3A0 «IK0.126» 142530 Mockoperas 06, r.aekTporopex, y/ir.byiennoro, i1

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

Ten: (49643) 3-1374, 3-2311, dake (49643) 3-3143

MHH: 5035025076, KI111: 503501001

Bank noayuaress: ITAO Coepbank Pocenn 1. Moexea
8 Opexoso-3yesckom OCB N 1556/003

p/e 40702810040310124002

w/e 30101810400000000225

BHK 044525225

09.01.2019

ABTOPU3AILIMS JIUCTPUBBIOTOPA

BakpiToe akinonepHoe odwectso «IKOmab» (Pocews, 142530, Mockosekast b,
e TPOropek, ViLByienHoro, /A.1) HacTosium noirsepikaacM |, 4to "SANMEDICO”SRL
(vn. Kopobustry 7A. kB. 9, r. Kummugs, Pecnybriuxka Moniosa) ssasercs HaimM
IKCKITIOINBHBIM TUCTPHOBIOTOPOM H TipeicTaBntenem & PecniyOnmke Mosaosa i oCymecTniseT
yuactre ¢ npoaviuned 3A0 «DKO1ab» B n1poucaypax rocyapCrBeHHbIX 3dKyHOK TOBAPOB Hd
TeppuTopuy PecnyOumky MooBa, OT CBOEr0 MMEHHM BEIACT [EPEroBOPBI. TIPCACTABIIACT
KOMMEPUECKHE TIPELTOKCHHUS. 3aKINOYAeT COOTBESTCTBYIONINE JOTOBOPBI, & TAKKE OCYIIECTBIIICT
NOCTABKH YKA3AHHON MPOJIYKIITH HA TEPPHTOPHH PeenyGnnkn Moanosa.

HOTHOMOUMS [0 HACTONIEMY ABTOPUSAIMOHHOMY THCBMY HE MOIYT ObITh NEPEIaHbl
JAPYIUM JTHILAM.

HacTosmee micbMo JAefcTBITEIEHO ¢ MOMEHTA I0AMicanus u 10 31 nexabps 2019r.

[eHepanbHBId AnpexTOop bopucos B.1O.

Digitally signed by Rodnitchii Andrei
Date: 2019.04.03 15:39:06 EEST
Reason: MoldSign Signature
Location: Moldova
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DECLARATION OF CONFORMITY
1)  Manufacturer (Vame, department): CJSC EKQOlab
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, 3951DB MaARN, THE NETHERLANDS, www.cepartnerdu.com)

3) Product(s) (name, type or model/batch number, etc.):
" p!asmé".,."_ - I e R - ‘

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

e 1 _ Document No.
[ In vitro Diagnostic Medical Devices | 98/79/EC '
. Diecve |

5) Additional information (conformity procedure, Notified Body, CE certificate, etc.):
Confaormity assessment procedure for CE marking: /n vitro Diagnostic Medical Device
Directive, Annex Il

Registration nr. : pending

i 5400 TP |
1.'k< I:'i
Elektrogorsk, Russia; 2017-11-03 ~ <ceeeen %*‘*‘“j : - -
V.Y. Borisov, General Dirgctor, CJSC EKOlab
(Place & date of issue (yyyy-mm-dd)) (name, mncﬁcm and\éfgnai'ure of manufacturer)

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



>

STED130-2017 vs. 01 |
EKOiab Declaration of Conform ity {
Page: 2 of 2 ‘

Appendix

Date: 2017-11-08

List of devices.

