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3a(pL.roe a({uotrcpHoc o6urccreo <31(Ona6) (Poccht. 142510, MocKoBcKat o6n '
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(yr. KopobqtHy 7A. rcs. 9, r. I{uuIHBeB, Peclly6juKa MorroRa) t{B.rltsrct HarrItM

3Kcl(Jrro3rBHEr\r -:trcrpr6rroropon 1,1 rlpe,tcraRlrreJlev t Pecny6ruxe Mo:titoBa It ocyluecrBJlter

yaracruc c rpo:l,yN(aen 3AO ()Kojr.i6, B Irpo(cjryp i rocyrapcl beHllr,lx ra(yl,o( loBapoB Ha

Tepptropfi l>ectty6trxKr Mo-l,loBa, o'f cBoefo t{r{eHfi Be:Ler ncperoRopl']. llpellcraBirtc-r

(OMMepqccliue Ilpe/liloxCF t. lztKjllor{aeT cooTBelcTByrclllxe -{OfoBopbl' a Ta(xe ocyuec'rBjlteT

Ioc1aB(r )_:{a?3ri}roi rrpo,rl,vriuxx rIa reppKrop}rJ'| Pecny6n!xti N'IoJnoBa.
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DECLARATION OF CONFORMITY

1) fvlanufacturer (Nane, ctepatlmen\. CJSC EKOlab

Address: 1 Budennogo Str., Elektrogorsk, Moscow region, 142530, Russia

2) Eurooean authorized lepresentative: CEpartner4U BV,

Address: ESDooRNLAAN 13, 3951DB MAARN, THE NETHERLANDsi
(on product labels print€d es:
CEpadner4u , ESoooRNLAAN 13 3951O8 I,MRN, THE NETHERLANDS. www.c€partner4u.com)

Plgd!g!(g) frame, iyp e or mo.tel/batch nunber, otc.)l

Rabbit plasma

4l

Declaration of Conformity

The product(s) dqscribed above is in conformi

Title Document No.

in yifro Diagnostic l\,4edical
Directive

Devices 98/79/EC

5) Addi$onal infornation (contotmity pracedure,

Conformity assessment procedure for CE marking: /n

Directive, Annex lll

Registration nr. I pending

Notified Body, CE cedificate, otc.)'.

vilro Dlagnostic Medical Device

Elektregorsk, Russiat 20'1 7-1 1 -03

(Place & dab of issue (yyyy"nm-dd))

-':.i.Dk€ctor, cJSc EKOlab

w 20l7"lll
O€claralion fom: Standard ISO/IEC 1705G1:2010



Appendix

Datei 20'17-11-08

Lisl of devices.

1 
See EDMS codes: http://www edma-ivd.be/ (prooucts ctassii cat on ypreference Gt\,{DN code

2017-11-08

vs 2017"111
Oec a.alion lom Srandad tSO/tEC I 7o5o- t 201 C
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lo c alion I M e c mo h axoxde u u e :

142530, lUSSlA, UOSCOW REGION, ELEKTROGORSK Ctry, Bud6nrogo str., 1-tA
142530, pOCCUfr, MOCKaBCKAA OEnACT', e. SnEKTpOfOpCK, yn. 6y0eHHoeo, 1-1A

c€atified aclivlty / ceplruqa$pyeva, oOnacnb ,etnerh4ocmu:

DEVFLOPiIENI, PRODUCTION, SIORAGE A1'ID SALE OF MEDICAL DEVICES
FOR IN.VITRO DIAGNOSTICS AND OF FINISHFD II'EDICINE.

PA3PA6OTXA, NPO'|SBOqCTBA. XPAHEHUE 14 PENIUSNJUN MEAnIJUHCKUX rcEENUN
E,N' IN.VITRO AUATHOCTNKT4 U NEKAPCTBEHHUX CPE.ACTB.

ttanctard I cnaHAapm:

l$O 9001 :20'15

Thb cerlificats cor|ftrm! lhe renowal of tlro pr€viouglv lssuod cortificate lly |lntil a new certiflaata b tssu€d.
aarFdn cepnnawan aonnseoxdaem nponneHue deiLdneue pasee capmuapuKana aoomsemcn eu, do

o@opt re&n Aoao?o

Loonld ABOPK'1H
Area maoaging dirocto PezioHanhHbtt 

'upeKmop

:r4.k.ndrd.rr6.6a-93?10!.rrm9tr-orit.c.dd-a6r4,Li']toll416230oo,tr33(oha9lr90oo
sAs r! caolt.l d. r3 a7 00o { - 479 075 0oI ncs 8.artry .i.t,006

a L R l lF lC A i l() l'l

PROVISIONAL GERTIFIGATE
a p e u e u u aM c F pr trt@ u KAT

Ns200728541.6 .,
Ne2007/28641 .6 i

Oereud
ctie,tl I K,tu6qm:

ZAO (EKOlab)
3AO (3KOna6)

Datq of i6sue / ,ama 6b/ nycKat 22,02.2019

Extond€d exp:ry dsto / Sg tcmsuneneh do:22,08.2019
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PROVISIONAL
BPEMEHHbIN

@exobpl

CERTIFICATE
CEPThAUKAT

cllent I KnueHm:

ZAO (EKOlab>
3AA k3KOna6,

N:s2007128642.4
Ne2007/28642.4

Oeeeg
localion I Mec n a I a xoKAeH ue

142530, RUSSIA, MOSCOW REGION, ELEKTROGORSK CITY, Budennogo str., 1-lA
142530. POCCUfr MaCKOBCKAq OEIACT', e. S1EKTqOrOPCK. yn. SydeHqoeo, 1-14

certlfied activily, cepmu$uLlupyoMaA o6tacmb deqntetbHocnu:

DEV€LOPIIENT. PRODUCTION, STORAGE AND SALE OF MEDICAL DEVICES
FOR IN-VIfRO DIAGNOSTICS.

p A3pA6arKA. n polAaoacrao. xpAHEHt4E u pENtuaAtlkn MEAt4lJuHcKux hsaEnuh
an fl t N-v I TRo ah A rH o cf 14 Kvl

standard / cmatdapm.

ISO 13485:2016 / EN lSO 13485:20'16

t:rurflmt'd.Pft$.Bd-91?i0l.plin.lrint0.i6C.ier-f'r.nc r.'13(0it{r6?3000-f.,lt{0)1491790co
riJ.! op'n de $ r37mo[.41901600, RcaSoqiy.Rrtm6

Date of issue lrama 6bnycKat 22.02.2019

Extended explry date /gedcmeumenes 4ai 22.08.?019

Thb caniticate confirns rhe ronewaloftio previously iesuod certificat ofconforrnity unil a new te.tificatl la i65usd.
Aa"Hhti) .epnubuan nadmsepxdaem npadneAue Aeicm1un paltoe audaHrraeo copnuhuxama coornsenlcmeus 0o

ab ow n e h w H a a o ea ce p rtu9ux a nt
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Leonid OVORKIN/reonu 0 AB OPKI4 H
Area managing difecto Peeua anbH\ti dupeKmop
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