EC Certificate TOVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60150763 0001
Report No.: 21234760 013

Manufacturer: KABE LABORTECHNIK GmbH
Jagerhofstr. 17
51588 Nimbrecht
Deutschland

Products: - Cannulas for blood collection
- MBU Capillaries
(see attachment for details)

Replaces certificate, Registration No.: HD 60105393 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex Il,
sect|on 5 of the aforementloned dlrectlve For placmg on the market of class III dewces covered by

Effective Date: 2020-10-07

Date: 2020-10-07

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TOV Rheinland LGA Products G is a Notified Body according to Directive 93/42/EEC
concerning mediddd8vides with the identification number 0197.
Digitally signed by Ceaicovschi Tudor g 8
Date: 2023.06.26 10:21:42 EEST
Reason: MoldSign Signature
Location: Moldova

10/020h 0408 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requi

quires prior approval



Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

Date: 2020-10-07

- MBU Capillaries

TUV Rheinland
LGA Products GmbH

HD 60150763 0001
21234760 013

TillystraRe 2, 90431 Nirnberg

KABE LABORTECHNIK GmbH

Jagerhofstr. 17
51588 Nimbrecht
Deutschland

- Cannulas for blood collection

For the following devices the scope covers only
the aspects of the manufacture concerned with
the securing and maintaining sterile conditions:

Notified Body

O YU

Doc.

- ®
TUVRheinland

1/1, Rev. 0

Dr. K. Kluge

10/020h 0408 ®  TOV, TUEV and TUV are registered trademarks. Utlisation and epplication requires prior approval.



Zertifikat TOVRheinland

Qualititsmanagementsystem
EN ISO 13485:2016

Registrier-Nr.: SX 1614112-1
Organisation: KABE-Labortechnik GmbH
Jagerhofstr. 17
51588 NUmbrecht
Deutschland
Geltungsbereich: Entwicklung, Herstellung und Vertrieb von In-vitro-Diagnostik-Produkten

und Verbrauchsmaterialien fir die Probengewinnung, -vorbereitung und
-aufbewahrung sowie von Medizinprodukten zur einmaligen Anwendung

Die Zertifizierungsstelle der TUV Rheinland LGA Products GmbH bescheinigt, dass die Organisation ein
Qualitatsmanagementsystem fur Medizinprodukte eingefiihrt hat und anwendet.

Der Nachweis wurde erbracht, dass die Forderungen der oben genannten Norm erfiillt sind. Das Qualitatsmanagementsystem
unterliegt einer jahrlichen Uberwachung.

Bericht Nr.: 1092786-40
Glltig ab: 25.10.2021
Gultig bis: 15.10.2024
Datum: 25.10.2021
Dipl.-Ing. F. Schwingen
NN oy einland LGA Products GmbH
(( DAKKS anefle? - 90431 Nirnberg - Deutschland
\ Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02 1/2

10/020 h 04.08 @ TUV, T!




Zertifikat TUVRheinland

Qualititsmanagementsystem
EN ISO 13485:2016

Registrier-Nr.: SX 1614112-1

Organisation: KABE-Labortechnik GmbH
Jagerhofstr. 17
51588 Numbrecht
Deutschland

Der Geltungsbereich beinhaltet folgende zusatzlichen Standorte:

Nr. Standorte Geltungsbereich

/01 c/o KABE-Labortechnik GmbH Entwicklung, Herstellung und Vertrieb von
Jagerhofstr. 17 In-vitro-Diagnostik-Produkten und
51588 Numbrecht Verbrauchsmaterialien fir die
Deutschland Probengewinnung, -vorbereitung und

-aufbewahrung sowie von Medizinprodukten
zur einmaligen Anwendung

/02 c/o KABE-Labortechnik GmbH Lager
Werner-von-Siemens-Str. 1
51674 Wiehl
Deutschland

Bericht Nr.: 1092786-40
Gultig ab: 25.10.2021

Gultig bis: 15.10.2024
Datum: 25.10.2021

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02 2/2

10/020 h 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application reguires priof approval.



