TEXNIKEZ NMPOAIAIPA®DEZ
DPIATPQON AIMOKAOGAPZHZ (CPV 33181200-4)
>e anavtnon TnG un’ apiOy. Mpaing 22/11 - 08 — 2025 (O£pa 12°) Tou AZ ToUu AIOIKNTIKOU
ZupBouAiou Tou 'N Aptacg nepi opiopoU emiTponing ZUvraing Texvikwv npodiaypa ®IATPQN
AIMOKAGAPZHZ opwv gniouvanTovral oi TEXNIKEZ TMPOAIAIPA®EZ O®OIATPQN
AIMOKAGAPZHZ (CPV 33181200-4)—-EIAIKOI ANTAPABATOI OPOI NMPOMHOEIAZ ZUp@wva HE
TIG ETAOIEG avaykeg TG M.T.N.

O1 anapaiTnTeG TEXVIKEC NpodlaypagEC Nou NPENEl va nAnpouv Ta PiATpa aiyokabapong neplypagovTal
AENTOPEPWG NAPakaTw. H TeAkn eniAoyr OPwC Tou KaTaAAnAOTEPOU yia Tov kABe acBeviy QIATpou, e
Baoel TI 1I01aiTEPEG avaykeg Tou ( e€aTopikeupEvn Bepaneia ), Ba npenel va yiveral AayBavovtag unoyn kai
GMa  O1IEbvw¢  anodekTA XapakTnPIOTIKA/MApAPETPOUC NMOU €XEl OTO NApeABOV enionua €ionyndsi n
EAANvik Ne@poloyikr ETaipeia €iva :

1. Eidog pepppavng Tou @iATpou: H xnuikl ouoTtacn TnG HWERPPAvnG Tou @IiATpou kaBopilel TIG
I010TNTEC TNG Kal €XEl 1I01QiTEPN onuacia otnv eniAoyn, EPOoov ol 1010TNTEC AUTEG OXeTICovTal PE DIAPOPEC
emopPAceIC OnNwg, Tov Babuo evepyonoinong ToOUu GUMNANPWHATOG, TOU OoUuaTAHATOG NNENG (yeyovog nou
apopa oc aoBeveic pe aigoppayikn O1aBson), TNV aAAepyikny avTidpacn oc aoBeveic nou Aauppavouv
OUYKEKPINEVA @apuaka (ny. avapulakToesideic avTidpacelic N kal aAepyikd shock aoBesvwv nou
AapBavouv ACE inhibitors kai @iATpa pe high-flux pepPpdavn polyacrylonitrile). H un Tpononoinuevn
KUTTAPiVN-KOUNPOpAvn €EVEPYOMNOIEI MEPICOOTEPO anO GAAAEC MPEPBPAVEC TO OCUPNANPWHA, TA AEUKA
aijoo@aipia, Ta JOVOKUTTAPA Kal Ta alJoneTAAla Kal auto onuaivel Yn kaAn BlooupBatornTa.

2. Em@aveia pepppavng Tou @iAtpou (0,5-2,2m?2): H enipaveia TnG NePBPAvng enIAeyeTal Pe Baon
TO OWPATOTUNO TOU aoBevouc Kal £XEl HEyaAn onuacia yia Tnv napoxn anodoTIkNAG kaBapaonc.

3. ZuvTteAeoTnG unepdinOnong (KUF) Tou @iAtpou: O ouvteheotnc  unepdInBnong avagepeTal
oTtov Oyko (ml) Tou vepoU Tou MAGOMATOC, MOU @IATPAPETAl TNV wpd yia kabe mmHg nieong
(diapepBpavikng, TMP). Me Bacn Tov OUVTEAEOTH auTO Ta QIATpa Mnopei va diakpiBolv o€ UWNARC
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unepdindnong (KUF > 20ml/mmHg/h/m2) i xaunAng unepdindnong (KUF < 10ml/ mmHg/h/m2). Ol
HeEUBpavec e uwnAn dianepatotnta (High-flux), onwc eivar o1 ouvBeTikéC pepBpaveg (polysulfone,
polyacrylonitrile, polyethersulfone k.a.), €xouv HEYGAOUG MOPOUC MOU EMITPENOUV TNV BIEAEUGN OUGCIWV
HIKpoU Kkal peoaiou popiakou Bapouc kal KUF > 20ml/mmHg/h/m2.

4. KaBapoeic diaAutwv ouociov (pe oTaBepn napoxn aiparo¢ 300mi/min kai 31aAUpATog
500ml/min): H anopdkpuvon Twv dIaAUTWV ouaiwv (oupiag, KPeaTivivng, GwoPopikwy, BiIrayivnig Bl2,
IVOUAIVNCG), OXETI(eETal PJe TO HOPIaKO PBApoc auTwv Kal kaBopileTal ano To €idoc TNG JepBPavng kai Tnv
avagopa Tng TIUNG KaBapong yia TNV CUYKEKPIPEVN ouaia. O1 kaBApOeIC TwV ouaiwV Nai(ouv Jeyalo poAo
oTnV anodoTIKOTNTA TNC Alokabapaong kal CUVENW®C TNV KAAr Uyeia Tou agBevouc. ©a npenel va opifoulE
TO €UPOC TWV ENBUUNTWV TIHWV Yia TNV KABE pia oucia avaAoya Pe TNV PETABOAIKN KATACOTAGN Kal TIG
avaykeg Tou acBevn. MoAAeG @opeg @iATpa pe idlo €idoc PeUBpavng kal enmiPavela PePBPaAvng ExXouv
GAeC kaBapoeic ouciwv AOYw TNnG OIaPOPETIKNG APXITEKTOVIKNG KATA TNV KATACKEUN TOUG. [Evika ol
HEYaAUTEPEC kaBApaoEeIC 00NyouV O PEYAAUTEPN ANOTEAECUATIKOTNTA.

5. ZuvteAeoTnG KoA Tou @iAtpou (Mass Transfer Area Coefficient): KaBopilel Tnv anodoTikoTnTa
TOU QIATPOU Kal TIC HEYIOTEC KABAPOEIC OUCIWV O CUVOUAOUO Me Tn dlabeoiun enipavela. 'ETol yia
aidokabapon uwnAng anddoong o KoA npenel va €xel TIHEG > 700 mi/min. MoAAEC @opeC PiATpa e idlo
€id0C MEUBPAVNC Kal €mpaveld PEPPPAVNG Exouv  dIAPOPETIKOUC KoA, AOyw TNnG OIapOPETIKAC
ApXITEKTOVIKNG KaT@ Tnv kataokeun TouG. KoA < 500 mil/min Bswpouvtal @iATpa XapnAng
anOTEAEOUATIKOTNTAC,.

