3AO «IKOuabn 142530 Mockosewan oba, r.oaesrporopes., voanbyaennoro, 1.1
e-mail: sekretari@ekolab.ro, Caitr - waww.eliolub.ru

Tea: (49643) 3-1374, 3-2311, ke (49643) 3-3143 @ 3K0ﬂa6

HHH: 5035025076, KI1I1: 503501001

Bank noavuarenn: [TAQ Céepbanr Pocenn 1. Moekea
u Opeavso-Fyenckom OCE N IS50/006.3

e 4U702810040310124002

w/e HT0IS10400000000225

BHIK 044525215

09.01.2019

ABTOPH3ALHA JIMCTPHUBEBIOTOPA

Jukpuitoe akimoneproc obweeTno «IKOnad» (Pocens, 142530, Mockosckasn 0.
ek rpotopek, viLbynenndoro, A.1) HacTosHsM noarsepaaacy , uto "SANMEDICO"SREL
(v, KopoGusny TA. k8. 9, 1, Kewmnsée, Peenvbnuka Monnosa) smnsercs  Hanimm
IKCKIOIMBHEIM THCTPHORIOTOpOM # npecranutenem 8 Pecrybimke Monjosa 1 ocyiectoaner
veacTHe ¢ upoaykuneH A0 «DKO0a6» B 1poneaypix roCyIAPCTHCHHBIN 3AKYIIUK TUBAPUB HY
TeppHTopHr PecnyBimky Moduwosa, OT CBOETD HMEHH BEAET [EPEroBOpEL, NPEICTaBIACT
KOMMEPHMECKHE NPEITOMCHIA, JaKTIONAET COOTBETCTEYIONIHE JOrOBOPLI, a TAKIKE OCYIIECTRANCT
HOCTABKH ¥KAZAHHOH NPoayKIin ni reppiropis Peenyinmkn Mooanosa,

[TorHOMOMMSE 110 HECTONIILMY BB TUPHSALHOHHOMY MHCBMY HE MOIVT ORITH NEPLIAHE
APYIUM JHuam.

Hactosgmes 1uesmMo JACHCTRHTENRHO ¢ MOMEHTA nojtnrcanns v 1o 3] nexabpa 2019

["eHepanibHbiil Anperiop bopreos B.HO.

Digitally signed by Rodnitchii Andrei
Date: 2019.03.22 12:33:40 EET
Reason: MoldSign Signature
Location: Moldova
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DECLARATION OF CONFORMITY
1) Manufacturer (Name, department): CJSC EKOlab
Address: 1 Budennogo Str., Elektrogorsk, Moscaw region, 142530, Russia

2) European authorized representative: CEpartnerd4U BV,

Address ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS
(on product labels printed as:
CEpartnerdl | EspooanLAsN 13, 395108 MasrN, THE NETHERLANDS  www cepartnerdu.com)

3) Product(s) (name, tyoe or modelbatch number, etc.):
Rabbit plasma ‘

4) The product(s) described above is in conformity with:

— I —

Title ' | “ Documﬂﬂg_.
In vitro Diagnostic Medical Devices 98/79/EC
Directive

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

Confarmity assessment procedure for CE marking: /n vitro Diagnostic Medical Device
Directive, Annex Ll

Registration nr. ; pending

i

=]

A3
Elektrogorsk, Russia; 2017-11-03 SRR DL e SR
V.Y Borisov, General Director, CJSC EKQOlab
(Place & date of issua (yyyy-mm-dd)) (name. funghion and'signature of manufacturer)

Declaration ferm: Standarag ISONEC 17050-1:2010
wh 20171
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Appendix

Date: 2017-11-08

List of devices

' Type/ i Code: First date of
Device name model/ref Risk class /

rule’ EMDS/GMDN CE-
number compliance

Rabbit plasma | Low risk 15011280/0 2017-11-08

' See EDMS eodes: hitp /iwww edma-ivd.be/ (products classification)/Preference GMON code

Declaration form. Standaid ISCAEC 1705012010
vs, 201710
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N°2007/28641.5

AFNOR Certification certifies that the management system implemented by:
AFNOR Centification véocmns:

SOREM, MO CUEMEME MeNadwMUNME 0p28RLIdYLN)

ZAO «EKOlab» IKOnab6
©EKOIab. 3A0 «3KOnab» ©.2konae

for the following activities:
QTR CABGpY GBnacmair dammanuHoemy

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

PASFPABOTKA, lIPOM3BOACTEO XPAHEHWE i4 PEATA3ALNE MELQULIMHCKAX M30E A Aans
IN-VITRC LIMATHOC THKU 11 TEKAPC TBEHHbLIX CPEQCTE

has been assessed and found to meet the requiremenlts of:
CEBLEHNT L MPUAHAHE COOMmEe NEME YR El MpeEoaaHLIRM cmardapma;

ISO 9001 : 2015

and is developed on the following locations:
U CEICINE YT HA CRRd oL nnotidadkax

np

142530, RUSSIA, MOSCOW REGION, ELEKTROGORSK ciTyY,

Budennogo str., 1-14
142530, POCCHA, MOCKOBCKAS OBNACTE. 2. 3AFKTRPOrOP

CK. yn. Bydornoeo, 1-1A

Thig cartdcasn s valid from Iygasmonthday!

AR CopTURAM BeUCmEmINEN & (20 MOER e 2016-02-21 "'I;_:' 2019-06-21
Managing director of AFNOH Cardification
e P L e 3, eamrp AFNOE ceificalion
F.LEEEUGLE

anCie the Prowaeiins - 3347 |

1 Plaine Saint-0onis Sodox <France - T 33 011 41 62 BOO0-F 33 ()t 49 17 98 oo a ‘ n Dl

SAS ayu capatal du 8 18T 000 4 470 074 pOZ RCS Botdmqmy -




N®2007/28642.4

AFNOR Certification certifies that

the management system implemented by
AFNOR Certification ydncmosesgam,

W0 CUCMEMa MerelwmeRma opearuIauyuL.

ZAO «EKOlaby
@__EKO_!.H_b__ 3A0 «3KOnab» e IKOna6

for the following activities:
ONR CABDYOLUILY AANRCIBOL DOATOALIGCmL

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

FASPABOTKA. MPOM3BOACTBG. XPAHEHUE I PEASTUIALIMA MEQWUMHCKIAX M3OEMW NS
IN-VITRO QHATHOCTHKA.

has been assosscd and found to meet the requirements of:
MOCEBHEHT 1 ToUIHaH COtmERnCme L es mpetosaxsuam cmastapma

ISO 13485 : 2003

and is developed an the following locations:
u deutimayern va cRedyiowuy mowatkax:

142530, RUSSIA, MOSCOW REGION, ELEKTROGORSK ciTY,

Budennogo str., 1-1A
142530, POCCHS, MOCKOBCKAS OEfA CTh, 2. 3NEKTPOrOP

CK. yn. Bydennoao, 1-1A

Thes certficate i vaiid from (year me shday

Al cepmydusan dedemaeumanpy C (2ol b Ooidp) 2“1 E—u2'21 ":_;.:,II 2n1 5'06"21

Managing director of AFKOR Certification

Tenopatariin dupsdmop AENOR cedifeation

F.LEBEUGLE

o BT T TP R —

. bR LE: e M e e ——
o ATAL s Sy B TE b mE ks 1A
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