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AT SERTIFiKA

According to Annex ll of the Directive 93l42lEEC on Medical Devices
93/42/AT Trbbi Cihaz YdnetmeliQi Ek ll'ye gore

Szulest, Notified Body 2195, declares thal the aforementioned manufacturer has implemented a qualiiy assurai.e syitem
according to Annex ll (exclrrding section 4), Section 3 of the directive 93/42|EEC on medicil devices This qlalily assurance sYslem
covers those aspects of manufacturing concerned with securing and maintaining safe condilions ol the respective product(s) and
conforms to the provisions of ihis Oireclive. The approved quality syslern is subjecl to surveillance pursuanl to Anocx | , Section 5 of
Dlrective 93/42lEEC and unanno,rnced audits.

Szulesl must be informed of any significanl changes in lhe design aod/or construciion of lhe oroduct(s) For class I devices
with sterile conditions the quality managemenl system evaluation is restricted to the aspects of manufaclure concerned wilh securing
and mainlaining sterile conditions. For class I devices wilh measuring funation the quality management system evaluation is

restricled to the aspects of manufacture concerned with the conformity of the devices with metrological reAUirements

21g5 kimlik nunarctt onayldnm| Kutulug Szutesl, yukanda betiditen ureticioin gy4lAT Ttbbi Cihaz Yanotmelidi'Ex ltlnadde
4 haid madde 3'ane gare bi kelite yanetim sistemi uyguladqnt, bu ydnelin sisteninin yAnemelidin sadece bahsi geQen driin1n
aroliminin guvenlik kogullannt salbma ve devam eftirna ilo ilgili gerekliliklein ka9ladqt beyan edet. Onaylanan bu kalite ydnolim
sisteni, 93/4AAT Ttbbi Cihaz YAneheli1i EK ll, Madde 5'e gAre peiyodik olarak gOzetine ve habersiz saha denolinlerine labidh.

Uretici, Arjnbinin lasanmtnda ve ya snda geryekleglirdigi Anenli de1rgikhklen Szutesle bildimpk zorundadr. Sleril
kondisyondaki sntf I 

'i)nl 
igin kalite ydnetim sistemi de1edendimesi Arelimin slenl Rondisyonin sadl?nmas ve korunmastyla

linitlidir OlgAm lonksiyonlu stnt li)rAnlet iQin Kalte ydnetim sistemi delerbndimosi iiretimin cihazlann metrclojik gatllara uyumuhu
saA I ama s tyla lim itl i dir.
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Certificate Number:
Seftifika Numarast
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Product Models:
Ariin Modelleri

(1) Synthetic Low Flux Dialyser
Sentetik Dlttik AktSlt DiyalizOr

Purifier L 090 0,90 m2 Low Flux Diyalizor
Purifier L 100 1,00 m2 Low Flux Diyalizor
Purifier L 1101,10 m2 Low Flux Diyalizor
Purifier L 120 1,20 m2 Low Flux Diyalizor
Purifier l- 130 1,30 m2 Low Flux Diyalizor
Purifier L 140 1,40 m2 Low Flux Diyalizor
Purifier L 150 1 ,50 m2 Low Flux Diyalizdr
Purilier L 160 1 ,60 m2 Low Flux Diyalizor
Purifier L 170 1,70 m2 Low Flux Diyalizar
Purifier L 180 1,80 m2 Low Flux DiyalizAr
Purilier L 190 1,90 m, Low Flux Diyalizor
Purifier L 200 2,00 m2 Low Flux Diyaliz5r
Purifier L 210 2,10 m2 Low Flux Diyaliz6r

Purifier S 090 0,90 m, Low Flux Diyalizdr
Purffier S 100 1,00 m2 Low Flux Diyalizdr
Purifier S 1101,10 m2 Low Flux DiyafizAr
Purffier S 120 1 ,20 m2 Low Flux Diyalizdr
Purifier S 130 1 ,30 m2 Low Flux Diyalizdr
Purifier S 140 1 ,40 m2 Low Flux Diyaliz1r
Purffier S 150 1 ,50 m2 Low Flux Diyaliz1:
Purifier S 160 1 ,60 m2 Low Flux Di) a|zAr
Purifier S 170 1 ,70 m2 Low Flux Diyaliz1r
Purifier S 180 1 ,80 m2 Low Flux DiyalizAr
Purifier S 190 1,90 m2 Low Flux Diyalizor
Purifier S 200 2,00 m2 Low Flux Diyalizdr
Purifier S 210 2,10 m2 Low Flux Diyalizdr

2) Synthetic High Flux Dialyser
Senletik Yqksek AktSlt Diyalizor

Purifier H 090 0,90 m2 High Flux Diyalizdr
Purifier H 100 1,00 m2 High Flux Diyalizdr
Purifier H 1101,10 m2 High Flux Diyaliz1r
Purifier ll 120 1,20 m2 High Flux Diyalizdr
Purifier H 130 1,30 m2 High Flux Diyaliz1r
Purifier H 140 1 ,40 m, High Flux Diyaliz6r
Purifier H 150 1 ,50 m2 High Flux Diyalizdr
Purifier H 160 1 ,60 m, High Flux Diyaliz1r
Purifier H 170 1 ,70 m2 High Flux Diyalizor
Purifier H 180 1 ,80 m, High Flux Diyalizdr
Purifier H 190 1,90 m2 High Flux Diyaliz5r
Purifier H 200 2,00 m, High Flux Diyalizor
Purifier H 210 2,10 m2 High Flux Diyalizor

Puritier HMF 120 1 ,20 m, high Ftix Diyaliz,r
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Purifier HMF 160 1,A0 m2

Purifier HMF 180 1 .80 m'z

Purifier HMF 200 2,00
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