CERTIFICATE

Full Quality Assurance System

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

: DUzey Medikal Cihazlar Sanayi Ticaret Limited Sirketi

Company Name

: icmeler Mah. Ozyaman Sokak No:23/A Tuzla ISTANBUL / TURKEY

Company Address

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

: - Sterile Surgical Polypropylene Mesh - Class llb

- Sterile Vaginal Tape For Incontinance - Class llb
- Vaginal Tape Cystocele
- Vaginal Tape Rectocele
- Vaginal Tape Mini Siling
- Vaginal Tape Mini Siling Set
- Vaginal Tape Suprapubic Set
- Vaginal Tape Transopturator Set
- Vaginal Tape Helical Set

GMDN

Certificate Number
Report Number

Initial Assessment Date
Registration Date

Recertification Assessment Date :

: 60300, 47986

1 M.2016.106.7121

:MD.3189.YB

:29.07.2016
:11.11.2016
06.09.2019

Reissue Date / No : 05.02.2020/01
Revision Date /No s -
Expiry Date : 27.05.2024

UDEM hereby declares that the requirements of Annex I, excluding section 4 of the 93/42/EEC Directive have beenmet
for the Isted products. The above named manufacturer has established and gpplied a quality assurance system, which s
subject fo periodic survellance audits, defined by Amex |, section 5 of the forementioned directive. According to Annex
1I, section 4 an EC design-examination certificate ks required for placing the Class il devices onthe market. UDEM's responsoility
for class | devices covered by the EC cerlificate & imited |om1ioduhgsaﬂrehtediosdeg.achgmdmd’im
sterle condifions, Fthe device s sterle; and manufoctuing issues rekated to product’s conformity with metrological

if it has measurement function. This certiicate remains cs the property of UDEM Infemationa CerfiiccvrbnAudfngircrng
Cenire Industry and Trade Inc. Co. to whom it must be retumed upon request. The above named company and UDEM
must keep a copy of this cericate for 5 years from the registration of the cerlificate. Usage of the CE mark & under the
resporsiblity of the manufacturer with the completion of EC Declaration of Conformity. The doove mentioned company
must nofify all changes related with the approved product to UDEM. If UDEM will 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: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +20031244303 76
E-maik: info@udemitd.com.fr www.udem.com.ir
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