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MINISTERUL SANATATII
COMISIA NATIONALA PENTRU PRODUSE BIOCIDE

MINISTRY OF HEALTH . S
NATIONAL COMMITTEE FOR BIOCIDAL PRODUCTS -~ - .

Str. Dr. A. Leonte, Nr. 1 - 3, 050463 Bucuresti, ROMANIA e
Tel; *(+40 21} 318 36 20, Secretariat tehnic: {(+40 21) 311 86 20; Fax: (+40 21) 311 86 22

Data emiterii; 08.12.2021

BN

AVIZ
Nr. 2674BI0/01/12.24

n conformitate cu Ordinu! Ministrului Sanatatii, al Ministrului Mediului gi Padurilor si al
presedintelui  Autoritdtii Nationale Sanitare Veterinare si pentru Siguranta Alimentelor nr.
10/368/11/2010 , privind aprobarea procedurii de avizare a produselor biocide care sunt plasate pe
teritoriul Romaniei, cu modificarile si completarile ulterioare si cu Ordinul Ministrului Sanatatii , al
Ministruiui Mediului si Padurilor si al Presedintelui Autoritatii Nationale Sanitar Veterinare si Siguranta
Alimentului nr.637/2492/50/2012, privind aprobarea membirilor Comisiei Nationale pentru Produse
Bicide si a regulamentului de organizare si functionare a acesteia, cu modificarile si completarile
ulterioare, in baza documentelor depuse in dosarul tehnic, CNPB, in sedinta din data de 30.01.2013,
25.04.2013, 07.12.2017 si 07.09.2021 a decis ca produsul biocid poate fi plasat pe piatd in Romania,
conform prevederilor legale in vigoare.

. DENUMIREA COMERCIALA iN ROMANIA
[ PROMANUM PURE |

Alte denumiri comerciale, dupa caz

L |

Il. DATE DE IDENTIFICARE ALE PRODUCATORULUI (numele, adresa, {ara)
[ B.BRAUN MEDICAL AG, Seesatz 17, CH-6204 Sempach, Elvetia [

IIl. DATE DE IDENTIFICARE ALE SOLICITANTULUI (numele, adresa, tara)
B.BRAUN MEDICAL S.R.L. Str.Bernd Braun, nr. 1, cod postal 307350, sat Sanandrei,
comuna Sanandrei, jud. Timis, Romania

V. INCADRAREA PRODUSULUI BIOCID (in conformitate cu anexa nr. 2 la Hotararea
Guvernului nr. 956/2005 privind plasarea pe piatd a produselor biocide, cu modificarile si completarile

ulterioare)
A. Grupa principala: 1
B. Tipul/Tipurile de produs: 1

V. DATE PRIVIND SUBSTANTA ACTIVA / SUBSTANTE
A. Substante chimice

Nr. | Denumire chimica Concentratia in
ot | (IUPAC, ISO, sau altele) Nr. CE Nr. CAS unitati metrice
1. | Etanol 200-578-6 64-17-5 73,49 %
2. | Propan-2-ol 200-661-7 67-63-0 10g %

VI. FORMA DE CONDITIONARE:

Suiute gata de utitizare:
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AVIZ Nr. 2674BI0O/01/12.24

Vil. MODUL DE AMBALARE {tipul, capacitate)

Flacoane de 100mi. 500mi, 1000ml; Doar utilizatori profesionali: 5L.

VIIl. DOMENIUL $1 ARIA DE UTILIZARE

A. Domeniul de utilizare:

lgiena umana

B. Aria de aplicare:

Dezinfectia igienica si chirurgicala a mainilor prin frecare. Produs
destinat utilizarii in unitati sanitare si in afara acestora.

IX. EFICACITATE

. Metoda de testare/ . . Concentr | Timpi de
Activitate Protocol de testare Specia/Tulpina atji actiune
Bactericida | o 12791 . 3 ml

(2016+A1:2017-11 Flora normala a mainifor . 90 sec
nediluat
faza2 etapa2)
L EN 1500:2013 faza2, Escherichia coli K12 NCTC 3ml
Bactericida | otapa 2 10538 nediluat | 39 5€°
EN Pseudomonas aeruginosa
13727:2012+A2:2015 | ATCC 19442
- faza2, etapa 1,conditii Staphylococcus aureus
Bactericida q ’ T ATCC6538 , 15 sec
e murdarie . hediluat
(0,3g%albumina+ 0,3% Enteroqocpus h_frae ATCC10541
eritrocite de oaie) Eschenchr_a cq!{ATCC 10538
Proteus mirabilis ATCC 14153
EN 13624:2013 faza2
etapal: conditii de
Levuricida murdarie (0,3g% Candida albicans ATCC 10231 nediluat | 15 se¢
albumina+ 0,3%
eritrocite de oaie)
EN 14348:2005 Mycobacterium avium ATCC
Micobacte conditii de murdarie 15769 80% 30 sec
ricida (3g/l albumina serica Mycobacterium terrag CECT
bovina +3ml/L eritrocite | 3028
Virucida EN o
(actiune 1 4475.:.2003+A2:20.1 9 Poliovirus t.'p. 1
virucida conditii de curatenie Adenovirus tip 5 97 % 60 sec
(3g/l albumina serica Norovirus murin
completa) bovi
ovina
Virucida cu NF EN
spectru limitat | 14476:2013+A2:2019 . .
incluzand conditii de denovirus | 3 80% 60 sec
virusurile curatenie{3g/l albumina
incapsulate serica bovina)
NF EN 14476:2013+
Inactiveaza A2:2019 conditii de .
Virus curatenie{3g/l albumina Rotavirus 80% 60 sec
serica bovina)

X. INDICATII DE UTILIZARE

Metoda de aplicare

Concentratia solutiei de
lucru /doza de aplicare

Timpul de actiune

dezinfectia chirurgicala a

mainilor prin frecare 3ml, nediluat 90 sec
. . 15 sec-bactericid, levuricid
Dezinfectia igienica a 3ml, nediluat 30 sec-micobactericid

mainilor prin frecare

B0 sec- virucid complet

Pagina 2 din 3




AVIZ Nr. 2674B10/01/12.24

XI. ETICHETAREA PRODUSULUI BIOCID
A, Produs biocid cu substante active - Substante

Pictograme, simboluri si @ @
| indicarea pericolulul | GHS02 GHS07 Atentie!

H225 — Lichid si vapori foarte inflamabili

H319 — Provoaca o iritare grava a ochilor.
P102 — A nu se lasa la indemana copiilor

P210 - A se pastra departe de surse de caldura ,scantei flacari deschise,
suprafete Incinse. Fumatul interzis

P260 — Nu inspirati vaporii.

P280 — Purtati echipament de protectie a ochilor.

Fraze de prudenta (P) P305 + P351 + P338 — IN CAZ DE CONTACT CU OCHII: clatifi cu atentie
cu apa timp de mai multe minute. Scoateti lentilele de contact, daca este
cazul si daca acest lucru se poate face cu usurinta. Continuati sa clatiti.
P337+P313 daca iritarea ochilor persista consultati medical.

P501 - Aruncaii continutul/recipientul la © statie autorizata de eliminare a

Fraze de pericol (H)

. |deseuror B
XIl. GATEGORIA DE UTILIZATOR!
[ Profesionali, populatie. - - - ]

Xlll. RECOMANDARI/RESTRICTII PRIVIND PROTECTIA SANATATII S| A FACTORILOR

DE MEDIU e ——

Pentru utilizatorii profesionali se interzice reambalarea produsului la capacitati mai mici in
vederea comercializarii. Dupa deschiderea unui recipient, eficacitatea produsului  scade
semnificativ. Orice transfer dintr-un recipient mare intr-unul mic influenteaza calitatea produsului,
_existand si riscul unei potentiale contaminari.

Avizul este valabil pana la data de 31.12.2024 si a fost rescris astazi 08.12.2021.
Indicatia de utilizare in unitati sanitare este valahila pana la data de 13.09.2024.

Avizul contine — 3 pagini

PRESEDINTE
Dr. Chim. Gabriela Cilinca
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B/ BRAUN
SHARING EXPERTISE FISA CARACTERISTICI TEHNICE

Promanum® Pure
Dezinfectant pe baza de alcool pentru dezinfectia igienica si chirurgicala a mainilor

PROPRIETATI:

= Solutie gata de utilizare pentru dezinfectarea igienica si chirurgicala a mainilor prin frecare
=  Combinatie de etanol si 2-propanol ca ingrediente active

= Contine factori de hidratare

=  Fara parfum si coloranti

Date Produs

Compozitie:

Ingrediente active (100 ml solutie): (73,4 g etanol (100%), 10 g 2-propanol

Alti excipienti: Apa purificata, miropat de izopropil, sorbitol, (hexadecil, octadecil)[(RS) 2-etilhexanoat)], povidona K 30.

Date fizico-chimice

Aspect Solutie limpede
Densitate relativa (20°C) 0.830 +£0.01 g/ml
Valoare pH 7

Punct de aprindere (DIN 51 775) 14 °C

Eficacitate conform EN 14885:

= Bactericida: EN 12791 NSNS
® (EHSHnEN 13624

= Micobactericida/iTubrculocida: EN 14348
= Virucida: EN 14476

Instructiuni de utilizare:
= Dezinfectia chirurgicala a mainilor: 3 ml solutie nediluata se freaca timp de 90 secunde, pana cand mainile
sunt uscate
= Dezinfectia igienica a mainilor: 3 ml solutie nediluata se freaza timp de 15 sec (eficacitate bactericida)

Termen de valabilitate: 5 ani valabilitate

Toleranta/ Toxicilogie:
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 timp. 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
19591 PROMANUM PURE 100 ml 20
19727 PROMANUM PURE 500 ml 20
19728 PROMANUM PURE 1000 ml 10
19729 PROMANUM PURE 5 litri 1

Ed. Mai 2022
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Fisa cu date de securitate B BRAU N

(intocmita conf. Regulamentului (CE) Nr. 1907/2006, cu modificarile si completarile ulterioare)

Promanum pure
Data revizuirii: 20.07.2020 Codul produsului: 00056-0268 Pagina 1 apartinand 11

SECTIUNEA 1: Identificarea substantei/amestecului si a societatii/intreprinderii

1.1. Element de identificare a produsului

Promanum pure
UFI: 9RFV-U7PS-100C-1TY8

1.2. Utilizari relevante identificate ale substantei sau ale amestecului si utilizari contraindicate

Utilizarea substantei/amestecului
Dezinfectant pentru maini

1.3. Detalii privind furnizorul fisei cu date de securitate

Producator
Societatea: B. Braun Medical AG
Numele strazii: Seesatz 17
Orasul: CH-6204 Sempach
Departamentul responsabil: Zentrale
Numarul de telefon: +41 (0) 58 / 258 50 00
E-Mail: info.bbmch@bbraun.com
Responsabil cu figa tehnica de securitate: sds@gbk-ingelheim.de
Furnizor
Societatea: B. Braun Melsungen AG
Numele strazii: Carl-Braun-Straf3e 1
Orasul: D-34212 Melsungen
Departamentul responsabil: Zentrale Service-Bereiche / Logistik und Supply Chain

Numarul de telefon: +49 (0) 5661 / 71-4422
E-Mail: logistics.service@bbraun.com
1.4. Numar de telefon care poate INTERNATIONAL: +49 - (0) 6132 - 84463, GBK GmbH (24h - 7d/w - 365d/a)

fi apelat in caz de urgenta: Biroul pentru Regulamentul Sanitar International si Informare Toxicologica: 0 21
318 36 06 (Apelabil intre orele 8:00 — 15:00)

SECTIUNEA 2: Identificarea pericolelor

2.1. Clasificarea substantei sau a amestecului
Regulamentul (CE) nr. 1272/2008
Categorii de pericol:
Lichid inflamabil: Lich. infl. 2
Lezarea grava a ochilor/iritarea ochilor: Irit. oc. 2
Fraze de pericol:
Lichid si vapori foarte inflamabili.
Provoaca o iritare grava a ochilor.

2.2. Elemente pentru eticheta

Regulamentul (CE) nr. 1272/2008
Cuvant de avertizare: Pericol

Pictograme:

Fraze de pericol

H225 Lichid si vapori foarte inflamabili.
H319 Provoaca o iritare grava a ochilor.
Fraze de precautie
P210 A se pastra departe de surse de caldura, suprafete fierbinti, scantei, flacari si alte surse de
aprindere. Fumatul interzis.
P260 Nu inspirati vaporii.
P280 Purtati echipament de protectie a ochilor.

Nr. revizuirii: 2,0 RO



Fisa cu date de securitate B BRAU N

(intocmita conf. Regulamentului (CE) Nr. 1907/2006, cu modificarile si completarile ulterioare)

Promanum pure
Data revizuirii: 20.07.2020 Codul produsului: 00056-0268 Pagina 2 apartinand 11

P305+P351+P338 [N CAZ DE CONTACT CU OCHII: Clatiti cu atentie cu ap& timp de mai multe minute.
Scoateti lentilele de contact, daca este cazul si daca acest lucru se poate face cu usurinta.
Continuati sa clatiti.

P337+P313 Daca iritarea ochilor persista: consultati medicul.

P501 Aruncati continutul/recipientul la o statie autorizata de eliminare a deseurilor. .

Observatii suplimentare
Valabil pentru acele tari in care produsul este clasificat ca un produs medicamentos: conform directivelor UE in
aceste tari produsul, in calitate de produs medicamentos finit, este exclus de la obligativitatea marcarii.
La turnare (umplere sau golire) in/din recipiente mai mari (> 1000 ml) purtati manusi de protectie/imbracaminte
de protectie/protectie oculara/masca de protectie a fetei (vezi sectiunea 8).

Etichetarea ambalajelor al caror continut nu depaseste 125 mi

Cuvant de avertizare: Pericol

Pictograme:

2.3. Alte pericole
Conform Dispozitiei (CE) Nr. 1907/2006 (REACH) acest produs nu contine substan{e PBT / vPvB.
Vaporii in combinatie cu aerul pot forma un amestec explozibil.

SECTIUNEA 3: Compozitie/informatii privind componentii

3.2. Amestecuri

Caracterizare chimica
Solutie alcoolica

Componenti cu potential periculos

Nr. CAS Componente Greutate
Nr. CE [Nr. Index [Nr. REACH
Clasificare GHS

64-17-5 Etanol <80 %
200-578-6 [603-002-00-5 [01-2119457610-43
Flam. Liq. 2, Eye Irrit. 2; H225 H319

67-63-0 2-Propanol <15 %
200-661-7 [603-117-00-0 [01-2119457558-25
Flam. Liq. 2, Eye Irrit. 2, STOT SE 3; H225 H319 H336

Asa cum afirma in frazele H si EUH: vezi sectiunea 16.

SECTIUNEA 4: Masuri de prim ajutor

4.1. Descrierea masurilor de prim ajutor

Indicatii generale
Datele de la pozitia 4 nu se refera in intregime la folosirea regulamentara si aplicatiile specifice produsului (vez
Instructiuni de folosire / Informatii produs), ci la cazul degajarii unor cantitai mai mari de produs in urma
producerii unui accident sau a aparitiei unor disfunctionalitati.
Imbracamintea murdara, uda se dezbraca imediat.
In caz de indispozitie se va consulta un medic.

Daca se inhaleaza
In cazul in care in timpul accidentului s-au inspirat vapori, personanele afectate se vor transporta la aer curat.
Se apeleaza la ingrijire medicala in stare de rau.

in caz de contact cu pielea
Nu sunt necesare masuri speciale.

in caz de contact cu ochii
Se va clati imediat cu multa apa, si sub pleoape, timp de cel putin 15 minute.

Nr. revizuirii: 2,0 RO



Fisa cu date de securitate B BRAU N

(intocmita conf. Regulamentului (CE) Nr. 1907/2006, cu modificarile si completarile ulterioare)

Promanum pure
Data revizuirii: 20.07.2020 Codul produsului: 00056-0268 Pagina 3 apartinand 11

Tn cazul unor iritatii permanente la ochi se va consulta un medic specialist.

Daca este ingerat
Se va clati gura si se va bea apa din abundenta.
Unei persoane lesinate nu i se administreaza nici o data ceva pe gura.
Nu provocati voma.
Chemati imediat un medic.
Medicul va decide daca trebuie stimulata voma sau nu.

4.2. Cele mai importante simptome si efecte, atit acute, cat si intarziate
Provoaca o iritare grava a ochilor.

4.3. Indicatii privind orice fel de asistenta medicala imediata si tratamentele speciale necesare
Tratament simptomatic.

SECTIUNEA 5: Masuri de combatere a incendiilor

5.1. Mijloace de stingere a incendiilor

Mijloace de stingere corespunzatoare
Spuma rezistenta la alcooli, agent de stingere uscat, dioxid de carbon (CO2), jet de apa pulverizat.

Mijloace de stingere necorespunzatoare
Jet puternic de apa.

5.2. Pericole speciale cauzate de substanta sau de amestecul in cauza
In caz de incendiu se pot degaja:
monoxid de carbon si dioxid de carbon

5.3. Recomandari destinate pompierilor
Se utilizeaza aparate de proteciia respiratiei independente de circulatia aerului.
Imbracaminte de protectie.

Informatii suplimentare
A se pastra departe de orice flacara sau sursa de scantei - Fumatul interzis.
Vaporii sunt mai grei decéat aerul si se raspandesc la nivelul solului.
Amestecul vapori-aer este explozibil, chiar si in recipientele goale si necuratate.
Recipientele periclitate se vor raci cu jet de apa.
Urmele lasate in urma arderii si apa folosita pentru stingere se indeparteaza.

| SECTIUNEA 6: Masuri de luat in caz de dispersie accidentala

6.1. Precautii personale, echipament de protectie si proceduri de urgenta
Se va pune masca de gaze in cazul in care s-au degajat vapori.
Evitati contactul cu pielea, ochii si imbracamintea.
Se va asigura o aerisire corespunzatoare.
Se tin departe sursele de aprindere.

6.2. Precautii pentru mediul inconjurator
Nu lasati produsul sa se scurga in canalizare/ape de suprafata/panza freatica.

6.3. Metode si material pentru izolarea incendiilor si pentru curatenie
Se va colecta cu un liant (nisip, silicagel, liant antiacid, liant universal, etc.).
Se va aduna cu lopata si se va colecta in recipiente adecvate pentru eliminare.

6.4. Trimitere la alte sectiuni
Respectati normele de protectie (vezi cap. 7 si 8).
Pentru informatii referitoare la indepartarea ca deseu vezi Capitolul 13.

| SECTIUNEA 7: Manipularea si depozitarea

7.1. Precautii pentru manipularea in conditii de securitate

Masuri de prevedere la manipulare
Nu inhalati vaporii sau ceata.
Se va folosi numai in spatii bine aerisite.
Evitati contactul cu pielea, ochii si imbracamintea.
Se interzice in timpul lucrului méncatul, bautul sau fumatul.

Nr. revizuirii: 2,0 RO
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Promanum pure
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Avize privitoare la protectia contra incendiilor si exploziilor
Produsul si recipientele goale se vor feri de caldura excesiva si surse de foc.
Fumatul interzis (volatilizare).
Luati masuri de descarcare electrostatica.
Nu se va indrepta jetul spre flacara sau obiecte incandescente.

7.2. Conditii de depozitare in conditii de securitate, inclusiv eventuale incompatibilitati

Cerinte fata de incaperi de depozitare si recipienti
Recipientele se pastreaza bine inchise, la loc uscat, racoros si bine aerisit.
Respectati normele de protectie contra exploziilor.
Indicatii privind depozitarea impreuna
Incompatibil cu:
Mediu de oxidatie
Metale alcaline si alcalino-pamantoase.

Informatii suplimentare asupra conditiilor de depozitare
Se {ine departe de alimente, bauturi si furaje.

7.3. Utilizare (utilizari) finala (finale) specifica (specifice)

Dezinfectant pentru maini

SECTIUNEA 8: Controale ale expunerii/protectia personala

8.1. Parametri de control

Valori limita de expunere profesionala pentru agentii chimici (cf HG 1218/2006)

Nr. CAS Denumirea substantei ppm mg/m3|  fib/cm? Clasa Sursa
64-17-5 Alcool etilic 1000 1900 8 ore
5000 9500 15 min
67-63-0 Alcool izopropilic 81 200 8 ore
203 500 15 min

Limite biologice tolerabile

Nr. CAS Denumirea substantei Indicator biologic LBT Material biologic [Momentul
propuse recoltarii
67-63-0 Alcool izopropilic Acetona 50 mg/l{urina sfargit schimb

Valori DNEL/DMEL

Nr. CAS | Denumirea substantei

DNEL tip Calea de expunere |Efect Valoare

64-17-5  |Etanol

DNEL, acuta inhalativ local 1900 mg/m?
DNEL, pe termen lung oral sistemic 343 mg/kg g.c./zi
DNEL, pe termen lung dermal sistemic 343 mg/kg g.c./zi
DNEL, pe termen lung inhalativ sistemic 950 mg/m?
67-63-0 2-Propanol

Muncitor DNEL, pe termen lung inhalativ sistemic 500 mg/m?
Muncitor DNEL, pe termen lung dermal sistemic 888 mg/kg g.c./zi
Consumator DNEL, pe termen lung inhalativ sistemic 89 mg/m?
Consumator DNEL, pe termen lung dermal sistemic 319 mg/kg g.c./zi
Consumator DNEL, pe termen lung oral sistemic 26 mg/kg g.c./zi

Nr. revizuirii: 2,0 RO
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Valori PNEC

Nr. CAS | Denumirea substantei

Departamentul de mediu Valoare
64-17-5  |Etanol

Apa dulce 0,96 mg/l
Apa de mare 0,79 mgl/l
Sediment de apa dulce 3,6 mg/kg
Sediment marin 2,9 mg/kg
Microorganismele din sistemul de epurare a apei 580 mg/Il
Sol 0,63 mg/kg
67-63-0 2-Propanol

Apa dulce 140,9 mgl/l
Apa de mare 140,9 mgl/l
Sediment de apa dulce 552 mg/kg
Sediment marin 552 mg/kg
Sol 28 mg/kg

8.2. Controale ale expunerii

Controale tehnice corespunzatoare

Se va asigura o aerisire suficienta, mai ales in spatiile Inchise.

Masuri de igiena

Datele de la pozitia 8 nu se refera n intregime la folosirea regulamentara si aplicatiile specifice produsului (vez
Instructiuni de folosire / Informatii produs), ci la cazul degajarii unor cantitati mai mari de produs in urma
producerii unui accident sau a aparitiei unor disfunctionalitati.

Nu inhalati vaporii sau ceata.

In timpul utilizarii nu se mananca, bea sau fumeaza.
Dezbracati imediat imbracamintea contaminata sau impregnata.

Evitati contactul cu ochii.
Protectia ochilor/fetei

Ochelari de protectie integrali (EN 166).

Protectia mainilor

Manusi din butil pentru protectia impotriva substantelor chimice, grosime strat min. 0,7 mm, timp de penetrare
(durata de folosinta) cca. 480 minute, de ex. manusi de protectie tip <Butoject 898> produse de firma

www.kcl.de.

Aceasta recomandare se bazeaza exclusiv pe compatibilitatea chimica si testul efectuat conf. normei EN 374

in conditii de laborator.

Cerintele specifice rezulta din metoda respectiva de utilizare. Se vor respecta de aceea indicatiile date de

furnizorul manusilor de protectie.

Protectie respiratorie

In mod normal nu este necesard masca de gaze individuala.
Masca de gaze in caz de ceata sau aerosol.

SECTIUNEA 9: Proprietatile fizice si chimice

9.1. Informatii privind proprietatile fizice si chimice de baza

Stare fizica:
Culoare:
Miros:

pH-Valoare:
Modificari ale starii
Punctul de topire:

lichid
incolor
Alcoolic
n.f.
-114 °C

Testat conform cu

")
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Punctul initial de fierbere si intervalul de 78 °C *)
fierbere:
Punct de sublimare: n.u.
Punct de inmuiere: n.f.
Punct de aprindere: 14 °C DIN 51755
Capacitatea de a sustine arderea: Ardere autointretinuta
Inflamabilitate
Substanta solida: n.u.
Gaz: n.u.

Proprietati explozive
Produsul nu prezinta pericol de explozie, dar este posibila formarea amestecurilor explozive vapori-ae

Limita minima de explozie: 3,5vol. % *)
Limita maxima de explozie: 15vol. % *)
Temperatura de aprindere: 425 °C *)
Temperatura de autoaprindere

Substanta solida: n.u.

Gaz: n.u.
Temperatura de descompunere: >700°C *)
Proprietati de intretinere a arderii

Neoxidant
Presiune de vapori: 59 hPa *)

(la20 °C)
Densitate (la 20 °C): 0,82 -0,84 g/cm?
Densitatea in vrac: n.u.
Solubilitate Tn apa: miscibil
(la20 °C)

Solubilitate in alti solventi

n.f.
Coeficient de partitie: Log Pow: - 0,3 *)
Vascozitate / dinamica: n.f.
Vascozitate / cinetica: n.f.
Timp de scurgere: n.f.
Densitatea de vapori: n.f.
Viteza de evaporare: n.f.
Verificarea separarii solventului: n.f.
Continut solventi: <95 %

9.2. Alte informatii

Date inexistente
*) Etanol

SECTIUNEA 10: Stabilitate si reactivitate

10.1. Reactivitate
Nicio descompunere in cazul depozitarii si utilizarii conform scopului.

10.2. Stabilitate chimica
Stabil in conditii normale.
10.3. Posibilitatea de reactii periculoase

Reactii cu agenti de oxidare.
Reactii cu metale alcaline.
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Reactii cu metale alcalino-pamantoase.

10.4. Conditii de evitat
Amestecul de vapori/aer devine explozibil la temperaturi mari.
La temperaturi mari se pot degaja vapori inflamabili.

10.5. Materiale incompatibile
oxidant
Metale alcaline si alcalino-pamantoase.

10.6. Produsi de descompunere periculosi
Nu se cunosc substante de descompunere periculoase.
in caz de incendiu se pot degaja:
Monoxid de carbon si dioxid de carbon

SECTIUNEA 11: Informatii toxicologice

11.1. Informatii privind efectele toxicologice

Toxicitate acuta
Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.
Date toxicologice nu sunt disponibile.

Nr. CAS Componente

Calea de expunere Doza Specii Sursa Metoda

64-17-5 Etanol

orala LD50 10470 Sobolan
mg/kg

dermica LD50 15800 la iepuri
mg/kg

prin inhalare (4 h) LC50 30 mg/l |Sobolan

vapori

67-63-0 2-Propanol

orald LD50 5840 raticid OECD 401
mg/kg

dermica LD50 13900 la iepuri OECD 402
mg/kg

prin inhalare (4 h) LC50 > 25 mg/l OECD 403

vapori

Iritatie si corosivitate

Provoaca o iritare grava a ochilor.

Corodarealiritarea pielii: Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.
Efecte de sensibilizare

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

Efecte cangerigene, mutagene si toxice pentru reproducere
Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.

STOT (toxicitate asupra organelor tinta specifice) - expunere unica
Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.
STOT (toxicitate asupra organelor tinta specifice) - expunere repetata
Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.
Pericol prin aspirare
Pe baza datelor disponibile, criteriile de clasificare nu sunt indeplinite.
Informatii suplimentare privitor la examene
Marcajul a fost preluat conform procedurii de calcul al Regulamentul (CE) Nr. 1272/2008.

Experienta din practica

Alte observatii

La contactul frecvent sau permanent cu pielea pot aparea iritatii si dermatita, din cauza efectului degresant al

Nr. revizuirii: 2,0 RO
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produsului.

Inhalarea unor vapori in concentratii mari poate avea efecte narcotice.

Ingerarea poate produce iritatii ale aparatului respirator superior si afectiuni gastrointestinale. Dupa inghitire
este posibila resorbtia.

SECTIUNEA 12: Informatii ecologice

12.1. Toxicitatea
Date ecologice inexistente.

Nr. CAS Componente
Toxicitate acvatica |Dozé |[h] | [d]lSpecii Sursa Metoda
64-17-5 Etanol
Toxicitate acuta pentru |LC50 11200 96 h|peste
pesti mg/l
Toxicitate acuta pentru [ErC50 275 mgl/l Alge
alge
Toxicitate acuta pentru |CE50 5012 48 h|Daphnia magna
crustacea mg/l
67-63-0 2-Propanol
Toxicitate acuta pentru |LC50 9640 96 h|Pimephales promelas
pesti mg/l
Toxicitate acuta pentru |ErC50 1800 72 h|Desmodesmus IUCLID
alge mg/| subspicatus
Toxicitate acuta pentru |CE50 10000 48 h|Daphnia magna
crustacea mg/|

12.2. Persistenta si degradabilitatea

Etanol / 2-Propanol
Usor biodegradabil (conf. criteriilor OECD)

Nr. CAS Componente

Metodé& |Va|oare | d |Sursa
Evaluarea

67-63-0 2-Propanol

OECD 301E [95 % [ 21 |
Usor biodegradabil.

12.3. Potentialul de bioacumulare
Date inexistente
Coeficient de repartitie n-octanol/apa

Nr. CAS Componente Log Pow
64-17-5 Etanol -0,3
67-63-0 2-Propanol 0,05
BCF

Nr. CAS Componente BCF Specii Sursa

64-17-5 Etanol 0,66

12.4. Mobilitatea in sol
Date inexistente
12.5. Rezultatele evaluarilor PBT si vPvB
Conform Dispozitiei (CE) Nr. 1907/2006 (REACH) acest produs nu contine substante PBT / vPvB.
12.6. Alte efecte adverse
Pericol hidrologic redus.
Informatii suplimentare
In cazul utilizarii corespunzétoare a produsului nu se cunosc si nu sunt de asteptat efecte poluante asupra
mediului.
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A nu se permite sa ajunga in panza de apa freatica sau canalizare.

SECTIUNEA 13: Consideratii privind eliminarea

13.1. Metode de tratare a deseurilor

indepartare a rezidurilor

Poate fi depus ca deseu sau ars in instalatii de incinerare a deseurilor cu respectarea normelor locale

prevazute de autoritafi.

Numarul de eliminare pentru deseul/deseuri provenind de la reziduuri/produse neutilizate

070604

DESEURI DIN PROCESELE CHIMICE ORGANICE; deseuri care provin de la FFDU a grasimilor,

sapunurilor, detergentilor, dezinfectantilor si cosmeticelor; alfi solventi, solutii de spalare si
solutii-mama organice; deseu periculos
indepartare a ambalajului necuratat si detergenti recomandati
Recipientele goale se vor preda la punctele locale de colectare, reciclare, recuperare si eliminare a deseurilor.
Ambalajele contaminate se vor goli complet si se vor curata in mod corespunzator, dupa care vor putea fi date

la reciclat.

Ambalajele neigienizabile se vor elimina in acelasi mod ca si substanta ambalata.

SECTIUNEA 14: Informatii referitoare la transport

Transport rutier (ADR/RID)
14.1. Numarul ONU:
14.2. Denumirea corecta ONU
pentru expeditie:
14.3. Clasa (clasele) de pericol

pentru transport:
14.4. Grupul de ambalare:
Etichete:

Cod de clasificare:
Cantitate limitata (LQ):
Cantitate eliberata:
Categoria de transport:
Numar pericol:

Cod de restrictionare tunel:

Transport fluvial (ADN)
14.1. Numarul ONU:

14.2. Denumirea corecta ONU
pentru expeditie:

14.3. Clasa (clasele) de pericol

pentru transport:
14.4. Grupul de ambalare:

Etichete:

Cod de clasificare:
Cantitate limitata (LQ):
Cantitate eliberata:
Transport naval (IMDG)
14.1. Numarul ONU:

UN 1987
ALCOOLI, N.O.S. (Etanol, 2-Propanol)

3

F1
1L/30 kg
E2

2

33

D/E

UN 1987
ALCOOLI, N.O.S. (Etanol, 2-Propanol)

3

F1
1L/30kg
E2

UN 1987

Nr. revizuirii: 2,0
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14.2. Denumirea corecta ONU ALCOHOLS, N.O.S. (Ethanol, Propan-2-ol)
pentru expeditie:
14.3. Clasa (clasele) de pericol 3

pentru transport:
14.4. Grupul de ambalare: Il

Etichete: 3
Marine pollutant: No
Cantitate limitata (LQ): 1L/30kg
Cantitate eliberata: E2
EmS: F-E, S-D
Transport aerian (ICAO-TI/IATA-DGR)
14.1. Numarul ONU: UN 1987
14.2. Denumirea corecta ONU ALCOHOLS, N.O.S. (Ethanol, Propan-2-ol, Solution)
pentru expeditie:
14.3. Clasa (clasele) de pericol 3

pentru transport:
14.4. Grupul de ambalare: Il
Etichete: 3

Cantitate limitata (LQ) (avioane de 1L

pasageri):

Passenger LQ: Y341

Cantitate eliberata: E2

IATA-Instructiuni de ambalare (avioane de pasageri): 353

IATA-Cantitatea maxima (avioane de pasageri): 5L

IATA-Instructiuni de ambalare (avioane cargo): 364

IATA-Cantitatea maxima (avioane cargo): 60 L
14.5. Pericole pentru mediul inconjurator

PERICULOS PENTRU MEDIU: nu

14.6. Precautii speciale pentru utilizatori
In cazul manipularii substantelor chimice trebuie respectate masurile obisnuite de precautie.

14.7. Transport in vrac, in conformitate cu anexa Il la Conventia MARPOL si cu Codul IBC
Transportul se efectueaza exclusiv in ambalaje corespunzatoare si autorizate.

SECTIUNEA 15: Informatii de reglementare

15.1. Regulamente/legislatie in domeniul securitatii, al sanatatii si al mediului specifice (specifica) pentru
substanta sau amestecul in cauza

Reglementari UE

2004/42/CE (COV): <95 %

Date referitoare la Directiva P5c LICHIDE INFLAMABILE
2012/18/UE (SEVESO llI):

Regulamente nationale

Restrictiile privind ocuparea forfei de  Respectati restrictiile ocupationale conform Legii pentru protectia muncii

munca: juvenile (94/33/CE). Respectati restrictiile ocupationale conform Normelor
de protectie a maternitatii (92/85/CEE) pentru viitoarele mame sau
mamele care alapteza.
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15.2. Evaluarea securitatii chimice
Pentru aceasta substanta nu a fost efectuata nici o apreciere privind siguranta substantei.

SECTIUNEA 16: Alte informatii

Abrevieri si acronime

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 and very Bio-accumulative

LD = Lethal dose

LC = Lethal concentration

EC = Effect concentration

IC = Median immobilisation concentration or median inhibitory concentration

Clasificarea amestecurilor si metoda de evaluare conform Regulamentului (CE) nr. 1272/2008 [CLP]

Clasificare Procedura de clasificare
Flam. Lig. 2; H225 Pe baza datelor testului
Eye Irrit. 2; H319 Procedeu de calcul
Conform frazelor H si EUH (Numat si text complet)
H225 Lichid si vapori foarte inflamabili.
H319 Provoaca o iritare grava a ochilor.
H336 Poate provoca somnolenta sau ameteala.
Alte indicatii

Datele de la pozitia 4 - 8 si 10 - 12 nu se refera in intregime la folosirea regulamentara si aplicatiile specifice
produsului (vezi Instructiuni de folosire / Informatji produs), ci la cazul degajarii unor cantitati mai mari de
produs in urma producerii unui accident sau a aparitiei unor disfunctionalitati.

Datele de fata se refera exclusiv la cerintele de siguranta ale produsului / produselor si se bazeaza pe stadiul
actual al cunostintelor detinute de noi.

Pentru specificatiile produsului livrat vezi Fisa de date produs.

Nu prezintd nici o garantie a proprietatilor produselor descrise / a produselor descrise conform regulilor legale
de garantie.

(n. u. = ne utilizabil, n. f. = ne fixat)

(Datele substantelor periculoase continute au fost preluate din ultima foaie cu date de siguranta in vigoare a
furnizorului anterior.)
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SECTION 1: Identification of the substance/mixture and of the company/undertaking

1.1. Product identifier

Promanum pure
UFI: 9RFV-U7PS-100C-1TY8

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

Use of the substance/mixture
Hand 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-Straf3e 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:
Flammabile liquid: Flam. Liq. 2
Serious eye damage/eye irritation: Eye Irrit. 2
Hazard Statements:
Highly flammable liquid and vapour.
Causes serious eye irritation.

2.2. Label elements

Regulation (EC) No. 1272/2008
Signal word: Danger

Pictograms:

Hazard statements

H225 Highly flammable liquid and vapour.
H319 Causes serious eye irritation.
Precautionary statements
P210 Keep away from heat, hot surfaces, sparks, open flames and other ignition sources. No
smoking.
P260 Do not breathe vapour.
P280 Wear eyeprotection.
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P305+P351+P338 IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if
present and easy to do. Continue rinsing.

P337+P313 If eye irritation persists: Get medical advice/attention.
P501 Dispose of contents/container to an approved waste disposal plant. .

Additional advice on labelling
Applies for those countries where this product is classified as medicinal product; as ready for use medicinal
product, this product is not subject to labelling obligation according to the CE directives in these countries.
Wear protective gloves/protective clothing/eye protection/face protection (see Section 8) during filling and
emptying of large containers (> 1000 ml).

Labelling of packages where the contents do not exceed 125 ml

Signal word: Danger

Pictograms:

2.3. Other hazards

According to Regulation (EC) No 1907/2006 (REACH) none of the substances, contained in this product are a
PBT / vPvB substance.
Vapours may form explosive mixture with air.

SECTION 3: Composition/information on ingredients

3.2. Mixtures

Chemical characterization
Alcoholic solution

Hazardous components

CAS No Chemical name Quantity
EC No [Index No [REACH No
GHS Classification

64-17-5 Ethanol <80 %
200-578-6 [603-002-00-5 [01-2119457610-43
Flam. Liq. 2, Eye Irrit. 2; H225 H319

67-63-0 Propan-2-ol <15 %
200-661-7 [603-117-00-0 [01-2119457558-25
Flam. Liq. 2, Eye Irrit. 2, STOT SE 3; H225 H319 H336

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

SECTION 4: First aid measures

4.1. Description of first aid measures

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.
If you feel unwell, seek medical advice.

After inhalation
Move to fresh air in case of accidental inhalation of vapours.
In the event of symptoms refer for medical treatment.

After contact with skin
No specific precautions required.

After contact with eyes
Rinse immediately with plenty of water, also under the eyelids, for at least 15 minutes.
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If eye irritation persists, consult a specialist.

After ingestion
Rinse out mouth and give plenty of water to drink.
Never give anything by mouth to an unconscious person.
Do not induce vomiting.
Summon a doctor immediately.
Induce vomiting only upon the advice of a physician.

4.2. Most important symptoms and effects, both acute and delayed
Causes serious eye 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
Alcohol-resistant foam, dry chemical, carbon dioxide (CO2), 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

5.3. Advice for firefighters
Use breathing apparatus with independent air supply.
Protective suit.

Additional information
Keep away from sources of ignition - No smoking.
Vapours are heavier than air and spread along ground.
The vapour/air mixture is explosive, even in empty, uncleaned receptacles.
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
In case of vapour formation use respirator.
Avoid contact with skin, eyes and clothing.
Ensure adequate ventilation.
Keep away 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
Soak up with inert absorbent material (e.g. sand, silica gel, acid binder, universal binder).
Shovel into suitable container for disposal.

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
Do not breathe vapours or spray mist.
Use only in well-ventilated areas.
Avoid contact with skin, eyes and clothing.
When using do not eat, drink or smoke.
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Advice on protection against fire and explosion
Keep product and empty container away from heat and sources of ignition.
Do not smoke - volatile.
Take precautionary measures against static discharges.
Do not spray on a naked flame or any other incandescent material.

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.
Pay attention to anti-explosion rules.
Hints on joint storage
Incompatible with:
Oxidizing agents
Alkaline metals and earth alkaline metals.
Further information on storage conditions
Keep away from food, drink and animal feeding stuffs.

7.3. Specific end use(s)

Hand disinfectant

SECTION 8: Exposure controls/personal protection

8.1. Control parameters

Exposure limits (EH40)

CAS No Substance ppm mg/m3| fibres/ml Category Origin

64-17-5 Ethanol 1000 1920 TWA (8 h) WEL

67-63-0 Propan-2-ol 400 999 TWA (8 h) WEL
500 1250 STEL (15 min) WEL

DNEL/DMEL values

CAS No |Substance

DNEL type Exposure route Effect Value

64-17-5  |Ethanol

DNEL, acute inhalation local 1900 mg/m?

DNEL, long-term oral systemic 343 mg/kg bw/day

DNEL, long-term dermal systemic 343 mg/kg bw/day

DNEL, long-term inhalation systemic 950 mg/m?

67-63-0 Propan-2-ol

Worker DNEL, long-term inhalation systemic 500 mg/m?

Worker DNEL, long-term dermal systemic 888 mg/kg bw/day

Consumer DNEL, long-term inhalation systemic 89 mg/m?

Consumer DNEL, long-term dermal systemic 319 mg/kg bw/day

Consumer DNEL, long-term oral systemic 26 mg/kg bw/day
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PNEC values

CAS No |Substance

Environmental compartment Value
64-17-5 | Ethanol

Freshwater 0,96 mg/I
Marine water 0,79 mg/l
Freshwater sediment 3,6 mg/kg
Marine sediment 2,9 mg/kg
Micro-organisms in sewage treatment plants (STP) 580 mg/I
Soil 0,63 mg/kg
67-63-0 Propan-2-ol

Freshwater 140,9 mgl/l
Marine water 140,9 mgl/l
Freshwater sediment 552 mg/kg
Marine sediment 552 mg/kg
Soil 28 mg/kg

8.2. Exposure controls

Appropriate engineering controls
Ensure adequate ventilation, especially in confined areas.

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 breath vapours or spray mist.
When using do not eat, drink or smoke.
Take off immediately all contaminated clothing.
Avoid contact with eyes.

Eyelface protection
Safety goggles with side protection (EN 166).

Hand protection
Protective gloves resistant to chemicals made off butyl, minimum coat thickness 0.7 mm, permeation
resistance approx. 480 minutes, i.e. protective glove <Butoject 898> 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.

Respiratory protection

No personal respiratory protective equipment normally required.
Breathing apparatus in the event of aerosol or mist formation.

SECTION 9: Physical and chemical properties

9.1. Information on basic physical and chemical properties

Physical state: Liquid
Colour: Colourless
Odouir: Alcoholic
Test method
pH-Value: n.d.

Changes in the physical state
Melting point: -114°C *)
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Initial boiling point and boiling range:
Sublimation point:

Softening point:

Flash point:

Sustaining combustion:

Flammability
Solid:

Gas:
Explosive properties

78 °C
n.a.
n.d.

%)

14 °C DIN 51755
Sustaining combustion

n.a.
n.a.

The product is considered non-explosive; nevertheless explosive vapour/air mixture can be generated

Lower explosion limits:
Upper explosion limits:
Ignition temperature:

Auto-ignition temperature
Solid:
Gas:

Decomposition temperature:
Oxidizing properties
Not oxidising.
Vapour pressure:
(at 20 °C)
Density (at 20 °C):
Bulk density:

Water solubility:
(at20 °C)
Solubility in other solvents
n.d.

Partition coefficient:
Viscosity / dynamic:
Viscosity / kinematic:
Flow time:
Vapour density:
Evaporation rate:
Solvent separation test:
Solvent content:

9.2. Other information

No data available
*) Ethanol

3,5vol. %
15 vol. %

425 °C

n.a.
n.a.

>700 °C

59 hPa

0,82 - 0,84 g/lcm®

n.a.
Miscible

Log Pow: - 0,3

n.d.
n.d.
n.d.
n.d.
n.d.
n.d.
<95 %

")
%)
")

%)

")

")

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

Reactions with oxidizing agents.
Reactions with alkali metals.

Reactions with earth alkali metals.

Revision No: 2,0
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10.4. Conditions to avoid
Vapour/air mixtures are explosive at intensive warming.
Heating can release vapours which can be ignited.
10.5. Incompatible materials
oxidizing agents
Alkaline metals and alkaline earth metals.
10.6. Hazardous decomposition products
No hazardous decomposition products known.
Fire may produce:
Carbon monoxide and carbon dioxide
SECTION 11: Toxicological information
11.1. Information on toxicological effects
Acute toxicity
Based on available data, the classification criteria are not met.
No toxicological data available.
CAS No Chemical name
Exposure route Dose Species Source Method
64-17-5 Ethanol
oral LD50 10470 Rat
mg/kg
dermal LD50 15800 Rabbit
mg/kg
inhalation (4 h) vapour |[LC50 30 mg/l |Rat
67-63-0 Propan-2-ol
oral LD50 5840 Rat OECD 401
mg/kg
dermal LD50 13900 Rabbit OECD 402
mg/kg
inhalation (4 h) vapour |LC50 > 25 mg/| OECD 403

Irritation and corrosivity
Causes serious eye irritation.

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

Repeated or prolonged exposure may cause skin irritation and dermatitis, due to degreasing properties of the

product.
Inhalation of vapours in high concentration can cause narcotic effects.

Ingestion causes irritation of upper respiratory system and gastrointestinal disturbance. Swallowing renders
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reabsorption possible.

SECTION 12: Ecological information

12.1. Toxicity
Ecological data are not available.
CAS No Chemical name
Aquatic toxicity |Dose |[h] | [d]lSpecies Source Method
64-17-5 Ethanol
Acute fish toxicity LC50 11200 96 h|Fish
mg/|
Acute algae toxicity ErC50 275 mg/l Algae
Acute crustacea toxicity]| EC50 5012 48 h|Daphnia magna
mg/l
67-63-0 Propan-2-ol
Acute fish toxicity LC50 9640 96 h|Pimephales promelas
mg/l
Acute algae toxicity ErC50 1800 72 h|Desmodesmus IUCLID
mg/l subspicatus
Acute crustacea toxicity]| EC50 10000 48 h|Daphnia magna
mg/|

12.2. Persistence and degradability

Ethanol / Propan-2-ol
Readily biodegradable (to OECD criteria).

CAS No Chemical name

Method |Va|ue | d |Source
Evaluation

67-63-0 Propan-2-ol

OECD 301E [95 % [ 21 |
Readily biodegradable.

12.3. Bioaccumulative potential
No data available
Partition coefficient n-octanol/water

CAS No Chemical name Log Pow
64-17-5 Ethanol -0,3
67-63-0 Propan-2-ol 0,05
BCF

CAS No Chemical name BCF Species Source

64-17-5 Ethanol 0,66

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 / vPvB substance.
12.6. Other adverse effects
Low hazard to waters.
Further information
Ecological injuries are not known or expected under normal use.
Do not flush into surface water or sanitary sewer system.

SECTION 13: Disposal considerations
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13.1. Waste treatment methods

Disposal recommendations

Can be disposed of as a solid waste or burned in a suitable installation subject to local regulations.

List of Wastes Code - residues/unused products
070604 WASTES FROM ORGANIC CHEMICAL PROCESSES; wastes from the MFSU of fats, grease,
soaps, detergents, disinfectants and cosmetics; other organic solvents, washing liquids and mother

liquors; 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:
14.2. UN proper shipping name:
14.3. Transport hazard class(es):
14.4. Packing group:
Hazard label:

Classification code:
Limited quantity:
Excepted quantity:
Transport category:
Hazard No:
Tunnel restriction code:
Inland waterways transport (ADN)
14.1. UN number:
14.2. UN proper shipping name:
14.3. Transport hazard class(es):

14.4. Packing group:
Hazard label:

Classification code:
Limited quantity:
Excepted quantity:
Marine transport (IMDG)
14.1. UN number:
14.2. UN proper shipping hame:
14.3. Transport hazard class(es):
14.4. Packing group:
Hazard label:

UN 1987

ALCOHOLS, N.O.S. (Ethanol, Propan-2-ol)
3

Il

3

F1
1L/30 kg
E2

2

33

D/E

UN 1987

ALCOHOLS, N.O.S. (Ethanol, Propan-2-ol)
3

I

3

F1
1L/30 kg
E2

UN 1987

ALCOHOLS, N.O.S. (Ethanol, Propan-2-ol)
3

I

3

Revision No: 2,0
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Marine pollutant: No
Limited quantity: 1L/30kg
Excepted quantity: E2
EmS: F-E, S-D
Air transport (ICAO-TI/IATA-DGR)
14.1. UN number: UN 1987
14.2. UN proper shipping name: ALCOHOLS, N.O.S. (Ethanol, Propan-2-ol, Solution)

14.3. Transport hazard class(es): 3
14.4. Packing group: Il

Hazard label: 3

Limited quantity Passenger: 1L

Passenger LQ: Y341

Excepted quantity: E2

IATA-packing instructions - Passenger: 353
IATA-max. quantity - Passenger: 5L
IATA-packing instructions - Cargo: 364
IATA-max. quantity - Cargo: 60 L

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.

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): <95 %

Information according to 2012/18/EU  P5c FLAMMABLE LIQUIDS

(SEVESO lll):

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.

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 intérieut
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

Revision No: 2,0 GB - EN
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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 and very Bio-accumulative

LD = Lethal dose

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

Flam. Liqg. 2; H225 On basis of test data
Eye Irrit. 2; H319 Calculation method
Relevant H and EUH statements (number and full text)
H225 Highly flammable liquid and vapour.
H319 Causes serious eye irritation.
H336 May cause drowsiness or dizziness.

Further Information
Data of items 4 to 8, 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)

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

Revision No: 2,0 GB - EN
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Elvetia

Aviz 19422681

Promanum pure — Dezinfectia igienica a mainilor

Pe baza raportului de incercare 19422601 din data de 18.12.2019, emis de organismul de
testare acreditat pentru dezinfectanti, W.H.U. GmbH, transmit urmatoarea evaluare a
rezultatelor:

Obiectul incercarilor |-a constituit lotul 19174M09 din produsul Promanum pure. Incercérile au
fost efectuate conform Metodelor Europene de Testare a Dezinfectantilor si avand in vedere
,Cerintele si metodele de certificare VAHY a dezinfectantelor chimice (aprilie 2015)”. Cerintele
specificate acolo sunt indeplinite.

Au fost efectuate si evaluate, conform specificatiilor, urmatoarele incercari: testul calitativ al
suspensiei (metoda 8), testul cantitativ al suspensiei (expunere crescutd, EN 13727/EN 13624) si
dezinfectia igienica a mainilor (EN 1500:2013). Sinteza rezultatelor si a valorilor-limita ale
eficacitatii se gaseste pe pagina 2 a raportului de incercare.

Concentratia de utilizare recomandata:

Cerintele de certificare a dezinfectantelor chimice de catre Comisia pentru Dezinfectanti a
VAHY sunt indeplinite de urmétorul produs cu urmétoarele conditii:

Promanum pure
Pentru dezinfectia igienica profilactica a mainilor in domeniul medical:

Mainile uscate se umezesc cu 3 ml de Promanum pure si se freaca timp de 30 de
secunde dupa procedura clasica.

Dr. Arno Sorger
Microbiolog
Semnatura indescifrabild

Nota traducatorului:
1. VAH este abrevierea pentru ,Verbund fiir Angewandte Hygiene” (Societatea pentru igiend aplicatd), asociatie
inregistrata in Germania.

Aviz 19422681 Pagina 1din 1 23.04.2020  12:08:00
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Promanum pure — Dezinfectia chirurgicala a mainilor

Pe baza raportului de incercare 19422601 din data de 18.12.2019, emis de organismul de
testare acreditat pentru dezinfectanti, W.H.U. GmbH, transmit urmatoarea evaluare a
rezultatelor:

Obiectul incercarilor |-a constituit lotul 19174M09 din produsul Promanum pure. Incercérile au
fost efectuate conform Metodelor Europene de Testare a Dezinfectantilor si avand in vedere
,Cerintele si metodele de certificare VAHY a dezinfectantelor chimice (aprilie 2015)”. Cerintele
specificate acolo sunt indeplinite.

Au fost efectuate si evaluate, conform specificatiilor, urmatoarele incercari: testul calitativ al
suspensiei (metoda 8), testul cantitativ al suspensiei (expunere crescutd, EN 13727/EN 13624) si
dezinfectia chirurgicald a mainilor (EN 12791:2017). Sinteza rezultatelor si a valorilor-limita ale
eficacitatii se gaseste pe pagina 2 a raportului de incercare.

Concentratia de utilizare recomandata:

Cerintele de certificare a dezinfectantelor chimice de catre Comisia pentru Dezinfectanti a
VAHY sunt indeplinite de urmétorul produs cu urmétoarele conditii:

Promanum pure
Pentru dezinfectia chirurgicala a mainilor in domeniul medical:

Mainile uscate se umezesc cu 3 ml de Promanum pure si se freaca timp de
90 de secunde dupa procedura clasica, mentinandu-le suficient de umede.

Dr. Arno Sorger
Microbiolog
Semnatura indescifrabild

Nota traducatorului:

1. VAH este abrevierea pentru ,Verbund fiir Angewandte Hygiene"” (Societatea pentru igiena aplicatd), asociatie
inregistrata in Germania.

Aviz 19422682 Pagina 1din 1 23.04.2020 12:09:00
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B.Braun Medical AG
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6204 Sempach
Elvetia

Organism de testare acreditat conform
EN ISO 17025.

Bischofshofen, 18.12.2019

Numarul comenzii: A194226

Raport de incercare 19422601

Promanum pure - dezinfectant pentru dezinfectia mainilor

Numarul
probei

P194226001
Observatie/
Descriere

Produs Lot pH
Promanum pure 19174M09 5.3

Perioada de desfasurare a incercarilor este cuprinsa intre primirea probelor si data elaborarii raportului
(15.11.2019 - 18.12.2019)

Comanda
de testare:

Beneficiar:

Primirea probelor:

Transmiterea probelor:

Recipiente probe:
Matricea probelor:

Conditii de depozitare:

Diluant

Substante active
(specificatiile producatorului):
Aspect, miros:

Testare conform ,Cerintelor si metodelor de certificare VAH a

dezinfectantelor chimice (2 aprilie 2015)"

Metoda 8 - Testul calitativ al suspensiei

EN 13727 - Antiseptice si dezinfectante chimice - Testul cantitativ al suspensiei

pentru evaluarea activitatii bactericide a dezinfectantelor utilizate in domeniul

medical - Metoda de testare si prescriptii (faza 2, etapa 1): 2012+A2:2015-10

EN 13624 - Antiseptice si dezinfectante chimice - Testul cantitativ al suspensiei pentru
evaluarea activitatii fungicide sau levurocide a dezinfectantelor utilizate in domeniul medical

- Metoda de testare si prescriptii (faza 2, etapa 1): 2013-09
EN 1500 - Dezinfectia igienica a mainilor - Metoda de testare si prescriptii (faza 2, etapa 2)

: 2013-04

EN 12791 - Metode de testare si prescriptii (faza 2, etapa 2): 2016+A1: 2017-11
[0 expunere redusa

X expunere crescutd

Centre of Excellence Infection Control, 6204 Sempach

15.11.2019

Prin posta

Sticle din plastic 500 ml

Dezinfectant pentru maini

Fara date disponibile din partea producatorului, temperatura ambientala
apa demineralizata, non-pirogenica

In 100 g: 73,4 g etanol si 10 g propan-2-ol

lichid incolor, limpede, cu miros specific

pH-ul concentratiilor testate: Conc.: pH
Vol-% 100 53

80 512

40 5,04

20 5,4
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Anexa cuprinde rezultatele tuturor incercarilor.
Toate dilutiile sunt exprimate Th vol-% Toate intervalele de timp sunt exprimate in secunde

Sinteza rezultatelor:

Cautarea agentilor de inactivare: Rezultatele sunt valabile
Agent eficace de inactivare:

3% polisorbat 80, 0,3% lecitind, 3% saponina

Testul calitativ al suspensiei: Rezultatele sunt valabile
Raporturi eficace concentratie-timp: (Vol-%/ secunde)
conc./ timp conc./ timp conc./ timp conc./ timp conc./ timp
E. coli 40/ 15
P. mirabilis 40/ 15
P. aeruginosa 30/ 15

Microorganismul patogen gram-negativ cel mai rezistent si utilizat pentru incercdrile ulterioare este:
E.coli

Testul cantitativ al suspensiei, expunere crescuta Rezultatele sunt valabile
Raporturi eficace concentratie-timp: (Vol-%/ secunde)
conc./ timp conc./ timp conc./ timp conc./ timp conc./ timp

S. aureus 80/ 15

E. hirae 80/ 15

P. aeruginosa 40 / 15

E. coli 40/ 15

C. albicans 80/ 15

Dezinfectia igienica a mainilor Rezultatele sunt valabile
Timpul deactiune eficace la incercari concentrat: 30
secunde

Dezinfectia chirurgicala a mainilor Rezultatele sunt valabile
Timpul de actiune eficace la incercari concentrat:
90 secunde

Rezultatele din prezentul raport de incercare se refera numai la obiectele testate. Multiplicarile in extras sunt
permise numai cu acordul scris al organismului de testare.

Sladana Jusic
Conducerea laboratorului W.H.U. GmbH
Semnaturd indescifrabild

Se transmite catre: beneficiar
Anexa 13 pagini cu rezultatele incercarilor
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Anexa la raportul 19422601

Rezultatele incercarilor Promanum pure, Testul calitativ al suspensiei
Cod de laborator: P194226001 | |Data testarii: 26.11.2019 Valoarea pH-ului in concentrat: 5.3
Test calit. suspensie |Denumirea produsului: Promanum pure Numarul lotului: 19174M09
Conditii de testare: fara expunere
Agent de neutralizare: 3% polisorbat 80, 0,3% lecitind, 3% saponina
Temperatura de testare:20 °C |Timpul de incubatie : 48 ore 3 4 B UFC (log/ml) Conditie indeplinita
Patogen testat: S. aureus ATCC 6538 | Temperatura de incubatie: 37 °C
Patogen testat: E. hirae ATCC 10541 Temperatura de incubatie: 37 °C
Patogen testat: E. coli NCTC 10538 Temperatura de incubatie: 37 °C n 38 8,58 da
Patogen testat: P. mirabilis ATCC 14153 | Temperatura de incubatie: 37 °C n 36 8,56 da
Patogen testat: P. aeruginosa ATCC 15442 [ Temperatura de incubatie: 37 °C n 45 8,65 da
Patogen testat: C. albicans ATCC 10231 | Temperatura de incubatie: 30 °C
Pat testat Conc. produsului Timpul de expunere (secunde)
alogen festa Vol-% 15 30 60
S. aureus ATCC 6538
Control ADS"
E. hirae ATCC 10541
Control ADS"
40 - - -
30 + - -
E. coli NCTC 10538 20 + + +
10 + + +
Control ADS" +
40 - - -
30 + - -
P. mirabilis ATCC 14153 20 + + +
10 + + +
Control ADS" +
40 - - -
. 30 - - -
:’5 ::;ugmosa ATCC >0 " n T
10 + + +
Control ADS" +
C. albicans ATCC 10231
Control ADS"
+: Crestere prin turbiditate - nu se detecteaza o crestere prin turbiditate

Nota traducatorului:
1. ADS = Apa cu duritate standardizata
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(Siglé): W.H.U. W.H.U. GmbH, Bodenlehenstrafle 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)

Anexa la raportul 19422601

Rezultatele incercarilor Promanum pure, S. aureus ATCC 6538, expunere crescuti
EN 13727 Antiseptice si dezinfectante chimice. Test cantitativ al suspensiei pentru evaluarea activitatii bactericide a
dezinfectantelor utilizate in domeniul medical. Metoda de testare si prescriptii (faza 2, etapa 1) 2012+A2: 2015-10
Cod de laborator: P194226001 | [Data testarii: 20.11.2019 | | Valoarea pH-ului in concentrat: 53
Denumirea produsului: Promanum pure Numérul lotului 19174M09
Conditii de testare: I X IMetoda de neutralizare a dilutiei: Agent de neutralizare:
3% polisorbat 80, 0,3% lecitina, 3% saponina
X | Metoda prin turnare pe Metoda raspandirii cu spatula 1]ml per placa
placa
Metoda filtrarii prin membrana: Lichid de lavaj: cca ml:
Temperatura de testare: 20 °C Expunere: expunere crescutd (albumina din ser bovin 3 g/l + eritrocite ovine 3 mi/l)
Patogen testat. S. aureus ATCC 6538 | |Temperatura de incubatie 37 °C | |Timpu| de incubatie: 48 ore
Diluant pentru solutiile de testare a produsului: apa dura |Concentratie Vol-% |
Aspectul solutiei de testare a produsului:
Validare si control:
Suspensia pentru validare (NVO) Tncercare de control pentru Tncercare de control pentru Validarea metodei ( C)
P P conditiile de testare (A) neutralizare sau filtrare (B) Conc. produs = | 80[Vol-%
34 32 34 32
\o Vet Vet Vel
| | Xm= | | Xm= | | Xm= | | Xm=
38 36 35 33.5 34 34 34 33
V2 | | Ve2 | | Vie2 | | Vie2 | |
30<xdinNvo< 160 Xm din A este = 0,5 X xm din Nvo |xm din B este 2 0,5 x xm din Nvo Jxm din C este = 0,5 % xm din Nvo
CONDITIE INDEPLINITA CONDITIE INDEPLINITA CONDITIE INDEPLINITA CONDITIE INDEPLINITA
Suspensia pentru validare (NvB) |Vci= 34 Vea=32 _ 30=<xdinNvs=s 160
Xm (Ve1,Ve2)= 33 - -
16 + | 18] 17 + 15 CONDITIE INDEPLINITA
Suspensia de testare: c C
N Ver-1 Ve1-2 Veo-1| V-2 xwm= 160 x 106 | Ig1o N = 8,20
106 168 152 No=N/10,Ig1o No= [7,20
107 15 14 72<No<7,70  (CONDITIE INDEPLINITA
: Conc. produs  [Timp expunere| . | V1 Ve2 Ig1o R Cerinte
incercare Dilutie Na=Xm x 10 Ig1oN N H
(Vol-%) (secunde) VorVerd Ve Verd * [(N=7.20) indeplinite: P
0 n
1 80 15 12_1 8 8 <140 <215 >5,06 |INDEPLINITE 5,12
0 > >
0 T KL o B >33000 | >452 | <268 |neindepinite | 504
107" [> 330 > 330
0 > >
i 2 T KL o N >33000 | >452 | <268 |neindeplinite 54
107" > 330 > 330
100 0 0 .
4 80 30 = 0 0 <140 <215 >5,06 |INDEPLINITE 5,12
0 P> >
5 40 30 10_1 330 330 > 33000 >4,52 <2,68 |neindeplinite 5,04
107" > 330 > 330
0 > >
of 20 O il A >33000 | >452 | <268 |neindeplinite 54
107" > 330 > 330
100 0 0 .
7 80 60 e, 5 5 <140 <215 >5,06 |INDEPLINITE 5,12
0 > >
8 40 60 10_1 330 330 5600 3,75 3,45 |neindeplinite 5,04
10 54 58
0 > >
9 20 60 10 7 33 33 > 33000 >4,52 <2,68 |neindeplinite 54
107" > 330 > 330
Ve=nr. celule/ml Xn=media dintre Vc1 (=Ver-1+Vei-2) si Ve 2 (=Veo-14Ve2-2) xwm=media ponderatd pt. Xm R= reducerea nr. de patogeni (Ig10 R=No-Ig10Na)
dacé Na<140, Ig R=>[IgNo-2,15], dacd N=>Xx10, Ig R=<[IgNo-IgX] (IgX=valoarea-limitad superioara pentru V)




Traducere din limba germana

(siglé); W.H.U. W.H.U. GmbH, Bodenlehenstrafle 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)



Traducere din limba germana

(sigla): W.H.U. W.H.U. GmbH, Bodenlehenstrafie 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)
Anexa la raportul 19422601

Rezultatele incercarilor Promanum pure, E. hirae ATCC 10541, expunere crescuti
EN 13727 Antiseptice si dezinfectante chimice. Test cantitativ al suspensiei pentru evaluarea activitatii bactericide a
dezinfectantelor utilizate in domeniul medical. Metoda de testare si prescriptii (faza 2, etapa 1) 2012+A2: 2015-10
Cod de laborator: P194226001 | [Data testarii: 20.11.2019 | Valoarea pH-ului in concentrat: 53
Denumirea produsului: Promanum pure Numarul lotului 19174M09
Conditii de testare: I X IMetoda de neutralizare a dilutiei: Agent de neutralizare:
3% polisorbat 80, 0,3% leciting, 3% saponind
X | Metoda tunarii pe placa | | Metoda raspandirii cu spatula | 1Jmi perplaca |
Metoda filtrarii prin membrana: Lichid de lavaj: ccaml:
Temperatura de testare: 20 °C |Expunere: expunere crescuta (albumina din ser bovin 3 g/l + eritrocite ovine 3 ml/l)
Patogen testat. E. hirae ATCC 10541 | |Temperatura de incubatie 37 °C | ITimpuI de incubatie: 48 Ore
Diluant pentru solutiile de testare a produsului: apa dura |Concentratie Vol-% |
Aspectul solutiei de testare a produsului:
Validare si control:
Suspensia pentru validare (NVO) Tncercare de control pentru Tncercare de control pentru Validarea metodei ( C)
P P conditiile de testare (A) neutralizare sau filtrare (B) Conc. produs = | 80[Vol-%
46 44 43 50
Ve Vet Vet Vel
| | Xm= | | Xm= | | Xm= | | Xm=
50 48 49 46,5 48 455 46 48
V2 | | Ve2 | | Vie2 | | Vie2 | |
30<xdinNvo< 160 Xm din A este = 0,5 X xm din Nvo |xm din B este 2 0,5 x xm din Nvo Jxm din C este = 0,5 % xm din Nvo
CONDITIE INDEPLINITA CONDITIE INDEPLINITA CONDITIE INDEPLINITA CONDITIE INDEPLINITA
i [ Vei=51 Vea=48 SxdinNvgs 1
Suspensia pentru validare (NvB) |Vct 2 Xn (VorVed= 495 30 : x din Nvs d 60
23‘ + ‘ 28 21‘ + ‘ 27 CONDITIE INDEPLINITA
Suspensia de testare: Vel Ve2
N Ver-1| Ver-2f Vea-1| V-2 xwms= 206 x 106 | Ig1o N = 8,31
106 203 209 No=N/10,Ig1oNo= 7,31
107 19 22 72<No<770  (CONDITIE INDEPLINITA
incercare: Conc. produs  [Timp expuneref . | VT V2 lnexox10 ligoN g R Cerinte
(Vol-%) (secunde) “"’ Ve Ve AV Vard giotle (No=7,31)| indeplinite: PH
100 0 0 .
1 80 15 e 0 0 <140 <215 >5,17 |INDEPLINITE 5,12
[ b2 >
a0 15 [ p3%q b33 >33000 | >452 | <280 |neindepinite | 504
107" P 330 > 330
[ >3 >
i 2 15 X p3%q b 3s >33000 | >452 | <280 |neindeplinite 54
107" P 330 > 330
100 0 0 .
4 80 30 = 5 5 <140 <215 >5,17 ]INDEPLINITE 5,12
0 > >
5 40 30 10 7 33 33 > 33000 >4,52 <2,80 |neindeplinite 5,04
107" P> 330 > 330
0o P> >
o 20 O L i B >33000 | >452 | <280 |neindeplinite 54
107" P 330 > 330
100 0 0 .
7 80 60 = A A <140 <215 >5,17 ]INDEPLINITE 5,12
0
8 40 60 10_1 138 122 1310 3,12 4,20 Ineindeplinite 5,04
10 15 8
0 > >
9 20 60 10_1 33 33 > 33000 >4,52 <2,80 |neindeplinite 54
107" P 330 > 330
Ve=nr. celule/ml Xm=media dintre Vc1 (=Ver-1+Ve1-2) si Ve 2 (=Veo-14Ve2-2) xwm=media ponderatd pt. Xm R= reducerea nr. de patogeni (Ig1o R=No-Ig10Na)
daca Na<140, Ig R=>[IgNo-2,15], daca N=>Xx10, Ig R=<[IgNo-IgX] (IgX=valoarea-limita superioard pentru Vc)




Traducere din limba germana

(Siglé): W.H.U. W.H.U. GmbH, Bodenlehenstral3e 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)

Anexa la raportul 19422601
Rezultatele incercarilor
EN 13727

dezinfectantelor utilizate in domeniul medical. Metoda de testare si prescriptii (faza 2, etapa 1) 2012+A2: 2015-10
Cod de laborator: P194226001 | |Data testarii: 20.11.2019 | | Valoarea pH-ului in concentrat:
Denumirea produsului: Promanum pure Numarul lotului 19174M09
Conditii de testare: MMetoda de neutralizare a dilutiei: Agent de neutralizare:
3% polisorbat 80, 0,3% lecitina, 3% saponina
Metoda tumarii pe placa | | Metoda raspandirii cu spatula |
Metoda filtrarii prin membrana: Lichid de lavaj:

Promanum pure, P. aeruginosa ATCC 15442, expunere crescuta

Antiseptice si dezinfectante chimice. Test cantitativ al suspensiei pentru evaluarea activitatii bactericide a

5.3

X A|mi per placa |

ccaml:

Temperatura de testare: 20 °C |Expunere: expunere crescuta (albumina din ser bovin 3 g/l + eritrocite ovine 3 mli/l)
Patogen testat. P. aeruginosa ATCC 15442 | |Temperatura de incubatie 37 °C | | Timpul de incubatie: 48 ore

Diluant pentru solutiile de testare a produsului: apa dura |Concentratie Vol-% |

Aspectul solutiei de testare a produsului:

Validare si control:

Tncercare de control pentru Incercare de control pentru Validarea metodei ( C)

Suspensia pentru validare (Nv0) conditiile de testare (A) neutralizare sau filtrare (B) Conc. produs = | 80[Vol-%
37 33 35 29
Aol Vet Vet Vel
| | Xm= | | Xm= | | Xm= | | Xm=
31 34 32 32,5 30 32,5 34 31,5
\o | | Vce2 | | Vie2 | | Vie2 | |
30<xdinNvws 160 Xm din A este 2 0,5 x xmdin Nvo Jxm din B este = 0,5 x xm din Nvo Jxm din Cist = 0,5 x Xm din Nvo
CONDITIE INDEPLINITA CONDITIE INDEPLINITA CONDITIE INDEPLINITA CONDITIE INDEPLINITA
i i Ver= 32 Vo= 32 <xdi <
Suspensia pentru validare (NvB) [Vci=3 c2=3 Yo (VorVed= 32 30 : x din Nvs a 160
16 + | 16| 18 + | 14 CONDITIE INDEPLINITA
Suspensia de testare: Vel Ve2
N |VerfVer-d Ve Verd  [xwm= 168 x106 | IgnN=822
106 181 155 No=N/10,Ig1oNo= [7,22
107 16 14 72<No<770  (CONDITIE INDEPLINITA
incercare: = Vo —
Conc. produs | Timp expunere| . c ¢ gro Cerinte
Dil Na=Xmx 10 [IgoN _enm H
(Vol-%) (secunde) Vo Ve dVadvad ’ (No=7,22)| ndeplinite: P
100 0 0 .
1 80 15 e 0 5 <140 <215 >5,08 [INDEPLINITE 512
100 0 0 .
2 40 15 = 0 5 <140 <215 >5,08 [INDEPLINITE 5,04
0 > >
i 2 T L B >33000 | >452 | <271 |neindeplinite 54
107" > 330 > 330
100 0 0 .
4 80 30 =, 0 0 <140 <215 >5,08 [INDEPLINITE 512
100 0 0 :
5 40 30 07 0 0 <140 <215 >5,08 [INDEPLINITE 5,04
0 P> >
6 20 30 10_1 330 33 > 33000 >452 <2,71 |neindeplinite 54
107" > 330 > 330
100 0 0 :
7 80 60 e 0 0 <140 <215 >5,08 [INDEPLINITE 512
100 0 0 .
8 40 60 e 5 5 <140 <215 >5,08 [INDEPLINITE 5,04
0 > >
9 20 60 10 7 330 33 > 33000 >452 <2,71 [neindeplinite 54
107" > 330 > 330

Ve=nr. celule/ml Xn=media dintre Vc1 (=Ve1-14Ver-2) si Ve 2 (=Ve-1+Ve2-2) xwm=media ponderata pt. Xm R= reducerea nr. de patogeni (Ig10 R=No-Ig1oNa)
daca Na<140, Ig R=>[IgNo-2,15], dacd Na>Xx10, Ig R=<[IgNo-IgX] (IgX=valoarea-limita superioara pentru V)




Traducere din limba germana

(sigla): W.H.U. W.H.U. GmbH, Bodenlehenstrafie 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)
Anexa la raportul 19422601

Rezultatele incercarilor Promanum pure, E. coli K12 NCTC 10538, expunere crescuti
EN 13727 Antiseptice si dezinfectante chimice. Test cantitativ al suspensiei pentru evaluarea activitatii bactericide a
dezinfectantelor utilizate in domeniul medical. Metoda de testare si prescriptii (faza 2, etapa 1) 2012+A2: 2015-10
Cod de laborator: P194226001 | [Data testarii: 20.11.2019 | Valoarea pH-ului in concentrat: 53
Denumirea produsului: Promanum pure Numarul lotului 19174M09
Conditii de testare: I X IMetoda de neutralizare a dilutiei: Agent de neutralizare:
3% polisorbat 80, 0,3% leciting, 3% saponind
X | Metoda tumnarii pe placa | | Metoda raspandirii cu spatula | 1Jmi perplaca |
Metoda filtrarii prin membrana: Lichid de lavaj: ccaml:
Temperatura de testare: 20 °C |Expunere: expunere crescuta (albumina din ser bovin 3 g/l + eritrocite ovine 3 ml/l)
Patogen testat. E. coli K12 NCTC 10538 | |Temperatura de incubatie 37 °C | ITimpuI de incubatie: 48 ore
Diluant pentru solutiile de testare a produsului: apa dura |Concentratie Vol-% |
Aspectul solutiei de testare a produsului:
Validare si control:
Suspensia pentru validare (NVO) Tncercare de control pentru Tncercare de control pentru Validarea metodei ( C)
P P conditiile de testare (A) neutralizare sau filtrare (B) Conc. produs = | 80[Vol-%
32 34 32 36
Ve Vet Vet Vel
| | Xm= | | Xm= | | Xm= | | Xm=
37 345 33 33,5 31 315 34 35
V2 | | Ve2 | | Vie2 | | Vie2 | |
30<xdinNvo< 160 Xm din A este = 0,5 X xm din Nvo |xm din B este 2 0,5 x xm din Nvo Jxm din C este = 0,5 % xm din Nvo
CONDITIE INDEPLINITA CONDITIE INDEPLINITA CONDITIE INDEPLINITA CONDITIE INDEPLINITA
i [ Vei=32 Vea=29 SxdinNvgs 1
Suspensia pentru validare (NvB) |Vct 2 Xm(VorVed= 305 30 : x din Nvs d 60
14 + | 18] 17] + | 12 CONDITIE INDEPLINITA
Suspensia de testare: Vel Vc2
N Ve Verd Ve Veed  [xwm= 160 x105 | IgioN=821
106 152 168 No=N/10,Ig1oNo= (7,21
107 16 17 72<No<7,70  |CONDITIE INDEPLINITA
incercare:
Conc. produs |Timp expunere| . Vet Ve2 NeXox 10 |IgroNs Igio R Cerinte "
. a=/am A )
(Vol-%) (secunde) Ver-TVer-2A Veo- [ Ver-2 (No=7,21) indeplinite: P
0 a
1 80 15 18_1 g g <140 <215 >5,06 [INDEPLINITE 5,12
100 0 0 N
2 40 15 = 5 5 <140 <215 >5,06 [INDEPLINITE 5,04
0 > 330 > 330
3 20 15 10_1 > 33000 >4,52 <2,69 [neindeplinite 54
107" P 330 > 330
100 0 0 N
4 80 30 0 0 0 <140 <215 >5,06 [INDEPLINITE 5,12
100 0 0 N
5 40 30 e 5 5 <140 <215 >5,06 [INDEPLINITE 5,04
[ >3 >
o 20 3 X P30 3 >33000 | >452 | <269 |neindeplinite 54
107" P> 330 > 330
100 0 0 N
7 80 60 = 5 5 <140 <215 >5,06 [INDEPLINITE 5,12
100 0 0 N
8 40 60 = 0 0 <140 <215 >5,06 |INDEPLINITE 5,04
o > 330 > 330
9 20 60 10_1 > 33000 >452 <2,69 [neindeplinite 54
107" P> 330 > 330
Ve=nr. celule/ml  Xn=media dintre Vc1 (=Ver-1+Ve-2) si Ve 2 (=Veo-14Ve2-2) xwm=media ponderatd pt. Xm R= reducerea nr. de patogeni (Ig1o R=No-Ig10Na)
daca Na<140, Ig R=>[IgNo-2,15], daca N=>Xx10, Ig R=<[IgNo-IgX] (IgX=valoarea-limita superioard pentru Vc)




Traducere din limba germana

(sigla): W.H.U. W.H.U. GmbH, Bodenlehenstrafie 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)
Anexa la raportul 19422601

Rezultatele incercarilor Promanum pure, C. albicans ATCC 10231, expunere crescuti

EN 13624 Antiseptice si dezinfectante chimice — Test cantitativ al suspensiei pentru evaluarea activitatii fungicide sau

levurocide a dezinfectantelor utilizate in domeniul medical — Metoda de testare si prescriptii (faza 2, etapa 1): 2013-09
Cod de laborator: P194226001 | [Data testarii: 20.11.2019 | Valoarea pH-ului in concentrat: 53

Denumirea produsului: Promanum pure Numarul lotului 19174M09
Conditii de testare: MMetoda de neutralizare a dilutiei: Agent de neutralizare:

3% polisorbat 80, 0,3% leciting, 3% saponind
X | Metoda tumnarii pe placa | | Metoda raspandirii cu spatula | 1Jmi perplaca |
Metoda filtrarii prin membrana: Lichid de lavaj: ccaml:

Temperatura de testare: 20 °C |Expunere: expunere crescuta (albumina din ser bovin 3 g/l + eritrocite ovine 3 ml/l)
Patogen testat. C. albicans ATCC 10231 | |Temperatura de incubatie 30 °C | ITimpuI de incubatie: 48 ore

Diluant pentru solutiile de testare a produsului: apa dura |Concentratie Vol-% |
Aspectul solutiei de testare a produsului:

Validare si control:

Suspensia pentru validare (NVO) Tncercare de control pentru Tncercare de control pentru Validarea metodei ( C)
P P conditiile de testare (A) neutralizare sau filtrare (B) Conc. produs = | 80[Vol-%
59 62 58 57
Vel Vet Vet Vet
| | Xm= | | Xm= | | Xm= | | Xm=
61 60 57 59,5 59 58,5 55 56
Vc2 | | Ve2 | | Ve2 | | Ve2 | |
30<xdinNvo< 160 Xm din A este 2 0,5 x xm din Nvo |xm din B este = 0,5 X xm din Nvo Jxm din C este = 0,5 X xm din Nvo
CONDITIE INDEPLINITA CONDITIE INDEPLINITA CONDITIE INDEPLINITA CONDITIE INDEPLINITA
i i Vo= 57 Veo= 64 30<xdinNve< 160
Suspensia pentru validare (NvB) |Vct 2 Xm (VorVed= 605 : x din Nvs a
30 + | 27l 3 + | CONDITIE INDEPLINITA
Suspensia de testare: Vel Vc2
N [Ver 1| Ver2 Ve 1| Veo-2 xwm= 206 x 105 | lgio N =7,31
105 | 213 196 No=N/10,IgioNo = [6,31
106 24 20 62<No<6,70  |CONDITIE INDEPLINITA
incercare: S ; Vel Vo2 goR S
onc. produs Timp expunere| . c C 10 erinte
Dil Na=Xmx 10 |IgoN _en H
(Vol-%) (secunde) VatVord Vadvad ¢ (No=6,31)| Tndeplinite: P
10 | 0 0 R
1 80 I e 5 5 <140 <215 | >4,17 |INDEPLINITE 5,12
0
2 40 15 [ P34 p o 533000 | >452 | <180 |neindeplinte | 504
10733 330
0
3 20 15 [0 P34 PN >33000 | 452 | <180 |neindeplinite 54
107 33q 330
10 | 0 0 R
4 80 0 EET 5 <140 <215 | >4,17 |INDEPLINITE 5,12
[ >
s 40 p po p% P >33000 | >452 | <180 |neindeplinie | 5,04
10733 330
0o > >
6 20 30 O : 33 33 > 33000 >452 | <180 [neindeplinite 5,4
10733 330
10 [ 0 0 R
7 80 N 8 S <140 <215 | >417 |INDEPLINITE 5,12
0 > >
8 40 60 10_1 33 33 > 33000 >452 | <180 [neindeplinite 5,04
10733 33
0 > >
9 20 60 o 1 330 330 > 33000 >452 | <180 [neindeplinite 5,4
107 33q 330

Ve=nr. celule/ml  Xn=media dintre Vc1 (=Ver-1+Ve1-2) si Ve 2 (=Veo-14Ve2-2) xwm=media ponderatd pt. Xm R= reducerea nr. de patogeni (Ig1o R=No-Ig10Na)
daca Na<140, Ig R=>[IgNo-2,15], daca N=>Xx10, Ig R=<[IgNo-IgX] (IgX=valoarea-limita superioard pentru Vc)




Traducere din limba germana

(sigla): W.H.U. W.H.U. GmbH, Bodenlehenstrafie 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)
Anexa la raportul 19422601

ONORM EN 1500: 2013 06 01 - Antiseptice si dezinfectante chimice - Dezinfectia igienica a

mainilor. Metoda de testare si prescriptii (faza 2, etapa 2) - Valori originale

EOd de laborator: 194226001 Denumirea produsului: Promanum pure

Data testarii: 06.12.2019

Patogen testat: Timpul de incubatie: [Timpul de contact JUFC suspensie Dilutie UFC

E. coli NCTC 10538 48 ore pt. produsul testat: IN 3,8 x108 10° 38

30 secunde corespunde 107 6
Referinta: propan-2-ol Produsul testat: Promanum pure

Subiect Mana Valoare initiala Valoare ulterioara Valoare initiala Valoare ulterioara

R/P 103 10 107 10° 10 10 103 10" 107 10° 101 102
1 stdnga n 121 14 2 0 0 n 45 4 1 0 0
R dreapta n 106 9 2 0 0 n 39 3 0 0 0
2 stdnga n n 38 151 16 1 n n 47 63 4 2
P dreapta n n 43 139 15 2 n n 40 n 139 16
3 stanga n 59 10 0 0 135 14 0 0 0
R |dreapta n 35 2 1 0 0 264 23 2 1 0 0
4 stanga n 165 19 0 0 n n 31 1 0 0
P |dreapta n 173 18 0 0 0 n n 35 0 0 0
5 stanga 122 13 4 35 6 0 n 281 26 51 8 0
P |dreapta | 101 9 9 1 0 n 277 27 13 2 0
6 stanga n 68 7 18 1 0 n n 38 14 0 0
R dreapta n 85 11 258 28 0 n 36 165 17 1
7 |stanga n 30 2 34 3 0 86 1 7 0 0
R dreapta n 28 2 924 13 2 125 13 2 8 1 0
8 stanga n 205 18 15 2 0 n 291 28 7 0 0
P |dreapta n 266 27 6 2 0 n 183 17 1 0 0
9 stanga n 93 9 18 4 0 n n 37 7 1 0
R |dreapta n 116 14 3 0 0 n n 29 63 9 0
10 |sténga n 133 15 24 5 0 n 141 16 20 3 0
P dreapta n 208 25 13 2 0 n 129 15 10 0 0
11 |sténga n n 38 172 16 3 n 102 8 11 0 0
P dreapta n 39 43 8 0 n 255 28 10 0 0
12 |stanga 23 1 2 0 0 n 172 18 6 0 0
R dreapta 18 1 1 0 0 0 n 155 13 0 0 0
13 |[stanga n 113 12 0 0 0 n n 69 2 0 0
P |dreapta n 73 12 6 0 0 n n 48 1 0 0
14 [sténga n 213 20 5 1 0 n n 51 7 0 0
R dreapta n 262 25 13 0 0 n n 53 6 1 0
15 |sténga n n 44 73 9 0 n n 44 69 8 0
R |dreapta n n 36 88 13 2 n n 38 51 6 0
16 |[stdnga n 192 24 8 0 0 n n 34 276 28 6
P dreapta n 136 10 12 3 1 n 181 17 n 238 25
17 [sténga n n 37 208 24 4 n n 35 153 16 0
R dreapta n n 31 n 49 5 n n 38 195 26 4
18 |[stanga n 219 23 11 1 0 n n 30 24 5 1
R dreapta n 244 26 20 1 0 n n 31 33 4 0
19 |[stanga n 38 3 16 1 0 n 33 4 11 2 0
P dreapta n 40 5 12 2 0 n 35 6 12 1 0
20 |stanga n n 75 145 17 5 n n 66 n 40 6
P |dreapta n n 43 169 19 3 n n 50 66 4 0

n: necuantificabil (>330 Valorile scrise cu caractere aldine au fost utilizate pentru calculele ulterioare
Agent de neutralizare VF-TSL




Traducere din limba germana

(sigld): W.H.U.