Rechizitele bancare:

Cod fiscal/1003600117582

Cod TVA: /0205086

str. Albisoara 64/2 BC MAIB SA Constantin Tanase

tel/fax.: (373-22) 54-73-73 cod: AGRNMD2X493

tel./fax: (373-22) 02-44-00 Cod IBAN:MD14AG000000225184801542
"GBG-MLD” SRL

Republica Moldova
mun. Chisinau, MD-2005

KABEVETTE N seringa pentru analiza gazelor din singe

Seringa este destinata pentru analizatorul inteligent Stat Profile Prime +, analizator complet
de gaze sanguine, care combind gaze sanguine, electroliti, metaboliti, co-oximetrie si 32 de
rezultate calculate intr-un analizator simplu si compact.

Item no. 074400 BG 311 KA2 heparina echilibrata sterila
Anticoagulant: litiu heparin echilibrat

Volumul: 2.3 ml
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DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name

Catalogue number

RPR Carbon kit 044150A
044500A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

LORNE

LABORATORIES

| hereby declare that the products listed above comply with the essential

requirements and provisions of Directive 98/79/EC of the European

Parliament and of the Council (also SI 2002 No.618 which transposes the

requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

f

Eddy Velthuis

Technical Director

= v
{r,.sn“ MANAGENENT

Wi
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
Email: info@lornelabs.com
www.lornelabs.com

Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



U|_ ) Solutions

CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire RG6 4UT UNITED KINGDOM

UL LLC® (UL Solutions) issues this certificate to the Firm named above, after assessing the Firm’s quality
system and finding it in compliance with:

ISO 13485:2016
EN ISO 13485:2016

The design and manufacture of in vitro diagnostic blood grouping reagents. The purchase for resale of in vitro diagnostic
serology test kits.

Authorized by

T A =,

UKAS Paul Hilgeman —
SYSTEMS Senior Business Manager - Medical Check Certificate Status:
a426 CMIT — Medical Regulatory here
File Number A12241 Cycle Start May 23, 2023
Certificate Number 1458.230523 Effective Date May 23, 2023
Initial Issue Date June 26, 2018 Expiry Date May 22, 2026

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of
goods and/or services as specified in the scope of registration from the address(es) shown above. By issuance
of this certificate the firm represents that it will maintain its registration in accordance with the applicable
requirements. This certificate is not transferable and remains the property of UL LLC® (UL Solutions).

% 5 UL Solutions

.P)-Em‘t\ 333 Pfingsten Road
Northbrook, IL 60062-2096 USA

Form—tlSI_CI)nggg%iongue 4.0 UL and the UL Solutions logo are trademarks of UL LLC © 2023


https://database.ul.com/certs/PDWS.A12241.pdf

LORNE LABORATORIES LTD.
MAREA BRITANIE

KIT SEROLOGIE SIFILIS
INSTRUCTIUNI DE UTILIZARE

RPR CARBON KIT: Pentru detectarea sifilisului.

REZUMAT

Multa vreme Tinainte, sifilisul a fost o boala medicala majora, cu o
multime de manifestari, transmisa in principal prin contact sexual.
Aparitia penicilinei in 1943 a schimbat acest lucru. Agentul etiologic
al sifilisului este Treponema pallidum, o bacterie spirala (spirocheta).
Spirocheta provoaca unele deteriorari la nivelul inimii si al ficatului,
eliberand unele fragmente de tesut. Sistemul imunitar al pacientului
produce anticorpi, numiti reagine, impotriva acestor fragmente.
Exista doua tehnici diferite de detectarea a sifilisului. Testele TPHA,
care depisteaza anticorpii la Treponemal pallidum, si testele
serologice non-treponemice, care detecteaza reagina la persoanele
infectate.

SCOPUL PROPUS

Acesta este un reactiv de test pentru determinarea calitativa si
semicantitativd a prezentei sau absentei reaginei (anticorpi
impotriva sifilisului) in serul sau plasma pacientilor in cazul testarii
conform tehnicilor recomandate si prezentate in aceste instructiuni
de utilizare.

PRINCIPIUL

Atunci cand este utilizat conform tehnicilor recomandate, reactivul
se va aglutinea (aglomera) in prezenta reaginei. Neaglutinarea
indica, de obicei, absenta reaginei (consultati Limitari).

