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

Company Name : Mhk Medikal Tekstil Sanayi ve Ticaret Limited Sirketi

Company Address : K&rkUn Mah. Hidayet Cad. No:23/1 OJuzeli GAZIANTEP / TURKEY

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

Product : Sterile Disposable Surgical Drape, Gown and Sefts - Class Is
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Certificate Number : M.2014.106.3565
Report Number : MD.2292.YB
Initial Assessment Date :12.03.2014
Registration Date :01.10.2014
Recertification Assessment Date : 26.08.2019
Reissue Date / No 1 13.12.2019/01

Revision Date /No D -
Expiry Date : 27.05.2024

UDEM hereby declares that the requirements of Annex V of the directive 93/42/EEC have been met for the -
rsfad produds above named manufacturer has established and applies a quality assurance system, which
to periodic survellance audits, defined by Annex V, section 4 of the aforementioned directive. UDEM's
re mbilﬁy for class | devices covered by the EC serfificate is limiled to manufactuing issues related to
oa@qudr\g and maintcining sterile conditions, if the dev,ce is sterle; and manufoc Issues related to
's conformity with metrologicd requirements, if it has measurement function. This ¢ ate remains as
hepropeﬁyofUDE\A Intemationd Cerlification Audifing Training Oentrehd)shyderode Inc. Co. towhom
it must be retumed upon request. The dbove named compan! Pra‘:dUDEMwsfkeepoc y of this cerificate
for 5 years from the regs1rohon of the cerlificate. Usage of the CE mark is under the responsibility of the
manufacturer with the completion of EC Declaration of Conformity. The dbove mentioned company must
nofify al changes related with the géproved product fo UDEM. If UDEM will not renew the expiry date of this
cerfificate in question, the mentioned company should stop pioclng the product on the market. The valicity
of the cerlificate can be checked through www.udem.com. tr.

Addrres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 0390 Fax: +900312 4430376
E-mail: info@udemilid.com.ir www.udem.com.tr
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