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CERTIFICATE

Full Quality Assurance System
Medical Devices Directive 93/42/EEC Annex il

Company Name : Géksel Kimya Kozmetik Medikal Tibbi Malz. ve Urin.Teks.
Konf.Gida San. Tic.Ltd.Sti.

Company Address : Duacinarn Mh.Engin Sk.No:14 Yildinm BURSA / TURKEY

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

Product : Single Use Surgical Gowns, Drapes and Packs
- Class Is - Steril

Certificate Number : M.2016.106.6972
Report Number : MD.3046.18

Initial Assessment Date :10.06.2016
Registration Date 1 06.09.2016
Revision Date /No D -

Expiry Date 1 05.09.2021

UDEM hereby deciores that the requirements of Annex |, excluding section 4 of the directive $3/42/EEC
have been met for the listed products. The above named manufocturer has estabished and applies o
quality cssurance system, which is subject to pefiodic surveilonce audits, defined by Annex Il section 5
of the foremenfioned directive. According to Annex ll, section 4 an EC design- examinafion cerificate i
required for placing the Class Il devices on the markst, This cerfificate rerains as the property of UDEM
Intemational Certification Audilting Training Cenfre Industry and Trade Co. Lid, fo whom it rmust be refumed

equest. The above nal company and UDEM must keep a copy of this cerfificate for 5 years from

istrofion of the certificate. Usage of the CE mark is under the respansibiity of the manufacturer with the 2 2 9 2
compiefion of EC Declaration of Col o«%he above menfioned cormpany must notify ail changes reloted
with the approved product fo UDEM. If U will not renew the expiry date of this cerfificate in question, the
rmenfioned company should stop placing the product on the markel, The curency of the cerificale can
be checked through www.udemlid.com. fr.

Addrres: Mutlukent Mahallesi 2073 Sokak {Eski 93 Sokak) No:10 Cankaya — Ankara ~ TURKEY
Phone: +90 0312 443 03 90 Fax: +900312 4430376
E-mall: infoQudemltd.com.tr www.udemltd.com.ir
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