mdc medical device certification GmbH
aKkpenuToBaHHbI oprad Ne 0483
YZAOCTOBEPSIET, YTO Ha NPeAnpuaTAn
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3 HOWATHOCTUYECKUE CUCTEMSBI

OO0O0 "HMNO "[uarHocTu4yeckue cuctembi”
yn. Albnoxeran, o. 22
603093 HumxHun HoBropon
Poccuiickaa Pegepauus
NPpUMEHUTENLHO K U3gennio

UMMYHO(hepMEHTHLIe TeCT-CUCTeMbl ANA BbisBNieHUs (MoaTBepHASHUA)
MapkepoB k BUY, renatuty B ¥ renatuty C B CbIBOPOTKE UWNM NiasMe KPOBK YenoBeKa

Oblna BBEgEHa U NPUMEHAeTCA
CUCTEMA TAPAHTUN KAHECTBA

Ans aTance paspaboTkn, NPOU3BOACTEA U BbIXOAHOTO KOHTPONS.

MpoBegeHHas Nposepka CMCTEMbl rapaHTuM Ka4ecTBa nokasana,
YTO [aHHas CUCTEéMA COOTBETCTBYET TpeGoBaHUAM

Mpunoxenus IV — pasgena 3
[vpektnebi 98/79/EC

Esponefickoro NapnamerTta n CoBeTa 0 MeAULIMHCKNX U3Oenmnsx
[AJ15t AUArHOCTUKM NH-BUTPO OT 27 okTabpst 1998 roga.

KoHTponb npoBogMTcs cornacHo npunoxeruio IV, pasgen 5.

[ara Bbigaun 2010-07-05
Cpok pe#cteust o 2013-04-17
PeructpaumonHiin Ne 4100.21.01/3
OTueT Ne E 4100.21 / 2010-07-05
WrytrapT, Fepmanus 2010-07-05
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~medical device certification

mdc medical device certification GmbH
Notified Body 0483
herewith certifies that

RESEARCH AND PRODUCTION COMPANY

DIAGNOSTIC SYSTEMS Ltd

e

"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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Head of Certification Body
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