(Apa - Igiend - Mediu)
Anexa la raportul 19422601

W.H.U. GmbH, BodenlehenstraRe 15, 5500 Bischofshofen

18.12.2019

Evaluare Referinta Produs testat: Promanum pure
Subiect [Ordinea | V.i. V.u. Rf V.i. V.u. Rf
1 [RP-PP 7.06 1.30 5.76 6.62 1.00 5.62
2 |PP-RP 7.61 3.16 | 444 7.64 3.47 4.16
3 |RP-PP 6.66 1.24 5.42 6.27 1.00 5.27
4 PP-RP 7.23 1.39 5.84 7.52 1.00 6.52
5 |PP-RP 6.05 2.25 3.80 7.44 2.41 5.03
6 |RP-PP 6.88 2.84 | 4.05 7.57 2.68 4.89
7 |RP-PP 6.46 2.75 3.71 6.02 1.87 4.14
8 PP-RP 7.37 1.98 5.39 7.36 1.42 5.94
9 RP-PP 7.02 1.87 5.15 7.52 2.32 5.19
10 |PP-RP 7.23 2.25 4.98 7.14 2.15 4.99
11 |PP-RP 7.59 2.93 4.65 7.21 2.02 5.19
12 |RP-PP 5.31 1.15 4.16 7.21 1.39 5.82
13 |PP-RP 6.96 1.39 5.57 7.76 1.15 6.61
14 |RP-PP 7.37 191 5.46 7.72 1.81 5.90
15 |RP-PP 7.60 2.90 4.70 7.61 2.77 4.84
16 |PP-RP 7.21 1.99 5.22 7.39 3.91 3.48
17 |RP-PP 7.53 3.51 4.02 7.56 3.24 4.32
18 |RP-PP 7.37 2.17 5.19 7.48 2.45 5.03
19 |PP-RP 6.59 2.14 4.45 6.53 2.06 4.47
20 [PP-RP 7.75 3.20 | 4.55 7.76 3.21 4.55
Xm [total 7.04 2.22 4.83 7.27 2.17 5.10
s 0.5986| 0.719 | 0.6637] 0.5068 | 0.8681 | 0.806
N 20 20 20 20 20 20
Xm |RP-PP 6.93 2.16 4.76 7.16 2.05 5.10
S 0.6784( 0.8118] 0.7296] 0.6199| 0.7684 | 0.5901
N 10 10 10 10 10 10
Xm |PP-RP 7.16 2.27 | 4.89 7.37 2.28 5.09
S 0.5159] 0.653 | 0.6233] 0.3631 | 0.9859| 1.0115
N 10 10 10 10 10 10

ONORM EN 1500: 2013 06 01 - Antiseptice si dezinfectante chimice - Dezinfectia igienica a
mainilor. Metoda de testare si cerinte (faza 2, etapa 2) - Valori calculate

R-P Rang
0.13 5
0.28 2
0.14 4
-0.68 16
-1.24 19
-0.84 17
-0.43 12
-0.55 15
-0.04 9
0.00 7
-0.54 14
-1.67 20
-1.04 18
-0.44 13
-0.14 10
1.74 1
-0.29 11
0.16 3
-0.02 8
0.01 6

V.i.:
V.u.:
Rf:

Valoare logaritmica initiala
Valoare logaritmica ulterioara
Factor logaritmic de reducere

Metoda de referinta
Metoda de testare

-
Sortarea diferentelor si calcul confo

rm Hodges-Lehmann

Diferente

Diferente medii intre valorile perechi / Rang

sortate 1.74 0.28 0.16 0.14 0.13 0.01 0| -0.02| -0.04| -0.14
1 1.74(1,74 /1
2 0.28(1,01/2 ]0,28/19
3 0.16(095/3 ]0,22/21 [0,16/24
4 0.14(094/4 10,21/22 |(0,15/25 [0,14/28
5 0.13(094/5 ]0,21/23 [0,15/26 (0,14/30 ]0,13/31
6 0.01(0,88/6 ]0,15/26 [0,09/34 (0,08/36 ]0,07/37 [0,01/48
7 0[0,87/7 |0,14/28 |0,08/35 |0,07/37 ]0,07/41 [0,01/50 [0,00/51
8| -0.02(086/8 ]0,13/31 |0,07/37 [0,06/42 |0,06/44 |-0,01/54 |-0,01/56 |-0,02/58
9] -0.04(085/9 ]0,12/33 |0,06/43 [0,05/45 |0,05/46 |-0,02/57 |-0,02/58 |-0,03/60 |-0,04/61
10| -0.14{0,80/10 (0,07/37 |0,01/49 [0,00/51 |-0,01/55 |-0,07/63 |-0,07/64 |-0,08/69 [-0,09/70 |-0,14/75
11| -0.29|0,73/11 [0,00/53 |-0,07/62 |-0,08/65 |-0,08/67 |-0,14/74 |-0,15/77 |-0,16/81 |-0,17/83
12| -0.43|0,66/12 (-0,08/65 |-0,14/72 |-0,15/77 |-0,15/79 ]-0,21/90
13| -0.44|065/13 |(-0,08/67 |-0,14/75 |-0,15/79 |-0,16/81
14| -0.54{0,60/14 |-0,13/71 |-0,19/84 |-0,20/86 |-0,21/88
15| -0.55(0,60/15 |-0,14/72 |-0,20/85 |-0,21/88 |-0,21/91
16|/ -0.68|0,53/16 [-0,20/86
17| -0.84|045/17
18| -1.04(035/18
19| -1.24{0,25/20
20| -1.67(0,04/47




Traducere din limba germana

(sigla): W.H.U. W.H.U. GmbH, Bodenlehenstralie 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)

Anexa la raportul 19422601

ONORM EN 1500: 2013 06 01 - Antiseptice si dezinfectante chimice - Dezinfectia igienica a
mainilor. Metoda de testare si cerinte (faza 2, etapa 2) - Validare si concluzie

Nv0= 34,5 ( 32 37 ) valid
NvB= 30500 ( 32 29 ) valid
Controlul agentului de neutralizare - Non-toxicitate - Control B
Media: 31,5 ( 32 31 ) valid
Validarea metodei - Control C

Media: 35 ( 36 34 ) valid

Metoda de referinta: pe mainile uscate se aplicd 3 ml de propan-2-ol, dupa care se freacd mainile timp de
30 de secunde dupa metoda clasica de frecare. Procedura se repeta o data, astfel incat timpul total de
frecare sa ajunga la 60 de secunde.

Metoda de testare: pe mainile uscate se aplica 3 ml Promanum pure, dupa care se freaca mainile timp de
30 de secunde dupd metoda clasica de frecare.

Pentru evaluare au putut fi luate in considerare rezultatele a 20 de subiecti. Prin urmare, numarul subiectilor
este suficient. Valoarea minima a mediilor valorilor initiale este de 7,04 log, fiind astfel superioara valorii
minime prevdzute de EN 1500, care este de 5 log.

In cazul metodei de referint, reduceri mai mici de 3-log s-au detectat la 0 subiecti. Prin urmare, nu a fost
depasit numarul maxim de 3. Valoarea maxima a diferentei medii intre factorii de reducere RP-PP si PP-RP
este de 0,13 log, fiind astfel inferioara fata de valoarea-limita de 2 log.

Pentru toate rezultatele calculate utilizdnd media ponderata a doua dilutii succesive se obtin raporturi
intre cele doua valori medii care sunt cuprinse intre 5 si 15.

Concluzie:

Diferenta semnificativd este de 0,00 log si este, prin urmare, inferioara fata de valoarea-limita de 0,6 log.

Utilizand metoda de testare mai sus mentionata cu Promanum pure se obtine un factor de
reducere superior fata de cel obtinut prin metoda de referinta. Prin urmare, metoda de testare
nu este inferioara fata de metoda de referinta.




Traducere din limba germana

(sigla): W.H.U.
(Apa - Igiena - Mediu) W.H.U. GmbH, BodenlehenstraRe 15, 5500 Bischofshofen 18.12.19

Anexa la raportul 19422601

ONORM EN 12791: 2018 - Antiseptice si dezinfectante chimice - Dezinfectanti pentru
dezinfectia chirurgicala a mainilor - Metoda de testare si cerinte (faza 2, etapa 2) — Date de
baza, validare si concluzie (pagina 1 din 4)

Cod de laborator: P194226001 |Denumirea produsului: ~ Promanum pure

Validarea incercarilor se efectueaza prin validarea incercarilor conform EN 13727.

Metoda de referinta: in mainile goale, uscate se toarna 3 ml de propan-1-ol (60% v/v), dupa care se freaca
mainile cu putere timp de 3 minute, pana la incheietura mainilor, dupd metoda clasica de dezinfectare a
mainilor. Inainte ca mainile s& se usuce, se adaugé cate 3 ml de propan-1-ol (60% v/v).

Metoda de testare cu Promanum pure

In mainile goale, uscate se toarn& 3 ml de produs , dup# care se freacd mainile cu putere timp de

90 de secunde, pan la incheietura mainilor, dup& metoda clasicd de dezinfectare a mainilor. Inainte

ca mainile sa se usuce, se adauga portii de cate 3 ml de produs.

Nr. portiilor de cate 3 ml: 3/3/3/3/2/3/3/3/2/3/3/3/3/3/3/3/3/3/3/3/3/3/3/4/3/3/3/3

Perioada de testare dela 18.11.2019 pand la 18.12.2019
Timpul de incubatie 48| ore Timpul de contact al produsului 90|secunde
testat:

Agent de neutralizare: TSL
Control de calitate pentru sapunul moale

Identitate: indeplinitd Substante insolubile in 4 mg/2,5¢g Pierdere prin uscare 43 %
alcool:

Puritate: indeplinita Alcaliu liber 0,05 ml HCI Continut 46 %
Acid liber 0,1 ml NaOH

Manusi chirurgicale B Braun Vasco OP Sensitive Metoda de difuziune in agar ok

Pentru evaluare au putut fi luate in considerare rezultatele a 28 de subiecti. Prin urmare, numarul subiectilor
este suficient. Valoarea minima a mediilor valorilor initiale este de 4,58 log, fiind astfel superioara valorii
minime prevazute de EN 12791, care este de 3,5 log.

La aplicarea metodei de referintd, la 5 subiecti s-au determinat reduceri mai mici de 2-log la actiunea
imediata. Valoarea maxima a diferentei medii intre factorii de reducere RP-PP si PP-RP este de 0,62 log,
fiind astfel inferioara fata de valoarea-limita de 2 log.

Pentru toate rezultatele calculate utilizand media ponderata a doua dilutii succesive se obtin raporturi
intre cele doua valori medii care sunt cuprinse intre 5 si 15.

Concluzie:

Actiunea imediata

Factorul de reducere obtinut prin metoda de testare este inferior fata de factorul de reducere obtinut prin
metoda de referintd. Diferenta semnificativa este de 0,67 log, fiind astfel inferioara fata de valoarea-limita
de 0,75 log.

Actiunea la 3 ore

Factorul de reducere obtinut prin metoda de testare este inferior fata de factorul de reducere obtinut prin
metoda de referintd. Diferenta semnificativa este de 0,64 log, fiind astfel inferioara fata de valoarea-limita
de 0,85 log.

Prin urmare, metoda de testare cu Promanum pure care este mai sus
mentionata nu este inferioara fata de metoda de referinta.




Traducere din limba germana

(sigld): W.H.U. W.H.U. GmbH, Bodenlehenstralie 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiend - Mediu)
Anexa la raportul 19422601

ONORM EN 12791: 2018 - Antiseptice si dezinfectante chimice - Dezinfectanti pentru
dezinfectia chirurgicala a mainilor - Metoda de testare si cerinte (faza 2, etapa 2) - Valori
originale (pagina 2 din 4)
Referinta: propan-1-ol 60% (v/v) I Produsul testat: Promanum pure
Subiect Mana [ Valoare initiala Valogre qlterigar?lValoare ulterioarél Valoare initials Valo.are u.Iterio.arrf\ valogre ulterioara
R/P ’ —actiune imediatal- actiune la 3 ore ’ —actiune imediatal- actiune la 3 ore
101|102 [103]10° [107T [102]10° |10t [102f 10|10 [103]10° |10 [102]10° [107 [ 107

1 |stanga n | 176 | 19 96 | 10 1 n n [ 53] n [81] 7

R |dreapta [ n n | 6o ] 88 | 11 1 n n | 115 83 | 8

2 stdnga n n | 264 n | 232| 22 n n 122 n 33 5

R dreapta n n 106 n 192 | 15 n n 110 n n 33

3 stanga n n 92 14 2 0 n n 74 1 0 0

P [dreapta | n n [108] 21 | 5 0 n | 20822 0 0 0

4 |stanga n [148| 11 | 88| 8 0 n | 184 | 27 0 0 0

R |dreapta | n | 124 19 5 1 0 n {144 20| o 0 0

5 stanga n n | 104] 128 | 12 0 n n | 168 79 | 12 1

P |dreapta | n n | 84 8 1 0 n n [216 114 o

6 stdnga n 329 | 23 n 75 8 n n 49 n 57 6

P |dreapta ] n [220] 20 ] 26 [ 2 0 n n | s4 n [272| 16

7 stanga n 77 n | 112 6 n n | 216 n | 344 | 26

R [dreapta [ n 276 n |132] 15 | n n |312] n | 256 | 20

8 |[stanga n al 7 1 0 n n | 39 152 24 | 5

P |dreapta] n | 92 | 14 10| 4 n |104] 8 1 0 0

9 stanga n | 155| 16 87 9 n n 44 | 52 3 0

R |[dreapta ] n [ 197 20| 4 0 0 n n | 31 184 | 26 1

10 |stanga n | 344 | 24 69 | 8 0 n n | 232] n n | 32

R dreapta n n 31 n 48 4 n n 192 n n 54

11 |stanga n n | 52 43 | 4 0 n |192]| 22 | 232 26 | 2

R |dreapta [ n n|a9] a3| 4 0 n | 108]| 15 51 [ 5 0

12 |[stinga n n 144 n 288 | 27 n n 112 n n 72

P [dreapta | n n [ 128] n | 31 1 n n 56 8 0 0

13 |[stinga n n 59 7 0 0 n n 216 272 | 20

P |dreapta | n n | 116 2 0 0 n n 216224 27 | 1

14 |stanga n n 92 n n 96 n n 76 n n 39

P |dreapta | n n | 69 n | 149 | 10 n | 77] 14| n |168] 25

15 |stanga n [184| 26 | 4 1 0 87 | o 4 152 | 21 1

R |dreapta [ n n 36 n | 61| o a5 | 3 0 0 0

16 |stanga n | 153] 15 1 0 0 n [224] 20 J136| 18 | 2

P |dreapta ] n | 92| 9 5 2 0 n | 232] 20 17 | 5 0

17 |stinga n | 144| 15| 75 6 0 n |101] 12 6 1 0

P |dreapta] n | 256 | 27 42| 3 n |152] 14| n | 33| 7

18 |[stinga n | 184 | 15 60 7 0 n 188 | 25 1 0 0

R |dreapta | n | 272 22 2 0 0 n n | 51 18 | 2 0

19 |[stinga n n 33| 19 1 0 n n 73 12

P |dreapta ] n [ 240 25 0 0 0 n n |44 31| 3 0

20 |stanga n 112 | 16 1 0 0 n 78 8 0

P |dreapta] n [ 216] 19 ] 1 0 0 n | 204] 20 6 1 0

21 |stanga n | 168 20 n |156] 26 | n n | 8] n|a1] 2

R |dreapta [ n 57 | 188| 28 | 3 n n | 151 200 | 24

22 |stanga n 105] n | 176 | 16 n n | 264 2 0

R |dreapta [ n 82 208 23 | 1 n n [120] n |108]| 10

23 |[stanga n [206] 29 12| 2 0 n n | 61 8 | 6 0

P |dreapta | n n | 43 15 | 1 0 n [206] 28 | 12 | 1 0

24 |stanga n n 31 n 48 3 n n 46 n 99 13

R |dreapta ] n | 296 | 18 n n | 51 n n |52 n | 72| 7

25 |stanga n n 119 n | 134 | 15 n n 151 ] n n 51

P |dreapta | n n | 280176 | 29 | 2 n n | 328 n | 108 | 12

26 |stanga n | 208] 23 4 0 0 n n | 44| 68 | 4 0

P Jdreapta ] n | 188| 18 | 119 12 1 n [192] 23 n | 61| 13

27 |stanga n n 192 n 39 3 n n 72 n 47 6

R dreapta n n 47 3 1 0 n n 61 n n 47

28 |stanga n | 67 | 8 1 0 0 n n |96 [ n [ 31| 3

R |dreaptaf n | 46 | 7 | 15| 2 0 n | 169 | 21 208 | 29 1

n: necuantificabil (>330 Valorile scrise cu caractere aldine au fost utilizate pentru calculele ulterioare




Traducere din limba germana

(sigla): W.H.U.

(Apé — Igiena — Mediu) W.H.U. GmbH, Bodenlehenstrale 15, 5500 Bischofshofen 18.12.2019

Anexa la [ﬂmctul 19422601

ONORM EN 12791: 2018 - Antiseptice si dezinfectante chimice - Dezinfectanti pentru
dezinfectia chirurgicala a mainilor - Metoda de testare si cerinte (faza 2, etapa 2) - Valori
calculate (pagina 3 din 4)

Evaluare Referinta Referinta Produs testat: | Produs testat: retonea JAChunea
Valoare actiune |Valoare actiune laj Valoare actiune [Valoare actiune la imediata | 12 3 ore
imediata 3ore imediata 3ore
Subiect jordined /i v | R | v | vae| Re | v | v | re | Vi | v re R-P|Rang) R-PRang
1.02] 7 -0.88] 23
1 RP-PP} 4.78| 1.94| 2.83) 4.25| 1.98 227} 472 291 1.82) 5.06] 192 3.14 054 12 T 082l 21
2 RP-PA] 542| 3.36| 2.06] 5.03| 3.27| 1.75) 5.04| 3.52| 1.52] 5.09] 2.52| 257 216l 27 T 050l 19
3 PP-RR} 5.03| 1.32| 3.71] 496 1.15 3.82) 4.87| 0.00| 4.87) 4.32| 0.00f 4.32 o5l 28 T o8l 22
4 RP-PR} 4.7 1.94] 223] 4.11| 0.70] 3.41) 4.17| 0.00| 4.17) 4.28] 0.00f 4.28 037 25 069l ©
5 PP-RA 5.02[ 211 2.91] 4.92] 090] 4.0} 5.33] 2.06| 3.28f§ 523 1.90] 3.33 01l 8 032l 16
6 PP-RP} 4.35 141 294 451 288 1.63] 4.69| 276 1.93' 473] 342 1.31 026| 23 040l 14
7 RP-PA| 489 305 1.84] 544 3.3 231 549 340 209 533 341 192 _0:25 2 0:60 11
8 PP-RA] 4.61] 085 3.774 3.98] 1.00 298} 4.02| 0.00] 4.02] 4.59] 2.20 2.39 0771 10 00al 17
9 RP-PP] 4.30] 0.60] 3.69] 419] 1.94 225] 464] 172] 2.93] 449] 228 2.21 .05 19 ool 7
10 RP-PA] 449 268 181 438 184 254 537 351 1.86] 528] 3.73] 1.55 114l 4 074 8
11 RP-PA] 4.69] 1.63| 3.06] 4.72| 1.63| 3.08) 4.29| 237| 1.92] 4.05| 1.71| 234 122 3 214 27
12 PP-RA 5.11| 249] 2.62] 516] 346 170} 505 3.86] 1.19] 475 0.90f 3.85 095l 9 Tes5l 3
13 PPRA] 4.77| 085 3.93] 5.06 030 476] 5.33] 2.36] 298] 5.33] 242| 2.91 031] 14 038 15
14 |PP-RPl 4.96| 398 098] 4.84| 317 167 392 3.24| 067 4.88] 3.59| 1.29 103 6 103l 6
15 RP-PP] 4.28] 060 3.68] 4.56] 2.79| 1.77} 2.65| 0.00] 2.65] 2.94| 2.20| 0.74 105l 5 105l 5
16 PP-RA] 3.96] 0.70| 3.26] 4.18] 0.00f 4.18) 4.36| 2.15| 2.22} 4.36] 1.23| 3.13 062l 11 044 18
17 PP-RA] 4.16] 1.88] 2.28) 4.41| 1.62| 279 4.18| 252| 1.66] 4.00] 0.78] 3.23 016l 21 2097 25
18 RP-PA] 4.43] 030 4.13] 4.26] 1.78| 248) 4.29| 0.00] 4.29y 4.71] 1.26] 3.45 009l 16 060l 11
19 PP-RA] 4.52| 128 3.24] 4.38 0.00] 4.38) 4.64| 1.49| 3.15] 4.86] 1.08] 3.78 044 13 054 13
20 PP-RA] 4.33] 0.00f 4.33] 4.07| 0.00f 4.07§ 3.89| 0.00] 3.89y 4.31] 0.78] 3.53 0471 15 286l 26
21 RP-PA] 4.76] 229 246] 4.23| 3.22| 1.01) 4.91| 261| 2.30Q 5.18] 2.31| 2.87 0271 22 | 2530 28
22 RP-PA] 5.02] 3.24] 1.78) 4.91| 232 259 5.08| 3.03] 2.05] 5.42| 0.30] 5.12 000l 17 061l 10
23 PP-RA] 4.47] 1.08] 3.39] 4.63| 1.18| 3.46) 4.47| 1.08] 3.39) 4.79] 1.93| 2.85 005l 19 1 092l 22
24 |RP-PP} 4.49] 268 181] 446 3.71| 075] 472 2.86| 1.86] 466/ 3.00] 1.67 7 2 054 20
25 RP-PA] 5.45| 227 3.18) 5.08] 3.13| 1.94f 5.18| 3.71] 1.47] 552| 3.03] 248 061l 26 2l 1
26 PP-RA] 4.27) 208 220 4.32| 0.60| 3.72 4.64| 1.83] 281} 429 2.79| 1.51 201l 1 158l 2
27 RP-PP}  4.67| 048] 419 528| 259 2.69] 4.86] 2.67| 2.19) 4.79] 367 1.1 ool 17 Tl 2
28 RP-PA] 3.66] 1.18| 2.49] 3.83| 0.00] 3.83) 4.98| 2.49 2.49' 424 233] 1.90
Xm |total | 461) 1.72] 2.89) 458 1.80[ 2.78) 4.64[ 2.08| 2.56] 4.70] 2.02] 2.67) v - valoare logaritmica initials
S 042| 1.02] 0.87] 043) 1.21) 1.06) 0.59] 1.28] 1.03) 0.55] 1.11] 1.08} v.u.valoare logaritmica ulterioara:
N 28| 28 28 28] 28] 28 28] 28] 28] 28] 28] 28] Rf: factor logaritmic de reducere
Xm |RP-PPp 4.63] 1.88| 2.75] 4.58| 2.27| 2.31] 4.69] 2.32| 2.37]} 4.74| 2.24] 2.49] R: metoda de referinta
s 0.46] 1.05 0.86] 0.47] 1.02| 0.81] 0.68] 1.3|] 0.85] 0.68] 1.1] 1.16] P: metoda de testare
151 151 150 15/ 151 15 15| 151 150 15| 151 15
Xm |PP-RP] 4.58| 1.54| 3.04] 4.57| 1.25| 3.32] 4.57| 1.80| 2.77] 4.65| 1.77| 2.88
S 0.37 11 0.88] 0.39 1.21| 1.08) 0.49| 1.24] 1.2§ 0.39] 1.09( 0.99
131 13 13} 131 131 131 13| 131 131 13| 131 13
Testarea actiunii in functie de ordine
Diferenta intre valorile medii ] Actiunea imediatd | Actiunea la 3 ore
RP-PP 0,38 -0,18
PP-RP 0,27 0,44
Diferenta absoluta 0,11 0,62




Traducere din limba germana
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Anexa la raportul 19422601

ONORM EN 12791: 2018 - Antiseptice si dezinfectante chimice - Dezinfectanti pentru dezinfectia chirurgicala a mainilor -

Metoda de testare si cerinte (faza 2, etapa 2) - Statistica (pagina 4 din 4)

Sortarea diferentelor si calcul conform Hodges-Lehmann — actiunea imediata

Diferente Diferente medii intre valorile perechi/ rang
sortate 2.01(1.71{1.42| 1.14| 1.05(1.03| 1.02| 1.01| 0.95/0.77] 0.62| 0.54| 0.44| 0.31

1 2.01)201/1

2 1.71)186/2 [1,71/4

3 1.42|172/3 |157/6 [1,42/13

4 1.14|158/5 |143/12|1,28/21]1,14/32

5 1.05]153/7 |1,38/15[1,24/241,10/34 |1,05/41

6 1.03|152/8 |1,37/16|1,23/25]1,09/37 |1,04/44 |1,03/46

7 1.02|1,52/9 |1,37/17|1,22/27]1,08/38 |1,04/45 |1,03/48 |1,02/49

8 1.01)1,51/10]1,36/18 |1,22/281,08/39 [1,03/46 |1,02/49 |1,02/52 |1,01/53

9 0.95]1,48/111,33/191,19/29|1,05/43 |1,00/57 |0,99/58 |0,99/59 0,98 /60 |0,95/65
10 0.77]1,39/14|1,24/231,10/34 |0,96 /64 [0,91/69 [0,90/70 |0,90 /72 [0,89/73 [0,86 /79 |0,77 /98
11 0.62]1,32/201,17/301,02/49 |0,88 /74 0,84 /83 [0,83/86 |0,82/87 [0,82/89 |0,79/94 |0,70/ 110,62/ 129
12 0.541,28/22|1,13/330,98/60]0,84/82 [0,80/90 [0,79/93 |0,78 /95 |0,78 /96 | 0,75/10q0,66 / 1210,58 / 130,54 / 146
13 0.441,23/261,08/39 [0,93/67|0,79/92 [0,75/10q0,74/1040,73/1040,73 /105 0,70/ 190,61/ 120,53 / 144 0,49/ 161 0,44 / 177
14 0.31]1,16/31|1,01/530,87/78]0,73/1040,68 /110,67 /1170,67/ 110,66 / 12| 0,63/ 1240,54 / 140,47 1 1740,43 1189 0,38 / 2010,31 / 217
15 0.17]1,09/36[0,94/66 [0,80/91 0,66/ 1240,61/1270,60/1290,60 / 130,59/ 131 0,56 / 144 0,47 / 170,40 / 184 0,36 / 207 0,31 / 22
16 0.09]1,05/420,90/70 [0,76 /99 |0,62/ 126 0,57 / 13¢ 0,56 / 139 0,56 / 140,55/ 144 0,52/ 1540,43 / 1840,36 / 204 0,32/ 2160,27 / 224
17 0.00)]1,01/550,86/80 [0,71/1040,57 /130,53 1 1440,52/1590,51 / 154 0,51/ 157 0,48/ 1640,39 / 1990,31/ 2170,27 / 226
18 0.00)]1,01/55[0,86/80 [0,71/1040,57 /130,53 / 1440,52/ 1590,51 / 154 0,51/ 157 0,48/ 1640,39 / 190,31/ 2170,27 / 226
19| -0.05]098/62[0,83/84 |0,69/1140,55/1440,50/1540,49 /160,49 /1650,48 / 167 0,45/ 1740,36 / 2090,29 / 220,25 / 233
20| -0.05|098/62]0,83/84]0,69/114055/1440,50/1540,49 /161049165048 /167 0,45/ 1740,36 1 2040,29/ 224 0,25 / 23
21| -0.16|093/68]0,78/96|0,63/1240,49/164045/1750,44 /1740437181043 /184 0,40/ 1940,31/ 224
22| -0.25|0,8/74]0,73/1090,59/ 134045176 0,40/1870,39 / 1940,39 / 1990,38 / 196 0,35 / 200,26 / 234
23| -0.260,3/76]0,73/1040,58 /1340,44 /174 0,40/18¢0,39 / 1990,38 / 19¢[0,38 / 201 0,35 / 214 0,26 / 231
24| -0.27|o0s7/77]0,72/1040,58 /130,44 /180,39 /190,38 / 1940,38 / 200,37 / 204 0,34 / 2140,25 / 233
25| -0.37|0s2/88]0,67/1190,53/1540,39/1970,34/2110,33 /210,33 /2140,32/ 215 0,20/ 22
26| -0.61]0,70/111055/147041/1840.27 /229
27| -1.16]043/1840,28/22]
28| -1.95 [

'Sortarea diferentelor si calcul conform Hodges-Lehmann — actiunea la 3 ore

- |

Diferente Diferente medii intre valorile perechi/ rang I R-P Rang
sortate 2.21|1.92| 1.85/ 1.58| 1.05] 1.03| 0.99] 0.74| 0.69]| 0.61| 0.60| 0.60| 0.54| 0.40} +Vz| -Vz | -Vz | +Vz
1 2.21[221/1 -0.88] 0.88 131 13
2 1.92[207/2 [192/4 -0.82] 0.82 15] -15
3 1.85(203/3 [1,89/6 [185/7 -0.501 0.50] 23] -23
4 1.58(190/5 [175/8 [172/9 [158/13 -0.87 0.87 141 -14
5 1.05(163/101,49/14 [145/18[132/27 [1,05/57 0.69| 0.69 17 17
6 1.03|162/11|1,48/15|1,44/20[1,31/28 |1,04/58 [1,03/59 0.32| 0.32 27 27
7 0.99]1,60/12146/17[142/21]1,20/33 [1,02/60 [1,01/610,99/62 0.40] 0.40 25 25
8 0.74]1.48/151,33/26 [1,230/31]1,16/44 [0,90/68 [0,89/69 |0,87/72 [0,74 /90 0.60[ 0.60] 19.5[ 19.5
9 0.69)]1,45/191,31/29[1,27/34 |1,14/47 [0,87/71 [0,86/73 |0,84 /75 [0,72/95 | 0,69/ 10 0.04] 0.04 28 28
10 0.61]1,41/22|1,27/351,23/391,10/52 [0,83/77 [0,82/80 |0,80 / 84 0,68 /105 0,65/ 1140,61/ 121 0.99] 0.99 10 10
11 0.60)]1,41/231,26/37[1,23/41]1,09/53 [0,83/78 [0,82/81 |0,80 /86 0,67/ 10¢ 0,65/ 1140,61/1240,60 / 124 0.74] 0.74 16 16
12 0.60]141/23]1,26/37[1,23/411,09/53|0,83/78 [0,82/81 0,80 /86 [0,67 / 10¢ 0,65/ 110,61 /129 0,60 / 124 0,60 / 124 214 214 3 -3
13 0.541,38/251,23/391,20/43 1,06 /56 [0,80/85 [0,79/88 |0,77 /89 0,64 /116 0,62/ 12q0,58 / 120,57 1 124 0,57 / 12 0,54 / 134 1.85] 1.85 6 6
14 0.40]1,31/291,16/45 [1,13/48 |0,99/62 [0,73 /92 [0,72/93 |0,70 /99 0,57 1 126 0,55/ 1340,51 / 140,50 / 144 0,50 / 14d 0,47/ 157040 /164 0.38| 0.38 26 26
15 0.38]1,30/31|1,15/46 [1,12/51]0,98 /64 [0,72/93 [0,71/97 |0,69/ 1040,56 / 134 0,54/ 1340,50 / 150,49 / 154 0,49/ 159 0,46 / 160 1.03] 1.03 9 9
16 0.32]1,27/35]1,12/50 [1,09/55 [0,95/66 |0,69/1040,68 / 1090,66 / 1140,53 / 14¢| 0,51 / 144 0,47 1 159 0,46 / 161]0,46 / 160,43 / 164 1.05] 1.05 8 8
17 0.041,13/48]0,98 /64 [0,95/67 |0,81/83 |0,55/1340,54 /139 0,52/ 145 -0.44| 0.44] 24| -24
18| -0.44|089/69(0,74/90|0,71/97]0,57 /124 -0.97| 0.97 1" -1
19| -0.50|0:86/74[0,71/96|0,68/1040,54/13 0.60| 0.60] 19.5[ 19.5
20| -0.5404/76]0,69/1010,66/114052/ 143 0.54| 0.54] 21.5] 215
21| -0.82|070/99]055/1340,52/144 -1.86| 1.86 5 -5
22| -0.87|067/1040,53/1410.49/153 -2.53| 2.53 1 -1
23| -0.88]067/11{0,52/140,49/ 159 0.61] 0.61 18 18
24| -0.92]065/1140,50/15(0,47 /15 -0.92] 0.92 12| -12
25 -0.97]062/1140,48/1560.44 16 -0.54] 0.54] 21.5] -21.5
26/ -1.86 221 2.21 2 2
27| -2.14 1.58] 1.58 7 7
28| -2.53 1.92] 1.92 4 4




Traducere din limba germana

(sigld): W.H.U. W.H.U. GmbH, BodenlehenstraRe 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)
Anexa la raportul 19422601
Subsemnata BARIZ DANIELA, interpret si traducator autorizat pentru limba germana si franceza, in
temeiul autorizatiei nr. 37897 din data de 06.10.2015, eliberatd de Ministerul Justitiei certific exactitatea
traducerii efectuate din limba germana in limba romdna, ca textul prezentat a fost tradus in intregime si ca
prin traducere, inscrisului nu i-au fost denaturate continutul si sensul.

N\ \
s BARIZ ;_..\‘.\\

"‘ 7‘:,:"|i(.-.i;:v
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In Zusammenarbeit mit der

?500 Bischofshofen W.H.U. GmbH, Boder}llehenstraBe 15,
Osterreich 5500 Bischofshofen, Osterreich

Telefon: +43 6462 32852
Telefax: +43 6462 32 852 20
Mobil: +43 664 138 95 55
e-mail: office@whu-lab.at

Centre of Excellence Infection Control

B.Braun Medical AG

Seesatz 17 Bischofshofen, 23.04.20
6204 Sempach

Schweiz

Gutachten 19422681
Promanum pure — Hygienische Handedesinfektion

Auf Basis des Priifberichtes 19422601 vom 18.12.2019 der fiir Desinfektionsmittel akkreditierten
Priifstelle W.H.U. GmbH gebe ich folgende Beurteilung der Ergebnisse:

Gepruft wurde die Charge 19174M09 des Produktes Promanum pure. Die Prifungen erfolgten
gemal den Europaischen Methoden zur Desinfektionsmittelpriifung unter Beriicksichtigung der
~Anforderungen und Methoden zur VAH-Zertifizierung chemischer Desinfektionsverfahren (April
2015)".Die dort genannten Anforderungen werden erfiillt.

Qualitativer Suspensionsversuch (Methode 8), Quantitativer Suspensionsversuch (hohe Belastung,
EN 13727/EN 13624) und Hygienische Handedesinfektion (EN 1500:2013) wurden entsprechend
den Vorgaben durchgefiihrt und bewertet. Eine Ubersicht tiber die Ergebnisse mit den
Wirksamkeitsgrenzen ist auf Seite 2 des Priifberichtes enthalten.

Empfohlene Anwendungskonzentration:

Die Anforderungen fir die Zertifizierung von chemischen Desinfektionsverfahren durch die
Desinfektionsmittel-Kommission des VAH werden von folgendem Produkt unter folgenden
Bedingungen erflllt:

Promanum pure

Zur prophylaktischen hygienischen Handedesinfektion im medizinischen
Bereich:

Trockene Hande mit 3ml Promanum pure benetzen und 30 Sekunden nach dem
Standardverfahren verreiben.

,
Dr,/Arno 5org
Mikrobiologe

Gutachten 19422681 Seite 1 von 1



Dr. nat. tech. Arno Sorger W H U
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Mikrobiologe (oser " yione U

p.A. BodenlehenstraBe 15 Y
In Zusammenarbeit mit der

?500 Bischofshofen W.H.U. GmbH, Boder}llehenstraBe 15,
Osterreich 5500 Bischofshofen, Osterreich

Telefon: +43 6462 32852
Telefax: +43 6462 32 852 20
Mobil: +43 664 138 95 55
e-mail: office@whu-lab.at

Centre of Excellence Infection Control

B.Braun Medical AG

Seesatz 17 Bischofshofen, 23.04.20
6204 Sempach

Schweiz

Gutachten 19422682
Promanum pure — Chirurgische Handedesinfektion

Auf Basis des Priifberichtes 19422601 vom 18.12.2019 der fiir Desinfektionsmittel akkreditierten
Priifstelle W.H.U. GmbH gebe ich folgende Beurteilung der Ergebnisse:

Gepruft wurde die Charge 19174M09 des Produktes Promanum pure. Die Prifungen erfolgten
gemal den Europaischen Methoden zur Desinfektionsmittelpriifung unter Beriicksichtigung der
~Anforderungen und Methoden zur VAH-Zertifizierung chemischer Desinfektionsverfahren (April
2015)".Die dort genannten Anforderungen werden erfiillt.

Qualitativer Suspensionsversuch (Methode 8), Quantitativer Suspensionsversuch (hohe Belastung,
EN 13727/EN 13624) und Chirurgische Handedesinfektion (EN 12791:2017) wurden entsprechend
den Vorgaben durchgefiihrt und bewertet. Eine Ubersicht tiber die Ergebnisse mit den
Wirksamkeitsgrenzen ist auf Seite 2 des Priifberichtes enthalten.

Empfohlene Anwendungskonzentration:

Die Anforderungen fir die Zertifizierung von chemischen Desinfektionsverfahren durch die
Desinfektionsmittel-Kommission des VAH werden von folgendem Produkt unter folgenden
Bedingungen erflllt:

Promanum pure
Zur chirurgische Handedesinfektion im medizinischen Bereich:

Trockene Hande mit 3ml Promanum pure benetzen und 90 Sekunden,
ausreichend feucht halten, nach dem Standardverfahren verreiben.

Dr. Arp6 Sofger
Mikrobi6loge

Gutachten 19422682 Seite 1 von 1



Wusser

H.U.

Hygiene

Gesellschaft m.b.H, Geschaftsfiihrer:
Dr. Arno Sorger

Landesgericht Salzburg
Firmenbuchnummer: FN 304214z
UID-Nr.: ATU63836022

Laboratorium fiir
Wasseruntersuchungen und Hygiene
Telefon: +43 6462 32 852
Telefax: +43 6462 32 852 20
Mobil: +43 664 138 95 55

~ Umweli e-mail: office@whu-lab.at
www.whu-lab.at

Umwelt

Bankverbindung:
Salzburger Sparkasse

W.H.U. GmbH

BodenlehenstraBe 15, 5500 Bischofshofen, Osterreich

IBAN: AT32 20404 00041172974
BIC: SBGSAT2SXXX

Centre of Excellence Infection Control
B.Braun Medical AG

Seesatz 17
6204 Sempach
Schweiz

Probenummer
P194226001

Anmerkung/

Beschreibung

gitierung
‘,.w'“fe "L, .4"'1?.'»

Nach EN ISO 17025 akkreditierte
Prifstelle.

!5-0

:Ec 0‘151

Bischofshofen, 18.12.2019

Auftragsnummer: A194226
Prifbericht 19422601

Promanum pure - Hindedesinfektionsmittel

Produkt
Promanum pure

Charge pH
19174M09 53

Priifzeitraum ist vom Probeneingang bis zur Berichtserstellung (15.11.2019 - 18.12.2019)

Priifauftrag:

Auftraggeber:
Probeneingang:

Probentberbringer:

Probengebinde:
Probenmatrix:

Lagerbedingungen:
Verdiinnungsmittel:

Wirksubstanzen

(Herstellerangabe):

Aussehen, Geruch:

pH-Werte der gepriften Konzentrationen:

Vol-%

Priifung gemaB 'Anforderungen und Methoden zur VAH-Zertifizierung
chemischer Desinfektionsverfahren' (2. April 2015)

Methode 8 - Qualitativer Suspensionsversuch

EN 13727 - Chemische Desinfektionsmittel und Antiseptika - Quantitativer
Suspensionsversuch zur Bestimmung der bakteriziden Wirkung im
humanmedizinischen Bereich - Priifverfahren und Anforderungen (Phase 2, Stufe
1): 2012+A2:2015-10

EN 13624 - Chemische Desinfektionsmittel und Antiseptika — Quantitativer
Suspensionsversuch zur Bestimmung der fungiziden oder levuroziden Wirkung im
humanmedizinischen Bereich — Priifverfahren und Anforderungen (Phase 2,
Stufe 1): 2013-09

EN 1500 - Hygienische Handedesinfektion - Priifverfahren und Anforderungen
(Phase 2, Stufe 2): 2013-04

EN 12791 - Prifverfahren und Anforderungen (Phase 2, Stufe 2): 2016+A1: 2017
11

geringe Belastung

X Jhohe Belastung

Centre of Excellence Infection Control, 6204 Sempach
15.11.2019

Post

500ml KS-Flaschen

Handedesinfektionsmittel

keine Angabe durch Hersteller, Raumtemperatur
VE-Wasser, pyrogenfrei

in 100 g: 73,4g Ethanol und 10g Propan-2-ol

farblose, klare Flissigkeit mit spezifischem Geruch

Konz: pH
100 53
80 512
40 5,04

20 5,4



w H W.H.U. GmbH, Bodenlehenstralte 15, 5500 Bischofshofen 18.12.2019
(™ .H .u [ ]

Die Ergebnisse der Einzelprifungen befinden sich im Anhang
Alle Verdiinnungen in Vol-% Alle Zeitangaben in Sekunden

Zusammenfassung der Ergebnisse:

Inaktivierungsmittelsuche: Die Ergebnisse sind gliltig
Wirksames Inaktivierungsmittel:

3% Polysorbat 80, 0,3% Lecithin, 3% Saponin

Qualitativer Suspensionsversuch: Die Ergebnisse sind giiltig
Wirksame Konzentrations-Zeit-Relationen:  (Vol-%/ Sekunden)
Konz./ Zeit Konz./ Zeit Konz./ Zeit Konz./ Zeit Konz./ Zeit
E. coli 40/ 15
P. mirabilis 40/ 15
P. aeruginosa 30/ 15

Der resistenteste und fir die weiteren Versuche verwendete gram- Keim ist:
E. coli

Quantitativer Suspensionsversuch, hohe Belastung Die Ergebnisse sind gliltig
Wirksame Konzentrations-Zeit-Relationen:  (Vol-%/ Sekunden)
Konz./ Zeit Konz./ Zeit Konz./ Zeit Konz./ Zeit Konz./ Zeit
S. aureus 80/ 15
E. hirae 80/ 15
P. aeruginosa 40/ 15
E. coli 40/ 15
C. albicans 80/ 15
Hygienische Handedesinfektion Die Ergebnisse sind giiltig
wirksame gepriifte Einwirkzeit
konzentriert: 30 Sekunden
Chirurgische Handedesinfektion Die Ergebnisse sind gliltig
wirksame gepriifte Einwirkzeit
konzentriert: 90 Sekunden

ergeht an: Auftraggeber
Anhang: 13 Seiten Priifergebnisse



Wosser  Hygiene  Umweh

Anhang zu Bericht 19422601

W.H.U. GmbH, Bodenlehenstrale 15, 5500 Bischofshofen

18.12.2019

Prifergebnisse

Promanum pure, Qualitativer Suspensionsversuch

Labornummer:

P194226001 |

|Pr[]fdatum:

26.11.2019

pH-Wert im Konzentrat:

5,3

Qual. Susp.versuch

Produktname:

Promanum pure

Chargennummer:

19174M09

Testbedingungen: ohne Belastung
Neutralisationsmedium: 3% Polysorbat 80, 0,3% Lecithin, 3% Saponin
Priitemperatur: 20 °C | |Beertungszeit . 48 Stunden 3 4 5 KBE (log/ml) Bedingung erfiillt
||Pri]fkeim: S. aureus ATCC 6538 Bebritungstemperatur: 37 °C
||Pr[]fkeim: E. hirae ATCC 10541 Bebritungstemperatur: 37 °C
(IPriifieim: E. coli NCTC 10538 Bebritungstemperatur: 37 °C n 38 8,58 ja
||Pr[]fkeim: P. mirabilis ATCC 14153 |Bebriitungstemperatur: 37 °C n 36 8,56 ja
||Prijfkeim: P. aeruginosa ATCC 15442 |Bebriitungstemperatur: 37 °C n 45 8,65 ja
Priifkeim:  C. albicans ATCC 10231 Bebriitungstemperatur: 30 °C
. Produktkonz. Einwirkzeit (Sekunden)
Testkeim
Vol-% 15 30 60
S. aureus ATCC 6538
WSH-Kontr.
E. hirae ATCC 10541
WSH-Kontr.
40 - - -
30 + - -
E. coli NCTC 10538 20 + + +
10 + + +
WSH-Kontr. +
40 - - -
30 + - -
P. mirabilis ATCC 14153 20 + + +
10 + + +
WSH-Kontr. +
40 - - -
. 30 - - -
P. aeruginosa ATCC
15442 200 ¢ - -
10 + + +
WSH-Kontr. +
C. albicans ATCC 10231
WSH-Kontr.
+: Wachstum durch Trilbung  -: kein Wachstum durch Triibung feststellbar
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Anhang zu Bericht 19422601

Prifergebnisse Promanum pure, S. aureus ATCC 6538, hohe Belastung

EN 13727 Chemische Desinfektionsmittel und Antiseptika - Quantitativer Suspensionsversuch zur Bestimmung der bakteriziden Wirkung im
humanmedizinischen Bereich - Prifverfahren und Anforderungen (Phase 2, Stufe 1): 2012+A2: 2015-10

Labornummer: P194226001 | |Prifdatum: 20.11.2019 | | pH-Wert im Konzentrat: 53

Produktname: Promanum pure Chargennummer: 19174M09

Testbedingungen: I X IVerdUnnungs-Neutralisationsverfahren: Neutralisationsmedium:
3% Polysorbat 80, 0,3% Lecithin, 3% Saponin

I X IGusspIattenverfahren I IOberﬂéchenspatelverfahren I 1|m| pro Platte

I IMembranfiltrationsverfahren: Spiilfliissigkeit: ca. ml:

Priiftemperatur: 20 °C | |Belastung: hohe Belastung (Rinderalbumin 3g/l+Schaferythrozyten 3ml/l)

Priifkeim: S. aureus ATCC 6538 | |Bebrﬂtungstemperatur 37 °C | |Bebrl'jtungszeit: 48 Stunden

\Verdiinnungsmittel fir Produktprifiésungen: hartes Wasser |Konzentrationsangabe Vol-%

Aussehen der Produktpriiflésung:

\Validierung und Kontrollen:

Validierungssuspension (Nv0) Kontrollversuch fiir die Kontrollversuch fiir die Verfahrensvalidierung ( C)
gssusp Priifbedingungen (A) Neutralisation oder Filtration (B) |Produktkonz. = | 80[Vol-%
34 32 34 32
Ve \g \g \s
| | = | | = | | = | | =
8 6 5 5 4 4 4 3
\/c2 | 3 | 3 \ic2 | 3 | %, \ic2 | 3 | 3 \ic2 | 3 | 3
30 =xvonNvy< 160 Xm VOn Aist 20,5 % x,, von N,g X, von Bist=0,5 x x,, von N, X, von Cist = 0,5 % x;, von N,y
ERFULLT ERFULLT ERFULLT ERFULLT
Validierungssuspension (NvB)  [V¢i= 34 Vo= 32 _ 30 =xvonNvg< 160
Xm (VerVe))= 33 -
16 + 18] 17 + 15 ERFULLT
Priifsuspension:| V¢l Vic2
N Vtve2dVotvgel  [xwm= 160 x106 | lgyN=820
106 | 168 152 Ny =N 110, 1goNo=  |7,20
10 7 15 14 72 <Ny < 7,70|ERFULLT
Prifung: [Produktkonz. | Einwirkzei Vet Ve2 I910 R | Anforderungen
o e |Verd Ni=Xnx 10 [igio N, = rf"llt'g pH
(Vol-%) Ve-1|Vep-2f V1|V -2 (Ng= 7,20  erulit
10° | 0 0 .
1 80 15 <140 <215 | >506 |ERFULLT 5,12
10 0 0
0
2 40 15 [0 _[330 [>330 >33000 452 | <268 |nichterfiilt 5,04
10" [>330]  [>330
0
3 20 15 [0 _[330) [>330 >33000 452 | <268 |nichterfilt 54
10" [>330]  [>330
10° 0 0 .
4 80 U e - <140 <215 | >506 |ERFULLT 5,12
0
5 40 0[O X330 330 >33000 452 | <268 |nichterfiilt 5,04
10" [>330]  [>330
0
6 20 0[O X330 330 >33000 452 | <268 |nichterfiilt 54
10" [>330]  [>330
10° | 0 0 .
7 80 U e - <140 <215 | >506 |ERFULLT 5,12
0
8 40 o O[PS0 [330 5600 375 | 345 |nicht erfl 5,04
10" | 54 58
0
9 20 60 | 2330 330 >33000 452 | <268 |nichterfiilt 5.4
10" [>330]  [>330

c=Zellzahl je ml  X,=Mittelwert von Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V»-2) xwm=gewichteter Mittelwert von X,, R=Keimreduktion (Ig1o R=N,-1g1oN,)
[wenn N.<140, Ig R=>[IgNy-2,15], wenn N.>Xx10, Ig R=<[IgNo-IgX] (IgX=oberer Grenzwert fir V)
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Anhang zu Bericht 19422601

Prufergebnisse Promanum pure, E. hirae ATCC 10541, hohe Belastung

EN 13727 Chemische Desinfektionsmittel und Antiseptika - Quantitativer Suspensionsversuch zur Bestimmung der bakteriziden Wirkung im
humanmedizinischen Bereich - Prifverfahren und Anforderungen (Phase 2, Stufe 1): 2012+A2: 2015-10

Labornummer: P194226001 | |Prifdatum: 20.11.2019 | | pH-Wert im Konzentrat: 53

Produktname: Promanum pure Chargennummer: 19174M09

Testbedingungen: I X IVerdUnnungs-Neutralisationsverfahren: Neutralisationsmedium:
3% Polysorbat 80, 0,3% Lecithin, 3% Saponin

I X IGusspIattenverfahren I IOberﬂéchenspatelverfahren I 1|m| pro Platte

I IMembranfiltrationsverfahren: Spiilfliissigkeit: ca. ml:

Priiftemperatur: 20 °C | |Belastung: hohe Belastung (Rinderalbumin 3g/l+Schaferythrozyten 3ml/l)

Priifkeim: E. hirae ATCC 10541 | |Bebrﬂtungstemperatur 37 °C | |Bebrl'jtungszeit: 48 Stunden

\Verdiinnungsmittel fir Produktprifiésungen: hartes Wasser |Konzentrationsangabe Vol-%

Aussehen der Produktpriiflésung:

\Validierung und Kontrollen:

Validierungssuspension (Nv0) Kontrollversuch fiir die Kontrollversuch fiir die Verfahrensvalidierung ( C)
gssusp Priifbedingungen (A) Neutralisation oder Filtration (B) |Produktkonz. = | 80[Vol-%
46 44 43 50
Ve \g \g \s
| [ o= | [ o= | [ o= | [ o=
50 48 49 46,5 48 455 46 48
\/c2 | | V2 | | \c2 | | \c2 | |
30 =xvonNvy< 160 Xm VOn Aist 20,5 % x,, von N,g X, von Bist=0,5 x x,, von N, X, von Cist = 0,5 % x;, von N,y
ERFULLT ERFULLT ERFULLT ERFULLT
Validi ion (NvB V= 51 V= 48 30 <xvonNvgs 160
alidierungssuspension (NvB) c1 c2 X, (VerVe)= 495 i B
23+ 28| 21+ | 27 ERFULLT
Priifsuspension:| V¢l Vic2
N [Vy1|Veg-2f V1|V -2 xwm= 206 x106 | Igyo N = 8,31
106 | 203 209 No=N/10,IgyoNg= 17,31
10 7 19 22 72 <Ny £ 770[ERFULLT
Prifung: inwirkzei Vel Ve2 lgo R
rifung Prodtojktkonz. (Es:m;k;::) Verd. N,=X,, % 10 lio N, 910 Anfordt?rupgen oH
(Vol-%) Ver|Ver2 Voo 1[ Vo2 (Ng= 7,31 erfult
10° 0 0 .
1 80 15 <140 <215 | >517 [ERFULLT 5,12
10 0 0
0
2 40 15 [0 _[330 [>330 >33000 452 | <280 |nichterfit 5,04
10" |>330 >330
0
3 20 15 [0 _[330) [>330 >33000 452 | <280 |nichterfit 54
10" |>330 >330
10° | 0 0 .
4 80 30 <140 <215 | >517 [ERFULLT 5,12
10 0 0
0
5 40 0[O X330 330 >33000 452 | <280 |nichterfiit 5,04
10" |>330 >330
0
6 20 0[O X330 330 >33000 452 | <280 |nichterfiilt 54
10" |>330 >330
10° | 0 0 .
7 80 60 <140 <215 | >517 [ERFULLT 5,12
10 0 0
0
8 40 6o O | 138 122 1310 312 | 420 |nicht erfl 5,04
10" | 15 8
0
9 20 6o [O_[23%0] 330 >33000 452 | <280 |nichterfll 54
10" |>330 >330

c=Zellzahl je ml  X,=Mittelwert von Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V»-2) xwm=gewichteter Mittelwert von X,, R=Keimreduktion (Ig1o R=N,-1g1oN,)
[wenn N.<140, Ig R=>[IgNy-2,15], wenn N.>Xx10, Ig R=<[IgNo-IgX] (IgX=oberer Grenzwert fir V)
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Anhang zu Bericht 19422601

PrUfergebnisse Promanum pure, P. aeruginosa ATCC 15442, hohe Belastung

EN 13727 Chemische Desinfektionsmittel und Antiseptika - Quantitativer Suspensionsversuch zur Bestimmung der bakteriziden Wirkung im
humanmedizinischen Bereich - Prifverfahren und Anforderungen (Phase 2, Stufe 1): 2012+A2: 2015-10

Labornummer: P194226001 | |Prifdatum: 20.11.2019 | | pH-Wert im Konzentrat: 53

Produktname: Promanum pure Chargennummer: 19174M09

Testbedingungen: I X IVerdUnnungs-Neutralisationsverfahren: Neutralisationsmedium:
3% Polysorbat 80, 0,3% Lecithin, 3% Saponin

I X IGusspIattenverfahren I IOberﬂéchenspatelverfahren I 1|m| pro Platte

I IMembranfiltrationsverfahren: Spiilfliissigkeit: ca. ml:

Priiftemperatur: 20 °C | |Belastung: hohe Belastung (Rinderalbumin 3g/l+Schaferythrozyten 3ml/l)

Priifkeim: P. aeruginosa ATCC 15442 | |Bebrﬂtungstemperatur 37 °C | |Bebrl'jtungszeit: 48 Stunden

\Verdiinnungsmittel fir Produktprifiésungen: hartes Wasser |Konzentrationsangabe Vol-%

Aussehen der Produktpriiflésung:

\Validierung und Kontrollen:

Validierungssuspension (Nv0) Kontrollversuch fiir die Kontrollversuch fiir die Verfahrensvalidierung ( C)
gssusp Priifbedingungen (A) Neutralisation oder Filtration (B) |Produktkonz. = | 80[Vol-%
37 33 35 29
\/c1 \/c1 V1 \/c1
| [ |« | [ |« | | | [ | |«
31 34 32 32,5 30 32,5 34 31,5
\/c2 | | \/c2 | | \/ic2 | | \/ic2 | |
30 =xvonNvy< 160 Xm VOn Aist 20,5 % x,, von N,g X, von Bist=0,5 x x,, von N, X, von Cist = 0,5 % x;, von N,y
ERFULLT ERFULLT ERFULLT ERFULLT
Validierungssuspension (NvB)  [V¢4= 32 Vo= 32 _ 30 =xvonNvg< 160
Xm (VenVeo)= 32 -
16 + 16| 18 + | 14 ERFULLT
Priifsuspension:| V¢l Vic2
N V- IVer-2 V- 1[V2-2 xwm= 168 x106 | lgo N = 8,22
10 -6 181 155 Ng=N/10,1gioNg= 7,22
107 16 14 72 <Ny £ 770|ERFULLT
Prifung: inwirkzei Vet Ve2 lgo R
rifung Prodtojktkonz. (Es:m;k;::) Verd. N,=X,, % 10 lio N, 910 Anfordt?rupgen oH
(Vol-%) Ver|Ver2 Voo 1[ Vo2 (Ng= 7,22  erfullt
10° 0 0 .
1 80 15 <140 <2,15 >5,08 [ERFULLT 5,12
10" 0 0
10° 0 0 .
2 40 15 ppe 5 5 <140 <2,15 >5,08 [ERFULLT 5,04
0
3l 20 15 [0 _[330] ]330 533000 | >452 | <271 |nichterfilt 5.4
10" [>330 >330
10° 0 0 .
4 80 30 <140 <2,15 >5,08 [ERFULLT 5,12
10" 0 0
10° 0 0 .
5 40 30 e 5 0 <140 <2,15 >5,08 [ERFULLT 5,04
0
6 20 g O _P3sg IS0 533000 | 452 | <271 |nichterfilt 5.4
10" [>330 >330
10° 0 0 .
7 80 60 <140 <2,15 >5,08 [ERFULLT 5,12
10" 0 0
10° 0 0 .
8 40 60 ppe 5 0 <140 <2,15 >5,08 |ERFULLT 5,04
0
of 2 pp [P0 2330 >33000 | 452 | <271 |nichterfill 5.4
10" |>330 >330

c=Zellzahl je ml  X,=Mittelwert von Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V»-2) xwm=gewichteter Mittelwert von X,, R=Keimreduktion (Ig1o R=N,-1g1oN,)
[wenn N.<140, Ig R=>[IgNy-2,15], wenn N.>Xx10, Ig R=<[IgNo-IgX] (IgX=oberer Grenzwert fir V)
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Anhang zu Bericht 19422601

Prifergebnisse Promanum pure, E. coli K12 NCTC 10538, hohe Belastung

EN 13727 Chemische Desinfektionsmittel und Antiseptika - Quantitativer Suspensionsversuch zur Bestimmung der bakteriziden Wirkung im
humanmedizinischen Bereich - Prifverfahren und Anforderungen (Phase 2, Stufe 1): 2012+A2: 2015-10

Labornummer: P194226001 | |Prifdatum: 20.11.2019 | | pH-Wert im Konzentrat: 53

Produktname: Promanum pure Chargennummer: 19174M09

Testbedingungen: I X IVerdUnnungs-Neutralisationsverfahren: Neutralisationsmedium:
3% Polysorbat 80, 0,3% Lecithin, 3% Saponin

I X IGusspIattenverfahren I IOberﬂéchenspatelverfahren I 1|m| pro Platte

I IMembranfiltrationsverfahren: Spiilfliissigkeit: ca. ml:

Priiftemperatur: 20 °C | |Belastung: hohe Belastung (Rinderalbumin 3g/l+Schaferythrozyten 3ml/l)

Priifkeim: E. coli K12 NCTC 10538 | |Bebrﬂtungstemperatur 37 °C | |Bebrl'jtungszeit: 48 Stunden

\Verdiinnungsmittel fir Produktprifiésungen: hartes Wasser |Konzentrationsangabe Vol-%
Aussehen der Produktpriiflésung:

\Validierung und Kontrollen:

Validierungssuspension (Nv0) Kontrollversuch fiir die Kontrollversuch fiir die Verfahrensvalidierung ( C)
gssusp Priifbedingungen (A) Neutralisation oder Filtration (B) |Produktkonz. = | 80[Vol-%
32 34 32 36
\Vc1 \%o \%o \%o
| | |« | [ |« | [ |« [ | |«
37 34,5 33 33,5 31 31,5 34 35
\/c2 | | V2 | | V2 | | V2 | |
30 =xvonNvy< 160 Xm VOn Aist 20,5 % x,, von N,g X, von Bist=0,5 x x,, von N, X, von Cist = 0,5 % x;, von N,y
ERFULLT ERFULLT ERFULLT ERFULLT
\VValidi ion (NvB V= 32 Veo= 29 30 <xvonNvg< 160
alidierungssuspension (NvB) c1 c2 X, (VerVe)= 305 i B
14 + 18] 17 + 12 ERFULLT
Priifsuspension:| V¢l Vic2
N Vert[Ve2Ver1|Ve-2l  [wm= 160 x106 | lgoN=821
10 -6 152 168 No=N/10,1giqNg= 17,21
10 7 16 17 72 =Ng = 770/ERFULLT
Priifung: inwirkzei Vet Ve2 lgo R
rifung Prodtojktkonz. (Es:m;k;::) Verd. N,=X,, % 10 lio N, 910 Anfordt?rupgen oH
(Vol-%) Ver|Ver2 Voo 1[ Vo2 (Ng= 7,21 erfult
10° 0 0 .
1 80 15 <140 <215 >5,06 |ERFULLT 512
10" 0 0
10° 0 0 .
2 40 15 = 0 0 <140 <215 >5,06 |ERFULLT 5,04
0
3l 20 15 [0 _[330] ]330 533000 | >452 | <269 |nichterfill 5.4
10" [>330 >330
10° 0 0 .
4 80 30 <140 <215 >5,06 |ERFULLT 512
10" 0 0
10° 0 0 .
5 40 30 = 0 5 <140 <215 >5,06 |ERFULLT 5,04
0
6| 20 30 [ p3y  PI% >33000 | >452 | <269 |nichterfillt 5.4
10" |>330 >330
10° 0 0 .
7 80 60 <140 <2,15 >5,06 |ERFULLT 512
10" 0 0
10° 0 0 .
8 40 60 = 0 5 <140 <2,15 >5,06 |ERFULLT 5,04
0
o] 20 oo [ {330 3% 533000 | >452 | <269 |nichterfilt 54
10" |>330 >330

c=Zellzahl je ml  X,=Mittelwert von Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V»-2) xwm=gewichteter Mittelwert von X,, R=Keimreduktion (Ig1o R=N,-1g1oN,)
[wenn N.<140, Ig R=>[IgNy-2,15], wenn N.>Xx10, Ig R=<[IgNo-IgX] (IgX=oberer Grenzwert fir V)
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Anhang zu Bericht 19422601

Prifergebnisse Promanum pure, C. albicans ATCC 10231, hohe Belastung

EN 13624 Chemische Desinfektionsmittel und Antiseptika — Quantitativer Suspensionsversuch zur Bestimmung der fungiziden oder levuroziden
Wirkung im humanmedizinischen Bereich — Priifverfahren und Anforderungen (Phase 2, Stufe 1): 2013-09

Labornummer: P194226001 | |Priifdatum: 20.11.2019 [ pH-Wert im Konzentrat: 53

Produktname: Promanum pure Chargennummer: 19174M09

Testbedingungen: I X IVerdUnnungs-Neutralisationsverfahren: Neutralisationsmedium:
3% Polysorbat 80, 0,3% Lecithin, 3% Saponin

I X IGusspIattenverfahren I IOberﬂéchenspatelverfahren I 1|m| pro Platte

I IMembranfiltrationsverfahren: Spiilfliissigkeit: ca. ml:

Priiftemperatur: 20 °C | |Belastung: hohe Belastung (Rinderalbumin 3g/l+Schaferythrozyten 3ml/l)

Priifkeim: C. albicans ATCC 10231 | |Bebrﬂtungstemperatur 30 °C | |Bebrl'jtungszeit: 48 Stunden

\Verdiinnungsmittel fir Produktprifiésungen: hartes Wasser |Konzentrationsangabe Vol-%
Aussehen der Produktpriiflésung:

\Validierung und Kontrollen:

Validierungssuspension (Nv0) Kontrollversuch fiir die Kontrollversuch fiir die Verfahrensvalidierung ( C)
gssusp Priifbedingungen (A) Neutralisation oder Filtration (B) |Produktkonz. = | 80[Vol-%
59 62 58 57
Ve \g \g \s
L 1 e | 1 e | 1 e | 1 e
61 60 57 59,5 59 58,5 55 56
\/c2 | | V2 | | \c2 | | \c2 | |
30 =xvonNvy< 160 Xm VOn Aist 20,5 % x,, von N,g X, von Bist=0,5 x x,, von N, X, von Cist = 0,5 % x;, von N,y
ERFULLT ERFULLT ERFULLT ERFULLT
Validi ion (NvB V= 57 V= 64 30 <xvonNvgs 160
alidierungssuspension (NvB) c1 c2 X, (VerVe)= 605 i B
30+ 271 31 + | 33 ERFULLT
Priifsuspension:| V¢l Vic2
N Ve-1|Ve-2 V1| Vo2 xwm= 206 x105 | lgio N = 7,31
105 | 213 196 Ny =N/10,1gioNo= 6,31
10 5 24 20 62 <Ny < 670|ERFULLT
Prifung: inwirkzei Vel Ve2 lgo R
rifung Prodtojktkonz. (Es:m;k;::) Verd. N,=X,, % 10 lio N, 910 Anfordt?rupgen oH
(Vol-%) Ver|Ver2 Voo 1[ Vo2 (No= 6,31) erfullt
10° 0 0 .
1 80 15 <140 <215 | >417 [ERFOLLT 5,12
10 0 0
0
2 40 15 [0 _[330) [>330 >33000 452 | <180 |nichterfill 5,04
10" |>330 >330
0
3 20 15 [0 _[330) [>330 >33000 452 | <180 |nichterfil 54
10" |>330 >330
10° 0 0 .
4 80 30 - ; ; <140 <215 | >417 [ERFULLT 5,12
0
5 40 0[O X330 330 >33000 452 | <180 |nichterfilt 5,04
10" |>330 >330
0
6 20 0[O X330 330 >33000 452 | <180 |nichterfil 54
10" |>330 >330
10° 0 0 .
7 80 60 - ; ; <140 <215 | >4717 [ERFULLT 5,12
0
8 40 o O[PS0 |30 >33000 452 | <180 |nichterfill 5,04
10" |>330 >330
0
9 20 6o [O_[23%0] 330 >33000 452 | <180 |nichterfll 54
10" |>330 >330

c=Zellzahl je ml  X,=Mittelwert von Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V»-2) xwm=gewichteter Mittelwert von X,, R=Keimreduktion (Ig1o R=N,-1g1oN,)
[wenn N.<140, Ig R=>[IgNy-2,15], wenn N.>Xx10, Ig R=<[IgNo-IgX] (IgX=oberer Grenzwert fir V)
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Anhang zu Bericht 19422601

ONORM EN 1500: 2013 06 01 - Chemische Desinfektionsmittel und Antiseptika - Hygienische
Handedesinfektion - Priifverfahren und Anforderungen (Phase 2/Stufe2) - Urwerte

[lLabornummer:  P194226001

Produktname:  Promanum pure

[[Prufdatum: 06.12.2019

Priifkeim: Bebriitungsdauer: Kontaktzeit des |[KBE der Suspension Verd. KBE

E. coli NCTC 10538 48 Stunden Priifproduktes: |N 3,8 x108 10°® 38

30 Sekunden entspricht 107 6

Referenz: Propan-2-ol Prifprodukt: Promanum pure
Prob. Vorwert Nachwert Vorwert Nachwert
Hand

R/P 102 | 10* | 10° | 10° [ 10 | 10° ] 10° | 10* | 10° | 10° | 10? | 10?

1 links n 121 14 2 0 0 n 45 4 1 0 0

R rechts n 106 9 2 0 0 n 39 3 0 0 0

2 |links n n 38 151 16 1 n n 47 63 4 2

P rechts n n 43 139 15 2 n n 40 n 139 16

3 links n 59 10 0 0 135 14 4 0 0 0

R rechts n 35 2 1 0 0 264 23 2 1 0 0

4 |links n 165 19 0 0 n n 31 1 0 0

P rechts n 173 18 0 0 0 n n 35 0 0 0

5 links 122 13 4 35 6 0 n 281 26 51 8 0

P rechts 101 9 1 9 1 0 n 277 27 13 2 0

6 |links n 68 7 18 1 0 n n 38 14 0 0

R rechts n 85 11 258 28 0 n 36 165 17 1

7  |links n 30 2 34 3 0 86 9 1 7 0 0

R rechts n 28 2 924 13 2 125 13 2 8 1 0

8 |links n 205 18 15 2 0 n 291 28 7 0 0

P rechts n 266 27 6 2 0 n 183 17 1 0 0

9 |links n 93 9 18 4 0 n n 37 7 1 0

R rechts n 116 14 3 0 0 n n 29 63 9 0

10 [links n 133 15 24 5 0 n 141 16 20 3 0

P rechts n 208 25 13 2 0 n 129 15 10 0 0

11 |links n n 38 172 16 3 n 102 8 11 0 0

P rechts n 39 43 8 0 n 255 28 10 0 0

12 |links 23 2 1 2 0 0 n 172 18 6 0 0

R rechts 18 1 1 0 0 0 n 155 13 0 0 0

13 [links n 113 12 0 0 0 n n 69 2 0 0

P [rechts n 73 12 6 0 0 n n 48 1 0 0

14 |links n 213 20 5 1 0 n n 51 7 0 0

R rechts n 262 25 13 0 0 n n 53 6 1 0

15 |links n n 44 73 9 0 n n 44 69 8 0

R rechts n n 36 88 13 2 n n 38 51 6 0

16 [links n 192 24 8 0 0 n n 34 276 28 6

P rechts n 136 10 12 3 1 n 181 17 n 238 25

17 |links n n 37 208 24 4 n n 35 153 16 0

R rechts n n 31 n 49 5 n n 38 195 26 4

18 [links n 219 23 11 1 0 n n 30 24 5 1

R rechts n 244 26 20 1 0 n n 31 33 4 0

19 [links n 38 3 16 1 0 n 33 4 11 2 0

P rechts n 40 5 12 2 0 n 35 6 12 1 0

20 |links n n 75 145 17 5 n n 66 n 40 6

P rechts n n 43 169 19 3 n n 50 66 4 0

n: nicht zahlbar (>330) fett gedruckte Werte wurden fir die weitere Berechnung verwendet

|Eu2rlallsatlons- VE-TSL
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Anhang zu Bericht 19422601

W.H.U. GmbH, Bodenlehenstrale 15, 5500 Bischofshofen

18.12.2019

[ONORM EN 1500: 2013 06 01 - Chemische Desinfektionsmittel und Antiseptika - Hygienische
Handedesinfektion - Priifverfahren und Anforderungen (Phase 2/Stufe2) - Berechnete Werte

Auswertung Referenz Priifprodukt; Promanum pure
Prob. [ | vw | Nw [ RFE | vw | NW [ Rf R-P | Rang
1 RP-PP 7,06 1,30 5,76 6,62 1,00 5,62 0,13 5
2 PP-RP 7,61 3,16 4,44 7,64 3,47 4,16 0,28 2
3 |rRP-PP | 6,66 | 1,24 | 542 | 6,27 | 1,00 | 5,27 0,14 4
4 PP-RP 7,23 1,39 5,84 7,52 1,00 6,52 -0,68 16
5 PP-RP 6,05 2,25 3,80 7,44 2,41 5,03 -1,24 19
6 RP-PP 6,88 2,84 4,05 7,57 2,68 4,89 -0,84 17
7 |rRPp-PP | 6,46 | 2,75 | 3,71 | 6,02 | 1,87 | 4,14 043 | 12
8 [ppRP | 737 [ 1,98 [ 539 [ 736 | 1,42 | 5,94 -0,55 | 15
9 [rp-pP | 702 | 1,87 | 515 | 7,52 | 2,32 | 5,19 0,04 [ 9
10 |PP-RP 7,23 2,25 4,98 7,14 2,15 4,99 0,00 7
11 |pPRP | 7,59 | 2,93 | 465 | 7,21 | 2,02 | 5,19 054 | 14
12 [RP-PP | 531 | 1,15 [ 4,16 | 7,21 [ 1,39 | 5,82 -1,67 | 20
13 |pPRP | 6,9 | 1,39 | 557 | 7,76 | 1,15 | 6,61 -1,04 | 18
14 [RP-PP | 7,37 | 1,91 [ 546 | 7,72 [ 1,81 | 5,90 -044 | 13
15 [RP-PP | 7,60 | 2,90 | 470 | 7,61 | 2,77 | 4,84 0,14 | 10
16 |PP-RP | 7,21 | 1,99 [ 522 1 7,39 | 3,01 | 3,48 1,74 1
17 [rRP-PP | 7,53 | 351 | 402 | 756 | 3,24 | 4,32 029 | 11
18 |RP-PP 7,37 2,17 5,19 7,48 2,45 5,03 0,16 3
19 [PPRP | 6,59 | 2,14 | 445 | 6,53 | 2,06 | 4,47 002 | 8
20 |pp-RP | 7,75 | 3,20 | 455 | 7,76 | 3,21 | 4,55 0,01 6
Xn |gesamt| 7,04 | 2,22 | 483 | 7,27 | 2,17 | 510 || vw: logarithmischer Vorwert
s 0,5986 [ 0,719 | 0,6637]0,5068 | 0,8681] 0,806 || Nw: logarithmischer Nachwert
N 20 20 20 20 20 20 Rf:  logarithmischer Reduktionsfaktor
Xm |[RP-PP ] 6,93 | 2,16 | 4,76 | 7,16 | 2,05 | 5,10 R:  Referenzverfahren
S 0,678410,81180,7296] 0,6199| 0,7684 | 0,5901 P: Priifverfahren
N 10 10 10 10 10 10
Xm |PP-RP 7,16 2,27 4,89 7,37 2,28 5,09
S 0,5159| 0,653 | 0,6233]0,36310,9859( 1,0115
N 10 10 10 10 10 10
Sortierung der Differenzen und Berechnung nach Hodges-Lehmann
Sortierte Mittlere paarweise Differenzen / Rang
Differenzen 1,74| 0,28/ o,16/ 0,14 0,13 0,01 o/ -0,02] -0,04] -0,14
1| 1,74|1,7411
2[ o,28|101/2 [028/19
3| o0,16[095/3 [0,22/21 [016/24
4| o0,14f094/4 [021/22 015/25 [0,14/28
5| 0,13[094/5 [021/23 [015/26 [0,14/30 [0,13/31
6| 0,01[088/6 [015/26 [0,09/34 [0,08/36 [0,07/37 [0,01/48
7 0[087/7 014728 |0,08/35 [0,07/37 [0,07/41 [0,01/50 [0,00/51
8| -0,02|086/8 [0,13/31 [0,07/37 [0,06/42 [0,06/44 [-0,01/54 [-0,01/56 |-0,02/58
o] -0,04[085/9 [012/33 [0,06/43 [0,05/45 [0,05/46 |-0,02/57 [-0,02/58 |-0,03/60 |-0,04/61
10 -0,14[080/10 [0,07/37 [0,01/49 [0,00/51 |0,01/55 [-0,07/63 |-0,07/64 |-0,08/69 [-0,09/70 [-0,14/75
11| -0,29[0,73/11 [0,00/53 [-007/62 |-0,08/65 |-0,08/67 [-0,14/74 |-0,15/77 |-0,16/81 [-0,17/83
12| -0,43[066/12 [-008/65 |-0,14/72 |-0,15/77 [-0,15/79 |-0,21/90
13| -0,44(065/13 |-0,08/67 [-014/75 |-0,15/79 |-0,16/81
14| -o,54(060/14 |013/71 [-019/84 |-020/86 |-0,21/88
15[ -0,55(060/15 |-0,14/72 [-020/85 |-0,21/88 |-0,21/91
16| -0,68[053/16 |0,20/86
17| -0,84|045/17
18 -1,04[035/18
19 -1,24[025/20
20| -1,67[004/47

|
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Anhang zu Bericht 19422601

ONORM EN 1500: 2013 06 01 - Chemische Desinfektionsmittel und Antiseptika - Hygienische
Handedesinfektion - Priifverfahren und Anforderungen (Phase 2/Stufe2) - Validierung und
Schlussfolgerung

Nv0O= 34,5 ( 32 37 ) glltig
NvB= 30500 ( 32 29 ) gliltig
Kontrolle des Neutraisationsmediums - Nichttoxizitit - Kontrolle B
MW: 31,5 ( 32 31 ) guiltig
Verfahrensvalidierung - Kontrolle C

MW: 35 ( 36 34 ) gultig

Referenzverfahren: 3 ml Propan-2-ol werden auf die trockenen Hande aufgebracht und nach dem
Standardeinreibeverfahren wahrend 30 Sekunden verrieben. Der Vorgang wird einmal wiederholt, so dass
sich eine Gesamteinreibezeit von 60 Sekunden ergibt.

Priifverfahren: 3ml Promanum pure wird auf die trockenen Hande aufgebracht und nach dem
Standardeinreibeverfahren wéhrend 30 Sekunden verrieben.

Es konnten die Ergebnisse von 20 Probanden fiir die Auswertung bertiicksichtigt werden. Die Probandenzahl
ist daher ausreichend. Der Mittelwert der Vorwerte betragt mindestens 7,04 log und liegt (iber dem
Mindestwert der EN 1500 von 5log.

Im Referenzverfahren wurden bei 0 Probanden Reduktionen kleiner 3log bestimmt. Die maximale Anzahl von
3 wurde somit nicht Uberschritten. Die maximale mittlere Differenz der Reduktionsfaktoren RP-PP und PP-RP
betragt 0,13 log und liegt damit unter dem Grenzwert von 2 log.

Bei allen Ergebnissen, die unter Anwendung des gewichteten Mittelwerts zweier aufeinanderfolgender
Verdiinnungen berechnet wurden, ist der Quotient der beiden Mittelwerte nicht héher als 15 und nicht
niedriger als 5.

Schlussfolgerung:

Die signifikante Differenz betragt 0,00log und ist somit niedriger als die Grenze von 0,6log.

Das oben angefiihrte Priifverfahren mit Promanum pure weist einen hoheren Reduktionsfaktor
als das Referenzverfahren auf und ist daher diesem nicht unterlegen.
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Anhang zu Bericht 19422601

ONORM EN 12791: 2018 - Chemische Desinfektionsmittel und Antiseptika - Chirurgische
Handedesinfektionsmittel - Priifverfahren und Anforderungen (Phase 2/Stufe 2) - Basisdaten,
Validierung und Schlussfolgerung (Blatt 1 von 4)

Labornummer: P194226001 [Produktname:  Promanum pure

Die Validierung der Versuche erfolgt liber die Validierung der Versuche gemaB EN 13727.

Referenzverfahren: 3 ml Propan-1-ol (60% v/v) werden in die hohlen, trockenen Hande gegossen und fiir 3
Minuten kraftig nach dem Standard-Handedesinfektionsverfahren bis zu den Handgelenken auf der Haut
verrieben. Vor dem Auftrocknen werden jeweils weitere 3 ml Propan-1-ol (60% v/v) zugesetzt.
Priifverfahren mit Promanum pure

3 ml Produkt werden in die hohlen, trockenen Hande gegossen und fiir 90 Sekunden kraftig nach dem
Standard-Handedesinfektionsverfahren bis zu den Handgelenken auf der Haut verrieben. Vor einem
Auftrocknen werden weitere 3 ml-Portionen Produkt zugesetzt.

Anzahl Portionen & 3ml:  3/3/3/3/2/3/3/3/2/3/3/3/3/3/3/3/3/3/3/3/3/3/3/4/3/3/3/3

Priifzeitraum vom 18.11.2019 bis zum 18.12.2019

Bebriitungsdauer | 48|Stunden |Kontaktzeit des Priifproduktes: | | 90|Sekunden | | | |

Neutralisationsm. TSL
Qualitatskontrolle der Schmierseife

Identitat: erflllt Alkoholunlésliche Stoffe: 4 mg/2,5g Trocknungsverlust 43 %

Reinheit: erflllt Freies Alkali 0,05 ml HCI Gehalt 46 %
Freie Saure 0,1 ml NaOH

OP-Handschuh B Braun Vasco OP Sensitive Agardiffusionstest _in Ordnung |

Es konnten die Ergebnisse von 28 Probanden fiir die Auswertung beriicksichtigt werden. Die Probandenzahl
ist daher ausreichend. Der Mittelwert der Vorwerte betragt mindestens 4,58log und liegt (iber dem
Mindestwert der EN 12791 von 3,5log.

Im Referenzverfahren wurden bei der Sofortwirkung bei 5 Probanden Reduktionen kleiner 2log bestimmt.
Die maximale mittlere Differenz der Reduktionsfaktoren RP-PP und PP-RP betragt 0,62 log und liegt damit
unter dem Grenzwert von 2 log.

Bei allen Ergebnissen, die unter Anwendung des gewichteten Mittelwerts zweier aufeinanderfolgender
Verdiinnungen berechnet wurden, ist der Quotient der beiden Mittelwerte nicht héher als 15 und nicht
niedriger als 5.

Schlussfolgerung:
Sofortwirkung

Das Prifverfahren weist einen niedrigeren Reduktionsfaktor als das Referenzverfahren auf. Die signifikante
Differenz betragt 0,67log und ist somit niedriger als die Grenze von 0,75log.

3-Stunden-Wirkung
Das Priifverfahren weist einen niedrigeren Reduktionsfaktor als das Referenzverfahren auf. Die signifikante
Differenz betragt 0,64log und ist somit niedriger als die Grenze von 0,85log.

