A1/ 0411

Product Service

EC Certificate

EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class III)

No. G717 12 32283 053

Manufacturer: Biomatlante SA
ZA les Quatre Nations

5, Rue Edouard Belin
44360 Vigneux de Bretagne
FRANCE

Product: Non-Active Implants
Bone substitute

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 MDD Annex Il (4). The design
of the devices conforms to the requirements of this Directive. For marketing of these devices an
additional Annex Il certificate is mandatory. See also notes overleaf.
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o Report no.: 713105276
R2
o
Valid from: 2017-12-04
Valid until: 2022-11-26

Date, 2017-12-04 w

Stefan Preil}

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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ZERTIFIKAT @ CERTIFICATE ¢

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany TOV
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ZERTIFIKAT @ CERTIFICATE

EC Certificate

EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class Ill)

No. G717 12 32283 053

Model(s): Granules, sticks, blocks,
cylinders, plaquettes,
wedges and cones

Parameters: see attachment

Facility(ies): Biomatlante SA ZA les Quatre Nations

Product Service

5, Rue Edouard Belin, 44360 Vigneux de Bretagne, FRANCE
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