

LI-8620-315 17118




Raw data for the product Stabimed Ultra tested against Adenovirus type 5
strain Adenoid 75 under clean conditions (quantal test; 6 wells)

2020-09-04 - 2020-09-11

Product Con- Interfering | Contact Dilution {logqg)
centra- | substance |time
tion 0 i 2 3 4 5 6 7
Carrier 1 | 444 (444 14331322 020|000 | 000 | 000
Ulira | conditions Carrier 2 | 444 144413431121 | 000|000 | 000 | 00C

Smin (444|444 |333|212|000|000| 000|000

Carrier 1 (444 | 444 | 444 | 323 (122 | 000 | 800 | 000
Virus control clean Smin |444 | 444|444 (3331122 |000|000|000

hard water conditions | Carrier 2 | 444 | 444 | 444 (233|212 | 000 | 065 | 000
Smin | 444|444 (444333112 (000000000

G600 | 000 | 000 | 000 [ 000 [ 000 | 000 | 000

Cytotoxicity 000 | 000 | 000 | G600 | 000 | 000 | 000 | 000

-4 virus present, degree of CPE in celf culture units (6 wells of microtitre plates)
0 no virus present
X cylotoxic

L1-020-315 18/18
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Eficacitatea produsului Helix ultra impotriva adenovirusului de tip 5 intr-o testare cantitativa
a suspensiei la 20°C conform EN 14476:2007-02 in conditii murdare

EXPERTIZA
Aceasta expertiza se bazeaza pe raportul de testare BIOML1055A din 14.06.2010.

Proprietatile de inactivare a virusului ale instrumentului dezinfectant Helix ultra de la B.
Braun Medical AG impotriva adenovirusului de tip 5 au fost investigate printr-o testare
cantitativd a suspensiei conform EN 14476:2007-02 in conditii murdare.

Conform acestui test de suspensie, un dezinfectant sau o solutie dezinfectantd la o anumita
concentratie este consideratd ca avand proprietdti de inactivare a virusului daca in perioada de
expunere recomandata titrul este redus cu >4 log10 (inactivare > 99,99 %).

Produsul Helix ultra a fost examinat ca solutie 1,0 % la 20°C. Timpii de expunere au fost de
5, 15 si 60 de minute. Dupa un timp de expunere de cinci minute, reducerea virusului a
depasit 4 pasi logi. Prin urmare, o activitate virucidd impotriva adenovirusului a fost
madsuratd in conditii murdare, dupd cum urmeaza:

1.0% 5 min

Semnatura; indescifrabila
Dr. J. Steinmann
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Raport de testare BIOML1055A

Evaluarea eficacitatii produsului

Helix ultra

Virus de testare: adenovirus tip 5
Metoda: EN 14476:2007-02 in conditii murdare

Sponsor:

B.Braun Medical AG
Seesatz

CH-6204 Sempach

Norderoog 2, D-28259 Bremen
Tel.: +49 (0) 421-27819102, Fax: +49 (0) 421-2760283
Mikrol ab GmbH@t-oniline.de, hitp:/www.mikrofab-gmbh.de




1. Introducere

Obiectivul acestui studiu a fost evaluarea proprietatilor de inactivare a virusului ale
instrumentului dezinfectant Helix ultra Tmpotriva adenovirusului de tip 5 utilizdnd o testare
cantitativa a suspensiei conform EN 14476 (1) in conditii murdare.

2. Laborator de testari

MikroLab GmbH, Norderoog 2, D-28259 Bremen

3. Identificarea probei

Producitor: B. Braun Medical AG

Denumire produs: Helix ultra

Numar lot: 1002BH0005

Aplicare: Dezinfectare instrument

Data productiei: 16.02.2010

Data de expirare: 02.2012

Compus(i) activ(i): 0.16% acid peracetic (1.0% solutie)

Aspect si miros: Pudra albd, neutru

Valoare pH (in WSH): 2.0%: 7.72(20°C)
1.0%: 7.82(20°C)

Conditii de depozitare: Temperatura camerei, in Tntuneric
(zona cu acces restrictionat)

Data sosirii in laborator: 23.04.2010

4. Materiale

4.1  Mediu de cultura si reactivi

- Mediu esential minim Eagle cu Earle's BSS (EMEM, Lonza Group Ltd., catalog nr.
BE12-125F)

- Ser fetal de vitel (Biochrom AG, articol nr. S 0115)

- Solutie de formaldehida 1,4 % (Chemisch-technologisches Laboratorium Dr. Melzer,
D-28199 Bremen)

- Agqua bidest. (Fresenius Kabi Deutschland, articol nr. P2N 1636071)

- PBS (Invitrogen, articol nr. 18912-014)

- BSA (Sigma-Aldrich-Chemie GmbH, articol nr. CA-2153)

- eritrocite de oaie (Fiebig-Nahrstofftechnik; articol nr. 31100100)

4.2 Virus si celule

Adenovirusul tip 5, tulpina Adenoid 75 a fost obtinut de la PD Dr. A. Heim, Institutul de
Virologie Medicala, Scoala Medicalda Hannover, Hanovra, Germania. Inainte de testele de
inactivare, virusul a fost trecut de 3 ori in celulele A549 (celule de carcinom epitelial
pulmonar uman).

Celulele A549 provin si de la Institutul de Virologie Medicald, Facultatea de Medicind din
Hanovra.



Celulele au fost inspectate regulat pentru modificari morfologice si pentru contaminare cu
micoplasme. Nu au putut fi detectate modificari morfologice ale celulelor si nicio contaminare
cu micoplasme.

4.3  Aparatura, instrumente de laborator si echipamente mici

- incubator C02, Nunc GmbH & Co. KG, model QWJ 350

- Agitator (Vortex Genie Mixer, tip G 560E)

- masurare pH 3151 (WTW, articol nr. 2A10-100)

- Centrifuga (Sigma-Aldrich-Chemie GmbH, tip 113)

- Microscop (Olympus, tip CK 30)

- Baie de apa (JULABO, Julabo U 3)

- Pipete automate cu volum reglabil (Eppendorf AG)

- Placa de microtitrare cu 96 de godeuri din polistiren (Nunc GmbH & Co. KG, Wiesbaden,
Germania)

- Balon de cultura celulara (Nunc GmbH & Co. KG, Wiesbaden, Germania)
- Eprubete sigilate (Sarstedt AG & Co., Numbrecht, Germania)

5. Conditii experimentale

Temperatura(i) de testare: 20°C £ 1°C

Concentratia(i) ale produsului de testat: Solutii 1.0%, 0.5% si 0.1% (gama neactiva)

Timp(i) de contact: 5, 15 si 60 de minute

Substanta(e) de interferenta: Conditii murdare: 3.0 g/l BSA + 3.0 g/l
eritrocite

Diluant: Apa cu duritate standardizata

Procedura  pentru oprirea actiunii | Diluare imediata

produsului:

Virus de testat: Adenovirus tip 5 tulpind adenoid 75 (ATCC
VR-5)

Perioada de analiza: 23.04.2010 — 14.06.2010

Finalul testarii: 14.06.2010

6. Metode

6.1  Prepararea suspensiei de virus de testare

Pentru prepararea suspensiei de virus de testare in conformitate cu EN 6.3 A549, celulele au
fost cultivate Tntr-un balon de 175 cm? cu mediu esential minim Eagle cu BSS Earle si ser de
vitel fetal (FCS) 10 %. Adenovirusul de tip 5 (suspensie de virus stoc) a fost adaugat la
monostrat timp de 1 ord la 37°C cu agitare usoara la fiecare 15 minute. Dupa ce celulele au
aratat un efect citopatic, acestea au fost tratate cu ultrasunete (HD 2200, Bandelin electronic
GmbH & Co. KG, D-12207 Berlin) urmate de o centrifugare cu viteza mica (10 min si 1000 x
g) pentru a sedimenta resturile celulare. Dupa alicotare, suspensia de virus testat a fost
pastrata la -80°C.

6.2 Dezinfectant



Produsul de testat a fost dizolvat si diluat Tnainte de experimentele de inactivare cu apa de
duritate standardizata in solutii de 1,0 %, 0,5 % si 0,1 % imediat 1nainte de testari. Aceste
concentratii au fost inmultite cu un factor de 1,25 datoritd adaugarii suspensiei de virus testat
si a substantei interferente.

6.3 Testul de infectare

Infectivitatea a fost determinata ca titrare finald conform EN 6.5.1 transferand 0,1 ml din
fiecare dilutie in opt godeuri ale unei placi de microtitrare, incepand cu cea mai mare dilutie.
Aceasta a fost urmata de adaugarea a 0,1 ml de celule A549 proaspat tripsinizate. Aceastd
suspensie de celule a fost ajustata pentru a ajunge la 10-15 x 103 celule per godeu. Placile de
microtitrare au fost incubate la 37°C intr-o atmosfera de 5 % CO2. Efectul citopatic a fost citit
cu ajutorul unui microscop inversat dupa zece zile. Calcularea dozei infectioase TCIDso/ml a
fost facutd cu metoda Spearman (2) si Karber (3) cu urmatoarea formula:

-10g10TCIDso = X - 0,5 + Z /N
Semnificatie

Xo = log10 din cea mai mica dilutie cu reactie pozitiva de 100 %

r = numarul de determindri pozitive ale celei mai mici etape de dilutie cu 100 %
pozitive si toate etapele de dilutie superioare pozitive

n = numarul de determinari pentru fiecare etapa de diluare.

6.4 Test de inactivare

Investigatiile pentru determinarea activitdtii virucide au respectat EN 6.6. Produsul de testat a
fost examinat ca solutii 1,0 %, 0,5 % si 0,1 % la 20°C.

Timpii de contact au fost de 5,15 si 60 de minute.

Datorita unei manipuldri mai convenabile, volumele din acest test au fost 0,1 ml suspensie de
virus de testare, 0,1 ml substanta interferenta si 0,8 ml produs de testat. Imediat la sfarsitul
unui timp de contact ales, activitatea dezinfectantului a fost opriti prin diluare la 108,

Titrarea controlului virusului a fost efectuata la timpi de contact O min si 60 min (EN 6.6.8).

6.5  Determinarea citotoxicitatii

Determinarea citotoxicitatii a fost efectuata conform EN 6.6,4.1 cu 200 pl apa durd si 800 pl
produs de testare.

6.6 Sensibilitatea celulelor la virus

opt parti in volum din cea mai micd dilutie aparent necitotoxica a produsului. Acest amestec
sau PBS ca si element de control a fost addugat la un volum de suspensie celulara dublu
concentratd. Dupd 1 ord la 37°C celulele au fost centrifugate si resuspendate in mediu de
cultura celulara (EN 6.6.4.2b).

In cele din urma, a fost efectuati o titrare comparativa a suspensiei de virus testat pe celulele
pre-tratate (dezinfectant) si care nu au fost pre-tratate (PBS) asa cum este descris mai sus.



6.7  Controlul eficacitatii pentru suprimarea activitatii dezinfectante

In plus, a fost inclus un control al eficientei pentru suprimarea activitatii dezinfectante (EN
6.6.6).

6.8  Testul de inactivare a virusului de referinta

Ca referintd pentru validarea testului a fost inclusd 0,7 % formaldehida conform EN 6.6.7.1.
Timpul de contact a fost de 5, 15, 30 si 60 de minute. In plus, citotoxicitatea solutiei de testare
cu formaldehid a fost determinati conform EN 6.6.7.2 cu dilutii de pani la 107,

7. Verificarea metodologiei
Au fost indeplinite urmatoarele criterii mentionate in EN 8.3:
a) Titrul suspensiei de virus testat a permis determinarea unei reduceri de >4 logzo.

b) Citotoxicitatea produsului de testat a fost un pas logio (ambele solutii de 1,0 % si 0,5
%) si a permis detectarea unei reduceri cu patru logioa titrului virusului.

c) Titrarea comparativa pe celule A549 pre-tratate (dezinfectant) si care nu au fost pre-
tratate (PBS) a aratat o diferenta acceptabila (<I logl0; EN 8,3) a titrului virusului:
7,50 (PBS) fata de 7,75 (dilutii 1:100 de dezinfectant).

d) Controlul eficacitatii pentru suprimarea activitatii dezinfectante (1,0 %) a aratat o
scadere a titrului virusului datorita faptului ca pana si solutia 0,1 % a fost activa.

Deoarece toate criteriile conform EN 8.3 au fost indeplinite, examinarea cu adenovirus tip 5
conform EN 14476 a fost valabila.

8. Rezultate

Rezultatele examinarilor sunt prezentate in tabelele 1 - 9. Tabelele 1 - 8 demonstreaza datele
brute, in timp ce tabelul 9 oferd un rezumat al rezultatelor.

Produsul Helix ultra (1,0 %) a reusit sa inactiveze adenovirusul de tip 5 dupa cinci minute in
conditii murdare in aceastd testare cantitativa a suspensiei. S-au masurat factorii de reducere:
>5.00 s1>5.13. Aceasta a corespuns cu o inactivare de > 99.999 %.

Solutia 0,5 % a fost, de asemenea, activa impotriva adenovirusului de tip 5 in timpul de
incubare de cinci minute (factor de reducere: > 5.13).

Chiar si solutia 0.1 % a fost activd impotriva adenovirusului de tip 5 dupa un timp de
expunere de 5 minute (RF: > 5.13).

9. Rezumat
Pe scurt, produsul Helix ultra poate obtine o reducere suficienta a titrului virusului ca solutie

de 1.0 % dupa un timp de expunere de cinci minute. Din cauza lipsei de ghiduri virologice
care sa simuleze conditiile practice din Europa (testele faza 2, pasul 2) datele acestei testari



cantitative a suspensiei conduc la recomandarea de a folosi dezinfectantul pentru instrumente
Helix ultra pentru inactivarea adenovirusului de tip 5 dupa cum urmeaza:

1% conditii murdare 5 minute
Bremen, 14.06.2010

Semnatura: indescifrabila
Dr. Jochen Steinmann



10.  Controlul calitatii

Asigurarea calitatii rezultatelor a fost mentinutd prin efectuarea determindrii proprietatilor
dezinfectantului de inactivare a virusului in conformitate cu reglementarile de bune practici de
laborator:

1) Legea germana privind produsele chimice, Anexa 1, din 01.08 1994 (BGBI. I, 1994, pag.
1703). Anexa revizuita la 14. 05. 1997 (BGBL 1, 1997, pag. 1060).

2) Principiile OCDE de bune practici de laborator (revizuite in 1997); Publicatii OCDE
privind sdndtatea si siguranta mediului; Seria privind principiile de bune practici de laborator
s1 monitorizarea conformitatii - Numarul 1. Directia de mediu, Organizatia pentru Cooperare
si Dezvoltare Economicd, Paris 1998.

Plauzibilitatea rezultatelor a fost confirmata suplimentar de controale incorporate in testele de
inactivare.

11. inregistririle care trebuie pistrate

Toate datele de testare, protocolul, modificérile protocolului, raportul final si corespondenta
dintre MikroLab GmbH si sponsor vor fi stocate 1n arhivele de la MikroLab GmbH.

Este interzisd utilizarea numelui, siglei MikroLab GmbH sau a oricarei alte reprezentari a
MikroLab GmbH, altele decat distribuirea acestui raport integral, fara aprobarea scrisa a
MikroLab. In plus, MikroLab GmbH nu poate fi mentionati in nicio forma de materiale
promotionale, comunicate de presa, publicitate sau materiale similare (prin tiparire,
difuzare, comunicare sau mijloace electronice) fard permisiunea expresd a MikroLab
GmbH.

Rezultatele testelor din acest raport de testare se refera exclusiv la articolele examinate.
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51a20°C (3.0 % BSA)

Tabel 4 Date brute despre Helix ultra (0.5 %) testat impotriva adenovirusului de tip
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Tabel 5 Date brute despre Helix ultra (0.1 %) testat impotriva adenovirusului de tip
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Tabel 9 Rezultate cu Helix ultra si adenovirus tip 5 (rezumat)







Tabel 1: Date brute despre Helix ultra (1.0 %) testat impotriva adenovirusului de tip 5 (test cuantic, 8 godeuri) la 20°C (2248) (primul test)

Produs Concentratie | Substanta Timp Dilutii (log1o)
interferenta de 1 2 3 4 5 6 7 8 9
contact
(min)
Produs 1.0% 3.0 g/l BSA |5 tttt 0000 0000 0000 0000 0000 0000 0000 n.d.
+ 3.0 gl tttt 0000 0000 0000 0000 0000 0000 0000
eritrocite 15 tttt 0000 0000 0000 0000 0000 0000 0000 n.d.
tttt 0000 0000 0000 0000 0000 0000 0000
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 tttt 0000 0000 0000 0000 0000 0000 0000 n.d.
tttt 0000 0000 0000 0000 0000 0000 0000
Citotoxicitate | 1.0% 3.0 g/l BSA | na. tttt 0000 0000 0000 0000 n.d. n.d. n.d. n.d.
produs + 3.0 gl tttt 0000 0000 0000 0000
eritrocite
Folmaldehida | 0.7% (m/V) | PBS 5 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Citotoxicitate | 0.7% (m/V) | PBS n.a. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
folmaldehida
Control virus | n.a. 309/l BSA |0 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
+ 3.0 g/l |60 4444 | 4444 4444 4444 4444 0223 0003 0000 0000
eritrocite 4444 | 4444 4444 4444 4444 3333 0000 0000 0000
na = nu se aplica
nd. = nu a fost facut
0 = nu exista virus; t = citotoxic
1-4 = virus prezent (gradul CPE in 8 unitati de cultura celulard) (godeurile placilor de microtitrare)




Tabel 2: Date brute despre Helix ultra (1.0 %) testat impotriva adenovirusului de tip 5 (test cuantic, 8 godeuri) la 20°C (2268) (al doilea test)

Produs Concentratie | Substanta Timp Dilutii (log1o)
interferenta de 1 2 3 4 5 6 7 8 9
contact
(min)
Produs 1.0% 3.0 g/l BSA |5 tttt 0000 0000 0000 0000 0000 0000 0000 n.d.
+ 3.0 gl tttt 0000 0000 0000 0000 0000 0000 0000
eritrocite 15 tttt 0000 0000 0000 0000 0000 0000 0000 n.d.
tttt 0000 0000 0000 0000 0000 0000 0000
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Citotoxicitate | 1.0% 3.0 g/l BSA | na. tttt 0000 0000 0000 0000 n.d. n.d. n.d. n.d.
produs + 3.0 gl tttt 0000 0000 0000 0000
eritrocite
Folmaldehida | 0.7% (m/V) | PBS 5 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Citotoxicitate | 0.7% (m/V) | PBS n.a. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
folmaldehida
Control virus | n.a. 309/l BSA |0 4444 | 4444 4444 4444 4444 2233 1000 0000 0000
+ 3.0 gl 4444 | 4444 4444 4444 4444 3323 0000 0300 0000
eritrocite 60 4444 | 4444 4444 4444 4443 3333 3000 0000 0000
4444 | 4444 4444 4444 3444 3313 0000 0000 0000
na = nu se aplica
nd. = nu a fost facut
0 = nu exista virus; t = citotoxic
1-4 = virus prezent (gradul CPE in 8 unitati de cultura celulard) (godeurile placilor de microtitrare)




Tabel 3: Date brute despre Helix ultra (1.0 %) testat impotriva adenovirusului de tip 5 (test cuantic, 8 godeuri) la 20°C (2268)

Produs Concentratie | Substanta Timp Dilutii (log1o)
interferenta de 1 2 3 4 5 6 7 8 9
contact
(min)
Produs 1.0% 3.0%BSA |5 tttt 0000 0000 0000 0000 0000 0000 0000 n.d.
tttt 0000 0000 0000 0000 0000 0000 0000
15 tttt 0000 0000 0000 0000 0000 0000 0000 n.d.
tttt 0000 0000 0000 0000 0000 0000 0000
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Citotoxicitate | 1.0% 3.0% BSA |na. tttt 0000 0000 0000 0000 n.d. n.d. n.d. n.d.
produs tttt 0000 0000 0000 0000
Folmaldehida | 0.7% (m/V) | PBS 5 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Citotoxicitate | 0.7% (m/V) | PBS n.a. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
folmaldehida
Control virus | n.a. 3.0%BSA |0 4444 | 4444 4444 4444 4444 3334 1000 0000 0000
4444 4444 4444 4444 4444 3334 2033 0000 0000
60 4444 | 4444 4444 4444 4443 2232 3000 0000 0000
4444 | 4444 4444 4444 3444 1332 0000 0000 0000
na = nu se aplica
nd. = nu a fost facut
0 = nu exista virus; t = citotoxic
1-4 = virus prezent (gradul CPE in 8 unitati de cultura celulard) (godeurile placilor de microtitrare)




Tabel 4: Date brute despre Helix ultra (0.5 %) testat impotriva adenovirusului de tip 5 (test cuantic, 8 godeuri) la 20°C (2268)

Produs Concentratie | Substanta Timp Dilutii (log1o)
interferenta de 1 2 3 4 5 6 7 8 9
contact
(min)
Produs 0.5% 3.0 9/l BSA |5 tttt 0000 0000 0000 0000 0000 0000 0000 n.d.
+ 3.0 gl tttt 0000 0000 0000 0000 0000 0000 0000
eritrocite 15 tttt 0000 0000 0000 0000 0000 0000 0000 n.d.
tttt 0000 0000 0000 0000 0000 0000 0000
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Citotoxicitate | 0.5% 3.0 g/l BSA | na. tttt 0000 0000 0000 0000 n.d. n.d. n.d. n.d.
produs + 3.0 gl tttt 0000 0000 0000 0000
eritrocite
Folmaldehida | 0.7% (m/V) | PBS 5 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Citotoxicitate | 0.7% (m/V) | PBS n.a. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
folmaldehida
Control virus | n.a. 309/IBSA |0 4444 4444 4444 4444 4444 2233 1000 0000 0000
+ 3.0 gl 4444 4444 4444 4444 4444 3323 0000 0300 0000
eritrocite 60 4444 4444 4444 4444 4443 3333 3000 0000 0000
4444 4444 4444 4444 3444 3313 0000 0000 0000
na = nu se aplica
nd. = nu a fost facut
0 = nu exista virus; t = citotoxic
1-4 = virus prezent (gradul CPE in 8 unitati de cultura celulard) (godeurile placilor de microtitrare)




Tabel 5: Date brute despre Helix ultra (0.1 %) testat impotriva adenovirusului de tip 5 (test cuantic, 8 godeuri) la 20°C (2268)

Produs Concentratie | Substanta Timp Dilutii (log1o)
interferenta de 1 2 3 4 5 6 7 8 9
contact
(min)
Produs 0.1% 3.0 g/l BSA |5 n.d. 0000 0000 0000 0000 0000 0000 0000 n.d.
+ 3.0 gl 0000 0000 0000 0000 0000 0000 0000
eritrocite 15 n.d. 0000 0000 0000 0000 0000 0000 0000 n.d.
0000 0000 0000 0000 0000 0000 0000
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 n.d. 0000 0000 0000 0000 0000 0000 0000 n.d.
0000 0000 0000 0000 0000 0000 0000
Citotoxicitate | 0.1% 3.0 g/l BSA | na. 0000 0000 0000 0000 0000 n.d. n.d. n.d. n.d.
produs + 3.0 gl 0000 | 0000 0000 0000 0000
eritrocite
Folmaldehida | 0.7% (m/V) | PBS 5 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Citotoxicitate | 0.7% (m/V) | PBS n.a. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
folmaldehida
Control virus | n.a. 3.09g/ BSA |0 4444 | 4444 4444 4444 4444 2233 1000 0000 0000
+ 3.0 gl 4444 | 4444 4444 4444 4444 3323 0000 0300 0000
eritrocite 60 4444 | 4444 4444 4444 4443 3333 3000 0000 0000
4444 4444 4444 4444 3444 3313 0000 0000 0000
na = nu se aplica
nd. = nu a fost facut
0 = nu exista virus; t = citotoxic
1-4 = virus prezent (gradul CPE in 8 unitati de cultura celulard) (godeurile placilor de microtitrare)




Tabel 6: Date brute despre solutia de folmaldehida (0.7 %) testata Impotriva adenovirusului de tip 5 (test cuantic, 8 godeuri) la 20°C (2253)

Produs Concentratie | Substanta Timp Dilutii (log1o)
interferenta de 1 2 3 4 5 6 7 8 9
contact
(min)
Produs n.a. n.a. 5 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
30 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
Citotoxicitate | n.a. n.a. n.a. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
produs
Folmaldehida | 0.7% (m/V) | PBS 5 tttt tttt 4444 4444 2322 0002 0000 0000 n.d.
tttt tttt 4444 4444 2323 0000 0000 0000
15 tttt tttt 3333 3000 0000 0000 0000 0000 n.d.
tttt tttt 3333 0000 0000 0000 0000 0000
30 tttt tttt 0000 0000 0000 0000 0000 0000 n.d.
tttt tttt 0020 0000 0000 0000 0000 0000
60 tttt tttt 0000 0000 0000 0000 0000 0000 n.d.
tttt tttt 0000 0000 0000 0000 0000 0000
Citotoxicitate | 0.7% (m/V) | PBS n.a. tttt tttt 0000 0000 0000 n.d. n.d. n.d. n.d.
folmaldehida tttt tttt 0000 0000 0000
Control virus | n.a. PBS 0 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 4444 4444 4444 4444 4444 3223 0022 0000 0000
4444 4444 4444 4444 4444 3344 0000 0000 0000
na = nu se aplica
nd. = nu a fost facut
0 = nu exista virus; t = citotoxic
1-4 = virus prezent (gradul CPE in 8 unitati de cultura celulard) (godeurile placilor de microtitrare)




Tabel 7: Controlul eficacitatii pentru suprimarea activitatii dezinfectante (1.0 %) (2268)

Produs Substanta Dilutii (logio)

interferenta 1 2 3 4 5 6 7 8 9

Produs PBS n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

Produs 0.3g/ BSA | n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

Produs 3.0 g/l BSA | tttt 0000 0000 0000 0000 0000 0000 0000 0000
+ 3.0 g/l |ttt 0000 0000 0000 0000 0000 0000 0000 0000
eritrocite

na = nu se aplica

nd. = nu a fost facut

0 = nu exista virus; t = citotoxic

1-4 = virus prezent (gradul CPE in 8 unitati de cultura celulard) (godeurile placilor de microtitrare)




Tabel 8: Date brute (adenovirus) pentru sensibilitatea celulelor la virus (1.0%) (2268)
Produs Substantd | Dilutie Dilutii (logio)

interferenta 1 2 3 4 5 6 7 8 9

PBS PBS Nu n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

exista
PBS 0.3g/IBSA | Nu n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
exista

PBS 3.0 g/l BSA | Nu 4444 4444 4444 4444 4334 0332 0010 0000 n.d.
+ 3.0 g/l |exista 4444 4444 4444 4444 3334 2324 0000 0000
eritrocite

Produs  de | PBS 1:100 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

testat 1:1.000 | n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

Produs  de | 0.3g/ BSA | 1:100 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

testat 1:1.000 | n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

Produs  de| 3.0 g/l BSA | 1:100 4444 4444 4444 4444 4344 2223 0002 0000 0000

testat + 3.0 gl 4444 4444 4444 4444 4444 2331 0000 0030 0000
eritrocite 1:1.000 | n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

na = nu se aplica

nd. = nu a fost facut

0 = nu exista virus; t = citotoxic

1-4 = virus prezent (gradul CPE in 8 unitati de cultura celulard) (godeurile placilor de microtitrare)




Tabel 9: Rezultate cu Helix ultra si adenovirus tip 5 (rezumat)

Produs Concentratie Substanta Nivel de logio TCIDso/ml dupa ...... min >4 logwo
interferenta citotoxicitate 0 0.5 1.0 2.0 5.0 15.0 30.0 60.0 Reducere
dupa ....
min
Produs 1.0% 3.0 g/l BSA + | 2.50 n.d. n.d. n.d. n.d. <2.50 <2.50 n.d. <2.50 5.0
3.0 gl
eritrocite
Produs 1.0% 3.0 g/l BSA + | 2.50 n.d. n.d. n.d. n.d. <2.50 <2.50 n.d. n.d. 5.0
3.0 gl
eritrocite
Produs 1.0% 3.0% BSA 2.50 n.d. n.d. n.d. n.d. <2.50 <2.50 n.d. n.d. 5.0
Produs 0.5% 3.0 g/l BSA + | 2.50 n.d. n.d. n.d. n.d. <2.50 <2.50 n.d. n.d. 5.0
3.0 gl
eritrocite
Produs 0.1% 3.0 g/l BSA + | <1.50 n.d. n.d. n.d. n.d. <2.50 | <250 n.d. n.d. 5.0
3.0 gl
eritrocite
Formaldehida 0.7% (m/V) PBS 3.50 n.d. n.d. n.d. n.d. 6.63 4.63 <3.75 <3.50 30
Control virus n.a. 3.0 g/l BSA + | na. 7.75 n.d. n.d. n.d. n.d. n.d. n.d. 7.50/ n.a.
3.0 g/l 7.63
eritrocite
Control virus n.a. 3.0% BSA n.a. 8.00 n.d. n.d. n.d. n.d. n.d. n.d. 7.50 n.a.
Control virus n.a. PBS n.a. n.d. n.d. n.d. n.d. n.d. n.d. n.d. 7.75 n.a.
Sensibilitate n.a. 3.0 g/l BSA + | na. n.d. n.d. n.d. n.d. n.d. n.d. n.d. 7.50 n.a.
celule (PBS) 3.0 gl
eritrocite
Sensibilitate 1:100 3.0 g/l BSA + | na. n.d. n.d. n.d. n.d. n.d. n.d. n.d. 7.75 n.a.
celule 3.0 gl
(dezinfectant) eritrocite

na =
n.d.

nu se aplica
nu a fost facut




Fig.1: Proprietatile formaldehidei de inactivitate a adenovirusului (0.7%) la 20°C
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Fig.2: Proprietatile produsului Helix ultra de inactivitate a adenovirusului (0.7%) la 20°C
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Wirksamkeit von Helix ultra gegeniiber dem Adenovirus Typ 5 im quantitativen
Suspensionsversuch nach EN 14476:2007-02 unter hoher Belastung

GUTACHTEN

Diese Gutachten basiert auf dem Prifbericht B10ML1055A vom 14.06.2010.

Das Instrumentendesinfektionsmittel Helix ultra der B. Braun Medical AG wurde gemaR
Auftrag auf seine virusinaktivierenden Eigenschaften gegeniiber dem Adenovirus Typ 5 nach
der EN 14476:2007-02 untersucht.

In der EN 14476:2007-02 wird dann von einer Virus-Wirksamkeit eines Desinfektionsmittels
ausgegangen, wenn nach einer bestimmten Einwirkzeit eine Reduktion des initialen
Virustiters um = 4 log,g-Stufen (Inaktivierung = 99,99 %) erfolgt ist.

Das Instrumentendesinfektionsmittel Helix ultra wurde als 1,0 %ige Lésung bei 20°C
untersucht. Die Einwirkzeiten betrugen 5, 15 und 60 Minuten. Nach funf Minuten war eine
Reduktion des Virustiters um = 4 log-Stufen nachweisbar. Somit ergibt sich eine
Adenovirus-Wirksamkeit unter hoher Belastung wie folgt:

1,0% 5 Minuten

) FLS
Dr. J. $teinmann
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Efficacy of Helix ultra against adenovirus type 5 in a quantitative suspension test at
20°C according to the EN 14476:2007-02 under dirty conditions

EXPERT OPINION

This expert opinion is based on the test report B10ML1055A dated 14.06.2010.

The virus-inactivating properties of the instrument disinfectant Helix ulira of B. Braun Medical
AG against adenovirus type 5 were investigated by a quantitative suspension test according
to the EN 14476:2007-02 under dirty conditions.

According to this suspension test, a disinfectant or a disinfectant solution at a particular
concentration is considered as having virus-inactivating properties if within the recommended

exposure period the titre is reduced by 2 4 logs (inactivation z 99.99 %).

Helix ultra was examined as 1.0 % solution at 20°C. The exposure times were 5, 15 and 60
minutes. After an exposure time of five minutes virus reduction exceeded 4 log:-steps.
Therefore, a virucidal activity against adenovirus was measured under dirty conditions as

follows:
1.0% 5 min

S —

Dr. J.YSteinmann
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1. Introduction

The objective of this study was to evaluate the virus-inactivating properties of the instrument

disinfectant Helix ultra against adenovirus type 5 using a quantitative suspension assay

following EN 14476 (1) under dirty conditions.

2. Testlaboratory

MikroLab GmbH, Norderoog 2, D-28259 Bremen

3. Identification of the sample
Manufacturer B. Braun Medical AG
Name of product Helix ultra
Batch number 1002BHOG05

Application instrument disinfection
Date of production 16.02.2010
Expiry date 022012

Active compound (s)

0.16 % peracetic acid (1.0 % solution)

Appearance and

white powder,

odour neutral
_ _ 2.0 %: 7.72 (20°C)
pH-value (in WSH) 1.0 %: 7.82 (20°C)

Storage conditions

room temperature in the dark
(area with restricted access)

Date of arrival in the laboratory

23.04.2010

4. Materials

4.1 Culture medium and reagents

catalogue no. BE12-125F)

28198 Bremen)

PBS (Invitrogen, article no. 18912-014)

Eagle’'s Minimum Essential Medium with Earle’s BSS (EMEM, Lonza Group Lid.,

Fetal calf serum (Biochrom AG, article no. S 0115)
1.4 % Formaldehyde solution (Chemisch-technologisches Laboratorium Dr. Melzer, D-

Aqua bidest. (Fresenius Kabi Deutschland, article no. P2N 1636071)

BSA (Sigma-Aldrich-Chemie GmbH, article no. CA-2153)
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- sheep erythrocytes (Fiebig-Nahrstofftechnik; article no. 31100100)

4.2 Virus and cells

The adenovirus type 5 strain adenoid 75 was obtained from PD Dr. A. Heim, insiitute of
Medical Virology, Hannover Medical School, Hannover, Germany. Before the inactivation
assays, the virus had been passaged 3 times in A549 cells (human lung epithelial carcinoma
cells).

The A549 cells also originated from the Instituie of Medical Virology, Hannover Medical
School.

The cells were inspected regularly for morphological alterations and for contamination by
mycoplasmas. No morphological alterations of celis and no contamination by mycoplasmas

could be detected.

4.3 Apparatus, glassware and small items of equipment
- COsincubator, Nunc GmbH & Co. KG, model QWJ 350
- Agitator (Vortex Genie Mixer, type G 560E)
- pH measurement 315i (WTW, article no. 2A10-100)
- Centrifuge (Sigma-Aldrich-Chemie GmbH, type 113}
- Microscope (Olympus, type CK 30)
- Water bath (JULABQ, Julabo U 3)
- Adjustable volume automatic pipettes (Eppendorf AG)
- Polysterol 96-well microtiter plate (Nunc GmbH & Co. KG, Wiesbaden, Germany) -
- Cell culture flask (Nunc GmbH & Co. KG, Wiesbaden, Germany)
- Sealed test tubes (Sarstedt AG & Co., Niimbrecht, Germany)
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5. Experimental conditions

Test temperature(s)

20°C £1°C

Concentration(s) of test product

1.0 %, 0.5 % and 0.1 % (non-active
range) seclutions

Contact time(s)

5, 15 and 60 minutes

Interfering substance(s)

dirty conditions: 3.0 g/l BSA + 3.0 g/l
erythrocytes

Diluent

water of standardised hardness

Procedure to stop action of product

immediate dilution

14.06.2010; page 4/18

adenovirus type 5 strain adenoid 75

Test virus (ATCC VR-5)
Period of analysis 23.04.2010 — 14.06.2010
End of testing 14.06.2010

6. Methods

6.1 Preparation of test virus suspension

For preparation of test virus suspension according to EN 6.3 A549 celfs were cultivated in a
175 cm? flask with Eagle's Minimum Essential Medium with Earle’s BSS and 10 % fetal calf
serum (FCS). Adenovirus type 5 (stock virus suspension) was added to the monolayer for 1
h at 37°C with gentle shaking every 15 min. After celis showed a cytopathic effect, they were
treated with ultrasound (HD 2200, Bandelin electronic GmbH & Co. KG, D-12207 Berlin)
followed by a low speed centrifugation {10 min and 1000 x g) in order to sediment cell debris.
After aliquotation, test virus suspension was stored at —80°C.

6.2 Disinfectant

The test product was solved and diluted before the inactivation experiments with water of
standardised hardness to 1.0 %, 0.5 % and 0.1 % solutions immediately before the tests.
These concentrations were multiplied by a factor of 1.25 due to the addition of test virus
suspension and interfering substance.

6.3 Infectivity assay

Infectivity was determined as endpoint titration according to EN 6.5.1 transferring 0.1 ml of
each dilution into eight wells of a microtitre plate, beginning with the highest dilution. This
was followed by the addition of 0.1 ml of freshly trypsinized A549 cells. This cell suspension
was adjusted to reach 10-15 x 10° cells per well. Microtitre plates were incubated at 37°C in a

5 % COz-atmosphere. The cytopathic effect was read by using an inverted microscope after
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ten days. Calculation of the infective dose TCIDs¢/ml was calculated with the method of
Spearman (2) and Karber (3) with the following formula;

- |Og1oTC|D50 =Xs—058+ >r/n

meaning

Xo = logyo of the lowest dilution with 100 % positive reaction

r = number of pos. determinations of lowest dilution step with 100 % positive and all higher
positive dilution steps

n = number of determinations for each dilution step.

6.4 Inactivation assay

Investigations for determination of virucidal activity followed EN 6.6. The test product was
examined as 1.0 %, 0.5 % and 0.1 % solutions at 20°C.

Contact times were 5, 15 and 60 minutes.

Due to a more convenient handling, the volumes in this assay were 0.1 ml test virus
suspension, 0.1 ml interfering substance and 0.8 ml test product. Immediately at the end of a
chosen contact time, activity of the disinfectant was stopped by dilution to 108,

Titration of the virus control was performed at contact times 0 min and 60 min (EN 6.6.8).

6.5 Determination of cytotoxicity
Determination of cytotoxicity was performed according to EN 6.6.4.1 with 200 p! hard water
and 800 pl test product.

6.6 Cell sensitivity to virus

For the control of cell sensitivity to virus two parts by volume hard water were mixed with
eight parts by volume of the lowest apparently non-cytotoxic dilution of the product. This
mixture or PBS as control was added to a volume of double concentrated cell suspension.
After 1 h at 37°C the cells were centrifuged and resuspended in cell culture medium (EN
6.6.4.2b).

Finally, a comparative titration of the test virus suspension was performed on the pretreated
(disinfectant) and non pretreated (PBS) cells as described above.

6.7 Control of efficacy for suppression of disinfectant activity
Furthermore, a control of efficiency for suppression of disinfectant activity was included (EN
6.6.6). '



Virucidal activity (EN14476) Helix ultra - adenovirus 14.06.2010; page 6/18
Test report no. BIOML1055A

6.8 Reference virus inactivation test

As reference for test validation 0.7 % formaldehyde according to EN 6.6.7.1 was included.
Contact times were 5, 15, 30 and 60 min. In addition, cytotoxicity of formaldehyde test
solution was determined following EN 6.6.7.2 with dilutions up to 10°.

7. Verification of the methodology
The following criteria as mentioned in EN 8.3 were fulfilled:

a) The titre of the test virus suspension allowed the determination of = 4 log, reduction.

b) The cytotoxicity of the test product was one log, step (both 1.0 % and 0.5 % solutions)
and allowed the detection of a four log4p reduction of virus titre.

c) The comparative titration on pretreated (disinfectant) and non-pretreated (PBS) A549
cells showed an acceptable difference (<1 logs; EN 8.3) of virus titre: 7.50 (PBS) versus
7.75 (1:100 dilutions of disinfectant).

d) The control of efficacy for suppression of disinfectant activity (1.0 %) showed a decrease
in virus titre due to the fact that even the 0.1 % solution was active.

Since all criteria according to EN 8.3 were fulfilled, examination with adenovirus type 5
according to EN 14476 was valid.

8. Resulis

Results of examinations are shown in tables 1 to 9. Tables 1 to 8 demonstrate the raw data,
whereas table 9 gives a summary of results.

Helix ultra (1.0 %) was able to inactivate adenovirus type 5 after five minutes under dirty
conditions in this quantitative suspension test. The reduction factors were measured: = 5.00

and 2 5.13. This corresponded to an inactivation of =z 99.999 %.

The 0.5 % solution was also active against adenovirus type 5 within five minutes incubation
time (reduction factor: = 5.13).

Even the 0.1 % solution was active against adenovirus type 5 after five minutes of exposure
time (RF: = 5.13).
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9. Summary

In summary, a sufficient reduction of virus titre can be achieved by Helix ultra as 1.0 %
solution after an exposure time of five minutes. Due to the lack of virological guidelines
simulating practical conditions in Europe (phase 2, step 2 tests) the data of this quantitative

suspension test lead to the recommendation to use the instrument disinfectant Helix ultra for
inactivation of adenovirus type 5 as follows:

1.0 % dirty conditions 5 minutes

Bremen, 14.06.2010 \ /7
¢ ————

Dr. Jochen Steinmann
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10. Quality control

The Quality Assurance of the resuilts was maintained by performing the determination of the
virus-inactivating properties of the disinfectant in accordance with Good Laboratory Practice
regulations:

1) Chemicals Act of Germany, Appendix 1, dating of 01.08 1994 (BGBI. |, 1994, page
1703). Appendix revised at 14. 05, 1997 (BGBI. |, 1997, page 1060).

2) OECD Principles of Good Laboratory Practice (revised 1997); OECD Environmental
Health and Safety Publications; Series on Principles of Good Laboratory Practice and
Compliance Monitoring — Number 1. Environment Directorate, Qrganization for
Economic Co-operation and Developmeht, Paris 1998.

The plausibility of the results was additionally confirmed by controls incorporated in the
inactivation assays.

11. Recorders to be maintained
All testing data, protocol, protocol modifications, the final report, and correspondence
between MikroLab GmbH and the sponsor will be stored in the archives at MikroLab GmbH.

The use of the MikroLab GmbH name, logo or any other representation of MikroLab GmbH,
other than distribution of this report in it's entirely, without the written approval of MikroLab is
prohibited. In addition, MikroLab GmbH may not be referred to in any form of promotional
materials, press releases, advertising or similar materials (whether by print, broadcast,
communication or electronic means) without the express permission of MikroLab GmbH.

The test results in this test report relate only to the items examined.
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Appendix

Table 1:
Table 2:
Table 3:
Table 4:
Table 5:
Table 6:
Table 7:
Table 8:

Table 9:

Raw data of Helix ultra (1.0 %) tested against adenovirus type 5 at 20°C
(1% assay) (dirty conditions)

Raw data of Helix ultra (1.0 %) tested against adenovirus type 5 at 20°C
(2" assay) (dirty conditions)

Raw data of Helix ultra (1.0 %) tested against adenovirus type 5 at 20°C
(3.0 % BSA)

Raw data of Helix ultra (0.5 %) tested against adenovirus type 5 at 20°C
{dirty conditions)

Raw data of Helix ultra (0.1 %) tested against adenovirus type 5 at 20°C
(dirty conditions)

Raw data of formaldehyde solution (0.7 %) tested against adenovirus
type 5 at 20°C
Control of efficacy for suppression of disinfectant activity (1.0 %)

Raw data (adenovirus) for cell sensitivity to virus (1.0 %)

Resuits with Helix ultra and adenovirus type 5 (summary)
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Trad imba englees
DRE. JOCHEN STEINMANN

C/O Dr, Brill+Partner GMBH
Institut fur Hygiene und Mikrobiologie
Norderoog 2
D-28259 Bremen
tel: +49(421)27819102
fax:+49 (421) 2760283
E-Mail: info@ brillhygiene.com
Internet: www.brillhygicne.com
B. Braun Medical AG
CoE Infection Control
Secsatz 17
CH-6204 Sempach

Bremen, 21.10,2015

AVIZ DE SPECIALITATE

Activitatea Stabimed ultra impotriva norovirus murin (MNV), intr-o testare cantiiativd a
suspensiel in conformitate cu EN 14476: 2013, in condifii murdare .

Acest aviz de specialitate se bazeazi pe raportul de testare B1SLO483M din 21.10.2015,

Proprictitile de inactivare a virusului ale dezinfectantului pentru instrumentar Stabimed ulira
produs de B. Braun Medical AG impotriva norovirus murin (MNV), au fost investigate printr-o
lestare cantitativa a suspensiei in conformitate cu EN 14476: 2013, in conditii murdare

In conformitate cu EN 14476: 2013, un dezinfectant sau o solufie dezinfectantd la o anumit
concentratie este consideratd ca aviind proprietifi de inactivare virald, dacd in perioada de
expunere recomandatd, titrul este redus cu =4 log; (inactivare > 99,99%),

Stabimed ultra fost examinat ca solufii de 0.1%, 0.5% si 1.0% la 20 °C. 5 minute au fost alese ca
timpi de expunere. Dupd 5 minute (solufie 0.5%), titrul viral a sclzut cu > 4loge. De accea, o
activitate antivirald impotriva MNV  a fost méisurati dups cum urmeazi:

0.5% 5 minute
Dr. Jochen Steinmann
wemndiurd indescifrabild’

i
[ : i "Procedurd de testare acreditatd conform DEN EM 150/1EC 17025 Raport de expertizd emic de Dr
-y ¢ BollePartner GebH, Morderoog 2, DE-28259 Bremen, Germania. Tel: «494202781%102 Fax

= 0 T ¥ : 45412760, wywihrillbygienecom. Este interzisdl coplerea s transmiterea, partiald sau wtald a

[, -l : i aeestul raport de expertiad fird a define in prealabil acordul scris @ expres. Rerubatele testelor so rofecd
[
|

exclusv la egantoanele testate. Informatil despee nesigurasga coantificird se pot obfine [ cersre. D0
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DR. BRILL + DR. STEINMANN

SETITUT FUA HYGILNE UND NRROROLOGE
21.10.2015
RAPORT DE TESTARE B15L0483M

Evaluarea eficacititii produsuloi
STABIMED ULTRA

Virus de testare: norovirus murin (Surogat pentru DOTOVIFUS Uman)
Metodd: in conformitate cu directiva EN 14476: 2013

Testarea cantitativd a suspensiel pentru evaluarea activitdfii virucide a dezinfectantelor chimice
51 antisepticelor utilizate in medicing umana

Sponsar:

B. Braun Medical AG

CoE Infection Control

Seesatz 17

CH-6204 Sempach

Norderoog 2, [2-28259 Bremen

Tel .: 449 421-27819102, Fax: +49 421-2760283
info/@brillhygiene.com, hitp:/'www brillhygiene.com

o : : *Procedurd de testare acreditatd conform DIN EN 1SO/1EC 17025, Raport de expertiell emds de D

e 0 BrillsParteer GmbH, Nosdercog 2, DE-ZEZSY Hremen Gereania Tel: «4942127H19102, Fax

=i i : +49.42 12760283, senw brilhygiens.com. Este interzisd copierea sau transmitenea, parflald sau ol a

: i stestal raport de expertic fird a detine I prealabil acordul seris 5l expres. Remultatels testelor e rederd

i 1 exclasiv la ejantkoanele testate. Informagil despre nesigaranga cuantifickrii se pot obfine la corere, ©r
"""""" ! Erill &« Partner GmhH 2015
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DR. BRILL + DR. STEINMANN

INETITUT FUR HAGEMT LN D MeRO8ICL0GIT

Riaport de testare nr, BISLOMEIM

Autor IS Versiume 01 Data 21 10,2015
Cenumirea prodesului: Seabimed clirs
Metodas EN 14476 2015

1. ldentificarea laborator de testare
Dr. Brill + Partner GmbH Institutul pentru Igiend si Microbiologie, Norderoog 2, DE-28259

Bretmen

2. ldentificarea probei

ldentificarea probei
Producdtor: B. Braun Medical AG
Mumele produsului; Stabimed ultra
Diluant produs recomandat de cétre producétor: -
Numdrul lotului: 14263M25
Cerere: dezinfectarea instrumentarului
Data fabrnicagien:
Data expirérii; 11,2013
Compus activ (100 g): acid peracetic
Aspect, miros: pudrd albd, produs specific
Valori pH (in WSH): 1.0%s: 7.533 (20 °C)
0.5%: 7.82 (20 *C)
Conditii de depozitare: la temperatura camerei in intuneric (zond cu acees restricfionat)
Data sosirii in laborator: 11.09.2015

3. Materiale

3.1 Mediul de culturd si reactivi

- Eagle Minimum Essential Medium cu Earle’s BSS (EMEM. Biozym Scientific GmbH. catalog
nr. 380121)

- Ser fetal de vigel (Biochrom AG, articolul 5 0115)

- Solutic de formaldehida 1,4% (Dilugie Roti®Histofix 4%, Carl Roth GmbH)

- Aqua bidest. (SG sistem de apd ultrapurd, tip Llltra Clear, nr. de seric 86996-1)

- PBS (Invitrogen, articolul nu 18912-014)

- BSA (Sigma-Aldrich-Chemie GmbH, articol nr, CA-2153)

. *Procedurd de testare acreditatd conform DIN EN S0SIEC 17025, Rapart de expertizl emis de Dr
HrillsPartner GmbH, Norderoog 2, DE-ZHZ59 Bremen, Germania, Tel: «49421 27819102, Fax

== 1)
T ER R
Fasl =1 : +45.42 1. IT60283, waowbrilhvgiens.com. Este interzisl coplerea sau transmiterea, parflald sau totald a
i
[
1

woestul raport de evperticl ficd o detine In prealabdl soordul seris §i expres. Bealtatels testelor se referd
enchesty b crantsoanele testate. Informatii despre nesigaranta cuantifickril $¢ pot obfine la cerere. O 0r
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Traducere din limba englezi

- eritrocite de oaice

3.2 Virus 5i celule

Norovirus murine (MNV) a fost obtinut de la PD, Dr. E. Schreier, Director FGI135 Institunul
Robert Koch de epidemiologie moleculard patogenilor virali (RK1) din Berlin. Inginte de
nactivare, MNV a fost trecut de 3 ori in celule RAW 264.7 (o linie celulard transformatd a
virusului leucemiei Abelson, similard macofagelor, derivatd de la soarecii BALB/c, ATCC TIB-
71). Celulele RAW 264.7 au fost cultivate cu mediu Eagles modificat de Dulbeceo cu 4.5 g/ |
glucoza si ser fetal de vitel cu endotoxing scizuta,

Mai mult deciit atit, celulele (pasaj 27) au fost inspectate in mod regulat pentru modificari
morfologice §i pentru contaminare cu micoplasme. Nu s-a evidenjiat nicio modificare
morfologicd al celulelor §i nicio contaminare cu micoplasme.

3.3 Aparaturd, instrumentar din sticld si obiecte mici de echipament
- Incubator CO;, Nune GmbH & Co. KG, modelul QW 350

- Agitator (Vortex Genie Mixer, tip G 560F)

- Masurarea pH-ului 315 (. WTW, anticolul nr. 2A10-100)

- Centrifugs (Sigma-Aldrich-Chemie GmbH, tip 113)

- Microscop (Olympus, tip CK 30)

- Centrifugé 5804 R (Eppendorf AG)

- Baic de apd (JULABO, Julabo U 3)

- Pipete reglabile 51 cu volum fix (Eppendorf AG)

- Polistiren cu plici de microtitrare cu 96 godeuri (Nune GmbH & Co. KG, Wieshaden)
- Balon de culturd celulard (Nunc GmbH & Co. KG, Wiesbaden)

- Eprubete etange (Sarstedt AG & Co., Numbrecht).

4. Conditii experimentale

Temperatura de testare: 20 °Cx] °C

Concentrafia produsului de testare: solutii 1.0%, 0.5%, 0.1% i 0.01% (demonstratie gama non-
aclivi)

Aspectul dilufiilor de produs: fard precipitare

Timpi de contact: 5 minute

Substantd de interferentii: 3.0 g/l albumina serica bovind + 3.0 g/ eritrocite (conditii murdare
EN 14476:2013)

Procedura de stopare a acfiunii dezinfectantului: dilufie imediati

Diluant: apd cu dunitate standard (WSH)

Stabilitatea produsului in amestec cu virusul §i substanta de interferentd (solutie 2.5%): fara
floculafie, fird precipitare

Tulpina virald: norovirus murin (Berlin 06/06/DE Isolate 599)

Data testirii: 11.09.2015 - 21.10.2015

Sfirgitul testérii: 21.10.2015

]
: i “Prooedurd de testare acreditatd conform DIN 1SO/TEC 17025, Raport de expertied emis de Or.
! Brifl+Partner GmbH, Morderoog 2, DE-28259 Hremes, Germania Tel: +4942127819102, Fax:
AL D +49A21.2T6028, wenw hrillhygienecom. Este intersial copieres fau transmiterea, parialy sy ttald @
: i aresial raport de expertizd Med o define In preadabil acordal soris @ expres. Berultstels tsdor we relerd
i | exchasiv la egantioanele testate, Informagii despre nesigaranta cuantificinl se pof chiiee la cerere, D0
i Brill « Partner GebH 2015,
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5. Metode

5.1 Prepararea suspensiei virale de testare

Pentru a prepara suspensia virald de testare, celulele RAW 264.7 care au fost cultivate cu mediu
Eagles modificat de Dulbecco cu 4.5 g /| glucoza si 10% ser fetal de vitel cu endotoxing scizutd
au fost inoculate cu MNV (solutie virald in stoc) intr-un vas de culturd celulard de 175 cm’.
Odata ce un efect citopatic a fost indus (aprox. 1-3 zile), s-a efectuat congelare §i decongelare de
doud ori. Resturile de celule se indepdrteaza prin centrifugare la vitezd micd (400 gy 5i 15 min)
$i supernatantul a fost recuperat ca suspensie virald de testare, alicotat §i depozitat la -80 ° C.

5.1 Prepararea dezinfectantului (dilutii)

Produsul de testare a fost testat ca solugii 1,0%, 0,5%, 0,1% si 0,01% in conditii murdare (1 parte
a suspensiei virale de testare + 1 parte de substanta de interferentd + 8 parti dezinfectant). Prin
addugarea de amestec de substangii de interferen{a gi suspensia virald de testare, solutiile trebuiau
sd fe pregatite cu factorul 1.25.

Aceste solutii s-au preparat cu apd de duritate standard imediat inainte de testele de inactivare.

5.3 Testarea infectiozitatii
Infectivitatea a fost determinati cu ajutorul titririi efectului conform EN 5.5 prin transferul a 0.1
ml din fiecare dilutie in opt godeuri ale unei placi de microtitrare cu 0,1 ml de celule RAW 264.7
proaspdt tripsinizate (1015 x 10° celule per godeu), incepénd cu cea mai mare dilutie. Placile de
microtitrare au fost incubate la 37 °C intr-o atmosferi 5% CO.. Efectul citopatic a fost citit cu
ajutorul unui microscop inversat dupd sapte zile. Calculul dozei infectioase TCID«, / ml a fost
calculat prin metoda Spearman (2) i Karber (3), cu urmétoarea formula:

= LogTCIDy = Xg-0.5+X r' n

insemniind

Xo = logp din cea mai micé dilugie cu 100% reactie pozitiv

r = numdrul de determindri posibile ale celei mai scurte etape de dilutie 100% pozitiva si toate
etapele de dilufie pozitive ridicate

n = numérul de determindiri pentru fiecare etapd de dilutie.

5.4 Caleulul si verificarea activititii virucide

Activitatea virucidd a dezinfectantului testat a fost evaluatd prin calcularea scaderii titrului in
comparafie cu titrarca de control fird derinfectant. Diferenta este datd de factorul de reducere
(RF).

in conformitate cu EN 14476: 2013, un dezinfectant sau o solutie dezinfectantd la o anumita
concentraie are eficacitate de inactivare virald daca titrul este redus cu cel putin patru log,; in
pericada de expunere recomandati. Accasta corespunde unei inactiviri de = 99.99%.

*Procedurd de testare acreditatd confarm DIN EN 1S0/1EC 17025 Raport de expertizl emas de Dr,
Brill+Parteer GmbH, Norderoog 2, DE-ZHZS® Bremen, Germamia. Tel: +49421 27819102 Fax
49 ALLZT6028], wwwbrillhygiens.coms. Este interzis) copierea sau ransmiterea, parglald sa nocsll o
aceitul raport de expertizd fird a define Tm prealabil acordud scris g expres. Remaltatels testelor s referd
excludiv s epanticancle testate. informarii despre nesiguranta cuaneifichril e pot obpine la cerere, 00
Brill # Partner GmebH 2015
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maducere din limba englezi

5.8 Testarea inactivirii

Determinarea activititii antivirale a fost efectuata in conformitate cu EN 5.5, Produsul tesiat a
fost examinat ca solufii 1.0%, 0.5%, 0.1% si 0.01% (demonstrajie a gamei non-active) in WSH,
la 20 ° C in conformitate cu EN 14476: 2013. 5 minute au fost alese ca timpi de contact.

Imediat la sfargitul timpului de contact ales, activitatea dezinfectantului a fost stopatd printr-o
dilugie de 107,

litrérile de control viral au fost efectuate dupa cel mai lung timp de expunere (EN 5.5.7)

In plus, a fost addugat un control al celulelor (numai adaugarea de mediu). Testele de inactivare
au fost efectuate in tuburi de testare sigilate intr-o baie de apd la 20 ° C + 1.0 °C. Au fost refinute
alicote dupdt timpi de expunere adecvaji, fiind determinatd infectiozitatea reziduald,

5.6 Determinarea citotoxicitdtii
Determinarea citotoxicitdtii fost efectuatd conform EN 5.5.4.1.

5.7 Sensibilitate celulari la acfiunea virusului

Pentru controlul sensibilit{ii celulare la virus, dould parti de apd de duritate standard au fost
amestecate cu opt parfi cu volumul celei mai mici dilufii aparent non-citotoxice a produsului.
Acest amestec sau PBS ca martor a fost adiugat la un volum dublu al suspensici celulare
concentrate. Dupd 1 h la 37 °C, celulele au fost centrifugate §i resuspendate in mediu de culiurd
celulard (EN 5.5.4.2b).

In cele din urma, o titrare comparativil a suspensiei virale de testare a fost efectuatd pe celule
pretratate (dezinfeciant) si non pretratate (PBS), asa cum este descris mai sus.

5.8 Controlul eficacitdfii pentru suprimarea activititii dezinfectantului
In plus. a fost inclus un control al eficacitifii pentru suprimarea activitdfii dezinfectantului (EN
5.5.5)

5.9 Testarea inactivrii virusului de referinti

Ca referintd pentru validarea de testare a fost inclusi o solutie de formaldehida de 0,7%,
conform EN 5.5.6. 5, 15, 30 si 60 minute au fost alese ca timpi de contact. In plus, citoloxicitalea
solutiei de testare de formaldehida a fost determinatd in conformitate cu EN 5.5.6.2 cu dilufii de
pénd la 107,

6. Verificarea metodologiei

Au fost indeplinite urmétoarele criterii mentionate in EN 5.7:

a) Titrul suspensiei virale de testare a permis determinarea unei reduceri de = 4 logo (reducerea
maximd virald = 5.50 £ 0.27).

b) Produsul testat (1.0% 5 0.5%) a prezentat citotoxicitate in dilugii 1: 100 permitind asifel
detectarea unei reduceri 4 logga titrului viral.

¢) Titrarea comparativa pe celule RAW 264.7 pretratate (dezinfectant) si non-pretratate (PBS) nu
au aritat nicio diferentt semnificativ (<1 logi;; EN 5.7) a titrului viral: 7.63= 0.25 (PBS).
comparativ cu 8,00 = 0.38 ( dilugii 1: 1000 de dezinfectant ca soluie 1.0%) log,, TCIDs, / ml.

T | : *Frocedurd de testare sereditat] conborm DIN EM 1S0/1EC 17025 Raport de expertizd emis de [r.

g : i Brill+Partner GmbH, Norderoog 2, DE-ZEZSY PBremen Germania Tel: +49421.27019102, Faw

= iy +A9AT1.2TE028, winhrillhygient.com. Este interzisl coplétea sy transmiteres, partiall sau totald a

: i apesial Fapart de experticl el o depine In prealabil seordul seris 5 expres. Beooltatele testebor == referd

1 extlusiv la esantboanele testate. Informagii despre nesiparanta cuastifickri se pot cbfine la cerere. ©0r
""""""" ! BriMl + Partner Gmb# 2015,




Traducere din limba englesi

d) Controlul eficacitifii pentru suprimarea activitdfii dezinfectantului {solufie 1.0%) a prezenat
o scidere (<0,5 logye; RO 5.5.5.1) a titrului viral (8,00 + 0,38 faph de 7,38 = 0,41 log) TCIDy /
ml). datoritd faptului ca chiar $i solutia 0,1% a prezentat o reducere a titrului viral (RF 4,15 =
0,56 dupd 5 minute). In aceste experimente, la sfargitul timpului de expunere definit, amestecul
de testare a fost diluat imediat si dilugiile au fost transferate in cultura celulard. De aceea, in
ciuda controlului insuficient al eficacitdtii pentru suprimare, testul este valid.

¢) O concentrajie a demonstrat o reducere de 4 logio §i (cel putin} o concentrafie a demonsirat o
reducere logo mai mich de 4.

Din moment ce s-au indeplinit toate criteriile conform EN 3.7, examinarea cu MNV conform EN
14476: 2013 este valida.

7. Rezultate
Rezultatele examindrii sunt prezentate in tabelele 1 - 8. Tabelele 1-7 demonstreazi datele brute,
in timp ce tabelul § (a + b) oferd un rezumat al rezultatelor.

Produsul testat sub formd de solutic 1,0% a fost capabil s& inactiveze MNV dupd 5 minule in
aceastd testare cantitativ a suspensiei (labelul 1). Factorul de reducere a fost = 5.50:0.27 peniru
acest moment de observare.

Produsul testat sub formd de solutic 0,5% nu a fost activ impotriva virusulw MNV dupa 5
minute in conditii murdare in aceastd testare cantitativd a suspensiel (Tabelul 2). Factorul de
reducere a fost= 5.5040.27. Acesta corespunde unei inactivarn > 99 99%.

Produsul testat sub formd de solutie 0,1 % a fost capabil 58 inactiveze MNV dupé 5 minute in
aceastd testare cantitativd a suspensiei (Tabelul 3). Factorul de reducere a fost 4.13:+0 56.

Testat ca solugie 0.01%, produsul de testare nu a fost activ in perioada de 5 minute de expunere
( Tabelul 4).

8. Concluzie
Dezinfectantul pentru instrumentar, Stabimed ultra testat sub formd de solufie 0.5% a demonstral
eficacitatea impotriva MNV, dupd un timp de expunere de 5 minute, in condifii murdare |

Prin urmare, dezinfectantul pentru instrumentar, Stabimed ultra poate fi declarat ca fiind actiy
impotriva MNV, dupd cum urmeaza:

0.5% 5§ minute
Bremen, 21.10.2015

- Dr. Jochen Steinmann

Director Stingific
|| "Procedurd de testare acreditatd conform DIN EN ISO/IEC 17025, Raport de expertiad emis de Or.
S i1 Brifl+Partner GmbH, Morderoog 2, DE-ZE259 Bremss Germania Tel: +494ILITBIHI0Z, Fax
WIFE ) 4494212760283, wwebrillbgseoccom. Este interzisd copieres $au trangmiterea, pariald ss toald a
A P i, acestul raport de expertizll fird a degine in prealabll acordul soris @ expres. Rezultatele testelor s relerd
11 exclusiv I3 epanticanele testate. Informalii espre nesigurania osentificlrii se pot objine la cerere. Dl

"""" ' Brill + Partner GmbH 2015.
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9. Controlul calititii

Asigurarea calithtii rezultatelor a fost menfinutd prin efectuarea determindrii proprictdjilor de
inactivare virala ale dezinfectantului in conformitate cu reglementdrile bunei practici de
laborator:

1) Chemicals Act of Germany, apendicele 1, datind din 01.08 1994 (BGBL. 1, 1994, pag. 1703)
Anexa revizuitd la 14 05, 1997 (BGBL. [, 1997, pag 1060).

2) Principiile OCDE de bund practicd de laborator (revizuite in 1997); Publicatiile OCDE in
materie de mediu, sdndtate $i sigurantf; Seria privind principiile de bund practici de laborator 5i
monitorizarea conformitdtii - Numérul 1. Directia de Mediu, Organizatia pentru Cooperare
Economica si Dezvoltare, Paris 1998,

Plauzibilitatea rezultatelor a fost confirmatd suplimentar prin controale incluse in testele de
inactivare,

10. inregistriirile care trebuie arhivate
Toate datele de testare, de protocol, modifican de protocol, raportul final, §i corespondenta intre
Dr. Brill + Partner GmbH si sponsor vor fi stocate in arhivele de la Dr. Brill + Partner GmbH.

“Este interzisa utilizarca denumirii, logo-ului sau a oricarei alte reprezentdrii Dr. Brill + Partner |
GmbH, altele decit distribuirea acestui raport in intregimea sa, fard acordul scris al Dr. Brill +
Pariner GmbH. In plus, Dr. Brill + Partner GmbH nu poate fi mentionat in nicio formd de
materiale promotionale, comunicate de presi, publicitate sau materiale similare (fie prin
imprimare, difuzare, comunicare sau mijloace electronice) fard acordul expres al Dr. Brll + |
Partner GmbH.

Rezultatele testelor din acest raport de testare se refert numai la elementele examinate,

11. Literaturd

1. EN 14476: 2013: Antiseptice 51 dezinfectan{i chimici - Testarea cantitativi a suspensiei pentru
evaluarea activitdfii virucide a produselor chimice dezinfectante $i antisepticelor in testirile de
medicind umand - Metoda de testare 5i cerinte (faza 2, etapa 1)

2. Spearman, C: The method of .right or wrong cases™ (constant stimuli), without Gauss's
formulae.
Brit J Psychol: 2 1908,227-242

3. Karber, G .: Beitrag zur kollektiven Behandlung pharmakologischer Reihenversuche,
Arch Exp Calea Pharmak; 162, 1931, 480 — 487

Anexii;

Legenda la tabele
Tabelul 1: Date brute pentru Stabimed ultra ( 1.0%) testat impotriva MNV,
Tabelul 2: Date brute pentru Stabimed ultra (0.5%) testat impotriva MNV,

i) *Procedurd de testare screditatd cosform DIN EM IS0/IEC 17025, Raport de expertizd emis de O
1 'I i Brill+Parmer Genbil, Morderoog 7. DE-28259 Bremen, Germamia. Tel: =4%421Z7R1%10E Fac
d = a3 S : 4742 L.27H0263, wwew brillbygiene.com. Este inverzisd copierea sau ransmiterea, partiali sau totald &

i acestul raport de expertizd 138 a degine in prealabll scosdul sovis 3l expres. Rezubtatele testelor se referd

{1 exclusiv b ejantivanele testate. Informatii despre nesiguranta cuantificinil sc pot obfine la cererc. ©0r
"""""" ! Brill # Partner GmbH 2015




Tabelul 3: Diate brute pentru Stabimed ultra (0.1%) testat impotriva MNV,

Traducere din limba cnglerd

Tabelul 4: Date brute pentru Stabimed ultra (0.01%) testat impotriva MNV,
Tabelul 5: Date brute pentru solutia de formaldehida (0,7%) testata impotriva MNV,
Tabelul 6: Date brute pentru controlul eficacitdfii pentru suprimarea activitdtii dezinfectantului

{1.0°%)

Tabelul 7: Date brute (MNV ) pentru sensibilitate celulard (1.0%)
Tabelul 8 (a + b): Rezumatul rezultatelor cu Stabimed ultra si MNV

Legenda pentru figuri
Figura 1: Proprietdfi de inactivare virald pentru Stabimed ultra (0.5%)
Figura 2: Proprietifi de inactivare virald pentru formaldehida (0.7%)

Tabelul 1: Date brute peniru Stabimed ulira (1.0%) testat impotriva MNVY

quantal; 8 godeuri) (4118)

la 20 °C (testul

n.a. = nu s¢ aplicd
nd. = nu s-a determinat
{} = niciun virus prezent
t = citotoxic
| la 4 = virus prezent (grad CPE in & unitafi culturd celulard) (godeuri de plici de microtitrare )

Proaius | Concentrajie |Substanid | Timp  de Ivilugid (logq) :
e contact
interferen |{min}
] 2 3 4 5 6 T 8 9
|
5 e (LT AT LI T G000 (e
Bttt 0000  [0000 000D (0000 0000 oopp  nal. md
Prodas | 1.0% condifii 0 nd. n.d. n.d. nd.  |nd. nd. | nd. ‘nd. md.
de murdare
testare
1% m.al, n.il. m.i. mad. m.d. . ;n.d. [T il
|
o0  nd n.d. a.d. nd. |nd. nd. | nad. nd  |nd
Citotoxi | 1.0% condigii T 000D (0000 0000 (0000  |md.  md. md md
citate miurdare it [ 0000 | D000
lmartor | n., condifii i 4444 dddd 4444 H4 He dddd D044 onon 0000
viral murdare 4444 4444 4444 444 44 444 40 D000 | D000
o0 (4444 4444 4444 4444 4444 4444 (4400 0000 0000
4444 4444 4444 4444 4 4444 |D04g DUBD 0000

*Procedurd de testare acreditatd conform DIN EN [ROSIEC 17025, Rapart de expertizd emis de Dr.