6. ZuvteAeoTng diaBatornTac (SC) B2-Mikpoo@aipivng: Kabopilel Tnv kabapon PECOU HOPIAKOU
BApouc oucIwV, YEYOVOC PEYAANC onuaciac yia Tnv anopuyn TnG ePpavions diapopwv €NIMAOKWV ONwe
eival n apulogidwan Tng aiokadapons. ‘'Oco nio kovta oto 1 €ival auth n TiPn Tou SC TOOO TO KAAUTEPO
gival To anotéheopa. ®iATpa pe idia pepppavn kar idia empavela Pnopsi va €xouv diapopeTikd SC. e
kaBapon high flux o SC B2Mikpoao@aipivng sival > 0,5.



7. Eidog anooTeipwong Tou giATpou: [ailel poAo  yiaTi pnopei va ennpedadel Tn BlooupBaToTnTa NG
HEUBpavnc dnAadn Tnv aAAnAenidpaon PeTa&U pePPPAVNC Kal aipaToG, aAAG Kal TIC KABAPOEIC TwV OUCIWV.
H anooTeipwon pnopei va yiverar pe ailBulevoEeidio (ETO), aTtuo, y-akTivoBoAia kai B-akTivoBoAia.H
anooTeipwon e ETO pnopei va npokaAéoel ouxvoTepa avTidpAoelC unepeualodnaiac.

8. BiooupparoTnTa pegBpavwv: Ta @iATpa diakpivovTtal avaloya pe Tn BlooupBatdétnta Touc. H
BlooupBaToTNTa €XEl va KAVEl PE TN TAON yia Onuioupyia OpouBou, HE TNV Evepyornoinon Tou
OUNNANPWHATOG dIa HECOU TNG EVAANAKTIKAG 000U Kal TNV evepyonoinan Twv NoAupopponupnvwy. ®iATpa
ME Kakn BlooupBaToTnTa €ival ol Pn TPOMOMOINWEVEC KUTTAPIVIKEC YEMPBPAVEC €vw Ol TPOMOMOINUEVEC
KUTTAPIVIKEC Kal Ta OUVOETIKG O@IATpa €xouv kaAUTepn PlooupBatotnta. O wg avw
NapdaueTPol/XapakTnPIoTIKG Ba NPenel va KaTaTiOevTal e TOUG (PAKEAOUC TWV TEXVIKWV NPodiaypawy Kal
n a&loAdynon Toug €ival anapaitnTn OxI MOVO Yia TNV €niTeUEN €napkouc BepaneuTikoU anoTEAECHATOG,
aAA@ kal yia Tnv ac@ahn Odleveépyela TNG ouvedpiag aiokabaponc.

H olvtaén Twv TeXvikwv npodiaypapwv yia Tov dIaywviouo npoundsiac QiATpwv TeXvNTOU VEPPOU
BaocioTnke OTIC €ENC NAPAPETPOUG:

1) otn yvwon kalr otnv euneipia anod Tn Oiebvny BiBAloypagia yia Ta O1apOPETIKA XApaKTNPIOTIKA TwWV
QIATpwWV aigokadapong, Ta onoia noAU avaAuTikd oac nepiypaywaue kal katabeoaue padi e TIC
npodiaypageg,

2) otnv nayia 8€on TnG EAANvIknG Ne@poAoyiknc Etaipeiac (ENE) 6T o1 diaywviopoi npopndeiag QiATpwv
aiokaBapong Ba npenel va yivovral Pe npodiaypaPec nou B6a nepIAapPavouv dIEBVWC amnOJEKTEC
NapapETPOUC 01 OMOIEC £XouV ano kaipd avapTnBei aTov 1oToTono TnG ENE

3) oTo yeyovog OTI npénel va €€ac@alideTal n duvaTtoTnTa Xpnoigonoinong d1agopwv  TUNWV QPIATPWV
avaloya Me TIC avaykec Twv acBevav kal dev gival duvaTtov €vag TUNOC QIATPO va €ival kataAnAog yia
OAouc Touc aoBeveic piac Jovadac aiyokabapong

AvaAUTIKOTEPA Kal yia TNV €NeEAyNON TwV NApanavw napapeTpwy NapabETOUPE Ta EAC:
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Mapd To yeyovog OTI OAA TA XAPAKTNPIOTIKA TwV QPIATpwv aipokabaponc (gidog/xnuikn ouvBeon

HEUBpavng, em@aveia pepppavng, KUF [ouvteAeoTng unepdinbnong], kabapoeic SlIaAuTwVv ouciwv,
ouvTeAeoTnC KOA, auvTeAeoTnc diaBaToTnTac B2-Mikpoo@aipivng Kal €idoc anooTeipwonc) Nou AENTOUEPWC
nepIYypa@nkav KaTta Tnv kartabeon Twv npodiaypa@wv €xouv 101aiTepn onuaacia yia Tnv andédoon kai Tnv
gmAoyn TwV QIATPpwWY, €KEIVO NOU eniova Toviodnke OTI anoTeAei To BACIKO OTOIXEIO TOU PIATPOU €ival n
MEUBPpAvN Tou. XTNV npoondabsia va katavonOei nepIooOTEPO N onuacia TG MEUBPAvng aAAd kal Twv
EMINEPOUG OTOIXEIWV TOU QIATpWV aigokabapong oTnv diagoponoinan Toug, NapabETOUPE Ta NAPAKATW
dedopeva:
Ta @iATpa aipokaBapong (AMK) anoteldouvtar and 1) Tn pepppavn AMK-dialyzer membrane-(gival To
BaoIkO OTOIXEIO TOU (PIATPOU Kal EXEI TN MopPpr aBpoiopaToc TPIXOEIdWV), 2) TO OTNPIKTIKO UAIKO -potting
material- (UAIkO oTo onoio BuBilovTtal Ta TpIxoedn TNG HeNPBpavne oTnpilovrag Ta pnxavika) kai 3) 1o
nepiBAnua -housing material- (UAIKO nou nepiBaAel Ta TPIXoedr). To OTNPIKTIKO UAIKO Kal To nepiBAnua
£XOUV oUVNOBWC TNV idia XNUIKA ouvOeon o€ OAOUC TOUG TUMOUC /€idn PIATPwV yeyovog nou dev IoxUel yia
™ MePPBpavn (undpyouv WepBpavec aigokadapong dla@opou xnuIkNG ouvBeonc)  (X. Iatpou, N.
A@evTaknG. MeuBpaveg aipgokabapong, 1997, Ekd. MnioTikéa-ABnva, X. ZupykavnG. XapakTnpioTIKA
QIATpwV aigokaBapong. Xto: EEwveppikry Kabapon. K. Maupopatidng, M. Maocoaddkng, 2014. Ekd.
PoTovTa-©eooalovikn).

