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Manufactu rer:

EC Cert i f icat e
Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex 11 excluding (4)
(Devices in Class lIa, IIb or 111)

No. G1 15 02 52905 105

Facility(ies):

Product
Category(ies):

TÜVSÜD Product Service GmbH . Zertifizierstelle . Ridlerstraße 65 . 80339München . Germany

The Certif ication Body of TÜV SÜD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design , manufacture and final
inspect ion of the respective devices I device categories in accordance with MDD Annex 11. This
quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For market ing of class 111 devices an additional Annex 11 (4) certificate is
mandatory. See also notes overleaf.

Valid from:

Valid until:

Date, 2015-03-03

TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
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Report No.:



Attachment to Certiticate no G1 15 02 52905 105
dated 2015-03-02

Implants tor orthopaedics (Class IIb, 111):

Implants for the hip
Implants for the knee
Upper limb implants
Implants for the sport medicine

Bone replacement Products (Class 111)

Instruments (Class lIa):

General instruments
Instruments for the hip
Instruments for the knee
Upper Iimb instruments
Instruments for the sport medicine
Instruments for bone replacement products

Munieh, CRT2, 2015-03-03

~
Hans-Heiner Junker
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