BrillsPartmer GmbH., MNorderoog 2, DE-ZEZ59 Bremen, Germumia, Tel: 4942127819107,

Fax:

4421760283, wew brillhvgiene.com. Este interzisd coplerea sau transmatesea, partiald sau totald a
acestud raport de expertizd (8rd o degine Tn prealabs) scosdul soris 51 eepeed. Resallatels bestelor oo referd
exclusiv ka ejanticanele testate. Informagil despre sesigurania cuantificdnii se pot obtine la cerere. © 0
Brill & Partner GmbH 2015
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Traducere din limba engleri
Tabelul 2: Date brute pentru Stabimed ultra (0.5%) testat impotriva MNV la 20 °C (testul

quantal; 8 godeuri) (4115)
Produs  Concentrafie |Substand [Timp de Dribugii (loga)
de eontact
imterferen [{minj
i 2 3 F] Is f ] 5 [
5 w0000 G000 |DDDO (0000|0000
e BOD0 0000 (0000 (0000 (0000 |ooee  mk mad
Produs 0.5% condifii |10 n.d. nd. | nd nd.  |nd.  (nd.  |nd ned. | nal.
|de murdare
testire I
1% .. n.d. .. i, n.d. mad.  [mad. mad.  |mad.
£l n.il, n.i. .. m.id. n.i. m.d. m.d. m,il. n.d.
Cltotosi 0.5% condifii |n.a o o [TE 0 | DD n.d. m.d. .. n.d.
citate murdare 1 1 BO00  |(DDOD | D000
martar L condifii |0 4444 4444 4444 4444 444 4444|0044 DOO0 (D000 |
viral murdare 4444 4444 4444 4444  |4444 4444 (4400 DODO rl]l]_i]ﬂ_'
&0 4444 (449 (MM M (4 [ 00 D000 0000
4444 444 EFEN] 4444 HH 4444 (D044 LTI
n.a. = nu se aplici
n.d. = nu s-a determinat
() = niciun virus prezent
I = citotoxic
1 la 4 = virus prezent (grad CPE in 8 unitdfi culturd celulard) (godeuri de plici de microtitrare)
Tabelul 3;: Date brute pentru Stabimed ultra (0.1%) testat impotriva MNV la 20 °C (testul
gquantal; 8 godeuri) (4118)
Produs | Concentrafie |Substanid |Timp  de Dilugi (logyo) |
de contaect
interferen |(min) [
14 I i
I 2 3 4 5 6 7 B9 |
I
5 4444 (4444 (0000 [DDD4 00B0 0000|0060 i
4444 (4444 (0404 (DODO  00BD (0000 |ooos o0 e
| Produs  |0.1% condigii |10 n.i. | mod. . n.d. . o, | .. .,
di murdare
lestare
15 .. m.d. .. i, .. (mad. mil. m.il. | mad.
(1] ., n.d. m.d. ., n.d. nd. nd .l ..
Citotoxi | 0.1% |condigii na, 000 0000 000D (0000 (0000 nd.  nd. nd. |nd

*Procedurd de testare screditatd conform N EN ISO/IEC 17025, Haport de expertizd emas de Dr
Brill+Farmer GmbH, Nordercag 2, DE-ZR25% Bremes, Germania Tel: +494212THI19102. Fao
49,471 2760383, wwwchriflhygiene com- Este imterzish coplenes tau rassmileres. panisld o ool a
acestul raport de sxpertizl el a define in prealabil acordal scris @ expres. FRezulumele wawior e relerd
exclusiv |a esantoansle testate, [nformagii despre nesigoranfa cuantifichris s= poq abgine la cerere, 0
Bnill + Partrer GmbH 2015,
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Traducere din limb cngleri

[Eftni; miurdare 0000|0000 |oooo (o000 0000 | |
martor | n.a. condigii |0 4444 (4444 4444 4444 (4444 (4484 D034 000D |DDOD |
viral murdare | 44 (4484 44 4 (444 4440 4400 0000 “?M_I
0 44 dddd 4444 4444 4444 4444 4400 M0 0000 |
| 44 4444 4444 4444 (4484 (444 (0044 (000 |0B0D |
n.a. = nu se aplicl - -
n.d. = nu s-a determinat
() = niciun virus prezent
L= cilotoxic
1 la 4 = virus prezent (grad CPE in 8 unitdfi culturd celulard) (godeuri de plici de microtitrare)
Tabelul 4: Date brute pentru Stabimed ultra (0.01%) testat impotriva MNV la 20 °C (tesiul
quantal; 8 godeuri) (4118)
(Frodus | Concentrafie |Substangd |Timp  de il f boegg ) 1
de contacl
interferen | (min)
1 1 3 4 K 3 7 B {9
o 5 4444 (44 (4 (440 (s (4990 [pooo oooo
444 (4984 (444 [H44 [444 [d0aa (ooon |med
Produs | 0.001% condigii |10 mad, .. m.i. nd.  md .. n.il. nad.
ile murdare
lesiare
15 ., n.d. m.d. n.d. .. n.d. nd. nad. o
1] md. n.il a.d. iEn-ﬂ. n.d. n.d. n.d. ., En.d.
Citotoxi | 0.01% condifii | n.a. 0000 (D000 DODG | 00M 0000 | nd. !m. TR
citate murdare (00 nona 100 W | D000
martor |n.a. condifii &0 .l f.d. m.d. m.il, n.d mal.  mad. ‘nd. |nd. |
viral murdare Ir |
= | 44 [ [ [ e (0040 0040 0000 |

n.a = nu se aplic
n.d. = nu s-a determinat
0 = niciun virus prezent
t = citotoxic
1 la 4 = virus prezent (grad CPE in 8 unitafi culturdl celulars) (godeuri de plici de microtitrare)

]

I
II
]

i

5

o
]

[}
[}

]
1

I

*Procedurd de testare acrediistd conforen DIN EN 150/1EC 17025, Raport de expertivd emes de O,
Brifl+Pariner GmbH, Morderoog 2. DE-ZHZS9 Bremesn Germania Tel: +4942127B10102. Fax:
40411 2760383, wwwhrllhygiene com. Este imerzisd coplerea saw trassmiteres, parjiall s totald a
aresiui rapart de expertizd frd a detine In prealabil scordsal soris 5l evpres. Rewiltatele teasior e referl

exclusiv la egantioansle tesmate. Informagil despre nesigurania cuastifichrii se pot ebice la cerere. G0r
Brill # Partner GenhH 2015,



Trad

limba engler

Tabelul 5: Date brute pentru solutie de formaldehida (0.7%) testatd impotriva MNV [a 20 ©
C (testul quantal; 8 godeuri) (4118)

Produs |Concentrafie |Substangd | Timp  de Dibutii (bog,q) ]
de contact
interferen |(min) |
1 2 ] 4 5 fi 7 8 9
5 it it Kt dddd 4444 4444 000D
L N (S R N T TR T L
“;M 15 Juin i ettt 444 44 D444 00 ol ol
i tutt ittt 4444 D0gd 00 R
ttt tht mee 444 440 0400 (0000 ndd. (o
W Nim ot it 484 (43 (3300 0000
60 [t 1t T 4444 0040 D000 [0 nd. nd.
i it i 4444 (4044 0DODD | DNHM)
Citotoxi|  0.7% PBS na. b it 0000 (0000 (0000 nd. | nd nd.  |md.
citate (m/V} et 1 G000 D000 | 0000
Tinrama bl
chidd - !
Control |na. FBS 0 .. n.d. . m.d. n.id, mal. .. . m.il.
viral
60 (4444 (4444 (444 (4444 (4444 (4444 (4000 0000 000D
44 (434 (444 (4444 (4449 (83 (4444 0000 0000

n.a. = nu s¢ aplicd

n.d. = nu s-a determinat
0 = niciun virus prezent
1 = citotoxic

| la 4 = virus prezent (grad CPE in 8 uniti{i culturd celulard) (godeuri de placi de microtitrare)

Tabelul 6: Date brute pentru controlul eficacitifii pentru suprimarea activitatii

dezinfectantului (1.0%) (4118)

Produs Substan{a de Dributii (boga) {
intereferenid

1 2 3 4 5 f 7 8 2 |
Produs de PBS mad, n.d. . nad, n.d. n.d. | mad. mil, “nad.
testare ,
Produs de condifii nd, nd  (nd |nd nd. |nd nd, o nd, |
[estane curate
Produs de conditii tett A4 (444 (444 44 (444 (0000 D000 nd
[Hestars S e I e T T T T [T T T 1

n.a. = nu s¢ aplicl

.......

- ) e e i i e

*Procedurd de testare acreditatd conform DIW 1SO/TEC 17025, Rapont de expertied emis de [Or,
Brill+Partner GmbH, Norderoog 2, DE-2E259 Bromes, Germania Tel: +4#9.4Z127819102, Fax
#4042 12760203, www heillhygienecom. Este interzisl cophenea sau transmiterea, parfials sa torald a
acestul raport de expertizi frd a detine In prealabil acordal soris gl expres. Regultabede lestelor <o referd
exchagiy |a egantioanele teitate. [nformagii despre nesigaranga cuantificiril se pot ebpine la cerere, S0,
Erill « Partner GeahEl 2015,




n.d. = nu s-a determinat
01 = niciun virus prezent
1 = citotoxic
1 la 4 = virus prezent (grad CPE in 8 unitafi cultura celulard) {godeuri de placi de microtitrare)

Traducere din limba englerd

Tabelul 7: Date brute (MNV) pentru sensibilitatea celulard (1.0%) (4118)

n.d. = nu s-a determinat
(' = niciun virus prezent
1 = citotoxic
| la 4 = virus prezent (grad CPE in § unitdti culturd celulardi) (godeuri de plici de microtitrare)

Tabelul 8a: Rezumatul rezultatelor cu Stabimed ultra i MNV

Produs Dilutie Dilutii (log,e) r
I
i 2 3 4 £ & 7 K "
PBS = 4444 (4484 (4444 (4434 (4444 (4444 (040D [00O0O '
4444|4444 4444 (4444 (4444 DODD | 0000 n.d.
Produs de (H L] mad. m.d. n.d. m.ad. n.i. .. f.al, ., m.l.
festare
Produs de 1:100 444 daa [ (44 (3 (3 040 0000 nud
lestare 4444 (4383 (4444|4834 4444 (3443 (0433 |D0AR
Pradus de 1: 1,000 odInd (nd nd |nd. nd.  |nd. |md. nd., |
n.a. = nu se aplicd - B

Produs | Concentr |Substantd de |Nivel de log o TCIDso/ml dupdi ...min | = reducere 4 log,, |

nfie interferentd | citofoxicitate dupd ...min

s T 15|30 0

Produs |1.0%  |condifii 2.50 <2 5000 |n.d. ad |nd.  |nd 5 (RF=550:0.27) |
de murdare
|testare |
Produs  |0,.5% condifii 2.50 <250:0.00 | n.d nd | n.d, 5 (RF2 5.5040,27)
de murdare
lestane
Produs | 0.1% condifhi 2,50 3BR:0.41 | nd. nd |nd.  |nd 15 (RF= 4.1320.58)
de murdare
|testare
Produs  0.01% | condifii 1.50 775044 nd. nd (nd. [nd [>5 1
de murdare
LER HT 1 ]

n.a = nu se aplich o

n.d. = nu s-a determinat

*Proedurd de testare acreditath coaform DIN EN 1S0/1EC 11025 Raport de expertizd emis de O
BrillsPartner GmbH, Norderoog I, DE-28259 Bremen, Germania. Tel: «49421.27815107
SHTAZLITRO2EY, wyw brillbyglenecom. Este intereisd coplerea sau transmiterea, partiald sau 1otald a
acestul raport de experiied (el a detine in prealabil scordul seris 5 expres. Rezulatels testelor oo refecd
exclugiv [a epantioasee testate. Informatil despre nesiguranta coantifclri se pot obline b cerepe. G0
Brill + Pastmer Gmbli 2015,
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Traducere din limba englesi

Tabelul 8b: Rezumatul rezultatelor cu Stabimed ultra i MNV

\Produs  |Concent |Substantd de | Nivel de log o TCID0/ml dupd ..., min > reducere 4 logys
rafie interferentd citotoxie (dupd ...min
itate
0 I 15 an b
Formalde 0.7% |PBS 4.50 nd. 7.78:0.33  |7.2%:0.44 |6.75:0.44 |6.00:0.38 |> 600
hida (wiv)
martor | n.a PBS ™ n.d. nd. n.d. nal. §.13:037 |na. i
viral
martor | n.a. condifii .. RO0E038 |l n.d. n.d. ROOE03% [na, ]
viral | murdare
marler | n.a. conditii m.A. n.d. n.d. nd, n.d. 775035 n.a =
viral 2 murdare
Control  |10% | condifii 250 |nd. n.d. n.d. 7.38:0.41 |n.d. n.a.
suprimare murdare
Control | A.a. i n.A. m.d. . al, n.d, 763028 5
eens. PHS
Produs de [1.0% — |n.a. n.a. n.. ‘nd, . nd. R.00:0.38 | n.a.
leslare 1= 1103
contral
sensih.

n.a. = nu s¢ aplica
n.d. = nu s-a determinat
sens. = sensibilitate

Figura 1: Proprictitile de inactivare virali ale Stabimed ultra (0.5%)
Eficacitatea produsului de testare (0.5%:) impotriva MNV
Reducerea titrului
Y |ugm l'l:l['.l\s,mI

*Procedurd de testare acreditatd conform DHN EN ISOJTEC 17025 Raport de expertizd emis de Dr
Brill+Fartner Gmbkl, Norderoog 2. DE-28259 Bremen, Germania. Tel: «49.421.2781%102 Fax
45, 421.2760203, wwwhellhygienecom. Este interzisd coplerea su transmiteres, parfiall sau totald a
acestui raport de expertizdl fird a detine bn prealabil acordul scris @ sxpres. Rezultatels testelor se reford
extlusiv la egantioansle testate. [nformagii despre nesigurasia cuantilicirii = pot obfine la cerere, iy

Brifl + Partner Genbd 2015
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Tread in limba engle
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Timp (min.)

—a— conditii murdare
——— citotoxicitate

Figura 2: Proprictétile de inactivare virald ale formaldehidei (0.7%)
Eficacitatea formaldehidei (0.7%) impotriva MNV
Reducerea titrului

& Iogyq TCIDy,

0
1 \
. ——
3
4 " *
3
]
] . : -

0 15 30 45 b0

timp (min.)
—— PBS
—— citotoxicitate
—— , *Procedurd de testare acreditatd conform DIN EN ISO/IEC 17025, Rapart de expertizd emis de Dr

)
' 11 BrillsPartner GmbH, Mordernog 7. DE-ZB250 Bremen, Germania, Tel: «4942127919102 Fa
==5[FE ] +49.421.2760263, wwwbrillhwgiene.com Este interrisd eopieres tau transmiterea, pargiald sau totall a
1
i
i

 Aoistul fkport de expertizd firl a degiee In prealabd acosdul scris § expres. Rezultatele testolos se rofecd
¢ exclusiv la epanticandde testate. Informali despre pesiguranta coantificinil se pat obgine la cerere. O 00
""""" ! Brill + Parimer GmbH 2015,




T din limba englerd

Subsemnata VALERICA PATRU, traducitor autorizat de Ministerul Justifiei pe limbile:
FRANCEZA, ENGLEZA 5i ITALIANA cu autorizatia nr. 17602, certific exactitatea traducerii
in limba ROMANA cu textul inserisului original in limba ENGLEZA care mi-a fost prezental.

Traducitor au torizat,
"t"aleTEna Pitru
(17602

!_- Misinternd |
| VALERIC
Traducdins-nt
Englezd, Frape
Aglorirajia

exchusiy ls epantioanele testate. [nformagti despre nesigurania cuastifichrii 98 pot obline la cerire. ©0F
Brill » Partner Geah# 2015,
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DR. JOCHEN STEINMANN

C/O DR. BRILL + PARTNER GMBH

INSTITUT FUR HYGIENE UND MIKROBIOLOGIE
NORDEROOG 2, DE 28259 BREMEN
TELEFON 0049-421/27819102

TELEFAX 0049-421/2760283

EMAIL INFO@BRILLHYGIENE.COM

DR. ). STEINMANN - C/O DR. BRILL + PARTNER GMBH - NORDEROOG 2 - DE-28259 BREMEN INTERNET WWW.BRILLHYGIENE.COM

B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH - 6204 Sempach

Bremen,

Gutachten

Wirksamkeit von Stabimed ultra gegentiber dem

Dieses Gutachten basiert auf dem Prifbericht B15L0483M 0.

Das Instrumentendesinfektionsmittel Stabimed ultra d  B. Braun Medical AG wurde gemals Auftrag auf seine virusinaktivie-
sve

In der EN 14476:2013 wird dann von einer Virus-Wirksamkeit eines Desinfektionsmittels ausgegangen, wenn nach einer
bestimmten Einwirkzeit eine Reduktion des initialen Virustiters um > 4 logso Stufen (Inaktivierung > 99,99 %) erfolgt ist.

Das Instrumentendesinfektionsmittel Stabimed ultra wurde
5 5 ( S n
MNV wie folgt:

Dr. Jochen Steinmann

Stabimed ultra — Gutachten nach EN 14476



DR. JOCHEN STEINMANN

C/O DR. BRILL + PARTNER GMBH

INSTITUT FUR HYGIENE UND MIKROBIOLOGIE
NORDEROOG 2, DE 28259 BREMEN
TELEFON 0049-421/27819102

TELEFAX 0049-421/2760283

EMAIL INFO@BRILLHYGIENE.COM

DR. ). STEINMANN - C/O DR. BRILL + PARTNER GMBH - NORDEROOG 2 - DE-28259 BREMEN INTERNET WWW.BRILLHYGIENE.COM

B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH - 6204 Sempach

Bremen, 21/10/2015

Expert opinion
Activity of Stabimed ultra against MNV in a quantitative suspension test according to EN 14476:2013

under dirty conditons

This expert opinion is based on the test report B15L0483M dating 21.10.2015.

The virus-inactivating properties of the instrument disinfectant Stabimed ultra of B. Braun Medical AG against murine no-
rovirus (MNV) were investigated by a quantitative suspension test according to EN 14476:2013 under dirty conditions.

According to the EN 14476:2013, a disinfectant or a disinfectant solution at a particular concentration is considered as
having virus-inactivating properties if within the recommended exposure period the titre is reduced by > 4 log, (inactivation
>99.99 %).

Stabimed ultra was examined as 0.1 %, 0.5 % and 1.0 % solutions at 20 °C. 5 minutes were chosen as exposure times.

After 5 (0.5 % solution) minutes the virus titre was decreased by > 4 logso steps. Therefore, a virucidal activity against MNV
was measured as follows:

0.5% 5 minutes

Dr. Jochen Steinmann

Stabimed Ultra — EN 14476
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Test report B15L0483M

Evaluation of the effectiveness of

Stabimed ultra

Test virus: murine norovirus (as surrogate of human norovirus)

Method: EN 14476:2013

quantitative suspension test for the evaluation
of virucidal activity of chemical disinfectants and
antiseptics used in human medicine

Sponsor:

B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH - 6204 Sempach

Norderoog 2, DE - 28259 Bremen
Tel.: +49 421-27819102, Fax: +49 421-2760283
info@brillhygiene.com, http:/iwww.brillhygiene.com
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DR. BRILL + DR. STEINMANN

Author JS Version 01

Test report no
Date
Product name:

B15L0483M
21/10/2015
Stabimed ultra

Method EN 14476:2013*

Page 2 of 22

1. Identification of test laboratory

Dr. Brill + Partner GmbH Institute for Hygiene and Microbiology, Norderoog 2, DE - 28259 Bremen

2. Identification of sample

Manufacturer B. Braun Medical AG
Name of product Stabimed ultra
Product diluent recommended by the
manufacturer
Batch number 14263M25
Application instrument disinfection
Production date
Expiry date 11/2015
Active compound (s) (kg) peracetic acid
white powder
Appearance, odour product specific
. 1.0 %: 7.53 (20 °Q)
PH-values {in WSH) 0.5 %: 7.82 (20 °C)
Storage conditions room temperature in the dark
9 (area with restricted access)
Date of arrival in the laboratory 11.09.2015
3. Materials
3.1  Culture medium and reagents
- Dulbecco’s Modified Eagle’s Medium (DMEM, Biozym Scientific GmbH, catalogue no. 880006)
- Fetal calf serum (Thermo Fisher, article no. CH30160.02)
- 1.4 % formaldehyde solution (dilution of Roti®-Histofix 4 %, Carl Roth GmbH)
- Aqua bidest. (SG ultrapure water system, type Ultra Clear; serial no. 86996-1)
- PBS (Invitrogen, article no. 18912-014)
- BSA (Sigma-Aldrich-Chemie GmbH, article no. CA-2153)
- sheep erythrocytes (Fiebig-Nahrstofftechnik).
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3.2 Virus and cells

Murine norovirus (MNV) was obtained from PD. Dr. E. Schreier, Head of FG15 Molecular Epidemiology of Viral Pathogens
at the Robert Koch-Institute (RKI) in Berlin. Prior to inactivation, MNV was passaged three times in RAW 264.7 cells (a
macrophage-like, Abelson leukemia virus transformed cell line derived from BALB/c mice, ATCC TIB-71). RAW 264.7 cells

were cultured with Dulbecco's Modified Eagle's Medium with 4.5 g/l glucose and fetal calf serum with low endotoxin.

Furthermore, cells (passage 27) were inspected reqgularly for morphological alterations and for contamination by

mycoplasmas. No morphological alterations of cells and no contamination by mycoplasmas could be detected.

3.3  Apparatus, glassware and small items of equipment
- CO;incubator, Nunc GmbH & Co. KG, model QW) 350
- Agitator (Vortex Genie Mixer, type G 560E)
- pH measurement 315i (WTW, article no. 2A10-100)
- Centrifuge (Sigma-Aldrich-Chemie GmbH, type 113)
- Microscope (Olympus, type CK 30)
- Centrifuge 5804 R (Eppendorf AG)
- Water bath (JULABO, Julabo U 3)
- Adjustable and fixed-volume pipettes (Eppendorf AG)
- Polysterol 96-well microtitre plate (Nunc GmbH & Co. KG, Wiesbaden)
- Cell culture flask (Nunc GmbH & Co. KG, Wiesbaden)
- Sealed test tubes (Sarstedt AG & Co., Nimbrecht).
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4. Experimental conditions

Test temperature

20°C+1.0°C

Concentration of test product

1.0 %, 0.5 %, 0.1 % and 0.01 % (demonstration of non-
active range) solutions

Appearance of product dilutions

no precipitation

Contact times

5 minutes

Interfering substance

3.0 g/l bovine serum albumin + 3.0 g/l erythrocytes (dirty
conditions, EN 14476:2013)

Procedure to stop action of disinfectant

immediate dilution

Diluent

water of standardised hardness (WSH)

Stability of product in the mix with virus and
interfering substance (1.0 % solution)

no flocculation, no precipitation

Virus strain

murine norovirus (Berlin 06 / 06 / DE Isolate S99)

Date of testing

11.09.2015-21.10.2015

End of testing

21.10.2015

5. Methods

5.1  Preparation of test virus suspension

To prepare the test virus suspension, RAW 264.7 cells which have been cultured with Dulbecco's Modified Eagle's

Medium with 4.5 g/l glucose and 10 % fetal calf serum with low endotoxin were inoculated with MNV (stock virus

solution) in a 175 cm? cell culture flask. Once a cytopathic effect had been induced (approx. 1-3 days), freezing and

thawing was carried out two times. The cell debris was removed by low speed centrifugation (400 gy and 15 min) and the

supernatant was recovered as test viral suspension, aliquoted and stored at -80 °C.

5.2 Preparation of disinfectant (dilutions)

The test product was tested as 1.0 %, 0.5 %, 0.1 % and 0.01 % solutions under dirty conditions (1 part test virus

suspension + 1 part interfering substance + 8 parts disinfectant). Due to the addition of interfering substance and test

virus suspension the solutions had to be prepared by the factor 1.25.

These solutions were prepared with water of standardised hardness immediately before the inactivation tests.
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5.3 Infectivity assay

Infectivity was determined as endpoint titration according to EN 5.5 transferring 0.1 ml of each dilution into eight wells of
a microtitre plate to 0.1 ml of freshly trypsinised RAW 264.7 cells (10-15 x 10 cells per well), beginning with the highest
dilution. Microtitre plates were incubated at 37 °Cin a 5 % CO,-atmosphere. The cytopathic effect was read by using an
inverted microscope after five days. Calculation of the infective dose TCIDso/ml was calculated with the method of

Spearman (2) and Karber (3) with the following formula:

- 10g10TCIDso =Xo—0.5+ r/n
meaning
Xo = logsoof the lowest dilution with 100 % positive reaction
r =number of pos. determinations of lowest dilution step with 100 % positive and all higher positive dilution steps

n = number of determinations for each dilution step.

5.4 Calculation and verification of virucidal activity
The virucidal activity of the test disinfectant was evaluated by calculating the decrease in titre in comparison with the

control titration without disinfectant. The difference is given as reduction factor (RF).
According to the EN 14476:2013, a disinfectant or a disinfectant solution at a particular concentration is having virus-

inactivating efficacy if the titre is reduced at least by four logio steps within the recommended exposure period. This

corresponds to an inactivation of = 99.99 %.

5.5 Inactivation assay

Determination of virucidal activity has been carried out in accordance to EN 5.5. The test product was examined as 1.0 %,
0.5 %, 0.1 % and 0.01 % (demonstration of non-active range) solutions in WSH at 20 °C according to EN 14476:2013. 5
minutes were chosen as contact times.

Immediately at the end of a chosen contact time, activity of the disinfectant was stopped by dilution to 10°.

Titrations of the virus control were performed after the longest exposure time (EN 5.5.7).

Furthermore, a cell control (only addition of medium) was incorporated.
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Inactivation tests were carried out in sealed test tubes in a water bath at 20 °C 1.0 °C. Aliquots were retained after

appropriate exposure times and residual infectivity was determined.

5.6  Determination of cytotoxicity

Determination of cytotoxicity was performed according to EN 5.5.4.1.

5.7  Cell sensitivity to virus

For the control of cell sensitivity to virus two parts by volume of water were mixed with eight parts by volume of the
lowest apparently non-cytotoxic dilution of the product. This mixture or PBS as control was added to a volume of double
concentrated cell suspension. After 1 h at 37 °C the cells were centrifuged and re-suspended in cell culture medium (EN
5.5.4.2h).

Finally, a comparative titration of the test virus suspension was performed on the pre-treated (disinfectant) and non-pre-

treated (PBS) cells as described above.

5.8  Control of efficacy for suppression of disinfectant’s activity

Furthermore, a control of efficiency for suppression of disinfectant’s activity was included (EN 5.5.5.1).

5.9  Reference virus inactivation test

As reference for test validation a 0.7 % formaldehyde solution according to EN 5.5.6 was included. 5, 15, 30 and 60
minutes were chosen as contact times. In addition, cytotoxicity of formaldehyde test solution was determined following
EN 5.5.6.2 with dilutions up to 10~.
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6. Verification of the methodology

The following criteria as mentioned in EN 5.7 were fulfilled:

a) The titre of the test virus suspension allowed the determination of a > 4 logso reduction (maximal virus reduction

>5.50 £ 0.27).

b) The test product (1.0 % and 0.5 %) showed cytotoxicity in the 1:10 dilutions thus allowing the detection of a 4 logio

reduction of virus titre.

¢) The comparative titration on pre-treated (disinfectant) and non-pre-treated (PBS) RAW 264.7 cells showed no
significant difference (< 1 logio; EN 5.7) of virus titre: 7.63 + 0.25 (PBS) versus 8.00 + 0.38 (1:100 dilutions of

disinfectant as 1.0 % solution) log:oTCIDse/ml.

d) The control of efficacy for suppression of disinfectant’s activity (1.0 % solution) showed a decrease (<0.5 logio; EN
5.5.5.1) in virus titre (8.00 + 0.38 versus 7.38 + 0.41 log;oTCIDso/ml) due to the fact that even the 0.1 % solution
showed a reduction of virus titre (RF 4.13 + 0.56 after 5 minutes). In these experiments at the end of the defined
exposure time the test mixture was immediately diluted and the dilutions transferred to the cell culture. Therefore,

despite the insufficient control of efficacy for suppression the assay is valid.

e) One concentration demonstrated a 4 logo reduction and (at least) one concentration demonstrated a logso reduction

of less than 4.

Since all criteria according EN 5.7 were fulfilled, examination with MNV according to EN 14476:2013 is valid.

7. Results
Results of examination are shown in tables 1 to 8. Tables 1 to 7 demonstrate the raw data, whereas table 8 (a+b) gives a

summary of results.

The test product as 1.0 % solution was able to inactivate MNV after 5 minutes under dirty conditions in this quantitative

suspension test (Table 1). The reduction factor was > 5.50 + 0.27 at this time point.
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The test product as 0.5 % solution was also able to inactivate MNV after 5 minutes under dirty conditions in this
quantitative suspension test (Table 2). The reduction factor was = 5.50 + 0.27. This corresponded to an inactivation of
>99.999 %.

The test product as 0.1 % solution was also able to inactivate MNV after 5 minutes under dirty conditions in this

quantitative suspension test (Table 3). The reduction factor was 4.13 + 0.56.

Tested as 0.01 % solution, the test product was not active within 5 minutes of exposure time (Table 4).

8. Conclusion

The instrument disinfectant Stabimed ultra tested as 0.5 % solution demonstrated effectiveness against MNV after an
exposure time of 5 minutes under dirty conditions.

Therefore, the instrument disinfectant Stabimed ultra can be declared as active against MNV as follows:

0.5% 5 minutes

Bremen, 21.10.2015

- Dr. Jochen Steinmann -
Scientific Director
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9. Quality control

The Quality Assurance of the results was maintained by performing the determination of the virus-inactivating properties
of the disinfectant in accordance with Good Laboratory Practice regulations:
1) Chemicals Act of Germany, Appendix 1, dating of 01.08 1994 (BGBI. I, 1994, page 1703). Appendix revised at
14.05. 1997 (BGBI. |, 1997, page 1060).
2) OECD Principles of Good Laboratory Practice (revised 1997); OECD Environmental Health and Safety
Publications; Series on Principles of Good Laboratory Practice and Compliance Monitoring — Number 1.

Environment Directorate, Organization for Economic Co-operation and Development, Paris 1998.

The plausibility of the results was additionally confirmed by controls incorporated in the inactivation assays.

10. Records to be maintained

All testing data, protocol, protocol modifications, the final report, and correspondence between Dr. Brill + Partner GmbH

and the sponsor will be stored in the archives at Dr. Brill + Partner GmbH.

The use of the Dr. Brill + Partner GmbH name, logo or any other representation of Dr. Brill + Partner GmbH, other than
distribution of this report in it's entirely, without the written approval of Dr. Brill + Partner GmbH is prohibited. In
addition, Dr. Brill + Partner GmbH may not be referred to in any form of promotional materials, press releases, advertising
or similar materials (whether by print, broadcast, communication or electronic means) without the express permission of
Dr. Brill + Partner GmbH.

The test results in this test report relate only to the items examined.
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Appendix:

Legend to the Tables

Table 1: Raw data for Stabimed ultra (1.0 %) tested against MNV

Table 2: Raw data for Stabimed ultra (0.5 %) tested against MNV

Table 3: Raw data for Stabimed ultra (0.1 %) tested against MNV

Table 4: Raw data for Stabimed ultra (0.01 %) tested against MNV

Table 5: Raw data for formaldehyde solution (0.7 %) tested against MNV

Table 6: Raw data for control of efficacy for suppression of disinfectant’s activity (1.0 %)

Table 7: Raw data (MNV) for cell sensitivity (1.0 %)

Table 8 (a+b): Summary of results (end point dilution) with Stabimed ultra and MNV

Legend to the Figures

Figure 1: Virus-inactivating properties of Stabimed ultr

a (0.5 %)

Figure 2: Virus-inactivating properties of formaldehyde (0.7 %)
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Table 1: Raw data for Stabimed ultra (1.0 %) tested against MNV at 20 °C (quantal test; 8 wells) (4118)

5 tttt 0000 0000 0000 0000 0000 0000 nd nd
tttt 0000 0000 0000 0000 0000 0000 o o
10 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 1.0% dirty conditions
15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 0 . - tttt 0000 0000 0000 0000
cytotoxicity 1.0% dirty conditions n.a. it 0000 0000 0000 0000 n.d. n.d. n.d. n.d.
0 4444 4444 4444 4444 4444 4444 0044 0000 0000
virus . - 4444 4444 4444 4444 4444 4444 4400 0000 0000
n.a. dirty conditions
control 60 4444 4444 4444 4444 4444 4444 4400 0000 0000
4444 4444 4444 4444 4444 4444 0044 0000 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
— W e g ny
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Table 2: Raw data for Stabimed ultra (0.5 %) tested against MNV at 20 °C (quantal test; 8 wells) (4118)

5 tttt 0000 0000 0000 0000 0000 0000 nd nd
tttt 0000 0000 0000 0000 0000 0000 o o
10 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 0.5% dirty conditions
15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 0 . - tttt 0000 0000 0000 0000
cytotoxicity 0.5% dirty conditions n.a. it 0000 0000 0000 0000 n.d. n.d. n.d. n.d.
0 4444 4444 4444 4444 4444 4444 0044 0000 0000
virus . - 4444 4444 4444 4444 4444 4444 4400 0000 0000
n.a. dirty conditions
control 60 4444 4444 4444 4444 4444 4444 4400 0000 0000
4444 4444 4444 4444 4444 4444 0044 0000 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
— W e g ny
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Table 3: Raw data for Stabimed ultra (0.1 %) tested against MNV at 20 °C (quantal test; 8 wells) (4118)

5 4444 4444 0000 0004 0000 0000 0000 nd nd
4444 4444 0404 0000 0000 0000 0000 o o
10 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 0.1% dirty conditions
15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 0 . - 0000 0000 0000 0000 0000
cytotoxicity 0.1% dirty conditions n.a. 0000 0000 0000 0000 0000 n.d. n.d. n.d. n.d.
0 4444 4444 4444 4444 4444 4444 0044 0000 0000
virus . - 4444 4444 4444 4444 4444 4444 4400 0000 0000.
n.a. dirty conditions
control 60 4444 4444 4444 4444 4444 4444 4400 0000 0000
4444 4444 4444 4444 4444 4444 0044 0000 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
— W e g ny
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone ~ ~.- v o R e
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior ~ HE-4EA { DAkkS Ul 5 Birri—— :
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 Ry ::-::u = e Ak " i Al



Test report no B15L0483M
Author JS Version 01 Date 21/10/2015
Product name:  Stabimed ultra

DR. BRILL + DR. STEINMAN Method EN 14476:2013*

(T NL AND ASCPOROLDCY

Page 15 of 22

Table 4: Raw data for Stabimed ultra (0.01 %) tested against MNV at 20 °C (quantal test; 8 wells) (4124)

4444 | 4444 | 4444 | 4444 | 4444 | 4440 | 0000 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4044 | 0000

10 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 0.01% dirty conditions

15 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

60 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.

0000 0000 0000 0000 0000

test product 0.01% dirty conditions n.a. nd. nd. i nd.

cytotoxicity 0000 0000 0000 0000 0000
. 0 nd n.d nd nd n.d. nd nd nd nd
virus n.a dirty conditions
control h y 60 4444 4444 4444 4444 4444 4444 0000 0000 0000
4444 4444 4444 4444 4444 4444 0040 0040 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
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written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 Ry E".I.:_-u...:.. e Ak " i Al
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Table 5: Raw data for formaldehyde solution (0.7 %) tested against MNV at 20 °C (quantal test; 8 wells) (4118)

5 tttt tttt tttt 4444 4444 4444 0000 nd nd.
tttt tttt tttt 4444 4444 4444 0404
15 tttt tttt tttt 4444 4444 0444 0004 nd. nd.
formaldehvde 0.7% PBS tttt tttt tttt 4444 4444 0044 0000
y (m/V) 30 tttt tttt tttt 4444 4440 0400 0000 nd nd
tttt tttt tttt 4444 4444 4400 0000 o o
60 tttt tttt tttt 4444 0040 0000 0000 nd nd.
tttt tttt tttt 4444 4044 0000 0000
formaldehyde 0.7% tttt tttt ttt 0000 0000
cytotoxici);y (M) PBS na. ttt ttt wt | o000 | oooo | MO nd nd nd
. 0 n.d n.d n.d. n.d n.d n.d n.d. n.d. n.d.
virus
control n.a. PBS 1444 | 4444 | 4444 | 4444 | a4as | 4444 | 4000 | 0000 | 0000
60 4444 4444 4444 4444 4444 4444 4444 0000 0000
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone ==
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior ~ HE-4EA { DAKES
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 Ry ::-::u =
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Table 6: Raw data for control of efficacy for suppression of disinfectant’s activity (1.0 %) (4118)

test product PBS n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product clean conditions n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product dirty conditions tttt 4444 4444 4444 4444 0440 0000 0000 nd
P y tttt 4444 4444 4444 4444 4444 0004 0000 h
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone -, *" *". oyt i
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior _; ot { DMEH Ul 5 Birri—— E
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 i *® .
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Table 7: Raw data (MNV) for cell sensitivity (1.0 %) (4118)

PBS i 4444 4444 4444 4444 4444 4444 0400 0000 nd
4444 4444 4444 4444 4444 4444 0000 0000 o
test product 1:10 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
test product 1:100 4444 4444 4444 4444 4444 4444 0040 0000 nd
P ' 4444 4444 4444 4444 4444 4444 0444 0000 o
test product 1:1,000 n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d. n.d.
n.a. = not applicable 0 =no virus present; t = cytotoxic
n.d. = not done 1 to 4 = virus present (degree of CPE in 8 cell culture units) (wells of microtitre plates)
— W s g
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone ~ ~.- v o R e
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior H;-h!. { M—t‘i :m: ] E
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Table 8a: Summary of results with Stabimed ultra and MNV

test product 1.0% dirty conditions 2.50 <2.50+0.00 n.d. n.d. n.d. n.d. 5 (RF = 5.50x0.27)
test product 0.5% dirty conditions 2.50 <2.50+0.00 n.d. n.d. n.d. n.d. 5 (RF = 5.50x0.27)
test product 0.1% dirty conditions 2.50 3.88+0.41 n.d. n.d. n.d. n.d. 5 (RF =4.13+0.56)
test product 0.01% dirty conditions 1.50 7.75+0.44 n.d. n.d. n.d. n.d. >5

n.a. = not applicable  n.d. =not done

* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone == .- P
+49. 421. 27819102, Telefax +49. 421. 2760283, www.brillhygiene.com. No copying or transmission, in whole or in part, of this test report without the explicit prior M=t { DAkkS Ul 5 Birri—— E
written permission. The test results exclusively apply to the tested samples. Information on measurement uncertainty on request.© Dr. Brill + Partner GmbH 2015 Er e :....'.'I.";“...I:.. e aa .1* i aa
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Table 8b: Summary of results with Stabimed ultra and MNV

v —
formaldehyde ((va7/v/; PBS 4.50 n.d. 7.75+0.33 7.25+0.44 6.75+0.44 6.00+0.38 > 60
virus contr. n.a. PBS n.a. n.d. n.d. n.d. n.d. 8.13+0.37 n.a.
virus control 1 n.a. dirty conditions n.a. 8.00+0.38 n.d. n.d. n.d. 8.00+0.38 n.a.
virus control 2 n.a. dirty conditions n.a. n.d. n.d. n.d. n.d. 7.75+0.35 n.a.
suppression 1.0% dirty conditions 2.50 n.d. n.d. n.d. 7.38+0.41 n.d. n.a.
control
sensr.)c[;)sntrol n.a. n.a. n.a. n.d. n.d. n.d. n.d. 7.63+0.25 n.a.
sens. control 1.0% - 1:100 n.a. n.a. n.d. n.d. n.d. n.d. 8.00+0.38 n.a.
test product

n.a.=not applicable  n.d. =notdone  sens. =sensitivity

- - w s e R s
* Test procedure accredited according to DIN EN ISO/IEC 17025. Test report issued by Dr. Brill + Partner GmbH, Norderoog 2, DE — 28259 Bremen, Germany, Telephone ~ ~.- v *" "“ ki i e’
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Figure 1: Virus-inactivating properties of Stabimed ultra (0.5 %)
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Figure 2: Virus-inactivating properties of formaldehyde (0.7 %)
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Raport de expertiza

Eficacitatea produsului Stabimed Ultra impotriva Norovirus Murin tulpina S99 a fost testata
intr-un test cantitativ purtator pentru evaluarea activitatii virucide pentru instrumentele utilizate
in domeniul medical conform standardului european F.N 17111:2018. Eficacitatea
dezinfectantului a fost evaluatd in conditii curate (0,3 g/l BSA) ca substantd interferanta si la o
temperaturd de 20 °C + 1,0 °C. Stabimed Ultra a fost testat ca o concentratie de 0,1%, 1,0% si
2,0%. Timpii de expunere au fost de 5, 10 si 15 minute. Acest raport se refera la raportul de
testare L1-020-316.

in concluzie, concentratia de 1,0% si 2,0% a produsului Stabimed Ultra este eficienta
impotriva Norovirus Murin tulpina S99 la temperatura camerei in conditii igienice (0,3 g/
BSA) ca substanta interferenta cu un timp de aplicare de 10 minute.

PD Dr. rer. Nat. Maren Eggers
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Eficacitatea Stabimed Ultra impotriva Norovirus Murin tulpina S99 in testul cantitativ
purtitor pentru evaluarea activititii virucide pentru instrumentele utilizate in domeniul
medical

Raport de testare

Stabimed Ultra a fost testat pentru eficacitatea impotriva A Norovirus Murin tulpina S99 in
testul cantitativ purtdtor pentru evaluarea activitdtii virucide pentru instrumentele utilizate in
domeniul medical conform standardului european EN 17111:2018. Conform acestui standard,
performanta produsului este testatd impotriva virusurilor model in conditii de testare definite,
inclusiv temperaturd, timp de contact sau substante interferente, iar produsul trebuie sa
demonstreze o reducere de cel putin patru log a titrului tulpinii de testat. Stabimed Ultra a fost
examinat ca o concentratie de 0,1%, 1,0% si 2,0% in conditii igienice (0,3 g/l BSA). Timpii de
contact au fost de 5, 10 si 15 minute.



Laborator

Labor Prof. Dr. G. Enders MVZ GbR

Rosenbergstr. 85 70193 Stuttgart

Germania

Identificarea probei

Numarul de identificare a proiectului
de laborator

L1-020-316

Denumirea probei

Stabimed Ultra

Numarul lotului

1903BH0014

Producator

B. Braun Medical AG

Aspectul produsului nediluat

Pudra alba fina

Data fabricatiei nespecificat
Data de expirare 2021-03

Data livrarii 2020-04-20
Deschis la 2020-04-27
Conditii de depozitare 20.0°C, intuneric

Valoarea pH-ului nediluat

Compusi activi in 100 g

Conform producétorului.

0.16% acid peracetic (in 1.0% solutie produs) la 100 g




Conditii experimentale

Perioada de testare

2020-04-30 - 2020-05-04
2020-06-23 - 2020-06-29
2020-09-04 - 2020-09-08

Temperatura de testare

20.0°C + 1.0°C

Concentratii de testare a produsului,
valoarea pH-ului

0.1% (pH ), 1.0% (pH 8.21 / 8.26), 2.0% (pH 7.91 / 8.04)

Timpi de contract

5, 10 si 15 minute

Substanta interferenta

Conditii igienice (0.3 g/l BSA)

Diluant utilizat pentru solutia de testare
a produsului

Apa dura

Aspectul dilutiilor de produs

limpede, albastru, lichid

Stabilitatea si aspectul amestecului in
timpul procedurii

INicio schimbare

Temperatura de incubare

37.0°C £ 1.0°C, CO, Incubator (5.0% CO0,)

Virus

INorovirus Murin tulpina S99

Sursa virusului

Banca de virusuri a Friederich-Loeffler-Institute

incircitura virald 210220
Virus, numar de treceri IN+3
RAW 264.7

Linie celulara

(linie celulara de macrofage murine)

Linie celulara, sursa

ATCC (Colectia de cultura de tip american)

Linie celulara, numar de treceri

41/23




Tulpina virusului de testare si linia de cultura celulara

Ca virus de testare Norovirus Murin tulpina S99 a fost utilizat RAW 264.7, o linie celulara
stabilitd din celulele, a fost utilizatd pentru cultivarea virusului si testul de suspensie. Celulele
gazda au fost cultivate la 37,0°C intr-o atmosfera umeda sub 5,0% CO2. Celulele au fost hranite
cu Mediu Esential Minim Dulbeccos (DMEM) suplimentat cu ser fetal de vitel inactivat la
caldurd (FCS) si cu aminoacizi neesentiali. Pentru cultivarea virusului s-au folosit monostraturi
confluente cu o vechime de maxim 2 zile.

Suspensia virusului stoc a fost produsd conform directivei. Resturile celulare au fost separate
prin centrifugare cu viteza mica la 2500 rpm timp de 10 minute. Alicote din suspensia de virus
au fost depozitate la -70,0°C.

Test de inactivare

Produsul de testat Stabimed Ultra a fost testat ca o concentratie de 0,1%, 1,0% si 2,0% in
conditii igienice (0,3 g/l BSA) ca substanta interferantd. Timpii de contact au fost de 5, 10 si 15
minute. Testele de testare au fost amestecate in felul urmator:

Purtatorii din sticld matd (15 mm x 60 mm x 1 mm, o suprafata sablata au fost inoculati cu un
amestec de virus 50 pl plus solutie interferantd [conditii igienice (0,3 g/l BSA)] Apoi, dupa
uscare, purtatorii au fost plasati Tn 10 ml dezinfectant. S-au testat doi purtatori pentru fiecare
solutie de testat, control si timp de contact.Controlul apei a fost efectuat in paralel cu solutiile de
testat.Imediat dupa timpul de contact (in 10 secunde), purtatorul a fost transferat in mediu de 5
ml. Fiecare purtdtor a fost examinat vizual pentru eluare completa. Apoi suspensiile de virus au
fost diluate in serie de 10 ori. Sase godeuri dintr-o placd de microtitrare care contine un
monostrat confluent au fost inoculate cu 0,1 ml din fiecare dilutie si celulele au fost incubate la
37,0°C intr-un atmosfera umidificatd sub 5,0% CO02. Dupa timpul de incubare, culturile de celi
au fost colorate cu 50 pl cristal violet per godeu. Celulele au fost examinate microscopic pentru
efecte citopatice (CPE).

Rezultatele culturii celulare au fost inregistrate ca ,,0” pentru lipsa CPE si ,,1” (25,0% CPE) la
,»4” (100% CPE), in functie de gradul de deteriorare a celulei. Titrul viral a fost calculat utilizand
metoda Spearman-Karber (Br. J. Psychol. 2 (1908): 227-42, Arch. exp. Path. Pharmak 162
(1931): 480-87).

Calculul activitatii virucide a produselor

Reducerea titrului virusului a fost calculatad din diferentele de titru logaritmice dintre cei tratati cu
dezinfectant si cei tratati cu apa dura la timpul de contact ales (A log;o TCIDs¢/ml).



Efect citotoxic

Pentru a verifica eventuala alterare morfologica a celulei de catre dezinfectant, 45 ul MEM + 2
% FCS + 5 ul de substantd interferantd au fost inoculate pe un purtator si uscate. Purtatorul
inoculat a fost scufundat imediat dupa terminarea procesului de uscare in 10 ml dintr-una dintre
solutiile de testare a produsului. Tubul a fost plasat intr-o baie de apa controlata la temperatura
de testare aleasd. La sfarsitul timpului de contact, purtdtorul a fost transferat intr-un tub umplut
cu 5 ml de mediu. Pe masura ce suspensiile de virus au fost preparate o serie de dilutii de zece
ori si dilutiile au fost inoculate pe culturd celulara. Dupa incubare, s-a calculat titrul virusului.

Controlul interferentelor

Titrarea comparativa a virusului a fost efectuatd pe celule care au fost tratate cu dezinfectanti
timp de 1 ord cu cea mai mica dilutie aparent non-citotoxica a produsului de testat pe baza
rezultatelor testul de citotoxicitate. Dupa 1 ora la 37,0°C, solutia de testat a fost indepartatd si
celulele au fost infectate cu virusul martor titrat. Testul este valabil numai daca controlul virus al
celulelor tratate simulat (fard dezinfectant) minus controlul virusului celulelor pre-tratate cu
produsul de testat a dus la o diferentd mai mica de log.

Controlul eficientei suprimarii activitatii produsului

S-au amestecat 100 pl de produs de testat nediluat i 850 ul de mediu rece cu gheatd cu 2,0%
FCS. Dupd aceea, s-au adaugat 50 pl din inoculul viral si amestecul este incubat intr-o baie de
gheatd timp de 30 min + 10 s. S-a pregatit o dilutie in serie in etape de logio si s-au inoculat
culturi de celule cu dilutiile. Titrul a fost determinat. Diferenta dintre titrul controlului de
suprimare a activitatii virucide (SVA) si titrul controlului virusului nu trebuie sa depaseasca 0,50
log;o conform EN 14476.

Test de inactivare a virusului de referinta
A fost inclus un control al sistemului de testare cu glutardialdehida ca referinta.
Rezultate

Produsul VP4078/51 a fost testat ca o concentratie de 0,1%, 1,0% si 2,0% in conditii igienice
(0,3 g/l BSA) ca substanta interferantd si dupd timpi de expunere de 5, 10 si 15 minute.

Valabilitatea testului

Dilutiile produsului de testat nu au provocat efecte citotoxice (Tabelul 1). Dupa cum se arata in
Tabelul 2, titrarea comparativa a virusului pe celulele tratate cu amestecul de testat diluat fard a
dus la o diferenta de mai putin de un log. Controlul post-efect, care masoara eficienta suprimarii
activitatii oroductului, va fi <0,50 lg. Dupd cum se aratd in Tabelul 3, controlul a fost 0,50 Ig.

Rezultatele inactivarii virusului de referintd folosind glutardialdehida (Glutaral, 1,5-Pentanedial,
numarul CAS 111-30-8) sunt prezentate in Tabelul 4, iar reducerea a fost in intervalul acceptabil
(>4 1gin 5 min).



Rezultate test

Datele privind eficacitatea virucidd a Stabimed Ultra sunt prezentate in Tabelele 5 si 6. Cu o
concentratie de 0,1 % a Stabimed Ultra nu a fost obtinuta eficacitate virucida.

Testul de inactivare cu concentratia de 1,0% si 2,0% a produsului de testat nu a putut demonstra
o reducere de 4 log)o din cauza citotoxicitatii produsului de testat. Prin urmare, a fost efectuata
metoda de placare cu volum mare (LVP). In LVP, se adaugd un volum mare din cea mai mici

dilutie aparent non-citotoxica a amestecului de testare de inactivare la linia celulard detector si
culturile sunt monitorizate pentru efectele specifice virusului. Dupa detoxifiere, concentratia de

1,0% si 2,0% de Stabimed Ultra a ardtat o activitate virucidd excelenta impotriva Norovirusului
Murin tulpina S99 in decurs de 10 minute.

Tabelul 1: Factorul citotoxic al VP4078/51

Dilutie (lo
Substanta interferenta tie (log1o)
Concentratie
10° | 100" | 107 | 10° | 10* | 10° | 10°
0.1% conditii igienice - - - - - - -
1.0% conditii igienice + - - - - - -
2.0% conditii igienice + - - - - - -

Tabelul 2: Titrarea comparativa a virusului pe celulele tratate cu amestecul de testat diluat

Titru control virus |Titru titrare v;rus de| pifer enti titru
. comparartie .
Concentratie Substanti  [(log; TCIDso/ml) P virus
interferenti (log;oTCIDsy/ml) (log;y TCIDso/ml)
PBS
2.0% conditii igienice 7.00 +/- 0.45 7.00 +/- 0.45 0.00




Tabelul 3: Controlul eficientei suprimarii activitatii produsului

Titru control virus

Titru al postefectului

Diferenta titru virus

Concentratie titrarii de control (log:o
(lOngCIDso/ml) TCIDSO/ml)
(logloTCIDso/ml)
2.0% 6.50 +/- 0.00 7.00 +/- 0.45 0.50

10




Tabelul 4: Inactivarea virusului de referinta a Norovirusului Murin tulpina S99 cu glutardialdehida (Glutaral, 1,5-

Pentanedial) Numar CAS 111-30-08

Titru inactivare ,,virus rezidual” (log;,

Titru control virus (log;y TCIDsy/ml) cu . A Factor de
Concentratie/ 5 Nivel interval de incredere de 95.0% TCIDs/ml) cu 11;t5e l;)‘:;l deincredere de reducere
"U70
timp de isnlizf,}z?gﬁtﬁ citotoxicit
contact ate
- < Valoare < < Valoare Valoare
Purtator 1 Purtator 2 medie Purtator 1| Purtator 2 medie medie
+95.0% Cl1
3500 ppm / Conditii 5.50 5.50 5.50 1.50 1.50 1.50 4.00
5 min igienice — +/— +/— +/- +/- +/- +/- +/-
0.47 0.00 0.24 0.00 0.00 0.00 0.24

CI - interval de incredere
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Tabelul 5: Activitatea virucida a Stabimed Ultra impotriva Norovirusului Murin tulpina S99

Factor de
Titru control virus (log;y TCIDsy/ml) cu Titru inactivare ,,virus rezidual” (logy reducere
interval de incredere de 95.0% TCIDs¢/ml) cu interval de incredere de 95,0%
s . Nivel (RF)
Concentratie/timp| Substanti itotoxicit| °C
de contact interferenta |''0t0X1c1
ate Valoare medie
Purtator 1 Purtator 2 Valqare Purtator 1 Purtator 2 |Valoare medie
medie RF
95.0% Cl1
0.1% conditii 5.50 5.50 5.50 1.83 1.50 1.67 3.84
5 min igienice 20.0 +/— +/— +/- +/ +/- +/- +/-
0.47 0.00 0.24 0.42 0.00 0.21 0.32
1.0% conditii 3.83 3.83 3.83 <1.50 <1.50 <1.50 <2.33
5 min igienice 1.50 20.0 +/— +/— +/— +/- +/- +/- +/-
0.42 0.42 0.42 0.00 0.00 0.00 0.42
1.0% conditii 3.83 3.83 3.83 <1.50 <1.50 <1.50 <2.33
10 min igienice 1.50 20.0 +/— +/— +/- +/- +/- +/- +/-
0.42 0.42 0.42 0.00 0.00 0.00 0.42
2.0% conditii 3.83 3.83 3.83 <1.50 <1.50 <1.50 <2.33
10 min igienice 1.50 20.0 +/— +/— +/- +/- +/- +/- +/-
0.42 0.42 0.42 0.00 0.00 0.00 0.42
2.0% conditii 3.83 3.83 3.83 <1.50 <1.50 <1.50 <2.33
15 min igienice 1.50 20.0 +/— +/— +/- +/- +/- +/- +/-
0.42 0.42 0.42 0.00 0.00 0.00 0.42
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Tabelul 6: Activitatea virucida a Stabimed Ultra impotriva Norovirusului Murin tulpina S99 (LVP)

. . . . . Factor de
. . Titru inactivare ,,virus rezidual” (log;,
Tltr}l control VIAr us (logyy TCIDs/ml) cu TCIDsy/ml) cu interval de incredere de reducere
interval de incredere de 95.0% 95.0%
. (1]
Concentratie/timp Substanta . tNtlve.l il oc , (RF)
de contact interferents | €'tOtoXIct
ate Valoare medie
« < Valoare . - . RF
Purtator 1 Purtator 2 medie Purtator 1 Purtator 2 |Valoare medie
95.0% Cl1
1.0% conditii 4.50 4.33 4.42 3.94
5 min igienice — 20.0 +/— +/— +/- 0.54 0.41 0.48 +/-
conditii 0.47 0.33 0.40 0.40
1.0% igienice 4.50 4.33 4.42 4.01
10 min conditii B 20.0 +/— +/~ +/- 0.41 0.41 0.41 +/-
igienice 0.47 0.33 0.40 0.40
2.0% conditii 4.50 4.33 4.42 4.01
10 min igienice — 20.0 +/— +/— +/- 0.41 0.41 0.41 +/-
conditii 0.47 0.33 0.40 0.40
2.0% igienice 4.50 4.33 4.42 4.01
15 min conditii — 20.0 +/— +/— +/- 0.41 0.41 0.41 +/-
0.47 0.33 0.40 0.40
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Concluzie

Stabimed Ultra inactiveaza eficient Norovirus Murin tulpina S99 in conditii igienice (0,3%
BSA) intr-un timp de expunere de 10 minute.

Urmatoarele concentratii si timpi de expunere sunt active impotriva Norovirusului Murin
tulpina S99

Concentratie Temperatura [°C] Timp contact
1.0 % 20.0 10 min
2.0 % 20.0 10 min

PD Dir. rer. Nat. Maren Eggers
Director testare dezinfectanti
/semndturd indescifrabila/
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Arhivare: Datele brute cu privire la acest test si o copie a raportului vor fi stocate n arhiva Labor
Enders MVZ.

Informatii: Rezultatele testelor se referd exclusiv la probele descrise mai sus. Recunoasterea
extraselor din acest raport de testare este posibild numai cu aprobarea scrisa a Labor Enders
MVZ. Evaluarea dispozitivelor medicale nu este acoperita de acreditare.
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Date brute pentru produsul de testare Stabimed ultra testat impotriva Norovirusului
Murin tulpina S99 in conditii igienice (test cuantal; 6 godeuri)

2020-04-30 - 2020-05-04

Control Substantd  [Timp de Dilutie (log;o)
interferenta |contact
1 2 3 4 5 6 7 8
Control suspensie Omin (44 |44 444 444 1444 044 {000 (000
444 444 444 444 444 1404 000 000
2020-04-30 - 2020-05-04
Produs ST Timp de Dilutie (log;o)
Concentratie|. -
interferenta |contact
o | 1| 2] 3] 4] 5| 6] 7
Purtitor 1 XXX Jooo 000 [000 [000 |000 000 [000
smin - XXX 1900 ooo {000 [000 000 000  |000
Purtator 2 XXX Joo0  Joo0 000 |000 [000 000  [000
Stabimed 1.0% Conditii s5min XXX 'l900 1000 000 000 (000 000 (000
ultra igienice  [Purtator 1 XXX 1900 Jooo  [000 000 000 [000  [000
10min XXX o009 000|000 000 000 000 000
Purtitor 2 XXX Joo0  Jooo f0o00 [000 [000 000 [000
10min XXX o009 000|000 000 000 000 000
Purtitor | 444 444 |444 {400 (000 (000 000  [000
Control virus Conditii 10min 444 444 444 |004 [000 (000 (000 (000
Apa durd igienice  [Purtator2 1444 1444 444 400 {000 000 000 {000
10min 444 444 444 400 (000 |000 000  [000
XXX
o toxiclate 000 (000 (000 (000 [000 000 000
XXX 1000 {000 {000 000 000 000 (000

1-4 virus prezent, grad de CPE 1n unitatile de cultura celulara (6 godeuri de placi de microtitrare)

0 niciun virus prezent

n. a. inaplicabil
n d. neefectuat
X citotoxic
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Date brute pentru produsul de testat Stabimed ultra testat impotriva Norovirusului Murin
tulpina S99 in conditii igienice (test cuantal; 6 godeuri)

2020-04-3-- 2020-05-04

Produs Substanta Timp Dilutie (log;)
Con interferenta contact

centratie 0 1 2 3 4 5 6 7
Purtitor I XXX lo00 000 (000 (000 [000 000 000
10min XXX 1900 1000 {000 (000 000 000 000
Purtitor 2 XXX 1o00 000 000 [000  [o00 000 Jooo
Stabimed 2 0% Conditii 10min XXX 1900 1000 (000 000 000 |000 000
ultra igienice | Purtitor 1 XXX Joo0 foo0 000 000 000 [000 [000
15min XXX 1900 000 (000 000 000 |000 000
Purtitor 2 XXX 1900 000 |000 1000 [000 000 [000
15min XXX 1900 000 000 000 (000 (000 [000
Purtitor 1 [444 444 444 400 000 [000 000 |000
Control virus Conditii I5min (444 |444 444 (004 1000 (000 000 |000
Api durd igienice Purtitor2 [444 444 444 400 (000 (000 000 [000
15min |444 444 444 1400 (000 (000 |000 [000

XXX
o toxiciiate 000 1000 [000 000 looo |ooo oo
XXX 1000 000 000 (000 000 000 |000

1-4 virus prezent, grad de CPE in unitdtile de cultura celulara (6 godeuri de placi de microtitrare)

0 niciun virus prezent

n. a. inaplicabil
n d. neefectuat

X citotoxic
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Date brute pentru produsul de testat Stabimed ultra (1,0%) testat impotriva Norovirusului Murin tulpina S99 in conditii
igienice, test de inactivare conform LVP

2020-06-23 - 2020-06-29

Concentratie | SUPstantd | Timp de Linie 1 2 3 4 5 6 7 8 9 10 11 12
interferenta| contact
i 1/5 0000 | 0000 | 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
P 0000 | 0000 | 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
i 2/5 0000 | 0040 | 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
P 0000 | 0000 | 0000 | 0000| 4000| 0000| 0000| 4000| 0000| 0000| 0000| 0000
s 3/ 0000 | 0000 | 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
P 0000 | 0000 | 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 4000| 0000| 0000
Lov Condi soin | olaci 4/ 0000 | 0000 | 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
' P 0000 | 0000 | 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Pustitor | - i S/ 0000 | 0000 | 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
& P 0000 | 0000 | 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Control 444 | 444 | 444 | 004 | 000
virus 444 | 444 | 440 | 000 | 000
Control 444 | 444 | o044 | 000 | 000
virus 444 | 444 | 444 | 000 | 000
Citotoxicitaie | 0000 [ 0000 0000|0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 0000
0000 | 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
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Date brute pentru produsul de testat Stabimed ultra (1,0%) testat impotriva Norovirusului Murin tulpina S99 in conditii
igienice, test de inactivare conform LVP

2020-06-23 - 2020-06-29

Substanta

Timp de

Concentratie| . - Linie 1 2 3 4 5 6 7 8 9 10 11 12
interferenta| contact
laci 1/5 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
p 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
laci 2/5 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
p 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
laci 3/5 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
p 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
1.0% Condiii S min lacs 4/5 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
’ p 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
Purtitor 2 igienice laci 5/5 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
& P 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
Control 444 444 444 004 000
virus 444 444 440 000 000 - - - - - - -
Control 444 444 044 000 000 - - - - - - -
virus 444 444 444 000 000
Citotoxicitate 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000 0000
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Date brute pentru produsul de testat Stabimed ultra (1,0%) testat impotriva Norovirusului Murin tulpina S99 in conditii

igienice, test de inactivare conform LVP

2020-06-23 - 2020-06-29

Concentratie | Substantd | Timp de Linie 1 2 3 4 5 3 7 8 9 10 11 12
interferenta contact
Jaca 1/5 | 0000|0000 [ 00000000 0000 0000 0000 [ 0000 | 0000 | 0000 | 0000 | 0000
0000 | 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
blacs 2/5 | 0000|0000 0000 0000 0000 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
0000 | 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
e 35 0000 | 0000 0000] 0000] 0000] 0000 0000] 0000| 0000| 0000| 0000 0000
0000 | 0000 0000| 0000| 0000| 0000 0000| 0000| 0000| 0000| 0000| 0000
0% Conditi {omin | placa 4/5 | 0000| 0000 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 0000
0000 | 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Purtitor 1 igienice I 0000 | 0000 0000] 0000] 0000] 0000] 0000] 0000] 0000| 0000] 0000 0000
0000 | 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Control 444 | 444 | 444 | o004 | o000 | - - - - - - -
virus 444 | 444 | 440 | 000 | 000
Control 444 | 444 | 044 | 000 | 000 | - - - - - - -
virus 444 | 444 | 444 | 000 | 000
- 0000 | 0000 0000] 0000 0000] 0000 0000] 0000| 0000| 0000| 0000| 0000
Cltotoxicitate | o000 1 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000 0000| 0000
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Date brute pentru produsul de testat Stabimed ultra (1,0%) testat impotriva Norovirusului Murin tulpina S99 in conditii
igienice, test de inactivare conform LVP

2020-06-23 - 2020-06-29

Concentratie| Substantd | Timp de Linie 1 2 3 4 5 6 7 8 9 10 11 12
interferenta contact
L 1/5 | 0000|0000 | 0000 | 0000 0000| 0000 | 0000 | 0000 | 0000 | 0000 0000 0000
p 0000| 0000| 0000| ©0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
laei 275 | 0000|0000 | 0000 | 0000 0000| 0000 0000 | 0000 | 0000 | 0000 0000 0000
p 0000| 0000| 0000| ©0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
laei 3/5 | 0000 | 0000 | 0000 | 0000 0000| 0000 0000 | 0000 | 0000 | 0000 0000 | 0000
p 0000| 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Love | condi omin | oraca 45 | 0000 ©0000| 0000| 0000 0000| 0000 | 0000 | 0000 | 0000 | 0000 | 0000 0000
: p 0000| 0000| 0000| ©0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
purtitor2 | isienice L 5/5 | 0000 | 0000 | 0000 | 0000 0000| 0000 0000 | 0000 | 0000 | 0000 0000 0000
u g p 0000| 0000| 0000| ©0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Control 444 | 444 | 444 | 004 | 000
virus 444 | 444 | 440 | 000 | 000 | - - - - - ; -
Control 444 | 444 | 044 | 000 | 000
virus 444 | 444 | 444 | 000 | o000 | - - - - - ; -
Citotoxicitate | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 0000 | 0000 0000
0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000

21




Date brute pentru produsul de testat Stabimed ultra (1,0%) testat impotriva Norovirusului Murin tulpina S99 in conditii

igienice, test de inactivare conform LVP

2020-06-23 - 2020-06-29

Concentratie| , upstantd | Timp de Linie 1 2 3 4 5 6 7 8 9 10 11 12
interferenta contact
lnca 175 0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
placa 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
a2/ 0000 | 0000| 0000| 0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
p 0000 | 0000| 0000| ©0000| 0000]| 0000| 0000| 0000| 0000| 0000| 0000| 0000
lncd 375 0000 | 0000| 0000| 0000| 0000]| 0000| 0000| 0000| 0000| 0000| 0000| 0000
p 0000 | 0000| 0000| 0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
5 o Condiii omin | otac 475 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Hre p 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Purtitor | ienice i 5/ 0000 | 0000| 0000| 0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
b & p 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Control 444 | 444 | 444 | 004 | 000
virus 444 | 444 | 440 | 000 | 000 - - - - - - -
Control 444 | 444 | 044 | 000 | 000 - - - - - - -
virus 444 | 444 | 444 | 000 | 000
- 0000 | 0000| 0000| 0000| 0000 0000] 0000| 0000| 0000| 0000] 0000| 0000
Citotoxicitate
0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
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Date brute pentru produsul de testat Stabimed ultra (1,0%) testat impotriva Norovirusului Murin tulpina S99 in conditii

igienice, test de inactivare conform LVP

2020-06-23 - 2020-06-29

Concentratie| , upstantd | Timp de Linie 1 2 3 4 5 6 7 8 9 10 11 12
interferenta contact
lnca 175 0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
placa 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
a2/ 0000 | 0000| 0000| 0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
p 0000 | 0000| 0000| ©0000| 0000]| 0000| 0000| 0000| 0000| 0000| 0000| 0000
lncd 375 0000 | 0000| 0000| 0000| 0000]| 0000| 0000| 0000| 0000| 0000| 0000| 0000
p 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
5 o Condiii omin | otac 475 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Hre p 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Purtitor | ienice i 5/ 0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| ©0000| 0000
b & p 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Control 444 | 444 | 444 | 004 | 000
virus 444 | 444 | 440 | 000 | 000 - - - - - - -
Control 444 | 444 | 044 | 000 | 000 - - - - - - -
virus 444 | 444 | 444 | 000 | 000
- 0000 | 0000| 0000| 0000| 0000 0000] 0000] 0000| 0000| 0000] 0000| 0000
Citotoxicitate
0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
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Date brute pentru produsul de testat Stabimed ultra (2,0%) testat impotriva Norovirusului Murin tulpina S99 in conditii
igienice, test de inactivare conform LVP

2020-06-23 - 2020-06-29

Concentratie| , upstantd | Timp de Linie 1 2 3 4 5 6 7 8 9 10 11 12
interferenta contact
lnca 1/5 0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
p 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
i 2/ 5 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
p 0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
lncd 3/ 0000 | 0000| 0000| ©0000| 0000]| 0000| 0000| 0000| 0000| 0000| 0000| 0000
placa 0000 | 0000| 0000| 0000| 0000]| 0000| 0000| 0000| 0000| 0000]| 0000| 0000
5 00, Conditi L0min | olaci 45 0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
Hre p 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Purtiior 2 ienice i 5/ 0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
u & p 0000 | 0000| 0000| 0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
Control 444 | 444 | 444 | 004 | 000
virus 444 | 444 | 440 | 000 | 000 - - - - . . _
Control 444 | 444 | 044 | 000 | 000 - - - - - - -
virus 444 | 444 | 444 | 000 | 000
- 0000 | 0000| 0000| 0000| 0000 0000] 0000| 0000| 0000| 0000] 0000| 0000
Citotoxicitate
0000 | 0000| 0000| ©0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
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Date brute pentru produsul de testat Stabimed ultra (2,0%) testat impotriva Norovirusului Murin tulpina S99 in conditii
igienice, test de inactivare conform LVP

2020-06-23 - 2020-06-29

Concentratie| , upstantd | Timp de Linie 1 2 3 4 5 6 7 8 9 10 11 12
interferenta contact
lnca 1/5 0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
p 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
i 2/ 5 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
p 0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
lncd 3/ 0000 | 0000| 0000| ©0000| 0000]| 0000| 0000| 0000| 0000| 0000| 0000| 0000
placa 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000]| 0000| 0000
5 00, Conditi R 0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
Hre p 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Purtiior 2 ienice i 5/ 0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
u & p 0000 | 0000| 0000| 0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
Control 444 | 444 | 444 | 004 | 000
virus 444 | 444 | 440 | 000 | 000 - - - - . . _
Control 444 | 444 | 044 | 000 | 000 - - - - - - -
virus 444 | 444 | 444 | 000 | 000
- 0000 | 0000| 0000| 0000| 0000 0000] 0000| 0000| 0000| 0000] 0000| 0000
Citotoxicitate
0000 | 0000| 0000| ©0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
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Date brute pentru produsul de testat Stabimed ultra (2,0%) testat impotriva Norovirusului Murin tulpina S99 in conditii

igienice, test de inactivare conform LVP

2020-06-23 - 2020-06-29

Concentratie| , upstantd | Timp de Linie 1 2 3 4 5 6 7 8 9 10 11 12
interferenta contact
lnca 175 0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
placa 0000 | 0000| 0000| 0000| 0000]| 0000| 0000| 0000| 0000| 0000| 0000| 0000
a2/ 0000 | 0000| 0000| 0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
p 0000 | 0000| 0000| ©0000| 0000]| 0000| 0000| 0000| 0000| 0000| 0000| 0000
lncd 375 0000 | 0000| 0000| 0000| 0000]| 0000| 0000| 0000| 0000| 0000| 0000| 0000
p 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
5 o Condiii N 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Hre p 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Purtiior 2 ienice i 5/ 0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| ©0000| 0000
b & p 0000 | 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000| 0000
Control 444 | 444 | 444 | 004 | 000
virus 444 | 444 | 440 | 000 | 000 - - - - - - -
Control 444 | 444 | 044 | 000 | 000 - - - - - - -
virus 444 | 444 | 444 | 000 | 000
- 0000 | 0000| 0000| 0000| 0000 0000] 0000] 0000| 0000| 0000] 0000| 0000
Citotoxicitate
0000 | 0000| 0000| ©0000| 0000 0000| 0000| 0000| 0000| 0000| 0000| 0000
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Date brute pentru produsul Stabimed Ultra testat impotriva Norovirusului Murin S99 in
conditii igienice (test cuantal; 6 godeuri)

2020-09-04 - 2020-09-08

Control Substanti  [Timp de Dilutie (log;o)
interferenta |contact
1| 2] 3[4 5]e6] 7] 8
o 444 la44 la44 444 444 000 000 |000
Controlul suspensiei 0 min
444 444 444 444 444 000 [000 |000
Sensibilitatea celulelor la virus Conditii 444 444 444 444 1444 1004 |000 |000
3“25 Ft’rfincubarea cuprodusul | igienice 444 444 444 444 444 440 000 (000
€ 1testa
Sensibilitatea celulelor la virus 444 444 444 444 444 1040 000 |000
dupa preincubare cu PBS 444 444 444 |444 444 044 |000 (000
Controlul post-efect fard produs 444 444 444 |444 444 000 [000 [000
SOmin Uo7 144 \4ad a4 444 000 000 [000
Coritiol post-efect cu produs . 444 444 444 444 444 (044 000 |000
30min (12" haa 4aa 444 444 (040 000 [000

Date brute pentru produsul Stabimed Ultra testat impotriva Norovirusului Murin S99 in
conditii igienice (test cuantal; 6 godeuri)

2020-09-04-2020-09-08

Produs Concentratie| Substanta Timp Dilutie (logo)
interferenta | contact
o| 1| 2| 3| 4| 5| 6| 7
Purtdtor 1 | 444 | 000 | 000 | 000 | 000 | 000 | 000 | 000
Control de referinta 3500 Condifii | .| 444000 | 000 | 990 | 000 | 000 | 000 | 000
- . min
ey 1gienice
Glutaraldehida ppm £ Purtator 2 | 444 [ 000 | 000 | 000 | 000 | 000 | 000 | 000
5min | 444 | 000 | 000 | 000 | 000 | 00O | 000 | 000
Purtitor | | 444 | 444 | 444 | 044 | 000 | 000 | 000 | 000
Control viral Condiii _
Api durd —ond 2min | 444 | 444 | 444 | 444 | 400 | 000 | 000 | 000
20 OoC 1gienice Purtator 2
. : 444 | 444 | 444 | 444 | 444 | 000 | 000 | 000
2min | 444 | 444 | 444 | 444 | 444 | 000 | 000 | 000

1-4 virus prezent, grad de CPE in unitatile de cultura celulara (6 godeuri de placi de microtitrare)

0 niciun virus prezent

X citotoxic
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Date brute pentru produsul Stabimed Ultra testat impotriva Norovirusului Murin S99 in
conditii igienice (test cuantal; 6 godeuri)

2020-09-04-2020-09-08

Produs Concentra| Substanta Timp Dilutie (log;o)
tie interferenta | contact

0 1 2 3 4 5 6 7

Purtator 1 444 (000 |000 (000 (000 000 (000 (000
Stabimed 0.1% conditii Smin [444 404 (000 |000 (000 (000 (000 (000

Ultra igienice  [Purtator 2 444 |000 |000 |000 (000 (000 (000 (000
Smin [444 1000 |000 |000 (000 (000 (000 (000

Purtator 1 444 444 444 444 1044 (000 |000 (000
Control virus conditii Smin {444 444 444 444 444 400 000 |000

Api durd igienice [Purtator2 444 |444 444 [444 |444 000 [000 |000
Smin 444 |444 {444 444 444 (000 000 (000

000 |000 (000 000 000 (000 000 (000
000 |000 (000 000 000 (000 000 000

Citotoxicitate

1-4 virus prezent, grad de CPE in unitdtile de cultura celulara (6 godeuri de placi de microtitrare)
0 niciun virus prezent
X citotoxic

Subsemnata, VALERICA PATRU, interpret si traducator autorizat pentru limbile ENGLEZA,

FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberatd de Ministerul Justitiei din

Romania, certific exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ca

textul prezentat spre traducere a fost tradus in intregime, fard omisiuni, §i ca, prin traducere,
inscrisului nu i-au fost denaturate continutul si sensul.

