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NPOZ KAOGE ENAIA®EPOMENO

OEMA: MNPOZKAHZH YNOBOAHZ NMPOZ®OPAZ INA THN MPOMHOEIA ®IATPON
AIMOKAOGAPZHZ TIA TIZ ANATKEZ THZ MONAAAZ TEXNHTOY NE®POY TOY
C.N.KEQAAAHNIAZ

IXET: a.N.4412/2016, (PEK 1. A' 147/8-8-2016) trepi Anpocoiwv ZupBdocwyv Epywyv,
MpounBeiwv kal Yrnpeoiwy - Mpoaappoyn oTig 0dnyieg 2014/24/EE kai 2014/25/EE, é1Twg
TPOTTOTTOINBNKE Kal I0XUEl OANEPQ

B. N.4782/2021
Y. YrapiBu. 35" TAKTIKH /9° 6¢ua HA 15-10-2026 atrdé@acn Tou A TTepi £yKpIong

dievépyeiag diaywvioTikng diadikagiag mooou 36.996,11 cuut OIA yia Tnv Tpoundeia @iATpwy
aigokdBapong yia T avaykeg TnG Movadag Texvntou Neppou Tou [.N. Ke@aAAnviag pe kpitiplo
KATakUpwang TNV TTAEOV CUP@EPOUGA aTTO OIKOVOMIKN ATToWn TTPO0POPAs Yovo BAcel TINNAG

6. To N.4270/2014 (A" 143) «ApxEéG ONUOCIOVOUIKAG OIaXEIPIONG KAl ETTOTITEIAG
(evowpdTtwon g Odnyiag 2011/85/EE) — dnpooi1o AoyIOTIKO Kal AAAEG DIATAEEIGY,

€. To N.4250/2014 (A' 74) «AioiknTikéG ATtrAouoTeloeig-Katapynoeig, ZuyXwveloelg
Nopikwv Mpoowtwyv kal YTrnpeoiwv Tou Anuociou Topéa-Tpotrotroinon Alatdéewy  TOU
17.5.318/1992 (A"161) kai AoITTéG puBUITEIC» & EIBIKOTEPA TIC BIATAEEIC TOU dpBpou 1,

oT. Tnv Tap. Z Tou N.4152/2013 (A' 107) «lMpocappoyn TnNG EAANVIKAG vouoBeaiag otnv
Odnyia 2011/7 1ng 16.2.2011 yia TNV KATOTTOAEUNON TWV KOBUCTEPHOEWY TTANPWHWY OTIG
EUTTOPIKEG OUVOAAQYEGY,

¢. To N.4129/2013 (A’ 52) «Kupwon Tou Kwdika Nopwv yia 1o EAeykTIKO Zuvédpioy,

n. ToN.4013/2011 (A’ 204) «ZuoTaon eviaiog AveedptnTng ApXAg Anpociwv XupBacewv
kal Kevtpikou HAekTpovikoU MnTpwou Anuociwv ZupBacewvy,

0. To N.3861/2010 (A’ 112) «Evioxuon Tng dia@dveiag Ye TNV UTTOXPEWTIKI avapTnon
VOUWV Kal TTPAgEwV TwV KUBEPVNTIKWY, BIOIKNTIKWY KAl AuTOdIOIKNTIKWY OpyAavwy oTo OladikTuo
"Mpoéypappa Alatyeia" kal dAAeg dlatdéeig”,

1. To M.A.28/2015 (A' 34) “Kwdikotroinon dlatdéewv yia mnv mpoécBaocn oe dnuooia
EYypaoga Kai oToIxEia”,

1a. To M.A.80/2016 (A'145) “AvaAnyn UTTOXPEWTEWY OTTO TOUG AIOTAKTES”

IB. YmapiBu. AAA: 97XT4690BA-817 AvadAnwn déousuong
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1. To levik6 Noookopgio KepaAAnviag, Aappdvovrag umroyn 1o avwrépw
OXETIKA, YVWOTOTTOIEI O€ KAOE evOIa@EPOMEVO OTI TTpORaivel o€ TTIPOCKANON UTTOROARG
TTPOOPOPAS yia TRV TTPONRBela  @iIATpWYV aipokdBapong yia Tig avdykeg Tng Movadag
TexvnTou NeppoU Tou I.N. KepaAAnviag , mpoitroAoyiofeicag darrdavng 36.996,11€

ouptr OMNA pe KPITAPIO KATAKUPWONG TNV TTAEOV CUHPEPOUCA ATTO OIKOVOUIKN dTToyn
mpooPopdg pévo Baocel TINAG

Katomiv toltwy, TrapakaAeioBe 6mmwg atrooTeilete o KAEIZTO ®AKEAO T1a €€AG:

I. Ta «AIKAIOAOIMHTIKA ZYMMETOXHZ»
Il. Tnv «TEXNIKH kot OIKONOMIKH NMPOZ®OPA» kai
lll. Ta «AIKAIOAOIMHTIKA KATAKYPQZHZ» Tng TTpopunBeiag, Ta otroia

TepIAauBAvouy Ta éyypaga Kal dikaloAoynTika Tou dpb. 80 Tou N. 4412/2016, katd
TEPITITWON.
EIAIKOTEPA:

