
EC Ce*iftcate
mdc medical device certification GmbH

Notified Body 0483
herewith certifies that

RPC ''DIAGNOSTIC SYSTEMS'" Ltd.
22,Yablonevaya Street

603093 Nizhny Novgorod
Russian Federation

for the scope

enzyme immunoassays for the detection (confirmation) of
HlV, HBV and HGV markers in human blood serum or plasma;

enzyme immunoassays for the determination of
totaland free prostate-specific antigen (PSA) in human blood serum

(see attachment)

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 lV - excluding Section 4 and 6
of the Council Directive 9Bl79lEC

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 lV, Section 5.

Valid from 2018-05-09
Valid until 2023-04-17

Registration no. Dl 199900034
Report no. P18-00238-1 14687

Stuttgart 2018-05-09
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mdc medical device certification GmbH
KriegerstraRe 6

D-7Ol 91 Stuttgart, Germany
Phone: +49-(0)7 1'1 -253597-0
Fax: +49-(0)7 1 1 -253597 -1 O

Internet: http://www. mdc-ce.de

-* 
xlt, Bss,rtc!,!t,sqi#b,XP

+ * lF.f,r..laln dr: _tF,+i i
*: :r&G}, 'T::l;l;::r"il f
X * 

'J-r nr:'n.rr.', i** .4' ** zls.Bs"r4?.10.05



No. Dl199900034

Attachment of the certificate

Date 2018-05-09 Page 1 of 1

Product category Product Class

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

DS-EtA-HIV-AGAB-SCREEN (t-1654/1 .1, t-1652t1.1,
r-1656/1 .1)

DS-E|A-ANT|-HtV-UNtF (t-153, l-1 50, t-1 55)

DS-ElA-H BsAg-0. 0 1 (B-1 254, B-1 252, B-1 255, B- 1 256,
B-231)
EIA-ANTI-HCV (C-1 53, C-1 50, C-l 55)

DS-E|A-HCV-AGAB (C-1 952, C-1 953, C-1 954)

DS-EIA-ANTI-HBsAg (B-551 )

List A,
Annex ll

enzyme immunoassays for the
determination of total and free
prostate-specific anti gen
(PSA) in human blood serum

DS-ElA-PSA total (CH-1 51 11.1)

DS-EIA-PSA free (CH-'1 5211.1)

List B,
Annex ll
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mdc medical device certification GmbH
KriegerstraRe 6

D-7O1 91 Stuttgart, Germany
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