® SYNTHES-

Declaration of Conformity

Synthes GmbH (Eimattstrasse 3, CH-4436 Oberdorf) hereby declares under its sole responsibility that
the medical device/ device family TRS - Trauma Recon System (Classification lla) meets all the

provisions of the

European Council Directive 93/42/EEC, and the
Swiss Legislation on Therapeutic Products (Schweizerisches Heilmittelgesetz, HMG)
which apply.

We hereby declare the conformity of above mentioned medical device/device family according to the
European Council Directive 93/42/EEC, Annex | including applicable standards as indicated in the
Essential Requirements Checklist and Annex Il excluding (4).

Notified Body: TUV SUD Product Service GmbH, Ridlerstrasse 65, 80339 Munich, Germany,
identification number 0123.

The above mentioned medical device/ device family was initially CE released in the year 2008.

The list of the medical devices covered by this Declaration of Conformity is attached.

EC Certificate: G1 15 03 56032 075
Valid until: 22.12.2017

Place and Date: Oberdorf, 7 July 2015 /L

, / bl
Marti ald Martin Reinberg

Manager Regulatory Affairs WW Director of PD and Marketing Small and
Large Bone Power Tools

DoC Identifier: TF10200 PWT
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Attachment - Articles covered in TF10200 PWT

Article# Article Description

05.001.201 Battery Handpiece, modular, f/TRS

05.001.241 Lid f/No. 05.001.240 (Recon Saw), f[TRS
05.001.240 Battery Handpiece, Recon Saw, w/T-Handle, f/TRS
05.001.231 Lid f/No. 05.001.201 (modular), fITRS

05.001.227 Lid f/Battery Handpiece No. 05.001.201

05.001.202 Power Module, f/Trauma Recon System
05.001.203 Sterile Cover, f/Trauma Recon System
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