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QIATPON TEXNHTOY NEDPOY A TH AIENEPIEIA KAALIKHE

AIMOKAGAPIHE KAI NAPAAAATON

O1 qupperéyovieg atov Slaywviopd TIETIEr v dnAwoouy GTny TEXVIKG TOUS TTpocpopd
0 £PYOCTATIO KATAGKEUAS TWY TTPoIGYTWY KaBWwe Kot Tov T0T0 ykardaTaaric Tou. To
£PYOOTAOI0 Karaokeuns a Tpéme va Siabérer olotpa Saocgakong moiimiag 1SO
9001 4 1SO 13485, aviiypago ioxUoviog moTOTIOINTIKCU Tou omoiou Kai 6d

EMOUVATITETC UTIOYPEWTIKG TTNY TIpoCPapd.

Ta mpoogepbpeva Tpoidvia mpimer va tival moToTOINpEVa and  koworromnjiévo
opyaviguo Tou Bpiokeral eykaragmpévog Kar AsiToupyei voppa ato £6agog evog amd Ta
Kpam Mén ¢ Evpwnaikis ‘Evwaong xai va gépouv o ukpivy 8401 Tou TeAIKoG
MepIEKIN ToUS TV TipoPActrdpevn anpavan CE, n omoia amodeikvst Ty ouppopouwod
TouS P TIg amraiTioels Tg Odnyiag 93/42/EQK, (AYSSIT M.otk. 130648 - Evappdvion mg
eBvikAg vopoBealac npog Tig Biaratsis g Odnyiag 93/42/EOK «mept rarpotexvoAoyIKWV
nipoidviwve- QEK 2198keuy. B02-10-09). Ta iarpotexvoloyikd Trpoidvia wou
urayovial o AY8S/ Mok, 130648, (PEK 2198/B/2-10-2009) Ko Ymoupyikn
Amogaon «Mepi Evapudviong ¢ EMnvikig NopoBeoiag wpog myv  Odiyla
93/42/E0K/14-6-93 tou ZupPoukiou ¢ Eupwnaikic Evwong, mou agopd i
larporexvohoyikd Mpoidviar 7600 kard m paan advralng mg Siakdpudng, doo kar kard
™ don uvayne e aviiarolxng oupBacng, mpener va Siacpali(erar e T diarbnwon
kGBe @opd Twv aviloywy evBeikvuopEvioy Gpuv, 61 Ta &V Adyw larpotexvoloyikd
TipoidvTa Ba givar gOpgwva 11pog TIS anahoelg ¢ oxenikis KYA kard 1o ¥povo
TapaBoane Toug, £ite TPOKeal yia TrapGdoon eviOg Twv aupBarikiv TpoBeapiy | £itE
yia tkmpdBeon , WGTE Ta TIpOIOVIA auTd va gépouv omwWOBATOTE MV TPOBAETOHEVN
amo m oxenn { B ) KYA ¢ipavon CE

O mpopnBelrpieg craipeieg Ba Tpémer OTIC TPOTYOPEG Toug Vo dnAwvouv o
guppopguvovtal e Ty KYA AY8BITN/1348/2004 «Apxéc kar kareuBuvTipies ypappeg
opBri¢ mpakmikrg Bravoprig tarpotexvokoyikwv Trpoioviwys (QEK 32/B/16-01-2004) wg
£xel rporrortomnBei kat 1oy 0eL.

H 10m08£In0n TWY STHONPavaEWY TR oUgKEuaoiag, oy avagipoviar mapanive Kai
Bewpolvrar ouoiwderg TpoloBETEIS yia Ty aodoy! Huv TTPCUQEPOPEVWY TTROIOVTWY,
f} OToIwy GAAWY smonuavoewy, TPETEl va £xe1 yivel amokheloTIkG Kar povov amd 1o
APGOWNG f TV EMIYEIPNON TToU BEWPEITC KOTAOKEVAOTAS TWV TROISVIWY Glpguiva e
Tig Biardlei Tng odnyiag 93/42/E0K, (AY8G/T N.ok. 130648 - OEK 2198/1euy. B/G2-10-
09). Mpoogopés mpoidvrwy TOU @EPOUV ETIORUAVCEIS TIAONS @UoLWG Tou EXouv
Tortofe1n0cl, of omOlOBATION PEPOS TN CUTKEUAOIOS TOUS, aTd 1piTous, akdyn xai edv
ol 1piror auroi Siabétouy TV iIiGTra Tou dlavopta, eloaywyéa 1 tfouaiodompévoy
CVTITIPOCWITCU, amoppinTTovial we armapadexrec. Tuydv rapdBaon Tou dpou avrol katd