Ano Tn OTIYUR MOU TO KUPIO OTOIXEIO TOU (PIATpou €ival n pepBpavn AMK, n XnuIkn Tng ouvBeon Ta
dlapoponolei apxikd o€ dUO YeVIKEC KaTnyopieG (PIATpa and Quoika noAupepnr, €Aaxiota anod autd
xpnoigonoloUvTal  onuepa kair QiATpa anod ouvBeTIKG noAupepn). AvaAlovTac OJwC akpIBECTEPA TNV
XNMIKN ouvBeon TnNG HENPPAvVNG Ta QIATPA TWV NPOAVAPEPOUEVWV KATNYOPIWV JIAKpivOvTal OE ENIPEPOUG
KaTnyopiec (unokaTnyopiec). MikpodiapoponoInoeiC TNG XNUIKNG oUvBeonc TNG MePBPAvNC aipokabapong
MIAC UMOKATNnyopiac Wnopei MOAMEC QopeC  va naifouv onuavtikd poAo kata Tnv KAIVIKG XpAon Twv
QiIATpwv AMK kal €10l KANoIEC unokaTnyopiec @IATpwv dlagoponoiouvTadl 0 AANEC MIKPOTEPEG
unokaTnyopiec. Ta OuVvOETIKG @IATpa N.X MHE PMEPBPAvN anod To NOAUMPEPEG NOAUCOUAPOVN Dev £XOUV OAA
TNV idla anoAUTWG XnNMIKAR ouvOeon (unopei va diapepouv PETAEU TOUC KUPIWC WG MPOC nocoTnTa Tou
udpPOPIAOU CuOTATIKOU TOoug, TNV noAuBIvUNONUPOAIDOVNC-PVP), YeEYovOoC MOuU HMOpEl va €NnNPEACE
NApPAPETPOUC, ONWC TNV BlooupBaTtoTnTa -BAENE NAPAKATW- KAl €XEl TNV OnUaocia Tou otnv KAIVIKA
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xpnon Twv avaloywv QIATpwv) kai  dlapoponololvTal €T0lI 0 AANEC ENIPEPOUC UMOKATNYOPIEC, ONWC
@iATpa AMK and noAucouApovn, noAuaiBepikn-couApovn k.a. (X. Iatpou, N. A@evrtaknG. MeuBpaveg
aiokabapong, 1997, Ekd. MnioTikea-ABrva, X.Zupykavnc. XapakTnploTika QIATpwV aipokabaponc. 2To:
E€wveppikr KaBapon. K. MaupopaTidng, M. NMacocadakng, 2014. Ekd. PotovTa-Osooalovikn, Bowry SK et
al. Contrib Nephrol 2011,173:110-118, Tadaaki I et al. Contr Nephrol 2011,173:148-153, Golli-Bennour EE
et al. Int Urol Nephrol 2011,43:483-490).

Mépa OpwC anod Tn XNMIKA ouvleon TnG MepBpavng AMK, onuavTikd poAo yia Tnv Hopgonoinon Tne
naiel kar 0 TPOMOC KATAOKEUNC Twv TPIXoedwv TNG (spinning). O TPONOC KATAOKEUNC TWV TPIXOEIDWV
unopei va dlapoponoinoel JePBpavn anoAuTwe id1ag xNUIKAG oUVOeoNC ¢ NPoc TNV anodoTIKOTNTA TNG
nTol: a) Tn duvaToTNTa AnoPAKPUVONG VEPOU Tou MAAopaTtog (OnA. TO OUVTEAEOTH unePdINBNONC): ETOl
EXOUUE PIATpa anod pepppavn idiac XnNUIKNG ouveeonc nou kaTnyopionoloUuvTal avaloya JE TOV CUVTEAECTN
unepdindnong o€ XapnAnc n uwnAng odianepatotntag ( LOW n HIGH FLUX) kai B) Tn  duvatdtnTa
anopdakpuvong MIkpoU 1 PECOU poplakoU BApoug TOEIKWV OUCIWV Yid Tov opyavioud (oTnv npwTn
KATNyopia avnkouv n.X. N oupia kal n KPeaTivivn, evw KUPIOG avTinpoownog TG OeUTepng ival n B2-
MIkpoo@aipivn). Tevikd Ta @IATpa uwnAng unepdindnong NAeovekToUv €vavTl TwV QIATPpWV HE XapnAn
unepdindbnon w¢ nNPoc TNV anopdkpuvon OucIwV HPECOU HopIiakou Bapouc. Eniong Tnv evepyonoinon
d1aPopwv KUTTApPIKWV (n..X AEUKA aigoo@aipia, algoneTalia) kar XNUIKwv  (M.xX. CUPNAnpwla, oUoTnKa
nNENg) ouoTnuatwv. To TeAeuTaio €xel PeEyAAn onuacia katd Tn KAIVIK XpAoN Twv QIATpwV Kal
OUOXETI(ETal JE TNV KAAN i KN BlooupBaTtoTnTa Twv HePBpavav/@iATpwv AMK (dnA. e Tnv anouaia n
napoucia KAIVIKWV- M.X. GAAEPYIKWV, QAEyHovwdwV - 1 BIOXNMWIKWV avTIOPACEWV KaTta Tnv ouvedpia
aiokabapon), NApaueTPO MOU MMOPEi va ennpedacel BeTIKA n apvnTika Tnv noioTnTa (wNne kar Tnv
voonpoTtnTa Twv aoBevwv (X. IatpoUu, N. ApevTaknG. MeuBpavec aipokadapong, 1997, Ekd. MnioTikéa-
ABnva, X.Zupykavnc. XapakTnpioTikad  QIATpwV  aigokabaponc. 2T1o:  EEwveppikn Kabapon.
K.MaupopaTidong, M. Macocadakng, 2014. Ekd. Potovra-Osooalovikn, Bowry SK et al. Contrib Nephrol
2011, 173:110118, Roux VD, Plaisance M. Nephrol Ther 2008, 4: 335-338, Martinez-Minguel P et. al Int ]
Artif Organs 2015, 38: 45-53, Susumu U et al. Contrib Nephrol 2011,173: 23-29,Tsutomu S et.al. Contrib
Nephrol 2011, 173: 30-35).

