
device certification GmbH
Notifi€d Body 0483

herewith grants

HUman
Gesellschaft für Biochemica und Diagnostica mbH

Max-Planck-Ring 21
65205 Wiesbaden

Germany
for the scope

HBrAg ELISA
for the detecüon of HBs Anügen

EC Design Examination Certificate
The examination of the design of the produc't by mdc has prcven,

that the design meets the requirements according to

Annex lV - Section 4
of the Council Directive 98l79lEC

of the European Parliament and of the Council of
27 Oc'tober 199E on in vitro diagnostic medical devices.

This certificate is only valid in connec{ion with a valid
mdc certificatg according to Annex lV - Sec'tion 3 for the above m€ntioned prcducls.

This certificate is valid until:
Certificate reg istration no:

Stuttgart

2013-1'�t-28
0063.32.05/0
2008-11-28
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e r n  U n  l e r  n e h m e n  v o n  Z D H  Z E R T

mdc medrcal device cert i f tcat ion GmbH
Kflegerstraße 6

D-70191  S tu t t ga r t ,  Ge rmany
Phone :  +49 - (0 )71  1  253597 -0
Fax :  +49  (0 )711  253597 -10

{nternet: http:/ /www mdc-ce de