Das oben angefiihrte Priifverfahren mit Promanum pure ist daher dem
Referenzverfahren nicht unterlegen.
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Anhang zu Bericht 19422601

ONORM EN 12791: 2018 - Chemische Desinfektionsmittel und Antiseptika - Chirurgische
Handedesinfektionsmittel - Priifverfahren und Anforderungen (Phase 2/Stufe 2) - Urwerte
(Blatt 2 von 4)

Referenz: Propan-1-ol 60% (v/v) Prifprodukt: Promanum pure
Prob Vorwert Nachwert - | Nachwert - 3- Vv it Nachwert - | Nachwert - 3-
rob. Hand Sofortwert | Stunden-Wert orwe Sofortwert | Stunden-Wert
R/P 1010|107} 10°| 10| 10| 10°| 10| 10*J 107 [10[ 10| 10° | 10™*| 10| 10°| 10} 107
1 |links n | 176 | 19 96 | 10 1 n n | s3] n|81]| 7
R rechts n n 60 | 88 11 1 n n | 115 83 8 0
2 links n n 264 n 232 | 22 n n 122 n 33 5
R rechts n n 106 n 192 | 15 n n 110 n n 33
3 links n n 92 14 2 0 n n 74 1 0 0
P [rechts n n [108] 21 | 5 0 n | 208 22 0 0 0
4  |links n |148| 11 | 88 | 8 0 n | 184 27 0 0 0
R |rechts n [ 124 19 5 1 0 n | 144 20 0 0 0
5 |links n n | 104] 128 12 0 n n | 168 79 | 12 1
P rechts n n 84 8 1 0 n n |216] 114 9
6 links n | 329]| 23 n 75 n n 49 n 57 6
P [rechts n [220f 20 | 26 | 2 0 n n | s4 n | 272 16
7 links n n 77 n 112 6 n n 216 n 344 | 26
R rechts n n 276 n 132 | 15 n n 312 n 256 | 20
8 |links n n | a1] 7 1 0 n n | 39 152 24 | 5
P rechts n 92 | 14 10 4 0 n 104 | 8 1 0 0
9 |links n | 155 | 16 87 | o n n | 4a]5s52] 3
R rechts n | 197 | 20 4 0 0 n n 31 184 | 26 1
10 [links n | 344 | 24 69 8 0 n n | 232] n n 32
R rechts n n 31 n 48 4 n n 192 n n 54
11 |links n n 52 a3 | 4 0 n | 192 22 [ 232 26 | 2
R |rechts n n 49 | a3 4 0 n | 108 15 51 5 0
12 |links n n | 144 n | 288 | 27 n n | 112] n n 72
P |rechts n n | 128] n 31 1 n n 56 8 0 0
13 |links n n | 59] 7 0 0 n n | 216 272 20 | 1
P |rechts n n | 116 2 0 0 n n |216] 224 27 1
14 |links n n 92 n n 96 n n 76 n n 39
P [|rechts n n 69 n | 149 | 10 n 77 | 14 n | 168 | 25
15 |links n |184| 26 | 4 1 0 87 | o 4 152 | 21 1
R |rechts n n 36 n 61| 9 || a5 3 1 0 0 0
16 |links n | 153 15 1 0 0 n | 224 20 136 18 | 2
P [rechts n [ 92| 9 5 2 0 n | 232 20 17 | 5 0
17 |links n |144| 15 | 75 [ 6 0 n |[101| 12 6 1 0
P rechts n | 256 | 27 42 3 n 152 | 14 n 33 7
18 |links n | 184 15 60 | 7 0 n |188| 25 | 1 0
R rechts n | 272] 22 2 0 0 n n 51 18 2 0
19 |[links n n 33 | 19 1 0 n n 73 12 1 0
P rechts n | 240| 25 0 0 n n 44 | 31 3
20 |links n | 112 16 1 0 0 n | 78| 8 0 0 0
P |rechts n [216| 19 1 0 0 n | 204 20 6 1 0
21 |links n | 168 | 20 n | 156 | 26 n n 81 n 41 2
R rechts n n 57 | 188 | 28 3 n n | 151 200 | 24 3
22 |links n n [105] n | 176 | 16 n n | 264 2 0 0
R |rechts n n | 82 208 | 23 1 n n [120] n [ 108 10
23 |links n |296| 29 | 12 | 2 0 n n | 61 86 | 6 0
P rechts n n 43 15 1 0 n | 296 | 28 | 12 1 0
24 |links n n 31 n 48 3 n n 46 n 99 | 13
R rechts n 296 | 18 n n 51 n n 52 n 72 7
25 |links n n | 119 n | 134| 15 n n |151] n n 51
P [rechts n n |[280] 176 | 20 | 2 n n | 328 n | 108 12
26 |links n | 208 23 4 0 0 n n | 44] 68| 4 0
P rechts n | 188 | 18 | 119 | 12 1 n | 192 23 n 61 | 13
27 |links n n | 192 n 39 3 n n 72 n 47 6
R rechts n n 47 3 1 0 n n 61 n n 47
28 |links n 67 8 1 0 0 n n 96 n 31 3
R rech_ts n 46 7 15 2 0 n 169 | 21 208 | 29 1

n: nicht zahlbar (>330) fett gedruckte Werte wurden fir die weitere Berechnung verwendet
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18.12.19

ONORM EN 12791: 2018 - Chemische Desinfektionsmittel und Antiseptika - Chirurgische

Handedesinfektionsmittel - Priifverfahren und Anforderungen (Phase 2/Stufe 2) - Berechnete

Werte (Blatt 3 von 4)
Auswertung Referenz Referenz 3- Priifprodukt; Prifprodukt: 3- Sofort- 3-Stunden-
Sofortwert Stunden-Wert Sofortwert Stunden-Wert wirkung Wert
Prob. [ree™| vW | Nw | Rf | vw [ Nw [ Rf | vw [ NW | RF | vW | NW | Rf R-P |Rang| R-P [Rang
1 |RrPP| 478 194| 283 425 1,98 227] 472| 291 182 506 192 3,14 1,02[ 7] -088| 23
2 [rRePP| 542| 336 206] 503 327] 1,75 504 352| 152] 509 252 257 054 12] 082 21
3 [pp-RP| 503 132 3,71] 496 1,15 382] 487 000| 487] 432| 000 432 1,16 27| -050[ 19
4 |RPPP| 417 194] 223] 411 o70] 341 417| 000| 417] 4,28| 000 4728 1,95 28] -087[ 22
5 |PP-RP] 502] 211 291] 492] 09| 402] 533 2,06 328] 523 190] 333 -037] 25| 069 9
6 [PP-RP| 435 141 294] 451 288] 163] 469 276] 193] 473 342] 1,31 1,01 8] 032] 16
7 [RPPP| 489| 305 184] 544 313] 231] 549 340] 209] 533 341 192 -0,26] 23] 040 14
8 |pr-RP| 461| 085 377] 398 100 298] 402[ 000 402] 459 220 239 -0,25| 22] 060] 11
9 [RPPPl 430 060 369] 419 194] 225| 464 1,72 293 449| 228 221 077] 10| 004| 17
10 [RP-PP| 449| 268 181] 438 184 254] 537 351| 1,86] 528 3,73] 155 005 19] 099 7
11 [RP-PP| 469| 163 306] 472 163] 308] 420 237 192] 405 1,71| 234 114 4] o74] 8
12 [PP-RP| 511| 249 262] 516 346 1,70 505 3.86| 1,19] 4,75 090| 385 142 3] -214] 27
13 [PP-RP| 4,77| 085 393] 506 030 476] 533 236] 298] 533 242| 291 095 9] 18| 3
14 [PP-RP| 496| 398 098] 484 317 1,67] 392 324 067] 488 359 1,29 031] 14| 038] 15
15 [RPPP| 4,28] o060 368] 456 279] 1,77] 265 000] 265] 294| 220| 074 1,03 6] 103 6
16 [PP-RP| 396| 070 326] 418 000| 418] 436 215 222] 436 1,23] 313 1,05 5] 105 5
17 [PP-RP| 46| 1,88 228] 441 162| 279] 418 252| 1.66] 400 078 323 062 11] -044| 18
18 [RP-PP| 443| 030 413] 426 178 248] 429 000| 420 471 1,26] 345 -0,16] 21] -097[ 25
19 [PP-RP| 452| 128 324] 438 000 438] 464 149| 315 486 1,08 378 009] 16] 060] 11
20 |pPRP| 433 000| 433] 407| 000 407] 389 000 389 431 078 353 044 13| 054| 13
21 |Rp-PP| 476 229| 246] 423| 322 101] 491| 261 230] 518 231 287 017| 15| -1.86] 26
22 |Rr-PP| 502 324] 178] 491| 232 259 508| 303 205] 542| 030 5,12 -027| 24] -253| 28
23 |PPRP| 447 1,08| 339 463| 118| 346] 447| 108 339 479 193 285 000 17| 061] 10
24 |RP-PP| 449 268| 181 446| 371 075] 472| 286 186] 466 3,00 167 0,05 19| -092] 24
25 |Rp-PP| 545 227| 318] 508| 313 194 518] 371 147] 552 3,03 248 1,71 2] -054] 20
26 |PPRP| 427 2,08] 2208 432| 060 372] 464| 183 281] 429 2,79 1,51 061 26] 221 1
27 [RPPP| 467| 048] 419] 528 259 269 486 267 219) 479| 367| 1,11 2,01 1| 158 4
28 |rp-PP| 366| 1,18] 249] 3,83 000 383 498| 249 249] 424] 233 1,90 000 17) 192 2
Xm |ges. | 461| 1,72 2,89 4,58| 1,80] 2,78] 4.64] 2,08 2,56] 4,70 2,02| 2,67] vW: logarithmischer Vorwert
S 0,42] 1,02 0,87] 0,43| 1,21] 1,06] 0,59 1,28] 1,03} 0,55 1,11] 1,08 NW: logarithmischer Nachwert
N 28] 28] 28] 28| 28] 28] 28| 28] 28] 28] 28| 28] Rf: logarith. Reduktionsfaktor
Xn |RP-PP| 4,63| 1,88 2,75] 4,58 2,27| 2,31] 4,69 2,32| 2,37] 4,74| 2,24| 2,49] R: Referenzverfahren
S 0,46| 1,05 0,86] 0,47 1,02) 081] 0,68 13| 0,85] 0,68 1,1 1,16] P: Priifverfahren
15 15| 15} 15| 15| 151 15| 15| 15} 15| 15| 15
Xm |PP-RP| 4,58] 1,54| 3,04] 4,57 1,25] 3,32] 457 1,80 2,77] 4,65 1,77 2,88
S 0,37 11 0,88] 0,39 1,21] 1,08] 0,49| 1,24 1,2] 0,39] 1,09] 0,99
13 131 13} 13| 13| 131 13| 13| 13} 13| 13| 13
Priifung_j der Reihenfolg_;ewirkung_jen
Differenz der Mittelwerte Sofortwert 3-Stunden-Wert
RP-PP 0,38 -0,18
PP-RP 0,27 0,44
Absolute Differenz 0,11 0,62
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Anhang zu Bericht 19422601
ONORM EN 12791: 2018 - Chemische Desinfektionsmittel und Antiseptika - Chirurgische Handedesinfektionsmittel -
Priifverfahren und Anforderungen (Phase 2/Stufe 2) - Statistik (Blatt 4 von 4)
Sortierung der Differenzen und Berechnung nach Hodges-Lehmann - Sofortwirkung
Sortierte Mittlere paarweise Differenzen / Rang
biferenzen [ 011,71 1,42]1,14]1,05]1,03]1,02]1,01]0,95]0,77]0,62] 0,54] 0,44] 0,31
1 2,01 [201/1
2 1,71]186/2 |171/4
3 1,42|1.72/3 |157/6 [142/13
4 1,14|158/5 [143/12]1,28/21[1,14/32
5 1,05(153/7 [1,38/15]1,24/24 [1,10/34 1,05/ 41
6 1,03|152/8 [1,37/16]1,23/25 [1,00/37 |1,04/44 [1,03/46
7 1,02[152/9 [137/17|1,22/27 1,08138 |1,04/45 103748 |1,02/ 49
8 1,01 |151/10[1,36/18]1,22/28 [1,08/39 |1,03/46 [1,02/49 |1,02/52 [1,01/53
9 0,95 [1.48/111,33/19 |1,19/20 |1,05/43 [1,00/57 |0,99/ 58 [0,99 /50 |0,98 /60 [0,95 /65
10 0,77 139114124123 1,10/34 |0.96/ 64 [0,91/69 |0.90/70 [0,90 /72 |0,89/73 0,86/ 79 |0,77/ 98
11 0,62 1,32/201,17/30 [1,02/49 |0,88/74 [0,84 /83 |0,83/ 86 [0,82/87 |0.82/89 0,79 94 |0,70/ 114062/ 125
12 0,54 [1.28/22]1,13/33 [0,98/60 |0,84/82 [0.80/90 |0.79/93 [0,78 195 |0.78/96 [0,75/ 10qJ0,66 / 1210,58 1 13J0,54 / 145
13 0,44 [1.23126 [1,08/39 [0,93 /67 [0,79/92 [0,75/ 100,74/ 1040,7311040.73/ 1040,70/ 1190,61 1 120,53 14g0,49 / 164 0,44 / 177
14 0,31 |1.16/311.01/53 [0,67/78 |0,73/ 10q0.68 / 110,67/ 117067/ 1190,66 / 12q0,63 1 1290,54 / 144047 1 1740,43 1 1890,38 1 200,31/ 217
15 0,17 [1,09/36 [0.94/66 [0,80/91 |0,66/1240,61/127]0.60/ 1240,60 /130,59 / 1390,56 / 140,47 1 17q0.40/ 18g0,36 1 2070,31 / 224
16 0,09 1.05/42090/70 [0,76/99 |0.62/ 124057 /130,56 / 130,56 1 141)0,55 / 1470,52/ 1540,43 1 1810,36 / 204)0,32 / 210,27 / 224
17 0,00 |1,01/55 |0,86/80 [0,71/10d0,57/ 1370553/ 140,52/ 159051 1 1590,51 1 157048 1 1640,39 1 1890,31/ 217027 1 229
18 0,00 |1,01/55 |0,36/80 [0,71/1040,57/ 137053/ 1490,52/ 150,51 1 1590,51 / 1570481 160,39 / 1990,31/ 217027 / 228
19| -0,05(098/62]0,83/84 0,69/ 1140,55/1440,50/ 1540,49/ 1610,49/ 164048 1 1670.45/1790,36 1 2090,29 / 2290,25 / 23
20| -0,050.98/62]083/84 [0.69/1140,55/ 1440550/ 1590.49/ 167049/ 1690,48 / 167045/ 1740,36 / 2090,20 / 240,25 233
21| -0,160.93/68]0,78/96 [0.63/1290.49/ 164045/ 1790441174043/ 180,43/ 184040/ 19q0,31/ 220
22| -0,25|0s8/74]0,73/104059/1340.45/ 17¢040/1870,39 / 1970,39 1 1990,38 / 1940,35/ 2040,26 / 23
23| -0,26 088176 0,73/ 1040581134044/ 174040/ 18g0,39/ 1990,38 1 19¢)0,38 / 2010,35/ 210,26 / 231
24| -0,27 087177072/ 1040581139044/ 18q0,39/1910,38 / 1940,38 1 2010,37 1 2040,34 / 210,25/ 237
25| -0,37|0.s2/88 |067/114053/1500,39/ 197034/ 2110,33/2190,33 1 2140,32/2190,20/ 229
26| -0,61]070/11q055/144041/18¢0,27 /229
27| -1,16|043/184028/224
28| -1,95
Sortierung der Differenzen und Berechnung nach Hodges-Lehmann - 3-Stunden-Wirkun
Sortierte Mittlere paarweise Differenzen / Rang R-P Rang
Differenzen 12,2111,92|1,85|1,58/1,05|1,03(0,99(0,74[0,69/0,61|0,60| 0,60/ 0,54]| 0,400 +Vz| -Vz | -Vz [ +Vz
1 2,21)221/1 -0,88] 0,88 13] -13
2 1,92[207/2 [192/4 -0,82] 0,82 15| -15)
3 1,85[203/3 [180/6 [185/7 -0,50] 0,500 23| -23
4 1,58190/5 [175/8 [172/9 [158/13 -0,87] 087) 14| -14
5|  1,05]163/10[149/14]145/18 |1.32/27 [105/57 069 069 17] 17
6 1,03 [162/11 (148715 [144/20 [1,31/28 [1,04/58 [1,03/ 50 0,32] 0,32 271 27
7 0,99]1.60/12|146/17 |1.42/211.29/33 |1,02/60 |1,01 161 |0.99/62 040 040f 25| 25
8 0,74 |148/15]1,33/26 |1,30/31 |1,16/44 |0,00 /68 [0,89 /69 [0,87 172 0,741 90 0,60 0,601 19,5 195
9 0,691:45/19 [1,31/29]1,27/34 |1,14/47 0,87 /71 0,86/ 73 |0,84/ 75 [0,72/ 95 0,69/ 101 0,04 0,04 28 28||
10 0,61 141122127135 [1,23130 |1,10/52 0,83/ 77 |0,82/ 80 [0,80 /84 |0.68/ 104065/ 114061/ 121 0,99 0,99 10 10|
11 0,60]141/231,26/37 |1,23/411,09/53 |0,83/78 |0,62/81 |0,80/ 86 [0,67/ 1040,65/ 1140,61/1240,60/ 124 0,74] 0,74] 16| 16|
12 0,60 141723 |1,26137 |1,23/41|1,00/53 |0,83/78 [0,82 /81 [0,80 186 [0,67 1 10q 0,651 119061/ 124060/ 1240601 124 -2.14] 2,14 3 |
13 0,54 [1.38/251,23/39 [1,20/43 |1,06/56 [0.80/85 |0.79/88 [0,7/89 |0.64 / 1140,62/ 120,58 / 127]0,57 1 124)0,57 / 120,54 / 134 1,85| 1,85 6 6|l
14 0,40]131 /29 1,16/45 [1,13/48 |089 /62 [0.73 /92 [0.72/ 93 [0.70/ 99 0,57 1 120,55 / 130,51/ 140,50 1 14050/ 14047 1157040 1164 0,38] 0,38] 26| 26|
15 0,38 [1.30/311,15/46 [1,12/51 |0,98/64 [0.72/93 |0,71 /97 0,69/ 1090,56 / 134054 13d0,50 / 154049 1540,49 1 159 0,46 / 16 1,03] 1,03 9 9l
16 0,32 1.27/35[1,12/50 [1,00/55 |0,95/66 0,69/ 10]0.68/ 104066 1 1140,53/ 14q0,51/ 14d0.47 1 15d0.46 1 160,46 / 161043 164 1,05| 1,05 8 8
17 0,04 [1.13/48|098/64 [0,95/67 |0,81/83 [0,55/1340,54/ 134052/ 145 044 0441 24| -24
18| -0,44[089/69]074/00]071/97 |057/129 -097] 097) 11| -1
19| -0,50/0386/74]0,71/96 [0,68/1050,54 /135 0,60] 0,60 19,5] 19,5
20| -0,54[0s4/76 069/ 101066114052/ 144 0,54] 054] 215 21,5
21| -0,82[070/9 055/ 13d052/144 -1,86] 1,86 5[ -5
22| -0,87/067/10du53/14{0.49/ 157 -253| 253 1 1|
23 -0,88067/1110,52/144049/ 15 0,61] 0,61 18 18
24| -0,92|065/119050/ 154047158 0,92 092 12| -12
25 -0,97 [062/119048/ 150,44/ 163 -0,54| 0,54] 21,5] -21,5
26| -1,86 2,21] 2,21 2 2
27| -2,14 1,58 1,58 7 7
28| -2,53 192) 1921 4] 4
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Order-No: A194226
Test report 19422621

Promanum pure - hand disinfectant

test product batch pH
Promanum pure 19174M09 5.30

Period of testing is from delivery to report date (2019-11-15 - 2019-12-18)

Test order

Ordered by:

Date of delivery:
Transferred by:
Product container:
Matrix of product:

Storage conditions:

Dilution medium:
Active ingredients

(acc. to manufacturer):
Appearance, smell:

Tests according to the 'Requirements and methods for VAH certification of
chemical disinfectant procedures' (2015-April-02)
Method 8 - qual. Suspension test

EN 13727 - Chemical disinfectants and antiseptics — Quantitative suspension test
for the evaluation of bactericidal activity in the medical area — Test method and
requirements (phase 2, step 1): 2012+A2:2015-10

EN 13624 - Chemical disinfectants and antiseptics — Quantitative suspension test
for the evaluation of fungicidal or yeasticidal activity in the medical area — Test
method and requirements (phase 2, step 1): 2013-09

EN 1500 -Hygienic handrub - Test method and requirements (phase 2, step 2):
2013-04

EN 12791 - Surgical hand disinfection - Test method and requirements (phase 2,
step 2): 2016+A1: 2017-11

clean conditions

X |]dirty conditions

Centre of Excellence Infection Control, 6204 Sempach
2019-11-15

mail service

500ml KS-Flaschen

hand rub

no instruction by the manufacturer, room temperature
demineralised water (pyrogen free)

in 100 g: 73.4 g of ethanol and 10 g of propan-2-ol

colorless, clear liquid with a specific smell

pH-values of the concentrations tested: Konz: pH
vol-% 100 5.30
80 5.12
40 5.04

20 5.40
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The results of each test are in the annex
All dilutions are as vol-% All times are as seconds

Summar of results:

Bacteriostatic and fungitstatic effect The results are valid
Effective neutralizer:

3% Polysorbat 80, 0,3% Lecithin, 3% Saponin

Qualitative suspension test: The results are valid
Effective concentrations-time-relations: (vol-%)/ seconds)

conc./ time conc./ time conc./ time conc./ time conc./ time
E. coli 40/ 15
P. mirabilis 40/ 15
P. aeruginosa 30/ 15

The most resistant gram- test germ, which is also used for further test is:
E. coli

Quantitative suspension test, dirty conditions: The results are valid
Effective concentrations-time-relations: (vol-%/ seconds)
conc./ time conc./ time conc./ time conc./ time conc./ time

S. aureus 80/ 15

E. hirae 80/ 15

P. aeruginosa 40/ 15

E. coli 40/ 15

C. albicans 80/ 15

Hygienic hand rub The results are valid
effective incubation time tested:
concentrate: 30 seconds

Surgical hand rub The results are valid
effective incubation time tested:
concentrate: 90 seconds

2019-12-18

The results given in this test report relate only to the items tested. This test report shall not be reproduced except in full

without-the written apppbval of the testing laboratory.

dana Jus
oratory manager W.H.U. GmbH

rendered to: client
Anhang: 13 pages test results
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Annex to report 19422621

2019-12-18

Test results Promanum pure, qualitative suspension test
Laboratory-ID: P194226001 | |date of test 2019-11-26 |pH-va|ue (concentrate): 5.30
Qual. susp. test Name of Prod. ~ Promanum pure Batch-No.: 19174M09
Testbedingungen: whithout interfering substances
neutralizer 3% Polysorbat 80, 0,3% Lecithin, 3% Saponin
temp. (test) 20 °C | |incubation time: 48 hours 3 4 5 cfu (log/ml) test conditions
||test strain: S. aureus ATCC 6538 incubation temperature: 37 °C
||test strain: E. hirae ATCC 10541 incubation temperature: 37 °C
||test strain: E. coliNCTC 10538 incubation temperature: 37 °C 8.58 OK.
||test strain: P. mirabilis ATCC 14153 [incubation temperature: 37 °C 8.56 oK.
||test strain: P. aeruginosa ATCC 15442 |incubation temperature: 37 °C 8.65 OK.
test strain: C. albicans ATCC 10231 incubation temperature: 30 °C
: conc. of prod. contact time (seconds)
test strain
vol-% 15 30 60
S. aureus ATCC 6538
water control
E. hirae ATCC 10541
water control
40 - - -
30 + - -
E. coli NCTC 20 + + +
10 + + +
water control +
40 - - -
30 + - -
P. mirabilis ATCC 20 + + +
10 + + +
water control +
40 - - -
. 30 - - -
55 Zguglnosa ATCC 20 " " "
10 + + +
water control +
C. albicans ATCC 10231
water control
+: growth (turbidity) - no growth
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Test results Promanum pure, S. aureus ATCC 6538, dirty conditions|

EN 13727 Chemical disinfectants and antiseptics - Quantitative suspension test for the evaluation of bactericidal activity in the medical area - Test
method and requirements (phase 2, step 1): 2012+A2: 2015-10

Lab-No.: P194226001 | [Dateoftesting 2019-11-20 |pH-value (concentrate):  5.30

Name of product Promanum pure Batch-No.: 19174M09

Test conditions I X Idilution neutralization method: neutralizer:
3% polysorbate 80, 0,3% lecithine, 3% saponine

I X Ipour plate technique I Ispread plate technique I 1|m| per plate

I Imembran filtration method: rinse medium; . approx ml:

Temp. (test) 20 °C | interfering subst.: dirty conditions (bovine albumin 3g/l+ sheep erythrocytes 3ml/l)

test strain S. aureus ATCC 6538 | [incubation temperature: 37 °C | [incubation time: 48 hours

dilution medium for product test solutions: ~ hard water |dim. of concentration: vol-%
visible inhomogenities of

product solutions

control and validation:

i iti [method validation ( C
validation suspension (Nv0) experimental conditions control Ineutralizer control (B) method validation ( C)
(A) conc. of prod. = | 80[vol-%
3 32 3 32
Ve \g \g \g
L [ e S L [ e S
8 6 5 5 4 4 4 3
\/c2 | 3 | 3 \c2 | 3 | 33 \c2 | 3 | 3 \c2 | 3 | 3
30 <xof Nyp < 160 X Of Ais 20,5 % x;, of Ny X Of Bis 20,5 % x;, of N X Of Cis 20,5 x x, of Nyg
oK. oK. oK. oK.
Validi ion (NvB Vo= 34 Vo= 32 0 <xvonNvgs 1
alidierungssuspension (NvB) ct c2 % (VerVe)= 33 3 B 60
16 + 18] 17 + 15 oK.
test suspension: Vel Ve2
N Vot Va2V Vg2 [xwm= 150 106 | IgN=820
106 | 168 152 No =N /10, Igig Ny = |7.20
107 | 15 14 717 <Ny < 7.70 oK.
: incubation- Vel V2 lg.n R ;
test conc. of test0 ime |dil N,=X,, % 10 lgio N, 910 requirements oH
product (vol-%) (seconds) V= 1|Vey-2V - 1] V-2 (Ng= 7.20) fulfilled:
0
1 80 55 (O] O 0 <140 <215 | 506 |ok. 5.12
10 0 0
0
2 40 15 [ _|P330  [»330 >33000 452 | <268 |nok. 5.04
100 5330  [>330
0
3 20 15 [ _|P330  [»330 >33000 452 | <268 [nok. 5.4
100 5330  [>330
0
4 80 50 POl O 0 <140 <215 | 506 |ok. 5.12
10 0 0
0
5 40 0[O X330 330 >33000 452 | <268 |noK. 5.04
100 5330 [>330
0
6 20 g0 [0 {2330 |33 >33000 452 | <268 [nok. 5.4
100 5330  [>330
0
7 80 6o O] 0 0 <140 <215 | 506 |ok. 5.12
10 0 0
0
8 40 o O[PS0 [330 5600 375 | 345 |nok 5.04
10" | 54 58
0
9 20 6o [O_[23%0] 330 >33000 452 | <268 [nok. 5.4
100 5330  [>330

c=cell count per ml X,=mean of Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V,-2) xwm=weighted mean of X, R=reduction (Ig;g R=N,-Ig4N,)
if N,<140, Ig R=>[IgNy-2,15], if N;>Xx10, Ig R=<[IgNy-1gX] (IgX=upper limit of V)
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Test results Promanum pure, E. hirae ATCC 10541, dirty conditions

EN 13727 Chemical disinfectants and antiseptics - Quantitative suspension test for the evaluation of bactericidal activity in the medical area - Test
method and requirements (phase 2, step 1): 2012+A2: 2015-10

Lab-No.: P194226001 | [Dateoftesting 2019-11-20 |pH-value (concentrate):  5.30

Name of product Promanum pure Batch-No.: 19174M09

Test conditions I X Idilution neutralization method: neutralizer:
3% polysorbate 80, 0,3% lecithine, 3% saponine

I X Ipour plate technique I Ispread plate technique I 1|m| per plate

I Imembran filtration method: rinse medium; . approx ml:

Temp. (test) 20 °C | interfering subst.: dirty conditions (bovine albumin 3g/l+ sheep erythrocytes 3ml/l)

fest strain E. hirae ATCC 10541 | [incubation temperature: 37 °C | [incubation time: 48 hours

dilution medium for product test solutions: ~ hard water |dim. of concentration: vol-%
visible inhomogenities of

product solutions

control and validation:

i iti [method validation ( C
validation suspension (Nv0) experimental conditions control Ineutralizer control (B) method validation ( C)
(A) conc. of prod. = | 80[vol-%
26 4 43 50
Ve \g \g \g
L [ e S L [ e S
50 48 49 465 48 455 4 48
\/c2 | | \c2 | | \c2 | | 5 \c2 | 6 |
30 <xof Nyp < 160 X Of Ais 20,5 % x;, of Ny X Of Bis 20,5 % x;, of N X Of Cis 20,5 x x, of Nyg
oK. oK. oK. oK.
Validi ion (NvB V= 51 V= 48 30 <xvonNvgs 160
alidierungssuspension (NvB) c1 c2 X, (VerVe)= 495 B
23 + 28| 21 + 27 oK.
test suspension:[ Vet V2
N VotV 2V V2 [xwm= 190 106 | IgN=831
106 | 203 209 No=N /10, Igio Ny = |7.31
107 | 19 22 717 <Ny < 7.70 oK.
: incubation- Vel V2 | R .
test conc. of test0 ime |dil N,=X,, % 10 lgio N, 910 requirements oH
product (vol-%) (seconds) V= 1|Vey-2V - 1] V-2 (No= 7.31) fulfilled:
10° 0 0
1 80 15 <140 <215 | 517 |ok. 5.12
10 0 0
0
2 40 15 [ _|P330  [»330 >33000 452 | <280 |nok. 5.04
10" [>330]  |>330
0
3 20 15 [ _|P330  [»330 >33000 452 | <280 |nok. 5.4
10" [>330]  |>330
0
4 80 50 POl O 0 <140 <215 | 517 |ok. 5.12
10 0 0
0
5 40 0[O X330 330 >33000 5452 | <280 |nok. 5.04
10" [>330]  |>330
0
6 20 g0 [0 {2330 |33 >33000 452 | <280 [nok 54
10" [>330]  |>330
0
7 80 6o O] 0 0 <140 <215 | 517 |ok. 5.12
10 0 0
0
8 40 o O | 138 122 1310 312 | 420 |nok 5.04
10" | 15 8
0
9 20 6o [O_[23%0] 330 >33000 452 | <280 [nok 54
10" [>330]  |>330

c=cell count per ml X,=mean of Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V,-2) xwm=weighted mean of X, R=reduction (Ig;g R=N,-Ig4N,)
if N,<140, Ig R=>[IgNy-2,15], if N;>Xx10, Ig R=<[IgNy-1gX] (IgX=upper limit of V)
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Test results Promanum pure, P. aeruginosa ATCC 15442, dirty conditions
EN 13727 Chemical disinfectants and antiseptics - Quantitative suspension test for the evaluation of bactericidal activity in the medical area - Test
method and requirements (phase 2, step 1): 2012+A2: 2015-10
Lab-No.: P194226001 | [Dateoftesting 2019-11-20 |pH-value (concentrate):  5.30
Name of product Promanum pure Batch-No.: 19174M09
Test conditions I X Idilution neutralization method: neutralizer:
3% polysorbate 80, 0,3% lecithine, 3% saponine

I X Ipour plate technique I Ispread plate technique I 1|m| per plate

I Imembran filtration method: rinse medium; . approx ml:
Temp. (test) 20 °C | interfering subst.: dirty conditions (bovine albumin 3g/l+ sheep erythrocytes 3ml/l)
test strain P. aeruginosa ATCC 15442 | [incubation temperature: 37 °C | [incubation time: 48 hours

I

dilution medium for product test solutions: ~ hard water |dim. of concentration: vol-%
visible inhomogenities of

product solutions
control and validation:

' iti |method validation ( C
validation suspension (Nv0) experimental conditions control Ineutralizer control (B) method validation ( C)
(A) conc. of prod. = | 80[vol-%
37 33 35 29
Ve \g \g \g
| [ o= | [ o= | [ o= | [ o=
1 4 2 2.5 0 2.5 4 1.
\/c2 | 3 | 3 \c2 | 3 | 3 \c2 | 3 | 3 \c2 | 3 | 315
30 <xof Nyp < 160 X Of Ais 20,5 % x;, of Ny X Of Bis 20,5 % x;, of N X Of Cis 20,5 x x, of Nyg
oK. oK. oK. oK.
Validi ion (NvB V= 32 Vo= 32 30 <xvonNvgs 160
alidierungssuspension (NvB) c1 c2 %, (VerVe)= 32 B
16 + 16| 18/ + | 14 oK.
test suspension:[ Vet V2
N [Vg1|Ve-2fVer-1|Vo-2 xwm= 160 x106 | Igio N = 8.22
106 | 181 155 No=N/10,IgyoNg = |7.22
10 -7 16 14 747 =Np < 770|oK.
: incubation- Vel V2 lg.n R ;
test conc. of test0 ime |dil N,=X,, % 10 lgio N, 910 requirements oH
product (vol-%) (seconds) V= 1|Vey-2V - 1] V-2 (No= 7.22) fulfilled:
10° 0 0
1 80 15 <140 <215 | >5.08 [oK. 5.12
10 0 0
0
2 40 15 [ 0 0 <140 <215 | 508 |ok. 5.04
10 0 0
0
3 20 15 [ _|P330  [»330 >33000 452 | <271 |nok. 54
10" |>330 >330
0
4 80 50 POl O 0 <140 <215 | 508 |ok. 5.12
10 0 0
0
5 40 3 O] 0 0 <140 <215 | 508 |ok. 5.04
10 0 0
0
6 20 s0 [0 {2330 330 >33000 452 | <271 |nok. 5.4
10" |>330 >330
0
7 80 6o O] 0 0 <140 <215 | 508 |ok. 5.12
10 0 0
0
8 40 oo O] 0 0 <140 <215 | 508 |ok. 5.04
10 0 0
0
of 2 pp [P0 2330 >33000 | >452 | <271 [nok 5.4
10" |>330 >330

c=cell count per ml X,=mean of Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V,-2) xwm=weighted mean of X, R=reduction (Ig;g R=N,-Ig4N,)
if N,<140, Ig R=>[IgNy-2,15], if N;>Xx10, Ig R=<[IgNy-1gX] (IgX=upper limit of V)
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Test results Promanum pure, E. coli K12 NCTC 10538, dirty conditionsl
EN 13727 Chemical disinfectants and antiseptics - Quantitative suspension test for the evaluation of bactericidal activity in the medical area - Test
method and requirements (phase 2, step 1): 2012+A2: 2015-10
Lab-No.: P194226001 | [Dateoftesting 2019-11-20 |pH-value (concentrate):  5.30
Name of product Promanum pure Batch-No.: 19174M09
Test conditions I X Idilution neutralization method: neutralizer:
3% polysorbate 80, 0,3% lecithine, 3% saponine

I X Ipour plate technique I Ispread plate technique I 1|m| per plate

I Imembran filtration method: rinse medium: . approx ml:
Temp. (test) 20 °C | interfering subst.: dirty conditions (bovine albumin 3g/l+ sheep erythrocytes 3ml/l)
fest strain E. coli K12 NCTC 10538 | [incubation temperature: 37 °C | [incubation time: 48 hours

I

dilution medium for product test solutions: ~ hard water |dim. of concentration: vol-%
visible inhomogenities of

product solutions
control and validation:

' iti |method validation ( C
validation suspension (Nv0) experimental conditions control Ineutralizer control (B) method validation ( C)
(A) conc. of prod. = | 80[vol-%
32 34 32 36
Ve \g \g \g
| 1 e | 1 e | 1 e | 1 e
7 45 3 5 1 15 4 5
\/c2 | 3 | 3 \c2 | 3 | 33 \c2 | 3 | 3 \c2 | 3 | 3
30 <xof Nyp < 160 X Of Ais 20,5 % x;, of Ny X Of Bis 20,5 % x;, of N X Of Cis 20,5 x x, of Nyg
0.K. 0.K. oK. oK.
Validi ion (N\VB)  |Vy= 32 V= 29 30 <xvonNvg< 160
alidierungssuspension (NvB) c1 c2 X, (VerVe)= 305 B
14+ 18] 17 + 12 oK.
test suspension:[ Vet V2
N [Vet[Ve2Vt|Ve2d  [xwm= 160 x106 | lgoN=821
106 | 152 168 Ny =N /10, Ig,oNg=  |7.21
10 7 16 17 747 <Ny < 7.70|oK.
: incubation- Vel V2 lg.n R ;
test conc. of test0 ime |dil N,=X,, % 10 lgio N, 910 requirements oH
product (vol-%) | (seconds) Ver- V-2 Vo 1[Veo-2 (No= 7.21)  fulfilled:
10° 0 0
1 80 15 <140 <15 | >506 oK. 5.12
10 0 0
0
2 40 15 [ 0 0 <140 <215 | 506 |ok. 5.04
10 0 0
0
3 20 15 [ _|P330  [»330 >33000 452 | <269 [nokK. 54
10" [>330]  [>330
0
4 80 50 POl O 0 <140 <215 | 506 |ok. 5.12
10 0 0
0
5 40 3 O] 0 0 <140 <215 | 506 |ok. 5.04
10 0 0
0
6 20 s0 [0 {2330 330 >33000 452 | <269 [nokK. 5.4
10" [>330]  [>330
0
7 80 6o O] 0 0 <140 <215 | 506 |ok. 5.12
10 0 0
0
8 40 oo O] 0 0 <140 <215 | 506 |ok. 5.04
10 0 0
0
of 2 pp [P0 2330 >33000 | >452 | <269 [nokK 5.4
10" [>330]  [>330

c=cell count per ml X,=mean of Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V,-2) xwm=weighted mean of X, R=reduction (Ig;g R=N,-Ig4N,)
if N,<140, Ig R=>[IgNy-2,15], if N;>Xx10, Ig R=<[IgNy-1gX] (IgX=upper limit of V)
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Test results Promanum pure, C. albicans ATCC 10231, dirty conditions

EN 13624 Chemical disinfectants and antiseptics — Quantitative suspension test for the evaluation of fungicidal or yeasticidal activity in the
medical area — Test method and requirements (phase 2, step 1): 2013-09

Lab-No.: P194226001 |  [Dateoftesting 2019-11-20 | |pH-value (concentrate): ~ 5.30
Name of product Promanum pure Batch-No.: 19174M09
Test conditions ILIdiIution neutralization method: neutralizer:
3% polysorbate 80, 0,3% lecithine, 3% saponine

Mpour plate technique I Ispread plate technique I 1|m| per plate

I_Imembran filtration method: rinse medium: . approx ml:
Temp. (test) 20 °C | interfering subst.: dirty conditions (bovine albumin 3g/l+ sheep erythrocytes 3ml/l)
test strain C. albicans ATCC 10231 | [incubation temperature: 30 °C | [incubation time: 48 hours

II

dilution medium for product test solutions: ~ hard water |dim. of concentration: vol-%
visible inhomogenities of

product solutions
control and validation:

i iti [method validation ( C
validation suspension (Nv0) experimental conditions control Ineutralizer control (B) method validation ( C)
(A) conc. of prod. = | 80[vol-%
59 62 58 57
Ve \g \g \g
L [ e S L [ e S
61 57 595 59 85 55 5
\/c2 | | 60 \c2 | | \c2 | | 5 \c2 | | 6
30 <xof Nyp < 160 X Of Ais 20,5 % x;, of Ny X Of Bis 20,5 % x;, of N X Of Cis 20,5 x x, of Nyg
oK. oK. oK. oK.
Validi ion (NvB V= 57 V= 64 30 <xvonNvgs 160
alidierungssuspension (NvB) c1 c2 X, (VerVe)= 605 B
30 + 27| 31 + 33 oK.
test suspension:[ Vet V2
N VotV 2V V2] [wm= 240 106 | lggN=731
10+ | 213 196 No =N /10, Igy No= 6,31
106 | 24 20 617 <N, < 670 0K
: incubation- Vel V2 lg.n R ;
test conc. of test0 ime |dil N,=X,, % 10 lgio N, 910 requirements oH
product (vol-%) (seconds) V= 1|Vey-2V - 1] V-2 (No= 6.31) fulfilled:
10° 0 0
1 80 15 <140 215 | >417 |ok. 5.12
10 0 0
0
2 40 15 [ |P330]  [>330 >33000 452 | <180 |nok. 5.04
10" [>330]  [>330
0
3 20 15 [ _|P330  [»330 >33000 452 | <180 [nok 54
10" [>330]  [>330
0
4 80 50 POl O 0 <140 215 | >417 |ok. 5.12
10 0 0
0
5 40 30 [O X330 330 >33000 452 | <180 |noK. 5.04
10" [>330]  [>330
0
6 20 s0 [0 {2330 330 >33000 452 | <180 [nok 54
10" [>330]  [>330
0
7 80 6o O] 0 0 <140 <215 | 417 |ok. 5.12
10 0 0
0
8 40 o O |30 [330 >33000 452 | <180 |noK. 5.04
10" [>330]  [>330
0
9 20 6o [O_[23%0] 330 >33000 452 | <180 [nok 54
10" [>330]  [>330

c=cell count per ml X,=mean of Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V,-2) xwm=weighted mean of X, R=reduction (Ig;g R=N,-Ig4N,)
if N,<140, Ig R=>[IgNy-2,15], if N;>Xx10, Ig R=<[IgNy-1gX] (IgX=upper limit of V)
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”T)NORM EN 1500 2013 06 01 - Chemical disinfectants and antiseptics — Hygienic handrub
procedure - Test method and requirements (phase 2, step 2) - original datas

[laboratory-ID:  P194226001
[ldate of testing:  2019-12-06

Name of product: Promanum pure

test germ: incubation: contact time cfu of suspension dil. cfu
E. coli NCTC 10538 48 hours of test product: 3.8 x108 107 38
30 seconds 0.K 108 6
Reference: propan-2-ol Test product: Promanum pure
No. pre-count post-count pre-count post-count
hand
R/P 102 | 10* | 10° | 10° [ 10 | 10° ) 10° | 10* | 10° | 10° | 10? | 10?
1 left n 121 14 2 0 0 n 45 4 1 0 0
R right n 106 9 2 0 0 n 39 3 0 0 0
2 |left n n 38 151 16 1 n n 47 63 4 2
P right n n 43 139 15 2 n n 40 n 139 16
3 |left n 59 10 0 0 135 14 4 0 0 0
R right n 35 2 1 0 0 264 23 2 1 0 0
4 |left n 165 19 0 0 n n 31 1 0 0
P right n 173 18 0 0 0 n n 35 0 0 0
5 left 122 13 4 35 6 0 n 281 26 51 8 0
P right 101 9 1 9 1 0 n 277 27 13 2 0
6 |left n 68 7 18 1 0 n n 38 14 0 0
R right n 85 11 258 28 0 n 36 165 17 1
7 |left n 30 2 34 3 0 86 9 1 7 0 0
R right n 28 2 94 13 2 125 13 2 8 1 0
8 |left n 205 18 15 2 0 n 291 28 7 0 0
P right n 266 27 6 2 0 n 183 17 1 0 0
9 |left n 93 9 18 4 0 n n 37 7 1 0
R right n 116 14 3 0 0 n n 29 63 9 0
10 |left n 133 15 24 5 0 n 141 16 20 3 0
P right n 208 25 13 2 0 n 129 15 10 0 0
11 |[left n n 38 172 16 3 n 102 8 11 0 0
P right n 39 43 8 0 n 255 28 10 0 0
12 |left 23 2 1 2 0 0 n 172 18 6 0 0
R right 18 1 1 0 0 0 n 155 13 0 0 0
13 |[left n 113 12 0 0 0 n n 69 2 0 0
P right n 73 12 6 0 0 n n 48 1 0 0
14 |[left n 213 20 5 1 0 n n 51 7 0 0
R right n 262 25 13 0 0 n n 53 6 1 0
15 |left n n 44 73 9 0 n n 44 69 8 0
R right n n 36 88 13 2 n n 38 51 6 0]
16 |[left n 192 24 8 0 0 n n 34 276 28 6
P right n 136 10 12 3 1 n 181 17 n 238 25
17 |[left n n 37 208 24 4 n n 35 153 16 0
R right n n 31 n 49 5 n n 38 195 26 4
18 |[left n 219 23 11 1 0 n n 30 24 5 1
R right n 244 26 20 1 0 n n 31 33 4 0
19 |[left n 38 3 16 1 0 n 33 4 11 2 0
P right n 40 5 12 2 0 n 35 6 12 1 0
20 |left n n 75 145 17 5 n n 66 n 40 6
P right n n 43 169 19 3 n n 50 66 4 0]
n: not countable (>330) bold values: used for further calculations

Neutralizer: TSL




W.H.U.

Wosser  Hygiene  Umwelt

Annex to report 19422621

W.H.U. GmbH, Bodenlehenstrale 15, 5500 Bischofshofen, Austria

2019-12-18

[ONORM EN 1500 2013 06 01 - Chemical disinfectants and antiseptics — Hygienic handrub
procedure - Test method and requirements (phase 2, step 2) - calculated results
calculated results Reference Test product: Promanum pure
No. |order pre post Rf pre post Rf R-P rang
1 RP-PP 7.06 1.30 5.76 6.62 1.00 5.62 0.13 5
2 PP-RP 7.61 3.16 4.44 7.64 3.47 4.16 0.28 2
3 RP-PP 6.66 1.24 5.42 6.27 1.00 5.27 0.14 4
4 PP-RP 7.23 1.39 5.84 7.52 1.00 6.52 -0.68 16
5 PP-RP 6.05 2.25 3.80 7.44 2.41 5.03 -1.24 19
6 RP-PP 6.88 2.84 4.05 7.57 2.68 4.89 -0.84 17
7 RP-PP 6.46 2.75 3.71 6.02 1.87 4.14 -0.43 12
8 PP-RP 7.37 1.98 5.39 7.36 1.42 5.94 -0.55 15
9 RP-PP 7.02 1.87 5.15 7.52 2.32 5.19 -0.04 9
10 |PP-RP 7.23 2.25 4.98 7.14 2.15 4.99 0.00 7
11 |PP-RP 7.59 2.93 4.65 7.21 2.02 5.19 -0.54 14
12 |RP-PP 5.31 1.15 4.16 7.21 1.39 5.82 -1.67 20
13 |PP-RP 6.96 1.39 5.57 7.76 1.15 6.61 -1.04 18
14 |RP-PP 7.37 1.91 5.46 7.72 1.81 5.90 -0.44 13
15 |RP-PP 7.60 2.90 4.70 7.61 2.77 4.84 -0.14 10
16 |PP-RP 7.21 1.99 5.22 7.39 3.91 3.48 1.74 1
17 |RP-PP 7.53 3.51 4.02 7.56 3.24 4.32 -0.29 11
18 |RP-PP 7.37 2.17 5.19 7.48 2.45 5.03 0.16 3
19 |[PP-RP 6.59 2.14 4.45 6.53 2.06 4.47 -0.02 8
20 |PP-RP 7.75 3.20 4.55 7.76 3.21 4.55 0.01 6
Xm |complete] 7.04 2.22 4.83 7.27 2.17 5.10 pre: logarithmic pre-counts
S 0.60 0.72 0.66 0.51 0.87 0.81 post: logarithmic post-counts
N 20 18 18 20 20 20 Rf:  logarithmic reduction factor
Xm |RP-PP 6.93 2.16 4.76 7.16 2.05 5.10 R:  reference test method
s 068 [ 081 [ 073 ] 0.62 | 0.77 | 0.59 || P: test method
N 10 10 10 10 10 10 |
Xm |PP-RP 7.16 2.27 4.89 7.37 2.28 5.09
s 0.52 | 0.65 | 0.62 | 0.36 | 0.99 1.01
N 10 10 10 10 10 10
Sized differences and calculation according to Hodges-Lehmann
sized mean paired differences / rang
differences 1.74 0.28 0.16 0.14 0.13 0.01 0.00 0.02 0.04 0.14
1 1.74(1.74/1
2 0.28(1.01/2 ]0.28/19
3 0.16/095/3 [0.22/21 (0.16/24
4 0.14(0.94/4 10.21/22 |0.15/25 |0.14/28
5| 0.13/094/5 [0.21/23 [0.15/26 [0.14/30 [0.13/31
6 0.01[0.88/6 [0.15/26 [0.09/34 (0.08/36 [0.07/37 (0.01/48
7| 0.00/0.87/7 |0.14/28 ]0.08/35 [0.07/37 [0.07/41 [0.01/50 [0.00/51
8| -0.02[0.86/8 [0.13/31 |0.07/37 |0.06/42 |0.06/44 |-0.01/54 |-0.01/56 |-0.02/58
9| -0.04/085/9 [0.12/33 |0.06/43 [0.05/45 [0.05/46 |-0.02/57 [-0.02/58 [-0.03/60 [-0.04/61
10| -0.14|0.80/10 ]0.07/37 [0.01/49 |0.00/51 [-0.01/55 |-0.07/63 |-0.07/64 (-0.08/69 |-0.09/70 |-0.14/75
11| -0.29[0.73/11 |0.00/53 |-0.07/62 |-0.08/65 |-0.08/67 |-0.14/74 |-0.15/77 [-0.16/81 |-0.17/83
12| -0.43|0.66/12 |-0.08/65 |-0.14/72 |-0.15/77 |-0.15/79 |-0.21/90
13| -0.44(065/13 |-0.08/67 |-0.14/75 |-0.15/79 |-0.16/81
14| -0.54|0.60/14 |-0.13/71 |-0.19/84 |-0.20/86 [-0.21/88
15[ -0.55[0.60/15 |-0.14/72 |-0.20/85 |-0.21/88 |-0.21/91
16| -0.68|0.53/16 |-0.20/86
17| -0.84[045/17
18| -1.04(0.35/18
19| -1.24[025/20
20| -1.67[0.04/47
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ONORM EN 1500 2013 06 01 - Chemical disinfectants and antiseptics — Hygienic handrub
procedure - Test method and requirements (phase 2, step 2) - validation and conclusion

NvO= 34,5 ( 32 37 ) valid

NvB= 30500 ( 32 29 ) valid
Validation of the non-toxicity of the neutralizer - control sample B
Mean: 31,5 ( 32 31 ) valid
Validation of the test procedure - control sample C

[Mean: 35 ( 36 34 ) valid

Reference procedure: Pour 3 ml of propan-2-ol into the cupped dry hands and rub vigorously for 30 seonds
onto the skin up to the wrists in accordance with the standard handrub procedure. Repeat the whole
procedure to give a total rubbing time of 60 s.

Test procedure: Pour 3ml of Promanum pure into the cupped dry hands and rub vigorously for 30 seconds
onto the skin in accordance with the standard handrub procedure.

Complete results of 20 volunteers are available. Therefore the humber of complete results is valid. The
lowest mean of the pre-values is 7.04 log and is higher than the minimum level of 5 log, given in the EN
1500.

0 volunteers showed at the reference procedure log-reductions lower than 3 log. This number is lower than
the maximum number of 3. The maximum mean difference of the reduction factors RP-PP and PP-RP is 0,13
log. This ist lower than the upper limit of 2 log.

The quotient of the two means of each result, witch is calculated using the weighted mean, is between 5 and
15.

Conclusion:

The significant Difference is 0,00log. This is lower than the limit of 0,6log.

The test procedure mentioned above with Promanum pure shows higher reductions than the
reference method and is therfore non-inferior to the reference method.
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EN 12791:2016+A1:2017-11 - Chemical disinfectants and antiseptics. Surgical hand
disinfection. Test method and requirements (phase 2/step 2) - basics, validation and
conclusion (sheet 1 of 4)

laboratory-ID:  P194226001 [Name of product: Promanum pure

The validation of the tests done as the validation according to EN 13727 tests.

Reference procedure: Pour 3 ml of Propan-1-ol (60% v/v) into the cupped dry hands and rub vigorously for
3 minutes onto the skin up to the wrists in accordance with the standard handrub procedure. When getting
dry add additional samples of Propan-1-ol (60% v/v).

Test procedure with Promanum pure

Pour 3 ml product into the cupped dry hands and rub vigorously for 90 seconds onto the skin up to the
wrists in accordance with the standard handrub procedure. When getting dry add additional samples of
product.

number of 3ml-portions: 3/3/3/3/2/3/3/3/2/3/3/3/3/3/3/3/3/3/3/3/3/3/3/4/3/3/3/3

Period of testing from 2019-11-18 to 2019-12-18

incubation: | | 48| hours |contact time of test product | | 90|seconds | | | |

Neutralizer: TSL

Quality control of soft soap

Identity: fulfilled Alcohol-insoluble substances: 4 mg/2,59 loss on drying 43 %

Purity: fulfilled free alkali 0,05 ml HCI Determination of content 46 %
free acid 0,1 ml NaOH

Surgical gloves B Braun Vasco OP Sensitive agar diffusion test: 0.K

Complete results of 28 volunteers are available. Therefore the humber of complete results is valid. The
lowest mean of the pre-values is 4.58log and is higher than the minimum level of 3.5 log, given in the EN
12791.

5 volunteers showed at the reference procedure / immediate effect log-reductions lower than 2 log. The
maximum mean difference of the reduction factors RP-PP and PP-RP is 0.62 log. This ist lower than the
upper limit of 2 log.

The quotient of the two means of each result, witch is calculated using the weighted mean, is between 5
and 15.

Conclusion:
Immediate effect

The test procedure shows a lower reduction than the reference procedure. The significant difference is
0,67log. This is lower than the limit of 0,75log.

3-hours-effect
The test procedure shows a lower reduction than the reference procedure. The significant difference is
0,64log. This is lower than the limit of 0,85log.

The test procedure mentioned above with Promanum pure is non-inferior to
the reference method.
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EN 12791:2016+A1:2017-11 - Chemical disinfectants and antiseptics. Surgical hand
disinfection. Test method and requirements (phase 2/step 2) - original datas (sheet 2 of 4)

Reference: propan-1-ol 60% (v/v) Test product: Promanum pure
post-count- |post-count - 3- post-count - ost-count - 3-
No. hand pre-count | i mediate effect hours-effect pre-count | hediate effect phours-effect
R/P 1010|107} 10°| 10™] 10| 10°| 10| 10*J 107 [10[ 10| 10° | 10™*| 10| 10°| 10} 107
1 left n | 176 | 19 96 | 10 1 n n 53 n 81 7
R  |right n n 60 | 88 | 11 1 n n | 115 83 8 0
2 left n n 264 n 232 | 22 n n 122 n 33 5
R |right n n | 106 n | 192 15 n n |110] n n 33
3 left n n 92 14 2 0 n n 74 1 0 0
P |right n n | 108] 21 5 0 n | 208 22 0 0 0
4 |left n |148| 11 | 88 8 0 n | 184 | 27 0 0 0
R |right n | 124 19 5 1 0 n | 144 | 20 0 0 0
5 |left n n | 104] 128 | 12 0 n n | 168 79 | 12 1
P right n n 84 8 1 0 n n | 216] 114 | 9
6 left n | 329 | 23 n 75 n n 49 n 57 6
P |right n | 220 29 | 26 2 0 n n 54 n | 272 16
7 left n n 77 n 112 6 n n 216 n 344 | 26
R [right n n | 276 n | 132 15 n n |312] n | 256 | 20
8 |left n n 41 7 1 0 n n 39 152 | 24 5
P right n 92 | 14 10 4 0 n | 104 8 1 0 0
9 |left n | 155 | 16 87 9 n n 44 | 52 3
R [right n |197| 20 | 4 0 0 n n 31 184 | 26 1
10 [left n | 344 | 24 69 8 0 n n | 232] n n 32
R [right n n 31 n 48 4 n n | 192 n n 54
11 |[left n n 52 43 4 0 n | 192| 22 | 232| 26 2
R |right n n | 49] 43| 4 0 n | 108 15 51 | 5 0
12 |[left n n | 144 n | 288 | 27 n n | 112] n n 72
P |right n n |128] n [ 31 1 n n | 56 8 0 0
13 |[left n n 59 7 0 0 n n | 216 272 | 20 1
P |right n n | 116 2 0 0 n n |216]224] 27 | 1
14 |left n n 92 n n 96 n n 76 n n 39
P [right n n | 69 n | 149 | 10 n | 77| 14| n |168] 25
15 |[left n | 184 | 26 4 1 0 87 9 4 152 | 21 1
R |right n n | 36 n | 61| 9 Jas| 3 1 0 0 0
16 |[left n | 153 | 15 1 0 0 n | 224| 29 | 136 | 18 2
P |right n 92 | 9 5 2 0 n | 232 20 17 5 0
17 |left n |144| 15 ] 75 6 0 n [101| 12 6 1 0
P [right n | 256 | 27 42 3 n | 152 | 14 n 33 7
18 |[left n | 184 | 15 60 7 0 n | 188 | 25 1 0
R [right n | 272 22 2 0 0 n n 51 18 2 0
19 |[left n n 33 | 19 1 0 n n 73 12 1 0
P [right n | 240 25 0 0 n n 44 | 31 3
20 |left n | 112 16 1 0 0 n 78 8 0 0 0
P [right n | 216 | 19 1 0 0 n | 204| 20 6 1 0
21 |left n | 168 | 20 n | 156 | 26 n n 81 n 41 2
R |right n n 57 | 188 | 28 3 n n | 151 200 | 24 3
22 |left n n [105] n | 176 | 16 n n | 264 2 0 0
R |right n n 82 208 | 23 1 n n |120] n | 108] 10
23 |left n |296| 29 | 12 2 0 n n 61 86 6 0
P right n n 43 15 1 0 n | 296 | 28 | 12 1 0
24 |left n n 31 n 48 3 n n 46 n 99 | 13
R |right n | 296 | 18 n n 51 n n 52 n 72 7
25 |left n n | 119 n | 134| 15 n n |151] n n 51
P |right n n | 280] 176 | 29 2 n n | 328 n | 108 12
26 |left n | 208 | 23 4 0 0 n n 44 | 68 4 0
P [right n | 188 | 18 | 119 | 12 1 n | 192 | 23 n 61 | 13
27 |left n n | 192 n 39 3 n n 72 n 47 6
R |right n n 47 | 3 1 0 n n 61 n n 47
28 |left n 67 8 1 0 0 n n 96 n 31 3
R riglht n 46 7 15 2 0 n 169 | 21 208 | 29 1

n: not countable (>330) bold values: used for further calculations
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EN 12791:2016+A1:2017-11 - Chemical disinfectants and antiseptics. Surgical hand
disinfection. Test method and requirements (phase 2/step 2) - calculated results (sheet 3 of 4)

calculated results] Reference, Reference, 3- Test product: | Test product: 3- fimmediate  [3-hours-
immediate effect | hours-effect | immediate effect |  hours-effect effect effect
No. |order | pre | post| Rf | pre [post| Rf | pre |post| Rf | pre |post| Rf R-P |rang] R-P | rang
1 |rRe-PPla7s [1.04 283 425 [1.98 [227 Ja72 [291 [1.82 Js06 [192 [3.14 102 |7 [Joss8 |23
2 |Rr-PPl542 [336 [2.06 [5.03 [327 [175 J5.04 [352 (152 J5.00 [252 [257 054 [12 o082 |21
3 |pPRPl5.03 [132 [371 [496 [1.15 [3.82 J4.87 [0.00 (487 J432 000 [4.32 1116 [27  Jo50 |19
4 |rRr-PPJs.17 194 223 a1 Jo70 [341 417 fo00 [417 428 [0.00 [4.28 195 |28 o087 |22
5 |PPRPI5.02 [241 [291 J492 [0.90 [4.02 533 [206 [328 [5.23 |1.90 [3.33 -037 |25 [o69 |9
6 |PPRPl4.35 |141 [294 Jas1 [288 [163 Ja6o [276 [1.93 Ja73 [342 [1.31 101 |8 Jo32 |16
7 |Rr-PPlaso [305 [1.84 [5.44 [3.43 [231 [5.49 [3.40 (200 [5.33 [341 [1.92 026 (23 [o40 |14
8 |pPRPl461 085 [377 [3.98 [1.00 [298 J402 [0.00 (402 459 [220 [239 -025 22 Jo60 |11
9 |RP-PPl4.30 060 [369 J419 [1.94 [225 Ja64 [172 (293 J4o [228 [2.21 077 [10 [o.04 |17
10 |RP-PPl449 [268 (181 [438 [1.84 [254 537 [351 [1.86 |6.28 [3.73 [1.55 -005 [19 [o.99 |7
11 |RP-PPla69 [163 [3.06 472 [163 [3.08 Ja20 237 |192 Jaos [|1.71 [2.34 114 |4 fo74 |8
12 |PPRPI5.11 [249 (262 [5.16 [3.46 [1.70 |5.05 386 [1.19 Ja75 [o.90 [3.85 142 |3 [214 |27
13 |PPRPl4.77 085 [3.93 [5.06 [0.30 [476 533 [236 [298 [6.33 [242 [2.91 095 [9 J185 |3
14 |PPRPl4.96 [3.98 [098 [484 [3.17 [167 [3.92 [324 [o67 Jss8 [359 [1.29 031 |14 Jo.38 |15
15 |RP-PPl428 (060 (368 [4s6 [279 [1.77 Jo65 0.00 [265 Joo4 220 [o.74 103 |6 |03 |6
16 |PPRP[3.96 [070 (326 [4.18 [0.00 [418 J436 215 [222 Js36 [1.23 [3.13 105 |5 |1.05 |5
17 |PPRPla.16 [1.88 [228 J44a1 [162 [279 Ja18 252 |166 Js00 [o78 [3.23 062 [11 Jo44 |18
18 |RP-PPl4.43 (030 [413 426 [178 [248 J420 o000 [429 Ja71 126 [3.45 -0.16 21 J097 |25
19 |PPRPl452 [128 (324 [438 [0.00 [4.38 Jasa |149 [315 Jas6 [1.08 [3.78 009 [16 fo60 |11
20 [Pr-RPJ4.33 0.00 [433 407 [o00 [407 [389 Jooo [3.89 W31 [078 [353 044 |13 Jos54 |13
21 [RP-PPla76 220 (246 423 [322 [|1.01 [a91 261 [230 [5.18 [2.31 287 017 [15 |1.86 |26
22 [RP-PPf5.02 [324 [1.78 Ja91 [232 [259 [5.08 [3.03 [2.05 [5.42 [030 [5.12 -027 (24 |253 |28
23 [Pr-RPJaa7 [1.08 [339 463 [1.18 [346 [447 |1.08 [3.39 J479 [1.93 [2.85 000 [17 Jost1 |10
24 [RP-PPJ440 268 [181 Ja46 [3.71 [o75 [472 286 [1.86 466 [200 [167 005 [19 092 |24
25 [RP-PP|545 [227 [3.18 [5.08 [3.13 [1.94 [5.18 [3.71 [147 [552 [3.03 [248 171 |2 Jo54 |20
26 [PP-RPJ427 208 (220 432 [os0 [372 [ae4 |1.83 [281 W29 [279 151 061 [26 fe21 |1
27 |[RP-PPlas7 048 (419 [5.28 259 269 [as6 [267 [219 479 [367 [1.11 201 (1 |158 |4
28 [RP-PPf3s66 [1.18 [249 [383 [0.00 [383 [4.98 [249 [249 W24 [233 [1.90 000 [17 |192 |2
Xm  |compid4.61 [1.72 [2.89 [458 |1.80 [2.78 |4.64 [2.08 [2.56 J4.70 [2.02 [2.67 || pre: logarithmic pre-counts
s 042 |1.02 087 Jo43 [1.21 |1.06 Jos9 [1.28 [1.03 Jo.55 [1.11 [1.08 |[post: logarithmic post-counts
N 28 28 28 Jos [28 o8 o8 28 [28 Jo8 o8 28 || Re: togarithmic reduction factor
Xn |RP-PPl4.63 [1.88 [2.75 458 [2.27 [2.31 469 [2.32 [237 |4.74 [2.24 |2.49 || R: reference test method
s 046 |1.05 |0.86 o7 [1.02 Jo.81 Jo.es [1.30 [0.85 Jo.68 [1.10 [1.16 || P: testmethod
15 |15 |15 Ji5 [15 [15 Y15 [15 [15 |15 15 15 |
Xm |PP-RPj4.58 [1.54 (3.04 J4.57 |1.25 |3.32 |4.57 |1.80 |2.77 |4.65 [1.77 [2.88
s 0.37 10.00 |0.88 J0.39 |1.21 |1.08 0.49 |1.24 [1.20 J0.39 [1.09 [0.99
13 113 13 M3 |13 113 Q3 (13 113 p3 (13 |13
Test of serial effects
Difference of the means immediate effect 3-hours-effect
RP-PP 0.38 0.18
PP-RP 0.27 0.44
absolute difference 0.11 0.62
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EN 12791:2016+A1:2017-11 - Chemical disinfectants and antiseptics. Surgical hand disinfection. Test method and
requirements (phase 2/step 2). Statistics (sheet 4 of 4)

Sized differences and calculation according to Hodges-Lehmann - immediate effect
sized mean paired differences / rang
differences 12 01 [1.71[1.42[1.14[1.05[1.03[1.02]1.01 |0.95 |[0.77 [0.62 [0.54 [0.44 |0.31
1/2.01  [o01/1
2(1.71 186/2 [1.71/4
3(1.42 17213 |157/6 |1.42/13
4(1.14 158/5 |1.43/121.28/21|1.14/32
5/1.05 1.53/7 [1.38/15]1.24/24 |1.10/34 |1.05/41
6(1.03 152/8 |1.37/16]1.23/25]1.09/37 |1.04 /44 |1.03/ 46
711.02 1.52/9 |1.37/17 |1.22/27 |1.08 /38 |1.04 /45 |1.03 /48 |1.02 /49
8/1.01 1.51/10|1.36/18|1.22/28 |1.08/39 |1.03 /46 |1.02/49 |1.02 /52 |1.01/53
9(0.95 1.48/1111.33/19]1.19/29 |1.05/43 |1.00 /57 |0.99 /58 ]0.99 / 59 |0.98 / 60 |0.95/ 65
10/0.77 1.39/14 |1.24 /23 |1.10/34 |0.96 / 64 |0.91 /69 |0.90 /70 |0.90 /72 |0.89 /73 |0.86 /79 |0.77 / 98
1110.62 1.32/20 |1.17/30 |1.02/49 |0.88 / 74 |0.84 / 83 |0.83 /86 [0.82 /87 |0.82 /89 |0.79 /94 |0.70 / 1140.62 / 12
12/0.54 1.28/22|1.13/33]0.98/60 |0.84 /82 ]0.80/90 |0.79/93 |0.78 /95 |0.78 / 96 |0.75/ 100.66 / 121]0.58 / 1330.54 / 144
13(0.44 1.23/26 [1.08/390.93/67 |0.79/92 |0.75/10(0.74 / 1040.73 / 1030.73 / 1040.70 / 1140.61 / 1240.53 / 14§0.49 / 1610.44 / 177
1410.31 1.16/31]1.01/53]0.87 /78 |0.73/1050.68 / 116/0.67 / 1170.67 / 1190.66 / 1200.63 / 1230.54 / 1460.47 / 1740.43 / 1830.38 / 2010.31 / 217}
15/0.17 1.09/36 ]0.94 /66 ]0.80/91 |0.66 / 1240.61 / 12700.60 / 12940.60 / 13(0.59 / 1310.56 / 14(}0.47 / 171,0.40 / 18§0.36 / 2070.31 / 220}
16/0.09 1.05/42)0.90/70]0.76 /99 |0.62 / 120.57 / 13¢/0.56 / 1390.56 / 1410.55 / 1440.52 / 1540.43 / 181,0.36 / 2040.32 / 2160.27 / 22§
1710.00 1.01/55]0.86 /80 ]0.71/1090.57 / 13740.53 / 1490.52 / 1530.51 / 1550.51 / 1570.48 / 1690.39 / 1930.31/ 2170.27 / 22§
18/0.00 1.01/55]0.86 /80 |0.71/1090.57 / 1390.53 / 1490.52 / 1530.51 / 1590.51 / 1570.48 / 1690.39 / 1930.31 / 21740.27 / 22
19/0.05 0.98/62 ]0.83/84 |0.69/1140.55/ 1440.50 / 1590.49 / 1610.49 / 1650.48 / 1670.45/ 1730.36 / 2040.29 / 22340.25 / 233
2010.05 0.98/620.83/8410.69/1140.55/ 1440.50 / 1590.49 / 1610.49 / 1650.48 / 1670.45 / 1730.36 / 20940.29 / 2230.25 / 233
21|0.16 0.93/68 ]0.78 /96 |0.63/1230.49 / 1640.45/ 1750.44 / 1790.43 / 1810.43 / 1840.40 / 19(/0.31 / 22(
2210.25 0.88/7410.73/1030.59 / 1340.45/ 17¢0.40 / 1870.39 / 1910.39 / 1930.38 / 1940.35 / 2090.26 / 23(
23(0.26 0.88/76]0.73/10590.58 / 1340.44 / 1740.40 / 1840.39 / 1930.38 / 19¢0.38 / 201]0.35 / 21(J0.26 / 231
2410.27 0.87/7710.72/1090.58 / 1350.44 / 18(J0.39 / 1910.38 / 1940.38 / 2010.37 / 2040.34 / 2170.25 / 237
25(0.37 0.82/880.67/1140.53 / 1510.39 / 1970.34 / 2110.33 / 2130.33 / 2140.32 / 2190.29 / 227
26/0.61 0.70/1110.55/1440.41 / 18¢0.27 / 229
27|-1.16 0.43/1840.28 / 229
28|-1.95
Sized differences and calculation according to Hodges-Lehmann - 3-hours-effect
sized mean paired differences / rang R-P rank
differences > 21 11,92 [1.85[1.58 [1.05 [1.03[0.99 [0.74 [0.69 |0.61 [0.60 |0.60 |0.54 [0.40 §+-sgn| -sgn| -sgn|+sgn|
1|12.21 2.21/1 -0.88 {0.88 J13.0 |--13.0
2/1.92 207/2 [1.92/4 -0.82 10.82 J15.0 |--15.0
3(1.85 203/3 [1.89/6 [1.85/7 -0.50 10.50 J23.0 |[--23.0
4(1.58 190/5 [1.75/8 |1.72/9 |1.58/13 -0.87 10.87 114.0 |--14.0
5(1.05 1.63/10 |1.49/14 |1.45/18 [1.32/27 |1.05/57 §0.69 [0.69 117.0 |17.0
6/1.03 162/11 [1.487115 |1.44 /20 [1.31/28 [1.04 /58 [1.03 /59 Jo.32 [0.32 J27.0 [27.0
710.99 1.60/12 |1.46/17 |1.42/21]1.29/33 |1.02/60 |1.01/61 |0.99 / 62 |0_40 0.40 125.0 125.0
8/0.74 1.48/151.33/26 [1.30/31 |1.16/44 |0.90 /68 |0.89 /69 [0.87 /72 |0.74 /90 |0_60 0.60 1195 [19.5
9|/0.69 1.45/19 [1.31/29 |1.27/34 |1.14 /47 |0.87 /71 |0.86 /73 |0.84 / 75 |0.72 /95 |0.69 / 101 |0_04 0.04 128.0 |128.0
10/0.61 141/22[1.27/35]1.23/39 |1.10/52 |0.83 /77 |0.82 /80 |0.80 / 84 |0.68 / 1040.65 / 1140.61 / 12 |0_99 0.99 110.0 [10.0
11]/0.60 141/23]1.26/37 [1.23/411.09/53 |0.83/78 [0.82/81 |0.80 /86 |0.67/1040.65/ 1190.61/1240.60/ 124 K074 [0.74 16.0 116.0
12|/0.60 141123 |1.26 137 [1.23/41 [1.00/53 |0.83/78 [0.82/ 81 [0.80 /86 |0.67 1 10d0.65/ 119061/ 1240.60 1 1240.60 1 124 --2.1412.14 13.0 [--3.0
13|0.54 1.38/251.23/39 |1.20/43 |1.06 /56 |0.80 /85 |0.79/88 |0.77 /89 |0.64 / 1140.62 / 1240.58 / 12740.57 / 1240.57 / 1240.54 / 134 185 185 6.0 /6.0
1410.40 1.31/29 |1.16 /45 |1.13 /48 10.99 /62 |0.73 /92 |0.72/93 ]0.70 / 99 0.57/12&0.55/1350.51/1460.50/14E0.50/14&0.47/1570.40/16]0_38 038 260 26.0
15/0.38 1.30/311.15/46 |1.12/51|0.98 /64 |0.72/93 |0.71 /97 |0.69 / 1040.56 / 1340.54 / 1390.50 / 1510.49 / 1530.49 / 1540.46 / 16 1.03 [1.03 190 9.0
16/0.32 1.27/35[1.12/50 |1.09/55 |0.95 /66 |0.69 / 1040.68 / 1040.66 / 110.53 / 14q0.51 / 140.47 / 1590.46 / 1640.46 / 160.43 / 164 1.05 |1.05 18.0 8.0
17]/0.04 1.13/480.98 /64 [0.95/67 |0.81/83 |0.55/1340.54 / 13g0.52 / 149 -0.44 10.44 §24.0 |--24.0
18|-0.44 [0.89/69 [0.74/90 [0.71/97 [0.57 /124 -0.97 10.97 111.0 [-11.0
19(-0.50 |0.86/740.71/96 |0.68/1050.54 /134 §0.60 [0.60 119.5 ]19.5
20[-0.54 |0.84/76]0.69/1010.66 / 1140.52 / 14] K054 054 1215 [215
21(-0.82 |0.70/99 |0.55/1330.52/ 144 --1.86]11.86 15.0 |--5.0
22|-0.87 |0.67/10g0.53/1410.49/ 15 --2.531253 1.0 [-1.0
23|-0.88 |0.67/1110.52/1470.49/ 15 1061 [0.61 118.0 [18.0
241-0.92 |0.65/1140.50/1500.47 / 154 -0.92 10.92 112.0 [--12.0
25|-0.97  |0.62/1190.48/1540.44/ 163 -0.54 10.54 J21.5 |--21.5
26|-1.86 221 12.21 §2.0 |2.0
27|-2.14 1.58 [1.58 |7.0 |7.0
28(-2.53 1.92 1192 140 4.0
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Mobil: +43 664 138 95 55 Cod de TVA: ATU63836022
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IBAN: AT32 20404 00041172974
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W.H.U. GmbH  BodenlehenstraBe 15, 5500 Bischofshofen, Austria

(sigld): Akkreditierung Austria
A 0289 — ISO/IEC 17025 T

Centre of Excellence Infection Control

: Organism de test ditat conf
B.Braun Medical AG vt
Seesatz 17
6204 Sempach Bischofshofen, 18.12.2019
Elvetia
Numarul comenzii: A194226
Raport de incercare 19422621
Promanum pure - dezinfectant pentru dezinfectia mainilor
Numarul Produs Lot pH
probei
P194226001 Promanum pure 19174M09 5.30
Observatie/
Descriere

Perioada de desfasurare a incercarilor este cuprinsa intre primirea probelor si data elaborarii raportului
(15.11.2019 - 18.12.2019)

Comanda Testare conform ,Cerintelor si metodelor de certificare VAH a
de testare: dezinfectantelor chimice (2 aprilie 2015)"
Metoda 8 - Testul calitativ al suspensiei
EN 13727 - Antiseptice si dezinfectante chimice - Testul cantitativ al suspensiei
pentru evaluarea activitatii bactericide a dezinfectantelor utilizate in domeniul
medical - Metoda de testare si prescriptii (faza 2, etapa 1): 2012+A2:2015-10
EN 13624 - Antiseptice si dezinfectante chimice - Testul cantitativ al suspensiei pentru
evaluarea activitatii fungicide sau levurocide a dezinfectantelor utilizate in domeniul medical
- Metoda de testare si prescriptii (faza 2, etapa 1): 2013-09
EN 1500 - Dezinfectia igienica a mainilor - Metoda de testare si prescriptii (faza 2, etapa 2)

: 2013-04
EN 12791 - Metode de testare si prescripiii (faza 2, etapa 2): 2016+A1: 2017-11
0 conditii de curdtenie
conditii de murdarie
Beneficiar: Centre of Excellence Infection Control, 6204 Sempach
Primirea probelor: 15.11.2019
Transmiterea probelor:  Prin posta
Recipiente probe: Sticle din plastic 500 ml
Matricea probelor: Dezinfectant pentru maini
Conditii de depozitare: Fara date disponibile din partea producatorului, temperatura ambientala
Diluant apa demineralizata, non-pirogenica
Substante active
(specificatiile producatorului):

in 100 g: 73,4 g etanol si 10 g propan-2-ol

Aspect, miros: lichid incolor, limpede, cu miros specific
pH-ul concentratiilor testate: Conc.: pH
Vol-% 100 5,30
80 5,12
40 5,04

20 5,40


mailto:office@whu-lab.at
http://www.whu-lab.at/
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(sigla): W.H.U.
ADA — laiens — i W.H.U. GmbH, Bodenlehenstrale 15, 5500 Bischofshofen 18.12.2019
( pa Iglena Medlu)

Anexa cuprinde rezultatele tuturor incercarilor.
Toate dilutiile sunt exprimate Th vol-% Toate intervalele de timp sunt exprimate in secunde

Sinteza rezultatelor:

Efect bacteriostatic si fungistatic: Rezultatele sunt valabile
Agent eficace de neutralizare:

3% polisorbat 80, 0,3% lecitind, 3% saponina

Testul calitativ al suspensiei: Rezultatele sunt valabile
Raporturi eficace concentratie-timp: (Vol-%/ secunde)
conc./ timp conc./ timp conc./ timp conc./ timp conc./ timp
E. coli 40/ 15
P. mirabilis 40/ 15
P. aeruginosa 30/ 15

Microorganismul patogen gram-negativ cel mai rezistent si utilizat pentru incercdrile ulterioare este:
E.coli

Testul cantitativ al suspensiei, in conditii de murdarie Rezultatele sunt valabile
Raporturi eficace concentratie-timp: (Vol-%/ secunde)
conc./ timp conc./ timp conc./ timp conc./ timp conc./ timp
S. aureus 80/ 15
E. hirae 80/ 15
P. aeruginosa 40/ 15
E. coli 40/ 15
C. albicans 80/ 15
Dezinfectia igienica a mainilor Rezultatele sunt valabile
Timpul de expunere cu actiune eficace la incercari
concentrat: 30 secunde
Dezinfectia chirurgicala a mainilor Rezultatele sunt valabile
Timpul de expunere cu actiune eficace la incercari
concentrat: 90 secunde

Prezentul raport de incercare se refera numai la obiectele testate mentionate. Multiplicarile in extras sunt
permise numai cu acordul scris al laboratorului de testare.

Sladana Jusic
Conducerea laboratorului W.H.U. GmbH
Semnaturd indescifrabild

Se transmite cdtre: beneficiar
Anexa 13 pagini cu rezultatele incercarilor
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(sigla): W.H.U.
ADA — laiens — i W.H.U. GmbH, Bodenlehenstrale 15, 5500 Bischofshofen 18.12.2019
( pa Iglena Medlu)

Anexa la raportul 19422621

Rezultatele incercarilor Promanum pure, Testul calitativ al suspensiei
Cod de laborator: P194226001 | |Data testarii: 26.11.2019 Valoarea pH-ului in concentrat: 5,30
Test calit. suspensie |Denumirea produsului: Promanum pure Numarul lotului: 19174M09
Conditii de testare: fara expunere

Agent de neutralizare: 3% polisorbat 80, 0,3% lecitind, 3% saponina

Temperatura de testare:20 °C |Timpul de incubatie : 48 ore 3 4 B UFC (log/ml) Conditii de testare
Patogen testat: S. aureus ATCC 6538 | Temperatura de incubatie: 37 °C
Patogen testat: E. hirae ATCC 10541 Temperatura de incubatie: 37 °C

Patogen testat: E. coli NCTC 10538 Temperatura de incubatie: 37 °C n 38 8,58 da
Patogen testat: P. mirabilis ATCC 14153 | Temperatura de incubatie: 37 °C n 36 8,56 da
Patogen testat: P. aeruginosa ATCC 15442 | Temperatura de incubatie: 37 °C n 45 8,65 da

Patogen testat: C. albicans ATCC 10231 | Temperatura de incubatie: 30 °C

Conc. produsului Timpul de contact (secunde)
Vol-% 15 30 60

Patogen testat

S. aureus ATCC 6538

Control cu apa

E. hirae ATCC 10541

Control cu apa

40 - - -
30
E. coli NCTC 10538 20

10
Control cu apa

+|+[+
+

40 - - -
30
P. mirabilis ATCC 14153 20

10
Control cu apa

+|++
+

40 - - -
30 - - -
20 + + +
10 + + +
Control cu apa +

P. aeruginosa ATCC
15442

C. albicans ATCC 10231

Control cu apa
+: Crestere (turbiditate) - nu se detecteaza crestere
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(Siglé): W.H.U. W.H.U. GmbH, Bodenlehenstralie 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)

Anexa la raportul 19422621

Rezultatele incercarilor Promanum pure, S. aureus ATCC 6538, conditii de murdarie
EN 13727 Antiseptice si dezinfectante chimice. Test cantitativ al suspensiei pentru evaluarea activitatii bactericide a
dezinfectantelor utilizate in domeniul medical. Metoda de testare si prescriptii (faza 2, etapa 1) 2012+A2: 2015-10
Cod de laborator: P194226001 | [Data testarii: 20.11.2019 | | Valoarea pH-ului in concentrat: 5,30
Denumirea produsului: Promanum pure Numérul lotului 19174M09
Conditii de testare: I X IMetoda de neutralizare a dilutiei: Agent de neutralizare:
3% polisorbat 80, 0,3% lecitina, 3% saponina
X | Metoda turnarii pe placa | | Metoda raspandirii cu spatula | 1Jmi perplaca |
Metoda filtrarii prin membrana: Lichid de lavaj: cca ml:
Temperatura de testare: 20 °C |Subst. care interfereaza: conditii de murdarie (albuming din ser bovin 3 g/l + eritrocite ovine 3 ml/l)
Patogen testat. S. aureus ATCC 6538 | |Temperatura de incubatie 37 °C | |Timpul de incubatie: 48 ore
Diluant pentru solutiile de testare a produsului: apa dura |Concentratie Vol-% |
neomogenitati vizibile ale solutiilor de produs
Validare si control:
Suspensia pentru validare (NVO) Tncercare de control pentru Tncercare de control pentru Validarea metodei ( C)
P P conditiile de testare (A) neutralizare (B) Conc. produs = | 80[Vol-%
34 32 34 32
\ol Vet Vet Vet
| | Xm= | | Xm= | | Xm= | | Xm=
38 36 35 33,5 34 34 34 33
V2 | | Ve2 | | Vie2 | | Vie2 | |
30<xdinNvws 160 Xm din A este 2 0,5 x Xm din Nvo Jxm din B este = 0,5 x xm din Nvo xm din C este = 0,5 x Xm din Nvo
ok ok ok ok
Suspensia pentru validare (NvB) [Vci= 34 Vea=32 o (VorVez)= 33 30=xdinNvs=s 160
16, + | 18] 17| + 15 ok
Suspensia de testare: c C
N [verfverdVefved [xwm= 160 x10¢ | IguN=820
106 168 152 No=N/10,IgoNo= [7,20
107 15 14 717<No<7,70 ok
i Conc. produsului- | Timp incubatie Vet Ve2 g0 R Cerinte
incercare P INCUbaYe] e Na=Xm x 10 IgioN ’
testat (Vok%) - fseondel | A Ve I [Ne=720)  indepinite: P
0 a
1 80 15 :8_1 8 8 <140 <215 >5,06 |INDEPLINITE 5,12
0 P> >
2 40 15 10 7 330 330 > 33000 >4,52 <2,68 Ineindeplinite 5,04
107" > 330 > 330
0 P> >
3 20 15 10_1 330 330 > 33000 >4,52 <2,68 |neindeplinite 54
107" > 330 > 330
100 0 0 .
4 80 30 e 5 5 <140 <215 >5,06 |INDEPLINITE 5,12
0 > >
s 40 O i i >33000 | >452 | <268 |neindepinite | 504
107" > 330 > 330
0 P> >
6 20 30 10_1 330 330 > 33000 >4,52 <2,68 1neindeplinite 54
107" > 330 > 330
100 0 0 .
7 80 60 =, 0 0 <140 <215 >5,06 |INDEPLINITE 5,12
0 > >
8 40 60 10_1 330 33 5600 3,75 3,45 [neindeplinite 5,04
10 54 58
0 > >
9 20 60 10_1 330 330 > 33000 >4,52 <2,68 [neindeplinite 54
107" > 330 > 330
Ve=nr. celule/ml Xn=media dintre Vc1 (=Ver-14Ver-2) si Ve 2 (=Ve-1+V2-2) xwm=media ponderata pt. Xm R= reducerea nr. de patogeni (Ig1o R=No-Ig1oNa)
daca Na<140, Ig R=>[IgNo-2,15], daca N>Xx10, Ig R=<[IgNc-gX] (IgX=valoarea-limita superioara pentru V)
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(sigla): W.H.U. W.H.U. GmbH, Bodenlehenstrafte 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)
Anexa la raportul 19422621

Rezultatele incercarilor Promanum pure, E. hirae ATCC 10541, conditii de murdarie
EN 13727 Antiseptice si dezinfectante chimice. Test cantitativ al suspensiei pentru evaluarea activitatii bactericide a
dezinfectantelor utilizate in domeniul medical. Metoda de testare si prescriptii (faza 2, etapa 1) 2012+A2: 2015-10
Cod de laborator: P194226001 | [Data testarii: 20.11.2019 | Valoarea pH-ului in concentrat: 5,30
Denumirea produsului: Promanum pure Numarul lotului 19174M09
Conditii de testare: I X IMetoda de neutralizare a dilutiei: Agent de neutralizare:
3% polisorbat 80, 0,3% leciting, 3% saponind
X | Metoda tumnarii pe placa | | Metoda raspandirii cu spatula | 1Jmi perplaca |
Metoda filtrarii prin membrana: Lichid de lavaj: ccaml:
Temperatura de testare: 20 °C |Subst. care interfereaza: conditii de murdarie (albumind din ser bovin 3 g/l + eritrocite ovine 3 ml/l)
Patogen testat. E. hirae ATCC 10541 | |Temperatura de incubatie 37 °C | ITimpuI de incubatie: 48 Ore
Diluant pentru solutiile de testare a produsului: apa dura |Concentratie Vol-% |
neomogenitati vizibile ale solutiilor de produs
Validare si control:
Suspensia pentru validare (NvO) Tncercare de control pentru Tncercare de control pentru Validarea metodei ( C)
P P conditiile de testare (A) neutralizare (B) Conc. produs = | 80[Vol-%
46 44 43 50
Ve Vet Vet Vel
| | Xm= | | Xm= | | Xm= | | Xm=
50 48 49 46,5 48 455 46 48
V2 | | Ve2 | | Vie2 | | Vie2 | |
30<xdinNvo< 160 Xm din A este = 0,5 X xm din Nvo |xm din B este 2 0,5 x xm din Nvo Jxm din C este = 0,5 % xm din Nvo
ok ok ok ok
Suspensia pentru validare (NvB) |Vci= 51 Vo= 48 Yo (VerVez)= 495 30=<xdinNvs=s 160
23 + | 28] 21 + | 27 ok
Suspensia de testare: Vel Ve2
N Ver-1| Ver-2f Vea-1| V-2 xwms= 206 x 106 | Ig10 N = 8,31
106 203 209 No=N/10,Ig1oNo= 7,31
107 19 22 7TA7<No<7,70  |ok
incercare: | Conc. produsului | Timp incubafe . Vet Ve2 NazXor % 10 aoN Igo R Cerinte
testat (Vol%) ~[iseaunde) | T I giofa (No=7,31)| indeplinite: PH
100 0 0 .
1 80 15 e 0 0 <140 <215 >5,17 |INDEPLINITE 5,12
[ b2 >
a0 15 [ p3%q b33 >33000 | >452 | <280 |neindepinite | 504
107" P> 330 > 330
[ >3 >
i 2 15 X p3%q b 3s >33000 | >452 | <280 |neindeplinite 54
107" P> 330 > 330
100 0 0 .
4 80 30 = 5 5 <140 <215 >5,17 ]INDEPLINITE 5,12
0 > >
5 40 30 10_1 33 33 > 33000 >4,52 <2,80 |neindeplinite 5,04
107" P 330 > 330
0o P> >
o 20 O L i B >33000 | >452 | <280 |neindeplinite 54
107" P> 330 > 330
100 0 0 .
7 80 60 = A A <140 <215 >5,17 ]INDEPLINITE 5,12
0
8 40 60 10_1 138 122 1310 3,12 4,20 Ineindeplinite 5,04
10 15 8
0 > >
9 20 60 10 7 33 33 > 33000 >4,52 <2,80 |neindeplinite 54
107" P> 330 > 330
Ve=nr. celule/ml  Xn=media dintre Vc1 (=Ver-1+Ve1-2) si Ve 2 (=Veo-14Ve2-2) xwm=media ponderatd pt. Xm R= reducerea nr. de patogeni (Ig1o R=No-Ig10Na)
daca Na<140, Ig R=>[IgNo-2,15], daca N=>Xx10, Ig R=<[IgNo-IgX] (IgX=valoarea-limita superioarad pentru Vc)
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(sigla): W.H.U. W.H.U. GmbH, Bodenlehenstrafte 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)
Anexa la raportul 19422621

Rezultatele incercarilor Promanum pure, P. aeruginosa ATCC 15442, conditii de murdarie
EN 13727 Antiseptice si dezinfectante chimice. Test cantitativ al suspensiei pentru evaluarea activitatii bactericide a
dezinfectantelor utilizate in domeniul medical. Metoda de testare si prescriptii (faza 2, etapa 1) 2012+A2: 2015-10
Cod de laborator: P194226001 | |Data testarii: 20.11.2019 | | Valoarea pH-ului in concentrat: 5,30
Denumirea produsului: Promanum pure Numérul lotului 19174M09
Conditii de testare: I X IMetoda de neutralizare a dilutiei: Agent de neutralizare:
3% polisorbat 80, 0,3% lecitina, 3% saponina
X | Metoda turnarii pe placa | | Metoda raspandirii cu spatula | 1Jmi perplaca |
Metoda filtrarii prin membrana: Lichid de lavaj: cca ml:
Temperatura de testare: 20 °C ISubst. care interfereaza: conditii de murdarie (albuming din ser bovin 3 g/l + eritrocite ovine 3 ml/l)
Patogen testat: P. aeruginosa ATCC 15442 | |Temperatura de incubatie 37 °C | |Timpu| de incubatie: 48 ore
Diluant pentru solutiile de testare a produsului: apa dura |Concentratie Vol-% |
neomogenitati vizibile ale solutiilor de produs
Validare si control:
Suspensia pentru validare (NVO) Incercare de control pentru Tncercare de control pentru Validarea metodei ( C)
P P conditiile de testare (A) neutralizare (B) Conc. produs = | 80[Vol-%
37 33 35 29
Aol Vet Vet Vet
| | Xm= | | Xm= | | Xm= | | Xm=
31 34 32 32,5 30 32,5 34 31,5
V2 | | Ve2 | | Vie2 | | Vie2 | |
30<xdinNvws 160 Xm din A este 2 0,5 x xmdin Nvo Jxm din B este = 0,5 x xm din Nvo Jxm din Cist = 0,5 x Xm din Nvo
ok ok ok ok
Suspensia pentru validare (NvB) [Vci= 32 Viea=32 o (VorVez)= 32 30=xdinNvs<s 160
16 + | 16| 18 + | 14 ok
Suspensia de testare: Vel Ve2
N VeV Ve Verd  [xwm= 160 x106 | IgnN=822
106 181 155 No=N/10,Ig1oNo= [7,22
107 16 14 717 <No<7,70 ok
incercare: = Vo —
Conc. produs | Timp expunere| . c ¢ gro Cerinte
Dil. Na=Xm x 10 IgioN . » H
(Vol-%) (secunde) Vo Ve dVadvad ’ (No=7,22)| ndeplinite: P
100 0 0 .
1 80 15 o 5 0 <140 <215 >5,08 |INDEPLINITE 5,12
100 0 0 .
2 40 15 o 0 A <140 <215 >5,08 |INDEPLINITE 5,04
0 > >
i 2 T L B >33000 | >452 | <271 |neindeplinite 54
107" > 330 > 330
100 0 0 .
4 80 30 e, 0 0 <140 <215 >5,08 |INDEPLINITE 5,12
100 0 0 .
5 40 30 =, 0 5 <140 <215 >5,08 |INDEPLINITE 5,04
0 P> >
6 20 30 10_1 330 33 > 33000 >4,52 <2,71 |neindeplinite 54
107" > 330 > 330
100 0 0 .
7 80 60 =, 0 5 <140 <215 >5,08 1INDEPLINITE 512
100 0 0 .
8 40 60 e; 0 0 <140 <215 >5,08 |INDEPLINITE 5,04
o > >
9 20 60 10 7 330 33 > 33000 > 4,52 <2,71 |neindeplinite 54
107" > 330 > 330
Ve=nr. celule/ml Xn=media dintre Vc1 (=Ver-14Ver-2) si Ve 2 (=Ve-1+V2-2) xwm=media ponderata pt. Xm R= reducerea nr. de patogeni (Ig10 R=No-Ig1oNa)
daca Na<140, Ig R=>[IgNo-2,15], dacd Na>Xx10, Ig R=<[IgNo-IgX] (IgX=valoarea-limita superioara pentru V)
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(sigla): W.H.U. W.H.U. GmbH, Bodenlehenstrafte 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)
Anexa la raportul 19422621

Rezultatele incercarilor Promanum pure, E. coli K12 NCTC 10538, conditii de murdarie
EN 13727 Antiseptice si dezinfectante chimice. Test cantitativ al suspensiei pentru evaluarea activitatii bactericide a
dezinfectantelor utilizate in domeniul medical. Metoda de testare si prescriptii (faza 2, etapa 1) 2012+A2: 2015-10
Cod de laborator: P194226001 | [Data testarii: 20.11.2019 | Valoarea pH-ului in concentrat: 53
Denumirea produsului: Promanum pure Numarul lotului 19174M09
Conditii de testare: I X IMetoda de neutralizare a dilutiei: Agent de neutralizare:
3% polisorbat 80, 0,3% leciting, 3% saponind
X | Metoda tumnarii pe placa | | Metoda raspandirii cu spatula | 1Jmi perplaca |
Metoda filtrarii prin membrana: Lichid de lavaj: ccaml:
Temperatura de testare: 20 °C |Subst. care interfereaza: conditii de murdarie (albumind din ser bovin 3 g/l + eritrocite ovine 3 ml/l)
Patogen testat. E. coli K12 NCTC 10538 | |Temperatura de incubatie 37 °C | ITimpuI de incubatie: 48 ore
Diluant pentru solutiile de testare a produsului: apa dura |Concentratie Vol-% |
neomogenitati vizibile ale solutiilor de produs
Validare si control:
Suspensia pentru validare (NvO) Incercare de control pentru Tncercare de control pentru Validarea metodei ( C)
P P conditiile de testare (A) neutralizare (B) Conc. produs = | 80[Vol-%
32 34 32 36
Ve Vet Vet Vel
| | Xm= | | Xm= | | Xm= | | Xm=
37 34,5 33 33,5 31 31,5 34 35
V2 | | Ve2 | | Vie2 | | Vie2 | |
30<xdinNvo< 160 Xm din A este = 0,5 X xm din Nvo |xm din B este 2 0,5 x xm din Nvo Jxm din C este = 0,5 % xm din Nvo
ok ok ok ok
Suspensia pentru validare (NvB) |Vci= 32 Vea=29 Xo (VerVe)= 305 30=<xdinNvs=< 160
14 + | 18] 17] + | 12 ok
Suspensia de testare: Vel Vc2
N Vet Verd VeV [xwm= 160 x106 | IgioN=821
106 152 168 No=N/10,Ig1oNo= (7,21
107 16 17 7TA7<No<7,70 |ok
incercare:
Conc. produs |Timp expunere| . Vet Ve2 NeXox 10 |IgroNs Igio R Cerinte "
. a=/am A )
(Vol-%) (secunde) Ver-TVer-2A Veo- [ Ver-2 (No=7,21) indeplinite: P
0 a
1 80 15 18_1 g g <140 <215 >5,06 [INDEPLINITE 5,12
100 0 0 N
2 40 15 = 5 5 <140 <215 >5,06 |INDEPLINITE 5,04
0 > 330 > 330
3 20 15 10_1 > 33000 >4,52 <2,69 [neindeplinite 54
107" P 330 > 330
100 0 0 N
4 80 30 0 0 0 <140 <215 >5,06 [INDEPLINITE 5,12
100 0 0 N
5 40 30 = 5 5 <140 <215 >5,06 |INDEPLINITE 5,04
100 P> 330 > 330
6 20 30 0_1 > 33000 > 4,52 <2,69 |neindeplinite 54
107" P> 330 > 330
100 0 0 N
7 80 60 = 5 5 <140 <215 >5,06 [INDEPLINITE 5,12
100 0 0 N
8 40 60 = 0 0 <140 <215 >5,06 |INDEPLINITE 5,04
o > 330 > 330
9 20 60 10_1 > 33000 >452 <2,69 [neindeplinite 54
107" P> 330 > 330
Ve=nr. celule/ml  Xn=media dintre Vc1 (=Ver-1+Vei-2) si Ve 2 (=Veo-14Ve2-2) xwm=media ponderatd pt. Xm R= reducerea nr. de patogeni (Ig1o R=No-Ig10Na)
daca Na<140, Ig R=>[IgNo-2,15], daca N=>Xx10, Ig R=<[IgNo-IgX] (IgX=valoarea-limita superioard pentru Vc)




Traducere din limba engleza

(sigld): W.H.U.

