TURK STANDARDLARI ENSTITUSU

~ CERTIFICATE OF
FULL QUALITY ASSURANCE MODULE

METUAS MEDIKAL SAGLIK HIZMETLERI DANISMANLIK ITHALAT IHRACAT AS.
TURAN GUNES BULVARI NO:75/7 Cankaya/ANKARA/TURKEY

located at the adress

OSTIM MAHELLESI GULS6 YAPI KOOP. 1151. SOKAK N0O:55 OSTIM YENIMAHALLE
ANKARA/TURKEY

for the scope of:

ARTCURE DIFFUSIONAL PATCH

has been examined and certified to the requirements of

93/42/EEC — Medical Device Directive
Full Quality Assurance Module -
Module H (Annex-IT)

by considering the related clauses of TS EN 1SO 134852012

Notificd Body Number; 1783

Certificate Issue Date: 30.09.2013

Valid Unuil: 30.09.2018

GMDN Code: =

Applied Rule and Classification: Medical Device Directive Annex IX,Rule 3- Class 11D
Examination Report Number: S11-MDD-006/2013-04

Date / Reason of the Certificate Revision 07.10.2013 / Change in registered head office address

This cemificate remarks that quality system mects requirements of the technical regulations / harmonized
standards and with this cenificate the company is authorized to affix CE Mark, as shown below, and Notified
ody Number on the products in the scope of the examined quality system. Notified Body has the right to carry
oul surveillance visits announced or unannounced in accordance with section 5 of Annex 2 of Medical Device
Directive.
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Certificate Number: 1783 - MDD - 006
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