1. TEXNIKEZ NPOAIATPADEE DIATPQN rA TH AIENEPTEIA
KAAZIKHZ AIMOKAGAPZHZ KAI MAPAAAATQN.

1. OL mapouoeg Texvikeég tpodlaypadéc adopouv oe diktpa TEXVNTOU
vedpol Katd@AAnAa yiwa kAaalk aipokaBapon kat mapalayég g
KAQGLKA ¢ alplokaBaponc:

e Awokadapon unAnc poric (High flux),

o AwobiuiBnon (Hemofiltration),

o Awobiabiidnon (Hemodidfiltration),

e Biodujdnon EAsudepn oéeikwv (Acetate Free Biofiltration),

cuvoSeudpeva amo aptnplakr Kot GAEBLKN ypapun.

2. Ta $iktpa talvopouvial oe Tpelg (6) katnyopieg Al, A2, B1, B2, I'1
Kal 2, avdaloya e tov cuvteAeotr unepdinOnaonc (Kuf), To eidog katL tnv

enLdavela Tng LeRPpavne, we e€ng:

Itnv Kaenyopia Al urntdyovtal ta ¢pidtpa rov éxouv IN VITRO Kuf
> 20 ml/mmHg/h/1.0 m®> , cuvBetikéc pepPpavec (omwe high-flux
polysulfone, polyacrylonitrile, polyethersulfone k.a.) kat emipdvela

MEMBpAvVNC < 1,5 m’.

3tnv Katnyopia A2 untdyovtal ta diktpa rou gxouv IN VITRO Kuf
> 20 ml/mmHg/h/1.0 m* , cuvBetikéc pepPpdveg (6mwg high-flux
polysulfone, polyacrylonitrile, polyethersulfone k.a.) kot emdaveia

pepPpavng = 1,5 m.



3. K&Be oidtpo Ba cuvodeUetal, UTIOYPEWTIKA, OO APTNPLOKA Kol
PAefikn ypapun, KatdAAnAn yla ta pnxavipata alpokabapong kabe
Movadag Texvntou Nedpoul. Emonpoivetar OTL, Ol MPOOPEPOUEVEC
TWEC ya ta ¢pidtpa awpokdBapong mephapfavouv kaw thv afia Tng

apTNPLaKnG Kat PAEPLKAG yPOUUNG.

4. O npoodépovteg Ba mpénel va KataBEéoouv TANPN TEXVIKA OTOLXEL,
otnv EAnvikn yAwooa, pe tg emdoocelg twv didtpwy, onmwg autd
avadEépovial oTa EMiCNUA EVNUEPWTIKA GUAAAdLa “prospectus” twv
KOTOOKEVQOTIKWY oikwv, Ta onoia Ba cuvumoBAAAovTaL UTIOXPEWTLKA.

O erudooelg autéc Ba mpémel va avadépovral oe petpnoelc IN VITRO

™G k&Bapong ovplag, kpeatwivne, dwododpou kal Prrapivng B12, pe
avoahEPOUEVEC OUYKEKPIUEVEC POEC alpatog Kol OSloAUPOTOC Kal
OUYKEKPLUEVN SlapepPpavikn iieon (TMP).

Ta uTIOAOLUTAL TEXVIKA XOPOKTNPLOTIKA Twv ¢idtpwv Ba mpemel va
avadepovtal oto eidog, tnv embdveld KAl TO TTAXOC TG MERPpavNc,
otov OYKo TIANpwong, otov cuvtedeotn untepdinBnong (Kuf), kaBwe kal

oto eido¢ amoaoteipwonc.

5. OL npoodEépovtec Ba mpénel va KatabEoouv oToLyelol OYETIKA E TN
TeXvoAoyla mapaywync twy ¢idtpwy, tTn Sldbson Kal xpron Toug oth
XWwpa mapaywyrjg Touc, o YwpeC Tng Eupwnaikng Evwarng, otic HMA kat
otnv lanwvia, koBwg kat v unapén avadopwv — pehetwv otn Stebvn

BLpAoypadia oxeTIka e Ta ipoodepopeva didtpa.

6. Ta didtpa texvnToU vedpou Kal ol aptnplodAePLKEg YPOUMES TIPEMEL
va dépouv onpavon CE, 0w mpoPAEneTaL oo TNV EKAOTOTE LoYUOUTO

EAANvikA NopoBeaoia.



2) TEXNIKEZ NPOAIATPAQEZ QDIATPQN TMA TH AIENEPFEIA ZYNEXQN
MEG@OAQN, ANTIMETQMIZHZ AHAHTHPIAZEQN KAI NA AZOENEIZ ME
AIMOPPATIKH AIAGEZH

1. ®iktpa mou npoopilovral yia Xpnon — £PapUoyr TWV CUVEXWV
peBodwv kabapong oe acbeveic twv M. E. O, Itedaviaiwv Movadwy,
Movadwv Eykaupatwy, Movadwv Neoyvwv.
Ta didtpa auta Ba npoodepovral we g€nc:
a) Ze oet, Kat@AAnAa yia tn dleveépyela aptnplodAePukrnc pebddou
Xwplc T Xprion edkoU punxavrpatog N aviilag,
B) Ze oet, katdAAnAa yia tn SLevépyeLa Twv cuvexwy HeBodwv Kot
TWV TOPOAAQYWY HE XV O KO
y) Xwpic oer, wg $idtpo ocuvodeudpeva ammd OpTNPLOKN Kol
ek ypapun.
OL mpoodepovteg Ba MPEMEL va KATOBETOUV TA TEXVLKA XOPOKTNPLOTLKA
twv dATpwy, Onwe autd avaypadovtal ota enionpo PROSPECTUS twv

Etaiplwy, mou Ba cuvumtoBAAAOVTAL UTIOYPEWTLKAL.

2. QiAtpa yLa TNV QVTIHETWITLCH TWV SnANTnplacswv.

a) Qiktpa anod pnriveg

B) ®iktpa amo svepyo avbBpaka smKaAUPHEVO HE aSpaveg
UAKO.

©a cuvodevovTal anod apTnplakn Kat GAePLKn ypappn.
OL npoodepovteg Ba MpeEneL va KOTABETOUV TA TEXVLKA XOPAKTNPLOTLKA
twv dATpwy, Onwe autd avaypadovtal ota enionpa PROSPECTUS twv

Etaiplwy, mou Ba cuvumtoBAaAAovVTaL UTIOYPEWTLKAL.
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3. PAtpa yia acBeveic pe arpoppayikn Siabzson

Oa guvodevovTal ano aptnplakn Kot GAEPLKA YPOAUKD.
OL mpoodépovteg Ba TpEmel va. KATABETOUV TA TEXVIKA XAPAKTNPLOTIKA
Twv didtpwy, OnMwe auta avaypadovral ota enionua PROSPECTUS twv

Etaiplwy, mou Ba cuvuntoBAaAAovTal UTIOXPEWTIKA.

Ta ¢Atpa texvntoL vedpou, oL aptnploPAeBLKEC YPAUHEC, KABWC Kal Ta
avoAwoLUa Tou OfeT yla tn Slevépyela cuveywv UeBodwv mpénel va
bépouv onuavon CE, omwg MpoPAENETAL amd TV €KACTOTE LoYUOUOoQ

EAAnvikr) NopoBeaia.
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