W.H.U. GmbH, Bodenlehenstralie 15, 5500 Bischofshofen

(Apa - Igiena - Mediu)
Anexa la raportul 19422621

18.12.2019

Rezultatele incercarilor
EN 13624

Promanum pure, C. albicans ATCC 10231, conditii de murdarie

Antiseptice si dezinfectante chimice — Test cantitativ al suspensiei pentru evaluarea activitatii fungicide sau

levurocide a dezinfectantelor utilizate ih domeniul medical — Metoda de testare si prescriptii (faza 2, etapa 1): 2013-09

Cod de laborator: P194226001

| |Data testari: 20.11.2019

|Valoarea pH-ului in concentrat.

5,30

Denumirea produsului: Promanum pure

Numarul

lotului 19174M09

Conditii de testare: I X IMetoda de neutralizare a dilutiei: Agent de neutralizare:
3% polisorbat 80,

0,3% leciting, 3% saponind

X

Metoda turnarii pe placa |

| Metoda raspandirii cu spatula

1mi per placa |

Metoda filtrarii prin membrana:

Lichid de lavaj:

ccaml:

Temperatura de testare: 20 °C

|Subst. care interfereaza: conditii de murdarie (albumind din ser bovin 3 g/l + eritrocite ovine 3 ml/l)

Patogen testat: C. albicans ATCC 10231

| |Temperatura de incubatie 30 °C |

ITimpuI de incubatie: 48 ore

Diluant pentru solutiile de testare a produsului: apa duré

| Concentratie Viol-% |

neomogenitati vizibile ale solutiilor de produs

Validare si control:

Suspensia pentru validare (Nv0)

Tncercare de control pentru

Tncercare de control pentru

Validarea metodei ( C)

conditiile de testare (A) neutralizare (B) Conc. produs = | 80[Vol-%
59 62 58 57
Vel Vet Vel Vel
| | Xm= | | Xm= | | Xm= | | Xm=
61 60 57 59,5 59 58,5 55 56
Vc2 | | Vc2 | | Ve2 | | Ve2 | |
30<xdinNvo< 160 Xm din A este 2 0,5 x xm din Nvo |xm din B este = 0,5 X xm din Nvo Jxm din C este = 0,5 X xm din Nvo
ok ok ok ok
i i Ve1=57 Vo= 64 30<xdinNvs< 160
Suspensia pentru validare (NvB) |Vct 2 Xm (VorVed= 605 x din Nvs
30 + | 27| 3 + | 33 ok
Suspensia de testare:; Vel Vc2
N Ve1=1Ver-2f Veo-1| V-2 Xwm= 240 x 106 | lgto N =7,31
105 213 196 No=N/10,Ig1oNo= 6,31
106 24 20 6,177 <No<6,70 ok
incercare: S y Vel Vo2 goR S
onc. produs Timp expunere| . c C 10 erinte
Dl NazXnx 10 |IgioN _ Lerins H
(Vol-%) (secunde) VatVord Vadvad ¢ (No=6,31)| Tndeplinite: P
100 0 0 N
1 80 15 0 0 0 <140 <215 > 4,17 |INDEPLINITE 5,12
0
2 40 15 [ P34 p o >33000 | 452 | <180 |neindeplinite 5,04
107" > 330 > 330
0
3 20 15 [0 P34 PN >33000 | 452 | <180 |neindeplinite 54
107" > 330 > 330
100 0 0 N
4 80 30 e 0 0 <140 <215 > 4,17 |INDEPLINITE 512
[ >
s 40 p po p% P >33000 | >452 | <180 |neindeplinie | 5,04
107" > 330 > 330
0o > >
6 20 30 10 7 330 330 > 33000 > 452 < 1,80 |neindeplinite 54
107" > 330 > 330
100 0 0 N
7 80 60 e 5 5 <140 <215 > 4,17 |INDEPLINITE 5,12
0 > >
8 40 60 10_1 330 330 > 33000 > 452 < 1,80 |neindeplinite 5,04
107" |> 330 > 330
0 > >
9 20 60 10 7 330 330 > 33000 > 452 < 1,80 |neindeplinite 54
107" > 330 > 330

Ve=nr. celule/ml  Xn=media dintre Vc1 (=Ver-1+Ve1-2) si Ve 2 (=Veo-14Ve2-2) xwm=media ponderatd pt. Xm R= reducerea nr. de patogeni (Ig10 R=No-Ig10Na)
daca Na<140, Ig R=>[IgNo-2,15], daca N=>Xx10, Ig R=<[IgNo-IgX] (IgX=valoarea-limita superioard pentru Vc)




Traducere din limba engleza

(sigla): W.H.U. W.H.U. GmbH, Bodenlehenstrafte 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)
Anexa la raportul 19422621

ONORM EN 1500: 2013 06 01 - Antiseptice si dezinfectante chimice - Dezinfectia igienica a

mainilor. Metoda de testare si prescriptii (faza 2, etapa 2) - Valori originale

EOd de laborator: 194226001 Denumirea produsului: Promanum pure

Data testarii: 06.12.2019

Patogen testat: Timpul de incubatie: [Timpul de contact JUFC suspensie Dilutie UFC

E. coli NCTC 10538 48 ore pt. produsul testat: 3,8 x10° 107 38

30 secunde corespunde 108 6
Referinta: propan-2-ol Produsul testat: Promanum pure

Nr. Mana Valoare initiala Valoare ulterioara Valoare initiala Valoare ulterioara

R/P 103 10 107 10° 10 10 103 10" 107 10° 101 102
1 stdnga n 121 14 2 0 0 n 45 4 1 0 0
R dreapta n 106 9 2 0 0 n 39 3 0 0 0
2 stdnga n n 38 151 16 1 n n 47 63 4 2
P dreapta n n 43 139 15 2 n n 40 n 139 16
3 stanga n 59 10 0 0 135 14 0 0 0
R |dreapta n 35 2 1 0 0 264 23 2 1 0 0
4 stanga n 165 19 0 0 n n 31 1 0 0
P |dreapta n 173 18 0 0 0 n n 35 0 0 0
5 stanga 122 13 4 35 6 0 n 281 26 51 8 0
P |dreapta | 101 9 9 1 0 n 277 27 13 2 0
6 stanga n 68 7 18 1 0 n n 38 14 0 0
R dreapta n 85 11 258 28 0 n 36 165 17 1
7 |stanga n 30 2 34 3 0 86 1 7 0 0
R dreapta n 28 2 924 13 2 125 13 2 8 1 0
8 stanga n 205 18 15 2 0 n 291 28 7 0 0
P |dreapta n 266 27 6 2 0 n 183 17 1 0 0
9 stanga n 93 9 18 4 0 n n 37 7 1 0
R |dreapta n 116 14 3 0 0 n n 29 63 9 0
10 |sténga n 133 15 24 5 0 n 141 16 20 3 0
P dreapta n 208 25 13 2 0 n 129 15 10 0 0
11 |sténga n n 38 172 16 3 n 102 8 11 0 0
P dreapta n 39 43 8 0 n 255 28 10 0 0
12 |stanga 23 1 2 0 0 n 172 18 6 0 0
R dreapta 18 1 1 0 0 0 n 155 13 0 0 0
13 |[stanga n 113 12 0 0 0 n n 69 2 0 0
P |dreapta n 73 12 6 0 0 n n 48 1 0 0
14 [sténga n 213 20 5 1 0 n n 51 7 0 0
R dreapta n 262 25 13 0 0 n n 53 6 1 0
15 |sténga n n 44 73 9 0 n n 44 69 8 0
R |dreapta n n 36 88 13 2 n n 38 51 6 0
16 |[stdnga n 192 24 8 0 0 n n 34 276 28 6
P dreapta n 136 10 12 3 1 n 181 17 n 238 25
17 [sténga n n 37 208 24 4 n n 35 153 16 0
R dreapta n n 31 n 49 5 n n 38 195 26 4
18 |[stanga n 219 23 11 1 0 n n 30 24 5 1
R dreapta n 244 26 20 1 0 n n 31 33 4 0
19 |[stanga n 38 3 16 1 0 n 33 4 11 2 0
P dreapta n 40 5 12 2 0 n 35 6 12 1 0
20 |stanga n n 75 145 17 5 n n 66 n 40 6
P |dreapta n n 43 169 19 3 n n 50 66 4 0

n: necuantificabil (>330 Valorile scrise cu caractere aldine au fost utilizate pentru calculele ulterioare
Agent de neutralizare TSL




Traducere din limba engleza

(sigld): W.H.U.

(Apa - Igiend - Mediu)
Anexa la raportul 19422621

W.H.U. GmbH, BodenlehenstraRe 15, 5500 Bischofshofen

18.12.2019

Evaluare Referinta Produs testat: Promanum pure
Subiect [Ordinea | V.i. V.u. Rf V.i. V.u. Rf
1 [RP-PP 7.06 1.30 5.76 6.62 1.00 5.62
2 |PP-RP 7.61 3.16 | 444 7.64 3.47 4.16
3 |RP-PP 6.66 1.24 5.42 6.27 1.00 5.27
4 PP-RP 7.23 1.39 5.84 7.52 1.00 6.52
5 |PP-RP 6.05 2.25 3.80 7.44 2.41 5.03
6 |RP-PP 6.88 2.84 | 4.05 7.57 2.68 4.89
7 |RP-PP 6.46 2.75 3.71 6.02 1.87 4.14
8 PP-RP 7.37 1.98 5.39 7.36 1.42 5.94
9 RP-PP 7.02 1.87 5.15 7.52 2.32 5.19
10 |PP-RP 7.23 2.25 4.98 7.14 2.15 4.99
11 |PP-RP 7.59 2.93 4.65 7.21 2.02 5.19
12 |RP-PP 5.31 1.15 4.16 7.21 1.39 5.82
13 |PP-RP 6.96 1.39 5.57 7.76 1.15 6.61
14 |RP-PP 7.37 191 5.46 7.72 1.81 5.90
15 |RP-PP 7.60 2.90 4.70 7.61 2.77 4.84
16 |PP-RP 7.21 1.99 5.22 7.39 3.91 3.48
17 |RP-PP 7.53 3.51 4.02 7.56 3.24 4.32
18 |RP-PP 7.37 2.17 5.19 7.48 2.45 5.03
19 |PP-RP 6.59 2.14 4.45 6.53 2.06 4.47
20 [PP-RP 7.75 3.20 | 4.55 7.76 3.21 4.55
Xm [total 7.04 2.22 4.83 7.27 2.17 5.10
s 0.5986| 0.719 | 0.6637] 0.5068 | 0.8681 | 0.806
N 20 20 20 20 20 20
Xm |RP-PP 6.93 2.16 4.76 7.16 2.05 5.10
S 0.6784( 0.8118] 0.7296] 0.6199| 0.7684 | 0.5901
N 10 10 10 10 10 10
Xm |PP-RP 7.16 2.27 | 4.89 7.37 2.28 5.09
S 0.5159] 0.653 | 0.6233] 0.3631 | 0.9859| 1.0115
N 10 10 10 10 10 10

ONORM EN 1500: 2013 06 01 - Antiseptice si dezinfectante chimice - Dezinfectia igienica a
mainilor. Metoda de testare si prescriptii (faza 2, etapa 2) - Valori calculate

R-P Rang
0.13 5
0.28 2
0.14 4
-0.68 16
-1.24 19
-0.84 17
-0.43 12
-0.55 15
-0.04 9
0.00 7
-0.54 14
-1.67 20
-1.04 18
-0.44 13
-0.14 10
1.74 1
-0.29 11
0.16 3
-0.02 8
0.01 6

V.i.:
V.u.:
Rf:

Valoare logaritmica initiala
Valoare logaritmica ulterioara
Factor logaritmic de reducere

Metoda de referinta
Metoda de testare

-
Sortarea diferentelor si calcul confo

rm Hodges-Lehmann

Diferente

Diferente medii intre valorile perechi / Rang

sortate 1.74 0.28 0.16 0.14 0.13 0.01 0| -0.02| -0.04| -0.14
1 1.74(1,74 /1
2 0.28(1,01/2 ]0,28/19
3 0.16(095/3 ]0,22/21 [0,16/24
4 0.14(094/4 10,21/22 |(0,15/25 [0,14/28
5 0.13(094/5 ]0,21/23 [0,15/26 (0,14/30 ]0,13/31
6 0.01(0,88/6 ]0,15/26 [0,09/34 (0,08/36 ]0,07/37 [0,01/48
7 0[0,87/7 |0,14/28 |0,08/35 |0,07/37 ]0,07/41 [0,01/50 [0,00/51
8| -0.02(086/8 ]0,13/31 |0,07/37 [0,06/42 |0,06/44 |-0,01/54 |-0,01/56 |-0,02/58
9] -0.04(085/9 ]0,12/33 |0,06/43 [0,05/45 |0,05/46 |-0,02/57 |-0,02/58 |-0,03/60 |-0,04/61
10| -0.14{0,80/10 (0,07/37 |0,01/49 [0,00/51 |-0,01/55 |-0,07/63 |-0,07/64 |-0,08/69 [-0,09/70 |-0,14/75
11| -0.29|0,73/11 [0,00/53 |-0,07/62 |-0,08/65 |-0,08/67 |-0,14/74 |-0,15/77 |-0,16/81 |-0,17/83
12| -0.43|0,66/12 (-0,08/65 |-0,14/72 |-0,15/77 |-0,15/79 ]-0,21/90
13| -0.44|065/13 |(-0,08/67 |-0,14/75 |-0,15/79 |-0,16/81
14| -0.54{0,60/14 |-0,13/71 |-0,19/84 |-0,20/86 |-0,21/88
15| -0.55(0,60/15 |-0,14/72 |-0,20/85 |-0,21/88 |-0,21/91
16|/ -0.68|0,53/16 [-0,20/86
17| -0.84|045/17
18| -1.04(035/18
19| -1.24{0,25/20
20| -1.67(0,04/47




Traducere din limba engleza

(sigla): W.H.U. W.H.U. GmbH, Bodenlehenstralte 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiena - Mediu)

Anexa la raportul 19422621

ONORM EN 1500: 2013 06 01 - Antiseptice si dezinfectante chimice - Dezinfectia igienici a mainilor.
Metoda de testare si prescriptii (faza 2, etapa 2) - Validare si concluzie

Nv0= 34,5 ( 32 37 ) valid
NvB= 30500 ( 32 29 ) valid
Validarea lipsei de toxicitate a agentului de neutralizare - mostra de control B
Media: 31,5 ( 32 31 ) valid

Validarea metodei - mostra de control C

Media: 35 ( 36 34 ) valid

Metoda de referinta: pe mainile uscate, tinute caus, se aplicd 3 ml propan-2-ol, dupa care se freaca bine mainile
timp de 30 de secunde, pana la incheietura mainii, dupa metoda standard de frecare a mainilor. Procedura se repeta
o datg, astfel incat timpul total de frecare sa ajunga la 60 de secunde.

Metoda de testare: pe mainile uscate, tinute caus, se aplicd 3 ml Promanum pure, dupa care se freacd bine mainile
timp de 30 de secunde dupa metoda clasica de frecare a mainilor.

Sunt disponibile rezultatele complete pentru 20 de voluntari. Prin urmare, numarul rezultatelor complete este valabil.
Valoarea minima a mediilor valorilor initiale este de 7,04 log, fiind astfel superioara valorii minime prevazute de
EN 1500, care este de 5 log.

In cazul metodei de referint3, reduceri mai mici de 3-log s-au detectat la 0 voluntari. Prin urmare, nu a fost depésit
numarul maxim de 3. Valoarea maxima a diferentei medii intre factorii de reducere RP-PP si PP-RP este de 0,13 log,
fiind astfel inferioard valorii-limita de 2 log.

Pentru toate rezultatele calculate utilizdnd media ponderata se obtin raporturi intre cele doud valori medii
care sunt cuprinse intre 5 si 15.

Concluzie:

Diferenta semnificativd este de 0,00 log si este, prin urmare, inferioara valorii-limita de 0,6 log.

Utilizand metoda de testare mai sus mentionata cu Promanum pure se obtine un factor de reducere
superior fata de cel obtinut prin metoda de referinta. Prin urmare, metoda de testare nu este
inferioara fata de metoda de referinta.




Traducere din limba engleza

(sigla): W.H.U.
(Apa - Igiena - Mediu) W.H.U. GmbH, Bodenlehenstrale 15, 5500 Bischofshofen 18.12.19

Anexa la raportul 19422621

EN 12791: 2016+A1:2017-11 - Antiseptice si dezinfectante chimice. Dezinfectia chirurgicala a
mainilor. Metoda de testare si prescriptii (faza 2, etapa 2) — Date de baza, validare si concluzie
(pagina 1 din 4)

Cod de laborator: P194226001 |Denumirea produsului: ~ Promanum pure

Validarea incercarilor se efectueaza prin validarea incercarilor conform testelor prevazute de EN 13727.

Metoda de referinta: in mainile uscate, tinute caus, se toarna 3 ml de propan-1-ol (60% v/v), dupa care se
freacd mainile cu putere timp de 3 minute, pana la incheietura mainilor, dupa metoda clasica de
dezinfectare a méinilor. Inainte ca mainile s& se usuce, se adaugs portii suplimentare de propan-1-ol
(60% v/v).

Metoda de testare cu Promanum pure

In mainile uscate, tinute cius, se toarnd 3 ml de produs , dupd care se freacd mainile cu putere timp

de 90 de secunde, pana la incheietura mainilor, dupa metoda clasica de dezinfectare a mainilor.

Inainte ca mainile s3 se usuce, se adauga portii suplimentare de produs.

Nr. portiilor de cate 3 ml: 3/3/3/3/2/3/3/3/2/3/3/3/3/3/3/3/3/3/3/3/3/3/3/4/3/3/3/3

Perioada de testare dela 18.11.2019 pandla 18.12.2019
Timpul de incubatie 48| ore Timpul de contact al produsului 90|secunde
testat:

Agent de neutralizare: TSL
Control de calitate pentru sapunul moale

Identitate: indeplinitd Substante insolubile in 4 mg/2,5¢g Pierdere prin uscare 43 %
alcool:

Puritate: indeplinita Alcaliu liber 0,05 ml HCI Continut 46 %
Acid liber 0,1 ml NaOH

Manusi chirurgicale B Braun Vasco OP Sensitive Metoda de difuziune in agar ok

Sunt disponibile rezultatele complete pentru 28 de voluntari. Prin urmare, numarul rezultatelor complete
este valabil. Valoarea minima a mediilor valorilor initiale este de 4,58 log, fiind astfel superioara valorii
minime prevazute de EN 12791, care este de 3,5 log.

La aplicarea metodei de referintd, la 5 voluntari s-au determinat reduceri mai mici de 2-log la actiunea
imediata. Valoarea maxima a diferentei medii intre factorii de reducere RP-PP si PP-RP este de 0,62 log,
fiind astfel inferioard valorii-limita de 2 log.

Pentru toate rezultatele calculate utilizand media ponderata se obtin raporturi intre cele doua valori
medii care sunt cuprinse intre 5 si 15.

Concluzie:

Efect imediat

Factorul de reducere obtinut prin metoda de testare este inferior fata de factorul de reducere obtinut prin
metoda de referintd. Diferenta semnificativa este de 0,67 log, fiind astfel inferioara fata de valoarea-limitd
de 0,75 log.

Efect la 3 ore

Factorul de reducere obtinut la aplicarea metodei de testare este inferior factorului de reducere aferent
metodei de referinta. Diferenta semnificativa este de 0,64 log, fiind astfel inferioard fata de valoarea-limita
de 0,85 log.

Prin urmare, metoda de testare cu Promanum pure care este mai sus
mentionata nu este inferioara fata de metoda de referinta.




Traducere din limba engleza

(sigld): W.H.U. W.H.U. GmbH, Bodenlehenstralte 15, 5500 Bischofshofen 18.12.2019
(Apa - Igiend - Mediu)
Anexa la raportul 19422621

EN 12791: 2016+A1:2017-11 - Antiseptice si dezinfectante chimice. Dezinfectia chirurgicala a
mainilor. Metoda de testare si cerinte (faza 2, etapa 2) - Valori originale (pagina 2 din 4)
Referinta: propan-1-ol 60% (v/v) I Produsul testat: Promanum pure
Nr. Mana | Valoare initials Valoare l{lteriqare:JValo.are ulterioara Valoare initials [/2l0are u_Iteriqarrfa Valoare ulterioara
R/P ’ —actiune imediatal- actiune la 3 ore ’ —actiune imediata}- actiune la 3 ore
107" 10 [10°]10° |10 |10]10° |10 [10*f 107 10 [107 f10° |10 [10]10° [107 |10
1 [stanga n | 176 | 19 96 | 10 [ 1 n n | s3] n |8 ]| 7
R |dreapta [ n n | o] 88 | 11 1 n n | 115 83 | 8
2 stanga n n 264 n 232 | 22 n n 122 n 33
R dreapta n n 106 n 192 | 15 n n 110 n n 33
3 |stanga n n | 92 14 | 2 0 n n 74| 1 0 0
P |dreapta | n n |108] 21| 5 0 n | 20822 0 0 0
4 [stanga n |148] 11 88| 8 0 n [184] 27 0 0 0
R |[dreapta | n [ 124 19 5 1 0 n [144] 20 ] o 0 0
5 stanga n n | 104] 128 | 12 0 n n | 168 79 | 12 1
P [dreapta | n n | 84 8 1 0 n n |[216 114 9
6 stanga n | 329 23 n 75 8 n n 49 n 57 6
P ([dreapta ] n | 220 29[ 26 | 2 0 n n | 54 n [272] 16
7 [stanga n 77| n [112] 6 n n | 216 n |344 | 26
R |dreapta [ n 276 n | 132 15 [ n n [312] n [ 256 20
8 stdnga n 41 7 1 0 n n 39 152 | 24 5
P ([dreapta [ n | 92 | 14 10 n |104] 8 1 0 0
9 stanga n | 155 16 87 9 1 n n 44 | 52 3 0
R |dreapta] n [ 197 20 4 0 0 n n | 31 184 | 26 | 1
10 [sténga n 344 | 24 69 8 0 n n 2321 n n 32
R |dreapta | n n | 31] n|a8]| 4 n n | 192 n n | 54
11 [stanga n n | 52 43 | 4 0 n [192] 22 [232] 26 | 2
R |[dreapta [ n n | a] a3 4 0 n | 108 ] 15 51 [ 5 0
12 |stédnga n n 144 n 288 | 27 n n 112 n n 72
P [dreapta | n n [ 128] n 31 1 n n 56 8 0 0
13 |[stanga n n | so] 7 0 0 n n | 216 272 | 20
P [dreapta n n | 116 2 0 0 n n | 216224 | 27 1
14 |stdnga n n 92 n n 96 n n 76 n n 39
P [dreapta [ n n | 69 n |149] 10 n | 77| 14| n |168] 25
15 [stanga n [184| 26 | 4 1 0 87 | o 4 152 | 21 | 1
R |dreapta [ n n 36 n 61 9 45 3 1 0 0 0
16 |[stinga n | 153 15 1 0 0 n | 224]| 29 | 136 | 18 2
P |dreaptal n | 92 | 9 5 2 0 n [232] 20 17 | 5 0
17 [stanga n [144| 15| 75| 6 0 n |101] 12 6 1 0
P |dreapta ] n | 256 | 27 42 | 3 n [152] 14 ] n | 33| 7
18 |[stinga n 184 | 15 60 7 0 n 188 | 25 1 0 0
R |[dreapta [ n | 272 22| 2 0 0 n n | 51 18 | 2
19 |[stanga n n | 33 19| 1 0 n n | 73 12 | 1
P |dreapta ] n | 240 25 0 0 0 n n [ 4431 3 0
20 |stanga n | 112 16 1 0 0 n 78 8 0 0 0
P Jdreapta ] n [216] 10 ] 1 0 0 n | 204 | 20 6 1 0
21 |stanga n | 168 20 n | 156 | 26 n n 81 n 41 2
R |dreapta | n 57 | 188| 28 | 3 n n | 151 200 | 24
22 |stanga n 105] n | 176 | 16 n n | 264 2 0
R |dreapta [ n 82 208 23 | 1 n n [120] n [108] 10
23 |stanga n 296 | 29 | 12 2 0 n n 61 86 6 0
P |dreapta | n n | 43 15 [ 1 0 n [206] 28 [ 12 | 1 0
24 |stanga n n 31 n 48 3 n n 46 n 99 13
R dreapta n | 296 | 18 n n 51 n n 52 n 72 7
25 |stanga n n 119 n 134 | 15 n n 151 n n 51
P |dreapta | n n [ 280176 | 29 | 2 n n | 328 n |108]| 12
26 |stanga n | 208| 23 4 0 0 n n 44 | 68 4 0
P [dreapta [ n [ 188] 18 [ 119 12 | 1 n |192] 23 n | 61 [ 13
27 |stanga n n 192 n 39 3 n n 72 n 47 6
R [dreapta | n n|a7] 3 1 0 n n | 61 n n | 47
28 |stanga n 67 8 1 0 0 n n 96 n 31 3
R [dreaptaf n [ 46| 7 | 15| 2 0 n | 169 | 21 208 290 | 1
n: necuantificabil (>330 Valorile scrise cu caractere aldine au fost utilizate pentru calculele ulterioare




Traducere din limba engleza

(sigla): W.H.U.
(Apa - Igiena - Mediu)
Anexa la raportul 19422621

EN 12791: 2016+A1S2017-11 - Antiseptice si dezinfectante chimice. Dezinfectia chirurgicala a
mainilor - Metoda de testare si cerinte (faza 2, etapa 2) - Valori calculate (pagina 3 din 4)

W.H.U. GmbH, Bodenlehenstrafle 15, 5500 Bischofshofen 18.12.2019

Evaluare Referintd Referinta Produs testat: | Produs testat: retionea JAcTunea a
Valoare actiune |Valoare actiune laj Valoare actiune [Valoare actiune la imediata |3 ore
imediata 3ore imediata 3ore
Subiect jordined /i v | R | v | vee| Re | v | v | re | Vi | v re R-P|Rang) R-P|Rang
1.02] 7 -0.88] 23
1 RP-PP} 4.78| 1.94| 2.83) 4.25| 1.98 227 472 291 1.82) 5.06] 192 3.14 054 12 T 082l 21
2 |RP-PA] 542| 336 206] 503 327 175 5.04| 352 152 509 252| 257 S0l 27 T 050l 10
3 PP-RR} 5.03| 1.32| 3.71] 4.96| 1.15 3.82) 4.87| 0.00| 4.87) 4.32| 0.00f 4.32 o5l 28 T o8l 22
4 |RP-PR| 447 194 223) 411 070 341| 4.47| 000] 4.17] 4.28] 0.00| 4.28 125 T ossl o
5 [PpRA] 502[ 211 291 4.92[ 0.90] 4.0} 533 2.06] 3.28] 5.23] 1.90] 3.33 01 8 032l 16
6 |PPRA 435 141] 294 451 288 163] 469 276 1.93] 473 342] 1.31 220 23 T 0zl 12
7 |rRPPA 489 305] 184] 544] 313 231] 549 340] 209 533] 341 1.92 _0:25 > 0:60 11
8 |PPRAl 461 085 377] 398 1.00 298] 4.02| 000 4.02] 459] 220 239 o710 T ooal 17
9 |RP-PA| 430 060 369 419 194[ 225] 464 172| 293] 449| 228] 221 EECE B
10 [Re-PA| 4.49| 268| 1.81| 4.38] 1.84] 254 537 351 186 528 3.73 1.55 Tl 3 o7l 8
11 [RPPA] 469 163 308 4.72| 163] 3.08] 429 2.37[ 1.92] 4.05 1.71[ 2.34 VIEEE X Y
12 |pP-RA] 5.11| 249 262] 516 346| 1.70] 5.05| 386 1.19) 4.75] 090| 3.85 5ol o Tl 3
13 [pPRA 477| 085 393 506 030 476] 533 236 298] 533 242 291 ol 14 T ol 15
14 |PP-RA] 4.96| 3.98| 098] 484| 347 167] 3.92| 3.24| 067] 488 359 1.29 TG ol 6
15 |RP-PA] 4.28| 060 3.68] 456 279 1.77] 265 0.00| 2650 294| 220] 074 TG Tl 5
16 [PP-RA] 396 070 3.26f 4.18] 0.00] 4.18] 4.36| 2.15| 222] 436 1.23 3.13 oo2l 11 1 ozl 18
17 |PP-RA] 4.16| 1.88| 228] 441| 162 279 4.18] 252 1.66] 4.00[ 078 3.23 16l 21 T ool 25
18 |[RP-PA] 443 030 4.13| 4.26| 1.78] 2.48] 429 000 4.29] 471[ 1.26 3.45 500l 16 T ocol 11
19 |PP-RA] 4.52| 128 3.24] 438| 0.00f 4.38] 464 149 3.15| 486 1.08 3.78 Y BER R BE
20 |PPRP| 433] 000| 4.33] 4.07| 000[ 4.07] 389 000 389 431 078 353 o7 15 1 7ol 26
21 |RP-PA| 476| 229 246] 4.23| 3.22[ 1.01] 491 261 230) 5.18] 2.31| 287 o2 24 T 253 38
22 |RP-PA| 502 324 178] 491| 232 259 508 303 205] 542| 030 5.12 sool 7 T oail 10
23 |PPRP| 447| 1.08| 3398 463| 1.8 3.46] 447 108 339) 479 193] 2.85 205l 19 1 osal 23
24 |RP-PP| 449 268 181 446 371 075] 472| 286 1.86] 4.66 3.00[ 1.67 711 2 02l 20
25 |RP-PA| 545 227 3.8] 508 3.3 1.94 518 371 147) 552| 3.03] 248 Y
26 |PPRA 427 208 220 432 060 372] 464| 183 281] 429 279 1.51 ol 1 Tl 2
27 |RP-PA| 467 048 419 528 259 269) 486 267] 2.19] 479] 367| 1.1 T EVA B
28 [rr-PA| 366] 118 240] 383] 000f 383 498 249] 249] 424] 2.33[ 190
Xm |total | 461 1.72| 2.89) 4.58| 1.80[ 2.78) 4.64| 2.08| 2.56] 4.70] 2.02| 2.67] v valoare logaritmica initiala
S 042| 1.02] 0.87] 043) 1.21) 1.06) 0.59] 1.28] 1.03) 0.55] 1.11] 1.08} v.u.valoare logaritmica ulterioara:
N 28| 28 28 28] 28] 28 28] 28] 28] 28] 28] 28] Rf: factor logaritmic de reducere
Xm |RP-PPp 4.63] 1.88| 2.75] 4.58| 2.27| 2.31] 4.69] 2.32| 2.37]} 4.74| 2.24] 2.49] R: metoda de referinta
S 0.46] 1.05 0.86] 0.47] 1.02] 0.81] 0.68] 1.3|] 0.85] 0.68] 1.1] 1.16] P: metoda de testare
15 15| 15y 151 15| 15y 151 15[ 150 15| 15| 15
Xm |PP-RP} 4.58| 1.54| 3.04] 4.57| 1.25| 3.32] 4.57| 1.80| 2.77] 4.65| 1.77| 2.88
S 0.37 11 0.88] 0.39] 1.21| 1.08] 0.49] 1.24] 1.20 0.39] 1.09( 0.99
131 13 13} 131 131 131 13| 131 131 13| 131 13
Testarea actiunii in functie de serie
Diferenta intre valorile medii Actiune imediatd | Actiune la 3 ore
RP-PP 0,38 -0,18
PP-RP 0,27 0,44
Diferenta absolutd 0,11 0,62
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Anexa la raportul 19422621

EN 12791: 2016+A1$2017-11 - Antiseptice si dezinfectante chimice. Dezinfectia chirurgicala a mainilor. Metoda de testare si

cerinte (faza 2, etapa 2) - Statistica (pagina 4 din 4)

Sortarea diferentelor si calcul conform Hodges-Lehmann — actiunea imediata

Diferente Diferente medii intre valorile perechi/ rang
sortate 2.01(1.71{1.42| 1.14| 1.05(1.03| 1.02| 1.01| 0.95/0.77] 0.62| 0.54| 0.44| 0.31

1 2.01)201/1

2 1.71)186/2 [1,71/4

3 1.42|172/3 |157/6 [1,42/13

4 1.14|158/5 |143/12|1,28/21]1,14/32

5 1.05]153/7 |1,38/15[1,24/241,10/34 |1,05/41

6 1.03|152/8 |1,37/16|1,23/25]1,09/37 |1,04/44 |1,03/46

7 1.02|1,52/9 |1,37/17|1,22/27]1,08/38 |1,04/45 |1,03/48 |1,02/49

8 1.01)1,51/10]1,36/18 |1,22/281,08/39 [1,03/46 |1,02/49 |1,02/52 |1,01/53

9 0.95]1,48/11(1,33/191,19/29 |1,05/43 |1,00/57 |0,99/58 |0,99/59 0,98 /60 |0,95/65
10 0.77]1,39/14|1,24/231,10/34 |0,96 /64 [0,91/69 [0,90/70 |0,90 /72 [0,89/73 [0,86 /79 |0,77 /98
11 0.62]1,32/201,17/301,02/49 |0,88 /74 0,84 /83 [0,83/86 |0,82/87 [0,82/89 |0,79/94 |0,70/ 110,62/ 129
12 0.541,28/22|1,13/330,98/60]0,84/82 [0,80/90 [0,79/93 |0,78 /95 |0,78 /96 | 0,75/10q0,66 / 1210,58 / 130,54 / 146
13 0.441,23/261,08/39 [0,93/67|0,79/92 [0,75/10q0,74/1040,73/1040,73 /105 0,70/ 190,61/ 120,53 / 144 0,49/ 161 0,44 / 177
14 0.31]1,16/31|1,01/530,87/78]0,73/1040,68 /110,67 /1170,67/ 110,66 / 12| 0,63/ 120,54 / 140,47 1 1740,43 1189 0,38 / 2010,31 / 217
15 0.17]1,09/36[0,94/66 [0,80/91 0,66/ 1240,61/1270,60/1240,60 / 130,59/ 131 0,56 / 144 0,47 / 170,40 / 184 0,36 / 207 0,31 / 22
16 0.09]1,05/420,90/70 [0,76 /99 |0,62/ 126 0,57 / 13¢ 0,56 / 139 0,56 / 140,55/ 144 0,52/ 1540,43 / 1840,36 / 204 0,32/ 2160,27 / 224
17 0.00)]1,01/550,86/80 [0,71/1040,57 /130,53 1 1440,52/1590,51 / 154 0,51/ 157 0,48/ 1640,39 / 1990,31/ 2170,27 / 226
18 0.00)]1,01/55[0,86/80 [0,71/1040,57 /130,53 / 1440,52/ 1590,51 / 154 0,51/ 157 0,48/ 1640,39 / 190,31/ 2170,27 / 226
19| -0.05]098/62[0,83/84 |0,69/1140,55/1440,50/1540,49 /160,49 /1650,48 / 167 0,45/ 1740,36 / 2090,29 / 220,25 / 233
20| -0.05|098/62]0,83/84]0,69/114055/1440,50/1540,49 /161049165048 /167 0,45/ 1740,36 1 2040,29/ 224 0,25/ 23
21| -0.16|093/68]0,78/96|0,63/1240,49/164045/1750,44 /1740437181043 /184 0,40/ 1940,31/ 224
22| -0.25|0,8/74]0,73/1090,59/ 134045176 0,40/1870,39 / 1940,39 / 1990,38 / 196 0,35 / 200,26 / 234
23| -0.260,3/76]0,73/1040,58 /1340,44 /174 0,40/18¢0,39 / 1990,38 / 19¢[0,38 / 201 0,35 / 214 0,26 / 231
24| -0.27|0s7/77]0,72/1040,58 /130,44 /180,39 /190,38 / 194 0,38 / 200,37 / 204 0,34 / 2140,25 / 233
25| -0.37|0s2/88]0,67/1190,53/1540,39/1970,34/2110,33 /210,33 /2140,32/ 215 0,20/ 22
26| -0.61]0,70/111055/147041/1840.27 /229
27| -1.16]043/1840,28/22]
28| -1.95 [

'Sortarea diferentelor si calcul conform Hodges-Lehmann — actiune la 3 ore

- |

Diferente Diferente medii intre valorile perechi/ rang I R-P Rang
sortate 2.21|1.92| 1.85/ 1.58| 1.05] 1.03| 0.99] 0.74| 0.69]| 0.61| 0.60| 0.60| 0.54| 0.40} +Vz| -Vz | -Vz | +Vz
1 2.21[221/1 -0.88] 0.88 131 13
2 1.92[207/2 [192/4 -0.82] 0.82 15] -15
3 1.85(203/3 [1,89/6 [185/7 -0.501 0.50] 23] -23
4 1.58(190/5 [175/8 [172/9 [158/13 -0.87 0.87 141 -14
5 1.05(163/101,49/14 [145/18[132/27 [1,05/57 0.69| 0.69 17 17
6 1.03|162/11|1,48/15|1,44/20[1,31/28 |1,04/58 [1,03/59 0.32| 0.32 27 27
7 0.99]1,60/12146/17[142/21]1,20/33 [1,02/60 [1,01/610,99/62 0.40] 0.40 25 25
8 0.74]1.48/151,33/26 [1,230/31]1,16/44 [0,90/68 [0,89/69 |0,87/72 [0,74 /90 0.60[ 0.60] 19.5[ 19.5
9 0.69)]1,45/191,31/29[1,27/34 |1,14/47 [0,87/71 [0,86/73 |0,84 /75 [0,72/95 | 0,69/ 10 0.04] 0.04 28 28
10 0.61]1,41/22|1,27/351,23/391,10/52 [0,83/77 [0,82/80 |0,80 / 84 0,68 /105 0,65/ 1140,61/ 121 0.99] 0.99 10 10
11 0.60)]1,41/231,26/37[1,23/41]1,09/53 [0,83/78 [0,82/81 |0,80 /86 0,67/ 10¢ 0,65/ 1140,61/1240,60 / 124 0.74] 0.74 16 16
12 0.60]141/23]1,26/37[1,23/411,09/53|0,83/78 [0,82/81 0,80 /86 [0,67 / 10¢ 0,65/ 110,61 /129 0,60 / 124 0,60 / 124 214 214 3 -3
13 0.541,38/251,23/391,20/43 1,06 /56 [0,80/85 [0,79/88 |0,77 /89 0,64 /116 0,62/ 12q0,58 / 120,57 1 124 0,57 / 12 0,54 / 134 1.85] 1.85 6 6
14 0.40]1,31/291,16/45 [1,13/48 |0,99/62 [0,73 /92 [0,72/93 |0,70 /99 0,57 1 126 0,55/ 1340,51 / 140,50 / 144 0,50 / 14d 0,47/ 157040 /164 0.38| 0.38 26 26
15 0.38]1,30/31|1,15/46 [1,12/51]0,98 /64 [0,72/93 [0,71/97 |0,69/ 1040,56 / 134 0,54/ 1340,50 / 150,49 / 154 0,49/ 159 0,46 / 160 1.03] 1.03 9 9
16 0.32]1,27/35]1,12/50 [1,09/55 [0,95/66 |0,69/1040,68 / 1090,66 / 1140,53 / 14¢| 0,51 / 144 0,47 1 159 0,46 / 161]0,46 / 160,43 / 164 1.05] 1.05 8 8
17 0.041,13/48]0,98 /64 [0,95/67 |0,81/83 |0,55/1340,54 /139 0,52/ 145 -0.44| 0.44] 24| -24
18| -0.44|089/69(0,74/90|0,71/97]0,57 /124 -0.97| 0.97 1" -1
19| -0.50|0:86/74[0,71/96|0,68/1040,54/13 0.60| 0.60] 19.5[ 19.5
20| -0.5404/76]0,69/1010,66/114052/ 143 0.54| 0.54] 21.5] 215
21| -0.82|070/99]055/1340,52/144 -1.86| 1.86 5 -5
22| -0.87|067/1040,53/1410.49/153 -2.53| 2.53 1 -1
23| -0.88]067/11{0,52/140,49/ 159 0.61] 0.61 18 18
24| -0.92]065/1140,50/15(0,47 /15 -0.92] 0.92 12| -12
25 -0.97]062/1140,48/1560.44 16 -0.54] 0.54] 21.5] -21.5
26/ -1.86 221 2.21 2 2
27| -2.14 1.58] 1.58 7 7
28| -2.53 1.92] 1.92 4 4




Traducere din limba engleza
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Wusser

H.U.

Hygiene

Gesellschaft m.b.H, Geschaftsfiihrer:
Dr. Arno Sorger

Landesgericht Salzburg
Firmenbuchnummer: FN 304214z
UID-Nr.: ATU63836022

Laboratorium fiir
Wasseruntersuchungen und Hygiene
Telefon: +43 6462 32 852
Telefax: +43 6462 32 852 20
Mobil: +43 664 138 95 55

~ Umweli e-mail: office@whu-lab.at
www.whu-lab.at

Umwelt

Bankverbindung:
Salzburger Sparkasse

W.H.U. GmbH

BodenlehenstraBe 15, 5500 Bischofshofen, Osterreich

IBAN: AT32 20404 00041172974
BIC: SBGSAT2SXXX

Centre of Excellence Infection Control
B.Braun Medical AG

Seesatz 17
6204 Sempach
Schweiz

Probenummer
P194226001

Anmerkung/

Beschreibung

gitierung
‘,.w'“fe "L, .4"'1?.'»

Nach EN ISO 17025 akkreditierte
Prifstelle.

!5-0

:Ec 0‘151

Bischofshofen, 18.12.2019

Auftragsnummer: A194226
Prifbericht 19422601

Promanum pure - Hindedesinfektionsmittel

Produkt
Promanum pure

Charge pH
19174M09 53

Priifzeitraum ist vom Probeneingang bis zur Berichtserstellung (15.11.2019 - 18.12.2019)

Priifauftrag:

Auftraggeber:
Probeneingang:

Probentberbringer:

Probengebinde:
Probenmatrix:

Lagerbedingungen:
Verdiinnungsmittel:

Wirksubstanzen

(Herstellerangabe):

Aussehen, Geruch:

pH-Werte der gepriften Konzentrationen:

Vol-%

Priifung gemaB 'Anforderungen und Methoden zur VAH-Zertifizierung
chemischer Desinfektionsverfahren' (2. April 2015)

Methode 8 - Qualitativer Suspensionsversuch

EN 13727 - Chemische Desinfektionsmittel und Antiseptika - Quantitativer
Suspensionsversuch zur Bestimmung der bakteriziden Wirkung im
humanmedizinischen Bereich - Priifverfahren und Anforderungen (Phase 2, Stufe
1): 2012+A2:2015-10

EN 13624 - Chemische Desinfektionsmittel und Antiseptika — Quantitativer
Suspensionsversuch zur Bestimmung der fungiziden oder levuroziden Wirkung im
humanmedizinischen Bereich — Priifverfahren und Anforderungen (Phase 2,
Stufe 1): 2013-09

EN 1500 - Hygienische Handedesinfektion - Priifverfahren und Anforderungen
(Phase 2, Stufe 2): 2013-04

EN 12791 - Prifverfahren und Anforderungen (Phase 2, Stufe 2): 2016+A1: 2017
11

geringe Belastung

X Jhohe Belastung

Centre of Excellence Infection Control, 6204 Sempach
15.11.2019

Post

500ml KS-Flaschen

Handedesinfektionsmittel

keine Angabe durch Hersteller, Raumtemperatur
VE-Wasser, pyrogenfrei

in 100 g: 73,4g Ethanol und 10g Propan-2-ol

farblose, klare Flissigkeit mit spezifischem Geruch

Konz: pH
100 53
80 512
40 5,04

20 5,4



w H W.H.U. GmbH, Bodenlehenstralte 15, 5500 Bischofshofen 18.12.2019
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Die Ergebnisse der Einzelprifungen befinden sich im Anhang
Alle Verdiinnungen in Vol-% Alle Zeitangaben in Sekunden

Zusammenfassung der Ergebnisse:

Inaktivierungsmittelsuche: Die Ergebnisse sind gliltig
Wirksames Inaktivierungsmittel:

3% Polysorbat 80, 0,3% Lecithin, 3% Saponin

Qualitativer Suspensionsversuch: Die Ergebnisse sind giiltig
Wirksame Konzentrations-Zeit-Relationen:  (Vol-%/ Sekunden)
Konz./ Zeit Konz./ Zeit Konz./ Zeit Konz./ Zeit Konz./ Zeit
E. coli 40/ 15
P. mirabilis 40/ 15
P. aeruginosa 30/ 15

Der resistenteste und fir die weiteren Versuche verwendete gram- Keim ist:
E. coli

Quantitativer Suspensionsversuch, hohe Belastung Die Ergebnisse sind gliltig
Wirksame Konzentrations-Zeit-Relationen:  (Vol-%/ Sekunden)
Konz./ Zeit Konz./ Zeit Konz./ Zeit Konz./ Zeit Konz./ Zeit
S. aureus 80/ 15
E. hirae 80/ 15
P. aeruginosa 40/ 15
E. coli 40/ 15
C. albicans 80/ 15
Hygienische Handedesinfektion Die Ergebnisse sind giiltig
wirksame gepriifte Einwirkzeit
konzentriert: 30 Sekunden
Chirurgische Handedesinfektion Die Ergebnisse sind gliltig
wirksame gepriifte Einwirkzeit
konzentriert: 90 Sekunden

ergeht an: Auftraggeber
Anhang: 13 Seiten Priifergebnisse



Wosser  Hygiene  Umweh

Anhang zu Bericht 19422601

W.H.U. GmbH, Bodenlehenstrale 15, 5500 Bischofshofen

18.12.2019

Prifergebnisse

Promanum pure, Qualitativer Suspensionsversuch

Labornummer:

P194226001 |

|Pr[]fdatum:

26.11.2019

pH-Wert im Konzentrat:

5,3

Qual. Susp.versuch

Produktname:

Promanum pure

Chargennummer:

19174M09

Testbedingungen: ohne Belastung
Neutralisationsmedium: 3% Polysorbat 80, 0,3% Lecithin, 3% Saponin
Priitemperatur: 20 °C | |Beertungszeit . 48 Stunden 3 4 5 KBE (log/ml) Bedingung erfiillt
||Pri]fkeim: S. aureus ATCC 6538 Bebritungstemperatur: 37 °C
||Pr[]fkeim: E. hirae ATCC 10541 Bebritungstemperatur: 37 °C
(IPriifieim: E. coli NCTC 10538 Bebritungstemperatur: 37 °C n 38 8,58 ja
||Pr[]fkeim: P. mirabilis ATCC 14153 |Bebriitungstemperatur: 37 °C n 36 8,56 ja
||Prijfkeim: P. aeruginosa ATCC 15442 |Bebriitungstemperatur: 37 °C n 45 8,65 ja
Priifkeim:  C. albicans ATCC 10231 Bebriitungstemperatur: 30 °C
. Produktkonz. Einwirkzeit (Sekunden)
Testkeim
Vol-% 15 30 60
S. aureus ATCC 6538
WSH-Kontr.
E. hirae ATCC 10541
WSH-Kontr.
40 - - -
30 + - -
E. coli NCTC 10538 20 + + +
10 + + +
WSH-Kontr. +
40 - - -
30 + - -
P. mirabilis ATCC 14153 20 + + +
10 + + +
WSH-Kontr. +
40 - - -
. 30 - - -
P. aeruginosa ATCC
15442 200 ¢ - -
10 + + +
WSH-Kontr. +
C. albicans ATCC 10231
WSH-Kontr.
+: Wachstum durch Trilbung  -: kein Wachstum durch Triibung feststellbar
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Anhang zu Bericht 19422601

Prifergebnisse Promanum pure, S. aureus ATCC 6538, hohe Belastung

EN 13727 Chemische Desinfektionsmittel und Antiseptika - Quantitativer Suspensionsversuch zur Bestimmung der bakteriziden Wirkung im
humanmedizinischen Bereich - Prifverfahren und Anforderungen (Phase 2, Stufe 1): 2012+A2: 2015-10

Labornummer: P194226001 | |Prifdatum: 20.11.2019 | | pH-Wert im Konzentrat: 53

Produktname: Promanum pure Chargennummer: 19174M09

Testbedingungen: I X IVerdUnnungs-Neutralisationsverfahren: Neutralisationsmedium:
3% Polysorbat 80, 0,3% Lecithin, 3% Saponin

I X IGusspIattenverfahren I IOberﬂéchenspatelverfahren I 1|m| pro Platte

I IMembranfiltrationsverfahren: Spiilfliissigkeit: ca. ml:

Priiftemperatur: 20 °C | |Belastung: hohe Belastung (Rinderalbumin 3g/l+Schaferythrozyten 3ml/l)

Priifkeim: S. aureus ATCC 6538 | |Bebrﬂtungstemperatur 37 °C | |Bebrl'jtungszeit: 48 Stunden

\Verdiinnungsmittel fir Produktprifiésungen: hartes Wasser |Konzentrationsangabe Vol-%

Aussehen der Produktpriiflésung:

\Validierung und Kontrollen:

Validierungssuspension (Nv0) Kontrollversuch fiir die Kontrollversuch fiir die Verfahrensvalidierung ( C)
gssusp Priifbedingungen (A) Neutralisation oder Filtration (B) |Produktkonz. = | 80[Vol-%
34 32 34 32
Ve \g \g \s
| | = | | = | | = | | =
8 6 5 5 4 4 4 3
\/c2 | 3 | 3 \ic2 | 3 | %, \ic2 | 3 | 3 \ic2 | 3 | 3
30 =xvonNvy< 160 Xm VOn Aist 20,5 % x,, von N,g X, von Bist=0,5 x x,, von N, X, von Cist = 0,5 % x;, von N,y
ERFULLT ERFULLT ERFULLT ERFULLT
Validierungssuspension (NvB)  [V¢i= 34 Vo= 32 _ 30 =xvonNvg< 160
Xm (VerVe))= 33 -
16 + 18] 17 + 15 ERFULLT
Priifsuspension:| V¢l Vic2
N Vtve2dVotvgel  [xwm= 160 x106 | lgyN=820
106 | 168 152 Ny =N 110, 1goNo=  |7,20
10 7 15 14 72 <Ny < 7,70|ERFULLT
Prifung: [Produktkonz. | Einwirkzei Vet Ve2 I910 R | Anforderungen
o e |Verd Ni=Xnx 10 [igio N, = rf"llt'g pH
(Vol-%) Ve-1|Vep-2f V1|V -2 (Ng= 7,20  erulit
10° | 0 0 .
1 80 15 <140 <215 | >506 |ERFULLT 5,12
10 0 0
0
2 40 15 [0 _[330 [>330 >33000 452 | <268 |nichterfiilt 5,04
10" [>330]  [>330
0
3 20 15 [0 _[330) [>330 >33000 452 | <268 |nichterfilt 54
10" [>330]  [>330
10° 0 0 .
4 80 U e - <140 <215 | >506 |ERFULLT 5,12
0
5 40 0[O X330 330 >33000 452 | <268 |nichterfiilt 5,04
10" [>330]  [>330
0
6 20 0[O X330 330 >33000 452 | <268 |nichterfiilt 54
10" [>330]  [>330
10° | 0 0 .
7 80 U e - <140 <215 | >506 |ERFULLT 5,12
0
8 40 o O[PS0 [330 5600 375 | 345 |nicht erfl 5,04
10" | 54 58
0
9 20 60 | 2330 330 >33000 452 | <268 |nichterfiilt 5.4
10" [>330]  [>330

c=Zellzahl je ml  X,=Mittelwert von Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V»-2) xwm=gewichteter Mittelwert von X,, R=Keimreduktion (Ig1o R=N,-1g1oN,)
[wenn N.<140, Ig R=>[IgNy-2,15], wenn N.>Xx10, Ig R=<[IgNo-IgX] (IgX=oberer Grenzwert fir V)
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Anhang zu Bericht 19422601

Prufergebnisse Promanum pure, E. hirae ATCC 10541, hohe Belastung

EN 13727 Chemische Desinfektionsmittel und Antiseptika - Quantitativer Suspensionsversuch zur Bestimmung der bakteriziden Wirkung im
humanmedizinischen Bereich - Prifverfahren und Anforderungen (Phase 2, Stufe 1): 2012+A2: 2015-10

Labornummer: P194226001 | |Prifdatum: 20.11.2019 | | pH-Wert im Konzentrat: 53

Produktname: Promanum pure Chargennummer: 19174M09

Testbedingungen: I X IVerdUnnungs-Neutralisationsverfahren: Neutralisationsmedium:
3% Polysorbat 80, 0,3% Lecithin, 3% Saponin

I X IGusspIattenverfahren I IOberﬂéchenspatelverfahren I 1|m| pro Platte

I IMembranfiltrationsverfahren: Spiilfliissigkeit: ca. ml:

Priiftemperatur: 20 °C | |Belastung: hohe Belastung (Rinderalbumin 3g/l+Schaferythrozyten 3ml/l)

Priifkeim: E. hirae ATCC 10541 | |Bebrﬂtungstemperatur 37 °C | |Bebrﬂtungszeit: 48 Stunden

\Verdiinnungsmittel fir Produktprifiésungen: hartes Wasser |Konzentrationsangabe Vol-%

Aussehen der Produktpriiflésung:

\Validierung und Kontrollen:

Validierungssuspension (Nv0) Kontrollversuch fiir die Kontrollversuch fiir die Verfahrensvalidierung ( C)
gssusp Priifbedingungen (A) Neutralisation oder Filtration (B) |Produktkonz. = | 80[Vol-%
46 44 43 50
Ve \g \g \s
| [ o= | [ o= | [ o= | [ o=
50 48 49 46,5 48 455 46 48
\/c2 | | V2 | | \c2 | | \c2 | |
30 =xvonNvy< 160 Xm VOn Aist 20,5 % x,, von N,g X, von Bist=0,5 x x,, von N, X, von Cist = 0,5 % x;, von N,y
ERFULLT ERFULLT ERFULLT ERFULLT
Validi ion (NvB V= 51 V= 48 30 <xvonNvgs 160
alidierungssuspension (NvB) c1 c2 X, (VerVe)= 495 i B
23+ 28| 21+ | 27 ERFULLT
Priifsuspension:| V¢l Vic2
N [Vy1|Veg-2f V1|V -2 xwm= 206 x106 | Igyo N = 8,31
106 | 203 209 No=N/10,IgyoNg= 17,31
10 7 19 22 72 <Ny £ 770[ERFULLT
Prifung: inwirkzei Vel Ve2 lgo R
rifung Prodtojktkonz. (Es:m;k;::) Verd. N,=X,, % 10 lio N, 910 Anfordt?rupgen oH
(Vol-%) Ver|Ver2 Voo 1[ Vo2 (Ng= 7,31 erfult
10° 0 0 .
1 80 15 <140 <215 | >517 [ERFULLT 5,12
10 0 0
0
2 40 15 [0 _[330 [>330 >33000 452 | <280 |nichterfit 5,04
10" |>330 >330
0
3 20 15 [0 _[330) [>330 >33000 452 | <280 |nichterfit 54
10" |>330 >330
10° | 0 0 .
4 80 30 <140 <215 | >517 [ERFULLT 5,12
10 0 0
0
5 40 0[O X330 330 >33000 452 | <280 |nichterfiit 5,04
10" |>330 >330
0
6 20 0[O X330 330 >33000 452 | <280 |nichterfiilt 54
10" |>330 >330
10° | 0 0 .
7 80 60 <140 <215 | >517 [ERFULLT 5,12
10 0 0
0
8 40 6o O | 138 122 1310 312 | 420 |nicht erfl 5,04
10" | 15 8
0
9 20 6o [O_[23%0] 330 >33000 452 | <280 |nichterfll 54
10" |>330 >330

c=Zellzahl je ml  X,=Mittelwert von Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V»-2) xwm=gewichteter Mittelwert von X,, R=Keimreduktion (Ig1o R=N,-1g1oN,)
[wenn N.<140, Ig R=>[IgNy-2,15], wenn N.>Xx10, Ig R=<[IgNo-IgX] (IgX=oberer Grenzwert fir V)
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Anhang zu Bericht 19422601

PrUfergebnisse Promanum pure, P. aeruginosa ATCC 15442, hohe Belastung

EN 13727 Chemische Desinfektionsmittel und Antiseptika - Quantitativer Suspensionsversuch zur Bestimmung der bakteriziden Wirkung im
humanmedizinischen Bereich - Prifverfahren und Anforderungen (Phase 2, Stufe 1): 2012+A2: 2015-10

Labornummer: P194226001 | |Prifdatum: 20.11.2019 | | pH-Wert im Konzentrat: 53

Produktname: Promanum pure Chargennummer: 19174M09

Testbedingungen: I X IVerdUnnungs-Neutralisationsverfahren: Neutralisationsmedium:
3% Polysorbat 80, 0,3% Lecithin, 3% Saponin

I X IGusspIattenverfahren I IOberﬂéchenspatelverfahren I 1|m| pro Platte

I IMembranfiltrationsverfahren: Spiilfliissigkeit: ca. ml:

Priiftemperatur: 20 °C | |Belastung: hohe Belastung (Rinderalbumin 3g/l+Schaferythrozyten 3ml/l)

Priifkeim: P. aeruginosa ATCC 15442 | |Bebrﬂtungstemperatur 37 °C | |Bebrﬂtungszeit: 48 Stunden

\Verdiinnungsmittel fir Produktprifiésungen: hartes Wasser |Konzentrationsangabe Vol-%

Aussehen der Produktpriiflésung:

\Validierung und Kontrollen:

Validierungssuspension (Nv0) Kontrollversuch fiir die Kontrollversuch fiir die Verfahrensvalidierung ( C)
gssusp Priifbedingungen (A) Neutralisation oder Filtration (B) |Produktkonz. = | 80[Vol-%
37 33 35 29
\/c1 \/c1 V1 \/c1
| [ |« | [ |« | | | [ | |«
31 34 32 32,5 30 32,5 34 31,5
\/c2 | | \/c2 | | \/ic2 | | \/ic2 | |
30 =xvonNvy< 160 Xm VOn Aist 20,5 % x,, von N,g X, von Bist=0,5 x x,, von N, X, von Cist = 0,5 % x;, von N,y
ERFULLT ERFULLT ERFULLT ERFULLT
Validierungssuspension (NvB)  [V¢4= 32 Vo= 32 _ 30 =xvonNvg< 160
Xm (VenVeo)= 32 -
16 + 16| 18 + | 14 ERFULLT
Priifsuspension:| V¢l Vic2
N V- IVer-2 V- 1[V2-2 xwm= 168 x106 | lgo N = 8,22
10 -6 181 155 Ng=N/10,1gioNg= 7,22
107 16 14 72 <Ny £ 770|ERFULLT
Prifung: inwirkzei Vet Ve2 lgo R
rifung Prodtojktkonz. (Es:m;k;::) Verd. N,=X,, % 10 lio N, 910 Anfordt?rupgen oH
(Vol-%) Ver|Ver2 Voo 1[ Vo2 (Ng= 7,22  erfullt
10° 0 0 .
1 80 15 <140 <2,15 >5,08 [ERFULLT 5,12
10" 0 0
10° 0 0 .
2 40 15 ppe 5 5 <140 <2,15 >5,08 [ERFULLT 5,04
0
3l 20 15 [0 _[330] ]330 533000 | >452 | <271 |nichterfilt 5.4
10" [>330 >330
10° 0 0 .
4 80 30 <140 <2,15 >5,08 [ERFULLT 5,12
10" 0 0
10° 0 0 .
5 40 30 e 5 0 <140 <2,15 >5,08 [ERFULLT 5,04
0
6 20 g O _P3sg IS0 533000 | 452 | <271 |nichterfilt 5.4
10" [>330 >330
10° 0 0 .
7 80 60 <140 <2,15 >5,08 [ERFULLT 5,12
10" 0 0
10° 0 0 .
8 40 60 ppe 5 0 <140 <2,15 >5,08 |ERFULLT 5,04
0
of 2 pp [P0 2330 >33000 | 452 | <271 |nichterfill 5.4
10" |>330 >330

c=Zellzahl je ml  X,=Mittelwert von Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V»-2) xwm=gewichteter Mittelwert von X,, R=Keimreduktion (Ig1o R=N,-1g1oN,)
[wenn N.<140, Ig R=>[IgNy-2,15], wenn N.>Xx10, Ig R=<[IgNo-IgX] (IgX=oberer Grenzwert fir V)
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Anhang zu Bericht 19422601

Prifergebnisse Promanum pure, E. coli K12 NCTC 10538, hohe Belastung

EN 13727 Chemische Desinfektionsmittel und Antiseptika - Quantitativer Suspensionsversuch zur Bestimmung der bakteriziden Wirkung im
humanmedizinischen Bereich - Prifverfahren und Anforderungen (Phase 2, Stufe 1): 2012+A2: 2015-10

Labornummer: P194226001 | |Prifdatum: 20.11.2019 | | pH-Wert im Konzentrat: 53

Produktname: Promanum pure Chargennummer: 19174M09

Testbedingungen: I X IVerdUnnungs-Neutralisationsverfahren: Neutralisationsmedium:
3% Polysorbat 80, 0,3% Lecithin, 3% Saponin

I X IGusspIattenverfahren I IOberﬂéchenspatelverfahren I 1|m| pro Platte

I IMembranfiltrationsverfahren: Spiilfliissigkeit: ca. ml:

Priiftemperatur: 20 °C | |Belastung: hohe Belastung (Rinderalbumin 3g/l+Schaferythrozyten 3ml/l)

Priifkeim: E. coli K12 NCTC 10538 | |Bebrﬂtungstemperatur 37 °C | |Bebrﬂtungszeit: 48 Stunden

\Verdiinnungsmittel fir Produktprifiésungen: hartes Wasser |Konzentrationsangabe Vol-%
Aussehen der Produktpriiflésung:

\Validierung und Kontrollen:

Validierungssuspension (Nv0) Kontrollversuch fiir die Kontrollversuch fiir die Verfahrensvalidierung ( C)
gssusp Priifbedingungen (A) Neutralisation oder Filtration (B) |Produktkonz. = | 80[Vol-%
32 34 32 36
\Vc1 \%o \%o \%o
| | |« | [ |« | [ |« [ | |«
37 34,5 33 33,5 31 31,5 34 35
\/c2 | | V2 | | V2 | | V2 | |
30 =xvonNvy< 160 Xm VOn Aist 20,5 % x,, von N,g X, von Bist=0,5 x x,, von N, X, von Cist = 0,5 % x;, von N,y
ERFULLT ERFULLT ERFULLT ERFULLT
\VValidi ion (NvB V= 32 Veo= 29 30 <xvonNvg< 160
alidierungssuspension (NvB) c1 c2 X, (VerVe)= 305 i B
14 + 18] 17 + 12 ERFULLT
Priifsuspension:| V¢l Vic2
N Vert[Ve2Ver1|Ve-2l  [wm= 160 x106 | lgoN=821
10 -6 152 168 No=N/10,1giqNg= 17,21
10 7 16 17 72 =Ng = 770/ERFULLT
Priifung: inwirkzei Vet Ve2 lgo R
rifung Prodtojktkonz. (Es:m;k;::) Verd. N,=X,, % 10 lio N, 910 Anfordt?rupgen oH
(Vol-%) Ver|Ver2 Voo 1[ Vo2 (Ng= 7,21 erfult
10° 0 0 .
1 80 15 <140 <215 >5,06 |ERFULLT 512
10" 0 0
10° 0 0 .
2 40 15 = 0 0 <140 <215 >5,06 |ERFULLT 5,04
0
3l 20 15 [0 _[330] ]330 533000 | >452 | <269 |nichterfill 5.4
10" [>330 >330
10° 0 0 .
4 80 30 <140 <215 >5,06 |ERFULLT 512
10" 0 0
10° 0 0 .
5 40 30 = 0 5 <140 <215 >5,06 |ERFULLT 5,04
0
6| 20 30 [ p3y  PI% >33000 | >452 | <269 |nichterfillt 5.4
10" |>330 >330
10° 0 0 .
7 80 60 <140 <2,15 >5,06 |ERFULLT 512
10" 0 0
10° 0 0 .
8 40 60 = 0 5 <140 <2,15 >5,06 |ERFULLT 5,04
0
o] 20 oo [ {330 3% 533000 | >452 | <269 |nichterfilt 54
10" |>330 >330

c=Zellzahl je ml  X,=Mittelwert von Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V»-2) xwm=gewichteter Mittelwert von X,, R=Keimreduktion (Ig1o R=N,-1g1oN,)
[wenn N.<140, Ig R=>[IgNy-2,15], wenn N.>Xx10, Ig R=<[IgNo-IgX] (IgX=oberer Grenzwert fir V)
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Anhang zu Bericht 19422601

Prifergebnisse Promanum pure, C. albicans ATCC 10231, hohe Belastung

EN 13624 Chemische Desinfektionsmittel und Antiseptika — Quantitativer Suspensionsversuch zur Bestimmung der fungiziden oder levuroziden
Wirkung im humanmedizinischen Bereich — Priifverfahren und Anforderungen (Phase 2, Stufe 1): 2013-09

Labornummer: P194226001 | |Priifdatum: 20.11.2019 [ pH-Wert im Konzentrat: 53

Produktname: Promanum pure Chargennummer: 19174M09

Testbedingungen: I X IVerdUnnungs-Neutralisationsverfahren: Neutralisationsmedium:
3% Polysorbat 80, 0,3% Lecithin, 3% Saponin

I X IGusspIattenverfahren I IOberﬂéchenspatelverfahren I 1|m| pro Platte

I IMembranfiltrationsverfahren: Spiilfliissigkeit: ca. ml:

Priiftemperatur: 20 °C | |Belastung: hohe Belastung (Rinderalbumin 3g/l+Schaferythrozyten 3ml/l)

Priifkeim: C. albicans ATCC 10231 | |Bebrﬂtungstemperatur 30 °C | |Bebrﬂtungszeit: 48 Stunden

\Verdiinnungsmittel fir Produktprifiésungen: hartes Wasser |Konzentrationsangabe Vol-%
Aussehen der Produktpriiflésung:

\Validierung und Kontrollen:

Validierungssuspension (Nv0) Kontrollversuch fiir die Kontrollversuch fiir die Verfahrensvalidierung ( C)
gssusp Priifbedingungen (A) Neutralisation oder Filtration (B) |Produktkonz. = | 80[Vol-%
59 62 58 57
Ve \g \g \s
L 1 e | 1 e | 1 e | 1 e
61 60 57 59,5 59 58,5 55 56
\/c2 | | V2 | | \c2 | | \c2 | |
30 =xvonNvy< 160 Xm VOn Aist 20,5 % x,, von N,g X, von Bist=0,5 x x,, von N, X, von Cist = 0,5 % x;, von N,y
ERFULLT ERFULLT ERFULLT ERFULLT
Validi ion (NvB V= 57 V= 64 30 <xvonNvgs 160
alidierungssuspension (NvB) c1 c2 X, (VerVe)= 605 i B
30+ 271 31 + | 33 ERFULLT
Priifsuspension:| V¢l Vic2
N Ve-1|Ve-2 V1| Vo2 xwm= 206 x105 | lgio N = 7,31
105 | 213 196 Ny =N/10,1gioNo= 6,31
10 5 24 20 62 <Ny < 670|ERFULLT
Prifung: inwirkzei Vel Ve2 lgo R
rifung Prodtojktkonz. (Es:m;k;::) Verd. N,=X,, % 10 lio N, 910 Anfordt?rupgen oH
(Vol-%) Ver|Ver2 Voo 1[ Vo2 (No= 6,31) erfullt
10° 0 0 .
1 80 15 <140 <215 | >417 [ERFOLLT 5,12
10 0 0
0
2 40 15 [0 _[330) [>330 >33000 452 | <180 |nichterfill 5,04
10" |>330 >330
0
3 20 15 [0 _[330) [>330 >33000 452 | <180 |nichterfil 54
10" |>330 >330
10° 0 0 .
4 80 30 - ; ; <140 <215 | >417 [ERFULLT 5,12
0
5 40 0[O X330 330 >33000 452 | <180 |nichterfilt 5,04
10" |>330 >330
0
6 20 0[O X330 330 >33000 452 | <180 |nichterfil 54
10" |>330 >330
10° 0 0 .
7 80 60 - ; ; <140 <215 | >4717 [ERFULLT 5,12
0
8 40 o O[PS0 |30 >33000 452 | <180 |nichterfill 5,04
10" |>330 >330
0
9 20 6o [O_[23%0] 330 >33000 452 | <180 |nichterfll 54
10" |>330 >330

c=Zellzahl je ml  X,=Mittelwert von Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V»-2) xwm=gewichteter Mittelwert von X,, R=Keimreduktion (Ig1o R=N,-1g1oN,)
[wenn N.<140, Ig R=>[IgNy-2,15], wenn N.>Xx10, Ig R=<[IgNo-IgX] (IgX=oberer Grenzwert fir V)
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Anhang zu Bericht 19422601

ONORM EN 1500: 2013 06 01 - Chemische Desinfektionsmittel und Antiseptika - Hygienische
Handedesinfektion - Priifverfahren und Anforderungen (Phase 2/Stufe2) - Urwerte

[lLabornummer:  P194226001

Produktname:  Promanum pure

[[Prufdatum: 06.12.2019

Priifkeim: Bebriitungsdauer: Kontaktzeit des |[KBE der Suspension Verd. KBE

E. coli NCTC 10538 48 Stunden Priifproduktes: |N 3,8 x108 10°® 38

30 Sekunden entspricht 107 6

Referenz: Propan-2-ol Prifprodukt: Promanum pure
Prob. Vorwert Nachwert Vorwert Nachwert
Hand

R/P 102 | 10* | 10° | 10° [ 10 | 10° ) 10° | 10* | 10° | 10° | 10? | 10?

1 links n 121 14 2 0 0 n 45 4 1 0 0

R rechts n 106 9 2 0 0 n 39 3 0 0 0

2 |links n n 38 151 16 1 n n 47 63 4 2

P rechts n n 43 139 15 2 n n 40 n 139 16

3 links n 59 10 0 0 135 14 4 0 0 0

R rechts n 35 2 1 0 0 264 23 2 1 0 0

4 |links n 165 19 0 0 n n 31 1 0 0

P rechts n 173 18 0 0 0 n n 35 0 0 0

5 links 122 13 4 35 6 0 n 281 26 51 8 0

P rechts 101 9 1 9 1 0 n 277 27 13 2 0

6 |links n 68 7 18 1 0 n n 38 14 0 0

R rechts n 85 11 258 28 0 n 36 165 17 1

7  |links n 30 2 34 3 0 86 9 1 7 0 0

R rechts n 28 2 924 13 2 125 13 2 8 1 0

8 |links n 205 18 15 2 0 n 291 28 7 0 0

P rechts n 266 27 6 2 0 n 183 17 1 0 0

9 |links n 93 9 18 4 0 n n 37 7 1 0

R rechts n 116 14 3 0 0 n n 29 63 9 0

10 [links n 133 15 24 5 0 n 141 16 20 3 0

P rechts n 208 25 13 2 0 n 129 15 10 0 0

11 |links n n 38 172 16 3 n 102 8 11 0 0

P rechts n 39 43 8 0 n 255 28 10 0 0

12 |links 23 2 1 2 0 0 n 172 18 6 0 0

R rechts 18 1 1 0 0 0 n 155 13 0 0 0

13 [links n 113 12 0 0 0 n n 69 2 0 0

P [rechts n 73 12 6 0 0 n n 48 1 0 0

14 |links n 213 20 5 1 0 n n 51 7 0 0

R rechts n 262 25 13 0 0 n n 53 6 1 0

15 |links n n 44 73 9 0 n n 44 69 8 0

R rechts n n 36 88 13 2 n n 38 51 6 0

16 [links n 192 24 8 0 0 n n 34 276 28 6

P rechts n 136 10 12 3 1 n 181 17 n 238 25

17 |links n n 37 208 24 4 n n 35 153 16 0

R rechts n n 31 n 49 5 n n 38 195 26 4

18 [links n 219 23 11 1 0 n n 30 24 5 1

R rechts n 244 26 20 1 0 n n 31 33 4 0

19 [links n 38 3 16 1 0 n 33 4 11 2 0

P rechts n 40 5 12 2 0 n 35 6 12 1 0

20 |links n n 75 145 17 5 n n 66 n 40 6

P rechts n n 43 169 19 3 n n 50 66 4 0

n: nicht zahlbar (>330) fett gedruckte Werte wurden fir die weitere Berechnung verwendet

|Eu2rlallsatlons- VE-TSL
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Anhang zu Bericht 19422601

W.H.U. GmbH, Bodenlehenstrale 15, 5500 Bischofshofen

18.12.2019

[ONORM EN 1500: 2013 06 01 - Chemische Desinfektionsmittel und Antiseptika - Hygienische
Handedesinfektion - Priifverfahren und Anforderungen (Phase 2/Stufe2) - Berechnete Werte

Auswertung Referenz Priifprodukt; Promanum pure
Prob. [ | vw | Nw [ RFE | vw | NW [ Rf R-P | Rang
1 RP-PP 7,06 1,30 5,76 6,62 1,00 5,62 0,13 5
2 PP-RP 7,61 3,16 4,44 7,64 3,47 4,16 0,28 2
3 |rRP-PP | 6,66 | 1,24 | 542 | 6,27 | 1,00 | 5,27 0,14 4
4 PP-RP 7,23 1,39 5,84 7,52 1,00 6,52 -0,68 16
5 PP-RP 6,05 2,25 3,80 7,44 2,41 5,03 -1,24 19
6 RP-PP 6,88 2,84 4,05 7,57 2,68 4,89 -0,84 17
7 |rRPp-PP | 6,46 | 2,75 | 3,71 | 6,02 | 1,87 | 4,14 043 | 12
8 [ppRP | 737 [ 1,98 [ 539 [ 736 | 1,42 | 5,94 -0,55 | 15
9 [rp-pP | 702 | 1,87 | 515 | 7,52 | 2,32 | 5,19 0,04 [ 9
10 |PP-RP 7,23 2,25 4,98 7,14 2,15 4,99 0,00 7
11 |pPRP | 7,59 | 2,93 | 465 | 7,21 | 2,02 | 5,19 054 | 14
12 [RP-PP | 531 | 1,15 [ 4,16 | 7,21 [ 1,39 | 5,82 -1,67 | 20
13 |pPRP | 6,9 | 1,39 | 557 | 7,76 | 1,15 | 6,61 -1,04 | 18
14 [RP-PP | 7,37 | 1,91 [ 546 | 7,72 [ 1,81 | 5,90 -044 | 13
15 [RP-PP | 7,60 | 2,90 | 470 | 7,61 | 2,77 | 4,84 0,14 | 10
16 |PP-RP | 7,21 | 1,99 [ 522 1 7,39 | 3,01 | 3,48 1,74 1
17 [rRP-PP | 7,53 | 351 | 402 | 756 | 3,24 | 4,32 029 | 11
18 |RP-PP 7,37 2,17 5,19 7,48 2,45 5,03 0,16 3
19 [PPRP | 6,59 | 2,14 | 445 | 6,53 | 2,06 | 4,47 002 | 8
20 |pp-RP | 7,75 | 3,20 | 455 | 7,76 | 3,21 | 4,55 0,01 6
Xn |gesamt| 7,04 | 2,22 | 483 | 7,27 | 2,17 | 510 || vw: logarithmischer Vorwert
s 0,5986 [ 0,719 | 0,6637]0,5068 | 0,8681] 0,806 || Nw: logarithmischer Nachwert
N 20 20 20 20 20 20 Rf:  logarithmischer Reduktionsfaktor
Xm |[RP-PP ] 6,93 | 2,16 | 4,76 | 7,16 | 2,05 | 5,10 R:  Referenzverfahren
S 0,678410,81180,7296] 0,6199| 0,7684 | 0,5901 P: Priifverfahren
N 10 10 10 10 10 10
Xm |PP-RP 7,16 2,27 4,89 7,37 2,28 5,09
S 0,5159| 0,653 | 0,6233]0,36310,9859( 1,0115
N 10 10 10 10 10 10
Sortierung der Differenzen und Berechnung nach Hodges-Lehmann
Sortierte Mittlere paarweise Differenzen / Rang
Differenzen 1,74| 0,28/ o,16/ 0,14 0,13 0,01 o/ -0,02] -0,04] -0,14
1| 1,74|17411
2[ o,28|101/2 [028/19
3| o0,16[095/3 [0,22/21 [016/24
4| o0,14f094/4 [021/22 |015/25 [0,14/28
5| 0,13[094/5 [021/23 [0,15/26 [0,14/30 [0,13/31
6| 0,01[088/6 [015/26 [0,09/34 [0,08/36 [0,07/37 [0,01/48
7 0[087/7 014728 [0,08/35 [0,07/37 [0,07/41 [0,01/50 [0,00/51
8| -0,02|086/8 [0,13/31 [0,07/37 [0,06/42 [0,06/44 [-0,01/54 [-0,01/56 |-0,02/58
o] -0,04[085/9 [012/33 [0,06/43 [0,05/45 [0,05/46 |-0,02/57 [-0,02/58 |-0,03/60 |-0,04/61
10 -0,14[080/10 [0,07/37 [0,01/49 [0,00/51 |0,01/55 [-0,07/63 |-0,07/64 |-0,08/69 [-0,09/70 [-0,14/75
11| -0,29[0,73/11 [0,00/53 [-007/62 |-0,08/65 [-0,08/67 [-0,14/74 |-0,15/77 |-0,16/81 [-0,17/83
12| -0,43[066/12 [-008/65 |-0,14/72 |-0,15/77 [-0,15/79 |-0,21/90
13| -0,44(065/13 |-0,08/67 [-014/75 |-0,15/79 |-0,16/81
14| -o,54(060/14 |013/71 [-019/84 |-020/86 |0,21/88
15[ -0,55[060/15 |-0,14/72 [-020/85 |-0,21/88 |-0,21/91
16| -0,68[053/16 |0,20/86
17| -0,84|045/17
18 -1,04|035/18
19 -1,24[025/20
20| -1,67[004/47

|
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Anhang zu Bericht 19422601

ONORM EN 1500: 2013 06 01 - Chemische Desinfektionsmittel und Antiseptika - Hygienische
Handedesinfektion - Priifverfahren und Anforderungen (Phase 2/Stufe2) - Validierung und
Schlussfolgerung

NvO= 34,5 ( 32 37 ) glltig
NvB= 30500 ( 32 29 ) gliltig
Kontrolle des Neutraisationsmediums - Nichttoxizitat - Kontrolle B
MW: 31,5 ( 32 31 ) guiltig
Verfahrensvalidierung - Kontrolle C

MW: 35 ( 36 34 ) gultig

Referenzverfahren: 3 ml Propan-2-ol werden auf die trockenen Hande aufgebracht und nach dem
Standardeinreibeverfahren wahrend 30 Sekunden verrieben. Der Vorgang wird einmal wiederholt, so dass
sich eine Gesamteinreibezeit von 60 Sekunden ergibt.

Priifverfahren: 3ml Promanum pure wird auf die trockenen Hande aufgebracht und nach dem
Standardeinreibeverfahren wéhrend 30 Sekunden verrieben.

Es konnten die Ergebnisse von 20 Probanden fiir die Auswertung beriicksichtigt werden. Die Probandenzahl
ist daher ausreichend. Der Mittelwert der Vorwerte betragt mindestens 7,04 log und liegt (iber dem
Mindestwert der EN 1500 von 5log.

Im Referenzverfahren wurden bei 0 Probanden Reduktionen kleiner 3log bestimmt. Die maximale Anzahl von
3 wurde somit nicht Uberschritten. Die maximale mittlere Differenz der Reduktionsfaktoren RP-PP und PP-RP
betragt 0,13 log und liegt damit unter dem Grenzwert von 2 log.

Bei allen Ergebnissen, die unter Anwendung des gewichteten Mittelwerts zweier aufeinanderfolgender
Verdiinnungen berechnet wurden, ist der Quotient der beiden Mittelwerte nicht héher als 15 und nicht
niedriger als 5.

Schlussfolgerung:

Die signifikante Differenz betragt 0,00log und ist somit niedriger als die Grenze von 0,6log.

Das oben angefiihrte Priifverfahren mit Promanum pure weist einen hoheren Reduktionsfaktor
als das Referenzverfahren auf und ist daher diesem nicht unterlegen.
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Anhang zu Bericht 19422601

ONORM EN 12791: 2018 - Chemische Desinfektionsmittel und Antiseptika - Chirurgische
Handedesinfektionsmittel - Priifverfahren und Anforderungen (Phase 2/Stufe 2) - Basisdaten,
Validierung und Schlussfolgerung (Blatt 1 von 4)

Labornummer: P194226001 [Produktname:  Promanum pure

Die Validierung der Versuche erfolgt liber die Validierung der Versuche gemaB EN 13727.