©a npénel va TovioTel OPWE OTI N TEAIKN anodoTIKOTNTa evoc PpiATpou AMK eE€apTtdaral, kTOC anod Td
npoavapepopeva, kai and Tnv OAn apxitektovikn (dGnA. Tnv O6An doun) Tou. 'ETol diagopornolouvTal ol
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EVTOC aUTOU POEC TOU aipaTog Kal diaAUNaToC kaBapong kal €Enyeital 1o yiati @QiATpa d1apopwv OiKwv
KATAOKEUNG ME anoAUTwG idia pepBpavn AMK and nAeupdc XnUIKAG oUvOEoNC Kal ENIPAVEId NPOTPEPOUV
OIaQOPETIKEC KABAPOEIC TOEIKWY ouaIwv Pe TIG idleg ouvBnkeg aipokabapong (X. Iatpou, N. A@evTaknc.
MepBpavec aigokabapong, 1997, Ekd. MnioTikeéa, ABrva, X. Zupykavnc. XapakTnpioTiKa QIATpwY
aiokaBaponc.  XT10: EEwveppikn Kabapon. K. Maupouatidng, M. Macocadakng, 2014, Ekd. Potovra-
©@eaagalovikn).

Ta napakdTw XapakTnploTika napadeiyyata nou agopoUv Tov TPOMo HE Tov onoio €EeAixTnkav ol
MEUBPAVEC OTNV Nopeia Tou Xpovou, ahAa kal aTnv 191aITepOTNTA Nou ePPavifouv w¢ NPoc TNV XNHIKA TOUG
oUVOeoN, TNV anoTEAEONATIKOTNTA TG kaBapong diagopwv ouciwv 1 TNV  nNpokAnon aveniduunTwv
avTIdpacewy, kabioToUv NEPIOOOTEPO KATAVONTN Tn onuacia nou nailel n hJepBpavn otn diagoponoinon
TwV QIATPWV aipgokadaponc.

Mapadeiypa 1o: H akpuloviTpiAn €va GOUVOETIKO MOAUMEPEC, €ival N MNpwTN OUVOETIKN HePBPavn
aiokabapong , kataokeudotnke To 1969 ortn lMaAAia oe €ninedo oxnUa Kkal ANOCTEIPWONKE ME Y
akTIVOBOAid. ZTn OUVEXEIQ TPOMOMOoINBNKE Kal KUKAOPOPNOE He TNV enwvupia AN-69. MpokeiTal yia upnAng
d1anepATOTNTAG GUMMETPIKN, OUVOETIKN HEPBPAvn dUo oupnoAupepwy, Thv udpdPoBn noAuakpuloviTpiAn
(PAN) kal To udpogiho peBarAulo couApovikd Na+ n onoia €ival apvnTika QopTIoPEVN. H pepBpavn auti
akoAoUBw¢, Tpononoindnke Pe TN XpAon Tou udpogoPou noAupepouc PAN pali pe pHeEBAkpUAIKO PEBUAIO
kal udpOPINO akpuAikd O0EU. H véa auTtn pePPpavn €xel acUPPETpn Ooun Kal €MIKAAUNTETAlI and &va
OTPWHA HE €UpU PACHA HEYEBOUC NOpwv, Mou kabopilel TIC 1010TNTEC dIANEPATOTNTAG TNG MEWBPAvVNC.
Méxpl To 1990 Bewpouvrav n nAéov Bioouppatn MePBpavn. ‘Opwg, AOYW TwWV ava@UAAKTOEIDWV
avTIdpacewv nou napoucialav acBeveic nou aigokabaipovTav Pe PIATpA NMou €ixav auTn TV JePBPavn kai
AduBavav avaoToAeic Tou PeTaTpenTikou ev{Upou (aMEA)-ouxvoTaTa Xpnoldonolouyeva (pappaka yia Tn
puBUION TNG apTNPIaKNC nieonc-, avanTuxbnke pia AAAn osipa pepPpavng, n AN69ST (“"ST” PEI=
polyethyleneimine). To BeTIkO popTio TNG ST £EoudeTEPWVEI TO ApvNTIKO PopTio Tou AN69. H pepBpavn
autn &€xel NoAU kaAUTepn PBiooupBaTtoTnTa and Tnv nponyoUpevn ,NApoucIAcel KATa Tnv Xpnon Tng
AIYOTEPEG avapuAakToEIdeic avTiIOpaoelic o aoBeveic Mou AAUBAVOUV  AVACTOAEIC TOU HETATPENTIKOU
ev{Upou (aMEA) kal eninpooBeta Oev anairouvTal PEYAAEG NOOOTNTEC NNAPIVNG yia TNV NPOANWN TNnG
NNENG Tou QIATPOU, YEYOVOC 1I01aITEPA ONUAVTIKO YIa aoBeveic Nnou £xouv aidoppayikn d1abeson.



