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
e p o inerd4y.
Olga Teirlinck Esdoorniaani3

3951 DB Maarn NL
tel: +31 (0)343 442 524
www.cepartner4u.ni

Consultant CEpartner4U BV

Digitally signed by Monastirschii Viorica 4
Date: 2022.03.28 10:05:26 EEST -
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




Certificat

AFNOR CERTIFICATION Ceﬁ’-fica te

N° 2007/28642.5

AFNOR Certification certifies that the management system implemented by:
AFNOR Certification y0ocmosepsiem, ymo cucmema MeHedXMeHma opaaHu3ayLu;

ZAO "EKOlab" -
QLKOab 200 okomey ©2KOnab

for the following activities:
ans cnedyrowjux obnacmel GessmenibHOCMU:

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

PA3PABOTKA, [MPOMN3BOLCTBO, XPAHEHWE 1 PEATTNSALINS MEQVLIMHCKUX M3LENNA
AJIA IN-VITRO ONATHOCTUKU.

has been assessed and found to meet the requirements of:
nposepeHa U npusHaHa coomeemcmasytowieli mpebogaHusM cmaH0apma:

ISO 13485:2016

and is developed on the following locations:
u delicmeyem Ha cnedyroufux nnowadkax:

142530, RUSSIA, MOSCOW REGION, ELEKTROGORSK CITY, Budennogo str., 1-1A
142530, POCCUA, MOCKOBCKASA OBJIACTB, 2. OJIEKTPOIOPCK, yn. ByderHoeo, 1-1A

This certificate is valid from (year/month/day) o & . until 1 g
[anHeili cepmudbukam delicmeumenes ¢ (200/ mecau/ 201 9 06 28 do 2022 06 27
OeHb)
cofrac
CERTIRCATION
DE SYSTEMES
DE MANAGEMENT
wmmvpu
me&o. Ce document est signé éiecironiquemen. | conslitiee un onginal éteclnnoue & valeur probatore
m"" This document 1s electronically sgned It stands for an electronic onginal with probationary value
Scan this QR code to
. lfranck LEBEUGLE pan w check the validity of the
Managing Director of AFNOR Certification certicate
~ spe . mobbi Nposepums
lenepanbHbili Qupekmop AFNOR Certification dedomeumeneroems
GaHH020
The elec ronic certihicats 1\. vislaEie it e 5| LS 17 el ime Ml "|e CENpaENY i Cartfed. Saud iv cortficaf discironiqoe, considfabis sur g 800000 Cerud)UKa.ma'
fail for an fwemps réa! e n Fw:: 20001, yslois Cortficaaa, :mr.aa\-amue m..au..u omcKaHupyume smom
.ucu\MM& n COFRAC n™4-0001, Coantifcation de S)‘lrame dn Portée e DOV QR K0d

AFAQ is a registered lrademark AFAQ est une marque déposée. CERTIF 0956 7 /11-2014

11 rue Francis de Pressensé - 63571 |3 Plaine-SemeRermeTEI8T - France - T, +33 (0)1 4162 80 00~ F. +33 (0)1 49 17.90 00 afnor
SAS au capital de 18 187 000 € - 479 076 002 RCS Botigny - www.afnor.org et iy
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SANMEDICO S.R.L.

sanmedico.office @ gmail com

Prin prezenta, Agentia Medicamentului si Dispozitivelor Medicale (in continuare
AMDM), cu privire la inregistrarea dispozitivelor medicale. Va comunica urmatoarele:
In temeiul Legii nr. 102 din 09 iunie 2017 (cu privire la dispozitivele medicale) si procedurii de
inregistrare a dispozitivelor medicale. unicul document ce confirméd faptul ca dispozitivele
medicale au fost inregistrate este Registrul de Stat al dispozitivelor Medicale. Registrul este
accesibil pe site-ul oficial al AMDM www.amdm.gov.md (Registrul de Stat al Dispozitivelor
Medicale - http://89.32.230.18:8081). Dispozitivele medicale sunt inregistrate pe o perioada de 5

ani din ziua semndrii ordinului.

CONFIRMA:

1. Ca urmatoarele dispozitive medicale sunt inregistrate in Registrul de Stat al Dispozitivelor

medicale, conform anexel.

Director general

Ex. Levinta Alexandru
e-mail: alexandru levinta‘@amdm.gov. md

Agentia Medicamentului 51 Dispozitivelor Medicale
Medicines and Medical Devices Agency

Republica Moldova, MD-2028, Chisinau, str. Korolenko, 2/1
tel. +373 22884301, e-mail: office@amdm.gov.md; Web:
www.amdm.gov.md

Dragos GUTU




Anexa
la scrisoarea de confirmare AMDM

nr. A07.PS-01.Rg04- din 16.07.2018
188
LISTA
dispozitivelor medicale inregistrate in Republica Moldova
Reprezentantul Producatorul Tara Denumirea dispozitivului medical Nr. de inreg.
SANMEDICO S.R.L. |[ZAO "EKOLAB" ;ii‘:ra”a REAGENT PENTRU ANALIZE RABBIT PLASMA DM000136997

Agentia Medicamentulul i Dispozitivelor Medicale
Medicines and Medical Devices Agency

Republica Moldova, MD-2028, Chisindu, str. Korolenko, 2/1
tel. +373 22884301, e-mail: office@amdm.gov.md; Web:
www.amdm.gov.md
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