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aKkkpeauToBaHHbIA opraH Ne 0483
YAOCTOBEPSIET, YTO Ha NPeAnpUSATAN

HAYYHO-NPOU3BOACTBEHHOE OBBEAWHEHMWE

_@' NWATHOCTUYECKWE CUCTEMBI

000 "HINO "OuarHocTuyeckue cuctembi"
yn. fi6noxeBasn, 4. 22
603093 HuxHun Hosropopn
Poccuiickaa ®enepauus
NPUMEHUTENBbHO K nsgenunio

OC-UDA-BUY-AT+AT TecT-cucteMa uMMyHodpepMeHTHas
ANA O[JHOBPEMeHHOro BbiSIBSIEHUS] aHTUTEN K BUpycaM MMMYyHogeduLMTa YenoBeKa
11 2 Tunos (BUY -1 u BUY-2), BUY —1 rpynnl O u auturena BUY-1 (p24)
B CbIBOPOTKE USIU MriasMe KpoBK YesioBeka

6bina nposeneHa

OKCIMNEPTU3A PA3PABOTKN NU3OENNA

MpoBenéHHas sKcnepTHaa nokasana,
4TO pa3paboTka JaHHOTO M3AENus COOTBETCTBYET TpeGoBaHUAM

Mpunoxenus IV — pasgena 4
AupekTtuebl 98/79/EC

Eponelickoro MNMapnamexTta n CoBeta 0 MEAULMHCKAX U3OEenuUsiX
ONs QUarHoCTUKM UH-BUTPO OT 27 okTs6ps 1998 roga.

[aHHbIN cepTudmKaT SENCTBUTENEH TONBbKO COBMECTHO C CEPTUMNKATOM, Bbl4aHHbIM
mdc Ans BblWEYKasaHHOro u3fenusi Ha ocHoBaHum MNMpunoxexus IV — ucknoyas pasgens 4 u 6.

[aTa Bbigaun 2010-10-21
Cpox geiicTBus oo 2013-04-17
PervctpauunoHHbiin Ne 4100.32.05/0
OTtueTt Ne E 4100.32 / 2010-10-21
LryTtrapT, Nepmanus 2010-10-21
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EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith grants

RESEARCH AND PRODUCTION COMPANY
<4

@ DIAGNOSTIC SYSTEMS Ltd.

“"RPC "Diagnostic Systems"
22, Yablonevaya str.
603093 Nizhniy Novgorod
Russian Federation
for the scope

DS-EIA-HIV-AG+AB enzyme immunoassay for
simultaneous detection of antibodies to human immunodeficiency viruses of
1 and 2 types (HIV-1 and HIV-2), HIV-1 group 0 and antigen p24 HIV-1
in human blood serum or plasma

the
EC Design Examination Certificate

The examination of the design of the product by mdc has proven
that the design meets the requirements according to

Annex IV — Section 4
of the Council Directive 98/79/EC

of the European Parliament and of the Council of
27 October 1998 on in vitro diagnostic medical devices.

This certificate is only valid in connection with a valid mdc certificate
according to Annex IV — excluding section 4 and 6 for the above mentioned products.

Valid from 2010-10-21
Valid until 2013-04-17
Registration no. 4100.32.05/0
Report no. E 4100.32 / 2010-10-21
Stuttgart 2010-10-21
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