Mapadeiypa 20: H noAupeBuA-pedakpidikny  (Polymethylmethacrylate=PMMA) €ival n npwTn OUVOETIKA
HEUBPAvN o€ TPIXOEIBIKA HOPPN Kal kaTaokeudoBnke To 1980 oTnv Ianwvia.
H pepBpavn autn napoucialel €EQIPETIKEC NPOCPOPNTIKEG 1010TNTEC kal PBpeBnKe va BeATIoveEl Tov
OUPAIYIKO KVNOHO, AOyw Npoopogpnong TnG napabopuovnc kal ouciwv nou dleyeipouv Ta pacTokuTTapa. H
ocipad B3 low flux, B2 high flux, BK-P, BK-F, BK-U, BK-H eivai kaTaMnAec yia Tnv a@aipeon
B2uikpoa@aipivng ( ouaia nou €ival unevBuvn yia TNV apUAoEIdwaon TNS alpokabapong nou ekONAWVETAl Pe
oUvOpopo kaprniaiou owAnva kar apbponadsia).
MNapadeiypa 30:H noAucouApovn (Psf) ano Tig apxec Tou 1980 ATav n PepBpavn nou XPNoIKONoInonke
EUPEWC AOYW TWV IDIOTATWV TNC WG MPOC TNV AMOTEAEOUATIKN ANOPAKPUVON OUPAIMIKWV OUCI®V, TnV
kaTakpdaTnon €vOoToEivwy, TNG evdoyevoUc BloocupBaToTnTac kal TG XapnAnG KUTTApoTOEIKOTNTAG TNC.
AOY®W TNC UBPOPORBIKOTNTAC TOU MOAUPEPOUC TNG Psf anaitiBnke n avapiEn TnG e udPOPIAIKO MOAUMEPEC,
onw¢ N noAuBivUA-nupoAidovn (polyvinylpyrrolidone PVP). H nogotnTa avauéng tng PVP naidel onuavTikd
PONO OTNV €VEPYOMOINGN TOU MNKTIKOU PNXaviopou kal OTn HETagopd TnG AEUKwWaTivng SIapeTou TG
hepBpavne. 'Etol, ol pepBpavec nou dev £xouv PVP (n.X. FLX -ogipa pe pepBpavn PEPA) diatnpouv upnAo
ToV ouvTeAEOTR dINBNONG TNG AEUKWPATIVNG KJE TNV NApodo Tou Xpovou Xpnong Toug( XapakTnpIoTIKO Mou
gival o€ PEPIKEC NEPINTWOEIC A0OEVWY  ONUAVTIKO ), eVvw avTifeTa pepBpaveg idiag XnUIKNG ouvBeonc (
PEPA) pe PVP + (n.x. oeipad FDX 15GW, FDY 15GW ) peiwvouv Tov Npoava@ePOEVO GUVTEAEDTN ,YEYOVOG
MNOU NapaTnpeiTal akoPa NeEPICOOTEPO ME TIG aKOPa veOTepeC oesipec FDX 150GW kai FDY 150 GW nou
NEPIEXOUV NEPIOOOTEPN NocoTNTA PVP ++ ( XapakTnpIioTIKO MOU AnaiTEITal KaTtd Xprion Touc o€ AAAa
NEPIOTATIKA agBevav).

Mapadeiypa 4o: Xprion  diagopwv TUNWV QIATPWV aIJoKABapong Oc NEPINTWOEIC AODEVWV UE

dlaPOPETIKN GUMNTWHAToAoYiIa.
O pubuoC eAATTWONG TNG al-pIKpoOoPalpivne aiyaToC KATa Tnv aigokadapon dlapepel anod Pepppavn ot
pepBpavn. H aia BpiokeTal oTo yeyovog OTI UNAPXEl OETIK) CUOXETION anWAEIAC alpikpoo@alpivng Kal
AEUKWPATIVNG KaTa Tnv aigokadapon. (n 1kavotnTa auth diaBabpileTal OTIC OEIPEC PIATPWV WG EENC:
FDY>FDX>FX). Z& anwA&ia AeukwpaTtivng 3 gr 1 NEPICOOTEPO ava ouvedpia, ol acgBeveic napouacialouv
BeATIWGN TwV OCTIKWV AAYQWYV, TOV WHAAYIOV Kal TNG duvapng Twv dakTUAWV. Evw, anwAgia AsukwpaTivng
5 gr N nepioodTEPO ava ouvedpia napoucialouv BeATiWON TwV AIWOIOV TWV Avw AKPWV Kal Tou
ouvOPOHOU avouXwv nodiwv, NOU NapaTnpeouvTal o€ acbeveic TNG alokabaponc.
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Me Baon Aoinov OAa Ta napanavw Yiveral capéc OTI KaTa TNV KadnuePIv KAIVIKA NPAkTIKA 0 Bgpanwv
IaTPOC OE MMOPEi va €XEl OTNV PAPETPA TOU HOVO (PIATpa evoc 1 dUo TUNwv, and NAEUpAc XNMIKNAG
ouvBeonc pepBpavng AMK kal anodoTikOTNTAG, MPOKEIPMEVOU VA aVTIMETWNIOEI A0DEVEIC PE DIAPOPETIKEG
BepaneuTikeG avaykeg aipdokabapong, aAa 6a npenel  va &€xel Tn OuvaToTNTA XPNOIKOMOoINONG MIAC
NOIKINIAG TUNwV QIATpwV aipgokadapong (PiATpa TouAaxioTov 4-5 dla@opeTikwv and MNAsupag XNMIKNG
ouvOeonc pepBpavwv kal Pe dlIapopeETIKEC anodoTIKOTNTEC-OUVTEAEDTN unepdINBnong kai duvaToTnTa
anopdakpuvong dla@opwVv TOEIKWV OUCIWV-) YId VA MMNOPECEl va NPOC(REPEl TNV anaITouyevn kaTd
NEPINTWON PEYIOTN algokadapon kal va €Eaopaliosl €TGI HIKPOTEPN vOoONPOTNTA Kal BvnTOTNTA YIa TOUG
aigokaBalpopEvouC acBeveic Tou.

ANNEC ONPAVTIKEC NAPAPETPOI OTIC OMOIEC BacioTnke n emTponn yia Tn OUVTa&n TwV TEXVIKWV
npodiaypapwv QIATpwV TeEXVNTOU VEPPOU €ival o1 €ENC:

