EC CERTIFICATE

AT SERTIFIKA

According to Annex V of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek Ve gére

Production Quality Assurance System
Uretim Kalite Giivencesi

Certificate Number: 2195-MED-1816401

Sertifika Numarasi

Manufacturer: R Vent Medikal Uretim A.S.
Uretici 29 Ekim Mah. Balkan Cad. No:33 Torbali, [zmir, Tirkiye

Product(s): (1) Steril ve Steril Olmayan Solunum Devre Sistemleri
Uriin(ler) Sterile and Non-Sterile Breathing Circuit Systems
(2) Steril ve Steril Olmayan Solunum Filtreleri
Stenile and Non-Stenle Breathing Filters
(3) Steril ve Steril Olmayan Katater Baglantilari
Stenile and Non-Sterile Catheter Mounts

Reference Report No: MMO0687-P001-R01, MM0678-P001-R02
Referans Rapor No

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex V, 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 and sterile 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 V, Section 4 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 Onayfanmis Kurulug Szutest, yukarida belirtilen dreticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK V béliim
3'ine gore bir kalite yGnetim sistemi uyguladigini, bu ydnetim sisteminin ybnetmeligin sadece bahsi gegen (riiniin iretiminin
givenlik ve steril kogullarin saglama ve devam eltirme ile ilgili gerekliliklerin karsiladigini beyan eder. Onaylanan bu kalite yonetim
sistemni, 93/42/AT Tibbi Cihaz Yonetmeligi EK V, bollim 4'e gore peryodik olarak g6zetime ve habersiz saha denetimlerine tabidir.

Uretici, triinlerinin tasariminda ve yapisinda gergeklestirdigi 6nemii degisiklikleri Szutest'e bildirmek zorundadir.

This EC certificate is valid till 2021-06-12.
Bu AT Sertifikasi 2021-06-12 tarihine kadar gegerlidir.
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Issue Date/Yaymn Tanhi: 2018-06-13

" Genel

Digitally signed by Rusu Ghenadie
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SZUTEST UYGUNLUK D£SERLENDIRME A.S.
Szutest Plaza Nato Yolu Cad. Cam Sok. No:7 Umraniye 34775 iISTANBUL / TURKIYE

Szutest.com.tr
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