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DECLARAI|oN N120trc01

EC DECLARATIQN OF COMOR.IVfITY

co!ftrmi1y.Asso6$rtqlt Route; Diagnostic (for professionai use)

-Y:.h-"119 
O::lr._*t dre products listed in the uooux of rhis dqco 

"nt 
me€r10 essential

ljl#ffXtents 
of the Dircctiw 98/798C of Octobqr: err' rsss oo ilvib" bi"€a"r,il rr.l"ai"a

M€auactuer

Euopean Authodzed ReFes€ntative:

Prcdi:ets:

Clas$ifioation:

SiFrdatds. qfFll€d:

QMg cprtifiaate (Ise tl4ts:2ntg

Sl. Pbtcrsbwg

Nis,lc ofihe aulbarized person

Stg!"u,r"

Alkor Bto Compaty" I"rd.,
192148, ?pleznodoroztrnit prospccq 40 Iit.A
saEt-Petcrsburg, Russia"

Medilna* Eu,rope Sad ,
I I tuF &Dile Zota - Bp 2332
38033 OreJloble.Cedex 2 lrance

See list id annex.

Aqncy lll Medical Devices for In Vixro

EN:SO 9001, tso 13485,
EN ISO 14971 (tso 14971), EN I3612, EN 23640,
EN t^364r, EN 13975, EN tso rer r :_i lrso r sr r i _ r1,
EN rSO l8l l3-2 0s0 18113 _ 2)
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Annex to DECLAIIAT|ON N":2020-01

List of Annex :l Medical Devices for In Vitro diagnostic for professional use
in relatiotr with tbe above decl.ration
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SainFPetelsbrug, l6 March 2020

ldna Talynkova
Tirie : QA



Lloyd s

Register

EC CERTIFICATE - FULT QUAL'TY AS URANCE SYSTEM

In ac(ordance with the requirements of the ln Diagnostic Medical Devices
Dirertive 98/79l[C and the Medi€l Devices Reo lations 2002, UK Statutory

hstrument 2002 No. g1

Thir is to certify that the euality Man Syttem ofi

Dia Lab Services S.R.t,
Via del Babuino 5i,

00187 Rome
Italy

hal been assesseo against the reouiernents of Annex lV of the
urrective 98r9lEC, and the Medrcat Dev,ces Regulations 2002

Jor the products shown on the attached ficate schedule.

Approval is subject to the maintenance of the quality s)stem i
ofthe above Directlve and Regul

ln Vitro Diagnostic N4edical Devices
and conforms to the requifement,

accordance with the requirements
on5,

stration Number in accordance
jn aeiation to the productt as

Authoris.rior is hereby given rc use the LRQA Not;fied Body
wrth the requi.emen15 of the specit:eo Di,ectiveyRequlari

Cedificate No:

Original Approvall

Current Certificate:

Cedificate Expiry:

LRQA Notlfied Eody Number OO88

identified above.

LRQ 4009381

8 october 2015

20 March 2019

19 Nilaich 2022

'-l>"-,J
lssued by: Lloyd's Register eual ASsurance Limited

1 Tdnity pad( 8ilkenhltLane, tumingham Bi7 7Es,

l'fli'liioE''es'Udtdft.doh
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EC CERTIFICATE _ FULL QUAL|TY n$suanrucr sysTEM
cERTtFtcATE LRQ 4009381 SCHEDULE

...!"r !:"n assessed against the requiremerfts of Annex tV of rhe tnVitro Diagnostic Medical Devices Oirecrive f8ZsteC, uiJ,f," ry,"Ui."fDevices Regulations 2002.and conforms to {he require...i, i". an"
products shown beloLv:

Dia Lab Services
Via del Babuino

00187 Rome
Italy

5.R+.

5'1,

+uq]Llri!-Elrcdlgq
L)1ome9atOvirus tqG
Cytomegalovkus tgc Avidity
Cltomegalovirus lgM Capl!re
Rubella tgG

Rube a lgc Avjdjty
Riibella lgM Capture
Toxoplasma lgc
Texoplasma t9c Avidity
roxoplasma lgM Capture

Schedule lssue:

Date of Schedule lssue:

01

20 N.4arch 2019

LRQA Notified Body Number 0088

1 
-fdniv 

Paft, Skkenhiu tane, BilmioghEm 837 7 Es, Lh
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Cerrtificate of Approval

Thjs is to certify that the lvlanagement System of:

Alkor Bio Groun_ _. _yF

40, Lit. A, Zheleznodorozhniy Prospect, St.petersbltrg, 192148, Russlan fe.ieraiion

has been approved by Lloyd,s Register to the foltowing standards:

ISO 1348512016
EN ISO 13485:2016

BS EN ISO 13485:2016

P,G. Cornelissen - Area Manager Notth Europe

lssued by: Lloyd's Register Nederland B.V.

for and on behalf oi Lloyd's Register euality Assurance Ljmired

This cettificate is valid only in as$ociauon with the certificate schedule bearing the same number on which ihe
locations applicable to ihis approval are listed.

Current issue dalet '11 Novemb6r20'19
Expiry date: 10 November 2022
Cediiicate identily nunber 10226924

Orjginal appfoval(s):

ISO 13485 - 10 November 2010

l\pprovat number(s): ISO 13485 - 0069339

Ihe scope ofthis approval is apptidable to:
9esign, development, manufacture, dist bution and maakeling of reegenls, kils of farc.,nis fcf . i,. !;trn,

diagnoslics and automated analyzers ior "in vitro" diagnostics.



l*l H,,ffi,

Looation

Certificate Schedule
Ce ificaie identily numher: 10226924

Aclivities

Alkor Bio Company Ltd

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

Design, developrnent, manufacture, distdbution
and marketing of reagents, kits oi reagents for "in
vitro" diagnostics and aulomaied analyzers for "in

vitro" diagnostics.

VEGA Ltd

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

Design, development, manufacturc of reagents
and kits of reagents for "in vitro" diagnostics,

Alkor Bio Ltd

40, Lit. A, Zheleznodorozhniy Proopect,
St.Petersburq. 1 92148, Russian F€deration

Distribution and marketing of reagents and kits of
reagents for "in vitro" diagnostics.

Alko.lmpex Ltd

40, Lit. A, Zheleznodorozhniy Prosl)ect,
St.Petersburq, 192148. Russian Federation

Distribulion and marketing of reagents and klts of
reagenis lor "in vitro" diagnostics.
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