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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization:
BIOLINK LTD.

NIKOLAEVA STREET 13, OFFICE 205, NOVOSIBIRSK, 630090, RUSSIAN FEDERATION

has implemented and maintains a

Quality Management System

Jor the following scope:

Design, development and production of medical devices for in vitro diagnostics

Further clarifications regarding the applicability of ISO 13485:2016 requirements may be obtained by consulting the organization

which fulfills the requirements of the following standard.:
ISO 13485:2016

Issued on: 2021 - 02 - 22
Expires on: 2024 - 02 - 21

This attestation is directly linked to the IQNet Partner’s original certificate
and shall not be used as a stand-alone document

Registration Number: IT - 131520
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Alex Stoichitoiu Ing. Mario Romersi

President of IONET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group US4
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE Meéxico PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
: s System Certification in the world.
www.imq.it

CERTIFICATE N. L ol i cver e cigane.
CEPTU®UKAT Ne 0198.2021

WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY
HACTOALUMM NOATBEPXKOAEM, UTO CUCTEMA MEHEIPKMEHTA KAYECTBA, AEVCTBYIOLAA B

BIOLINK LTD.
NIKOLAEVA STREET 13, OFFICE 205, NOVOSIBIRSK, 630090, RUSSIAN FEDERATION

000 «BUOJTUHK»
POCCUINCKASA GELEPALIMA, 630090, . HOBOCUBWPCK, YIULIA HUKONAEBA, 13, O®UC 205

NPON3BOACTBEHHBLIE NTOLWALKN
no cneAyloLum agpecam:
PRODUCTION UNITS
at the following addresses:

NIKOLAEVA STREET 13, OFFICE 205, NOVOSIBIRSK, 630090, RUSSIAN FEDERATION
POCCUNCKAR ®EAEPALMA, 630090, I'. HOBOCUBWPCK, YINUA HNKOJTAEBA, 13, O®UC 205

IS IN COMPLIANCE WITH THE STANDARD / COOTBETCTBYET TPEEOBAHMAM CTAHAAPTA
ISO 13485:2016

FOR THE FOLLOWING ACTIVITIES / /15 CIIEQYIOLEV OBIACTU AEATENBHOCTM

Design, development and production of medical devices for in vitro diagnostics
[poekmuposaHrue, paspabomka u npou3sodcmeo MeduyuHcKux usdenuii dns duasHOCMUKU in Vitro

Refer to quality management system manual for details of applications to ISO 13485:2016 requirements
B pykosodcmee cucmems! MeHedxMeHMa kayecmea opeaHu3ayuU ymoyHeHbl 0emanu npuMeHeHus mpebosaHuli ISO 134852016

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE REQUIREMENTS
OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS
MCr0/IbBOBAHME M1 CPOK AEVCTBUA CEPTUDUKATA LOIIKHBI YOBIETBOPATH
TPEBEOBAHUSM MPABUIT 10 CEPTUOUKALIMN CUCTEM MEHE)KMEHTA

DATE:  FIRST CERTIFICATION CURRENT ISSUE EXPIRY
[ATA: [EPBUYHAS CEPTUPUKALIMS [ATA BbIMYCKA CPOK ENCTBUA
2021-02-22 2021-02-22 2024-02-21

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY
Management Systems Division - Flavio Ornago

Only the English text is authentic

FEDERAZIONE

cis@

WWW.Cisg.com

ACCREDIA '\
LENTE ITAUANO DI ACCRIDITAMENTO -

SGQ N° 005 A : . g Organismo di Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di

R A The validity of the certificate is submitted to annual audit and a reassessment wWww.imgq.it Certificazione dei sistemi di gestione aziendale.
el 0 - P

Ri:g:\;scine\gv:tocéx,r 1AF e TLAC off the entire management System within three years CISQ is the Italian Federation of management

Signatory of EA, IAF and ILAC

Mutual Recognition Agreements

system Certification Bodies.



