SZUTEST

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 gbre

Production Quality Assurance System
Uretim Kalite Glivencesi

Certificate Number: 2195-MED-2019201

Sertifika Numaras:

Manufacturer: Ece Tibbi Cihazlar ve Medikal San. Tic. A.S.
Uretici Sumer Mah. Prof. Dr. Turan Gunes Cad. Veli Efendi Sitesi G1 Ticaret Apt. No.

57/AC Zeytinburnu, Istanbul, TURKIYE

1. Nebutlizer with Air Compressor
1. Hava Komnpresdérlii Nebiilizatér

2. Respiratory and Sleep Apnea Mask
2. Solunum ve Uyku Apnesi Maskesi

Product(s):
Urtin(ler)

Model(s): Product specifications are stated on the following page(s).
Modelfler) Urtin detaylan ilerfeyen sayfa(lar)da belirtilmistir.

Reference Report No: MMO0815-P001-R01, MM0815-P001-R02, MM0815-P001-R03
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 aspecis
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 metrological requirements.

2195 kimlik numaral Onaylanmis Kurulug Szutest, yukarida belirtilen dreticinin 93/42/AT Tibbi Cihaz Yonetmeligi EK V bélim
3'line gdre bir kalite yGnetim sistemi uyguladigini, bu yénetim sisteminin yonetmeligin sadece bahsi gegen iiriniin iiretiminin glivenlik
kosullarini saglama ve devam eltirme ile ilgili gerekliliklerin kargiiadigini beyan eder. Onaylanan bu kalite yoénetim sistemni, 93/42/AT
Tibbi Cihaz Yénetmeligi EK V, béliim 4'e gére periyodik olarak gézetime ve habersiz saha denetimlerine tabidir,

Uretici, trGnlerinin tasanminda ve yapisinda gerceklestirdigi 6nemli degigiklikleri Szutest'e bildirmek zorundadir. Sterif
kondisyondaki sinif | drinler igin kalite yénetim sistemi degeriendirmesi dretimin steril kondisyonun saglanmasi ve korunmastyla
limitlidir. Olgiim fonksiyoniu smif | drinler igin Kalite yénetim sistemi dederiendirmesi dretimin cihaziann metroiojik sarilara uyumunu

saglamasiyla limitlidir.
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Certificate Number: 2195-MED-2019201

Sertifika Numarasi

Product Specifications:
Uriin Detaylan

Product(s) / Uriin(ler) Model(s) / Model(ler)

5 PRI RNEB-18, RNEB-19, RENB-20, RNEB-21,
1. Nebulizer with Air Compressor RENB-22, RENB-23. RENB-24. RENB-25
1. Hava Kompresoriii Nebdilizatér RENB-ZG. RENB-ZT' RENB-ZB’ !

2. Respiratory and Sleep Apnea Mask Full Face Mask, Nasal Mask
2. Solunum ve Uyku Apnesi Maskesi Tam Yiiz Maskesi, Burun Maskesi
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