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Alkor Bio Company, Ltd.,192148, Zheleznodorozhnii
Tel.+7-812-677-47-29, +7-812-677-87-79, Fax +7-812-677-

prospect, 40 lit.A, Saint-Petersburg, Russia
47-28, www.alkorbio.ru, www.alkorbiogroup.ru

DECLARATION N2 2020-01

EC DECLARATION OF CONFORMITY

Manufacturer:

Buropean Authorized Representative:

Products:
Classification:

Conformity Assessment Route:

Alkor Bio Company, Ltd.,
192148, Zheleznodorozhnii prospect, 40 lit. A
Saint-Petersburg, Russia,

Medimark Europe Sarl ,
11 rue Emile Zola — BP 2332
38033 Grenoble Cedex 2 France

See list in annex
Annex III Medical Devices for In Vitro

Diagnostic (for professional use)
Annex [II

We herewith declare that the products listed in the annex of this document meet to essential
requirements of the Directive 98/79/EC of October, 27" 1998 on In Vitro Diagnostic Medical

Devices.

Standards applied:

EN ISO 9001, ISO 13485,

ENISO 14971 (ISO 14971), EN 13612, EN 23640,
EN 13641, EN 13975, EN ISO 18113-1 (ISO 18113 - 1),
EN ISO 18113-2 (ISO 18113 - 2)

QMS Certificate (ISO 13485 :2016)
St. Petersburg

Name of the authorized person
Title

Signature

Digitally signed by Rodnitchii Andrei
Date: 2020.06.04 15:17:04 EEST
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Location: Moldova

10226924

Irina Talynkova:.
QA'Manager . .-
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Alkor Bio Company, Ltd.,192148, Zheleznodorozhnii prospect, 40 lit.A, Saint-Petersburg, Russia
Tel.+7-812-677-47-29, +7-812-677-87-79, Fax +7-812-677-47-28, www.alko rbio.ru, www.alkorbiogroup.ru

Annex to DECLARATION N®: 2020-01

List of Annex 3 Medical Devices for In Vitro diagnostic for professional use
in relation with the above declaration

N Product name

1 SulfateEIA-DHEA-sulfate

2 Steroid EIA-cortisol

3 SteroidEIA-SHBG

4 SteroidEIA-progesterone

5 SteroidEIA-testosterone

6 SteroidEJA-17-OH-Pro gesterone

7 EIA-AFP

8 EIA-Ferritin

9 EIA-prolactin

10 PAPP-A

11 GonadotropinEIA-LH

12 GonadotropinEIA-FSH

13 GonadotropinEIA-hCG |

14 GoradotropinEIA-free-hCG kit |

15 ThyroidEI[A-free T3

16 ThyroidE[A-triiodothyronine

17 ThyroidEIA-free T4

18 ThyroidEIA-thyroxin

19 ThyroidEIA-TSH

20 ThyroidEIA-anti-TG

21 ThyroidEIA-anti-TPO

22 ThyroidEIA-TG

23 OncoEIA-CA-125

24 AllergoEIA-total IgF

25 AllergoEIA-specific IgE (including biotinylated allergens)
| 26 AllergoELISA-specific IgE :

Sajnt-Petersburg, 16 March 2020

Name of the authqxizéid_ person: . Irina Talynkova
Title: QA Manageriommass \

{

Signature:

Page 2 from 2 pages



L 4 I_IOYd‘S
“ Register

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

In accordance with the requirements of the In Vitro Diagnostic Medical Devices
Directive 98/79/FEC and the Medical Devices Regulations 2002, UK Statutory
Instrument 2002 No. 618

This is to certify that the Quality Management System of:

Dia Lab Services S.R.I.
Via del Babuino 51,
00187 Rome
Italy

has been assessed against the requirements of Annex IV of the In Vitro Diagnostic Medical Devices
Directive 98/79/EC, and the Medical Devices Regulations 2002 and conforms to the requirernents
for the products shown on the attached certificate schedule.

Approval is subject to the maintenance of the quality system in accordance with the requirements
of the above Directive and Regulations.

Authorisation is hereby given to use the LRQA Notified Body Registration Number in accordance
with the requirements of the specified Directives/Regulations in relation to the products as
identified above.