e

mv didpkera ekréheong Twv cupPdotwy Ba amotehel Adyo pn amodoxrg Twv
Tapadidopevwv UAIKIDY.

2 TIEPITTLICT 1POCYopPaE TTPoIdvIoG Tou Karaoxeudderal ot ywpa exidg E.E., dniwon
omy omnoia va avagpéperal o TTola (£g) ayopd (eg) kparoug péhoug Kukhogopei To
TIPOTPEPOPEVO TTPOIOV Kal 1} OTI0I var guvOSEUETC AT AMOBEIKTIKG OT0IKEIa aré Ta
onoig va TpoxUTTel 61, n eloayty kat Siafean Tou Tpoidviog oTa kpdn pEAy 6 ELE.
EMITPETETQN YWPIG TepropiopoUs KaBuwg xar Trivaka Wehatwv i GMa amodeikiika
OTOIXEIQ GYENKA L€ TIC TARDEIS TOU £V Abyw TTpoidviog, £iTe amd Tov idro tite and Tov

KaTacKELaoTh.

H Sitpyacia anocTeipwong wwv TIpoioviwy TIPETIE! v STHKUPWVETC KA va eAEyXer
COPQWVE HE TIC ATICITAOEIG TV aVTIOTOIXWY EVAPHOVITUEVWY TIPOTUTILY.

SV eTIKETR / OUTKEUAOTQ TRETIEL VO GVAYPGPOVIQI LE EUKPIVA XQI EUavayviuoTo TpOTIo
TOUAGXIGTOV 1a FIapakdr gTolgeid: i. To Ovopa A n epmropikn emwvopia xai i diclBuvon
TOU KaraokeuaoTd. Ie MEpITWON ToU 0 Karackeuadtng dev £xel £8pa oe xwpa g
cupwTIaiki¢ Evwang, i ENKETT [ N CUOKeuaoia wpEiel va mepiAapBdvouy emmmAcoy 10
ovopa xai 1 SiclBuvon Tou £fouoioBoTnpivoy avTITIPECITIoU Tou. ii. 0 Kwdikdg g
naptidag 1ou omoiou va mponyetrar n évdeldn «NAPTIAAY (A LOT) v. n évdertn g
nNuepopnvias Tapaywyig kal aocgaiols xpAong, exepaldpevn ot £10¢ Kat pAva Vi, f
£vderfn Gn To mpoidv mpoopideTar yia pia kar povn xpAon. O1 avwripw TTANpopopies
UTTOPET var TTapéxovial urtd Lopen oupBoiwy.

270 EFIgNYa eVNUEPWTIKG QUAAGDIT “prospectus” Twy KOTAOKEUQOTIKWY OiKwy, Ta 0TT0ix
Ba guvuToBaMovTal UTTOXPEWTIKA, Ba TIpETEr va avagépoval of EMBOTENS Twy GIATpLV
oe petpnoeg IN VITRO g xaGBapong ouplag, Kpeamvivig, pwopopou kal Briapivig
B12, ye QVaQEpOPEVES CUYKEKPIEVES pofg aipaTtog kat SIAGNATOS Kal GUYKEKPIEVN
SrapepBpaviki wican (TMP).  Ta umdAoia TexvikG XapaxmploTikd 1wy ¢ikrpwy Ba
TpéTiEl va avapipovial oTo £i80g, TRV ETIQAVEIQ Kl TO TIGYOG TG pepBpavng, aTov Gyko
TAfpwone, oTov guvreAeaTh urepdindnong (Kuf).

