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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 plasrﬁa

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

il
b
Elektrogorsk, Russia; 2017-11-03 R i ll '
VY. Borisov, General Director, CJSC EKOlab
(Place & date of issue (yyyy-mm-dd)) (name; function nz}\lsf'gnamre of manufacturer)

Digitally signed by Monastirschii Viorica §
Date: 2020.06.12 14:43:56 EEST P
Reason: MoldSign Signature
Location: Moldova

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
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