EC CERTIFICATE

AT SERTIFIKA

According to Annex V of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek V'e gore

Production Quality Assurance System
Uretim Kalite Gluvencesi

Certificate Number: 2195-MED-1816401

Sertifika Numarasi

Manufacturer: R Vent Medikal Uretim A.S. o
Uretici 29 Ekim Mah. Balkan Cad. No:33 Torbali, izmir, TURKIYE

Product(s): (1) Sterile and Non-Sterile Breathing Circuit Systems
Uriin(ler) (1) Steril ve Steril Olmayan Solunum Devre Sistemleri
(2) Sterile and Non-Sterile Breathing Filters
(2) Steril ve Steril Olmayan Solunum Filtreleri
(3) Sterile and Non-Sterile Catheter Mounts
(3) Steril ve Sterii Olmayan Katater Baglantilari
(4) Non-sterile Masks, BVM (Resuscitator), O; & Aerosol Therapy Set
(4) Steril Olmayan Maskeler, BVM (Resusitator), Oz & Aeresol Terapi Seti
(5) Sterile Closed Suction System
(5) Steril Kapal Emig Sistemi

Reference Report No: MMO0687-P004-R01, MM0687-P004-R02, MM0687-P005-R01
Referans Rapor No

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has impiemented 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 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). For class | devices
with sterile conditions the quality management system evaluation is restricted to the aspects of manufacture concerned with securing
and maintaining sterile conditions. For class | devices with measuring function the quality management system evaluation is
restricted to the aspects of manufacture concerned with the conformity of the devices with metrologica! requirements.

2195 kimlik numarali Onaylanmis Kurulug Szutest, yukarida belirtilen lireticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK V' bolim
3’iine gére bir kalite yonetim sistemi uyguladigini, bu yénetim sisteminin yénetmeligin sadece bahsi gegen (iriinlin dretiminin givenlik
kosullarini saglama ve devam ettirme ile ilgili gerekliiliklerin kargiladigini beyan eder. Onaylanan bu kalite yonetim sistemi, 93/42/AT
Tibbi Cihaz Ydnetmeligi EK V, béliim 4'e gére periyodik olarak gézetime ve habersiz saha denetimlerine tabidir.

Uretici, driinferinin tasanminda ve yapisinda gerceklestirdigi 6nemli degisiklikleri Szutest'e bildirmek zorundadir. Steril
kondisyondaki simif | drinler igin kalite yonetlm sistemi degeriendirmesi iretimin steril kondisyonun saglanmasi ve korunmasiyia
limitlidir. Olgiim fonksiyonlu sinif | driinler igin Kalite yénetim sistemi degerlendirmesi diretimin cihazlarin metrolojik sartlara uyumunu
saglamasiyla limitlidir.

This EC certificate is valid till 2024-05-26.
Bu AT Sertifikasi 2024-05-26 tarihine kadar gegeriid

Issue Date/Yayn Tarihi: 2018-06-13 % Rukiye BALKAN
Revision No./ Revizyon No.: 02 Rev./Rev. g Deputy General Manager
Revision Date/ Revizyon Tarihi: 2020-06-26 Genel Miidir Yardimcisi
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SZUTEST

CERTIFICATE INFO AMENDMENT
SERTIFIKA BILGI DEGISIKLIGI
According to Article 120(3) of the Regulation (EU) 2017/745 on Medical Devices
(AB) 2017/745 Tibbi Cihazlar Yénetmeligi Madde 120(3)'ye gére

Effected Certificate Number(s): 2195-MED-1816401
Etkilenen Sertifika Numarasi(lar):

Manufacturer: R Vent Medikal Uretim A.S.
Uretici Yazibasi Mah. Balkan Cad. iztipsan Apt. No:33/1 Torbali, lzmir, TURKIYE

Product(s): (1) Sterile and Non-Sterile Breathing Circuit Systems
Uriin(ler) (1) Steril ve Steril Olmayan Solunum Devre Sistemleri
(2) Sterile and Non-Sterile Breathing Filters
(2) Steril ve Steril Olmayan Solunum Filtreleri
(3) Sterile and Non-Sterile Catheter Mounts
(3) Steril ve Steril Olmayan Katater Baglantilari
(4) Non-sterile Masks, BVM (Resuscitator), O; & Aerosol Therapy Set
(4) Steril Olmayan Maskeler, BVM (Resusitator), Oz & Aeresol Terapi Seti
(5) Sterile Closed Suction System
(5) Stenl Kapali Emig Sistemi

Model(s): No change
Model(ler) Degisiklik mevcut dedildir.

Reference Report No: MMO678-P008-R01
Referans Rapor No

Definition of the Change: Address change
Degigikligin Tanmi Adres dedigikligi

SZUTEST, Notified Body 2185, declares and the above mentioned manufacturer has initiated an insignificant change according to
Article 120(3) of (EU) 2017/745 and MDCG 2020-3 guidance and therefore the information on the effected 93/42/EEC certificate(s) has been
changed as described above.

This document is a confirmation for authorities and cannot be used as other purposes.

2185 kimlik numarall Onaylanmis Kurulug SZUTEST, yukarida belirtilen dreticinin (AB) 2017/745 Regiilasyonu Madde 120(3)'e ve
MDCG 2020-3 rehber dokimarnina gére &nemli olmayan bir degisikiik yardttiging ve bu sebeple etkilenen 93/42/AT sertifika(lar)indaki
bilgilerin yukaridaki gibi degistigini beyan eder.

Bu dokiiman yetkili otoriteler i¢in bir onay niteli§inde olup farkli bir amagla kullanilamaz.
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