1) n epneipia, n onoia CUCOWPEUTNKE WETA TNV €pappoyn TnG Zuppwviac-NMAaiolo, Ye anoTeAeoua va
unap&ouv coPBapd npoBAnuarta, kata kUpio Aoyo o€ Noookopeia, oTa onoia ol enipépouc diaywviopoi(call
offs) kal n npounBeia yivovrav pe YOVO OUCIACTIKA KPITAPIO TNV XAUNAOTEPN TIUN HOVAdoG Kal Xwpic va
AapBavovtal unoywn Ta Eni PEPOUG  XAPAKTNPIOTIKA TWV QIATpWV, XAPAKTNPIOTIKA OTd  oroid
nepIAapBavovTal OAeC ol NapAaueTpol, nou pe Baon tn diebvn BIBAIOYpapia kal NPakTIKA Ta XapakTnpifouv.
‘Onwg

gival  yvwoTO Kata Tnv €@appoyn TN Zuppwviag MAaiolo napatnpndnkav cgoBapd npoBAnuaTta oTnv
npoonadeia npoundelac Twv KATaAANAOTEPWY KAl ENAPKWC MOIOTIKWV (PIATpWV aigokabapong yid Toug
aoBeveic Twv KpaTikwv MTN, kaTd kUplo AOyo O vOOOKOoWEia oTa onoia ol dlaywviouoi kal n npounBeia
yivovTav pe povo Kpitniplo TNV ¢BnvoTepn TIUA povadoc. MNa opiopEvouG HAAIOTA  TUNOUC PIATPWY, Mou
KAnola VOOOKOWEia npounBeUTnkav HE POVO KPITAPIO TNV (ONvVOTEPN TIUN , €mionuavlnkav kata Tnv
Xpron Touc npoBANuATa nou enionuaveonkav and OpIoPEVOUC OUVAOEAPOUC HE TN CUPNANPWON Kal
AEUKWV KAPTWV Ol OMoiEC Kal eKTINABNKav and €18Ikr ENITPONN Nou cuvéaTnos o EO®.

2) n un’ apB. npwt. 94221/30-10-2014 yvwpodoTnon Tou EO®, n onoia eniocuvanTteTal, PETG anod
a&loAoynon Twv avapopwv NEPICTATIKWV UAIKoenaypunvnong (AEUKwV KapTwv), Nou cupnAnpwOnkav ano
NeppoAdyouc AOyw npoBANMATWY MOU napatnpndnkav HE OpICUEVOUC TUNOUC (IATPWV, nou Kkamoid
NoooKouEia NPouNBeUTNKAaV Y PHOVO KPITAPIO TNV XAUNAOTEPN TIWN KAl TNV Onoia avapEPeTal oapwc, OTI
N emAoyn TS KataAAnANnG Bepansiac yia Tov ekAoToTE aoBevn evanokeiTal oTov BspanovTa IaTpo Tou,
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3) n dnuoaoia dlaBoUAeucn, YETA TNV onoia Tpononoinénkav ol apXIKEG nNpodiaypageéc, OTo PETPO Mou N
EniTponny Bswpolos o1 eEaopalildTav n duvatoTNTa XpnoiPonoinong dIaPOPETIKWY TUNWV PIATPWV Kal
avaloya HE TIC avayKeg TwV aoBevwv.

FENIKOI OPOI ®IATPQN TEXNHTOY NE®POY I'A TH AIENEPTEIA KAAZIKHZ AIMOKAOAPzHz
KAI NMAPAAAATQN

e Ol QUPMETEXOVTEG OTOV dlaywVIONO NpENeEl va ONAwWCOOUV GTNV TEXVIKI TOUC NPOoo(popda TO £PYOOTATIO
KATAOKEUNG TWV NPOoiovTwv kabwc Kal Tov TOMo €ykAaTaoTaonc Tou. To Epyo0TACIO KATAOKEUNG Ba npenel
va diabeTel ouoTnua diacpaliong noiotntag ISO 9001 r ISO 13485, avTiypago 1oxUovTog niaTonoiNTIKoU
TOU 0noiou Kal Ba eNICUVANTETAl UNOXPEWTIKA OTNV NpoaPopa.

e Ta Npoo@ePOPEVA NPOIOVTA NPENEI va €ival MIOTONOINUEVA Ano KOIVOMOINWEVO Opyaviouo Kal va (pEPOUV
O€ €UKPIVI B€on Tou TeAIKOU MEPIEKTN Toug Tnv npoPBAenopevn onuavon CE, n onoia anodeikvuel Tnv
OUMMOPQWON Touc e TIC anartnoelc Tng Odnyiag 93/42/EOK, (AY8d/I.M.oik. 130648 - Evapupovion Tng
€0VIKAG vopoBeaiag npog Tig diaTa&eic Tng Odnyiag 93/42/EOK «nepi 1aTPOTEXVOAOYIKWV NPOIOVTwV»- OEK
2198/Teuy. B/02-10-09). Ta iaTpoTexvoAoyika npoidvrta nou unayovtal otn AY8d/I.M.oik.130648, (PEK
2198/B/2-10-2009) Koivry Ynoupyiky Anogacn «Mepi Evapupoviong Tng EAnvikng NopoBeoiac npog Tnv
Odnyia 93/42/EOK/14-6-93 Tou ZupPouAiou TnG Eupwnaiknc 'Evwong, nou agopd Ta IatpoTtexvoAoyikd
MpoiovTa» 1600 KATa Tn ¢pacn ouvta&nc TnS diIaknpPUENG, 000 Kal KaTta Tn pacn ouvaync TnE avtioToIxng
oUpBaonc, npenel va diac@alidetal Ye Tn S1IaTUNWon KABe popa TwV avaloywv EVOEIKVUOLEVWY OpwV, OTI
Ta €v AOYw 1aTPOTEXVOAOYIKG npoidvTa Ba ival cUPPwvVa Npoc TIC anaiTnoeic TNG oxeTIkNG KYA kata 1o
XpOVO napadoonc Touc, €iTE NPOKEITAl yid napadoon evrog TwV CUMPRATIKWV NPOBEoUIV , €iTE Via
EKNPOBECUN , WOTE TA NPOIOVTA AUTA va PEPOUV onwadnnoTe TNV npoPAenduevn anod tn oxetikn ( B ) KYA
onuavon CE .



e O1 NpounBeUTpIEC €TAIPEIEC Ba NPENEI OTIC NPOCPOPEC TOUC va ONAWVOUV OTI CUPHOPPWVOVTAl PE TNV
KYA AY88/IM/1348/2004 <«ApxeEC Kal KATEUBUVTAPIEC YPAMMEC OPONC MPAKTIKNAG  OlavOUNG
IaTPOTEXVOAOYIKWV npoiovTwv» (PEK 32/B/16-01-2004) w¢ £xel TpononoinBei kal IoXUEl.