Traducator si interpret autorizat,

Valerica Patru (17602)

rprel eioriEET
pef_ italiand
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Expert opinion

The efficacy of the product Stabimed Ultra against Murine norovirus strain S99 was
tested in a quantitalive carnier test for the evaluation of virucidal aclivity for
instruments used in the medical area according to the European standard
EN 17111:2018. The effectiveness of the disinfectant was evaluated under clean
conditions (0.3 g/l BSA) as interfering substance. Stabimed Ultra was tested as a
0.1%, 1.0% and 2.0% concentration. The exposure times were 5, 10 and 15 minutes.
This expert cpinion refers to the test report LI-020-3186.

In conclusion, the 1.0% and 2.0% concentration of the product Stabimed Ultra
is effective against Murine norovirus strain $99 at room temperature under
clean conditions (0.3 g/l BSA) as interfering substance with an application time

of 10 minutes.

PD Dr’ rer. A Maren Eggers

/
Head of disipfectant testing
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Efficacy of Stabimed Ultra against the Murine norovirus strain 899 in the
gquantitative carrier test for the evaluation of virucidal activity for instruments

used in the medical area
Test report

Stabimed Ultra was tested for its efficacy against the Murine norovirus strain S99 in
the quantitative carrier test for the evaluation of virucidal activity for instruments used
in the medical area according tc the European standard EN 17111:2018. Under this
standard, the product performance is tested against model viruses under defined test
conditions, including temperature, contact time, or interfering substances, and the
product should demonstrate at least a four log reduction in the fitre of the test strain.
Stabimed Uitra was examined as a 0.1%, 1.0% and 2.0% concentration under clean

conditions {0.3 g/l BSA). The contact times were 5, 10 and 15 minutes.
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Laboratory

Labor Prof. Dr. G. Enders MVZ GbR

Rosenbergstr. 85
70193 Stuttgart
Germany

ldentification of the sample

Laboratory project
identification number

L1-020-316

Samplie name

Stabimed Ultra

Batch number

19038BH0014

Manufacturer

B. Braun Medical AG

Appearance of the undiluted
product

white fine powder

Date of manufacture

not specified

Expiry date 2021-03

Date of delivery 2020-04-20

Opened on 2020-04-27
20.0°C, dark

Storage conditions

pH value undiluted

Active compounds in 100 g

According to Manufacturer:
0.16% peracetic acid (in 1.0% product solution) per 100 g

£i-020-316
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Experimental conditions

Test period

2020-04-30 - 2020-05-04
2020-06-23 — 2020-06-29
2020-09-04 — 2020-09-08

Test temperature

20.0°C £ 1.0°C

Product test concentrations,
pH value

0.1% (pH ), 1.0% {(pH 8.21/ 8.26), 2.0% (pH 7.91 / 8.04)

Contact times

5, 10 and 15 minutes

Interfering substance

clean conditions (0.3 g/t BSA)

Diluent used for product test
soiution

hard water

Appearance of product
dilutions

clear, blue, liquid

Stability and appearance of the
mixture during procedure

no changes

Temperature of incubation

37.0°C £ 1.0°C, CO; Incubator (5.0% COy)

Virus

Murine norovirus strain S99

Virus source

cell bank of the Friedrich-Loeffier-Institute

Virus charge 210220
Virus, number of passage n+3
RAW 264.7

Cell line

{murine macrophage celt line)

Cell line, source

ATCC (American Type Culture Collection}

Ceil line, number of passage

41723

L1-020-316

3124




Test strain virus and cell culture line

As test virus Murine norovirus strain S99 was used. RAW 2647, a celi line
established from murine macrophage cells, were used for virus cultivation and the
suspension test. The host cells were cullivated at 37.0°C in a humid atmosphere
under 5.0% CO4. The cells were fed with Dulbeccos Minimum Essential Medium (D-
MEM) supplemented with heat inactivated fetal calf serum (FCS) and with
nonessential amino acids. For virus cultivation confiuent monolayers with an age of
maximum 2 days were used.

The stock virus suspension was produced according to the directive. Cell debris was
separated by low speed centrifugation at 2500 rpm for 10 minutes. Aliguots of the

virus suspension were stored at -70.0°C.

Inactivation assay

The test product Stabimed Ultra was tested as a 0.1%, 1.% and 2.0% concentration
under clean conditions (0.3 g/t BSA} as interfering substance. The contact times were
5, 10 and 15 minutes. The test assays were mixed in the following way:

Frosted glass carrters (15 mm x 80 mm x 1 mm, one surface sandblasted were
incculated with a 50 i virus mixture pius interfering solution fclean conditions (0.3 g/t
BSA)]. Then, after drying, the carriers were placed in 10 m! disinfectant. Two carriers
were tested for each test solution, control and contact time. The water control was
carried out in paraliel with the test solutions. Immediately after the contact time
{within 10 seconds), the carrier was transferred into 5 ml medium. Each carrier was
visually examined for complete elution. Then the virus suspensions were serially
diluted 10-fold. Six wells of a microtitre plate containing a confiuent monolayer were
inoculated with 0.1 ml of each dilution, and the celis were incubated at 37.0°C in a
humidified atmosphere under 5.0% CQO2. After the incubation time, the cell cultures
were stained with 50 i crystal violet per well. The cells were examined
microscopically for cytopathic effects (CPE).

The cell culture results were recorded as “0” for no CPE and “1” {(25.0% CPE) {0 “4”
(100% CPE) depending on degree of the cell damage. The vira! titre was calculated
using the Spearman-Kérber-method (Br. J. Psychol. 2 (1908); 227-42, Arch. exp.
Path. Pharmak. 162 (1931): 480-87).

LI-020-316 4 24



Calculation of the virucidal activity of the products
Reduction of virus titre was calculated from by logarithmic titre differences between
those treated with disinfectant and those treated with hard water at the chosen

contact time (A logqo TCIDse/ml).

Cytotoxic effect

To check for possible morphological alteration of cells by the disinfectant, 45 ul MEM
+2 % FCS + 5 pl of interfering substance were inoculated on a carrier and dried. The
nocutated carrier was immersed immediately after the drying process has been
fintshed in 10 mi of one of the product test solutions. The tube was placed in a water
bath controlled at the chosen test temperature. At the end of the contact time, the
carrier was transferred into a tube filled with 5 ml of medium. As the virus
suspensions a series of ten-fold dilutions was prepared and the dilutions were

inocutated on cell culture. After incubation the titre of virus was calculated.

Interference control

The comparative virus titration was performed on cells that had been treated with
disinfectants to check the reduction in the sensitivity to the virus as follows: Celis
were incubated for 1 hour with the lowest apparently non-cytotoxic dilution of the test
product based on the results of the cyiotoxicity test. After 1 h at 37.0°C the test
solution was removed, and the celis were infected with the titrated control virus. The
assay is only valid if the virus control of mock-treated cells (no disinfectant) minus the
virus control of cells pre-treated with the test product resulted in less than a log

difference.

Control of efficiency of suppression of product’s activity

100 yl of the undiluted test product and 850 ul of ice-cold medium with 2.0% FCS
were mixed. Afterwards 50 pl of the virus inoculum were added and the mixture is
incubated in an ice-bath for 30 min + 10 s. A serial dilution in logio steps was
prepared and cell cultures were inoculated with the dilutions. The titre was
determined. The difference between the titre of the suppression of virucidal activity
(SVA) control and the titre of virus control should not exceed 0.50 logg according top
EN 14476,

Reference virus inactivation assay

A control of the test system with glutardialdehyde as a reference was included.
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Results

The product VP4078/51 was tested as a 0.1%,1.0% and 2.0% concentration under
clean conditions (0.3 g/l BSA) as interfering substance and following exposure times

of 5, 10 and 15 minutes.

Validity of the test

The test product ditutions caused no cytotoxic effects (Table 1). As shown in Table 2,
the comparative virus titration on cells treated with test mixture dilution or without
resulted in a difference of less than one log. The after-effect control, which measures
the efficiency of suppression of product's aclivity, shall be < 0.50 lg. As shown in
Table 3, the control was 0.50 Ig.

The resuits of the reference virus inactivation using glutardialdehyde (Glutaral, 1,5-
Pentanedial, CAS Number 111-30-8) are given in Table 4, and the reduction was in

the accePAable range (2 4 Ig within 5 min).

Test resulis

The data of the virucidal efficacy of Stabimed Ultra is presented in Tables 5 and 6.
With the 0.1 % concentration of Stabimed Ultra no virucidal efficacy was obtained.
The inactivation assay with the1.0% and 2.0% concentration of the test product could
not demonstrate a 4 logqyp reduction due to the cytotoxicity of the test product.
Therefore, the Large Volume Plating (LVP)} method was performed. in LVP, a high
volume of the lowest apparently non-cytotoxic dilution of the inactivation assay test
mixture is added to the detector cell line and the cultures are monitored for virus-
specific effects. After detoxification, the 1.0 % and 2.0% concentration of Stabimed
Ultra showed excellent virucidal activity against the Murine norovirus strain 589

within 10 minutes.

Li-020-318 6 /24



Table 1:

Cytotoxic factor of VP4078/51

Dilution (iogm)
Concentration interfering
substance
Y | 20™ P40 [ 10® | so™ | oY | 4g®

0.1% clean conditions - - = = - _ _

1.0% clean conditions + = - - - - -

2.0% clean conditions + = = - = - _

Table 2:

mixture dilution

Comparative virus titration on cells treated with the test

Titre of the virus Titre of the ) .
Concentration | IMterfering control comparative virus | Difference in
substance {(togo TCIDs/mi) titration virus litre
PBS (log+o TCIDso/ml) | {tog10 TCIDse/mi)
2.0% clean conditions 7.00 +#/-045 7.00+/-0.45 C.00
Table 3: Control of efficiency of suppression of product’s activity
Titre of the virus Titre of the after effect | Difference in virus
Concentration control control titration titre (logso
{log1o TCIDse/mi) {iogqc TCIDse/mi) TCIDso/ml)
2.0% 6.50 +/~ 0.00 7.00 +/-0.45 0.50
Li-020-316
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Table 4:

Reference virus inactivation of Murine norovirus strain S99 with glutardialdehyde
(Glutaral, 1,5-Pentanedial) CAS Number 111-30-8

Titre of the virus control Titre of the “residual virus” inactivation
Concen- (logqe TCIDse/ml) {logqp TCIDge/ml) Reduction
tration Interfering Level of with 95.0% confidence with 95.0% confidence factor
toxicity
Contact Carrier 1 Carrier 2 Mean value Carrier 1 Carrier 2 Mean value Mean value
time + 95.0% Ci
550 550 550 1.50 1.50 1.50 4.00
355??11F‘Jr?m C'gf.” - gL +i— +— HL +/- +i— +fee
: COnSiTions 0.47 0.00 0.24 0.00 0.00 0.00 0.24
Cl confidence interval
LI-020-316 8724




Table 5;

Virucidal activity of Stabimed Ultra against the Murine norovirus strain $99

Titre of the virus control at Titre of the “residual virus” inactivation | Reduction
{(logio TCIDse/mi) with 85.0% confidence | (logy, TCIDs/mi) with 95.0% confidence factor
' : Level of interval interval (RF)
Concentra_tlonf Interfering cyto- o
contacttime | substance | .. city Mean
Carrier 1 Carrier 2 Mean value Carrier 1 Carrier 2 flaﬁ;zz v;l:e
95.0% ClI

o 550 5.50 5.50 1.83 1.50 1.67 3.84
0.1 /0 Cle,a,n 20.0 +f— + fm +f— +/ +i— +f= e
S/ BATENETS 0.47 0.00 0.24 0.42 0.00 0.21 0.32

10% S 3.83 3.83 3.83 £1.50 £1.50 <150 £2.33
5-min cormitlsns 1.50 200 +/— +/— +/— +/— +/- +{= +i—
042 0.42 042 0.00 0.00 0.00 0.42

5 3.83 3.83 3.83 <1.50 £ 1.50 =150 £2.33

0.42 042 0.42 0.00 0.00 0.00 0.42

2 0% s 3.83 3.83 3.83 <1.50 <150 <150 £2.33
10 min conditions 1E40 2018 i . il il v X B2
0.42 0.42 0.42 0.00 0.00 0.00 0.42

2 0% clean 3.83 3.83 3.83 <150 £1.50 < 1.50 £2.33
"y f. 1.50 20.0 /= +f— +~ +/— +f— +i— +/—
R ORI 0.42 0.42 0.42 0.00 0.00 0.00 0.42
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Table 6:

Virucidal activity of Stabimed Ultra against the Murine norovirus strain $99 (LVP)

Titre of the virus control at Titre of the “residual virus” inactivation | Reduction

{logso TCIDge/ml) with 88.0% confidence | (logq TCIDs/ml) with 95.0% confidence factor

interval interval {RF)

Concentration{ | Interfering L‘:;?(l)_of oC

contact time substance toxicity " Mean
' . . . ean value

Carrier 1 Carrier 2 Mean value Carrier 1 Carrier 2 vaiue RF

95.0% CI
4.50 4.33 4.42 3.94
1)

1.0% clean = 20.0 i~ e - 0.54 0.41 0.48 e

5 min conditions 0.47 0.33 0.40 0.40
1.0% - 4 50 4.33 4.42 4.01

e - - 20.0 +f— +/— +f— 0.41 0.41 0.41 /-

10 min conditions 047 0.33 0.40 0.40
4.5Q 4.33 4.42 4.01

Q

1%2”/?“ ﬁ';ggns -~ | 200 e o e 041 0.41 0.41 e

! co 0.47 0.33 0.40 0.40

4 50 4.33 4.42 4.01

125'00/? Clde,f:” - 20.0 e s e 0.41 0.41 0.41 +—
min conditions 0 47 0.33 040 0.40

LI-020-316 10/ 24




Conclusion

Stabimed Ultra efficiently inactivates Murine norovirus S88 under clean conditions

{0.3% BSA) within 10 minutes exposure time.

The following concentrations and exposure times is active against Murine

norovirus S99:

Concentration Temperature [°C] Contact time
1.0 % 20.0 10 min
20% 200 10 min

PD D/ rer. fjat. Maren Eggers

Head of disiffectant testing
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Archiving:

Information:

Li-023-316

The raw data with respect to this test and a copy of the report will
be stored in the archive of Labor Enders MVZ.

The test results exclusively refer to the samples described
above. Account of extracts of this test report is only possible by
written approval from Labor Enders MVZ.

The assessment of medical devices is not covered by

accreditation.
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Raw data for the test product Stabimed ultra tested against Murine norovirus
strain 599 under clean conditions {quantal test; 6 wells)

2020-04-30 - 2020-05-04

Control Interfering | Contact Bilution {log1p}

substance |time P W SISl 2

444|444 (444 | 444) 444|044 | 000|000

ClEPESEATD OmMin 1 444|444 | 444 | 444 | 444| 404|000 000

2020-04-30 — 2020-05-04

Product Con- Interfering | Contact Dilution (logo)
centra- |substance|time
tion 0 1 2 3 4 5 6 7

Carrier 1 | xxx | 000 {000 | 00G | GOC | G0 | 000 | 600
2 min | xxx [ 000 | 000 | 000 | 000 | 000 | 000 | 000

Carrier 2 | xxx | 600 [ 000 | 000 | 000 | 000 | 0GG | 00O

Stabimed 1 0% clean >min | xxx [ 000|000 | 000 | 000 [ 000 [ Q00 | 00O
5 ]

ultra conditions | Carrier 1 | xxx | 000 [ 00G | GO0 [ 000 ] 000 | 000 | 000
10min | xxx [000 | 000 | 000 | 000 000 | 000 | 000

Carrier 2 | xxx | 000 | 000 | 000 | 000 | 000 | 000 | 600
10 min | xxx | 000 (000 | 00G [ 0G0 | GG | 000 | 000

Carrier 1 | 444 | 444|444 (400|000 | 000 | 000|000
Virus control clean 10min |444|444|444|1004|C00| 000|000 | 000

hard water conditions | Carrier 2 | 444 | 444 | 444 | 400 | 000 | 000 | 000 | 000
10 min | 444|444 |444|400( 000|000 | 000|000

xxx | 666 | 006 | 6G0 | 000 | 000 ) 800 | 6GO

Cytotoxicity xxx [ 000 | 000 [ 000 | 000 | 00C | 000 | 800

N

virus present, degree of CPE in celf culture units (6 wells of microlitre plates)
no virus present

not applicable

not done

cytotoxic

®x 330~
aw
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Raw data for the test product Stabimed ultra tested against Murine norovirus
strain $99 under clean conditions {quantal test; 6 wells)

2020-04-30 — 2020-05-04

Product Con- Interfering | Contact Bilution {iog+o)
centra- |substance|time
tion 0 1 2 3 4 5 6 7

Carrier 1 | xxx | 600 [ 060 [ 666 | 000 | 000 | 000 | 0G0
160 min | xxx | 600 | 0G0 [ 600 | 00GC | 000 | GGG | 06O

Carrier 2 | xxx | 600 | 600 [ 000 | 0CC | 000 | CCC | 000

Stabimed 2 0% clean 10 min | xxx | 000 | 000 [ 000|000 | 000 | 000 | 000
e 2]

ultra conditions | Carrier 1 | xxx | 000 [ 000 | 000 | 0CC | 000 | GO0 | 000
15 min | xxx [ 000 | 000 | 000 | 0C0 [ 000 | 000 { 000

Carrier 2 | xxx { 00G | 000 | 000 | 000 | COC | 0CC | 000
15 min | xxx [ 000 | 000 { 000 | 00O | 000 | OCC [ 000

Carrier 1 | 444 | 444 | 444 (400 000|000 [ 000 | 000
Virus control clean 15 min | 444 1444 | 444 (004 | 600 | GGG | 600 | 000

hard water conditions | Carrier 2 | 444 | 444 | 444 | 400 | 000 | 000 | 000 | 000
15 min | 444 (444 (444 (400|000 | 000 | 000 | 000

xxx | 400 | 000 | 600 | 000 | 0G0 | 000 | 666

Cytotoxicity xxx | 000 | 000 | 600 | 000 | 000 | 000 | 000

L

virus present, degree of CPE in celf culture units (6 wells of microfifre plates)
no virus present

nof applicable

not done

cytoloxic

x 30 o
oW
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Raw data for the test product Stabimed Ultra (1.0%) tested against Murine norovirus strain S99 under clean conditions,
inactivation assay according to LVP

2020-06-23 — 2020-06-29

Concen- |Interfering | Contact .
tration substancg time Line : 2 3 9 < 6 7 8 ° i 1" 12
plate 1/5 0000 | 0000 | 0GCO | 000D | OOOO | 0000 | OOOD | COOC | 0000 | 0000 | OO0 | 0OOO
QG00 | 0000 | 0000 | 0000 | O0GO | 0OOO | DODO | 00O | 0000 | DOOD | QOO0 | DOOO
plate 2/ 5 Q0G0 | 0040 | 00Q0 | 0000 | 0OCO | 0OOO | OODO | OCOO | 0000 | OOODD | QOO0 | 0O0O
0000 | Q00Q | 0000 | 0000 | 4000 | 0000 | OODC | 4000 | 0000 | DDOD | QOO0 | ODOO
plate 3/ 5 0000 | 0000 | 0000 | OOOC | ODOO | DDOD | OGO | 0000 | 0000 | DODO | 000D | 0000
0000 | G000 | 0000 | OCOO | OOOO | OODD | COOOC | DOOO | DOOOD | 4000 | 0000 | 0000
plate 4/5 0000 | 0CCO | 0000 | 0000 | 0000 | DOOC | 0000 | 0000 | 0000 | QOO0 | 0000 | 000D
1.0% |clean 5 min 0000 [ Q0G0 | 0000 | 6000 | OO00D | OOGO | 000D | OOOD | 0000 | 0000 | 0000 | 000D
Carrier 1 | conditions plate 5 / 5 0000 | 0000 | 0000 | 0000 | 000D | GCCO | 0000 | 0OO0 | 0000 | 0000 | 0000 | 000D
0000 | 0000 | 0000 | 0000 | OODO | OOGO | ODOO | DODD | COOC | 0000 | DODD | 0000
Virus 444 444 444 004 000
control 444 | 444 | 440 | 000 | 000 B B B B B - B
Virus 444 444 044 000 000
control 444 | 444 | 444 | 000 | 000 B B - B B B B
Cytotoxieity 0000 | 0000 | 0000 | OOOO | 0000 | DOOO | OODO | 0000 | OODO | DODD | COOO | 0000
Q000 | 6000 | 0000 { 0OOG | 000D | DOOO | OOOO | 0000 | 0000 | DOOG | G000 | QOO
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Raw data for the test product Stabimed Ultra (1.0%) tested against Murine norovirus strain $99 under clean conditions,

inactivation assay according to LVP

2020-06-23 - 2020-06-29

Concen- |Interfering | Contact .
tration substancg time Line : 2 3 4 5 6 7 8 9 10 1 12
plate 1/5 0000 | GGGO | 0000 | 0COO | 000D | OODO | GOOC | 0000 | OOOO | GCOC | 0000 | 0000
0000 | G0CG0 | 0000 | 0000 | DOOO | OODO | 0000 | DOOO | DDOD | 0000 | 0000 | 0000
plate 2/ 5 0000 | 0000 | 0000 | 0OGO | OOOD { OOOC | 0000 | OOOO | OODC | 0000 | 0000 | 0000
0000 | 0000 | 0000 | 00C0 | OODD | QOO0 | DOOO | OOOO | OO0 | 0000 | DOOD | 0000
plate 3/ 5 0000 | 0000 | 0000 | 0000 | OODO | OOOD | DOOO | DOOO | GGOO | 0000 | OOOO | 0000
0000 | 0000 | Q000 | 0000 | 0000 | 0000 | 000D | OODO | COCO | DOOD | 000D | DOOD
plate 4/ 5 0000 | 0000 | 000G | 0000 | 0000 | DOCO | 0OOD | OODQ | 0000 | 0000 | 0000 | 0000
1.0% |clean 5 min 000G | 0000 | QOO0 | 0000 | OOO0 | 0000 | OOOO | OODOC | OQCO | DOOOD | DOOD | 0000
Carrier 2 | conditions plate 575 Q000G | 0000 | GGGO | 0000 | QOGO | 0000 | 0000 | GQOC | 0000 | 0000 | 0ODO | 0000
0000 | 0000 | 0000 | OOOO | OCOO | DDOD | ODDO | OOGO | 0000 | DDDD | 0OOO | 00RO
Virus 444 444 444 004 000
control 444 | 444 | 440 | 000 | 000 B B B B B B B
Virus 444 444 044 000 000
control 444 | 444 | 444 | 000 | 000 B B B B B B B
Cytotoxicity 0000 | 0C00 | 0000 | OQCO | 000D | GODO | 0000 | ODOD | ODOO | 0OCO | 0000 | 0000
0000 | 0GG0 | 0000 | G000 | 000D | OOOC | 0000 | DOOD | OODO | 0O0O | 0000 | 0000
L1-020-316 16/ 24




Raw data for the test product Stabimed Ultra (1.0%) tested against Murine norovirus strain S99 under clean conditions,

inactivation assay according to LVP

2020-06-23 — 2020-06-29

Concen- |Interfering | Contact .
tration substancg time Line L 2 3 = S 6 7 8 - 10 " 12
plate 1/5 0000 | 0000 | Q000 | 0000 | OODO | OOGO | OODD | OODO | COLC | 0000 | 000Q | 00Q0D
0000 | 0000 | 800G | 0000 | GO0C | 0000 | 0000 | DOOC | OCOC | 0000 | Q00O | 0000
plate 2/ 5 000G | 0000 | 000G | 0000 | GOOC | 0000 | OOOD | D000 | COOC | 0000 | DOOQ | 000D
000G | 0000 | G00G | 0000 | CODG | 0000 | 0000 | ODDO | OOOC | OOOD | DOODO | OOOO
plate 3/ 5 000Q | 0000 | 0000 | 0000 | OOOC | OOCO | OOOD | ODOD | OOCC | 0000 | 0OOQ | OOOD
0000 | 0000 | 800G | 0000 | 000G | 0000 | 0000 | DODO | COOC | OOOO | 000G | 0000
plate 415 0000 | 0000 | GOOG | 0000 | CODG | 0000 | 0000 | OODO | OGO | OO00 | OOOC | 000D
1.0% |clean 10 min g00C | 0000 | G000 | 0000 | GOOO | 0000 | 000D | OOOC | OO0 | 0000 | OOODO | 0000
Carrier 1 | conditions late 5/ 5 ¢000G | 0000 | GCCO | 0000 | QOGO | 0000 | OOOOD | OO0 | OOCO | ODOD | DODO | 0000
P GGGG | 0000 | 0000 | 0000 | 0000 | 0000 | OODD | 0000 | 0000 | OOOOD | OODC | 00DO
Virus 444 444 444 004 000
control 444 | 444 | 440 | 000 | 000 - - - - - - -
Virus 444 444 044 000 000
control 444 | 444 | 444 | 000 | 000 - - - B - - -
Cvtotoxicit 00CG0 | 0000 | 00C0 | 0000 | OGC0 | O0ODO | DOOO | 0000 | 0000 | OOOOD | OLOO | 0000
y Y| 0000 | 0000 | 0000 | 0000 | 0000 | 000D 000G | 0000 | D000 | OOOD | 0000 | 0000
Li-020-316 17124




Raw data for the test product Stabimed Ultra (1.0%) tested against Murine norovirus strain $99 under clean conditions,

inactivation assay according to LVP

2020-06-23 - 2020-06-29

Concen- |Interfering | Contact .
tration substancg time Line ; 2 o % 3 6 i 8 ° 10 11 =
plate 115 00G0 | 0000 | 0000 | 0000 | 0O0OO | 0000 | QOO0 | DOOO | DOOD | 00QO | 0000 | DDGO
0000 | 0000 | 0000 | 0000 | 0OOO | 0000 | ODOO | 000D | DOOO | OO0 | 0O0O | 0000
plate 2/ 5 0000 | G000 | 0000 | 0000 | ODOO | OOOD | COOO | 0000 | OODD | OODO | OO | 0000
0000 | G000 | 0000 | 0000 | ODDO | 0000 | COOC | 0000 | 0000 | 0000 | OO0 | Q00O
plate 3/ 5 0000 | G000 | 0000 | 0000 | OODO | OODO | 0GOOC | 0000 | OOOD | 0000 | QOO0 | DOOO
0000 | G000 | 0000 | 0000 | 0000 | 0000 | GOOO | 000D | OO0D | 000D | 0000 | OO0
plate 4/ 5 0000 | G000 | 0000 | 0000 | QOO0 | ODOOD | O0CO | OOOOD | OODC | 0000 | 000D | 0000
1.0% |clean 10 min 0000 | 0000 | 6000 | 0000 | 0000 | ODOO | 0000 | DOOO | OOCO | OO0 | OOOO | 0000
Carrier 2 | conditions late 5/ 5 0000 | 0000 | GOOC | 0000 | 0000 | O0OOO | 0000 | COOO | 0OCO | OODD | OOOO | 0000
P 0000 | 0000 | 0000 | OODO | 0000 | CO00 | DOOD | GO0 | 0000 | DODG | 0000 | DOOO
Virus 444 444 444 004 000
control 444 444 440 000 000 - - B - - - B
Virus 444 444 044 000 000
control 444 | 444 | 444 | 000 | 00O - B B - - B -
Cytotoxicity ¢G0G | 0000 | 0000 | COCO | 0000 | GGOO | OOOO | OOOO | D000 | OOQO | Q000 | 0000
0G00 | 0000 | 0000 | OCCO | 0000 | OOOO | ODOD | 0000 | OOOO | 0000 | 0000 | 0000
LI-020-316 18724




Raw data for the test product Stabimed Ultra (2.0%) tested against Murine norovirus strain $99 under clean conditions,

inactivation assay according to LVP

2020-06-23 ~ 2020-06-29

Concen- | Interfering | Contact .
tration substancg time Line 1 Z 3 % 5 6 4 8 9 10 11 12
plate 1/5 GGGO | 0000 | 0000 | QOO0 | ODOO | OOCO | DDOO | 0000 | DOOD | 0000 | G000 | DOOO
0000 | 0000 | 0000 | GOCO | DODD | D000 | DODO | OO0O | 0000 | QOO0 | 0ODDO | 0000
plate 2/ 5 0000 | 0000 | 0000 | 0000 | 0ODD | 0000 | OO0 | 0000 | OOOO | O0CO | 0000 | 0000
0000 | 0000 | 0000 | 0000 | ODOD | ODOOD | OODO | 0000 | OOOD | 0000 | OO0 | DOOO
plate 315 0000 | G000 | 0000 [ 0000 | 0ODO | 0000 | GOOC | 0000 | OOOOD | OO0O0 | 0000 | 0000
Q000 | GCOC | 0000 | 0000 | OOOO | ODDO | OO0 | OOOD | OODOC | 0000 | 0000 | Q000
plate 4/ 5 0000 | 00O | 0000 | 0000 | OOOC | OOOD | OOGO | DODO | QOO0 | 0000 ! 0000 ! QOO0
2.0% |clean 10 min 0000 | 0000 | 0000 | 0000 | 0000 | DOOO | OOOO | OOOO | OCOO | 0000 | 0000 | 0000
Carrier 1 | conditions plate /5 0000 | 0000 | 000G | 0000 | 0000 | DOOD | DOOD | OOOD | CCOO | 000D | 0000 | DOOOD
0000 | 0000 | Q000 | 0000 | OO00 | OODO | 0000 | OO0O | 0000 | 0000 | OODO | 0000
Virus 444 444 444 004 000
control 444 | 444 | 440 | 000 | 000 B B B B B B B
Virus 444 444 044 000 000
control 444 | 444 | 444 | 000 | 000 B B - - - - -
Cytotoxicity 000G | 0000 | 0000 | OO0 | 0000 | GOOO | DOOO | 00O | DOOO | COOO | 0000 | 0DDO
GG0G | 0000 | 0000 | OOCO | 0000 | O0CO | DOOO | 0000 | 0OOD | CCOO | 0000 | DDDO
LI-020-316 19/ 24




Raw data for the test product Stabimed Ultra (2.0%) tested against Murine norovirus strain $99 under clean conditions,

inactivation assay according to LVP

2020-06-23 - 2020-06-29

Concen- |Interfering | Contact ,
tration substancg time Line L 2 3 4 S 6 7 8 9 10 11 12
plate 175 0000 | 0000 | GOGO | 0000 | 0000 | OOOOC | 0000 | OOOO | 00CO | 0OOD | 0000 | 0000
0000 | 0000 | GCCO | 0000 | 0000 | OOOO | 0OOO | OODC | 00CO | O00Q | 000D | 0000
plate 2/ 5 0000 | 0000 | GGGO | ©00C | 0000 | G000 | 0000 { OOO0 | DOOD | 0000 | 0000 | 0000
000G | 0000 | 0GGO | 0000 | 000D | QOGO | DOOD | 000D | 0000 | OOO0 | DOOC | DOOC
plate 3/5 0G0G | 0000 | 0000 | GOCO | OODD | O0CO | 0000 | QOO | 0000 | QGO0 | ODOO | 0000
0GG0 | 0000 | 0000 | GOGO | 0000 | 0OGO | 0OOD | 0000 | OOOO | OGO | 0000 | DODO
plate 415 QGG0 | 0000 | 0000 | O0G0O | 0000 | 00CO | DDOO | 0000 | DOOO | OGO | 0000 | DDOO
2.0% |[clean 10 min 0GG0 { 0000 | 0000 | 0000 | 0000 | 0000 | DODO | 0000 | OOOD | 0OCCO | 0000 | DDOO
Carrier 2 | conditions plate 5/ 5 0000 | 0000 | 0000 | 0000 | ODOO | 0000 | OOO0 | 0000 | ODOO | 000D | 0000 | DDOO
0000 | 800G | 0000 | 0000 | 0DOO | OOOO ¢ GODG | 0000 | 0000 | 0000 | 0000 | 0000
Virus 444 444 444 004 000
control 444 | 444 | 440 | 000 | 000 B B - B B B B
Virus 444 444 044 000 000
control 444 | 444 | 444 | 000 | 000 B - B B - - -
Cytotoxicity 0000 | 00CO | 0000 | 0000 | 0000 { DOOO | OOOO | OODO | OCCO | OOOD | 0000 | 0000
0000 | 0000 | 0000 | 0000 | 0000 | DO0O | DOOO | OODO | CCOC | 000D | 0000 | 0000

Li-020-316

20724




Raw data for the test product Stabimed Ultra (2.0%) tested against Murine norovirus strain $99 under clean conditions,

inactivation assay according to LVP

2020-06-23 - 2020-06-29

Concen- |Interfering | Contact .
tration substancg time Line 1 2 3 4 5 6 7 8 9 10 1 12
plate 1/5 0000 | 06CCO | 000G | OOOO0 | QOO | 000D | QOCO | 000D | 0000 | 0000 | 0000 | 0000
0000 | G000 | 0000 | OOOO | OCOC | 000D | Q00O | 0000 | DOOD | 0000 | 0000 | 0000
plate 215 0000 | G000 | O00OC | OOOO | GOOC | OOOD | QOGO | 000D | ODOO | 0000 | 0DOCO | DOOO
0000 | G000 | 0000 | O0OOO0 | GODOC | 000D { G000 | DOOD | OOOD | 0000 | 0000 | 0000
plate 3/5 0000 { GOOG | 0000 | 0000 | OODOC | OOOD | OOCOC | OOOD ;| ODOD | 0000 | 0000 | 0000
0000 | 000G | 0000 | 000D | OO0G | DOOO | 000G | 000D | DDOD | 0000 | OO00 | 0000
plate 415 0000 | GO0G | 0000 | 0000 | OODO | 0000 | QOOC | 0000 | OODO | 0000 | COCO | 0000
2.0% |clean 15 min 0000 | 000G | 0000 | 0000 | OO0 | 000D | OODOC | 0000 | DOOD | 0000 | 0000 | 0000
Carrier 1 | conditions late 5/ 6 0000 | GOOG | 0000 | 0000 | 000G | DOOO { OO0 | DOOO | OOOD | 0000 | 0000 | B0CO
P 0000 | 000G | 0000 | 0000 | OODO | 0000 | QOOC | 0000 | 0000 | 0000 | OOCD | 0000
Virus 444 444 444 004 000
control 444 | 444 | 440 | 000 | 000 B B B B B B B
Virus 444 444 044 000 000
control 444 | 444 | 444 | 000 | 000 B B B - B B B
Cytotoxicity 0Qa0 | 000G | 0000 | 0C0O0O | OOOO | 0000 | QOO0 | 0000 { OOOO | QOO0 | GOCO | 0000
0000 | 000Q | 0000 | 0000 | OOOD | OO0O | GODO | 0000 | DOOD | 0000 | 000D | 0000

LI-020-316
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Raw data for the test product Stabimed Ultra (2.0%) tested against Murine norovirus strain $99 under clean conditions,

inactivation assay according to LVP

2020-06-23 - 2020-06-29

Concen- |interfering | Contact a
tration substancg time Line L - 3 < - 6 1 8 o o i 12
plate 1 /5 0000 | G000 | 0000 | 0000 | 0000 | DDOD | COOC | OOOO | DOOD | 0000 | 0000 | 0000
0000 | 000G | 0000 | 0000 | 0000 | 0000 | GOOC | OOOD | QOO0 | 0000 | 0000 | 0000
plate 2/ 5 0000 | CO0C | 0000 | 0000 | 0000 | 000D | GOOO | 000D ¢ DOODO | 0000 | QOO0 | 0000
0000 | GO0G | 0000 | 0000 { DODO | 0000 | GOOC | 0000 | ODDD | 0000 | G000 | 0000
plate 3/5 00G0 | 000G | 0000 | 0000 | DODO | 0000 | GOOC | 0000 | OODO | 0000 | OOO0 | 0000
0000 | 000G | 0000 | 0000 | OODO | 0000 | QOO0 | 0000 | ODOOO | 0000 | 0000 | 0000
plate 4/ 5 0000 | G000 | 0000 | 0000 | O0DO | DOOQD | OOOO | 0000 | DDOD | 0000 | COOOD | 0000
2.0% |[clean 15 min 0000 | Q00C | 0000 | 0000 { DODD | 0000 | GOOO | ODDD | OOOO | 0000 | 0000 | 0000
Carrier 2 | conditions plate 5/ 5 0000 | 000G | 0000 | 0000 | OODD | OOOO | OODO | OOOO | OOOO | OOOO | G000 | 0000
0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 000G | DOOD | DOOD | 0000 | GOCO | 0000
Virus 444 444 444 004 000
control 444 | 444 | 440 | 000 | 00O B B B - B B B
Virus 444 444 044 000 000
control 444 | 444 | 444 | 000 | 00O B B B B B B B
Cytotoxicity 0000 | 000G | 0000 | 0000 | 0000 | O0QD | 0OOC | DOOD | OOOD | 0000 | 0000 | D000
0000 | 600G | 0000 | 00Q0 | 0000 | 0000 | 0000 | OOOO0 | OOOD | 0000 | OO0O | ODCO
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Raw data for the product Stabimed Ulfra tested against the Murine norovirus

598 under clean conditions {quantal test; 6 wells)

2020-09-04 — 2020-09-08

Control Interfering | Contact Dilution {log+o)
substance |time 1 213142156 7] 8
_  |444|444|444444]444 000000000
Suspension control OMit | 444 | 444|444 444 444 000! 000 000
Celi sensitivity to virus after| 444 (444 | 444 | 444 | 444 | 004 | 000 | 00O
g[ig’&‘ibam” with the test | ditions 444|444 444|444 444440000 | 000
Cell sensitivity to virus after 444|444 | 444 144414441040 000 00C
preincubation with PBS 444 1444 144414441444 |044|000|0CC
After-effect control without 30 min 444 | 4441444 (444444 000|000 | 000
product 444 1444 (444444444 (000|000 000
After-effect control with — 444 (444 444 444|444 | 044 |000( 00O
product 444|444 444|444 |444|040|000| 000

Raw data for the product Stabimed Ultra tested the Murine norovirus S99 under

clean conditions {quantal test; 6 wells)

2020-09-04 — 2020-09-08

Product Con- interfer- |Contact Dilution (logio)

centra- |ing time

tion sub- 0|1|2|3|4|5(|6]7

stance
Carrier 1 | 444 | 060G | OGO | 000 | OGO | 000 | 000 | D00

Rsfaranes 3500 s 5min | 444 | 000|000 | 000 | 000 | 000 | oo | ooo
aRllPg ppm conditions | Carrier 2 | 444 | 000 | Q00 | 000 | 0GC | 000 | 00C | 000
SiterRnAmNAs 5min | 444 | 000 | 000 | 000 | 000 | 000 | 000 | 000
. Carrier 1 | 444 | 444 | 444 | 444 | 044 | 000 ) 0G0 | 000
Viills Genizel clean 2 min | 444 | 444 | 444 | 444 | 444 | 400 | 000 | 000
hardowater conditions | Carrier 2 | 444 | 444 | 444 | 444 | 444 | 000 | 000 | 000
s 2 min | 444 | 444 | 444 | 444 | 444 | 000 | 000 | 000
1—4 virus present, degree of CPE n cell culture units (6 wells of microtitre plates}
0 no virus present
X cytoloxic

LI-020-316
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Raw data for the product Stabimed Ultra tested against the Murine norovirus
S$98 under clean conditions (quantal test; 6 wells)

2020-09-04 - 2020-09-08

Product Con- Interfering | Contact Dilution (logo)
centra- |substance|time
tion 0 1 2 3 4 5 6 7
Carrier 1 | 444 | 000 | 000 | 000 | 000 | 000 | 000 | 000
Stabimed 849t clean 15 min | 444|404 | 000|000 | 000|000 | 000 | 000
Ultra 7 | conditions Carrier 2 | 444 | 000 [ 800 ) 004|000 | 000 | 000 | 000

15 min | 4440060 | 000 | 000 | GO0 | 600 | GOO | 000

Carrier 1 | 444 | 444 | 444 | 444 | 044 | 300 | 000 | Q00
Virus control clean 15 min |444 444|444 | 444 | 444|400 | G000 | 000

hard water conditions | Carrier 2 | 444 | 444 | 444 | 444 | 444 | 000 | 000 | 800
15 min | 444 | 444 | 444 (444|444 | 000 | 000 | 000

000|000 | 00O | 0CO | 000 | 000 | 000 | 000

Cytotoxicity 000 | 00G | 000 | 000 | 000 | 000 | 000 | 000

1-4 virus present, degree of CPE in cell culture units (6 wells of microtitre plates)
0 no virus present
X cytotoxic

Li-020-316 24124




Traducere din limba engleza
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TLBY GREIFSWALD

B. Braun Medical AG
Seesatz 17
CH - 6204 Sempach
Elvetia
Numar client Data

324 11 lanuarie 2021

RAPORT 202630.VI
STABIMED ULTRA
ACTIVITATE SPORICIDA
EN 17126 (2018)

SCOP

Activitatea sporicida a produsului Stabimed ultra (B. Braun Medical AG, Sempach,
Elvetia) trebuie evaluata prin teste in vitro in conformitate cu standardul european EN
17126 (2018) impotriva sporilor de C. difficile. B. subtilis si B. cereus.

Raport: 202630.V1 Stabimed ultra— EN 17126 Versiune 01




Traducere din limba engleza

Comanda numar:
Producator:

Produs testat:

Numir lot:

Numar proba:

Data producerii:

A se folosi Tnainte de:
Aspect:

Aspect dilutie:

Miros:

Valori pH (pH-metru):
Conditii de pastrare:
Data comenzii:

Data livrarii:

Data testului:

Baza:

Organisme de testare:

Solutie(e) de testare:

Descriere test

A 191020
B. Braun Medical AG, Sempach, Elvetia
Stabimed ultra
1903BH0114
P 197156
n.p.
03/2021
pudra alba fina
lichid albastrui, tulbure; care devine limpede dupa
aproximativ 6 min + ultrasunete si la incolor dupa
aproximativ 20 min
specific produsului
2 %: 3,98 WSH: 6,97
temperatura camerei
10 decembrie 2019
10 decembrie 2019
16 octombrie 2020 - 06 noiembrie 2020
EN 17126 (2018): Dezinfectanti chimici si antiseptici-Test
cantitativ de suspensie pentru evaluarea activitatii sporicide
a dezinfectantilor chimici in domeniul medical - Metoda si
cerintele de testare (faza 2. etapa 1)
Clostridium difficile NCTC 13366 (lot spori-:06042020)
Bacillus subtilis DSM 347 (lot spori: D)
Bacillus cereus ATCC 12826 (lot spori: Bc-07102019-a)
2%,1%,0,1%

Ingrediente active Tn 100 g1: n. p.

Neutralizator:

Substanta interferenta:

C. difficile, B. cereus: 1 % Tween80 + 0,3 % Tiosulfat de
sodiu + 0,025 % Catalaza in tampon fosfat 0,25 M
(Neutralizator LX)
B. subtilis: 6 % Tween80 + 0,2 % L-Histidind + 0,6 %
lecitind + 1 % tiosulfat de sodiu + 0,2 % peptona + 1,7 %
clorura de sodiu + 1,8 % fosfat acid disodic + 0,3 % fosfat
dihidrogen de potasiu; in VE (neutralizator XLIV)
0,3 % albumina + 0,3 % eritrocite de oaie (conditii
neigienice)

Temperatura de testare: 20 + 1 °C
Temperatura de incubare: 36 £ 1 °C

Raport: 202630.V1 Stabimed ultra — EN 17126 Versiune 01




Traducere din limba engleza

Metoda de testare
Testarea cantitativa a suspensiei in conditii neigienice

Testarea se bazeaza pe standardul european EN 17126 (2018). Prin urmare, procedurile
de validare si control sunt de asemenea efectuate in conformitate cu acel standard.

Pentru test, la o suspensie de spori intr-o solutie de substanta interferenta se adauga o
proba de produs Stabimed ultra (diluat cu apa de duritate standardizatd, daca este
necesar). Amestecul este mentinut la 20 £ 1 °C pentru timpul de contact necesar. La
sfarsitul timpului de contact se ia o alicotd de 1 ml; activitatea microbicida din aceasta
portiune este imediat neutralizatd. Numarul de organisme de testare supravietuitoare din
fiecare proba se determind prin imprastierea alicotelor de 2 x 1 ml suspensiilor de testare
neutralizate si dilutiile acestora. Reducerea se determina in raport cu suspensia de testare
corespunzatoare No.

Conditiile experimentale (martorul A), netoxicitatea neutralizatorului (martorul B) si
metoda de diluare-neutralizare (martorul C) sunt validate in conformitate cu EN 17126
Testele au fost efectuate in conditii neigienice (0,3 % albumina + 0,3 % eritrocite de oaie)
folosind Clostridium difficile, B. subtilis si B. cereus ca organisme de testare. Ca control
referintd care contine 5 % acid peracetic in loc de produsul de testat. Rezultatele detaliate
sunt prezentate in tabelele 1.1- 3.2.2.

Rezultate®
Conform EN 17126 (2018), lotul 1903BH0014 din formula de produs Stabimed ultra,
atunci cand este aplicat la o relatie concentratie/timp de contact de cel putin 1 %/5 min,
poseda eficacitate sporicida impotriva C. difficile (logl0 RF >4). ) la 20 °C in conditii
murdare (0,3 % albumind + 0,3 % eritrocite de oaie) pentru tulpina de referinta C.
difficile (Tab. 1.1 - 1.2).

Conform EN 17126 (2018), lotul 1903BH0014 din formula de produs Stabimed ultra,
atunci cand este aplicat la raportul concentratie/timp de contact de cel putin 1 %/10 min
sau, respectiv, 2 %/5 min, poseda si eficacitate sporicida ( logio RF >4) la 20 C in
conditii neigienice (0,3 % albumina + 0,3 % eritrocite de oaie) pentru tulpina de referinta
B. subtilis (Tab. 2.1 - 2.2).

Cu toate acestea, conform EN 17126 (2018), eficacitatea sporicid generala (logl0 RF >
4) nu poate fi revendicata pentru lotul 1903BH0014 din formularea produsului Stabimed
ultra pana la o relatie concentratie produs / timp de contact de 2 % / 30 min, deoarece nu
a fost observata o eficacitate suficienta la 20 °C in conditii neigienice (0,3 % albumina +
0,3 % eritrocite de oaie) pentru tulpina de referinta B. cereus (Tab. 3.1.1 -3.2.2).

Rezultatele sunt considerate validate in conformitate cu cerintele EN 17126 (2018).
Greifswald, 11 ianuarie 2021

Dr. Rer. Med. (Dipl. Biol.) T. Koburger-Janssen Prof. Dr. Med. A. Kramer

General manager MD pentru lgiena si Medicina Mediului

/semnaturi §i stampile indescifrabile/

Raport: 202630.V1 Stabimed ultra — EN 17126 Versiune 01




Traducere din limba engleza

Tabel 1.1: Rezultatele testarii cantitative a suspensiei conform EN 17126 (2018)

Data: 21 octombrie 2020
Denumire produs: Stabimed ultra
Organism de testare: C. difficile (spori)
Substanta de interferenta: 0.3% albumina
+0,3% eritrocite ovine

Numar comanda: A19-1020
Numar proba: P 197156
Numar lot: 1903BH0014
Neutralizator: LX

Timp de incubare: 5 zile

Temperatura de incubare: 36°C £ 1°C
Suspensia de testare (No): 2.37*10" cfu/ml (7.37log)
Suspensia de validare (Nv): 5.35%10% cfu/ml (2.73 log)

Temperatura de testare: 20°C + 1°C

Timp de contact: 5 min

concentratie Dilutie cfu/placa 1 cfu/ placa 2 Vau Ve [LogiNa| LogiR
20/ 2x1.0 ml (10°) 7 0 7 <1 1.60 4.77*
° 2x 1.0ml (107) 1 0 1 <1
1% 2x1.0 ml (10°) 0 0 <1 <1 <1.00| >537%*
? 2x1.0 ml (107 0 0 <1 <1
01 % 2 x 1.0 ml (10°) > 330 > 330 >330| >330
o5 Y 2 x1.0ml(107) > 330 >330 >330 >330 >4.52 <1.85
Timp de contact: 10 min
concentratie Dilutie cfu/placal cfu/ placa 2 V1 Ve [LogiNa| LogiR
204 2x1.0 ml (10°) 24 28 24 28 2.54 3.84*
2x1.0ml (107 20 1 20 1
2x1.0 ml (10°) 0 0 <1 <1 <1.00 >537*
1% L
2 x1.0ml (101 0 0 <1 <1
0.1 % 2 x 1.0 ml (10°) > 330 > 330 >330| >330
=70 2 x 1.0 ml (107 > 330 > 330 >330 >330| >4.52 <1.85

* rezultat discutabil / inconsecvent in contextul rdmas; posibila greseala tehnica. Dar consultati si raportul nostru
201901.V1 din 30 septembrie 2020, pentru confirmarea eficacitatii la 2 %.

Validare si controale

Control conditii experimentale Control neutralizator Validarea metodei (C);
Validare- Suspensie (Nvo) (A) (B) Concentratia produsului: 2.0 %
cfu /placa X cfu /placa X cfu /placa X cfu /placa X
\/c, 55 \/ 98 , 41 1
¢ 535 Lo R 375 Ve 195
\Vc2 52 \Vc2 38 \Vc2 34 Vc2 38
30=<x din Nvo<160? x din A este >0.5 *x din N,? [x din B este >0.0005 * x din Nvo? Xdin C este >0.5 * x din Nvo?
‘ X da ‘ nu ‘X da ‘ nu ‘X da ‘ nu | da ‘ Xnu

Raport: 202630.V1 Stabimed ultra — EN 17126 Versiune 01




Traducere din limba engleza

Tabel 1.2: Rezultatele testiirii cantitative a suspensiei conform EN 17126 (2018)
pentru controlul de referinta cu acid peracetic

Data: 21 octombrie 2020

Denumire produs: Lerasept Spezial (contine 5% PAA)
Organism de testare: C. difficile (spori)

Substanta de interferentda: NICIUNA

Temperatura de incubare: 36°C £ 1°C

Suspensia de testare (No): 4.55*10° cfu/ml (5.63 log)
Suspensia de validare (Nv): 4.85%102 cfu/ml (2.69 log)
Comanda nr. —

Numar proba: -

Numar lot: 11885895

Neutralizator: LX

Timp de incubare: 24h-48h

Temperatura de testare: 20°C = 1°C

Timp de contact: 15 min
cfu / placa
concentratie dilutie Cfu/placa V1 Va [Logy (X)| RF
0.01% 2x1.0 ml (10°) >330 >330 >330 >330
) 2 x 1.0 ml (107) >330 >330 >330 >330 |>4.52 [<1.14
Validare si controale
Control conditii experimentale Control neutralizator Validarea metodei (C);
Validare- Suspensie (Nvo) (A) (B) Concentratia produsului: 0.01 %
cfu /placa X cfu /placa X cfu /placa X cfu /placa X
Ve, >2 85 Yo 30 6834 o 19 25 Vo 4 22
\/c2 45 \/c2 38 \/c2 31 V2 40
30<x din Nvo<160? x din A este >0.5 *x din Ny,? |x din B este >0.0005 * x din Nvo? Xdin C este >0.5 * x din Nvo?
‘ X da ‘ nu ‘X da ‘ nu IX da | nu | da | Xnu

Raport: 202630.V1 Stabimed ultra — EN 17126 Versiune 01
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Tabel 2.1: Rezultatele testirii cantitative a suspensiei conform EN 17126 (2018)

Data: 20 octombrie 2020

Denumire produs:  Stabimed ultra Numar comanda: A19-1020

Organism de testare: B. subtilis (spori) Numar proba: P 197156

Substanta de interferenta: 0.3% albumina Numar lot: 1903BH0014
+0,3% eritrocite ovine Neutralizator: LX

Timp de incubare: 24-48 h
Temperatura de testare: 20°C £ 1°C
Temperatura de incubare: 36°C £ 1°C
Suspensia de testare (No): 3.95*10" cfu/ml (7.60 log)
Suspensia de validare (Nv): 8.85*10% cfu/ml (2.95 log)

Timp de contact: 5min

concentratie Dilutie Gy Gy Sl i A\ Ve |Logyp Na| LogpR
placal | placa2 placa 3 | placa4

204 4x0.5 ml (10°) 0 1 1 2 1 3 1.30 5.30
4 x0.5ml (10%) 0 0 0 0 <1 <1

1% 4x0.5 ml (10°) 77 71 75 74 148 149 3.24 3.36
4x0.5 ml (10’1) 23 23 19 21 46 40

01% 4x0.5 ml (10°) > 330 > 330 > 330 > 330 >660 > 660
’ 4 x 0.5 ml (10'1) 320 > 330 > 330 > 330 650 | > 660 >4.82 <1.78

Timp de contact: 10 min

concentratie Dilutie cfu/ cfu/ cfu/ cfu/ Vo Ve |LogieNa| LogipR
placa l | placa 2 | placa 3 | placa 4
2% 4x0.5 ml (10°) 2 0 1 1 2 2 1.30 5.30
4x0.5 ml (10™) 0 0 0 0 <1 <1
19 4 x 0.5 ml (10°) 1 2 2 1 3 3 1.48 5.12
4x05ml (10 0 0 0 0 <1 <1
. 4%0.5 ml (10°) >330| >330| >330] >330| >660| >660
: 4%x0 5 ml (10X >330| >330| >330| >330| >660| >660| >482| <178

Validare si controale

Validare-Suspensie (Nvo) Control conditii Control neutralizator |Validarea metodei (C); Concentratie
experimentale (B) produsului: 2 %
(A)
cfu /placa ve | x cfu /placa V. X cru /placa Ve X cfu /placa Ve X
1&2 1&2 1&2 1&2
\/c, 140 47 87 \/c 99 |51 |150 Ve (38 |49 (87 Ve 28 32 60
88.5 148 85.5 62.5
\/c2 |44 46 90 \Vc2 | 77 (69 [146 Ve |45 [39 (84 Ve2 | 34 31 65
30 < «din Nvo <160? X din A este >0.5* x din Nvo? [x of B este >> 0.0005 x din Nvo? x din Ceste >0.5*xdin Nvo?
X da nu X |da nu X da nu X |da nu

Raport: 202630.V1 Stabimed ultra — EN 17126 Versiune 01
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Tabel 2.2: Rezultatele testirii cantitative a suspensiei conform EN 17126 (2018)
pentru controlul de referinta cu acid peracetic

Data: 20 octombrie 2020

Denumire produs: Lerasept Spezial

Organism de testare: B. subtiles (spori)

Substanta de interferenta: NICIUNA

Temperatura de incubare: 36°C £ 1°C

Suspensia de testare (No): 7.58*10" cfu/ml (7.58 log)
Suspensia de validare (Nv): 7.05*10% cfu/ml (2.85 log)
Comanda nr. —

Numar proba: -

Numar lot: 11885895

Neutralizator: XLIV

Timp de incubare: 24h-48h

Temperatura de testare: 20°C = 1°C

Timp de contact: 30 min
. o cfu! |cfu/placi [cfu/placa cfu/placa
concentratie dilutie placi 1 [2) 3 3 Ve V¢, |Logig (X) RF
0.001% 1.0 ml (10°) >330 >330 [>330 >330 >660 >660
' 1.0ml(107) >330 >330  [>330 >330 >660 >660 |>4.82 [<1.76
Validare si controale
Validare-Suspensie (Nvo) Control conditii Control neutralizator |Validarea metodei (C); Concentratie
experimentale (B) produsului: 0.001 %
(G
cfu /placa ve | X cfu /placa va X cru /placa Ve X cfu /placa Ve X
1&2 1&2 1&2 1&2
\/
c, [34 33 67 0.5 \/c 52 136 (88 oc & Ve [25 40 |65 66 Ve 40 | 39 | 79 6.5
\/c2 |38 36 74 \Vc2 | 44 [39 |83 Ve [30 (37 |67 Ve2 | 42 | 36 | 78
30 < ,din Nvo <160? x din A este >0.5* x din Nvo? [x of B este >>0.0005 x din Nvo? x din Ceste >0.5*xdin Nvo?
X da nu X |da nu X da nu X |da nu

Tabel 3.1.1: Rezultatele testirii cantitative a suspensiei conform EN 17126 (2018)

Raport: 202630.V1 Stabimed ultra — EN 17126 Versiune 01




Traducere din limba engleza

Data: 21 octombrie 2020
Denumire produs:  Stabimed ultra
Organism de testare: B. cereus (spori)
Substanta de interferenta: 0.3% albumina
+0,3% eritrocite ovine

Temperatura de incubare: 36°C £ 1°C
Suspensia de testare (No): 9.30*10° cfu/ml (7.97 log)
Suspensia de validare (Nv): 1.47*10% cfu/ml (3.17 log)

Timp de contact: 5min

Numar comanda: A19-1020
Numar proba: P 197156
Numar lot: 1903BH0014
Neutralizator: XLIV
Timp de incubare: 24-48 h
Temperatura de testare: 20°C £ 1°C

concentratie Dilutie Rl G ol Rl Ve Ve |Logip Na| LogpR
placil | placa2 placa3 | placa4
204 4x0.5 ml (10°) >330 | >330 >330 | >330 >660 >660
4x05ml (10 | >330 [ >330 >330 | >330 >660 >660 >4,82 <2.15*
1% 4x0.5 ml (10°) >330 | >330 >330 | >330 >660 >660
4x0.5 ml (10’1) 154 120 134 147 274 281 4.44 2.53
01% 4x0.5 ml (10°) >330| >330 >330| >330 >660 > 660
’ 4x05ml (100 | >330 >330 >330| >330| >660 >660| >4.82 <215
Timp de contact: 10 min
concentratie Dilutie cfu/ cfu/ cfu/ cfu/ Ve Ve |Logyp Na| LogyR
placa l | placa 2 | placa 3 | placa 4
2046 4x%0.5 ml (1O°1) > 330 > 330 > 330 > 330 >660 >660
4x0.5 ml (10™) > 330 > 330 > 330 > 330 >660 >660 >4.82 <2.15*
1% 4 x 0.5 ml (10°) 9 5 8 6 14 14 2.63 4.34*
4x05ml (10| 22 15 11 17 37 28
01% 4x0.5 ml (10°) >330| >330| >330| >330 >660 >660
' 4x0 5 ml (10 >330| >330| >330] >330| >660| >660| >482| <215

* rezultate discutabile / inconsecvente in contextul rimas, potentiala greseala tehnica, dar care poate avea de-a face si

cu No depasirea cerintelor. Consultati tabelul 3.2.1 pentru verificare.

Validare si controale

Validare-Suspensie (Nvo) Control conditii Control neutralizator |Validarea metodei (C); Concentratie
experimentale (B) produsului: 2 %
(A)
cfu /placa ve | x cfu /placa V. X cru /placa Ve X cfu /placa Ve X
1&2 1&2 1&2 1&2

\Vc, 62 73 135 146.5 \/c 129(140 (269 715 Ve |115 (104 (219 h19.5 Ve 111| 130| 241 ha3
\/c2 |88 70 158 \/c2 134(140 (274 Ve |109 (111 (220 Ve2 | 124| 121 | 245

30 < «din Nvo <160? X din A este >0.5* x din Nvo? [x of B este >> 0.0005 x din Nvo? x din Ceste >0.5*xdin Nvo?

X da nu X |da nu X da nu X |da nu
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Traducere din limba engleza

Tabel 3.1.2: Rezultatele testirii cantitative a suspensiei conform EN 17126 (2018)
pentru controlul de referinta cu acid peracetic

Data: 21 octombrie 2020

Denumire produs: Lerasept Spezial

Organism de testare: B. cereus (spori)

Substanta de interferenta: NICIUNA

Temperatura de incubare: 36°C £ 1°C

Suspensia de testare (No): 1.01*10” cfu/ml (7.00 log)
Suspensia de validare (Nv): 1.62*10° cfu/ml (3.21 log)
Comanda nr. —

Numar proba: -

Numar lot: 11885895

Neutralizator: XLIV

Timp de incubare: 24h-48h

Temperatura de testare: 20°C + 1°C

Timp de contact: 30 min

) o fu/ fu/placi [cfu/placd cfu/placa
concentratie dilutie plcagi 1 clu g aca 3 3 Ve Ve |Logyg (X) RF
0.05% 1.0 ml (10°) >330 >330 [>330 >330 >660 >660
: TO0mI(I07) | >330 | >330 [>330  [>330 >660 >660 [>4.82 [<1.18

Validare si controale

Validare-Suspensie (Nvo) Control conditii Control neutralizator |Validarea metodei (C); Concentratie
experimentale (B) produsului: 0.05 %
(G
cfu /placa ve | x cfu /placa V. X cru /placa \/c X cfu /placa Ve X
1&2 1&2 1&2 1&2

\/c, (86 76 162 162 \/c 94 87 |181 180 Ve (96 83 [179 179 Ve 63 80 143 147
\/c2 |79 83 162 \/c2 91 (88 179 Ve (92 |87 179 Vc2 74 7 151

30 <,din Nvo <160? x din A este >0.5* x din Nvo? |x of B este >>0.0005 x din Nvo? x din Ceste >0.5*xdin Nvo?

X da nu X |da nu X da nu X |da nu

Tabel 3.2.1: Rezultatele testirii cantitative a suspensiei conform EN 17126 (2018)
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Traducere din limba engleza

Data:

Denumire produs:
Organism de testare: B. cereus (spori)

06 noiembrie 2020

Stabimed ultra

Substanta de interferenta: 0.3% albumina
+0,3% eritrocite ovine

Numar comanda: A19-1020
Numar proba: P 197156
Numir lot: 1903BH0014
Neutralizator: XLIV

Timp de incubare: 24-48 h
Temperatura de testare: 20°C £ 1°C
Temperatura de incubare: 36°C £ 1°C
Suspensia de testare (No): 1.07*10’ cfu/ml (7.03 log)
Suspensia de validare (Nv): 1.60*10% cfu/ml (2.20 log)

* nu indeplineste cerintele minime de 7.18 log

Timp de contact: 10min

concentratie Dilutie cfu/ cfu/ cfu/ cfu/ Ve Ve |LogieNa| LogpR
placil | placa2 placa3 | placa4
204 4x0.5 ml (10°) > 330 > 330 > 330 > 330 >660 >660
4x05ml (10 | >330 > 330 > 330 > 330 >660 >660 >4,82 <1.21
1% 4x0.5 ml (10°) > 330 > 330 > 330 > 330 >660 >660
4x0.5 ml (107 > 330 > 330 > 330 > 330 >660 >660 >5.33 <0.69
01% 4x0.5 ml (10°) > 330 > 330 > 330 > 330 >660 > 660
‘ 4x05ml (107 | >330 > 330 > 330 >330 | >660 > 660 >4.82 <121
Timp de contact: 30 min
concentratie Dilutie cfu/ cfu/ cfu/ cfu/ A\ Ve |LogieNa| LogpR
placa 1l | placa 2 | placa 3 | placa 4
204 4x0.5 ml (10°) 35 40 39 37 75 76 2.88 3.15
4x0.5 ml (101 4 5 5 4 9 9
1% 4 x 0.5 ml (10°) > 330 >330| >330| >330 >660 >660
4x05ml (10| >330 > 330 >330| >330 >660 >660 | >4.82 <121
01 % 4x0.5 ml (10°) > 330 >330| >330| >330 >660 >660
‘ 4x0 5 ml (10™* > 330 > 330 >330| >330 >660 >660| >4.82 <121
Validare si controale
Validare-Suspensie (Nvo) Control conditii Control neutralizator |Validarea metodei (C); Concentratie
experimentale (B) produsului: 2 %
(G
cfu /placa ve | x cfu /placa V. X cru /placa Ve X cfu /placa Ve X
1&2 1&2 1&2 1&2
Ve, |11 3 14 \ 9 |7 16 Ve |9 10 |19 Ve 2 5 7
16 16.5 18 9
\c2 |9 9 18 \Vc2 8 |9 17 Ve |9 8 7 Vc2 6 5 11
30 <,din Nvo <160? x din A este >0.5* x din Nvo? |x of B este >>0.0005 x din Nvo? xdin Ceste >0.5*xdin Nvo?
X da nu X |da nu X da nu X |da nu

Tabel 3.2.2: Rezultatele testirii cantitative a suspensiei conform EN 17126 (2018)
pentru controlul de referinta cu acid peracetic
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Traducere din limba engleza

Data: 06 noiembrie 2020

Denumire produs: Lerasept Spezial

Organism de testare: B. cereus (spori)

Substanta de interferenta: NICIUNA

Temperatura de incubare: 36°C £ 1°C

Suspensia de testare (No): 1.64*10° cfu/ml (6.21 log)
Suspensia de validare (Nv): 1.65*10% cfu/ml (2.22 log)
Comanda nr. —

Numar proba: -

Numar lot: 11885895

Neutralizator: LX

Timp de incubare: 24h-48h

Temperatura de testare: 20°C = 1°C

Timp de contact: 30 min
< |cfu/placa| cfu/placa
. o cfu/ |cfu/placi |
concentratie dilutie placi 1 [2) 3 3 Ve Ve |Logso (X) RF
0.05% 1.0 ml (10°) >330 >330 [>330 >330 >660 >660
: 1.0 mI(107) 230 204 210 212 434 422 | 463 0.58
Validare si controale
Validare-Suspensie (Nvo) Control conditii Control neutralizator |Validarea metodei (C); Concentratie
experimentale (B) produsului: 0.05 %
A
cfu /placa ve | x cfu /placa va X cru /placa Ve X cfu /placa Ve X
1&2 1&2 1&2 1&2
\/
c, 9 8 17 165 \ 9 8 17 165 Ve |7 7 14 14 Ve 13 6 19 13
\c2 |7 9 16 \Vc2 7 9 16 Ve |8 6 14 Vc2 9 8 17
30 <,din Nvo <160? x din A este >0.5* x din Nvo? [x of B este >>0.0005 x din Nvo? x din Ceste >0.5*xdin Nvo?
X da nu X |da nu X da nu X |da nu

Legenda:
1 - asa cum este furnizat de sponsor / producator (daca nu se specifica altfel)
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Traducere din limba engleza

2 - Conform EN 17025. § 7.8.2.1 L. ni se cere sd mentiondm ca rezultatele prezentate in
acest raport se refera numai la articolul(ele) testat(e). Acest lucru este destul de evident in
primul rand, oricum. Si este, de asemenea, ridicol, desigur, in ceea ce priveste aceste teste
si rapoarte utilizate Tn mod obisnuit pentru evaluarea generalizata a eficacitdtii unui
produs si autorizarea pietei. Ceea ce, ca atare, este apoi pe deplin acceptabil de catre toate
celelalte parti relevante de autorizare si responsabile (altele decat EN 17025). de
asemenea. De aceea, aceastd declinare a raspunderii se gaseste doar la finalul acestui
raport.

MW = valoare medie

x = valoare medie

X = valoare medie

RF = factor de reducere

<14 = nu ar trebui sa fie numarat mai precis

> 165 = nu se numara

> 330 = nu se numara

>660 = nu se numara

n.a. = neanalizabil

n.d. = nedeterminat

n.p. = nu e disponibil

Co 1 = Control 01

Co2 = Control 02

Co3 = Control 03

WFI = Apa pentru injectii

WSH = Apa de duritate standardizata

Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile
ENGLEZA, FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberati de
Ministerul Justitiei din Romania, certific exactitatea traducerii efectuate din limba
ENGLEZA n limba ROMANA, ca textul prezentat spre traducere a fost tradus n
intregime, farda omisiuni, si cd, prin traducere, inscrisului nu i-au fost denaturate
continutul si sensul.
Traducator si interpret autorizat,
Valerica Patru (17602)

Y 4
Min i Justitiel
5 R
radug arprat autorizat
y gezh, italiand
(A e L7802
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REPORT 202630.VI

STABIMED ULTRA

SPORICIDAL ACTIVITY
EN 17126(2018)

Purpose

The sporicidal aclivity of the product formuiation Stabimed ultra (B. Braun Medical AG, Sempach,
Switzerland} should be evaluated by in vitro — tests in accordance with the European Standard EN 17126

{2018} against the spores of £ difficile, B sublilis and B, cersus.
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Order number;
Manufacturer:

Test product:;

Batch number(s}:
Sampie number(s).
Date of manufacture:
Best before:
Appearance;

Appearance of dilution(s).

Cdour:

pH-values (pH-meter):
Storage conditions:
Date of order;

Date of delivery.

Test date:

Basis:

Test organisms:

Test solution(s):
Active ingredients in 100 g*:

Neutralizer:

interfering substance:

Test temperature;

Incubation temperature:

Report: 202630.V1

Test description

A 191020
B. Braun Medical AG, Sempach, Switzeriand
Stabimed uifra

1903BH0014

P 197156

n.p.

0372021

white fine-grained powder

bluish, turbid liquid; changing fo clear after about 6 min + ultra sonic and
to colourless after about 20 min

product specific

2% 398 WSH 697

Room temperature

December 10, 2019

December 10, 2019

October 16, 2020 — November 08, 2020

EN 17126 {2018} Chemical disinfectants and antiseptics — Quantitative
suspension test for the evaluation of sporicidal activity of chemical
disinfectants in the medical area — Test method and requirements
{phase 2. step 1)
Clostrndium difficite
Bacillus subtilis
Bacillus cereus

2%, 1%, 01%

NCTC 13366 (spore batch: 06042020)
DSM 347 (spore batch: D)
ATCC 12826  ({spore baich: Bc-07102018-a)

n. p.

C. difficile, B. cereus: 1 % TweenB80 + 0.3 % Sodium Thiosulfate +
0.626 % Catalase, in 0.25M phosphate buffer {Neutralizer LX)

8. sublilis: 6 % Tween80 + 0.2 % L-Histidine + 0.6 % Lecithin + 1 %
Sodium Thiosuifate + 0.2 % Peptone + 1.7 % Sodium chloride + 1.8 %
Disodium hydrogen phosphate + 0.3 % Pefassium dihydrogen
phosphate; in VE (Neutralizer XLIV)

0.3 % aibumin + 0.3 % sheep erythrocyles {dirty conditions)
20x1°C

B‘B£1°C

Stabimed uitra — EN 17128 Version 01 Page 2 of 12



Test Method

Quantitative suspension test under dirty conditions

Testing is based on the European Standard EN 17126 (2018). Validation and control procedures are
therefore carried out in accordance with that standard, too.

For the test, a sample of the product Stabimed ultra (diluted with water of standardized hardness, if
necessary) is added to a suspension of spore in a solution of the interfering substance. The mixture is
maintained at 20 £ 1 °C for the required contact time. At the end of the contact time, an aliguot of 1 mi
is taken. the microbicidal activity in this portion is immediatety neutralized. The number of surviving test
organisms in each sample is determined by spread plating 2 x 1 mi aliquots the neutralized test
suspensions and its dilutions. The reduction is determined with respect to the corresponding test
suspension No. The experimental conditions {control A), the non-toxicity of the neutralizer (control B}
and the dilution-neutralization method (control C) are validated in accordance with the EN 17126, The
tests were performed under dirty conditions (0.3 % albumin + 0.3 % sheep erythrocytes) using
Clostridium difficite, B. sublilis and B. cereus as test-organisms. As a control for spore susceptibility,
the test was alsc performed using a reference product containing 5 % of peracetic acid instead of the

test product. Detailed results are presented in tables 1.1-3.2.2

Results?

According to the EN 17126 {2018), the batch 1903BH0014 of the product formulation Stabimed uitra,
when applied at the concentration / contact time relation of at least 1 % / 5 min, does possess sporicidal
efficacy against C. difficite {logioc RF = 4} at 20 °C under dirty conditions (0.3 % albumin + 0.3 % sheep
erythrocytes) for reference strain C. difficife (Tab. 1.1-1.2).

According to the EN 17126 (2018}, the baich 1903BH0014 of the product formulation Stabimed ultra,
when applied at the concentration / contact time relation of at least 1 % F 10 min or 2 % / 5 min,
respectively, also possesses sporicidal efficacy (logwe RF 2 4) at 20 °C under dirty cenditions (0.3 %
atbumin + 0.3 % sheep erythrocytes) for reference strain B. sublitis (Tab. 2.1-22) .

