CERTIFICATE

Production Quality Assurance
Medical Devices Directive 93/42/EEC Annex V

Company Name : Tio Medikal Tibbi Urin. Tur. ins. San. ve Tic. Ltd. §$ti.

Company Address : MTK Sitesi 5746/7 Sk. No:8 Camdibi IZMIR / TURKEY

Related Directives and Annex : 93/42/EEC Medical Devices Directive - Annex V

: - Disposible Sterile SurgicalDrape Pack - Class Is
- Disposible Sterile Drapes - Class Is
- Disposible Sterile SurgicalGowns - Class Is
- Sterile Equipment and camera Covers - Class Is
- Sterile Microscope Cover - Class Is
- Sterile Radiopaque Surgical Patties - Class Is

: 47783, 35778, 37450, 12535, 39404

Certificate Number : M.2017.106.8464
Report Number : MD.3265.18

Initial Assessment Date :08.03.2017 : erjification
Registration Date £ 29.05.2017 iting@rayni e Industry
Revision Date /No :30.01.2019/03
Expiry Date : 28.05.2022

UDEM hereby declares that ihe requirements of Annex V of the directive 93/42/EEC have been met for the
isted products. The above named manufacturer has established and applies a qudity assurance system, which
lssubject to periodic survelicnce audts, defined by Annex V, section 4 of the oforementioned directive. UDEM's
responsiblity for class | devices covered by the EC serfificate s limited to manufacturing issues related to
safeguarding and mainfaining sterile conditions, if the dev.ce is sterile; and manufaciuing issues related fo
product's conformity with metrological reguirements, If it has measurement function. This cerlificate remains as
fhe property of UDEM Intemationd Cerlification Audifing Training Centre Industry and Trade Inc. Co. fo whom
it ust be retumed Upon request. The above named company and UDEM must keep a copy of this ceriiicate
for 5 years from the registration of the cerfificate. Usage of the CE mark is under the responsibiity of the
manufacturer with the complefion of EC Dedaration of Confomity. The above mentioned company must
notify all changes related with the c%o(oved prociuct to UDEM. If UDEM will not renew the expiry date of this
cerfificate in question, the mentioned company should stop placing the product on the market. The valicity
of the ceriificate can be checked frvough www.udem.com. fr.

Addrres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +200312 44303 76
E-mail: info@udemitd.com.tr www.udem.com.ir




