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EC-CepTtucukar

mdc medical device certification GmbH

akkpeguTeBaHHblid oprad Ne 0483
YOOCTOBEPSAET, YTO HA NPEANPUATHM
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HAYYHO-NMPOW3IBOACTBEHHOE OBBEAVWHEHWE

%J ANATHOCTUYECKME CUCTEMbI

000 "HNO "AunarHocTuyeckue cuctembl"
yn. fAbnoxeBasn, a. 22
603093 HwxHun Hoeropopn
Poccuickan ®egepauumn

NPAMEHUTENBHO K U3aenunio

MMMYyHO(epMEeHTHbIE TeCT-CUCTEMbI ANs BbIABNEHUA (NoATBepXAEeHUS)
mapkepoB k BUY, renatuty B u renatuty C B CbIBOPOTKE MNK Nna3mMe KPOBM YenoBeKa

6bina BBEAEHa U NpUMEHAeTCA
CUCTEMA TAPAHTUUN KAYHECTBA

AnA 3Tanos pa3paboTku, NPOU3BOACTBA W BbIXOAHOIO KOHTPONSA.

MpoBeaeHHan NpoeBepka CUCTEMbI rapaHTK KadecTsa nokasana,
YTO AaHHan cucTema cooTseTcTeyeT TpeGosaHnam

Mpunoxexus IV — pasgena 3
AvpekTtuebl 98/79/EC

Eeponeiickoro MNapnamenTta u CoBeTa 0 MEAULNHCKUX U3OEnuax
ANA ANArHoCTUKN MH-BUTPO OT 27 okTABpA 1998 roaa.

KoHTpone nposoauTcA cornacHo npunoxenuio IV, pasaen 5.

[arta seigaumn 2010-07-05
Cpok gewcteua ao 2013-04-17
PervcTpaunoHHbin Ne 4100.21.01/3
OTyeT Ne E 4100.21 / 2010-07-05
LWryTrapT, Nepmanusa 2010-07-05
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EC Certificate

mdc medical device certification GmbH
Ngtiﬁed Body 0483
herewith certifies that

RESEARCH AND PRODUCTION COMPANY

@r DIAGNOSTIC SYSTEMS Ltd.

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

enzyme immunoassays for the detection (confirmation) of
HIV, HBV and HCV markers in human blood serum or plasma

has introduced and applies a

Quality System

for the design, manufacture and final inspection.

The mdc audit has proven, that this quality system
meets all requirements according to

Annex |V — Section 3
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.

The surveillance will be held as specified in Annex IV, Section 5.

Valid from 2010-07-05
Valid until 2013-04-17
Registration no. 4100.21.01/3
Report no. E 4100.21 / 2010-07-05
Stuttgart 2010-07-05
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