However, according to the EN 17126 (2018), general sporicidal efficacy (legie RF = 4) cannot be
claimed for the batch 1903BH0014 of the product formulation Stabimed ultra up fo a product

concentration / contact time relation of 2 % / 30 min, as no sufficient efficacy was observed at 26 °C under

dirty conditions (0.3 % albumin + 0.3 % sheep erythrocytes) for reference strain B. cereus {Tab. 3.1.1
-3.2.2}

Results are considered validated in accordance to requirements of EN 17126 {2018).

Greifswald, January 11, 2021
e7E5 PRy,

{E %0 %%_%\i T&o“?Xb(, Ve womis

Dr. rer. med. {Dipl. Biol} T. Koburger.—_,l"_'ans n g = Prof. Dr. med. A. Kramer

, i a2 : »
- Generai Manager - 5 "yt nere SwMD for Hygiene and Environmentai Medicine -

THEN A 5
Frk GRELstnLD o™

[} -
4"5‘.& 1TLae

St ok s .
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Table 1.1: Results of the quantitative suspension test according to EN 17126

{2018)
Date: October 21, 2020 Order number: A18-1020
Product: Stabimed uitra Sampie number(s): P 197156
Test organism: C. difficile (Spores) Batch number(s): 1903BH0014
Interfering substance: 0.3 % albumin + 0.3 % sheep erythrocytes
Incubation temperature: 36x1°C Neutralizer: LX
Test suspension (No): 237107 cfu/ml {7 37 log) Incubation time: 5d
Validation Suspension {Ny): 5.35*102 ¢fu/ml (2.73 log) Test temperature: 20+ 1°C
B . 1
contact time: 5 min
cfu / o
concentration dilution plate 1 plate 2 Ve Vez logseNa | logu R
2% 2x10mi0%) L B 2. =1 i 160 | 477*
2x1.0ml (10" i 0 i <1
1% 2x10m(10% | L — 6 =L 1§ <100 | >837%
? 2% 1.0 ml (10 a 0 <1 <1
6.1 % 2x 1.0ml(10% _>330 | >33 1 »330  >330 4 Lo
iy 2x 1.0 ml (167 > 330 > 330 >330 | >330 | »452 | <1.85
]
contact time: 10 min
Etag cfii f
concentration dilution plate t plate 2 Vs Ve logwo Na | fogu R
2% | 2x1.0mI(10%) | 28 28 | =2 28 254 | 384%
2x1.0ml {107 20 1 L1
e zxromad] o o S
2x1.0ml (10 0 ] <1
P 2x7.0ml (109 >330 >330 330 |
i 2x1.0ml{10") > 330 > 330 >330  »330 { »452 | <1.85

* questionable / inconsistent result in the remaining context; potential technical mistake. But also see our report 201901.V1 dated
September 30, 2020, for confirmation of efficacy at 2 %, too.

Validation and controis:

Validation - Suspension Experimental conition Neutralizer control Method validation (C); Product
{Nvo} control {A} (B} concentration: 2.0 %
cfu /plate g cfu /plate 2 cfu /plate = cfu /olate i
Vo 55 Vo g8 Ve 41 Vo 1
i, RS — 53’5 ....................................................... 68 o 37.5 ................ )| 19‘5
Voo 52 Ve 38 Vo 34 Vs 38
30 = 5 of Nyo = 1607 x of Ais =05 x of Nug? [ 7 of Bis>0.0005 * 5 of Nyo? x of Cis>205" v of Nyo?
| X ¥es | Ino | X |yes |no X ¥as | lno I yes X lno

Report: 202630.V1 Stabimed ultra — EN 17126 Version 01 Page 4 of 12



Table 1.2: Results of the quantitative suspension test according

to

EN 17126 {2018) for the reference control with peracetic acid

Date: Qctaober 21, 2020 Order number: -
Product: Lerasept Spezial (contains 5% Sample number(s}: -
PAA)
Test organism: C. difficile (Spores) Batch number{s}: 11885895
Interfering substance: none
Incubation temperature: 3B+1°C Neutralizer: LX
Test suspension {No): 4 55*10° cfu/m! {5.63 log) Incubation time: 24h-48n
Validation Suspension (Nv): 4.85%102 ¢fu/ml {2.68 log) Test temperature: 20+1°C
) i Contact time: 15 min
concentration dilution :
cfu f plate cfu f plate f tode (X) RF
oot |2xtemaoy] o oes0 »30 | -3 ez [ [ ]
T |2xiomigoen > 330 > 330 > 452 <1.14

Validation and controls:

Validation - Suspension

Experimental conditicn

Neutralizer control

Method validation (C}; Product

iNvo) controd (A) {B) concentration: 0.01 %
cfu fplate & cfu /plate b cfu fplate = cfu fplate X
4
v‘" ........ 5 2 ............... 48.5 VF1 ............... 30 ............. 34 Vey 18 25 Vc‘ o P e Y - 2%
Ve 45 Vez 38 Veo 31 Vo2 40

30 < 5 of Nyo < 1607

[ X Jues | oo

x of Ais > 05" 1 of Ny?

[ X hes | o

% of Bis > 0.0005 * 7 of Ny?

myes r—‘no

x

of Cis 205" 5 of Nyo?

[ Tes [ X Tno

Report: 202630.V1
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Table 2.1: Results of the quantitative suspension test according to EN 17126

{2018)
Date: October 20, 2020 Order number: A18-1020
Product: Stabimed uitra Sampile number{s): P 197156
Test organism: B. subtilis {(Spores) Batch number{s):  1903BH0014
Interfering substance: 0.3 % albumin + 0.3 % sheep erythrocytes
Incubation temperature: 3BEWNC Neutralizer: XL
Test suspension {No): 3.95*107 cfu/ml (7.60 log) incubation time: 24 -48h
Validation Suspension {Nv): 8 85102 cfu/ml (2 95 log) Test temperature: 20:1°C
- " ]
contact time: 5 min
) 29,0 cfu / cfuf = cful @ cful
concentration dilution piste 1V plate'z  plate 3| ‘plate 4 Ver Vez logs Na [ logp R
29 4x05ml (109 0 T il - I 2 il 3. 1.30 530
3 4%0.5ml (107 0 <1
19 4x05mI(10% | 74 149 336 |
v 4x0.5ml (107
4% 0.5 ml (10%
il A% 0.5m (107 s
. N |
contact time: 10 min
concentration dilution pf;;’e’,’ ; cfu / cfa / Ve Ve logyNa| logu R
5 2 2 130 | 830 |
19 - = 1.48 5.12
¢ 4x0.5m (107 <1 <1
0.1% 4x05ml(10% ) >330 >330 >330 >330 { >660 & >660 y |
o [ 4x05mli(10") | >33¢ >330  »330 >330 } >660 @ >660 | >482 | <178
Vatidation and controls:
Validation - Suspension Experimental condition Neutralizer control Method validation (C); Product
{Nvo) control {A) {B) concentration: 2 %
cfu /plate B clu fplate B cfu /olate - cfu fplate _
182 Ve | & 182 Ve | & 182 Vo | & 182 Ve X
Vor | 40 . 47 | 87 [0 4 Ve |89 051 1150 [, 2. Vg |38 48 |87 Vo | 28 32 | 60
V| 44 | 46 | 90 885 Vo | 77 69 | 146 =8 Vo | 45 39 | 84 555 Ve | 341 31 | 85 623

30 < x of Nyo < 1807

[ X lyes [ oo

x of Ais 205" v of Ny?

[ X Jes | oo

% of Bis > D.0005 " 1 of Nys?

[ X Jyes | o

x ofCis 205" ¥ of Nwo?

|7x—|yes r—]no

Report: 202630.V1

Stabimed uitra — EN 17126

Version 01 Page 6 of 12




Table 2.2: Results of the quantitative suspension test according
EN 17126 (2018} for the reference control with peracetic acid

to

Date: October 20, 2020 Order number: =
Product: Lerasept Spezial Sample number(s}: -
Test organism: B. subtilis (Spores) Batch number(s): 11885895
Interfering substance: none
incubation temperature: B6 % TG Neutralizer: XLV
Test suspension {Ng): 7.56*107 cfufmi (7.58 log) Incubation time: 24 h-48h
Validation Suspension {(Ny): 7.05*102 cfu/m! {2.85 log) Test temperature: 20+ 1°C
sl Contact ¢éime: 30 min
concentration flution :
p;;afrea pfe:‘tle; pg:;:! pfz::je!si Ver ! Ver logro (x) RF
0001% | 1MOMI(107 | >330 T >330 ~ >330 >330 | »660 | 660 P
1.0mI(10" | =330 =330 ° >330 ' >330 | >660 | >660 >4.82 <1.76

Vatidation and controls:

Validation - Suspension Experimental condition Neutralizer control Method validation (C}; Product
{Nvo) control (A) {B) concentration: 0.001 %
cfu fplate v B cfu fplate v - cfu fplate v B cfu Iplate Y -
1 &2 g % 1&2 g X 1&2 e & 1&2 E &
4 | 7 : .4 Vo | 40 139 | 78
YS! ......... 3 33 | 6 ..... 70.5 VC‘ ....... 5 2 W 3_6 .......... 8 8 ..... 855 | Vc‘ 25 3 _0 _65 ...... £6 y i 78.5
Ve | 38 | 36 74 Voo | 44 | 35 | 83 Ve | 30, 37 | 67 Ve | 42 ¢ 38 78
30 < 5 of Nuo < 1807 w of Ais 205" x of Nwp? | x of Bis > 0.0005 " 1 of Nyo? x ofCis=05* x of Nyo?
| X |yes | |no | X yes rlno X |yes | |no 1 X |yes | |no

Report 202630 V1

Stabimed ultra —

EN17126

Version 0t Page 7 of 12



Table 3.1.1: Results of the quantitative suspension test according to EN 17126

(2018)
Date: October 21, 2020 Order number: A18-1020
Product: Stabimed ultra Sample number(s). P 197156
Test organism: B. cereus (Spores) Batch number(s):  1503BHOC14
interfering substance: 0.3 % albumin + 0.3 % sheep erythrocytes
Incubation temperature: 3Bl E Neutralizer: XLV
Test suspension (No): 9.30"107 cfu/ml (7.97 log) * Incubation time: 24-48h
Validation Suspension (Ny): 1 47102 cfu/ml (3.17 log) Test temperature: 20+1°C

|
contact time: 5§ min
: =1 cfu/ cfu f cfu/ cfu/
concentration ditution plate 1  plate2 | plate3 ! plate 4 Ve Ve loge Na | foge R
4% 0.5 ml{10°
2 o/o ( ....... ‘ 1)
4% 05ml (10D
4x05ml{10°
1!)/0 _.,x ....... p ml ( ..... 0 _1) ..... 5
4x0.5ml{107)
4x0.5ml(10%
I e o
pe 4x05ml {10
1
contact fime: 10 min
1 = 11 cfu cfu f cful | cfui
concentration dilution plate1  plate2 | plate 3  plate 4 Ver WVez fogieNa | lego R
"o 4x05mI(109 | >330 | >330 | >330 >33
v 4x05m (10" | »>330 | >330 »330  »330
”, 4x05mi(10%] ¢ 5 8 6
1 4x05m oYy 22 is 11 17
s 4x05mi(109 | >330 [>330 | >330  >330
e 4x05ml{10" | >330 >330 ¢ =330 @ >»330

* questicnable / inconsistent results in the remaining context; potential technical mistake, but possibly having to do with Np
exceeding requirements, too, See table 3.2.1 for verification,

Validation and confrols:

Validation - Suspension Experimental condition Neutralizer control Method validation {C); Product
{Nvo) control {A} (B} concentration: 2 %
cfu iplate v - cfu /plate v B cfu iplate v B cfu fplate v -
i&2 . £ 1842 ¢ G 182 = 2 1&2 5 =

1M1 1 41
et [T SO LE 2g

Vo | 88 0 70 | 158 | 5 |V, | 134 140|274 | 5t v, _
30 < % of Nyo < 1607 x of Ais=05" 5 of No? | ¢ of Bis > 0.0005 * ¢ of Nyo? x ofCis=05" x of Nyo?

[ X bes | ho [ X hes [ |no [ X fes [ o [ X hes [ o

Ve | 62 | 73 | 135 [1a6. Ve [ 129 140 ] 269 |274.] Vo |1 105 -

Report: 202630.V1 Stabimed uitra — EN 17126 Version 01 Page 8of 12



Table 3.1.2: Results of the quantitative suspension test according fto
EN 17126 {2018) for the reference control with peracetic acid

Date: October 21, 2020 Crder number: -
Product: Lerasept Spezial Sample number(s): -
Test organism: B. cereus (Spores} Batch number{s): 11885885
Interfering substance: none
incubation temperature: Bx1°C Neutralizer: XLV
Test suspension (Nq}: 1.01*107 cfufmi {7 .00 log) Incubation time: 24h-48h
Validation Suspension {Nv): 1.62*10% cfu/m! (3.21 icg) Test temperature: 201 °C
s e Contact time: 30 min
conceniranon Flalenisigsd
pfaf;]e!‘l pf:re!2 p.i:af;jeis pfaf;‘el-l Vet Vez togsa (x} RF
ooso | tomiqton | »330 T >330 | >33 | >3%0 [ >e60 | >e60 |
.0m(10" | 2330 2330 >33  >330 { >660 @ >660 >4 82 <1.18

Validation and controis:

Validation - Suspension

Experimental condition

Neutralizer control

Method validation {C); Product

{Nvo} control {A} {B) concentration: 0.05 %
cfu fplate v B cfu fplate v B cfu /plate v _ cfu /plate Y _
1 & 2 ‘ - 142 ‘ & i&2 ‘ - 182 ¢ &
V| 8 . 76 | 1862 V| 94 0 87 | 181 Ve t 96 1 83 | 178 Ve | 83 80 | 143
.............. Wi A R 180 : 179 3 147
Ve | 79 @ B3 (182 Ve | 91 88 | 179 Ve | 92 0 87 | 179 Ve | 74 0 77 | 151

30 < 3 of Nyo = 1807

| X bes [ oo

myes mno

x fAis>05" 1 of Nw?

¥ ofBis > 0.0005 " x of Nwo?

myes I_Ino

x ofCis 205" ¥ of Nyo?

Ilees I Ino

Report: 202630 V1

Stabimed uitra ~ EN 17126

Version 01 Page 9of 12



Table 3.2.1: Results of the quantitative suspension test according to EN 17126

{2018)
Date: November 06, 2020 Order number: A19-1020
Product: Stabimed ultra Sample number{s}: P 197156
Test organism: B. cereus {Spores) Batch number{s}:  1903BHG014
Interfering substance: 0.3 % albumin + 0.3 % sheep erythrocytes
Incubation temperature: Bx1°C Neutralizer; LX
Test suspensicn {No): 1.07*107 cfu/ml {7.03 log) * Incubation time: 24 -48h
Validation Suspension {Nv}: 1 607102 cfu/ml {2 20 log) Test temperature: 20z 1°C

* not meeting the minimal requirements of 7.18 log

contact time: 10 min

concenkation ghiuiign pfaﬁtjef‘l : p;;af:’e!2 pf;;IeIS : pfaﬂtjeiti Vet Ve [logwoNa| logoR
2% Ax05mi(10% | >330  >330 ¢ >330  >330 | >660  >860
4x05ml (10" | >330 @ >330 > 330 > 330 > G680 > 660 > 4.82 <1{.21
- Ax05mi(10% | >330 | »330 . >330 >330 | >660 680 [ | |
Ax05mi(107) | > 330 | 3330 | 5330 | »330 | >660 >680 | >533 | <0.69
01% I 4x05ml(10% | >330 | >330 >330 @ >330 | >660  >660 | )
’ 4x05m {107 | >330 @ =330 >330 0 >»330 > 660 ' > 860 > 4 82 <1.21

contact time: 30 min

. = cfuf  cfuf cfuf © cfuj
concentration dilution plate 1  plate2  plate3  plate 4 logwp Na | logo R
2% 4x05mi(10%) 3% 40 . 38 37 2.88 3.13
° 4x05mi(i0%y| 4 5 1 [ 4 7
o 4x05m (109 | >330 | >330 >330 | >330 |
i 4x05m (10" | =330 | >330 @ >330 . 2330 »4.82 | <1.21
e, &x05mI(i07 | >330 330
1s 4x05ml{10" | >330 » 330 > 482 <1.21
Validation and controis:
Validation - Suspension Experimental condition MNeutralizer control Method validatiorn (C); Product
{Nuo) control {A) (B} concentration: 2 %
cfu fpiate - ciu /plate - ciu fplate . cfu fplate 1
182 | Y| x 182 | Ye|x ig2 | Vel x 182 Ve | &
11 | i 7
VC' o 3 ...... 1 4 ..... 18 \..!.‘?'.. e 9 ............... 7 .............. ! 6 ...... 16.5 - V e L. 9 ...... > 0 ....... 1 ..9 18 |- V“ ...... - 2_ .......... 5 | g
V| 9 @ 8 18 Vo | 8 9 17 Vo 9 8 17 Vez § : 5 1
30 = 1 of Ny = 1607 x OfAiIs=05" x of Nw? §x 0f Bis 2 0.0005 " 1 of Ny? x of Cis 05" x of Nyo?
| (X) }yes i | no | X |yes | no | X |yes | !no | X |yes | |n0

* Ok, with regard to decreased Ne

Report: 202630.v1 Stabimed ultra — EN 17128 Version 01 Page 100of 12




Table 3.2.2: Results of the quantitative suspension test according to
EN 17126 {2018} for the reference control with peracetic acid

Date: Nevember 08, 2020 Order number: -
Product: Lerasept Spezial Sampie number(s): -

Test organism: B. cereus {Spores) Batch number{s): 11885895
interfering substance: none

Incubation temperature: B6LE 2 Neutralizer: LX

Test suspension (No): 1.64*108 cfu/ml (8.21 log) Incubation time: 24h-48h
Validation Suspension (Nv): 1.65%102 cfu/ml (2.22 log) Test temperature: 20:1°C

Contact time: 30 min

cfu ! cful | cfu/ cfu /
platet plate2 plate3  plated | Vo 1 loguix) RF
10mi(10% | >330 | >330 >330 >330 | >660 >660

0.05 0/ e R W, . B A iy . ......
i 1.0mi(10) | 280 204 | 210 @ 212 434 422 463 0.58

concentration dilution

Validation and controls:

Validation - Suspension Experimental condition Meutralizer control Method validation (C); Product
{Nvo} control (A} {B} concentration: 0.05 %
cfu fplate v _ cfu fplate Vv _ cfu /ptate v _ cfu fptate Vv _
1&2 < X 1&2 ¢ ! 1&2 ¢ * 1&2 ‘ e
Val| 9 | 17 Va | 8 1 8 [ 17 : 14 Vo | 13 6 | 1
- o 165}~ =t : 156.5 }- V - 7 7 ............... B, e o i 9 ...... 48
V| 7 0 9 | 18 Vel 7 0 9 | 16 V.| 8 6 | 14 Ve | 8 0 8 | 17
30 < x of Nyo <1607 x of Ais 205" x of Nwo? 1 x of Bis20.0005 " x of Nyo? x of Cis>0.5" x of Nuo?
X yes | |no X lyes rlno | X |yes | |n0 | X ]yes lno

Report: 2026301 Stabimed ultra — EN 17126 Version 01 Page 11 0f 12



l.egend:

Mw

RF
<14
> 165
> 330
> 680
na.
n.gd.
n.p.
Coi
Co2
Col
WFI
WSH

Report: 202630 V1

as provided by the sponsor / manufacturer {unless stated otherwise)

According to EN 17025, § 7.8.2 1 |. we are required to stale that the resulls presented in
this report relate to the item({s) tested only. That is quite obvious in the first place. anyway.
And it is also ridicutous. of course. with regard to these tests and reporis typically being
used for a product's generalized efficacy evaluation and market authorization. Which. as
such. is then fully acceptable by all other relevant authorizing and responsible parties
{other than EN 17025). too. Which therefore is why this disclaimer is only to be found at
the very back end of this report.

average value

average value

average value

reduction factor

not supposed to be counted more precisely
not countable

not countabie

not countable

not analysable

not determined

not provided

Control 01

Control 02

Control 03

Water for injections

Water of standardized hardness

Stabimed uitra — EN 17126 Version 01 Page 120f12
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B. Braun Medical AG
Seesatz

6204 Sempach
Switzerland

Numar client Data
324 10 februarie 2016

RAPORT A 16015
STABIMED ULTRA
ACTIVITATE SPORICIDA (EN 13704)

B. SUBTILIS

SCOP

Activitatea sporicida a produsului Stabimed ultra (B. Braun Medical AG, Sempach,
Switzerland) trebuie sa fie evaluata conform EN 13704 (2002) impotriva sporilor

Bacillus subtilis.



Descriere test

Denumire producator: B. Braun Medical AG, Sempach, Switzerland

Denumire produs: Stabimed ultra

Numar lot: 16012M29

Numar proba: P 160135

Conditii de depozitare: temperatura camerei

Diluare produs: apa dura

Data comenzii: 13 ianuarie 2016

Data livarii: 15 ianuarie 2016

Perioada testarii: 08 februarie 2016 — 09 februarie 2016

Baze: EN 13704 (2002): Dezinfectanti chimici — Testarea

cantitativa a suspensiei pentru evaluarea activitatii
sporicide a dezinfectantilor chimici folositi in domeniul
alimentar, industrial, casnic si institutional — Cerintele si
metoda de testare (faza 2, etapa 1)

Organisme de testare: Bacillus subtilis ATCC 6633

Solutie de testare: 1.0%, 0.5%, 0.1%

Compozitie pe 100 g: 0.16% acid peracetic (in 1% solutie produs)

Miros: cloros

Aspect: pudra alba

Aspect diluare: usor tulbure, lichid albastru-turcoaz, spumos, care fisi
schimba culoarea in incolor dupa 30 de minute

Valoare pH: 1%: 7.28 0.5%: 7.30
0.1%: 7.22 WSH: 6.97

Neutralizator: 3% Tween 80 + 0.3% Lecitina +0.1% Histidind + 0.5%

tiosulfat de sodiu (Neutralizator I11)
Substanta de interferenta: 0.03% albumina (conditii de curatenie)
Temperatura de testare: 21+1°C

Temperatura de incubare: 36+ 1°C



Metoda de testare

Activitatea sporicida a produsului testat a fost analizata intr-0 testare cantitativa a
suspensiei conform Standardului European EN 13704 (2002). Prin urmare, procedurile de
validare si de control au fost, de asemenea, efectuate in conformitate cu prezentul
standard.

Sporii B subtilis au fost preparati pe baza rezultatelor testului circular sporicid CEN
(grupul operativ sporicid; Paris, 03.11 2010) si EN 13704.

Pentru test, o proba de produs Stabimed ultra (diluata cu apa dura, daca este necesar), se
adauga la o suspensie q organismelor de testare intr-o solutie de substanta interferenta.
Amestecul se pastreaza la 20 + 1°C pe durata timpului de contact necesar. La sfarsitul
timpului de contact, se ia o parte alicota de 1 ml; activitatea microbicida din aceasta
portiune este imediat neutralizata. Doua probe de 1 ml (per etapa de dilutie) a suspensiei
rezultate sunt raspandite sau turnate pe cel putin 2 placi fiecare. Numarul organismelor de
testare supravietuitoare in amestecul de testare este calculat pentru fiecare proba si
reducerea este determinata in raport cu suspensia de testare corespunzatoare No.
Conditiile experimentale (control Al, netoxicitate a neutralizatorului (control B) si
dilutia-neutralizarea sau metoda de filtrare cu membrana (controlul C) sunt validate.
Testul se efectueaza in conditii curate (0.03% albumina), folosind spori de Bacillus
subtilis. Rezultatele sunt prezentate in detaliu in tabelul 1.

Rezultate

Conform Standardului EN 13704 (2002) produsul Stabimed ultra aplicat la relatii de
concentratie / timp de contact de 1% / 5 min si 0.5% /15 min prezinta eficacitate

sporicida (logl0 RF > 3) in conditii de curatenie la 20° C pentru tulpina de referinta B.
Subtilis (Tab.1)

Rezultatele sunt validate conform cerintelor standardului EN 13704 (2002).

Greifswald, 10 februarie, 2016

Dr. Rer. Med. (Dipl. Biol.) T. Koburger-Janssen Prof. Dr. Med. A. Kramer
General manager MD pentru Igiena si Medicina Mediului



Tabel 1: Rezultatele testarii cantitative a suspensiei conform EN 13704 (2002)

Data: 09 februarie 2016
Denumire produs: Stabimed ultra
Organism de testare: B. subtilis (spori)
Substanta de interferenta: 0.03% albumina
Temperatura de incubare: 36°C £ 1°C

Testarea suspensiei (N): 2.50%10° cfu/ml (6.40 log)
Testarea suspensiei (Ng): 2.50%10° cfu/ml (6.40 log)

Suspensia de validare (Nv): 1.28*10° cfu/ml (3.11 log)

Timp de contact: 1 min

Numar comanda: A 16015

Numar proba: P 160135

Numar lot; 16012M29

Neutralizator: 11

Timp de incubare: 24h-48h

Temperatura de testare: 20°C = 1°C

cfu / placa

IConcentratie Dilutie Vel Ve Logio Na Log10 R
1 ctu/placa2 | ctu/placa3 | cfu/placa4
1.0% 1 ml (10°) > 300 >300 >300 >300 >600 >600 >3.78 <1.62
05% 1 ml (10°) >300 >300 >300 >300 >600 >600 >378 <1.62
01% 1 ml 110°) >300 >300 >300 >300 > 600 >600 >3.78 <1.62
Timp de contact: 5 min
Concentratie Dilutie | °fu/placa Val Ve LogoNa | Logl0R
1 cful placa 2 cfu/ placa3 | cfu/placa 4
1.0% 1 ml (10°) 2 6 5 z <14 <14 <2.15 >3.25
0.5% 1ml (10°) >300 > 300 >300 >300 >600 >600 >3.78 <1.62
01% 1 ml (10°) >300 > 300 >300 >300 >600 >600 >3.78 <1.62
Timp de contact: 15 min
. _— cfu / placa
Concentratie Dilutie \Y; V Logwo Na Log10 R
1 cfu/placa2 | cfu/placa3 | cfu/placa4 o c2 i 9
1.0 % 1 ml (10°) 0 0 0 0 <14 <14 <2.15 >3.25
05 % 1 ml (10°) 1 3 2 2 <14 <14 <2.15 >3.25
01% 1 ml (10°) >300 >300 >300 >300 >600 >600 >3.78 <1.62




Validari si Controale

Controlul conditiilor experimentale (A)

Control neutralizator (B)

Validarea metodei (C); Concentratie

Validare - Suspensie (Nvo) produs: 1 %
ciu \Y; X cfu/ V. X cfu/ V. X cfu/ V, X
E'aca 18 |V placa 1 &2 ° placa 1 &2 ¢ placa 1 &2 ‘
Vo1 | 6156 117 vc, (@47 49 96 Vet 50 49 99 Vcl| 75 65 140
veo | 287 4o | 850 53 | 103 0 N, (5 a3 [ 98| B |, [64 65 | 129] '*°
60 < x din Nvo < 3007 x din A este > 0.05 x din Nv? xdin B este > 0.05 xdin Nv? x din C este > 0.5 x din B?
X Da X |pa Nu X |pa Nu X |pa Nu
Validarea metodei (C); Concentratie
produs:: 0.5 %
cfu/ vV, X
placa 1 & 2
Vcl| 66 | 96 | 122
Ve2l 70| g | 131] 120

x din C este>0.5x din B?

X |pa Nu




1. Lista abrevierilor

A = controlul conditiilor de testare
B = controlul neutralizatorului
C = validarea metodei la cea mai ridicata concentratie a produsului
N = suspensie de testare
Nvo = suspendare pentru validare
nt. = nu a fost testat
No = continutul microbian al suspensiei de testare
R = reducere germeni n etapele logio
X = media cantarita a lui N

Subsemnata, VALERICA PATRU, interpret si traducdtor autorizat pentru limbile
ENGLEZA, FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberati de
Ministerul Justitiei din Romania, certific exactitatea traducerii efectuate din limba
ENGLEZA 1in limba ROMANA, ci textul prezentat spre traducere a fost tradus in
intregime, fara omisiuni, si cd, prin traducere, inscrisului nu i-au fost denaturate
continutul si sensul.
Traducator si interpret autorizat,
Valerica Patru (17602)
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REPORT A 16015
STABIMED ULTRA

SPORICIDAL ACTIVITY (EN 13704}

B. suBTILIS

Purpose

The sporicidal activity of Stabimed ultra (8. 8raun Medical AG, Sempach, Switzerland) shoutd be evaluated in

accordance with the EN 13704 (2002} against the spores of Bacillus sublilis.

Grder number: A 16015 Stebimed ulira - EN13704 Version Page 1of 5
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Manutacturer:
Product name:
8atch number:
Somple number:
Storage conditions:
Product dilution:
Date of order:
Date of delivery:
Test date:

Basis:

Test organisms:

Test solufion:

Composition per 100 g:

Cdour:

Appegrance:

Appearance of dilutions;

pH value:

Neutralizer:

inierfering substance:
Test temperaiure:

Incubation temperature:

Order number: 4 16015

Test description

B. Braun Medicat AG, Sermpach, Switzerland
Stabimed ultra

16012M29

P 160135

Room femperature

hard water

Jonuary 13, 2016

January 15, 2016

February 08, 2016 - February 09, 2016

EN 13704 {2002} Chemical disinfectants - Quantitative suspension test for
the evatuation of sporicidal activity of chemical disinfectanis used in food,
industrial, domestic and institutional areas - Test method and requirements
[phase 2, step 1)

Bacillus subtifis ATCC 6633

1.0%,05%,01%

0.16 % peracetic acid {in the 1 % product solution]

chlorous

white powder

slightly turbid, bluish-turquoise liquids, foaming and changing fo colourless after

about 30 min
1%:7.28 0.5%:7.30 Q1%:7.22 WSH: 6 .57

3 9% Tween 80 + 0.3 % Lecithin + 0.1 % Histidin + 0.5 % Sodium-Thiosulicie

iNeutralizer ill}
0.03 % albumin Iclean conditions)
20+1°C

36£1°C

Stabirned ulira - EN 13704 Version 01 Page 2 of &



Test Method

The sporicidal activity of the test product was analysed in a quantitative suspension fest according 1o the
European Standard EN 13704 {2002). Validation and control procedures were therefore carried out in
accordance with this standard as well.

8. sublilis spores were prepared based on the results of the CEN sporicidal ring triat {Sporicidal task group;
Paris, 03.11.2010) and the EN 13704.

For the test, o sample of the product Stabimed ultra {dituted with hard water if necessaryl is added to a
suspension of test organisms in a solution of the interfering substance. The mixture is mainiained of 20+1°C
for the required contact time. At the end of the contact time, an aliuot of 1 ml is taken; the microbicidal activity
in this portion is immediately neutralized. Two 1 ml samples {per dilution step} of the resulting suspension are
spread or poured on ot least 2 plates each. The number of surviving test organisms in the test mixture is
calculated for each sample and the reduction is determined with respect 1o the corresponding fest suspension
N,

The experimental conditions icontral A}, the non-toxicily of the neuirglizer {conirol Bl and the dilution-
neutralization or membrane filtration method (control C) are vaiidated. The test is performed under clean

condifions {0.03 % atbuminj using spores of Bacifus subfilis. Resulls presented in defail in table 1.

Results

According o the EN 13704 {2002}, the product Stabimed ulfra, applied ot the concentration / contact fime -
relations of 1% / 5 min and 0.5 % / 15 min, possesses sporicidal efficacy {log,, RF > 3} under clean conditions

at 20 °C for reference strain B. subfifis (Tab. 1),

Results are validated in accordance with the requirements of the EN 13704 (2002).

Greifswald, February 10, 2016

(L_}/ :,':_.\, o oo 659 :;JXL(, V\rokmw

Y i T
T rer. med. {Dipl. Biot) T. Koburg%&}cr s&‘éf?\;gﬁ';‘;';’fs:&& o Prof. Dr. med. A, Kramer
feI8 3

LL e 3 . [y
- General Maonager- s °M- MD for Hygiene and Environmentat Medicine -

w183 PRO.,
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Table 1:

Results of the quantitative suspension test according to EN 13704 (2002}

Date: February 09, 2016 Order number: A 16015
Product: Stabimed ultra Sample number. P 160135
Test organism: 8. sublilis {spores) Lot number: WO12M29
Interfering substance: 0.03 % atbumin
incubation temperature: 36 +1°C Neutralizer: Hi
Test suspension {N}: 2 50*10° cfu/mt (6.40 Jog) Incubation time: 24h-48h
Test suspension [Ny} 2.50"10° cfu/md (540 log) Test temperature: 20+ 1°C
Validation suspension {N,}:  1.28*10° cfu/m! (3.1 log}
3 ; ]
contact time: 1 min
. e cu / che / chy / clu /
concenteation | difution plate 1 plate 2 plate 3 plate 4 WV, s iog,, Na log, R
0% 1 md 10 > 300 > 300 » 300 » 300 > 600 > 600 =378 < 1.62
05% 1l (10°) > 300 > 300 > 300 > 300 > 600 > 600 > 378 <162
81% 1 (107} > 300 > 300 > 300 > 300 > 600 > 600 > 378 <162
- ; !
contact time: 5 min
. = ciu / ciu / cfu / cfu /
concentration | dilution plate 1 olate 2 olate 3 plate 4 Ve, WA, log,, Na log, R
1.0 % 1 ml 10% 2 é 5 Iz <14 <14 #2185 >3.25
0.5% 1l 10°% > 300 > 300 > 300 > 300 > 400 > 600 > 378 <162
0.1% 1enl 110} > 300 > 300 > 300 > 300 > 600 > 600 >3.78 <162
: " 1
contact fime: 15 min
: = cfu/ cfu/ cfu / chu/
concentration | diluticn it plate 2 plafe 3 plate 4 V., V., fog,, Na fog, R
10% 1 ml {10°) 0 0 0 0 <14 <14 <215 > 375
0.5% 1 0% 1 g 2 2 <14 <4 <215 >3.25
G1% 1 mi 009) > 300 > 300 > 300 > 300 > 600 » 600 >378 <162

Validation and Controls

Validation - Suspension (N}

Experimental condition control

Neulrafizer conirol

Method validation {C); Product

A B concentrotion: 1 %
cfu/ v, = cfu/ V. - v/ V. _ cfu/ v _
plate 1& 2 X plate 1& 2 X plate 1& 2 X plate 1& 2 ¢ X
v, | 6l 56 | 1i7 v, | a7 4% 96 V| 50 | 49 | 99 WV, | 75 @ 65 | 140
Vo1 731 67 | 140 V.| 50 53 | 103 V.| 55 § 43 | 98 Val| o4 ] 65 | 129

60 < x of N, < 3007

IT‘Yes I—l

x ofAis > D05% ofN?

IT' Yes I—l No

x 0fBis=005% of N,?

’Xl‘(es I |N0

x of Cis=05x ofB?

XIYes | |No

Crder number: A 16015

Stabirmed ulira - EN 13704

Method validation (C}; Product
concenirofion: 8.5 %

chu / Y _

plole 182 . =
Ve e T 86 | 122
7 AT i

x of Cis=0.5% of B?

[ XJves [ oo

Version {1 Page 4 of 5




Legend:

MW =

RF

vl
I

> 300
> 600
n.d.

Order nwmber: A 16415

average value
average value
average vaiue
reduction factor
reduction foctor
not countabie
not countable
not determined

Stabirned ultrg - BN 13704

Version (N
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Traducere din limba englezi

oy %1 B oMo oo koD 3ot e

WP M F wiom o B4 T s F Ra A otre $F R AR B I P .

op WA Bt 8 BT a0 Peaiit Rl rleend s

B, Braun Meadical AG
Saezotc

£2048 Sempoach

Elvetia

Numir client
324
Data
23 inlie 2008

Scop

Activitatea bactericida, fungicidi si micobactericidi a Helix ultra, dezinfectant de instrumente al
companiei B. Braun Medical AG, Sempach, Elvetia, trebuie evaluati printr-un test de suspensie
cantitativa conform EN 13727 (2003, revizuire 09/2006), EN 13624 (2003) si EN 14348 (20035).

Numir comanda: AO8!18.2 Helix uftra Versiunea englezi 01
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Numele produsului:
Numarul lotului:
Producitor:

Data livrarii:
Conditii de stocare:
Diluarea produsului:
Data comenzii:
Numair comandi;
Numdr esantion:
Perioada testirii:
Baza:

Organisme de test:

Solutia de test:
Miros:

Aspect:

Compozitie pe 100 g:
pH:

Neutralizant:

Timp de contact:

Substantd de interferenta:

Temperatura de testare:

Temperatura de incubare:

Numr comandi; AQ8!18-2

Descrieren testului

Helix ultra (dezinfectant instrumente)

0705BH0013

B. Braun Medical AG

18 martie 2008

temperatura camerei

in apa

4 junie 2008

AO8118

P080671

16 iunie 2008 — 07 iulie 2008

EN 13727 (Revizuire a EN 13727: 2003, emis in septembrie 2006):
Dezinfectantii i antisepticii chimici — test de suspensie cantitativd pentru
evaluarea activititii bactericide in zona medicald — metoda de testare si
cerinte (faza 2, pasul 1)

DIN EN 13624 (2003): Dezinfectanti si antiseptici chimici — test de
suspensie  cantitativd pentru evaluarea activititii fungicide a
dezinfectantilor chimici pentru instrumente folosite in zona medicala —
metoda de testare si cerinte (faza 2, pasul 1)

DIN EN 14348 (2005): test de suspensie cantitativd pentru evaluarea
activitatit micobactericide a dezinfectantilor chimici pentru instrumente
folosite in zona medicala — metoda de testare si cerinte (faza 2, pasul 1)
Pseudonomonas aeruginosa ATCC 15442

Staphylococcus aureus ATCC 6538

Enterococcus hirae ATCC 10541
Candida albicans ATCC 10231
Aspergillul niger ATCC 16404
Mycobacterium terrae ATCC 15755
Mycobacterium avium ATCC 15769

2%; 1,5%; 1,0%, 0,5%; 0,25%; 0,1%; 0,01%

parfumat

pulbere albi

0,16% acid peracetic (in solutie [% de produs)

4%: 7,63 2%: 7,99 1%: 8,18

1,5%: 8,13 0,75%: 8,25 0,5%: 8,35

3% Tween 80+ 0,3% Lecitind + 0,1% Histidina +0,5% Na-

Thiosulfat (neutralizant I1I)

1% Tween 80, 3% Saponin, 0,5% Na-Thiosulfat, 0,1% Histiding, in M15
tampon fosfat (neutralizant VII, exclusiv pentru M. ferrae si M. avium)
2min./ 5 min./ 15 min./ 30 min./ 60 min.

0,03% albumini

21%1°C

36+£1°C (C. albicans si A. Niger 30:1°C)

Helix nitra Versiunea englezdi 01
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Metoda de testare
Testul suspensiei cantitative

Testarea se bazeaza pe Standardele Europene EN 13727 (2003/2006), EN 13624 (2003) si EN 14348
(2005). Procedurile de validare si control sunt prin urmare efectuate conform acestor standarde.

Pentru test, suspensia de bacterii de test intr-o solutie de substantd de interferentd este adiugata la un
esantion din produsul de test (diluat cu apa duri). Amestecul este pastrat fa 20+1°C pe durata timpilor
de contact solicitati. La finalul timpului de contact, se ia o fractie de | ml; activitatea bactericidi in
aceastd fractie este neutralizatd imediat. Doua esantioane de 1 ml din aceasti suspensie pe pas de
dilutie sunt raspandite pe cel putin céte 2 placi fiecare. Numirul bacteriilor supravietuitoare in
amestecul de test este calculat pentru fiecare esantion §i reducerea este determinati fatd de N; al
suspensiei de test corespunzitoare (EN 13727).

Se valideazé conditiile experimentale (control A), netoxicitatea neutralizantului (control B) si metoda
dilutie — neutralizare (control C).

Testul este efectuat folosind Pseudomonas aeruginosa, Staphylococcus aureus, Enterococcus hirae,
Candida albicans, Mycobacterium terrae si Mycobacterium avium ca organisme de test, Rezultatele
sunt prezentate in tabelele 1-7.

Numir comanda: A08118-2 Helix uitra Versiunea englezd (]

Page 36




Rezultate

Testul suspensiei cantitative

Conform EN 13727 (2003/2006), lotul 0705BHO0013 de Helix ultra, aplicat la o concentratic a
produsului de 0,1%, prezintd o activitate bactericidd in 1 min. si 2 min., la 21°C in conditii de
curdtenie (0,03% albumind) pentru elementele de referintd Pseudomonas aeruginosa, Staphyiococcus
aureus s\ Eterococcus hirae.

Conform EN 13624 (2003), lotul 0705BH0013 de Helix ultra, aplicat la o concentratie a produsului de
0,25%, prezintd o activitate levuricidd in 2 min. $i 5 min., la 21°C in conditii de curitenie (0,03%
albumind) pentru elementul de referintd Candida albicans.

Conform EN 14348 (2005), lotul 0705BH0013 de Helix ultra, prezinta o activitate micobactericida
suficientd (eficacitate fatd de Mycobacterium ferrae i Mycobacterium _aviwm) in raporturile
concentratie / timp de contact: 1,5%/ 5 min., 1,0%/ 5 min. si 0,5%/ 30 min. si 60 min., in conditii de
curitenie.

Rezultatele sunt validate cu succes conform cerintelor respectivului Standard European,

Greifswald, 23 tulie 2008

Dipl. Biol. T. Koburger Dr. med. P. Rudolph
Sef sectie microbiologie Medic specialist pentru igiena i medicina mediului inconjuritor
Semndturd indescifrabild Semndturd indescifrabild

Stampild oficiald

Numir ecmandi: AQ8118-2 Helix ultra Versiunea englezi 0}
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Tabelul 1: Rezultatele testului suspensiei cantitative conform prEN 13727 (2006)

Data/ efectuare:

Produs:

Organism testare:
Substanta de interferenta:
Temperatura incubare:

23 junie 2008
Helix ultra

P. geruginosa
0,03% albumini
36+1°C

Numér comandi:
Numdr egantion:

Numadr lot;

Neutralizant:

AORTIR
P080671
0705BH0013

Il

Suspensie test (N): 2,50*10° KbE/ml (8,40 1g)  Timp incubare: 48h
Suspensie test (Ny): 2,50*10" KbE/ml (7,40 lg)  Temperaturi test: 21+£1°C
Suspensie de validare (N,):  1,36*10° KbE/ml (3,13 ig)
Timp contaet: 2 min.
Concentratie Diluare  |Ufe/ Ufc/ Ufc/ Ufc/ Ve Ve [LogicNa  |LogioR
laca | iplaca2 placa3 placa4d
[T R T T <l <215 >328
g o 0 : BT R
5 . I S S S I
ety A N 3 i G vEeE
et o = Ee o
e : ot o R |
i g i o T T
0 5 0 6 B
R e e R+ o LTSS KO
»330 >3350 1 »330 | sk ek
2300 | 2880 | o380 | 'see0 | swee | sim | <ise
Timp contact: 5 min.
Concentratie Diluare Ufe/ Utc/ Ve Ve lLogigNa  |[Log;oR
placa3 placa4
LR R T ¢ o 0 €218 »825
sk Tams oo R <zl
S Y T g G
1k (10 0 0 0 <215 = 5.25
I e 2] LB
g e
G = : T T
{ { i :
=330 2330 |5 ang I T
~ 430 > 330 4 2650 1 L aa
=330 330 5 430 2850 | 460 25,37 <158

Validare si controale:

Suspensie de validare

(N\’a)

Control stare
experimentald (A)

Control neutralizant

(B)

Validarea metodei (C);

Concentratia produsului; 2,0%

Ufc/ placa) V. | x | Ufc/placa [V, | & | |Ufc/ placa | V.| x Ufc/ placa | VJ =
1&2 182 182 1&2 I
v, Vol a8 1 5q | oo TV, s8R Lam Das o 1Y, &b ] %5 7
- it GG A S IS W - EE30 U B S S "5
v Vol 53 41 | o4 - 50 4 45 | 93 Vil 311 44 1 93
x of RS G5 ¥ offin? {882 0.5 % 0f N7 et Csnos x of N
e ; e —
H S gda nu a & nu P X da = nu

Numar comandi: A08118-2

Helix ultra

Versiunea englezd Of

Page 38




Tabelul 2: Rezultatele testului suspensiei cantitative conform prEN 13727 (2006)

Data/ efectuare: 23 iunie 2008 Numir comandi; AO8118
Produs: Helix ultra Numdr esantion: P0O80671
Organism testare: S. aureus Numir lot: 0705BHO013
Substanta de interferenta: 0,03% albumina

Temperatura incubare: 36+1°C Neutralizant: [

Suspensie test (N): 3,15*10% KbE/ml (8,50 ig) Timp incubare: 48h
Suspensie test (Ng): 3,15%10" KbE/ml (7,50 Ig)  Temperaturi test: 21+1°C

Suspensie de validare (N,):

1,03#10° KbE/ml (3,01 Ig)

Timp contact: 2 min.
Concentratie Diluare  |Ufe/ Ufc/ Ufc/ Ufc/ Vo Voo LogigNa  JLogioR
lacal |placa2 |placa3 |placa4
K ¢ 0 <lé <l <715 . >535
- R I S R SRS N7 B Lt ¢ : >33
0 o C LD <1«
- e : T = G T e
| ormlpct b g ¢ N L
awigon | o o ¢ 0 3l L
o A g G 8 3 2215 >335
- 2 5 :
B TR e T e T S
#3300 w3 ] 33 waad > 660 > HE0
>330 | >330 »3% . »230 | 660 > 860 >5.87 <168
Timp contact: 5 min.
Concentratic Diluare  [Ufc/ Lifc/ Lifc/ LUfc/ Vel Ve o LogigNa  LogoR
placa | |placa2 placa3
A UL x2]18 > 335
g -
&
b i :
¥ CZE T w438
= RS M. oce B
s
33D )
=330
=~ 830 5 B <168

Validare si controale:

Suspensie de validare Control stare Control neutralizant | Validarea metodei (C);
(Nea) experimentala (A) (B) Concentratia produsului: 2,0%
Ufce/ placa V. | = Ufc/ placa | V.| = Ufc/ placa | V.| & Ufc/ placa | V] x
1&2 1&2 1&2
v, MEIERTE R AT Y1 31 | 34 A5
Vo | V.l 3L | 38 | &9 =3 T w TR g # Vo, | 35 L83 o8
AR 05 % of by % oiBis 2 5% % af b Y ROFCH-05 ¥ of i
PR g [ i Tnu Xoiga | I mn P X ida nu

Numir comanda: A08118-2 Hetix ultra Versiunea englezi 01
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Tabelul 3: Rezultatele testului suspensiei cantitative conform prEN 13727 (2006)

Data/ efectuare: 23 junie 2008 Numiir comandai: AO08118
Produs: Helix ultra Numdr esantion: P0O80O671
Organism testare: E. hirae Numir lot: 0705BHO013
Substanta de interferenti: 0,03% albumina

Temperaturi incubare: 36£1°C Neutralizant: I

Suspensie test (N): 2,90%10° KbE/ml (8,46 lg)  Timp incubare: 48h
Suspensie test (Np): 2,90*107 KbE/ml (7,46 1g)  Temperaturi test: 21£1°C

Suspensie de validare (N,):  1,44*10° KbE/ml (3,16 lg)

Timp contact: 2 min.

Concentratic Diluare  |Ufc/ Ufe/ Ufc/ Ufc/ Ve Vo [LogicNa  |[Log;cR
placa | |placa2 placa3 |placa4
= FE S S R NSV AN P Y e+
0s% o o 0 LD <M <14
o T S . s S
S i ) ¥ a < 14 <715 > 5.31
RN = e L SE- L
SRR o o P pas
R R 0 I B <4 <215 > 531
e I o e -3 3 o
R e e o 5 gt
R IR B T > 330 > 330 > 660 )
[ 21 - S =330 ¢ >33 »330 > 330 S 660 :
Timp contact: 5 min.
Concentratie Diluare Ufe/ Ufc/ Ufe/ A\ Ve jLogioNa  JLoggR

placa2 placa3 |placa 4

5 R TN > 531
0F% o - LIS :
Y s ﬂ ; < :
. Lol <215 >33
g M e
o 8 S B SO O
9 0 L SR DS
g o 0 a < 34
pa30 L 380 =330 » 354 > 560
»93C 1 m3E0 B30 23U} 5860 ; . NS S
2330 | 238 1 28380 | 2330 | see0 | S0 »a82 - €164 -
Validare si controale:
Suspensie de validare Control stare Control neutralizant Validarea metodei (C);
(Nya) experimentald (A) (B) Concentratia produsului: 2,0%
Ufc/ placa V. | % Ufe/ placa | Vo | % Ufc/ placa | V.| = Ufe/placa | VJ %
182 1&2 1&2
SRR V.o 55 1 as L0 Vol 57 6 L7
v s e T o FUR TRy W0 Vol 02 . 51 . U3 15
M1 g of N 1607 el A2 S of NP % ofBis > 05% i afpi,?
: H ;WH* H H : fr—— Y
X i da | nu A da : : rnu : A da i nu
Numir comanda: A08118-2 Helix ultra Versiunea englezi 03
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Tabelul 4: Rezultatele testului suspensiei cantitative conform EN 14348 (2005)

Data/ efectuare:
Produs:
Organism testare;

Substantd de interferenta:

Temperatura incubare:

Suspensie test (N):
Suspensie test (Ny):

Suspensie de validare (N,):

16 iunie 2008

Helix ultra

M rerrae

0,03% albumini

36+1°C

2,45%10” KbE/ml (9,39 lg)
2,45*10° KbE/mI (8,39 lg)
1,02*10° KbE/mi (3,01 lg)

Numir comanda:
Numir esantion:
Numir lot:

Neutralizant:
Timp incubare:
Temperatura test:

A08118
P080671
0705BHO0013

VII
21z
21+1°C

Timp contact: 5 min.

Concentratie Diluare  [UMc/ Life/ Ute/ LogoR
placa 1 |placa2 iplaca 3
P
Vool 109 2.50
Timp contact: 15 min.
Concentratie Diluare  [Ufc/ Ufc/ Ufc/ Life/ Vel Vo lLogioNa  [LognR
placa 1 placa2 |placa3 |placa 4
N o o ! <¥ i x4 =215 . >4.28
- s o : YRS Ry Bk T
@ ] o o LT R B VS
g e i B ;
ED 81 73 £D P 125 28 sas
: e iR O S
o o b
- e
=330 | >33 > 330
) L2330 1 w30 | w53
LN I R I - i CI 65 a0
1 (05 2 6 3 a <M e '

Numir comandi: A08118-2

Helix uitra

Versiunea englezi 01
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Tabelul 4, continuare: Rezultatele testului suspensiei cantitative conform EN 14348 (2005)

Data/ efectuare: 16 iunie 2008 Numar comandai: AORTIR
Produs: Helix ultra Numdr esantion: PO8067 1
Organism testare: M. terrae Numir lot: 0705BH0013
Substanta de interferenta: 0.03% albumina
Temperatura incubare: 36+1°C Neutralizant: VI
Suspensie test (N): 2,45%10° KbE/mI (9,39 Ig)  Timp incubare: 21z
Suspensie test (Np): 2,45*%10° KbE/m! (8,39 1g) Temperaturi test: 21+1°C
Suspensie de validare (N):  1,02*10° KbE/ml (3,01 lg)
Timp contact: 30 min.
Concentratie Dilvare  |{Ufc/ Life/ Ufe/ Ufe/ Vel Ve [LogioNa  LogoR
placa | |placa2 |placa3 |placa 4
o 5 Hy I 78 , FE 557
e e g S
e e ey o
% & T g : i 5
e 2 : 5 o :
2 G o (O RS 73 ¢
g e e e S
% 230 330 = 530 > 660 » 460
> 330 > 330 2305 | s > 660
> 330 > 330 2330 | S A80 | > 84D _
i R i s et S s Vo7
Timp contact: 60 min.
Concentratie Diluare  [Ufe/ [fc/ Ufe/ Ufc/ Vel Ve {LogigNa  |Log R
placal |placa2 |placa3 |placa 4
» 330 = 330 » 336 - 33 i
n SO o Py e e
6 @
> 350 >33 Bt
228 33 2350 |
73 &4 48 837 2,27
230 ]
hmlfes 1> 530 2336 2420 o8y <357
Validare si controale:
Suspensie de validare Control stare Control neutralizant | Validarea metodei (C);
{(Nyy) experimentald (A) (B) Concentratia produsului: 2,0%
Ufc/placa V.| x | Ufe/placa | V.| % | [Ufe/placa | V.| & Ufce/placa | V§ =
1&2 1&2 1&2
Wi AL ¢ B 94 Wl 300 31 1 sl 32 1 & W oan | an
o RS E 415 e . £4,5 1. TR
R e, e % OFAds 2 0.5% X of W7 Bis 7 0.5 x ol i, ? X T 0.6 % af h
gfm;m!da , ;nu Zc!a [‘" ;anu % : sinu

Numidr comandi: AQE118-2

Helix uitra

Versiunca englezi 04
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Tabelul 5; Rezultatele testului suspensiei cantitative conform EN 14348 (2005)

Nata/ efectuare: 16 iunie 2008 Numair comanda: A08118
Produs: Helix ultra Numdr esantion: PO80671
Organism testare: M avium Numir lot; 0705BHO0013
Substantd de interferenta: 0,03% albumina
Temperaturd incubare: 36+1°C Neutralizant: Vi
Suspensie test (N): 3,60%107 KbE/ml (9,56 1g)  Timp incubare: 21z
Suspensie test (Ng): 3,60%10° KbE/ml (8,56 lg)  Temperatura test: 21+1°C
Suspensie de validare (N,):  1,19*10° KbE/ml (3,08 lg)
Timp contact: 5 min.
Concentratie Diluare  |Ufc/ Uife/ Ufc/ Ufe/ Ve Voo o LogioNa  LogigR
placal |placa2 pplaca3 |placa4
g [ En <41 > 6.4
o 5 e St
IS SN
& 7 e ;
320 ) k3
- e i g
e
i..23%
Coa330
o s 48 3.8
Timp contact: 15 min.
Concentratie Diluare  |Ufc/ Ufe/ Ufe/ Ufe/ Vo [Vee  LogigNa  |LogioR
placa3 placa4
5 T T o X oy
i (= i ‘ .
KN N i AL Teat
LI BT B <M
o ) G 0 <14
330 > 330 22330 w330 > 600
330 2 5330 >33 > b
Lot {10 & 4 3 <id

Numir comandi: A08118-2

Helix ulira

Versiunea englezi 01
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Tabelul 5, continuare: Rezultatele testului suspensiei cantitative conform EN 14348 (2005)

Data/ efectuare: 16 iunie 2008 Numar comanda: AQ0B118
Produs: Helix ultra Numdr esantion: P0O80671
Organism testare: M. avium Numar lot: 0705BH0013
Substanta de interferenta: 0,03% albumina

Temperaturd incubare: 36+1°C Neutralizant: Vil
Suspensie test (N): 3,60*10” KbE/ml (9,56 lg)  Timp incubare: 21z
Suspensie test (Ng): 3,60%10° KbE/m! (8,56 1g) Temperatura test: 21x1°C

Suspensie de validare (N,):  1,19¥10% KbE/mI (3,08 lg)

Timp contact: 30 min.

Concentratie Diluare  Ufe/ fc/ Life/ Ufc/ Ve Voo o [LogioNa  {LogiR
lacal |placa?2 |placa3 iplaca 4
S IO AN A O 7 - N =2z > 6.41
e e _ s .
e ot M
a8 o TR .
5 Ty . 330 5.26
s T i e e
LA 2830 | » 66D > 860 i
SR B O T
R B L Bt SO

Timp contact: 60 min.

Concentratie Diluare  |[Ufe/ e/ Ufc/ Ufe/ Vel Ve o |LogpNa  |LogoR
placal placa2 iplaca3 Iplaca4

€316 | 564l

51 340

Validare si controale:

Suspensie de validare Controi stare Control neutralizant Validarea metodei (C);
(Nya) experimentald (A) (B) Concentratia produsului: 2,0%
Ufc/placal Ve | & | |Ufe/placa | V.| & | |Ufe/placa | V. | = Ufe/placa | V] =
[&2 1&2 1&2 1&2
T Y O Y 14 A7 : 7 I L AR [N
v FEERITY R R R R Vol B TAT T T T %) ENRCRE—.
Vel 63 0 89 03| Veer 39 38 0 774 Vel 36 |36 72 LS R I D
g of My, 2 180T o otAER .5 ot P ® OPHEP05% g of Nyo? g il 5% i of ¥
e : . — prm—" : : :
? & ida | ‘nu TR g r | nn L ¢ ny Koy : nu

Numir comanda: A08118-2 Hetix ultra Versiunea englezs 01
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Tabelul 6: Rezultatele testului suspensiei cantitative conform EN 13624 (2003)

Data/ efectuare:

Produs:

Organism testare:
Substanta de interferenta:
Temperaturi incubare:
Suspensie test (N):
Suspensie test (Np):
Suspensie de validare (N,):

23 tunie 2008
Helix ultra

C. albicans
0,03% albumini
30+£1°C

3,10%10% KbE/ml (7,49 Ig)
3,10%¥107 KbE/ml (6,49 Ig)

MNumiir comandi:
Mumdr esantion:
Numair lot;

Neutralizant:
Timp incubare:
Temperatura test:

3,35%10% KbE/m1 (2,53 lg)

AQ8118
P080671
0705BH0013

I
21z
21x1°C

Timp contact: 2 min.
Concentratie | Diluare | Ufc/ placa | | Ufc/placa 2 V. | LogioNa | LogjoR
. 0s5% | amipg R ' 8 <14 <215 »434
TrdAg o 3 i <zl | 433
T Cassnt » 330 5 660 Csa82 | <287
TR R 230 | sae cane | <2er
Timp contact: 5 min.
Concentratie | Diluare | Ufc/ placa 1 | Ufc/placa | Vo | LogioNa | Log iR
SLOE% . amies L e g L e <215 | »a3s
T vl (1% o 0 <1 5215 > 434
T (1 5330 5330 L 650 ai8p | <287
o ek >33 ¥ 330 > 660 »387 | o« 2,5;M
Validare si controale:
Suspensie de validare Control stare Control neutralizant | Validarea metodei (C);
(Nya) experimentald (A) (B) Concentratia produsului:
: 2,0%
Ufe/ placa 1&2 | x | Ufe/placa1&2 | x | JUfc/ placa 1&2 | & lUfe/ placa 1&2 | x
CARS Lol e 35 L5 SRETRORNI B ¥, b
Ve i S A T e v, i o
o J X Of 1305 R of th? x oiCis 205 & ofny?
[ ﬂﬁ!‘}m i iy X 4 |

Numar comandi: AO8118-2

Helix uitra

Verstunea engleza 01
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Legenda

MW = yaloare medie

X = valoare medie

RF = factor de reducere

>330 = nenumarabil

>660 = nenumdrabil

n.d. = neefectuat

n.in. = nenecesar

E = auto-inhibitie

Col = Control 1

Co2 = Control 2

Co3 = Control 3

MNumdr comandi; AQO8118-2 Helix yltra Versiunea englezi 01
Page 46
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/o BioTECHMIEURM II el
WAk LTHEER-RATHENA STRAGHE LT A ...'
TLES GREIFEWA CAC-FL-0220-03 RIS Sown Geaii
Srplell WD i LV ST O W -TaTewaee-Sie OF b D10l Sapprpasd
B. Braun Medical AG
Seesotz
4204 Sempach
Switzerland
CutTorER usEER DaTe

33 July 23, 2008

REPORT A 08118

INSTRUMENT DISINFECTANT HELIX ULTRA

Purpose

The bactericidal, fungicidal and mycobaciericidal activity of Helie ultra, on instrument disinfectant of the
company B. Broun Medicol AG, Sempach, Switzerlond, should 1o be evaluoied in quantitofive suspension
fests in occordance with the EM 1377 (2003, revision 0902006), the BN 13874 12003 and the EN 14348

{2005

Coreler ruemibsar 4, 081108 Haltd it Erglieh Verson (8 Pogn 1 of 13




Produc mamse:
Batch rumibsér:

Date of defvery:

Sloroge condifions:

Product dilution
Dote of onder:
Order number:
Somple numiber:
Tiast time:

Test organisms:

Test solution:

Composition per 100 g

Meutralizer:

Condoct fima:

Inderfering subsiance:

Test lernperobune

Test description
Helox ultra (instrument disinfeciant]
O705BH0013
8. Broun Medicol AG
March 18, 2008
Room temperature
Warler
June 04, 008
A DSBS
P 080671
June 16, 2008 - July 07, 2008

EM 13727 [Revision of EM 13727:2003, issue Saplamber, 2008} Chemical disinfedianis and
onlisepdics - quantitative suspension 1es1 for fhe evolualion of bocericidal odlivity in the
madical area - 1es! methad and requirements [phase 2, step 1|
DAM EM 13624 (200} Chemsoal disinfecionis and anfiseptics - quantilalive suspension fest
for the evoluglion of fungicidal actiity of chemical disinfecionts for insiruments wsed in the
medicol gren - fest mathad and requirements |phase 2, shep 1)

DiM EM 14348 [2005) Chemical disnfectonts and antiseplics - quonfilafive suspension lest
for thi evaluaiion of mycobactericidal odivity of chemica! disinfeckants for instrumenis ysed
in the medical area - fest method ond requirements (phase 2, slep 1|

Peeudomonas aeruginasg ATCC 15442

Sophylococous awreus ATCC 6538

Emterococcus hiroe ATCC 10541

Candida albicans ATCC 10231

Aspergiiius niger ATCC 16404

Mycobocterium herroa ATCC 15755

Mycobacterivm owum ATCC 1576%
2%/15%/10%/05%/025%/00% /001%

aromiatic

white powder

0.16 % perocehic ocid 6n the 1% product solution]

4% 783 2% 79 1% 818
15% 813 O75%: B.25% 05% 835

3 % Tween 80 + 0.3 % Llecthin + 0.1 % Histidine + 0.5 % Ma-Thicsuliof
[reurtralizer )

1% Tween BO. 3 % Saponin, 0.5 %MNo-thiosulfal, 0.1 % Hisfidin, in M15 Phosphote-
butfer newtralizer VI, exclusivedy for M ferrae and M. oviumi|

2 min /5 mim / 150 £ 30 min £ &0 min
0,03 % albumin
2=1C

incubation femperciure: 364 1°CIC albcans and A niger 30 < 1°0)

ozl ruamibeer & 081158 ol Ll Engish Varsion 1 Foge 7ol 1



Test Method

Quantitative suspansion hast

Testing is based on the European Stondards EM 13727 (2003/2006), EN 134624 (2003) ond EN 14348 [2005]
Vahidation and confrol procedures ane therefore carried out in eccordance with those standards

For the test, suspension of test bacteria In @ solution of the interfering substance is added to a somple of the
tost product [diluted with hard waler). The mixdure is maintained at 2021°C for the required contact times. Al
the end of the contoct fime, an aliquot of 1 ml is loken; the badlericidal activity in this porfion ks immediolely
neutralized. Two | mi samples of this suspension per dilution step ore spread on of least 2 plates each. The
number of surviving bodleria in the fest mixiure is colculoled for each sample and the reduction is
determined with respect to the cormesponding test suspension N, [EN 13727

The experimental conditions (confral Al the non-loxicity of the meutrolizer [control Bl and the dilution-
neutralization method icontral C) one validaled.

The test is performed using Pseudomonas oeruginosa, Staphylococcus aureus, Enterococcus hinge, Candida
afbicans, Mycobactenium ferroe and Mycobocferium ovium as fest-orgonisms. Resulls ore presented in
fabdas 1 -7

Circler rarmibr- A 04118 el iy Engksh Viarsson ] Poga 10l 13



Quantitative suspension test

According to the EM 13727 (2003/2006), the bolch OFOSBHOOII of Helix ubra, opplied of a product
concentrolion of 0.1 %, possesses boclercidal octivify in 1 min and 2 min of 21 "C under dean condifions
i0.03 % albumin) for reference strains Peeudomonas geruginasa, Stophylococcus ourews, and Enlerococcus
hiroe

According to the EN 13624 (2003), the batch 0705BH0013 of Halix ultra, applied at o product concentration
of 0.25 %, possesses yeaslicidal octivity in 2 min and 5 min of 21 °C under clean conditions (003 %
albuminj for the refarence strain Candido albicans

According to the EN 14348 (2005), the bafch 0705BH0013 of Helix ultra shows a sufficient mycobactericidal

aclivity fefficacy against Mpcoboclenum lerroe and Mycoboclarium avivml of the concentrafion 7 conloct
time relations: 1.5 % / 5 min, 1.0 % /15 min ond 0.5 % 7 30 min ond 60 min under dean conditions

Results ore successiully validoted in occordonce with the requirements of the respective Europeon Standard.