Referenzverfahren: 3 ml Propan-1-ol (60% v/v) werden in die hohlen, trockenen Hande gegossen und fiir 3
Minuten kraftig nach dem Standard-Handedesinfektionsverfahren bis zu den Handgelenken auf der Haut
verrieben. Vor dem Auftrocknen werden jeweils weitere 3 ml Propan-1-ol (60% v/v) zugesetzt.
Priifverfahren mit Promanum pure

3 ml Produkt werden in die hohlen, trockenen Hande gegossen und fiir 90 Sekunden kraftig nach dem
Standard-Handedesinfektionsverfahren bis zu den Handgelenken auf der Haut verrieben. Vor einem
Auftrocknen werden weitere 3 ml-Portionen Produkt zugesetzt.

Anzahl Portionen & 3ml:  3/3/3/3/2/3/3/3/2/3/3/3/3/3/3/3/3/3/3/3/3/3/3/4/3/3/3/3

Priifzeitraum vom 18.11.2019 bis zum 18.12.2019

Bebriitungsdauer | 48|Stunden |Kontaktzeit des Priifproduktes: | | 90|Sekunden | | | |

Neutralisationsm. TSL
Qualitatskontrolle der Schmierseife

Identitat: erflllt Alkoholunlésliche Stoffe: 4 mg/2,5g Trocknungsverlust 43 %

Reinheit: erflllt Freies Alkali 0,05 ml HCI Gehalt 46 %
Freie Saure 0,1 ml NaOH

OP-Handschuh B Braun Vasco OP Sensitive Agardiffusionstest _in Ordnung |

Es konnten die Ergebnisse von 28 Probanden fiir die Auswertung beriicksichtigt werden. Die Probandenzahl
ist daher ausreichend. Der Mittelwert der Vorwerte betragt mindestens 4,58log und liegt (iber dem
Mindestwert der EN 12791 von 3,5log.

Im Referenzverfahren wurden bei der Sofortwirkung bei 5 Probanden Reduktionen kleiner 2log bestimmt.
Die maximale mittlere Differenz der Reduktionsfaktoren RP-PP und PP-RP betragt 0,62 log und liegt damit
unter dem Grenzwert von 2 log.

Bei allen Ergebnissen, die unter Anwendung des gewichteten Mittelwerts zweier aufeinanderfolgender
Verdiinnungen berechnet wurden, ist der Quotient der beiden Mittelwerte nicht héher als 15 und nicht
niedriger als 5.

Schlussfolgerung:
Sofortwirkung

Das Prifverfahren weist einen niedrigeren Reduktionsfaktor als das Referenzverfahren auf. Die signifikante
Differenz betragt 0,67log und ist somit niedriger als die Grenze von 0,75log.

3-Stunden-Wirkung
Das Priifverfahren weist einen niedrigeren Reduktionsfaktor als das Referenzverfahren auf. Die signifikante
Differenz betragt 0,64log und ist somit niedriger als die Grenze von 0,85log.

Das oben angefiihrte Priifverfahren mit Promanum pure ist daher dem
Referenzverfahren nicht unterlegen.
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Anhang zu Bericht 19422601

ONORM EN 12791: 2018 - Chemische Desinfektionsmittel und Antiseptika - Chirurgische
Handedesinfektionsmittel - Priifverfahren und Anforderungen (Phase 2/Stufe 2) - Urwerte
(Blatt 2 von 4)

Referenz: Propan-1-ol 60% (v/v) Prifprodukt: Promanum pure
Prob Vv rt Nachwert - | Nachwert - 3- Vv " Nachwert - | Nachwert - 3-
rob. Hand orwe Sofortwert | Stunden-Wert orwer Sofortwert | Stunden-Wert
R/P 1010|107} 10°| 10| 10| 10°| 10| 10*J 107 [ 10[ 10| 10° | 10™*| 10| 10°| 10} 107
1 |links n | 176 | 19 96 | 10 1 n n | 53] n|81]| 7
R rechts n n 60 | 88 11 1 n n | 115 83 8 0
2 links n n 264 n 232 | 22 n n 122 n 33 5
R rechts n n 106 n 192 | 15 n n 110 n n 33
3 links n n 92 14 2 0 n n 74 1 0 0
P |rechts n n [108] 21 | 5 0 n | 208 22 0 0 0
4  |links n |148| 11 | 88 | 8 0 n | 184 27 0 0 0
R |rechts n [ 124 19 5 1 0 n | 144 20 0 0 0
5 [|links n n | 104] 128 12 0 n n | 168 79 | 12 1
P rechts n n 84 8 1 0 n n |216]114| 9
6 links n | 329]| 23 n 75 n n 49 n 57 6
P [rechts n [220f 20 | 26 | 2 0 n n | s4 n | 272 16
7 links n n 77 n 112 6 n n 216 n 344 | 26
R rechts n n 276 n 132 | 15 n n 312 n 256 | 20
8 |links n n | a1] 7 1 0 n n | 39 152 24 | 5
P rechts n 92 | 14 10 4 0 n 104 | 8 1 0 0
9 |links n | 155 | 16 87 | o n n | 4a]5s52] 3
R rechts n | 197 | 20 4 0 0 n n 31 184 | 26 1
10 [links n | 344 | 24 69 8 0 n n | 232] n n 32
R rechts n n 31 n 48 4 n n 192 n n 54
11 |links n n 52 a3 | 4 0 n | 192 22 [ 232 26 | 2
R |rechts n n 49 | a3 4 0 n | 108 15 51 5 0
12 |links n n | 144 n | 288 | 27 n n | 112] n n 72
P |rechts n n |128] n 31 1 n n 56 8 0 0
13 [links n n | 59] 7 0 0 n n | 216 272 20 | 1
P |rechts n n | 116 2 0 0 n n |216] 224 27 1
14 |links n n 92 n n 96 n n 76 n n 39
P [|rechts n n 69 n | 149 | 10 n 77 | 14 n | 168 | 25
15 |links n |184| 26 | 4 1 0 87 | o 4 152 | 21 1
R |rechts n n 36 n 61| 9 || a5 3 1 0 0 0
16 |[links n | 153 15 1 0 0 n | 224 20 136 18 | 2
P [rechts n [ 92| 9 5 2 0 n | 232 20 17 | 5 0
17 |links n |144| 15 | 75 [ 6 0 n |[101| 12 6 1 0
P rechts n | 256 | 27 42 3 n 152 | 14 n 33 7
18 [links n | 184 15 60 | 7 0 n |188| 25 | 1 0
R rechts n | 272] 22 2 0 0 n n 51 18 2 0
19 |[links n n 33 | 19 1 0 n n 73 12 1 0
P rechts n | 240 ]| 25 0 0 n n 44 | 31 3
20 |links n | 112 16 1 0 0 n | 78| 8 0 0 0
P |rechts n [216| 19 1 0 0 n | 204 20 6 1 0
21 |links n | 168 | 20 n | 156 | 26 n n 81 n 41 2
R rechts n n 57 | 188 | 28 3 n n | 151 200 | 24 3
22 |links n n [105] n | 176 | 16 n n | 264 2 0 0
R |rechts n n | 82 208 | 23 1 n n [120] n [ 108 10
23 |links n |206| 29 | 12 | 2 0 n n | 61 86 | 6 0
P rechts n n 43 15 1 0 n | 296 | 28 | 12 1 0
24 |links n n 31 n 48 3 n n 46 n 99 | 13
R rechts n 296 | 18 n n 51 n n 52 n 72 7
25 |links n n | 119 n | 134| 15 n n |151] n n 51
P [rechts n n |[280] 176 | 20 | 2 n n | 328 n | 108 12
26 |links n | 208 23 4 0 0 n n | 44] 68| 4 0
P rechts n | 188 | 18 | 119 | 12 1 n | 192 23 n 61 | 13
27 |links n n | 192 n 39 3 n n 72 n 47 6
R rechts n n 47 3 1 0 n n 61 n n 47
28 |links n 67 8 1 0 0 n n 96 n 31 3
R rech_ts n 46 7 15 2 0 n 169 | 21 208 | 29 1

n: nicht zahlbar (>330) fett gedruckte Werte wurden fir die weitere Berechnung verwendet
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W.H.U. GmbH, Bodenlehenstralte 15, 5500 Bischofshofen

18.12.19

ONORM EN 12791: 2018 - Chemische Desinfektionsmittel und Antiseptika - Chirurgische

Handedesinfektionsmittel - Priifverfahren und Anforderungen (Phase 2/Stufe 2) - Berechnete

Werte (Blatt 3 von 4)
Auswertung Referenz Referenz 3- Priifprodukt; Prifprodukt: 3- Sofort- 3-Stunden-
Sofortwert Stunden-Wert Sofortwert Stunden-Wert wirkung Wert
Prob. [ree™| W | Nw | Rf | vw [ Nw | Rf | vw [ Nw | RF | vW | NW | Rf R-P |Rang| R-P [Rang
1 |RrPP| 478 194| 283 425 1,98 227] 472| 291 182 506 192 3,14 1,02[ 7] -088| 23
2 [rRePP| 542| 336 206] 503 327] 1,75 504 352| 152] 509 252 257 054 12] 082 21
3 [pp-RP| 503 132 3,71] 496 1,15 382] 487 000| 487] 432| 000 432 1,16 27| -050[ 19
4 |RPPP| 417 194] 223] 411 o70] 341 417| 000| 417] 4,28| 000 4728 1,95 28] -087[ 22
5 |PP-RP] 502] 211 291] 492] 09| 402] 533 2,06 328] 523 190] 333 -037] 25| 069 9
6 [PP-RP| 435 141 294] 451 288] 163] 469 276] 193] 473 342] 1,31 1,01 8] 032] 16
7 [RPPP| 489| 305 184] 544 313] 231] 549 340] 209] 533 341 192 -0,26] 23] 040] 14
8 |pr-RP| 461| 085 377] 398 100 298] 402[ 000 402] 459 220 239 -0,25| 22] 060] 11
9 [RPPPl 430 060 369] 419 194] 225| 464 1,72 293 449| 228 221 077] 10| 004| 17
10 [RP-PP| 449| 268 181] 438 184 254] 537[ 351| 1,86] 528 3,73] 155 005 19] 099 7
11 [RPPP| 469| 163 306] 472 163] 308] 420 237 192] 405 1,71| 234 114 4] o74] 8
12 [PP-RP| 511| 249 262] 516 346 1,70 505 386 1,19] 4,75 090| 385 142 3] -214] 27
13 [PP-RP| 4,77| 085 393] 506 030 476] 533 236] 298] 533 242| 291 095 9] 18| 3
14 [PP-RP| 496| 398 098] 484 317 1,67] 392 324 067] 488 359 1,29 031] 14| 038] 15
15 [RPPP| 428] o060 368] 456 279] 1,77] 265 000] 265] 294| 220| 074 1,03 6] 103 6
16 [PP-RP| 396] 070 326] 418 000| 418] 436 215 222] 436 1,23] 313 1,05 5] 105 5
17 [PP-RP| 46| 188 228] 441 162| 279] 418 2,52| 1.66] 400 078 323 062 11] -044| 18
18 [RP-PP| 443| 030 413] 426 178 248] 429 000| 420 471 1,26] 345 -0,16] 21] -097[ 25
19 [PP-RP| 452| 128 324] 438 000 438] 464 149| 315| 486 1,08 378 009] 16] 060 11
20 |pPRP| 433 000| 433] 407| 000 407] 389 000 389 431 078 353 044 13| 054| 13
21 |Rp-PP| 476 229| 246] 4.23| 322 101] 491| 261 230] 518 231 287 017| 15| -1.88] 26
22 |Rr-PP| 502 324| 178] 491| 232 259 508| 303 205] 542| 030 5,12 -027| 24] -253| 28
23 |PPRP| 447 1,08| 339 463| 118| 346] 447| 1,08 339 479 193 285 000 17| 061] 10
24 |RP-PP| 449 268| 181 446| 371| 075] 472| 286 186] 466 3,00 167 0,05 19| -092| 24
25 |rp-PP| 545 227| 318] 508| 313 194 518] 371 147] 552 3,03 248 1,71 2] -054] 20
26 |PPRP| 427 2,08] 2208 432| 060 372] 464| 183 281] 429 2,79 1,51 061 26] 221 1
27 [RPPP| 467| 048] 419] 528| 259 269 486 267 219] 479] 367| 1,11 2,01 1| 158 4
28 |rp-PP| 366| 1,18] 249] 3.83| 000 383 498] 249 249] 424] 233 1,90 000 17) 192 2
Xm |oes. | 461| 1,72 2,89 4,58| 1,80] 2,78] 4,64] 2,08 2,56] 4,70 2,02| 2,67] vW: logarithmischer Vorwert
S 0,42] 1,02 0,87] 0,43| 1,21] 1,06] 0,59 1,28] 1,03} 0,55 1,11] 1,08 NW: logarithmischer Nachwert
N 28] 28] 28] 28| 28] 28] 28| 28] 28] 28] 28| 28] Rf: logarith. Reduktionsfaktor
Xn |RP-PP| 4,63| 1,88 2,75] 4,58 2,27| 2,31] 4,69 2,32| 2,37] 4,74| 2,24 2,49] R: Referenzverfahren
S 0,46| 1,05 0,86] 0,47 1,02) 0,81] 0,68 13| 0,85] 0,68 1,1 1,16] P: Prifverfahren
15 15| 15} 15| 15| 151 15| 15| 15} 15| 15| 15
Xm |PP-RP| 4,58] 1,54| 3,04] 4,57 1,25] 3,32] 457 1,80 2,77] 4,65 1,77 2,88
S 0,37 11 0,88] 0,39 1,21] 1,08] 0,49| 1,24 1,2] 0,39] 1,09] 0,99
13 131 13} 13| 13| 131 13| 13| 13} 13| 13| 13
Priifung_j der Reihenfolg_;ewirkung_jen
Differenz der Mittelwerte Sofortwert 3-Stunden-Wert
RP-PP 0,38 -0,18
PP-RP 0,27 0,44
Absolute Differenz 0,11 0,62
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Anhang zu Bericht 19422601
ONORM EN 12791: 2018 - Chemische Desinfektionsmittel und Antiseptika - Chirurgische Handedesinfektionsmittel -
Priifverfahren und Anforderungen (Phase 2/Stufe 2) - Statistik (Blatt 4 von 4)
Sortierung der Differenzen und Berechnung nach Hodges-Lehmann - Sofortwirkung
Sortierte Mittlere paarweise Differenzen / Rang
biferenzen [ 011,71 1,42]1,14]1,05]1,03]1,02]1,01] 0,95]0,77] 0,62] 0,54] 0,44] 0,31
1 2,01 201/1
2 1,71]186/2 |171/4
3 1,42|1.72/3 |157/6 [142/13
4 1,14|158/5 [143/12]1,28/21[1,14/32
5 1,05(153/7 [1,38/15]1,24/24 [1,10/34 1,05/ 41
6 1,03|152/8 [1,37/16]1,23/25 [1,00/37 |1,04/44 [1,03/46
7 1,02[152/9 [137/17|1,22/27 [1,08138 |1,04/45 103748 |1,02/ 49
8 1,01 |151/10[1,36/18]1,22/28 [1,08/39 |1,03/46 [1,02/49 |1,02/52 [1,01/53
9 0,95 [1.48/111,33/19 |1,19/20 |1,05/43 [1,00/57 |0,99/ 58 [0,99 /50 |0,98 /60 [0,95 /65
10 0,77 139114124123 1,10/34 |0.96/ 64 [0,91/69 |0.90/70 [0,90 /72 |0,89/73 0,86/ 79 |0,77/ 98
11 0,62 1,32/201,17/30 [1,02/40 |0,88/74 [0,84 /83 |0,83/ 86 [0,82/87 |0.82/89 0,79 94 |0,70/ 114062/ 125
12 0,54 [1.28/22]1,13/33 [0,98/60 |0,84/82 [0.80/90 |0.79/93 0,78 195 |0.78/96 [0,75/ 10qJ0,66 / 1210,58 1 130,54/ 145
13 0,44 [1.23126 [1,08/39 [0,93 /67 [0,79/92 [0,75/ 100,74/ 1040,7311040.73/ 1040,70/ 1190,61 1 120,53/ 14g0,49 / 164 0,44 / 177
14 0,31 |1.16/311.01/53 [0,67/78 |0,73/ 10q0.68 /110,67 / 117067/ 1190,66 / 12q0,63 1 1290,54 / 144047 1740,43 1 1890,38 1 200,31/ 217
15 0,17 [1,09/36 [0.94/66 [0,80/91 |0,66/1240,61/127]0.60/ 124060/ 130,59/ 1390,56 1 140,47 1 1740.40 1 18g0,36 1 2070,31 / 224
16 0,09 [1.05/42090/70 [0,76/99 |0.62/ 124057 /130,56 / 130,56 1 141)0,55 / 1470,52/ 1540.43 1 1810,36 / 204)0,32 / 210,27 / 224
17 0,00 [1,01/55 |0,86/80 [0,71/10d0,57/ 1370553/ 140,52/ 159051 1 1590,51 1 157048 1 1640,39 1 1890,31/ 217027 1 229
18 0,00 |1,01/55 |0,36/80 [0,71/10d0,57/ 137053/ 1490,52/ 150,511 1590,51 / 157048 1 160,39 / 1990,31/ 217027 / 228
19| -0,05(098/62]0,83/84 069/ 114055144050/ 1540,49/ 1610,49/ 164048 1 1670.45/1790,36 1 2090,29 / 2290,25 / 23
20| -0,050.98/62]083/84 [0.69/1140,55/ 1440550/ 1590.49/ 167049/ 1690,48 / 167045/ 1740,36 / 2090,20/ 230,25 233
21| -0,160.93/680.78/96 [0.63/1290.49/ 164045/ 1790441174043/ 180,43/ 184040/ 19q0,31/ 224
22| -0,25|0s8/74]0,73/104059/1340.45/ 17¢040/1870,39 / 1970,39 1 1990,38 / 1940,35/ 2040,26 / 23
23| -0,26 088176 0,73/ 1040558/ 1340.44/ 174040/ 18g0,39/ 1990,38 1 19¢)0,38 / 2010,35/ 210,26 / 231
24| -0,27|[0s7/77 072/ 1040581139044/ 18q0,39/1910,38 / 1940,38 1 2010,37 1 2040,34 / 210,25/ 237
25| -0,37|0.s2/88 |067/114053/1500,39/ 197034/ 2110,33/2190,33 1 2140,32/2190,20/ 229
26| -0,61]070/11q055/144041/18¢0,27 /229
27| -1,16|043/184028/224
28| -1,95
Sortierung der Differenzen und Berechnung nach Hodges-Lehmann - 3-Stunden-Wirkun
Sortierte Mittlere paarweise Differenzen / Rang R-P Rang
Differenzen 12,21|1,92|1,85|1,58/1,05|1,03(0,99(0,74[0,69/0,61| 0,60/ 0,60/ 0,54]| 0,400 +Vz| -Vz | -Vz [ +Vz
1 2,21)221/1 -0,88] 0,88 13] -13
2 1,92[207/2 [192/4 -0,82] 0,82 15| -15)
3 1,85[203/3 [189/6 [185/7 -0,50] 0,500 23| -23
4 1,58[190/5 [175/8 [172/9 [158/13 -0,87] 087) 14| -14
5|  1,05]163/10[149/14]145/18 |1.32/27 [105/57 069 069 17] 17
6 1,03 [162/11 (148115 [144/20 [1,31/28 [1,04/58 [1,03/50 0,32] 0,32 271 27
7 0,99]1.60/12|146/17 |1.42/21|1.29/33 |1,02/60 |1,01 161 |0.99/62 040 040f 25| 25
8 0,74|148/15]133/26 |1,30/31 |1,16/44 |0,00 /68 [0,89 /69 [0,87 172 0,741 90 0,60 0,601 19,5 195
9 0,691:45/19 [1,31/29]1,27/34 |1,14/47 0,87 /71 0,86/ 73 |0,84/ 75 [0,72/ 95 0,69/ 101 0,04 0,04 28 28||
10 0,61 141122127135 [1,23130 |1,10/52 0,83/ 77 |0,82/ 80 [0,80 /84 |0.68/ 104065/ 114061/ 121 0,99 0,99 10 10|
11 0,60]141/231,26/37 |1,23/411,09/53 |0,83/78 |0,62/81 |0,80/ 86 [0,67/ 104065/ 114061/ 1240,60/ 124 0,74] 0,74] 16| 16|
12 0,60 141723 |1,26137 |1,23/41|1,00/53 |0,83/78 |0,82 /81 [0,80 186 [0,67 1 10q 0,651 119061/ 124060/ 1240601 124 -2.14] 2,14 3 |
13 0,54 [1.38/251,23/39 1,20/43 |1,06/56 [0,80/85 |0.79 /88 [0,7/89 |0.64 / 1140,62/ 120,58 / 127]0,57 1 124)0,57 / 120,54 / 134 1,85| 1,85 6 6|l
14 0,40]131 /129 1,16/45 [1,13/48 |089 /62 0,73/ 92 [0.72/93 [0.70/ 99 0,57 1 120,55 / 13q 0,511 140,50 1 14050/ 14047 1157040 1164 0,38] 0,38] 26| 26|
15 0,38 [1.30/311,15/46 [1,12/51 |0,98/64 [0.72/93 |0,71 /97 0,69/ 1090,56 / 134054/ 13d0,50 / 154049 1540,49 / 159 0,46 / 16 1,03] 1,03 9 9l
16 0,32 1.27/351,12/50 [1,00/55 |0,95/66 0,69/ 10]0.68/ 104066 1 1140,53/ 14q0,51/ 14d0.47 1 15d0.46 1 160,46 / 161043 164 1,05| 1,05 8 8
17 0,04 [1.13/48 |0.98/64 [0,95/67 |0,81/83 [0,55/1340,54/ 134052/ 145 044 0441 24| -24
18| -0,44[089/69]074/00]071/97 |057/129 -097] 097) 11| -1
19| -0,50/0386/74]0,71/96 [0,68/1050,54 /135 0,60] 0,60 19,5] 19,5
20| -0,54[0s4/76 069/ 101066114052/ 144 0,54] 054] 215 21,5
21| -0,82[070/99 055/ 13d052/ 144 -1,86] 1,86 5[ -5
22| -0,87/067/10du53/14{0.49/ 157 -253| 253 1 1|
23 -0,88067/1110,52/ 144049/ 15 0,61] 0,61 18 18
24| -0,92|065/119050/ 154047158 0,92 092 12| -12
25 -0,97 [062/119048/ 154044/ 163 -0,54| 0,54] 21,5] -21,5
26| -1,86 2,21] 2,21 2 2
27| -2,14 1,58 1,58 7 7
28| -2,53 192) 1921 4] 4
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Test report 19422621

Promanum pure - hand disinfectant

test product batch pH
Promanum pure 19174M09 5.30

Period of testing is from delivery to report date (2019-11-15 - 2019-12-18)

Test order

Ordered by:

Date of delivery:
Transferred by:
Product container:
Matrix of product:

Storage conditions:

Dilution medium:
Active ingredients

(acc. to manufacturer):
Appearance, smell:

Tests according to the 'Requirements and methods for VAH certification of
chemical disinfectant procedures' (2015-April-02)
Method 8 - qual. Suspension test

EN 13727 - Chemical disinfectants and antiseptics — Quantitative suspension test
for the evaluation of bactericidal activity in the medical area — Test method and
requirements (phase 2, step 1): 2012+A2:2015-10

EN 13624 - Chemical disinfectants and antiseptics — Quantitative suspension test
for the evaluation of fungicidal or yeasticidal activity in the medical area — Test
method and requirements (phase 2, step 1): 2013-09

EN 1500 -Hygienic handrub - Test method and requirements (phase 2, step 2):
2013-04

EN 12791 - Surgical hand disinfection - Test method and requirements (phase 2,
step 2): 2016+A1: 2017-11

clean conditions

X |]dirty conditions

Centre of Excellence Infection Control, 6204 Sempach
2019-11-15

mail service

500ml KS-Flaschen

hand rub

no instruction by the manufacturer, room temperature
demineralised water (pyrogen free)

in 100 g: 73.4 g of ethanol and 10 g of propan-2-ol

colorless, clear liquid with a specific smell

pH-values of the concentrations tested: Konz: pH
vol-% 100 5.30
80 5.12
40 5.04

20 5.40
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The results of each test are in the annex
All dilutions are as vol-% All times are as seconds

Summar of results:

Bacteriostatic and fungitstatic effect The results are valid
Effective neutralizer:

3% Polysorbat 80, 0,3% Lecithin, 3% Saponin

Qualitative suspension test: The results are valid
Effective concentrations-time-relations: (vol-%)/ seconds)

conc./ time conc./ time conc./ time conc./ time conc./ time
E. coli 40/ 15
P. mirabilis 40/ 15
P. aeruginosa 30/ 15

The most resistant gram- test germ, which is also used for further test is:
E. coli

Quantitative suspension test, dirty conditions: The results are valid
Effective concentrations-time-relations: (vol-%/ seconds)
conc./ time conc./ time conc./ time conc./ time conc./ time

S. aureus 80/ 15

E. hirae 80/ 15

P. aeruginosa 40/ 15

E. coli 40/ 15

C. albicans 80/ 15

Hygienic hand rub The results are valid
effective incubation time tested:
concentrate: 30 seconds

Surgical hand rub The results are valid
effective incubation time tested:
concentrate: 90 seconds

2019-12-18

The results given in this test report relate only to the items tested. This test report shall not be reproduced except in full

without-the written apppbval of the testing laboratory.

dana Jus
oratory manager W.H.U. GmbH

rendered to: client
Anhang: 13 pages test results
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Annex to report 19422621

2019-12-18

Test results Promanum pure, qualitative suspension test
Laboratory-ID: P194226001 | |date of test 2019-11-26 |pH-va|ue (concentrate): 5.30
Qual. susp. test Name of Prod. ~ Promanum pure Batch-No.: 19174M09
Testbedingungen: whithout interfering substances
neutralizer 3% Polysorbat 80, 0,3% Lecithin, 3% Saponin
temp. (test) 20 °C | |incubation time: 48 hours 3 4 5 cfu (log/ml) test conditions
||test strain: S. aureus ATCC 6538 incubation temperature: 37 °C
||test strain: E. hirae ATCC 10541 incubation temperature: 37 °C
||test strain: E. coliNCTC 10538 incubation temperature: 37 °C 8.58 OK.
||test strain: P. mirabilis ATCC 14153 [incubation temperature: 37 °C 8.56 oK.
||test strain: P. aeruginosa ATCC 15442 |incubation temperature: 37 °C 8.65 OK.
test strain: C. albicans ATCC 10231 incubation temperature: 30 °C
: conc. of prod. contact time (seconds)
test strain
vol-% 15 30 60
S. aureus ATCC 6538
water control
E. hirae ATCC 10541
water control
40 - - -
30 + - -
E. coli NCTC 20 + + +
10 + + +
water control +
40 - - -
30 + - -
P. mirabilis ATCC 20 + + +
10 + + +
water control +
40 - - -
. 30 - - -
55 Zguglnosa ATCC 20 " " "
10 + + +
water control +
C. albicans ATCC 10231
water control
+: growth (turbidity) - no growth
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Annex to report 19422621

Test results Promanum pure, S. aureus ATCC 6538, dirty conditions|

EN 13727 Chemical disinfectants and antiseptics - Quantitative suspension test for the evaluation of bactericidal activity in the medical area - Test
method and requirements (phase 2, step 1): 2012+A2: 2015-10

Lab-No.: P194226001 | [Dateoftesting 2019-11-20 |pH-value (concentrate):  5.30

Name of product Promanum pure Batch-No.: 19174M09

Test conditions I X Idilution neutralization method: neutralizer:
3% polysorbate 80, 0,3% lecithine, 3% saponine

I X Ipour plate technique I Ispread plate technique I 1|m| per plate

I Imembran filtration method: rinse medium; . approx ml:

Temp. (test) 20 °C | interfering subst.: dirty conditions (bovine albumin 3g/l+ sheep erythrocytes 3ml/l)

test strain S. aureus ATCC 6538 | [incubation temperature: 37 °C | [incubation time: 48 hours

dilution medium for product test solutions: ~ hard water |dim. of concentration: vol-%
visible inhomogenities of

product solutions

control and validation:

i iti [method validation ( C
validation suspension (Nv0) experimental conditions control Ineutralizer control (B) method validation ( C)
(A) conc. of prod. = | 80[vol-%
3 32 3 32
Ve \g \g \g
L [ e S L [ e S
8 6 5 5 4 4 4 3
\/c2 | 3 | 3 \c2 | 3 | 33 \c2 | 3 | 3 \c2 | 3 | 3
30 <xof Nyp < 160 X Of Ais 20,5 % x;, of Ny X Of Bis 20,5 % x;, of N X Of Cis 20,5 x x, of Nyg
oK. oK. oK. oK.
Validi ion (NvB Vo= 34 Vo= 32 0 <xvonNvgs 1
alidierungssuspension (NvB) ct c2 % (VerVe)= 33 3 B 60
16 + 18] 17 + 15 oK.
test suspension: Vel Ve2
N Vot Va2V Vg2 [xwm= 150 106 | IgN=820
106 | 168 152 No =N /10, Igig Ny = |7.20
107 | 15 14 717 <Ny < 7.70 oK.
: incubation- Vel V2 lg.n R ;
test conc. of test0 ime |dil N,=X,, % 10 lgio N, 910 requirements oH
product (vol-%) (seconds) V= 1|Vey-2V - 1] V-2 (Ng= 7.20) fulfilled:
0
1 80 55 (O] O 0 <140 <215 | 506 |ok. 5.12
10 0 0
0
2 40 15 [ _|P330  [»330 >33000 452 | <268 |nok. 5.04
100 5330  [>330
0
3 20 15 [ _|P330  [»330 >33000 452 | <268 [nok. 5.4
100 5330  [>330
0
4 80 50 POl O 0 <140 <215 | 506 |ok. 5.12
10 0 0
0
5 40 0[O X330 330 >33000 452 | <268 |noK. 5.04
100 5330 [>330
0
6 20 g0 [0 {2330 |33 >33000 452 | <268 [nok. 5.4
100 5330  [>330
0
7 80 6o O] 0 0 <140 <215 | 506 |ok. 5.12
10 0 0
0
8 40 o O[PS0 [330 5600 375 | 345 |nok 5.04
10" | 54 58
0
9 20 6o [O_[23%0] 330 >33000 452 | <268 [nok. 5.4
100 5330  [>330

c=cell count per ml X,=mean of Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V,-2) xwm=weighted mean of X, R=reduction (Ig;g R=N,-Ig4N,)
if N,<140, Ig R=>[IgNy-2,15], if N;>Xx10, Ig R=<[IgNy-1gX] (IgX=upper limit of V)
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Annex to report 19422621

Test results Promanum pure, E. hirae ATCC 10541, dirty conditions

EN 13727 Chemical disinfectants and antiseptics - Quantitative suspension test for the evaluation of bactericidal activity in the medical area - Test
method and requirements (phase 2, step 1): 2012+A2: 2015-10

Lab-No.: P194226001 | [Dateoftesting 2019-11-20 |pH-value (concentrate):  5.30

Name of product Promanum pure Batch-No.: 19174M09

Test conditions I X Idilution neutralization method: neutralizer:
3% polysorbate 80, 0,3% lecithine, 3% saponine

I X Ipour plate technique I Ispread plate technique I 1|m| per plate

I Imembran filtration method: rinse medium; . approx ml:

Temp. (test) 20 °C | interfering subst.: dirty conditions (bovine albumin 3g/l+ sheep erythrocytes 3ml/l)

fest strain E. hirae ATCC 10541 | [incubation temperature: 37 °C | [incubation time: 48 hours

dilution medium for product test solutions: ~ hard water |dim. of concentration: vol-%
visible inhomogenities of

product solutions

control and validation:

i iti [method validation ( C
validation suspension (Nv0) experimental conditions control Ineutralizer control (B) method validation ( C)
(A) conc. of prod. = | 80[vol-%
26 4 43 50
Ve \g \g \g
L [ e S L [ e S
50 48 49 465 48 455 4 48
\/c2 | | \c2 | | \c2 | | 5 \c2 | 6 |
30 <xof Nyp < 160 X Of Ais 20,5 % x;, of Ny X Of Bis 20,5 % x;, of N X Of Cis 20,5 x x, of Nyg
oK. oK. oK. oK.
Validi ion (NvB V= 51 V= 48 30 <xvonNvgs 160
alidierungssuspension (NvB) c1 c2 X, (VerVe)= 495 B
23 + 28| 21 + 27 oK.
test suspension:[ Vet V2
N VotV 2V V2 [xwm= 190 106 | IgN=831
106 | 203 209 No=N /10, Igio Ny = |7.31
107 | 19 22 717 <Ny < 7.70 oK.
: incubation- Vel V2 | R .
test conc. of test0 ime |dil N,=X,, % 10 lgio N, 910 requirements oH
product (vol-%) (seconds) V= 1|Vey-2V - 1] V-2 (No= 7.31) fulfilled:
10° 0 0
1 80 15 <140 <215 | 517 |ok. 5.12
10 0 0
0
2 40 15 [ _|P330  [»330 >33000 452 | <280 |nok. 5.04
10" [>330]  |>330
0
3 20 15 [ _|P330  [»330 >33000 452 | <280 |nok. 5.4
10" [>330]  |>330
0
4 80 50 POl O 0 <140 <215 | 517 |ok. 5.12
10 0 0
0
5 40 0[O X330 330 >33000 5452 | <280 |nok. 5.04
10" [>330]  |>330
0
6 20 g0 [0 {2330 |33 >33000 452 | <280 [nok 54
10" [>330]  |>330
0
7 80 6o O] 0 0 <140 <215 | 517 |ok. 5.12
10 0 0
0
8 40 o O | 138 122 1310 312 | 420 |nok 5.04
10" | 15 8
0
9 20 6o [O_[23%0] 330 >33000 452 | <280 [nok 54
10" [>330]  |>330

c=cell count per ml X,=mean of Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V,-2) xwm=weighted mean of X, R=reduction (Ig;g R=N,-Ig4N,)
if N,<140, Ig R=>[IgNy-2,15], if N;>Xx10, Ig R=<[IgNy-1gX] (IgX=upper limit of V)
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Annex to report 19422621

Test results Promanum pure, P. aeruginosa ATCC 15442, dirty conditions
EN 13727 Chemical disinfectants and antiseptics - Quantitative suspension test for the evaluation of bactericidal activity in the medical area - Test
method and requirements (phase 2, step 1): 2012+A2: 2015-10
Lab-No.: P194226001 | [Dateoftesting 2019-11-20 |pH-value (concentrate):  5.30
Name of product Promanum pure Batch-No.: 19174M09
Test conditions I X Idilution neutralization method: neutralizer:
3% polysorbate 80, 0,3% lecithine, 3% saponine

I X Ipour plate technique I Ispread plate technique I 1|m| per plate

I Imembran filtration method: rinse medium; . approx ml:
Temp. (test) 20 °C | interfering subst.: dirty conditions (bovine albumin 3g/l+ sheep erythrocytes 3ml/l)
test strain P. aeruginosa ATCC 15442 | [incubation temperature: 37 °C | [incubation time: 48 hours

I

dilution medium for product test solutions: ~ hard water |dim. of concentration: vol-%
visible inhomogenities of

product solutions
control and validation:

' iti |method validation ( C
validation suspension (Nv0) experimental conditions control Ineutralizer control (B) method validation ( C)
(A) conc. of prod. = | 80[vol-%
37 33 35 29
Ve \g \g \g
| [ o= | [ o= | [ o= | [ o=
1 4 2 2.5 0 2.5 4 1.
\/c2 | 3 | 3 \c2 | 3 | 3 \c2 | 3 | 3 \c2 | 3 | 315
30 <xof Nyp < 160 X Of Ais 20,5 % x;, of Ny X Of Bis 20,5 % x;, of N X Of Cis 20,5 x x, of Nyg
oK. oK. oK. oK.
Validi ion (NvB V= 32 Vo= 32 30 <xvonNvgs 160
alidierungssuspension (NvB) c1 c2 %, (VerVe)= 32 B
16 + 16| 18/ + | 14 oK.
test suspension:[ Vet V2
N [Vg1|Ve-2fVer-1|Vo-2 xwm= 160 x106 | Igio N = 8.22
106 | 181 155 No=N/10,IgyoNg = |7.22
10 -7 16 14 747 =Np < 770|oK.
: incubation- Vel V2 lg.n R ;
test conc. of test0 ime |dil N,=X,, % 10 lgio N, 910 requirements oH
product (vol-%) (seconds) V= 1|Vey-2V - 1] V-2 (No= 7.22) fulfilled:
10° 0 0
1 80 15 <140 <215 | >5.08 [oK. 5.12
10 0 0
0
2 40 15 [ 0 0 <140 <215 | 508 |ok. 5.04
10 0 0
0
3 20 15 [ _|P330  [»330 >33000 452 | <271 |nok. 54
10" |>330 >330
0
4 80 50 POl O 0 <140 <215 | 508 |ok. 5.12
10 0 0
0
5 40 3 O] 0 0 <140 <215 | 508 |ok. 5.04
10 0 0
0
6 20 s0 [0 {2330 330 >33000 452 | <271 |nok. 5.4
10" |>330 >330
0
7 80 6o O] 0 0 <140 <215 | 508 |ok. 5.12
10 0 0
0
8 40 oo O] 0 0 <140 <215 | 508 |ok. 5.04
10 0 0
0
of 2 pp [P0 2330 >33000 | >452 | <271 [nok 5.4
10" |>330 >330

c=cell count per ml X,=mean of Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V,-2) xwm=weighted mean of X, R=reduction (Ig;g R=N,-Ig4N,)
if N,<140, Ig R=>[IgNy-2,15], if N;>Xx10, Ig R=<[IgNy-1gX] (IgX=upper limit of V)
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Test results Promanum pure, E. coli K12 NCTC 10538, dirty conditionsl
EN 13727 Chemical disinfectants and antiseptics - Quantitative suspension test for the evaluation of bactericidal activity in the medical area - Test
method and requirements (phase 2, step 1): 2012+A2: 2015-10
Lab-No.: P194226001 | [Dateoftesting 2019-11-20 |pH-value (concentrate):  5.30
Name of product Promanum pure Batch-No.: 19174M09
Test conditions I X Idilution neutralization method: neutralizer:
3% polysorbate 80, 0,3% lecithine, 3% saponine

I X Ipour plate technique I Ispread plate technique I 1|m| per plate

I Imembran filtration method: rinse medium: . approx ml:
Temp. (test) 20 °C | interfering subst.: dirty conditions (bovine albumin 3g/l+ sheep erythrocytes 3ml/l)
fest strain E. coli K12 NCTC 10538 | [incubation temperature: 37 °C | [incubation time: 48 hours

I

dilution medium for product test solutions: ~ hard water |dim. of concentration: vol-%
visible inhomogenities of

product solutions
control and validation:

' iti |method validation ( C
validation suspension (Nv0) experimental conditions control Ineutralizer control (B) method validation ( C)
(A) conc. of prod. = | 80[vol-%
32 34 32 36
Ve \g \g \g
| 1 e | 1 e | 1 e | 1 e
7 45 3 5 1 15 4 5
\/c2 | 3 | 3 \c2 | 3 | 33 \c2 | 3 | 3 \c2 | 3 | 3
30 <xof Nyp < 160 X Of Ais 20,5 % x;, of Ny X Of Bis 20,5 % x;, of N X Of Cis 20,5 x x, of Nyg
0.K. 0.K. oK. oK.
Validi ion (N\VB)  |Vy= 32 V= 29 30 <xvonNvg< 160
alidierungssuspension (NvB) c1 c2 X, (VerVe)= 305 B
14+ 18] 17 + 12 oK.
test suspension:[ Vet V2
N [Vet[Ve2Vt|Ve2d  [xwm= 160 x106 | lgoN=821
106 | 152 168 Ny =N /10, Ig,oNg=  |7.21
10 7 16 17 747 <Ny < 7.70|oK.
: incubation- Vel V2 lg.n R ;
test conc. of test0 ime |dil N,=X,, % 10 lgio N, 910 requirements oH
product (vol-%) | (seconds) Ver- V-2 Vo 1[Veo-2 (No= 7.21)  fulfilled:
10° 0 0
1 80 15 <140 <15 | >506 oK. 5.12
10 0 0
0
2 40 15 [ 0 0 <140 <215 | 506 |ok. 5.04
10 0 0
0
3 20 15 [ _|P330  [»330 >33000 452 | <269 [nokK. 54
10" [>330]  [>330
0
4 80 50 POl O 0 <140 <215 | 506 |ok. 5.12
10 0 0
0
5 40 3 O] 0 0 <140 <215 | 506 |ok. 5.04
10 0 0
0
6 20 s0 [0 {2330 330 >33000 452 | <269 [nokK. 5.4
10" [>330]  [>330
0
7 80 6o O] 0 0 <140 <215 | 506 |ok. 5.12
10 0 0
0
8 40 oo O] 0 0 <140 <215 | 506 |ok. 5.04
10 0 0
0
of 2 pp [P0 2330 >33000 | >452 | <269 [nokK 5.4
10" [>330]  [>330

c=cell count per ml X,=mean of Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V,-2) xwm=weighted mean of X, R=reduction (Ig;g R=N,-Ig4N,)
if N,<140, Ig R=>[IgNy-2,15], if N;>Xx10, Ig R=<[IgNy-1gX] (IgX=upper limit of V)
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Annex to report 19422621

Test results Promanum pure, C. albicans ATCC 10231, dirty conditions

EN 13624 Chemical disinfectants and antiseptics — Quantitative suspension test for the evaluation of fungicidal or yeasticidal activity in the
medical area — Test method and requirements (phase 2, step 1): 2013-09

Lab-No.: P194226001 |  [Dateoftesting 2019-11-20 | |pH-value (concentrate): ~ 5.30
Name of product Promanum pure Batch-No.: 19174M09
Test conditions ILIdiIution neutralization method: neutralizer:
3% polysorbate 80, 0,3% lecithine, 3% saponine

Mpour plate technique I Ispread plate technique I 1|m| per plate

I_Imembran filtration method: rinse medium: . approx ml:
Temp. (test) 20 °C | interfering subst.: dirty conditions (bovine albumin 3g/l+ sheep erythrocytes 3ml/l)
test strain C. albicans ATCC 10231 | [incubation temperature: 30 °C | [incubation time: 48 hours

II

dilution medium for product test solutions: ~ hard water |dim. of concentration: vol-%
visible inhomogenities of

product solutions
control and validation:

i iti [method validation ( C
validation suspension (Nv0) experimental conditions control Ineutralizer control (B) method validation ( C)
(A) conc. of prod. = | 80[vol-%
59 62 58 57
Ve \g \g \g
L [ e S L [ e S
61 57 595 59 85 55 5
\/c2 | | 60 \c2 | | \c2 | | 5 \c2 | | 6
30 <xof Nyp < 160 X Of Ais 20,5 % x;, of Ny X Of Bis 20,5 % x;, of N X Of Cis 20,5 x x, of Nyg
oK. oK. oK. oK.
Validi ion (NvB V= 57 V= 64 30 <xvonNvgs 160
alidierungssuspension (NvB) c1 c2 X, (VerVe)= 605 B
30 + 27| 31 + 33 oK.
test suspension:[ Vet V2
N VotV 2V V2] [wm= 240 106 | lggN=731
10+ | 213 196 No =N /10, Igy No= 6,31
106 | 24 20 617 <N, < 670 0K
: incubation- Vel V2 lg.n R ;
test conc. of test0 ime |dil N,=X,, % 10 lgio N, 910 requirements oH
product (vol-%) (seconds) V= 1|Vey-2V - 1] V-2 (No= 6.31) fulfilled:
10° 0 0
1 80 15 <140 215 | >417 |ok. 5.12
10 0 0
0
2 40 15 [ |P330]  [>330 >33000 452 | <180 |nok. 5.04
10" [>330]  [>330
0
3 20 15 [ _|P330  [»330 >33000 452 | <180 [nok 54
10" [>330]  [>330
0
4 80 50 POl O 0 <140 215 | >417 |ok. 5.12
10 0 0
0
5 40 30 [O X330 330 >33000 452 | <180 |noK. 5.04
10" [>330]  [>330
0
6 20 s0 [0 {2330 330 >33000 452 | <180 [nok 54
10" [>330]  [>330
0
7 80 6o O] 0 0 <140 <215 | 417 |ok. 5.12
10 0 0
0
8 40 o O |30 [330 >33000 452 | <180 |noK. 5.04
10" [>330]  [>330
0
9 20 6o [O_[23%0] 330 >33000 452 | <180 [nok 54
10" [>330]  [>330

c=cell count per ml X,=mean of Vc1 (=V4-1+V4-2) und Ve 2 (=V,-1+V,-2) xwm=weighted mean of X, R=reduction (Ig;g R=N,-Ig4N,)
if N,<140, Ig R=>[IgNy-2,15], if N;>Xx10, Ig R=<[IgNy-1gX] (IgX=upper limit of V)
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”T)NORM EN 1500 2013 06 01 - Chemical disinfectants and antiseptics — Hygienic handrub
procedure - Test method and requirements (phase 2, step 2) - original datas

[laboratory-ID:  P194226001
[ldate of testing:  2019-12-06

Name of product: Promanum pure

test germ: incubation: contact time cfu of suspension dil. cfu
E. coli NCTC 10538 48 hours of test product: 3.8 x108 107 38
30 seconds 0.K 108 6
Reference: propan-2-ol Test product: Promanum pure
No. pre-count post-count pre-count post-count
hand
R/P 102 | 10* | 10° | 10° [ 10 | 10° ) 10° | 10* | 10° | 10° | 10? | 10?
1 left n 121 14 2 0 0 n 45 4 1 0 0
R right n 106 9 2 0 0 n 39 3 0 0 0
2 |left n n 38 151 16 1 n n 47 63 4 2
P right n n 43 139 15 2 n n 40 n 139 16
3 |left n 59 10 0 0 135 14 4 0 0 0
R right n 35 2 1 0 0 264 23 2 1 0 0
4 |left n 165 19 0 0 n n 31 1 0 0
P right n 173 18 0 0 0 n n 35 0 0 0
5 left 122 13 4 35 6 0 n 281 26 51 8 0
P right 101 9 1 9 1 0 n 277 27 13 2 0
6 |left n 68 7 18 1 0 n n 38 14 0 0
R right n 85 11 258 28 0 n 36 165 17 1
7 |left n 30 2 34 3 0 86 9 1 7 0 0
R right n 28 2 94 13 2 125 13 2 8 1 0
8 |left n 205 18 15 2 0 n 291 28 7 0 0
P right n 266 27 6 2 0 n 183 17 1 0 0
9 |left n 93 9 18 4 0 n n 37 7 1 0
R right n 116 14 3 0 0 n n 29 63 9 0
10 |left n 133 15 24 5 0 n 141 16 20 3 0
P right n 208 25 13 2 0 n 129 15 10 0 0
11 |[left n n 38 172 16 3 n 102 8 11 0 0
P right n 39 43 8 0 n 255 28 10 0 0
12 |left 23 2 1 2 0 0 n 172 18 6 0 0
R right 18 1 1 0 0 0 n 155 13 0 0 0
13 |[left n 113 12 0 0 0 n n 69 2 0 0
P right n 73 12 6 0 0 n n 48 1 0 0
14 |[left n 213 20 5 1 0 n n 51 7 0 0
R right n 262 25 13 0 0 n n 53 6 1 0
15 |left n n 44 73 9 0 n n 44 69 8 0
R right n n 36 88 13 2 n n 38 51 6 0]
16 |[left n 192 24 8 0 0 n n 34 276 28 6
P right n 136 10 12 3 1 n 181 17 n 238 25
17 |[left n n 37 208 24 4 n n 35 153 16 0
R right n n 31 n 49 5 n n 38 195 26 4
18 |[left n 219 23 11 1 0 n n 30 24 5 1
R right n 244 26 20 1 0 n n 31 33 4 0
19 |[left n 38 3 16 1 0 n 33 4 11 2 0
P right n 40 5 12 2 0 n 35 6 12 1 0
20 |left n n 75 145 17 5 n n 66 n 40 6
P right n n 43 169 19 3 n n 50 66 4 0]
n: not countable (>330) bold values: used for further calculations

Neutralizer: TSL
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[ONORM EN 1500 2013 06 01 - Chemical disinfectants and antiseptics — Hygienic handrub
procedure - Test method and requirements (phase 2, step 2) - calculated results
calculated results Reference Test product: Promanum pure
No. |order pre post Rf pre post Rf R-P rang
1 RP-PP 7.06 1.30 5.76 6.62 1.00 5.62 0.13 5
2 PP-RP 7.61 3.16 4.44 7.64 3.47 4.16 0.28 2
3 RP-PP 6.66 1.24 5.42 6.27 1.00 5.27 0.14 4
4 PP-RP 7.23 1.39 5.84 7.52 1.00 6.52 -0.68 16
5 PP-RP 6.05 2.25 3.80 7.44 2.41 5.03 -1.24 19
6 RP-PP 6.88 2.84 4.05 7.57 2.68 4.89 -0.84 17
7 RP-PP 6.46 2.75 3.71 6.02 1.87 4.14 -0.43 12
8 PP-RP 7.37 1.98 5.39 7.36 1.42 5.94 -0.55 15
9 RP-PP 7.02 1.87 5.15 7.52 2.32 5.19 -0.04 9
10 |PP-RP 7.23 2.25 4.98 7.14 2.15 4.99 0.00 7
11 |PP-RP 7.59 2.93 4.65 7.21 2.02 5.19 -0.54 14
12 |RP-PP 5.31 1.15 4.16 7.21 1.39 5.82 -1.67 20
13 |PP-RP 6.96 1.39 5.57 7.76 1.15 6.61 -1.04 18
14 |RP-PP 7.37 1.91 5.46 7.72 1.81 5.90 -0.44 13
15 |RP-PP 7.60 2.90 4.70 7.61 2.77 4.84 -0.14 10
16 |PP-RP 7.21 1.99 5.22 7.39 3.91 3.48 1.74 1
17 |RP-PP 7.53 3.51 4.02 7.56 3.24 4.32 -0.29 11
18 |RP-PP 7.37 2.17 5.19 7.48 2.45 5.03 0.16 3
19 |[PP-RP 6.59 2.14 4.45 6.53 2.06 4.47 -0.02 8
20 |PP-RP 7.75 3.20 4.55 7.76 3.21 4.55 0.01 6
Xm |complete] 7.04 2.22 4.83 7.27 2.17 5.10 pre: logarithmic pre-counts
S 0.60 0.72 0.66 0.51 0.87 0.81 post: logarithmic post-counts
N 20 18 18 20 20 20 Rf:  logarithmic reduction factor
Xm |RP-PP 6.93 2.16 4.76 7.16 2.05 5.10 R:  reference test method
s 068 [ 081 [ 073 ] 0.62 | 0.77 | 0.59 || P: test method
N 10 10 10 10 10 10 |
Xm |PP-RP 7.16 2.27 4.89 7.37 2.28 5.09
s 0.52 | 0.65 | 0.62 | 0.36 | 0.99 1.01
N 10 10 10 10 10 10
Sized differences and calculation according to Hodges-Lehmann
sized mean paired differences / rang
differences 1.74 0.28 0.16 0.14 0.13 0.01 0.00 0.02 0.04 0.14
1 1.74(1.74/1
2 0.28(1.01/2 ]0.28/19
3 0.16/095/3 [0.22/21 (0.16/24
4 0.14(0.94/4 10.21/22 |0.15/25 |0.14/28
5| 0.13/094/5 [0.21/23 [0.15/26 [0.14/30 [0.13/31
6 0.01[0.88/6 [0.15/26 [0.09/34 (0.08/36 [0.07/37 (0.01/48
7| 0.00/0.87/7 |0.14/28 ]0.08/35 [0.07/37 [0.07/41 [0.01/50 [0.00/51
8| -0.02[0.86/8 [0.13/31 |0.07/37 |0.06/42 |0.06/44 |-0.01/54 |-0.01/56 |-0.02/58
9| -0.04/085/9 [0.12/33 |0.06/43 [0.05/45 [0.05/46 |-0.02/57 [-0.02/58 [-0.03/60 [-0.04/61
10| -0.14|0.80/10 ]0.07/37 [0.01/49 |0.00/51 [-0.01/55 |-0.07/63 |-0.07/64 (-0.08/69 |-0.09/70 |-0.14/75
11| -0.29[0.73/11 |0.00/53 |-0.07/62 |-0.08/65 |-0.08/67 |-0.14/74 |-0.15/77 [-0.16/81 |-0.17/83
12| -0.43|0.66/12 |-0.08/65 |-0.14/72 |-0.15/77 |-0.15/79 |-0.21/90
13| -0.44(065/13 |-0.08/67 |-0.14/75 |-0.15/79 |-0.16/81
14| -0.54|0.60/14 |-0.13/71 |-0.19/84 |-0.20/86 [-0.21/88
15[ -0.55[0.60/15 |-0.14/72 |-0.20/85 |-0.21/88 |-0.21/91
16| -0.68|0.53/16 |-0.20/86
17| -0.84[045/17
18| -1.04(0.35/18
19| -1.24[025/20
20| -1.67[0.04/47
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ONORM EN 1500 2013 06 01 - Chemical disinfectants and antiseptics — Hygienic handrub
procedure - Test method and requirements (phase 2, step 2) - validation and conclusion

NvO= 34,5 ( 32 37 ) valid

NvB= 30500 ( 32 29 ) valid
Validation of the non-toxicity of the neutralizer - control sample B
Mean: 31,5 ( 32 31 ) valid
Validation of the test procedure - control sample C

[Mean: 35 ( 36 34 ) valid

Reference procedure: Pour 3 ml of propan-2-ol into the cupped dry hands and rub vigorously for 30 seonds
onto the skin up to the wrists in accordance with the standard handrub procedure. Repeat the whole
procedure to give a total rubbing time of 60 s.

Test procedure: Pour 3ml of Promanum pure into the cupped dry hands and rub vigorously for 30 seconds
onto the skin in accordance with the standard handrub procedure.

Complete results of 20 volunteers are available. Therefore the humber of complete results is valid. The
lowest mean of the pre-values is 7.04 log and is higher than the minimum level of 5 log, given in the EN
1500.

0 volunteers showed at the reference procedure log-reductions lower than 3 log. This number is lower than
the maximum number of 3. The maximum mean difference of the reduction factors RP-PP and PP-RP is 0,13
log. This ist lower than the upper limit of 2 log.

The quotient of the two means of each result, witch is calculated using the weighted mean, is between 5 and
15.

Conclusion:

The significant Difference is 0,00log. This is lower than the limit of 0,6log.

The test procedure mentioned above with Promanum pure shows higher reductions than the
reference method and is therfore non-inferior to the reference method.
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EN 12791:2016+A1:2017-11 - Chemical disinfectants and antiseptics. Surgical hand
disinfection. Test method and requirements (phase 2/step 2) - basics, validation and
conclusion (sheet 1 of 4)

laboratory-ID:  P194226001 [Name of product: Promanum pure

The validation of the tests done as the validation according to EN 13727 tests.

Reference procedure: Pour 3 ml of Propan-1-ol (60% v/v) into the cupped dry hands and rub vigorously for
3 minutes onto the skin up to the wrists in accordance with the standard handrub procedure. When getting
dry add additional samples of Propan-1-ol (60% v/v).

Test procedure with Promanum pure

Pour 3 ml product into the cupped dry hands and rub vigorously for 90 seconds onto the skin up to the
wrists in accordance with the standard handrub procedure. When getting dry add additional samples of
product.

number of 3ml-portions: 3/3/3/3/2/3/3/3/2/3/3/3/3/3/3/3/3/3/3/3/3/3/3/4/3/3/3/3

Period of testing from 2019-11-18 to 2019-12-18

incubation: | | 48| hours |contact time of test product | | 90|seconds | | | |

Neutralizer: TSL

Quality control of soft soap

Identity: fulfilled Alcohol-insoluble substances: 4 mg/2,59 loss on drying 43 %

Purity: fulfilled free alkali 0,05 ml HCI Determination of content 46 %
free acid 0,1 ml NaOH

Surgical gloves B Braun Vasco OP Sensitive agar diffusion test: 0.K

Complete results of 28 volunteers are available. Therefore the humber of complete results is valid. The
lowest mean of the pre-values is 4.58log and is higher than the minimum level of 3.5 log, given in the EN
12791.

5 volunteers showed at the reference procedure / immediate effect log-reductions lower than 2 log. The
maximum mean difference of the reduction factors RP-PP and PP-RP is 0.62 log. This ist lower than the
upper limit of 2 log.

The quotient of the two means of each result, witch is calculated using the weighted mean, is between 5
and 15.

Conclusion:
Immediate effect

The test procedure shows a lower reduction than the reference procedure. The significant difference is
0,67log. This is lower than the limit of 0,75log.

3-hours-effect
The test procedure shows a lower reduction than the reference procedure. The significant difference is
0,64log. This is lower than the limit of 0,85log.

The test procedure mentioned above with Promanum pure is non-inferior to
the reference method.
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EN 12791:2016+A1:2017-11 - Chemical disinfectants and antiseptics. Surgical hand
disinfection. Test method and requirements (phase 2/step 2) - original datas (sheet 2 of 4)

Reference: propan-1-ol 60% (v/v) Test product: Promanum pure
post-count- |post-count - 3- post-count - ost-count - 3-
No. hand pre-count | i mediate effect hours-effect pre-count | hediate effect phours-effect
R/P 1010|107} 10°| 10™] 10| 10°| 10| 10*J 107 [10[ 10| 10° | 10™*| 10| 10°| 10} 107
1 left n | 176 | 19 96 | 10 1 n n 53 n 81 7
R  |right n n 60 | 88 | 11 1 n n | 115 83 8 0
2 left n n 264 n 232 | 22 n n 122 n 33 5
R |right n n | 106 n | 192 15 n n |110] n n 33
3 left n n 92 14 2 0 n n 74 1 0 0
P |right n n | 108] 21 5 0 n | 208 22 0 0 0
4 |left n |148| 11 | 88 8 0 n | 184 | 27 0 0 0
R |right n | 124 19 5 1 0 n | 144 | 20 0 0 0
5 |left n n | 104] 128 | 12 0 n n | 168 79 | 12 1
P right n n 84 8 1 0 n n | 216] 114 | 9
6 left n | 329 | 23 n 75 n n 49 n 57 6
P |right n | 220 29 | 26 2 0 n n 54 n | 272 16
7 left n n 77 n 112 6 n n 216 n 344 | 26
R [right n n | 276 n | 132 15 n n |312] n | 256 | 20
8 |left n n 41 7 1 0 n n 39 152 | 24 5
P right n 92 | 14 10 4 0 n | 104 8 1 0 0
9 |left n | 155 | 16 87 9 n n 44 | 52 3
R [right n |197| 20 | 4 0 0 n n 31 184 | 26 1
10 [left n | 344 | 24 69 8 0 n n | 232] n n 32
R [right n n 31 n 48 4 n n | 192 n n 54
11 |[left n n 52 43 4 0 n | 192| 22 | 232| 26 2
R |right n n | 49] 43| 4 0 n | 108 15 51 | 5 0
12 |[left n n | 144 n | 288 | 27 n n | 112] n n 72
P |right n n |128] n [ 31 1 n n | 56 8 0 0
13 |[left n n 59 7 0 0 n n | 216 272 | 20 1
P |right n n | 116 2 0 0 n n |216]224] 27 | 1
14 |left n n 92 n n 96 n n 76 n n 39
P [right n n | 69 n | 149 | 10 n | 77| 14| n |168] 25
15 |[left n | 184 | 26 4 1 0 87 9 4 152 | 21 1
R |right n n | 36 n | 61| 9 Jas| 3 1 0 0 0
16 |[left n | 153 | 15 1 0 0 n | 224| 29 | 136 | 18 2
P |right n 92 | 9 5 2 0 n | 232 20 17 5 0
17 |left n |144| 15 ] 75 6 0 n [101| 12 6 1 0
P [right n | 256 | 27 42 3 n | 152 | 14 n 33 7
18 |[left n | 184 | 15 60 7 0 n | 188 | 25 1 0
R [right n | 272 22 2 0 0 n n 51 18 2 0
19 |[left n n 33 | 19 1 0 n n 73 12 1 0
P [right n | 240 25 0 0 n n 44 | 31 3
20 |left n | 112 16 1 0 0 n 78 8 0 0 0
P [right n | 216 | 19 1 0 0 n | 204| 20 6 1 0
21 |left n | 168 | 20 n | 156 | 26 n n 81 n 41 2
R |right n n 57 | 188 | 28 3 n n | 151 200 | 24 3
22 |left n n [105] n | 176 | 16 n n | 264 2 0 0
R |right n n 82 208 | 23 1 n n |120] n | 108] 10
23 |left n |296| 29 | 12 2 0 n n 61 86 6 0
P right n n 43 15 1 0 n | 296 | 28 | 12 1 0
24 |left n n 31 n 48 3 n n 46 n 99 | 13
R |right n | 296 | 18 n n 51 n n 52 n 72 7
25 |left n n | 119 n | 134| 15 n n |151] n n 51
P |right n n | 280] 176 | 29 2 n n | 328 n | 108 12
26 |left n | 208 | 23 4 0 0 n n 44 | 68 4 0
P [right n | 188 | 18 | 119 | 12 1 n | 192 | 23 n 61 | 13
27 |left n n | 192 n 39 3 n n 72 n 47 6
R |right n n 47 | 3 1 0 n n 61 n n 47
28 |left n 67 8 1 0 0 n n 96 n 31 3
R riglht n 46 7 15 2 0 n 169 | 21 208 | 29 1

n: not countable (>330) bold values: used for further calculations
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EN 12791:2016+A1:2017-11 - Chemical disinfectants and antiseptics. Surgical hand
disinfection. Test method and requirements (phase 2/step 2) - calculated results (sheet 3 of 4)

calculated results] Reference, Reference, 3- Test product: | Test product: 3- fimmediate  [3-hours-
immediate effect | hours-effect | immediate effect |  hours-effect effect effect
No. |order | pre | post| Rf | pre [post| Rf | pre |post| Rf | pre |post| Rf R-P |rang] R-P | rang
1 |rRe-PPla7s [1.04 283 425 [1.98 [227 Ja72 [291 [1.82 Js06 [192 [3.14 102 |7 [Joss8 |23
2 |Rr-PPl542 [336 [2.06 [5.03 [327 [175 J5.04 [352 (152 J5.00 [252 [257 054 [12 o082 |21
3 |pPRPl5.03 [132 [371 [496 [1.15 [3.82 J4.87 [0.00 (487 J432 000 [4.32 1116 [27  Jo50 |19
4 |rRr-PPJs.17 194 223 a1 Jo70 [341 417 fo00 [417 428 [0.00 [4.28 195 |28 o087 |22
5 |PPRPI5.02 [241 [291 J492 [0.90 [4.02 533 [206 [328 [5.23 |1.90 [3.33 -037 |25 [o69 |9
6 |PPRPl4.35 |141 [294 Jas1 [288 [163 Ja6o [276 [1.93 Ja73 [342 [1.31 101 |8 Jo32 |16
7 |Rr-PPlaso [305 [1.84 [5.44 [3.43 [231 [5.49 [3.40 (200 [5.33 [341 [1.92 026 (23 [o40 |14
8 |pPRPl461 085 [377 [3.98 [1.00 [298 J402 [0.00 (402 459 [220 [239 -025 22 Jo60 |11
9 |RP-PPl4.30 060 [369 J419 [1.94 [225 Ja64 [172 (293 J4o [228 [2.21 077 [10 [o.04 |17
10 |RP-PPl449 [268 (181 [438 [1.84 [254 537 [351 [1.86 |6.28 [3.73 [1.55 -005 [19 [o.99 |7
11 |RP-PPla69 [163 [3.06 472 [163 [3.08 Ja20 237 |192 Jaos [|1.71 [2.34 114 |4 fo74 |8
12 |PPRPI5.11 [249 (262 [5.16 [3.46 [1.70 |5.05 386 [1.19 Ja75 [o.90 [3.85 142 |3 [214 |27
13 |PPRPl4.77 085 [3.93 [5.06 [0.30 [476 533 [236 [298 [6.33 [242 [2.91 095 [9 J185 |3
14 |PPRPl4.96 [3.98 [098 [484 [3.17 [167 [3.92 [324 [o67 Jss8 [359 [1.29 031 |14 Jo.38 |15
15 |RP-PPl428 (060 (368 [4s6 [279 [1.77 Jo65 0.00 [265 Joo4 220 [o.74 103 |6 |03 |6
16 |PPRP[3.96 [070 (326 [4.18 [0.00 [418 J436 215 [222 Js36 [1.23 [3.13 105 |5 |1.05 |5
17 |PPRPla.16 [1.88 [228 J44a1 [162 [279 Ja18 252 |166 Js00 [o78 [3.23 062 [11 Jo44 |18
18 |RP-PPl4.43 (030 [413 426 [178 [248 J420 o000 [429 Ja71 126 [3.45 -0.16 21 J097 |25
19 |PPRPl452 [128 (324 [438 [0.00 [4.38 Jasa |149 [315 Jas6 [1.08 [3.78 009 [16 fo60 |11
20 [Pr-RPJ4.33 0.00 [433 407 [o00 [407 [389 Jooo [3.89 W31 [078 [353 044 |13 Jos54 |13
21 [RP-PPla76 220 (246 423 [322 [|1.01 [a91 261 [230 [5.18 [2.31 287 017 [15 |1.86 |26
22 [RP-PPf5.02 [324 [1.78 Ja91 [232 [259 [5.08 [3.03 [2.05 [5.42 [030 [5.12 -027 (24 |253 |28
23 [Pr-RPJaa7 [1.08 [339 463 [1.18 [346 [447 |1.08 [3.39 J479 [1.93 [2.85 000 [17 Jost1 |10
24 [RP-PPJ440 268 [181 Ja46 [3.71 [o75 [472 286 [1.86 466 [200 [167 005 [19 092 |24
25 [RP-PP|545 [227 [3.18 [5.08 [3.13 [1.94 [5.18 [3.71 [147 [552 [3.03 [248 171 |2 Jo54 |20
26 [PP-RPJ427 208 (220 432 [os0 [372 [ae4 |1.83 [281 W29 [279 151 061 [26 fe21 |1
27 |[RP-PPlas7 048 (419 [5.28 259 269 [as6 [267 [219 479 [367 [1.11 201 (1 |158 |4
28 [RP-PPf3s66 [1.18 [249 [383 [0.00 [383 [4.98 [249 [249 W24 [233 [1.90 000 [17 |192 |2
Xm  |compid4.61 [1.72 [2.89 [458 |1.80 [2.78 |4.64 [2.08 [2.56 J4.70 [2.02 [2.67 || pre: logarithmic pre-counts
s 042 |1.02 087 Jo43 [1.21 |1.06 Jos9 [1.28 [1.03 Jo.55 [1.11 [1.08 |[post: logarithmic post-counts
N 28 28 28 Jos [28 o8 o8 28 [28 Jo8 o8 28 || Re: togarithmic reduction factor
Xn |RP-PPl4.63 [1.88 [2.75 458 [2.27 [2.31 469 [2.32 [237 |4.74 [2.24 |2.49 || R: reference test method
s 046 |1.05 |0.86 o7 [1.02 Jo.81 Jo.es [1.30 [0.85 Jo.68 [1.10 [1.16 || P: testmethod
15 |15 |15 Ji5 [15 [15 Y15 [15 [15 |15 15 15 |
Xm |PP-RPj4.58 [1.54 (3.04 J4.57 |1.25 |3.32 |4.57 |1.80 |2.77 |4.65 [1.77 [2.88
s 0.37 10.00 |0.88 J0.39 |1.21 |1.08 0.49 |1.24 [1.20 J0.39 [1.09 [0.99
13 113 13 M3 |13 113 Q3 (13 113 p3 (13 |13
Test of serial effects
Difference of the means immediate effect 3-hours-effect
RP-PP 0.38 0.18
PP-RP 0.27 0.44
absolute difference 0.11 0.62
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EN 12791:2016+A1:2017-11 - Chemical disinfectants and antiseptics. Surgical hand disinfection. Test method and
requirements (phase 2/step 2). Statistics (sheet 4 of 4)

Sized differences and calculation according to Hodges-Lehmann - immediate effect
sized mean paired differences / rang
differences 12 01 [1.71[1.42[1.14[1.05[1.03[1.02]1.01 |0.95 |[0.77 [0.62 [0.54 [0.44 |0.31
1/2.01  [o01/1
2(1.71 186/2 [1.71/4
3(1.42 17213 |157/6 |1.42/13
4(1.14 158/5 |1.43/121.28/21|1.14/32
5/1.05 1.53/7 [1.38/15]1.24/24 |1.10/34 |1.05/41
6(1.03 152/8 |1.37/16]1.23/25]1.09/37 |1.04 /44 |1.03/ 46
711.02 1.52/9 |1.37/17 |1.22/27 |1.08 /38 |1.04 /45 |1.03 /48 |1.02 /49
8/1.01 1.51/10|1.36/18|1.22/28 |1.08/39 |1.03 /46 |1.02/49 |1.02 /52 |1.01/53
9(0.95 1.48/1111.33/19]1.19/29 |1.05/43 |1.00 /57 |0.99 /58 ]0.99 / 59 |0.98 / 60 |0.95/ 65
10/0.77 1.39/14 |1.24 /23 |1.10/34 |0.96 / 64 |0.91 /69 |0.90 /70 |0.90 /72 |0.89 /73 |0.86 /79 |0.77 / 98
1110.62 1.32/20 |1.17/30 |1.02/49 |0.88 / 74 |0.84 / 83 |0.83 /86 [0.82 /87 |0.82 /89 |0.79 /94 |0.70 / 1140.62 / 12
12/0.54 1.28/22|1.13/33]0.98/60 |0.84 /82 ]0.80/90 |0.79/93 |0.78 /95 |0.78 / 96 |0.75/ 100.66 / 121]0.58 / 1330.54 / 144
13(0.44 1.23/26 [1.08/390.93/67 |0.79/92 |0.75/10(0.74 / 1040.73 / 1030.73 / 1040.70 / 1140.61 / 1240.53 / 14§0.49 / 1610.44 / 177
1410.31 1.16/31]1.01/53]0.87 /78 |0.73/1050.68 / 116/0.67 / 1170.67 / 1190.66 / 1200.63 / 1230.54 / 1460.47 / 1740.43 / 1830.38 / 2010.31 / 217}
15/0.17 1.09/36 ]0.94 /66 ]0.80/91 |0.66 / 1240.61 / 12700.60 / 12940.60 / 13(0.59 / 1310.56 / 14(}0.47 / 171,0.40 / 18§0.36 / 2070.31 / 220}
16/0.09 1.05/42)0.90/70]0.76 /99 |0.62 / 120.57 / 13¢/0.56 / 1390.56 / 1410.55 / 1440.52 / 1540.43 / 181,0.36 / 2040.32 / 2160.27 / 22§
1710.00 1.01/55]0.86 /80 ]0.71/1090.57 / 13740.53 / 1490.52 / 1530.51 / 1550.51 / 1570.48 / 1690.39 / 1930.31/ 2170.27 / 22§
18/0.00 1.01/55]0.86 /80 |0.71/1090.57 / 1390.53 / 1490.52 / 1530.51 / 1590.51 / 1570.48 / 1690.39 / 1930.31 / 21740.27 / 22
19/0.05 0.98/62 ]0.83/84 |0.69/1140.55/ 1440.50 / 1590.49 / 1610.49 / 1650.48 / 1670.45/ 1730.36 / 2040.29 / 22340.25 / 233
2010.05 0.98/620.83/8410.69/1140.55/ 1440.50 / 1590.49 / 1610.49 / 1650.48 / 1670.45 / 1730.36 / 20940.29 / 2230.25 / 233
21|0.16 0.93/68 ]0.78 /96 |0.63/1230.49 / 1640.45/ 1750.44 / 1790.43 / 1810.43 / 1840.40 / 19(/0.31 / 22(
2210.25 0.88/7410.73/1030.59 / 1340.45/ 17¢0.40 / 1870.39 / 1910.39 / 1930.38 / 1940.35 / 2090.26 / 23(
23(0.26 0.88/76]0.73/10590.58 / 1340.44 / 1740.40 / 1840.39 / 1930.38 / 19¢0.38 / 201]0.35 / 21(J0.26 / 231
2410.27 0.87/7710.72/1090.58 / 1350.44 / 18(J0.39 / 1910.38 / 1940.38 / 2010.37 / 2040.34 / 2170.25 / 237
25(0.37 0.82/880.67/1140.53 / 1510.39 / 1970.34 / 2110.33 / 2130.33 / 2140.32 / 2190.29 / 227
26/0.61 0.70/1110.55/1440.41 / 18¢0.27 / 229
27|-1.16 0.43/1840.28 / 229
28|-1.95
Sized differences and calculation according to Hodges-Lehmann - 3-hours-effect
sized mean paired differences / rang R-P rank
differences > 21 11,92 [1.85[1.58 [1.05 [1.03[0.99 [0.74 [0.69 |0.61 [0.60 |0.60 |0.54 [0.40 §+-sgn| -sgn| -sgn|+sgn|
1|12.21 2.21/1 -0.88 {0.88 J13.0 |--13.0
2/1.92 207/2 [1.92/4 -0.82 10.82 J15.0 |--15.0
3(1.85 203/3 [1.89/6 [1.85/7 -0.50 10.50 J23.0 |[--23.0
4(1.58 190/5 [1.75/8 |1.72/9 |1.58/13 -0.87 10.87 114.0 |--14.0
5(1.05 1.63/10 |1.49/14 |1.45/18 [1.32/27 |1.05/57 §0.69 [0.69 117.0 |17.0
6/1.03 162/11 [1.487115 |1.44 /20 [1.31/28 [1.04 /58 [1.03 /59 Jo.32 [0.32 J27.0 [27.0
710.99 1.60/12 |1.46/17 |1.42/21]1.29/33 |1.02/60 |1.01/61 |0.99 / 62 |0_40 0.40 125.0 125.0
8/0.74 1.48/151.33/26 [1.30/31 |1.16/44 |0.90 /68 |0.89 /69 [0.87 /72 |0.74 /90 |0_60 0.60 1195 [19.5
9|/0.69 1.45/19 [1.31/29 |1.27/34 |1.14 /47 |0.87 /71 |0.86 /73 |0.84 / 75 |0.72 /95 |0.69 / 101 |0_04 0.04 128.0 |128.0
10/0.61 141/22[1.27/35]1.23/39 |1.10/52 |0.83 /77 |0.82 /80 |0.80 / 84 |0.68 / 1040.65 / 1140.61 / 12 |0_99 0.99 110.0 [10.0
11]/0.60 141/23]1.26/37 [1.23/411.09/53 |0.83/78 [0.82/81 |0.80 /86 |0.67/1040.65/ 1190.61/1240.60/ 124 K074 [0.74 16.0 116.0
12|/0.60 141123 |1.26 137 [1.23/41 [1.00/53 |0.83/78 [0.82/ 81 [0.80 /86 |0.67 1 10d0.65/ 119061/ 1240.60 1 1240.60 1 124 --2.1412.14 13.0 [--3.0
13|0.54 1.38/251.23/39 |1.20/43 |1.06 /56 |0.80 /85 |0.79/88 |0.77 /89 |0.64 / 1140.62 / 1240.58 / 12740.57 / 1240.57 / 1240.54 / 134 185 185 6.0 /6.0
1410.40 1.31/29 |1.16 /45 |1.13 /48 10.99 /62 |0.73 /92 |0.72/93 ]0.70 / 99 0.57/12&0.55/1350.51/1460.50/14E0.50/14&0.47/1570.40/16]0_38 038 260 26.0
15/0.38 1.30/311.15/46 |1.12/51|0.98 /64 |0.72/93 |0.71 /97 |0.69 / 1040.56 / 1340.54 / 1390.50 / 1510.49 / 1530.49 / 1540.46 / 16 1.03 [1.03 190 9.0
16/0.32 1.27/35[1.12/50 |1.09/55 |0.95 /66 |0.69 / 1040.68 / 1040.66 / 110.53 / 14q0.51 / 140.47 / 1590.46 / 1640.46 / 160.43 / 164 1.05 |1.05 18.0 8.0
17]/0.04 1.13/480.98 /64 [0.95/67 |0.81/83 |0.55/1340.54 / 13g0.52 / 149 -0.44 10.44 §24.0 |--24.0
18|-0.44 [0.89/69 [0.74/90 [0.71/97 [0.57 /124 -0.97 10.97 111.0 [-11.0
19(-0.50 |0.86/740.71/96 |0.68/1050.54 /134 §0.60 [0.60 119.5 ]19.5
20[-0.54 |0.84/76]0.69/1010.66 / 1140.52 / 14] K054 054 1215 [215
21(-0.82 |0.70/99 |0.55/1330.52/ 144 --1.86]11.86 15.0 |--5.0
22|-0.87 |0.67/10g0.53/1410.49/ 15 --2.531253 1.0 [-1.0
23|-0.88 |0.67/1110.52/1470.49/ 15 1061 [0.61 118.0 [18.0
241-0.92 |0.65/1140.50/1500.47 / 154 -0.92 10.92 112.0 [--12.0
25|-0.97  |0.62/1190.48/1540.44/ 163 -0.54 10.54 J21.5 |--21.5
26|-1.86 221 12.21 §2.0 |2.0
27|-2.14 1.58 [1.58 |7.0 |7.0
28(-2.53 1.92 1192 140 4.0




Institutul de microbiologie din Valencia

Masia EI Romeral

Ctra. Bétera — San Antonio de Benagéber, Km 0,3
46117 Bétera (Valencia)

Tel. 96 169 17 02

Fax 96 169 16 37

e-mail: ivami@ivami.com

WWW.ivami.com

CIF B-96337217

ENAC

TESTARI
Nr. 648 / LE 1286

Test pe baza certificatului de BPL
(Bune Practici de Laborator)
Nr. 1/19-C.VAL. Directia generald a
medicamentului si a produselor sanitare din cadrul
Consiliului Sanitar din Comunitatea Valenciana.

Test privind activitatea microbactericida a dezinfectantilor chimici utilizati in domeniul
medical, inclusiv dezinfectantii de instrumentar, cu produsul Promanum Pure

(Standardul UNE-EN 14348:2005)

Raport
Nr. de Tnregistrare: D/21/B0020.

1. Identificarea laboratorului
2. ldentificarea clientului
Adresa

Institutul de microbiologie din Valencia.
B. Braun Medical AG.
Seesatz 17, CH-6204 Sempach.

3. Identificarea probei (informatii furnizate de client)

Denumirea produsului

Numar lot

Data expirarii

Producétor/Furnizor

Referintd Laborator de Control

Conditii de pastrare

Conditii de utilizare

Diluant al produsului recomandat de
producator

Substante active si concentratiile acestora
(optional)

Concentratii de testare solicitate de client

Promanum Pure
20343M16.
31/07/2025.

B. Braun Medical AG.
210002454

5° C -20° C.

Frecarea mainilor

Nu este mentionat.

Etanol 73,4 ¢
Propan-2-ol 10 g
Pur 80%

Laboratorul nu 1si asuma raspunderea pentru informatiile oferite de client.

Semnaturi indescifrabile
DESIN-1052-b//EN 14348:2005

Versiunea 3 (02-10-19)

Numar de inregistrare D/21/B0020 Institutul de microbiologie din Valencia



4. Informatii privind primirea probei

Data primirii probei.

Data solicitarii pe baza conditiilor privind
proba

Aspectul probei primite

20/01/2021.
20/01/2021.

Lichid transparent, intr-un recipient din
plastic.

5. Metoda testérii si validarii (Standardul UNE-EN 14348:2005)

MELODA ..o, Diluare-neutralizare

Neutralizator .......cceeeeveeevieeeieeeree e Triptona 5 g/L, extract de drojdie 2,5 g/L, dextroza
10 g/L, tioglicolat de sodiu 1 g/L, tiosulfat de sodiu 1 g/L, bisulfat de sodiu 2,5 g/L, lecitina
de soia 7 g/L, polisorbat — 80 5g/L, glicina 1 g/L, 1-histidina 1 g/L si saponina 30 g/L.

6. Conditii experimentale:

Data testarilor

Diluant utilizat in timpul testarii
Concentratii testare

Aspectul solutiilor diluate ale produsului
Timpi de contact

Temperatura la care s-au efectuat testarile
Substante interferente:

Stabilitatea si
timpul procedurii
Temperatura de incubare

Identificarea tulpinilor de microbacterii
utilizate

aspectul amestecurilor in

7. Rezultate

Controale si validare
Evaluarea activittii microbactericide
Numar de replici per organism de testare

Semnaturi indescifrabile
DESIN-1052-b//EN 14348:2005

Numar de inregistrare D/21/B0020

Din 04/02/2021 pana in 18/03/2021.

(inclusiv pregatirea prealabild a tulpinii)

Apa distilata sterilizata.

80%, 50%, 0,1%

Transparente.

30 de secunde.

200 C+1°C.

3 g/L albumind sericd bovina + 3 mL/L
eritrocite

Pur 80(%) si 50% se formeaza mici floculi;
0,1% stabil

36°C=x1°C.

Mycobacterium avium ATCC-15769
Mycobacterium terrae  CECT-3028 (=
ATCC-15755)

A se vedea tabelele anexate 1,2 ,4 515

A se vedea tabelele anexate 3 si 6
1

Versiunea 3 (02-10-19)
Institutul de microbiologie din Valencia



8. Observatii speciale

- Toate verificarile si validarile se afld in limitele de baza.

- O concentratie indica cel putin o reducere mai mica de 4 logaritmi.

- O concentratie indica cel putin o reducere mai mare sau egala cu 4 logaritmi.

- Ca urmare a diludrii produsului supus testarii, concentratia maxima de testare este de 80%
9. Concluzie

Produsul ,,Promanum Pure”, lotul 20343M16, cu o concentratic de 80%, are o activitate
microbactericidi timp de 30 de secunde la 20° C in conditii de murdarie (3 g/L albumini
serica bovina + 3 mL/L eritrocite), impotriva tulpinilor Mycobacterium avium ATCC-15769
si Mycobacterium terrae CECT-3028 (=ATCC-15755), atunci cand se evalueaza conform
standardului UNE-EN 14348:2005.

Nota: rezultatele corespund probei primit in laborator.

Bétera (Valencia), 22 martie 2021.

Semnat Elena Montoya

Tehnician responsabil

(Cercetator)

Semnatura indescifrabila

Verificarea garantiei calitatii:

Efectuarea testdrii si rezultatele obtinute au fost supravegheate de catre directorul testarii.

Directorul care asigura calitatea a controlat procesul de realizare a testarii, asigurandu-se ca
aceasta se va realiza prin procedurile si cu materialele, mijloacele ;i reactivii adecvati si cu
echipamente calibrate, respectand specificatiile Bunelor Practici de Laborator (BPL) si ca
raportul final reflectd in totalitate datele initiale.

Semnat Sonia Monteagudo Semnat Encarnacion Esteban
Responsabil domeniu Director tehnic

(Directorul testarii) (Director calitate)
Semnatura indescifrabila Semndatura indescifrabila

Stampila  oficiala:  INSTITUTUL DE
MICROBIOLOGIE DIN VALENCIA -
CONDUCEREA TEHNICA

Referinta:

UNE-EN 14348:2005. Dezinfectanti chimici si antiseptici. Testare cantitativd de suspensie
pentru evaluarea activitatii microbactericide a dezinfectantilor chimici utilizati in domeniul
medical, inclusiv dezinfectanti de instrumentar. Metoda de testare si cerinte (Faza 2/Etapa 1).
AENOR.

Semnaturi indescifrabile
DESIN-1052-b//EN 14348:2005  Versiunea 3 (02-10-19)
Numar de inregistrare D/21/B0020 Institutul de microbiologie din Valencia



Tabelul 1 Teste cu Mycrobacterium avium ATCC-15769: Validare si controale

Suspensie de validare Control al conditiilor Neutralizator (B) Validare metoda (C)
(Nvo) experimentale (A) Concentratie produs Pur
(80%)
Ve, 115 [X=120,5 |Vc, 90 [X=93 |Vc, 82 [X=795 [Vc, 69  [X=69,5
Ve, 126 \V/c, 96 Ve, 77 Ve, 70
30<X din Nvy< 160? | XdinAeste >0,5x X din X din B este > 0,5 x X din X din Ceste >0,5x X din
Da Nvg? Nvg? Nvg?
Da Da Da
Tabelul 2.-Teste cu Mycobacterium avium ATCC-15769: Suspensie de testare.
Suspensie de N Ve Ve, [Xam=4,76 x 10°=1g = 9,68
testare (N5 No) - —757 495 450 No=N/10 = Ig= 8,68
107 50 53 8,17 <No< 8,70? Da
Tabelul 3.-Teste cu Mycobacterium avium ATCC-15769: Rezultatele testarii.
Concentratii ale| Etapa de V¢, Ve LgNa-Ig (X|LgR (IgNo=| Timp de
produsului % diluare x 10 sau Xym 8,68) contact (sec)
x10)
Pur (80%) 10° <14 <14 <2,15 >6,53 30
10" <14 <14
10 <14 <14
107 <14 <14
50% 10° <14 <14 <2,15 >6,53 30
10" <14 <14
10 <14 <14
107 <14 <14
0,1% 10° >660 >660 >6,82 <1,86 30
10™ >660 >660
107 >660 >660
10° >660 >660
Observatii:
N 107": 212+ 283; 227+ 223; +0;0+0;

10 28 + 22; 27 + 26;
Nvg: 58 + 57; 60 + 66;
A: 43 +47; 45 + 51;
B: 40 + 42; 36 + 41,

Na Pur (80%) 10% 0
50% 10

:0+0;0+0;
0,1% 107 >330 + >330; >330 + >330;

Semnaturi indescifrabile

DESIN-1052-b//EN 14348:2005
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| C:32+37;37+33;

Tabelul 4- Teste cu Mycobacterium terrae CECT-3028 (=ATCC-15755) Validare si

controale
Suspensie de validare Control al conditiilor Neutralizator (B) Validare metoda (C)
(Nvo) experimentale (A) Concentratie produs Pur
(80%)
Vg 69 [X=71 |Vc, 62 X=64,5 |Vc, 58 X=59,5 V¢, 43 X=41,5
Ve, 73 Ve, 67 \/c, 61 \/c, 40
30<X din Nvp< 160? | XdinAeste>0,5xXdin | XdinBeste>0,5xXdin | XdinCeste>0,5x Xdin
Da Nv,? Nvy? Nvy?
Da Da Da

Tabelul 5.-Teste cu Mycobacterium terrae CECT-3028 (=ATCC-15755): Suspensie de

testare.