DESCRIEREA KITULUI

RPR Carbon Kit Lorne este un test serologic non-treponemic pentru
detectarea sifilisului. Antigenul RPR Carbon contine microparticule
de carbon, care faciliteaza citirea microscopica a rezultatelor.
Reactivii nu contin sau nu sunt compusi din substanie CMR,
substante perturbatoare pentru sistemul endocrin sau care ar putea
provoca sensibilizare sau o reactie alergica in cazul utilizatorului.
Toti reactivii sunt furnizati la diluare optima pentru utilizare cu toate
tehnicile recomandate fara sa mai fie necesara diluarea sau
adaugarea suplimentara. Pentru numarul de referinta al lotului si
data de expirare, consultai Eticheta flaconului.

DEPOZITARE

A nu se congela. Flacoanele cu reactiv trebuie pastrate la
temperaturi cuprinse intre 2 si 8 °C dupa primire. Depozitarea
prelungita la temperaturi in afara acestui interval poate duce la
pierderea accelerata a reactivitatii.

RECOLTAREA SPECIMENELOR

Specimenele trebuie prelevate cu sau fara anticoagulant folosind o
tehnica de flebotomie aseptica. Daca testarea este intarziats,
specimenele pot fi stocate la 2-8 °C timp de 7 zile sau pentru pana
la 3 luni la maximum —20 °C. Specimenele nu trebuie sa prezinte
contaminare de bacterii, fibrind, hemoliza sau lipemie.

PRECAUTII

1. Kitul este destinat exclusiv diagnosticului in vitro.

2. Nu utilizati kitul dupa data de expirare (consulta{i Eticheta de
pe flacon si de pe cutie).

3. Purtati echipament de protectie cand manipulati reactivii, cum
ar fi manusi de unica folosinta si un halat de laborator.

4. Reactivii din acest kit au fost procesati pentru a reduce
incarcatura biologica, dar nu sunt livrati sterili. Dupa
deschiderea flaconului, continutul ar trebuie sa raméana viabil
pana la data de expirare.

5. Nu se cunosc teste care sa garanteze faptul ca produsele
derivate din surse umane sau animale nu prezinta agenti
infectiosi. Fiti atenti cand utilizati si cand eliminati un flacon si
continutul acestuia.

6. Martor pozitiv RPR: H319 - Provoaca iritare grava a ochilor.
Respectati declaratia de precautie din fisa cu date de
securitate.

Numarul de referinta al documentului: CEPI044A

Numarul de emitere al documentului: 6/06/2020

ELIMINAREA REACTIVULUI DIN KIT SI CUM SE ACTIONEAZA
IN CAZ DE STROPIRE

Pentru informatii privind eliminarea reactivului din kit si metodele de
decontaminare a unui loc in caz de stropire, consultati Figele cu
date de securitate ale materialului, disponibile la cerere.

MARTORI S| RECOMANDARI

1. Se recomanda testarea in paralel a martorilor pozitivi si
negativi RPR cu fiecare lot de teste. Testele trebuie
considerate nevalide daca probele martor nu prezinta
rezultatele prevazute.

2. Agitati bine tofi reactivii Tnainte de utilizare pentru a asigura
omogenitatea.

3. Nu schimbati intre ele componentele de la diferite kituri.

4. Tnainte de utilizare, trebuie sa asteptati ca reactivii s& ajunga la
18-25 °C.

5. Cercurile de pe cartelele de aglutinare nu trebuie atinse
niciodata cu degetul, deoarece acest lucru ar putea invalida
rezultatele testului.

6. Utilizarea kitului si interpretarea rezultatelor trebuie efectuate
de personal calificat si instruit in mod corespunzator in
conformitate cu cerintele tarii in care se utilizeaza reactivii.

7.  Utilizatorul trebuie sa stabileasca in ce masura se poate utiliza
kitul in alte tehnici.

COMPONENTELE KITULUI FURNIZATE

1) Reactiv carbon RPR (Capac alb, 1x3 ml (150 de teste) sau 2x5
ml (500 de teste)): Particule de carbon acoperite cu un
complex de lipide (cardiolipina, lecitina si colesterol) in tampon
fosfat 20 mmol/l, pH 7,0 care contine un conservant.

2) Martor pozitiv RPR (Capac rosu, 1 ml): Ser artificial cu titru de

reagin > 1/4.

