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SRAC certificd organizatia/ certifies the organisation

A & A PRO DIAGNOSTIC S.R.L.

Sediul social: Str. Graului, nr. 19, sector 4, Bucuresti

Sedii de lucru: B-dul. George Cosbuc, nr. 50, sector 5, Bucuresti;
Calea Rahovel, nr. 183, sector 5, Bucuresti

pentru urmdtoarele activitdti/
for the following fields of activities

Import, depozitare, distributie, instalare, punere In functiune, instruire, mentenantd, reparare si verificare
dispozitive medicale de diagnostic in vitro (IVD): instrumente de diagnostic in vitro si software. Import, depozitare
si distributie dispozitive medicale de diagnostic in vitro (IVD): reactivi si produse reactive, calibranti si materiale de

control pentru: chimie clinicd, imunochimie (imunologie), hematologie / hemostaza / imunohematologie,
microbiologie, imunologie infectioasd, histologie / citologie, testare geneticd; dispozitive medicale IVD altele decdt

cele specificate anterior: medii de transport; dispozitive medicale neactive, neimplantabile, altele decdt cele
specificate anterior: mdsti si manuisi

Import, storage, distribution, installation, commissioning, Training, maintenance, repair and verification of in vitro
diagnostic medical devices (IVD): In vitro diagnostic tools and software. irport, storage and distribution of in vitro
diagnostic medical devices (IVD): Reagents and reactive products, catibrators and control materials for: Clinical
chemistry, immunochemistry (immunology), haematology / haemostase / immunohaematology, microbiology,
infectious immunology, histology / cytology, genetic testing; IVD medical devices other than those specified above:
Transport media; non-active, non-implantable medical devices other than those specified above: Masks and gloves

ca are implementat si mentine un which has implemented and maintains a
sistem de managementul calitatii quality management system
conform conditiilor din standardul which fulfils the requirements of the standard

EN ISO 13485:2016

Valabilitatea certificatului este conditionata de ;

efectuarea supravegherilor anuale pana la data de: &8
nr. certlflcat/ certificate registration no. 78 a5
data initial3 a certificrii/ initial certification date 03 noiembrie 2015 Director General
data recertificarii/ reissuing date 20 octombrie 2021 Ing. Mihaela Cristea
data ultimei actualizari/ last update -
valabil pana la/ valid untif 01 noiembrie 2024 {(cu conditia vizarii anuale)
SRAC CERT SRL, Str. Vasile Parvan Nr. 14, Sector 1, Bucuresti www.srac.ro
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

SRAC as an IQNet Partner hereby states that the organization:

A & A PRO DIAGNOSTIC S.R.L.
Registered Office: Str. Graului, nr. 19, sector 4, Bucuresti

Productive Units: B-dul. George Cosbuc, nr. 50, sector 5, Bucuresti;
Calea Rahovei, nr. 183, sector 5, Bucuresti

for the following scope:

Import, storage, distribution, installation, commissioning, Training, maintenance, repair
and verification of in vitro diagnostic medical devices (IVD): In vitro diagnostic tools and
software. Import, storage and distribution of in vitro diagnostic medical devices (IVD):
Reagents and reactive products, calibrators and control materials for: Clinical chemistry,
immunochemistry (immunology), haematology / haemostase / immunohaematology,
microbiology, infectious immunology, histology / cytology, genetic testing; IVD medical
devices other than those specified above: Transport media; non-active, non-implantable
medical devices other than those specified above: Masks and gloves

has implemented and maintains a
Quality Management System
which fulfils the requirements of the following standard:
ENISO 13485 : 2016

Issued on: 2021 - 10 - 20

First issued on: 2015 -11 - 03
for the validity date, please refer to the original certificate* issued by SRAC

Registration Number: RO - 0078

Alex Stoichitoiu eng. Mihaela Cristea
President of IQNet SRAC General Manager
IQNet Partners**:

AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Certification Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland PCBC Poland
Quality Austria Austria RR Russia SIGE México SlII Israel SIQ Slovenia SIRIM QAS International Malaysia
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey Vincotte Belgium YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a stand-alone document
** The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-
certification.com



