ﬂepeson, C HeMeLKoro

EC-CepTudukar

mdc medical device certification GmbH

aKkKkpegMToBaHHbIM opraH Ne 0483
YAOCTOBEpSEeT, YTO Ha NPeanpuaTIAn

HAYYHO-NMPOUW3BOACTBEHHOE OBBEOUWHEHWUE

_@‘ OVATHOCTUYECKWE CUCTEMBI

000 "HIMNO "OunarHocTu4yeckue cucremMbl”
yn. AAbnoHeBasn, O. 22
603093 HuxHun HoBropopn
Poccuiickas ®egepauus
NPUMEHUTESNbHO K N34ennto

OC-UDA-auTu-BUY-YHUD TecT-cucTeMa MMMyHobepMeHTHaA ANA BbIABAEHUA
aHTUTen K BUpycam uMMmyHogeduuuta yenoseka 1 u 2 Tunos (BUY-1 u BUY-2),
BUY-1 rpynnki O B CLIBOPOTKE MIK Miia3Me KPOBU YeroBeka

Obina npoBegeHa

IOKCIMNEPTU3A PASPABOTKU U3OEJNNA

MpoBeng&HHas aKcnepTisa nokasana,
yTo paspaboTka AaHHOro U3LENNs COOTBETCTBYET TPEGOBaHNUAM

[Mpunoxenuna IV — pasgena 4
OupekTtusbl 98/79/EC

Esponelickoro MapnameHta u CoBeTta 0 MEAULMHCKUX U3AENMAX
ONA ANarHoCTUKK UH-BATPO OT 27 okTabps 1998 roga.

HaHHblii cepTudmkaT geincTBUTENEH TONbKO COBMECTHO C CEPTUMKATOM, BblgaHHbIM
mdc ans BbilLeyKasaHHOro uanenus Ha ocHosaHum Mpunoxenus IV — uckmoyas pasgenei 4 1 6.

[ata Bblgaun 2011-02-11
Cpok pelictBya 0o 2016-02-11
PeructpauunoHHbiin Ne 4100.32.06/0
OTyet Ne E 4100.32 / 2011-02-11
LtyTrapT, 'epmanus 2011-02-11
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medical device certification

PykoBoauTerb cepTUdUKaLMOHHOTO opraHa
LR FHK, Aklreditiert durch
+* * Zentralstelle der Lander
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* = w und Medizinprodukten

it 4 A ZLG-ZE-629.00.17-4VD



EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith grants

RESEARCH AND PRODUCTION COMPANY

@ DIAGNOSTIC SYSTEMS Ltd.

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

DS-EIA-ANTI-HIV-UNIF - Enzyme Immunoassay for
the detection of antibodies to human immunodeficiency
viruses types 1 and 2 (HIV-1 and HIV-2) and HIV-1 group 0 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 2011-02-11
Valid until 2016-02-11
Registration no. 4100.32.06/0
Report no. E 4100.32 / 2011-02-11
Stuttgart 2011-02-11
/%m
I medical device certification Head of Certification Body
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