3A0 «IKO1a6»142530 Mockoseras 001, 1.91eKTporopek, yia.byiennoro, i.1

e-mail: sekretari@ ekolab.ru, Caiir : www.ekolab.ru _

Tesi: (49643) 3-1374, 3-2311, daxc (49643) 3-3143

HMHH: 5035025076, KI1I1: 503501001
Bank noayuaressi: ITAO Céepbank Pocenn 1. Moewea
s Opexoso-3yeserom OCB Ne 15356/063
p/e 407028100403101024002
w/e 30101810400000000225
BHK 044525225

09.01.2019

ABTOPU3AIIMS JIMCTPUBBIOTOPA

3akpuiToe akroneproe oduieetBo «IKOnady» (Pocens, 142530, Mockosekast 00i1.,
. NeKTpOropeK, yiLbyeHHoro. /1.1) HacTosiimm noarsepkiae , uto "SANMEDICO”SRL
(vi. Kopodusny 7A. xB. 9, r. Kummués. Pecnybimka Monjaosa) smrasercs Hammm
IKCKITIOSHBHEIM [ THCTPHORIOTOPOM 1 TipeieTaBuTenem B Pecnybimnke Mosaosa # ocyuiectoisner
yuacTc ¢ npoaykuuei 3A0 « DKOnab» B npoueypax rocyIapCTBeHHbIX 3UKYIIOK TOBAPOB HA
TeppuTOoprn  PectiyGivky MoutoBd, 0T CBOErO HMEHW BEAET NEPEroBOpBI. TMPEICTaBJIACT
KOMMEPUCCKHE TIPE/LTOKCHUSA. 3aKITIONdET COOTBETCTBYIOLIME JOTOBOPBIL, & TAKKE OCYUICCTRIICT
MOCTABKH yKazaHHoMH ripoaykiith na reppuropuy Pecenybiinkn Monnosa.

HToZHOMOUMS 110 HACTONUIEMY ABTOPHSALMOHHOMY MUCBMY HE MOI'YT OBITE Mepe;aHbl
APYTUM 1AM,

HacTogmee nmuesMo AeHCTBHTEIBHO ¢ MOMEHTA 110 1nHcanus 1 1o 31 nexabps 201091,

["cHeparibHBIH AnpeKTOp bopucos B.1O.

Digitally signed by Rodnitchii Andrei
Date: 2019.09.30 13:39:48 EEST
Reason: MoldSign Signature
Location: Moldova
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Page: 10f2 |
DECLARATION OF CONFORMITY
1)  Manufacturer (vame, department): CJSC EKOlab
Address: 1 Budennogo Str., Elektrogorsk, Moscow region, 142530, Russia

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;
(on product labels printed as:
CEpartner4U , ESDOORNLAAN 13, 385108 MaAARN, THE NETHERLANDS. www.cepartner4u.com)

3) Product(s) (name, type or model/batch number, erc)

8 e — — SR~ ‘

Title ] Document No. |
In vitro Diagnostic Medical Devices | 98/79/EC '
Directive |

5) Additional information (conformity procedure, Notified Body, CE certificate, etc.):

Conformity assessment procedure for CE marking: /n vitro Diagnostic Medical Device

Directive, Annex |ll

Registration nr. : pending

Elektrogorsk, Russia; 2017-11-03 o %%-L—a‘ ~~~~~ <mrmeen
V.Y. Borisov, General Director, CJSC EKOlab
(Place & date of issue (yyyy-mm-dd)) (name, function and%a’gn‘amre of manufacturer)

Declaration form: Standard ISO/IEC 17050-1:2010
vs 2017-111



b STED130-2017 vs. 01
—(% E K C) ! a b Declaration of Conformity
O Page: 2 of 2

Appendix

Date: 2017-11-08

List of devices,

Type/ Risk class / ‘Code: First date of

Device name modellref e EMDS/GMDN CE-

i number compliance
Rabbit plasma Low risk 15011290/0 2017-11-08

' See EDMS codes: http:/fwww.edma-ivd.be/ (products classification)/Preference GMDN code

Declaration form. Standard ISO/IEC 17050-1:2010
vs. 2017-I11
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[AFNOR CERTIFICATION - Ty y
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N° 2007/28642.5

AFNOR Certification certifies that the management system implemented by:
AFNOR Certification ydocmosgepsem, 4mo clcmema MeHedxMesma opzaHu3ayuu

ZAO "EKOlab"
e EROiab 3A0 «3KOnab» e IKOnab

for the following activities:
dna cnedylowux obnacmed deamensHocmu;

DEVELOPMENT, PRODUCTION, STORAGE AND SALE OF MEDICAL DEVICES FOR IN-
VITRO DIAGNOSTICS.

PA3PABOTKA, [TPOM3BOLACTBO, XPAHEHWE W PEATTUSALIMST MEALIMHCKUX M3LENNA
AJ1A IN-VITRO AUATHOCTUKU.

has been assessed and found to meet the requirements of:
nposepexa U npusHaHa coomeememasyrowell mpebosaHuam cmarHdapma:

1ISO 13485:2016

and is developed on the following locations:
u Jelicmeyem Ha criedyiowux nnowadkax:

142530, RUSSIA, MOSCOW REGION, ELEKTROGORSK CITY, Budennogo str., 1-1A
142530, POCCHA, MOCKOBCKAS OB/IACTb, e. MIEKTPOIOPCK, yn. BydenHozo, 1-1A

This certificate is valid from (year/month/day) until
Aannsild cepmugy M dedcr 7 € (200 MecAy 201 9'0 6'28 do 2022 -06-27
deHs)
cofrac OF -%@
L)
CHTBCIN
Of STSTERES
BE WARKCLNINT
Nn:-?' St hCETETL B SN g Ironeguemiert. | Comiiiue un oNgna SeciTaniue & vaewr prodaiore
mm‘zﬂ" This document s ehofroncally sgrea it stands fr a0 eheciions ongnal Wiy rodadonan: value
Franck LEBEUGLE i et
Managing Director of AFNOR Certification curtrane
e — ” b MpOERpLMS
lenepanbHeitl Oupekmop AFNOR Certification el v
(L LG
Tha tlechonic caticsss iy, o il e ATE v J- g Vel B0 Corgeiry & G iTerd. Sl o o w TR et T Lottt 50w, -\ AT Cﬁﬁmuﬂb’ﬁavma.
[T - ‘»-Ma:a‘: ? " ! r- i sorneditaion a" 40001 M .«b_,m 8 LA Sroge anosiabi o) s 530 .5 s CMCKIHUDYONTE 3mom
“ﬁﬂnnwmm Haaknain ;;fn' xﬁﬁmc‘ﬁﬁﬁ}?ﬁﬁ e X QR Koo
1 rue Francis de Prassensd - 83571 La Pl 3 tance - 7« 1621 e 041 48 17 50 00 l
' ital i 1 kf}\ v-:?ur\frv‘ Fo 5 s a nor

o s —————— ‘v‘l‘i a1 t,:, al da 18 187 ¢ - www.alnarong
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