AT SERTIFIKA

Uretim Kalite GUvence Sistemi
93/42/AT Tibbi Cihazlar Direktifi Ek V

Firma Adl : Turkuaz Sadlik Hizmetleri Medikal Temiziik Kimyasal UrGnler
San. veTic. AS.

Firma Adresi : Yakuplu Mah. Birlik Cad. No:32/1 ic Kapi No:1 Beylikdizi
ISTANBUL / TURKIYE

ilgili Yénetmelikler ve Ekler : MDD 93/42/AT Tibbi Cihazlar Yénetmeligi - Ek V

UrOnler : Steril Bugu Onleyici Solusyonu - Sinif lia
Steril Obstetrik Jel - Sinif lla
Steril Olmayan Kayganlastinici Jel - Sinif lla
Steril Kayganlastirict Jel - Sinif lla
Steril Olmayan Parabensiz Kayganlastinet Jel - Sinif lla

: 45225, 60796, 33587, 60796, 34131

Sertifika Numarasi : M.2018.106.9536
Rapor Numarast :MD.3561.1B

ilk Belgelendirme Denetimi :31.01.2018

Tescil Tarihi :13.04.2018
Revizyon Tarihi/No :03.05.2018/01
Gecgerlilik Tarihi 1 12.04.2023

UDEM, Listeli OrUnlerin 93/42/AT direktifi Ek V, gerekliliklerinin karsiladigini beyan eder. Yukanda adi
gecen Urefici Kafite GOvence Sistemi uyguladigini ve Ek V madde 4'e gore periyodik gozaetim denetimier ile sOrekliigini
_sc:glayccagml beyan eder. Sinif IIl olarak DYGSGVCI arz edilecek OrOnler igin Ek | madde 4'e gére AT Tasanm
Inceleme sertifikasi gereklidir. Bu belgenin mulkiyet hakki UDEM Uluslararasi Belgelendirme Denetim Egitim San. ve
Tic. AS.'ve aittir ve istenildiginde iade edilmelidir. Yukanda adi gegen fima ve UDEM bu belgenin bir kopyasin
Tescil tarihinden itibaren 5 yil sire ile muhafaza etmelidir. CE Markalamanin kullanim Oretici beyani ile firma
sorumivlugundadir. Adi gegen firma onaylanmis OrOn ile ilgili bOtOn degisiklikleri UDEM'e bildirmek zorundadir.
UDEM bu belgenin gegeililigini yenilemezse adi gegen firma $dz konusu Grindn piyasaya arzini durduracaktir.
Belgenin gegeriigini www.udem.com.ir internet sayfasmdan kontrol edebilirsiniz.

Adres: Mutlukent Mahallesi 2073 Sokak (Eski $3 Sokak) No:10 Cankaya — Ankara — TURKIYE
Tel: +90 312 443 03 90 Faks: +90 312 443 0376

E-posta: info@udemitd.com.fr www.udem.com.ir




ECCERTIFICATE

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

Company Name : Turkuaz Sadlik Hizmetleri Medikal Temiziik Kimyasal UrGnler
San. veTic. AS.

Company Address : Yakuplu Mah. Birlik Cad. No:32/1 ic Kapi No:1 BeylikdizU
ISTANBUL / TURKEY

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

: Sterile Anfifog Solution - Class lla
Sterile Obstetric Gel - Class lla
Non-sterile Lubricant Gel - Class lla
Sterile Lubricant Gel - Class lla
Non-sterile Paraben-Free Lubricant Gel - Class lla

GMDN : 45225, 60796, 33587, 60796, 34131

Certificate Number 1 M.2018.106.9536
Report Number :MD.3561.1B

Initial Assessment Date 231012018
Registration Date :13.04.2018
Revision Date /No :03.05.2018/01
Expiry Date 1 12.04.2023

UDEM hereby declares that the requirements of Annex V, of the directive 93/42/EEC
have been met for the listed products. The above named manufacturer has established and applies a
quality assurance system, which is subject to periodic surveilonce audits, defined by Annex V, section 4
of the forementioned directive. According 1o Annex |l, section 4 an EC design- examination cerfificate is
required for placing the Class lll devices on the market. This cerfificate remains cs the property of UDEM
Intemational Cerfification Audting Training Cce:rnizri?.i E?M}SW cné:i Trade Inc. C‘;?. t[!'? wghom it must be reh.tf;r'ed
upon request. The aoove company must keep a copy is cerlificate for 5 years from 2 2
the regsiration of the cerfificate. Usoggeofﬂwe CE mark is under the responsibility of the manufaciurer with the
r.crr%m of EC Declargiion of Conforrmity. The dbove menfioned company must notify all changes related
with the approved product to UDEM. I UDEM will not renew the expiry date of this cerificate in question, the
menfioned compaony should stop placing the product on the market. The curency of the certificate 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 03 90 Fax: +900312 4430376
E-madil: info@udemitd.com.fr www.udem.com.tr