"Typel

- Risk class / Code: First date of
Device name | model/ref rulel EMDS/GMDN CE_-g -
number compliance |
Rabbit plasma Low risk 15011290/0 2017-11-08

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

Declaration form: Standard ISO/NEC 17050-1 2010
vs. 2017-II



CERTIFO047 w5/ 03-2011
Afror

CERTIFICATIOMN

PROVISIONAL CERTIFICATE Ne2007/28641.6 -
BPEMEHHbIN CEPTU®UKAT Ne2007/28641.6 |

client | knuenm:

ZAO «EKOlab»
e ol 3A0 «3KOnab» QL"‘_"QJLQ—Q _

location | mecmonaxoxoeHue:

142530, RUSSIA, MOSCOW REGION, ELEKTROGORSK CITY, Budennogo str., 1-1A
142530, POCCUIA, MOCKOBCKAS OBJIACTS, 2. 3/IEKTPOIOPCK, yn. BydeHHozo, 1-1A

certified activity | cepmuchuyupyeman obnacme desimenbHocmu:

DEVELOPMENT, PRODUCTION, STORAGE AND SALE OF MEDICAL DEVICES
FOR IN-VITRO DIAGNOSTICS AND OF FINISHED MEDICINE. }
PA3PABOTKA, NPON3BOLCTBO, XPAHEHWE W PEATTU3ALNST MELULIMHCKNUX U3LENAA
AJIA IN-VITRO QNATHOCTUIKU U TIEKAPCTBEHHbIX CPELICTB.

standard / cmandapm.

ISO 9001 :2015

Date of issue / [lama erinycka: 22.02.2019

Extended expiry date / [JedcmsumeneHx do: 22.08.2019

This certificate confirms the renewal of the previously issued certificate of t:oqférrmty until a new certificate is issued.

Hannbitl cepmucpukam nodmeepwdaem npodneHue delicmeusn panee a faaH 20 cepmucbukama coomeememeus 0o
OhOpMNeHUR HOB020 cepmu gam

/ t!/ /

,. Y_r’ L:!
Leonid DVORKIN// eo;ﬁ(:a LBOPKUH

Area managing director/PezuonarbHeiil Gupekmop

._"’_'-"'_._._.'-.___

11 rue Francis de Pressensé - 93210 La Plaine Saint-Denis Cedex - France - T.+33 (0)1 41 62 80 00 ~ F, +33 (0)1 49179000
SAS au capital de 18 187 000 € - 479 076 002 RCS Babigny - Ref.006

www . alnor.org



a F__— r CERTI F 0047 v5 / 03-2011

CERTIFICATION

PROVISIONAL CERTIFICATE Ne2007/28642.4
BPEMEHHbIN CEPTUOUKAT Ne2007/28642.4

client | knuenm:

ZAO «EKOlab |
e SRCie) 3A0 «(SK Onaﬁz emamlgggg'g

location | MmecmonaxoxoeHue:

142530, RUSSIA, MOSCOW REGION, ELEKTROGORSK CITY, Budennogo str., 1-1A
142530, POCCHS, MOCKOBCKASI OBJIACTb, 2. SJIEKTPOIMOPCK, yn. ByOenHozo, 1-1A

certified activity / cepmupuyupyeman obnacms desmensHocmu.

DEVELOPMENT, PRODUCTION, STORAGE AND SALE OF MEDICAL DEVICES
FOR IN-VITRO DIAGNOSTICS.
PA3PABOTKA, MPOM3BOLCTBO, XPAHEHUE U PEATTU3ALIMA MELQULIMHCKUX USOEA
A715 IN-VITRO QUATHOCTUIKA.

standard / cmandapm.

ISO 13485:2016 / EN ISO 13485:2016

Date of issue / fJama sbinycka: 22.02.2019

Extended expiry date / [ledicmeumenen 0o: 22.08.2019

This certificate confirms the renewal of the previously issued certificate of conformity until a new certificate is issued.
[Haunsili cepmuchukam nodmeepxdaem npodnexue delicmeusi paHee 6bIdaxHOz0 cepmuguKkama coomeememaus 8o
OhOPMNEHUS HOBOZO Cepmm;guxama.

/ ’

- /0% S
,.,.,/’ V= o

Leonid DVORKIN/Teonud []BOPKAH
Area managing director/PezuoHansHeill dupekmop

- —

11 rue Francls de Pressensé ~ 93210 La Plaine Saint-Denis Cedex ~ France - T. +33 (0)141 62 8000~ F. +33 (0)1 49 178000
5AS sy capital de 18 187 000 € - 479 076 002 RCS Bobigny - Ref 006 wwiw.atnor.org
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