By Royal Charter

Certificat de inregistrare
SISTEM DE MANAGEMENT AL CALITATII — 180 13485:2016 & EN ISO 13485:2016

Se certifica faptul ca:
Thermo Fisher Scientific Oy
Ratastie 2
FI-01620 Vantaa
Finlanda

Detine certificatul nr. MD 623249

si opereazd un Sistem de Management al Calitatii care respecta cerintele
standardelor ISO 13485:2016 & EN ISO 13485:2016 cu urmatorul scop:

Proiectarea si dezvoltarea, productia, service-ul, instalarea si distributia dispozitivelor
medicale pentru diagnosticare in vitro, inclusiv sisteme de analizd pentru chimie
clinica, sisteme de cromatografie clinica a lichidelor si de spectrometrie de mas3,
automatizari de laborator si teste si reactivi pentru diagnosticare in vitro.

Proiectarea si dezvoltarea, productia, distributia, suport vanzari si service pentru
instrumente medicale pentru diagnosticare in vitro, produse si consumabile pentru
manipularea lichidelor.

Pentru si in numele BSI : semnatura indescifrabila
Gary E Slack, Vicepresedinte executiv
Dispozitive medicale

ol Data inregistrarii originalului : 22-02-2012

3 @ Data ultimei revizuiri : 30-09-2021

A, Data intrarii in vigoare : 01-04-2021

o0 Data expirarii : 31-03-2024
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Prezentul certificat a fost emis electronic si rdmane proprietatea BSI si este legat de condifiile
contractului. Un certificat electronic poate fi autentificat online.

Copiile tiparite pot fi validate la adresa

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS5 8PP.
Tel: +44 345 080 9000. BSI Assurance UK Limited, nregistratd in Anglia sub nr. 7805321 la 389”\ .
Chiswick High Road, London W4 4AL, UK. Membru al Grupului de firme BSI = S




Certificat nr. MD 623249

Locatia Activitati inregistrate

Thermo Fisher Scientific Oy Proiectarea si dezvoltarea, productia, service-ul,

Ratastie 2 instalarea si distributia dispozitivelor medicale pentru
FI-01620 Vantaa diagnosticare in vitro, inclusiv sisteme de analiza
Finlanda pentru chimie clinica, sisteme de cromatografie clinica

a lichidelor si de spectrometrie de masa, automatizari
de laborator si teste si reactivi pentru diagnosticare in
vitro.

Proiectarea si dezvoltarea, productia, distributia,
suport vanzari si service pentru instrumente medicale
pentru diagnosticare in vitro, produse si consumabile
pentru manipularea lichidelor.

Thermo Fisher Scientific Oy Fabricarea si service-ul produselor si a consumabilelorr(b.'

Rahtikatu 2 pentru manipularea lichidelor pentru diagnosticare inf S /‘

FI-80100 Joensuu vitro - \".’é ~x

Finlanda Y oAl
ARJATTY

Data inregistrarii originalului : 22-02-2012

Data ultimei revizuiri : 30-09-2021
Data intrarii in vigoare : 01-04-2021
Data expirarii : 31-03-2024
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Prezentul certificat a fost emis electronic si ramane proprietatea BSI si este legat de conditiile
contractului. Un certificat electronic poate fi autentificat online.

Copiile tiparite pot fi validate la adresa www.bsigroup.com/ClientDirectory sau la telefon +31 (0)20
3460 780.

Informatii si contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP.

Tel: +44 345 080 9000. BSI| Assurance UK Limited, inregistratd in Anglia sub nr. 7805321 la 389
Chiswick High Road, London W4 4AL, UK. Membru al Grupului de firme BSI




Subsemnatul MILU Florin Dan, interpret si traducator autorizat pentru limba engleza,
in temeiul autorizatiei nr. 3408 din data de 28.06.2000, eliberatd de Ministerul
Justitiei din Romania, certific exactitatea traducerii efectuate din limba engleza n
limba romand, ca textul prezentat a fost tradus complet, si ca, prin traducere,
inscrisului nu i-au fost denaturate continutul si sensul.

inscrisul a carui traducere se solicitd in intregime, are in integralitatea sa un numar
de 2 pagini, poarta titlul de “Certificat de inregistrare”, a fost emis de BSI din Marea
Britanie si mi-a fost prezentat mie in intregime.

Traducerea inscrisului prezentat are un numar de 2 pagini si a fost efectuata potrivit
cererii scrise Tnregistrate cu nr. 379 /22.10.2021, pastrate in arhiva subsggnr}atului.

/ NS
Qan,

TR

S-a incasat onorariul de 20 lei cu chit. nr. 000428 / 23.10.2021.
INTERPRET SI TRADUCATOR AUTORIZAT

iNCHEIERE DE LEGALIZARE A SEMNATURII TRADUCATORULUI nr............

~

Anul 2021, luna octombrie, ziua ..%:7..

.......... P OANAALIN notar public, in temeiul art. 12 lit. j din Legea notarilor
publicin a ac |v1té§];‘|' néariale nr. 36/1995, republicatd, cu modificarile ulterioare,
legalizez semnétura de mai sus, apartindnd lui Milu Florin Dan, interpret i
traducator autorizat, in baza specimenului de semnatura depus la biroul notarial, de
pe cele 49 exemplare ale inscrisului, care au ca parte integrantd o copie a actului
tradus.

Inscrisul a carui traducere se solicita esfe inaat.autentic.

S-a incasat onorariul de’V. 7747 lei, ¢
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

o

By Royal Charter

This is to certify that: Thermo Fisher Scientific Oy
Ratastie 2
FI-01620 Vantaa
Finland

Holds Qég_t icate Number: MD 623249
and\o‘pe‘r es a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO

13485:2016 for the following scope:

The design and development, manufacturing, service, installation and distribution of in vitro
diagnostics medical devices including clinical chemistry analysing systems, clinical liquid
chromatography and mass spectrometry systems, laboratory automation and in vitro
diagnostic assays and reagents.

The design and development, manufacture, distribution, sales support and service of in vitro
diagnostic medical instruments, liquid handling products and consumables

o C_Seed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2012-02-22 Effective Date: 2021-04-01
Latest Revision Date: 2021-09-30 Expiry Date: 2024-03-31
o Page: 1 of 2
A ..making excellence a habit”

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Mamhar nf tha RQT Crann nf Camnaniac




Certificate No: MD 623249

Location

Registered Activities

Thermo Fisher Scientific Oy
Ratastie 2

FI-01620 Vantaa

Finland

The design and development, manufacturing, service,
installation and distribution of in vitro diagnostics medical
devices including clinical chemistry analysing systems, clinical
liquid chromatography and mass spectrometry systems,
laboratory automation and in vitro diagnostic assays and
reagents.

The design and development, manufacture, distribution, sales
support and service of in vitro diagnostic medical
instruments, liquid handling products and consumables.

Thermo Fisher Scientific Oy
Rahtikatu 2

FI-80100 Joensuu

Finland

Original Registration Date: 2012-02-22

Latest Revision Date: 2021-09-30

The manufacture and service of in vitro diagnostic liquid
handling products and consumable.

Effective Date: 2021-04-01

/ N Expiry Date: 2024-03-31

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online,
Printed copies can be validated at www.bsigroup.com/ClientDirectory
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



