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 Givencesi

Certificate Number: 2195-MED-1309101

Sertifika Numarasi

Manufacturer: Safil Tibbi Uriinler Uluslar Arasi Nakliyat San.Tic.A.S.
Uretici Organize Sanayi Bolgesi 18. Cad. No:7 Melikgazi Kayseri / TURKIYE

Product(s): Dialyser
Uriin(ler) Diyalizér

Model(s): Product specification is stated on the second page.
Model(ler) Uriin gesitleni ikinci sayfada belirtilmigtir.

Reference Report No: MMO0447-P005-R01, MM0447-P005-R02
Referans Rapor No

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex Il (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 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 II, 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 Onaylanmig Kurulus Szutest, yukarida belirtilen (reticinin 93/42/AT Tibbi Cihaz Yénetmeligi EK ll(madde
4 harig) madde 3'ine g6re bir kalite yonetim sistemi uyguladidini, bu y6netim sisteminin yénetmeligin sadece bahsi gegen drlnin
uretiminin giivenlik ve steril kogullarini saglama ve devam ettirme ile ilgili gerekliliklerin karsiladigini beyan eder. Onaylanan bu kalite *
ybnetim sistemi, 93/42/AT Tibbi Cihaz Yénetmeligi EK I, Madde 5'e gére periyodik olarak gézetime ve habersiz saha denetimlerine
tabidir.

Uretici, driinlerinin tasariminda ve yapisinda gergeklestirdigi 6nemli degisiklikleri Szutest'e bildirmek zorundadir.

This EC certificate is valid till 2021-03-27.
Bu AT Sertifikas1 2021-03-27 tarihine kadar gegerlidir.

Issue Date/Yayin Tanhi: 2013-04-01 ] _ kiye BALKAN
Revision No./ Revizyon No.: 02 Recertification/ Yeniden Bgjgglenairme Deputy General Manager
Revision Date/ Revizyon 'l[?n'hi: 2.018-93@8 = ' Cen Mmoo Genel Midiir Yardimcisi
1gitally signed by Cucu Vasile N\ Y %,
Date: 2020.06.23 09:33:04 EEST "\ ) /
Reason: MoldSign Signature
Location: Moldova
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Certificate Number: 2195-MED-1309101

Sertifika Numarasi

Products Specification:
Uran Cegsitleri:

(1) Synthetic Low Flux ljialyser
Sentetik Diigtik Akigh Diyalizér

Purifier L 090 0,9 m? Low Flux Diyalizér

Purifier L 100 1,00 m? Low Flux Diyaliz6r
Purifier L 110 1,1 m? Low Flux Diyaliz6r

Purifier L 120 1,20 m? Low Flux Diyaliz6r
Purifier L 130 1,30 m? Low Flux Diyaliz6r
Purifier L 140 1,40 m? Low Flux Diyaliz6r
Purifier L 150 1,50 m? Low Flux Diyalizér
Purifier L 160 1,60 m? Low Flux Diyaliz6r
Purifier L 170 1,70 m? Low Flux Diyalizér
Purifier L 180 1,80 m? Low Flux Diyaliz6r
Purifier L 190 1,90 m? Low Flux Diyaliz6r
Purifier L 200 2,00 m? Low Flux Diyaliz6r
Purifier L 210 2,10 m? Low Flux Diyaliz6r

(2) Synthetic High Flux Dialyser
Sentetik Yiiksek Akisl Diyaliz6r

Purifier H 090 0,9 m? High Flux Diyaliz6r

Purifier H 100 1,00 m? High Flux Diyaliz6r
Purifier H 110 1,1 m? High Flux Diyalizér

Purifier H 120 1,20 m? High Flux Diyalizér
Purifier H 130 1,30 m? High Flux Diyaliz6r
Purifier H 140 1,40 m? High Flux Diyaliz6r
Purifier H 150 1,50 m? High Flux Diyaliz6r
Purifier H 160 1,60 m? High Flux Diyalizér
Purifier H 170 1,70 m? High Flux Diyaliz6r
Purifier H 180 1,80 m? High Flux Diyalizér
Purifier H 190 1,90 m? High Flux Diyaliz6r
Purifier H 200 2,00 m? High Flux Diyaliz6r
Purifier H 210 2,10 m? High Flux Diyaliz6r

Purifier S 090 0,9 m? Low Flux Diyaliz6r

Purifier S100 1,00 m? Low Flux Diyalizér
Purifier S 110 1,1 m? Low Flux Diyalizér

Purifier S 120 1,20 m? Low Flux Diyaliz6r
Purifier S 130 1,30 m? Low Flux Diyaliz6r
Purifier S 140 1,40 m? Low Flux Diyalizér
Purifier S 150 1,50 m? Low Flux Diyalizér
Purifier S 160 1,60 m? Low Flux Diyalizér
Purifier S 170 1,70 m? Low Flux Diyaliz6r
Purifier S 180 1,80 m? Low Flux Diyalizér
Purifier S 190 1,90 m? Low Flux Diyalizér
Purifier S 200 2,00 m? Low Flux Diyalizér
Purifier S 210 2,10 m? Low Flux Diyaliz6r

Purifier HMF 120 1,20 m? High Flux Diyaliz6r
Purifier HMF 140 1,40 m? High Flux Diyalizér
Purifier HMF 160 1,60 m? High Flux Diyaliz6r
Purifier HMF 180 1,8 m? High Flux Diyaliz6r

Purifier HMF 200 2,00 m? High Flux Diyaliz6r
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