Lloyd's
Register

Certificate of Approval

This is to certify that the Management System of:

Alkor Bio Group

40, Lit. A, Zheleznodorozhniy Prospect, St.Petersburg, 192148, Russian Federation

has been approved by Lloyd's Register to the following standards:

ISO 13485:2016
EN ISO 13485:2016
BS EN ISO 13485:2016

—

Yo

P.G. Cornelissen - Area Manager North Europe
Issued by: Lloyd's Register Nederland B.V.
for and on behalf of: Lloyd's Register Quality Assurance Limited

This certificate is valid only in association with the certificate schedule bearing the same number on which the

locations applicable to this approval are listed.

Current issue date: 11 November 2019 Original approval(s):

Expiry date: 10 November 2022 ISO 13485 — 10 November 2010
Certificate identity number: 10226924

Approval number(s): ISO 13485 — 0069339

The scope of this approval is applicable to:

Design, development, manufacture, distribution and marketing of reagents, kits of reagents for “in vitro”

diagnostics and automated analyzers for “in vitro” diagnostics.

Digitally signed by Rodnitchii An
Date: 2020.04.23 14:38:57 EEST
Reason: MoldSign Signature
Location: Moldova
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Lloyd's Register Group Limited, its affiliales and subsidiaries, including Lloyd's Register Qualily Assurance Limited (LRQA), and their respective officers, employees or agenls are, Indiuld:xaaw\u&%ﬁ&vew;i K in this clause as
'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the informalion or advice in Lhis document or yided, unless thal person

has signed a contract with the relevant Lloyd's Register entily for the provision of this information or advice and in that case any responsibilily or liabilily is exclusively on the terms and conditions set out in that conlract.
Issued by: Lloyd's Register Nederland B.V., K.P. van der Mandelelaan 41a 3062MB Rotterdam Netherlands for and on behalfl of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United

Kingdom




Lloyd's
Register

Certificate Schedule

Certificate identity number: 10226924

Location

Activities

Alkor Bio Company Ltd

40, Lit. A, Zheleznodorozhniy Prospect,
St.Petersburg, 192148, Russian Federation

Design, development, manufacture, distribution
and marketing of reagents, kits of reagents for “in
vitro” diagnostics and automated analyzers for “in
vitro” diagnostics.

VEGA Ltd

40, Lit. A, Zheleznodorozhniy Prospect,
St.Petersburg, 192148, Russian Federation

Design, development, manufacture of reagents
and kits of reagents for “in vitro" diagnostics.

Alkor Bio Ltd

40, Lit. A, Zheleznodorozhniy Prospect,
St.Petersburg, 192148, Russian Federation

Distribution and marketing of reagents and kits of
reagents for “in vitro” diagnostics.

Alkor Impex Ltd

40, Lit. A, Zheleznodorozhniy Prospect,
St.Petersburg, 192148, Russian Federation

Distribution and marketing of reagents and kits of
reagents for “in vitro” diagnostics.
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Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Qualily Assurance Limited (LRQA), and their respeclive officers, employees or agents are, individually and collectively, referred lo in this clause as
‘Llayd's Register'. Lloyd's Register assumes no responsibility and shall not be liable lo any person for any loss, damage or expense caused by reliance on he informalion or advice in this document or howsoever provided, unless thal person
has signed a contract with the relevant Lioyd's Register entity for the provision of this information or advice and in that case any responsibilily or liability is exclusively on the terms and conditions set out in that contract.

Issued by: Lloyd's Register Nederland B.V., K.P. van der Mandeleiaan 41a 3062MB Rolterdam Netherlands for and on behalf of: Lloyd's Register Qualily Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United

Kingdom
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