"CERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex Il
(Excluding Section 4)

Company Name : DUzey Medikal Cihazlar Sanayi Ticaret Limited Sirketi

Company Address : lcmeler Mah. Ozyaman Sokak No:23/A Tuzla ISTANBUL / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

Product : Sterile Dual Sided Mesh Intraperitoneal Artificial Wall
Support Implant - Class lib

Cerfificate Number 1 M.2020.106.13288

Report Number :MD.3189%.1B

Initial Assessment Date :06.09.2019

Registration Date :05.02.2020

Revision Date /No D - and Trads
Expiry Date 1 27.05.2024

UDEM hereby declares that the requirements of Annex I, excluding section 4 of the 93/42/EEC Direclive have beenmet
for the Isted products. The above named manufacturer has established and applied a qudiity assurance system, which s
subject fo periodic surveilance audits, defined by Arnex I, section 5 of the forementioned directlive. According 1o Annex
I, section 4 on EC design exarminafion cerlificate & required for placing fhe Class il devices onthe market. UDEM's resporsiblty
for class | devices covered by the EC cerdificate & imited to manufactuing ssues related fo safeguarding and maintaining
sterie condfiors, T the device k sterle; and manufactuing issues related to product's corformity with metrclogicd requirements,
if it has measurerent function. This cerfificate remairs os the property of UDEM Inftemationd Certification Auditing Training
Cenire industry and Trade Inc. Co. to whom it must be retfumed upon request. The above named company and UDEM
must keep a copy of this cerdificate for 5 years from the registration of the cerfificate. Usage of the CE mark s under the
resporsibiity of the manufacturer with the complefion of EC Declaration of Conformity. The above menfioned company
must nofify all changes related with the approved product to UDEM. If UDEM wil not renew the validity of this certificate
in question, the mentioned company should stop placing the product on the market. The validity of the
certificate can be checked through www.udem.com.ir.

Address: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY

Phone: +90 0312 443 0390 Fax: +900312 4430376
E-mail: info@udemltd.com.ir www.udem.com.ir




		2022-03-13T15:33:47+0200




