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akKpeautoBaHHbIA oprad Ne 0483
YAOCTOBEPRET, YTO Ha NPeanpUATAN

HAYHMHO-NPOW3IBOANCTBEHHOE OBBLENUWHEHWE

%jnmmocmqecxue CUCTEMDbI

000 "HNMO "OuarHocTu4yeckue cucrembi”
yn. AbnoxeBasn, A. 22
603093 HuwxHun HoBropop
Poccuiickan ®epnepauus
NPUMEHWUTENbHO K U3Aenuio

OC-UDA-BUY-Al-ckpuH
NMmMmyHOoepMeHTHaRA TeCT-cHCTeMa AN BbIABNEHUA (NOATBEPXASHMA) aHTHIeHa
p24 supyca nMmyHoaeduuuTa venosexa 1 tuna (BUY-1) 8 cuisoporke,
nnasme KPOBM YENOBEKa U CYNepPHATAHTE KNeTOYHOMN KyNnbTyphi

Bsina nposeaeHa

SKCIMNEPTU3A PA3SPABOTKN U3OETTUA

lMposené&HHan akcnepTuaa nokasana,
41O pa3spaboTka AaHHOro U3Aenus CooTBeTCTRYET TpeboBaHuAM

MpunoxeHus IV — pasgena 4
Oupektnebl 98/79/EC

Esponeiickoro Mapnamexta n Coseta 0 MeQULIMHCKNX M3AeNnax
ANA AWarHOCTUKM MH-BUTpo oT 27 okTAGps 1998 ropa.

[axHsiin cepTudukaT gedcTBUTENEH TONBKO COBMECTHO C cepTudmkaTom,
BbiAaHHLIM MAC ANA BbilLEYKA3aHHOTO U3aenus Ha ocHoeauuu Mpunoxenus IV — pasgena 3.

Jarta sbigaumn 2010-07-05
Cpok geicTeus o 2015-07-05
PeructpalnoHHblil Ne 4100.32.04/0
Omyet Ne E 4100.32 / 2010-07-05
WhytrapT, Mepmanusn 2010-07-05
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A
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-HIV-AG-screen
enzyme immunoassay for detection (confirmation) of
antigen p24 of human immunodeficiency virus of 1 type (HIV-1)
in human serum, plasma and cell culture supernatant

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 |V — 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 2010-07-05
Valid until 2015-07-05
Registration no. 4100.32.04/0
Report no. E 4100.32 / 2010-07-05
Stuttgart 2010-07-05
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