Suspensie de
testare (N si No)

No = N/10 = Ig

N Vcey Ve,
10”7 265 244
10°® 33 30

Xwm = 2,60 x 10°= 1g = 9,41

8,17 <No< 8,70? Da

=8,41

Tabelul 6.-Teste cu Mycobacterium terrae CECT-3028 (=ATCC-15755): Rezultatele

testarii.
Concentratii ale| Etapa de Ve Ve, LgNa-lg (X | LgR (IgNo=| Timp de
produsului % diluare x 10 sau Xym 8,41) contact (sec)
x10)
Pur (80%) 10° <14 <14 <2,15 >6,26 30
10™ <14 <14
10° <14 <14
10° <14 <14
50% 10° <14 <14 <2,15 >6,26 30
10™ <14 <14
10 <14 <14
10° <14 <14
0,1% 10° >660 >660 >6,82 <1,59 30
107 >660 >660
107 >660 >660
10° >660 >660

Semnaturi indescifrabile
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Observatii:

N 107: 127+ 138; 128+ 116; Na Pur (80%) 10°% 0 + 0; 0 + 0;
10®: 15 + 18; 16 + 14; 50% 10°: 0+ 0;0+0
Nvo: 39+ 30; 34 + 39; 0,1% 107 >330 + >330; >330 + >330;

A:30+32; 34+ 33;
B: 28 + 30; 29 + 32;
C:22+21;18+22;

Explicatii

Vc: Recalcule per mL

X: valoare dintre Vc; si Vc; (1. + 2 duplicate)
Xwm: media ponderata X

R: reducere (LgR=IgNo-IgNa)

Subsemnata, BADII ELENA IRINA, traducdtor autorizat de Ministerul Justitiei cu nr.
17039, certific exactitatea traducerii cu textul inscrisului original din limba spaniold in limba
romand.

Semnaturi indescifrabile
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Instituto Valenciano de Microbiologia

Masia El Romeral
Ctra. Bétera — San Antonio de Benagéber, Km 0,3

46117 Bétera (Valencia)
Tel. 26 169 17 02

Fax 96 169 16 37 N § A Y 0O
e-mail: ivami(@ivami.com N° 648 /LE 1286
wWww.ivami.com

CIF B-96337217 Prueba con el certificado de BPLs

{Buenas Practicas de Laboratorio)
N°. 1/19-C.VAL. Direccion General de Farmacia
y Productos Sanitarios de la Conselleria de
Sanidad de la Comunidad Valenciana.

Prueba de actividad micobactericida de los desinfectantes quimicos utilizados en el 4rea
médica, incluyendo los desinfectantes de instrumental, con ¢l producto
Promanum Pure,

{Norma UNE-EN 14348: 2005)

Informe.

N? de registro: D/21/B0020.

1. Identificacion del laboratorio .................... Instituto Valenciano de Microbiologia.
1. Identificacion del cliente .......................... B. Braun Medical AG
Direceion............ocooiiiiiiiii s Seesatz 17, CH-6204 Sempach.

3. ldentificacién de la muestra (informacion suministrada por el cliente)

e Nombre del producto.........c..covvvviniinnennn Promanum Pure.

o Numerodelote............coiivviiiiiiniinnnann. 20343M1e6.

¢ Fechadecaducidad..............c..oooiiviin. L. 7/31/2025.

o Fabricante / Proveedor...........oovevvrinennnn.. B. Braun Medical AG.
s Referencia Laboratorio Control................. 210002459,

* Condiciones de conservacion................... 5°C-20°C.

e Condiciones deuso..........ooevivviiiniiiiinnn, Frotado de manos.

¢ Diluyente recomendado por el fabricante...... No indicado.

¢ Sustancia/s activa/s y su/s concentracién/es... Etanol 73,4 g

Propan-2-ol 10g.

» Concentracién/es de ensayo solicitada/s por
elcliente ......cooooii i Puro (80%).

El laboratorio no se hace responsable de la informacién aportada por el cliente.

P N
{ F
&

.'r: _’/.
DESIN-1052-b //EN 14348:; 2005 Version 3 (02-10-19) Pagina 1ldé5—
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4. Tnformacion de la recepeion de la muestra

e Fecha de entrega de la muestra ..................... 20/01/2021.
o Fecha de solicitud con condiciones de
Prueba. ..o 20/01/2021.
s Aspecto de la muestra recibida ..................... Liquido transparente en envase de
plastico.

5. Método de ensayo y validacion (Norma UNE-EN 14348: 2005).

¢ MEtodo. ..o Dilucién-neutralizacion.
o Neutralizador.........cooeveir e, Triptona 5 g/L, extracto de levadura 2,5
g/L., dextrosa 10 g/L, tioglicolato sodico 1g/L., tiosulfato sédico 1 g/L, bisulfito s6dico
2,5 g/L, lecitina de soja 7 g/L, polisorbato-80 5 g/L., glicina 1 g/L, 1-histidina 1 g/L y

saponina 30 g/L.

6. Condiciones experimentales

» Periodo de analisis............cooiviiiiinnnnann.. 04/02/2021 - 18/03/2021
(incluyendo preparacion previa de la
cepa).
o Diluyente del producto utilizado durante el
BNSAYO .. 1veernirnrnninarnanarsaranssresnmnnnn.  Agla destilada estéril.
s (Concentraciones del producto a someter a
EISAYO . eneenrerinrnennnnennsnsnennenensesmneennn. PUTE (80%), 50% y 0,1%.
¢ Aspecto de las diluciones del
Producto......coceiiii e Transparentes.
¢ Tiempo/s de contacto.............coeeeviennnnnn. 30 segundos.
» Temperatura/s del ensayo..............coovveree. 20°C = 1°C,
e Sustancia interferente. .......covvvviiiirieinirnn 3 g/ de albumina bovina + 3 mL/L
eritrocitos.
o Estabilidad y aspecto de las mezclas durante
el procedimiento.............ccoceieiiiiiiennn. Puro (80%) v 50% se forman pequeiios
floculos; 0,1% estable.
¢ Temperatura de incubacién....................... 36°C = 1°C.

o Identificacion de las cepas de micobacterias utilizada:

- Mycobacterium avium ATCC-15769.
- Mycobacterium terrae CECT-3028 (=ATCC-15755).

7. Resultados

o Controles y validacion.................cooevennn. Ver tablas adjuntas 1,2, 4 y 5.

o Evaluacion de la actividad micobactericida... Ver tablas adjuntas 3 y 6.

e Numero de réplicas por organismo de

EIISAYO .« e eeaetieenerenesenenaanaeanaenanns 1
Vs
G214/
3 /5
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8. Observaciones especiales

— Todos los controles y la validacién se hallaron dentro de sus limites basicos.

— Al menos una concentracion del producto demostrd una reduceidn inferior a 4 log.

— Al menos una concentracion del producto demostré una reduccion superior a 4 log.

— Debido a las diluciones que sufre ¢l producto en el ensayo, la maxima concentracion
que se puede ensayar es la del 80%.

9. Conclusion

El producto Promanum Pure, lote 20343M16, cuando se ensaya puro (80%), posee
actividad micobactericida a 30 segundos, a 20°C en condiciones sucias (3 g/L de
albimina bovina+ 3 mL/L eritrocitos.), frente a las cepas Mycobacterium avium ATCC-
15769 y Mycobacterium terrae CECT-3028 (=ATCC-15755), cuando se ensaya de
acuerdo con la norma UNE-EN 14348: 2005,

Nota: los resultados obtenidos corresponden a la muestra recibida en el laboratorio.

Bétera (Valencia) a 22 de marzo de 2021.

Fdo. Elena Montoya
Técnico responsable
(Investigadora)

B

Revision Garantia de Calidad:

La realizacion del ensayo y los resultados obtenidos han sido supervisados por la directora del
Estudio.

La directora Garante de Calidad ha inspeccionado la realizacion del ensayo comprobando que
se realiza con el procedimiento adecuado, con materiales, medios y reactivos adecuados, y
con equipos calibrados, cumpliendo ias especificaciones de Buenas Practicas de Laboratorio
(BPLs), y el informe final refleja fielmente los datos primarios.

. p A
. 7 ‘-'\'_-_. § ) ( ’, ﬂ
Fdo. Sonia Monteagudo Fdo. Encarnacién Este_bayff W
Responsable de 4rea Director técnico P2
(Directora de estudio) J (Directora Garante de Calidad)
Referencia: N

o UNE-EN 14348: 2005. Desinfectantes quimicos y antisépticos. Ensayo cuantitativo de
suspension para la evaluacién de la actividad micobactericida de los desinfectantes
quimicos utilizados en el 4rea médica, incluyendo los desinfectantes de instrumental.
Método de ensayo y requisitos (fase 2/etapa 1). AENOR.

DESIN-1052-b //EN 14348: 2005 Version 3 (02-10-19) Pégina 3 de 5
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Tabla 1.-Pruebas con Mycobacterium avium ATCC-15769: Validacion y controles.

Suspensién de Control de las Validacién del método
validacién condiciones Neutralizador (B) (©) .y
(V) experimentzles (4) Concentracion del
producto: Puro (80%)
Fer | 115 X= Vel 90 Vel 82 X= Ve 69
Ver| 126 | 1205 | Ve | 96 | % 2 [V | 77 | 795 [Ver| 70 | X0
230 < X de Mg < 1607 (XNdedes20,5x X de (XdeBes>05xXde (XdeCes205xXde
Nvo? Nvo? MNyg?
Si Si Si Si

Tabla 2.-Pruebas con Mycobacterium avium ATCC-15769: Suspensién del ensayo.

Xom=4,76 x 10°=1g =

MNo=N/10=1g= 8,68

Sus ion del N Ver Ve
ensapf}n?;\‘;ﬂ A’f) 107 495 450
YO LV Y 0} 7708 50 53

;8,17 < No < 8,707

9,68

Si

Tabla 3.-Pruebas con Mycobacterium avium ATCC-15769; Resultados del ensayo.

Concentraciones Etapa de LgNa=1lg LgR Tiempo de
del producto % b § Vel Ver (Xx100 (IgNo=8,68) | contacto
dilucién
Xwm X 10) (seg)
10° <14 <14
10 <14 <14
4]
Puro (80%) 102 <14 <14 <2,15 >6,53 30
10°% <14 <14
10° <14 <14
101 <14 <14
0
50% 02 <14 <14 <2,15 > 6,53 30
10 <14 <14
10° >660 >660
. 10" >660 >660
0,1% 102 >660 ~660 >6,82 <1,86 30
10 >660 >660
Observaciones:

N 107:212 +283; 227 + 223;
10°%: 28 + 22; 27 + 26;

Nvg. 58 + 57; 60 + 66;
A: 43 +47; 45 + 51;
B: 40 +42; 30 + 41;
C: 32 +37,37 +33;
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Tabla 4.-Pruecbas con Mycobacterium terrae CECT-3028 (=ATCC-15755): Validacién y

controles.
Suspensién de Control de las Validacion del método
validacion condiciones Neutralizador (B) ) .
{Nwo) experimentales (4) Cancentmeion dei

producto: Puro (80%)

Fep 69 X=71 Vey 62 X= Ver 58 X= Ve 43 X=

Ve, | 73 Ver 67 645 | Veu 61 59,5 | Ve: 40 41,5

230 < X de Ny < 1607 iXdedes205xXde (XdeBes205xXde (KdeCes>0,5x X de

Nyg? MNug? Nwy?
Si Si 81 5i

Tabla 5.-Pruebas con Mycobacterium terrae CECT-3028 (=ATCC-15755): Suspension

del ensayo.
S m del N Ver | Ver | Xm=2,60x 10°=1g=941
en‘;zp?f‘}@ Af) 107 265 244 No=N/10=1g= 8.4
YOV Y ) 7o 33 30 ;8,17 <Ny<8707 Si
Tabla 6.-Pruebas con Mycebacterium terrae CECT-3028 (=ATCC-15755): Resultados del
ensayo.
Concentraciones Etapa de LgNa=Ig LgR Tiempo de
del producto % 1apa ¢ Ve Ve Xx10o0 (Igho= 8,41) | contacto
dilucion
Xom % 10) (seg)
107 <14 <14
o 10° <14 <14
Puro (80%) E <14 <14 <2,15 >6,26 30
107 <14 <14
10° <14 <14
10! <14 <14
0
50% 02 <14 <14 <2,15 >6,26 30
102 <14 <14
10° >660 >660
. 10 >660 >660
0,1% To? ~660 =660 =6,82 <1,59 30
107 >660 >660
Obsservaciones:
N 107:127 +138; 128 + 116; Na Puro (80%) 10% 0+ 0; 0+ 0;
10%:15+18; 16 + 14 50% 10%: 0+ 0; 0+ 0;

0,1% 103 >330 +>330; >330 + >330;
Nve: 39+ 30; 34 + 39;
A:30+32; 34+ 33;
B: 28 +30; 290+ 32;
C:22+21;18+22;

Explicaciones:
Ve: Recuentos por mL Xuwm: media ponderada de X T
X: medida de Vei v Vea (1. + 2 duplicados)  R: reduccion (LgR = 1gNo — 1gNa) P 8 (/’/
.1
g L
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Institutul de microbiologie din Valencia

Masia EI Romeral
Ctra. Bétera — San Antonio de Benagéber, Km 0,3

46117 Bétera (Valencia) E \ g C
Tel. 96 169 17 02 a4
Fax 96 169 16 37 TESTARI

e-mail: ivami@ivami.com Nr. 648 / LE 1286

WWW.ivami.com
CIF B-96337217

Test pe baza certificatului de BPL
(Bune Practici de Laborator)
Nr. 1/19-C.VAL. Directia generala a
medicamentului si a produselor sanitare din cadrul
Consiliului Sanitar din Comunitatea Valenciana.

Test privind activitatea virucida a produsului ,,PROMANUM PURE” impotriva
Poliovirusului de tip 1, Adenovirusului de tip 5 si Norovirusului murin
(NF EN 14476:2013 + A2: 2019)

Raport

Nr. de Tnregistrare: D/21/\V0040 si D/21/V0147

1. Identificarea laboratorului Institutul de microbiologie din Valencia.

2. Identificarea clientului B. Braun Medical AG.

Adresa Seesatz 17, CH-6204 Sempach.

3. Identificarea probei (informatii furnizate de client)

eDenumirea produsului PROMANUM PURE.

eNumar lot 20343M16.

eData expirarii 31/07/2025.

e Producator/Furnizor B. Braun Medical AG.

¢ Conditii de pastrare 5°C-20°C.

¢ Conditii de utilizare Pe maini.

eDiluant al produsului recomandat de Nu este mentionat.
producator

e Substante active si concentratiile acestora Etanol 73,4 g si propan-2-ol 10 g.
(optional)

e Concentratii solicitate Primul test: 80%.

Al doilea test: 97%

Laboratorul nu 1si asuma raspunderea de informatiile oferite de client.

Trei semnaturi indescifrabile
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4. Informatii privind primirea probei

e Data predarii produsului.

e Data solicitarii pe baza conditiilor

privind proba
e Aspectul produsului primit

5. Metoda testarii

20/01/2021.
Primul test: 20/01/2021.
Al doilea test: 01/03/2021.

Lichid transparent, incolor intr-un ambalaj

comercial.

Procedura DESIN-1078 (Standardul NF EN 14476:2013 + A2:2019).

6. Conditii experimentale:

o Data testarilor

e Temperatura la care s-au efectuat

testarile
e Metoda de titrare

e Concentratii testare

e Timpi de contact
e Temperatura de contact

e Procedura de eliminare a citotoxicitatii

produsului

e Procedura de stopare a actiunii

Primul test:

Din 02/02/2021 pana in 18/02/2021.
Al doilea test:

Din 02/03/2021 pana la 12/03/2021
37°C+1°C.

TCIDsy.

(Doza infectioasa pe culturi tisulare 50%)
Primul test: 80%, 50%, 0,1%.

Al doilea test: 97%

60 de secunde.

20° C.

Filtrare moleculara (<4 coloane).

produsului Récire cu gheata.
e Diluant utilizat Apa distilata sterilizata.
e Aspectul solutiilor diluate ale Transparente.
produsului

e Stabilitatea amestecului (produs diluat Stabil.
Cu apa distilata/apa dura sterilizata)
e Substante interferente:
o Conditii de curatenie in prezenta albuminei serice bovine 0,3 g/1.
e Identificarea originii tulpinilor Primul test:
virale si numarul permiselor Alicota Poliovirus tip 1: 07/05/2020 permis 2.
Alicota Adenovirus tip 5: 24/01/2020 permis 2.
Alicota Norovirus murin: 09/04/2020 permis 2.
Al doilea test:
Alicota Poliovirus tip 1: 07/05/2021 permis 2.
Alicotd Adenovirus tip 5: 14/01/2021 permis 2.
Alicota Norovirus murin: 11/02/2021 permis 2.

Trei semnaturi indescifrabile
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e Linii celulare (denumire, origine, nr. de Primul test:
permise) Vero, ref: FTVE, alicota de lucru 10, permise

16 si 18 si alicota de lucru 11, permis 10.
Raw 264.7, Public Health England, alicota de
lucru 10, permise 17 si 18 si alicota de lucru
11, permis 11.
Al doilea test:
Vero, ref: FTVE, alicota de lucru 11, permise
15, 18 si 19.
Raw 264.7, Public Health England, alicota de
lucru 11, permise 16, 17 si 19.

7. Validarea rezultatelor testarii

Poliovirus de tip 1 (ATCC VR-192) — primul test:
Titrarea suspensiei virale pentru controlarea virusului (la momentul testarii solicitate):

e In conditii de curateniede curatenie log10®%*
Nivel de citotoxicitate (80%) log10~°
Nivelul maxim detectabil al inactivarii virale (diferenta dintre titrul suspensiei virale si nivelul
de citotoxicitate):

e in conditii de curatenie log10®4

Adenovirus de tip 5 (ATCC VR-5) — primul test:
Titrarea suspensiei virale pentru controlarea virusului (Ia momentul testarii solicitate):

e In conditii de curatenie log10®**
Nivel de citotoxicitate (80%) log10°°°
Nivelul maxim detectabil al inactivarii virale (diferenta dintre titrul suspensiei virale si nivelul
de citotoxicitate):

e In conditii de curatenie log10™>"

Norovirus murin (tulpina S99 Berlin) — primul test:
Titrarea suspensiei virale pentru controlarea virusului (Ia momentul testarii solicitate):

e In conditii de curatenie logl
Nivel de citotoxicitate (80%) log10%°°
Nivelul maxim detectabil al inactivarii virale (diferenta dintre titrul suspensiei virale si nivelul
de citotoxicitate):

e In conditii de curatenie log10™"

-6,25
0
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Poliovirus de tip 1 (ATCC VR-192) — al doilea test:
Titrarea suspensiei virale pentru controlarea virusului (la momentul testarii solicitate):

e In conditii de curatenie log107"*°
Nivel de citotoxicitate (97%) log10°°°
Nivelul maxim detectabil al inactivarii virale (diferenta dintre titrul suspensiei virale si nivelul
de citotoxicitate):

e fin conditii de curatenie log107°®

Adenovirus de tip 5 (ATCC VR-5) — al doilea test:
Titrarea suspensiei virale pentru controlarea virusului (la momentul testarii solicitate):

e In conditii de curatenie log10™>%
Nivel de citotoxicitate (97%) log10°°°
Nivelul maxim detectabil al inactivarii virale (diferenta dintre titrul suspensiei virale si nivelul
de citotoxicitate):

e In conditii de curatenie log10°#

Norovirus murin (tulpina S99 Berlin) — al doilea test:
Titrarea suspensiei virale pentru controlarea virusului (la momentul testarii solicitate):

e In conditii de curatenie logl
Nivel de citotoxicitate (97%) log10°°°
Nivelul maxim detectabil al inactivarii virale (diferenta dintre titrul suspensiei virale si nivelul
de citotoxicitate):

e 1In conditii de curatenie log10™ ™

-6,24
0

Testul de referinta (formaldehida 1,4%) — primul test:

Nivelul de citotoxicitate al formaldehidei la 0,7% log10°°°
Cuantificarea virusului in testul de referintd (formaldehida) dupa 60 de
minute si cu Poliovirus de tip 1 log10>™
Cuantificarea virusului in testul de referintd (formaldehidd) dupa 60 de
minute si cu Adenovirus de tip 5 log10™+*
Cuantificarea virusului in testul de referintda (formaldehidd) dupa 60 de
minute si cu Norovirus murin log10%®

Testul de referinta (formaldehida 1,4%) — al doilea test:

Nivelul de citotoxicitate al formaldehidei la 0,7% log10°°°
Cuantificarea virusului in testul de referintd (formaldehidd) dupa 60 de
minute si cu Poliovirus de tip 1 log1024°
Cuantificarea virusului in testul de referintd (formaldehidd) dupa 60 de
minute si cu Adenovirus de tip 5 log10™4
Cuantificarea virusului in testul de referintd (formaldehidd) dupa 60 de
minute si cu Norovirus murin log10%*
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Intervalul de incredere — primul test:

Titrul virusului cu un interval de incredere de 95% cu Poliovirus de tip 1 (la momentul testarii
solicitate):

e In conditii de curatenie logl
Titrul virusului cu un interval de incredere de 95% cu Adenovirus de tip 5 (la momentul
testarii solicitate):

e In conditii de curatenie log10°%24* 037
Titrul virusului cu un interval de incredere de 95% cu Norovirus murin (la momentul testarii
solicitate):

e In conditii de curatenie logl
Reducere cu intervalul de incredere de 95% Consultati tabelele 1, 3 si 5.
Intervalul de incredere — al doilea test:

-6,91% 0,30
0

-6,25 % 0,40
0

Titrul virusului cu un interval de incredere de 95% cu Poliovirus de tip 1 (la momentul testarii
solicitate):

e In conditii de curatenie logl
Titrul virusului cu un interval de incredere de 95% cu Adenovirus de tip 5 (la momentul
testarii solicitate):

e In conditii de curatenie log107>%9 =034
Titrul virusului cu un interval de incredere de 95% cu Norovirus murin (la momentul testarii
solicitate):

e In conditii de curatenie logl
Reducere cu intervalul de incredere de 95% Consultati tabelele 1, 3 si 5.

-7,16 0,37
0

-6,24 % 0,37
0

Controlarea interferentei susceptibilitatii celulare:

e Titrul suspensiei virale pentru Poliovirus de tip 1 cu celule netratate cu

solutia folositd in cadrul testarii, cu produsul de testare log10™"%*
e Titrul suspensiei virale pentru Poliovirus de tip 1 cu celule tratate cu 6a
solutia folosita in cadrul testarii, cu produsul de testare log10™

e Titrul suspensiei virale pentru Adenovirus de tip 5 cu celule netratate cu

solutia folositd in cadrul testarii, cu produsul de testare log10™>%°
e Titrul suspensiei virale pentru Adenovirus de tip 5 cu celule tratate cu 10
solutia folositd in cadrul testdrii, cu produsul de testare log10™

e Titrul suspensiei virale pentru Norovirus murin cu celule netratate cu

solutia folositd in cadrul testarii, cu produsul de testare log107©
e Titrul suspensiei virale pentru Norovirus murin cu celule tratate cu solutia c e5
folosita in cadrul testarii, cu produsul de testare log10™

Nota: pentru stabilirea infectiozitatii reziduale, se pot utiliza doar dilutiile solutiei de testare a
produsului care: a) sa prezinte un grad redus de distrugere celulara (< 25% a unui singur strat) si
b) sa produca o reducere logaritmica zecimala a titrului virusului < 1 log;s.
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Controlarea eficientei dupa intreruperea activititii produsului — primul test:

Titrul suspensiei virale pentru Poliovirus de tip 1 dupa 30 de minute de
incubare in baie de gheata, fard ca virusul sa intre in contact cu produsul de
testare

Titrul suspensiei virale pentru Poliovirus de tip 1, prin expunerea virusului la
produsul de testare si incubare timp de 30 de minute in baie de gheata

Titrul suspensiei virale pentru Adenovirus de tip 5 dupa 30 de minute de
incubare in baie de gheata, fara ca virusul sd intre In contact cu produsul de
testare

Titrul suspensiei virale pentru Adenovirus de tip 5, prin expunerea virusului la
produsul de testare si incubare timp de 30 de minute in baie de gheata

Titrul suspensiei virale pentru Norovirus murin dupa 30 de minute de
incubare in baie de gheata, fara ca virusul sa intre in contact cu produsul de
testare

Titrul suspensiei virale pentru Norovirus murin, prin expunerea virusului la
produsul de testare si incubare timp de 30 de minute in baie de gheata

Noti: diferenta dintre logaritmii zecimali si titrul virusului atunci cand nu
dezinfectant si atunci cand este expus la dezinfectant trebuie sa fie < 0,5.

Controlarea eficientei dupa intreruperea activitatii produsului — al doilea test:

Titrul suspensiei virale pentru Poliovirus de tip 1 dupa 30 de minute de
incubare in baie de gheata, fara ca virusul s intre In contact cu produsul de
testare

Titrul suspensiei virale pentru Poliovirus de tip 1, prin expunerea virusului la
produsul de testare si incubare timp de 30 de minute in baie de gheata

Titrul suspensiei virale pentru Adenovirus de tip 5 dupa 30 de minute de
incubare in baie de gheata, fara ca virusul sa intre in contact cu produsul de
testare

Titrul suspensiei virale pentru Adenovirus de tip 5, prin expunerea virusului la
produsul de testare si incubare timp de 30 de minute in baie de gheata

Titrul suspensiei virale pentru Norovirus murin dupa 30 de minute de
incubare in baie de gheata, fara ca virusul sd intre in contact cu produsul de
testare

Titrul suspensiei virale pentru Norovirus murin, prin expunerea virusului la
produsul de testare si incubare timp de 30 de minute in baie de gheata

log10™"%"

log107® "

log107©%”

log107>#

log10™>"
0-5,49

logl

este expus la

log10™"

log107®52

log105%°

log10™>"*

log10754°

log105%*

Nota: diferenta dintre logaritmii zecimali si titrul virusului atunci cand nu este expus la
dezinfectant si atunci cand este expus la dezinfectant trebuie sa fie <0,5.
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8. Observatii speciale

- Produsul se testeaza pe concentratii de 80%, 50% s1 0,1%.

- Deoarece nu are activitate virucida generald la concentratia de 80% se realizeaza un al doilea
test la concentratia de 97%

- Toate verificarile si validarile se afld in limitele acceptate.
- O concentratie indica cel putin 0 reducere mai mica de 4 logaritmi.
- O concentratie indica cel putin 0 reducere mai mare sau egala cu 4 logaritmi.
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9. Prezentarea rezultatelor testarii
9.1.-Descrierea rezultatelor pe baza conditiilor de testare solicitate:

Concentratiile folosite in cadrul testarii, reducerea obtinuta prin intervalul de incredere de 95% si
Virusul activitatea virucida
supus
testirii 97% 80% 50% 0,1%
>6,66 = 0,37 TCIDs, 3,75+ 0,48 TCIDs 2,25+ 0,47 TCIDsy 0,09 £ 0,45 TCIDs
Poliovirus Prezinta Nu este concludent Nu prezinta Nu prezinta
detipl
> 5,49 £ 0,34 TCIDsg 3,66 + 0,53 TCIDs, 0,08 + 0,53 TCIDs
Adenovirus Prezinta 4,92 + 0,52 TCIDsq Nu este concludent Nu prezinta
detip5 Prezinta
>5,74 £ 0,37 TCIDsg 5,18 + 0,54 TCIDs 4,34 + 0,50 TCIDs 0,17 + 0,53 TCIDs
Norovirus Prezinta Prezinta Nu este concludent Nu prezinta
murin

Activitatea virucida este prezenta atunci cand titrul virusului indica o reducere > 4 log.
TCIDsp: Doza infectioasa pe culturi tisulare 50% (Tissue Culture Infectious Dose 50%).

9.2.-Tabelele si graficele cu rezultate
Consultati tabelele de la 1 la 6 si figurile de la 1 la 3.
10. Concluzie

Produsul dezinfectant ,,Promanum Pure”, lotul 20343M16, in conditii de curatenie (0,3 g/l de
albumina serica bovind), cu 0 concentratie de 80%b, solicitata de client, si cu o duratd de contact
de 60 de secunde, la o temperaturd de 20° C, nu_ prezinta activitate virucida impotriva
Poliovirusului de tip 1, dar prezinta activitate virucida impotrivaAdenovirusului de tip 5 si a
Norovirusului murin, atunci cand se evalueaza activitatea conform standardului NF EN
14476:2013 + A2:20109.

Cu toate acestea, faptul ca prezintd o activitate virucida impotriva Adenovirusului de tip 5 si
Norovirusului murin, cu o concentratie de 80%, se considera ca prezinta o activitate virucida
cu spectru limitat, care, potrivit standardului, corespunde unei actiuni de combatere a
tuturor virusurilor incapsulate (a se consulta Anexa A) si, In plus, de combatere a
Norovirusului, Rotavirusului si Adenovirusului conform standardului NF EN 14476:2013 +
A2:2019. Virusurile Incapsulate sunt evidentiate prin caractere aldine in tabelul anexat (Anexa
A).

Produsul dezinfectant ,,PROMANUM PURE” lot 2034M16 in conditii de curatenie (0,3 g/L
albumina sericd bovind), in concentratie de 97%, solicitata de client, si cu un timp de contact de
60 de secunde la o temperaturd de 20°C, are activitate virucidd impotriva celor 3 virusi

(Poliovirusului de tip 1, Adenovirusului de tip 5 si a Norovirusului murin) cand se evalueaza
activitatea in conformitate cu norma NF EN 14476:2003 + A2: 2019).

Trei semnaturi indescifrabile
DESIN-1078-b/ NF EN 14476: 2013+A2:2019 Versiunea 11 (04-11-2020) Pagina 8 din 23
Nr. de inregistrare: D/21/VV0040 si D/21/V0147  Institutul de microbiologie din Valencia




Asadar, produsul testat ,,PROMANUM PURE”, lotul 20343M16, prezinta activitate virucida
generali, pentru concentratia de 97%o, atunci cand se evalueaza activitatea conform standardului
NF EN 14476:2013 + A2:2019.

Nota 1: rezultatele corespund produsului primit in laborator.
Nota 2: datele care depind de informatiile furnizate de client, iar daca nu sunt furnizate de acesta,
apar ca ,,nu este mentionat”.

Bétera (Valencia), 16 martie 2021.

Semnat Noelia Ros
Tehnician responsabil
(Cercetator)

Semnatura indescifrabila

Verificarea garantiei calitatii:
Efectuarea testarii si rezultatele obtinute au fost supravegheate de catre directorul testarii.

Directorul care asigura calitatea a controlat procesul de realizare a testarii, asigurandu-se ca
aceasta se va realiza prin procedura si cu materialele/reactivii adecvati si cu echipamente
calibrate, respectand specificatiile Bunelor Practici de Laborator (BPL) si ca raportul final
reflectd in totalitate datele initiale.

Semnat Ruth Novella Semnat Encarnacion Esteban
Responsabil domeniu Director specialist
(Directorul testarii) (Director calitate)
Semnatura indescifrabila Semndatura indescifrabila

Stampila  oficiala:  INSTITUTUL  DE
MICROBIOLOGIE DIN VALENCIA -
CONDUCEREA TEHNICA

Referinta:
e NF EN 14476:2013 + A2:2019. Testare cantitativa de suspensie pentru evaluarea
activitatii virucide in medicind. Metoda de testare si cerinte (Faza 2/Etapa 1).
AFNOR.
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Tabelul 1 Rezultatele activitatii produsului de testare conform conditiilor solicitate de client, cu
Poliovirus de tip 1 (ATCC VR-192).

Testare Concentratie Substanta Nivel de logyg TCIDsp dupa. .. Reducere prin
interferenta citotoxicitate 0 60s | 30 60 intervalul de
min min | min | Tncredere de
95%
Produs de 80% 0,5 - 3,16 - - 3,75+0,48
testare 50% 0,3 g/l ASB 0,5 - 4,66 - - 2,25+ 0,47
0,1% 0,5 - 6,82 - - 0,09 £ 0,45
Controlare N/A 0,3 g/l ASB N/A 6,98 | 6,91 - - N/A
virus
Produs de 97% 0,3 g/L SAB 0,5 - 0,50 - - > 6,66 + 0,37
testare
Controlare N/A 0,3 g/l ASB N/A 7,07 | 7,16 - - N/A
Virus
(97%)
Formaldehida 0,7% N/A 0,5 NR | NR | 4,99 | 3,74 N/A
(primul test) (p:v)
Controlare 0,7% N/A N/A 749 | NR NR | 7,32 N/A
virus din (p:v)
formaldehida
(primul test)
Formaldehida 0,7% N/A 0,5 NR NR | 5,24 | 2,49 N/A
(al doilea (p:v)
test)
Controlare 0,7% N/A N/A 7,07 | NR NR | 6,99 N/A
virus din (p:v)
formaldehida
(al doilea
test)

Acelasi control pentru ambele teste:

sl netratate)
Primul test:

log10*°

Controlarea eficientei dupa incetarea activitatii produsului (diferenta logaritmica dintre titrele virusului,

dintre virusul de control si cel al suspensiei de testare)

Al doilea test:

log10%

Controlarea eficientei dupd incetarea activitatii produsului (diferenta logaritmica dintre titrele virusului,

dintre virusul de control si cel al suspensiei de testare)

log10?3

N/A: nu se aplicd; NR: nerealizat
Durata recomandata de Standard pentru suprafete: maxim 5 sau 60 min

Durata recomandati de Standard pentru instrumente: maxim 60 min
Durata recomandata de Standard pentru dezinfectia iginica a mainilor prin frecare si spélarea igienicd a acestora:
intre 30 si 120 de secunde.

Activitatea virucida este prezenta atunci cand titrul virusului indica o reducere > 4 log.

TFS: tampon fosfat salin, ASB: albumina serica bovina

*: consultati ,,Observatii speciale” pentru intelegerea semnificatiei acestor concentratii.

Trei semnaturi indescifrabile
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Tabelul 2 Rezultatele activitatii produsului de testare cu Poliovirus de tip 1 (ATCC VR-192)
(test de titrare cu 12 godeuri) in conditiile de testare solicitate de client.

Concen- | Substanti Timp Dilutii (Iog10)?
Testare tratie interferenta contact
(s/min) 1 2 3 4 5 6 7 8
4444 4444 0300 0000 0000 0000 | 0000
80% 60 s 4444 4444 2303 0010 0000 0000 | 0000 | NR
4444 4444 0302 2000 0000 0000 | 0000
Produs de 4444 4444 4444 0332 0021 0000 | 0000
testare 50% 0,3G/L 60 s 4444 4444 4444 4330 0020 0000 | 0000 | NR
ASB 4444 4444 4444 2423 0010 0000 | 0000
4444 4444 4444 4444 4444 3233 | 1100 | 0000
0,1% 60 s 4444 4444 4444 4444 4444 2330 | 1000 | 0000
4444 4444 4444 4444 4444 3243 | 2010 | 0000
0,3 g/l 0000 0000 0000 0000 0000 0000 | 0000
Citotoxicitate 80% ASB N/A 0000 0000 0000 0000 0000 0000 | 0000 | NR
0000 0000 0000 0000 0000 0000 | 0000
4444 4444 4444 4444 4444 4233 0220 | 0001
0 min 4444 4444 4444 4444 4444 4024 | 3002 | 0001
Controlare virus N/A 0,3 g/ 4444 4444 4444 4444 4444 3323 | 0002 | 0000
ASB 4444 4444 4444 4444 4444 3323 | 0010 | 0000
60 s 4444 4444 4444 4444 4444 3434 | 0121 | 0000
4444 4444 4444 4444 4444 3332 | 0010 | 0000
Produs de 0,3 g/l 0000 0000 0000 0000 0000 0000 | 0000
testare 97% ASB 60 s 0000 0000 0000 0000 0000 0000 | 0000 | NR
0000 0000 0000 0000 0000 0000 | 0000
Citotoxicitate 97% 0,39/l NA 0000 0000 0000 0000 0000 0000 | 0000
ASB 0000 0000 0000 0000 0000 0000 | 0000 | NR
0000 0000 0000 0000 0000 0000 | 0000
Controlare virus NA 0,3 g/l 0 min 4444 4444 4444 4444 4444 3220 3022 | 0000
ASB 4444 4444 4444 4444 4444 3443 0203 | 0000
4444 4444 4444 4444 4444 3221 2003 | 0200
60 s 4444 4444 4444 4444 4444 4444 0302 | 0000
4444 4444 4444 4444 4444 4444 0230 | 2000
4444 4444 4444 4444 4444 4444 | 3002 | 0100
4444 4444 4444 4444 0003 0000 | 0000
30 min 4444 4444 4444 4444 2200 0010 | 0000 | NR
Formaldehida 0,7% N/A 4444 4444 4444 4444 3200 0000 | 0000
(primul test) (p:v) 4444 4444 3334 0002 0000 0000 | 0000
60 min 4444 4444 0323 1000 0000 0000 | 0000 | NR
4444 4444 3223 2200 0000 0000 | 0000
Controlare 0,3 g/l 0000 0000 0000 0000 0000 0000 | 0000
citotoxicitate 0,7% ASB N/A 0000 0000 0000 0000 0000 0000 | 0000 | NR
formaldehida (p:v) 0000 0000 0000 0000 0000 0000 | 0000
(primul test)
4444 4444 4444 4444 4444 4444 3330 | 0000
Controlare 0 4444 4444 4444 4444 4444 4444 2230 | 0020
virus din 0,7% N/A 4444 4444 4444 4444 4444 4444 3222 | 1000
formaldehida (p:v) 4444 4444 4444 4444 4444 4444 0303 | 0000
(primul test) 60 min A444 | 4444 | 4444 | 4444 | 4444 | 4444 | 4400 | 0020
4444 4444 4444 4444 4444 4444 | 3322 | 1000
4444 4444 4444 4444 0203 0010 | 0000
30 min 4444 4444 4444 4444 3024 0200 | 0000 | NR

Formaldehida 0,7% N/A 4444 4444 4444 4444 0304 0000 | 0000
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(al doilea test) (p:v)

4444 4344 0010 0002 0000 0000 | 0000
60 min 4444 2043 0000 1000 0000 0000 | 0000 | NR
4444 4042 1000 2200 0000 0000 | 0000
Controlare 0,3 g/l 0000 0000 0000 0000 0000 0000 | 0000
citotoxicitate 0,7% ASB N/A 0000 0000 0000 0000 0000 0000 | 0000 | NR
formaldehida (p:v) 0000 0000 0000 0000 0000 0000 | 0000
(primul test)
4444 4444 4444 4444 4444 3244 | 0201 | 0000
Controlare 0 4444 4444 4444 4444 4444 0433 | 2030 | 0000
virus din 0,7% N/A 4444 4444 4444 4444 4444 4342 | 2112 | 0000
formaldehida (p:v) 4444 4444 4444 4444 4444 4444 | 0200 | 0000
(primul test) 60 min 4444 4444 4444 4444 4444 4444 | 3032 | 0000
4444 4444 4444 4444 4444 4444 | 0030 | 0100
Celule CCCC | CCCC | ccce | ceec | ceee | ceec | ococ | ooco
Controlare N/A N/A netratate | CCCC | CCCC | CCCC | CCCC | CCCC | CCcC | cooc | ooco
susceptibilitate CCCC | CCCC | CCCC | CCccC | Ccce | ccee | ocec | 0000
celulara Celule CCCC | CCCC | CCcCcC | ccece | cecec | ccoc | ooco | 0000
tratate CCCC | CCCC | cccC | ccee | ceec | ocee | oooc | ooco
CCCC | CCCC | CCCcC | Ccee | cecee | cecee | oooc | 0000
Fara CCCC | CCCC | CcccC | ccee | ceec | ceec | ocoo | oooc
Controlare 0,3 ¢/l PRODUS | CCCC | CCCC | CCCC | cccc | ccec | ccco | ccoc | ooco
eficientd N/A ABS CCCC | CCCC | cCcCC | ccee | ceec | ceec | occo | 0000
ntrerupere Cu CCCC | CCCC | cceC | ceec | ceec | cocce | ooce | 0000
activitate PRODUS | CCCC | CCCC | CCCC | CccC | ccec | cecce | ocoo | 0000
produs (primul CCCC | CCCC | cceC | ceec | ceec | ocec | ococ | 0000
test)
Fara CCCC | CCCC | cceC | cecece | ceec | cecc | ocoo | 0000
Controlare 0,3 g/l PRODUS | CCCC | CCCC | CCCC | cccC | ccee | cece | ooce | ccoo
eficienta N/A ABS CCCC | CCCC | CCCC | cceC | ccec | ocee | coco | oooc
ntrerupere Cu CCCC | CCCC | CcCccC | ccee | ceec | ocee | cooo | 0ooco
activitate PRODUS | CCCC | CCCC | CCCC | CcccC | ccee | cecce | cocce | o000
produs (a doilea CCCC | CCCC | CCCC | Ccece | cecee | cocc | ocoo | 0000
test)

a) 1 la 4, virus prezent si gradul efectului citopatic in 12 unitati de cultura celulara sau gradul de

leziune celulara din testul de citotoxicitate.

C = efectul citopatic in prezenta virusului (in acest caz si conform standardului, nu se tine
doar de gradul efectului citopatic, de prezenta sau de lipsa acestuia).

0 = virus neprezent sau lipsa leziunii celulare din testul de citotoxicitate.

N/A: nu se aplica; NR: nerealizat; TFS: tampon fosfat salin; ASB: albumina serica bovina
*: consultati ,,Observatii speciale” pentru intelegerea semnificatiei acestor concentratii.

Trei semnaturi indescifrabile
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Tabelul 3 Rezultatele activitatii produsului de testare conform conditiilor solicitate de client, cu
Adenovirus de tip 5 (ATCC VR-5).

Testare Concentratie Substanta Nivel de logyg TCIDsp dupa. .. Reducere prin
interferenta citotoxicitate 0 60s | 30 60 intervalul de
min min | min | Tncredere de
95%
Produs de 80% 0,5 - 1,32 - - 492 +0,52
testare 50% 0,3 g/l ASB 0,5 - 2,58 - - 3,66 + 0,53
0,1% 0,5 - 6,16 - - 0,08 £ 0,53
Controlare N/A 0,3 g/l ASB N/A 6,25 | 6,24 - - N/A
virus
Produs de 97% 0,3 g/l ASB 0,5 - 0,50 - - N/A
testare
Controlare N/A 0,3 g/l ASB N/A 6,08 | 5,99 - - N/A
Virus (97%)
Formaldehida 0,7% N/A 0,5 NR NR | 250 | 1,41 N/A
(primul test) (p:v)
Controlare 0,7% N/A N/A 6,41 | NR NR | 6,24 N/A
virus din (p:v)
formaldehida
(primul test)
Formaldehida 0,7% N/A 0,5 NR NR 191 | 1,41 N/A
(al doilea (p:v)
test)
Controlare 0,7% N/A N/A 599 | NR | NR | 591 N/A
virus din (p:v)
formaldehida
(al doilea
test)

Acelasi control pentru ambele teste

si netratate) log10 %

Primul test
Controlarea eficientei dupa incetarea activitatii produsului (diferenta logaritmica dintre titrele virusului,
dintre virusul de control si cel al suspensiei de testare)

log10%
Al doilea test
Controlarea eficientei dupd incetarea activitatii produsului (diferenta logaritmica dintre titrele virusului, logl
dintre virusul de control si cel al suspensiei de testare)

-0,41
0

N/A: nu se aplica; NR: nerealizat

Durata recomandata de Standard pentru suprafete: maxim 5 sau 60 min

Durata recomandata de Standard pentru instrumente: maxim 60 min

Durata recomandatd de Standard pentru dezinfectia igienica a mainilor prin frecare si spélarea igienica a acestora:
intre 30 si 120 de secunde.

Activitatea virucida este prezentd atunci cand titrul virusului indica o reducere > 4 log.

TFS: tampon fosfat salin, ASB: albumina serica bovina

*: consultati ,,Observatii speciale” pentru intelegerea semnificatiei acestor concentratii.
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Tabelul 4 Rezultatele activitatii produsului de testare cu Adenovirus de tip 5 (ATCC VR-5) (test
de titrare cu 12 godeuri) in conditiile de testare solicitate de client.

Concen- | Substanti Timp Dilutii (log10)?
Testare tratie interferenta contact
(s/min) 1 2 3 4 5 6 7 8

0302 0010 0000 0000 0000 0000 0000
80% 60 s 3030 0020 0000 0000 0000 0000 0000 NR

3234 0000 0000 0000 0000 0000 0000

Produs de 4444 3034 0112 0000 0000 0000 0000
testare 50% 0,3 G/L 60 s 4444 2030 0000 0000 0000 0000 0000 NR

ASB 4444 3433 1000 0000 0000 0000 0000

4444 4444 4444 4444 4444 3230 0020
0,1% 60 s 4444 4444 4444 4444 4444 0030 0000 NR

4444 4444 4444 4444 4444 0330 0200

0,39/l 0000 0000 0000 0000 0000 0000 0000
Citotoxicitate 80% ASB N/A 0000 0000 0000 0000 0000 0000 0000 NR

0000 0000 0000 0000 0000 0000 0000

4444 4444 4444 4444 4444 0202 0001
0 min 4444 4444 4444 4444 4444 0030 0000 NR

Controlare N/A 0,3 g/ 4444 4444 4444 4444 4444 2022 1200
virus ASB 4444 4444 4444 4444 4444 3020 0001

60 s 4444 4444 4444 4444 4444 2030 0010 NR
4444 4444 4444 4444 4444 2230 0000

Produs de 97% 0,349/l 60 s 0000 0000 0000 0000 0000 0000 0000 NR

testare ASB

0,3 g/l 0000 0000 0000 0000 0000 0000 0000

Citotoxicitate 97% ASB N/A 0000 0000 0000 0000 0000 0000 0000 NR
0000 0000 0000 0000 0000 0000 0000

Controlare N/A 0,39/l 0 min 4444 4444 4444 4444 4444 0220 0000 | 0000

virus (97%) ASB 4444 4444 4444 4444 4444 3003 0200 | 0000

4444 4444 4444 4444 4444 0220 0000 | 0000

60 s 4444 4444 4444 4444 4444 0230 0001 | 0000

4444 4444 4444 4444 4444 3004 0010 | 0000
4444 4444 4444 4444 4444 0020 2000 | 0000

4444 0333 0000 0000 0000 0000 0000
30 min 4444 0022 0210 0000 0000 0000 0000 NR
Formaldehida 0,7% N/A 4444 3322 1000 0000 0000 0000 0000

(primul test) (p:v) 3033 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
60min | 2004 | 0002 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
2333 | 1000 | 0000 | 0000 | 0000 | 0000 | 0000

Controlare 0,39/ 0000 0000 0000 0000 0000 0000 0000
citotoxicitate 0,7% ASB N/A 0000 0000 0000 0000 0000 0000 0000 NR
formaldehida (p:v) 0000 0000 0000 0000 0000 0000 0000

(primul test)

4444 4444 4444 4444 4444 3303 0010

Controlare 0 4444 | 4444 | 4444 | 4444 | 4444 | 3200 | 0010 | NR
virus din 0,7% N/A 4444 | 4444 | 4444 | 4444 | 4444 | 2332 | 0000
formaldehida (p:v) 4444 | 4444 | 4444 | 4444 | 4444 | 0330 | 0000
(primul test) 60min | 4444 | 4444 | 4444 | 4444 | 4444 | 0433 | 0000 | NR

4444 | 4444 | 4444 | 4444 | 4444 | 0233 | 1000
Formaldehidd | 0,7% N/A 3423 | 0201 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
(al doileatest) | (p:v) 30min | 3344 | 1020 | 0000 | 0000 | 0000 | 0000 | 0000

2433 0200 0000 0000 0000 0000 0000

2302 0010 0000 0000 0000 0000 0000 NR
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60 min 2030 0210 0000 0000 0000 0000 | 0000
0243 0000 0000 0000 0000 0000 | 0000
Controlare 0,3 g/l 0000 0000 0000 0000 0000 0000 | 0000
citotoxicitate 0,7% ASB N/A 0000 0000 0000 0000 0000 0000 | 0000 NR
formaldehida (p:v) 0000 0000 0000 0000 0000 0000 | 0000
(al doilea test)
4444 4444 4444 4444 4444 0200 | 0000 NR
Controlare 0 4444 4444 4444 4444 4444 3302 0010
virus din 0,7% N/A 4444 4444 4444 4444 4444 0020 1000
formaldehida (p:v) 4444 4444 4444 4444 3204 0102 0000 NR
(al doilea test) 60 min 4444 4444 4444 4444 4342 2010 | 0000
4444 4444 4444 4444 3344 1020 | 0000
Celule CCCC | CCCC | cccce | cece | ceceec | ocoo | 0000
Controlare N/A N/A netratate | CCCC | CCCC | CCCC | CCCC | COCC | €000 | CO000 | NR
susceptibilitate CCCC | CCCC | CCCC | ccee | coce | ccoc | ocoo
celulara Celule CCCC | CCCC | CCCC | ccce | cocc | cooc | 0000
tratate CCCC | CCCC | CCCc | cccc | ococ | 0000 | 0000 NR
CCCC | CCCC | CCCC | cccc | cecoc | ccoo | 0000
Fara CCCC | CCCC | CCCC | ccce | ccec | cooo | 0000
Controlare 0,3¢/l PRODUS | CCCC | CCCC | CCCC | CCCC | cccC | cooC | cooC | NR
eficientd N/A ABS CCCC | CCCC | CCCC | cCccc | cecece | occo | 0000
ntrerupere Cu CCCC | CCCC | CCcCC | ccce | ccco | 0ocoo | 0000
activitate PRODUS | CCCC | CCCC | CCCC | CcccC | cccc | ocoo | 0000 NR
produs (primul CCCC | CCCC | ccce | cece | ceee | cocc | 0000
test)
Controlare Fara CCCC | CCCC | CcCC | ccee | ceee | ccoc | 0000 | 0000
eficientd 0,3 ¢/l PRODUS | CCCC | CCCC | CCCC | cCccCc | ccco | occc | 0000 | 0000
ntrerupere N/A ABS CCCC | CCCC | CCCC | cccC | cccc | occo | coo0 | 0000
activitate Cu CCCC | CCCC | CCCC | ccece | ocee | ccoo | 0000 | 0000
produs (al PRODUS | CCCC | CCCC | CCCC | CCCC | cccCc | Coo0 | 00CO | 0000
doilea test) CCCC | CCCC | CCCC | cccc | ccoo | occo | 0000 | 0000

a) 1 la 4, virus prezent si gradul efectului citopatic in 12 unitati de cultura celularad sau gradul de

leziune celulara din testul de citotoxicitate.

C = efectul citopatic in prezenta virusului (in acest caz si conform standardului, nu se tine
doar de gradul efectului citopatic, de prezenta sau de lipsa acestuia).

0 = virus neprezent sau lipsa leziunii celulare din testul de citotoxicitate.

N/A: nu se aplicd; NR: nerealizat; TFS: tampon fosfat salin; ASB: albuminad serica bovina
*: consultati ,,Observatii speciale” pentru intelegerea semnificatiei acestor concentratii.

Trei semnaturi indescifrabile
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Tabelul 5 Rezultatele activitatii produsului de testare conform conditiilor solicitate de client, cu
Norovirus murin (tulpind S99 Berlin).

Testare Concentratie Substanta Nivel de logyg TCIDsp dupa. .. Reducere prin
interferenta citotoxicitate 0 60s | 30 60 intervalul de
min min | min | Tncredere de
95%
Produs de 80% 0,5 - 1,07 - - 5,18 + 0,54
testare 50% 0,3 g/l ASB 0,5 - 1,91 - - 4,34 + 0,50
0,1% 0,5 - 6,08 - - 0,17 £0,53
Controlare N/A 0,3 g/l ASB N/A 6,33 | 6,25 - - N/A
virus
Produs de 97% 0,3 g/l ASB N/A - 0,50 - - >5,74+0,37
testare
Controlare N/A 0,3 g/l ASB N/A 6,32 | 6,24 - - N/A
virus
Formaldehida 0,7% N/A 0,5 NR NR | 3,75 | 2,33 N/A
(primul test) (p:v)
Controlare 0,7% N/A N/A 6,25 | NR NR | 6,07 N/A
virus din (p:v)
formaldehida
(primul test)
Formaldehida 0,7% N/A 0,5 NR NR | 4,65 | 3,24 N/A
(al doilea (p:v)
test)
Controlare 0,7% N/A N/A 6,41 | NR | NR | 6,32 N/A
virus din (p:v)
formaldehida
(al doilea
test)

Acelasi control pentru ambele teste

sl netratate)
Primul test

log10%®

Controlarea eficientei dupa incetarea activitatii produsului (diferenta logaritmica dintre titrele virusului,

dintre virusul de control si cel al suspensiei de testare)

Al doilea test

log10?%

Controlarea eficientei dupa incetarea activitatii produsului (diferenta logaritmica dintre titrele virusului,

dintre virusul de control si cel al suspensiei de testare)

log10?%

N/A: nu se aplicd; NR: nerealizat
Durata recomandata de Standard pentru suprafete: maxim 5 sau 60 min

Durata recomandata de Standard pentru instrumente: maxim 60 min
Durata recomandata de Standard pentru dezinfectia iginica a mainilor prin frecare si spalarea igienicd a acestora:
intre 30 si 120 de secunde.

Activitatea virucida este prezentd atunci cand titrul virusului indica o reducere > 4 log.

TFS: tampon fosfat salin, ASB: albumina serica bovina

*: consultati ,,Observatii speciale” pentru intelegerea semnificatiei acestor concentratii.
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Tabelul 6 Rezultatele activitatii produsului de testare cu Norovirus murin (tulpind S99 Berlin)
(test de titrare cu 12 godeuri) In conditiile de testare solicitate de client.

Concen- | Substanti Timp Dilutii (Iog10)?
Testare tratie interferenta contact
(s/min) 1 2 3 4 5 6 7 8

0300 0020 0000 0000 0000 0000 0000
80% 60 s 0430 0200 0000 0000 0000 0000 0000 NR

3030 0000 0000 0000 0000 0000 0000

Produs de 4222 0020 0000 0000 0000 0000 0000
testare 50% 0,3G/L 60 s 4343 0101 0000 0000 0000 0000 0000 NR

ASB 3432 2020 0000 0000 0000 0000 0000

4444 4444 4444 4444 4444 0303 0000
0,1% 60 s 4444 4444 4444 4444 4444 2200 0002 NR

4444 4444 4444 4444 4444 3003 0000

0,39/l 0000 0000 0000 0000 0000 0000 0000
Citotoxicitate 80% ASB N/A 0000 0000 0000 0000 0000 0000 0000 NR

0000 0000 0000 0000 0000 0000 0000

4444 4444 4444 4444 4444 0330 0000
0 min 4444 4444 4444 4444 4444 4302 0110 NR

Controlare virus N/A 0,3 g/l 4444 4444 4444 4444 4444 0303 0002
ASB 4444 4444 4444 4444 4444 2030 1000

60 s 4444 4444 4444 4444 4444 0200 0110 NR
4444 4444 4444 4444 4444 3330 0000

Produs de 97% 0,3g/L 60 s 0000 0000 0000 0000 0000 0000 0000 NR
testare ASB 0000 0000 0000 0000 0000 0000 0000
0000 0000 0000 0000 0000 0000 0000
0,39/l 0000 0000 0000 0000 0000 0000 0000

Citotoxicitate 97% ASB N/A 0000 0000 0000 0000 0000 0000 0000 NR
0000 0000 0000 0000 0000 0000 0000

Controlare virus NA 0,3 g/l 4444 4444 4444 4444 4444 0230 0002 | 0000

(97%) ASB 0 min 4444 4444 4444 4444 4444 3024 0000 | 0000

4444 4444 4444 4444 4444 0322 0100 | 0000

4444 4444 4444 4444 4444 0203 0000 | 0000
60 s 4444 4444 4444 4444 4444 3403 0010 | 0000
4444 4444 4444 4444 4444 0302 0200 | 0000

4444 4444 3340 0000 0000 0000 0000
30 min 4444 4444 2333 0000 0000 0000 0000 NR
Formaldehida 0,7% N/A 4444 4444 2223 2100 0000 0000 0000

(primul test) (p:v) 4444 | 3330 | 0000 | 0000 | 0000 | 0000 | 0000
60min | 4444 | 2223 | 0002 | 0000 | 0000 | 0000 | 0000 | NR
4444 | 0332 | 1100 | 0000 | 0000 | 0000 | 0000

Controlare 0,39/l 0000 0000 0000 0000 0000 0000 0000
citotoxicitate 0,7% ASB N/A 0000 0000 0000 0000 0000 0000 0000 NR
formaldehida (p:v) 0000 0000 0000 0000 0000 0000 0000

(primul test)

4444 4444 4444 4444 4444 3332 0000

Controlare 0 4444 4444 4444 4444 4444 0333 0000 NR
virus din 0,7% N/A 4444 4444 4444 4444 4444 0042 2100
formaldehida (p:v) 4444 4444 4444 4444 4444 0303 0000
(primul test) 60 min 4444 4444 4444 4444 4444 3300 0000 NR
4444 4444 4444 4444 4444 2223 0100
Formaldehida 4444 4444 4444 2042 0201 0000 0000
(al doilea test) 30 min 4444 4444 4444 3030 1300 0001 0000 NR
0,7% N/A 4444 4444 4444 3230 1000 0000 0000
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(p:v) 4444 4444 0304 0010 0000 0000 0000
60 min 4444 4444 2030 0100 0000 0000 0000 NR
4444 4444 3220 0000 0000 0000 0000
Controlare 0,3 ¢/l 0000 0000 0000 0000 0000 0000 0000
citotoxicitate 0,7% ASB N/A 0000 0000 0000 0000 0000 0000 0000 NR
formaldehida (p:v) 0000 0000 0000 0000 0000 0000 0000
(al doilea test)
0 4444 4444 4444 4444 4444 0442 0020 NR
Controlare 4444 4444 4444 4444 4444 0434 0000
virus din 0,7% N/A 4444 4444 4444 4444 4444 4334 0000
formaldehida (p:v) 60 min 4444 4444 4444 4444 4342 0203 0010 NR
(al doilea test) 4444 4444 4444 4444 4033 3021 1000
4444 4444 4444 4444 3442 1312 0000
Celule CCCC | CCCC | cccce | cecee | ceec | coce | 0000
Controlare N/A N/A netratate | CCCC | CCCC | CCCC | CCCC | CCCC | 00CO | 00CO | NR
susceptibilitate CCCC | CCCC | CCCC | ccce | cecece | ococ | ocoo
celulard Celule CCCC | CCCC | cccce | ccee | ceco | oooc | 0000
tratate CCCC | CCCC | cccce | ceccee | cooc | ooco | 0000 NR
CCCC | CCCC | CCCC | ccce | ccoc | occo | 0000
Fara CCCC | CCCC | cccce | ceccee | occo | ooco | 0000
Controlare 0,3 ¢/l PRODUS | CCCC | CCCC | CCCC | cccC | cccce | cocc | 0000 NR
eficientd N/A ABS CCCC | CCCC | CCCC | ccce | ccoc | ocoo | Cooo
ntrerupere Cu CCCC | CCCC | cccce | ccee | ocec | ocoo | 0000
activitate PRODUS | CCCC | CCCC | CCCC | cccCc | coco | occo | 0000 NR
produs (primul CCCC | CCCC | cccce | ccee | cocc | ocoo | 0000
test)
Fara CCCC | CCCC | cccece | cccee | ceec | ceoc | oceo
Controlare 0,3 g/l PRODUS | CCCC | CCCC | CCCC | CCCC | CCccC | ocee | oocC | NR
eficientd N/A ABS CCCC | CCCC | ccce | cecec | cece | occo | oooc
ntrerupere
activitate Cu CCCC | CCCC | cccce | cecec | ceec | coco | 0000
produs (al PRODUS | CCCC | CCCC | CCCC | CCCC | cccc | ccco | oooC | NR
CCCC | CCCC | cccce | ceccee | ceec | ccoc | 0000

doilea test)

a) 1 la 4, virus prezent si gradul efectului citopatic In 12 unitati de cultura celulara sau gradul de

leziune celulara din testul de citotoxicitate.

C = efectul citopatic in prezenta virusului (in acest caz si conform standardului, nu se tine
doar de gradul efectului citopatic, de prezenta sau de lipsa acestuia).

0 = virus neprezent sau lipsa leziunii celulare din testul de citotoxicitate.

N/A: nu se aplica; NR: nerealizat; TFS: tampon fosfat salin; ASB: albumina serica bovina
*: consultati ,,Observatii speciale” pentru intelegerea semnificatiei acestor concentratii.
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Figura 1 Rezultatele activitatii produsului de testare conform conditiilor de testare solicitate de
client, cu Poliovirusul de tip 1 (ATCC VR-192)- primul test.

Poliovirustip 1 (ATCC VR-192)
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Figura 1.1 Rezultatele activitatii produsului de testare conform conditiilor de testare solicitate de
client, cu Poliovirusul de tip 1 (ATCC VR-192)- al doilea test.

Poliovirusul de tip 1 (ATCC VR-192)
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Figura 2 Rezultatele activitatii produsului de testare conform conditiilor de testare solicitate de
client, cu Adenovirusul de tip 5 (ATCC VR-5)- primul test.

Adenovirus tip 5 (ATCC VR-5)-
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Figura 2.1. Rezultatele activitatii produsului de testare conform conditiilor de testare solicitate de
client, cu Adenovirusul de tip 5 (ATCC VR-5)- al doilea test.
Adenovirusul de tip 5 (ATCC VR-5)
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Figura 3 Rezultatele activitatii produsului de testare conform conditiilor de testare solicitate de
client, cu Norovirusul murin (tulpina S99 Berlin) -primul test.

Norovirus murintulpinaS99 Berlin -
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Figura 3.1 Rezultatele activitatii produsului de testare conform conditiilor de testare solicitate de
client, cu Norovirusul murin (tulpind S99 Berlin) -al doilea test.
Norovirusul murin (tulpina S99 Berlin)
Conditii de curatenie
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Norovirus murino (cepa S99 Berlin)
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Anexa A privind standardul NF EN 14476:2013 + A2:2019: exemple de virusuri care pot
contamina ustensilele medicale, mainile sau suprafetele (Observatia 1: aceasta listd nu este
exhaustiva; Observatia 2: virusurile incapsulate apar cu caractere aldine).

Sange:

Enterovirus, Filoviridae, Flavivirus, Herpesviridae, virusul hepatic A (VHA), virusul hepatic
B (VHB), virusul hepatic C (VHC), virusul hepatic D (VHD), virusul imunodeficientei
umane (HIV), virusul limfotropic uman al celulelor T (HTLV), Parovirus B19.

Aparatul respirator:
Adenovirus, Coronavirus, Enterovirus, Herpesviridae, virusul gripal, Paramyxoviridae,

Rinovirus, virusul rubeolei.

Sistemul nervos, urechi, nas si ochi:
Adenovirus, Enterovirus, Herpesviridae, virusul rujeolei, virusul imunodeficientei umane

(H1V), Polyomavirus, virusul rabiei, virusul rubeolei.

Aparatul gastrointestinal:
Adenovirus, Calicivirdae, Coronavirus, Astrovirus, Enterovirus, virusul hepatic A (VHA),

virusul hepatic E (VHE), Rotavirus.
Piele, glanda mamara, laptele matern:
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Enterovirus, Herpesviridae, virusul imunodeficientei umane (HIV), virusul limfotropic
uman al celulelor T (HTLV), virusul papiloma, Poxviridae.

Splina si ganglionii limfatici:
Virusul limfotropic uman al celulelor T (HTLYV), virusul imunodeficientei umane (HIV).

Proceduri stomatologice:
Adenovirus, Enterovirus, Herpesviridae, virusul hepatic B (VHB), virusul hepatic C (VHC),
virusul hepatic delta (VHD), virusul imunodeficientei umane (HIV).

Tractul urogenital:
Virusul hepatic B (VHB), Herpesviridae, virusul imunodeficientei umane (HIV), virusul
limfotropic uman al celulelor T (HTLV), virusul papiloma, Polyomavirus.

Subsemnata, BADII ELENA IRINA, traducdtor autorizat de Ministerul Justitiei cu nr.
17039, certific exactitatea traducerii cu textul inscrisului original din limba spaniold in limba
romand.

Trei semnaturi indescifrabile
DESIN-1078-b/ NF EN 14476: 2013+A2:2019 Versiunea 11 (04-11-2020) Pagina 23 din 23
Nr. de inregistrare: D/21/VV0040 si D/21/V0147  Institutul de microbiologie din Valencia



Instituto Valenciano de Microbiologia

C

Masia El Romeral
Ctra. Bétera — San Antonio de Benagéber, Km 0,3
46117 Bétera (Valencia) E
Tel. 96 169 17 02
E N §

Fax 96 169 16 37 . ALY
e-mail: lVaLﬂl_{i_[\amlC_O]Tl N 648 / LE 1286
WWWw.Ivami.com Prueba con el certificado de BPLs
CIF B-96337217 {Buenas Pricticas de Laboratorio)

N° 1/19-C.VAL. Direccién General de Farmacia
¥ Productos Sanitarios de la Conselleria de
Sanidad de la Comunidad Valenciana.

Prueba de actividad viricida con producto “PROMANUM PURE"
frente a Poliovirus tipo 1, Adenovirus tipo 3y Norovirus murino
(NF EN 14476: 2013 + A2; 2019)

Informe
N® de registro: D/21/V0040 y D/21/V0147.

1. Identificacién del laboratorio... ... s Instituto Valenciano de Microbiologia.
2. Identificacion del cliente......... ... B. Braun Medical AG.
Direccién ... Seesatz 17, CH-6204 Sempach.

3. Identificacion de la muestra {(informacidn suministrada por ¢l cliente)

* Nombre del producto ... PROMANUM PURE.
¢ Numero de lote. . S e, 20343M6,
* Fechade caducidad ............................ 31/07/2025.
e Fabricante / Proveedor .......................... B. Braun Medical AG..
» Condiciones de conservacion ........ e, 30 =20°C,
* Condiciones de uso e e, MaANoS.
* Diluyente del producto recomendado por el
fabricante ... No indicado.
* Sustancia/s acliva/s v su/s concentracion/es
(opeional)................ Etanol 73,4 g y Propan-2-ol 10 g.
* Concentracién/es solicitada’s ...................... 1*" ensayo: 80%,

2% ensayo: 97%,

El iaboratorio no se hace responsable de la informacion aportada por el cliente.
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4. Informacidn de la recepcion de la muestra

Fecha de entrega de la muestra..........coo.ccveveeinnnn, 20/01/2021.
Fecha de selicitud con condiciones de
prueba ..., LT ensayo: 20/01/2021.
2% ensayo: 01/03/2021.
Aspecto de la muestra recibida.........c.ovevervveeennee. Liquido transparente incoloro en

envase comercial.

5. Método de ensayo
Procedimiento DESIN-1078 (Norma NF EN 14476: 2013 + A2: 2019).
6. Condiciones experimentales:
Fechadeensayos ..............oovveeineiiinievieeee. 1% ensayo:
Del 02/02/2021 al 18/02/2021.
2° ensayo:
Del 02/03/2021 al 12/03/2021.
Temperatura de ensayos .............cccoeeiiivnnnann. 37°C + 1°C.
o Meétodo de titulacion ..............ocvevivenieinennen. TCIDso.
(Dosis infectiva 50% para cultivo celular)
Concentraciones de ensayo ................c.......... 1% ensayo: 80%, 50% y 0,1%.
2° ensayo: 97%.
Tiempos de contacto ........c.oovviviiiieniiiirvienns 60 segundos.
e Temperatura de contacto .................c.ovvvieee. 20°C.
Procedimiento para eliminar la citotoxicidad del
Producto. ..., Filtracién molecular (> 4 columnas).
Procedimiento para detener accion del
Producto. . ..o Enfriamiento con hielo.
Diluyente utilizado ............cccoeeviiiiiivnnnn.... Agua destilada estéril.
Aspecto de las diluciones del producto .............. Transparentes.
Estabilidad de la mezcla (producto diluido con
agua destilada/agua dura estéril) ........cccoueeeennnn, Estables.

Sustancias interferentes:

¢ Condiciones limpias en presencia de seroalbumina bovina 0,3 g/L.

Identificacién del origen de las cepas

virales y nimero de pases .................... 1% ensayo:
Alicuota Poliovirus tipo 1: 07/05/2020 pase 2.

Alicuota Adenovirus tipo 5: 24/01/2020 pase 2.
Alicuota Norovirus murino: 09/04/2020 pase 2.
2° ensayo:

Alicuota Poliovirus tipo 1; 07/01/2021 pase 2.
Alicuota Adenovirus tipo 5: 14/01/2021 pase 2.
Alicuota Norovirus murino: 11/02/2021 pase 2.
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e Lineas celulares (nombre, origen, n° de

PASES) oo e 1T €NSAYO!
Vero, ref: FTVE, alicuota de trabajo 10, pases 16

y 18 y alicuota de trabajo 11, pase 10,

Raw 264.7, Public Health England, alicuota de
trabajo 10 pases 17 y 18 y alicuota de trabajo 11,
pase 11.

2° ensayo:

Vero, ref: FTVE, alicuota de trabajo 11, pases
15,18 y 19.

Raw 264.7, Public Health England, alicuota de
trabajo 11, pases 16, 17 y 19.

7. Validacion de los resultados del ensayo
Poliovirus tipe 1 (ATCC VR-192) — 1¥ ensayo:

Titulo de la suspension virica para el virus control (a tiempo de ensayo solicitado):

®  En condiciones ImMpias........ueeeeeeeuirececsemeeseseresseeseessessssssssssssssassssssesseesesenn log106°1
Nivel de citotoXicidad (BOVa).. e cemreeeeeeeieecrreeieeeeretesstsres st seee e eeeesesreneserens log109-5°

Miximo detectable de inactivacion virica (diferencia entre titulo de la suspensién virica y
nivel de citotoxicidad):
*  En condiciones HmMpPias..........ccmivcneeecricesiceniecees s sssecssssssesesessssesseseene log10%41

Adenovirus tipoe 5 (ATCC VR-5) — 1% ensayo:

Titulo de la suspension virica para el virus control (a tiempo de ensayo solicitado):

®  En condiciones HIMPIas. .......oueerecerureereeerinecessessensssessssssomrmemsessessrseeessessssenses log10524
Nivel de citotoXicidad (80%0).......crwurreerriesirreerireverseseseessresssessensesesesssssesessassssssas log107%3¢

Maximo detectable de inactivacion virica (diferencia entre titulo de la suspensién virica y
nivel de citotoxicidad):
®  En condiciones lImMpias. ........ccococveiririueeiriee e sesses seeesresssessensenens logl0>"

Norovirus murino (cepa S99 Berlin) — 1* ensayo:

Titulo de la suspension virica para el virus control (a tiempo de ensayo solicitado):

®  En condiciones HMPias..........eceeeeeeeeeeruemsessssesessesesseonscessecsssesemssseseseaseesaees log10%2
Nivel de citotoXicidad (BO%0)........vvrreeereeerereeereeeceessersecse oot seeemsesee s eeseosseesmeeenens log10%?

Maximo detectable de inactivacion virica (diferencia entre titulo de la suspensién virica y
nivel de citotoxicidad):
¢ En condiciones [IMPias.......ccoceeiveeeeieiceiiin e tese oot eeeeees et e eneseseessensanas

./‘ / I
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Poliovirus tipo 1 (ATCC VR-192) — 2° ensayo:

Titulo de la suspensién virica para el virus control (a tiempo de ensayo solicitado):

@  En condiciones HIMPIas........cccceeeevevevereeerreeereisseesssesssseseesssecssessssseessnsseenns log107:16
Nivel de citotoXicidad (97%0)...cvurreereerererererreereseesesesecssearesssereesssesesssesssseessnesasins log10%¢

Maximo detectable de inactivacion virica (diferencia entre titulo de la suspensién virica y
nivel de citotoxicidad):
®  En condiciones lIMpPias...... e rroennneieinnsierssressssessssssnessssssorssssssssens log107®

Adenovirus tipo 5 (ATCC VR-5) - 2° ensayo:

Titulo de la suspension virica para el virus control (a tiempo de ensayo solicitado):

o En condiciones Limpias......cueimrrminiesiceieeesceeseeeceeesscesrissssessesssssesessssenees logl
Nivel de citotoXicidad (F7%).....crereeererereeereeeeseeres et ssess e eseessemsteesreeseeesemeennn log1079-3¢

Maximo detectable de inactivacion virica (diferencia entre titulo de la suspensién virica y
nivel de citotoxicidad):
¢ En condiciones Hmpias.........covvnrirrmenrsrsnesrnesssssesesesesssssssssseacsessssessonnes log107°4°

Norovirus murino (cepa S99 Berlin) — 2° ensayo:

Titulo de la suspensién virica para el virus control (a tiempo de ensayo solicitado):

®  En CONAICIONES TIMPIAS. ...cucveveecerreieisiisibeeeenseeeeeeseeeeeceseseesseseseesessesessesesens log10%2*
Nivel de ctOtOXICIAAA (97%)...cverurrereeeirevisiriririeies e seeeseeeeseseeeeeseseeeseseessseseesesseans log10-%°

Miximo detectable de inactivacién virica (diferencia entre titulo de la suspensién virica y

nivel de citotoxicidad):
¢ En condiciones HMpias........c.ccoorvrrnievereieeeeeieneesisesess et ssssse s eeeenee log107:7

Prueba de referencia (formaldehido 1,4%) — 1% ensayo:

Nivel de citotoxicidad del formaldehido al 0,7%..........ccovvviveeeinineainienns. log109%
Cuantificacién virica en la prueba de referencia (formaldehido) tras 60 minutos y con
POlIOVIIIS PO 1 ..oieiiii it log 107374
Cuantificacidén virica en la prueba de referencia (formaldehido) tras 60 minutos y con
Adenovirus PO S .o e e logl014
Cuantificacién virica en la prucba de referencia (formaldehido) tras 60 minutos y con
INOTOVITUS TIUTIIIO + 1 teeteis ittt ite e et v et e e e e e s tveen et eeete e e reeeaen s logl0=78
[ Fd /P4
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Prueba de referencia (formaldehido 1,4%) — 2° ensayo:

Nivel de citotoxicidad del formaldehido al 0,7%.......c.uvueeerneeeeeraseeeaeneannns log109:3¢
Cuantificacion virica en la prueba de referencia (formaldehido) tras 60 minutos y con
POlIOVITUS tPO 1 +.oeeiieriie it e e e r e log 10-24%
Cuantificacion virica en la prueba de referencia (formaldehido) tras 60 minutos y con
AdEnoVIIIS tIPO 5 vuviiiiiiiie e e e e e e a e e aeeans loglo-141
Cuantificacién virica en la prueba de referencia (formaldehido) tras 60 minutos y con
INOTOVIIUS INUTIIO 11vvtseteese et eevss s s ebie e eeee e e e e e e s et e e e aesnes e e meeeaeens s logl03-24

Intervalo de Confianza — 1% ensayo:

Titulo del virus con intervalo de confianza del 95% con Poliovirus tipo 1
(a tiempo de ensayo solicitado):
¢ CondiCiONes LHIAPIAS. ...evueveverrivrrviesisemeeeesseeseseeeeeeeesssesssensesssesssersenns log 1(r621*030

Titulo del virus con intervalo de confianza del 95% con Adenovirus tipe 5
(a tiempo de ensayo solicitado):

o Condiciones [IMPias...........coeureernisesieemsmecsseeeeseesseesseesseresessserens log 107524037

Titulo del virus con intervalo de confianza del 95% con Norovirus murino
(a tiempo de ensayo solicitado):
¢ Condiciones HMpias.........oecueeeeeeremereeeesrisscestssenesmeneeseeresesssseeen log 107623040

Reduccion con el intervalo de confianza del 95%...c.ovvevceeeneeeeererenrnn, Ver tabla 1, 3 y 5.

Intervalo de Confianza — 2° ensayo:

Titulo del virus con intervalo de confianza del 95% con Poliovirus tipo 1
(2 tiempo de ensayo solicitado):
o Condiciones HMPIas.........ccccerreveuriurneeneeeeoesseeeeseeeseseessesesesesssssenns log 107716037

Titulo del virus con intervalo de confianza del 95% con Adenovirus tipo 5
(a tiempo de ensayo solicitado):

o Condiciones LIMPIas..........covvvuiverireireermsssimsieissseeeeneesersessoresssssrensns log 10-592+0.34

Titulo del virus con intervalo de confianza del 95% con Norovirus murino
(a tiempo de ensayo solicitado):
¢ Condiciones HMpPias........cereereeerueeeeernsrererrersssesssnessesseesseesessssseons log 107624037

Reduccién con el intervalo de confianza del 95%.....ccvveveeeeeeeveeeseeeeenn. Ver tabla 1, 3 y 5.

e
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Control de interferencia de la susceptibilidad celular:

e Titulo de la suspensién virica para Poliovirus tipo 1 con células no tratadas por la

solucién de ensayo con el producto de ensay0........oeenneeeeeeenieeeeeeneannnss log10724
¢ Titulo de la suspension virica para Poliovirus tipo 1 con células tratadas por la solucion
de ensayo con el producto de ensayo ..........ccccceeeeeniienec .. log 1 07874

e Titulo de la suspensién virica para Adenovirus tipo 5 con células no tratadas por la

solucién de ensayo con el producto de ensayo .............cceeuvneeennn.n. ..log10¢
e Titulo de la suspensién virica para Adenovu'us t1p0 S con celulas tratadas por la
solucién de ensayo con el producto de ensayo ........c.coevevrernereennens ....log10>#

¢ Titulo de la suspensién virica para Norovirus murino con células no tratadas por la

solucién de ensayo con el producto de ensayo ..............cccueeeenen.... .Jog10516
e Titulo de la suspensién virica para Norov1rus murino con celulas tratadas por la
solucion de ensayo con el producto de ensayo ............ccooeerveennn.... ....log1038

Nota: Para la determinacién de la infectividad residual, se pueden utilizar solamente
aquellas diluciones de la solucién de ensayo del producto que: a) muestren un grado
bajo de destruccion celular (< 25% de la monocapa) y b) produzcan una reduccién
logaritmica decimal del titulo viral < 1 logiq.

Control de la eficacia de supresién de la actividad del producto — 1% ensayo:

e Titulo de la suspension virica para Poliovirus tipo 1 después de 30 minutos de
incubacion en bafio de hiclo, sin contacto del virus con el producto de ensayo

" ...log10797
. T1tulo de la suspensmn virica para Pohowrus tlpo 1 expomendo el virus al producto de
ensayo ¢ incubacién durante 30 minutos ¢n bafio de hielo.........o.ooveevvereererrrenee.. log1 057

¢ Titulo de la suspensidn virica para Adenovirus tipo 5 después de 30 minutos de
incubacion en bafio de hielo, sin contacto del virus con el producto de

EIISAYO...creurmemrerrerrsresesssssetssssssnsesesnssoreacsessterssasassesesosstrsasasssaetesssnssesnssomseseenensssens log1 0597
» Titulo de la suspensién virica para Adenovirus tipo 5 exponiendo el virus al producto
de ensayo ¢ incubacién durante 30 minutos en bafio de hi€lo.......ccooveveverenn.... log10-5:82

e Titulo de la suspensién virica para Norovirus murino después de 30 minutos de
incubacién en bafio de hielo, sin contacto del virus con el producto de

CIIBAYO..ccrtrmerrencmesreussrestsssesstsessatssetstsssnsasasscresrasssesesereass sastesassssssossssesmmssnmmssnenens logl0-7™
e Titulo de la suspensién virica para Norovirus murino exponiendo el virus al producto
de ensayo e incubaci6én durante 30 minutos en bafio de hielo.......................Jog1 0%

Nota: La diferencia entre los logaritmos decimales entre el titulo del virus sin exponer
al desinfectante y expuesto al desinfectante debe ser < 0,5.

-
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Control de la eficacia de supresién de la actividad del producto — 2° ensayo:

Titulo de la suspensién virica para Poliovirus tipo 1 después de 30 minutos de
incubacion en bafio de hielo, sin contacto del virus con el producto de ensayo

: ..log1Q716
Tltulo de la suspensmn virica para Pol1ov1rus tlpo 1 expomendo el virus al producto de
ensayo e incubacién durante 30 minutos en bafio de hielo........ccovvveereveveronn... log10682

Titulo de la suspensién virica para Adenovirus tipo 5 después de 30 minutos de
incubacién en bafio de hielo, sin contacte del virus con el producto de

BTISAY 0. e creuesreussiissaetceseeerentonsassrasensssesnesassssesessssassesrsmenessasasssmennenseanasamnesennsesnn loglor®®
Titulo de la suspensién virica para Adenovirus tipo 5 exponiendo el virus al producto
de ensayo e incubacion durante 30 minutos en bafio de hielo.......oovvevernenenn.... log10-5-7

Titulo de la suspensién virica para Norovirus murino después de 30 minutos de
incubacion en bafic de hielo, sin contacto del virus con el producto de

BIISAYO. cu.vveeeseseseneseeucstsrnsassessesenssasasnsssssnsssasososeeecssnesensserenssssensensnssesssssssnnses log107%4
Titulo de la suspensién virica para Norovirus murino exponiendo el virus al producto
de ensayo e incubacion durante 30 minutos en bafio de hielo....................... log10-6-24

Nota: La diferencia entre los logaritmos decimales entre el titulo del virus sin exponer
al desinfectante y expuesto al desinfectante debe ser < 0,5.

. Observaciones especiales

egistro D/21/V0040 y D/21/V014

El producto se ensaya a las concentraciones de 80%; 50% y 0,1%.
Debido que no posee actividad viricida general a la concentracion del 80% se realiza
un segundo ensayo a la concentracién del 97%.

Todos los controles y validaciones se encuentran entre los limites aceptados.
Una concentracién como minimo muestra una reduccién menor a 4 logaritmos.
Una concentracién como minimo muestra una reduccién mayor o igual a 4 logaritmos.

Institute Valenciano de MlCI‘OblOlOgla
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9. Presentacién de los resultados del ensayo

9.1.-Descripcién de los resultados bajo las condiciones de ensayo solicitadas:

Concentraciones de ensayo,
i reduccion obtenida con el intervalo de confianza del 95%
Virus de y actividad viricida
ensayo
97% 80% 50% 0,1%
Poliovirus Z 6,66 £ 0,37 TCIDsp 3,75+ 048 TCIDss | 2,25+ 0,47 TCIDsg | 0,09 £ 0,45 TCIDsg
tipo 1 Posee No concluyente No posee No posee
Adenovirus | >5,49+0,34 TCIDsy | 4,92 +0,52 TCIDsp | 3,66+ 0,53 TCIDsp | 0,08 + 0,53 TCIDsg
tipo 5 Posee Posee No concluyente No posee
Norovirus | 25,74+ 0,37 TCIDsy | 5,18 = 0,54 TCIDsy | 4,34 + 0,50 TCIDsy | 0,17 = 0,53 TCIDsp
murino Posee Posee No concluyente No posee

Existe actividad viricida cuando el titulo del virus muestra una reducci6én > 4 log.
TCIDso: Dosis infectiva 50% para cultivo celular (Tissue Culture Infectious Dose 50%).

9.2.-Tablas y graficos de resultados

J

N°®. de registro D/21/V0040 y D/21/V0147

4

Vertablas 1 a 6 y figuras 1 a 3.
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10. Conclusion

El producto desinfectante “Promanum Pure”, lote 20343M16, en condiciones limpias
(0,3 g/L de seroalblimina bovina), a la concentracién de 80%, solicitada por el cliente, y
con un tiempo de contacto de 60 segundos, y 20°C de temperatura, no_posee actividad
viricida frente a Poliovirus tipo 1 y posee actividad viricida frente a Adenovirus tipo Sy
Norovirus murino, cuando se evaliia la actividad de acuerdo con la Norma NF EN 14476:
2013 + A2: 2019.

Por tanto, al poseer actividad viricida frente a Adenovirus tipe 5 y Norovirus murino a
la concentracién del 80%, se considera que posee actividad viricida de espectro
limitado, lo que equivale segiin la norma, a accién frente a todos los virus con
envoltura (ver Anexo A), y ademads frente a Norovirus, Rotavirus y Adenovirus de
acuerdo con la norma NF EN 14476: 2013 + A2: 2019. Los virus con envoltura se
mucstran en caracteres intensificados en la tabla adjunta (Anexo A).

El producto desinfectante “PROMANUM PURE”, lote 20343M16, en condiciones
limpias (0,3 g/L de seroalbumina bovina), a la concentracién de 97%, solicitada por el
cliente, y con un tiempo de contacto de 60 segundos, y 20°C de temperatura, posee
actividad viricida frente a los tres virus obligados por la norma (Poliovirus tipo 1,
Adenovirus tipo 5 y Norovirus murino), cuando se evalta la actividad de acuerdo con la
Norma NF EN 14476: 2013 + A2: 2019.

Por tanto, el producto ensayado “PROMANUM PURE”, lote 20343M16, muestra
actividad viricida general, a la concentracién del 97%, cuando se evalia la actividad de
acuerdo con la Norma NF EN 14476: 2013 + A2: 2019.

Nota 1: Los resultados corresponden a la muestra recibida en ¢l laboratorio,
Nota 2: Los datos que dependen de la informacién del cliente, y no sean facilitados por el mismo,
aparecen como “no indicado™.

Bétera (Valencia) a, 16 de marzo de 2021.

g ] -_Ifl. .
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Revision Garantia de Calidad:

La realizacion del ensayo y los resultados obtenidos han sido supervisados por la Directora
del Estudio.

La Directora Garante de Calidad ha inspeccionado la realizacién del ensayo comprobando que
se realiza con el procedimiento y materiales/reactivos adecuados y con equipos calibrados,
cumpliendo las especificaciones de Buenas Précticas de Laboratorio (BPLs), y el informe
final refleja fielmente los datos primarios.

/

/ Tt

Fdo. Ruth Novella Fdo. Encarnacién Esteban / J)#
Responsable/de drea Director técnico AT
(Directora de e}studio] (Directora Garante de Cahdad) “1

Referencia: S

e NF EN'14476: 2013 + A2: 2019. Ensayo cuantitativo de suspensién para Ia evaluacwn
de la actividad viricida en Medicina. Método de ensayo y requisitos (Fase 2/Etapa 1).
AFNOR.

