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OC-UDA-HBsAg-0,01, TecT-cuctema uMMmyHochepMeHTHas ANA BbIABNIEHUS NOBEPXHOCTHOrO
aHTUreHa Bupyca renarurta B,
OC-NDA-HBsAg-0,01, TecT-cuctema uMmyHochepMeHTHasi A5 BbIIBJIGHUA Y NOATBEPXAEHMUS
NOBepXHOCTHOro aHTUreHa Bupyca renaTurta B,
HBsAg-TecT-cuctema uMMyHodepMeHTHas ANt NOATBEPXAEHUS cneuupuyHOCTH
onpepeneHUa NOBEpPXHOCTHOro aHTUreHa Bupyca renarura B

6bina npoBeaeHa

ISKCIMNEPTU3A PASPABOTKM U3OEJTINA

MpoBené&HHas akcnepTusa nokasana,
4TO paspaboTka AaHHOTO U3LENUA COOTBETCTBYET TpeGoBaHMAM

Mpunoxenus IV — pasgena 4
AvpekTusbl 98/79/EC

Esponeiickoro MapnamexTa u CoBeTta 0 MeAULIMHCKUX U3aenusx
ANA AUMarHoCTUKM MH-BUTPO OT 27 okTsibpsa 1998 ropa.

[aHHbli cepTudmkaTt 4ENCTBUTENEH TONBKO COBMECTHO C CEpTUUKATOM,
BblAaHHbIM MdC ANs BbilleyKa3aHHOro U3Aenus Ha ocHoBaHum Mpunoxenus IV — pasaena 3.

CepTudukat geincresuteneH oo 2013-11-18
PerncTpaunoHHbIin Homep cepTudukaTa 4100.32.02/0
LWryTtrapT, N'epmanus 2008-11-18
(
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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 str.
603093 Nizhniy Novgorod
Russian Federation

for the scope

DS-EIA-HBsAG-0,01, Enzyme immunoassay for detection of Hepatitis B surface antigen,
DS-EIA-HBsAG-0,01, Enzyme immunoassay for detection and confirmation of Hepatitis B surface antigen,
HBsAg-Confirmatory Test for confirmation of specificity of Hepatitis B surface antigen detection

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: 2013-11-18
Certificate registration no: 4100.32.02/0
Stuttgart 2008-11-18
Head of
medical device certification Certification BOdy

KX ¥k, Akkreditiert durch
+* * Z;euntglstelle(:i '?e_':s Lé?,dtz,zr
t %‘i& f ' isel:'}\rz?veifrﬁngln

und Medizinprodukten
* ¢ 4 %X ZLG-ZE-629.00.174VD

ein Unternehmen von ZDH-ZERT



