CERTIFICATE

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

Company Name : DUzey Medikal Cihazlar Sanayi Ticaret Limited Sirketi

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

Related Directives and Annex 1 MDD 93/42/EEC Medical Devices Directive - Annex |l
(Excluding Section 4)

Product : - Surgical Polypropylene mesh — Class lib

- Vaginal tape for incontinance — Class llb
- Vaginal Tape Cystocele
- Vaginal TapeRectocele
- Vaginal Tape Mini Siling
- Vaginal Tape Mini Siling Set
- Vaginal Tape Suprapubic Set
- Vaginal Tape Transopturator Set
- Vaginal Tape Helical Set

Certificate Number :M.2016.106.7121
Report Number : MD.3189.1B

Initial Assessment Date 1 29.07.2016 - £ Industry
Registration Date :11.11.2016 and Tre -0y,

Revision Date /No D -

Expiry Date :10.11.2021

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the directive $3/42/EEC
have been met for the listed products. The above named manufacturer has establisned and applies a
qudlity assurance system, which is subject to periodic survellance audits, defined by Annex |, section 5
of the forementioned directive. According to Annex Il, section 4 an EC design- examination certificate is
required for placing the Class Iif devices on the marketl. This cerificate remains s the property of UDEM
Intfemational Cerlificafion Auditing Training Centre Industry and Trade Co. Lid. to whom it must be retumed
upon recuest. The above named compdny and UDEM must keep a copy of this cerlificate for 5 years from
the registration of the certificate. Usage of the CE mark is under the responsibllity of the manufacturer with the 2 2 9 2
completion of EC Declaration of Conforrmity. The above mentioned company must nofify dl changes related
with the approved product to UDEM. If UDEM will not renew the expiry date of this certificate in question, the
mentioned company should stop placing the product on the market. The cumency of the cerlificate can
be checked through www.udemitd.com. fr.

Addrres: Mutliukent Mahallesi 2073 Sokak (Eski ?3 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +20 0312 443 03 90 Fax: +900312 4430376
E-mail: inffo@udemitd.com.tr  www.udemltd.com.ir
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