3) Martor negativ RPR (Capac albastru, 1 ml): Ser de animal care
contine un conservant

4) Recipient dozator (Capac verde, 1 x 2 ml).

5) Ac dozator (x1).

6) Lame de aglutinare de unica folosinta.

7) Amestecatoare din plastic.

MATERIALE SI ECHIPAMENTE CARE SUNT NECESARE, DAR
NU SUNT FURNIZATE

a) Pipeta capabila de a elibera cu precizie 50 pl

b) Masa mecanica rotativa capabila sa se roteasca la 80-100
rot/min.

c) 9 g/l solutie salina.

TEHNICA DE EVALUARE CALITATIVA

1. Asteptati ca reactivii si probele sa ajunga la temperatura
camerei. Sensibilitatea testului poate fi redusa la temperaturi
joase.

2. Puneti 50 pl de proba si o picatura din fiecare martor pozitiv si
negativ in cercuri separate pe lama de testare.

3. Tnainte de utilizare, agitati usor reactivul carbon RPR. Rasturnati
picuratorul si apasati usor pentru a elimina bulele de aer din
micropipeta.

4. Asezati micropipeta in pozitie verticala si perpendicular pe lama
si adaugati o picatura (20 pl) de reactiv langa probele de testat.

5. Amestecati picaturile cu un amestecator, raspandindu-le pe
intreaga suprafata a cercului. Utilizati amestecatoare diferite
pentru fiecare proba

6. Asezati lama pe o masa mecanica rotativa la 80-100 rot/min
timp de 8 min. Daca testul este citit dupa mai mult de 8 minute,
pot aparea rezultate fals pozitive.

INTERPRETAREA REZULTATELOR CALITATIVE

1. Reactiv: Aglutinarea vizibila (conglomerate medii pana la mari)
constituie un rezultat pozitiv si, In limitele acceptate ale
procedurii de testare, indica prezenta reaginei.

Pagina1din 2



2. Slab reactiv: Aglutinarea slaba (conglomerate mici) la periferia BIBLIOGRAFIE

s_uprafetei de testare constituie__un rezultat slgb _pgzitiv si, In 1. David S.Jacobs et al. Laboratory Test Handbook, 3 edition,
Irlgéglllee_acceptate ale procedurii de testare, indica prezenta Lexi-Comp Inc, 1994.
inei.
3. Negativ: Neaglomerarea constituie un rezultat negativ si, in
Iimitgle_acceptate ale procedurii de testare, indica absenta DIMENSIUNI DE KIT DISPONIBILE
reaginei.
. Dimensiune kit Numar de catalog
TEHNICA DE EVALUARE SEMICANTITATIVA 150 de teste per kit 044150A
1. Testul semicantitativ poate fi efectuat la fel ca la tehnica de 500 de teste per kit 044500A
evaluare calitativa cu ajutorul diluarii serului in 9 g/l de solutie
salina.
2. Dublati dilutiile specimenului dupa cum urmeaza:
Dilutie Ser Solutie
salina Lorne Laboratories Limited
1/2 100 pl de ser nediluat 100 pl Unit 1 Cutbush Park Industrial Estate
1/4 100 pl 1/2 ser diluat 100 i Danehill
1/8 100 pl 1/4 ser diluat 100 pl '-OVY(efh'?a”ey
1/16 100 pl 1/8 ser diluat 100 pl Berkshire, RG6 4UT
Regatul Unit
3. Testati dilutile specimenului exact la fel ca in cazul tehnicii Tel.: +44 (0) 118 921 2264
calitative de mai sus. Fax: +44 (0) 118 986 4518
4.  Cititi testul si notati ultima serie de dilutie pozitiva. E-mail: info@Iornelabs.com

STABILITATEA REACTIILOR ) d

) o o § o E Advena Ltd. Tower Business Centre, 2" FIr.,
Testele cu lama ar trebui interpretate imediat dupa o perioada de Tower Street, Swatar, BKR 4013, Malta
rotatie de 8 minute pentru a evita riscul de a interpreta incorect un
rezultat negativ ca fiind pozitiv din cauza uscarii reactivului.

LIMITARI

1. Testul cu carbon RPR este nespecific pentru sifilis. Toate
probele reactive trebuie retestate cu metode treponemice, cum
ar fi TPHA si FTA-Abs, pentru a confirma rezultatele.

