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Certificate number: 2017-IVD/193 
 
 

Certificate of CE-Notification 
 

This is to certify that, in accordance with the In Vitro Diagnostic Medical Device Directive 
98/79/EC, CEpartner4U BV agrees to perform all duties and responsibilities as the 

Authorized Representative for 
 
 

CJSC EKOlab 
1 Budennogo Str., Elektrogorsk, Moscow region, 142530, Russia 

 
as stipulated and demanded by the aforementioned Directive. The Dutch Competent 

Authorities have accepted the manufacturer’s medical device registrations by CEpartner4U 
as listed on the product list attached to the manufacturer’s Declaration of Conformity:  

 
 

Device group: Rabbit plasma 
 

IVD devices were registered under number: 

Registration number Rabbit plasma: NL-CA002-2017-43242 

 

with Dutch Competent Authorities as a consequently this IVD devices were entered in 

EUDAMED by Dutch Competent Authorities 

 
The manufacturer has provided CEpartner4U with all necessary documentation, together with 

an appropriate Declaration of Conformity that the IVD medical devices fulfil the essential 
requirements of Directive 98/79/EC. 

 
 
 

 
2017-12-18 
 
 
 
Olga Teirlinck 
Consultant CEpartner4U BV 
  



Declaration of ConformitY
STED130-2017 vs. 01

Page: 1 o'12

DECLARATION OF CONFORMITY

1) Ma,nufacturer (Name, depaftment): CJSG EKOlab

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

2l European authorized representatiVe: CEpartner4U BV,

Address: Esooonrulaaru 13,3951DB Mmnru, THe NeInERLANDS;
(on product labels printed as:

iEpartner4U , EsDooRNLAnru 13, 3951D8 MnnRru, THr NETHERLANDS. www.cepartner4u.com)

3) Product(s) (name, type or model/batch number, etc.)'.

- Rabbit olasma

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

Title Document No.

ln vitro Diagnostic Medical Devices
Directive

98179lEC

5) Additional inforr.nation (conformity procedure,

Conformity assessment procedure for CE marking: /n

Directive, Annex lll

Registration nr. : pending

Elektrogorsk, Russia; 2017 -1 1-03

(Place & date of issue (yyyy-mm-dd))

Notified Body, CE certificate, etc.)'.

vitro Diagnostic Medical Device

, CJSC EKOlab

of manufacturer)

vs 20'1 7-lll

Declaration form: Standard ISO/lEC 17050-1 :2010



ilt-l. t0z 's^

0l0z: t-0901t 33|/osl prepuBls :r. lJoj uorlerelceo

opocNolA9e9ueJo}ald/(uot1ect1tsse1cs1cnpold)@:sepo3Sl^lo3eeS,

'secr^ap 
Jo lsll

80-rr-L!02 :elec]

x!p-utrw

Z lo  Z :e6e4
[1rur.ro1uo3 ]o uorleJelcaq reqetoxE

L0's^ Lr9z-}eLcfrs



AFNOR Certification certifies that the management system implemented by:
AFNOR Certification ydocmoeepnem, qmo cucmeMa ueuedxueuma opeaHu3a.4uu.

N" 2007t28642.5

S€n this QR md€ to
check the validity of the
certii€te
tlmo6u rpoeepumb
0eilcmeumenbH@mb
daHHoeo
cepmu$uKama,
oncKaHupydme gmom

QR (od

ZAO "EKOlab"
3AO <eKOna6>

for the following activities:
dnn cne)ypulux o6nacmed denmenauocmu.

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

PASPAEOTKA, 1POUSBOACTBO, XPAHEHUE n PEAnU1AUUfl MEEUUnHCKUX USnEnUn
Arrfl tN-vtTRo nuArHocTuKu

has been assessed and found to meet the requirements of:
npoeepeHa u npu3HaHa coomaemcmeypqeil mpe6oeauunu cmaudapma:

ISO 13485:2016

and is developed on the following locations:
u deilcmeyem na cnedynqux nnouqadxax:

142530, RUSSIA, MOSCOW REGION, ELEKTROGORSK CITY, Budennogo str.,1-1A
142530, POCCl4f, MOCKOBCKAfl OEflACTb, e. 1flEKTPOFOPCK, yn. Ey)ennoeo, 1-1A

20'49-06-28 Tj' 2022-06-27This certificate is valid from (year/month/day)
flannafi cepmuQuxam dedcmeumeneH c (eod/ Mecf,Ly'
6ena)
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Franck LEBEUGLE

I-euep an ru afi d u pexmop AFN O R Certification

AFAO isarqi$sd bdemark AFAA & un. Nrw &F&a CEfrtF 0*67111-414

SAS au €pital de 18 187 000 € - 479 07
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