 Certification. Medical Only.

EC Design Examination Certificate

The Notified Body

MEDCERT Zertifizierungs- und Prifungsgesellschaft fiir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany ‘

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

Hip Implants
MP® Reconstruction Prosthesis

with specifications listed in the appendix
of the manufacturer:

Waldemar Link GmbH & Co. KG
Barkhausenweg 10

22339 Hamburg

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: 2020-03-03
Expiry date: 2024-05-27

Report No.: 13792FSO4F
Process No.: PP - 13792
Certificate No.: 13792GB411200303

Hamburg, den 2020-03-03

f = il Digitally signed by M

At
MEDCERT Certification Bod Date: 2022.05.27 13:22:3
(Dr. A de” IC; Enh)o ¥ Reason: MoldSign Signat

r Andreas schie Location: Moldova

The certificate is only valid when provided entirely with all of its pages. *vj‘( K. Benannt durch/Designated by
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Appendix of EC Design Examination Certificate

Process No.:
Certificate No.:

Specifications

PP - 13792

13792GB411200303

MP® Reconstruction Prosthesis, Prosthesis stem, microporous, cementless

172916/12 172916/14 172-916/16 172:916/18 172916/20 172916/22
172916/25 172:918/12 172-918/14 172-918/16 172:918/18 172-918/20
172-918/22 172-918/25 172:921/12 172:921/14 172:921/16 172-921/18
172-921/20 172-921/22 172921/25 172925/14 172:925/16 172-925/18
172-925/20 172-925/22 172-925/25 172-929/14 172-929/16 172929/18
172-929/20 172:929/22 172-929/25 172-930/14 172-930/16 172-930/18
172-930/20 172-930/22 172-930/25 173-916/12 173916/14 173-916/16
173-916/18 173-916/20 173-916/22 173916/25 173-918/12 173918/14
173-918/16 173-918/18 173-918/20 173-918/22 173-918/25 173-921/12
173-921/14 173-921/16 173-921/18 173-921/20 173-921/22 173-921/25
173-925/14 173-925/16 173925/18 173-925/20 173-925/22 173-925/25
173-929/14 173-929/16 173-929/18 173-929/20 173-929/22 173-929/25
173-930/14 173-930/16 173-930/18 173-930/20 173-930/22 173-930/25

2 distal bores

MP® Reconstruction Prosthesis, Prosthesis stem, microporous, cementless, with

99-0925/20 99-0925/22 99-0925/27 99-0929/22 99-0930/22 99-0930/27
173-926/20 173-926/22 173-926/27 173-928/22 173-931/22 173-931/27
| Modular revision stem, anatomically curved, cementable
; 172-900/12 172-900/14 172-:900/16 172-901/12 172-901/14 172-901/16
‘ 172-902/12 172-902/14 172-902/16 172-903/12 172-903/14 172-903/16
173-900/12 173-900/14 173-900/16 173-901/12 173-901/14 173-901/16
173-902/12 173-902/14 173-902/16 173-903/12 173-903/14 173-903/16
Neck segment with collar, taper 12/14 mm, microporous
‘ 172-960/26 172-960/35 172961/26 172-961/35 173-960/26 173-960/35
} 173-961/26 173-961/35 — — — —
Neck segment without collar, taper 12/14 mm, microporous
172:964/26 172-964/35 172:965/26 172-965/35 173-964/26 173-964/35
173-965/26 173-965/35 — — — —
: Neck segment XXL with collar, taper 12/14 mm, microporous
‘ 172-980/26 172-980/35 172-981/26 172-981/35 173-980/26 173-980/35
173-981/26 173-981/35 — — — —
Neck segment XXL without collar, taper 12/14 mm, microporous
172-984/26 172-984/35 172-985/26 172-985/35 173-984/26 173-984/35
173-985/26 173-985/35 — — — —
This appendix is integral part of the above-referenced certificate. \X? ‘k‘;}\’( Benannt durch/Designated by
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Appendix of EC Design Examination Certificate
Process No.: PP - 13792
Certificate No.:  13792GB411200303

Neck segment XXL without collar, taper 12/14 mm, microporous, additional

bore
99-0984/26 | 99-0984/28 | 173-984/27 | 173984/28 | = ] =

Neck segment without collar, taper 12/14 mm, microporous, additional bore
99-0984/30 [ 99-0984/32 | 173-984/30 | 173984/32 | — [ —

Proximal spacers
172-950/10 | 172950/20 | 172:950/05 | 173950/10 | 173-950/20 | 173-950/05

Expansion bolts
172-947/38 | 172:947/58 | 173947/38 | 173947/58 | = | =

Base component
172970 | 173970 | = [ — [ - | _

Extension 4
172-971/10 172971/20 172972/10 172-972/20 173971/10 173-971/20
173972/10 173-972/20 — — — —

Terminal
172:974/01 | 172:974/02 | - | = I - | _

Neck segment, low offset, slim
137-045/32 | 173-045/32 | - | = [ - [ =

Neck segment, standard, slim
137-045/38 | 137-065/38 | 173-045/38 | 173-065/38 | - | —

Neck segment, lateralized, slim
137-065/46 | 173-065/46 | — | — | — [ =

Neck segment, standard, defect reconstruction
137-145/38 | 137-165/38 | 173-145/38 | 173-165/38 | — | -

Neck segment, lateralized, defect reconstruction
137-165/46 | 173-165/46 | — | — [ — | —

— End of appendix —

This appendix is integral part of the above-referenced certificate. \K?( ¥y, BenanntdurchiDesignated by
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