2. Un rezultat nereactiv In sine nu exclude diagnosticul de sifilis.
Diagnosticul clinic nu trebuie efectuat pe baza rezultatului unui
singur test, ci trebuie sa integreze atat date clinice, céat si de
laborator.

3. Au fost raportate rezultate fals pozitive in cazul unor afectiuni
cum ar fi mononucleoza infectioasa, pneumonia viral3,
toxoplasmoza, precum si in cazul unei sarcini si al unor boli
autoimune.

4. Bilirubina (= 20 mg/dl), hemoglobina (< 10 g/l) si lipidele (< 10
g/l) nu influenteaza rezultatele. Factorii reumatoizi (= 300
IU/ml) influenteaza rezultatele. Alte substante pot influenta
rezultatele.

5. Rezultatele fals pozitive sau negative pot aparea si din
urmatoarele cauze:

a) Nu a fost expulzat aerul din ac

b) Recipientul dozator si acul nu au fost mentinute in pozitie
verticala la eliberarea antigenului.

c) La transferarea specimenului din tubul de recoltare, o
parte din specimen a fost trasa in partea proeminenta

d) Contaminarea materialelor folosite in testare

e) Depozitarea necorespunzatoare a materialelor de testare
sau omiterea reactivilor

f)  Abaterea de la tehnicile recomandate

CARACTERISTICI DE PERFORMANTA SPECIFICE

1. Kitul a fost caracterizat prin toate procedurile mentionate in
Tehnici recomandate.

2. Inainte de a fi pus pe piats, fiecare lot de RPR Syphilis Kit
Lorne este testat conform Tehnicilor recomandate pentru a
se asigura reactivitatea adecvata.

3. Sensibilitatea reactivului este calibratd conform Primului
standard international OMS pentru plasma sifilizata umana
(numar de referinta NIBSC 05/132).

4. Efect de prozona: Nu a fost detectat niciun efect de prozona
la titrede >1/128.

5. Sensibilitate diagnostic: 100%

6. Specificitate diagnostic: 100%.

DECLINAREA RESPONSABILITATII

1. Utilizatorul este singurul responsabil pentru performanta kitului
in cazul utilizarii altor metode decat cele mentionate in Tehnici
recomandate.

2. Orice abatere trebuie validata nainte de utilizare cu ajutorul
procedurilor de laborator stabilite.

Numarul de referinta al documentului: CEPI044A Numarul de emitere al documentului: 6/06/2020 Pagina 2 din 2
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www.vacutestkima.it

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE “Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi
manufacturer disposable labware
indirizzo Via dell'Industria, 12
FrESs 35020 Arzergrande (PD) - Italia

posta elettronica

p info@vacutestkima.it
e-mail

telefono fax
phone +39-049-9720624 P +39-049-9720182

Sistema di prelievo di sangue e altri liquidi biologici
S , ~ mediante provette con vuoto predeterminato in plastica
identificazione dei prodotti “WACUTEST KIMA".

product identification

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “"VACUTEST KIMA”

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product classification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i."Dispositivi Medico—-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

plllggoaﬁ ;Zgate Arzergrande, 01/01/2015
] Assicuratore Qualita / Quality Manager
irma _ Giovanni Chiarin

signature

| OV QLL«Q M

VACUTEST KIMA srl - Vacuum tubes - Via dell’Industria, 12 - 35020 ARZERGRANDE (PD) Italy - e-mail: info@vacutestkima.it
Tel. +39 049 9719511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. IVA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.
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ICIM

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

VACUTEST KIMA S.r.l.

Sede / Head office
Via dell'Industria, 12 - 35020 Arzergrande (PD) — Italia
Uffici direzionali e amministrativi
Unita Operative / Operative Units
Via dell'Industria, 12 - 35020 Arzergrande (PD) — Italia
Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni
di coltura per microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto predeterminato e aghi sterili.
Via Leonardo Da Vinci, 22 — 35028 Piove di Sacco (PD)
Uffici commerciali e magazzino.

4265/5/D

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo
ematico, liquidi biologici e urine. Produzione di provette per microprelievi di sangue.
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per
microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto
predeterminato e aghi sterili.

