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EC Certificate

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

No. G7 036796 0016 Rev. 00

www.zlg.de

Product Service

Manufacturer: Biomet France SARL
Plateau de Lautagne
26000 Valence
FRANCE

Product: Non-Active Implants

Orthopedic Cement, medicated

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.

Report no.: 713143187
Valid from: 2019-07-16
Valid until: 2024-05-26
Date, 2019-07-16

[ oo

Stefan Preil
Head of Certification/Notified Body

Digitally signed by Kalcev Ghennadi
Date: 2022.05.27 10:41:11 EEST
Reason: MoldSign Signature
Location: Moldova
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body - Ridlerstralle 65 « 80339 Munich * Germany
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EC Certificate

EC Design-Examination Certificate

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

(Devices in Class ll)

No. G7 036796 0016 Rev. 00

Facility(ies):

Model(s):

Parameter:

Biomet France SARL
Plateau de Lautagne, 26000 Valence, FRANCE

Optipac®

Article no. (REF)

Product name

4709500392-3

Optipac Knee Refobacin® Bone Cement R

4710500394-3

Optipac 40 Refobacin® Bone Cement R

4711500396-3

Optipac 60 Refobacin® Bone Cement R

4712500398-3

Optipac 80 Refobacin® Bone Cement R

4740500394-3

Optipac Hip Set (40&80) Refobacin® Bone Cement R

4719502082-3

Optipac Knee Refobacin® Plus Bone Cement

4720502083-3

Optipac 40 Refobacin® Plus Bone Cement

4721502084-3

Optipac 60 Refobacin® Plus Bone Cement

4722502117-3

Optipac 80 Refobacin® Plus Bone Cement
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