Greifwald, Jul'l.r 93, 2008

Dipl. a.m T. Keburger m...._ .i-"
- Bereichsleiter Hi‘.mhlnltlglie- -t - FA fir Hygiene und Urniettmedizin -

-l"
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Table 1:  Results of the quantitative suspension test according to the prEN 13727 (2006)

Date / performing: June 23, 2008 Order number; A08NE
Product: Helix ultrg Somple number; P O80&T
Test organism: P. oeruginoso Lot number: O70SBH00I3
interfering substonce: 0.03 % albumin
Incubotion temperature: I=1C Neutrolizer: n
Tast suspension [M): 2.5010° KbE/ril 18.40 Igl Incubation fime: a8 h
Test suspension [M.): 2 500107 KBE/mi [7.40 kgl Test temperature N 1L
Validation Suspension (M,): 1. 36°10° KbE/md [3.13 kg
= . |
conftoct fime: 2 min
chu / chu / cha / fa /
concestyolion | s | ey | plalis | peies | poma] Yo Yo | metio | lgok
il (10} o T I <l < <215 =525
05% 1.l (10 a i} | (1] i) « 14 o 14
Tl ] 0 o | o 0 =14 < W ;
I el (IC%F 0 o | o | o <14 < | <2.15 >58 |
0% | Tminr 0 e | o | o < <4 |
] 1l (0% a 1 [1] [ = < |
| T eines a g 1 2 | 9 <14 <14 <215 »525
01% 1 mi oy i g | 0 [ =14 < 14 |
I mi (1G] ] o | @ | o <l < 14 '
Imli& | >330 2330 | »330 | »3M | 2660 | 660 — ]
ooE 1.l (W'} » 330 *330 | »330 = 330 - Gelbl} = G0
im0 | »330 =330 | »330 > 33 » 860 » 640 562 <158
|
confoct fime: 5 min |
chu / oy / o oh / |
concentration | diuon | Lol | lees | pltes | plabea v, Vs logeNa | logy R
Iminch | o ¢ 1 o 1 o <4 <4 <115 » 526
05T | ImiioY | 0 o | o | o <M <14 |
1 e {107 o [ 0 " <4 <4
1 i (10 0 g | o | e < <14 <Z15 > 525
0I5 % 1wl 00" 0 [ [ (1] <M <14
imiol | o o | o | @ <l «<W |
Imific’h |  © e | @ | @ <4 <M | <215 | »515 |
o1% Tmne | o 0 ¢ | 0 <14 < 14 |
imioY | o e | o | o <M <M I |
f el 0GP | =330 =330 >33 > S8 » B0 > 860 | I
0S| TminoY | »330 | 330 | 30 | 3% ~6b0 | =660 I |
im0 | 330 [ 330 | »330 | »3% s660 | 480 2582 | <158
Volidation and Controls:
Experimashol condition corrrol Hauirolizer control Mathod validation [C); Product
SR S Fros Bl concantration: 0.5 %
e - s | - che / ha .
pole 1 &z | ™ = paeiaz| ™ =  plare1az | Y " ploke 182 | ¥ 5
v, | &7 [ 58 | 128 vV, 45 [ 54 ] %0 V| 55 [ 48 | a3 v, &0 [ 55 | m5
V.| 70 | 75 | us b V.| 52| &1 [ o4 s AEIEEEE " V.| 51 | 44 ] 95 -
30 = x of Ny = 1607 2 olAE=05" x N7 xoflBis=05" x ol M7 xofCis=05" x od b7
[ Xlyes | loo | [%]pme _],., ,T|'~=_|_m | [ % ]yes [ [m

Crclor raumbe: 4 (6218

Englsh, viorsion Ol
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Table 2: Results of the quantitative suspension test according to the prEN 13727 (2006}

Dote / performing: June 23, 7008 Order number: & DB1IB
Prioduct: Hiedix ultra Sample numiber: P DaosI
Test organism: 5, oureus Lot number; GTOSBH00I3
interfering substance: 0,03 % albumin
Incubation temperatune: A& =1°C Heutralizar: fii
Test suspension (M): 3.15*10° KbESrmd [B.50 Igl incubation fime: 48 h
Test suspension [M.): 315107 KbE/mi (7.50 Ig) Test temperature 212 1°C
Validation Suspension [M,):  1.03*10" KbE/md [3.01 kg
cortoct fime: 2 min ;
chi J cha 7 e/ chu /
toncortration  diuticn it ore3 | plote3 | plates Va Va lofe N | loge R
1l (107 g | o o i <M | <M <115 > 535
05% 1mi {30 o | o o 0 <M | <M
Timd [0} 0 [} 0 ] <M <M
1l 0 [ [ 0 <4 « M <215 > 538
025 % 1l 1) 0 [ o o <M | <M
1mi B0y 0 0 o 0 <M | <M o
1mi [P 0 7] ] i cH | <M <215 | »535
01 % 1l 10} 0 0 o 0 < 14 < 14 |
T 00 o | 0 N 0 M <M
Tmi Y | >3350 » 330 » 330 > 330 = bl = 660 |
0mE 1l 10 >33 = 330 > X3 > 330 = B > B0 |
1l 03 = 33 = 33 = 330 = 330 = 60 = &0 =587 < .68
' 1
contoct time: 5 min
F] 7 ] 7
concentrofion | dilufion ;ﬂ n:ld-l E}::"' l:"“ V., L B Ma | loge R
1l O] o o 0 0 < <14 <215 » 5.35
a5% Vi 10 0 ] a i <MW <14
Tl (1% 0 0 a 0 <M < |
Tl 0071 g | 8 | @ | @© < 14 P A >538
| 05X Tmi POy o o a 0 < W <4
1 il 167 ] i 0 0 = =4
1 il (10} 0 0 0 0 <1 <14 PEA FIET
x| Tmipeh 0 0 o [ <N <4
| Vel %) o [ 0 <M | <4
| Tmino% | =330 »330 | >30 | >3 = 660 > BBl
ook | imiiol | >33 >330 | >3 | >33 > &b} > 880
4._.1_‘:1‘.‘.!"?'.‘.' | =30 | =20 | =3 | =30 | =80 L. Shie e
Validation and Controls:
Frpininantal Condiben cantie Nautrolizer control Miathod validation [Ck Product |
Walidation - Suspanssn M) W - comomirolions 0.8%
gyt " = = T | v = cha J v | oty J v
| |plotelsz) | * pokisz| | * plate1sz | | ¥ pote t&z| ™ | *
Wa| 51 | 55 [ Iod V] a2 MAEIEIE MENERN T
V.| 50| 49 | 90 l“u'li'Tr",J CRE R V| 29 | 38 | &2 | i Vg 35 | 30 | 65
30 < x ol M, < 1807 xolAR=05 g ol N7 xelBE>05 xalh? x ol Cis=05 x ol N7
[%]ws [ |no % Jyes [ |na [ % lyes [ re (% pes [ 1o |

Crrior ruamiber: & CHF1LS

il e

English vierson 0l
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Table 3:

Results of the quantitative suspension test according to the prEN 13727 (2008)

Datae / performing: June 23, 2008 Order number; A 0818
Product: Helix ultro Lomple number: P 080471
Test organism: E. hiroe Lot numbear: OTOSEHOG3
Interfering substance: 0.03 % albumin
Incuboticn temperatura: 36+1°C Meutralizer: n
Test suspension (M): 2.90*10° KbE/mi [2.46 Ig] Incubation time: 48 h
Test suspension [M}: 2 900 KbE/ml |7 46 Ig) Test temperature Hx1°C
Validation Suspension (NJ:  1.44*10¢ KbE/ml (3,16 Ig)
1
contact Hm: 2 min
cha / oy / cfa # i /
concentrotion | diution | Ll | Ll | pletes | plonea Vs Vs log Mo | logy R
1 mi [0 0 0 [ ] <M | <M <215 > 531
05y I el 0} 0 0 0 1] <M <M
1l (0T o [ o o <M | <MW
1imd 30 o [ ] 0 <M | <M <215 =53
035 % e {13} [ o ] ] <M | <M
1oivdl (W) (1] o o o =M | < bl
impe |0 ] 0 0 <M | <M <215 >80
a1% 1 el (1Y o ] o ] <M <M
1wl (W & ] o i < 4 < M
T [0 = 330 = 130 = 330 = 330 = Bl = B
omx imioy | >33 » 330 = 330 =330 = 660 > 660
1wl (1 =33 > 130 = X530 = 130 = Bi&d = B =582 < Lbd
contoct fime: 5 min :
ol by ¢ - T ehu /.
oot e | ey | GRS | pRN | eE] e THERNe [PRBeNS | NSeE
1wl [¥F] ] o i ] < 1 <14 F AL =50
05% Tl 0] o e 0 ] <M <
Tl (W0 o ) o o <M <4 ) |
1l (0] o ] 0 0 <M | <M | <215 | »8%
025% 1 i ) o ] [ [ <M <
1 mi 0% 0 ] i i <M <4 |
f 1 mi 07 il i i i <MW <14 < 115 » 535 |
(AE Tl 50 o ] o o < <l |
1 il {10 o (] 0 | o <M < |
1l 16°) = 330 = 330 =330 | =330 > & = bl |
o 1 1 1oed O°Y = N30 » 330 :-!B-FI { = 330 = B0 2 &l i
Imifo" | 330 > 330 > 330 |' > 330 > 660 > 660 =542 <léd |
Vabdation and Controls:
Experimental condition comtrol Neutralizer control Mathod volidation C); Product |
Nl it il Al B concartration: 0.5 %
che # " chu # | v = [ Rr |y . cha s v -
paeisaz| ™ | * | pieisz| ™ | * plaip1az )| ™ | * ploeiaz | ™ | *
v, | 89 | &3 | 152 W, | 55 | 45 | W0 Vol 57 |80 | W7 v, | 59 | &3 | 122
T JT"&T:' 0 (V| 58 | 53 | 701 | s (V. &2 [ 51| m i V| &0 | 58 | 27 s
30 = & of Ny < 1607 ROIAB=0S xoiflg? | xOIBEZ08 x OlNg? x AT =05 x olN?
[%pes [ Joo | [®lpes [ Jne | [®]pes [ oo [ % fpes [ oo

Cerher nurrier A O1EE

Sl i

Erghsh Vorsaon 0
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Table 4: Results of the quantitative suspension test according to the EN 14348 (2005)

Date / perfarming: Junse 16, 2008 Order number: A DENE
Product: Helix ultra Sample number: P 080671
Test organism: M. terroe Lot number: 0P058H0013
interfering substonce: 0.03 % albumin

Incubation femperature: +1°C Nautralizer: Wil

Test suspension (M 2 45*10° KbE/mid [9.39 gl Incubation fime: Nd

Test suspension (M,): 2.45"10° KbE/mi [8.39 lgl Test temparature 2% 1°C

Validotion Suspension (N,):  1.02*10° kKbEsmi (3.0 lg)

cortoct fime: § min
chu f ol / eha / ofu / v, Vy o loge R
concentvation | dilution plote] | plate2 | plte3 | plated oga

1 mi [0 o o o 0 < | =M <215 >4.24
7% 'II'I'H{-'{II'.- 1] 1 1] o 1] W | <H

1 mi 1% 0 [ 0 0 <4 <M

1mi oy [ 0 a <H | <M

mﬂ"’n .:-3-'3!3_: H&a". -_:lﬂ:fJiﬂ = 350 ] | = B60 —
15% 1 rmil {30 B | B 17 [} ® | 345 493

Tmi 0" ! 2 1 1 <M | <M

Tmd 108 0 0 o i <M | <M

Tmh | »>330 | 30 | >3 > 330 »b60 | 060 | =
0% dmipay | »30 | »30 >3 =330 =660 | =680

T 13 %) 30 | »>330 > 350 = X350 = &60 = 660 o )

imimah | 27 32 a5 50 59 | 95 589 2.50

1
confoct fime: 15 min
T [ chu s ch / cha ¢ chu ¢
plate] | plale2 | plated | plated Vo Ya logoMa | logu R

im0 [ o o <W | <M <215 | b2

1mi 0y 0 [ o o <M <M
vy Tmi (10 7) 0 0 0 0 <M | <M

Tmi (07 0 [ 0 o <M | <M

imingn | 53 6 75 &0 122 135 an 528
o il 0% 7 F i 3 <W | M

1l O] o o o o <M <M

Tmi0% 0 0 o o <14 P B )

Tmifigh | >30 | 530 | >30 | »>330 | »660 | >é80 3
05% Tl 30 = 130 = 130 = 130 » 130 » Bl | > Bl

3 mi o) 20 % 0 1 @ | © 407 370

Tred 0% 2 & 3 4 <4 <\

Order nuriaer & DETIE okt Uit ngishverson ] PogeBolf13



Results of the quantitative suspension test according to the EN 14348

(2005)
Date / performing: June 16, 2008 Order number: & Dans
Product: Helo: ultro Somple number: P OBO6T
Test organism: M. ferroe Lot numbaer: OT0SBHOON
interfering substance: 0.03 % alburmin
incubation temperature: 3+ 1°C Neutralizer: Wil
Test suspension (M 2.45*10° KbE/ml [9.3% Ig] Incubation fme: d
Test suspension (M.): 2 45*10° KbhESmi (8.39 Ig) Test temperature 2Ax1°C
Validation Suspension (N,):  1.02*10° KbE/mi (3.01 kgl
|
contoct tima: 30 min
chu £ cha / cfu # fu /
concantration | dWfien | plom1 | platez | plates | plaes | Yo - | Mama | Ege R
1 10 18 i 7] 8 24 241 597
Trend (40 2 0 1 0 <14 <14
1O % ik : :
Ll Lk o 0 0 0 <M <1
T (1075 [ o o (i <H <3 I
Tmi (3% 29 ] [F] n 47 32 2.60 59
Yerl {40 i i 3 3 =M < M
- L ) o 0 o 0 <M < W
Tl (0% o 0 0 [ =M <1
Tl (¥ > X3 = 330 = 330 =330 > 40 = Bl
025 % B md (KOS = 130 ::_]-1!] .\-5]_3[:' :-!3'.‘.! = 0 = &)
1mi (10 = X » 130 > X340 = 330 » &) > G
L | 1m0 1] 13 1] il5 ™ 238 642 197
i'- T |
contoct fme: 60 min
l ! ;
| ] i chu du/
_._m dilusion phate 1 plate 2 plote 3 plate 4 Vs Va g Mo logy R
l!l!l:llﬂ = X3 = 330 = 330 ! = 330 = Gl 2 dilil} |
0s5% 1 (10ry a1 s - S L1 04 4.00 b L
1 el W07 & T a8 | A <14 e 14 I
. [ imioY | @ o I < W 14
F | Tmineh | »330 > 330 >330 | >33 » 640 > 840
03 % E"Irl'lfll.'.ll = 330 > 330 = 330 = 33 w bl o Sl
| T B0 > 330 = 330 = 330 =330 » il > B4l
| Tl p0% ] #9 75 # | W | 1 612 | im
Tmiich | 330 >330 | >33 | -3M » 660 = 660 |
a1 im0y | »330 | »330 | »30 | »3% »480 | »860 I
Imifo7 | >330 330 | >330 » 330 = &bl = S0 |
Imlllﬂ_'l 1 :;:-IE :-33!3_ | = 330 = BN &bl = Bt &.82 = 1L57
Vaolidation and Controls:
- Exponmontel congihan conteol Meutrolizer confrol Mathed volidation () Product
| Vislidaticn - Suapnnmsan .. (& B Wm 10%
s FLIT, = chu : ] | =
| % | loowraz| %] % | [poeiaa| %] & | umeiaa| %[ 3
u' = :!'I'-l- 30 | T T Vol 2% | 32 | an V| 30 | 32 ) &2 | &
0 il 7 0 W Bl £ N 0 el (VB R R
3 < x ol N, < 1407 k AAR>05 x alM? x olBl =05 x ol M7 EolCla=05" g ol M7
pes | no | X | vos | |r|n | X -.m__| lm X ,lm ;l |r'-:|
Crler numiber: A 0118 Hidi ity Ergsh Werson 08 Poge #of 13



Table 5:  Results of the quantitative suspension test according to the EN 14348 (2005

Dote / performing: June 16, 2008 Order number: A Dane
Product: Helix ultro Somple number: P Oa0&71
Test arganism: M. avium Lot numbser: 0705SBHOCIA
imterfering substance: 0.03 % albumin
incubation tempanoture: 36=1°C Meutralizar: Wi
Test suspension (M) 3.60°10° KbE/mi 9.56 Ig) Incubortion time: Md
Test suspension (M) 3.60°10° KbE/mi [8.56 Igl Test temparature 2z 1°C
Validotion Suspension (M,):  1.19*10° KbE/ml (3.08 ig)
|
cortoct fime: § min
P ot ohi i/ o / cha 7 cha /
plofte] | picte? | plated | plated Yo Va | Wagha | legy R
i {10} [ 0 [ o <14 <M <215 | »&4
% 1 md {00 0 0 [ o <14 <M |
1 mi o) ! [ ] ] <14 <4 .
Tl [0 0 ] 0 o <l T | =i
Iml | >33 >80 | 3% > 330 >660 | 660 .
15% 1 i Y 39 48 2] i) & 34 385 | an
Tmipot | 3 4 [ ) =14 =4 |
1imi (0% 0 [ [/ 0 <14 <l |
Tmi% | >330 > 330 > 330 > 330 > 860 > 660 |
10% lﬁ:l': | =330 » 330 = 330 = 33 = HA0 = 660 |
A mi gl = 4 LY EL] 4 T4 te | el
Ima% | 2 S 3 < <M |
|
condact firne: 15 min
chu / chu / cha S fu /'
concetration | dition plate 1 pate2 | plate3 | plated Vo ¥a log Ma | loge R
1 mi 0y 0 [ o o < 4 < M <215 = &l
1 mi Y 0 [ o o <4 <M
L T (0% o o o o <14 <M
1md 0 [1] 0 ] 0 < 4 < 14
1 il (W% a [ 3 iz 13 15 215 4,41
TR Tl {30 2 [ 1 0 < 14 <M
1l 0¥ 0 [ o 0 =14 <M
1wy |0 0 o 0 < <l
Tmi | =380 | >330 »330 | A% 660 | »660
i im0y | =330 » 330 » 330 » 330 » b80 > 660
1mi o) 2t 8 3 7] ¥ a5 48 378
1mil S & 4 3 5 <4 <
ol remibor: A 08118 Higko: 18 Englsh \Vesruen 01 Pz 10 o 13



Table 5, continued: Results of the quantitative suspension test according to the EN 14348

(2005)
Date / parforming: June 16, 2008 Order number: A Dana
Product: Hiadit wltra Sample number: P 0804671
Test orgonsm: M, avium Lot number: OF05BHO013
Interfering substance: 0.03 % alburmin
Incubation temperature: I+1°C MNautralizer: Vil
Test suspension (MN): 3.60*10° KbE/ml [9.56 Ig] Incubation tirme: 2d
Test suspension [M.): 3.60*10° KbE/ml (8,56 Ig] Test tempearature 17
Vaolidaotion Suspension (MJ: 119107 KbE/ml (3.08 kg)
|
contoct fime: 30 min
chu / chu f cu f chu s
concemtrotion | dilution jobe 1 aate 3 soie 3 date 4 W Vi kg Ha oy R
imiA | ¢ ] 0 g < M <14 <215 | 64
1 i 0 0 0 a <M <4
s impod |0 0 [ o <M <M
lmrr:% 0 | o ] o <M <
Tmi I [H] (7] ] b7 i78
s 4 - 1 == - = s B |
imipsy | W0 13 B L] 23 L s
0.5 % — 1
1mi [0 ¢ | o o o <M <4
immd | o | o | @ o <M | <M
Imifry | »330 | =330 > 330 =330 > 660 > 660 |
0.25% 'Il'l'“‘:l'.-. > 3 = 330 » 130 = 330 = Bl > bl |
Tmi (o) > 330 » 330 » 330 » 330 > b » &by |
1mi 0H 3 | M g | . B0 4% 5.1 s |
1
contoct fime: 60 min
ot / o/ e/ e/ -
concantration | diutian plate 1 phote 7 plote 3 plate 4 ¥ Vs loge Ma logy R
1 mi (kP 3 & 4 B < W <4 <215 | > &4
1 i 0 o o 0 0 < <MW |
x L, |
o 1 mi (0% 0 0 0 0 <1 <4 |
1mi 10 ] 0 [ 0 <l <M |
TMG] | >330 | >3%0 | >380 | >30 | >t | >660 -
gsex | A0 | >33 | >330 [ 5330 | »330 | set0 | »60 |
' 1 mi {00} 10 ] 4 78 M3 laz 51 | 3a0
Tl (10 ] ] 6 | W 7 It '
TmiiF) | > 330 > 330 »>330 | >33 > G60 = 660 |
1% Il {10 = 330 = 330 »330 | »3MW = Bl = Hitd |
Imifo%) | 330 »330 | =330 =33 > 660 = 660 .
Imi 0% | 330 = 330 =330 | >33 = 480 > 487 =174
Validotion ond Controls:
E Experimanthal condition comtrol Meoutrolizer control Mhothed walidation IC]; Product
Validotion - Suspension Mo e : ® probioc el
che ! " cul | v chu ! v | [ TH] v =
pawiaz| ™ | * paomisz | ™ | * pomigz| | ® | |pewizz) | ®
Vol 61 | 65 | 126 MERERE vl 31 | 47 | 78 | V38135 |73 |
V| 63 [ a9 | m2 - MERERE " ERERE: " Vo | W7 | W0 | &7 | =
30 < x of Mg = 1607 x ol feE 05" g of MY x od BB 05" x ofM? x ofCisz0.5% x of Mg?
(% ]yes [ no (%l [ [ s [ w | [®]yes [ Ino |
Crcler rrmibas: £,08118 Haka utie Engpish, Virsson 0 Foge 1ol 13




Table &:

Results of the quantitative suspension test according to EN 13624 (2003)

Dota / parforming: Jung 23, #3008 Order Aumber: A DB
Presdusct: Hedin ultra Sample number: P o&0&T
Test organksm: C. ailbicons Lot numbar: OFO58H0013
Interfering substance: 0.03 % albumin
Incubation temperahune: I s1°C Neutralizer: [
Test suspension [N]: 3.10°10" KbESm [7.49 Ig) Incubation time: 21d
Test suspension [M): 3.10"10" KbE/ml |5.49 Ig) Test temperature 21 1°C
Vaolidation Suspension [MJ: 335107 KbE/ml [2.53 Igl
: |
contoct e 2 min
conceninalon | dilufion chu / plabe 1 chy /plcha 2 ¥, lexgy Ma loge B
0.5% 1mi 107 o [ <14 <215 »4.34
| Do29x 1mil (107 o ] <14 <215 > 4.34
| oax 1mi (107 » 330 > 330 = 860 > 382 <247
| 0.01% 1mi 0107 > 330 ] » 330 = 60 > 382 <247
| ||
| contoct times 5 min
concantrafion | dilufion cfu / plate 1 chy /phate 2 ¥ og M | loge B
05% Timil (107 o 0 <14 <215 > 434
0.25% 1 il (1) 0 0 <14 <215 >434 |
% il (107 > 330 » 330 > Gl » 3 &2 < T&T
0.01% 1 vl (M) - 330 l > 380 > &) > 1&7 <247
Validation and Conirols
o Eapesimontal eandticn tamtrel WW Mathod wolidation iC) Product
Vol S M) " concentration: 0.5 %
chi f che - | 7 -
o 1 &2 i Al ¥ “q. ._E";".'_'ﬂ * 1 | powiaz | % |
Vi 59 Wiy 15 | Wl a5 '
:ji R ey Vo | 38 e '.I., 3& - Vs al i “_
| 455 x of Ny, < 1807 x oAk =05 x of No? x oflBEz05" x of No? x odCB =05 x of N7
[_"‘l'rﬁ [ ne rr'_lns | |'nu _|l|m | N |x|w= | _:nn

Order riomber- A 0818
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MW = avercge volue
x = average volue
RF =

=10 = mot coundoble
>660 = not countoble
n.d. = not daore

.. = ol necessary
E £ self-inhibifion
Col " Confrol 1

CoZ = Confral 2
Lol = Confrol 3

Oirceer rmibor A 08118

il Lt

Eragieshy Worsaon (H
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B. Braun Medical AG
Seesatz
6204 Sempach

Switzerland

CUSTOMER NUMBER DaTe

324 July 30, 2008

Purpose

The efficacy of Helix ultra, an instrument disinfectant produced by B. Braun Medical AG, Sempach,
Switzerland, should to be evaluated in a quantitative suspension test against the test organism A. niger in
accordance with the EN 13624 {2003),

Order nurnber: 4 08115-2 Helix vltra English Version 01 Page10f7
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Product nome:
Botch number:
Manufacturer:
Date of delivery:
Storage conditions:
Product dilution:
Date of order;
Order number:
Sample number:
Test fime:

Basis:

Test organisms:

Test solution:
Cdor:
Appearance:

Composifion per 100 g:

pH:

Neuiralizer:

Contact fime:
Interfering substance:
Test temperature:

Incubation femperature:

Test description
Helix ultra (instrument disinfectant)
0705BH0013
B. Braun Medical AG
March 18, 2008
Room femperature
Water
June 04, 2008
AQ8N8
P 080671
June 23, 2008 - July 27, 2008

DIN EN 13624 (2003]: Chemical disinfectonts and antiseplics - quonditative suspension fest
for the evaluation of fungicidal activity of chemical disinfectants for instruments used in the

medical area - fest method and reguirements {phase 2, step 1)
Aspergillus niger | ATCC 16404

2%/15%/10%/05%/025%/01%/001%
aromatic

white powder
0.16 % peracetic acid fin the 1 % product sclution)

4%: 7.63 2%: 7.99 1%:
15%: 813 0.75%: 825 G5 %:

8.18
8.35

3 % Tween BO + 0.3 % lecthin + 0.1 % Histidine + 0.5 % Na-Thiosuliat

{neutralizer )

2 min / 5 min / 15min / 30 min / 60 min
0.03 % albumin.

21+ 1°C

30+£1°C

Order number: A 0818-2 Helix ultra

Engflish Version 0

Page 2 of 7



Test Method

Quantitative suspension test

Testing is based on the European Standard EN 13624 {2003). Validation and control procedures are therefore
carried out in accerdance with that standard.

For the test, suspension of test bacteria in a solution of the interfering substance is added te @ sample of the
tesi product {diluted with hard water). The mixture is maintained at 20+1°C for the required contact times. At
the end of the contact time, an aliquot of 1 ml is taken; the microbiocidat activity in this portion is immediately
neutralized. Two 1 ml samples of this suspension are spread on 1 agar-plate each. The number of surviving
test organisms in the fest mixture is calculated for each sample and the reduction is determined with respect

ta the corresponding test suspension N, (EN 13624}

The experimenial conditions {control Aj, the non-toxicity of the neutralizer {control B} and the dilution-

neutralization method {control ) are validated.

The test is performed using Aspergiffus niger as test-organism. Resulis are presented in table 1.

Order number: 4 08118-2 Helix ulira Engfish Version 01 Page 3of 7



Results

Quantitative suspension test

The product possesses a sufficient activity {log RF > 4} against reference strain A niger according to the
EN 13624 ot a product concentration of 1.5 % 7 15 min, 1.0 % in 30 min and at 0.5 % in 60 min.

Results are successfully validated in accordance with the requirements of the EN 13624 {2003]

Greifswald, July 30, 2068

188 PRGN,
- ¢ %e
3 - (i h :
‘ i A - /
; P »’f'f 7 L\/
Dipt. Biol. T. Koburger e, W o Dr med doiph
050 rroes

- Bereichsleiter Mikrobiologie - - FA fUr Hygiene und Umweitmedlzm -
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Table 1:
(2003}

Date / performing:
Product:

Test organism:

Interfering substance:
incubation temperature:
Test suspension (N}

Test suspension (N,):
Validation Suspension {N,}:

June 23, 2008

Helix ulira

A. niger

0.03 % aibumin

30£1°C

2.40*10° KbE/ml {7.38 log)
2.40*107 KbE/ml {6.38 log}
8.10*10?KbE/ml {2.91 log)

Order number:
Sample number:
Lot number:

Neutralizer:
incubation time:
Test temperature

Results of the quantitative suspension test according to the EN 13624

A QB8
P 080671

C705BHO0IS

i
2t d
21£1°C

1wl {T0Y

% | Tl > 330 >330 > 660 >3.82 <2.56
05% | 1mlfoY > 330 > 330 > 660 5382 | <256

T dw Tpatel | deparez |
1mi {10% 34 24
Tl {109 > 330 » 330 > 660 >3.82 <2.56
Tl 109 > 330 »330 > 660 »3.82 <256

¥ mi {10%)

1 mi {109

1 mi (10%

1 mi (109

1 mi {109 >330 > 330 > 660 >3.82 <2.56
1 mi (0% > 330 > 330 > 660 »3.82 <256

T Nauzar Corrol

-Method widation (¢l Product

o oy | concantrotion: 2.0% -
ch/ - cu/ clu/ — cu/ _
olote 1& 2 X plale 1& 2 plate 1 & 2 x plote 142 x
Vs 89 215 LY 86 25 L% 58 595 1% 65 25
Vg 60 Ve, 59 Ve, 61 v, 60

45 < x of Ny, <1807

[X]ves [ oo

x of Ais>0.5* x of Ny?

[ % Jyes |

x of Bis > 0.5¢ x of Ny?

[ % Jyes | oo

% of Cis > 0.5 x ofNy?

[ lyes [ oo

Order number: A 08118-2

Hedix utira

English Version OF Page5of7



Table 1, continved:

Results of the quantitative suspension test according to EN 13624
{2003)

Date / performing: July 25, 2008 Order number: A QBN
Product: Helix uttra Sample number: P 080671
Test organism: A. niger Lot number: 07058H0013
interfering substance: 0.03 % albumin

Incubation temperature: 30=x1°C Neutralizer: H

Test suspension (N): 2.50*10° KbE/ml {7.40 log) incubation time: 21d

Test suspension (N,}: 2.50*107 KbE/m{ (6.40 log) Test temperature 21x1°C

C2%. L Tminod 0 0 <14 <215 >4.25
. 15% 1ml 169 2 0 <14 <215 »>435
1ol 30% 12 181 146.5 3.17 323
Table 1, continued: Resulfs of the quantitative suspension test according to EN 13624
{2003}
Date / performing: July 25, 2008 Order number: A 08118
Product: Helix ultra Sample number: P 080671
Test organism: A, niger Lot number: 07058H0013
Interfering substance:; 0.03 % albumin
Incubation temperature: 30=£1°C Neutralizer: 1]
Test suspension {N): 3.10*10° KbE/m! (7.49 log} Incubation time: 214
Test suspension {Ng}: 3.10M10° KbE/ml £6.49 log) Test temperature 21 1°C
T disior_ _
1 1ml 009 0
1l {10% 3
1 mi (109 109 155 132 3.2 3.37

Order nurnber: A 08118-2 Helix ultra English Version 0 Page b of 7



tegend

MW

RF

> 330
> 660
n.d.
n.n.

Col
Co?2
Co3

fl

average value
average value
reduction factor
not countoble
not countable
not done

nof necessary
self-inhibition
Control 1
Control 2
Control 3

Order number: A 08118-2

Helix ulira

Engflish Version 01
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Traducere din limba engleza

Dr. rer. medo (Dipl. Biol.) Torsten Koburger-Janssen
c/o Hygiene Nord GmbH

Walther-Rathenau-Str.49a

D-17489 Greifswald

DR. T. KOBURGER-JANSSEN. W.-RATHENAU-STR. 49 A. 0-17489 GREIFSWALD

B. Braun Medical AG
Seesatz

6204 Sempach
Elvetia

Data: 14.09.2017

RAPORT DE EXPERTIZA
STABIMED ULTRA

Eficacitatea produsului Stabimed ultra ca dezinfectant pentru instrumente (produs de B.
Braun Medical AG, Sempach, Elvetia, a fost evaluatd de laboratorul de testare Hygiene Nord
GmbH, Greifswald, Germania. Urmatoarele teste au fost efectuate in perioada mai — august 2070, in
perioada februarie si iunie 2077 si din februarie pana in martie 2077, in conformitate cu ,,Metodele
standard ale Societdtii Germane de Igiend si Microbiologie IDGHM) pentru testarea proceselor de
dezinfectie chimica” (editia: 2007-09-07), ,,Catalogul cerintelor pentru includerea produselor
chimice”. Procesele de dezinfectare din Lista DGHM a dezinfectantilor (numdarul numarul
02/2002), EN 13727 (2015) si respectiv EN 13624 (2013), respectiv:

Acest raport de expertiza reprezinta o transcriere a raportului original de expertiza (datat 01
iulie 2011) la numele produsului Stabimed Ultra. Toate testele mentionate mai jos au fost efectuate
folosind mostre de produse sub denumirea de Helix ultra. Datorita confirmarii de cétre producator a
identitatii formularilor, toate rezultatele si recomandarile raportului original de expertiza pot fi, prin
urmare, transcrise in Stabimed Ultra. In consecinti, acest nume de produs este acum utilizat in
prezentul raport de expertiza.

Eficacitatea produsului Stabimed ultra ca dezinfectant pentru instrumente (fabricat de B.
Braun Medical AG, Sempach, Elvetia, a fost evaluatd de laboratorul de testare Hygiene Nord
GmbH, Greifswald, Germania. Urmatoarele teste au fost efectuate in perioada mai — august 2070, in
perioada februarie si iunie 2077 si din februarie pana in martie 2077, in conformitate cu ,,Metodele
standard ale Societatii Germane de Igiend si Microbiologie IDGHM) pentru testarea proceselor de
dezinfectie chimica” (emisiune: 2007-09-07), ,,Catalogul cerintelor pentru includerea substantelor
chimice”. Procese de dezinfectie in Lista DGHM a dezinfectantilor (numarul 02/2002), EN 13727
(2015) si respectiv EN 13624 (2013) :

1. Determinarea unui neutralizator adecvat si analiza eficacitatii bacteriostatice si drojdicide.
Rezultatele sunt prezentate in raportul de testare Hygiene Nord GmbH A 74245 (11
noiembrie 2014).

2. Eficacitatea badericida si drojdicida a Stabimed ultra a fost analizatd in continuare in teste
de suspensie calitativd. Rezultatele sunt prezentate in raportul de testare Hygiene Nord
GmbH A 74245 (11 noiembrie 2014).

3. Aditivul badericid, fungicid si micobadericid al Stabimed ultra a fost evaluat prin teste
cantitative de suspensie in conditii murdare (0,3 % albumina + 0,3 % eritrocite de oaie).



Rezultatele sunt prezentate in rapoartele de testare Hygiene Nord GmbH A 14245, A 16294-
1 si A 16294-2 (11 noiembrie 2014 si respectiv 29 martie 2017).

4. In cele din urma, aditivul badericid, fungicid si micobadericid al Stabimed ultra a fost
evaluat in teste care simuleaza conditii practice (dezinfectie instrument, test cantitativ
purtator, conditii murdare). Rezultatele sunt prezentate in raportul de testare Hygiene
Nord GmbH A 74245 (11 noiembrie 2014).

REZUMAT

In urma evaludrii rezultatelor testelor, se poate concluziona ci produsul Stabimed ultra respecti
»CERINTELE SI METODELE pentru certificarea VAH a proceselor de dezinfectie chimica”
(2015):

Activitate bactericidd si drojdicida/fungicida in testele in vitro: In testul calitativ in suspensie,
produsul a aratat o activitate suficientd Impotriva organismelor de testat E. coli, P. mirabilis, P.
aeruginosa, E. hirae, S. aureus si C. albicans intr-un timp de contact de 75 min la o concentratie de
produs de 0,125 %.

In testul cantitativ de suspensie in conditii murdare, produsul poseda activitate bactericida (log RF >
5) si drojdicida (log RF > 4) impotriva organismelor de testat P. aeruginosa, P. mirabilis, E. hirae,
S. aureus si C. albicans in timpul de contact de 7 min la o concentratie de produs de 0,5 %.
Activitate suficienta (log RF > 4) fata de organismul de testat A. brasiliensis (eficacitate fungicida)
s-a observat pentru concentratia - timp de contact - relatii 2 %/75 min si 7 %/60 min. Fatd de M.
terrae s1 M. avium (eficacitate micobactericidd), produsul a prezentat o activitate suficienta la
concentratie/timp de contact - relatii 1,5 % /5 min, 1 % / 15 min si 0,5/30 min (log RF > 4).

Eficacitate in conditii care simuleazd conditii practice (dezinfectie a instrumentelor, test cantitativ
purtitor fara actiune mecanica): In conditii murdare, produsul posedai eficacitate bactericida (log RF
> 5) si drojdicida (log RF > 4) activitate impotriva organisme de testare P. aeruginosa, E. hirae, S.
aureus si C. albicans la raportul de concentratie de contact de 0,5 % / 7 min. S-a observat activitate
fungicida suficientd (log RF > 4) Tmpotriva organismului de testat A. brasiliensis pentru
concentratia/timp de contact - relatii 2 % / 75 min si 7 % / 60 min. Fata de M. terrae si M. avium
(eficacitate micobactericidd), produsul a prezentat o activitate suficienta la concentratia timpului de
contact - relatie 0,5 %/5 min (log RF > 4).

Prin urmare, se poate recomanda includerea produsului Stabimed ultra in Lista VAH a
dezinfectantilor ca produs pentru dezinfectia instrumentelor, dupa cum urmeaza:

Stabimed ultra:
Activitate bactericida si drojdicida 0.5% /1 min*
Activitate fungicida 2% / 15 min
Activitate micobactericida 1.5% /5 min
1% / 15 min
0.5/30 min
e Timpii de contact mai mici de 5 min vor fi inregistrati ca 5 min in VAH Lista
Dezinfectantilor.

Greifswald, 14.09.2017
Semnatura; indescifrabila



Dr. rer. Med. (Dipl. Biol.) Torsten Koburger-Janssen
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B. Braun Medical AG
Seesatz
6204 Sempach
Elvetia

Numar client Data
324 11 noiembrie 2014
RAPORT A 14245

STABIMED ULTRA
DEZINFECTARE INSTRUMENT

Acest raport de testare reprezintd o transcriere a raportului de testare original (raportul de testare
Hygiene Nord GmbH A 11018, datat 01 iulie 2011) la numele produsului Stabimed ultra. Toate
testele mentionate mai jos au fost efectuate folosind mostre de produse sub denumirea de Helix
ultra. Datoritd confirmarii de cétre producator a identitatii formuldrii ramase, toate rezultatele si
recomandarile raportului de testare original pot fi, prin urmare, transcrise in Stabimed ultra.

In consecintd, acest nume de produs este acum utilizat in acest raport de testare.

Scop

Activitatea bactericida, fungicida si micobacteridd a produsului Stabimed ultra (B.Braun Medical
AG, Sempach, Elvetia) ca dezinfectant pentru instrumente ar trebui sa fie evaluata prin teste in vitro
si prin teste care simuleaza conditiile de utilizare zilnicd, in conformitate cu ,,Metodele standard ale
Societatii Germane de Igiend si Microbiologie (DGHM) pentru testarea proceselor de dezinfectare
chimica” si ,,Catalog de cerinte pentru includerea proceselor de dezinfectare chimica in lista DGHM
de dezinfectanti” (numar:2002-02-04).



Descrierea testului

Denumire produs:

Stabimed ultra

Numar lot:

1002BH0005

Producator:

B.Braun Medical AG

Data livrarii:

26 aprilie 2010 / 13 ianuarie 2011

Conditii de depozitare:

Temperatura camerei

Diluare produs: Apa
Data comenzii: 21 aprilie 2010
P100938 / P110069

Numar proba:

Perioada de testare:

10 mai 2010 - 27 iunie 2011

Baza:

Metode standard ale Societatii Germane de Igiena si Microbiologie (DGHM)
pentru testarea proceselor de dezinfectie chimicd (numar: 2001-09-01)

Catalog de cerinte pentru includerea proceselor de dezinfectare chimica in lista
DGHM a dezinfectantilor (numar: 2002-02-04)

Organisme de testare: Escherichia coli NCTC 10538
Pseudomonas aeruginosa ATCC 15442
Proteus mirabilis ATCC 14153
Enterococcus hirae ATCC 10541
Candida albicans ATCC 10231
Staphylococcus aureus ATCC 6538
Mycobacterium terrae ATCC 15755
Mycobacterium avium ATCC 15769
Aspergillus brasiliensis ATCC 16404

Solutie de testare:

2 % -0.001 %

Miros:

Aromatic

Aspect:

Pudra alba

Aspectul dilutiilor:

lichide limpezi, albastrui-turcoaz, care trec la incolore dupa aproximativ 30 min

Compozitie pe 100 de

grame:

0,16% acid peracetic (in solutia de produs 1 %)

pH:

2%: 7.45 1%: 7.63
0.25%: 7.77  0.01%: 7.46  WSH: 7.05

Neutralizator:

3 % Tween 80 + 0,3 % Lecitina + 0,1 % Histidina + 0,5 % Na-Tiosulfat
(neutralizator I11)

Timp de contact:

Imin/2min/5 min/ 10 min/ 15 min/30min /60 min

Substanta de interferenta:

0,3 % albumina + 0,3 % eritrocite de oaie

Temperatura de testare:

21+ 1°C

Temperatura de incubare:

36 + 1°C (C. albicans si A. brasiliensis:30 £ 1°C)




Metoda de testare

Alegerea unui neutralizator/MIC adecvat

Testul a fost efectuat in conformitate cu ,,Metodele standard ale Societdtii Germane de Igiend si
Microbiologie (DGHM) pentru testarea proceselor de dezinfectie chimicd (numar: 2001-09-01)”. n
consecinta, au fost utilizate urméatoarele organisme de testare:

- S. aureus ATCC6538

- E. coli K12 NCTC10538
- P. mirabilis ATCC14153
- P. aeruginosa ATCC15442
- E. hirae ATCC10541
- C. albicans ATCC10231

Testul se efectueaza folosind urmatorul mediu de crestere:
- bulion de soia triptic (TSB)

Produsul se dilueaza cu apd durd; testele se efectueazd la temperatura camerei (21+ 1°C).
Organismele de testat sunt incubate la 36 £ 1°C (C. albicans: 30 + 1°C). Rezultatele detaliate sunt
prezentate in tabelul 1.

Testarea calitativa a suspensiei

Testarea a fost efectuata in conformitate cu ,,Metodele standard ale Societatii Germane de Igiena si
Microbiologie (DGHM) pentru testarea proceselor de dezinfectie chimica (numar: 2001-09-01)”.
Activitatea bactericida si drojdicida a produsului Stabimed ultra a fost evaluata folosind urmatoarele
organisme de testare:

- S. aureus ATCC6538

- E. coli K12 NCTC10538
- P. mirabilis ATCC14153
- P. aeruginosa ATCC15442
- E. hirae ATCC10541
- C. albicans ATCC10231

Produsul se dilueaza cu apd durd; testele se efectueazd la temperatura camerei (21+ 1°C).
Organismele de testat sunt incubate la 36 + 1°C (de exemplu, albicans: 30 + 1°C). Rezultatele
detaliate sunt prezentate in tabelul 2.

Testarea calitativa a suspensiei in conditii murdare

Se adauga o suspensie de organism de testat la o proba de produs Stabimed ultra (diluat cu apa dura,
dacd este necesar) inclusiv substanta interferenta (0,3 % albumind + 0,3 % eritrocite de oaie -
conditii murdare).

Amestecul este mentinut la 21 + 1°C pentru timpul de contact necesar. La sfarsitul timpului de
contact, se ia o alicotd; activitatea microbicidd din aceastd portiune este imediat neutralizata.
Numadrul de organisme de testare supravietuitoare din fiecare proba se determind prin depunerea
alicotelor din suspensiile de testare neutralizate si dilutiile acestora. Reducerea se calculeaza in
raport cu o proba care contine apd in locul produsului de testat (controlul apei, controlul WSH).



Conditiile experimentale, netoxicitatea neutralizatorului si metoda de diluare-neutralizare sunt
validate conform metodelor standard DGHM:

- Col=  Controlul apei (WSH)
- Co2= Validarea metodei (metoda de diluare-neutralizare)
- Co3=  Non-toxicitatea neutralizatorului

Testul a fost efectuat folosind ca organisme de testare Pseudomonas aeruginosa, Staphylococcus
aureus, Enterococcus hirae, Candida albicans, Aspergillus brasiliensis, Mycobacterium avium si
Mycobacterium terrae.

Rezultatele sunt prezentate in tabelele 3 - 10.

Testarea cantitativa a purtatorului - Dezinfectarea instrumentelor

Testarea a fost efectuatd in conformitate cu ,,Metodele standard ale Societatii Germane de Igiena si
Microbiologie (DGHM) pentru testarea proceselor de dezinfectie chimica (numar: 2001-09-011".
Activitatea bactericidd, drojdicida, fungicida si micobacteridd a produsului de testat Stabimed ultra
a fost evaluata folosind urmatoarele organisme de testare:

- P. aeruginosa
- S. aureus

- M. terrae

- A. brasiliensis
- E. hirae

- C. albicans

- M. avium

Produsul a fost diluat cu apa dura daca este necesar; testele au fost efectuate la temperatura camerei
(21£ 1°C).

Organismele de testat sunt incubate la 36 + 1°C (C. albicans, A. brasiliensis: 30 + 1°C). Rezultatele
detaliate sunt prezentate in tabelele 11-17.

Ca purtatori de germeni se folosesc lamele din sticla matd (15 x 60 x 1 mm) cu o zona de testare
specifica. Lamele de sticld au fost fierte intr-o solutie de sd@pun moale timp de 10 minute, spélate cu
A. dest. de 3 ori si in cele din urma clatite cu etanol (70 Vol%), inainte de a fi fie folosite pentru
testare, fie depozitate aseptic. Pentru testare, 0,05 ml din suspensia de testare, inclusiv substanta
interferentd, au fost raspandite pe zona de testare a lamelor. Dupa un timp de uscare de cel mult 1
ord, purtdtorii sunt introdusi intr-un tub cu surub care contine 10 ml de solutie de testare a
produsului. La sfarsitul timpului de contact necesar, purtatorii sunt transferati in tuburi cu surub
care contin 10 ml de TSB cu neutralizator si bile de sticld. Aceste tuburi au fost apoi agitate timp de
15 secunde pentru a elibera organismele de testare viabile raimase de pe suprafata de testare. Alicote

din solutia rezultatd de neutralizare a testului si dilutiile acesteia au fost placate conform tabelelor
11-17.



Rezultate

Selectarea neutralizatorului / concentratia minima inhibitorie (MIC)

In conformitate cu rezultatele testelor prezentate in tabelul 1, combinatia 3 % Tween 80 + 0,3 %
Lecitind + 0,1 % Histidina + 0,5 % Na-Tiosulfat (neutralizant III) a fost selectatd ca neutralizator
adecvat. O concentratie de produs de 0,125 % a fost determinata ca concentratie inhibitorie minima
la timpul de contact determinat metodic de 48 de ore.

Testarea calitativa a suspensiei

Rezultatele testelor prezentate in tabelul 2 indicd o activitate bactericida si drojdicidd a produsului
de testat Stabimed ultra (0,125% / 15 min). Activitatea produsului de testat impotriva organismului
de testat E. coli nu este mai mare decit impotriva P. aeruginosa. Tn acord cu catalogul DGHM de
cerinte pentru includerea proceselor de dezinfectare chimicd in lista DGHM de dezinfectanti
(numar: 2002-02-04), E. coli nu a fost, prin urmare, inclusa in testarea cantitativd a suspensiei
(consultati mai jos).

Testarea calitativa a suspensiei

Conform ,,Catalogului cerintelor pentru includerea proceselor de dezinfectare chimicd in lista
DGHM de dezinfectanti (numar: 2002-02-04)”, lotul 1002BHO0005 al produsului Stabimed ultra,
aplicat la o concentratie de produs de 0,5 % sau 0,25 % la 21°C, poseda activitate bactericida (log R
> 5) si drojdicida (log R > 4) in | min sau, respectiv, 5 min, in conditii murdare (0,3 % albumina +
0,3 % eritrocite de oaie) pt. tulpinile de referinta P. aeruginosa. P. mirabilis, S. aureus. E. hirae si C.
albicans (tabelele 3 - 7).

Pentru activitatea fungicida, produsul a prezentat activitate suficienta (log R = 4) in acele conditii la
relatiile concentratie/timp de contact 2 % / 15 min, 1,5 % / 30 min (media a trei probe) sau, oarecum
mai sigur, 2 % / 30 min (doud din doua testari) si 1 % / 60 min (media a patru testari) sau, oarecum
mai sigur, 1,5 % / 60 min (trei din trei testari), respectiv, fatd de organismul de testat A. brasiliensis
(tabelele 8.1 - 8.4).

Produsul Stabimed ultra prezinta si o activitate micobactericidd suficientd (M. terrae si M. avium;
log R > 4) la raporturile concentratie/timp de contact 1,5 % /5 min, 1 % / 15 min si 0,5 % / 30 min +
60 min 1n aceste conditii (tabelele 9 - 10).

Testarea cantitativa a purtatorului - Dezinfectarea instrumentelor

Conform ,,Catalogului cerintelor pentru includerea proceselor de dezinfectare chimica in lista
DGHM de dezinfectanti (numar: 2002-02-04)”, lotul 1002BHO0005 al produsului Stabimed ultra,
aplicat la o concentratie de produs de 0,5 % la 21°C , poseda activitate bactericidd (log R > 5) si
drojdicida (log R > 4) in | min 1n conditii murdare pentru tulpinile de referintd P. aeruginosa. S.
aureus. E. hirae si C. albicans.

Pentru activitatea fungicida, produsul a prezentat activitate suficientd (log R > 4) impotriva
organismului de testat A. brasiliensis in acele conditii la relatiile concentratie / timp de contact 2 % /
15 min (media a doua serii de testare), 2 % / 30 min (doud din doua serii de testare) si 1 % / 60 min
(doua din doua serii de testare).

Produsul Stabimed ultra prezintd, de asemenea, activitate micobacterida suficienta (M. terrae si M.
avium; log R > 4) la relatia concentratie / timp de contact 0,5 % I 5 min in acele conditii (tabelele
11-17).


user
Highlight


Rezumat

Pe baza rezultatelor rezumate mai sus, produsul Stabimed ultra posedad eficacitate bactericida si
drojdicida la raportul concentratie / timp de contact 0,5 % / 1 min, activitate micobactericida la
relatiile concentratie / timp de contact 1,5 % 15 min, 1 % / 15 min s1 0,5 % / 30 min. + 60 min si
activitate fungicida la relatiile concentratie / timp de contact 2 % 115 min + 30 min si 1 % / 60 min
atunci cand este testat ca dezinfectant pentru instrumente in conformitate cu Metodele standard
DGHM (2001). Rezultatele sunt validate in conformitate cu Cerintele DGHM.

Greifswald, 11 noiembrie 2014

Semnatura: indescifrabila Semnatura: indescifrabila
Dr. rer. med. (Dipl.Biol.) T. Koburger Prof. Dr. Med. A. Kramer
- Manager general- Stampila MD pentru Igiena si Medicina Mediului



Tabel 1: Identificarea unui neutralizator adecvat (conform metodelor standard DGHM, 2001)

Data: 11 mai 2010 Numar comanda: A14245
Substanta: Stabimed ultra Numdr proba: P100938
Organism de testare: | Consultati tabelul 1 Numar lot: 1002BH0005
Temperatura de | 37°c (30°c C. | Testare suspensie: Consultati tabelul 1
incubare: albicans)
Perioada de incubare: | 48 h Temperatura de | 37°c (30°c C.
reactie: albicans)
Timp de reactie: 48 h




Concentratie (%) S. aureus E. coli P. mirabilis P. aeruginosa E. hirae C. albicans
5.00*10%fu/ml 1.50*10%fu/ml 5.00*10%fu/ml 1.50*10%fu/ml 2.50*10%fu/ml 2.70*10%fu/ml
(9.70 log) (9.18 log) (9.70 log) (9.18 log) (9.40 log) (8.43 log)
0 1 11 XXVII 0 1 1l XXVII 0 1 1l XXVII 0 1 11l XXVII 0 1 11l XXVII 0 1 11l XXVII
2 - - + + - - + + - - + + - - + + - - + + - - + +
1 - - + + - - + + - - + + - (+) | + + - - + + - (+) | + +
0.5 - + + + - + + + - + + + - + + + - + + + - + + +
0.25 - + + + - + + + - + + + - + + + - + + + - + + +
0.125 - + + + - + + + - + + + - + + + - + + + - + + +
Control* + + + + + + + + + + + + + + + + + + + + + + + +
Control * = WSH
1| = 3 % Tween 80 + 3 % Saponina + 0,1% Histidind + 0,1% Cisteind
Il = 3 % Tween 80 + 0,3 % Lecitind + 0,1 % Histidina + 0,5 % Na-Tiosulfat
XXVII = 1% Tween 80 + 3 % Saponina + 0,5 % No-Tiosulfat + 0,1% Histidind in VE

(+)

= nicio crestere
= crestere
= crestere minima




Tabel 2: Rezultatele testarii calitative a suspensiei (conform metodelor standard DGHM, 2001)

Data: 9 iunie 2010 Numar comanda: Al14245
Substanta: Stabimed ultra Numdr proba: P100938
Organism de testare: | Consultati tabelul 2 Numar lot: 1002BH0005
Temperatura de | 37°c (30°c C. | Testare suspensie: Consultati tabelul 2
incubare: albicans)
Perioada de incubare: | 48 h Neutralizator: i
Concentratie S. aureus E. coli P. mirabilis P. aeruginosa E. hirae C. albicans
9.70 log cfu/ml 9.68 log cfu/ml 9.67 log cfu/ml 9.38log cfu/ml 9.63log cfu/ml 8.70log cfu/ml
ATCC 6538 NCTC 10538 ATCC 14153 ATCC 15442 ATCC 10541 ATCC 10231
% 1 5 15 1 5 15 1 5 15 1 5 15 1 5min | 15 1 5 15
min | min | min_| min | min | min min | min | min | min | min | min_| min min | min | min | min
0.125 - - - - - - - - - - - - - - + OHE
0.0625 - - - - - GEEGHEE - - + + +
0.03125 - - - - - GEEGHEE - - - - + + +
0.001 + + + + + + + + + + + + + + + + + +
Control* + + + + + + + + + + + + + + + + + +
* = WSH
- = nicio crestere
+ = crestere

(+)

crestere minima




Tabel 3: Rezultatele testarii calitative a suspensiei (conform DGHM 2001)

Data: 9 februarie 2011 Numar comanda: A14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: P. aeruginosa Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 24 h Lot-numar: 1002BH0005
Testare suspensie: 1.70*10%fu/ml (9.23 log) | Numar proba: P 110069
Metoda: Metoda diluare-
neutralizare
Concentratie Dilutie Timp de contact: 1 min Timp de contact: 2 min Timp de contact: 5 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF Cfu/placd | Logio(X) | RF
0.25% 1 ml 10° 2 0.30 6.67 0 0.00 >7.11 0 0.00 >7.10
0.1ml10° |0 0 0
0.1ml10? |0 0 0
0.1ml102 | 0 0 0
0.1% 1 ml 10° > 300 > 300 > 300
0.1 ml 10° | >300 > 300 > 300
0.1 ml 10 | > 300 > 300 > 300
0.1 ml 10 | > 300 >5.48 <1.59 > 300 >5.48 <1.63 > 300 >5.48 <1.62
0.01% 1 ml 10° > 300 > 300 > 300
0.1 ml10° | >300 > 300 > 300
0.1 ml 10 | > 300 > 300 > 300
0.1 ml 10 | > 300 >5.48 <1.59 > 300 >5.48 <1.63 > 300 >5.48 <1.62
WSH (co 1) | 1ml10? > 300 > 300 > 300
0.1 ml 10° | > 300 > 300 > 300
0.1 ml 10* | 116 7.06 128 7.11 112 7.10
0.1ml 10° | 8 12 14




Controale si validare:

Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)

Control 2 (co2) 0.1 ml 10° 112 1.12E+04 4.05

0.1 ml 10% 11
Control 3 (co3) 0.1 ml 10° 124 1.12E+04 4.09

0.1 ml 10? 12
Suspensie validare: 1.70E+04 4.23

0.25% - 5 min Controale ok? Da




Tabel 4: Rezultatele testarii calitative a suspensiei (conform DGHM 2001)

Data: 9 februarie 2011 Numair comanda: Al14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: P. mirabilis Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 24 h Lot-numar: 1002BH0005
Testare suspensie: 2.30%10%fu/ml (9.36 log) | Numar proba: P 110069
Metoda: Metoda diluare-
neutralizare
Concentratie |  Dilutie Timp de contact: 1 min Timp de contact: 2 min Timp de contact: 5 min
Cfu/placa | Logio(X) RF Cfu/placa | Logio(X) RF Cfu/placa | Logi0(X) RF
0.25% 1 ml 10° 0 0.00 >17.27 0 0.00 >17.25 0 0.00 >7.17
0.1ml10° |0 0 0
0.1ml10?t |0 0 0
0.1ml102 |0 0 0
0.1% 1 ml 10° 0 0.00 >17.27 0 0.00 >17.25 0 0.00 >17.17
0.1ml10° |0 0 0
0.1ml10! |0 0 0
0.1ml102 | 0 0 0
0.01% 1 ml 10° > 300 > 300 > 300
0.1 ml 10° | > 300 > 300 > 300
0.1 ml 10t | >300 > 300 > 300
0.1 ml 102 | > 300 >5.48 <1.79 > 300 >5.48 <1.77 > 300 >5.48 <1.70
WSH (col) |1ml102 | >300 > 300 > 300
0.1 ml 102 | >300 > 300 > 300
0.1 ml 10* | 190 7.27 183 7.25 159 7.17
0.1 ml 10° | 18 17 14




Controale si validare:

Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)

Control 2 (co2) 0.1 ml 10° 165 1.65E+04 4.21

0.1 ml 10% 16 1.60E+04
Control 3 (co3) 0.1 ml 10° 209 2.09E+04 431

0.1 ml 10? 20 2.00E+04
Suspensie validare: 2.30E+04 4.36

0.25% - 5 min Controale ok? Da




Tabel 5: Rezultatele testarii calitative a suspensiei (conform DGHM 2001)

Data: 7 februarie 2011 Numar comanda: A14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: S. aureus Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 24 h Lot-numar: 1002BH0005
Testare suspensie: 4.90*10%fu/ml (9.69 log) | Numdr proba: P 110069
Metoda: Metoda diluare-
neutralizare
Concentratie Dilutie Timp de contact: 1 min Timp de contact: 2 min Timp de contact: 5 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF Cfu/placd | Logio(X) | RF
0.5% 1ml10° |0 0.0 >7.32 0 0.00 >17.34 0 0.00 >17.36
0.1ml10° |0 0 0
0.1ml10? |0 0 0
0.1ml102 | 0 0 0
0.25% 1ml10° |0 0.00 >7.32 0 0.00 >17.34 0 0.00 >17.36
0.1ml10° |0 0 0
0.1ml10?! |0 0 0
0.1ml102 |0 0 0
0.1% 1 ml 10° > 300 0 0.00 >7.34 0 0.00 >17.36
0.1 ml 10° | 283 3.45 3.84 0 0
0.1 ml 107 | 32 3.51 0 0
0.1ml102 |7 0 0
0.01% 1 ml 10° > 300 > 300 > 300
0.1 ml 10° | >300 > 300 > 300
0.1 ml 10t | >300 > 300 > 300
0.1 ml 102 | > 300 >5.48 <184 > 300 >5.48 <1.86 > 300 >5.48 <1.88
WSH (co 1) | 1ml10? > 300 > 300 > 300
0.1 ml 102 | > 300 > 300 > 300
0.1 ml 10* | 204 7.32 197 7.34 183 7.36
0.1ml10° | 21 24 27




Controale si validare:

Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)

Control 2 (co2) 0.1 ml 10° 169 1.65E+04 4.28

0.1 ml 10? 21 2.10E+04
Control 3 (co3) 0.1 ml 10° 157 1.57E+04 4.25

0.1 ml 10? 20 2.00E+04
Suspensie validare: 4.90E+04 4.69

0.25% - 5 min Controale ok? Da




Tabel 6: Rezultatele testarii calitative a suspensiei (conform DGHM 2001)

Data: 7 februarie 2011 Numar comanda: A14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: E. hirae Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 24 h Lot-numar: 1002BH0005
Testare suspensie: 1.70*10%fu/ml (9.23 log) | Numar proba: P 110069
Metoda: Metoda diluare-
neutralizare
Concentratie Dilutie Timp de contact: 1 min Timp de contact: 2 min Timp de contact: 5 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF Cfu/placd | Logio(X) | RF
0.25% 1ml10° |0 0.00 >7.34 0 0.00 >17.37 0 0.00 >7.31
0.1ml10° |0 0 0
0.1ml10? |0 0 0
0.1ml102 | 0 0 0
0.1% 1 ml 10° 0 0.00 >17.34 0 0.00 >7.37 0 0.00 >7.31
0.1ml10° |0 0 0
0.1ml10?! |0 0 0
0.1ml102 |0 0 0
0.01% 1 ml 10° > 300 > 300 > 300
0.1 ml10° | >300 > 300 > 300
0.1 ml 10 | > 300 > 300 > 300
0.1 ml 10 | > 300 >5.48 <1.86 > 300 >5.48 <1.90 > 300 >5.48 <1.84
WSH (co 1) | 1ml10? > 300 > 300 > 300
0.1 ml 10° | > 300 > 300 > 300
0.1 ml 10* | 198 7.34 214 7.37 191 7.31
0.1ml10° | 24 26 22




Controale si validare:

Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)

Control 2 (co2) 0.1 ml 10° 148 1.48E+04 4.25

0.1 ml 10% 21 2.10E+04
Control 3 (co3) 0.1 ml 10° 189 1.89E+04 4.28

0.1 ml 10" 19 1.90E+04
Suspensie validare: 1.70E+04 4.23

0.25% - 5 min Controale ok? Da




Tabel 7: Rezultatele testarii calitative a suspensiei (conform DGHM 2001)

Data: 23 martie 2011 Numaér comanda: Al14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: C. albicans Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 48 h Lot-numar: 1002BH0005
Testare suspensie: 5.00*108fu/ml (8.70 log) | Numar proba: P 110069
Metoda: Metoda diluare-
neutralizare
Concentratie Dilutie Timp de contact: 1 min Timp de contact: 2 min Timp de contact: 5 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF Cfu/placd | Logio(X) | RF
1% 1 ml 10° 4 0.60 5.86 0 0.00 > 6.49 0 0.00 > 6.46
0.1ml10° |0 0 0
0.1ml10? |0 0 0
0.1ml102 | 0 0 0
0.75% 1 ml 10° 16 1.20 5.26 0 0.00 > 6.49 0 0.00 > 6.46
0.1ml10° |0 0 0
0.1ml10?! |0 0 0
0.1ml102 |0 0 0
0.5% 1 ml 10° 2 0.30 6.16 0 0.00 > 6.49 4 0.60 5.86
0.1ml10° |0 0 0
0.1ml10?t |0 0 0
0.1ml 102 |0 0 0
0.25% 1 ml 10° > 300 > 300 0 0.00 > 6.46
0.1 ml 10° | >300 120 3.08 3.41 0
0.1ml 10% | 178 4.25 2.10 13 0
0.1 ml 102 | 30 4.48 1 0
WSH (co1) | 1ml10* > 300 > 300 > 300
0.1 ml 102 | > 300 > 300 > 300
0.1 ml 103 | 279 6.46 291 6.49 279 6.46
0.1 ml 10* | 30 32 30




Concentratie | Dilutie Timp de contact: 15 min
Cfu/placa | Logio(X) | RF
0.75% 1 ml 10° 0 0.00 > 6.46
0.1ml10° |0
0.1ml10* | O
0.1ml102 |0
0.5% 1 ml 10° 0 0.00 > 6.46
0.1ml10° |0
0.1ml10! |0
0.1ml 102 | O
0.25% 1ml10° |0 0.00 > 6.46
0.1ml10° | O
0.1ml10* | O
0.1ml 102 |0
WSH (co1) |[1ml10? |[>300
0.1 ml 102 | > 300
0.1 ml 103 | 285 6.46
0.1ml10* | 29
Controale si validare:
Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° 260 2.60E+04 4.41
0.1 ml10? 25 2.50E+04
Control 3 (co3) 0.1 ml 10° 280 2.80E+04 4.45
0.1 ml10? 29 2.90E+04
Suspensie validare: 5.00E+04 4.70
1% - 5 min Controale ok? Da




Tabel 8.1: Rezultatele testarii calitative a suspensiei (conform DGHM 2001)

Data: 3 februarie 2011 Numar comanda: Al14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: A. brasiliensis Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 30 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 72 h Lot-numar: 1002BH0005
Testare suspensie: 1.50*10%fu/ml (8.18 log) | Numar proba: P 110069
Metoda: Metoda diluare-
neutralizare
Concentratie | Dilutie Timp de contact: 5 min Timp de contact: 15 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF

2% 1 ml 10° > 300 n.d. n.d. n.d.

0.1 ml 10° | >300 n.d.

0.1 ml 107" | 144 4.16 1.55 n.d.

0.1 ml 102 | 16 4.20 n.d. n.d. n.d.
1.5% 1 ml 10° > 300 n.d.

0.1 ml 10° | >300 n.d.

0.1 ml 10 | 236 4.37 1.33 n.d.

0.1 ml 102 | 27 4.43 n.d. n.d. n.d.
1% 1 ml 10° > 300 n.d.

0.1 ml10° | >300 n.d.

0.1 ml 10 | > 300 n.d.

0.1 ml 10 | 46 4.66 1.07 n.d. n.d. n.d.
WSH (co1) |1ml10t |>300 n.d.

0.1 ml 102 | > 300 n.d.

0.1ml 103 | 54 5.73 n.d.

0.1 ml10* | 6 n.d.




Concentratie | Dilutie Timp de contact: 30 min Timp de contact: 60 min
Cfu/placa | Logio(X) RF Cfu/placa | Logio(X) RF
1.5% 1 ml 10° > 300 0 0.00 >5091
0.1 ml10° |27 2.43 3.39 0
0.1 ml10? | 3 0
0.1ml102 |0 0
1% 1 ml 10° 26 141 4.40 0 0.78 5.14
0.1ml10° |3 0
0.1ml10! |0 0
0.1ml102 |0 0
0.5% 1 ml 10° > 300 > 300
0.1 ml 10° | >300 > 300
0.1 ml 10 | > 300 212 4.33 1.56
0.1 ml 102 | 69 4.84 0.98 24 4.38
WSH (co1) | 1ml10? > 300 > 300
0.1 ml 10 | > 300 > 300
0.1 ml 10° | 66 5.82 82 5.91
0.1ml10* |7 10
Controale si validare:
Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° 121 1.21E+04 4.08
0.1 ml 10? 11
Control 3 (co3) 0.1 ml 10° 106 1.06E+04 4.03
0.1 ml 10? 9
Suspensie validare: 1.50E+04 4.18
2.0% - 60 min Controale ok? Da




Tabel 8.2: Rezultatele testarii calitative a suspensiei (conform DGHM 2001)

Data: 8 aprilie 2011 Numar comanda: A14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: A. brasiliensis Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 30 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 72 h Lot-numar: 1002BH0005
Testare suspensie: 1.50*10%fu/ml (8.18 log) | Numar proba: P 110069
Metoda: Metoda diluare-
neutralizare
Concentratie | Dilutie Timp de contact: 5 min Timp de contact: 15 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF
2% 1 ml 10° n.d. n.d. n.d. 0 0.00 >6.09
0.1ml10° | nd. 0
0.1 ml 10? | n.d. 0
0.1 ml 102 | n.d. n.d. n.d. 0
1% 1 ml 10° n.d. >300
0.1ml10° | nd. >300
0.1 ml 10" | nd. 128 411 1.76
0.1 ml 102 | n.d. n.d. n.d. 36 4.56
0.5% 1 ml 10° n.d. >300
0.1ml10° | n.d. >300
0.1 ml 107" | nd. 30 3.48 1.90
0.1 ml 102 | n.d. n.d. n.d. 83 4.92
WSH (co1) |1ml10! |n.d. >300
0.1 ml 102 | nd. >300
0.1 ml 10° | n.d. 124 6.09
0.1 ml 10* | nd. 12




Concentratie | Dilutie Timp de contact: 30 min Timp de contact: 60 min
Cfu/placa | Logio(X) RF Cfu/placa | Logio(X) RF
2% 1ml10° |0 0.00 >5.94 0.00 >6.16
0.1ml10° |0
0.1ml10?t |0
0.1ml102 |0
1% 1ml10° | >300 >300
0.1 ml 10° | >300 2.64 3.52
0.1ml 10! | 88 3.94 1.84
0.1 ml 102 | 18 4.26
0.5% 1 ml 10° >300 >300
0.1 ml 10° | >300 >300
0.1 ml 10 | >300 >300
0.1 ml 10 | 58 4.76 1.18 4.64 1.52
WSH (co1) | 1ml10? >300 >300
0.1 ml 10 | >300 >300
0.1 ml 103 | 87 5.94 6.16
0.1ml10* | 9
Controale si validare:
Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° 138 1.38E+04 4.14
0.1 ml 10? 14 1.40E+04
Control 3 (co3) 0.1 ml 10° 172 1.72E+04 4.23
0.1 ml 10? 17 1.70E+04
Suspensie validare: 1.50E+04 4.18
2.0% - 60 min Controale ok? Da




Tabel 8.3: Rezultatele testarii calitative a suspensiei (conform DGHM 2001)

Data: 16 mai 2011 Numar comanda: A14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: A. brasiliensis Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 30 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 72 h Lot-numar: 1002BH0005
Testare suspensie: 2.20*108fu/ml (8.34 log) | Numar proba: P 110069
Metoda: Metoda diluare-
neutralizare
Concentratie | Dilutie Timp de contact: 5 min Timp de contact: 15 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF
2% 1 ml 10° n.d. n.d. n.d. 2 0.30 6.11
0.1ml10° | n.d. 0
0.1ml 10! | nd. 0
0.1 ml 102 | nd. n.d. n.d. 0
1% 1 ml 10° n.d. >300
0.1ml10° | nd. >300
0.1 ml 107 | n.d. 137 4.14 2.25
0.1 ml 102 | n.d. n.d. n.d. 15 4.18
0.5% 1 ml 10° n.d. n.d. n.d. n.d.
0.1ml10° | n.d. n.d.
0.1 ml 107" | nd. n.d.
0.1 ml 102 | n.d. n.d. n.d. n.d.
WSH (co1) |1ml10! |n.d. >300
0.1 ml 102 | nd. >300
0.1ml 103 | nd. 252 6.41
0.1 ml 10* | n.d. 26




Concentratie | Dilutie Timp de contact: 30 min Timp de contact: 60 min
Cfu/placa | Logio(X) RF Cfu/placa | Logio(X) RF
2% 1 ml 10° n.d. n.d. n.d. n.d. n.d. n.d.
0.1ml10° | n.d. n.d.
0.1 ml 10" | nd. n.d.
0.1 ml 102 | nd. n.d.
1,5% 1 ml 10° >300 1 0.00 6.40
0.1ml10° | 79 2.90 3.47 0
0.1ml10! |8 0
0.1ml102 |0 0
1% 1 ml 10° >300 >300
0.1 ml 10° | >300 >300
0.1 ml 10 | >300 >300
0.1 ml 10 | 108 5.03 1.33 46 4.66 1.73
WSH (co1) | 1ml10? >300 >300
0.1 ml 10 | >300 >300
0.1 ml 103 | 236 6.37 247 6.40
0.1 ml10* | 23 25
Controale si validare:
Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° 172 1.72E+04 4.23
0.1 ml 10? 17 1.70E+04
Control 3 (co3) 0.1 ml 10° 198 1.98E+04 4.29
0.1 ml 10? 19 1.90E+04
Suspensie validare: 2.20E+04 4.34
2.0% - 60 min Controale ok? Da




Tabel 8.4: Rezultatele testarii calitative a suspensiei (conform DGHM 2001)

Data: 10 iunie 2011 Numar comanda: A14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: A. brasiliensis Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 30 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 72 h Lot-numar: 1002BH0005
Testare suspensie: 1.70*10%fu/ml (8.23 log) | Numar proba: P 110069
Metoda: Metoda diluare-
neutralizare
Concentratie | Dilutie Timp de contact: 5 min Timp de contact: 15 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF
2% 1 ml 10° n.d. n.d. n.d. 0 0.00 >6.14
0.1ml10° | n.d. 0
0.1ml 10! | nd. 0
0.1 ml 102 | nd. n.d. n.d. 0 0.00 >6.14
1% 1 ml 10° n.d. 0
0.1ml10° | nd. 0
0.1 ml 107 | n.d. 0 4.14 2.25
0.1 ml 102 | n.d. n.d. n.d. 0
0.5% 1 ml 10° n.d. 62 1.79 4.35
0.1ml10° | n.d. 5
0.1 ml 107" | nd. 0
0.1 ml 102 | n.d. n.d. n.d. 0
WSH (co1) |1ml10! |n.d. >300
0.1 ml 102 | nd. >300
0.1 ml 102 | n.d. 137 6.41
0.1 ml 10* | n.d. 14




Concentratie | Dilutie Timp de contact: 30 min Timp de contact: 60 min
Cfu/placa | Logio(X) RF Cfu/placa | Logio(X) RF
2% 1 ml 10° 0 0.00 >6.27 0 0.00 >6.25
0.1ml10° |0 0
0.1ml10?t |0 0
0.1ml102 |0 0
1,5% 1ml10° |0 0.00 >6.27 0 0.00 > 6.25
0.1ml10° |0 0
0.1ml10! |0 0
0.1ml102 |0 0
1% 1 ml 10° 9 0.95 5.32 0 0.00 >6.25
0.1ml10° |0 0
0.1ml10?t |0 0
0.1ml102 |0 0
WSH (co1) | 1ml10? >300 >300
0.1 ml 10 | >300 >300
0.1 ml 10° | 182 6.27 187 6.25
0.1ml10* | 19 17
Controale si validare:
Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° 194 1.94E+04 4.28
0.1 ml 10? 19 1.90E+04
Control 3 (co3) 0.1 ml 10° 202 2.02E+04 4.31
0.1 ml 10? 12 2.10E+04
Suspensie validare: 1.70E+04 4.23
2.0% - 60 min Controale ok? Da




Tabel 9: Rezultatele testarii calitative a suspensiei (conform DGHM 2001)

Data: 16 februarie 2011 Numar comanda: A14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: M. terrae Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 14 zile — 21 de zile Lot-numar: 1002BH0005
Testare suspensie: 2.20*108fu/ml (9.34 log) | Numar proba: P 110069
Metoda: Metoda diluare-
neutralizare
Concentratie | Dilutie Timp de contact: 5 min Timp de contact: 15 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF
1.5% 1 ml 10° 186 2.27 5.11 0 0.00 >7.28
0.1ml10° | 16 2.20 0
0.1ml10! |3 0
0.1ml 102 | O n.d. 0 6.28
1% 1 ml 10° >300 10 1.00
0.1 ml 10° | >300 1
0.1 ml 10 | >300 0
0.1 ml 10 | >300 >5.48 <1.87 0
0.5% 1 ml 10° >300 >300
0.1 ml 10° | >300 >300
0.1 ml 10 | >300 >300
0.1 ml 10 | >300 >5.48 <1.87 39 4.59 2.68
WSH (co1) |1ml101 | >300 >300
0.1 ml 102 | >300 >300
0.1 ml 10° | 224 7.35 187 7.28
0.1 ml10* | 22 19




Concentratie | Dilutie Timp de contact: 30 min Timp de contact: 60 min
Cfu/placa | Logio(X) RF Cfu/placa | Logio(X) RF
1% 1 ml 10° 0 0.00 >7.31 0 0.00 >7.38
0.1ml10° |0 0
0.1ml10?t |0 0
0.1ml102 |0 0
0,5% 1 ml 10° 142 2.15 5.15 8 0.90 6.48
0.1ml10° |12 0
0.1ml10? |2 0
0.1ml102 |0 0
0,25% 1 ml 10° >300 >300
0.1 ml 10° | >300 >300
0.1 ml 10 | >300 >300
0.1 ml 10 | >300 >5.48 <183 >300 >5.48 <1.90
WSH (co1) | 1ml10? >300 >300
0.1 ml 10 | >300 >300
0.1 ml 10° | 205 7.31 242 7.38
0.1 ml 10* | 20 24
Controale si validare:
Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° 158 1.58E+04 4.21
0.1 ml 10? 17 1.70E+04
Control 3 (co3) 0.1 ml 10° 194 1.94E+04 4.28
0.1 ml 10? 19 1.90E+04
Suspensie validare: 2.20E+04 4.34
2.0% - 60 min Controale ok? Da




Tabel 10: Rezultatele testarii calitative a suspensiei (conform DGHM 2001)

Data: 24 februarie 2011 Numar comanda: Al14245
Substanti: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: M. avium Neutralizator: XXVII
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 + 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 14 zile — 21 de zile Lot-numar: 1002BH0005
Testare suspensie: 3.80*10%cfu/ml (9.58 log) | Numir probai: P 110069
Metoda: Metoda diluare-
neutralizare
Concentratie |  Dilutie Timp de contact: 5 min Timp de contact: 15 min
Cfu/placa | Logio(X) RF Cfu/placa | Logio(X) RF
1.5% 1 ml 10° 20 1.30 6.34 0 0.00 >7.62
0.1ml10° |1 0
0.1ml10t |0 0
0.1ml102 | 0 0
1% 1 ml 10° >300 12 1.08 6.54
0.1 ml 10° | >300 1
0.1 ml 10 | 49 3.69 3.95 1
0.1ml 102 | 4 194 3.29 4.36
0.5% 1 ml 10° >300 17 3.23
0.1 ml 10° | >300 2
0.1 ml 10 | >300 >300
0.1ml 10?2 | 214 5.33 2.31 39
WSH (col) | 1ml 101 >300 >300
0.1 ml 102 | >300 >300
0.1 ml 102 | >300 >300
0.1 ml 10* | 44 7.64 42 7.62




Concentratie |  Dilutie Timp de contact: 30 min Timp de contact: 60 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF
1% 1ml10° |0 0.00 >17.59 0 0.00 > 7.60
0.1ml10° |0 0
0.1ml10? |0 0
0.1ml102 |0 0
0,5% 1 ml 10° 186 2.27 5.32 34 1.53 6.07
0.1 ml 10° |12 1
0.1ml10? |1 0
0.1ml102 |0 0
0,25% 1 ml 10° >300 >300
0.1 ml 10° | >300 >300
0.1 ml 10 | >300 54 3.73 3.87
0.1 ml 102 | 36 4.56 3.03 6
WSH (co1) | 1ml10? >300 >300
0.1 ml 102 | >300 >300
0.1 ml 102 | >300 >300
0.1 ml 10* | 39 7.59 40 7.60
Controale si validare:
Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° >300
0.1 ml 10% 32 3.20E+04 451
Control 3 (co3) 0.1 ml 10° >300
0.1 ml 10? 36 3.60E+04 4.56
Suspensie validare: 3.80E+04 4.58
2.0% - 60 min Controale ok? Da




Tabel 11: Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor

Data: 22 martie 2011 Numar comanda: A14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: P. aeruginosa Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 24 h Lot-numar: 1002BH0005
Testare suspensie: 1.70*10%fu/ml (9.32 log) | Umiditate relativa: 17.2%

Timp de uscare: 50 min

Concentratie | Dilutie Timp de contact: 1 min Timp de contact: 2 min Timp de contact: 5 min
Cfu/placa | Logio(X) RF Cfu/placa | Logio(X) RF Cfu/placa | Logi0(X) RF

0.25% 2x(()).5 ml | O 0.00 >6.27 0 0.00 >6.33 0 0.00 >6.18

10

0.1ml10° |0 0 0

0.1ml10? |0 0 0

0.1ml102 |0 0 0
WSH (co1) |[1ml10? |>300 > 300 > 300

0.1 ml 102 | > 300 > 300 > 300

0.1ml10° | 186 6.27 216 6.33 144 6.18

0.1ml10* | 19 21 16
Controale si validare:

Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° 187 1.87E+05 5.29
0.1 ml 10? 20 2.00E+05
Control 3 (co3) 0.1 ml 10° 216 2.16E+05 5.37
0.1 ml 10? 25 2.50E+05
Suspensie validare: 1.70E+05 5.23
0.25% - 5 min Controale ok? Da




Tabel 11 (continuare): Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor

Data: 22 martie 2011 Numaér comanda: Al14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: P. aeruginosa Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 24 h Lot-numar: 1002BH0005
Testare suspensie: 4.50*%108cfu/ml (9.65 log) | Umiditate relativa: 17.2%

Timp de uscare: 50 min

Concentratie |  Dilutie Timp de contact: 1 min Timp de contact: 2 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF
0.25% 2x05 mljo 0 0.00 0.00 | >6.41 0 O 0.00 0.00 | >6.49
10° >6.41 >6.49
01ml10° [0 0 0 0
0.01ml10t |0 0 0 0
0.1ml102 |0 O 0 O
0.1% 2x(()).5 ml|10 3 130 0.78 511 563(0 O 0.00 0.00 | 6.49 6.49
10
01ml10° [0 0 0 0
0.1ml10t |0 0 0 0
0.1ml102 |0 0 0 O
WSH (co1) |1 ml 10T > 300 > 300
0.1 ml 10 > 300 > 300
0.1 ml 103 254 6.41 > 300
0.1 ml 10* 26 31 6.49




Concentratie | Dilutie Timp de contact: 5 min
Cfu/placa | Logio(X) | RF
0.25% 2x05 mlj0o O 0.00 0.00 | >6.64
10° > 6.64
01ml10° |0 0
0.1ml10t |0 0
0.1ml10% |0 0
0.1% 2x05 mlj0o O 0.00 0.00 | >6.64
10° > 6.64
01ml10° |0 0
0.1ml10* |0 0O
0.1ml102 |0 0
WSH (co1) | 1ml10? > 300
0.1 ml 102 > 300
0.1 ml 103 > 300 6.64
0.1 ml 10* 44
Controale si validare:
Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° 154 1.54E+05 5.18
0.1 ml 10" 15 1.50E+05
Control 3 (co3) 0.1 ml 10° 151 1.51E+05 5.16
0.1 ml 10™ 14 1.40E+05
Suspensie validare: 1.50E+05 5.65
0.25% - 5 min Controale ok? Da




Tabel 12 : Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor
Prima serie de teste

Data: 22 martie 2011 Numar comanda: A14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: P. aureus Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 24 h Lot-numar: 1002BH0005
Testare suspensie: 2.00*10°%fu/ml (9.30 log) | Umiditate relativi: 17.2%
Timp de uscare: 50 min
Concentratie |  Dilutie Timp de contact: 1 min Timp de contact: 2 min Timp de contact: 5 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF Cfu/placd | Logio(X) | RF
0.25% 2x0.5 ml |0 0.00 >6.26 0 0.00 >6.21 0 0.00 >6.23
10°
0.1ml10° |0 0 0
0.1ml10t |0 0 0
0.1ml102 | 0 0 0
WSH (col) | 1ml 10! > 300 > 300 > 300
0.1 ml 102 | > 300 > 300 > 300
0.1 ml 102 | 187 166 171
0.1 ml10* | 18 6.26 16 6.21 17 6.23




Controale si validare:

Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)

Control 2 (co2) 0.1 ml 10° 162 1.62E+05 5.19

0.1 ml 10 15 1.50E+05
Control 3 (co3) 0.1 ml 10° 189 1.89E+05 5.27

0.1 ml 10? 18 1.80E+05
Suspensie validare: 2.00E+05 5.30

0.25% - 5 min Controale ok? Da




Tabel 12 (Continuare) : Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor

A doua serie de teste

Data: 22 martie 2011 Numar comanda: A14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: P. aureus Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 24 h Lot-numar: 1002BH0005
Testare suspensie: 2.30*10°%fu/ml (9.36 log) | Umiditate relativi: 46.3%

Timp de uscare: 60 min

Concentratie | Dilutie Timp de contact: 1 min Timp de contact: 2 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF
0.25% 2x05 mlj0 O 0.00 0.00 | >6.51 0 0 0.00 0.00 |>6.49
10° >6.51 >6.49
01ml10° |0 O 0 O
0.1ml10t |0 0 0 O
0.1ml102 |0 0 0 0
0.1% 2x05 mlj0 O 0.00 >6.51 0 0 0.00 0.00 |>6.49
10° 0.00 >6.51 > 6.49
0.1ml10° |0 O 0 0
0.1ml10t |0 0 0 O
0.1ml102 |0 O 0 0
WSH (co1) | 1ml10* > 300 > 300
0.1 ml 102 | > 300 > 300
0.1 ml 10° | > 300 > 300
0.1 ml10* | 32 6.26 31 6.49




Concentratie | Dilutie Timp de contact: 5 min
Cfu/placa | Logwo(X) | RF
0.25% 2x05 mlj0o O 0.00 0.00 | >6.57
10° >6.57
0.1ml10° |0 O
0.1ml10t |0 0
0.1ml102 |0 O
0.1% 2x05 mlj0o O 0.00 0.00 | >6.57
10° >6.57
0.1ml10° |0 O
0.1ml10t |0 0
0.1ml102 |0 O
WSH (co1) | 1ml10? > 300
0.1 ml 102 > 300
0.1 ml 103 > 300
0.1 ml 10* 37 6.57
Controale si validare:
Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° 263 2.63E+05 5.42
0.1 ml 10% 26 2.60E+05
Control 3 (co3) 0.1 ml 10° 254 2.54E+05 5.40
0.1 ml 10? 25 2.50E+05
Suspensie validare: 2.30E+05 5.36
0.25% - 5 min Controale ok? Da




Tabel 13 : Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor
Prima serie de teste

Data: 22 martie 2011 Numar comanda: A14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: E. hirae Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 24 h Lot-numar: 1002BH0005
Testare suspensie: 5.00%10°%fu/ml (9.70 log) | Umiditate relativi: 17.2%
Timp de uscare: 50 min
Concentratie |  Dilutie Timp de contact: 1 min Timp de contact: 2 min Timp de contact: 5 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF Cfu/placd | Logio(X) | RF
0.25% 2x0.5 ml |0 0.00 >6.28 0 0.00 >6.27 0 0.00 >6.28
10°
0.1ml10° |0 0 0
0.1ml10t |0 0 0
0.1ml102 | 0 0 0
WSH (col) | 1ml 10! > 300 > 300 > 300
0.1 ml 102 | > 300 > 300 > 300
0.1 ml 102 | 193 189 191
0.1 ml 10* | 19 6.28 18 6.27 19 6.28




Controale si validare:

Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)

Control 2 (co2) 0.1 ml 10° 207 2.07E+05 5.31

0.1 ml 10? 20 2.00E+05
Control 3 (co3) 0.1 ml 10° 235 2.35E+05 5.37

0.1 ml 10? 23 2.30E+05
Suspensie validare: 5.00E+04 4.70

0.25% - 5 min Controale ok? Da




Tabel 13 (continuare) : Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor
Prima serie de teste

Data: 22 martie 2011 Numar comanda: A14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: E. hirae Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 24 h Lot-numar: 1002BH0005
Testare suspensie: 1.70*10%fu/ml (9.23 log) | Umiditate relativa: 17.2%
Timp de uscare: 50 min
Concentratie | Dilutie Timp de contact: 1 min Timp de contact: 2 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF
0.25% 2x05 mlj0 O 0.00 0.00 |>6.19 0O O 0.00 >6.21
10° >6.19 0.00 >6.21
0.1ml10° |0 0 0 0
0.1ml 10 | 0 0 0 0
0.1ml102 |0 O 0O O
0.1% 2x05 ml |0 > 0.00 >6.19 59 43 2.07 1.93 |4.14 4.27
10° 300 2.94
0.1ml 10° |0 178 3.25 5 6
0.1ml10? | 0 32 3.51 3 2
0.1ml102 |0 3 0O O
WSH (col) | 1ml 10! > 300 > 300
0.1 ml 102 | > 300 > 300
0.1 ml 102 | 159 161
0.1 ml 10* | 15 6.19 16 6.21




Concentratie | Dilutie Timp de contact: 5 min
Cfu/placa | Logio(X) RF
0.25% 2x05 mljo0o 0 0.00 0.00 | >6.21
10° >6.21
0.1ml10° |0 O
0.1ml10t |0 0
0.1ml102 |0 O
0.1% 2x05 ml|2 15 0.60 1.48 | 561 4.73
10°
0.1ml10° |0 3
01ml10* [0 0
0.1ml102 |0 O
WSH (co1) | 1ml10* > 300
0.1 ml 102 > 300
0.1 ml 103 163
0.1 ml 10* 16 6.21
Controale si validare:
Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° 154 1.54E+05 5.18
0.1 ml 10% 15 1.50E+05
Control 3 (co3) 0.1 ml 10° 151 1.51E+05 5.16
0.1 ml 10? 14 1.40E+05
Suspensie validare: 1.70E+05 5.23
0.25% - 5 min Controale ok? Da




Tabel 14 : Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor
Prima serie de teste

Data: 30 martie 2011 Numar comanda: Al14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: B. albicans Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 48 h Lot-numar: 1002BH0005
Testare suspensie: 3.30*10%cfu/ml (8.52 log) | Umiditate relativi: 17%
Timp de uscare: 45 min
Concentratie |  Dilutie Timp de contact: 1 min Timp de contact: 2 min Timp de contact: 5 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logwo(X) |RF Cfu/placd | Logio(X) | RF
1.5% 2x05 ml |0 0.00 >5.46 0 0.00 >5.45 7 0.85 >4.65
10°
0.1ml 10° |0 0 1
0.1ml10t |0 0 5
0.1ml102 | 0 0 0
1% 2x05 ml |0 0.00 >5.46 0 0.00 >5.45 0 0.00 >5.49
10°
0.1ml10° |0 0 0
0.1ml10? | 0 0 0
0.1ml102 | 0 0 0
0.5% 2X0.5 ml |13 111 4.35 0 0.00 >5.45 0 0.00 >5.49
10°
0.1ml10° |1 0 0
0.1ml10% |1 0 0
0.1ml 102 | 0 >5.48 0 0
WSH (col) | 1ml 10! > 300 > 300 > 300
0.1 ml 102 | > 300 > 300 > 300




0.1 ml 103 | 292 5.46 285 5.45 > 300
0.1 ml10* | 29 28 32 5.49
Concentratie | Dilutie Timp de contact: 15 min
Cfu/placa | Logwo(X) | RF
0.75% 2x05 ml |0 0.00 >5.40
10°
0.1ml10° |0
0.1ml10?t |0
0.1ml 102 | O
0.5% 2x05 ml |0 0.00 >5.40
10°
0.1ml10° |0
0.1ml10* | O
0.1ml 102 | O
WSH (co1) | 1ml10? > 300
0.1 ml 102 > 300
0.1 ml 1073 256 5.40
0.1 ml 10* 25
Controale si validare:
Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° > 300 5.57
0.1 ml 10? 37 3.70E+05
Control 3 (co3) 0.1 ml 10° > 300 5.69
0.1 ml 10? 49 4.90E+05
Suspensie validare: 3.30E+04 4.52
0.25% - 5 min Controale ok? Da




Tabel 14 (continuare) : Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor
A doua serie de teste

Data: 20 aprilie 2011 Numaér comanda: Al4245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: A. albicans Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 48 h Lot-numar: 1002BH0005
Testare suspensie: 5.00*10%cfu/ml (8.70 log) | Umiditate relativi: 46.2%
Timp de uscare: 60 min
Concentratie | Dilutie Timp de contact: 1 min Timp de contact: 2 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF
0,5% 2x0.5 ml |0 0 0.00 0.00 |>5.71 0 0 0.00 0.00 | >5.69
10° >5.71 >5.69
0.1ml10° |0 0 0 0
0.1ml10t |0 0 0 0
0.1ml102 | 0 0 0 0
0,25% 2x05 ml |0 0 0.00 0.00 | >5.71 0 0 0.00 0.00 | >5.69
10° >5.71 >5.69
0.1ml10° |0 0 0 0
0.1ml10t |0 0 0 0
0.1ml102 | 0 0 0 0
WSH (col) | 1ml 10! > 300 > 300
0.1 ml 102 | > 300 > 300
0.1 ml 10 | > 300 > 300

0.1ml10* |51 5.71 49 5.69




Concentratie | Dilutie Timp de contact: 5 min
Cfu/placa | Logio(X) RF

0.5% 2x05 ml |0 0 0.00 0.00 |>5.70

10° >5.70

0.1ml10° |0 0

0.1ml10* | O 0

0.1ml102 |0 0
0.25% 2x0.5 ml |0 0 0.00 0.00 |>5.70

10° >5.70

0.1ml10° |0 0

0.1ml10* |0 0

0.1ml102 |0 0
WSH (co1) [ 1ml10? > 300

0.1 ml 102 > 300

0.1 ml 103 > 300

0.1 ml 10* 50 5.70
Controale si validare:

Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° > 300
0.1 ml10? 41 4.100E+05 5.61
Control 3 (co3) 0.1 ml 10° > 300
0.1 ml 10% 47 4. 70E+05 5.67
Suspensie validare: 5.00E+04 4.70
0.25% - 5 min Controale ok? Da




Tabel 15.1 : Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor

Prima serie de teste

Data: 11 aprilie 2011 Numaér comanda: Al4245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: A. albicans Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 48 h Lot-numar: 1002BH0005
Testare suspensie: 1.50*108cfu/ml (8.18 log) | Umiditate relativi: 35%

Timp de uscare: 44 min

Concentratie |  Dilutie Timp de contact: 15 min Timp de contact: 30 min Timp de contact: 60 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF Cfu/placd | Logio(X) | RF
2% 2x0.5 ml |17 1.23 3.66 0 0.00 >491 0 0.00 >4.82
10°
0.1ml10° |1 0 0
0.1ml10! |0 0 0
0.1ml102 |0 0 0
1% 2x(()).5 ml | > 300 98 1.99 2.92 4 0.60 4.22
10
0.1 ml 10° | >300 4 0
0.1ml10* | 120 4.08 0.75 0 0
0.1ml 102 | 16 4.20 0 0
0.5% 2x(()).5 ml | > 300 > 300 > 300
10
0.1 ml 10° | > 300 172 3.24 1.62 > 300
0.1 ml 10t | >300 23 3.36 34 3.53 1.29
0.1 ml 102 | 60 4.78 0.11 10 9
0.25% 2x(()).5 ml | n.d. n.d. n.d. n.d. > 300
10




0.1ml10° | n.d. n.d. n.d. n.d. > 300
0.1 ml 10" | n.d. n.d. > 300
0.1 ml 102 | nd. n.d. > 300 >5.48 <-0.66
WSH (co1) | 1 ml10? > 300 > 300 > 300
0.1 ml 102 | > 300 > 300 > 300
0.1ml 103 | 78 4.89 82 491 66 4.82
0.1ml10* | 11 10 7
Controale si validare:
Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° 152 1.52E+04 4.18
0.1 ml 10? 15 1.50E+04
Control 3 (co3) 0.1 ml 10° 176 1.76E+04 4.24
0.1 ml 10? 17 1.70E+04
Suspensie validare: 1.70E+04 4.23
2% - 60 min Controale ok? Da




Tabel 15.2 : Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor
Prima serie de teste — Verificarea rezultatelor prezentate in tabelul 5.1

Data: 27 iunie 2011 Numar comanda: Al14245
Substanti: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: A. brasiliensis Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 30+ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 48 h Lot-numar: 1002BH0005
Testare suspensie: 2.50*10%cfu/ml (8.40 log) | Umiditate relativi: 33.5%

Timp de uscare: 50 min

Concentratie Dilutie Timp de contact: 15 min Timp de contact: 30 min Timp de contact: 60 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF
2% 2x(()).5 ml |0 0.00 >5.32 0 0.00 >5.30 n.d. n.d. n.d.
10
0.1ml10° |0 0 n.d.
0.1ml10?! |0 0 n.d.
0.1ml102 | 0 0 n.d.
1% 2x(()).5 ml | n.d. n.d. n.d. 0 0.00 >5.30 0 0.00 >5.30
10
0.1ml10° | n.d. 0 0
0.1 ml 10" | nd. 0 0
0.1 ml 102 | n.d. 0 0
0.5% 2x(()).5 ml | n.d. n.d. n.d. n.d. n.d. n.d. 175 2.24 3.01
10
0.1 ml 10° | n.d. n.d. 10
0.1 ml 10" | n.d. n.d. 11
0.1 ml 102 | n.d. 4.78 0.11 n.d. 0




WSH (co1) | 1ml10? > 300 > 300 > 300
0.1 ml 10 | > 300 > 300 > 300
0.1 ml 10° | 200 5.32 195 5.30 189 5.25
0.1 ml10* | 22 20 17
Controale si validare:
Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° 180 1.80E+05 5.28
0.1 ml 10? 20 2.00E+05
Control 3 (co3) 0.1 ml 10° 215 2.15E+05 5.37
0.1 ml 10? 25 2.50E+05
Suspensie validare: 2.50E+05 5.40
2% - 60 min Controale ok? Da




Tabel 15 (continuare) : Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor
A doua serie de teste

Data: 27 iunie 2011 Numar comanda: A14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: A. brasiliensis Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 30 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 48 h Lot-numar: 1002BH0005
Testare suspensie: 3.50*10%cfu/ml (8.54 log) | Umiditate relativi: 33.5%
Timp de uscare: 50 min
Concentratie |  Dilutie Timp de contact: 15 min Timp de contact: 30 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF
2% 2x0.5 ml |0 0 0.00 0.00 | >5.47 0 0 0.00 0.00 | >5.45
10° >5.47 >5.45
0.1ml10° |0 0 0 0
0.1ml10t |0 0 0 0
0.1ml102 | 0 0 0 0
1% 2x05 ml| 261 260 |272 272 |276 276 |3 3 0.78 0.78 | 4.68 4.68
10°
0.1ml10° |11 10 0 0
0.1ml10?t |1 1 1 0
0.1ml102 | 0 0 0 0
0.5% 2xX0.5 ml | n.d. n.d. n.d. > 300 3.46 3.38 [ 1.99 2.07
10° > 300
0.1 ml 10° | n.d. > 300
> 300
0.1 ml 10? | n.d. 29 24
0.1ml 10?2 | nd 1 0

WSH (co1) |1ml10t [>300 > 300




0.1 ml 102 | > 300 > 300
0.1ml 102 | 285 5.47 280 5.45
0.1ml10* | 31 29
Concentratie |  Dilutie Timp de contact: 60 min
Cfu/placa | Logio(X) | RF
1% 2x05 mlj1 12 0.30 1.38 | 5.13 4.05
10°
0.1ml10° |0 2
0.1ml10! |0 1
0.1ml102 |0 0
0.5% 2x(()).5 ml| 198 66 |2.60 212 | 283 331
10
0.1ml10° |4 12
0.1ml10* |0 3
0.1ml102 |0 0
0.25% 2x0.5 ml | >300
10° > 300
0.1 ml 10° | > 300
> 300
01ml10* |73 63 [3.86 3.80 [1.57 1.63
0.1ml 10?2 | 12 4
WSH (co1) | 1ml10? > 300
0.1 ml 10% > 300
0.1 ml 1073 280 5.43
0.1 ml 10" 26




Controale si validare:

Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)

Control 2 (co2) 0.1 ml 10° 155 1.55E+05 5.21

0.1 ml 10% 17 1.70E+05
Control 3 (co3) 0.1 ml 10° 146 1.46E+05 5.17

0.1 ml 10" 15 1.50E+05
Suspensie validare: 3.50E+05 5.54

2% - 60 min Controale ok? Da




Tabel 16 : Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor
Prima serie de teste

Data: 5 aprilie 2011 Numar comanda: A14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: M. terrae Neutralizator: 11l
Substant interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 30 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 14 zile — 21 de zile Lot-numar: 1002BH0005
Testare suspensie: 2.90%10%fu/ml (9.46 log) | Umiditate relativ: 10.4%
Timp de uscare: 40 min
Concentratie |  Dilutie Timp de contact: 1 min Timp de contact: 5 min Timp de contact: 15 min
Cfu/placa | Logio(X) RF Cfu/placa | Logio(X) RF Cfu/placa | Logi0(X) RF
1% 2x0.5 ml | 151 2.18 3.92 0 0.00 >6.28 0 0.00 >6.38
10°
0.1ml10° |41 2.61 0 0
0.1ml10! |3 0 0
0.1ml102 |0 0 0
0.5% 2x0.5 ml | >300 7 0.85 5.44 0 0.00 >6.38
10°
0.1 ml 10° | > 300 4 0
0.1 ml 10" | > 300 1 0
0.1 ml 102 | 39 4.59 1.73 0 0
WSH (co1) | 1ml10? > 300 > 300 > 300
0.1 ml 102 | > 300 > 300 > 300
0.1 ml 10 | 208 6.32 193 6.28 244 6.38
0.1ml10* | 21 19 24




Concentratie | Dilutie Timp de contact: 60 min
Cfu/placa | Logio(X) RF
1% 2x05 ml |0 0.00 > 6.44
10°
0.1ml10° |0
0.1ml10? |0
0.1ml102 |0
0.5% 2x05 ml |0 0.00 > 6.44
10°
0.1ml10° |0
0.1ml10* | O
0.1ml102 |0
WSH (co1) | 1ml10* > 300
0.1 ml 102 > 300
0.1 ml 103 281 6.44
0.1 ml 10* 27
Controale si validare:
Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° > 300 5.49
0.1 ml 10? 31 3.10E+05
Control 3 (co3) 0.1 ml 10° > 300 5.53
0.1 ml 10% 34 3.40E+05
Suspensie validare: 2.90E+05 5.46
2% - 60 min Controale ok? Da




Tabel 16 (continuare) : Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor
A doua serie de teste

Data: 5 aprilie 2011 Numar comanda: Al14245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: M. terrae Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 30 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 14 zile — 21 de zile Lot-numar: 1002BH0005
Testare suspensie: 4.60*10%fu/ml (9.66 log) | Umiditate relativa: 10.4%
Timp de uscare: 40 min
Concentratie |  Dilutie Timp de contact: 5 min Timp de contact: 15 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF
1% 2x05 ml |0 0 0.00 0.00 | >6.57 0 0 0.00 0.00 | >6.61
10° >6.57 >6.61
0.1ml10° |0 0 0 0
0.1ml10% |0 0 0 0
0.1ml102 | 0 0 0 0
0.5% 2x0.5 ml |3 5 0.78 1.00|5.79 557 |0 0 0.00 0.00 | >6.61
10° >6.61
0.1ml10° |0 0 0 0
0.1ml10? |0 0 0 0
0.1ml102 | 0 0 0 0
0.25% 2x0.5 ml | > 300 > 300
10° > 300 > 300
0.1 ml 10° | >300 > 300
> 300 > 300
0.1 ml10* | > 300 > 300
> 300 > 300

0.1ml 102 | > 300 >5.48 <1.09 > 300 >5.48 <1.14




>300| >5.48 <1.09 > 300 >5.48 <1.14
WSH (co1) |[1ml10? |[>300 > 300
0.1 ml 10?2 | > 300 > 300
0.1 ml 102 | > 300 > 300
0.1ml 10* | 37 6.57 41 6.61




Concentratie | Dilutie Timp de contact: 60 min
Cfu/placd | Logio(X) |RF
1% 2x05 ml |0 0 0.00 0.00 | >6.44
10°
0.1ml10° |0 0
0.1ml10! |0 0
0.1ml 102 | 0 0
0.5% 2x05 ml |0 0 0.00 0.00 | >6.44
10°
0.1ml10° |0 0
0.1ml10* | 0 0
0.1ml 102 |0 0
0.25% 2x0.5 ml | >300
10° > 300
0.1 ml 10° | >300
> 300
0.1 ml 10 | > 300
> 300
0.1 ml 102 | > 300 >5.48 <1.10
> 300 >5.48 <1.10
WSH (co1) | 1ml10? > 300
0.1 ml 10 > 300
0.1 ml 103 > 300
0.1 ml 10* 38 6.58




Controale si validare:

Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)

Control 2 (co2) 0.1 ml 10° > 300

0.1 ml 10% 39 3.90E+05 5.59
Control 3 (co3) 0.1 ml 10° > 300

0.1 ml 10" 41 4.10E+05 5.61
Suspensie validare: 4.60E+05 5.66

2% - 60 min Controale ok? Da




Tabel 17 : Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor
Prima serie de teste

Data: 12 aprilie 2011 Numar comanda: Al4245
Substanta: Stabimed ultra Angajat responsabil: U. Joachim
Organism de testare: M. avium Neutralizator: 11l
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie
Temperatura de incubare: | 36 £ 1°C Temperatura de reactie: 21+1°C
Perioada de incubare: 14 zile — 21 de zile Lot-numar: 1002BH0005
Testare suspensie: 3.70%10%fu/ml (9.57 log) | Umiditate relativa: 36.1%
Timp de uscare: 40 min
Concentratie Dilutie Timp de contact: 1 min Timp de contact: 5 min Timp de contact: 15 min
Cfu/placa | Logio(X) RF Cfu/placa | Logio(X) RF Cfu/placa | Logi0(X) RF
1% 2x(()).5 ml | > 300 0 0.00 >6.69 0 0.00 >6.70
10
0.1 ml 10° | > 300 0 0
0.1 ml 10* | 38 3.58 3.14 0 0
0.1 ml 102 | 2 0 0
0.5% 2X(()).5 ml | > 300 > 300 0 0.00 >6.70
10
0.1 ml 10° | > 300 36 2.56 4.13 0
0.1 ml 10" | > 300 3 0
0.1 ml 102 | 66 4.82 1.90 0 0
WSH (co1) | 1ml10? > 300 > 300 > 300
0.1 ml 102 | > 300 > 300 > 300
0.1 ml 102 | >300 > 300 > 300
0.1 ml 10* | 53 6.72 49 6.69 50 6.70




Concentratie | Dilutie Timp de contact: 30 min
Cfu/placa | Logio(X) RF

1% 2x05 ml |0 0.00 >6.71

10°

0.1ml10° |0

0.1ml10? |0

0.1ml102 |0
0.5% 2x05 ml |0 0.00 >6.71

10°

0.1ml10° |0

0.1ml10* | O

0.1ml102 |0
WSH (co1) | 1ml10* > 300

0.1 ml 102 > 300

0.1 ml 103 > 300

0.1 ml 10* 51 6.71
Controale si validare:

Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)
Control 2 (co2) 0.1 ml 10° > 300
0.1 ml 10? 49 4.90E+05 5.69
Control 3 (co3) 0.1 ml 10° > 300
0.1 ml 10% 50 5.00E+05 5.70
Suspensie validare: 3.70E+05 5.57
2% - 60 min Controale ok? Da




Tabel 17 (continuare) : Rezultatele testarii calitative a purtatorului (conform DGHM 2001) — dezinfectarea instrumentelor

A doua serie de teste

Concentratie |  Dilutie Timp de contact: 5 min Timp de contact: 15 min
Cfu/placa | Logio(X) | RF Cfu/placa | Logio(X) | RF
1% 2x05 ml|1 1 0.30 0.30|6.49 649 |0 0 0.00 0.00 | >6.77
10° >6.77
0.1ml10° |0 0 0 0
0.1ml10? |0 0 0 0
0.1ml102 | 0 0 0 0
0.5% 2x0.5 ml | >300 2.81 2.79 | 3.99 0 0 0.00 0.00 | >6.77
10° > 300 4.01 >6.77
0.1ml10° |64 61 0 0
0.1ml10? | 7 9 0 0
0.1ml102 | 0 0 0 0
0.25% 2x0.5 ml | >300 > 300
10° > 300 > 300
0.1 ml10° | >300 > 300
> 300 > 300
0.1 ml 10 | > 300 > 300
> 300 > 300
0.1 ml 102 | > 300 >5.48 <1.32 > 300 >5.48 <1.14
> 300 >5.48 <1.32 > 300 >5.48 <1.14
WSH (co1) | 1ml10? > 300 > 300
0.1 ml 102 | > 300 > 300
0.1 ml 102 | > 300 > 300
0.1 ml 10* | 62 6.79 59 6.77




Concentratie |  Dilutie Timp de contact: 30 min
Cfu/placa | Logio(X) | RF
1% 2x05 ml |0 0 0.00 0.00 | >6.76
10° >6.76
0.1ml10° |0 0
0.1ml10! |0 0
0.1ml 102 | O 0
0.5% 2x05 ml |0 0 0.00 0.00 | >6.76
10° >6.76
0.1ml10° |0 0
0.1ml10! |0 0
0.1ml 102 | O 0
0.25% 2x0.5 ml | >300
10° > 300
0.1 ml 10° | >300
> 300
0.1 ml 10 | > 300
> 300
0.1ml 102 | 156 158 |5.19 <1.56
5.20 <156
WSH (co1) [1ml10? > 300
0.1 ml 102 > 300
0.1 ml 103 > 300
0.1 ml 10" o/ 6.76




Controale si validare:

Numar de colonii Cfu/ml (in ceea ce priveste suspensia logio (X)
(cfu/placa) validarii)

Control 2 (co2) 0.1 ml 10° > 300

0.1 ml 101 54 5.40E+05 5.73
Control 3 (co3) 0.1 ml 10° > 300

0.1 ml 10" 57 5.70E+05 5.76
Suspensie validare: 5.00E+05 5.70

2% - 60 min Controale ok? Da

Legenda

MW = valoare medie

X = valoare medie

RF = factor de reducere
>300 = nu se numara

nd. = nu este determinat
E = auto-inhibitie

Col = Control 1

Co2 = Control 2

Co3 = Control 3
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RAPORT A 16294 -2
STABIMED ULTRA

EFICACITATE DROJDICIDA

(EN 13624)

Scop

Data
29 martie 2017

Activitatea drojdicida a produsului Stabimed ultra ca dezinfectant pentru instrumente (B. Braun
Medical AG, Sempach, Elvetia) trebuie evaluata in conformitate cu standardul european EN 13624

(2013).



Descrierea testului

Producator: B.Braun Medical AG, Sempach, Elvetia
Denumire produs: Stabimed ultra

Numar proba: P 164491

Numar lot: 16012M28

Produs: Nu este furnizat

Data de expirare: 05/2017

Conditii de depozitare: Temperatura camerei

Data comenzii: 09 august 2016

Data livrarii: 12 august 2016

Numar proba: P100938 / P110069

Perioada de testare: 20 februarie 2017 — 22 februarie 2017
Baza: EN 13624 (2013): Dezinfectante chimice si antiseptice - Testarea cantitativa a in

suspensiei pentru evaluarea activitatii fungicide si drojdicide in domeniul medical
- metoda de testare si cerinte (faza 2, etapa 1)

Organisme de testare:

Candida albicans ‘ ATCC 10231

Solutie de testare:

0.5 %, 0.25 %, 0.1 %, 0.01 %

Ingrediente active in 100

acid peracetic 0,16 % (in solutia de produs 1 %)

g.
Miros: Aromatic, specific produsului
Aspect: Pudrd albd
Aspectul dilutiilor: lichide limpezi, albastrui-turcoaz pana la limpezi, incolore
pH; 0.5 %: 8.05
0.01 %: 7.80
0.25%: 8.25
0.1%:8.10
WSH: 7.20

Neutralizator:

3 % Tween 80 + 0,3 % Lecitina + 0,1 % Histidina + 0,5 % Na-Tiosulfat
(neutralizator I11)

Timp de contact:

Imin/2min/5 min/ 10 min/ 15 min/ 30min / 60 min

Substanta de interferenta:

0,3 % albumina + 0,3 % eritrocite de oaie (conditii murdare)

Temperatura de testare:

20+ 1°C

Temperatura de incubare:

30+ 1°C

Metoda de testare

Testarea se bazeaza pe standardul european EN 13624 (2013). Prin urmare, procedurile de validare
si control sunt de asemenea efectuate in conformitate cu acel standard.

Pentru testare, se adaugd o proba de produs Stabimed ultra (diluat cu apa pentru preparate
injectabile, dacd este necesar) la o suspensie de organisme de testat intr-o solutie de substantd
interferentd. Amestecul este mentinut la 20 £1°C pentru timpul de contact necesar. La sfarsitul
timpului de contact se ia o alicota de 1 ml; activitatea microbicida din aceastd portiune este imediat
neutralizata. Doua probe de | ml (pe etapa de diluare) din suspensia rezultata sunt raspandite pe cel
putin 2 placi fiecare. Numarul de organisme de testare supravietuitoare din amestecul de testat se
calculeaza pentru fiecare probd si se determind reducerea In raport cu suspensia de testare

corespunzatoare No.




Conditiile experimentale (controlul A), netoxicitatea neutralizatorului (control B) si metoda de
neutralizare a dilutiei (control C) sunt validate in conformitate cu EN 13624 (2013). Testarea se
efectueaza in conditii murdare (0,3% albumina + 0,3 % eritrocite de oaie) folosind C. albicans ca
organism de testare. Rezultatele sunt prezentate in tabelul 1.

Rezultate
Conform EN 13624 (2013), lotul 16012M28 de produs de testat Stabimed ultra, atunci cand este
aplicat la o concentratie de produs de cel putin 0,5 %, prezinta eficacitate drojdicida (logio RF > 4)
in I min la 20 °C in conditii murdare pentru tulpina de referintd C. albicans (Tabelul 1).
Rezultatele sunt considerate validate in conformitate cu cerintele EN 13624 (2013).
Greifswald, 29 martie 2017
Semnatura: indescifrabila Semnatura: indescifrabila

Dr. rer. med. (Dipl.Biol.) T. Koburger Prof. Dr. Med. A. Kramer
- Manager general- Stampila MD pentru Igiena si Medicina Mediului



Tabel 1: Rezultatele testarii calitative a suspensiei conform EN 13624 (2013)

Data: 22 februarie 2017 Numar comanda: Al16294

Substanta: Stabimed ultra Numar proba: P 164491

Organism de testare: B. albicans Numar lot: 16012M28

Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie

Temperatura de incubare: | 30+ 1°C Neutralizator: 11l

Testare suspensie (No): 5.05*10%cfu/ml (6.70 log) | Lot-numar: 1002BH0005
Timp de incubare: 48 h

Validare suspendare (Nv): | 1.43*10%cfu/ml (3.16 log) | Temperatura de testare: 20+ 1°C

Validare suspendare (Nvg): | 1.00%105cfu/ml (5.00 log)

Timp de contact: 1 min

Concentratie Dilutie Cfu/placi 1 Cfu/placi 2 Cfu/placi 3 Cfu/placi 4 Va Ve logio Na loginR
0.5% 1 ml (10° 0 0 0 0 <14 <14 <2.15 >4.56
1 ml (10Y) 0 0 0 0 <14 <14
0.25% 1 ml (109 >330 >330 >330 >330 >660 >660
1ml (101 >330 >330 >330 >330 >660 >660 >4.82 <1.88
0.1% 1 ml (109 >330 >330 >330 >330 >660 >660
1ml (10 >330 >330 >330 >330 >660 >660 >4.82 <1.88
0.01% 1 ml (109 >330 >330 >330 >330 >660 >660
1ml (1071 >330 >330 >330 >330 >660 >660 >4.82 <1.88
Validare si control
Validare — suspensie (Nvo) Control conditii experimentale (A) Control neutralizator (B) Validare metoda (C):
Concentratie produs: 0.5%
Cfu/placal &2 V¢ X Cfu/placal &2 Ve X Cfu/placal &2 V¢ X Cfu/placal &2 V¢ X
Vo 79 67 146 146 \ 76 86 162 156 Vo 61 57 118 120 Vo 70 54 124 121
Ve 72 74 146 Ve 70 80 150 Ve 59 63 122 Ve 56 62 118
30 < x din Ny, < 160? “x din A este > 0.5* " x din Ny, ? “x din B este > 0.0005* " x din Ny, ? “x din C este > 0.5* " x din Ny, ?
DA DA DA DA




Legenda:

MW = valoare medie
X = valoare medie
x . valoare medie
RF = factor de reducere
R = factor de reducere
>330 = nu se numara
>660 = nu se numara
n.d = nu este determinat

WFI = apa pentru injectii
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Data
29 martie 2017

Activitatea bactericida a produsului Stabimed ultra ca dezinfectant pentru instrumente (B. Braun
Medical AG, Sempach, Elvetia) trebuie evaluata in conformitate cu standardul european EN 13727

(2012 + A2:2015).



Descrierea testului

Producator: B.Braun Medical AG, Sempach, Elvetia
Denumire produs: Stabimed ultra

Numdr proba: P 164491

Numar lot: 16012M28

Produs: Nu este furnizat

Data de expirare: 05/2017

Conditii de depozitare: Temperatura camerei

Data comenzii: 09 august 2016

Data livrarii: 12 august 2016

Perioada de testare: 20 februarie 2017 — 22 martie 2017

EN 13727 (2012+A2:20151: Dezinfectanti si antiseptice chimici -
testarea cantitativa a suspensie pentru evaluarea activitatii bactericide in domeniul
medical - metoda de testare si cerinte (faza 2, pasul 11

Baza:

Organisme de testare: Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541
Pseudomonas aeruginosa ATCC 15442

Solutie de testare: 0.5%, 0.25 %, 0.1 %, 0.01 %

i i 1 acid peracetic 0,16 % (in solutia de produs 1 %
Ingrediente active in 100 p , ( tia de p )

g.
Miros: Aromatic, specific produsului
Aspect: Pudra alba
Aspectul dilutiilor: lichide limpezi, albastrui-turcoaz pana la limpezi, incolore
pH: 0.5 %: 8.05
0.01 %: 7.80
0.25%: 8.25
0.1 %: 8.10
WSH: 7.20

3 % Tween 80 + 0,3 % Lecitina + 0,1 % Histidina + 0,5 % Na-Tiosulfat
(neutralizator I11)

Neutralizator:

Timp de contact: Imin/2min/5 min/ 10 min/ 15 min/30min /60 min

Substanta de interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie (conditii murdare)

Temperatura de testare: 20+ 1°C

Temperatura de incubare: | 36+1°C

Metoda de testare

Testarea se bazeaza pe standardul european EN 13727 (2012+A2:2015). Prin urmare, procedurile de
validare si control sunt de asemenea efectuate in conformitate cu acel standard.

Pentru test, se adauga o proba de produs Stabimed ultra (diluat cu apa pentru preparate injectabile,
dacd este necesar) la o suspensie de organisme de testat intr-o solutie de substantd interferenta.
Amestecul este mentinut la 20 £1°C pentru timpul de contact necesar. La sfarsitul timpului de
contact se ia o alicota de | ml; activitatea microbicidad din aceastd portiune este imediat neutralizata.
Doua probe de 1 ml (pe etapa de diluare) din suspensia rezultatd sunt raspandite pe cel putin 2 placi
fiecare. Numarul de organisme de testare supravietuitoare din amestecul de testat se calculeaza
pentru fiecare proba si se determind reducerea 1n raport cu suspensia de testare corespunzatoare No.

Conditiile experimentale (control AL netoxicitatea neutralizatorului (control B) si metoda de
neutralizare a dilutiei (control C) sunt validate in conformitate cu EN 13727 (2012+A2:2015)
Testarea se efectueaza in conditii murdare (O 3). % albumina + 0,3 % eritrocite de oaie) folosind ca



organisme de testare 5. aureus, E. hirae si P. aeruginosa. Rezultatele sunt prezentate in tabelele 1.1 -
3.
Rezultate

Conform EN 13727 (2012+A2:2015), lotul 16012M28 de produs de testat Stabimed ultra, atunci
cand este aplicat la o concentratie de produs de cel putin 0,25 %, prezinta eficacitate bactericida
(logzo RF >5) in I min la 20°C in conditii murdare pentru tulpinile de referintd S. aureus, E. hirae si
P.aeruginosa (Tabelele 11 - 3).

Rezultatele sunt considerate validate in conformitate cu cerintele EN 13727 (2012+A2:2015).
Greifswald, 29 martie 2017
Semnatura: indescifrabila Semnatura: indescifrabila

Dr. rer. med. (Dipl.Biol.) T. Koburger Prof. Dr. Med. A. Kramer
- Manager general- Stampila MD pentru Igiena si Medicina Mediului






Tabel 1.1: Rezultatele testarii calitative a suspensiei conform EN 13727 (2012+A2:2015)

Data: 21 februarie 2017 Numar comanda: Al16294

Substanta: Stabimed ultra Numar proba: P 164491

Organism de testare: S. aureus Numar lot: 16012M28

Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie

Temperatura de incubare: | 36 + 1°C Neutralizator: 11l

Testare suspensie (No): 3.23*107cfu/ml (7.51 log) | Lot-numar: 1002BH0005
Timp de incubare: 24 -48h

Validare suspendare (Nv): | 7.80*102%cfu/ml (2.89 log) | Temperatura de testare: 20+ 1°C

Validare suspendare (Nvg):

1.11*105cfu/ml (5.04 log)

Timp de contact: 1 min

Concentratie Dilutie Cfu/placi 1 Cfu/placi 2 Cfu/placi 3 Cfu/placi 4 Va Ve logio Na loginR
0.5% 1 ml (10° 17 15 12 19 32 31 2.50 5.01*
1 ml (10Y) 2 2 1 2 <14 <14
0.25% 1 ml (109 73 68 62 64 141 126 3.13 4.33*
1 ml (10 11 9 0 0 20 <14 3.23
0.1% 1 ml (109 10 8 13 15 18 28 2.36 5.15*
1 ml (10Y) 2 2 4 5 <14 <14
0.01% 1 ml (109 >330 >330 >330 >330 >660 >660
1ml (1071 >330 >330 >330 >330 >660 >660 >4.82 <2.69
* Consultati tabelul 1.2 pentru verificare
Validare si control
Validare — suspensie (Nvo) Control conditii experimentale (A) Control neutralizator (B) Validare metoda (C):
Concentratie produs: 0.5%
Cfu/placal &2 V¢ X Cfu/placal &2 Ve X Cfu/placal &2 V¢ X Cfu/placal &2 V¢ X
Vo 43 41 84 78 \ 50 45 95 91.5 Vo 44 35 79 78 Vo 39 42 81 74.5
Ve 38 34 72 Ve 47 41 88 Ve 37 40 77 Ve 35 33 68
30 < x din Ny, < 160? “x din A este > 0.5* " x din Ny, ? “x din B este > 0.0005* " x din Ny, ? “x din C este > 0.5* " x din Ny, ?
DA DA DA DA




Tabel 1.2: Rezultatele testarii calitative a suspensiei conform EN 13727 (2012+A2:2015)

Data: 22 martie 2017 Numar comanda: A16294

Substanta: Stabimed ultra Numar proba: P 164491

Organism de testare: S. aureus Numar lot: 16012M28

Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie

Temperatura de incubare: | 36 + 1°C Neutralizator: 11l

Testare suspensie (No): 3.75*107cfu/ml (7.57 log) | Lot-numar: 1002BH0005
Timp de incubare: 24 -48h

Validare suspendare (Nv): | 7.90*10%cfu/ml (2.90 log) | Temperatura de testare: 20+ 1°C

Validare suspendare (Nvg):

7.75*10%fu/ml (4.88 log)

Timp de contact: 1 min

Concentratie Dilutie Cfu/placi 1 Cfu/placi 2 Cfu/placi 3 Cfu/placi 4 Va Ve logio Na loginR
0.5% 1 ml (10° 0 0 0 0 <14 <14 <2.15 >5.43
1ml (10 0 0 0 0 <14 <14
0.25% 1 ml (109 0 0 0 0 <14 <14 <2.15 >5.43
1ml (101 0 0 0 0 <14 <14
0.1% 1 ml (109 >330 >330 >330 >330 >660 >660
1ml (10 >330 >330 >330 >330 >660 >660 >4.82 <2.75
Validare si control
Validare — suspensie (Nvo) Control conditii experimentale (A) Control neutralizator (B) Validare metoda (C):
Concentratie produs: 0.5%
Cfu/placdl &2 V¢ X Cfu/placdl &2 Ve X Cfu/placd1 &2 Ve X Cfu/placdl &2 V¢ X
Va 31 43 74 79 e 36 51 87 86 Va 41 36 77 77 Va 52 46 98 99.5
W 40 44 84 Ve 42 43 85 W 37 40 77 Ve, 50 51 101
30 < x din Ny, < 160? “x din A este > 0.5* " x din Ny, ? “x din B este > 0.0005* " x din Ny, ? “x din C este > 0.5* " x din Ny, ?
DA DA DA DA




Tabel 2.1: Rezultatele testarii calitative a suspensiei conform EN 13727 (2012+A2:2015)

Data: 21 februarie 2017 Numar comanda: Al16294

Substanta: Stabimed ultra Numar proba: P 164491

Organism de testare: E. hirae Numar lot: 16012M28

Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie

Temperatura de incubare: | 36 + 1°C Neutralizator: 11l

Testare suspensie (No): 2.48*107cfu/ml (7.39 log) | Lot-numar: 1002BH0005
Timp de incubare: 24 -48h

Validare suspendare (Nv): | 9.55%102cfu/ml (2.98 log) | Temperatura de testare: 20+ 1°C

Validare suspendare (Nvg):

5.25*10%cfu/ml (4.72 log)

Timp de contact: 1 min

Concentratie Dilutie Cfu/placi 1 Cfu/placi 2 Cfu/placi 3 Cfu/placi 4 Va Ve logio Na loginR
0.5% 1 ml (10° 0 0 0 0 <14 <14 2.15 5.25
1ml (10 14 10 9 11 24 20 3.34 4.05*
0.25% 1 ml (109 20 13 21 <14 33 35 2.53 4.45*
1ml (101 16 8 10 12 24 22 3.36
0.1% 1 ml (109 23 18 25 27 41 52 2.67 4.73*
1ml (10Y) 4 3 2 2 <14 <14
0.01% 1 ml (109 >330 >330 >330 >330 >660 >660
1ml (1071 >330 >330 >330 >330 >660 >660 >4.82 <2.57
*consultati tabelul 2.2 pentru verificare
Validare si control
Validare — suspensie (Nvo) Control conditii experimentale (A) Control neutralizator (B) Validare metodi (C):
Concentratie produs: 0.5%
Cfu/placdl &2 Ve X Cfu/placdl &2 Ve X Cfu/placdl &2 Ve X Cfu/placdl &2 Ve X
Ve 43 41 84 78 Ve 50 45 95 91.5 Ve 44 35 79 78 Ve 39 42 81 74.5
Ve, 38 34 72 \ 47 41 88 \) 37 40 77 \ 35 33 68

30 < x din Nyo< 160?

DA

“x din A este >0.5* "x din Ny, ?

DA

“x din B este > 0.0005* “x din Ny, ?

DA

“x din C este > 0.5* “x din Ny, ?

DA




Tabel 2.2: Rezultatele testarii calitative a suspensiei conform EN 13727 (2012+A2:2015)

Data: 22 martie 2017 Numar comanda: A16294

Substanta: Stabimed ultra Numar proba: P 164491

Organism de testare: E. hirae Numar lot: 16012M28

Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie

Temperatura de incubare: | 36 + 1°C Neutralizator: 11l

Testare suspensie (No): 2.55*107cfu/ml (7.41 log) | Lot-numar: 1002BH0005
Timp de incubare: 24 -48h

Validare suspendare (Nv): | 6.50*10%cfu/ml (2.81 log) | Temperatura de testare: 20+ 1°C

Validare suspendare (Nvg):

7.40*10%fu/ml (4.87 log)

Timp de contact: 1 min

Concentratie Dilutie Cfu/placi 1 Cfu/placi 2 Cfu/placi 3 Cfu/placi 4 Va Ve logio Na loginR
0.5% 1 ml (10° 4 5 6 5 <14 <14 <2.15 >5.26
L ml (10 0 1 3 2 <14 <14
0.25% 1 ml (109 1 2 1 0 <14 <14 <2.15 >5.26
1 ml (107 0 0 0 0 <14 <14
0.1% 1 ml (109 >330 >330 >330 >330 >660 >660
1ml (10 >330 >330 >330 >330 >660 >660 >4.82 <2.59
Validare si control
Validare — suspensie (Nvo) Control conditii experimentale (A) Control neutralizator (B) Validare metoda (C):
Concentratie produs: 0.5%
Cfu/placal &2 V¢ X Cfu/placal &2 Ve X Cfu/placal &2 V¢ X Cfu/placal &2 V¢ X
Va 33 32 65 65 Vo 34 39 73 67.5 Va 36 38 74 775 Va 46 55 101 96.5
Ve 38 27 65 Ve 29 33 62 Ve 40 41 81 Ve 50 42 92
30 < x din Ny, < 160? “x din A este > 0.5* “x din Ny ? “x din B este > 0.0005* “x din Ny, ? “x din C este > 0.5* “x din Ny, ?
DA DA DA DA




Tabel 3 : Rezultatele testarii calitative a suspensiei conform EN 13727 (2012+A2:2015)

Data: 21 februarie 2017 Numar comanda: Al16294
Substanta: Stabimed ultra Numar proba: P 164491
Organism de testare: P. aeruginosa Numar lot: 16012M28
Substanta interferenta: 0,3 % albumina + 0,3 % eritrocite de oaie

Temperatura de incubare: | 36 + 1°C Neutralizator: 11l

Testare suspensie (No): 2.68*107cfu/ml (7.43 log) | Timp de incubare: 24 -48h
Validare suspendare (Nv): | 7.85%10%cfu/ml (2.89 log) | Temperatura de testare: 20+ 1°C

Validare suspendare (Nvg):

6.55*10%cfu/ml (4.82 log)

Timp de contact: 1 min

Concentratie Dilutie Cfu/placi 1 Cfu/placi 2 Cfu/placi 3 Cfu/placi 4 Va Ve logio Na loginR
0.5% 1 ml (10° 0 0 0 0 <14 <14 <215 >5.28
1 ml (10%) 0 0 0 0 <14 <14
0.25% 1 ml (109 0 0 0 0 <14 <14 <215 >5.28
1ml (107 0 0 0 0 <14 <14
0.1% 1 ml (109 0 0 0 0 <14 <14 <215 >5.28
1ml (10Y) 0 0 0 0 <14 <14
0.01% 1 ml (109 >330 >330 >330 >330 >660 >660
1ml (1071 >330 >330 >330 >330 >660 >660 >4.82 <2.61
Validare si control
Validare — suspensie (Nvo) Control conditii experimentale (A) Control neutralizator (B) Validare metodi (C):
Concentratie produs: 0.5%
Cfu/placdl &2 Ve X Cfu/placdl &2 Ve X Cfu/placdl &2 Ve X Cfu/placdl &2 Ve X
Ve 47 33 80 78.5 Ve 38 37 75 72.5 Ve 36 32 68 67 Ve 40 20 60 61.5
\ 36 41 77 \ 31 39 70 \) 28 38 66 \ 27 36 63
30 < x din Ny, < 160? “x din A este >0.5* "x din Ny, ? “x din B este > 0.0005* “x din Ny, ? “x din C este > 0.5* “x din Ny, ?
DA DA DA DA




MW = valoare medie
X = valoare medie
x valoare medie
RF = factor de reducere
R = factor de reducere
>330 = nu se numara
>660 = nu se numara
nd. = nu este determinat
WFI = apa pentru injectii

Subsemnata VALERICA PATRU, traducitor autorizat de Ministerul Justitiei pe limbile:
FRANCEZA, ENGLEZA si ITALIANA cu autorizatia nr. 17602, certific exactitatea traducerii in
limba ROMANA cu textul inscrisului original in limba ENGLEZA care mi-a fost prezentat.

Traducator autorizat,
Valerica Patru
(17602)

matand
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Dr. rer. med. {Dipl. Bicl) Torsten Koburger-danssen
c/o Hygiene Nord GmbH
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D-17489 Greifswald

DR, T. KOBURGER- JANSSEN, W -RATHENAU-STR. L9 4, D-17689 GREIFSWALD

B. Braun Medical AG
Seesqtz
6204 Sempach

Schweiz / Switzerland

DaTum f Dars
14.09.2017 / September 14, 2017

GUTACHTEN / EXPERT'S REFORT

STABIMED ULTRA

Von Mai bis August 2010, von Februar bis Juni 2011 sowie von Februar bis Mérz 2017 wurden durch die Hygiene Nord
GrnbH mit dem Prifmuster Stabimed ultra, einem Mittel zur Instrumentendesinfektion der Firma B. Braun Medical
AG, Sempach, Schweiz, folgende Unfersuchungen auf Basis der ,Standardmethoden der DGHM zur Prifung
chemischer Desinfektionsverfahren” ({Stand: 01.09.2001), des Anforderungskaialogs fir die Aufnghme von
chemischen Desinfektionsverfahren in die Desinfeklionsmittet-liste der DGHM” (Stand: 04.02.2002) sowie der

EN 13727 {2015) und EiN 13624 (2013) durchgefhrt:

The efficacy of Stabimed ulfra as an instrument disinfectant imanufaciured by B. Braun Medical AG, Sempach,
Switzeriand, was evaluated by the lesting laboratory Hygiene Nord GmbH, Greifswald, Germany. The following fests
were performed between May and August 2010, during February and June 2011 and from February to March 2017
in accordance with the "Standard methods of the German Saciely of Hygiene and Microbiology IDGHM] for testing of

chemical disinfection processes” fissue: 2001-09-01), the "Catalogue of Requirements for Including Chemical
Disinfection Processes in the DGHM List of Disinfectants lissue 02/2002), the EN 13727 (2015) and EN 13624 {2013],
respectively:
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Dr. rer. med, (Dipl. Biol.} Torsten Koburger-Janssen
¢fo Hygiene Nord GmbH

Walther-Rathenau-Str 49a

D-17489 Greifswaid

DR T KOBURGER- JANSSEM, W -RATHENAU-STR. 49 A, D-I7L89 GREFSwWALD

8. Braun Medical AG
Seesqalz
6204 Sempach

Schweiz / Switzerland

DaTuM [/ Dare
14.09.20%7 / Sepfember 14, 2017

GUTACHTEN / EXPERT'S REPORT

STABIMED ULTRA

Das vorliegende Gutachten stellt eine Umschreibung dar. Sémiliche Testungen erfolgten mit dem unter dem Namen
Helix ultra gefihrten Prisfmuster. Beruhend auf der Bestatigung der Rezepturidentitét durch den Hersteller kénnen
die Werte und Konzeniration-Zeit-Relationen des Produkies Helix ultra {Gutachterliche Stellungnahme von Dipl.
Biol. T. Koburger-Janssen vom 01.07.2011) auf das Stabimed Ultra iibertragen werden. Vor diesem Hintergrund wird
hier die Produkibezeichnung Stabimed Ulira verwendet.

This expert's report represents @ transcription of the original expert's report {dated July 01, 2011 lo the product
name Stabimed Ultra. All fests menfioned befow were conducted using product samples under the name of Helix
ulira. Due fo the manufacturer's confirmation of the identity of the formuiations, ali results and recornmendations
of the original expert's report can therefore be transcribed fo Stabimed Ultra. Consequently, this product name is
now used in this experi's report.

Vo Mai bis August 2010, von Februar bis Juni 2011 sowie von Februar bis Marz 2037 wurden durch die Hygiene Nord
GrabH it dem Prifmuster Stabimed ulira, einem Mitte! zur Instrumentendesinfektion der Firma B. Broun Medicat

AG, Sempach, Schweiz, folgende Unfersuchungen auf Basis der ,Standardmethoden der DGHM zur Priofung

chemischer Desinfektionsverfahren” (Stand: 01.09.200%, des Anforderungskatalogs fir die Aulnahme von
chemischen Desinfektionsverfahren in die Desinfektionsmittel-Liste der DGHM” {Stand: 04.02.2002} sowie der
EN 13727 {20151 und EN 13624 {2013} durchgefihrt:

The efficacy of Stabimed ultra as an instrument disinfectant {manufactured by B. Braun Medical AG, Sempach,
Switzerfand, was evaluated by the testing laboratory Hygiene Nord GmbH, Greifswald, Germany. The following tests
were performed between May and August 2010, during February and June 2011 and from February fo March 2017
in accordance with the “Stondard methods of the German Society of Hygienie and Microbiology {DGHM! for testing of
chemical disinfection processes” fissue: 2001-09-01), the "Catalogue of Requirements for Including Chernicol
Disinfection Processes in the DGHM List of Disinfectants fissue 02/2002), the EN 13727 (2015} and EN 13624 {2013],
respectively:
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Dr. rer. med. (Dipl. Biol.} Torsten Koburger-Janssen
cfo Hygiene Nord GmbH

Watlther-Rathenau-5ir 492

D-1748% Greifswald

1. Bestimmung der bakleriosiatischen und lewurostatischen Wirksamkeit sowie geeigneter
Neutralisationsmitie!. Die Versuchsdurchfihrung und die Ergebnisse sind im Profbericht A 14245 der
Hygiene Nord GmbH vorn 11.11.2014 enthalten.

Determination of a suitable neutralizer and analysis of the bacteriostatic and yeastistafic efficacy. Resuits

are presenied in the Hygiene Nord GmbH test report A 14245 (Nov 11, 2014).

2. Durch einen qualitativen Suspensionstest wurde die baklerizide und levurozide Wirksamkeit des
Prifmusters Stabimed ultra untersucht. Die Versuchsdurchfilhrung und die Ergebnisse sind im Prifbericht

A 14245 der Hygiene Nord GmbH vorm 11.71.2014 enihalten.

The bactericidal and yeasticidal efficacy of Stabimed ultra was further analyzed in qualifative suspension

tests, Results are presented in the Hygiene Nord GrbH fest reporf A 14245 {Nov 11, 2014)

3. im quantitativen Suspensionsversuch wurde die bakierizide, fungizide und mykebaklerizide Wirksarnkeit

des Profmusters Stabimed ultra unier hoher orgonischer Belastung 0,3 % Albumin + 03 %

Schaferythrozyten} besltimmi. Die Versuchsdurchfjhrung und die Ergebnisse sind in den Prifberichten
A 14245 A16294-1 und A 16294-2 der Hygiene Nord GmbH vom 11.11.2014 bzw. 29.03.2017 enthalten.

The bactericidal, fungicidal and mycobactericidal activity of Stabimed ultra was evaluated by quantitative
suspension tests under dirty conditions (0.3 % albumin + 0.3 % sheep erythrocytes). Results are presented

in the Hygiene Nord GmbH test reports A 14245, A 16294-1 and A 16294-2 {Nov T, 2014 and March 29, 2017,
respectivelyl.

4. Durch praxisnaghe Versuche zur instrumentendesinfektion wurde die bakferizide, fungizide und
mykobakterizide Wirksarmkeit des Prifmusters Stabimed ultra unter Bedingungen hoher Belastung
unfersucht. Die Versuchsdurchfhrung und die Ergebnisse sind im Prifbericht A 34245 der Hygiene Nord
GmbH vorn 11.11.2014 enthalten.

Eventually, the bactericidal, fungicidal and mycobactericidal activity of Stabimed ultra was evaluated in fests

simulating practical conditions finstrument disinfection, quantitative carrier tesi, dirfy conditions
Resufts are presented in the Hygiene Nord GmbH test report A 14245 (Nov T, 2014).

ZUSAMMENFASSUNG / SUMMARY

Nach Bewerlung der Ergebnisse kann festgestelll werden, dass dos Prifprodukt Stabimed ultra dem
JANFORDERUNGEN UND METHODEN zur VAH-Zertifizierung chemischer Desinfektionsverfahren” (2015} genigt, da

folgende Wirkungen beobachtet wurden:

Upon evaluation of the test results it can be concluded that Stabimed ultra complies with the "REQUIREMENTS AND
METHODS for the VAH-certification of chemical disinfection processes” (2015):
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Dr. rer. med. (Dipl. Biol.) Tersten Koburger-Janssen
cfo Hygiene Nord GimbH

Waither-Rathenau-Str 49a

D-17489 Greifswald

- Baklerizide und fungizide Wirksamkelf in den in vifro - Tests: im gqualitativen Suspensionsversuch war das

Préparat innerhalb von 15 min ab einer Konzentration von 0.125 % gegeniber den Priforganismen E. cof,

P mirabifis, P. aeruginosa, F. hiroe, 8. aureus und C. albicans wirksam.

i quantitativen Suspensionstest unter hoher Belastung wurden die Prifspezies £. geruginosa, P.mirabilis

£ hirae 5 aureusund C. albicans bei der Konzentration-Zeit-Relaiion 0.5 % /1 min in einemn qusreichenden

MaBe inaktiviert (log RF > 5 bzw. log RF > 4). Eine den Anforderungen geniigenden Inckfivierung des
Priforganismus A. brasiliensis flog RF > 4) erfolgte bei den Konzeniration-Zeit-Relationen 2 % /15 min und

1% / 60 min. Gegenilber M. terrae und M. avium war das Produkt bei den Konzentsation-Zeit-Relationen

1.5 % / 5 min, 1%./15 min und 0,5 / 30 min in ausreichendem MaBe witksam leg RF = 4},

Bactericidal and yeasticidal/fungicidal activity in the in vilro fests: in the quolitative suspension fest, the

product showed sufficient activity against the test organisms E. coli, P. mirabilis, P. aeruginose, E. hirae,

S. gureus and C. albicans within @ confact time of 15 min at a product concentration of 0125 %.

In the quanlitative suspension lest under dirty conditions, the product possesses bactericidat flog RF > 5) and

yeasticidal flog RF > 4} activity against the fest organisms P._aeruginosa, P._mirabilis, E. hirge, 5. aureus and

C. albicans within the contact fime of 1 min at a product conceniration of 0.5 %. Sufficient activity flog RF > 4]

against the fest organism A. brosiliensis (fungicidal efficacyl was observed for the concentration - confact

time - relations 2 % / 15 min ond 1 % / 60 min. Against M. terrce und M. avium imycobactericidal efficacy),

the product showed sufficient activity at the concentration/confact time - relations 1.5 % / 5 min, 1% / 15 min

and 0.5 /30 min flog RF > 4}

- Wirksomket unter praxisnchen Bedingungen: Die Anforderungen an  ein  Produkt  zur

(nstrumentendesinfektion wurden im  quoniitativen  Keimiragertest  {instrumentendesinfektion;  unter

Bedingungen hoher Belastung fir die Prifforganismen P. aeruginosa, £ hirae, 5. gureus und C. albicans bei
der Konzentration-Zeit - Relation 0.5 % / 1 min in einem ausreichenden MaBe erfullt flog RF > 5 bzw. tog RF
> 4], Eine den Anforderungen genligenden Inaklivierung des Prisforganismus A_brasiliensis (log RF > 4}

erfolgte bei den Konzentration-Zeii-Relationen 2 % /15 min und 1 % / 60 min. Gegendber M. ferrae und M,

avivm war das Produkt bei der Konzentration-Zeit-Relation 8.5 % / 5 min in ausreichendem Mafle wirksam

{log RF > 4).

Efficacy under conditions simulating practical conditions finstrument disinfection, quantitative carrier test
without mechanical action): Under dirty conditions, the product possesses bactericidal flog RF > 5] and
yeasticidal efficacy flog RF > 4} activity against the test organisms P._geruginosa, £_hirge, S. aureus and

C. albicans of the concentration contact refation of 0.5 % / 1 min. Sufficient fungicidal activity flog RF > 4}
against the test organis A brasiliensis was observed for the concentration/contact lime - refations 2 % /

15 min and 1 % / 60 min. Against M. terrae und M. avium {mycobactericidat efficacyl, the product showed

sufficient activity at the conceniration/contact time - relation 8.5 % / 5 roin {log RF > 4).
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Dr. rer. med. (Dipl. Biol.} Torsten Koburger~ianssen
c/o Hygiene Nord GmbH

Walther-Rathenau-Str.49a

D-17489 Greifswald

Fur die Aunahme in die Desinfektionsmittelliste des VAH kann daher folgende Anwendungsempfehlung flr

Stabimed ultra als Mittel zur Instrumentendesinfektion gegeben werden:

Wi can therefore be recommended to include Stabimed ultra in the VAH List of Disinfectants as a product for

instrument disinfection as follows:

Stabimed utira:
thohe Belastung /dirty conditions)

Bakierizidie und Levurozidie: 05% /' Imin*
{Bactericidat and yeasticidal activity]

Fungizidie: 2% /  15min
{Fungicidal activity) 1% /60 min
Mykohakierizidie: 15% /  Smin
{Mycobactericiadal activityl 1% /15 min
0.5 /30 min

*  Die Kleinste in der Desinfektionsmitel-Liste des VAH registrierbare Einwirkzeit betrdgh fr instrumentendesinfektionsmitiel 5 min.
Contact fimes smaller than 5 min will be registered as 5 min in the ViAH List of Disinfectants.

Greifswald, 14.09.2017 / September 14, 2017

= e

-
Dr. rer. med. (Dipl. Biol.} Torsten Koburger-Janssen
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CUSTOMER NUMBER DATE
324 Nov 11, 2014

e

REPORT A 14245

Saa STABIMED ULTRA

INSTRUMENT DISINFECTION

Purpose

The bactericidal, fungicidal and mycobactericidal activity of the product Stabimed vltra {B. Braun Medical AG,
Sempach, Switzerland} as an instrument disinfectant should to be evaluated by i vitro tests and in tests
simulating everydoy use conditions in accordance with the "Standard methods of the German Sociely of
Hygiene and Microbiclogy (DGHM} for testing of chemical disinfection processes” and the "Catalogue of

requirements for including chemical disinfectant processes in the DGHM list of disinfectants” lissue: 2002-02-

04},

Order number: 414245 Stabirned ulira English Version 01 Page 1035

GESCHAS TSF DMRER HAMBELSREGISTER

HYGIENE NORD GraH ! 3 Hann DEUTSLHE Bann G

WooRatHERAL-STR L9a TELEFax +49 & Q70028 monTe 2 DL B, TORSYEN KOBURGER AG S¥RBLSUND FRE 5168
17489 GREIFSWELO E-Ma.  mo d B4k DEIL 13 5 SiTz DER GESELLSCHAFT UST -0 (vAT}
1 b ERME 14 SwWIF T /BIC DEUTDELD GREIF$aLD E2NSH ik




HYGIENE NORD GMBH AT, 'ﬁﬁq

St
ST B
/o BIOTECHNIKUM iﬁﬁ ( kkS
WALTHER-RATHENAU-STRASSE L9 A ?{‘m//"‘"“/::?‘;}? Deutsche
ot Akkreditierungsstelle
17489 GREIFSWALD S T
DEUTSCHLAND - GERMANY D-PL-18421-01-02 HYGIENE NORD GHEH

HYGIEME NoRD GMaH, /0 BIOTECHMIKUK, W, -RATHENAU-S5TR, 49 4, D-1TLE9 GREFSWALD

B. Braun Medical AG
Seesaqtz
6204 Sempach
Switzerland

CUSTOMER NUMBER DatTe

324 Nov 11, 2014

REPORT A'lz.zz;s
STAB!MED ULTRA

INSTRUHENT DIS!NFECTION

This test report represents a franscription of the original 1est report (Hygiene Nord GmbH test report A 11018, dated
July 01, 2011} to the product name Stabimed ulira. Ali tests mentioned below were conducted using product samples
under the nome of Helix ultra. Due to the manufacturer’'s confirmation of the identity of the remaining formulation,
alt results and recommendations of the original test report con therefore be transcribed fo Stabimed ultra.
Consequently, this product name is now used in this test report,

Purpose

The bactericidal, fungicidal and mycobactericidai activity of the product Stabimed ultra {B. Braun Medical AG,
Sempach, Switzerland} as an instrument disinfectant should to be evoluated by in vifro tests and in fesis
simulafing everyday use conditions in accordance with the "Standard methods of the German Society of
Hygiene and Microbiology (DGHM} for testing of chemical disinfection processes” and the "Catalogue of
requirements for inciuding chemical disinfectant processes in the DGHM list of disinfectants” lissue: 2002-02-
043,
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Product name:
Batch number:
Manufacturer:
Date of delivery:
Storage conditions:
Product dilution:
Date of order:
Sample number:
Testtime:

Basis:

Test organisms:

Test solution:
Odour;
Appearance:

Appearance of difutions:

Composition per 100 g:
pH:

Neutralizer:

Contact time:
Interfering substance:

Test temperature:

incubation temperature:

Order nurnber: 414245 Stabimed ultra

Test description

Stabimed ulira

1002BH0005

B. Braun Medical AG

April 26, 2010 / January 13, 201
Room temperciure

Water

Aprii 21, 2010

P 100938 / P 110069

May 10, 2010 - June 27, 20H

Standard metheds of the German Society of Hygiene and Microbiclegy
{DGHM} for testing of chemicat disinfection processes {issue: 2001-069-01)

Catalogue of requirements for including chemical disinfectant processes in
the DGHM list of disinfectants {issue: 2002-02-04)

Escherichia coli NCTC 10538
Pseudomonas aeruginosa ATCC 15442
Profeus mirabilis ATCC 14153
Enterccoccus hirae ATCC 10541

Candida albicans ATCC 10231

Staphylococcus aureus ATCC 6538

Mycobacterium terrae ATCC 15755
Mycobacterium avium ATCC 15769
Aspergillus brasifiensis ATCC 16404
2% -0.001%

arormatic

white powder

clear, bluish-turquoise liquids, changing to colouress after about 30 min
0.16 % peracetic acid (in the 1% product solution}

2 %: 7.45 1 %: 7.63

0.25%: 7.77 001%: 7.46 WSH.  7.05

3 % Tween 80 + 0.3 % Lecithin + 0.1 % Histidine + 0.5 % Na-Thiosulfat
ineutrakizer i1}

Ymin /2 min / 5 min /10 min /15 min / 30min / 60 min
0.3 % atbumin + 0.3 % sheep erythrocytes

21+ 1°C

36 = 1°C{C. albicans and A. brasifiensis: 30 £ 1°C}

English Version 01 Page 2 of 35



Test Method

Selection of a suitable neutralizer / MIC

The test was performed in accordance with the “Standard methods of the German Society of Hygiene and
Microbiology (DGHM} for testing of chemical disinfection processes (issue: 2001-09-01". Accordingly, the

following test organisms were used:

- S oureus ATCC 6538 P aeruginosa  ATCC 15442
- E colikKl2 NCTC 10538 E. hirae ATCC 10541
- P.mirabilis ATCC 14153 C. albicans ATCC 10231

The fest is performed using the following growth mediurn:
- Tryptone Soya Broth {TSB)

The product is diluted with hard water; tests are performed ot room temperature (21 £ 1 °C). The test organisms

are incubated at 36 + 1°C (C. afbicans: 30 = 1°C). Delailed results are presented in table 1,

Qualifative suspension test

The test was performed in accordance with the “Standard methods of the German Society of Hygiene and
Microbiology {DGHM] for testing of chemical disinfection processes fissue: 2001-09-01". The bactericidal and

yeasticidal activity of the product Stabimed ulira was evaluated using the following test organisms:

- S aureus ATCC6538 P oeruginosa  ATCC 15442
- E cofiKl2 NCIC10538 £ hirae ATCC 10541
- P mirabilis ATCC 14153 C. albicans ATCC 10231

The product is dituted with hard water; tests are performed af room temperature {21+ 1 °C}. The test organisms

are incubated of 36 + 1°C [C. albicans: 30 + 1°C}. Detailed results are presented in table 2.

Guantitative suspension test under dirty conditions

A suspension of test organism is added to a sample of the product Stabimed ultra {dituted with hard water,
if necessary) including the interfering substance (0.3 % albumin + 0.3 % sheep erythrocytes - dirty conditions).
The mixture is maintained af 21 + 1°C for the required contact time. At the end of the contact time, an aliquot
is taken; the microbicidal activity in this portion is immediately neutralized. The number of surviving test
organisms in each sample is determined by plating cliquots of the neutralized test suspensions and ils
difutions. The reduction is calculated in relation to a sample containing water instead of the test product water

control, WSH control).
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The experimental conditions, the non-toxicity of the neutralizer and the dilution-neutralization method are

validated according to the DGHM standard methods:

- 4@l = Water control {WSH}
- EagZ = Method validation (Dilution-neutralization method)
- Co3 = Non-toxicity of the neutralizer

The test was performed using Pseudomonas aeruginosa, Stophylococcus aureus, Enterococcus hirge,
Candida albicans, Aspergifius brasiliensis, Mycobacterivm avium and Mycobacterium terrae as test

organisms.

Results are presented in tables 3 - 10

Quantitative carrier test - Instrument disinfection

Testing was performed in accordance with the “Standard methods of the German Society of Hygiene and
Microbiology {DGHM] for testing of chemical disinfection processes lissue: 2001-09-01". The bactericidal,
yeasticidal, fungicidal and mycobactericidal activity of the test product Stabimed ultra was evaluated using

the following iest organisms:

- P. aeruginosa - E. hirge
- S aureus - C. albicans
= M. terrae = M avium

= A. brasiliensis

The product was dituted with hard water if necessary; tests were performed af room femperature {21 + 1 °C).
The test organisms are incubated at 36 + 1°C {C. albicans, A. brasifiensis: 30 + 1°C}. Detailed results are

presented in tables 11-17.

