Cépartnerdql

Certificate number: 2017-1VD/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

o Rpaninerd4l
Olga Teirlinck . Esdoorniaan13
Consultant CEpartner4U BV 3951 DB Maarn NL

Digitally signed by Monastirschii Viorica lI tel: +31 (0)343 442 524

Date: 2023.01.18 12:28:47 EET www.cepartner4u.ni

Reason: MoldSign Signature
Location: Moldova

AUTHORIZED REPRESENTATIVE AND CONSULTING SERVICE FOR CE MARKING CEPARTNER4U BV,
ESDOORNLAAN 13, 3951DB MAARN. THE NETHERLANDS. @&:+31-(0)343.442.524; CELL PHONE: +31-(0)6.516.536.26;
FAX: +31-(0)343.442.162; E-MAIL: OFFICE@CEPARTNER4U.COM; WEBSITE: WWW.CEPARTNER4U.COM
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DECLARATION OF CONFORMITY

1)  Manufacturer (Name, department): CJSC EKOlab

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_cepartner4u.com)

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

|- Rabbit plasn_wa

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

F Title Document No. |
‘ In vitro Diagnostic Medical Devices 98/79/EC |
Directive

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

Conformity assessment procedure for CE marking: /n vitro Diagnostic Medical Device
Directive, Annex il

Registration nr. : pending

fIi'

b
Elektrogorsk, Russia; 2017-11-03 D R v ll : :
VY. Borisov, General Director, CJSC EKOlab
(Place & date of issue (yyyy-mm-dd)) (name; function aa&%f'gna}ure of manufacturer)

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

Date: 2017-11-08

List of devices.

Type/ ]
Device name model/ref Risk class /

number compliance
Rabbit plasma Low risk 15011290/0 2017-11-08

Code: First date of

e EMDS/GMDN CE-

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

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




seitean , '-iﬁ".«HPOMTEXCTAHﬂAPT» e e
M POCC RU 32001 04113(1)1 B e:mgom peecme 3apemm])uposamm cucre\a uoﬁposo THHO¥H cepmd)mcanun

AN

N

CEPTMthKAT COOTBETCTBMH\M

VNN

W/ /\\.ff/\'a/ \/\\/\/\\

TAH IO csP‘-rm:MkAuMm S
mmcg’: RU. 32001.04PIB¢1D£23 S

A B. Apennaps

- RRHOMATE, Sasnoms

s CL ,// A A AxumOB

£ {x;uuk:é SO 3 HHHTATEL, DasgiTAs

NI NVNYENYENINIENYENYENIENIENYNIENINYNYNYENIENENYNIENYENYENIENINIENIENININ NN

] ! nmnmsmmmpaﬁmsmm duetuumqmrmubmnmmmu, 70 By/1eT HaXoARTHCR :
1 CHETCYMBE 106 POBOALHON CepTRuK (npauTexC'ram 5 M TOR ‘-nnpn P {HH €HPT0,THOT poan

:"EPTI/I(D I/IKAHI/I@IUWIG

e

V A

NN

\//* N \/ W \/, \

¥ 4\// © A

i

< \\/" S A A N NN N \/ \/ \/ \/ \/ \/




		2023-01-18T12:28:47+0200
	Moldova
	MoldSign Signature