Design and production of test tubes with predetermined vacuum for collection of
haematological samples, biological liquids and urine samples. Production of test tubes
for micro-collection of haematological samples. Trading of the products of the Group:
diagnostic kits, culture media for microbiology, plastic disposable labware, test tubes
with predetermined vacuum and sterile needles.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiorate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n°® telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2022 17/01/2025
= ['. WL 17
/s \ & \_/f,a.f f > _ FEDERAZIOME

|
| A%}
b Vincenzo Delacqua

Rappresentante Direzione / Management Representative C,m

ICIM S.p.A.

ACC RE D IA & Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
L'ENTE ITALIANO DI ACCREDITAMENTO - www.icim.it WIS C.COm

C150 & la Federazione Italizne di Organismi o
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EDTA TUBES PROVETTE CON EDTA HE o
-\

K3 EDTA TUBES
PROVETTE CON K3 EDTA

CODE SIZE DESCRIPTION DRAWING COLOUR SHELF-LIFE | PACKAGING
codice | dimensioni descrizione aspirazione colore scadenza | confezion.
1 ml

K3 EDTA Lavender 18 months
13001 13x75mm K3 EDTA Viola ' mesi 100/ 1000
K3 EDTA Lavender 18 months
13005 13x75mm K3 EDTA 2ml Viola . mesi 100/ 1000
K3 EDTA Translucent Lavender 18 months
13840 13x75mmIN K3 EDTA 2ml Viola trasparente . mesi 100/1000
K3 EDTA Translucent Lavender 18 months
130200 13x75mm K3 EDTA 2ml Viola trasparente . mesi 100/1000
K3 EDTA Black 18 months
13148  13x75mm K3 EDTA 2ml Nero ' mesi 100/ 1000
K3 EDTA Lavender 18 months
13010  13x75mm K3 EDTA 3ml Viola . mesi 100/ 1000
K3 EDTA Translucent Lavender 18 months
13125 13x75mm K3 EDTA 3ml Viola trasparente . mesi 100/1000
K3 EDTA Black 18 months
13150 13x75mm K3 EDTA 3ml Nero ' mesi 100/ 1000
K3 EDTA White = 18months
13161 13x75 mm K3 EDTA 3ml Bianco mesi 100/ 1000
K3 EDTA Yellow "~ 18months
131100 13x75mm K3 EDTA 3ml Giallo mesi 100/ 1000
K3 EDTA Dark green 18 months
13025 13x75mm K3 EDTA 3ml Verde scuro ' mesi 100/ 1000
K3 EDTA Orange 18 months
13136 13x75mm K3 EDTA 3ml Arancio . mesi 100/ 1000
K3 EDTA Fuchsia 18 months
13131 13x75mm K3 EDTA 3ml Fucsia i mesi 100/ 1000
K3 EDTA Rusty 18 months
13182 13x75 mm K3 EDTA 3ml Terra di Siena . mesi 100/ 1000
K3 EDTA Lavender 18 months
13030  13x75mm K3 EDTA 4ml Viola ' mesi 100/1000
K3 EDTA Dark blue 18 months
13220 13x75mm K3 EDTA 4 ml Blu . mesi 100 /1000
K3 EDTA Lavender 18 months
13040 13 x 100 mm K3 EDTA 6 ml Viola . mesi 100/ 1000
K3 EDTA Lavender 18 months
13060  16x 100 mm K3 EDTA 9ml Viola . mesi 100/1000
Recommended use Raccomandazioni d’'uso
Mixing indications: immediately after blood collection, gently invert the sample 6-8 times. Indicazioni per miscelare: subito dopo il prelievo agitare 6-8 volte il campione per inversione lenta.
Centrifugation: do not centrifuge. Centrifugazione: non centrifugare.
Sample preservation: Conservazione del campione:
S o o . o o
preshé‘ra\gmglrmime 6 hours <24 hours 6ore <24 ore
Before processing the haematological test mix carefully Prima di effettuare test ematologici miscelare accuratamente
To obtain plasma: centrifuge at 1300 g for 10 minutes at 20-25°C. Per ottenere plasma: centrifugare a 1300 g per 10 minuti a 20-25°C.
Sample preservation: for plasma separated from blood cells see following table: Conservazione del campione: sequire le indicazioni della tabella sottostante per il plasma se-

parato dalla parte corpuscolata:

