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EC CERTFIT | k25188

AT SERTIFIKA

According to Annex |l of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek II'ye gére 2 o
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Manufacturer: Safil Tibbi Uriinler Uluslar Arasi Nakliyat San. Tic. A.S. k2

1,

Uretici Organize Sanayi Bélgesi 18. Cad. No:7 Melikgazi Kayseri / TURKW{\

Product(s): Dialyser

Uriin(ler) Diyalizér ASLIN[N AYNIDIR

Mcdel(s): Product models are given on the second pag
Model(ler) Uriin modelleri ikinci sayfada belirtilmistir.

Reference Report No: MMO0447-P007-R01, MM0447-P007-R02
Referans Rapor No

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assuraiice system
according to Annex |l (excluding section 4), Section 3 of the directive 93/42/EEC on medical devices. This guality 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 |l, 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). 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 numarali Onaylanmis Kurulug Szutest, yukarida belirtilen (reticinin 93/42/AT Tibbi Cihaz Yonetmeligi EK ll{madde
4 harig) madde 3'iine gore bir kalite yénetim sistemi uyguladi§ini, bu yénetim sisteminin yénetmelidin sadece bahsi gegen (riiniin
tretiminin giivenlik kogullanini saglama ve devam ettirme ile ilgili gerekliliklerin kargiladigini beyan eder. Onaylanan bu kalite yénetim
sistemi, 93/42/AT Tibbi Cihaz Yénetmeligi EK I, Madde 5'e gére periyodik olarak gézetime ve habersiz saha denetimlerine tabidir.

Uretici, urtnlerinin tasaniminda ve yapisinda gergeklegtirdigi 6nemli degisiklikleri Szuresge bildirmek zorundadir. Steril
kondisyondaki sinif | Uriinler igin kalite y&netim sistemi degerfendirmesi dretimin steril kondisyonun saglanmasi ve korunmasiyla
limitlidir. Olgtim fonksiyonlu simif | drinler igin Kalite ySnetim sistemi degerlendirmesi Uretimin cihazlarin metrolofik sartlara uyumunu
saglamasiyla limitlidir.

£ b ":ué &, -
This EC certificate is valid tilLZQ24305-26.
Bu AT Sertifikasi 2024-05-26 fér@{qu@dar gecerlidir.
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Issue Date!Yayin Tarihi: 2013-04-01 o O ukiye BALKAN
Revision No./ Revizyon No.: 03 Recertification/ Yeniden Belgelendirme Deputy General Manager
Revision Date/ Revizyon Tarihi: 2019-07-29 Genel Muddr Yardimeisi

~ SZUTEST UYGUNLUK DEGERLENDIRMEAS. .
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Certificate Number: 2195-MED-1309101 { - d
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Sertifika Numarasi

Eroduct Models:
Urtin Modelleri

(1) Synthetic Low Flux Dialyser
Sentetik Diigiik Akigl Diyalizér

Purifier L 090 0,90 m? Low Flux Diyalizér
Purifier L 100 1,00 m? Low Flux Diyalizér
Purifier L 110 1,10 m? Low Flux Diyalizér
Purifier L 120 1,20 m? Low Flux Diyalizér
Purifier I. 130 1,30 m? Low Flux Diyalizér
Purifier L 140 1,40 m? Low Flux Diyalizér
Purifier L 150 1,50 m? Low Flux Diyalizér
Purifier L 160 1,60 m? Low Flux Diyalizér
Burifier L 170 1,70 m? Low Flux Diyalizér
Purifier L 180 1,80 m? Low Flux Diyalizér
Purifier L 190 1,90 m? Low Flux Diyalizér
Purifier L 200 2,00 m? Low Flux Diyalizér
Purifier L 210 2,10 m? Low Flux Diyalizér

2) Synthetic High Flux Dialyser
Sentetik Yiksek Akisli Diyalizér

Purifier H 090 0,90 m? High Flux Diyalizér
Purifier H 100 1,00 m? High Flux Diyalizér
Purifier H 110 1,10 m? High Flux Diyalizér
Purifier H 120 1,20 m? High Flux Diyalizér
Purifier H 130 1,30 m? High Flux Diyalizér
Purifier H 140 1,40 m? High Flux Diyalizér
Purifier H 150 1,50 m? High Flux Diyalizér
Purifier H 160 1,60 m? High Flux Diyalizér
Purifier H 170 1,70 m? High Flux Diyalizér
Purifier H 180 1,80 m? High Flux Diyalizér
Purifier H 190 1,90 m? High Flux Diyalizér
Purifier H 200 2,00 m? High Flux Diyalizér
Purifier H 210 2,10 m? High Flux Diyalizér

Purifier S 090 0,90 m? Low Flux Diyalizér
Purifier S 100 1,00 m? Low Flux Diyalizér
Purifier S 110 1,10 m? Low Flux Diyalizér
Purifier S 120 1,20 m? Low Flux Diyalizér
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 Di\ alizér
Purifier S 170 1,70 m? Low Flux Diyalizér
Purifier S 180 1,80 m? Low Flux Diyelizor
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 Diyalizér

4
Purifier HMF 120 1,20 m? High Elux Diyalizér
Purifier HMF 140 1,40 m? High Flux Diyalizér
Purifier HMF 160 1,60 m? Higl:Flyx Diyalizr
Purifier HMF 180 1,80 m? kigh Fus:Difqlizér
Purifier HMF 200 2,00 mgjiakr Fldis, Bpatzor
ok 4. %, 2 ‘1*(\42'
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