EC Certificate

For the Quality Assurance System
according the directive 93/42/EEC, Annex Il
excluding section (4)
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As a notified body of the European Unlon, DEKRA Certification GmbH cerifies,
that the company

Amplitude S.A.S
11, Cours Offenbach + 26000 Valence, France

Certified locations:
11, Cours Offenbach + 26000 Valence, France
Porte du Grand Lyon + 01700 Neyron, France

applies a quality assurance system for the medical devices listed in the annex
according to the directive 93/42/EEC annex |l. The approval is based on the result
of the re-cerification audit report no. 50791-Z3-00, the decision dated 24.04.2012
and is only valid in connection with the successful performance of the annual
surveillance audits.
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DEKRA Cartification GmbH
Handwerkstralle 135, 70565 Stuttgart, Germany

Notified Body ID-rumber: 0124
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Devices/device calegories includ

Class |l &
Instruments and accessories
Markers
Computer assisted surgery systems

Class || b

- Osteosynthesis implants i
Accessories for hip joint replacements 1
Accessories for knes joint replacements .

Class IlI: / , A
Hip joint replacements: i

- INTEGRALE®, LOGIC® and GENERIC® {emnral st.ams {DEVQ?n

femeral stems {DE\-"Q?—ET1 12} : YTt
~ INITIALE® revision femoral stems (OEVO6.ET142]
- ACOR® fermoral stem and modular neck {DEHBT—ET1 29&13111
- EXTREME® reconstruction femoral stem (DEV0B-ET113) _
- OPTIMAL" revision-recenstruction femoral stem (DEVOB-ET130&137) :
- INITIALE® femoral head (DEV13-ET112) ;
- M30NW metallic femoral head (DEV13-ET105)
- BIOLOX® Delta ceramic fernoral head (DEV13-ET1089)
- SATURNE® tripolar cup (DEVOS/DEVOB-ET114)
- EQUATEUR® acetabular cup { DEV96-ET103)
= INITIALE® acetabular cup { DEVE6-ET110)
- SPHERIC" bipolar cup ( DEVEE-ET111)
- HORIZON® Il acetabular cup and BIOLOX® Delta ceramic insert (DEV45-ET109)
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Class Ill:

Kree joint replacements

- SCORE® primary Tolal Knee Prosthesis (DEVD1-ET106)

- UNI SCORE® unicompartmental Knea prosthesis (DEV28-ET136)
- SCORE®” revision Total Knee prosthesis (DEV34-ET123)

- ANATOMIC® primary Total Knee Prosthesis (DEV08-ET144)

For the placing on the market of class |1l devices covered by this certificate an EC
design-examination certificate according to directive 83/42/EEC annex Il (4)is
required. i

This document may only be reprocheced and distribuled comglefe!




