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akkpeguToBaHHbIA opraH Ne 0483
YAOCTOBEPSIET, YTO Ha NPEANPUSTUN

HAYYHO-NPOUW3BOACTBEHHOE OBBEAOMWHEHMWE

_@' OVWATHOCTUYECKWE CUCTEMBI

OO0 "HIMO "OuarHocTuyeckue cuctembl"”
yn. fl6noHeBas, 4. 22
603093 HwxHun HoBropop,
Poccuinckan ®epnepauus
NPUMEHUTENbHO K U3aennto

AOC-UPA-BUY-ATAT-CKPUH
MMMYyHO(EepMeHTHas TeCT-cucTemMa ans OGHOBPEMEHHOrO BbIIBNIEHUS
aHTUTenN K BUpycam ummyHogecpuuuta yenoseka 1 u 2 tunos (BUY-1 u BUY-2),
BWY-1 rpynnbi O n aHtureHa BUY-1 (p24) B CbIBOPOTKE UM Nyia3Me KPOBU YeNoBeKa

Oblna nposeaeHa
IKCTEPTU3A PASPABOTKUN U3OEJINA

MpoBeaéHHas aKcnepTi3a nokasana,
4TO paspaboTka 4aHHOro N3AENNA COOTBETCTBYET TPeGOBaHUAM

MpunoxeHus IV — pasgena 4
OunpekTtmebl 98/79/EC

EBponelickoro MNapnameHTta n CoBeTta 0 MEAULNHCKNX N3LENNSX
ANA AMarHOCTUKM MH-BUTPO OT 27 okTAbpa 1998 roga.

[aHHbIn cepTudnkaTt 4eNCTBUTENEH TOSILKO COBMECTHO C CEpTUUKATOM,
Bbl4aHHbIM MAC AN BbILWEyKa3aHHOro U3genuna Ha ocHoaHmu MNpunoxeHus |V — pasgena 3.

CepTtudmkat gencTeuteneH 4o 2013-04-17
PeructpauunoHHkIin Homep cepTudukarta 4100.32.01/0
LWtyTrapT, M'epmanuns 2008-04-17
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EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith grants

RESEARCH AND PRODUCTION COMPANY

@ DIAGNOSTIC SYSTEMS Ltd.

"RPC "Diagnostic Systems"
22 Yablonevaya
603093 Nizhniy Novgorod
Russian Federation
for the scope

DS-EIA-HIV-AGAB-SCREEN
enzyme immunoassay for the simultaneous detection of
antibodies to human immunodeficiency viruses of 1 and 2 types (HIV-1 and HIV-2),
HIV-1 group 0 and HIV-1 p24 antigen 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 — Section 3 for the above mentioned products.

This certificate is valid until: 2013-04-17
Certificate registration no: 4100.32.01/0
Stuttgart 2008-04-17
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