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NPUMEHUTENBHO K N3genunio

NDA-AnTU-HCV TecT-cucteMa UMMyHO(hepMeHTHaA ANA BbIABNEHUA aHTUTEN K BUPYCY
renatuta C B CbIBOPOTKE MNK NNa3me KPOBM YenoBeka

6bina npoeeneHa
IOKCIMNEPTU3A PASPABEOTKU U3OEJTNA

MpoBeaéHHas akcnepTuaa nokasana,
4TO paspaboTka AaHHOrO U3AENUsi COOTBETCTBYET TpebosaHMAM

MNpunoxeHus IV — pasgena 4
Aupektuebl 98/79/EC

Esponeiickoro MapnamexTa n Coseta 0 MeauUMHCKUX U3genuax
ANs AMardocTUKN WH-BUTPO oT 27 okTabpsa 1998 roga.

[aHHbiit cepTudmkaTt AEACTBUTENEH TOMBKO COBMECTHO C CepTUdUKaToMm,
BblaHHbIM MAdC AN BbllUeyKasaHHOro M3Aenua Ha ocHoBaHuu MNpunoxenus IV — pasgena 3.

[ata Bbigaun 2010-01-04
Cpok feiicteus go 2015-01-04
PernctpaumoHHbiii Ne 4100.32.03/0
OryeT Ne E 4100.32/2010-01-04
WryTtrapr, MNepmanus 2010-01-04

|\

medical device certification PykoBogutenk cepTudUKaLMOHHOTO opraHa

¥Rk Akkreditiert durch
* X Comndeisaity
® ‘he * e neimiienn
g " urd Madizinprodukten

* & g 2% ZLG-ZE629.00.17-VD

gin Unternehmen von ZDH-ZERT



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

ElIA-Anti-HCV, Enzyme immunoassay for detection of antibodies to
Hepatitis C Virus 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.

Valid from 2010-01-04
Valid until 2015-01-04
Registration no. 4100.32.03/0
Report no. E 4100.32 / 2010-01-04
Stuttgart 2010-01-04

\P_M\zmgw

Head of Certification Body

a%®ky  Akkreditiert durch
4 % o ommanerascits
‘;_ %e : Bl Arznoimittoln

und Medizinproduktan
* 4 4 &% ZLG-ZE-629.00.174VD

medical device cerlification

M

gln Unternehmen von ZDH-ZERT