/
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Tabla 1. Resultados de la actividad del producto de ensayo bajo las condiciones solicitadas
por el cliente, con Poliovirus tipo 1 (ATCC VR-192).

. Reduccion
Ensavo Concen- | Sustancia | Nivel de logio TC(Til:s.o despucs con €l
Y tracion | interferente | citotoxi- h intervalo de
cidad | o | 60 | 30 | 60 |confianza del
min | seg | min | min 95%
80% 0,5 - [3,16] - - 3,75+ 0,48
Producto de
Censayo 50% | O3¢LSAB | o5 | - |a66 - | - | 2254047
0,1% 0,5 - 16,82 - - 0,09 + 0,45
Control de virus NA 0,3 g/I. SAB NA 698|691 - - NA
Productode 70, | 03¢ 8B | 05 | - 050 - | - |>666+037
ensayo
Control de virus
©7%) NA | 03g/LSAB | NA |7,07(7.16/| - - NA
f Q
Formaldehido 1 0,7% NA 05 |NR|NR|499|374| NA
(1* ensayo) (p:v)
Control de virus 0.7%
del formaldehido (pvi’ NA NA |749|NR | NR | 7,32 NA
(1*" ensayo) ]
4 Iy}
Formaldehido | 0,7% NA 0,5 |NR|NR 524|249 Na
(2° ensayo) (p:v)
Control de virus 0.7%
del formaldehido (pvi’ NA NA |7,07| NR | NR | 6,99 NA
(2° ensayo) ]

Mismo control para ambos ensayos:
Control de susceptibilidad celular (diferencia logaritmica entre los titulos viricos utilizando

células tratadas y SINALAT) .....couiieiii e e log10-%-5¢
1¥ ensayo:

Control de la eficacia de supresion de la actividad del producto (diferencia logaritmica entre
los titulos viricos entre el virus control y el de la suspensién de ensayo) .............log1 03
2° ensayo:

Control de la eficacia de supresion de la actividad del producto (diferencia logaritmica entre
los titulos viricos entre el virus control y el de la suspensién de ensayo) .............logl1 0°%*

NA: no aplica; NR: no realizado

Tiempos recomendados por Norma para superficies: maximo 5 6 60 min

Tiempos recomendados por Norma para instrumentos: maximo 60 min

Tiempos recomendados por Norma para tratamiento higiénico de manos por friccién y
lavado higiénico de manos: entre 30 y 120 segundos.

Existe actividad viricida cuando el titulo del virus muestra una reduccion > 4 log.

PBS: tampdn fosfato salino, SAB: seroalbiimina bovina

*: ver “Observaciones especiales” para entender el significado de estas concentraciones.

/ ."\ / PII‘I
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Tabla 2. Resultados de la actividad del producto de ensayo con Poliovirus tipo 1 (ATCC VR-
192) (prueba de titulacion con 12 pocillos) en condiciones de ensayo solicitadas por el cliente.

Concen | Sustancia | Lempode Diluciones (log10)*
. - contacto
Ensayo -tracién | interferente | (Lo, 10 1 2 3 4 5 6 7 8
4444 | 4444 | 0300 | 0000 0000 | 0000 | 0000
80% 60seg | 4444 | 4444 | 2303 0010 0000 | 0000 | Q000 | NR

4444 | 4444 0302 2000 0000 0000 0000

4444 A 4444 0332 0021 0000 | 0000

Producto de 500 | 03 | o seg | 4444 | 4444 | 4444 | 4330 | o020 | 0000 | 0000 | NR
ensayo SAB 4444 | 4444 | 4444 | 2423 | 0010 | 0000 | 0000

4444 | 4444 | 2444 | 4444 | 4444 | 3233 | 1100 | 0000

0,1% 60 seg | 4444 | 4444 | 4424 | 4444 | 4444 | 2330 | 1000 | 0000

4444 | 4444 4444 4444 44 3243 2010 | 0000

0,3 g/L 0000 | 0000 | 0000 0000 0000 | 0000 | 0000
’ NA 0000 | 0000 | 0000 0000 0000 0000 | 000D | NR

Citotoxicidad 80% SAB
0000 0000 Q000 0000 0000 0000 0000

4444 | 4444 4444 4444 4444 4233 0220 | 0001
0 min 444 4444 4444 4444 A 4024 3002 | 0001
0.3 g/ 4444 4444 4444 4444 4444 3323 0002 | 0000

trol de vi NA
Con S SAB 4444 | 4444 | 4444 | 2444 | 4444 | 3323 | 0010 | 0000
60 seg | 4444 | 4444 | 4444 | 4444 | 2441 | 3432 | 0121 | 0000
4444 | 4444 | 2444 | 4424 | 4444 | 3332 | o010 | 0000

0000 | 000G | 0000 | 0000 | 0000 | 0000 | 0000

Producto de 97% 0’?3& 60scg | 0000 | 0000 | 000D | ©000 | 0000 | 0000 | 0000 | NR
cnsayo S 0000 | 000D | 0000 | 0000 0000 | 0000 | 0000
0,3 g/L 0000 | 0000 | 0000 | Q00O 0000 | 0000 | 0000

Citotoxicidad 7% : NA 0000 | 0000 | 0000 0000 0000 0000 | 0000 | NR

SAB 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 000

4444 el 4444 4444 4444 3220 3022 | 0000
0 min 4444 4444 4444 4444 A 3443 0203 | 0000
0,3 g/L 4444 4444 444 4444 4444 3221 2003 | 0200

SAB 4444 | 4444 4444 4444 4444 4444 | 0302 | 0000
60seg | 4444 | 4444 | 4444 | 4444 4444 | 4444 | 0230 | 2000
4444 | 4444 | 4444 4444 4444 4444 | 3002 | 0100

Control de virus NA

4444 | 4444 | 2444 | 4444 0003 | 0000 | 0000
30 min | 4444 | 4444 | 4444 | 3444 2200 | 0010 | 0000 | NR
Formaldehido 0,7% 4444 | 4444 | 4444 4444 3200 | 0000 | 0000

NA
(1°" ensayo) (pv) 4444 | 4444 | 3334 | Q002 0000 | 0000 | 0000

60 min 4444 dedd 0323 1000 0000 0000 0000 NR
4444 4444 3223 2200 0000 0000 0000

Control de

citotoxicidad del 0,7% 0,3 g/L 0000 0000 0000 0000 0000 0000 0000

NA (000 0000 0000 0000 (000 0000 | 0000 NR

formaldehido (p=v) SAB 0000 | 000G | 0000 | 0000 | 0000 | 0000 | 000
(1* ensayo)

4444 | 4444 | 4444 | 4444 4444 | 4444 | 3330 | 0000
Control de 0 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 2230 | 0020
virus del 0,7% NA 4444 | 4444 | 4444 | 4444 4444 | 4444 | 3222 | 1000
formaldehido (p:v) 4444 | 4444 | 4444 | 4444 4444 | 4444 | 0303 | 000D
(1% ensayo) 60 min | 4444 | 4444 | 4444 | 4444 4444 | 4444 | 4400 | 0020
4444 | 4444 | 4444 | 4444 4444 | 4444 | 3322 | 1000

4444 | 4444 | 4444 | 4444 0203 | 0010 | 0000
30min | 4444 | 4444 | 4444 4444 3024 0200 | 0000 | NR

Formaldehido 0,7% NA 4444 | 4444 | 4444 4444 0304 | 0000 | 0000

(2° ensayo) (p:v) 4444 | 4344 | 0010 | 0000 | 0000 | 0000 | 0000

60 min 4444 | 2043 0000 0000 0000 0000 | 0000 NR
4444 | 4042 1000 0000 0000 0000 | 0000
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Control de

. icidad del o 0000 | 0000 | 0000 | 0000 0000 | 0000 | 0000
c‘;gf;x:éehi 4 oe 0’?’6 O’Sigé[’ NA 0000 | 0000 | 0000 | 0ODOO 0000 | 0000 | 0000 | NR
(:v) 0000 | 0000 | 0000 | 0000 | G000 | 0000 | 0000
(1*" ensayo)
4444 | 4444 | 4444 | 4444 | 4444 | 3244 | 0201 | 0000
Control de 0 4444 | 4444 | 4444 | 4444 | 4444 | 0433 | 2030 | 0000
virus del 0,7% NA 4444 | 4444 | 4444 | 4444 4444 | 4342 | 2112 | 0000
formaldehido (p:v) 4444 | 4444 | 4444 4444 4444 4444 | 0200 | 0000
(1 ensayo) 60 min | 4444 | 4444 | 4444 | 4444 | 4444 | 4444 | 3032 | 0000
4444 | 4444 | 4444 | 4444 4444 | 4444 | 0030 | 0100
Células | €CCC | CCCC | CCCC | CCCC | CCCC | CCCC | 0COC | 00C0
Conirol de la - CCCC | CCCC | ¢CcCe | coece | cecee | ccee | cooc | 00Co
e smiratar | ccoc | ccec | coce | coee | coce | ecee | occe | oooo
susceptibilidad NA NA
celul Células | CCCC | CCCC | CCCC | CCCC | CCCC | CCOC | 00CC | 0000
o das | C6CC | CCCC | €CCC | CCCC | CCCC | 0CCC | 000C | 00C0
tratadas | cooc | cocc | coce | coce | coee | coee | oooc | 0000
Control de la Sin CCCC | ccce | cece | ceece | coce | coec | ocoe | aooc
eficacia de g CCCC | CCCC | ¢oce | ¢ceee | ceee | ceco | ccoc | 00co
supresion de la 03 /L producto | cooe | ceee | ceee | coee | coee | coee | occo | 0000
.. NA :
actividad del SAB Con CCCC | €CCC | ceee | ceee | ¢ecoe | coce | poce | 0000
producto CCCC | CCCC | ceee | cece | cecoe | ceee | ocoo | 0000
(1% ensayo) producto | cecc | coce | coce | ceoc | ceee | ocee | ococ | 0000
Control de la Sin CCCC | CCCC | CCCC | CCCC | CCCC | cCee | ocoC | 0000
eficacia de i CCCC | CCCC | coee | coece | coce | coec | oece | ccoo
supresi6n de la N 03g1 | P ucto | cecc | ceee | coce | cooe | cooe | ocee | coco | oo
. . A :
actividad del SAB Con CCCC | CCCC | CCCC | CCCC | CCCC | 0CCC | €000 | 00C0
producto CCCC | CCCC | CCCC | CCCC | ceee | ceee | coce | 0000
(2° ensayo) producto | coee | coce | €OCC | €CCC | CCCC | COCC | 0C00 | 0000
a) 1 a 4, virus presente y grado de efecto citopatico en 12 unidades de cultivo celular, o grado de lesién
celular en prueba de citotoxicidad.
C = efecto citopatico con presencia de virus (en este caso y segiin norma no sc tiene en cuenta el grado
de efecto citopatico iinicamente, la presencia o ausencia del mismo).
(r = virus no presente, o ausencia de lesion celular en prueba de citotoxicidad.
NA: no aplica; NR: no realizado; PBS: tampén fosfato salino; SAB: seroalbiimina bovina
*. ver “Observaciones especiales” para entender el significado de estas concentraciones.
~ '
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Tabla 3. Resultados de la actividad del producto de ensayo bajo las condiciones solicitadas
por ¢l cliente, con Adenovirus tipo 5 {(ATCC VR-5).

. Reduccion
Ensavo Concen- | Sustancia | Nivel de logio TC(IIESD después con el
Y tracion | interferente | citotoxi- ” intervalo de
cidad 0 | 60 | 30 | 60 |confianza del
min | seg [ min | min 95%
80% 0,5 - [1,32] - - 492 +(,52
Producto de
ensayo 50% 0,3 ¢/L SAB 0,5 - (2,58] - - 3,66 £0,53
0,1% 0,5 - 6,16 - - 0,08 +£0,53
Control de virus NA 0,3 g/L SAB NA [6,25]6,24| - - NA
Productode | 70 | 03gm5aB | 05 | - |050| - | - |>549+034
ensayo
Control de virus
(97%) NA 0,3 ¢/L SAB NA |[6,08/599| - - NA
Formaldehido 0,7%
(1 ensayo) (pev) NA 0,5 NR | NR [2,50| 1,41 NA
Control de virus 0.7%
del formaldehido AN NA NA [6,41  NR | NR | 6,24 NA
o P:v)
(1" ensayo)
: 0
Formaldchido | 0,7% NA 0,5 |NR|NR 191|141 NA
(2° ensayo) (p:v)
Control de virus 0.7%
del formaldehido | ' "? NA NA [599| NR | NR | 5,91 NA
o : (p:v)
(2° ensayo) |

Mismo control para ambos ensayos:
Control de susceptibilidad celular (diferencia logaritmica entre los titulos viricos utilizando

c€lulas tratadas y Sin tratar) . ....ooeiieiiin i e e log10:%4
1¥ ensayo:

Control de la eficacia de supresién de la actividad del producto (diferencia logaritmica entre
los titulos viticos entre el virus control y el de la suspensién de ensayo) .............logl 093
2° ensayo;

Control de la eficacia de supresién de la actividad del producto (diferencia logaritmica entre
los titulos viricos entre el virus control y el de la suspensién de ensayo) ............. log10%41

NA: no aplica; NR: no realizado

Tiempos recomendados por Norma para superficies: méaximo 5 6 60 min

Tiempos recomendados por Norma para instrumentos: méximo 60 min

Tiempos recomendados por Norma para tratamiento higiénico de manos por friccién y
lavado higiénico de manos: entre 30 y 120 segundos,

Existe actividad viricida cuando el titulo del virus muestra una reduccién > 4 log.

PBS: tampon fosfato salino, SAB: seroalbiimina bovina

* ver b‘servacmnes especiales” para e?render ¢l significado de estas concentraciones.
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Tabla 4. Resultados de la actividad del producto de ensayo con Adenovirus tipo 5 (ATCC
VR-5) (prueba de titulacién con 12 pocillos) en condiciones de ensayo solicitadas por el

cliente.
Concen Sustancia Tie:mpo de Dﬂuciones (lOglO)a
., . contacto
Ensayo -tracién | interferente (seg/min) 1 2 3 4 5 6 7 8
0302 | 0010 | 0000 | 0000 0000 | 0000 | 0000
80% 60seg | 3030 | 0020 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
3234 | 0000 | 0000 | Q00D 0000 | 0000 | 0000
4444 | 3034 | 0112 | 0000 0000 | 0000 | 0000
Froducto de 50% O’3Ag];1’ 60scg | 4444 | 2030 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
tnsayo S 4444 | 3433 | 1000 | 0000 | 0000 | 0000 | 000D
4444 | 4444 | 4444 | 4444 4444 | 3230 | 0020
0,1% 60 scg | 4444 | 4444 | 4444 | 4444 | 4444 | 0030 | 0000 | NR
4444 | 4444 | 4444 | 4444 4444 | 0330 | 0200
0,3 g/L 0000 | 0000 | 0000 | 0000 0000 | 0000 | 0000
Citotoxicidad 80% S AB NA 0000 | 0000 | 0000 0000 0000 | 0000 | 0000 | NR
0000 | 0000 | 0000 | 0000 0000 | 0000 | 0000
4444 | 4444 | 4444 | 4444 4444 | 0202 | 0001
Omin | 4444 | 4444 | 4444 | 4444 | 4444 | 0030 | 0000 | NR
) 03 g/L 4444 | 4444 | 4444 | 4444 | 4444 | 2022 | 1200
Control de virus NA > 8
SAB 4444 | 4444 | 4444 | 4444 | 4444 | 3020 | 0001
60 seg | 4444 | 4444 | 4444 | 4444 4444 | 2030 | 0010 | NR
4444 | 4444 | 4444 | 4444 4444 | 2230 | 0000
Prod 0000 | 0000 | 0000 | 0000 (000 | 0000 | 0000
ucto de 97% 0,’83 AgéL 60 seg | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
cnsayoe 0000 | 0000 | 0000 | 000G | 0000 | 0000 | 0000
0,3 g/L 0000 | 0000 | 0000 | 0000 0000 | 0000 | 0000
Citotoxicidad 97% S AB NA 0000 | 0000 | 0000 | 0000 0000 | 0000 | 0000 | NR
0000 | 0000 | 0000 | 0000 0000 | 0000 | 0000
4444 | 2444 | 4444 | 4444 | 4444 | 0220 | 0000 | 0000
Omin | 4444 | 4444 | 4444 | 4444 | 4444 | 3003 | 0200 | 0000
Control de virus 0,3 /L 4444 | 4444 | 4444 | 4444 | 4444 | 0220 | 000D | 0000
o NA
{97%) SAB 4444 | 4444 | 4444 4444 4444 | 0230 | 0000 | 0000
60 seg | 4444 | 4444 | 4444 | 4444 4444 | 3004 | 0000 | 000D
4444 | 4444 | 4444 | 4444 4444 | 0020 | 2000 | 0000
4444 | 0333 | 0000 | 0000 0000 | 0000 | 0000
30min | 4444 | 0022 | 0210 | 0000 0000 | 0000 | 0000 | NR
Formaldehido 0,7% NA 4444 | 3322 | 1000 | 0000 0000 | 0000 | 0000
(1 ensayo) (p:v) 3033 | 0000 | 0000 4000 0000 | 0000 | QOO0
60 min | 2004 | 0002 | 0000 | 0000 0000 | 0006 | 0000 | NR
2333 | 1000 | 0000 | 000D 0000 | 0000 | 0000
Control de 0000 | 0000 | 0000 | 0000 0000 | 0000 | 0000
itotoxicidad del %
mfgrf;‘;féezidge 0.7% 0;3 A%L NA | 0000 | o000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
®:v) 0000 | 0000 | 0000 | 0000 0000 | 0000 | 0000
(1" ensavo)
4444 | 4444 | 4444 | 4444 4444 | 3303 | 0010
Control de 0 4444 | 4444 | 4444 | 4444 | 4444 | 3200 | 0010 | NR
virus del 0,7% NA 4444 | 4444 | 4444 | 4444 | 4444 | 2332 | 0000
formaldehido (p:v) 4444 | 4444 | 4444 | 4444 | 4444 | 0330 | 0000
(1% ensayo) 60 min | 4444 | 4444 | 4444 | 4444 | 4444 | 0433 | 0000 | NR
4444 | 4444 | 4444 | 4444 4444 | 0233 | 1000
3423 | 0201 | 0000 | 0000 0000 | 0000 | 0000
30min | 3344 | 1020 | 0000 0000 0000 | 0000 | 000D | NR
Formaldehido 0,7% NA 2433 | 0200 | 0000 0000 0000 | 0000 | 000D
{2° ensayo) {pv) 2302 | 0010 | 0000 | D000 0000 | 0000 | 0000
60min | 2030 | 0210 | 0000 0000 0000 | OUDOD | Q000 | NR
{( 0243 | 0000 | 0000 | 0000 0000 | 0000 | 0000
/t Mo oo / §ia
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Control de

L o 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 000G

Cl;"g;f;d;?dgel 0.7% | 0380 | Na | o000 | 0000 | 0000 | 0000 | 0000 | 0o | oo | g
Srinaide: (p:v} SAB 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000

(2° ensayo)

4444 | 4444 | 2444 | 4444 | 4444 | 0200 | 0000

Control de 0 4444 | 4444 | 4444 | 4444 | 4444 | 3302 | 0000 | NR
virus del 0,7% NA 4444 | 2444 | 4444 4444 4444 | 0020 | 1000
formaldehido {p:v) 4444 | 4444 | 4444 4444 3204 0102 | 0000

(2° ensayo) 60min | 4444 | 4444 | 4444 4444 4342 2010 | 0000 | NR
4444 | 4444 | 4444 | 4444 | 3344 | 1020 | 0000

Células | CCCC | €CCe | ccee | coee | coce | ocoo | 0000
Control de | , CCCC | CCCC | CCCC | €CCC | COCC | €000 | Coo0 | NR
Ny S trafar | cece | ccee | eooc | cooe | coce | ccoc | ocoo

susceptibilidad NA NA
:g] ular Células | CCCC | CCCC | €CCC | CCCC | Coce | Cooc | 0000
Cccce | ccec | ceee | ceee | ococ | oooo | gooo | NR
tratadas | oo | coce | oo CCCC | CCOC | CCoo | 0000

Control de la Sin CCCC | CCCC | CCCC | cceo CCCC Co0Q 0000
9 CCCC | CCCC | CcCcce | cocee cCcce | oo | cong NR
eficacia de producto

supresién de la NA 0,3 g/L CCCC | CCCC | cCCe | CCCC | ¢ece | occo | 0000

actividad del SAB Con CCCC | CCCC | CCCC | ccecC | Ccecco | oceo | 0000
producto ' CCCC | CCCC | CCCC | ¢CcCC | cece | ocoo | 0000 | NR
(1* ensayo) producto | e | coce | coce CCCC | ¢CcC | coce | 0000
Control de la Sin CCCC | €CCC | ccoc | ¢oec | cece | cooc | oooo | 0000
eficacia de CCCC | CCCC | CCCC | CCCC | ¢Coeo | ocec | o000 | ou0o

e producto | cooc | cece | coce CCCC | cece | 0Cco | cooo | 0000
n
supresion de la N 0,3 ¢/L

actividad del SAB Con | €CCC | CCCC | €CCC | €oee | occe | €coo | 0000 | 0000
producto ccee | coee | coec | ccee | ecce | €000 | 00Co | 0000

(2° ensayo) producto | ccee | cece | ceee | ecee | 6coo | occo | 0000 | 0000

a) 1 a 4, virus presente y grado de efecto citopitico en 12 unidades de cultivo celular, o grado de lesion
celular en prueba de citotoxicidad.

C = efecto citopatico con presencia de virus (en este caso Y segun norma no se tiene en cuenta el grado
de efecto cifopitico inicamente, la presencia o ausencia del mismo).

0 = virus no presente, o ausencia de lesién celular en prueba de citotoxicidad

NA: no aplica; NR: no realizado; PBS: tampén fosfato salino; SAB: seroalbttmina bovina

*: ver “Observaciones especiales” para entender el significado de estas concentraciones.
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Tabla 5. Resultados de la actividad del producto de ensayo bajo las condiciones solicitadas
por el cliente, con Norovirus murino (cepa S99 Berlin).

—
. Reduccion
Ensavo Concen- | Sustancia | Nivel de logio TC(IIIe)so despucs con el
Y tracion | interferente | citotoxi- - intervalo de
cidad 0 | 60 | 30 | 60 |confianza del
min | seg | min | min 95%
80% 0,5 - | 1,07] - - 5,18+0,54
Producto de
sy 50% | 03gLSAB | 05 | . [191] - | - | 434050
0,1% 0,5 - 16,08 - - 0,17 £0,53
Control de virus NA 0,3 g/L SAB NA [6,33/6,25| - - NA
Producto de
ensayo 97% 0,3 ¢/L. SAB 0,5 - 10,50| - - >5,74 + 0,37
Control de virus NA 0.3 g/ SAB NA [6,32]|624 - - NA
1 0
Formaldehido | 0,7% NA 0,5 |NR|NR|3,75/233| Na
(1*" ensayo) (p:v)
Control de virus 0.7%
del formaldehido (pv; NA NA |6,25/ NR | NR | 6,07 NA
(1¥ ensayo) )
I 1)
Formaldehido | 0,7% NA 05 |NR|NR 465324 Na
(2° ensayo) (p:v)
Control de virus 0.7%
del formaldehido (pv; NA NA 641 | NR | NR | 6,32 NA
(2° ensayo) ’
Mismo control para ambos ensayos:
Control de susceptibilidad celular (diferencia logaritmica entre los titulos viricos utilizando
células tratadas y SINEALAT) .....oovuiveeiii e log10-0:08
1¥" ensavo:
Control de la eficacia de supresion de la actividad del producto (diferencia logaritmica entre
los titulos viricos entre el virus control y el de la suspension de ensayo) .............log1 0025
2° ensayo:
Control de la eficacia de supresion de la actividad del producto (diferencia lo garitmica entre
los titulos viricos entre el virus control y el de la suspensién de ensayo) .............log1 002

NA: no aplica; NR: no realizado

Tiempos recomendados por Norma para superficies: méximo 5 6 60 min

Tiempos recomendados por Norma para instrumentos: maximo 60 min

Tiempos recomendados por Norma para tratamiento higiénico de manos por friccion y
lavado higiénico de manos: entre 30 y 120 segundos.

Existe actividad viricida cuando el titulo del virus muestra una reduccion > 4 log.
PBS: tampoén fosfato salino, SAB: seroalbtimina bovina

*: veTﬁ"Observaciones especiales” para entender ¢l significado de estas concentraciones.
) ."r f ..\'\
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Tabla 6. Resultados de la actividad del producto de ensayo, con Norovirus murino {cepa S99

Berlin) {prueba de titulacién con 12 pocillos) en condicio

nes de ensayo solicitadas por el

cliente.
Concen | Sustancia | 1iempo de Diluciones (log10)
.y . contacio
Ensayo -tracién | interferente | o/min) 1 2 3 4 5 6 7 8
0300 | 0020 | 0000 | 0000 | 0000 | 0000 | 0000
80% 60seg | 0430 | 0200 | 0000 | 0000 | OOO0 | 0000 | 0000 | NR
3030 | 0000 | 0000 | 0000 0000 | 0000 | 0000
4222 | 0020 | 0000 | 0000 | Q000 | 0000 | 0000
Producto de 50% | 938l | Ghseo | 4343 | o101 | o000 | 0000 | 0000 | oo 0000 | NR
ensayo SAB 3432 | 2020 | 0000 | 0000 | 0000 | 0000 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 0303 | 0000
0,1% 60 seg | 4444 | 4444 | 4444 | 4444 | 4444 | 2200 | 0002 | NR
4444 | 4444 | 4444 | 4444 | 4444 | 3003 | 0000
0,3 g/ 0000 | 0000 | 0000 | 0000 | ©GOOO | 0000 | 0000
Citotoxicidad 80% S AB NA 0000 | 0000 | 0000 0000 0000 | 0000 | 000D | NR
0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 0330 | 0000
Omin | 4444 | 4444 | 4444 | 4444 | 4444 | 4302 | 0110 | NR
) 0,3 g/L 4444 | 4444 | 4444 | 4444 | 4444 | 0303 | 0002
Control de virus NA ’
d SAB 4444 | 4444 | 4444 | 4444 | 4444 | 2030 | 0010
60seg | 4444 | 4444 | 4444 | 4444 4444 | 0200 | 0110 | NR
4444 | 4444 | 4444 | 4444 | 4444 | 3330 | 0000
P 0000 | 0000 | 0000 | 0000 0000 | 0000 | 0000
roducto de 97% O’S% 60seg | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
ensayo 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000
0,3 g/L 0000 | 0000 | 0000 | 0000 0000 | 0000 | 0000
Citotoxicidad 97% ,S AB NA 0000 | 0000 | 0000 0000 0000 | 0000 | 000D | NR
0000 | 6000 | 0000 | 0000 | QOO0 | 0000 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 0230 | 0002 | 0000
0 min 4444 | 4444 | 4444 4444 4444 | 3024 | 0000 | 0000
Control de virus NA 0,3 g/L 4444 | 4444 | 4444 | 4444 | 4444 | 0322 | 0100 | 0000
(97%) SAB 4444 | 4444 | 4444 | 4444 4444 | 0203 | 0000 | 0000
00 seg | 4444 | 4444 | 4444 4444 4444 | 3403 | 0010 | 0000
4444 | 4444 | 4444 | 4444 | 4444 | 0302 | 0200 | 0000
4444 | 4444 | 3340 | 0000 | 0000 | Q000 | 0000
30min | 4444 | 4444 | 2333 | 0000 0000 | 0000 | 0000 | NR
Formaldehido 0,7% NA 4444 | 4444 | 2223 | 2100 0000 | 0000 | 0000
(1 ensayo) {p:v) 4444 | 3330 | 0000 0000 0000 | 0000 | 0000
60 min | 4444 | 2223 | 0002 | 0000 0000 | 0000 | 0000 | NR
4444 | 0332 | 1100 | 0000 0000 | 0000 | 0000
Control de 0000 | 0000 | 0000 | 0000 Q000 | 0000 | 0000
itotoxicidad del y
mfgnc__:f;f&gﬁi dge 0,7% Oéigg‘ NA | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
(1 ensayo) (p:v) ao00 | 0000 | 0000 | 0000 0000 | 0000 | 0000
ad
4444 | 4444 | 4444 | 4444 | 4444 | 3332 | 0000
Control de 0 4444 | 2444 | 4444 | 4444 | 4444 | 0333 | 0000 | NR
virus del 0,7% NA 4444 | 4444 | 4444 | 4244 | 4444 | 0042 | 2100
formaldehido (p:v) 4444 | 4444 | 4444 4444 4444 | 0303 | 0000
{(1* ensayo) 60 min | 4444 | 4444 | 4444 | 4444 | 4444 | 3300 | 0000 | NR
4444 | 4444 | 4444 | 4444 | 4444 | 2223 | o100
4444 | 4444 | 4444 | 2042 0201 | 0000 | 000D
30min | 4444 | 4444 | 4444 | 3030 1300 | 0001 | 000G | NR
Formaldehido 0,7% NA 4444 | 4444 | 4444 3230 1000 | 0000 | 0000
(2° ensayo) {p:v) 4444 | 4444 | 0304 0010 0000 | 0000 | 000D
. 60 min | 4444 | 4444 | 2030 | 0100 0000 | 0000 | 0000 | NR
( \ 4444 | 3220 | 0000 0000 | 0000 | 0000 ]
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Control de ]

LT " 0000 | G000 | 0000 | 0000 | 0000 | 0000 | 0GOO

Cl;oﬁ‘;fég;‘.iddel 0,7% O’ifg‘ NA | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | 0000 | NR
ormaldehido ®:v) S 0000 | 0000 | 0000 | 0000 | 0000 | 000G | 0000

(2° ensayo)

4444 | 4444 | 4444 | 4444 | 2444 | 0442 | 0020

Control de 0 4444 | 4444 | 4444 | 4444 | 4444 | 0434 | 0000 | NR
virus del 0,7% NA 4444 | 4444 | 4444 | 2444 | 4444 | 4332 | o000
formaldehido (p:v) 4444 | 4444 | 4444 | 4444 | 4342 | 0203 | o010

(2°%nsayo) 60min | 4444 | 4444 | 2444 | 4444 | 4033 | 3021 | 1000 | NR
4444 | 4444 | 4444 | 4444 | 3242 | 1312 | 0000

Células | €CCC | ccee | ceee | ceee | ceee | coce | oooo
Control de Ia : €CCC | ccce | ceee | ceee | ceec | ooco | ooco | NR
on ©a sintratar | coce | cece | coce | cooe ceee | ococ | ocoo

susceptibilida NA N
H epl ol idad A Células | €CCC | ccec | coec | cece | cece | ovoc | oooo
celular das | CCCC | €cce | cece | coccc | cooc | 00co | 0000 | NR
tratadas | cocc | coce | ecce | ecee | cooc | occo 0000
Control de la Sin ccee | ccce | cece | coee | occo | 00Co | 0000
eficacia de CCCC | CCCC | €ece | coee | ccee | coce | 6000 | NR

producto | coec CCCC | cccc | ccce | ccoc | ocoo | cooo

supresion de la NA 0,3 g/l

actividad del SAB CCCC | €cCc | ccce | ccee | ocec | ocoo | 0000

roducto Con CCCC | CCCC | CcCcee | ¢cec | €oco | occo | 0000 | NR
p roducto
(1 ensayo) P CCCC | cCCcC | ccecec | cece COCC QC00 Q000
Control de 1a CCCC | CCCC | ccece | cece CCCC | CcCoc | acoo | aooo

eficacia de Sin CCCC | €CCC | €CcCcC | cecec | cece | ocee | coce | 0000

supresién de la 0,3 g/L producto | ceee | acec | ccoc | coce | cooe 0CCO | 000C | 0000
NA .

actividad del SAB Con CCCC | €cce | ¢cCe | ¢cce | ¢cee | coco | 0000 | 0000
producto P CCCC | CCCC | cCCcC | cece | coee | ¢ceo | oooc | o000
(2° ensayo) producte | ccee | coce | ecoe | cooc | ecee | ccoc | o0og 0000

a) 1 a 4, virus presente y grado de efecto citopético en 12 unidades de cultivo celular, o grado de lesién
celular en prucba de citotoxicidad.

C = efecto citopatico con presencia de virus (en este caso y seglin norma no se tiene en cuenta el grado
de efecto citopético unicamente, 1a presencia o ausencia del mismo).

0 = virus no presente, o ausencia de lesién cehlular en prueba de citotoxicidad

NA: no aplica; NR: no realizado; PBS: tampén fosfato salino; SAB: seroalbiimina bovina

*: ver “Observaciones especiales” para entender el significado de estas concentraciones.
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Figura 1. Resultados de la actividad del producto de ensayo en condiciones de ensayo
solicitadas por el cliente, con Poliovirus tipo 1 (ATCC VR-192) — 1% ensayo:

Poliovirus tipo 1 (ATCC VR-192)
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Figura 1.1. Resultados de la actividad del producto de ensayo en condiciones de ensayo
solicitadas por el cliente, con Poliovirus tipo 1 (ATCC VR-192) - 2° ensayo:
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Figura 2. Resultados de la actividad del producto de ensayo en condiciones de ensayo
solicitadas por el cliente, con Adenovirus tipo 5 (ATCC VR-5)- 1¥ ensayo:

Adenovirus tipo 5 (ATCC VR-5)-
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Figura 2.1. Resultados de la actividad del producto de ensayo en condiciones de ensayo
solicitadas por el cliente, con Adenovirus tipo 5 (ATCC VR-5)- 2° ensayo:
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Figura 3. Resultados de la actividad del producto de ensayo en condiciones de ensayo
solicitadas por el cliente, con Norovirus murino (cepa S99 Berlin) — 1% ensayo:

Norovirus murino cepa $99 Berlin -
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Figura 3.1. Resultados de la actividad del producto de ensayo en condiciones de ensayo
solicitadas por el cliente, con Norovirus murino (cepa S99 Berlin) — 2° ensayo:
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Anexo A de norma NF EN 14476: 2013 + A2: 2019: Ejemplos de virus que pueden
contaminar instrumentos médicos, manos o superficies (Nota 1: esta lista no es exhaustiva;
Nota 2: Los virus con envoltura aparecen en negrita).

Sangre:

Enterovirus, Filoviridae, Flavivirus, Herpesviridae, virus de hepatitis A (HAV), virus de
hepatitis B (HBV), virus de hepatitis C (HCV), virus de hepatitis D (HDV), virus de
inmunodeficiencia humana (HIV), virus linfotrépico humano de células T (HTLV),
Parvovirus BI9.

Aparato respiratorio:
Adenovirus, Coronavirus, Enterovirus, Herpesviridae, Influenza virus, Paramyxoviridae,
Rhinovirus, virus de rubéola.

Sistema nervioso, oidos, nariz y ojos:
Adenovirus, Enterovirus, Herpesviridae, virus de sarampién, virus de inmunodeficiencia
humana (VIH), Polyomavirus, virus rabico, virus de rubéola.

Gastrointestinal;
Adenovirus, Caliciviridae, Coronavirus, Astrovirus, Enterovirus, virus de hepatitis A (HAV),
virus de hepatitis E (HEV), Rotavirus.

Piel, glandula mamaria, leche materna:
Enterovirus, Herpeviridae, virus de inmunodeficiencia humana (HIV), virus linfotrépicoe
humano de células T (HTLV), Papillomavirus, Poxviridae.

Bazo y ganglios linfiticos:
Virus linfotrépico humano de células T (HTLV), virus de inmunodeficiencia humana

(HIV).

Procedimientos dentales:
Adenovirus, Enterovirus, Herpesviridae, virus de hepatitis B (HBV), virus de hepatitis C
(HCYV), virus de hepatitis delta (HDV), virus de inmunodeficiencia humana (HIV).

Tracto urogenital:
Virus de hepatitis B (HBY), Herpesviridae, virus de inmunodeficiencia humana (HIV),
virus linfotrépico humane de células T (HTLV), Papillomavirus, Pelyomavirus.

|
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Best Trados

Str. Paul Chinezu nr. 4, Timisoara, Romania

! E-mail: office@besttrados.ro
birow de Tracduceri 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 siptaméni au fost raportate focare de infectii virale aseminitoare 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
activititii virucide 1n zona medicala. 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 impotriva 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 Pdtru (17602)

™ r
5 =
| BR8P .
poffgerpret autoriza
g A lhceza, italiana




B/ BRAUN

B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH-6204 Sempach

gl TO WHOM IT MAY CONCERN:

Fax +41 58 258 60 00

www.bbraun.ch

Ref. AR Tel. direct +41 58 258 51 66 Sempach, 24.01.2020
andreas1.arndt@bbraun.com

Activity of B. Braun disinfectants against the newly discovered Corona Virus 2019-nCoV

Outbreaks of SARS-like 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 outside of the People’s Republic of China have also been reported.

The newly discovered 2019-nCoV virus strain belongs to the Coronaviridae family, which are enveloped viruses.
Suitable infection control and prevention measures can help to manage the current situation.

Enveloped 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 line with our instructions:

Hand Disinfectants Softa-Man®/Softalind®, Softa-Man®/Softalind® pure, Softa-Man®/ Softalind®
ViscoRub, Softa-Man® acute/Softalind® 999, Promanum® pure

Small / Patient-Near Meliseptol® Foam, Meliseptol® Wipes Sensitive, Meliseptol® New Formual,

Surfaces Meliseptol® pure, Meliseptol® rapid & Meliseptol® HBV, Meliseptol® Wipes ultra

Large Surfaces Hexaquart® XL, Hexaquart® pure, Melsept® SF

Instruments Stabimed® fresh, Stabimed® ultra, Helipur® H plus N

Manual 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

CoE Infection Control

Andreas Arndt Michel Mathys

Head of Research & Development international 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

/logo/

B BRAUN

B. Braun Medical AG

Centrul de excelenta pentru controlul infectiilor
Seesatz 17

CH-6204 Sempach

Tel. +41 58 258 50 00

Fax +41 58 258 60 00

http://www.bbraun.ch

CATRE CEI INTERESATI
+41 58 258 56 59 yanhua.cui_ander@bbraun.com

CH-6204 Sempach, 14.04.2020

Declaratie: respectarea articolului 95 alineatul (2) din Regulamentul (UE) nr. 528/2012

Subscrisa, B. Braun Medical AG, Seesatz 17, 6204 Sempach, Elvetia, confirmam prin prezenta
ca substanta (substantele) activa (e) a produselor biocide

Braunoderm colorant
Lifo-Scrub
Promanum Pure
Softa-Man

Softa-Man acute
Softa-Man Viscorub
Softasept N colorat
Softasept N neocolorat
Hexaquart XL

Propan-1-ol. CAS: 71-23-8 (B. Braun Melsungen AG),

Propan-2-ol. CAS: 67-63-0 (B. Braun Melsungen AG),

Etanol, CAS: 64-17-5 (B. Braun Melsungen AG),

Iod, CAS: 7553-56-2 (B. Braun Medical AG, Euro-alkohol si Alcosuisse),


mailto:office:@besttrados.ro

Digluconat de clorhexidina, CAS: 18472-51-0 (Evonikand RN Europe), N- (3-aminopropil) -N-
dodecilpropan-1,3-diamind (Diamind), CAS: 2372-82-9 (Lonza Cologne GmbH),

Clorura de didecildimetilamoniu (DDAC), CAS: 7173-51-5 (Lonza Cologne GmbH)

sunt enumerate in lista ECHA 1n conformitate cu articolul 95 alineatul (1) din Regulamentul
(UE) nr. 528/2012.

Pentru si in numele
B. Braun Medical AG

Dr. Michael Gluschke
Director Afaceri de Reglementare OPM
/semnatura indescifrabila/
Andreas Arndt
Director Dezvoltare produs IC
/semnatura indescifrabila/

Subsemnata VALERICA PATRU, traducdtor autorizat de Ministerul Justifiei 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.

Traducitor autorizat,
Valerica Patru
(17602)

o/

nbteral Justtiel
| s 6 P
FtfAFerpret autorizat
! i hcezd, Italiana




B/ BRAUN

B. Braun Medical AG

Centre of Excellence Infection Control
Seesatz 17

CH-6204 Sempach

Tel. +41 58 258 50 00 TO WHOM IT MAY CONCERN
Fax +41 58 258 60 00

http:{www.bbraun.ch

Kef. FFA lel, direct +41 58 258 56 59 CH-6204 Sempach, 14.04.2020
yanhua.cui_ander@bbraun.com

Statement: Compliance with Article 95(2) of Regulation (EU) No 528/2012

We, B. Braun Medical AG, Seesatz 17, 6204 Sempach, Switzerland, hereby confirm that active sub-

stance(s) of the biocidal products

Braunoderm colorant
Lifo-Scrub

Promanum Pure
Softa-Man

Softa-Man acute
Softa-Man Viscorub
Softasept N colorat
Softasept N neocolorat
Hexaquart XL

Propan-1-ol. CAS: 71-23-8 (B. Braun Melsungen AG),

Propan-2-ol. CAS: 67-63-0 (B. Braun Melsungen AG),

Ethanol, CAS: 64-17-5 (B. Braun Melsungen AG),

lodine, CAS: 7553-56-2 (B. Braun Medical AG, Eurc-alkohol and Alcosuisse),

Chlorhexidine Digluconate, CAS: 18472-51-0 (Evonik and RN Europe),
N-[{3-aminopropyl)-N-dodecylpropane-1,3-diamine (Diamine), CAS: 2372-82-9 (Lonza Cologne
GmbH),

Didecyldimethylammonium chloride (DDAC), CAS: 7173-51-5 (Lonza Cologne GmbH)

are listed in the ECHA list pursuant to Article 95(1) of Regulation (EU) No 528/2012.

For and on behalf of
B. Braun Medical AG

L

L\ - _/- . - {r: ;
] \ - "\ «—C
\ [ =
Dy. Mighael Gluschke Andreas Arndt
Director Global Regulatory Affairs OPM Head of Product Development IC

Statement_Compliance Article 95{2) Regulation (EU) No 528-2012_R0O
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B BRAUN

SHARING EXPERTISE

B. Braun Medical AG

Controlul infectiilor CoE

Seesatz 17

CH-6204 Sempach

Tel. +41 58 258 5000 Fax +41 58 258 6000
www.bbraun.ch

Catre cei interesati
6204 Sempach16.08.2021

Declaratie privind ingredientele din Promanum® pure care protejeaza pielea

Prin prezenta certificam cd urmaitorii agenti de protectie a pielii si de hidratare sunt inclusi in
formula dezinfectantului nostru de maini Promanum® pure:

- Miritat de izopropil

- Sorbitol

- Etilhexanoat de ceterail

Daca aveti intrebari legate de aceastd chestiune, va rugam sa nu ezitati sa contactati B. Braun
Medical AG.
Cu stima,
B. Braun Medical AG
Dr. Heiko Henze
Manager Proiect Cercetare & Dezvoltare
/semndturd indescifrabila/
Michel Mathys
Manager International Produse Maini & Piele
/semndtura indescifrabild/

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)



mailto:office@besttrados.ro
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B BRAUN

SHARING EXPERTISE

B. Braun Medical AG
CoE 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

6204 Sempach16.08.2021

Statement concerning the derma-protecting ingredients in Promanume® pure

Herewith we certify that the following derma-protecting and moisturizing agents are included in the
formulation of our hand disinfectant Promanum® pure:

- Isopropyl Myritate
- Sorbitol
- Ceterayl Ethylhexanoate

If there are any questions concerning this issue, please do not hesitate to contact B. Braun Medical AG.

Sincerely yours

B. Braun Medical AG

- A y
ot N,

"“f.L'l" 1) NNV A

Dr. Heiko Henze Michel Mathys

Project Manager Reserch & Development International Product Manager Hands & Skin



Patch test (epidermotest)
Promanum pure: 21252M06
Numar studiu: 2106303306

Semnat

De: Dermatest® GmbH
La: 16.07.2021

Ora: 08:51:50 +02

@ dermatest’

RESEARCH INSTITUTE FOR
RELIABLE RESLLTS
TAKING YOUR SUCCESS PERSOMALLY

Dermatest® GmbH Engelstr. 37 48143 Munster
B. Braun Medical AG CoE Controlul Infectiilor
Seesatz 17

CH-6204 Sempach

Miinster, 16.07.2021

Raport dermatologic pe Patch Test (Epidermotest) uman pentru iritatia primara a
pielii si
pentru a detecta sensibilizarile existente ale subiectilor umani dupa singur
aplicare a

Promanum pure
Lot: 21252M06

Client: B. Braun Medical AG CoE Controlul Infectiilor
Seesatz 17
CH-6204 Sempach

Panel de testare: 30 de membri ai grupului de ambele sexe,
toti fara boli vizibile ale pielii sau hipersensibilitate cunoscuta

Concentratie
a produsului: nediluat

Dermatest® GmbH info@dermatest.de Dr. med. Werner Voss Munsterlandische Bank Thie & Co

Engelstr. 37[48143 Munster www.dematest.de Geschaftsfuhrer BLZ 400 300 00 | Konto-Nr. 3 492 784 800

Postfach 2165 |48008 Munster Tel. +49 (0) 251 481 6370 USt-1D: DE126040147 | DE92 3006 0601 0005 3901 50
Germany Fax +49 (0) 251 481 637 66 Amtsgericht Minster HRB 1348 BIC: MLBK. DEHTMUE



Patch test (epidermotest)
Promanum pure: 21252M06

Numar studiu: 2106303306
PRINCIPIU SI METODE
Obiectivul studiului este de a detecta potentialul de iritare primard a pielii si/sau
sensibilizarea alergica existenta la substanta de testat.
Substanta de testat este aplicatd pe pielea expertului printr-un plasture ocluziv la o
concentratie adecvata.
Plasturele limiteaza contactul pielii expertului cu substanta de testat la o zona locala, iar
expunerea este exageratd din cauza conditiilor ocluzive. Se verifica pielea la 24, 48 si 72 de
ore.
Ocluzia usureaza absorbtia suspectului de alergen topic, permitdndu-i acestuia sd patrunda
in stratul cornos pand la celulele viabile (efectoare) ale pielii si, astfel, prezentand o
provocare locald pentru sistemul imunitar.
Daca nivelul prag de sensibilitate este atins, ar putea fi indusa o reactie pozitiva.
O reactie pozitiva la un plasture aplicat corect ofera dovezi de iritare primara a substantei
testate, dar nu este neaparat o dovada de sensibilizare.
Testarea cu plasture provoacd reactii alergice cutanate la membrii grupului deja
sensibilizati.

PROCEDURI

Potentialii membri ai grupului primesc o explicatie completd a procedurilor de studiu. Daca
doresc sa participe si sunt de acord cu conditiile studiului, membrii panelului semneaza un
consimtamant scris, informat si ofera un istoric medical.

20 mg/ 20 pl de produs de testat nediluat se aplicd pe un plasture adeziv (Curatest® F
Folien-Testpflaster, Fa. Lohmann & Rauscher GmbH & Co. KG) si se aplicd pe pielea
clinic sdndtoasa din partea superioard a spatelui. Produsele textile se lipesc cu o dimensiune
a mostrei de 0,8 cm @ cu tencuiala adeziva pe partea superioara a spatelui.

Dupa o perioada de expunere de 24 de ore, tencuiala este indepartata si pielea expusa este
evaluatd si gradatd dermatologic. A doua si a treia evaluare sunt efectuate dupa 48 si,
respectiv, 72 de ore.

Toate evaluarile sunt efectuate la 30 de minute dupa indepartarea tencuielii de testare.
Acolo unde se observd o reactie pozitiva, dar nu este clar dacd reactia observatd se
datoreaza sensibilizdrii sau iritatiei, pot fi efectuate citiri ulterioare.

Toate evaluarile sunt efectuate in conditii standard de iluminare.
Membrii panelului sunt instruiti sa pastreze locurile de testare uscate.

MEMBRI PANEL

Panoul de testare a inclus 30 de subiecti adulti de sex masculin si feminin.

Acest grup de testare include persoane de testare cu diferite tipuri de piele, cum ar fi:
(foarte) uscata, grasa, mixta, normala si sensibila.

CRITERII DE INCLUDERE
Subiecti cu varsta de 18 ani si peste cu piele sdnatoasa in zona de testare.

Dermatest® GmbH info@dermatest.de Dr. med. Werner Voss Munsterlandische Bank Thie & Co
Engelstr. 37[48143 Munster www.dematest.de Geschaftsfuhrer BLZ 400 300 00 | Konto-Nr. 3 492 784 800
Postfach 2165 |48008 Munster Tel. +49 (0) 251 481 6370 USt-1D: DE126040147 | DE92 3006 0601 0005 3901 50

Germany Fax +48 (0) 251 481 637 66 Amtsgericht Minster HRB 1348 BIC: MLEK DEHTMUE



Patch test (epidermotest)
Promanum pure: 21252M06
Numar studiu: 2106303306
CRITERIU DE EXCLUDERE
* Boli acute
* Perioada de sarcind si alaptare
* Sensibilizarea la ingredientele tencuielii de testare
* Boli severe
* Aplicarea produselor farmaceutice si a produselor de ingrijire a pielii cu ingrediente active
pana la 4 saptamani Tnainte de testare
» Aportul de medicamente care pot interfera cu reactiile cutanate (steroizi, antialergice,
imunomodulatoare topic, etc.)
* Piele extrem de bronzata

REZULTATE
Tabelul 1: Rezultatele testarii cu plasture pentru substanta de testat

Concentratia produsului: nediluat

2.1 Dezinfectarea chirurgicald a mainilor, obligatorie

Nr. Nume Sex Vérst | Diagnostic 24h [48h [72h
1. AdBa f 64 | picle sandtoasa - - -
2. AdRu m 64 |picle sandtoasa - - -
3. Allr f 60 |picle sandtoasa - - -
4. BeKr f 33  |piele sanatoasa - - -
5. BrAn f 37 |piele sandtoasa - - -
6. BrDa m 24 |piele sdanatoasa - - -
7. BrNi f 46 |piele sdnatoasa - - -
8. EiUt f 53 |piele sandtoasa - - -
9. FeCh f 52 |piele sandtoasa - - -
10. FeFr m 21 |piele sandtoasa - - -
11. Fela f 24 |piele sanatoasa - - -
12. FeCl f 38 |piele sanatoasa - - -
13. FrSi f 52 |piele sanatoasa - - -
14. HeAn f 48  |piele sanatoasa - - -
15. Hele f 31 |piele sanatoasa - - -
16. HoSt f 24 |piele sanatoasa - - -
17. HoGe f 40 |piele sanatoasa - - -
18. HoLe m 24 Ipiele sanatoasi - - -
19. KIBe m 61 |piele sdnatoasa - - -
20. LaSa f 55 |piele sanatoasa - - -
21. LeTa f 43 |piele sanatoasa - - -
22. LuLe f 22 |piele sanatoasa - - -
23. MaSe f 59  |piele sandtoasa - - -
Enqust 3748143 Minsier e dormatost Coscnatistiner BLZ 400 300 00 | Konto-Nr 8 492 754 500
Postrach 2165 |48008 Manster Tel. +49 (0) 251 481 637 0 UStID: DE126040147 | DES2 3006 0601 0005 3901 50
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Patch test (epidermotest)
Promanum pure: 21252M06
Numar studiu: 2106303306

24, MuHe f 49 |piele sanatoasa - - -
25. PrMi m 32 |picle sandtoasa - - -
26. ScAn m 33 |picle sandtoasa - - -
27. SiKa m 69 |piele sdnatoasa - - -
28. SiUr f 65 |picle sandtoasa - - -
29. StFa f 29 |piele sanatoasa - - -
30. Thle f 38 |picle sandtoasa - - -
REZULTATE

Tabelul 2: REZULTATELE testarii cu plasture pentru CONTROL
Concentratia produsului: test cu plasture martor

Nr. Nume Sex Varst | Diagnostic 24h 48h (72 h
1. AdBa f 64 |piele sanatoasa - - -
2. AdRu m 64 |piele sanatoasa - - -
3. Allr f 60 |piele sandtoasa - - -
4, BeKr f 33 |piele sandtoasa - - -
5. BrAn f 37 |piele sandtoasa - - -
6. BrDa m 24 | piele sandtoasa - - -
7. BrNi f 46 | piele sanatoasa - - -
8. EiUt f 53 |piele sandtoasa - - -
9. FeCh f 52 |piele sandtoasa - - -
10. FeFr m 21 |piele sandtoasa - - -
11. Fela f 24 |piele sanatoasa - - -
12. FeCl f 38 |piele sandtoasa - - -
13. FrSi f 52 |piele sandtoasa - - -
14. HeAn f 48 | piele sanatoasa - - -
15. Hele f 31 |piele sanatoasa - - -
16. HoSt f 24 |piele sanatoasa - - -
17. HoGe f 40 |piele sanatoasa - - -
18. HoLe m 24 |piele sanatoasa - - -
19. KIBe m 61 |piele sanitoasa - - -
20. LaSa f 55 |piele sandtoasa - - -
21. LeTa f 43  |piele sanatoasa - - -
22, LuLe f 22 |piele sanatoasa - - -
23. MaSe f 59 |piele sandtoasa - - -
24. MuHe f 49 | piele sanatoasa - - -
25. PrMi m 32 |piele sanatoasa - - -
Engulr 3746148 Minster et dematestd Cescnatistunier BLZ 400.300 0D | Konto Ni- 492 764 800
Postrach 2165 |48008 Manster Tel. +49 (0) 251 481 637 0 UStID: DE126040147 | DES2 3006 0601 0005 3901 50

Germany Fax +48 (0) 251 481 637 66 Amtsgericht Minster HRB 1348 BIC: MLEK DEH1MUE



Patch test (epidermotest)
Promanum pure: 21252M06
Numar studiu: 2106303306

26. ScAn m 33 |piele sanatoasa - - -
27. SiKa m 69 |piele sanatoasa - - -
28. SiUr f 65 |picle sanatoasa - - -
29. StFa f 29 | piele sanatoasa - - -
30. Thle f 38 |piecle sanatoasa - - -

CRITERII DE INTERPRETARE

Evaluarea se bazeaza pe modificarile morfologice detaliate in ghidurile modificate ale
ICDRG (Fregert S (1981/ editia a 2-a) Manual of Contact Dermatitis. in numele International
Contact Dermatitis Research Group si North American Contact Dermatitis Group,
Munksgaard Publishers, Copenhaga ).

Tabelul 3: Clasificarea reactiilor epidermotestului

Simbol Morfologie Semnificatie

- Nicio reactie negativ

? doar eritem. fara infiltratii indoielnic

+ reactie pozitiva slaba
eritem, infiltratie, eventual papule discrete

++ eritem, infiltratie, papule. vezicule reactie pozitiva puternica

-+ reactie pozitiva extrem de
eritem, infiltrare, papule, vezicule confluente severa

ir diferite modificari (efect de sapun, vezicule, flictene iritativ

(basici), necroza)

nt netestat

CRITERII GENERALE DE INTERPRETARE DERMATOLOGICA:

Distinctia dintre iritatie si alergie este importantd. Ca reguld generald, se spune cd o reactie
pozitiva este ,,alergicd” daca a fost calificata de la ,,+” la ,,+++” pana la 72 de ore sau mai
mult.

Intelegerea dinamicii reactiei poate ajuta la evaluare.

Reactiile alergice ale testului pot persista (,,Tip Platou”) sau chiar se pot agrava (,.tipul
Crescendo”) in ziua dupa indepartarea tencuielii. Un tip ,,Decrescendo” (scaderea reactiei
dupa indepartarea tencuielii) pe de altd parte, indica iritare.

Daca reactiile intarziate apar numai la 10-14 zile dupa aplicare, trebuie luata in considerare
sensibilizarea ("iatrogena").

Reactiile iritative si alergice prezintd eritem si pot provoca, de asemenea, infiltratii.
Papule, vezicule si bule ar putea demonstra iritatie, precum si alergie, in timp ce pustulele si
necroza indica reactii severe de iritatie.

Ambele reactii s-ar putea raspandi dincolo de locul de aplicare initial.
In plus, expresia individuala a unei reactii se afld intr-un interval larg.

Dermatest® GmbH info@dermatest.de Dr. med. Werner Voss Munsterlandische Bank Thie & Co
Engelstr. 37[48143 Munster www.dematest.de Geschaftsfuhrer BLZ 400 300 00 | Konto-Nr. 3 492 784 800
Postfach 2165 |48008 Munster Tel. +49 (0) 251 481 6370 USt-1D: DE126040147 | DE92 3006 0601 0005 3901 50

Germany Fax +48 (0) 251 481 637 66 Amtsgericht Minster HRB 1348 BIC: MLEK DEHTMUE



Patch test (epidermotest)
Promanum pure: 21252M06

Numar studiu: 2106303306
CONCLUZIE
Nu a fost detectatd nicio dovada a vreunei tulburdri de piele in zona de testare a niciunuia
dintre cei 30 de membri ai panelului dupa efectuarea testarii plasturelui timp de 24, 48 si 72
de ore, conform ghidurilor recunoscute international ale ICDRG (International Contact
Dermatitis Research Group).
Se poate concluziona ca utilizarea produsului nu va provoca reactii cutanate nedorite din
cauza efectului iritant.

Dr. Med. Gerrit Schlippe
Specialist Investigatii

Pentru dermatologie, venerologie
/semnatura indescifrabila/

Dermatest GmbH
Engelstrasse 37
48143 Miinster Germany

@dermatest

Fon: +49-(0)251-4816370
Fax: +49-(0)251-48163766
www.dermatest.de

Dr. Med. Werner Voss

Specialist Investigatii

Pentru dermatologie, alergologie, venerologie, flebologie si medicina mediului
/semnatura indescifrabila/

Literatura:
1. Suzuki, J., Environ Dermatol 4-3:202-21-1997
2. ICDRG, Proposal for a revised international standard series of patch tests, Contact Dermatitis,
No. 36, 121-123 (1997)
3. U.S. Department of Health and Human Services Food and Drug Administration, April 1999
hitp:/www fda.gov/cber/guidelines.htm
4. Scientific Basis of Patch Testing — S. Iris Ale and Howard |. Maibach, Dermatol. Beruf Umwelt
/ Occup. Environ. Dermatol. 50, Nr. 2, 43-50 (2002)
5. Scientific Basis of Patch Testing Part Il — S. Iris Ale and Howard |. Maibach, Dermatol. Beruf
Umwelt / Occup. Environ. Dermatol. 50, Nr. 3, 91-96 (2002)
6. Scientific Basis of Patch Testing Part Il — S. Iris Ale and Howard |. Maibach, Dermatol. Beruf
Umwelt / Occup. Environ. Dermatol. 50, Nr. 4, 131-133 (2002)
7. Cosmetics & Toiletries magazine, www.CosmeticsandToiletries.com, Vol. 127, No. 5/May

2012, pages 356-360
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Patch test (epidermotest)

Promanum pure: 21252M06
Numar studiu: 2106303306

Subsemnata, VALERICA PATRU, interpret si traducitor 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 ¢, prin traducere, inscrisului nu i-au fost denaturate continutul si sensul.

Traducator si interpret autorizat,

Valerica Pdatru (17602)

11 Justitiel

RU

erpret autorizat
ceza, ltaliand

ua?ﬂ\?soz

e )
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@ dermatest’

RESEARCH INSTITUTE FOR
RELIABLE RESULTS
TAKING YOUR SUCCESS PERSONALLY

Dermatest® GmbH Engelstr. 37 48143 Muenster
B. Braun Medical AG CoE Controlul infectiilor
Seesatz 17
CH-6204 Sempach
Miinster, 16.07.2021
Certificat
pentru Produsul
Promanum pure
Sarcina: 21252M06

Test dermatologic pe oameni in 2021
Numar studiu: 2106303306

Testul dermatologic efectuat de noi asupra produsului dumneavoastra sub controlul specialistilor
dermatologi a fost promovat pentru acest produs cu scorul

"excelent'

Acest produs nu a condus la reactii de intoleranta toxic-iritante in testele cu plasture efectuate in
conformitate cu ghidurile internationale. Prin urmare, preparatul poate fi declarat testat
dermatologic.

Dr. Med. Gerrit Schlippe
Specialist Investigatii

Pentru dermatologie, venerologie
/semndturd indescifrabila/

|

Dermatest GmbH
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Subsemnata, VALERICA PATRU, interpret si traducitor 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, fara omisiuni, §i ca, prin traducere,
inscrisului nu i-au fost denaturate continutul si sensul.

Traducator si interpret autorizat,
Valerica Patru (17602)

11 Justitiel

RU

erpret autorizat
ceza, ltaliand

:lam7602

Sy
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Facharztliches, dermatologisches Gutachten tber einen Epikutantest zur
Prifung auf primare Irritation und zum Nachweis einer bestehenden
Sensibilisierung am Menschen bei einmaliger Applikation des
nachstehenden Produktes

Promanum pure
Charge: 21252M06

Auftraggeber: B. Braun Medical AG CoE Infection Control
Seesatz 17
CH-6204 Sempach

Testpersonen: 30 Probanden, samtlich hautgesund
Testkonzentration: unverdinnt
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Epikutantest Studiennummer: 2106303306
Promanum pure Charge: 21252M06

PRINZIP UND METHODEN

Das Ziel der Studie ist primare Hautreizungen durch das Testprodukt und/ oder
bestehende Sensibilisierungen gegen das Testprodukt nachzuweisen.

Die Testsubstanzen werden in geeigneten Konzentrationen okklusiv auf die Haut
aufgetragen.

Der epikutane Kontakt mit dem Testprodukt ist somit drtlich und zeitlich begrenzt und
wird durch die Okklusionsbedingungen intensiviert, sodass die Absorption der
Testsubstanzen beginstigt wird. Nach 24, 48 und 72 Stunden wird die Haut
untersucht.

Die Okklusion wird verwendet, damit das vermutete topische Allergen leichter durch
das Stratum corneum penetrieren kann um die Effektorzellen zu erreichen, die eine
lokale Reaktion des Immunsystems hervorrufen kdnnte.

Damit eine positive Reaktion hervorgerufen werden kann, muss der Schwellenwert
der Irritation/ Sensibilitat tUberschritten werden.

Eine positive Reaktion auf einen korrekt applizierten Epikutantest gilt als Nachweis
fur eine primare Reizung durch die Testsubstanz, jedoch nicht zwangslaufig als
Beweis fur eine Sensibilisierung.

Bei bereits bestehenden Sensibilisierungen werden allergische Hautreaktionen durch
den Epikutantest provoziert.

DURCHFUHRUNG

Angehende Testpersonen erhalten eingehende Aufklarung Uber den Studienverlauf.
Wenn eine Teilnahme gewinscht ist und die Studienbedingungen erflllt sind,
unterschreibt der Proband die Einverstandniserklarung und die medizinische
Anamnese wird erhoben.

20 mg bzw. 20 pl des Testproduktes werden unverdinnt auf ein vorgefertigtes
selbstklebendes Pflaster (Curatest® F Folien-Testpflaster, Fa. Lohmann & Rauscher
GmbH & Co. KG) auf die klinisch gesunde Haut des oberen Riickens aufgebracht
und fixiert. Gewebeartige Produkte werden in einer Flache von 0,8 cm @ mit Hilfe des
selbstklebenden Pflasters auf den Riicken der Probanden aufgebracht.

Das Testpflaster wird nach einer Expositionsdauer von 24 Stunden abgenommen
und das Testareal erstmals dermatologisch und allergologisch beurteilt. Eine zweite
und dritte Beurteilung erfolgen nach 48 und 72 Stunden.

Die Bewertung der Testreaktion erfolgt 30 Minuten nach der Entfernung der
Testpflaster.

Bei unsicheren Testreaktionen bzgl. ihres Typs (allergisch oder irritativ) werden auch
spatere Ablesungen durchgefihrt.

Alle Beurteilungen werden bei standardisierter Beleuchtung durchgefihrt.

Die Studienteilnehmer werden instruiert die Testareale wahrend der
Anwendungsphase trocken zu halten.
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Epikutantest Studiennummer: 2106303306
Promanum pure Charge: 21252M06

PROBANDEN

Die Testgruppe besteht aus 30 erwachsenen, mannlichen und weiblichen
Probanden.

In dieser Testgruppe sind Probanden mit diverse Hauttypen eingeschlossen, wie zum
Beispiel: (sehr) trocken, fettig, misch, normal und sensibel.

EINSCHLUSSKRITERIEN
Personen ab 18 Jahren mit gesunder Haut im Testareal

AUSSCHLUSSKRITERIEN

* Akute organische Krankheit

* Schwangerschaft und Stillzeit

* Bestehende Sensibilisierung auf Inhaltsstoffe des Prifpflasters

» Schwerwiegende Erkrankungen

» Applikation von wirkstoffhaltigen Praparaten und Pflegemitteln bis 4 Wochen vor
Testbeginn

 Einnahme von Medikamenten, die die Hautreaktion beeintrachtigen kbnnen
Glucocorticoide, Antiallergika, topische Immunmodulatoren, etc.)

e  Stark gebrédunte Haut
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Epikutantest Studiennummer: 2106303306
Promanum pure Charge: 21252M06

TESTERGEBNISSE

Testkonzentration: Produkt unverdiinnt

Nr. Name Geschlecht |Alter | Diagnose 24 h |48 h|72h
1. AdBa w 64 |hautgesund| - - -
2. AdRu m 64 |hautgesund| - - -
3. Allr w 60 |hautgesund| - - -
4. BeKr w 33 |hautgesund| - - -
5. BrAn w 37 |hautgesund| - - -
6. BrDa m 24 |hautgesund| - - -
7. BrNi w 46 |hautgesund| - - -
8. EiUt w 53 |hautgesund| - - -
0. FeCh w 52 |hautgesund| - - -
10. FeFr m 21 |hautgesund| - - -
11. FeJa w 24 |hautgesund| - - -
12. FeCl w 38 |hautgesund| - - -
13. FrSi w 52 |hautgesund| - - -
14. HeAn w 48 |hautgesund| - - -
15. Hele w 31 |hautgesund| - - -
16. HoSt w 24 |hautgesund| - - -
17. H6Ge w 40 |hautgesund| - - -
18. HolLe m 24 |hautgesund| - - -
19. KiBe m 61 |hautgesund| - - -
20. LaSa w 55 |hautgesund| - - -
21. LeTa w 43 |hautgesund| - - -
22. LuLe w 22 |hautgesund| - - -
23. MaSe w 59 |hautgesund| - - -
24. MlUHe w 49 |hautgesund| - - -
25. PrMi m 32 |hautgesund| - - -
26. ScAn m 33 |hautgesund| - - -
27. SiKa m 69 |hautgesund| - - -
28. SiUr w 65 |hautgesund| - - -
29. StFa w 29 |hautgesund| - - -
30. Thle w 38 |hautgesund| - - -
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Epikutantest Studiennummer: 2106303306
Promanum pure Charge: 21252M06

TESTERGEBNISSE

WERTUNGEN DES KONTROLLFELDES
Testkonzentration: Leerfeld

Nr. Name Geschlecht |Alter | Diagnose 24 h |48 h|72h
1. AdBa w 64 |hautgesund| - - -
2. AdRu m 64 |hautgesund| - - -
3. Allr w 60 |hautgesund| - - -
4, BeKr w 33 |hautgesund| - - -
5. BrAn w 37 |hautgesund| - - -
6. BrDa m 24 |hautgesund| - - -
7. BrNi w 46 |hautgesund| - - -
8. EiUt w 53 |hautgesund| - - -
9. FeCh w 52 |hautgesund| - - -
10. FeFr m 21 |hautgesund| - - -
11. Feda w 24 |hautgesund| - - -
12. FeCl w 38 |hautgesund| - - -
13. FrSi w 52 |hautgesund| - - -
14. HeAn w 48 |hautgesund| - - -
15. Hele w 31 |hautgesund| - - -
16. HoSt w 24 |hautgesund| - - -
17. HoGe w 40 |hautgesund| - - -
18. HolLe m 24 |hautgesund| - - -
19. KIBe m 61 |hautgesund| - - -
20. LaSa w 55 |hautgesund| - - -
21. LeTa w 43 |hautgesund| - - -
22. LuLe w 22 |hautgesund| - - -
23. MaSe w 59 |hautgesund| - - -
24. MlHe w 49 |hautgesund| - - -
25. Prvi m 32 |hautgesund| - - -
26. ScAn m 33 |hautgesund| - - -
27. SiKa m 69 |hautgesund| - - -
28. SiUr w 65 |hautgesund| - - -
29. StFa w 29 |hautgesund| - - -
30. Thle w 38 |hautgesund| - - -
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Epikutantest Studiennummer: 2106303306
Promanum pure Charge: 21252M06

AUSWERTUNGSKRITERIEN

Die Beurteilung erfolgt aufgrund der morphologischen Auspragung modifiziert nach
Empfehlungen der ICDRG (Fregert S (1981/ 2nd edition) Manual of Contact
Dermatitis. On behalf of the International Contact Dermatitis Research Group and the
North American Contact Dermatitis Group, Munksgaard Publishers, Copenhagen).

Tabelle 3: Beurteilung von Epikutantestreaktionen

Symbol |Morphe Bedeutung
- keine Reaktion negativ
? nur Erythem, kein Infiltrat fraglich
+ Erythem, Infiltrat, evtl. diskrete Papeln einfach-positive Reaktion
++ Erythem, Infiltrat, Papeln, Vesikel zweifach-positive Reaktion
+++ Erythem, Infiltrat, konfluierende Vesikel |dreifach-positive Reaktion
ir versch. Verand. (Seifeneffekt, Vesikel, |irritativ

Blase, Nekrose)
nt nicht getestet

ALLGEMEINE DERMATOLOGISCHE INTERPRETATIONSKRITERIEN:

Wichtig ist es bei der Beurteilung der Ergebnisse, zwischen toxischen und
allergischen Reaktionen zu unterscheiden. In der Regel werden die zum Zeitpunkt
72 Std. oder spéter als "+" bis "+++" beurteilten Reaktionen als "allergisch" gedeutet.

In die Bewertung kann die Reaktionsdynamik einflie3en. Testreaktionen allergischen
Typs kdnnen bestehen oder sogar starker werden am Tag nach Entfernung der
Testpflaster ("Plateau-Muster” bzw. "Crescendo”). Im Gegensatz dazu spricht ein
“Decrescendo”-Muster (abschwachen der Reaktion nach Entfernen des Pflasters)
eher fur eine irritative Reaktion.

Bei Spatreaktionen, die etwa 10-14 Tage nach Applikation des Epikutantests
erstmalig auftreten, ist an eine (“iatrogene”) Sensibilisierung durch den Test zu
denken.

Eine irritative/ allergische Reaktion auf3ert sich in einem Erythem und kann auch ein
leichtes Infiltrat aufweisen.

Papeln, Vesikeln und Blasen kénnen sowohl als Zeichen einer Irritation als auch
einer Allergie auftreten, wohingegen Pusteln und Nekrosen starke irritative
Reaktionen kennzeichnen.

Das ursprungliche Applikationsareal kann in beiden Reaktionsformen deutlich
Uberschritten werden. Zudem kann die individuelle Auspragung der Reaktion stark
schwanken.
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Epikutantest Studiennummer: 2106303306
Promanum pure Charge: 21252M06

BEURTEILUNG DER TESTERGEBNISSE

Bei keinem der 30 Probanden kam es bei den Epikutantestungen nach
internationalen Richtlinien der ICDRG (International Contact Dermatitis Research
Group) nach 24, 48 und 72 Stunden zu irgendwelchen Hautverdnderungen im
Testbezirk.

Daraus ist zu folgern, dass das Produkt bei der praktischen Anwendung nicht zu
unerwinschten Hautreaktionen durch eine hautreizende Wirkung fihren wird.

Dermatest GmbH
Engelstrasse 37
48143 Minster Germany

@dermatest’

Fon: +49-(0)251-4816370
Fax: +49-(0)251-48163766

Dr. . Gerfit Schlippe www.dermatest.de Dr. med. Wgpner Voss
Facharzt fir Dermatologie, Facharzt fir D€rmatologie,
Venerologie Venerologie, Allergologie,
Phlebologie und Umweltmedizin
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3. U.S. Department of Health and Human Services Food and Drug Administration, April 1999
http:/www.fda.gov/cber/guidelines.htm
4. Scientific Basis of Patch Testing — S. Iris Ale and Howard |. Maibach, Dermatol. Beruf Umwelt
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Dermatological report on human Patch Test for primary skin irritation and
to detect existing sensitisations of human subjects after single

Customer:

Test Panel:

Concentration
of the product:

Dermatest ® GmbH

Engelstr. 37|48143 Miinster
Postfach 2165 [48008 Minster
Germany

application of

Promanum pure
Charge: 21252M06

B. Braun Medical AG CoE Infection Control
Seesatz 17
CH-6204 Sempach

30 panellists of either sex,
all without visible skin diseases or known hypersensitivity

undiluted
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Patch test Study number: 2106303306
Promanum pure Charge: 21252M06

PRINCIPLE AND METHODS

The objective of the study is to detect primary skin irritation potential and/ or existing
allergic sensitisation to the test substance.

The test substance is applied to the skin of the panellist via an occlusive patch at a
suitable concentration.

The patch limits contact of the panellist's skin with the test substance to a local area
and exposure is exaggerated due to the occlusive conditions. The skin is checked at
24, 48 and 72 hours.

The occlusion eases the absorption of the suspected topical allergen allowing it to
penetrate the stratum corneum to the viable (effector) cells of the skin and thus
presenting a local challenge to the immune system.

If the threshold level of sensitivity is reached, a positive reaction could potentially be
induced.

A positive reaction to a correctly applied patch provides evidence of primary irritation
to the substance tested, but is not necessarily evidence of sensitisation.

Patch testing provokes allergic skin reactions in already sensitised panellists.

PROCEDURES

Prospective panellists receive a complete explanation of study procedures. If they
wish to participate and agree to the conditions of the study, panellists sign a written,
informed consent and provide a medical history.

20 mg/ 20 pl of the undiluted test product is applied to an adhesive plaster
(Curatest® F Folien-Testpflaster, Fa. Lohmann & Rauscher GmbH & Co. KG) and
affixed to clinically healthy skin on the upper back. Textile products are affixed with a
sample size of 0,8 cm @ with the adhesive plaster on the upper back.

After a 24 hour exposure period, the plaster is removed and the exposed skin is
dermatologically assessed and graded. The second and third assessments are
performed after 48 and 72 hours respectively.

All assessments are conducted 30 minutes after removal of the test plaster.

Where a positive reaction is observed, but it is unclear whether the observed reaction
is due to sensitisation or irritation, subsequent readings can be performed.

All assessments are performed under standard lighting conditions.
The panellists are instructed to keep the test sites dry.
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Patch test Study number: 2106303306
Promanum pure Charge: 21252M06

PANELLISTS

The test panel included 30 adult male and female subjects.

This test group includes test persons with various skin types, such as: (very) dry, oily,
mixed, normal and sensitive.

INCLUSION CRITERIA

Subjects aged 18 years and above with healthy skin in the test area

EXCLUSION CRITERIA

* Acute diseases

* Pregnancy and lactation period

» Sensitisation to ingredients of the test plaster

* Severe illnesses

» Application of pharmaceutical products and skin care products with active
ingredients until 4 weeks before testing

* Intake of drugs that possibly can interfere with skin reactions (steroids,
antiallergics, topical immuno modulator, etc.)

* Extremely tanned skin
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Patch test Study number: 2106303306
Promanum pure Charge: 21252M06

RESULTS

Table 1: Results of patch testing for the test substance
Concentration of the product: undiluted

No. Name Gender | Age | Diagnosis 24h |48h|72h
1. AdBa f 64 | healthy skin - - -
2. AdRu m 64 | healthy skin | - - -
3. Allr f 60 | healthy skin - - -
4. BeKr f 33 | healthy skin - - -
5. BrAn f 37 | healthy skin - - -
6. BrDa m 24 | healthy skin - - -
7. BrNi f 46 | healthy skin - - -
8. EiUt f 53 | healthy skin - - -
9. FeCh f 52 | healthy skin - - -
10. FeFr m 21 | healthy skin - - -
11. FeJa f 24 | healthy skin - - -
12. FeCl f 38 | healthy skin - - -
13. FrSi f 52 | healthy skin - - -
14. HeAn f 48 | healthy skin - - -
15. Helde f 31 | healthy skin - - -
16. HoSt f 24 | healthy skin - - -
17. H6Ge f 40 | healthy skin - - -
18. HolLe m 24 | healthy skin - - -
19. KiBe m 61 | healthy skin - - -
20. LaSa f 55 | healthy skin - - -
21. LeTa f 43 | healthy skin - - -
22. LuLe f 22 | healthy skin - - -
23. MaSe f 59 | healthy skin - - -
24. MlUHe f 49 | healthy skin - - -
25. PrMi m 32 | healthy skin - - -
26. ScAn m 33 | healthy skin - - -
27. SiKa m 69 | healthy skin - - -
28. SiUr f 65 | healthy skin - - -
29. StFa f 29 | healthy skin - - -
30. Thle f 38 | healthy skin - - -
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Patch test Study number: 2106303306
Promanum pure Charge: 21252M06
RESULTS

Table 2: RESULTS of patch testing for the CONTROL
Concentration of the product: blank patch test

No. Name Gender | Age | Diagnosis 24h |48h | 72h
1. AdBa f 64 | healthy skin - - -
2. AdRu m 64 | healthy skin - - -
3. Allr f 60 | healthy skin - - -
4. BeKr f 33 | healthy skin - - -
5. BrAn f 37 | healthy skin - - -
6. BrDa m 24 | healthy skin - - -
7. BrNi f 46 | healthy skin - - -
8. EiUt f 53 | healthy skin - - -
9. FeCh f 52 | healthy skin - - -
10. FeFr m 21 | healthy skin - - -
11. Feda f 24 | healthy skin - - -
12. FeCl f 38 | healthy skin - - -
13. FrSi f 52 | healthy skin - - -
14. HeAn f 48 | healthy skin - - -
15. Helde f 31 | healthy skin - - -
16. HoSt f 24 | healthy skin - - -
17. H6Ge f 40 | healthy skin - - -
18. HoLe m 24 | healthy skin - - -
19. KiBe m 61 | healthy skin - - -
20. LaSa f 55 | healthy skin - - -
21. LeTa f 43 | healthy skin - - -
22. LuLe f 22 | healthy skin - - -
23. MaSe f 59 | healthy skin - - -
24, MiHe f 49 | healthy skin - - -
25. PrMi m 32 | healthy skin - - -
26. ScAn m 33 | healthy skin - - -
27. SiKa m 69 | healthy skin - - -
28. SiUr f 65 | healthy skin - - -
29. StFa f 29 | healthy skin - - -
30. ThJde f 38 | healthy skin - - -
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Patch test Study number: 2106303306
Promanum pure Charge: 21252M06

INTERPRETATION CRITERIA

The assessment is based on the morphologic changes detailed in the modified
guidelines of ICDRG (Fregert S (1981/ 2nd edition) Manual of Contact Dermatitis. On
behalf of the International Contact Dermatitis Research Group and the North
American Contact Dermatitis Group, Munksgaard Publishers,Copenhagen).

Table 3: Grading of the patch test reactions

Symbol Morphology Meaning

- no reaction negative

? only erythema, no infiltration doubtful

+ erythema, infiltration, possibly discrete weak positive reaction
papules

++ erythema, infiltration, papules, vesicles strong positive reaction

+++ erythema, infiltration, papules, confluent extreme severe positive
vesicles reaction

ir different changes (soap effect, vesicles, bulla, |irritative
necrosis)

nt not tested

GENERAL DERMATOLOGICAL INTERPRETATION CRITERIA:

The distinction between irritation and allergy is of importance. As a general rule, a
positive reaction is said to be ,allergic” if it has been graded as “+” to “+++ “ up to
72 hours or beyond.

Understanding the dynamics of the reaction may aid the assessment.

Allergic test reactions could persist ("Plateau-type”) or even worsen ("Crescendo-
type") on the day after the plaster has been removed). A “Decrescendo’-type
(decrease of reaction after removal of plaster) on the other hand, indicates irritation.

If delayed reactions only develop 10-14 days after application, (“iatrogenic”)
sensitisation should be considered.

Irritative and allergic reactions present erythema and could also cause infiltration.

Papules, vesicles and bullae could demonstrate irritation as well as allergy, whereas
pustules and necrosis point to severe irritation reactions.

Both reactions could spread beyond the original application site.
Moreover the individual expression of a reaction lies within a wide range.
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Patch test Study number: 2106303306
Promanum pure Charge: 21252M06

CONCLUSION

No evidence of any skin disorder was detected in the test area of any of the 30
panellists after conducting patch testing for 24, 48 and 72 hours according to the
internationally recognised guidelines of ICDRG (International Contact Dermatitis
Research Group).

It can be concluded that the use of the product will not cause any unwanted skin
reactions due to an irritating effect.

Dermatest GmbH
Engelstrasse 37
48143 Munster Germany

(Ode.r_m.at.e,st'“
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I
Fon: +49-(0)251-4816370
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Dermatest® GmbH Engelstr. 37 48143 Miinster

B. Braun Medical AG CoE Infection Control
Seesatz 17
CH-6204 Sempach

Mdinster, 16.07.2021

Zertifikat

Uber das Produkt

Promanum pure
Charge: 21252M06

Dermatologische Prifungen am Menschen 2021
Studiennummer: 2106303306

Die von mir unter facharztlicher Kontrolle durchgefiihrten dermatologischen
Prifungen lhres o. g. Produktes bestand das Produkt mit

,sehr gut®

Bei dem genannten Praparat traten im Epikutantest nach internationalen
Richtlinien keine toxisch-irritativen Unvertraglichkeitsreaktionen auf.
Das Praparat kann deshalb mit dermatologisch getestet deklariert werden.

Dermatest GmbH
Engelstrasse 37
48143 Miinster Germany

(@dermatest
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Dr. : Ger*il:Schlippe
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Phlebologie und Umweltmedizin
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Muenster, 16.07.2021

Certificate

for the Product

Promanum pure
Charge: 21252M06

Dermatological test on humans in 2021
Study number: 2106303306

The dermatological test performed by us on your product under the control of
dermatological specialists was passed for this product with the rating of

_excellent”

This product did not lead to toxic-irritative intolerance reactions in patch
testing carried out in accordance with international guidelines. The
preparation can therefore be declared as dermatologically tested.
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Best Trados

Ciron deTradnceri
Str. Paul Chinezu nr. 4, Timisoara, Romania

E-mail: office@besttrados.ro
VALERICA PATRU
Tel.: +40 722 555 883

Traducere din limba engleza

B BRAUN

SHARING EXPERTISE

B. Braun Medical AG
AVITUM

Seesatz 17

CH-6204 Sempaeh
Tel. +41 58 258 5000
Fax +41 58 258 6000
www.bbraun.ch

Catre cei interesati

Ref. mm Tel. direct +41 58 258 5733
miehel.mathys@bbraun.com

Sempach, 03.03.2022

Informatii despre diferiti dezinfectanti de maini

Prin prezenta confirmam urmatoarele informatii.

. Promanum SoftaMan SoftaMan
Lifo-Scrub .
pure acute Viscorub
Valoare pH aprox. 6.0 aprox. 7.0 aprox. 3.0 aprox. 8.0
Durata de . . . .
valabilitate 2 ani 5ani 3ani 3ani

Va recomandam sa folositi produsele dozate prin pompa in decurs de 12 luni de la prima deschidere in
zonele 1n care riscurile igienice sunt scazute. In zonele cu risc igienic ridicat, de ex. unitati de terapie
intensiva sau OT etc., va recomanddm sa utilizati produsul in termen de 3 luni de la prima deschidere.

Dezinfectantii de maini mentionati mai sus sunt practic stabili dupd deschidere pana cand ajung la
termenele de expirare. Cerinta este pdstrarea curata si inchiderea cu grija imediat dupa fiecare utilizare.
Din recipientul original luat dezinfectantul neutilizat nu este permis sa se intoarcd In recipientul
original pentru a evita contaminarea.

Daci aveti intrebari referitoare la acest subiect, va rugam sa nu ezitati sa contactati B. Braun Medical
AG.

Toate cele bune,
B. Braun Medical AG

Dr. Heiko Henze
Dezvoltare Produse

/semndatura indescifrabila/
Michel Mathys
Manager Produse Internationale


mailto:office@besttrados.ro
http://www.bbraun.ch/
mailto:miehel.mathys@bbraun.com

/semndturd indescifrabila/
//OMISE CELE DE OMIS//

Subsemnata VALERICAVPATRU, traducitor autorizat de Ministerul Justitiei pe limbile: FRANCEZA,
ENGLEZA si ITALIANA cu autorizatia nr. 17602, certific exactitatea traducerii in imba ROMANA

cu textul inscrisului original in limba ENGLEZA care mi-a fost prezentat.
Traducator autorizat,

Valerica Patru
(17602)
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B. Braun Medical AG
CokE Infection Control
Seesatz 17

CH-6204 Sempach

Phone  +41 58 258 50 00 TO WHOM IT MAY CONCERN
Fax +41 58 258 60 00

www.bbraun.ch

Ref. mk Phone direct +41 58 258 50 00 Sempach, 25 January 2017

Statement concerning the in-use-stability of B. Braun hand/skin disinfectant products

Our hand/skin disinfectants have the following sheif lifes after opening:

Product After 1 opening
Braunol® see expiry date

Braunoderm® 12 months
Lifo-scrub® 12 months
Promanum® Pure 12 months
Softa-man® 12 months
Softa-man® Acute 12 months
Softa-man® ViscoRub 12 months

We recommend to use products dosed via pump within 12 months after first opening in areas where the hy-
gienic risks are low. In high hygienic risk zones e.g. intensive care units or OT etc., we recommend to use the
product within 3 months after first opening.

If there are any questions concerning this issue please do not hesitate to contact B. Braun Medical AG.

