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UDEM

AT SERTIFIKA

Uretim Kalite GUvence
93/42/AT Tibbi Cihaz Direktifi Ek V

Firma Adi

Firma Adresi

ilgili Yénetmelikler ve Ekler

UrGnler

GMDN

Sertifika Numarasi

Rapor Numarasi

ilk Belgelendirme Denetimi
Tescil Tarihi

Revizyon Tarihi/No
Gecerlilik Tarihi

UDEM, Listeli UrGnlerin 93/42/AT direktifi Ek V, gerekiiliklerinin karsiladigini beyan eder. Yukanda adi gegen Uretici Kalite
GUlvence Sistemi uyguladigini ve Ek v madde 4'e gore periyodik gézetim denetimleri ile strekiigini saglayacagini beyan
eder. Belge kapsaminda yer alan sinif | Grinler ile ilgii UDEM'in sorumlulugu OrUn steril ise, steril sartlarin glvence altina
alinmasi ve sUrdiriimesi ile ilgill imalat konulari; Sigim fonksiyonlu ise, Urinlerin metrolojik gereklere uygunluguyla ilgili
imalat konular ile siniridir. Bu belgenin mulkiyet hakki UDEM Uluslararasi Belgelendirme Denetim Egitim San. Ve Tic. A.S.
'ye aittir ve istenildiginde iade edilmelidir. Yukanda adi gegen firma ve UDEM bu belgenin bir kopyasini Tescil tarihinden
itibaren 5 yil sire ile muhafaza etmelidir. CE Markalamanin kullanimi retici beyani ile firma sorumiulugundadir. Adi
gecen firma onaylanmig Urin ile ilgilil bUtin degisikiikleri UDEM'e bildirmek zorundadir. UDEM bu belgenin gegeriligini
yenilemezse adi gegen firma sdz konusu OriinUn plyasaya arzini durduracaktir. Belgenin gegerfiigini www.udem.com.ir

internet sayfasindan kontrol edebilirsiniz.

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No: IO Cankaya ~ Ankara — TURKIYE \.

: M.2018.106.9536

: Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal UrGnler

San. ve Tic. A.S.

: Akcaburgaz Mah. Muhsin Yazicioglu Cad. No: 45/5, 34522, Esenyurt

ISTANBUL / TURKIYE

: 93/42/AT Tibbi Cihazlar Yonetmeligi - Ek V

: Steril Bugu Onleyici Solusyonu - Sinif lla

Steril Obstetrik Jel - Sinif lla

Steril Olmayan Kayganlastinct Jel - Sinif lla

Steril Kayganlastinct Jel - Sinif lla

Steril Olmayan Parabensiz Kayganlastinci Jel - Sinif lla

: 45225, 60796, 33587, 34131

:MD.3561.1B
:31.01.2018
:13.04.2018 :
:12.03.2021/02 Denetim Egltlm
- 12.04.2023 San. ve Tic. A.$.
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Tel: +90 312 443 03 90 Faks: +90 312 443 03 76




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

Company Name : Turkuaz Saglik Hizmetleri Medikal Temizlik Kimyasal Urinler
San. ve Tic. A.S.

Company Address : Akcaburgaz Mah. Muhsin Yazicioglu Cad. No: 45/5, 34522, Esenyurt
ISTANBUL / TURKEY

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

Product : Sterile Antifog Solution - Class lla
Sterile Obstetric Gel - Class lla
Nonsterile Lubricant Gel - Class lla
Sterile Lubricant Gel - Class lla
Nonsterile Paraben-fFree Lubricant Jel - Class lla

GMDN : 45225, 60796, 33587, 34131

Certificate Number : M.2018.106.9536

Report Number :MD.3561.1B

Initial Assessment Date :31.01.2018

Registration Date :13.04.2018 AUEling Training S entes Inosing
Revision Date /No 12.03.2021/02 angl Haee e, 0.

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 manufacturér has established and applies a quality assurance system, which is subject to periodic

surveillance audits, defined by Annex V, section 4 of the aforementioned directive. UDEM's responsibility for class | devices f
covered by the EC sertificate is limited to manufacturing issues related to safeguarding and maintaining sterile conditions, /{

if the dev,ce is sterile; and manufacturing issues related to product's conformity with metrological requirements, if it has
measurement function. This certificate remains as the property of UDEM  Intfemational Certification Auditing Training Centre
Industry and Trade Inc. Co. to whom it must be returned upon request. The above named company and UDEM must keep e

a copy of this certificate for 5 years from the registration of the certificate. Usage of the CE mark is under the responsibility U D E M
\. J

of the manufacturer with the completion of EC Declaration of Conformity. The above mentioned company must notify all
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 validity of the certificate can be checked
through www.udem.com. tr.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 44303 76
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