To Noookopeio Oimpei ro Sikaiwpa va npofel ot dewyparoAgmniké fheyyo ue
EpyaoInpIaKr} £66raon Ohwv Twv Taprdwv Twy TIPOIGVILY 1600 KaTd TNV OpICTIKN
mapahapn 6o kal kard m SIdpKeIa Xprong.

K&Be oidpo Ba guvodeleran, umoxpewnikd, and apmpiaki xal QALK ypaupn,
KQrGAMNAn yia 1a pnyavipara argokdBapong kaBe Movddag Texvnrol Negpou.
Emonpaiverar o, of rpog@epdpeves TiPES yia Ta @iAtpa alpokGBuapaong Tepiiappivouy
Ka v i 1S apmpiakns ko QAEBIKAS ypappis.

Agetépov Bo mpénet va mpoPrepBel, dnmg oyeTIkd uvapEpETUL
oo Ilpuxtikd g EJILY. 3/24.04.2012 pe op. wpot.
4985/27.06.2012, 6Tt ot ypuppég wviparog dev Ou mpémer va
KOAOTTOVIUL OIS EPYOSTAGIUKS UNOPPITO KUTUCKELTC.



TEXNIKEE NPOAIAMPADEEL GIATPON TEXNHTOY NEQPOY I'IA TH
AIENEPTEIA KAAZIKHE AIMOKAQAPIHE KAI NAPAAAATQN

1. O1 mapoUoeg 1exvikég podiaypagic agopoldv Gt GIATp TEXVNTON VEPPOU kardAAnAa yiu KAGOIK:

aipoxabapon kal rapahkayes g khaoikig apok&Bapong:

o AipokaBapon upnhic poris (High flux),

= Aipodin@non (Hemofiltration),

e Aipodiadiribnon (Hemodiafiftration),

e Biodinnon EAciBepn ofeiuiv (Acetate Free Biofiltration),

GUVOBEUGHEYC TIO CPTNPIKH Kt GAEBIKA Ypaiun, flou Bev JNO Y Eited 6€ Epyobiabiaro afoppye

2. Ta pikrpa tabivopouvicr ot €4 {6) kamyopieg A1, A2, B1, B2, I'l ka1 2, av@Aoya pe Tov ouvicheo
utepdmenong {(Kuf), 1o €idog xar myv empaveia g pepfpavng, we edng:

Ty kartnyopia A1 urdyovial 1a @idtpa 1rou éxouv IN VITRO Kuf > 20 mlimmHg/h/1.0 m?,
ouvBenkéc pepPpdves (Omuwe high-flux polysulfone, polyacrylonitrile, polyethersulfone k.a.) xai

eTIpaveEa PepPpavng < 1,5 mé,

Zinv kamnyopia A2 unrayoviar Ta @iAtpa Tou éxouv IN VITRO Kuf > 20 mifmmHg/h/1.0 m?,

ouvlenikic pepBpaves {omwg high-flux polysulfone, polyacrylonitrile, polyethersulfone x.a.} ka

smipaveid pepppdvne 2 1,5 mé,

Ly karnyopia Bt unayoviar ra @iktpa mou éxouv IN VITRO Kuf £ 20 miimmHg/h/1.0 m?,

ouvBeTikég pepppaves {Orwe fow-flux polysulfone, PMMA, k.a.) kan emipdveia pepPodvng < 1,5 m?,

L1V karnyopia B2 umayoviar 1a giktpa mou £xouv IN VITRO Kuf < 20 mifmmHg/h/1.0 m?,

ouvBerikéc pepBpaveg (omuwg fow-flux polysutfone, PMMA, k.a.) xal emgdveia pepBpavng = 1,5 m?,



iy xarnyopia M undyovral ra @idrpa xurrapivikig pepfpdvng emelepyaoptvng
TpoTiorroInpevng, (Omwe Koumpapptivio, arpoedvn, SMC, Tpiofeikn KuTFapive, K. Kt EmQAvea

HepBpdavng < 1,5 m?,

2y karnyopia 2 umdyoviar Ta @iATpa Kumapivikig pepBpavng emefepyaopivig A
TROTOTTCINPEVNG, (OTHUG KOUTIpapLGVIO, alpogavn, SMC, tplofgikl kumapivy, K.a.) ke em@aveid

HEpRpavne = 1,5 m2,




