Certification. Medical ‘Onl‘y.

EC Design Examination Certificate

The Notified Body

MEDCERT Zertifizierungs- und Prisfungsgesellschaft firr die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith confirms that the design of the medical device (s)
Hip Implants
BiMobile Cup System

Model numbers as per attachment 1

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.

This certificate is valid until: 02 July 2022

Report No.: 13691PSO3F

Process No.: PP — 13691
Certificate No.: 13691GB411190308

Hamburg, 08 March 2019 MEDCERT Identification No.: 0482
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Certification. Medical Only.

Attachment 1
EC Design Examination Certificate
PP - 13691

This attachment is valid only in connection with certificate No.: 13691GB411190308

BiMobile Shell
184-001/42 184-001/44 184-001/46 184-001/48 184-001/50 184-001/52
184-001/54 184-001/56 184-001/58 184-001/60 184-001/62 184-001/64
184-001/66 184-001/68 184-001/70 — — -
BiMobile TiCaP Shell
184-101/42 184-101/44 184-101/46 184-101/48 184-101/50 184-101/52
184-101/54 184-101/56 184-101/58 184-101/60 184-101/62 184-101/64
184-101/66 184-101/68 184-101/70 - — —
BiMobile Plasmalink Shell
184-201/42 184-201/44 184-201/46 184-201/48 184-201/50 184-201/52
184-201/54 184-201/56 184-201/58 184-201/60 184-201/62 184-201/64
184-201/66 184-201/68 184-201/70 - — —
BiMobile UHMWPE Liner
184-250/01 184-250/02 184-250/03 184-260/01 184-260/02 184-260/03
184-260/04 184-260/05 184-260/06 184-260/07 184-260/08 184-260/09
184-260/10 184-260/11 184-260/12 — — —
BiMobile E-Dur Liner
184-270/01 184-270/02 184-270/03 184-280/01 184-280/02 184-280/03
184-280/04 184-280/05 184-280/06 184-280/07 184-280/08 184-280/09
184-280/10 184-280/11 184-280/12 — - -
Hamburg, 08 March 2019
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