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Certification. Medical Only.

EC Design Examination Certificate

The Notified Body

MEDCERT Zertifizierungs- und Priifungsgesellschaft fir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith certifies that the design of the medical device(s):

Hip Implants
Bipolar Head

with specifications listed in the appendix
of the manufacturer:

OHST Medizintechnik AG
Griunauer Fenn 3

14712 Rathenow
Germany

fulfills the below mentioned requirements of the Council Directive 93/42/EEC:

Annex ll, section 4

This certificate assumes that MEDCERT has to be informed about any changes of the approved
design. Changes need further approval by MEDCERT.

For the placing on the market of medical devices covered by this certificate, a separate EC certificate of conformity
according to Annex Il without section 4 of Council Directive 93/42/EEC is required.

Effective date: 2021-01-20
Expiry date: 2023-12-22

Report No.: 13434FS12F
Process No.: PP - 13434
Certificate No.: 13434GB411210120A

Hamburg, 2021-01-

e

MEDCER{ Certification Body
(Lorenz Runge)

Digitally signed
Date: 2021.06.2¢
Reason: MoldSig
Location: Mold
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Certification. Medical Only.

Appendix of EC Design Examination Certificate
Process No.: PP - 13434
Certificate No.: ~ 13434GB411210120A

Specifications

Bipolar Head (CoCrMo)
150-038 150-039 150-040 150-041 150-042 150-043 150-044
150-045 150-046 150-047 150-048 150-049 150-050 150-051
150-052 150-053 150-054 150-055 150-056 150-057 150-058
150-059 150-060 - — — — -

Bipolar Head (Implant Steel)
151-038 151-039 151-040 151-041 151-042 151-043 151-044
151-045 151-046 151-047 151-048 151-049 151-050 151-051
151-052 151-053 151-054 151-055 151-056 151-057 151-058
151-059 151-060 — — — — -

- End of appendix -

This appendix is integral part of the above-referenced certificate. . Jc K. Benannt durchiDesignated by
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