Storage Up to 40 909 Temperature Finoa ° 90 %
24°C B2 ST di conservazione 24°C az2-4°C <-20°C

> 8 hours
<48 hours

>8ore
<48ore

Maximum

Tempo massimo
preservation time

di conservazione

< 8hours > 48 hours <8ore > 48 ore
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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8 I TALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect to body orifices (class I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il presente Certificato @ soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established in the Rules for the cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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@13 mm
h75mm CG

VacuAptaca® @13x75 mm vacuum test tube, in PET, with Gel Separator + Clot Activator, for 3.5 ml of
blood, gold cap and red rubber, sterile.



Transport Medium with Mucolytic Agent
Reagent for transportation and storage of clinical VD

material
Instruction Manual

KEY TO SYMBOLS USED

Catalogue number

Caution

Batch code Sufficient for

In vitro diagnostic medical
device

Version

Use-by Date
Consult instructions for use

Temperature limit Date of manufacture

EREL e

Federal Budget Institute of
Manufacturer FBIS CRIE Science “Central Research
Institute for Epidemiology”

Authorized representative in
the European Community

1. INTENDED USE

Transport Medium with Mucolytic Agent is a reagent intended for transportation and
storage of swabs and discharges collected from the urogenital tract, throat, rectum, eye
conjunctiva, and erosive-ulcerative lesions of human skin and mucous membranes for
subsequent analysis of the material for STIs and other reproductive tract infections by
polymerase chain reaction (PCR) and nucleic acid sequence-based amplification (NASBA)
with the use of reagent kits manufactured by FBIS CRIE.

C€

For Professional Use Only

5. GENERAL PRECAUTIONS

The user should always pay attention to the following:

* Use sterile RNase/DNase-free pipette tips with aerosol filters and use a new tip for every
procedure.

« Store all extracted positive material (specimens, controls and amplicons) away from all
other reagents and add it to the reaction mix in a distantly separated facility.

« Thaw all components thoroughly at room temperature before starting an assay.

e When thawed, mix the components and centrifuge briefly.

* Use disposable protective gloves and laboratory cloths, and protect eyes while samples
and reagents handling. Thoroughly wash hands afterwards.

« Do not eat, drink, smoke, apply cosmetics, or handle contact lenses in laboratory work
areas.

« Do not use a reagent after its expiration date.

« Dispose of all specimens and unused reagents in accordance with local regulations.

« Samples should be considered potentially infectious and handled in a biological cabinet
in compliance with appropriate biosafety practices.

e Clean and disinfect all samples or reagents spills using a disinfectant such as 0.5 %
sodium hypochlorite, or other suitable disinfectant.

* Avoid samples and reagents contact with the skin, eyes, and mucous membranes. If
these solutions come into contact, rinse the injured area immediately with water and
seek medical advice immediately.

« Safety Data Sheets (SDS) are available on request.

* The reagent is intended for single use for analysis of specified number of samples (see
the section “Content”).

* The reagent is ready for use in accordance with the Instruction Manual. Use the reagent
strictly for intended purpose.

e Use of this product should be limited to personnel trained in DNA amplification
techniques.

* Workflow in the laboratory must be one-directional, beginning in the Extraction Area and
moving to the Amplification and Detection Area. Do not return samples, equipment and

reagents in the area where the previous step was performed.

2. PRINCIPLE

Transport Medium with Mucolytic Agent is a ready-to-use sterile pink buffer—salt solution
supplemented with mucolytic, preservative, and stabilizing agents. The mucolytic agent
ensures liquefaction of mucus, provides effective and homogenous mixing of clinical
material with the transport medium. The preservative and stabilizing agents prevent the
growth of nonspecific microflora and premature lysis of cell, providing long-term stability of
RNA/DNA of microorganisms and viruses in a wide temperature range.

6. SAMPLING AND HANDLING

Obtaining samples of biological materials for PCR-analysis, transportation, and
NOTE: storage are described in manufacturer’s handbook [1]. It is recommended that
this handbook is read before starting work.

