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ZERTIFIKAT ¢ CERTIFICATE &

Product Service

EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class lll)

No. G7A0 14 12 89393 003

Manufacturer: mebios GmbH
Guterstrasse 2
64807 Dieburg

GERMANY

Product: Non-Active Implants
Model(s): CompactBone B.
Parameters: CompactBone B.  0.5-2.0 mm

(grain size)

The Certification Body of TUV SUD Product Service GmbH declares that a design examination
has been carried out on the respective devices in accordance with the directive 93/42/EEC
Annex Il (4) and Regulation (EU) 722/2012 on medical devices manufactured utilizing tissues of
animal origin. The design of the devices conforms to the requirements of the Directive and the
Regulation. If a certificate of the European Directorate for the Quality of Medicines (EDQM) has
been issued for the respective material of animal origin, the validity of our certificate is
associated with the validity of the EDQM certificate. Any changes of the EDQM certificate need
to be reported immediately to TUV SUD Product Service GmbH by a change notification. For
marketing of these devices an additional Annex |1 without (4) certificate is mandatory. See also
notes overleaf.

Report no.: 713051459
Valid from: 2015-02-02
Valid until: 2020-01-20

#-4

Date, 2015-02-03
Hans-Heiner Junker

TUV SUD Product Service GmbH is Notified Body according to Council Directive 93/42/EEC
concerning medical devices with identification no. 0123.
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