Mati-glass slides {15 x 60 x 1 mm) with a specific test area are used as germ carriers. The glass slides had
been baeiled in a soft soap solution for 10 min, washed with A. dest. 3 fimes and eventually rinsed with ethanol
{70 Voi %, before they were either used for the test or stored away aseptically. For the fest, 0.05 mi of the test
suspension including the interfering substance were spread out on the test area of the slides. After a drying
time of not more than 1 hour, the carriers are put in a screw top tube containing 10 mil of the product test
solution. At the end of the required contact time, the carriers are transferred to screw top tubes containing 10
mi of TSB with neutralizer and glass beads. These tubes were then vortexed for 15 sec to release the remaining
viable test organisms from the test surface. Aliquots of the resulting test-neutralisation-solution and its dilutions

were plated as specified in tables 11 - 17.
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Results

Selection of neutralizer / Minimal inhibitory concentration (MIC)

In accordance with the test results presented in table 1, the combination 3 % Tween 80 + 0.3 % lecithine +
0.1 % Histidine + 0.5 % Na-Thiostlfate {neutralizer ill) was selected as a suitable neutralizer. A product
conceniration of 0.125 % was determined as the minimal inhibifory concentration at the methodically

determined contact time of 48 h.

Qualitative suspension test

The test results presented in table 2 indicofe o bactericidal and yeasticidal activity of the test product
Stabimed ultra {0.125 % / 15 min}. The activity of the test product against the test organism £. coliis not greater
than ogainst P. aeruginosa. In agreement with the DGHM calalogue of requirements for including chemical
disinfectant processes in the DGHM list of disinfectants {issue: 2002-02-04) E. coli was therefore not included

in the quantitative suspension tests {see below].

Quantitative suspension fest

According to the "Catalogue of requirements for including chemical disinfectant processes in the DGHM list of
disinfectants {issue: 2002-02-04)", the baich 1002BH000S5 of the product Stabimed ulira, applied of 6 product
conceniration of 0.5 % or 0.25 % at 21 °C, possesses bactericidal {log R > 5} and yeasticidal {log R = 4) activity
in Tmin or 5 min, respectively, under dirty conditions {0.3 % albumin + 0.3 % sheep erythrocytes] for reference

strains P.geruginosa, P._mirabilis, S. aureus, £_hirae and C._albicans tables 3 - 7).

For the fungicidal activity, the product showed sufficient activity flog R > 4} under those conditions at the
concentration / contact time relations 2 % / 15 min, 1.5 % / 30 min [mean of three test runs} or, somewhat
safer, 2 % / 30 min {two out of two test runs) and 1% / 60 min {mean of four test runs} or, somewhat safer,
1.5 % / 60 min (three out of three tesi runs), respectively, against the test organism A, brasiliensis {fables 8.1
- 8.4}

Stabimed ultra also shows o sufficient mycobactericidal activity (M. terrge and M. avium; log R > 4} at the

concentration / contact time relations 1.5 % / 5 min, 1% / 15 min ond 0.5 % / 30 min + 60 min under those

conditions {tables 9 — 10}

Quantitative carrier test - instrument disinfection

According to the "Catalogue of requirements for including chemical disinfectant processes in the DGHEM list of
disinfectants {issue: 2002-02-04)", the batch 1002BH0O005 of the product Stabimed ultra, applied of a product
concentration of 0.5 % at 21 °C, possesses bactericidal flog R > 5} and yeasiicidal (log R > 4} activity in 1 min

under dirty conditions for reference strains P. aeruginosg, S. aureus, £. hirae and C._albicans.
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For the fungicidal octivity, the product showed sufficient activity {log R > 4} against the test organism
A brosiliensis under those conditions af the concentration / contact time relations 2 % / 15 min {mean of two

test runs), 2 % / 30 min {two out of two test runst and 1% / 60 min (two out of two test runsj.

Stabimed ultra also shows sufficient mycobactericidal activity (M. terrae and M. avium: log R > 4} at the

concentration / contact time relation 0.5 % / 5 min under those conditions tables 11 -17).

Summary

Based on the results summarized above, Stabimed ultra possesses bactericidal and yeasticidal efficacy at
the concentration / contact time relation 0.5 % / 1 min, mycobactericidal activity ot the concentration / contact
time relations 1.5 % / 5 min, 1 % / 15 min and 0.5 % / 30 min + 60 min and fungicidal activity ot the
concentration / contact time relations 2 % /15 min + 30 minand 1% / 60 min when tested as an instrument
disinfectant in accordance with DGHM Standard Methods (2001, Resulis are validaied in accordance with

DGHM requirements.

Greifswaid, November 11, 2014

Dr. rer. med. {Dipl. Biol} T. Koburge?"v 8 °,+*$' Prof. Dr. med. A. Kramer

Ew'sf’fric 17025
- General Manager - ~ MD for Hygiene and Environmentat Medicine -

Order number: 414245 Stabimed ulfra English Version {1 Page 6 of 35



Table 1:

identification of a suitable neutralizer laccording to DGHM standard methods, 2001)

Date: May 11, 2010 Order number: A14245
Substance: Stabimed ultra Sample number: P 100938
Test organism: see table 1 Lot number: 1002BHC005
Incubation temperature: 37 °C{30 °C C. albicans) Test suspension: see table 1
Incubation time: 48 h Reaction temperature: 37 °C {30 °C C. albicans)
Readion time: 48 h
concentration 5. gureus E. coli £. mirabilis P. aeruginosa £. hirce C. afbicons
(%)
5.00*10° cfu/mi 1.50%10° ¢fu/ml 5.00"10° cfu/ml 1.50°10° cfu/ml 2.50"10° cfu/ml 2.70%10° clu/ml
(9.70 log) {9.18 log) (9.70 log) 19.18 log) 19.40 log) 18.43 log)
0 Il i XxXvil] © " W XXvil| © ] I XXVii N W Xxvil| 0 I m XxXwvi Il o XXVH
2 - - + + - - + + - - + + - + + - - + + - + +
1 - + + - - + + - + + {+) + + - - + + {+ + +
0,5 - + + + - + + + + + + + + + + + + + + +
0,25 - + + + - + + + - + + + + + * - + + + + + +
Q125 - + + + - + + + - + + * + + + - + + + + + +
control* + + + + + + + + + + + + + + + + + + + + + +
control* = W5sH
1l = 3 % Tween 80 + 3 % Saponin + 0.1 % Histidine + 0.1 % Cysteien
ill = 3 % Tween 80 + 0.3 % Lecithine + 0.1 % Histidine + 0.5 % Na- Thiosulfate
XAV 1% Tween 80 + 3 % Saponin + 0.5 % Na-Thicsulfate + 0.1 % Histidine in VE
- = no growth
+ = growth
(+) = minimal growth
Order number: A 14245 Stabimed ulira English Version 01 Page 7 of 35



Table 2:

Results of the quadlitative suspension test [according to DGHM standard methods, 2001}

Date: June 09, 2010 Order number: A 14245
Substance: Stabimed ulira Sample number: P 100938
Test orgonism:; see table 2 Lot number: 1002BHO005
Incubation temperature: 37 °C {30 °C for C. albicans} Test suspension: see table 2
Incubation time: 48 h Neutralizer: 1]
S. aureus E. coli P. mirabilis P. geruginosa E. hirge C. albicans
concentration 2.70 log cfu/ml 9.68 log cfu/ml 9.67 log chu/ml 9.38 log cfu/ml 9.63 log cfu/ml 8.70 log cfu/ml
ATCC 6538 NCTC 10538 ATCC 14153 ATCC 15442 ATCC 10541 ATCC 10231
% Tmin Smin 15min| 1min 5min 15min| Tmin  5min 15min [ Tmin 5min  15min | Tmin = 5min  15min | 1min  5min  15min
0.125 = 2 5 % - - a = = = s 3 g . - + (+) g
0.0625 - - - - - - {+) {+] - - - - - - - + + +
0.03125 2 +) {+] - - . + - + + +
0.001 + + + + + + + + + + + + + + + + + +
control* + + + + + + + + + + + + + + + + + +
& = WSH (woter of standardized hardness)
- S no growth
+ = growth
(+) = minimal growth
Order number: A 14245 Stabirmed vitra English Version O Page 8 of 35




Table 3: Resutlts of the quantitative suspension test (according to DGHM 2001}

Date: February 09, 201 Crder number: A 14245
Substance: Stabimed ultra Employee in charge: U, Joachim
Test organism: P. aeruginosa Neuiralizer: #l
Interfering substance: 0.3 % atbumin + 0.3 % sheep erythrocyles
Incubation temperature: 36x1°C Reaction temperature: 268 1'7C
Incubation time: 24 h Lot-Number: 10028H0005
Test suspension : 1.70 *10° cfu/mi {9.23 iog) Sample number: P 110069
Method: Dilution-neutralization-method

Sy : ~ contoct fime: 1 min - contact time: 2 min contact time: § min.
conceniration i o/ chu / ; ey i ;

log, bl .~ RF plate | 99kl 1 RE

plate Fiet
EYAD 0 | 600 [ >710

| fogett  RF

Ay

0.lmio’ |
B.imi16°

Controls and Validation:

T SR T ETae Number of colonies |  cfu /ml {with regard to the TR

R : 1 Icfu/plate) validotion suspension) i
 comtrol 2 0.1 ml 1¢° n2 13126+04 4.05
e o B e Ao
. control Jow 01ml 1 124 1.24E+04 4.09
s e T e P (i o R —
"~ Vdlidation suspension: 1.70E+04 423

i = 0.25% - 5 min controls 0.k.? Yes

Order number: A 14245 Stabimed ultta English Version 01 Page ¢ of 35




Tabie 4:

Date:

Substance:

Test organism:
Interfering substance:
Incubation temperature:
Incubation time:

Test suspension :

February 09, 201
Stabimed ultra

P mirabilis

Order number:
Employee in charge:

Neutralizer:

0.3 % atbumin + 0.3 % sheep erythrocyles

86 & | FC
24h

2.30 *10° cfu/ml 19.36 log)

Reaction temperaiure:

Lot-Number:

Sample number:

Results of the quantitative suspension test {according to DGHM 2001)

A 14245
U. Joachim

|

2= 1°C
1002BH00GS
P 110069

Method: Dilution-neutralization-method
5 3 contact time: I min contact time: 2 min contact time: 5 min -
concenfration | dilulion o’ | cdus | ST ehi/ ; ;
vt : plate | o9 RF | Do gy RF RF
. 1mi0° 6 | 000 @ >727 : 1 27.25
© 0325% gm0
L R L LA N SR N

0.t ml10*

1mit0°

S L r

Iml1g"

0.1 mli0*

0.1mlio*

Controls ond Validation:

> Number of colenies - cfu /ml {with regard to the i

Al Icfu/platel validation suspension] B

- control 2 0.1 ml 197 165 1.65E+04 41
e AT T T B e

| control 3 oI ml i’ 209 2.09E+04 4.31
o3l T i R P R B

=7 Validdtion suspension: 2.30E+04 4.36

SR e T 0.25% - 5min controls 0.k.? Yes

Crder number: A14245

Stabimed ulira

English Version {1

Page 10 of 35




Table 5: Resuits of the quantitative suspension test {according to DGHM 2001}

Date: February 07, 2011 Order number: A 14245
Substance: Stabimed ultra Employee in charge: U. Joachim
Test organism: 5. aureus Neutralizer: Hl
Interfering substance: 0.3 % albumin + 0.3 % sheep erythrocytes
Incubation temperature: 36+1°C Reaction temperature:  21x1°C
Incubation time: 24 h Lot-Number: 1G02BHC005
Test suspension : 4,90 *10" cfu/m! {9.69 log) Sample number: P 110069
Method: Dilution-neutralization-method
: contact ime: 1min _contact fime: 2 min contact time: 5min
f_“?n;‘_lmﬂ_ohon, dilution ;::l; ’ tog,, bcf RF che s AL RF cfs / log,, bx PR £
- L 9 ... | >732 2736 |
05%
- .
SR ¢
R o

—
0imtio’
0.1 mi 16

R
: 0Imii0”

| wsHicon

0.1 ml 0%

Controls and Validation:

R ] Numberofcolonies | cfu/miiwithregordiothe | log,abt}
e R . [clu/plate] | validation suspension} s e
169 1.69E+04 478
e e acraeSe e
6. ml 10° 157 1.57E+04 425
i P i e e L
Validation suspension: i 4.90£+04 469
T e 0.5% - 5min contrals 0.k.? Yes

Order number: A 14245 Stobimed ultra English Version 01 Page 1 of 35



Table 6:

Date:
Substance:

Results of the quantitative suspension test {according to DGHM 2001)

Test organism:
Interfering substance:
Incubation temperature:
Incubation time:

Test suspension :

February 07, 201
Stabimed ultra

Order number:
Employee in charge:

E. hirge Neutralizer:

0.3 % albumin + 0.3 % sheep erythrocytes

36+1°C Reaction temperature:
24 h Lot-Number:

1.70 *10° cfu/ml {9.23 log)

Somple number:

A14245
U. Joachim
i

21x1°C
1002BHO005
P 110069

Method: Dilution-neutralization-method
= b confact time: 1 min confact fime: 2 min_ ~ confact time: 5min
conacentration | difution cu / ; chu / ; i Lk

plote

|fogoby B

s ogot | RF

0.1 mi 10°

01mil0°

AR

g fan = =

Conirols and Validation:

AL g Number of colonies cfu /ml {with regard to the - . Iogu, .
; icfu/plate] validation suspension).
. control 2 0.1mi10° 148 3 486404 4.25
e R e S R —p e M Lt

e .éonifo! 3 0.1mi10° 189 1890:04 428

L e = et
- - Validation suspension: 1.70E+04 423
e AT 0.25 % - 5 min controls o k.7 Yes

Order number: A 14245 Stabirned ultra English Versian 07 Page 12 of 35



Table 7:

Date:
Substance:

Results of the quantitative suspension fest {according o DGHM 2001}

Test organism:
interfering substance:
Incubgation temperature:
Incubation time:

Test suspension :

Methaod:

March 23, 201
Stabimed ulira

C. glbicons

Order number:
Employee in charge:
Neutralizer:

0.3 % atbumin + 0.3 % sheep erythrocytes

30x1°C
48 h
5.00 *10° cfu/mi {8.7C Jog)

Dilution-neutralization-method

Reaction temperature:
Lot-Number:
Sample number:

A 14245
U. Joachim
Hl

21x1°C
1002BHC0O05
P 110069

= : S %
concentrafion

dilution

contact fime: T min

contact time: 2 min’

con

tact time: S min
RE

cfu I.ploi_ef: “og., %}

clu/plate  log,bd

cfulplo!e% log,, o

oo

9 nan,

ol

0.00

of; tdE=]

oo a o

[ | =

L]

g

sy

_0Imit0"

concentration| dilution

cfu / plote | tog,, %)

ceniact fime: 15 min
RF

B isin

§ 10"

3‘ i 0.75 % 3

2646

e

_1miie’ |
0.1mi10"

05%

_025%

k4

0aml 107

o e 0.1 ml 10

I

0.1mio’

Controls ond Validation:

- Number of colonies

__Ichu/platej

cfu 7ml jwith regard fo the
validation suspension)-

y control 2+ 6.1ml 0’
Aileo?) | ¢

' 2.50E+04

Z2.60E+04

conirol’3
cod

0.1 mi1

280E:04

2. 90E+04

© . Validotion suspension:

5.00E+04

Co

ntrols o k.?

Order number; A 14245

Stabirrad ulira

English Version 01

Page 13 of 35



Table 8.1

Date:
Substance:

Test organism:
Interfering substance:

incubation temperature:

incubation time:
Test suspension :

February 03, 2011
Stabimed ultra

A. brasifiensis

Order number:
Employee in charge:
Neuiralizer:

0.3 % albumin + 0.3 % sheep erythrocytes

30+31°C
72h
1.50 *10° cfu/mit {8.18 fog}

Reaction temperature:
Lot-Number:
Sampie number:

Resuits of the quantitative suspension fest {according fo DGHM 2001)

A 14245
U. Joachim

1}

21+ 1°C

T002BHO005
P 110069

Method: Dilution-neutratization-method

" mm : e contact fime: 5 min contoc!hme 15 min
CONnCEnitq on ; i <_ .

A cdusplate | logod RF. che 7 plate. L lege it RF
e 0g, I nd
ngd. ;

5%

St N

0.7 6"

conceniralion

. dilvtion | :
dulplote !

_confact fime: 30mm )

bg»!xi

RF

S ‘.du_/_plule l

contact fime: 60 min -
fog,, [x}

- 15%

o1

Tl 10°
1%

oo ol o ol

05%

W

0.1 ml 10"

Controls and Validation:

T

: " Number.of colomes___ | chu/mliwith. regurd tathe ~ mw
et e | icfu/plate} - volidation suspension) s
- control 2 0.iml10° L — e e o o e MDY
e 2) 0.3 mi 10" i}
‘control 3 AL 06 o L2 ais
B .W {90 31\ 9
i 1.50E+04 418
2.0% - 60 min controls o.k.? Yes
Order number: A 14245 Stabirned ufira English Version 1 Page 14 of 35



Table 8.2:  Resuits of the quantitative suspension test {according to DGHM 2001}

Date: April 08, 201 Order number: A 14245
Substance: Stabimed ultra tmployee in charge: U. Joachim
Test organism: A. brasiliensis Neutralizer: ]
Interfering substance: 0.3 % albumin + 0.3 % sheep erythrocytes
incubgation temperature: SR G Reaction temperature: 21+1°C
Incubation fime: 72h Lot-Number: 1002BH0005
Test suspension : 1.50 *10° cfu/mi {8.18 log) Sample number: P 110069
Method: Dilution-neutralization-method
A - IR confact time: 5 min = contact fime: 15 min -~
concentratfion difution : : clu / plate log,, b RF
' 0.00 2609
2%
i
05%
g imiio
s LI
WsH kol | T Y. NN AR N e
5 B 2
e % m £ ..+ . conlact time: 30 min | . contactfime:6Omin
e B | cusplate | logglkt : RE | ciu/plate | log, i R
e U T 0 )

’?‘& 24’%.- i

:\;{

| Numberofcolonies | clu/mltwithregardtothe - | o .,
0 : fefusplatel | validation suspension} b e e
control 2| 0.1 ml 10" 138 1.38E+04 4,14
o ol | I
_confrol3 Ol | _ 2 O o A R, i I
i ko) ' leit sl
0 . Vdlidation suspension; 1.50£+04 418
SR 2.0 % - 60 min controls 0 k.? Yes

Order number. A 14245 Stobimed ultra English version O1 Page150f 35



Table 8.3:  Results of the quantitative suspension test {according to DGHM 2001}

Date: May 16, 2011 Order number: A 14245
Substance: Stabimed ultra Employee in charge: U. Joachim
Test organism: A. brasiliensis Neutralizer: I£
Interfering substance: 0.3 % albumin + 0.3 % sheep erythrocytes

Incubation temperature: SR O Reaction temperature: 21x1°C
Incubation time: 72 h Loi-Number: 1002BHC005
Test suspension : 2.20 *10° cfu/ml {8.34 log} Sample number: P 110069

Method: Dilution-neufralization-method

contact fime: 5 min : contact time: 15 min :
cu/plate | logy, X RF Ccu/plate | foge i RE
nd. n.d. i

conceniration dilution

gamiio” | nd ) 252681
0.1 mi %" nd

A T R

mtr\ého’ : “dilution 2 e _-comocnung 30miny s 1. contod time: 60 min
enu n|. i . . . i R % ,

1mi30°

0.3 mliG?
0.1ml 10"

AR R ‘Number of colonies | cfu /ml (with regord to the
e ¢ [chu/plate] - | vaolidotion suspension}

oiml 0 172 172404 T 423

oimii® | [ s C T170E+04
0.l ‘0" ______________ 198 S \o8e+04 429

[ ﬁ%&\mhdmion suSpenslon S 2.20€+04 434

S RE or 2.0 % - 60 min contrels ok.? Yes

Order number: A 14245 Stabimed ultra English Version 1 Page 16 of 35



Table 8.4:

Date:

Substance:

Test organism:
interfering substance:

Incubation temperature:

Incubation time:
Test suspension :

Method:

June 10, 2011
Stabimed ultra
A. brasifiensis
0.3 % albumin + 0.3 % sheep erythrocytes
30 1T°C€

72h

1.70 *10° cfu/mt (8.23 log)

Dilution-neutralization-methed

Order number:
Employee in charge:
Neutralizer: 1

Results of the quantitative suspension test (according to DGHM 2001)

A 14245
U. Joachim

Reaction temperature: 21+1°C
tot-Number: 1002BRO0CS
Sample number: P 110069

contact time: 5 mint

RS

" contact time: 15 min

0 mlieT

oncenifdﬁon di[bﬂnn g b ; :
i f  ciu/plate | log, ¢ty / plate log,, ixh
% M ﬂd !
9 %
- nd.
TASE6 s

0 ml 07

B SR T " confact fime: 30 min : contact fime:-60 min
concentration.|  dilution | = =k o : { faste iy
] imhet o0 _
2% A 0

W

ot =
glo oo

L]

> = * Number of colonies . cfu /m {with tegord to the pE x)
; S el [cfu/plate] " validation suspension) Frai
- ¢copirol. 2 0.1 ml0° 194 1.94E+04 428
\ s | e R e e e,
" “control 3 01l 10° 202 2.02E+04 Y
jto BT Ty P e i
#: “validation suspenston: 1.70E+04 423
""" Frms sk e e 2.0 % - 60 min controls o.k.? Yes
Order nurnber: A 14245 Stabimed ulira English Version 01 Page 17 of 35




Table 9:

Cate:
Substance:

Test organism:
Interfering substance:;
incubation temperature:
incubation time:

Test suspension :

Results of the quantitative suspension test {according fo DGHM 2001}

February 16, 2011
Stabimed ultra

2.20 *10° cfu/ml {9.34 log)

Order number:
Employee in charge:

M. terrae Neutralizer:

0.3 % albumin + 0.3 % sheep erythrocytes

36, £15€ Reaction temperature:
14d-21d Lot-Number:

Sample number:

A14245
. Joachim
I3

A e
10028H0005
P 10069

Method: Dilution-neutralization-method
: T contadt time: 5 min _ contact time: 15 min
concenfration dilution k 4 S
crey TR I S - - SR ] s S [— . ——
0.1 ml 10"

TTmi 0
Jml
0.1mi 10

0 imii6? T

“Tml0”

e

0.1miio

N e e

0.3ml 10"

contact time: 30 min

- dilotion. | e R S : | Sl
P clu/plate | log,bd | RF ciu/plate | log, il RF
Tl 10° i =731 4] i

L P S S o
G
8
LA
[t
.......... T .
mlio

Controls and Validation:

T T Number ofcolonies | cfu /ml {with regord 16 the e,
: g ; Icfu/plate)] ~ volidafion suspension} g
~ coniroi2 0.1mi10° 158 1.58£+04 a2
S R R e B e e
.- confrot3 0.1mi10° 194 1.94E+04 4.28
e S 5 | e e L O
ST Vdlidation Suspension:™ - 2.20E+G4 4.34
R R e 1.5 % - 60 min controls o.k.? Yes
Order number: A 14245 Stabimed ulra English Version Page 18 of 35




Tabie 10: Results of the quantitative suspension test [according to DGHM 2001)

Date: February 24, 201 Order number: A 14245
Substance: Stabimed ultra Employee in charge: L. Joachim
Test organism: M. avium Neutralizer: XXVII
Interfering substance: 0.3 % albumin + 0.3 % sheep erythrocytes
incubation temperature: 36l *E Reaclion temperature: 20 £ W€
incubation time: 4d-21d tot-Number: JOOZBHCO05
Test suspension : 3.80 *10" cfu/mi (9.58 log) Sample number: P 110069
Method: Ditution-neutralization-method
B e contact time: 5min | - ' contact time: 15 min

concentration dilution 3 [ 3 T s Uy

i chusplate © logeid RF clu/splate | Jog.ixk RF

L - AT YR 1V 1 1

5%

%

WSH fco B

cantﬁdhm_e' aq min T

tog,, ix}

T RS contact fime: 80 min . .
concertdration | dllujlon ! 4 : <

cfu / plate

_6imlic’ 4 =

e

1%

Controls and Validation:

PR ) S " | . Number of colonies | * cfu /mi {with regard fo the
e 0 b chufplafel. | validation suspension)
.~ control 2 0.1mi10° > 300
b S i Y T e i
control 37 0.1 mi10° > 300
T i e o . T TR T
© Vaiidafion suspension: - 3.80E4+04 458
I R e L 1.5 % - 60 min controls 0.k.? Yes

Order number: A 14245 Stabimed utira English Version 01 Page 19 of 35



Table 11:

instrument disinfection

' run of testing

Date:
Substance:

Test organism:
Interfering substance:

Incubation temperoture:

incubation time:

Lot-Number:

Test suspension {Nj:

March 22, 2011
Stabimed ulira

P. geruginosa

Order number:
Employee in charge:
Neutralizer:

0.3 % albumin + 0.3 % sheep erythrocytes

36+1°C
24 h
1002BHCC0S

1.70 *10° cfu/mi (9.32 log)

Reaction temperature:
Relative humidity:

Drying time:

Results of the quantitative carrier test according to DGHM 2001 -

A4245
U. Joachim

I

21x1°C
72%
50 min

concmtmﬁon

contfact fime: I min

dilution =

Sae | oab R

Controls and Validation:

o + Number of colonies “chu /mitiwithregard tothe |
% = 3 5 b it i ik e e e Iogmw
e icfu/plate] validation suspension) - SE
Teomwol2 | oimio’ | | dermos 529
ko2 0.7 i 167 20 2. 00E+05
"0
“confrol 3 olmitg® | 26 e e 2366405 537 .
“{co3t 0.1ml 10" 25 2.50E+0
" Vaoiidation suspension: - L70C 08 a2
o e TR 0.25% - 5 min controls 0.k.? Yes
Order number: 414245 Stabimed ultrg English Version 01 Page 20 0f35




Table 11. continved:

2™ run of testing

Date:
Substance:

Test organism:

interfering substance:
incubgation temperature:

Incusbhation time:

Test suspension {N):

- instrument disinfection

March 22, 2011
Stabimed ultra
P. geruginosa

3bx1°C
24 h
4.50 *10° cfu/ml {9.65 log)

Order number:
Employee in charge:
Neutralizer:

0.3 % albumin + 0.3 % sheep erythrocytes Lot-Number:
Reaction temperature:
Relative humidity:
Drying fime:

Results of the quantitative carrier test according to DGHM 2001

A 14245

Y. Jloachim
Hl
1002BH0O005
21+¥°C
17.2 %

50 min

dilution

~ contacl fime: 2 min-

RF

| 2641

> 6.41

contact time: Smin

| oimitol ] 0
AL

| D58 5 Cf0

o 0Imiw® |0

Controls and Validation:

5 - Number of colonies [ cfu /mi iwithregardfothe | logm lx}
: : A ichu/plate]  validation suspension). S e
- control 2 0.1mi10’ 154 1.54E405 5.18
Sowa 5 e S e s  fow B
control3 ¢.1mi 10" 151 1.51E+05 516
Y o —E T e i g . e
-t VYolidation suspension: - 4 S0E+05 565
ST RS T 0.25% - 5 min controls o.k.? Yes

Order number: A 14245 Stabirned ultra Enghish Version 01 Poge 21 of 35



Table 12:

instrument disinfection

1" run of tesiing

Results of the quantitative carrier test according fo BGHM 2001 -

Date: March 22, 2011 Order nurmber: A 14245
Substance: Stabimed ultra Employee in charge: U, loachim
Test organism: 5. aureus Neutralizer: i
Interfering substance: 0.3 % albumin + 0.3 % sheep erythrocytes
incubation temperature: 36x1°C Reaction temperature: 2021 %G
incubation time: 24 h Relative humidity: 17.2%
Lot-Number: 1002BH0005 Drying time: 50 min
Test suspension {N): 2.00 *10° cfu/mi (9.30 log)
_. TET : J© confact time: T min . contad fme: 2 min. ~ conloct time: 5.min.
concentration dilufion TRGRE A e s ) sT e : EF
b e log,, X i RF plate log,, i) L RE RES 5
T 7 | 2x05m0’ [ 0| 000 626 | © | 000 | z67 P 2623
e AT
] oimli0’ T
Controls and Validation:

% Number of colonies cfu /mi {with regard fo the ook )
o - [cfu/plate] validation suspension): T
~controf2 | Otmio’ L . Lo, S| L7 2NN I s

' {co2) 0.1 ml 10 15 1.50£405 o '
e O0imi0t L B8 P = A

“{co 3t ¢.1ml 10" B 180F+05

. Validation suspension: 2.00£+05 5.30
i R RSt e 0.25% - 5min controls 0.k.? Yes
Qrder number: A 14245 Stabirmed ulira English Version 0 Page 22 of 35




Table 12. continued: Results of the quantitative carrier test according to DGHM 2001
- instrument disinfection

2" run of testing

Date: March 22, 2011 Order number: A 14245
Substance: Stabimed ultra Employee in charge: U. Joochim
Test organism: 5. aureus Neutralizer: ]
Interfering substance: 0.3 % albumin + 0.3 % sheep erythrocytes Lot-Number: 1002BHC005
Reaction
incubation temperature: 36 +1°C temperature: 21+ 1°C
incubation time: 24 h Reiative humidity: 46.3 %
Test suspension {N}: 2.30 *10° cfu/mil (.36 log) Drying time: 60 min
b - confact time: 1 min contact time: 2 min }
i coneeﬁ‘raﬁoﬂ ........................... e B S T L e o o B A e R S L A AT
i log,, (4 RF cfu £ plate log,, {x) RF
I Oy H 2651 :>651| ¢ O 000 | 000 |>6.49 =649
B -5 e [ e e 6"
£ | Oimiio’ | 0 | 0 N D N (O o M
0¥ mi 07 0 0
2 S

2 %05 ml10°

o

e

~ dilution

2 x 0.5 ml 0

e om0 0]
[..0Ymi0T
0.1 mi10?

01%

2x0.5ml1¢°

. WSH(co B

0.1mi 10" B, 6.57
Controls and Validation:
Number of colonies - cfu /mt {with regard to the g
© cfu/plate] validation suspension} i
~confrol2 | 01mlio® L& - L. i
02 0.1 ml 10" 26 2.60E405
~controf3 § otmio® | 24 b REER0S, s IEs
S {feo 3 0.imlig’ 25 2.50E405
~ Validdtion suspension: . . 2.30E+05 5.36
S : 0.25 % - 5 min controls 0.k ? Yes
Qrder number: A14245 Stabimed vite Engfish Version O} Page 23 of 35



Table 13:

instrument disinfection

' run of testing
Date:
Substance:

Test crganism:
interfering substance:

incubation temperature:

incubation time:
{ot-Number:
Test suspension {N}:

March 22, 2011
Stabimed vultra

E. hirge

Order number:

Employee in charge:

Neutralizer:

0.3 % albumin + 0.3 % sheep erythrocytes

6] SE
24h
1002BHOC05

5.00 *10" cfu/ml {9.70 log)

Reaction temperature:
Relative humidity:

Drying time:

Results of the guantitative carrier test according to DGHM 2001 -

A 14245
L. Joachim
1}

2i+1°C
17.2 %
50 min

: = - confact fime: Jmin contact fime: 2 min contact time: 5 min
congemruﬁdn """""""" e i 5 =5 : das T j 5
o 2628 | 0 | 000 | 5627 | 0 | 000
i i ,. s . 0 =R
i o
e R 0imll0 Q
T 1m0 > 300
e o TG 5 o
oo T N O A
: ; 0.1ml10* 19 6.28
Controls and Validation:
- Number of colonies * chu /ml {with regard to the ot 1l
.. [chu/platel validation suspension)
controi2 | Olmile® | .. 207 el B
~ jco 2} 0.1 ml 10" 20 2.00E+05
- control 3 0.1 mi10° 235 iR 98 o —
-~ {co 3} 0.1mi 10" 23 2.30E405
+ . Volidation suspension: - 5.00E+04 470
G e : 0.25% - 5 min controls 0.K.? Yes

Crder number: A14245

Stabimed ulira

english Version O

Page 24 of 35




Table 13, confinued: Results of the quantitative carrier test according to DGHM 2001
- instrument disinfection

2™ run of testing

Date: March 22, 201 Order number: A14245
Substance: Stabimed ultra Employee in charge: U Joachim
Test organism: E hirge Neutralizer: [k
Interfering substance: 0.3 % albumin + 0.3 % sheep erythrocytes Lot-Number: 10028H000S5
Incubation temperature: 36+ 1°C Reaction temperature: 21x1°C
incubation time: 24 h Relative humidity: 17.2%
Test suspension {N}: 1.70 *10° cfu/ml {9.23 log) Drying time: 50 min
: ey contact ime: 1 min coniact time: 2 min
concenlration dilution |- — s e e o L R e R e U R T S Fe e
A ; cfu / plate. log,, 1x) RF ~chu / plate log,, {x} RF
: 000 . 000 i 000 | 000 [ =621 >6.2
: 5
S e A il 0
o e 0.1 mi 10" )
£ - |.2x0.5mli0" | 39 1.4 ) 207 193 | 434 @ 427
5,0 : i
01% 5 ml_la‘ e 8 g AR o s e e b e 0 e e s N 515 i sy A st f v
01 min?
' . Y S P SO - PPN RN NPT SRS SRR
: 'If_i[SH‘{co 1
: 16 6.21
: : i confact time: 5 min |
*. concentration dilytion o - o e ety ISTiaEREld gt
A ‘ chefplate. | log, [x) iR
Ty 2 x0.5ml10° 000 T 000 [2621 2621
o
. 36 i : L B AT
01%
. 5
S Number of colonies. | cfu/mliwith regard tothe |~ 109.9(*1 S
“ichy/plate) - validation. suspension) | S
0.) ml 0" ! il | o S
1.50£+05
o N o
_ 1.40E+05
Vgiidation suspension:” 1.70E+05 523
e N ©.25% - 5 min controls o k.7 Yes

Order number: 414245 Siobimed ulira English Version 01 Page 250835



Table 14: Results of the quantilative carrier test according to DGHM 2001 -
instrument disinfection

17 run of testing

Date: March 30, 201 Order number: A 14245
Substance: Stabimed ultra Employee in charge: U. Joachim
Test organism: C. albicans Neutralizer: Hl
Interfering substance: 0.3 % albumin + 0.3 % sheep erythrocytes
Incubation temperature: 3o x1°C Reaction temperature: 2 +1°C
Incubation time: 48 h Retative humidity: 17 %
Lot-Number: 1002BH0O00S Drying time: 45 min
Test suspension [N}: 3.30 *10° cfu/mi (8.52 log)

cantact fime:. 1 min confoct timye: 2 min contact fime: 5 min
SatelEal ditution e e B e

i ! ; plate log. b4 | RF plate | g4 RE:
Z2x0.5mii0’ | G600 =l 085 | 24.65

oo

O
3|

01 mi10*

31549

‘concentration|  dilotion [ a7 T
e G L tag,
000

RE

‘Number of colonies ' | = cfu /mi {with regardfothe 1. Iog, 6
~ [chu/platel .| volidation suspension). e
(2 : > 300
gg“{co T et R Y T — L o am—
- copirol 3 0.1 ml 10° Stis T T S - S 1)

P Ik 61 mi 30" 49 4 90405 569

Validation suspension: . - 3.30E+04 4,52

SRS R 1% - 15 min controls 0.k.? Yes

Order number: 414245 Stabimed vltra English Version 01 Page 26 of 35



Table 14, continued: Results of the quantitative carrier test accerding to DGHM 2001
- instrument disintection

2™ run of lesting

Date: April 20, 201 Order number: A 14245
Substance: Stabimed ulira Employee in charge:  U. Joachim
Test organism: C. albicans Neutralizer: It
Interfering substance: 0.3 % albumin + 0.3 % sheep erythrocytes Lot-Number: 10028BH0005
Incubaotion temperature: 30x1°C Reaction temperature: 21x1°C
incubation time: 43 h Relative humidity: 46.2 %

Test suspension (N): 5.00 *10* cfu/ml {8.70 log) Drying time: 60 min

o e ey : contact fime: 1 min _ confacttime: 2min
"t:qncentmllon -. d1|l.lﬁ0}'l ) FER — Sy il S e Lt o WS o Bl R e g D e S e
S5 i T R cfu / plate Ing,, i) RER S cu/plate | dogo bd

000 | 000 2569 5.

000 | 0.00

gt

¥ . dilution,

[ 2x05mii0°
0.1 mi 16°

6.1 ml 107
) 2x05mlio" | 0

000 | 000 |=570: 2570

oimioT
- 0imlio”

50 570
Controls and Validation:
oo 7 1 Numberofcolonies i  cfu/ml{with regard to the - log,, b4
T J i o fcfusplotel - | validation suspension) o i3,
- control 2 | O —— el T
S (s Y R Imi 41 4,10E+05 5.61
" confrol 3 0.1 ml 10° > 300
L e b T e
- Ndlidotion suspension: - 0 5.00E+04 470
i o] RN 0.5% - 5min controls 0.k.? Yes

Order number: 414245 Stabimed ultra English Version 01 Page 27 of 35



Table 15.1:

instrument disinfection

1¥ run of testing

Date:

Substance:

Test organism:
Interfering substance:
incubation temperature:
Incubation time:

Test suspension (N}

April 11, 201
Stabimed ultra
A brasiliensis
0.3 % albumin + 0.3 % sheep ervthrocyles Lot-Number:
30x1°C

48 h

1.50 *10°*cfu/mi (8.18 log}

Order number:
Employee in charge:
Neutrglizer:

Reaction temperoture:

Relative humidity:
Drying time:

Resulis of the quaontitative carrier test according to DGHM 2001 -

A14245

L. Joachim
[
1002BHO0GS
21x1°C
35%

44 min

concentration, dilution

_confact time: 60 mip |

] e

: 2% 0.5 ml 10°
: 2% .

477

> 300

| 5300
»548

<-0.66

> 300

Controls and Validation:

T ‘Number of colonies _ cfu /ml {with regard to the Iog,o bﬁ

. [cfu/plate] - validation suspension} g
confroi2 | 01wl 152 1.52E+04 418

e P T T e S e Rt S
confroi 3 - 0.y miig° 176 176E+04 424
e S
Validation suspensicn: - 1L70E+04 423
rTs e 2 % - 60 min controls 0.k.? Yes
Order number: A 14245 Stabimed ulira English Version 0 Page 28 of 35




Table 15.2:

instrument disinfection
1* run of festing - Verification of the results presented in table 5.1

Date:
Substance:

Test organism:

interfering substance:
Incubation temperature:
incubation time:

Test suspension {N}:

June 27, 2013
Stabimed uitra
A. brasifiensis
0.3 % albumin + 0.3 % sheep erythrocyles Lot-Number:
30£1°C Reaction temperature:
48 h

2.50 *10 cfurmt (8.4C log)

Order number:
Employee in chorge:
Neutralizer:

Relative humidity:
Drying time:

Results of the quantitative carrier test according to DGHM 2001 -

A14245

L. Joachim
11
1002BHOC05
21x1°C
33.5%

50 min

contact time: 15 min

contact fime: 30 min

contact fime: 60 min

-’_dilution

concenl(cﬁbn ;

a7

i
plote

fog.., ‘XI' RF o (fU_/

’ |99m{>¢ I RF ‘

000  >530

logk,.,.lxlf L
nd

Controls and Validation:

Number of colonies |  cfu /ml (with regard fo the Iog,:lx]
ey ; Icduiplate] validgtion suspension) it
- confrot 2. 0.3 mf 10° 1 R S —. . S I . i
e — IR e Sear—
controf 3 0.3mln° 215 2158405 537
e m o ey | s
- Volidation suspension: 2.50E+05 5.40
e ot 2 % - 60 min controls 0 k.? Yes

Crder nuimber: 414245

Skabimed ulira

english Version 01

Page 29 0f 35




Table 15, continued: Results of the quantitative carrier test according to DGHM 2001
- instrument disinfection

2™ run of testing

Date: June 27, 2011 Order number: 514245
Substance: Stabimed ultra Employee in charge: U Joachim
Test organism: A. brasifiensis Neutralizer: i
Interfering substance: 0.3 % albumin + 0.3 % sheep erythrocytes Lot-Number: 10028H0005
Incubation temperature: 30 +1°C Reaction temperature: 21+ 1°C
Incubation time: 48 h Relative humidity: 5%

Test suspension {N): 3.50 *10°cfu/ml {8.54 log) Drying time: 50 min

Rl i contact fime: 15 min  * contact time: 30 min
concemmllon di[UﬁDﬁ I%N» i s e 4 bgng] ......... 2

i

el &

2x0.5mlle” |

000

0.00

>5.47 | > 547

1mi10°
-1 mi K
0.1 mi 10

=54

S gl

_Oimiio’ ]
0.1 ml16°

dilution

cfu/plate

confact fime: 60 min

© og, ¥

2x0.5mliQ

TR

g

ST 2x0.5mli¢°
i " olmiiot
&5%  eimiiet

0.1 mii0*

0.3 mlig°

_Gimii
_01mi0°
01 mi 107

R e Number of colonies | cfu /mi {with regard to the : Iog.@;x}
P * Idu/platel yalidation suspension) el
¢ml 10° 155 1.55E+0G35 5
L e e B o e [t
control3 | ormi®® | e L AR ;| A—
e e SO oimie’ foes B 1.50£405 B
lidafion suspension:. 3.50E405 554
e R G 2 % - 60 min controls 0.k.? Yes
Order number: A 14245 Stabirmed ulira English Version 01 Page 30 of 35



Table 16: Resulis of the quantitative carrier test according to DGHM 2001 -
instrument disinfection

¥ run of testing

Date: Aprit 05, 201 Order number: A 14245
Substance: Stabimed ultra Employee in charge: U, Joachim
Test organism: M. terrae Neutralizer: Hl
interfering substance: 0.3 % albumin + 0.3 % sheep erythrocyles

incubation temperature: 36x1°C Reaction temperature: 21+1°C
incubation time: 14d-21d Relative humidity: 10.4 %
Lot-Number: 1002BH0005 Drying time: 40 min

Test suspension {N}: 2.90 *10° cfu/mi 19,46 log)

contact time: 5 min confact fime: 15min

e/ /]
logobd | RF ciofe | 103 RF

0 000 | 5678 | _

-’corjceﬁtmﬁon - dilution

2 x0.5mlg°
B S
dmiio"
i 0.1 mi0?

1 2x0.5mli0°

08 % ol

1%

L=y et =

A

0.1 mii0?
—0Imlio’

st ey
"

‘wsHico

i e "'._gqhiaciﬁn);e:SOmin' ;
concentration | dilution . [Ty P :
el | pte | 08e  F

_2x05mli0° |
0.1 mi0°
0.1 mlo”

oimlio”
Bl 2x05mi10°

o oo ocioc

&1 i TG "7

Controls and Validation:

T ~° 1 Numberofcolonies | cfu/mi{withregardtothe | = bgiob(} ;
[fre s C o Uicly/platel . validation suspension] | | G ST

T control2 | 0amli0 >0 |

{cﬂﬁ a BT 3 SR e T

c0d) 61 mi 10" 34 3208405 553

Validation suspension; " 2.90E+05 5.46

BT e 1% - 30 min controls 6.k ? Yes

Order nuimber: 414245 Stabimed ultra English Version 01 Page 3 of 35




Table 16, continued: Results of the quantitative carrier test according to DGHM 2001
- instrument disinfection

2" run of testing
Date: April 05, 2011 Order number: A14245
Substance: Stabimed ultra Employee in charge:  U. Joachim
Test orgunism: M. terrae Neutralizer: Hi
Interfering substance: 0.3 % atbumin + 0.3 % sheep erythrocytes Lot-Number: 1002ZBHO00S
Incubation temperature: 36 £1°C Reaction temperature: 21+ 1°C
Incubation time: 14d-21d Relative hurmidity: 10.4 %
Test suspension {N): 460 *10° cfu/ml (9.66 log) Drying time: 40 min
s : contact lime: 5 min i confact time: 15 min
conceniration di[mlgn I R TR, M : iy
; cfu / p[uie leg,, i} £ pl log,, ix}
2x05mi CE O B 000 | 000
1%
S :x,. |
2 01 miig?

7 e ] 2x05m0° |

; : ) e S

S Olmi1o' ]
e 0.1 mii6" » 548 | > 548
E 0.1ml 10"
| B . Tt
R . ey _contact time: 30 min 3 =

. concentration | dilufion i, - .

S G e AR s fu/ plate log, B} LORF

>653 >658

000 | 000

2658 2658

O mi 0T ;
| 2x05mlig° | >300 . >300 |

< LW @ <110

Number of co!pmesﬁ 5 cfu sl {wﬂh :egard to. ihe
{clusplate] ~ volidation suspension}
> 300
................................ BT e ol
> 300
............................... e e
4 60E+G5 566
1% - 30 min controls 0.k.? Yes

Order number: A 14245 Stabimed ulira English Version 01 Page 32 of 35



Table 17:

instrument disinfection

1" run of testing

Date:

Substance:

Test organism:
interfering substance:
incubation lemperature:
incubation time:
Lot-Number:

Test suspension {Ni:

Aprit 12, 2011
Stabimed ultra
M. avium

Order number:

Employee in charge:

Neuiralizer:

0.3 % albumin + 0.3 % sheep erythrocytes

36 15€
¥d-21d
1002BHOOCS

3.70 *10° ciu/ml {9.57 log)

Reaction temperature;

Relative humidity:
Drying time:

Results of the quantitative carrier test according to DGHM 2001 -

A 14245
U. Joachim

Hl

21+1°C
361%
40 min

coniact hme 1 mln

comuci time Smm ; '

contact fime: 15 min

concentration dilution e :
_ | plote og. - : %
_ _ 2x05mno° 0 ?_2,6‘69 -
. X0 2 R
L o o 0
0.1 ml 10 6 0
| 2x05mi0 > 300 0 0.00
i > g
5% T3 L'

OImIIO

1 mi 10"

Controls and Validation:

R e Number of colonies | cfu/miiwithregardtothe
e £ “Icfu/plate] . validation suspension)
control 2 " 0.1 rnI W0° > 300
e N s Bt o i
- conirol 3 _ 0.1ml 10° > 300
: co R 5 T P
o Vairdqﬂon suspension; w 3.70E+05 557
e = Gy LR 1% - 30 min controls 0.k.? Yes
Order number: A 14245 Stabimed ulirg English Version 01 Page 33 of 35




Table 17, continued: Results of the quantitative carrier test according to DGHM 2001
- instrument disinfection

2™ run of testing

Date:
Substance:

Test organism:
Interfering substance:

Incubation temperature:

Aprif 12, 201

Order number:

Stabimed ultra Employee in charge:
M. avium Neutralizer:

0.3 % albumin + 0.3 % sheep erythrocytes Lot-Number:

36+1°C Reaction temperature:
144d-2td Relative humidity:

incubation fime:
Test suspension {N):

5.00 *10° cfu/ml 9.70 log)

Drying time:

A 14245

U. Joachim
Hl
1002BHGO0S
21+ 1°C
361%

40 min

: concgr_ll}qlion '

dilution

contact time: 15 min

1%
e 61 mi 10
205l
05%
s AN

2x0.5ml10°

<129 <129

- WsH(coly

3 o

concentration

. contodt fime: 30 inin

- digion |-

.{ “»TOQ‘IO [x}ﬁz SRS &

2%0.5ml0° |

00 mhio!

0.1miT0°

0.1ml 10"

01mi10°

¢1mig’

e

AR

0.1 mi10’

Zd

WsH(col)

Controls and Validation:

o | . Numberof colonies | clu/ml withregardfothe | =
: ELSE o qchufplatel | volidation suspension) -
confrol 2 | 0.1mi10° > 300
S L S T e R i g ]
" conmiol3 | om0 o0 1 S
ol e S eem ae Tt E g
- Validation suspension: 5.00E+05 570
e e e e N 1% - 30 min controls 0.k.7 Yes
Crder number: 414245 Stobimed vltra Engflish Version 01 Page 34 of 35




Legend

MW = average value
X = average vaive
RF = reduction factor
> 800 = not countable
n.d. = not determined
E = self-inhibition
(G| = Control 1

Ca2 = Control 2

Cold = Control 3

Order number: A14245 Stahimed uira English Version 01 Page 35 of 35



HYGIENE NORD GMBH YA ——.

E z, =
c/¢ BIOTECHNIKUN ;la“}--é"/—-/mg(DAkkS
WALTHER-RATHENAU-STRASSE 49 & BN
e —_— Deutsche
{7489 GREIFSWALD Mrthrat b akkreditierungsstelle
DEUTSCHLAND - GERMANY D-PL-18411-01-01
D-PL-18411-01-02 HYGIENE Nokb GMak
HYGIEWE NORD GHEH. C/0 BIDTECHRIKUH, W -RATHENAU-STR. 49 4. D-174BF GREIFSwALD
B. Braun Medical AG
Seesalz
6204 Sempach
Schweiz / Switzerland
CusToMER NUMBER Date
324 March 29, 2017

REPORT A 16294-2
STABIMED ULTRA

YEASTICIDAL EFFICACY
(EN 13624)

Purpose

The yeasticidal activity of Stabimed ultra s an instrument disinfectant (8. Braun Medical AG, Sempach,

Switzerland) should be evaluated in accordance with the European Standard EN 13624 (2013).

Order number: 416294-2 Stabirned ullra - EN 13624, yeasticidal effcacy Yersion O3 Pagelof 5




Monufacturer.
Product name:
Sample number.
Batch number:
Manufaciured:
Best before:
Storage conditions:
Date of order:

Date of delivery:
Test date:

Basis:

Test orgonisms:

Test solution:

Active ingredients in 100 g:

QOdour:

Appearonce:
Appearance of dilutions:

DH:

Neutralizer:

interfering substance:
Test tfemperature:

Incubation termperature:

Order number: & 16294-2

Test description
B. Braun Medical AG, Sempach, Switzerland
Stabimed uitra
P16449]
16012M28
not provided
0572017
Room temperature
August 09, 2016
August 12, 2016
February 20, 2017 — February 22, 2017
EN 13624 {2013} Chemical disinfectanis and entiseptics - Quaniiiafive
suspension test for the evaluation of fungicidal and yeasticidat activity in the

medical area — test method and requiremenis {phase 2, step 1

Candida albicans ATCC 10231

05%,025%,01%,001%

0.16 % peracetic acid (i the 1% product solution}
aromatic, product specific

white powder
clear, bluish-turquoise to dear, cofouriess liquids

05%: 805 0.25%: 8725 01% 810
001%: 780 WsH:  7.20

3% Tween 80 + 0.3 % Lecithin + 0.1 % Histidine + 0.5 % Na-Thiosulfat {neuwralizer
i

0.3 % atbumin + 0.3 % sheep erythrocytes idirty conditions)
20+1°C

30+£1°C

Stabimed wllra - EN 13624, yeasticidal efficacy Version 01 Page 2 of 5



Test Method

Testing is based on the European Standard EN 13624 {2013}, Validation and controf procedures are therefore
carried out in accordance with that standard, too.

For the test, a sample of the product Stabimed ultra (diluted with water for injection, if necessaryj is added to
a suspension of test organisms in a solution of the interfering substance. The mixture is maintained ot 20 +
1°C for the required contact time. At the end of the contact time, an aliquot of 1 ml is taken; the microbicidal
activity in this portion is immediately neutralized. Two 1 ml samples (per dilution stepi of the resulting
suspension are spread on at least 2 plates each. The number of surviving test organisms in the test mixiure is
calculated for each sample and the reduction is determined with respect to the corresponding test suspension
N,.

The experimental conditions {control A), the non-foxicity of the neufralizer icontrol 8) and the dilution-
neutralization method (contro! C) are validoted in accordance with the EN 13624 (2013} The test is performed
under diry conditions (0.3 % albumin + 0.3 % sheep erythrocytes) using C. albicans as test-organism. Results

are presented in fable 1.

Resulis

According to the EN 13624 (2013}, the batch 16012M28 of the test product Stabimed ultra, when applied ot @
product conceniration of at least 0.5 %, possesses yeasticidal efficacy (log,, RF > 4) in 1 min af 20 °C under

dirty conditions for the reference strain €. albicans (Table 1.

Resulis are considered validated in accordance with the requivements of the EN 13624 [2073),

Greifswald, March 29, 2017

RTES8 Pp -

— “”L/n A % Fx el Voo

Dr. rer. med. {Dipl. Biol} T. Koburger—Jﬂnss_en Prof. Dr. med. A Kramer

NoRD By N .
- General Manages- %% w'_".;‘;i:zuw-sﬁﬁﬁgvfor Hygiene and Environmentat Medicine -

£, [7LES GREIFSWALE .
Oﬂ&- 17025 Dl'-‘.s

Order numnber. A 16294-2 Stabirmed ulio - EN 13624, yeasticidal eficocy Version 3 Page 3 of 5



Table 1:

Bate:

Product:

Test organism:
Interfering substance:
Incubation temperature:
Test suspension {N,}):

February 22, 2017
Stabimed ulira
C. albicans

Order number:
Sample number:

Lot number:

0.3 % albumin + 0.3 % sheep erythrocyles

30x1°C

5.05%10° cfu/ral 16.70 log)

validation Suspension INJ: 1.43*10% cfu/ml {3.16 log)

Neutralizer:

incubation time:

A 16294
P 16449

16012M28

ill
48 h

Test temperature: 20 £ 1°C

Results of the quantitative suspension test according to EN 13624 (2013}

Validation Suspension {Ny): 1.00*30° cfu/ml 15.00 log}

: |
contact time: 1 min
. i chu / ctu 7 cfu / cfu / i
concendrations | dilution plate 1 plate 2 plate 3 plote 4 V., V., leg,, Na log, R
6.5% Imligh o . I T sld 1T L L L
' 1 mi 007) 0 o 0 0 <4 <14
025 L mNoY ¢ >330 >33 | >33 | >330 | >660 o e, (R
’ Imi00") 1 »330 »330 »330 > 330 > 660 > 660 > 482 <188
01% Imio) ;1 »330 °  >330 e M UL R IR S —
’ 1m0 > 330 > 330 >330 | >330 > 660 > 660 > 482 < 1.88
oot% | Um0y >330 >330 e > 660 660 v o
' 1raf 00 » 330 > 330 >33 | »330 > 660 > 660 >4.82 <1.88
Validation and Controls
oy . Experimentiat condition Neutralizer controt Method validation {C);
s e EPE ST control {Aj B} Product concentration: 0.5 %
chu / cfu / ciu / cfu s
plate 1 & 2 % x plate 18 2 % x plote 1& 2 b x plate 1& 2 % x
v, | 79 . v,| 76 . 86 | 162 - v, | 61 57 | n8 120 V,| 70 | 54 [ 124 91
v, |72 v,| 70 80 | 150 v,| 59 | 63 | 122 v, | 56 @ 62 | 18
302 5 of N, <1607 % ofAis>057 5 of N7 % of Bis 20,0005 * ¢ of N? xofCis=05% ¢ of N ?
|X|YES | |no |x|YBS J |n0 |x |yes | |n0 x |ves I |no

Order nurnber: A16294-2

Stabimed ullro - EN 13624, yeasticidat efficacy

Version 01 Paged of5




Legend:

MW = average value

X = average value

= = average value

RF = reduction factor

R = reduction factor

> 330 = not countable

> 660 = not countable

n.d. = not determined
WFI = water for injections

Order number: 416294-2 Stabimed ulfra - EN 13624, yeasticidal efficacy Version 01 Page Sof 5



HYGIENE NORD GMBH a8,
c/o BICTECHNIRUM
WALTHER-RATHENAU-STRASSE 49 A
{7489 GREIFSWALD

GERMANY

DEUTSCHLAND -

Jl/ "’H
o \‘: (( . Deutsche
Ao "'\ —" nkkreditierungsstelle
O-PL-18411-81-01

D-PL-18411-01-02 HYGIENE NORD Guai

HYGIENE MORD GMBH, ¢/0 BIOTECHMIKUM, W_-RATHENAU-5TR. 49 &, D-174B9 GROFSWALD

B. Braun Medical AG
Seesatz
6204 Sempach

Schweiz / Switzerland

CUSTOMER MUMBER DaTE

324 March 29, 2017

REPORT A 16294L-]
STABIMED ULTRA

BACTERICIDAL EFFICACY
(EN £3727)

Purpose

The bactericidal activity of Stabimed ultra as an instrument disinfectant (B. Braun Medical AG, Sempach,

Switzerland) should be evaluated in accordance with the European Standard EN 13727 {2012+ A2:2015}.

Order number: A 16294-1

Stabimed ultra - EN3727 Version 01
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Manufaciurer:
Praduct name:
Suimple number:
Baich number.
Manufaciured:
Best before:
Storage conditions:
Daote of order:
Date of delivery:
Test date:

Basis:

Test organisms:

Test solution:

Active ingredients in 100 g:

Odour:

Appedrance:
Appearance of dilutions:

pH:

Neutralizer:

interfering substance:
Tesi femperature:

Incubaotion temperaiure:

Order number. A 16294-1

Test description
B. Braun Medical AG, Sempach, Switzedand
Stabimed ultra
P 164491
16012M28
not provided
0572017
Room temperature
August 09, 2016
August 12, 2016
February 20, 2017 — March 22, 2017
EN 13727 (2012+A2:2015): Chemical disinfectants and antiseplics -

quantitative suspension test for the evaluation of bactericidal acfivity in the
medical area ~ fest method and requirementis (phase 2, step 1)

Staphylococcus aureus ATCC 6538
Enferococcus hirge ATCC 10541
Pseudormonas aeruginosa ATCC 15442

0.5%,025%,01%,001%

0.16 % peracetic acid fin the 1% produd solution)
aromatic, product specific

white powder
clear, biuish-turguoise fo clear, colourless fiquids

0.5%: 805 0.25%: 825 01%: 810
0.01%: 7.80 WSH: 720

3% Tween 83 + 0.3 % Lecithin + 0.1 % Histidine + 0.5 % Na-Thiosulfat (neutralizer
Hik

0.3 % albumin + 0.3 % sheep erythrocytes (dirty conditions)
20+£1°C

36+ 1°C

Stobirned vitra - EN13727 Version 01 Page 2of 9



Test Method

Tesiing is based on the Europesn Standard EN 13727 {2012+A2:2015). Validation and conirol procedures are
therefore carried out in accordance with that standard, too.

For the fest, a sample of the product Stabimed ultra (dituted with water for injection, if necessaryl is added to
o suspension of test organisms in a solution of the interfering substance. The mixture is mainfained af 20 +
1°C for the required confaci time. At the end of the contact time, an aliquot of 1 ml is taken; the microbicidol
activity in this portion is immediaiely neutralized. Two 1 ml samples (per dilution stept of the resulting
suspension are spread on at least 2 plates each. The number of surviving test organisms in the test mixiure is
calculated for each sample and the reduction is determined with respect to the corresponding test suspension
N,

The experimental conditions (confrol A), the non-loxicity of the neukralizer (control B) and the ditution-
neutralization method (conirol C} are volidated in accordance with the EN 13727 (2012+A2:2015). The test is
performed under dirty conditions {0.3 % aibumin + 0.3 % sheep erythrocytes) using S. aureus, E. hirae and

P. aeruginosa as test-organisms. Results are presented in tables 1.1 - 3.

Results

According to the EN 13727 (2012+A2:2015} , the baich 16012M28 of the test product Stabimed ultra, when

applied at a product concentration of at least 8.25 %, possesses bactericidal efficacy {log,, RF > 5} in T min

at 20 °C under dirty conditions for the reference strains $. aureus, E. hirae and P. aeruginosa (Tables 1.1 - 3},

Results are considered validated in accordance with the requirements of the EN 13727 {2012+A2:2015},

Greifswald, March 29, 2017
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< o
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Table 1.1: Results of the quantitative suspension test according to EN 13727

{2012+A2:2015)
Date: February 21, 2017 Order number: A 16294
Product: Stabimed ultra Sample number: P 164491
Test organism: S aureus Lot number: 16012M28
Interfering substance: 0.3 % albumin + 0.3 % sheep erythrocyles
incubation femperature: 36=1°C Neutralizer: n
Test suspension {Ny}: 3.23%°0" cfu/mt {7 51 log} Incubation time: 24 h-48h
Validation Suspension {N,): 7.80*10° cfu/ml 12.89 log) Test temperature: 20+ 1°C

validation Suspension (Nl 1.11*10° ciu/mit (5.04 log)

. . 1
contact fime: 1 min
. i cs 0 s 0 /0 cfu/
conceniration | dilufion ploted  ghaterd plole3 | plate 4 Vir | Vs log,, Na log,, R
05% 1 ml (i0) p- 4 i 4 & | B 2 A 2.50 5.01°
| T T T2 e s e fias a7 5
L [ | a
0.25% o) | 78 68 | 62 g4 p M 6y 38 ) 433
Tml {i07} n i 2 ] 0 20 <14 3.23
8% 1l 107 o i &8 | mw . Is L 2.36 515 °
1% | PRI S s T = e e (e et
ool%  |moh | >330 © >330 >330 | >330 } >660 660 | |
' 07§ »>330 > 330 »330 | 2330 2660 @ 660 >4 82 <269
“ see table 1.2 for verification
Validation and Controls
Wit - S us e oriny. ) Experimental condition Neutralizer controk Method validation {C);
pe 7 control (A B} Product concentration: 0.5 %
cfu/ cfu / cu/ cfu /
plate 18 2 % x plate 1& 2 Ve x plate 18 2 v x plote 1& 2 ve X
v,| 43 41 | 84 v,| 50 a5 | 95 v, | as T35 79 v, | 39 a4z | 8
e e 78 laia et S B P8 o (R T £ CU (Rep ey sty I, SO [ | 1 e fe 1 745
v,| 38 | 34 | 72 v,| 47 4 |88 U, | e | 2o v, | 35 33 | 68
30 < ¢ of N, <1607 ¥ ofAis=05° ¢ ofNg? x ofBis = 00005 * ¢ of N7 x ofCis=05* ¢ ofN,?
xlyes | Ino |X|yes no 'x|yes | ]no |lees ‘ |no

Crder nurmber: A 16294-) Stabirmed ultra - EN13727 Varsion O Page dof ¢



Table 1.2:

{2012+A2:2015}

Date:

Product:

Test organism:
interfering substance:
incubation temperature:
Test suspension {N):

March 22, 2017
Stabimed ultra
S aureus

Order number:
Sample number:

Lot number:

0.3 % atbumin + 0.3 % sheep erythrocytes

3bzx1°C

3.75410 ciu/ml (7.57 log)
Validation Suspension {NJ}: 7.90%10" cfu/ml 12 96 fog)

Neutralizer:

Incubation fime:

Results of the quantitative suspension test according to EN 13727

A 16294
P 164491
16012M28

]
24h-48h

Test temperature: 20 £1°C

Validation Suspension {Ng}: 7 55%10° cfu/ml {4.88 log)

contact time: 1 min
. .. e chu/ chas - chus cfu 7
conceniration | dilution plote 1 pltle2  plate 3 plate 4 Vi Vi log, No log,, R
i 1 43
D ol - et s e 21 gl 1osib [ 2648
1 107) & Q i <14 i <14
1 ml 169 3] [¢] ! <14 i <14 < 215 > 543
0.25% T B e e 2 s T L
01% Amine’ p >33  >3%0 | L LR
i 1m 16 1 >330 >33 860 | > 660
Validation and Controls
—— . Experimendal condition Neutralizer control Method validation {C);
Wil i)+l e o control {A) iBj Product concentration: 0.5 %
cfu/ v B cu/ v, ctu / v. B clus v, i
platle1& 2 f x plate 1& 2 # plate 1& 2 5 plate 18 2 3
v,[ 3t T a3 | 73 36 - 51| 87 v,| a1 36 | 77 V,] 52 | 46 | 98
....... L B A — B8 ol e i 77 e e we—ee|| 965
v,| 40  aa | &4 .| 42 43| 85 vl e I a0y 7 V.| s0 i 51 | il

30 < 7 of N, <1607

[Xlyes { a0

v olAis=05*7 of NS?

[ X Jyes [ o

% of Bis=0.0005* 1 of N,?

[X Jyes [ o

 ofCis20.5% x of N7

[ X Jyes [ ]no

Crder number: A 16294-1
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Table 2.1:  Results of the quantitative suspension test according to EN 13727

{2012+A2:2015}
Date: February 21, 2017 Order number: A 16294
Product: Stabimed uitro Sampie number: P 16449
Test organism: £. hirae Lot number: 16012M28
Interfering substance: 0.3 % alburmin + 0.3 % sheep erythrocytes
Incubation temperature: 36 £1°C Neutralizer: |
Test suspension [N} 2.48*10" cfu/rml {7.39 log) Incubation time: 24h-48h
Validation Suspension (N,J: 9.55%10 cfu/ml {2.98 log) Test temperature: 20 £1°C

validation Suspension (Ng): 5.25*10" cfu/ml 14.72 log)

]
contact time: 1 min
. i cwsf | cu/s i chud cfu / _
concenirafion | difution platet | plte? | plate3 plate 4 Va N log,, Na log,, R
05w | MO o o B P 3 SO A T
' 1l (107) uo® & n 4 | 20 3.34 405°
. 1l 0% 2 <14 3 253 | 445°
L T i = e e e
0.1% 1l (16°) 23 18 25 Vi 41 267 473°
: e 3 e e . 5 Y
001% | JMO00%: »330 >33 >33 | »>330 [ >660 - >e60 | -}
' Tl 0 ] 23307 24300 2380 >33 >660 | 660 > 482 <257
* see table 2.2 for verification
Validation and Controls
validation - Suspension IN..) Experimental condition Neutralizer control Method validation (C;
pe ) control {A} {B] Product concentration: 0.3 %
chu / v . cfu s v I clu/ v . ctu/ v -
platle 1& 2 % X plate 1& 2 s i plate 1&2 . 3 plate 1& 2 < 2
v, | 43 a1 | 84 v, | 50 | 45 | 95 v, | 44 35 | 79 v,[ 39 a2 | 8i
e B, 78 oy, R S L1 - o e 7 . e .| 745
v,| 38 | 34| 72 v, | 47 41 | es8 v [ 3§ 46 | 7 V.| 35 33 ] 68
30 < ¢ of N, <1607 wofAis=>05% 5 ofN,? i ofBis=0.0005* y of N,? ¥ ofCis=0.5* x of Ng?
X yas | ]no | X yes | |no | X |yes | |no X |yes | |no

Order number: A 16294-1 Stabimed uliro - EN 13727 Version 0 Pagebof 9



Table 2.2:

{2012+A2:2015)

March 22, 2017
Stabimed ultra

Date:

Product:

Test organism:
Interfering substance:
incubation temperature:
Test suspension {N,):

Results of the quantitative suspension test according fo EN 13727

Order number: A 16294

Sample number:

E. hirge Lot number:
0.3 % atbumin + 0.3 % sheep erythrocytes
36+1°C Neutralizer:

2 55410 cfu/ml (7 43 log)
Validation Suspension (N)): 6.50%10% cfu/ml {2.81 log)
Validation Suspension N): 7.40*10" cfu/ml {4.87 log)

Incubation time:

P 164491
16012M28

I
24h-48h

Test temperagture: 20+ 1°C

contact time: 1 min
: ) cu /s clu/ cfes / ciu / f
concentration | dilution plate 1 plate 2 plate 3 plote 4 V., V., fag,, Na log, R
1 ml 1109 4 . 5 6 5 <14 <14 <215 > 5.26
G5% e | et 4 I S e 25 =E0 =k e s e DSt
1 ) 107} 4] : i 3 2 <14 <14
1 ml 10° 1 ] 0 <14 <14 <215 > 5.26
0.25% = 5 == o I i . i S
01% Il 00% > 330 b O W VR I
’ 1 mil (10 » 330 > 330 > 330 =660 @ > 680 » 482 «2.59
Validation and Controls
Validation - S o Tl Experimental condition Neutralizer control Method validation {C);
R ki conirel {Al {8 Product concentration: 0.5 %
cfu/ cfus cfu/ ciu /
plaeraz | | plaera2 | Vo | plae1g2 | Y| % plate 182 | Ve | x
v, 337y 2z [ &5 V.| 39 ¢ 39 73 v, | 36 : 38 | 74 V.| 46 55 | 1
........ e s Y 65 el | " S - 67.5 L S P T7h5 el e 965
v,[ 38 27 65 v, | 290 331 a2 V| 8 g a1 | & V.| 50 42 | 92
30 < ¢ of M, <1607 w ofAis=05%y of N? ¥ of Bis>Q.0005" 1 of N,?  ofCisz0.5* ¢ of N7
|x|yes | |no |x]yes | ino |x|yes I |no |x|\_.res | |no
Order number: A16294-) Stabimed ultra - EN 13727 version 01 Page7 of 9



Table 3:

{2012+A2:2015)
Date: February 21, 2017
Product: Stabimed ultra

Test organism:
Interfering substance:
Incubation temperature:
Test suspension {N,):

P aeruginosa

Order number:
Sample number:

Lot number:

0.3 % albumin + 0.3 % sheep erythrocyles

36 £1°C

2.68"10 cfu/mi (7.43 log!
Vaiidation Suspension {N,}: 7.85%10" cfu/ml (2.89 log)
Validation Suspension (N}:: 6.55%10% cfu/mt 14 82 log)

Neutralizer:

Incubation time:

Resulis of the quantitative suspension test according to EN 13727

A 16294
P 16449
16012M28

w
24h-48h

Test temperature: 20 +1°C

contact lime: 1 min
concentration | dilution o Qg cu/ o i/ v v leg,, No log, B
plote 1 plate 2 plate 3 | plate 4 el “ s s
y— 1 el 109} 0 0 o 0 <ia | <4 <215 > 528
I Sy = o= S T i R R L e
1l 167 8] O 4] 8] <14 <14 <215 > 5.28
0.25% =t I TR = et e L
1 ml 107) 0 0 0 0 <14 <14
01% Jmlnoy |0 U . Y al <ib | 2528
: el 10 0 0 o P g e <i4
oote L)M0OY G >33 0 >33  >330 1 >330 | >660  >660 |
' 1l 107 =300 8- =330 v =330 > 330 >660 > 660 > 4,82 < 2.61
Validation and Controls
Vidlidtinn - Stepangion ik} Experimental condition Neutralizer control Method validation {C};
pe o conrol {A) iB} Product concentration: 8.5 %
chy / cly / ciu / cfu/
plate 1& 2 Ve X plate 1& 2 Ve X plate 1& 2 Ve % plate 1& 2 Y X
v 80 v P37 | 75 v, | 36 32 [ 68 V.| 40 20
=4 e TTELS i e 72.5 R | o e 67 el il 615
v, 77 v, : 70 Ve 28 | 38 | &6 v, | 27 @ 36
30 < x of N, <1607 ¥ of Ais>0.5* ¢ of N7 x ofBis> 00005 1 of N7 x ofCis>05" 5 of N?
|x|yes |no |x|yes | |no |xlyes | |no |X|yes Ino

Order number: A16294-1

Stabimed uilra - EN 13727

Version 0 Page 8 ofg



Legend:

MW = average value

X = average value

% = average vatue

RF = reduction factor

R = reduction factor

> 330 = not countable

> 660 = not countable

n.d. = nof determined
Wt = water for injections

Order number: A 16294-1 Stabimed ullra - EN 13727 Version Q1 Page ¥ of 9



STORZ

KARL STORZ — ENDOSCOPE

ENDOSCOAPE PENTRU STIINTA MEDICALA 81 TEHNICA
INSTRUMENTE PENTRLU OTO-RING — LARINGOLOGIE

KABRL STORZ GmbH & Co KG . PO Box 230, D-78503 Tuttlingen

B.BRAUN MEDICAL AG
Alexander Miiller
Seesatz 17

CH-6204 Sempach

Imd, Dwvs Mesajul dvs. din Ind. nostru
ANBA | WHC

[hata
DLOR2005

Transferarea autorizarii pentru dezinfectantul Helix® ultra dupa schimbarea denumirii in Stabimed®

ultra.

Stumate domnule Miiller,

Prin prezenta va aducem la cunostinia ca autorizarea eliberata pentru Helix® ultra este in continuare
valabila pentru intreaga paleta de produse a firmei KARL STORZ si dupa schimbarea denumirii in

Stabimed® ultra.