Transport Medium with Mucolytic Agent is intended for transportation and storage of
following clinical material: swabs and discharges collected from the urogenital tract, throat,
rectum, eye conjunctiva, and erosive-ulcerative lesions of human skin and mucous
3. CONTENT membranes.
Transport Medium with Mucolytic Agent is produced in 2 forms: Storage and transportation of clinical material placed in the Transport Medium with
1 vial of 50 ml, [REF] 952-CE. Mucolytic Agent (make sure the tube is tightly closed):

— at room temperature (18-25 °C) for up to 28 days;
100 tubes of 0.5 ml, 953-CE. — at 2-8 °C for up to 3 month;

Transport Medium with Mucolytic Agent includes: — at the temperature not more than minus 20 °C for a long time.

Reagent Description Volume, ml Quantity

7. WORKING CONDITIONS

50 1 vial
v Transport Medium with Mucolytic Agent should be used at 18-25 °C.

Transport Medium with

Mucolytic Agent pink clear liquid or

8. PROTOCOL

0.5 100 tubes
Y Omit step 1 if aliquoted form of Transport Medium with Mucolytic Agent (100 tubes of

i . i o 0.5 ml) is used.
Transport Medium with Mucolytic Agent is intended for 100 samples. 1. Dispense 0.5 ml of Transport Medium with Mucolytic Agent to 2.0-ml tubes using an
aseptic technique. Tightly close the tubes and store them at 2 -25 °C.
. Prior to opening a tube, make sure that the drops are removed from the tube cap.

2
4. ADDITIONAL REQU|REMENTS 3. Place the probe end with clinical material to a tube with Transport Medium with

Mucolytic Agent, break off the shaft at the scratch mark (if applicable), and recap the

* Disposable powder-free gloves and a laboratory coat.

o Pipettes (adjustable). tube. If there is no a scratch mark, sink the probe end in the medium, rotate the probe
o Sterile pipette tips with aerosol filters (up to 1000 l). for 5-10 s pressing it to the tube wall, then remove the probe and recap the tube. Mark
« Disposable polypropylene 2.0-ml tubes. the tube. ) ) _

e Tube racks. If you have any questions or if you encounter problems, please contact our Authorized
.

Disposable sterile probes (tampons or cytobrushes) designed for collecting swabs and representative in the European Community.

discharge from the urogenital tract (cervix, vagina, and urethra), throat, rectum, and
erosive-ulcerative lesions of human skin and mucous membranes.
* Reservoir for used tips.

9. TRANSPORTATION

Transport Medium with Mucolytic Agent should be transported at 2-25 °C.

10. STABILITY AND STORAGE

Transport Medium with Mucolytic Agent is to be stored at 2-25 °C when not in use.
Transport Medium with Mucolytic Agent is stable until the expiry date stated on the label.
The shelf life of the reagent before and after the first use is the same, unless otherwise
stated.

11. REFERENCES

1. Handbook “Sampling, Transportation, and Storage of Clinical Material for PCR
Diagnostics” developed by Federal Budget Institute of Science “Central Research
Institute for Epidemiology” of Federal Service for Surveillance on Consumers’ Rights
Protection and Human Well-Being.
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12. QUALITY CONTROL

In compliance with Federal Budget Institute of Science “Central Research Institute for
Epidemiology” ISO 13485-Certified Quality Management System each lot of Transport
Medium with Mucolytic Agent has been tested against predetermined specifications to
ensure consistent product quality.

List of Changes Made in the Instruction Manual

VER Location of Essence of changes
changes
24.06.11 The name of Institute was changed to Federal
.LA. Cover page, text Budget Institute of Science “Central Research
Institute for Epidemiology”
23.07.12 Content New complement form was added and described
\ Footer New catalogue number 953-CE was added
27'3,\2/"17 Through the text Corrections according to the template
08.04.20 Through the text The text formatting was changed
MA Footer The phrase “Not for use in the Russian Federation”
was added
: ®
AmpliSens
Ecoli s.r.o., Studenohorska 12 Federal Budget Institute of

841 03 Bratislava 47 Science “Central Research
Slovak Republic “ Institute for Epidemiology”

Tel.: +421 2 6478 9336 3A Novogireevskaya Street

Fax: +421 2 6478 9040 Moscow 111123 Russia
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