e H TONOBETNON TWV EMIONUAVOEWV TNG OUCKEUAOIAg, MOu ava@epovTal napandavw kalr BewpouvTal
OUCIWJEIC NPOUNOBETEIC YIa TNV anodoxXn TwWV NPOCMEPOUEVWY NPOIOVTWY, 1 ONoIWV AAWV ENICNUAVOEWY,
NPENEl va €XEl Yivel anokAEIOTIKA kal POvov and To npoowro n TNV Eenixeipnon nou Bewpeital
KATAOKEUAOTNC TWV NPoIOVTWY CUPpwva Pe TI¢ diaTa&eig Tne odnyiag 93/42/EOK, (AY83/I.M.oik. 130648 -
®EK 2198/1euy. B/02-10-09). Mpoo@opEC NPOIOVTWY NOU (PEPOUV EMICNHAVOEIC NAoNG PUOEWG NOU EXOUV
TONoBeTNOEI, o€ ONOIOANMNOTE PEPOC TNG OUCKEUAOIAC TOUG, and TPITOUC, aKOWN Kal €av ol TPiTol auToi
dlaBgTouv TNV 1010TNTA Tou dlavVouEa, €1I0aywyea ) €E0UCIOdOTNEVOU AVTINPOCWNOU, AnoppinTovTal w¢
anapadekTec. Tuxov napapacn Tou Opou auToU KAaTa TnVv OIAPKEId EKTEAEONC TwV OUPBACEWY Oa anoTeAEi
AOyo PN anodoxnc Twv NapadidOPEVWV UAIKWV.

e Y& NePINTWON NPoo@opdc NpPoiovToc Nou kaTaokeualeTal o€ Xwpa €kToc E.E., dnAwon oTtnv onoia va
ava@epeTal os noia (€6) ayopd (£C) KPATOUC HEAOUG KUKAOQOPEI TO NPOCPEPOUEVO NPOIOV Kal N onoia va
ouvodeUsTal and anodeEIKTIKA OTOIXEid and Ta onoia va npokunTel 0TI, n €loaywyn kar 01aBson Tou
NPOIOVTOG OTa KPATn MEAN Tng E.E. emiTpeneTal Xwpic nepiopiopoUs kabwe kal nivaka neAatwv n aAAa
anodeIKTIKA OTOIXEIQ OXETIKA ME TIC NWANCEIC TOU €v AOYw MPOIOVTOC, €iTe and Tov idlo €iTe and Tov
KATAoKEUAOTH).

e H dlepyacia anooTeipwone Twv NPOIOVTWV MPEMEl va EMIKUPWVETAI KAl VA EAEYXETAI OUMPWVA PE TIC
anaITnoeI§ TWV AVTIOTOIXWV EVAPHOVIOHEVWY NPOTUNWV.

e 3TNV €TIKETA / OUCKEUAOIa NPENEI va avaypapovTal JE EUKPIVI Kal EuavayvwoTo TPONo TOUAAXIOTOV Td
NApPAKATw OTOIXEIA: i. TO Ovoua N N EUNOPIKN ENWVUMIa kai n d1eUBuUvVon ToU KATAOKEUAOTN. 2€ NEPINTWON
MOU O KAOTAOKEUAOTNG eV £XEI €0pa O€ XWpPa TNG EUPWNAIKAC EVWONG, N ETIKETA 1 N OUCKEUAaia NPEnel va
nepiIAappBavouv enminAéov 1o ovopa kar Tn OlelBuvon Tou €EOUCIODOTNHEVOU aVTINPOOWNOU TOU. ii. O
KWOIKOG TNG napTidag Tou onoiou va nponyeital n evdeiEn «MAPTIAA» (n LOT) v. n &vdeign Tng
NUEPOUNVIAC napaywyne kar ac@aiouc Xpnone, ekppalOPevn o £TOC Kal MAva vi. n évOeiEn OTI To nNpoidv
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npoopileTal yia pia kar povn xpnon. O avwTépw NANPOQPOpPIEC PMOPEi va napexovTal unod Hopen
OUMBOAWV.

e JTA enionua &vnUEPWTIKA (UAAGdIa “prospectus” Twv KATAOKEUAOTIKWV OiKwv, Ta onoia ©a
ouvunoBailAovTal unoxpewTika, 6a npénel va avagepovTal ol ndOCEIC TwV PIATpWV Oc PeTpnoelc IN
VITRO Tn¢ k@Bapong oupiacg, KPeaTivivng, Gpwopopou Kal Birapivng B12, pe avapepOPEVEC CUYKEKPIPEVEG
POEC aipaToc kal OIaAUNATOC Kal OUyYkekpihevn OlapepBpavikn nieon (TMP). Ta unoAoina TeEXVIKA
XapakTNPIoTIKA TwV QIATpwV Oa npenel va avagepovrtal oTo €id0C, TNV €NIPAvEId Kal TO NAXOC TNG
HEUBPAVNC, oTOV OYKO NANPWONG, oTov ouvTeAeaTr unepdindnong (Kuf).

e To Noookopeio diatnpei To dikaiwpa va npofei o€ delyuaTOANNTIKO EAEYXO WE €pyacTnplakn €EETaon
OAWV TwV NapTidwV TwV NPOIOVTWY TOOO KATA TNV OPIOTIKA napaAafry 600 kal katda Tn dIapKeia XpHongG.

e KaBe @iATpo Ba ouvodeUeTal, UNoXPEWTIKA, and aptnpiakn kalr GAEPIKA ypaupn, kataAAnAn yia Ta
unxavnuata aipokabapong kabe Movadag TexvnToU Neppou. Emionuaiveral 0TI, Ol NPOCPEPOUEVES TIHEC
yia Ta QiATpa aipokdbapaonc nepiAapBavouv kal Tnv a&ia Tng apTnPIakng Kai PAERIKAC YPAUHNG.
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KATAZTAZH ZHTOYMENQN EIAQN KAI MOZOTHTEZX INA ENA ETOZ

AZIA o 2YNOAO ME
KATHIOPIA MOXOTHTA (TEM) TIMH MONAAAZ (XQPIS DMA) ®ONA 6% ONA
A2 OIATPA pe ouvBeTIKEG pepPpaveg IN
VITRO 76.160,00 € 4.569,60 € 80.729,60 €
, 2 23,80€ ' s :
Kuf>20ml/mmHg/h/1.0m? kaw e dvela 3.200 3,80
uepBpdvng 21,5 m*
B2 OIATPA pe ouvOeTikéG pepBpaveg IN
VITRO 90.720,00 € 5.443,20 € 96.163,20 €
‘ 4 1 , ’ ’ ’
Kuf<20ml/mmHg/h/1.0m? kaw e dvela 800 8,90
uepBpdvng 21,5 m*
166.880,00 € 10.012,80 € 176.892,80 €
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TEXNIKEZ MPOAIAIPA®EZ
A2 DIATPA e ouvBeTIKEG HepBPavec IN VITRO Kuf>20ml/mmHg/h/1.0m? kai enipaveia pepppavng =1,5 m? (High Flux)

