
EG CERTIFIGATE
AT SERT(FIKA

According to Annex I! of the Directive 93l42lEEC on Medical Devices
%/4AAT Ttbbi Cihaz Y1netmeliQi Ek ll'ye g6re

Full Quality Assurance System
Tam Kalite Gtivencesi

Certificate Number: 21 95-MED-1 3091 01
Sertifika Numarast

Manufacturer: Safil Ttbbi Uriinler Uluslar Arasr Nakliyat San.Tic.A.g.Arefici Organize Sanayi B0lgesi 18. Cad. No:7 Melikgazi Kayseri / TURKIYE

Product(s): Dialyser
Aran1rc4 Diyatiz1r

Model(s): Product specification is stated on the second page.
Model(er) Unin gegitleri ikinci sayfada betirtilmigtir.

Reference Report No: MM0447-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 ll (excluding section 4), Seclion 3 of the directive 93l42lEEC 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 ll,'section 5
of Directive 93l42lEEC and unannounced audits.

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

2195 kimlik numaralt Onaylanmtg Kurulug Szutesf, yukanda belirtilen arcficinin 9Y42/AT Ttbbi Cihaz Y1netmeti1i EK lt(madde
4 hariQ madde 3'iine g5re bir kalite ybnetim sistemi uygulad$tm, bu ydnetim sisteminin ydnetmeliQin sadece bahsl gegen tirtintjn
Arefiminin glvenlik ve steril kogullannt saglama ve devam ettirme ile ilgili gereklilikleirl kargilad@tnt beyan eder. Onaylan'an bu katite
ydnetim sistemr, 9Y42/AT Ttbbi Cihaz Y5netmelili EK ll, Madde 5'e gare periyodik olarak gdzetime ve habersiz saha denetimlerine
tabidir.

Arefici, ilrilnleinin tasanmtnda ve yaptunda gergeklegtirdiQi 6nemli deQigikliklen Szutest'e bitdirmek zorundadtr.

This EC ceftificate is valid till2021-03-27.
Bu AT Sertifikas 2021-03-27 tarihine kadar gegerlidir.

lssue Date/Yayrn Taihi:
Revision No.l Revizyon No.:
Revision Datel Revizyon Tarihi:

BALKAN
Deputy General Manager
Genel Mildilr Yardrmcrst
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Gertificate Number: 21 95-MED-1 3091 01
Seftifika Numarast

Products Specification:
Uri)n Qegitleri:

(1) Synthetic Low Flux Diatyser
Sentetrk Dilgilk Aktglr Diyalizdr

Purifier L 090 0;9 m2 Low Flux Diyaliz1r
Purifier L 1001,00 m2 Low Flux Diyalizdr
Purifier L 110 1,1 m2 Low Flux Diyalizhr
Purifier L 120 1,20 m2 Low Flux Diyalizbr
Purifier L 1301,30 m2 Low Flux Diyaliz1r
Purifier L 1401,40 m2 Low Flux Diyalizdr
Purifier L 150 1,50 m2 Low Flux Diyalizhr
Purifier L 1601,60 m2 Low Flux Diyalizhr
Purifier L 170 1,70 m2 Low Flux Diyalizdr
Purifier L 180 1,80 m2 Low Flux Diyaliz1r
Purifier L 190 1,90 m2 Low Flux Diyaliz1r
Purifier L 200 2,00 m2 Low Flux Diyaliz1r
Purifier L 210 2,10 m2 Low Flux Diyaliz1r

Purifier S 090 0,9 m2 Low Flux Diyaliz1r
Purifier 5100 1,00 m2 Low Flux Diyaliz1r
Purifier S 110 1,1 m2 Low Flux Diyaliz1r
Purifier S 120 1,20 m2 Low Flux Diyaliz1r
Purifier S ,30 1,30 m2 Low Flux Diyalizhr
Purifier S 140 1,40 m2 Low Flux Diyalizdr
Purifier S 750 1,50 m2 Low Flux Diyalizdr
Purifier S 760 1,60 m2 Low Flux Diyalizdr
Purifier S 170 1,70 m2 Low Flux Diyaliz5r
Purifier S 780 1,80 m2 Low Flux Diyaliz1r
Purifier S 190 1,90 m2 Low Flux Diyalizbr
Purifier S 200 2,00 m2 Low Flux Diyaliz1r
Purifier S 210 2,10 m2 Low Flux Diyalizdr

(2)Synthetic High Flux Dialyser
Sentetik Yhksek Aktglt Diyaliz1r

Purifier H 090 0,9 m2 High Flux Diyaliz5r
Purifier H 100 1,00 m2 High Flux Diyaliz1r
Purifier H 110 1,1 m2 High Flux Diyaliz1r
Purifier H 120 1,20 m2 High Flux Diyaliz1r
Purifier H 130 1,30 m2 High Flux Diyaliz5r
Purifier H 140 1,40 m2 High Flux Diyaliz1r
Purifier H 150 1 ,50 m2 High Flux Diyaliz1r
Purifier H 160 1,60 m2 High Flux Diyaliz1r
Purifier H 170 1,70 m2 High Flux Diyalizdr
Purifier H 180 1,80 m2 High Flux Diyalizbr
Purifier H 190 1,90 m2 High Flux Diyaliz1r
Purifier H 200 2,00 m2 High Flux Diyaliz1r
Purifier H 210 2,10 m2 High Flux Diyaliz1r

Purifier HMF 120 1,20 m2 High Flux Diyaliz1r
Purifier HMF 140 1,40 m2 High Flux Diyalizdr
Purifier HMF 160 1,60 m2 High Flux Diyaliz1r
Purifier HMF 180 1,8 m2 High Flux Diyaliz1r
Purifier HMF 200 2,00 m2 High'Flux DiyalizOr
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