SZUTEST

EC CERTIFICATE

AT SERTIFIKA

According to Annex Il of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek II'ye gére

Full Quality Assurance System
Tam Kalite Giivencesi

Certificate Number: 2195-MED-1412002

Sertifika Numarasi

Manufacturer: Nurteks Tekstil ve Medikal Sanayi Dis Ticaret Anonim Sirketi

Uretici Head Office Koéskli Cesme Mah. Yeni Bagdat Cad. No:124 Gebze / Kocaeli
/Merkez: Tirkiye

Branch Office  Oru¢c Reis Mah. Tekstilkent Cad. Tekstilkent Sitesi B Blok
/Sube: No:12A Kapi No:031 ve 034 Esenler / istanbul Turkiye

Product(s): Sterile Disposable Surgical Drape, Gown and Drape Sets
Urtin(ler) Steril Tek Kullanimlik Cerrahi Ortt, Onliik ve Ortii Setleri

Reference Report No: MMO0403-P005-R01, MM0403-P005-R02
Referans Rapor No

Ll

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex |l (excluding section 4), Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system
covers those aspects of manufacturing concerned with securing and maintaining safe conditions of the respective product(s) and
conforms to the provisions of this Directive. The approved quality system is subject to surveillance pursuant to Annex Il, Section 5 of
Directive 93/42/EEC and unannounced audits.

Szutest must be informed of any significant changes in the design and/or construction of the product(s).

2195 kimlik numarali Onaylanmigs Kurulug Szutest, yukarida belirtilen (reticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK ll(madde
4 harig) madde 3’line gére bir kalite yonetim sistemi uyguladigini, bu y6netim sisteminin y6netmeligin sadece bahsi gegen Uriiniin
tretiminin giivenlik kosullarini saglama ve devam ettirme ile ilgili gerekliliklerin kargiladigini beyan eder. Onaylanan bu kalite y6netim
sistemi, 93/42/AT Tibbi Cihaz Yénetmeligi EK Il, Madde 5'e gére periyodik olarak g6zetime ve habersiz saha denetimlerine tabidir.
Uretici, driinlerinin tasariminda ve yapisinda gergeklestirdigi 6nemli degisiklikleri Szutest’e bildirmek zorundadir.

bitally signed by Morozov Maria
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Issue Date/Yayin Tarnhi: 2014-04-30 Rukiye BALKAN
Revision No./ Revizyon No.: 04 Recertification/Yeniden Belgelendirme Deputy General Manager
Revision Date/ Revizyon Tarihi: 2019-04-29 Genel Miidiir Yardimcisi

SZUTEST UYGUNLUK DEGERLENDIRME AS.
Tatlisu Mahallesi, Akif inan Sk. No:1 Umraniye 34774 ISTANBUL / TURKIYE

Szutest.com.tr
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