Certificate No: LRQ 4009381

Original Approval: 8 October 2015
Current Certificate: 20 March 2019
Certificate Expiry; 19 March 2022

LRQA Notified Body Number 0038

‘l _L:)(A_, g | r::;_w M/\\

Issued by: Lloyd's Register Quality Assurance Limited

1 Trinity Park, Bickenhill Lane, Birmingham 837 7ES, Unlted Kingdom,

Lleyd's Repister Group Limited, its affiliates and s bsidiari vincluding Lloyd's Register Quality Assurance Limited ILRQAL, and their fespective officers, employzes or agents are, individually and coliectively, referred
o in this clause as ‘Lioyd's Register Liayd's Register assumes no resparnsibility and shall nat be fiable to any person far any loss, dumage of expedse caused by reliance on th information ar adyice in this document
or Rawsoever provided, unless that pe(son has signed @ contract with the relevant Lloyd's Reglster entity for the provisiof of this information or advice and in that case any responsibility or fla bilikyis exclusively ca
th xermis and condirions ses outin'that contract, ssyed by: Lioyd's Register Quality Assurance Limited, L Trinity Park, Bickenhill Lape, Birmingham B37 TES, United Kingdom
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EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM
CERTIFICATE LRQ 4009381 SCHEDULE

has been assessed against the requirements of Annex IV of the In
Vitro Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below:

Dia Lab Services S.R.I.
Via del Babuino 51,
00187 Rome
Italy

Annex Il List B Products
Cytomegalovirus 1gG
Cytomegalovirus IgG Avidity
Cytomegalovirus Igi Capture
Rubella IgG

Rubella IgG Avidity

Rubella IgM Capture
Toxoplasma IgG

Toxoplasma IgG Avidity
Toxoplasma Igv Capture

Schedule Issue: 01
Date of Schedule Issue: 20 March 2019

LRQA Notified Body Number 0088
- i- L :.eJ r‘-;\,}_.— /\

Issued by: Lloyd's Register Quality Assurance Limited
Page 1 of 1

1 Trinity Park, Bickenhill Lane, Birmingham 837 7ES, United Kinggom.

Hlayd's Register Group Limited, its affllistes and subsidiaries; including Ligyd's Repister Quality Assurance Limited (LRQA), 3nd their fespective officers, employees o agents are, individually and callectively, referred
toin thisclause as ‘Lloyd's Register' Lloyd's Register assimes no respansikility and shall not be liable to any parsoi lor any loss, damage or espense caused by reliance on the information or advice in this document
or howsoever provided, unless that Person has signed a contrazt with the relevant Lioyd's Reglster entity for the provision ef this information or advice and in that case any responsibility or liability is exclusiv aly on
the terms and conditions set out in thatcontract. Issued by: Lloyd's Register Quality Assurance Limnited, 1 Trinity Park, Blekenhi|l Lane, Birmingham 837 785, United Hingcom
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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:

150 13485:2016
EN ISO 13485:2016
BS EN 1SO'13485:2016

——

1 Yoo

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): 1ISO 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.
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Lloyd's Registar Group Limited, its alfiiales aind subsidiades, including Lisyd's Regisier Qualiyy Assurance Linited (LRQAY, and theif respoclive officers, employees or agents. are, Individy aily"'ami {E{;t&auw&!ﬁgﬁ.-aﬁ. {his ¢lavse s
‘Lioyds Regisier, Lioyd's Regislar assusies no rasponsibillly and shall 1/a) be liabie 1o any person far any 1955, damage of oxpense caused by fellanca o the information or advice in Ihls document of hiwaseyar providod, unless that person
has skried a conteacl vith the retevant Lioyd's Register enlity fer the provision of 1his Infomation o advice and n ihal case any réspansiblity or liohilily Is exclusively on the fomms and conditions sal eul in that cantract,

E;me: Lioyd's Register Nederdand BV, K P. van der Mandelelasn g 3082M8 Reflerdam Nelherdands for ond on beball of: Uoyd's Reqlster Quality Assurance Limited, 1 Trinty Park, Bickenh!l Lane, Birningham B37 768, United
gdom




Lloyd’s

Register
Certificate Schedule
Certificate identity number: 10226924
Location Activities
Alkor Bio Company Ltd Design, development, manufacture, distribution
40, Lit. A, Zheleznodorozhniy Prospect, and marketing of reagents, kits of reagents for “in
St.Petersburg, 192148, Russian Federation 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.Petersbhurg, 192148, Russian Federation

Distribution and marketing of reagents and Kits of
reagents for “in vitro” diagnastics.

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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Lioyd's Regliler Group Limled, Ils affiliales and subsitiades, including Lloyd's Register Quatity Assurance Limiled (LRQA), and thelr respective officers; employees of apents are, indlvidualyy and calleclively, referred Lo jn 1his clanse as
“Liciyd's Register, Lloyd's Regléter assumes no respansibaity and shall nel be fable 1o any persen for any loss, damage of expense caused by rallance on e information or adice b tis document of howssever provided, unless INsL persan
has sigred & contract with The relevant Lioyid's Reglster entity for the pro-sslon of this Infanmation gr advice and in that case any respensibilily or labidy is exclusively on the temis and condiions sel ol I thal contract. -

Issued by: Lloyd's Rogister Nederland BV, KP, van der 414 306208 Rotterdam Nethedands for and on behall of. Lioyd's Reglster Quallly Assurance Limited, | Trinlty Park, Bickenhill Lane, Binningham BT TES, United

Hingdom
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