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Declaration of Conformity
Technical Documentation SYMPHONY OCT System 20104, Revision 13

Manufacturer:
Medos International SARL
Chemin-Blanc 38
2400 Le Locle, Switzerland

Notified Body:
BSi
Identification Number: 2797

Full Quality Assurance Certificate CE 552745
Products:
See Attached

Classification:
Class llb, Rule 8 of Annex IX of the MDD 93/42/EEC

Start of CE Marking:
See Attached

Conformity Assessment Route:
MDD Annex Il Section 3.2 excluding Section 4

We declare that the above-mentioned products meet the provisions of the legislation transposing
European Medical Devices Directive 93/42/EEC
concerning Medical Devices into the laws of the European Economic area.
All supporting documentation is available under the premises of the manufacturer.

This Declaration of Conformity to European Medical Devices Directive 93/42/EEC has been re-issued and signed for
administrative purposes. We confirm that these products were listed on a valid CE Declaration of Conformity prior
to the Date of Application (26 May 2021) of Regulation (EU) 2017/745 and may continue to be placed on the
market in compliance with Article 120 Transitional Provisions of the Regulation.

Procedure (Non-PPE) SCP-1001497 Rev 12 (DoC template MIS_Class llb-I11)
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Digitally signed by Daniel Meyer

[ ]
a n I e e e r Reason: | attest to the accuracy and integrity of this document.
Date: 2021.07.29 17:09:46 +02'00'

Adobe Acrobat DC version: 2015.006.30527

Daniel Meyer/DePuy Spine DD/MM/YYYY
Regulatory Affairs Manager

Digitally signed by Nicolas HAINARD

Nicolas HAINARD ...........

Adobe Acrobat DC version: 2015.006.30527

Nicolas Hainard/Medos International SARL DD/MM/YYYY
QA Director, Medos International Sarl

Procedure (Non-PPE) SCP-1001497 Rev 12 (DoC template MIS_Class l1b-I11)
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