Sincerely yours

B. Braun Medical AG

yie S L N

Dr. Mi | Kurz Michel Mathys

Product Development International Product Manager



Traducere din limba englezéa

[Sigla B BRAUN]

B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH-6204 Sempach

Telefon +41 58 258 50 00 iN ATENTIA CELOR INTERESATI
Fax +41 58 258 60 00

www.bbraun.ch
Ref. mk Telefon direct +41 58 258 50 00 Sempach, 25 ianuarie 2017

Declaratie referitoare la stabilitatea in utilizare a produselor B. Braun de dezinfectare a
mainilor/pielii

Dezinfectantii nostri pentru maini/piele au urmatoarea duratd de depozitare dupa deschidere:

Produsul Dupa prima deschidere
Braunol® consultati data expirarii

Braunoderm® 12 luni
Lifo-scrub® 12 luni
Promanum® Pure 12 luni
Softa-man® 12 luni
Softa-man® Acute 12 luni
Softa-man® ViscoRub 12 luni

V4 recomandam s folositi produsele dozate cu o pompa intr-o perioada de 12 luni de la prima
deschidere, in zonele in care riscurile legate de igiena sunt scézute. In zonele cu riscuri ridicate
legate de igien&, de exemplu, in sectiile de terapie intensiva sau OT etc., va recomandam sa folositi
produsul intr-o perioadé de 3 luni de la prima deschidere.

Dac aveti orice alte intrebari legate de acest subiect, nu ezitati s& contactati B. Braun Medical AG.
Cu stima,

B. Braun Medical AG

[Semnétura indescifrabila] [Semnétura indescifrabild]

Dr. Michael Kurz Michel Mathys

Dezvoltarea produselor Director international de produse
: - Sférsitul traducerii -

Subsemnata IONESCU MADALINA LACRAMIOARA, traducator si interpret autorizat pentru
limba engleza in temeiul autorizatiei nr. 16815 din data de 24 octombrie 2006, 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 c&, prin traducere, documentului nu i-a fost
denaturat continutul si sensul.

Documentul a c3rui traducere se solicita in intregime are, in integralitatea sa, un numar de 1
pagini, poarta titlul/denumirea de Statement concerning the in-use-stability of B. Braun hand/skin
disinfectant products, a fost emis de B. Braun Medical AG si mi-a fost prezentat mie in intregime.
Traducerea documentului prezentat are un numar de 1 pagini.

COR AL
TRADUCATOR si INTERPRET AUTQRIZAT
lonescu Mé’déim.%réﬁjf?ara




B/BRAUN RAPORT DE STABILITATE Cod document: IUS
B. Braun Medical Stabilitatea in utilizare a Nivel revizuire: 4
AGD&H Products | dezinfectantilor cu alcool pentru Data intrarii in vigoare:
piele si miini 05.02.2007

1. Introducere
Produsele in cauza
Acest raport este o anexa la rapoartele de stabilitate ale dezinfectantilor alcoolici de maini

— Softa-Man (si duplicate) (45 % etanol si 18 % propanol)

— Softa-Man acute (45 % etanol si 18 % propanol)

— Softa-Man pure (45 % etanol si 18 % propanol)

— Softa-Man ViscoRub (Softalind ViscoRub) (45 % etanol si 18 % propanol)
— Promanum N (73,4 % etanol si 10 % alcool izopropilic)

si dezinfectantii alcoolici pentru piele

— Softasept N (74,1 % etanol si 10 % alcool izopropilic)

— Softasept N coloured (74,1 % etanol si 10 % alcool izopropilic)

care sunt toate prezentate in recipiente cu mai multe doze.

Context

Acest raport se referd in mod specific la stabilitatea in utilizare a produselor mentionate mai sus,
conform Notei pentru indrumari privind stabilitatea in utilizare a medicamentelor de uz uman

(CPMP/QWP/2934/99).

Rapoartele de stabilitate de baza ale produselor mai vechi ofera deja informatii semnificative despre
integritatea continua a dezinfectantilor alcoolici dupa prima deschidere a recipientului. Aceste date
asigurd faptul ca termenul de valabilitate nu va fi afectat de deschiderea repetata a recipientului si
indepartarea unor cantitati semnificative de produs din recipiente. Intervalele (pana la 8 cicluri in
perioade de testare de 60 de luni) sunt comparabile cu cele care apar in practica pentru recipientele
folosite pentru depozitarea interna la sediul clientului (recipiente > 5 1).

Se pot presupune intervale mult mai scurte pentru recipientele mai mici care sunt utilizate pentru
aplicarea imediata a produselor. In scopul acestui raport a fost stabilit un protocol de testare specific
care simuleaza utilizarea produselor in recipiente pentru aplicare imediata (100 ml - 1000 ml) in
practica.

2. Selectarea loturilor
Parametri critici la utilizare normala

Produsele alcoolice pentru dezinfectarea pielii si a mainilor trebuie sa facd fata utilizérii frecvente
repetate cu privire la doi parametri critici:

Evaporarea ingredientelor active

Alcoolii volatili se pot evapora si astfel eficacitatea microbiologicd a produsului poate fi afectata.
Acest efect va fi cel mai pronuntat pentru produsele cu cel mai mare continut de etanol, deoarece
etanolul este alcoolul cel mai volatil din produsele la care se refera acest raport.

Nr. document: ISTR-ALC-SH -  Versiunea: 1.0 - ID document: RDM-OMIC-000516
Data tiparirii: 2022-05-18 14:12 (CET) IN VIGOARE
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AGD&H Products | dezinfectantilor cu alcool pentru Data intrarii in vigoare:
piele si miini 05.02.2007

Cele mai defavorabile produse in ceea ce priveste evaporarea alcoolului sunt (datoritd continutului
ridicat de etanol)

— Promanum N (dezinfectant pentru maini, 73,4 % etanol si 10 % alcool izopropilic)
— Softasept N (dezinfectant pentru piele, 74,1 % etanol si 10 % alcool izopropilic).
Contaminare

Germenii din aer pot contamina solutia atunci cand recipientul este deschis si o cantitate adecvata
de produs este indepartata din acesta.

Toate produsele n cauza au acelasi profil de eficacitate:

— 0 gama largd de eficacitate microbiologica Impotriva bacteriilor, ciupercilor si a multor virusuri.
—nu au o eficacitate sigurd Impotriva sporilor bacterieni.

Deci, in caz de contaminare accidentald, toti germenii viabili vor fi ucisi in cateva secunde dupa ce
intrd In contact cu solutia, In timp ce sporii bacteriilor nu vor fi afectati.

Efectul descris este valabil pentru toate produsele in cauza. Nu exista un produs in cel mai rau caz
pentru acest parametru.

Produse testate

Promanum N (dezinfectant pentru maini, 73,4 % etanol si 10 % alcool izopropilic) si1 Softasept N
(dezinfectant pentru piele, 74,1 % etanol si 10 % alcool izopropilic) au fost selectate ca produse din

fiecare grupa de produse care prezinta cea mai mare susceptibilitate la schimbare in timpul testelor
de stabilitate in timpul utilizarii datoritd continutului lor ridicat de etanol.

Numar lot \ Data fabricatiei \ Tip de lot \ Ambalaj

Promanum N.

3394M12 | 25.09.2003 | productie | 1000 ml pigmentat

Softasept N

3415M19 | 08.10.2003 | productie | 250 ml pigmentat

3. Sisteme de inchidere a recipientelor:

Volum Recipient inchidere Observatii

250 ml Sticld de plastic din | Pompa de | Recipient in care dezinfectantii
polietilena pigmentata | pulverizare pentru piele sunt comercializati in
(HDPE) prezent pentru aplicare imediata.

1000 ml Capac cu surub | Recipient in care produsele sunt
din polipropilend | comercializate in prezent pentru
pigmentata aplicare imediata.

Nr. document: ISTR-ALC-SH -  Versiunea: 1.0 - ID document: RDM-OMIC-000516 .
Data tiparirii: 2022-05-18 14:12 (CET) IN VIGOARE
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Recipientele selectate reprezinta conditiile cele mai defavorabile:

— sticla de 1000 ml este cel mai mare recipient comercializat pentru aplicare imediatd. Cea mai
lunga perioada de utilizare dupa prima deschidere reprezinta o problema pentru aceasta dimensiune
a containerului.

— sticla de 250 ml are o caracteristica speciald deoarece doar acest recipient este echipat cu o pompa
de pulverizare pentru aplicarea produsului.

4. Proiectare de testare

Testarea a fost conceputd pentru a simula utilizarea produsului in practica. S-a luat in considerare
volumul de umplere al recipientului. S-a presupus ca, in conditii tipice de utilizare, orice recipient
de la 100 ml - 1000 ml va fi epuizat dupa 12 luni cel tarziu.

4.1. Flacon de 1000 ml

Utilizarea normald a fost simulatd prin turnarea a 5 ml de produs prin inchiderea cu capac cu
presiune a sticlei. Aceasta a fost efectuatd in trei zile din fiecare saptamana, timp de 12 luni
(Intrerupere de 2 saptdmani de Craciun).

Pe parcursul perioadei de studiu aproximativ 750 ml de produs au fost indepartati treptat din sticla
prin procedura de simulare aleasa. Pentru analiza chimica si microbiologica au fost eliminati 240 ml
la intervalele de testare definite (consultati punctul 6., Frecventa testarii):

Flacon Promanum N 1000 ml, simulare in utilizare

Promanum N 1000 ml bottle, in-use simulation

1000

Dvolume removed by in-use simulation
Wvolume removed for test
11 DOresidual volume

600 4 H

Fillvolume {ml)

200 4{H

AR i

0 5 10 15 20 25 30 35 40 45 50
Storage (weeks)

Fill volume — volum de umplere
Storage (weeks) — Depozitare (saptdmani)
volume removed by in-use simulation - volum eliminat prin simularea in utilizare
volume removed for test - volum eliminat pentru testare
residual volume - volumul rezidual

Nr. document: ISTR-ALC-SH -  Versiunea: 1.0 - ID document: RDM-OMIC-000516 .
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4.2. Flacon de 250 ml cu pompa de pulverizare

Utilizarea normala a fost simulata printr-o activare tripld a pompei. Aceasta a fost efectuata in trei
zile din fiecare saptamana, timp de 12 luni (intrerupere de 2 saptamani de Craciun). Pe parcursul
perioadei de studiu aproximativ 150 ml de produs au fost indepdrtati treptat din sticla prin
procedura de simulare aleasa. Pentru analiza chimica s-au indepartat 30 ml la intervalele de testare
definite (consultati punctul 6., Frecventa testarii):

Softasept N - flacon de 250 ml Simulare in utilizare: proba pentru teste chimice

Softasept N - 250 ml bottle In-use simulation: sample for chemical tests

250

Dvolume removed by in-use simulation

200 AHHHHHHH Wvolume removed for chemical test L
= f Dresidual volume
£
= 150 HH L[
£
=
o
Z100 HH 1
=
: f
50 HIH H
0 AL AL LA

0 5 10 15 20 2 30 35 40 45 50
Storage (weeks)

Fill volume — volum de umplere
Storage (weeks) — Depozitare (saptamani)
volume removed by in-use simulation - volum eliminat prin simularea in utilizare
volume removed for test - volum eliminat pentru testare
residual volume - volumul rezidual

Pentru testarea calitatii microbiologice sunt necesare 100 ml de produs din fiecare. Datoritd
volumului mic al sticlei, au existat probe separate pentru testele biologice la 6 luni si la 12 luni:

Softasept N sticla de 250 m I simulare in utilizare: testare microbiologica in saptiména 26

- @ wolume removed by in-use simulation
AR .. @ lume removed for test
af HHHHHHHHHHHHHEHE R O residual volume

Fillvolume (ml)

o ot ]
Test cancelled accarding
J to test protocol after 26

weeks of storage!

0 5 0 1] 0 bl 30 38 40 45 50
Storage (weeks)
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Fill volume — volum de umplere
Storage (weeks) — Depozitare (saptamani)
volume removed by in-use simulation - volum eliminat prin simularea in utilizare
volume removed for test - volum eliminat pentru testare
residual volume - volumul rezidual
Test cancelled according to test protocol after 26 weeks of storage - Testul a fost anulat conform
protocolului de testare dupa 26 de saptamani de depozitare

Softasept N - 260 ml bottle in-use simulation: microbiological test at week 62
300

~
o
=

Dvolume removed by in-use simulation
. Bvolume removed for test
Dresidual volume

|

o
B
=]

Fill volume (m1)

=
(=]
T
T
T
T

0 5 10 15 20 %5 30 35 40
Storage (weeks)

Fill volume — volum de umplere
Storage (weeks) — Depozitare (sdptdmani)
volume removed by in-use simulation - volum eliminat prin simularea in utilizare
volume removed for test - volum eliminat pentru testare
residual volume - volumul rezidual

4.3. Probe de referinta

Probele de referintd din aceleasi loturi au fost pastrate paralel cu testele in utilizare in aceleasi
conditii si analizate la sfarsitul testarilor.

5. Specificatie

Specificatia de valabilitate corespunde specificatiei produsului finit la momentul eliberdrii.

5.1.  Caracteristici fizice, chimice si microbiologice

Caracteristicile studiate corespund specificatiei de calitate pentru perioada de valabilitate propusa.
Nu sunt necesare teste suplimentare, deoarece ambii parametri identificati ca fiind critici pentru

testarea stabilitatii in timpul utilizarii sunt bine acoperiti de specificatiile de valabilitate.

Identitatea colorantilor nu este supusd testarii stabilitatii, ci este testatd la eliberare. Nu se
suspecteaza ca acest parametru se modifica n timpul depozitarii si utilizarii.

Nr. document: ISTR-ALC-SH -  Versiunea: 1.0 - ID document: RDM-OMIC-000516
Data tiparirii: 2022-05-18 14:12 (CET) IN VIGOARE
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5.2. Proceduri de testare

Metodele de testare aplicate corespund celor utilizate pentru controlul produsului finit.
Metodele analitice sunt metode farmacopee curente sau stabilite de producator.

6. Frecventa testarii

Teste chimice: La fiecare 3 luni. Perioada de studiu este de 12 luni.

Calitatea microbiologicad este testatd la eliberare, dupa 6 luni si la sfarsitul perioadei de studiu.
Bracketing-ul testului este justificat deoarece sporii bacterieni nu sunt afectati de alcooli. Orice
contaminare in intervalele de testare intermediare vor fi detectate in siguranta.

7. Testarea conditiilor de depozitare

Scopul testarii a fost stabilitatea in timpul utilizarii produsului medicamentos in conditii normale de
utilizare.

Depozitarea si simularea utilizarii repetate au avut loc in laboratorul de aplicare al B. Braun

Medical AG, Statia Sempach, Elvetia, in perioada 27.10.2003 - 27.10.2004.

Temperatura monitorizatd in timpul perioadei de testare: 18 - 32°C. Umiditatea nu a fost controlata.

8. Evaluare
Rezultatele testelor de stabilitate sunt raportate sub forma de tabel in paginile urmatoare. Nu au fost
observate rezultate in afara specificatiilor. Rezultatele testarilor sunt prezentate pe scurt dupd cum
urmeaza:
Nu exista modificdri semnificative ale parametrilor observati.

(a) Aspectul general si mirosul solutiei nu s-au modificat in timp.

(b) Nu a existat nicio modificare a densitatii relative a solutiei In timpul depozitarii.

(c) Testele pentru ingredientele active nu au aratat abateri sau tendinte.

(d) Puritatea microbiologicd a produsului a fost mentinutd pe parcursul perioadelor de
depozitare testate.

(e) Toate rezultatele testelor obtinute la sfarsitul perioadei de testare au corespuns foarte bine cu
cele obtinute din probele de referinta.

In plus, datele sunt in deplind conformitate cu rezultatele testelor regulate de stabilitate in conditiile
ICH prezentate in rapoartele de baza. Acestea confirma afirmatia privind termenul de valabilitate de
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cel putin 12 luni pentru Promanum N, Softa-Man, Softa-Man acute, Softa-Man pure, Softa-Man
ViscoRub, Softasept N si Softasept N coloured.

In rapoartele de baza pentru Promanum N, Softa-Man, Softasept N si Softasept N coloured, sunt
prezentate date suplimentare pentru a sustine afirmatia privind termenul de valabilitate chiar si de
60 de luni. Desi aceste constatari confirma profilul de stabilitate excelent al solutiilor, relevanta
acestora pentru practica obisnuitd si conditiile de utilizare este limitatd (consultati capitolul 1,
sectiunea ,,Context”).

Luand in considerare orice utilizare regulatd rezonabild a produselor conform practicii normale,
acestea vor fi cu siguranti consumate in maximum 12 luni de la prima deschidere a recipientului. in
cazul in care un produs nu este consumat in termen de 12 luni de la deschiderea recipientului,
utilizarea si conditiile de utilizare ale produsului nu sunt cel mai probabil reflectate de cerintele
prealabile ale modelului de simulare care este aplicat pentru acest studiu.

De aici se recomanda declararea termenului de valabilitate in utilizare a produselor.
Perioada de valabilitate dupd prima deschidere:

Termenul de valabilitate recomandat pentru Promanum N, Softa-Man, Softa-Man acute, Softa-Man
pure, Softa-Man ViscoRub, Softasept N si Softasept N coloured este stabilit la 12 luni.

Sempach-Station, 2007-02-05 Andreas Arndt
Asigurarea calitatii

Anexe: Rezultatele testarilor prezentate tabelar
Departament: Afaceri de reglementare
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B/BRAUN | IN VIGOARE
Rezultatele testelor de stabilitate in utilizare
Produs: Promanum N Numdr solutie: 88164
Numér lot: 3394M12 Recipient: Pigmentat
Volum lot: 12500 kg Scara de productie: Productie Volum recipient: 1000 ml
Data productiei: 25.09.2003 Conditii de depozitare: Temperatura camerei (18-32°C)
Parametrii testare Unitati Cerinte (termen de Rezultate dupa o perioada de testare de ...... luni
valabilitate)
Nominal | Limiti (e) 0 | 3 | 6 | 9 | 12
Caracteristici generale si teste de puritate
Aspectul solutiei n.a. limpede, albastru-turcoaz | Conform | Conform Conform | Conform | Conform
Mirosul solutiei n.a. alcoolic, parfumat Conform | Conform Conform | Conform | Conform
Densitate relativa 20/20 n.a. 0.820 — 0.840 0,832 0,832 0,832 0,832 0,832
Identificarea alcoolilor n.a. Conform Conform | Conform Conform | Conform | Conform
Numaérul total de germeni aerobi | cfu/100ml | <3 0 Neefectuat | 0 Neefectuat | 0
viabili
Testarea pe substante active
Testarea etanolului % w/w 69.8 - 77.1 73,3 74,5 74,4 73,5 73,3
Testarea 2-propanolului % w/w 9.50-10.50 9,85 10,0 10,1 9,94 9,94
Teste suplimentare
Nu au fost efectuate | | | | | |
B. Braun Medical AG
Asigurarea calitatii
A. Arndt
Sempach, 15.11.2004
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Rezultatele testelor de stabilitate in utilizare
Produs: Promanum N Numdr solutie: 88164
Numér lot: 3394M12 Recipient: Pigmentat
Volum lot: 12500 kg Scara de productie: Productie Volum recipient: 1000 ml
Data productiei: 25.09.2003 Conditii de depozitare: Temperatura camerei (18-32°C)
Parametrii testare Unitati Cerinte (termen de Rezultate dupa o perioada de testare de ...... luni
valabilitate)
Nominal ‘ Limita (e) 0 ‘ 3 6 9 ‘ 12
Caracteristici generale si teste de puritate
Aspectul solutiei n.a. limpede, albastru-turcoaz | Conform | Neefectuat | Neefectuat | Neefectuat | Conform
Mirosul solutiei n.a. alcoolic, parfumat Conform | Neefectuat | Neefectuat | Neefectuat | Conform
Densitate relativa 20/20 n.a. 0.820 — 0.840 0,832 Neefectuat | Neefectuat | Neefectuat | 0,832
Identificarea alcoolilor n.a. Conform Conform | Neefectuat | Neefectuat | Neefectuat | Conform
Numadrul total de germeni aerobi | cfu/100ml | <3 0 Neefectuat | Neefectuat | Neefectuat | 0
viabili
Testarea pe substante active
Testarea etanolului % w/w 69.8 - 77.1 73,3 Neefectuat | Neefectuat | Neefectuat | 74,2
Testarea 2-propanolului % wiw 9.50 - 10.50 9,85 Neefectuat | Neefectuat | Neefectuat | 10,0
Teste suplimentare
Nu au fost efectuate | | | |
B. Braun Medical AG
Asigurarea calitatii
A. Arndt
Sempach, 15.11.2004
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Rezultatele testelor de stabilitate in utilizare
Produs: Softasept N Numdr solutie: 88112
Numér lot: 3415M19 Recipient: Pigmentat
Volum lot: 12200 kg Scara de productie: Productie Volum recipient: 250 ml
Data productiei: 08.10.2003 Conditii de depozitare: Temperatura camerei (18-32°C)
Parametrii testare Unitati Cerinte (termen de Rezultate dupa o perioada de testare de ...... luni
valabilitate)
Nominal | Limiti (e) 0 | 3 | 6 | 9 | 12
Caracteristici generale si teste de puritate
Aspectul solutiei n.a. limpede, fara culoare Conform | Conform Conform | Conform | Conform
Mirosul solutiei n.a. Caracteristic pentru alcooli | Conform | Conform Conform | Conform | Conform
Densitate relativa 20/20 n.a. 0.820 — 0.840 0,832 0,832 0,832 0,832 0,832
Identificarea alcoolilor n.a. Conform Conform | Conform Conform | Conform | Conform
Numarul total de germeni aerobi | cfu/100ml | <3 0 Neefectuat | 0 Neefectuat | 0
viabili
Testarea pe substante active
Testarea etanolului % w/w 74,1 70.4-77.8 74,1 73,1 74,1 74,9 75,0
Testarea 2-propanolului % w/w 10,0 9.5-10.5 9,78 9,82 9,91 10,1 10,1
Teste suplimentare
Nu au fost efectuate | | | | | | |
B. Braun Medical AG
Asigurarea calitatii
A. Arndt
Sempach, 15.11.2004
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Rezultatele testelor de stabilitate in utilizare
Produs: Softasept N Numar solutie: 88112
Numér lot: 3415M19 Recipient: Pigmentat
Volum lot: 12200 kg Scara de productie: Productie Volum recipient: 250 ml
Data productiei: 08.10.2003 Conditii de depozitare: Temperatura camerei (18-32°C)
Parametrii testare Unitati Cerinte (termen de Rezultate dupa o perioada de testare de ...... luni
valabilitate)
Nominal | Limiti (e) 0 | 3 | 6 | 9 | 12
Caracteristici generale si teste de puritate
Aspectul solutiei n.a. limpede, fara culoare Conform | Neefectuat | Neefectuat | Neefectuat | Conform
Mirosul solutiei n.a. Caracteristic pentru alcooli | Conform | Neefectuat | Neefectuat | Neefectuat | Conform
Densitate relativa 20/20 n.a. 0.820 — 0.840 0,832 Neefectuat | Neefectuat | Neefectuat | 0,832
Identificarea alcoolilor n.a. Conform Conform | Neefectuat | Neefectuat | Neefectuat | Conform
Numarul total de germeni aerobi | cfu/100ml | <3 0 Neefectuat | Neefectuat | Neefectuat | 0
viabili
Testarea pe substante active
Testarea etanolului % w/w 74,1 70.4-77.8 74,1 Neefectuat | Neefectuat | Neefectuat | 73,3
Testarea 2-propanolului % w/w 10,0 9.5-10.5 9,78 Neefectuat | Neefectuat | Neefectuat | 9,87
Teste suplimentare
Nu au fost efectuate | |
B. Braun Medical AG
Asigurarea calitatii
A. Arndt
Sempach, 15.11.2004
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1. Introduction

Products concerned

This report is an annex to the stability reports of the alcoholic hand disinfectants

— Softa-Man (and duplicates) (45 % ethanol and 18 % propanol)

— Softa-Man acute (45 % ethanol and 18 % propanol)

— Softa-Man pure (45 % ethanol and 18 % propanol)

— Softa-Man ViscoRub (Softalind ViscoRub) (45 % ethanol and 18 % propanol)
— Promanum N (73.4 % ethanol and 10 % isopropyl alcohol)

and the alcoholic skin disinfectants

— Softasept N (74.1 % ethanol and 10 % isopropyl alcohol)
— Softasept N coloured (74.1 % ethanol and 10 % isopropy! alcohol)

which all are presented in multidose containers.

Background

This report specifically addresses the in-use stability of the abovementioned products according to
the Note for Guidance on In-Use Stability of Human Medicinal Products (CPMP/QWP/2934/99).

The core stability reports of the elder products already give significant information on the continued
integrity of alcoholic disinfectants after the first opening of the container. It is ensured by these data
that the shelf life is not affected by repeated opening of the closure and removing of significant
quantities of product from the containers. The intervals (up to 8 cycles in test periods of 60 months)
are comparable to those which occur in practice for the containers which are used for internal ware-
housing at the customer's site (containers > 5 1).

Much shorter intervals may be assumed for the smaller containers which are used for the immediate
application of the products. For the purpose of this report a specific test protocol was established
simulating the use of the products in containers for immediate application (100 ml - 1000 ml) in
practice.

2. Selection of batches

Critical parameters at normal use

Alcoholic products for skin and hand disinfection are challenged by frequent repeated use with re-
spect to two critical parameters:

Evaporation of the active ingredients

Volatile alcohols may evaporate and by this the product's microbiological efficacy may be affected.
This effect will be the most pronounced for the products with the highest content of ethanol since
ethanol is the most volatile alcohol in the products to which this report refers.

The worst case products with respect to the evaporation of alcohol are (due to the high content of
ethanol)

— Promanum N (hand disinfectant, 73.4 % ethanol and 10 % isopropyl alcohol)

EP8_alc_hand_skin_in-use v04 20070205.doc
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— Softasept N (skin disinfectant, 74.1 % ethanol and 10 % isopropy! alcohol).
Contamination

Airborne germs may contaminate the solution when the container is opened and an appropriate
quantity of product is removed from it.

All products concerned have the same efficacy profile:
— abroad range of microbiological efficacy against bacteria, fungi and many viruses.
— no reliable efficacy against bacteria spores.

So in case of accidental contamination, all viable germs will be killed within few seconds after
coming into contact with the solution whereas bacteria spores will not be affected.

The effect described is true for all products concerned. There is no worst case product for this pa-
rameter.

Products tested

Promanum N (hand disinfectant, 73.4 % ethanol and 10 % isopropyl alcohol) and Softasept N (skin
disinfectant, 74.1 % ethanol and 10 % isopropyl alcohol) were selected as the products from each
product group presenting the greatest susceptibility to change during in-use stability testing due to
their high content of ethanol.

Batch no. Date of manufacture Type of batch Packaging

Promanum N.

3394M12 25.09.2003 production 1000 ml pigmented
Softasept N
3415M19 08.10.2003 production 250 ml pigmented

3. Container closure systems:

Volume | Container Closure Comment
250 ml Plastic bottle of pigmented | Spray pump Container in which skin disinfectants are cur-
Polyethylene (HDPE) rently marketed for immediate application.
1000 ml Screw-cap of pigmented Container in which the products are currently
Polypropylene marketed for immediate application.

The selected containers represent worst case conditions:

— the 1000 ml bottle is the largest container marketed for immediate application. The longest pe-
riod of use after the first opening challenges this container size.

— the 250 ml bottle has a special feature since only this container is equipped with a spray pump
for the application of the product.

EP8_alc_hand_skin_in-use v04 20070205.doc
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4.  Test design

The test was designed to simulate the use of the product in practice. The filling volume of the con-
tainer was taken into consideration. It was assumed that under typical conditions of use any con-
tainer from 100 ml - 1000 ml will be exhausted after 12 months latest.

4.1. 1000 ml bottle

The normal use was simulated by pouring out 5 ml of product via the snap-cap closure of the bottle.
This was performed on three days of each week over 12 months (2 weeks interruption at Christ-
mas). During the study period approximately 750 ml of product were gradually removed from the
bottle by the simulation procedure chosen. For chemical and microbiological analysis 240 ml were
removed at the test intervals defined (see 6., Testing frequency):

Promanum N 1000 ml bottle, in-use simulation

1000
Ovolume removed by in-use simulation
- B volume removed for test
™ :

s00 JHHHHHHHHHHHHHERg-— Oresidual volume
\_E, Nikik: .
@ 6001
S
= .
= i
>
= 400

P
200
0 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1
0 5 10 15 20 25 30 35 40 45 50

Storage (weeks)

4.2. 250 ml bottle with spray pump

The normal use was simulated by a threefold activation of the pump. This was performed on three
days of each week over 12 months (2 weeks interruption at Christmas). During the study period ap-
proximately 150 ml of product were gradually removed from the bottle by the simulation procedure
chosen. For chemical analysis 30 ml were removed at the test intervals defined (see 6., Testing fre-
quency):
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Softasept N - 250 ml bottle In-use simulation: sample for chemical tests
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For microbiological quality testing each 100 ml of product are required. Due to the small volume
of the bottle, there were separate samples for biological tests at 6 months and at 12 months:

Softasept N250 m| bottle in-use simulation: microbiological test at week 26
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Softasept N - 250 ml bottle in-use simulation: microbiological test at week 52
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4.3. Reference samples

Reference samples of the same batches were stored parallel to the in-use tests under the same condi-
tions and analysed at the end of the tests.

5. Specification

The shelf life specification corresponds to the specification of the finished product at the time of re-
lease.

5.1. Physical, chemical and microbiological characteristics

The characteristics studied correspond to the quality specification for the proposed shelf life. No
additional tests are required, since both parameters identified as critical for the in-use stability test-
ing are well covered by the shelf life specification.

Identity of the colorants is no subject to stability testing but is tested at release. This parameter is
not suspected to change during storage and use.

5.2. Test procedures

The test methods applied correspond to those used for the control of the finished product.
The analytical methods are current pharmacopoeial methods or established by the manufacturer,
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6.  Testing frequency

Chemical tests: Every 3 months. The study period is 12 months.

Microbiological quality is tested at release, after 6 months and at the end of the study period. The
bracketing of the test is justified since bacterial spores are not affected by alcohols. Any contamina-
tion in the interim test intervals will securely be detected.

7.  Test storage conditions

The focus of the test was the in-use stability of the drug product at normal environmental conditions
of use.

The storage and the simulation of repeated use took place in the application laboratory of B. Braun
Medical AG, Sempach-Station, Switzerland, from 27.10.2003 to 27.10.2004.

Temperature as monitored during the test period: 18 - 32°C. Humidity was not controlled.

8. Evaluation

The results of the stability tests are reported in tabulated form on the following pages. Out of speci-
fication results were not observed. The results of the tests are summarised as follows:

There are no significant changes in the parameters observed.

(a) The general appearance and the odour of the solution did not alter with time.

(b) There was no change in the relative density of the solution during storage.

(c) The assays for the active ingredients showed no deviations or trends.

(d) The microbiological purity of the product was maintained throughout the storage periods tested.

(e) All test results obtained at the end of the test period corresponded very well to those obtained
from the reference samples.

Furthermore, the data are in full compliance with the results of the regular stability tests under ICH
conditions presented in the basic reports. They confirm the claim of at least 12 months in-use shelf
life for Promanum N, Softa-Man, Softa-Man acute, Softa-Man pure, Softa-Man ViscoRub, Softa-
sept N and Softasept N coloured.

In the basic reports for Promanum N, Softa-Man, Softasept N and Softasept N coloured, additional
data are presented to support the claim of even 60 months in-use shelf life. Though these findings
confirm the excellent stability profile of the solutions, their relevance to normal practice and use
conditions is limited (please see chapter 1, section "Background™).
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Taking into consideration any reasonable regular use of the products according to normal practice,
they surely will be consumed within maximum 12 months after the first opening of the container. If
a product is not consumed within 12 months after the opening of the container, use and use condi-
tions of the product are most probably not reflected by the prerequisites of the simulation model
which is applied for this study.

From that the declaration of an in-use shelf life of the products is recommended.

Shelf life after first opening:

The recommended in-use shelf life for Promanum N, Softa-Man, Softa-Man acute, Softa-Man pure,
Softa-Man ViscoRub, Softasept N and Softasept N coloured is set to 12 months.

Sempach-Station, 2007-02-05 Andreas Arndt
Quality Assurance

Enclosure: Tabulated test results
Dispatch: Regulatory Affairs
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Product: Promanum N Solution no.: 88164
Batch no.: 3394M12 Container: pigmented
Batch volume: 12500 kg Manuf. scale:  Production  Container volume: 1000 ml
Manuf. date: 25.09.2003 Storage conditions: Room Temperature (18 - 32°C)
) Requirements (shelf life) Results after a Storage period of ........... Months
Test Parameters Units ) o
Nominal | Limit(s) 0 3 6 | 9 | 12
General characteristics and purity tests
Appearance of solution n.a. clear, turquoise-blue complies complies complies complies complies
Odour of solution n.a. alcoholic, perfumed complies complies complies complies complies
Relative Density 20/20 n.a. 0.820 - 0.840 0,832 0,832 0,832 0,832 0,832
Identification of alcohols n.a. complies complies complies complies complies complies
Total viable aerobic count cfu/100 ml <3 0 n.d. 0 n.d. 0
Assay on active substances
Assay of Ethanol % wiw 69.8-77.1 73,3 74,5 74,4 73,5 73,3
Assay of 2-Propanol % w/w 9.50 - 10.50 9,85 10,0 10,1 9,94 9,94
Additional tests
not done
B. Braun Medical AG
Quality Assurance
Sempach, 15.11.2004 A. Arndt

Document No.: ISTR-ALC-SH - Version: 1.0 - Document ID: RDM-OMIC-000516 Print date: 2022-05-18 14:12 (CET)




B|BRAUN

Results of in-use Stability Testing: Reference Sample

Product: Promanum N Solution no.: 88164
Batch no.: 3394M12 Container: pigmented
Batch volume: 12500 kg Manuf. scale:  Production  Container volume: 1000 ml
Manuf. date: 25.09.2003 Storage conditions: Room Temperature (18 - 32°C)
) Requirements (shelf life) Results after a Storage period of ........... Months
Test Parameters Units ) o
Nominal | Limit(s) 0 3 6 | 9 | 12
General characteristics and purity tests
Appearance of solution n.a clear, turquoise-blue complies n.d. n.d. n.d. complies
Odour of solution n.a alcoholic, perfumed complies n.d. n.d. n.d. complies
Relative Density 20/20 n.a. 0.820 - 0.840 0,832 n.d. n.d. n.d. 0,832
Identification of alcohols n.a. complies complies n.d. n.d. n.d. complies
Total viable aerobic count cfu/100 ml <3 0 n.d. n.d. n.d. 0
Assay on active substances
Assay of Ethanol % w/w 69.8-77.1 73,3 n.d. n.d. n.d. 74,2
Assay of 2-Propanol % wiw 9.50 - 10.50 9,85 n.d. n.d. n.d. 10,0
Additional tests
not done

B. Braun Medical AG
Quality Assurance

Sempach, 15.11.2004
Document No.: ISTR-ALC-SH - Version: 1.0 - Document ID: RDM-OMIC-000516 Print date: 2022-05-18 14:12 (CET)

A. Arndt



B | B RAU N Results of in-use Stability Testing

Product: Softasept N Solution no.: 88112
Batch no.: 3415M19 Container: pigmented
Batch volume: 12200 kg Manuf. scale:  Production  Container volume: 250 ml
Manuf. date: 08.10.2003 Storage conditions: Room Temperature (18 - 32°C)
) Requirements (shelf life) Results after a Storage period of ........... Months
Test Parameters Units ) o
Nominal | Limit(s) 0 3 6 | 9 | 12
General characteristics and purity tests
Appearance of solution n.a. clear, colourless complies complies complies complies complies
Odour of solution n.a. characteristic for Alcohols complies complies complies complies complies
Relative Density 20/20 n.a. 0.820 - 0.840 0,832 0,832 0,832 0,832 0,832
Identification of Alcohols n.a. complies complies complies complies complies complies
Total viable aerobic count cfu/100 ml <3 0 n.d. 0 n.d. 0
Assay on active substances
Assay of Ethanol % wiw 74,1 70.4-77.8 74,1 73,1 74,1 74,9 75,0
Assay of 2-Propanol % w/w 10,0 9.5-10.5 9,78 9,82 9,91 10,1 10,1
Additional tests
not done

B. Braun Medical AG
Quality Assurance

Sempach, 15.11.2004 A. Arndt
Document No.: ISTR-ALC-SH - Version: 1.0 - Document ID: RDM-OMIC-000516 Print date: 2022-05-18 14:12 (CET)



B|BRAUN

Results of in-use Stability Testing: Reference Sample

Product: Softasept N Solution no.: 88112
Batch no.: 3415M19 Container: pigmented
Batch volume: 12200 kg Manuf. scale:  Production  Container volume: 250 ml
Manuf. date: 08.10.2003 Storage conditions: Room Temperature (18 - 32°C)
) Requirements (shelf life) Results after a Storage period of ........... Months
Test Parameters Units ) o
Nominal | Limit(s) 0 3 6 | 9 | 12
General characteristics and purity tests
Appearance of solution n.a. clear, colourless complies n.d. n.d. n.d. complies
Odour of solution n.a. characteristic for Alcohols complies n.d. n.d. n.d. complies
Relative Density 20/20 n.a. 0.820 - 0.840 0,832 n.d. n.d. n.d. 0,832
Identification of Alcohols n.a. complies complies n.d. n.d. n.d. complies
Total viable aerobic count cfu/100 ml <3 0 n.d. n.d. n.d. 0
Assay on active substances
Assay of Ethanol % w/w 74,1 70.4 -77.8 74,1 n.d. n.d. n.d. 73,3
Assay of 2-Propanol % w/w 10,0 9.5-10.5 9,78 n.d. n.d. n.d. 9,87
Additional tests
not done
B. Braun Medical AG
Quality Assurance
Sempach, 15.11.2004 A. Arndt

Document No.: ISTR-ALC-SH - Version: 1.0 - Document ID: RDM-OMIC-000516 Print date: 2022-05-18 14:12 (CET)
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Traducere din limba engleza
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SHARING EXPERTISE
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Tel. direct +41 58 258 50 77
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3 Noiembrie 2021

Declaratie despre echivalenta Promanum® N si Promanum® pure

Prin prezenta, confirmam ca produsele

Promanum* N (parfumat si usor colorat) si

Promanum* pur (fara parfum si culoare)

sunt echivalente esentiale. Ambele produse sunt dedicate dezinfectdrii igienice si
chirurgicale a mainilor.

Ambele produse contin cantitati identice de substante active microbicide:

Numele ingredientului Continut g/ 100mL | Continut g/ 100g Continut mL / 100mL

Etanol 64.8 78.1 82.2
Propan-2-ol 8.30 10.0 10.6
X 73.1%w/v > 88.1 % w/w X 92.7v/v

Investigatiile cuprinzatoare (de exemplu, EN 1500, EN 12791) au confirmat timpii de
expunere la activitate si caracteristicile echivalente pentru ambele produse.

Rata reclamatiilor calculata in ultimii ani se ridicd la 1 pana la 50.000.000 de cereri.


mailto:office@besttrados.ro
http://www.bbraun.ch/

In plus, ambele produse contin un sistem identic de ingrijire a pielii. Prin urmare,
cunostintele existente si experienta utilizatorului generate pentru Promanum N sunt
valabile si pentru Promanum pure.

Promanum* N Promanum®* pure

Etanol 78.1 78.1
Propan-2-ol 10.0 10.0
Agent de denaturare Parfum Butanona
Componenta de ingrijire a pielii \ 4
Crema hidratanta v V4
Agent filmogen Vv Vv
Supliment lipidic vV 4
Parfum v V4
Colorant 4 4
Solvent 4 4

Toleranta excelenta a pielii si siguranta Promanum N au fost confirmate in teste
dermatologice cuprinzatoare, efectuate de Dermatest, Munster (Germania) la 19.07.2002.
Datoritd asemandrii esentiale dintre Promanum N si Promanum pure, rezultatele testelor
si concluzia pentru Promanum N sunt pe deplin aplicabile agentului Promanum pure.

Dacé aveti intrebari legate de aceastd problemad, va rugdm sa nu ezitati sa contactati B.
Braun Medical AG.

Cu sinceritate,
B. Braun Medical AG
CoE Infection Control

Dr. Heiko Henze
Manager Proiect Cercetare & Dezvoltare
/semndturd indescifrabila/
Michel Mathys
Manager International Produse Méaini & Piele
/semndturd indescifrabila/

Subsemnata, VALERICA PATRU, interpret si traducitor 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, si cd, prin traducere, inscrisului nu i-au fost denaturate
continutul si sensul.
Traducator si interpret autorizat,
Valerica Patru (17602)

rpret autorizat
ceza, ltaliand
~17602




B. Braun Medical AG
CoE Infection Control
Seesatz 17

CH-6204 Sempach

Phone: +41 58 258 50 00
Fax: +41 58 258 60 00

www.bbraun.ch
Ref. hhe

Tel. direct +41 58 258 50 77
Heiko.Henze@bbraun.com

TO WHOM IT MAY CONCERN

November 3, 2021

Statement about the Equivalence of Promanum® N and Promanum”® pure

Hereby we confirm, that the products

Promanum” N (perfumed and slighty coloured)

and

Promanum” pure (perfume- and colourfree)

are essential equivalent. Both products are dedicated for the hygienic and surgical hand disinfection.

Both products contain identical quantities of microbicidal active substances:

Name of Ingredient

Content g / 100mL

Content g / 100g

Content mL / 100mL

Ethanol 64.8 78.1 82.2
Propan-2-ol 8.30 10.0 10.6
> 73.1 % wjv > 88.1 % w/w ¥ 92.7 vlv

Comprehensive investigations (e.g. EN 1500, EN 12791) have confirmed the equivalent activity expo-
sure times and features for both products.

The complaints rate calculated over the last years amounts in 1 to 50'000'000 applications.

Furthermore both products contain an identical skin care system. Therefore the existing knowledge
and user experience generated for Promanum N is also valid for Promanum pure.

Promanum’ N Promanum’ pure

Ethanol 78.1 78.1
Propan-2-ol 10.0 10.0
Denaturating Agent Perfume Butanone
Skin care component v v
Moisturizer v v
Film-forming agent v v
Lipid replenisher v v
Perfume v -
Colourant v -
Solvent v v




The excellent skin tolerance and safety of Promanum N were confirmed in comprehensive dermatolog-
ical tests, carried out by Dermatest, Miinster (Germany) on 19.07.2002. Due to the essential similarity
between Promanum N and Promanum pure, the results of the tests and the conclusion for Promanum
N are fully applicable to Promanum pure.

If there are any questions concerning this issue, please do not hesitate to contact the B. Braun Medical
AG.

Sincerly yours

B. Braun Medical AG
CoE Infection Control

Dr. Heiko Henze Michel Mathys

Research & Development Project Manager International Product Manager Hands & Skin

=



Promanum® pure

Solutie pentru
dezinfectia igienica si
chirurgicala a mainilor

Bactericid, levuricid, micobactericid, virucid

Keézfertotlenito Gata de

Antimikrobialis spektrum: utilizare
baktericid, fungicid,
tuberkulocid, virucid

Hasznalatra
kész

Fara parfum
si coloranti

Illatanyag és
szinezékmentes

&
LOT|
/ Deschis la / Els felbontas:

Se utilizeaza in 12 luni de la prima deschidere a flaconului.
A nu se folosi dupa data de expirare inscrisd pe ambalaj.

837995 - 2019-05-07

B/BRAUN



Promanum” pure

Kiszerelési egység:

esooml | 19727

Substante active: 100 g produs contin etanol
73,4 g (CAS 64-17-5; CE: 200-578-6), propan-
2-0l 10 g (CAS 67-63-0; CE 200-661-7).
UFI: 9RFV-U7PS-100C-1TY8
Osszetevok: A biocid termék hatéanyagai
100 g termékben: Etanol (96%-os) 78,1 g;
CAS: 64-17-5; EINECS: 200-578-6; Propan-2-ol 10 g;
CAS: 67-63-0; EINECS: 200-661-7
UFI: 9RFV-U7PS-100C-1TY8

Egyéb dsszetevik: Isopropyl Myristate, Sorbitol, Cetearyl Ethyl-
hexanoate, Povidone, Butan-2-one, Tisztitott viz.
Veszélyes Gsszetevok: Etanol, Propan-2-ol
I® Pericol. H225 Lichid si vapori foarte inflamabili. H319 Provoacd o
iritare grava a ochilor. P210 A se pastra departe de surse de céldura,
suprafete fierbinti, scantei, flacari si alte surse de aprindere. Fumatul
interzis. P260 Nu inspirati vaporii. P280 Purtati echipament de protec-
tie a ochilor. P305+P351+P338 IN CAZ DE CONTACT CU OCHII: clatiti
cu atentie cu apa timp de mai multe minute. Scoatet; lentilele de con-
tact, dacd este cazul si dacd acest lucru se poate face cu usurinta. Con-
tinuati sd clatiti. P337+P313 Dacd iritarea ochilor persista: consul-
tati medicul. P501 Aruncati continutul/recipientul la o statie
autorizata de eliminare a deseurilor. Solutie lichidd gata de utilizare.
Categoria de utilizatori: Profesionali.
I Veszély. Fokozottan tizveszélyes folyadék és géz. Stlyos szemkaro-
sodést okoz. HGtdl/szikratol/nyilt langtdl forro feliiletektdl tavol tartan-
do. Tilos a dohanyzas. A porgdzok belélegzése tilos. Védokesztyi/vé-
déruha/szemvéddfarcvédd hasznalata kotelezd. SZEMBE KERULES
esetén: Tobb percig tartd ovatos blités vizzel. Adott esetben a kontakt-
lencsék eltavolitasa, ha konnyen megoldhato. Az 6blités folytatasa. Ha a
szemirritacio nem malik el: orvosi ellatast kell kérni. A tartalom/edény
elhelyezése hulladékként: ...
Distribuitor: B. Braun Medical S.R.L., Str. Bernd Braun Nr.1, 307375
Sénandrei, Jud. Timis, Romania, Tel: +40 256 28 49 05, www.bbraun.ro
Numér aviz biocid: 2674B10/01/12.24
Forgalmazo: B. Braun Trading Kft., Felhévizi u. 5., 1023 Budapest,
Tel: +36 1 346 9700 NNK engedély: 36140-3/2020/JIF
Producator / Gyarté: B. Braun Medical AG, Seesatz 17, CH-6204 Sempach,
Elvetia | Svajc, Tel.: (+41) 58 258 50 00, www.bbraun.ch

837996 - 2021-01-13
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ilizare: Solutie lichidd gata de utilizare pentru dezinfectia igi-
enicd si chirurgicald a méinilor, utilizat in unitafile sanitare. Aplicati 3 ml
de produs nediluat pe méini si antebrate si frecati. In perioada de actiu-
ne mentinefi umede portiunile de piele. Timp de actiune: 15 sec.-efica-
citate bactericida, levuricida, micobactericidd; 30 sec. - dezinfectia igi-
enica a mainilor prin frecare; 60 sec. - deszec',\a ch\rurgmala a
mainilor si eficacitate virucida. Instructiuni de eliminare: Poate fi in-
Isturat ca deseu sau ars in instalatii de incinerare a deseurilor cu res-
pectarea normelor locale. A nu se permite sa ajunga in panza de apa
freatica sau canalizare. Recipientele goale se vor recicla, recupera si eli-
mina. Ambalajele contaminate se vor goli complet si se vor curéta,
dupd care vor putea fi date la reciclat. Ambalajele nelg\emzab\\e se vor
elimina In acelasi mod ca si substanta ambalata. Manipulare si depo-
zitare: Folositi numai n spatii bine aerisite. Recipientele se pastreaza
bine inchise, la loc uscat, racoros si bine aerisit, departe de alimente,
bauturi si furaje. Incompatibil cu mediu de oxidatie, metale alcaline si
alcalino-paméntoase. Pentru uz profesional.

Formulacio: Felhasznalasra kész folyadek. Felhasznaloi kor:
Lakossagi és professzionalis. Alkalmazasi teriilet: Higiénés kézfer-
totlenitesre és sebészi bemosakodésra alkalmazhato.

Alkalmazasi koncentraciok, behatasi idd: A készitményt téményen,
higitatlanul kell alkalmazni.

Higiénés kézfertGtlenités: az adagolobol tenyérnyi (kb. 5 ml) kézfertot-
lenitd szert adagolunk a tenyérbe, amelyet 30 masodpercig eldrzséliink.
A szelektiv virucid hatas eléréséhez 30 masodperc behatasi id6 sziiksé-
ges, virucid hatds elérésehez 1 perc behatasi id6 sziikséges.

Sebészi bemosakodas: az adagolobol tenyérnyi (kb. 5 ml) kézfertotle-
nitd szert adagolunk a tenyérbe, amelyet 1 percig a kéz és alkar borén
alaposan elddrzsoliink. A miveletet még négyszer megismételjiik.
Bemosakodashoz sziikséges kézferttlenitd szer: 5x5 ml = 25 ml.
Bemosakodasi id6: 5x 1 perc = 5 perc.

Abban az esetben, ha a bemosakodast megeldz6 tisztasagi kézmosas
utan kéztorlés torténik, akkor szaraz kézre min. 5 ml kézfertétlenitd
szert adagolunk, melyet a kézen és az alkaron 1,5 percig alaposan el-
dorzsoliink, majd a miveletet megismételjiik. Ebben az esetben a sebé-
szi bemosakodas ideje: 3 perc.

Egyéb figy ések: Mas tisztito- és fertdtlenitdszerrel keverni tilos!
Elsosegelynyujtas Belégzés: a sériiltet vigyiik friss levegdre. Sziikség
esetén hivjunk orvost. Szembe jutds: a szemet azonnal, b6 vizzel Gblitsik,
legalabb 15 percen at. Szemirritécio esetén fordulj Unk szakorvoshoz.
Lenyelés: Itassunk sok vizet. Ne hanytassunk. Azonna\ hivjunk orvost.
Hulladékkezelés: A készitmény maradékai és a tisztithatatlan csoma-
golas veszélyes hulladéknak minésiilnek. A csomagoléanyag megfelelé
fisztités utan Ujrahasznosithato. Kérnyezetvédelem/ckotoxikolégia:
Tilos a keszwtmenyt annak fel nem hasznalt maradékat, csomagoldbur-
kolatat €16 vizbe, kozcsatornaba és talajba juttatni. Szennyezés-mente-
sités: A kiomlgtt anyagot itassuk fel (pl. homokkal, szilikagéllel, savks-
tékkel, univerzalis megkgtokkel) és helyezziik megfele\é hulladéktarolo
edénybe. Tarolas, eltarthatdsag: Eredeti, ép, bontatlan csomagolasban,
hiivos, jol szelléztethetd helyen, nyilt langtol és gyujtoforrastol tavol a
gyartastol szamitott 5 év, az elsé felbontast kovetden 1 év. Ne tarol-

juk egytitt oxidaloszerekkel, alkali fémekkel és alkali foldfémekkel

egyitt. Professzionalis hasznalatra. 8379968




Promanum’ pure

I Substante active: 100 g produs contin
etanol 7349 (CAS 64-17-5; CE: 200- 578- 6),
propan-2-ol 10 g (CAS 67-63-0; CE 200-661-7).
UFI: 9RFV-U7PS-100C-1TY8

Osszetevik: A biocid termék hatdanyagai

100 g termékben: Etanol (96%-os) 78,1 g; CAS:

64-17-5; EINECS: 200-578-6; Propan-2-ol 10 g;
CAS: 67-63-0; EINECS: 200-661-7
Egyéb dsszetevok: Isopropyl Myristate, Sorbitol,

Cetearyl Ethylhexanoate, Povidone, Butan-2-one,

Tisztitott viz.
Veszélyes dsszetevok: Etanol, Propan-2-ol
UFI: 9RFV-U7PS-100C-1TY8

Solutie pentru dezinfectia
|g|en|ca si chirurgicali a
mainilor’

Kézfertotlenito

20 x 500 ml

19727
&

KX Pericol. H225 Lichid si vapori foarte inflamabili.
H319 Provoaca o iritare grava a ochilor. P210 A se
pastra departe de surse de caldura, suprafete fierbinti,
scantei, flacari si alte surse de aprindere. Fumatul in-
terzis. P260 Nu inspirati vaporii. P280 Purtati echipa-
ment de protectie a ochilor. P305+P351+P338 IN CAZ
DE CONTACT CU OCHII: clatiti cu atentie cu apa timp
de mai multe minute. Scoateti lentilele de contact,
daca este cazul si daca acest lucru se poate face cu
usurintd. Continuati sa clatiti. P337+P313 Daca irita-
rea ochilor persista: consultati medicul. P501 Aruncati
continutul/recipientul la o statie autorizata de elimi-
nare a deseurilor.

Instructiuni de eliminare: Poate fi inldturat ca deseu
sau ars in instalatii de incinerare a deseurilor cu res-
pectarea normelor locale. A nu se permite sa ajunga in
panza de apa freatica sau canalizare. Recipientele
goale se vor recicla, recupera si elimina. Ambalajele
contaminate se vor goli complet si se vor curata, dupa
care vor putea fi date la reciclat. Ambalajele neigieni-
zabile se vor elimina in acelasi mod ca si substanta
ambalata. Manipulare si depozitare: Folositi numai in
spatii bine aerisite. Recipientele se pastreaza bine in-
chise, la loc uscat, racoros si bine aerisit, departe de
alimente, bauturi si furaje. Incompatibil cu mediu de
oxidatie, metale alcaline si alcalino-pamantoase.
Solutie lichida gata de utilizare pentru dezinfectia
igienica si chirurgicald a mainilor prin frecare, utilizat
n unitatile sanitare.

Categoria de utilizatori: Profesionali.

Numér aviz biocid: 2674B10/01/12.24

UN 1987

Veszély. Fokozottan tlizveszélyes folyadék és goz.
Sulyos szemkarosodast okoz.H4t6l/szikratol/nyilt lang-
tol forro feliiletektdl tavol tartando. Tilos a dohanyzas.
A porg6zdk belélegzése tilos. Védokesztyi/védéruha/
szemveédé/arcvédd hasznalata kotelez6. SZEMBE KE-
RULES esetén: Tébb percig tartd évatos dblités vizzel.
Adott esetben a kontaktlencsék eltavolitasa, ha kony-
nyen megoldhato. Az 6blités folytatasa. Ha a szemirri-
tacid nem mulik el: orvosi ellatast kell kérni. A tarta-
lom/edény elhelyezése hulladékként: ...

X Distribuitor:

B. Braun Medical S.R.L.
Str. Bernd Braun Nr.1,
307375 Séanandrei,

Jud. Timis, Romania

Tel: +40 256 28 49 05

Forgalmazé:

B. Braun Trading Kft.
Felhévizi u. 5.

1023 Budapest,

LOT 837997 -2021-01-13  NNK engedély: 36140-3/2020/JIF www.bbraun.ro Tel: +36 1 346 9700
Producator | Gyarto: B. Braun Medical AG
B BRAU N Seesatz 17, CH-6204 Sempach, Elvetia / Svijc
7 1612449140860 Tel.: (+41) 58 258 50 00, www.bbraun.ch



Promanum’ pure

Solutie pentru
dezinfectia igienica si
chirurgicala a mainilor

Bactericid, levuricid, micobactericid,
virucid

Kézfertotlenito Gata de

utilizare

Antimikrobialis spektrum: MemmdiEE
baktericid, fungicid, Kész
tuberkulocid, virucid

Fara parfum
si coloranti
lllatanyag és
szinezék-
mentes

Deschis la / Elsé felbontas:

aN |B-

837998 - 2019-05-07

Se utilizeazd in 12 luni de la prima deschidere a flaconului.
A nu se folosi dupd data de expirare inscrisa pe ambalaj.
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Promanum’ pure

Kiszerelési egység: ‘ 19728
€ 1000 ml

(RO Substante active: 100 g produs contin etanol 73,4 g
(CAS 64-17-5; CE: 200-578-6), propan-2-ol 10 g (CAS,
67-63-0; CE 200-661-7).

UFI: 9RFV-U7PS-100C-1TY8

Osszetevok: A biocid termék hatdanyagai 100 g ter-
mékben: Etanol (96%-os) 78,1 g; CAS: 64-17-5; EINECS:
200-578-6; Propan-2-ol 10 g; CAS: 67-63-0; EINECS: 200-661-7
Egyéb Gsszetevik: Isopropyl Myristate, Sorbitol, Cetearyl Ethylhexa-
noate, Povidone, Butan-2-one, Tisztitott viz.

Veszélyes dsszetevék: Etanol, Propan-2-ol

UFI: 9RFV-U7PS-100C-1TY8

™ Pericol. H225 Lichid si vapori foarte inflamabili. H319 Provoaca o
iritare grava a ochilor. P210 A se pastra departe de surse de caldura, su-
prafete fierbinti, scantei, flacari si alte surse de aprindere. Fumatul in-
terzis. P260 Nu inspirati vaporii. P280 Purtati echipament de protectie
a ochilor. P305+P351+P338 IN CAZ DE CONTACT CU OCHII: clatiti cu
atentie cu apa timp de mai multe minute. Scoateti lentilele de contact,
daca este cazul si dacd acest lucru se poate face cu usurinta. Continu-
ati sa clatiti. P337+P313 Daca iritarea ochilor persista: consultati me-
dicul. P501 Aruncati continutul/recipientul la o statie autorizati de eli-
minare a deseurilor. Solutie lichida gata de utilizare. Categoria de
utilizatori: Profesionali.

Veszély. Fokozottan tlizveszélyes folyadék és g6z. Sulyos szemka-
rosodast okoz. H6tél/szikratol/nyilt langtol forro feliiletektdl tavol tar-
tando. Tilos a dohanyzas. A porgdzok belélegzése tilos. Védokeszty(i/vé-
d6ruhafszemvédé/arcvédé hasznalata kotelezs. SZEMBE KERULES
esetén: Tobb percig tartd dvatos dblités vizzel. Adott esetben a kontak-
tlencsék eltavolitasa, ha kénnyen megoldhato. Az oblités folytatasa. Ha
a szemirritacio nem mulik el: orvosi ellatast kell kérni. A tartalom/edény
elhelyezése hulladékként: ...

IE® Distribuitor: B. Braun Medical S.R.L., Str. Bernd Braun Nr.1,

307375 Sanandrei, Jud. Timis, Romania, Tel: +40 256 28 49 05,

www.bbraun.ro Numar aviz biocid: 2674B10/01/12.24
Forgalmazo: B. Braun Trading Kft., Felhévizi u. 5., 1023 Budapest,
Tel: +36 1 346 9700 NNK engedély: 36140-3/2020/JIF

Producitor [ Gyarto: B. Braun Medical AG, CH-6204 Sempach, Seesatz 17,
Elvetia | Svajc, Tel.: (+41) 58 258 50 00, www.bbraun.ch

837999 - 2021-01-13

ATE =

‘612449‘ 140907

7

BIBRAUN B/BRAUN B/BRAUN B/BRAUN B/BRAUN B|BRAUN B/BRAUN B/BRAUN B/BRAUN B/BRAUN B|BR:




X Utilizare: Solutie lichida gata de utilizare pentru dezinfectia igienica
si chirurgicald a mainilor, utilizat in unitdtile sanitare. Aplicati 3 ml de
produs nediluat pe maini si antebrate si frecati. In perioada de actiune
mentineti umede portiunile de piele. Timp de actiune: 15 sec.-eficaci-
tate bactericidd, levuricidd, micobactericidd; 30 sec. - dezinfectia igie-
nica a mainilor prin frecare; 60 sec. - dezinfectia chirurgicald a maini-
lor si eficacitate virucida.

Instructiuni de eliminare: Poate fi inlaturat ca deseu sau ars in insta-
latii de incinerare a deseurilor cu respectarea normelor locale. A nu se
permite sa ajungd in panza de apa freatica sau canalizare. Recipientele
goale se vor recicla, recupera si elimina. Ambalajele contaminate se vor
goli complet si se vor curata, dupa care vor putea fi date la reciclat. Am-
balajele neigienizabile se vor elimina in acelasi mod ca si substanta am-
balatd. Manipulare si depozitare: Folositi numai in spatu bine aerisite.
Recipientele se pastreaza bine inchise, la loc uscat, ricoros si bine aeri-
sit, departe de alimente, bauturi si furaje Incompatibil cu mediu de oxi-
datie, metale alcaline i alcalino-pimantoase. Pentru uz profesional.
Formulacio: Felhasznalasra kész folyadék. Felhasznaldi kor: Lakossagi
és professzionalis. Alkalmazasi teriilet: Higiénés kézfertotlenitésre és
sebészi bemosakoddsra alkalmazhato.

Alkalmazasi koncentraciok, behatasi id6: A készitményt toményen,
higitatlanul kell alkalmazni.

Higiénés kézfert6tlenités: az adagolobol tenyéryi (kb. 5 ml) kézfertét-
lenitd szert adagolunk a tenyérbe, amelyet 30 masodpercig elddrzsdliink.
A szelektiv virucid hatds eléréséhez 30 masodperc behatasi id6 sziik-
séges, virucid hatds eléréséhez 1 perc behatasi idd szilikséges.

Sebészi bemosakodas: az adagolobol tenyérnyi (kb. 5 ml) kézfertGtlenitd
szert adagolunk a tenyérbe, amelyet 1 percig a kéz és alkar bérén ala-
posan eldorzsoliink. A mlveletet még négyszer megismételjiik.
Bemosakodashoz sziikséges kézfertotlenitd szer: 5x5 ml = 25 ml.
Bemosakodasi id6: 5x 1 perc = 5 perc.

Abban az esetben, ha a bemosakodast megeldzo tisztasagi kézmoséas utan
kéztorlés torténik, akkor szdraz kézre min. 5 ml kézfertétlenitd szert
adagolunk, melyet a kézen és az alkaron 1,5 percig alaposan elddrzsoliink,
majd a miiveletet megismételjiik. Ebben az esetben a sebészi bemosa-
kodas ideje: 3 perc.

Egyéb figyelmeztetések: Més tisztito- és fertétlenitészerrel keverni tilos!
Elsdsegelynyujtas: Belégzés: a sérilltet vigyiik friss levegére. Sziikség
esetén hivjunk orvost. Szembe jutds: a szemet azonnal, bd vizzel dblitsik,
legalabb 15 percen at. Szemirritacio esetén fordu\junk szakorvoshoz.
Lenyelés: Itassunk sok vizet. Ne hanytassunk. Azonnal hivjunk orvost.
Hulladékkezelés: A készitmény maradékai és a tisztithatatlan csoma-
golds veszélyes hulladéknak mindsiilnek. A csomagoldanyag megfeleld
tisztités utan Ujrahasznosithaté. Koryezetvédelem/okotoxikologia:
Tilos a készitményt, annak fel nem hasznalt maradékat, csomagoloburko-
latat €16 vizbe, kdzesatornaba és talajba juttatni.
Szennyezés-mentesités: A kiomlGtt anyagot itassuk fel (pl. homokkal,
szilikagéllel, savkotokkel, univerzalis megkotokkel] és helyezzilk meg-
feleld hulladéktarold edénybe. Tarolas, eltarthatdsag: Eredeti, ép, bon-
tatlan csomagoldsban, hivos, jol szelléztethetd helyen, nyilt langtol és
gyujtoforrastol tavol a gyartastol szamitott 5 év, az elso felbontast ko-
vetoen 1 év. Ne taroljuk egylitt oxidaldszerekkel, alkali fémekkel és al-

kali foldfémekkel egyiitt. Professzionalis hasznalatra.  eszs098



Promanum’ pure

I Substante active: 100 g produs contin
etanol 7349 (CAS 64-17-5; CE: 200- 578- 6),
propan-2-ol 10 g (CAS 67-63-0; CE 200-661-7).
UFI: 9RFV-U7PS-100C-1TY8

Osszetevok: A biocid termék hatdanyagai
100 g termékben: Etanol (96%-os) 78,1 g; CAS:
64-17-5; EINECS: 200-578-6; Propan-2-ol 10 g;
CAS: 67-63-0; EINECS: 200-661-7

Egyéb dsszetevok: Isopropyl Myristate, Sorbitol,
Cetearyl Ethylhexanoate, Povidone, Butan-2-one,
Tisztitott viz.

Veszélyes dsszetevok: Etanol, Propan-2-ol

UFI: 9RFV-U7PS-100C-1TY8

Solutie pentru dezinfectia
|g|en|ca si chirurgicald'a
mainilor’

Kézfertotlenito

10 x 1000 ml

19728
2

LOT] 838001 - 2021-01-13

KX Pericol. H225 Lichid si vapori foarte inflamabili.
H319 Provoaca o iritare grava a ochilor. P210 A se pas-
tra departe de surse de céldurd, suprafete fierbinti,
scantei, flacari si alte surse de aprindere. Fumatul in-
terzis. P260 Nu inspirati vaporii. P280 Purtati echipa-
ment de protectie a ochilor. P305+P351+P338 IN CAZ
DE CONTACT CU OCHII: clatiti cu atentie cu apa timp
de mai multe minute. Scoateti lentilele de contact,
daca este cazul si daca acest lucru se poate face cu
usurintd. Continuati sa clatiti. P337+P313 Daca irita-
rea ochilor persista: consultati medicul. P501 Aruncati
continutul/recipientul la o statie autorizata de elimi-
nare a deseurilor.

Instructiuni de eliminare: Poate fi inldturat ca deseu
sau ars in instalatii de incinerare a deseurilor cu res-
pectarea normelor locale. A nu se permite sa ajunga in
panza de apa freatica sau canalizare. Recipientele
goale se vor recicla, recupera si elimina. Ambalajele
contaminate se vor goli complet si se vor curata, dupa
care vor putea fi date la reciclat. Ambalajele neigieni-
zabile se vor elimina in acelasi mod ca si substanta
ambalata. Manipulare si depozitare: Folositi numai in
spatii bine aerisite. Recipientele se pastreaza bine in-
chise, la loc uscat, racoros si bine aerisit, departe de
alimente, bauturi si furaje. Incompatibil cu mediu de
oxidatie, metale alcaline si alcalino-pamantoase.
Solutie lichida gata de utilizare, pentru dezinfectia
igienica si chirurgicala a mainilor prin frecare, utilizat
n unitatile sanitare.

Categoria de utilizatori: Profesionali.

Numér aviz biocid: 2674B10/01/12.24

NNK engedély: 36140-3/2020/JIF

UN 1987

Veszély. Fokozottan tlizveszélyes folyadék és g6z.
Sulyos szemkarosodast okoz.H4t6l/szikratol/nyilt lang-
tol forro feliiletektdl tavol tartando. Tilos a dohanyzas.
A porg6zok belélegzése tilos. Védokesztyi/védéruha/
szemveédd/arcvédd hasznalata kotelez6. SZEMBE KE-
RULES esetén: Tébb percig tartd évatos dblités vizzel.
Adott esetben a kontaktlencsék eltavolitasa, ha kony-
nyen megoldhato. Az 6blités folytatasa. Ha a szemirri-
tacid nem mulik el: orvosi ellatast kell kérni. A tarta-
lom/edény elhelyezése hulladékként: ...

X Distribuitor:

B. Braun Medical S.R.L.
Str. Bernd Braun Nr.1,
307375 Séanandrei,

Jud. Timis, Romania

Tel: +40 256 28 49 05
www.bbraun.ro

Forgalmazo:

B. Braun Trading Kft.
Felhévizi u. 5.

1023 Budapest,

Tel: +36 1 346 9700

B/BRAUN

Producator | Gyarto: B. Braun Medical AG
Seesatz 17, CH-6204 Sempach, Elvetia / Svijc
Tel.: (+41) 58 258 50 00, www.bbraun.ch



Promanum’ pure

Solutie pentru dezinfectia igienica
si chirurgicala a mainilor

Bactericid, levuricid, micobactericid, virucid

Kézfertotlenito

Antimikrobialis spektrum:
baktericid, fungicid, tuberkulocid, virucid

,_
| al
g

Deschis la | Els felbontas:

a%

Se utilizeaza in 12 luni de la prima deschidere a flaconului.
A nu se folosi dupa data de expirare inscrisa pe ambalaj.

Gata de
utilizare

Hasznalatra
kész

Fara parfum
si coloranti
lllatanyag és
szinezék-
mentes

838002 - 2018-05-07
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Promanum® pure
Kiszerelési egyég: 5 | ‘ 19729

I Substante active: 100 ggrodus contin
etanol 73,4 g (CAS 64-17-5; CE: 200-578-6),
Bropan—z—ol 10 g (CAS 67-63-0; CE 200-661-7).
Fl: 9RFV-U7PS-100C-1TY8
Utilizare: Solutie lichidd gata de utilizare pentru
dezinfectia igienicd si chirurgicald a mainilor, utilizat
in unitatile sanitare. Aplicati 3 ml de produs nediluat
pe maini si antebrate si frecati. In perioada de actiune
mentineti umede portiunile de piele.
Timp de actiune: 15 sec.-eficacitate bactericidd, levuricida,
micobactericidd; 30 sec. - dezinfectia igienicd a mainilor
prin frecare; 60 sec. - dezinfectia chirurgicald a mainilor
si eficacitate virucidd. Instructiuni de eliminare: Poate
fi inlaturat ca deseu sau ars in instalatii de incinerare
a deseurilor cu respectarea normelor locale. A nu se
permite sa ajungd in panza de apa freaticd sau canalizare.
Recipientele goale se vor recicla, recupera si elimina.
Ambalajele contaminate se vor goli complet si se vor
curata, dupa care vor putea fi date la reciclat. Ambalajele
neigienizabile se vor elimina in acelasi mod ca si substanta
ambalatd. Manipulare si depozitare: Folositi numai in
spatii bine aerisite. Recipientele se pastreaza bine inchise,
la loc uscat, racoros si bine aerisit, departe de alimente,
bauturi si furaje. Incompatibil cu mediu de oxidatie, metale
alcaline si alcalino-pamantoase. Pentru uz profesional.
Solutie lichidd gata de utilizare pentru dezinfectia igienica
si chirurgicald a mdinilor prin frecare, utilizat in unitatile
sanitare. Categoria de utilizatori: Profesionali.
Producétor | Gyart6: B. Braun Medical AG
Seesatz 17, CH-6204 Sempach, Elvetia [ Svajc
Tel.: (+41) 58 258 50 00, www.bbraun.ch

7 ‘ 612449140952
B/BRAUN

Numar aviz biocid:
2674B10/01/12.24
NNK engedély:
36140-3/2020/JIF

Osszetevok: A biocid termék hatdanyagai 100 g
termékben: Etanol (96%-o0s) 78,1 g; CAS: 64-17-5; El-
NECS: 200-578-6; Propan-2-ol 10 g; CAS: 67-63-0;
EINECS: 200-661-7

Egyéb dsszetevik: Isopropyl Myristate, Sorbitol, Cetearyl
Ethylhexanoate, Povidone, Butan-2-one, Tisztitott viz.
Veszélyes dsszetevok: Etanol, Propan-2-ol

UFI: 9RFV-U7PS-100C-1TY8

Formulacio: Felhasznalasra kész folyadék.
Felhasznaloi kor: Lakossagi és professzionalis.
Alkalmazasi teriilet: Higiénés kézfertotlenitésre és se-
bészi bemosakodasra alkalmazhato.

Alkalmazasi koncentraciok, behatasi ido:

A készitményt téményen, higitatlanul kell alkalmazni.
Higiénés kézfert6tlenités: az adagolobdl tenyérnyi (kb.
5 ml) kézfertotlenitd szert adagolunk a tenyérbe, ame-
lyet 30 masodpercig eldorzsolink. A szelektiv virucid
hatas eléréséhez 30 masodperc behatasi id6 sziikséges,
virucid hatds eléréséhez 1 perc behatasi id6 sziikséges.
Sebészi bemosakodas: az adagolbol tenyérnyi (kb. 5 ml)
kézfertGtlenitd szert adagolunk a tenyerbe, amelyet 1
percig a kéz és alkar bérén alaposan elddrzséliink. A
miiveletet még négyszer megismételjik.
Bemosakodashoz sziikséges kézfertGtlenité szer:

5x5 ml =25 ml.

Bemosakodasi id6: 5x 1 perc = 5 perc.

Abban az esetben, ha a bemosakodast megel6z6 tiszta-
sagi kézmosds utan kéztérlés torténik, akkor szaraz
kézre min. 5 ml kézfert6tlenitd szert adagolunk, melyet
a kézen és az alkaron 1,5 percig alaposan elddrzsoliink,
majd a miveletet megismételjiik. Ebben az esetben a
sebészi bemosakodas ideje: 3 perc.

Egyéb figyelmeztetések: Mas tisztito- és fertétleni-
toszerrel keverni tilos! Professzionalis hasznalatra.

I Distribuitor: Forgalmazé:

B. Braun Medical S.R.L. B. Braun Trading Kft.
Str. Bernd Braun Nr.1, Felhévizi u. 5.

307375 Sénandrei, 1023 Budapest,

Jud. Timis, Romania Tel: +36 1 346 9700
Tel: +40 256 28 49 05

www.bbraun.ro

838003 - 2021-01-13

UN 1987

X Pericol. H225 Lichid si vapori foarte,
inflamabili. H319 Provoacd o iritare
grava a ochilor. P210 A se pastra
departe de surse de cdldura, supra-
fete fierbinti, scantei, flacdri si alte
surse de aprindere. Fumatul interzis.
P260 Nu inspirati vaporii. P280 Purtati
echipament de _ protectie a ochilor.
P305+P351+P338 IN CAZ DE CONTACT CU
OCHII: clatiti cu atentie cu apd timp de
mai multe minute. Scoateti lentilele de
contact, dacd este cazul si daca
acest lucru se poate face cu usu-
rinta.  Continuati  sd  clatiti.
P337+P313 Dacd iritarea ochilor per-
sista: consultati medicul. P501 Aruncati
continutul/recipientul la o statie autorizata
de eliminare a deseurilor.

Veszély. Fokozottan tlizveszélyes folyadék és gdz. Sulyos
szemkarosodast okoz. H6t6l/szikratol/nyilt 1angtdl forrd feliile-
tektdl tavol tartando. Tilos a dohanyzas. A porg6zok belélegzé-
se tilos. Védokesztyi/védgruha/szemvédd/arcvédd hasznalata
kotelezd. SZEMBE KERULES esetén: Tobb percig tartd dvatos
oblités vizzel. Adott esetben a kontaktlencsék eltévolitasa, ha
konnyen megoldhato. Az 6blités folytatasa. Ha a szemirritacio
nem milik el: orvosi ellatast kell kérni. A tartalom/edény elhe-
lyezése hulladékként: ... Elssegélynyujtas: Belégzés: a sériiltet
vigyiik friss levegére. Sziikség esetén hivjunk orvost. Szembe jutas:
a szemet azonnal, b vizzel oblitsiik, legaldbb 15 percen at. Szemi-
rritacio esetén forduljunk szakorvoshoz. Lenyelés: Itassunk sok vi-
zet. Ne hanytassunk. Azonnal hivjunk orvost. Hulladékkezelés: A
készitmény maradékai és a tisztithatatlan csomagolds veszélyes
hulladéknak mindsiilnek. A csomagoloanyag megfeleld tisztitas
utan ujrahasznosithato. Kérnyezetvédelem/okotoxikoldgia: Tilos
a készitményt, annak fel nem hasznalt maradékat, csomagolobur-
kolatat €l6 vizbe, kdzcsatorndba és talajba juttatni. Szennye-
2és-mentesités: A kiomlott anyagot itassuk fel (pl. homokkal, szi-
likagéllel, savkotokkel, univerzalis megkotokkel) és helyezziik
megfeleld hulladéktarol edénybe. Tarolas, eltarthatdsag: Erede-
ti, €p, bontatlan csomagolasban, hivos, jol szelléztetheto helyen,
nyilt langtél és gyujtoforrastol tavol a gyartastol szamitott 5 év, az
elso felbontast kvetden 1 év. Ne taroljuk egyiitt oxidaloszerekkel,
alkali fémekkel és alkali foldfémekkel egyiitt.




Promanum’ pure

I Substante active: 100 g produs contin
etanol 7349 (CAS 64-17-5; CE: 200~ 578- 6),
propan-2-ol 10 g (CAS 67-63-0; CE 200-661-7).
UFI: 9RFV-U7PS-100C-1TY8

Osszetevok: A biocid termék hatdanyagai
100 g termékben: Etanol (96%-os) 78,1 g; CAS:
64-17-5; EINECS: 200-578-6; Propan-2-ol 10 g;
CAS: 67-63-0; EINECS: 200-661-7

Egyéb dsszetevik: Isopropyl Myristate, Sorbitol,
Cetearyl Ethylhexanoate, Povidone, Butan-2-one,
Tisztitott viz.

Veszélyes dsszetevok: Etanol, Propan-2-ol

UFI: 9RFV-U7PS-100C-1TY8

Solutie pentru dezinfectia
|g|en|ca si chirurgicali a
mainilor’

Kézfertotlenito

128 x 5 |

19729

EX Pericol. H225 Lichid si vapori foarte inflamabili.
H319 Provoaca o iritare gravd a ochilor. P210 A se pas-
tra departe de surse de caldura, suprafete fierbinti,
scantei, flacari si alte surse de aprindere. Fumatul in-
terzis. P260 Nu inspirati vaporii. P280 Purtati echipa-
ment de protectie a ochilor. P305+P351+P338 IN CAZ
DE CONTACT CU OCHII: clatiti cu atentie cu apd timp
de mai multe minute. Scoateti lentilele de contact,
daca este cazul si dacd acest lucru se poate face cu
usurintd. Continuati sa clatiti. P337+P313 Daca irita-
rea ochilor persista: consultati medicul. P501 Aruncati
continutul/recipientul la o statie autorizata de elimi-
nare a deseurilor.
Instructiuni de eliminare: Poate fi inldturat ca deseu
sau ars in instalatii de incinerare a deseurilor cu res-
pectarea normelor locale. A nu se permite sa ajunga in
panza de apa freatica sau canalizare. Recipientele
oale se vor recicla, recupera si elimina. Ambalajele
contaminate se vor goli complet si se vor curata, dupa
care vor putea fi date la reciclat. Ambalajele neigieni-
zabile se vor elimina in acelasi mod ca si substanta
ambalata. Manipulare si depozitare: Folositi numai in
spatii bine aerisite. Recipientele se pastreazd bine in-
chise, la loc uscat, racoros si bine aerisit, departe de
alimente, bauturi si furaje. Incompatibil cu mediu de
oxidatie, metale alcaline si alcalino-pamantoase.
Solutie lichida gata de utilizare pentru dezinfectia
igienica si chirurgicala a mainilor prin frecare, utilizat
in unitatile sanitare.
Categoria de utilizatori: Profesionali.

Numir aviz biocid: 2674B10/01/12.24

UN 1987

Veszély. Fokozottan tlizveszélyes folyadék és g6z.
Sulyos szemkarosodast okoz.H6t6l/szikratol/nyilt 1ang-
tol forro feliiletektdl tavol tartando. Tilos a dohanyzas.
A porgdzok belélegzése tilos. Védbkesztyti/véddruha/
szemvédG/arcvédd hasznalata kotelezd. SZEMBE KE-
RULES esetén: Tobb percig tarto ovatos dblités vizzel.
Adott esetben a kontaktlencsék eltavolitasa, ha kony-
nyen megoldhato. Az 6blités folytatdsa. Ha a szemirri-
tacid nem mulik el: orvosi ellatast kell kérni. A tarta-
lom/edény elhelyezése hulladékként: ...

X Distribuitor:

B. Braun Medical S.R.L.
Str. Bernd Braun Nr.1,
307375 Sanandrei,

Jud. Timis, Romania

Tel: +40 256 28 49 05

Forgalmazo:

B. Braun Trading Kft.
Felhévizi u. 5.

1023 Budapest,

Tel: +36 1 346 9700

LOT| - 2021-01-
0 830004 - 2021-01-13 ke e dely: 36140-3/2020(IF www.bbraun.ro
Producétor | Gyarto: B. Braun Medical AG
B BRAU N Seesatz 17, CH-6204 Sempach, Elvetia / Svajc
7 1612449140990 Tel.: (+41) 58 258 50 00, www.bbraun.ch
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Str. Paul Chinezu nr. 4, Timisoara, Romania
E-mail: valerica.patru@besttrados.ro
VALERICA PATRU

Tel.: +40 722 555 883

Cirowm de Tradncers

Traducere din limba engleza

B. Braun Medical AG

B | BRAUN Seesatz 17

SHARING EXPERTISE CH-6204 Sempach
Certificat Lot
Nume marca: PROMANUM PURE
Numadr material: 19728 Numar lot: 21054M20
Tip si dimensiune pachet: | Oval 1000 ml Data fabricatiei: 2021-02-04
Titular licentd produs: B. Braun Medical AG Data de expirare: 2026-01
CH-6024 Sempach Seesatz
Specificatie: FPS-88274
Loc de productie: B. Braun Medical AG
CH-6024 Sempach Seesatz
17

Cantitate eliberata: 16.570 PC

Declaratie de certificare:

Produsul indeplineste cerintele.
Subsemnatul declar prin prezenta ca informatiile mentionate mai sus sunt adevarate si corecte. Pentru
rezultate analitice, vd rugadm sa consultati Certificatul de analizd corespunzator.

B.BRAUN MEDICAL AG
Unitate calitate

Jennifer Theiler
Data de lansare: 22.02.2021

*** Finalul Certificatului ***

Acest document a fost produs electronic si este valabil fard semnatura.

Sistem sursa: SAP ERP DEA, Formular ZQM30 CBSP LC V01
Ora si data imprimarii: 22.02.2021/15:26:44
Lot inspectat: 040006877171 Pagina 1 din 1

Subsemnata, VALERICA PATRU, interpret si traducitor 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
extras, fara omisiuni, si cd, prin traducere, inscrisului nu i-au fost denaturate continutul si sensul.

Traducétor si interpret autorizat,
Valerica Patru (17602)

Any ot Tustitiel
APATRU
'rmYA} erpret autorizat

hcez#, Italiand

Hripbhla nT—17602
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Best Trados

ﬁn—z.cl e de Traducert

Str. Paul Chinezu nr. 4, Timisoara, Romania

E-mail: valerica.patru@besttrados.ro

Traducere din limba engleza

VALERICA PATRU
Tel.: +40 722 555 883

B/BRAUN

SHARING EXPERTISE

Versiunea 1

CERTIFICAT DE ANALIZA

Pagina 1 din 1

Nume vrac: Promanum pure
Numér vrac: 88274

Numar lot: 21054M20
Cantitate vrac: 14.100 kg

Linie de umplere: 1

Specificatie: FPS-88274
Analiza efectuata: 19 februarie 2021

Parametrii Unitati Limite Rezultate Procedura de
testare
Analiza etanolului BSP-387/Ph. Eur.
% glg 69.8 -77.1 74.1 2746
Identificarea etanolului - Se conformeazi Se conformeazi ZB?ZS 87/Ph. Eur.
5 BSP-387/Ph. Eur.
Testul 2-propanol % g/g 9.50 - 10.50 10.04 T ur
Identificare 2-propanol - Se conformeaza Se conformeaza 2B§I:l-g 87/Ph. Eur.
Aspect - iSn(::l(l)llt(i)i;impede, Se conformeaza Vizual
Miros - Caracteristic Se conformeaza Senzorial
Densitate reltiva (20/20) _ 0.820 - 0.840 0.832 2BgPS-214/Ph. Eur.
Puritate microbiologica CFU/100ml 3 0 BSP-003/Ph. Eur.

2.6.12

Prin prezenta, certificam faptul ca informatiile de mai sus sunt autentice si exacte.

B. Braun Medical AG

Seesatz 17
CH-6204 Sempach

Christian Zgraggen
Controlul calitatii

Certificat eliberat si semnat electronic

Creat la data de 19 februarie 2021

Sablon versiunea 1

08:49:34 de catre Christian Zgraggen

Raport 2410

Subsemnata, VALERICA PATRU, interpret si traducitor 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
extras, fara omisiuni, si ¢, prin traducere, Inscrisului nu i-au fost denaturate continutul si sensul.

Traducdtor si interpret autorizat,

Valerica Patru (17602)

Aa i Justitiel

RU
'rmYA} Berpret autorizat
= hcez#, Italiand
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B.Braun Medical AG

B/BRAUN Seesetz 17

SHARING EXPERTISE CH-6204 Sempach

Lot Certificate

Brand name: PROMANUM PURE
Materia number: 19728 Batch No: 21054M 20
Package size and type: 1000 ml ova Manufacturing date: 2021-02-04
Product Licence Holder: B. Braun Medica AG Expiry date: 2026-01

CH-6204 Sempach Seesatz Specification: FPS-88274

Manufacturing site: B. Braun Medica AG
CH-6204 Sempach Seesatz 17

Released quantity: 16,570 PC

The product meets the requirements.
| the undersigned hereby certify that the above mentioned information is true and correct.
For analytical results, please consult the corresponding Certificate of Analysis.

B.BRAUN MEDICAL AG
Quality Unit

Jennifer Theiler
Release Date: 22.02.2021

****End of Certificate****

This document has been produced electronically and is valid without a signature. Source System: SAP ERP DEA, Form ZQM30_CBSP_LC V01

Print date/time:  22.02.2021/15:26:44 Inspection lot: 040006877171 Page 1of 1



B/ BRAUN

SHARING EXPERTISE

Version 1 Page 1 of 1

Certificate of Analysis

Bulk Name: Promanum pure

Bulk Number: 88274

Batch Number: 21054M20

Bulk Quantity: 14'100 kg

Filling Line: 2

Specification: FPS-88274

Analysis Completed: 19-Feb-2021

Parameters Units Limits Results Test Procedure

Assay Ethanol % g/g 69.8 - 77.1 74.1 BSP-387/Ph. Eur. 2.2.46
Identification Ethanol - Complies Complies BSP-387/Ph. Eur. 2.2.46
Assay 2-Propanol % g/g 9.50-10.50 10.04 BSP-387/Ph. Eur. 2.2.46
Identification 2-Propanol - Complies Complies BSP-387/Ph. Eur. 2.2.46
Appearance - Clear, colourless solution Complies Visual

Odour - Characteristic Complies Sensoric

Relative Density (20/20) - 0.820 - 0.840 0.832 BSP-214/Ph. Eur. 2.2.5
Microbiological purity CFU/100ml 3 0 BSP-003/Ph. Eur. 2.6.12

| hereby certify that the information above is authentic and accurate.

B. Braun Medical AG
Seesatz 17
CH-6204 Sempach

Christian Zgraggen
Quality Control
Certificate released and signed electronically

Created on 19-Feb-2021 08:49:34 by Christian Zgraggen
Template version 1

Report 2410
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