EC-CERTIFICATE

Full Quality Assurance System
(Annex Il of the Directive 93/42/EEC on Medical Devices)

Registration No. 7988

Elkomed AG

CH - 9524 Zuzwil

The Notified Body of QS Zurich AG hereby declares that an examination of the under mentioned full quality assurance
system has been carried out following the requirements of the national legislation to which the undersigned is
subjected, transposing annex Il (with the exemption of section 4) of the Directive 93/42/EEC on medical devices. We
certify that the full quality assurance system conforms to the relevant provisions of the aforementioned directive.

This EC-Certificate is only valid for the following products:
(The products are specified in annex ,Product range”. This Certificate is only valid together with this annex)

During the validity of this Certificate, the requirements of the
above mentioned regulations must be fulfilled permanently.
This is supervised by QS ZURICH AG

For precise and updated information concerning
possible changes occurred in the certification
object of the present certificate, please contact
gs-zuerich@gquality-service.ch

QS Zirich AG

P.O. Box 6335

CH-8050 Ziirich
gs-zuerich@gquality-service.ch

SCESm 047
www.sas.ch

ELKOPUR

c € 1254

Audit date: 05.04.2012
Date of issue: 14.04.2012
Expiration date: 04.04.2017
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