Ta npog npopnBeia QiATpa Ba npenel va nAnpouV TIC KATWOI NapauETPOUC:
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o < € KaGc’xpoe%q ouoLwv (>..... ).oe ml/min pe Qb 8 o i
3 3 S o A £ 300ml/min kot Qb 500 min/min E S g_ =
8 o w 8 o . - w O ~— I
Q o > Q o = < < P w =
QA B A a \ >~ w 3 = o B @)
ST e ZE w > E < Eg¥q | 8¢ N
T s 8 58 |2 23R+% 2 Re o |mB8 < =
c i) [
2 s o |2
3 = Q —
g 18 |3 |8 |8
o < 13 @ >
TUMoU MOAUUEPLOUEVOU 1.8m’ 59ml 260 242 233 169 110 961 0,88 AKTINOBOAIA 900
oAU EOTEPQA 1} LOOSUVA O
TUMou MOAUUEPLOUEVOU 2.1m? 64ml 263 244 235 175 118 1010 | 0,88 AKTINOBOAIA 700
TIoAUEOTEPQ 1} LOOSUVA O
MNoAucouAdovng Micro- 2.2m’ 76 282 271 257 194 147 1488 | 0,9 r-AKTINOBOAIA 400
Undulated tomou POLYPURE
MoAucouAddvn TTIOU 1.9 >38 275 255 250 170 100 1380 | 0.8 AKTINOBOAIA pe 800
vitasulfone NAEKTPOVL
JuvBEeTIKr) TOAUGOUADOVN 2,2 >33 275 260 245 190 140 1350 | 0,7 ATLOKALBAVIOUOG 400
TUmou eA§ovNg
3200

TIMH NAPATHPHTHPIOY: 23.80 EYPQ ZYN OMA/TEMAXIO
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B2 ®IATPA pe OuVOEeTIKEC PepBpavec IN VITRO Kuf<20ml/mmHg/h/1.0m? kai enipaveia pepppavng =1,5 m? (Low Flux)

Ta npog npopnBeia QiATpa Ba npenel va nAnpouv TIC KATWOI NapauETPOUC:

TIMH NAPATHPHTHPIOY : 18.90 YN ®NA / TEMAXIO

Fevikoi Opot

o S o KaBdpoelg ouowwv (>.....) oe ml/min pe Qb o %
§ . ;c’ Eg 3 jg: 300ml/min kot Qb 500 min/min :é E g E
8 o w -3 =) A E 8 .'6 = T
Q O > Q o < o < B w =
U Q q S A a v > w 3 w B @]
S TE ©TE |« E < Eg= S 3 A
TS B 53 |29 2 2R3 @ o 5 =
c 3 <
.; 2 ~ .E
2 |E |2 = 3
3 S 8 g 3
TUmou moAupeBakpuAikoU 1.8 m’ 9.9 256 214 155 103 26 | 911 MH METPHZIMH | I-AKTINOBOAIA 1850
pebuliou 1 ooduvapo
TUmou moAupeBakpuAikoU 2.0 m? 11 257 223 166 112 27 | 956 MH METPHZIMH | I-AKTINOBOAIA 1850
pebuliou 1 ooduvapo
YuvOetikn MoAuoouAdovn 1,7 m? <20 255/2 | 230/2 | 200/210 | 125/130 | O 940/1020 | MH METPHZIMH | AKTINOBOAIA ME 600
turmou vitasulfone 60 40 HAEKTPONIA
YuvBetikr) moAuoouAdovn 1.8 m’ <20 260 230 210 130 0 950 MH METPHIIMH | ATMOZ2 500
TuTou eAEdvng
4800

1. H emhAoyny 6a vyiverar pge Baon Tn XaAunAOTEPN TIUN Twv QIATpWV TwV 10V KATNYOPIWV KAl UMOKATNYOPIWV
Ta&IvopoUPeVWY e Baon To €ido¢ TNG MEMPBPAVNG TOU (IATPOU MOU anoTeAEi XapakTnPIoTIKO KABs (iATpou Aappavovrag
unown yia Tnv idia katnyopia Tov uynAoTepo KoA, Tov peyaAuTepo ouvteheoTn diaBatoTnTac (SC) yia Tnv B2 HIKpoo@aipivn

Kabwc kal To HeyaAUTeEPO pAcpa eMAOYNG o€ ENIPAVEIEC, KABWGE Kal To €iD0C TNG ANOCTEIPWONC.
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2. KaOs piATpo 6a ouvodcUETAI UNOXPEWTIKA and apTnpiakn Kai PAEBRIKN YPApH, KATAAANAN yia gnxavipara
aigokadapong DBB- EXA-NIKKISO.

3. Ta @iATpa TexvnToUu Neppou kal ol apTnPIoPAERIKEC YPAPMEC NPENel va gpépouv anuavon CE, onwc npoBAEneTal and Tnv
ekaoToTte eAnvikn NopoBeaia.

4. O1 npooPEPOvVTEG Ba npenel va katabéoouv, av {nTnoouv, NANPn TexVIKA OToIxeid, otnv EAAnvIKR yAwooa, pe Ta
XaPAaKTNPIOTIKA Kal TIG ENIOOCEIC TWV PIATPWY, ONWC AUTA avapEPOVTAl OTA €NiCNUA EVNUEPWTIKA PUANAdIa «prospectus)
TWV KATAOKEUAOTIKWY OiKwV, Ta ornoia 6a ouvunoBaArAovTal unoxXpewTIKA.

5. O1 NpooQEPOVTEC Ba NpENel va KAaTabETOUV/ONAWVOUV OTOIXEIQ OXETIKA WE T TEXVOAOyia Napaywync Twv QIATpwv, TN
XWPpa Napaywync Touc, Kabwg kai Tnv Unapén avapopwv-peAeTwv otn diebvry BIBAIoypapia OXETIKG PE TA NPOCPEPOUEVA

QiATpa.

16



