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on of Conformity

DECLARATION OF CONFORMITY

I ) Manufacturer (Nan6. depanmerf); Glgqg[glgb
Address: 1 Budennogo Str., Elektrogorsk, Moscow region, 142530, Russia

2) Eurooean authorized representative; CEpartner4u BV,

Address: ESoooRNLAAN 13, 3951D8 MAARN, THE NETHERLANDSI
(on product labels printed asl
CEpartner4u , ESoooRNLMN 13,3951D8 MMRN, THE NETHERLANDS. www.cepadner4u.com)

3) Product(sl (rame, type or model/batch nunbet, ob.).

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

Title Document No.

/n v/fro Diagnostic l\4edical Devices
Directive

98/79/EC

5) Additional information (confarmity pracedurc,

Conformity assessment procedufe for CE marking: /n

Direclive, Annex lll

Registration nr. : pending

Elektrogorsk, Russiai 2017-1 1 -03

(Plece & date ol issue (yyw-nm-dd))

1 ol2

Nolified Body, CE cedifbate, etc.).

v/|ro Diagnosiic Medlcal Device

Declarati

Rabbit plasma

vs 2017rlt
Oecbrarion lomi Slanderd rSo/rEC 1705Gr:?010
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Appendix

Date: 20'17-11-08

List of devices.

' See EDMS codes: hltD://www.edma-jvd.be/ (products classiicat on)/preference GlvlDN cooe

vs 2017.1r1
Oeclalation iom Sta.dad tSO/tEC t7O5O-i.2OiO
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C*tlificate

AFNOR Coitrflcatlon cenifies rhatthe managomentsysGm imptementod by:
AFNAR Ceitncation y1acnasapten, qna cucneMa MeHedxMeHma oo2a4Bauuu

zAO "EKOlab"
3AO <3KOna6>

lor th. following acwltiesl
dnq cneAypqut a6nacnod aaanonb\oemu:

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

PA3PA6QTKA, NPOT43BOACTBA, XPAHEHnE U PEATIU3AIJUN MEq4IJUHCKUX TNENnU
EN 9 I N.V I TRO Ah ATHOCT'T KI4,

hes besn ass*sod and found ro m€6t the rcqtlir.nonts of:
np@epeHa u npu3HaEa aoneencnaybqon npe6oeaHusq cmaHdapna:

ISO 13485:2016

and is d€vsloped on the fottowtng tocarioB:
u )eicmeyen Ha cnedytaqux nnaqa)ftx

i42530,XUSSIA, MOSCOW REGION, EIEKTROGORSK CtTy, Budennogo str.,.t-1A
142530, POCCun. MACKOBCKM OBnACT5, e OqEKT?OTO?CK, ytj. 

'ydeHHoza,1-tAThL ddili€b it rdid rron (yea mMrh/day)
AMt 6pnu&!run d.t.dunfied c i.aa/ rccnq

(orr!(

20rs-06.28 Tj 2022-06-27

N'2007/28642.5

Wsy OgKoaS

Franck LEBEUGLE
Manaoino Oirector ol AFNOR Certitication
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