EC Certificate

mdc medical device certification GmbH
Notified Body 0483
herewith grants

MVZ Labor PD Dr. Volkmann und Kollegen GbR
Gerwigstral3e 67
76131 Karlsruhe
Germany

for the scope

HDVRq, in vitro diagnostic device for quantitative determination of
Hepatitis Delta virus RNA in EDTA plasma and serum for use at
MVZ Labor PD Dr. Volkmann und Kollegen GbR

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 — excluding section 4 and 6 for the above mentioned products.

Valid from 2022-05-02
Valid until 2024-10-02
Registration no. D1161200053
Report no. P21-00856-237150
Stuttgart 2022-05-02

/ s
/o ‘/ L

. . _— H?/é of Certification Body
medical device certification

N b ¢ Benannt durch/Designated by
*w Wi- Zentralstelle der Lander §

!Lé 4 forGesy schutz 2

® == K beirmneimiten und 3

w w Medizinprodukten

* 4 K ZLG-BS-247.10.05

mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de