Puteti utiliza in continuare numele “KARL STORZ" in baze de date in urmatoarele conditii:

1.} Reteta produsului dumneavoastra (Stabimed® ultra) este neschimbata in comparatic cu cea a

produsulu autonzat initial Helix® ultra.
2.} Ca fabricant al acestui produs este numit exclusiv BBraun.

3.) Precizati ca toleranta instrumentarului nostru este garantata doar daca sunt respectate indicatiile

de utilizare recomandate,

Va stam cu placere la dispozitie pentru colaborare pe mai departe.

Cu salutan prietenesti,
KARL STORZ GmbH & Co KG

Semnatura indescifrabila
1.A. Horst C, Weiss
QM & RA Global Director RSB

L L LR L LR

Subsemnata, PANAETE ALINA-OLGA, traducitor autonizat de Ministerul Justitiei cu nr. 3499972012, cemific
exactitatea traducerii cu textul documentului original din limba germand in limba roména, vizata de citre mine.

TRADUCATOR.
PANAETE ALINA-OLGA

PANAETE ALINA-DLGA
Traduckt 1 L
raduchol Ky

Aut. M.JT34999/2019




STORZ

KARL STORZ — ENDOSKOPE

ENDOSCOPES FOR MEDICINE AND TECHNICAL SCIENCE
INSTRUMENTS FOR OTO-RHINO-LARYNGOLOGY

JPRAL €,
KARL STORZ GmbH & Co. KG * P. O. Box 230 » D-78503 Tuttiingen ;;'0 ‘4:%
- ' -
\ 4
A
WE SUPPORT
B.Braun Medical AG
Alexander Miiller
Seesatz 17
CH-6204 Sempach
lhre Zeichen lhre Nachricht Unsere Zeichen Datum
ANBA /WHC 01.09.2015

Ubertragung der Freigabe fiir das Desinfektionsmittel Helix® ultra nach Umbenennung

in Stabimed® ultra

Sehr geehrter Herr Miller,

hiermit bestédtigen wir Ihnen, dass die fur Helix® ultra erteilte Freigabe flir die gesamte
Produktpalette der Firma KARL STORZ auch nach der Namenséanderung in Stabimed® ultra

weiterhin glltig ist.

Sie dlirfen den Namen ,KARL STORZ" in Datenbléttern weiterhin unter folgenden

Voraussetzungen verwenden:

1. Die Rezeptur lhres Mittels (Stabimed® ultra) ist gegeniber dem urspringlich

freigegebenen MittelHelix® ultra unverandert.
2. Als Hersteller dieses Mittels wird ausschlief3lich BBraun genannt.

3. Sie weisen darauf hin, dass die Vertraglichkeit unseres Instrumentariums nur gegeben ist,

wenn die vorgeschriebenen Anwendungshinweise eingehalten werden.

Fir eine weitere Zusammenarbeit stehen wir gerne zur Verfigung.

Mit freundlichen GriRRen
KARL STORZ GmbH & Co. KG

i.A. Horst C. Weiss
QM & RA Global Director RSB

Office Address. Phone: +48 (0)7461 708-0 Kommanditgesailschaft.

KARL STORZ GmbH & Co KG Fax:  +49 (0)7481 708-105 KARL STORZ GmbH & Co KG

Mittelstralo B E-Mall: infoQkaristorz.de fegistored in Tutilingen

0-78532 Tultiingen Wab: www.karstorz.com Commercial Register: Stuttgart HRA 450442
WEEE Rog No* DE 74465858 VAT DE 142931058

Bank accounts

Volksbank Donau Nockar oG Tum}ngcn {BLZ 843 €01 30) Commerzbank AG Tuttlingen {BL2 843 800 11) Kreissparkaaso Tuttlingen (B1.Z 843 500 70}

Acc. No. 772 003, SWIFT GENO DES1TUT Acc. No. 2 713 305 00, SWIFT: DRES DE FF 843 Acc, No 1322 SWIFT SOLA DES { TUT

tBAN. DES7 6439 0130 0000 7720 03 {BAN: DEB9 8438 0011 0271 3305 00 (BAN DE79 8435 0070 0000 0013 22

Unlimited Pastner:

KARL STORZ-Verwaltungsgeaciischaft mbH
RAog'sigrod In Tutliingen

Commarcial Register: Stuttgart HRB 450225
Marnaging Partner Sybill Storz Dr h ¢ muilt

Doutzcha Bank AG Tuttlingen (BL2 653 760 75)
Acc No.211 639 000 SWIFT DEUT DESS653
[BAN DEQQ 6537 0075 0211 6330 00




B BRAUN

B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH-6204 Sempach

Phone:
e 00 TRANSLATION OF THE
ATTACHED DOCUMENT

www.bbraun.ch

Ref. THH Tel. direct +41 58 258 56 20 November 24, 2017
thomas.hennig@bbraun.com

To whom it may concern — please find the English translation of the
attached document:

Transfer of approval for the disinfectant Helix Ultra under new name of Stabimed® Ultra

Dear Mr. Miller

Herewith we confirm that the approval issued for Helix® Ultra for the entire product range of KARL
STORZ continues to be valid after changing the name to Stabimed® Ultra.

You may continue to use the name "KARL STORZ" in data sheets if the following conditions are met.

1. The formulation of your product (Stabimed® ultra) remains unchanged to the one which is
released under the brand name Helix® ultra.

The responsible manufacturer of the product is solely B. Braun.

You state that the integrity of our instruments will be preserved if the recommended
instructions for use are adhered to.

2.
3.

For further cooperation, we are happy to assist.
Kind regards

KARL STORZ GmbH & Co. KG

Signed

i.A. Horst C. Weiss
QM & RA Global Director RSB

Translated by
B. Braun Medical AG

CoE Infection Control

Dr. Thomas-Jorg Hennig

Int. Sales Development Manager



Best Trados

Str. Paul Chinezu nr. 4, Timisoara, Romania
E-mail: office@besttrados.ro
Bvow deTraducess Tel.: +40 722 555 883

Traducere din limba engleza

B. BRAUN

B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH-6204 Sempach
Tel. +41 58 258 50 00
Fax +41 58 258 60 00
www.bbraun.ch

Ref. AR Tel. direct +41 58 258 51 66 Sempach. 24.01.2020
andreas] .arndt (@ bbraun.com

Activitatea dezinfectantilor B. Braun impotriva noului virus descoperit Corona
2019-nCoV

In ultimele sdptimani au fost raportate focare de infectii virale asemanitoare SARS in
Wuhan si cel putin 13 provincii chineze. Peste 800 de pacienti sunt infectati si numarul
creste zilnic. Intre timp, au fost raportate si focare in tiri din afara Republicii Populare
Chineze.

Noua tulpina de virus descoperitd 2019-nCoV apartine familiei Coronaviridae, care sunt
virusuri anvelopate. Masurile adecvate de control si prevenire a infectiilor pot ajuta la
gestionarea situatiei actuale.

Virusurile anvelopate pe maini si suprafete pot fi dezactivate de dezinfectantii B. Braun.
B. Braun a validat activitatea produselor selectate in conformitate cu standardul european
EN 14476 (1) resp. Metoda RKI/ DW.

Va informdm ca urmatoarele dezinfectanti B. Braun sunt activi impotriva virusurilor
anvelopate, inclusiv a virusurilor Corona, in timpul si concentratia standard de aplicare,
daca sunt utilizati in conformitate cu instructiunile noastre:

Dezinfectanti pentru maini
Softa-Man®/Softalind®, Softa-Man®/Softannd® pure, Softa-Man®/

Softalind® ViscoRub, Softa-Man® acute/Softalind® 999,
Promanum® pure

Suprafete mici / apropiate |Meliseptol® Eoam, Meliseptol® Wipes Sensitive, Meliseptol® New

de pacient Eormual, Meliseptol® pure, Meliseptol® rapid ft Meliseptol® HBV,
Meliseptol® Wipes ultra
Suprafete mari Hexaquart® XL, Hexaquart® pure, Melsept® SF

. Stabimed® fresh, Stabimed® ultra, Helipur® H plus N
Reprocesarea manuala a

instrumentelor

. Helimatic® Disinfectant
Reprocesarea automata a

instrumentelor



http://www.bbraun.ch/

Daca aveti intrebari cu privire la aceasta problemad, va rugdm sa nu ezitati s contactati B.
Braun Medical AG.

B. Braun Medical AG

Andreas Arndt

Manager Cercetare & Dezvoltare
Control Infectic CoE

/semnaturd indescifrabila/

Michel Mathys
Manager Produs International
/semndturd indescifrabila/

(1) EN 14476 Dezinfectanti chimici si antiseptice - Test de suspensie cantitativa pentru evaluarea
activitatii virucide 1n zona medicalda. O activitate virucidd poate fi demonstratd daca
dezinfectantul determina o reducere a titrului turului IqlO (echivalentul unei rate de reducere de
99,99%) sau mai mult. Pentru determinarea activitatii Tmpotriva virusurilor anvelopate se
foloseste tulpina virusului vaccinia Ankara sau Elstree.

Subsemnata, VALERICA PATRU, interpret si traducdtor autorizat pentru limbile
ENGLEZA, FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberati de
Ministerul Justitiei din Romania, certific exactitatea traducerii efectuate din limba
ENGLEZA in limba ROMANA, ci textul prezentat spre traducere a fost tradus in
intregime, fara omisiuni, si cd, prin traducere, inscrisului nu i-au fost denaturate
continutul si sensul.
Traducator si interpret autorizat,
Valerica Pdatru (17602)




B/ BRAUN

B. Braun Medical AG
Cok infection Control
Seesatz 17

CH-6204 Sempach

R gl TO WHOM IT MAY CONCERN:

Fax +41 58 258 60 00

www.bbraunch

Ref. AR Tel. direct +41 58 258 51 66 Sempach, 24.01.2020
andreasi arndt@bbraun.com

Activity of B. Braun disinfectants against the newly discovered Corona Virus 2019-nCoV

Qutbreaks of SARS-fike viral infections in Wuhan and at least 13 Chinese provinces have been reported in
recent weeks. More than 800 patients are infected and the number is increasing daily. in the meantime,
outbreaks in countries ouiside of the People’s Republic of China have aiso been reported.

The newly discovered 2013-nCoV virus strain belongs to the Coronaviridae family, which are enveloped viruses.
Suitable infection contrel and prevention measures can help to manage the current situation.

Enveioped viruses on hands and surfaces can be inactivated by B. Braun disinfectants. B. Braun has validated
the activity of selected products according to the European Standard EN 14476 (1) resp. RKI/DW method.

Please be informed, the following B. Braun disinfectants are active against enveloped viruses including Corona
viruses within their standard application time and concentration if used in fine with our instructions:

Hand Disinfectants Softa-Man®/Softalind®, Softa-Man®{Softalind® pure, Softa-Man®/ Softalind®
ViscoRub, Softa-Man® acute/Softaiind® 939, Promanum® pure

Small [ Patient-Near Meliseptol® Foam, Meliseptol® Wipes Sensitive, Meliseptol® New Formuai,

Surfaces Meliseptol® pure, Meliseptol® rapid & Meliseptoi® HBV, Meiiseptol® Wipes ultra

Large Surfaces Hexaquart® XL, Hexaquart® pure, Melsept® SF

Instruments Stabimed® fresh, Stabimed® ultra, Helipur® H plus N

Manuat Reprocessing

instruments Helimatic® Disinfectant

Automated Reprocessing

If there are any questions concerning this issue please do not hesitate to contact B. Braun Medical AG.

B. Braun Medical AG

CokE infection Control

ALY SN

Andreas Arndt Miche! Mathys

Head of Research & Development Internationai Product Manager

{1) EN 14476 Chemical disinfectants and antiseptics - Quantitative suspension test for the evaluation of virucidal activity in the medical
area. A virucidal activity can be demonstrated if the disinfectant causes a titre reduction of four Ig10 (equivalent to a reduction rate of
99.99%;) or more. For the determination of activity against enveloped viruses the vaccinia virus strain Ankara or Elstree is used..
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Traducere din limba engleza

B BRAUN

SHARING EXPERTISE
Stabimed” ultra - Benzi de testare
Indicatii generale: Indepartati numai cate benzi de testare sunt necesare.
Inchideti recipientul imediat dupa indepartare

INSTRUCTIUNI DE UTILIZARE PENTRU
O solutie gata de utilizare de 2 % de Stabimed® ultra

Luati o cantitate de proba din solutia gata de utilizare si amestecati-o cu o cantitate egald de apa
de cel putin calitatea apei potabile.

EXEMPLU

Se amesteca 5 ml solutie gata de utilizare 2 % + 5 ml apa deionizata

INSTRUCTIUNI DE UTILIZARE PENTRU
1,5 % solutie gata de utilizare de Stabimed® ultra

Solutia de 1,5 % gata de utilizare nu trebuie diluatad pentru test. Luati o proba directa din solutia
gata de utilizare pentru a efectua testarea.

Introduceti banda de | Scuturati excesul de lichid. Asteptati 20 de secunde | Apoi comparati imediat
testare in solutia de testul in campul solutiei
testare de testare cu scala de

culori



mailto:office@besttrados.ro

REZULTATE PENTRU O SOLUTIE DE 2 % GATA DE UTILIZARE Luati valoarea care
se potriveste cel mai aproape cu indicatorul. Culoarea campului de testare se poate schimba in
timp. Prin urmare, este esential sd luati lectura in timpul prescris pentru a obtine un rezultat
corect. Ignorati modificarile de culoare care apar ulterior. O citire de 1000 mg/L sau mai mare
arata ca solutia Stabimed ultra gata de utilizare este Inca activa. Daca indicatorul aratd o culoare
sub 1000 mg/L, solutia trebuie eliminata si trebuie preparata o solutie proaspata.

REZULTATE PENTRU O SOLUTIE GATA DE UTILIZARE DE 1,5 % Luati valoarea
care se apropie cel mai mult de indicator. Culoarea caAmpului de testare se poate schimba in timp.
Prin urmare, este esential sa luati lectura n timpul prescris pentru a obtine un rezultat corect.
Ignorati modificarile de culoare care apar ulterior. O citire de 1500 mg/L sau mai mare aratd ca
solutia Stabimed ultra gata de utilizare este inca activd. Daca indicatorul aratd o culoare sub 1500
mg/L, solutia trebuie eliminata i trebuie preparata o solutie proaspata.

Nota: Indiferent daca avem un rezultat adecvat, va recomandam insistent sa aruncati imediat
toate solutiile vizibil murdare. Aceasta instructiune este valabila numai pentru benzile de testare
originale QUANTOFIX® Acid Peracetic 2000 (REF 91342) de la MACHEREY-NAGELGmbH
& Co. KG.

B. Braun Medical AG | Infection Control | Seesatz 17 | CH-6204 Sempach
Telefon +41 58 258 50 00 | Fax +41 58 258 60 00 | info.bbmch@bbraun.com | www.bbraun.com

Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile ENGLEZA,

FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberati de Ministerul Justitiei din

Romania, certific exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ci

textul prezentat spre traducere a fost tradus in Intregime, fara omisiuni, i cd, prin traducere,
inscrisului nu i-au fost denaturate continutul si sensul.

Traducator si interpret autorizat,

Valerica Patru (17602)




B/BRAUN

SHARING EXPERTISE

Stabimed”® ultra — Test strips

General indications: Remove only as many test strips as are required.
Close the container immediately after removing a strip. Do not touch the indicator field.

INSTRUCTIONS FOR USE FOR A
2% ready to use solution of Stabimed® ultra

Take a sample amount from the ready to use solution and mix it
with the equal amount of water of at least drinking water quality.

EXAMPLE
Mix 5 ml 29% ready to use solution + 5 ml of deionized water

Insert the test strip
into the test solution
for 2 seconds.

Shake off excess liquid.

INSTRUCTIONS FOR USE FOR A

1.5% ready to use solution of Stabimed® ultra

The 1.5% ready to use solution does not have to be diluted for
the test. Take a direct sample from the ready to use solution to
perform the testing.

Wait for 20 seconds. Then compare the test
field immediately with the

color scale.

RESULTS FOR A 2 9% READY TO USE SOLUTION

Take the value that matches closest with the indicator. The
color of the test field may change upon time. It is therefore
crucial to take the reading within the prescribed time in order
to achieve a correct result. Ilgnore color changes that occur
afterwards. A reading of 1000 mg/L or higher shows that the
Stabimed ultra ready to use solution is still active. If the
indicator shows a color below 1000 mg/L the solution has to
be disposed of and a fresh solution has to be prepared.

RESULTS FOR A 1.5 % READY TO USE SOLUTION

TTake the value that matches closest with the indicator. The
color of the test field may change upon time. It is therefore
crucial to take the reading within the prescribed time in order
to achieve a correct result. Ignore color changes that occur
afterwards. A reading of 1500 mg/L or higher shows that the
Stabimed ultra ready to use solution is still active. If the
indicator shows a color below 1500 mg/L the solution has to
be disposed of and a fresh solution has to be prepared.

Note: Regardless of an adequate result we strongly recommend to discard any visibly soiled solutions immediately. This instruction is
only valid for original QUANTOFIX® Peracetic Acid 2000 (REF 91342) test strips from MACHEREY-NAGELGmbH &t Co. KG.

B.Braun Medical AG | Infection Control | Seesatz 17 | CH-6204 Sempach

Phone +41 58 258 50 00 | Fax +41 58 258 60 00 | info.bbmch@bbraun.com | www.bbraun.com

1C2727_5003_08.16




W 08

B/ BRAUN

B. Braun Medical AG
Cof infection Control
Seesatz 17

CH-6204 Sempach TO WHOM IT MAY CONCERN

Tel. +41 58 258 5000
Fax +41 58 258 6000

www.bbraun.ch

Ref. am Tel. direct +41 58 258 50 91 Sempach, 01.02.2017
Alexander! muelier@bbraun.com Switzerland

Stabimed® ultra - Confirmation of use for disinfecting
of Karl Storz, Olympus, FUJl and Pentax endoscopes

We herewith confirm that Stabimed® ultra is compatible to disinfect Karls Storz endoscopes as well
as Olympus, FUJI and Pentax endoscopes. Please follow the reprocessing instruction of the endo-
scopes manufacture and read the product label carefully. After disinfection rinse the products care-
fully with water {water of drinking water quality or better). Let the products dry completely for re-
use.

B. Braun Medical AG

?%W ) \l/@(m

Dr. Heiko Henze Alexander Miiller
Development Manager International Produkt Manager
Surface & instruments



Traducere din limba engleza

B BRAUN

B. Braun Medical AG

CoE Infection Control

Seesatz 17

CH-6204 Sempach iN ATENTIA CELOR INTERESATI

Tel. +41 58 258 5000
Fax +41 58 258 6000

www.bbraun.ch

Ref. am Tel. direct +41 58 258 50 91 Sempach, 01.02.2017
Alexanderl.mueller@bbraun.com Elvetia

Stabimed® ultra — confirmarea utilizarii pentru dezinfectarea
endoscoapelor Karl Storz, Olympus, Fuji si Pentax

Prin prezentul document, confirmam ca Stabimed® ultra este compatibil cu dezinfectarea
endoscoapelor Karls Storz, precum si a endoscoapelor Olympus, Fuji si Pentax. Respectati
instructiunile de reprocesare ale producéatorului endoscoapelor si cititi cu atentia eticheta produsului.
Dupa dezinfectie, clatiti cu atentie produsele cu apa (apa potabila sau de o calitate mai buna). Pentru
reutilizare, lasati produsele s& se usuce complet.

B. Braun Medical AG

[Semnatura indescifrabila] [Semnatura indescifrabila]

Dr. Heiko Henze Alexander Muller

Director de dezvoltare Director de produs international
(Development Manager) (International Produkt Manager)

Suprafete si instrumente
(Surface & Instruments)


http://www.bbraun.ch/
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Traducere din limba engleza

Subsemnata IONESCU MADALINA LACRAMIOARA, traducdtor §i interpret autorizat pentru
limba engleza In temeiul autorizatiei nr. 16815 din data de 24 octombrie 2006, eliberata de Ministerul
Justitiel din Roménia, certific exactitatea traducerii efectuate din limba engleza in imba romana, ca
textul prezentat a fost tradus complet, fard omisiuni, si ca, prin traducere, documentului nu i-a fost
denaturat continutul $i sensul.

Documentul a carui traducere se solicitd In intregime are, In integralitatea sa, un numar de 1
pagini, poarta titlul/denumirea de Stabimed® ultra - Confirmation of use for diginfecting of Karl
Storz, Olympus and Pentax endoscopes, a fost emis de B. Braun si mi-a fost prezentat mie In
Intregime. Traducerea documentului prezentat are un numar de 1 pagini.

TRADUCATOR si INTERPRET AUTORIZAT
lonescu Madalina Lacramiocara
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Traducere din limba engleza

B. BRAUN

B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH-6204 Sempach

Tel. +41 58 258 50 00
Fax +41 58 258 60 00
www.bbraun.ch

Ref. IC Tel. direct + 41 58 258 51 66 Sempach, 22 noiembrie 2018
Offer_ic@bbraun.com

Declaratie privind stabilitatea la utilizare a produselor dezinfectante pentru instrumente B.
Braun

Dezinfectantii nostri de intrumentar au urmatoarele perioade de valabilitate dupa deschidere:

Produs Functie . Ne'd ese his, toate. .

dimensiunile ambalajului
Cleaner N dezinfectant intrumentar 24 luni
Helizyme dezinfectant intrumentar 24 luni
Stabirned® fresh dezinfectare instrumentar 36 luni
Stabirned® ultra dezinfectare instrumentar 24 luni
Helipur® H plus N dezinfectare instrumentar 24 luni
Helipur® dezinfectare instrumentar 60 luni
Tiutol KF / Tiutol dent. dezinfectare instrumentar 36 luni

Pe baza studiilor efectuate privind stabilitatea si luand in considerare prelevarea de probe multiple
din recipientele analizate, deschiderea recipientelor nu compromite durata de valabilitate a
dezinfectantilor nostri de instrumentar. Prin urmare, o stabilitate limitatd la utilizare dupa prima
deschidere nu a fost definitd. Cu exceptia Stabirned® ultra. Aici va recomandam o stabilitate la
utilizare de 6 luni pentru ambalajul de 800 g si respectiv 4 kg, 28 de zile pentru plicul de 100 g.

Data de expirare care este tiparitd pe ambalajul respectiv este relevantd pentru durata de
valabilitate maxima a produsului.

Daca aveti intrebari referitoare la cele expuse, va rugdm sa nu ezitati s contactati B. Braun
Medical AG.

Cu stima,
B. Braun Medical AG

Andreas Arndt
Sef Dezvoltare Produse
/semndturd indescifrabila/

Thomas Héni
Sef Management Produse
/semndturd indescifrabila/
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Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile

ENGLEZA, FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberata de

Ministerul Justitiei din Romania, certific exactitatea traducerii efectuate din limba

ENGLEZA in limba ROMANA, ci textul prezentat spre traducere a fost tradus in

intregime, fara omisiuni, §i ca, prin traducere, inscrisului nu i-au fost denaturate
continutul si sensul.

Traducator si interpret autorizat,

Valerica Patru (17602)

AT
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Traducere din limba engleza

B.Braun Medical AG
Seesatz 17
CH-6204 Sempach

CERTIFICAT PENTRU LOT

Nume marca : STABIMED ULTRA | Numar lot: 2103BH0021

Numar material: 19812 Data de fabricare: 2021-03-15

Dimensiune si tip | Sticla 800 g Data de expirare: 2023-03

ambalaj:

Detinator Licenta de | B. Braun Medical AG | Specificatie: FPS-88256

Productie: CH-6204 Sempach

Seesatz
Locul de productie: | Antec International

GB-COIO 2X
Sudbury  Windham
Road

Cantitate eliberata: 576 PC

Declaratie certificat:

Produsul indeplineste cerintele.
Subsemnatul prin prezenta certific cd informatiile mentionate mai sus sunt adevérate si corecte.
Pentru rezultate analitice, va rugdm sa consultati Certificatul de analiza corespunzator.

B.BRAUN MEDICAL AG
Unitate calitate

Anna Stratz
Data eliberarii: 29.03.2021

****Einalul Certificatului****

Acest document a fost produs electronic si este valabil fara semnatura.

Sistem sursda: SAP ERP DEA,

Formular ZQM30_CBSP_LC V01

Data/ora tiparirii: 29.03.2021/13:48:10 Lot de inspectie: 010014658544 Pagina 1 din1

Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile ENGLEZA,

FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberatdi de Ministerul Justitiei din

Romania, certific exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ci textul

prezentat spre traducere a fost tradus in Intregime, fara omisiuni, si ca, prin traducere, inscrisului nu i-au
fost denaturate continutul si sensul.

Traducator si interpret autorizat,

Valerica Patru (17602)
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Traducere din limba engleza

CERTIFICAT DE ANALIZA
Lot Descriere material Numair livrare Data planificata
pentru livrare
2103BH0021 STABIMED BBRAUN 3016952275 / 000010 24.03.2021
6X800GR CTN
Atentie: Produsul nu trebuie utilizat dupa data ,,A se consuma inainte de data de”!
S-a prelevat o proba conform procedurii; rezultatul analizei a fost:
Metoda de inspectie / Rezultat Specificatii Unitate
Caracteristici

Aspect conform Conform
pH in solutie 1,62%. 7.8 7.8-8.1
Solubilitate la 35°C Conform Conform
Continut de acid peracetic 0.27 >=0.25 %

Datele prezentate mai sus se referd la caracteristici. Ele nu reprezintd nicio asigurare sau garantie.
Aceste informatii nu elibereaza clientul de obligatia de a efectua inspectii de intrare ale bunurilor, fie
conform contractului, fie conform reglementarilor.

Aceste informatii au fost emise de calculator si sunt valabile fara semnatura.

Contact responsabil: lukasz.jazwinski@Ilanxess.com

B.Braun Medical AG
Seesatz 17
CH-6204 Sempach

29 /ilizibil/ 2021
Semnatura: indescifrabila

Subsemnata, VALERICA PATRU, interpret si traducitor autorizat pentru limbile ENGLEZA,

FRANCEZA si ITALIANA in temeiul autorizatiei nr. 17602, eliberati de Ministerul Justitiei din

Romania, certific exactitatea traducerii efectuate din limba ENGLEZA in limba ROMANA, ci textul

prezentat spre traducere a fost tradus in intregime, fara omisiuni, si ca, prin traducere, inscrisului nu i-au
fost denaturate continutul si sensul.

Traducator si interpret autorizat,

Valerica Patru (17602)
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B.Braun Medical AG

B I BRAUN Seesatz 17

SHARING EXPERTISE CH-6204 Sempach

Lot Certificate

Brand name: STABIMED ULTRA
Material number: 19812 Bawh No: 2IG3IBHGO2 |
Package size and type: 8§00 g boule Manufacturing date: 2021-03-15
Product Licence Holder: B. Braun Medical AG Expiry date: 202303

CH-6204 Sempach Seesatz Specification: FPS-88256

Manufacring site: Antec Intermational
GB-CCG10 2X Sudbury Windham Road

Released quantity: 576 PC

Cemnficaton statement:

The product meets the requirements.

i the undersigned hereby certify thar the above mentioned information is true and correct.
For anaiytical results, please consult the corresponding Cerificate of Analysis.

B.BRAUN MEDICAL AG
Quatity Unit

Anna Strarz
Release Date: 29.03.2021

*#**+*End of Certificate¥*+*

This document bas been produced electronically and is valid without & signature, Source Sysem: SAP ERP DEA, Form ZOM30_CBSP_LC V01

Print date/time: 29.43.2021/13:48:10 Inspection loi: (10014658544 Page | of 1
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LANXESS

Energining Chemistry

Certificate of Analysis

Batch Material description Delivery no. Planned delivery date
2103BHO021 STABIMED SBRAUN 3016952275 / 0006010 24.03.2021
SXBOOGR CTN

Attention: Product shall not be used after "Best Before™ date!!

A sample was taken according to procedure; the resuit of analysis was;

Inspection method/ Result Specification Unit
Characteristic

Appearance complies complies

pH in 1.62% solution 78 78-81

Solubility at 35°C camplies complies

Peracetic acid content 0.27 == (.25 %

The data presented above relate 1o characleristics. They do nol reprasent any assurance or warranty. This information does not release the custemer from the
obligation to carry eut incoming nspections of goods, either as agreed or as required under the regulabions.

This information has been issuad by computer and 15 valid without signature,

Responsible contact: lukasz jazwinski@lanxess com

B. Braun Medical AG
Seesatz 17
CH-6204 Sempach

Jta



Document No.: -
Print Date: 2016-01-20 16:00 (CET)

Stabimed® ultra

Composition: Active substance - |péracefic acid 0.16/%
in situ (diluted in water 107G/1); surfactants, corrosion
inhibitor, colourants, excipients. Contains: Disodium
carbonate, compound with hydrogen peroxide (2:3)

Read instruction for use.

Vor Anwendung Gebrauchsinformation lesen.
MpoyeTeTe ykasaHusTa 3a ynotpeba.

Prectéte si pokyny k pouziti.

Lea las instrucciones de uso.

Attention, voir la notice d'instructions
Leggere attentamente le instruzioni per ['uso.
Consultar as instrugdes de utilizacao

LOT Batch number Use by: month and year Manufacturer Date of manufacture.
Chargennummer Verwendbar bis: Monat und Jahr Hersteller Herstellungsdatum

MapTiaen Homep [la ce u3nonasa Ao: MeceL| 1 ropuHa MpoussoauTen [lata Ha npou3BOACTBO
Cislo Sarze Spotiebujte do: mésic a rok Vlyrobce Datum vyroby
Numero de lote Usar antes de: mesy afo Fabricante Fecha de fabricacion
Numéro de lot Utiliser avant: mois et anneé Fabricant Date de fabrication
Lotto numeri Data di scadenza: mese e anno Fabbricante Data di produzione
Lote Val: més e ano Fabricante Data de fabrico

25°C Upper limit of temperature

/ﬂ/ Temperaturobergrenze
['opHata rpaxuLia Ha Temnepartypata
Horni hranice teploty
Limite superior de temperatura
Limite supérieure de température
Limite superiore di temperatura
Limite méximo de temperatura

Instrument disinfectant

User information

Active against bacteria, bacteria spores, my-
cobacteria, fungi, enveloped and non-envel-
oped viruses.

Use: Manual

Disinfection and cleaning of surgical instru-
ments, rigid and flexible endoscopes, labora-
tory and anaesthesia equipment. Suitable for
ultrasound cleaning. For the preparation and
end disinfection of thermolabile instruments
and equipment such as flexible endoscopes.

After disinfection, rinse instruments thor-
oughly with water and proceed as required.

Instrumentendesinfektionsmittel

Beipackzettel

Wirksam gegen Bakterien, Sporen, Mycobak-
terien, Pilze, behiillte- und unbehiillte Viren.

Anwendung: Manuell

Desinfektion und Reinigung von chirurgi-
schen Instrumenten, starren Endoskopen,
Laborgerdten und Andsthesiezubehdr. Ultra-
schall geeignet. Zur Aufbereitung und Ab-
schlussdesinfektion von thermolabilen Inst-
rumenten und Geréten z.B. flexiblen
Endoskopen.

Nach der Desinfektion Instrumente griindlich
mit Wasser freispiilen und nach Erfordernis-
sen weiter aufbereiten.

[le3nHEeKTaHT 32 UHCTPYMEHTH

HauwH Ha ynotpeba

BakTepuuuaHo, CnopoLmMaHo, MukoGakTepuanHo,
(hYHIMUMAHO AEVCTBIE, aKTUBEH CPELLLY Kancy-
NMPaHK W HeKancynyupaH BUPYCH.

Ynotpe6a: Manual

[JleanHdeKLNs 1 NOYnCTBaHe Ha XUPYpriavecky
WHCTPYMEHTH, PUrMAHI M ONEKCUBUNHN eHLoC-
Konu, nabopaTopHO 1 aHECTe3nonorn4Ho 06o-
pynBaHe. MoaxoasLL 3a ynTpa3BsykoBo no-
ynCTBaHe.

3a NoAroToBKa W Ae3MHEKLVs Ha TepmMonabus-
HIn MHCTPYMEHT 11 0BOpY/BAHE KaTo HanpuMep
NOMBIKHY EHBOCKONM.

Dezinfekéni prostedek na nastroje
Informace pro uZivatele

Uéinn\'/ proti bakteriim, bakterialnim sporam,

kvasinkam, plisnim, obalenym a neobalenym

viram.

Pouziti: Manualni

Dezinfekce a ¢isténi chirurgickych nastroja,

pevnych a ohebnych endoskopt, laboratorni-

ho vybaveni a pfisluSenstvi na anestezii.

Vhodny pro &iSténi ultrazvukem. Pro pFipravu

a zavérecnou dezinfekci termochemickym

nastrojl i pristroji jako jsou flexibilni endo-

skopy.

Po dezinfekei nastroje dikladné oplachnéte

vodou a dale pokracujte v pfipravé podle po-

treby.

Step 1: Fill container with required volume | Schritt 1: Benétigte Menge lauwarmes Ctbnka1: HambnHete ¢ xnagka soga 1. krok: Napustte potfebné mnoZstvi vlainé
of lukewarm tap water. Leitungswasser vorlegen. HeobXxoaumus obem pitné vody.
Step 2: Add powder into the water with Schritt 2: Pulver mittels Dosierkappe ins Ctbnka 2: [loGaBeTe npax BbB BogaTa C 2. krok: Pridejte prasek do vody v méfici
the measuring cap. Wasser geben. MepuTenHaTa kanaka. nadobce.
Stabimed® | 2dY to Stabimed" | 9°0rauchs- Stabimed® | roT083a . Stabimed® | "2tk Pfipraveny
Cap ultra use Kappe ultra fertige Kanauka Itr ynotpe6a Nadobka ultra k okamzitému
solution Losung uftra pasTBOp pouZiti
~25 ml 20 1L/2% ~25ml 209 1L/2% ~25 ml 20 g 1L/2% ~25 ml 20 ¢ 1L/2%
~50 ml 404 20/2% ~50 ml 40g 2L/2% ~50 ml 40g 20L/2% ~50 ml 40g 2L/2%

Step 3: Stir until the powder dissolves to
form a clear solution (~10 min).

Step 4: Solution to be disposed at end of
working shift or when visibly dirty.

Schritt 3: Durchmischen bis sich das Pulver
aufgeldst hat und eine klare
L6sung entsteht (~10 Min)
Ldsung nach 24 h verwerfen oder
wenn Teststreifen eine zu geringe
Wirkstoffkonzentration anzeigt.

Schritt 4:

Ctbnka 3: Bbpkalite gokato nyapata
chopmupa YncT pasTeop (~10 MUH.)

Ctbnka 4: PasTopa Aa ce u3xBbpnv cref 24
yaca unu B cryyai, ye Tectosata
TEeHTa MOoKaxe aKTUBHM areHT

3. krok: Michejte dokud se prasek
nerozpusti na &iry roztok (~10 min)

4. krok Roztok zlikvidujte po 24 hodinach
nebo ukazuje-li testovaci prouzek
obsah U¢inné latky < neZ minimum

Desinfectante para instrumental

Instrucciones de uso

Activo contra bacterias, esporas bacterianas,
micobacterias, hongos, y virus encapsulados
y no encapsulados.

Empleo: Manual

Desinfeccion y limpieza de instrumentos qui-
rurgicos, endoscopios rigidos y flexibles,
equipos de laboratorio y anestesia. Adecuado
para bafio de ultrasonidos. Para el acondicio-
namiento y la desinfeccion final de instru-
mentos y aparatos termosensibles, p. €j. en-
doscopios flexibles.

Después de la desinfeccion, aclarar el instru-
mental abundantemente con agua y conti-
nuar el tratamiento si es necesario.

Désinfectant pour instruments

Notice pour le public

Actif contre bactéries, spores, mycobactéries,
champignons, virus enveloppés et non-enve-
loppés.

Emploi: Manual

Désinfection et nettoyage d'instruments
chirurgicaux, endoscopes rigides et flexibles,
équipement de laboratoire et d'anesthésie.
Convient pour le bain a ultrasons. Pour la
préparation et la désinfection finale des ins-
truments et appareils thermolabiles, p. ex. les
endoscopes flexibles.

Apres la désinfection, rincer abondamment
les instruments a I'eau et continuer le traite-
ment si nécessaire.

Disinfettante per strumenti

Stampato informativo

Attivo nei confronti di batteri, spore batteri-
che, micobatteri, funghi, virus con e senza
involucro.

Uso: Manual

Disinfezione e pulizia di strumenti chirurgici,
endoscopi rigidi e flessibili, accessori per la-
boratorio ed anestesia. Adatto anche per ba-
gni ad ultrasuoni. Per la preparazione e di-
sinfezione finale di strumenti e apparecchi
termolabili quali gli endoscopi flessibili.

A disinfezione avvenuta, sciacquare bene gli
strumenti con acqua e prepararli secondo e
necessita.

Instrument disinfectant

Desinfectante de instrumentos

Activo sobre bactérias, esporos bacterianos
micobactérias, fungos, virus com e sem
involucro.

Aplicagdo: Manual

Desinfeccdo e limpeza de instrumentos cirur-
gicos, endoscopios rigidos e flexiveis, equipa-
mentos laboratoriais e de anestesia. Adequa-
do para banho de ultra sons. Para a
preparacdo e desinfeccdo final de instrumen-
tos e aparelhos termolabeis como, por ex.,
endoscopios flexiveis.

Depois da desinfecgdo enxaguar o instru-

mento abundantemente com agua e prosse-
guir com a lavagem se necessario.

Paso 1: Tomar el volumen necesario de 1re étape: Remplir du volume requis d'eau | Fase 1: Riempire con il volume necessario | Passo 1: Encher com agua tépida com o
agua tibia tiede di acqua tiepida volume adequado
Paso 2: Agregue el polvo en el agua con la | 2e étape: Ajouter la poudre dans I'eau a Fase 2: Versare la polvere nell'acqua con il | Passo 2: Adicione o p6 a 4gua com a tampa
tapa de medicion. I'aide du bouchon mesureur. tappo di dosaggio. medidora.
Tapa Stabimed® Iissotl: CIe(:rna Bouchon Stabimed® sorlz’:em; Tappo Stabimed® SOI:I::’:: ¢ Tampa Stabimed® rzztgagra
P ultra p ultra p i pp ultra P 3 P ultra P - p~
usar I'emploi all'uso utilizagdo
~25 ml 209 1L/2% ~25 ml 209 1L/2% ~25 ml 209 1L/2% ~25 ml 209 1L/2%
~50 ml 404g 2L/2% ~50 ml 409 2L/2% ~50 ml 40 g 2L/2% ~50 ml 40g 2L/2%

Paso 3: Remover hasta que el polvo se di-
suelva, formando una solucién cla-

3e étape: Remuer jusqu'a dissolution de la
poudre pour former une solution

Fase 3: Mescolare e far sciogliere la
polvere fino alla formazione di una

Passo 3: Agitar até que o pd se dissolva e se
forme uma solugéo limpida (~10

Tel +49 0] 5661710

ra (~10 minutos) transparente (~10 min) soluzione (~10 min) minutos
Paso 4: Solucion a desechar después de 24 | 4e étape: Solution a jeter aprés de 24h ou | Fase 4: Eliminare la soluzione dopo 24 ore | Passo 4: Eliminar ;
horas o si |a tira de ensayo indica si la bandelette réactive indique o0 nel caso in cui la striscia del test ouseal A
agentes activos < concentracion des agents actifs < concentration rilevi agenti attivi < concentrazione activos < e e
minima. minimum minima Ji
wl
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Stabimed® ultra

Przeczytaj przed ulotki wniosek LOT Numer serii Termin przydatnoéci: miesiac i rok Producent Data produkji 25°C Maksymalna temperatura
Pred pouzitim si preitajte informaciu pre pouzivatela Cislo Sarze PouZite do: mesiac a rok \lyrobca Détum vyroby /ﬂ[ Maximalna teplota
Cititi prospectul inainte de aplicare Serie A se folosi nainte de : luna si an Producétor Data fabricatiei Temperatura maxima

C€ o3

Srodek do dezynfekeji narzedzi
Informacje dla uzytkownika

Aktywny przeciwko bakteriom, zarodnikom
bakterii, pratkom, grzybom, wirusom.

Zastosowanie: dezynfekcja instrumentow
medycznych.

Dezynfekcja i czyszezenie narzedzi ,endosko-
pow sztywnych i gietkich ,sprzetu laborato-
ryjnego i anestezjologicznego.Dezynfekcja
manualna i w myjkach ultradzwiekowych. Do
przygotowania i dezynfekgji instrumentéw
medycznych i sprzetu termolabilnego.

Po zakonczeniu dezynfekeji doktadnie optu-
ka¢ instrumenty wodg i postepowa¢ zgodnie
z zaleceniami.

Krok 1: Wypetni¢ wanienke dezynfekeyjng
letnig woda do wymaganej
objetosci.

Krok 2: Doda¢ proszek do wody uzywajac
nakretki z miarka.

Prostriedok na dezinfekciu
inStrumentaria
Informacie pre pouzivatela
Uginny voti baktériam, bakterialnym sporom,
kvasinkam, plesniam, obalenym a neobale-
nym virusom.

Pouzitie: Manualne

Dezinfekcia a ¢istenie chirurgickych nastro-
jov, pevnych a ohybnych endoskopov, labora-
térneho vybavenia a prisludenstva na anesté-
ziu. Vhodny pre €istenie ultrazvukom. Pre
pripravu a zavere¢nu dezinfekciu termoche-
mické nastrojov a pristrojov, ako su napr. fle-
xibilné endoskopy.

Po dezinfekcii nastroje dokladne oplachnite vo-
dou a pokracujte dalej v priprave podla potreby.

1 krok: Napliite poZadovanym mnoZstvom
vody

2 krok: Pridajte prasok do vody pomocou
vrchnaka s odmerkou.

@ Dezinfectant pentru instrumentar
Informatii pentru utilizator

Activ pe bacterii, spori, micobacterii, fungi,

virusi incapsulati si necapsulati.

Utilizarea: Manual

Dezinfectia si curatarea instrumentelor chi-
rurgicale, a endoscoapelor rigide si flexibile,
a echipamentului de laborator si de aneste-
zie. Adecvat pentru curatarea cu ultrasunete.

Pentru pregatirea si dezinfectarea finald a
instrumentelor termolabile si a echipamente-
lor flexibile precum endoscoape.

Pasul 1: Umpleti cu apa calda de la robinet
pana la volumul dorit

Pasul 2: Addugati pulbere in apa folosind
capacul dozator.

Stabimed® | 9°tOWY do | stabimeda | rozok Stabimed® | SOlutie

Nakretka uzytku Vrchnak pripraveny Capac gata de
ultra X ultra Sig ultra i

roztwor na pouzitie utilizare

~25ml 20¢ 1L/2% ~25 ml 20¢ 1L/2% ~25ml 20 g 1TL/2%

~50 ml 409 2L/2% ~50 ml 409 2L/2% ~50 ml 409 2L/2%

Krok 3: Miesza¢ az do catkowitego
rozpuszczenia sie proszku (~10 min).

Krok 4: Zuzy¢ w przeciagu 24 godzin jesli
pasek wskaznikowy wykazuje
obecnos$¢ substancji czynnej
ponizej minimum

3 krok: Miesajte az pokial nevznikne ¢iry
roztok (~10 min)

4 krok: Po 24 hodinach roztok zlikvidujte, a
taktiez ak testovaci prizok ukazuje
obsah uginnej latky < minimum

Pasul 3: Amestecati pana cand pulberea se
dizolva sub forma unei solutii clare
(~10 minute)

Pasul 4: Solutia se arunca dupd 24 de ore
sau daca test strip-ul indicd o
scadere a concentratiei
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Stabimed” ultra

Composition: Active substance - peracetic acid 0.16 % in situ (diluted in water 10 g/I);
surfactants, corrosion inhibitor, colourants, excipients.

Contains: Disodium carbonate, compound with hydrogen peroxide (2:3)

Danger. Heating may cause a fire. Harmful if swallowed. Causes serious eye damage.
DH Gefahr. Erwdrmung kann Brand verursachen. Gesundheitsschadlich bei Verschlu-
cken. Verursacht schwere Augenschaden. OnacHo. Moxe fa npegu3suka noxap npu
Harpsisare. Bpeae npu normbLuaHe. Mpeavu3sikBa CEpUo3HO YBPEXaaHe Ha ouuTe. Nebezpedi.
Zahfivani mize zplsobit pozar. Zdravi Skodlivy pfi poZiti. Zplsobuje vazné poskozeni
odi. Peligro. Puede incendiarse al calentarse. Nocivo en caso de ingestion. Provoca
lesiones oculares graves. Il Danger. Peut s'enflammer sous I'effet de la chaleur. Nocif
en cas d'ingestion. Provoque de graves lésions des yeux. Ll Pericolo. Rischio d'incendio

Aldehyde free, high level disinfectant
For manual reprocessing

Active against bacteria, bacteria spores,
mycobacteria, fungi, enveloped and
non-enveloped viruses.

Keep away from heat, hot surfaces, sparks, open flames

and other ignition sources. No smoking. Do not breathe dust.

Wear protective gloves/protective clothing/eye protection/

face protection. [F SWALLOWED: Call a POISON CENTER/

doctor if you feel unwell. IF IN EYES: Rinse cautiously with water for several min-

utes. Remove contact lenses, if present and easy to do. Continue rinsing. B Von

Schutzkleidung/Augenschutz/Gesichtsschutz tragen. BEI VERSCHLUCKEN:
Bei Unwohlsein GIFTINFORMATIONSZENTRUM/Arzt anrufen. BEI KON-
TAKT MIT DEN AUGEN: Einige Minuten lang behutsam mit Wasser spiilen.
Eventuell vorhandene Kontaktlinsen nach Méglichkeit entfernen. Weiter spii-
len. B8 [la ce nasu oT TONMUHA, HaropelLeHn NOBbPXHOCTM, UCKPW, OTKDUT NNaMbK,
1 ApYrv M3TOYHMLM Ha 3anansaHe. TioTioHonylueHeTo 3abpaHeHo. He auwBsalite npax
3nonssaiite npeanasku_pbkasuuu/npeanasHo obnekno/npeanasku o4MnalnpennasHa
macka 3a nuue. [PV MOTTbLLAHE: MNpu Hepasnonoxetye ce obapete B LIEHTBHP MO,
TOKCUKONOTUsA/Ha nexap. NP KOHTAKT C OUWTE: MpomusaiiTe BHMATENHO C,
BO/1A B NPOABIMKEHME Ha HAKOMKO MUHYTU. CBaneTe KOHTaKTHUTE NeLu, ako UMa
TakvBa 1 [JOKOMKOTO TOBA € Bb3MOXHO. MpoAbKaBalite 4a npomusarte.
Chrafite pfed teplem, horkymi povrchy, jiskrami, otevienym ohném a jiny-
mi zdroji zapaleni. Zakaz koufeni. Nevdechujte prach. PouZivejte ochranné ru-

kavice/ochranny odév/ochranpé brylefoblicejovy tit. PRI POZITI: Necitite-li se

per riscaldamento. Nocivo se ingerito. Provoca gravi lesioni oculari. Perigo Risco [ dobre, volejte TOXIKOLOGICKE INFORMACNI STREDISKO/Iékare. PRI ZASAZEN OCi:

dﬁi'r\‘fél’)‘dio sob a 3C€500d0 calor. Nocivo POL ingestao. PFSVOfa |Ek56d€|5 oculares“?raves. I nStru me nt d I1S1 nfecta nt Nékolik miglut opatrné vyplachujte vodou. Vyjméte kontaktn-l‘éoéky, jsou-li nasazeny a

[l Niebezpieczenstwo. Ogrzanie moze spowodowac pozar. Dziata szkodliwie po potknieciu. . . . pokud je Ize vyjmout snadno. Pokracujte ve vyplachovani. B Mantener alejado del

Powoduje powazne uszkodzenie oczu. B Nebezpeenstvo. Zahrievanie moze sposobit Instrumentendesinfektionsmittel calor, superficies calientes, chispas llamas al descubierto y otras fuentes de igni-

poziar. Skodlivy po poziti. Spdsobuje vazne poskodenie o¢i. I Pericol. Pericol de incndiu cién. No fumar. No respirar polvos. Usar guantes|ropa de proteccién/equipo de

in caz de incilzire. Nociv in caz de inghitire. Provoaca leziuni oculare grave. n proteccion para los ojos/la cara. EN CASO DE INGESTION: Llamar a un CEN-
e3MHq)eKTaHT 34 MHCprMEHTM - c'dal TRO DE TOXICOLOGIA/médico si la persona se encuentra mal. EN CASO DE

Viruci

CONTACTO CON LOS 0JOS: Enjuagar con agua cuidadosamente durante va-
rios minutos. Quitar las lentes de contacto cuando estén presentes y pueda ha-
cerse con facilidad. Proseguir con el lavado. Il Tenir a I'écart de la chaleur, des
surfaces chaudes, des étincelles, des flammes nues et de toute autre source d'igni-
tion. Ne pas fumer. Ne pas respirer les poussiéres. Porter des gants de protection/des vé- " tements de
protection/un équipement de protection des yeux/du visage. EN CAS D'INGESTION: Appeler un CENTRE

<)
N

Step 1: Fill container with required volume of lukewarm tap water = De2|.nfekcn| prostrede.k i nastrOJe sporomdal
Step 2: Add powder into the water with the measuring cap m Desinfectante para instrumental

m
[

pr . . R ANTIPOISON/un médecin en cas de malaise. EN CAS DE CONTACT AVEC LES YEUX: Rincer avec précau-
. rea to use tion a I'eau pendant plusieurs minutes. Enlever les lentilles de contact si la victime en porte et si elles
Cap Stabimed ultra y . DeS| nfeCta nt pou ri nStru ments peuvent étre facilement enlevées. Continuer a rincer. lll Tenere lontano da fonti di calore, superfici
solution D . . f tt t t t calde, scinti/lle, fiamme libere o a/ltre fonti di accensio;le. Non fumare. Non respirare la polvere. Indos-
IT sare guantifindumenti protettivi/Proteggere gli occhifil viso. IN CASO DI INGESTIONE: contattare un
~ 25 ml 209 1L [ 2% o , Isintettante per strument CENTRO ANTIVELENI/un medico in caso di malessere. IN CASO DI CONTATTO CON GLI OCCHI: sciacqua-
= . re accuratamente pell::garecchi minuti. Togliere le eventuali lenti a contatto se € agevole farlo. Conti-
~ 50 ml 409 2L / 2 % SI'Odek dO deZYI‘I fe kCJl na rZQle nuare a sciacquare. Il Manter afastado do calor, superficies quentes, faisca, chama aberta e outras
fontes de ignigéo/. Nao fumar. Nao respirar as poeiras. Usar luvas de proteccdo/vestuario de protecgio/
. . . . . H H roteccdo ocular/proteccdo facial. EM CASO DE INGESTAO: caso sinta indisposicéo, contacte um CEN-
Step 3: Stir until the powder dissolves to form a clear solution (~10 min) Desinfectante de instrumentos fRo Dt INFORMAPC/:\O ANTIVENENOS/médico. SE ENTRAR EM CONTACTO COM 05 OLHOS: enxaguar
Step 4: Solution to be diSpOSCd at end of working shift or cuidadosamente com agua durante&irios minutos. Se usar lentes de contacto, retire-as, se tal Ihe
H 1 1 11 ine ArI for possivel. Continuar a enxaguar. Il Przechowywac z dala od Zrédef ciepta, goragcych powierzchni,
when ViSib|\/ dirty PrOStrIedOk na de2| nfekCIu InStrumentarla irﬁde{_iskrzeﬂia, otvyaéte_g_o ogﬂia i inr/lycn Zrodet zap/’ronhu. Nie?alic'. levwg&%ig\ﬁﬂ CPI%CLZKYN?E%?ZWW
. . rekawice ochronnefodziez ochronng/ochrone oczufochrone twarzy. :
e » b o mesngenns @ De€ZINfectant pentru instrumentar papadk zeao samopocauca skontakiowac si 2 OSHODKE
. . - Ustroznie prukac wodg przez kilka mint
Em /ﬂf c € 0123 B. Braun Medical AG  Carl-Braun-Strafe 1 1. Onenina: s i mozna je tatwo usuna¢. Nadal ptukac. B Uchovavajte mimc Y]
Seesatz 17 34212 Melsungen, ; - pening: kier, otvoreného ohfia a inych zdrojov zapalenia. Nefajéite. Nevd AP
(S:H‘-t620|4 Sdemp“h ?EI"“:E; o) 5661 710 M vice/ochranny qdev/ochranné okuliare/ochranu tvare. PO POZITI e
witzerian e TOXIKOLOGICKE INFORMACNE CENTRUM/lekéra. PO ZASIAHNUT

plachujte vodou. Ak pouzivate kontaktné SoSovky a ak je to mozr -
chovani. 8 A se pastra departe de surse de céldurd, suprafete fit L -
aprindere. Fumatul interzis. Nu inspirati praful. Purtati manusi de !l-:""| 1

’Il”"“ ”l |””|H ‘lH echipament de protectie a ochilor/ echipament de protectie a f )
45 un CENTRU DE INFORMARE TOXICOLOGICA/un medic daca nu vi '
SOC%H({}'I{{I?N'B %%8 - Version: 2.0 - Document ID: LLD- ~ OCHII: clatiti cu atentie cu apd timp de mai multe minute. Scoat J_E’,

3 ."\.'LI H r

-'L -
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Danger. Heating may cause a fire. Harmful if swallowed. Causes serious eye damage. Keep away from heat, hot

surfaces, sparks, open flames and other ignition sources. No smoking. Do nog=breathe-dust. Weay protective gloves/

s ® protective clothing/eye protection/face protection. IF SWALLOWED: Call a POISON-CENTERL dogtor if you, feeliunwell. IF

a I m e u t ra IN EYES: Rinse cautiously with water for several minutes. Remove contact lensesyif present and’easy to/dosContinue

rinsing. B Gefahr. Erwarmung kann Brand verursachen. Gesundheitsschadlich bei Verschlucken. Verursacht schwere

Augenschaden. Von Hitze, heiBen Oberfldchen, Funken, offenen Flammen und anderen Ziindquellen ferhalten. Nicht

rauchen. Staub nicht einatmen. Schutzhandschuhe/Sc/hutzkIeidung/Augenschutz/Gesichtsschutz tragen. BEI VERSCHLU-

- " f X . CKEN: Bei Unwohlsein GIFTINFORMATIONSZENTRUM/Arzt anrufen. BEI KONTAKT MIT DEN AUGEN: Einige Minuten lan

Sblittir(dc‘loult)elfir;;:tvsvaetiy?e%/tliv surfactants, corrosion inhi- behutsam mit Wasser spiilen. Eventuell vorhandene Kontaktlinsen nach Maglichkeit entfernen. Weiter spiilen.

' » excipients. OnacHo. Moxe aa npev3sika noxap npy Harpssaxe. BpeaeH npu normbluaxe. Mpeu3sikBa CeprosHo yBpexaaHe Ha ouuTe.

[ Instrument disinfectant ,U,a6ce nasm o:‘ TONNMHa, rjaropeu.(e;m MOBBPXHOCTH, UCKPH, OTKPUT nna/mk, napyrm I%STOHHM/LM Ha 3anarneaHe. ;I'»omuonyu.leuem

: : f 3abpanero. He BavwBaiiTe npax M3nonasaite npesnasHin pbkaeuiy/npeanasHo obnekno/npeanaski ounna/npeanasHa Macka

[ Instrumentendesinfektionsmittel 3a nue. [PV TIOTITBLLAHE: Mpw Hepaanonoxenvi ce obagere & LIEHTBP 110 TOKCHKONOT st/ nekap. MIPU KOHTAKT

Composition: Active substance - peracetic acid 0.16 % in

ﬂes_VIH(be[ﬁ?HT 33 UHCTPYMEHTH C OYMTE: MpomusaiiTe BHUMATENHO C BOAA B MPOALITKEHYE Ha HAKONKO MHYTM. CBaneTe KOHTaKTHUTE felu, ako Uva Takusa
Dezinfekéni prostfedek na nastroje 1 OKONIKOTO TOBA € Bb3MOXHO. MpofbIKaBaiiTe Aa NpoMuBare. Nebezpeéi. Zahtivéni mize zplisobit pozar. Zdravi

Desinfectante para instrumental Skodlivy pfi poZiti. Zplsobuje vazné poskozeni o&i. Chrante pred teplem, horkymi puvrd}y, jiskrami, otE\//Fen\}m ohném a/
ici H jinymi zdroji zapéleni. Zékaz koufeni. Nevdechujte prach. PouZivejte ochranné rukavice/ochranny odév/ochranné bryle/
Désinfectant pour instruments obliejovy stit. PRI POZITI: Necitite-li se dobre, volejte TOXIKOLOGICKE INFORMACNI STREDISKO/Iékare. PRI ZASAZENI

m

Disinfettante per strumenti 0CI: Nékolik minut opatrné %achujte vodou. Viyjméte kontaktni Goky, jsou-Ii nasazeny a pokud je Ize vyjmout snadno.
Srodek do dezynfekeji narzedzi Pokraéujte ve vyplachovani. BN Peligro. Puede incendiarse al calentarse. Nocivo en caso de ingestion. Provoca lesiones

Desinfectante de instrumentos oculares graves. Mantener alejado del calor, superﬁc/'\es calientes, chisp:;s llamas al descubierto y otras fue/ntes de

: : CREN s ignicion. No fumar. No respirar polvos. Usar guantes/ropa de proteccion/equipo de proteccion para los ojos/la cara.
Prostriedok na dezinfekciu inStrumentaria (',ct br \NGESTION: Liamar a un CENTRO DE TOXICOLOGiAJmédico si Ia persona se encuentra mal. EN CASO DE
W Dezinfectant pentru instrumentar CONTACTO CON LOS 0JOS: Enjuagar con agua cuidadosamente durante varios minutos. Quitar las lentes de contacto
cuando estén presentes y pueda hacerse con facilidad. Proseguir con el lavado. Danger. Peut s'enflammer sous
I'effet de la chaleur. Nocif en cas d'ingestion. Provoque de graves lésions des yeux. Il Pericolo. Rischio d'incendio per
riscaldamento. Nocivo se ingerito. Provoca gravi lesioni oculari. Tenir a |'écart de la chaleur, des surfaces chaudes, des
étincelles, des flammes nues et de toute autre source d'ignition. Ne pas fumer. Ne pas respirer les poussieres. Porter des
gants de protection/des vétements de protection/un équipement de protection des yeux/du visage. EN CAS D'INGES-
TION: Appeler un CENTRE ANTIPOISON/un médecin en cas de malaise. EN CAS DE CONTACT AVEC LES YEUX: Rincer avec
précaution a I'eau pendant plusieurs minutes. Enlever les lentilles de contact si la victime en porte et si elles peuvent
¢tre facilement enlevées. Continuer a rincer. Tenere lontano da fonti di calore, superfici calde, scintille, fiamme libere
o altre fonti di accensione. Non fumare. Non respirare la polvere. Indossare guantifindumenti protettivi/Proteggere gli
occhifil viso. IN CASO DI INGESTIONE: contattare un CENTRO ANTIVELENI/un medico in caso di malessere. IN CASO DI
CONTATTO CON GLI OCCHI: sciacquare accuratamente per parecchi minuti. Togliere le eventuali lenti a contatto se ¢
agevole farlo. Continuare a sciacquare. Perigo Risco de incéndio sob a acgdo do calor. Nocivo por ingestao. Provoca
lesdes oculares graves. Manter afastado do calor, superficies quentes, faisca, chama aberta e outras fontes de ignicao.
Nao fumar. No respirar as poeiras. Usar luvas de proteccdo/vestuario de proteccio/proteccdo ocular/proteccéo facial.
c € EM CASO DE INGESTAO: caso sinta indisposicdo, contacte um CENTRO DE INFORMACAO ANTIVENENOS/médico. SE
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v

Contains:

Disodium

carbonate,

compound with hy- ! g AN

drogen peroxide (2:3) ENTRAR EM CONTACTO COM 0S OLHOS: enxaguar cuidadosamente com agua durante varios minutos. Se usar lentes de

25°C contacto, retire-as, se tal lhe for possivel. Continuar a enxaguar. Niebezpieczenstwo. Ogrzanie moze spowodowac

pozar. Dziata szkodliwie po potknieciu. Powoduje powazne uszkodzenie oczu. Przechowywac z dala od zrédet ciepta,

U N 3230 goracych powierzchni, Zrodet iskrzenia, otwartego ognia i innych zrédet zaptonu. Nie pali¢. Nie wdychaé¢ pytu cieczy.

Stosowac rekawice ochronne/odziez ochronna/ochrone oczulochr;;ng twarzy. W PRZYPADKU POLKNIECIA: W przypad-

ku ztego samopoczucia skontaktowac¢ sie z OSRODKIEM ZATRUC/lekarzem. W PRZYPADKU DOSTANIA SIE DO OCZU:

A01787093LABEL / 880509 - 2015-10-19 Ostroznie ptuka¢ woda przez kilka minut. Wyja¢ soczewki kontaktowe, jezeli sg i mozna je fatwo usuna¢. Nadal ptukac.

Nebezpecenstvo. Zahrievanie moze sposobit poziar. Skodlivy po poziti. Sposobuje vazne poskodenie oéi. Uchova-

6 X 8 00 vajte mimo dosahu tepla, hortcich povrchoy, iskier, otvoreného ohna a inych zdrojov zapalenia. Nefajcite. Nevdychujte

g prach. Noste ochranné rukavice/ochranny odev/ochranné okuliare/ochranu tvare. PO POZITI: Pri zdravotnych problémoch

volajte TOXIKOLOGICKE INFORMACNE CENTRUM/lekéra. PO ZASIAHNUTI OCI: Niekolko minut ich opatrne vyplachujte

vodou. Ak pouZivate kontaktné Sosovky a ak je to mozné, odstranite ich. Pok = ° C et
de incndiu in caz de incalzire. Nociv in caz de inghitire. Provoaca leziuni oc
caldura, suprafete fierbinti, scantei, fldcdri si alte surse de aprindere. Fumatt

de protectie/imbricdminte de protectie/echipament de protectie a ochilor/ '

INGHITIRE: sunati la un CENTRU DE INFORMARE TOXICOLOGICA/un medic 1 & I:- ":..- —
CU OCHII: clatiti cu atentie cu apa timp de mai multe minute. Scoateti lenti Py -
lucru se poate face cu usurintd. Continuati sa clatiti. i
il
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Stabimed” ultra

Composition: Active substance - peracetic acid 0.16 % in situ (diluted in water 10 g/I);
surfactants, corrosion inhibitor, colourants, excipients.

Contains: Disodium carbonate, compound with hydrogen peroxide (2:3)

Danger. Heating may cause a fire. Harmful if swallowed. Causes serious eye damage.
DH Gefahr. Erwdrmung kann Brand verursachen. Gesundheitsschadlich bei Verschlu-
cken. Verursacht schwere Augenschaden. OnacHo. Moxe fa npegu3suka noxap npu
Harpsisare. Bpeae npu normbLuaHe. Mpeavu3sikBa CEpUo3HO YBPEXaaHe Ha ouuTe. Nebezpedi.
Zahfivani mize zplsobit pozar. Zdravi Skodlivy pfi poZiti. Zplsobuje vazné poskozeni
odi. Peligro. Puede incendiarse al calentarse. Nocivo en caso de ingestion. Provoca
lesiones oculares graves. Il Danger. Peut s'enflammer sous I'effet de la chaleur. Nocif
en cas d'ingestion. Provoque de graves lésions des yeux. Ll Pericolo. Rischio d'incendio

Aldehyde free, high level disinfectant
For manual reprocessing

Active against bacteria, bacteria spores,
mycobacteria, fungi, enveloped and
non-enveloped viruses.

Keep away from heat, hot surfaces, sparks, open flames

and other ignition sources. No smoking. Do not breathe dust. 2

Wear protective gloves/protective clothing/eye protection/

face protection. [F SWALLOWED: Call a POISON CENTER/

doctor if you feel unwell. IF IN EYES: Rinse cautiously with water for several min-
utes. Remove contact lenses, if present and easy to do. Continue rinsing. B Von
Hitze, heiBen Oberflachen, Funken, offenen Flammen und anderen Ziindquel-,
len fernhalten. Nicht rauchen. Staub nicht einatmen. Schutzhandschuhe/
Schutzkleidung/Augenschutz/Gesichtsschutz tragen. BEI VERSCHLUCKEN:
Bei Unwohlsein GIFTINFORMATIONSZENTRUM/Arzt anrufen. BEl KON-
TAKT MIT DEN AUGEN: Einige Minuten lang behutsam mit Wasser spiilen.
Eventuell vorhandene Kontaktlinsen nach Méglichkeit entfernen. Weiter spii-
len. [la ce naan OT TONAMHA, HAropeLLeHn MOBLPXHOCTH, UCKPH, OTKPUT NNaMbK,
1 ApYrv M3TOYHULM Ha 3ananBaHe. ToTioHonyleHeTo 3abpaHeHo. He pwwBalite npax
M3nonssaiite npeanasHi pbkasuuu/npesnasHo obnekno/npeanasku ouuna/npennasHa,
macka 3a nuue. NPU TIOTITBLUAHE: Mpy Hepanonoxetue ce obapete B LIEHTHP M0
TOKCUKONOrUsA/Ha nekap. NP KOHTAKT C O4WTE: MpomuBsaiiTe BHUMATENHO C
BO/1A B NPOABITKEHINE HA HAKONKO MUHYTY. CBaneTe KOHTaKTHUTE NeLLy, ako uMa
TaKiBa 1 [IOKOMKOTO TOBa € Bb3MOXHO. MpoAbmxaBalite Aa npomusarte.
Chrafite pred teplem, horkymi povrchy, jiskrami, otevienym ohném a jiny-
mi zdroji zapaleni. Zakaz koufeni. Nevdechujte prach. PouZivejte ochranné ru-

kavice/ochranny odév/ochranné bryle/oblicejovy stit. PRI POZITI; Necitite-li se

per riscaldamento. Nocivo se ingerito. Provoca gravi lesioni oculari. Perigo Risco [ dobie. voleite TOXIKOLOGICKE INFORMACNI STREDISKO/Iékare. PRI ZASAZENI OCi:
de inQéndio.sob a acgdo do ca!or. Npcivo por inge:sté(_). Provpca Ies()e_s qculares graves. InStru me nt d N nfeCta nt Noékroelilzlgnierjmi opatrné vyplachujte vodou. Vyjméte konta/ktenl'aggéky, jsou-li nasazeny a
Niebezpieczenstwo. Ogrzanie moze spowodowaé pozar. Dziata szkodliwie po potknigciu. . . . pokud je Ize vyjmout snadno. Pokracujte ve vyplachovani. B Mantener alejado del
Powoduje powazne uszkodzenie oczu. Nebezpedenstvo. Zahrievanie méze spdsobit |nstru mentendesmfektmnsm|tte| calor, superficies calientes, chispas llamas al descubierto y otras fuentes de ig-
poziar. Skodlivy po poziti. Spdsobuje vazne poskodenie o¢i. I Pericol. Pericol de incndiu QICIOﬂ-tNO fumar. N¢|7 fesp”allf P0|V05-EU’\153CI'AQSUSﬂ[;ESI/’:%’SS%%I;\l"OtLTCCIOH/EQUIPO
n caz de incalzire. Nociv in caz de inghitire. Provoacd leziuni oculare grave. € proteccion para |os 0jos/la cara. + Llamar a un,

ot g ﬂe3MHq)eKTaHT 3d NHCTPYMEHTH i c'dal CENTRO DE TOXICOLOGIA/médico si la persona se encuentra mal. EN CA-

viruci

SO DE CONTACTO CON LOS 0JOS: Enjuagar con agua cuidadosamente duran-
te varios minutos. Quitar las lentes de contacto cuando estén presentes y pueda
hacerse con facilidad. Proseguir con el lavado. kil Tenir a I'écart de la chaleur, des
surfaces chaudes, des étincelles, des flammes nues et de toute autre source d'igni-
tion. Ne pas fumer. Ne pas respirer les poussiéres. Porter des gants de protection/des vétements de
protection/un équipement de protection des yeux/du visage. EN CAS D'INGESTION: Appeler un CENTRE

<)
N

Step 1: Fill container with required volume of lukewarm tap water = De2|.nfekcn| prostrede.k i nastrOJe sporomdal
Step 2: Add powder into the water with the measuring cap m Desinfectante para instrumental

m
[

ANTIPOISON/un médecin en cas de malaise. EN CAS DE CONTACT AVEC LES YEUX: Rincer avec précau-
dv t o . p

. rea 0 use tion a I'eau pendant plusieurs minutes. Enlever les lentilles de contact si la victime en porte et si elles
Cap Stabimed ultra IY . DeS| nfeCta nt pou ri nStru ments peuvent étrep facilemgnt enlevées. Continuer a rincer. Il Tenere lontano da fonti di cpa\ore, superfici
solution D | S| nfetta nte er stru ment| calde, scinti/lle, fiamme libere o a/ltre fonti di accensio?e. Non fumare. Non respirare la polvere. Indos-
sare guantifindumenti protettivi/Proteggere gli occhifil viso. IN CASO DI INGESTIONE: contattare un
~ 25 ml 209 1‘_ | 2% , p CENTRO ANTIVELENI/un medico in caso di malessere. IN CASO DI CONTATTO CON GLI OCCHI: sciacqua-
L . re accuratamente per parecchi minuti. Togliere le eventuali lenti a contatto se & agevole farlo. Conti-
~ 50 ml 40 2L 2 % SI'Odek dO deZ I‘Ife kC I harz dZ| nuare a sciacquare. ﬁ% Manter afastado do calor, superficies quentes, faisca, chama aberta e outras
g / y J Q fontes de ignigéo/. Nao fumar. Nao respirar as poeiras. Usar luvas de proteccio/vestuario de protecgio/
. . . . . H H roteccdo ocular/proteccdo facial. EM CASO DE INGESTAO: caso sinta indisposicéo, contacte um CEN-
Step 3: Stir until the powder dissolves to form a clear solution (~10 min) DeS| nfe ctante de instrumentos 1ER0 DE INFORMAPCAO ACNTIVENENOS/médico. SE ENTRAR EM CONTACTO pCON? 0S OLHOS: enxaguar
Step 4: Solution to be disposed at end of working shift or . . v e v , . cuidadosamente com dgua durantEﬁérios minutos. Se usar lentes de contacto, retire-as, se tal lhe
- for possivel. Continuar a enxaguar. L8 Przechowywac z dala od zrodet ciepta, gorgceych powierzchni,
when visibly dirty PrOStrledOk na deZ|nfekC|u InStrumenta ra zrodet iskrzenia, otvyartego ognia i inr/lych Zrodet zap/’ronu. Nie pali¢. Nie wdycha¢ pytu cieczy. Stosowac
. . rekawice ochronne/odziez ochronnafochrong oczu/ochrone twarzv. W PRZYPADKU POEKNIECIA: W

. przypadku ztego samopoczucia skontaktowa¢ sie z OSRODKIEI

Em /ﬂ/zs ¢ C € E‘B Medical AG g ?fgl"' Mg's‘-'gge]" AG @ DeZInfCCta nt pentru InStrumentar DOSTANIA SIE DO OCZU: Ostroznie p’fukaé%dq przez kilka mint

- braun Vedica ari-braun-strabe ; a- s3 i mozna je tatwo usuna¢. Nadal ptukac. IS Uchovavajte mimc i W
0123 (5;‘65;2%275 " é‘mz Melsungen, 41 Opening: kier, otvoreného ohfia a inych zdrojov zapalenia. Nefajcite. Nevd i F o s
uitertond T T:IT:HO] 5661710 S vice/ochranny odev/ochranné okuliare/ochranu tvare. PO POZITi e

TOXIKOLOGICKE INFORMACNE CENTRUM/lekéra. PO ZASIAHNUT

plachujte vodou. Ak pouzivate kontaktné SoSovky a ak je to mozr .
chovani. B8 A se pastra departe de surse de caldura, suprafete fi h -
aprindere. Fumatul interzis. Nu inspirati praful. Purtati manusi de i !":""II L

‘ | | Hl | H | echipament de protectie a ochilor/ echipament de protectie a f -
g ﬁ 6 un CENTRU DE INFORMARE TOXICOLOGICA/un medic dacé nu va i_|
s _ inn: _ . _ ~ OCHII: clatiti cu atentie cu apd timp de mai multe minute. Scoat o
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