Me Tnv évdeign «AIKAIOAOIMHTIKA ZYMMETOXHZ», kataTtiBevral Ta €EAG:
1. YmeuBuvn ARAWOCN TOU CUPPETEXOVTA WE TNV OTToIO va ONAWVETAL:

a. OTl ammodExeTal GAOUG TOUG OPOUG TNG TTapouoag TTPOoKANONG,

B. OTI N TTPOCPOPA ToU TTANPOI TTARPWG TIG ATTAITOUUEVEG TEXVIKEG TTPODIAYPAPES TNG
TTapouoag TTPOoKANONG,

Y. 0Tl 0 TTpoo@épwy OlaBETEl KATAAANAN Kal €TTOPKA UTTOdOoMN (e€EIOIKEUPEVO
TIPOCWTTIKO  KaI TEXVIKA PHECQ, KTA.) yia TNV €kTéEAEDN TNG oUpBaong,

0. OTI n TPoCPopd Tou 1IoXUEl Yia BIACTNUA TECOAPWY eKATOV gikoal (120)nuepwv
aTTo TNV ETTOPEVN TG KATAANKTIKAG NUEPOPNVIOG UTTOBOARG TWV TTPOCQOPWV

Me Tnv €évdeign «TEXNIKH ka1t OIKONOMIKH MPOZ®OPA », karatiBevral Ta EAG:

TEXNIKH MPOZ®OPA
H 1TARpPNG TEXVIKN TTEPIYPAPN] YIa TO UTTO TTpouNBEIa €idog aTnv eAANVIKA YAWOOQ, OTTWS auTh
TEPIYPAPETAl AVOAUTIKA OTIG TEXVIKEG TTPOBIAYPAPEG TNG TTAPOUCAS TTPOOKANCONG KAl Ta
OUVUTTORAAASEVA TTIOTOTTOINTIKA, WOTE VA ETTITUYXAVETAI AVTIKEIUEVIKI AgIOAOYNOT).

OIKONOMIKH NMPOzZ®OPA

H oIkovouIK TTpO0QOpPd TNG CUPKETEXOUCAG ETAIPEIAG, OTNV OTTOIO KATATIOEVTAI TA OIKOVOUIKA OTOIXEIA TNG
TTPOCPOPAG, SIANOPPWHEVA WS EEAG:

a. O1 mpoo@epdpeveg TINES Ba divovTal o€ eupw (EURO) kai Ba avaypdgovTal
apIBUNTIKWG KAl OAOYPAQWG. Z& TTEPITITWON dIaPOPOTToINONG ETALU TNG avaypa@OUEVNG TIHAG
apIBUNTIKWG Kal oAoypdpwg, AauBaveral uttown n TIFA oAoypdeweg.

B. ZTnv mpoo@opd Ba avaypdeTal To TToo0ooTO P.IM.A, £TTi TOIG EKATO GTO OTTOIO
UTTAYETOI N CUYKEKPIPEVN TTpouNBeia Kal Ba Bapuvel To Noookopeio.

Y- loxuel OT11 o1 TIUEC TNG TTPOCPOPAS €ival DECHUEUTIKEG VIO TOV avAdOX0 PEXPI TNV
oAokAfpwaon TNG oUhBaong. ATTokAgieTal 0TToIAdATTOTE avaBewpPnNon TV TINWY TNG TTPOCPOPAS
KAl oTTo100MATTOTE adiwan Tou avadoxou TTEPAV TOU TTPOCYPEPOUEVOU AVTITIHOU PEXPI TNV OPIOTIKA
TTapaAaBn TN TTPOUABEING Kal TRV ATTOTTANPWUA TNG.

O1 ouppeTéxovTeG 0TV dladikacia Tou dIaywVIoUOU UTTOXPEOUVTAIl TNV OIKOVOUIKI TOUG
TTPOCPOPG (o€ XwpPIoTH 6TAAN) va avaypdwouv Tig TIWEG Tou NMAPATHPHTHPIOY TIMQN kai Tov
A/A kKatd TNV nuepounvia katdBeong TnG TTPOCQOPAG. e TIEPITITWON TIOU TO €idog dev
mrapakoAouBeital atmé 1o NMAPATHPHTHPIO TIMQN autd 6a dnAwvetal ge utrelBuvn dnAwon.

Mpoogopég avwtepeg Tou NMAPATHPHTHPIOY TIMQN Ba atmmoppiTtovial wg aTapAadeKTEG.

Me tnv évdeign «AIKAIOAOINHTIKA KATAKYPQZXZHZ», karatiBeviar 6ca agopouv T
Eyypaga kai dikaioAoynTika Tou GpB. 80 Tou N. 4412/2016 kai TrepIAapBAavouv avaAuTIKOTEPQ:
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a. AmOCTTaoHa TTOIVIKOU MNTPWOU, N, EAAEiWEl auTou, 1I008UVANOU EyyPAPOU TTOU £KOIOETAl
atro appodia SIKaoTIKA 1) SIOIKNTIKA apXH TOU KPATOUG-UEAOUG ) TNG XWEAG KATAYWYAS I TS XWPAS
OTTOU €ival EYKATECTNUEVOG O OIKOVOUIKOG QOpPEaG, TTOU Va £xel ekO0BEi Ewg TPEeIg (3) PAVEG TTOIVI
até TNV UTTOBOAR TOu, aTTd TO OTTOIO va TTPOKUTITEI, OTI dEv €XOUV KOTAdIKAOOEi Pe TEAEGIDIKN
KATadIKAOTIKI a1ré@acnh, yia KATTolo atrd 1a adikfpaTa NG map. 1 Tou dpb. 73 Tou N. 4412/2016,
yla Kdmoio o1é 1o adIKfuata Tou Ayopavopikou Kwdika, OXETIKO e Tnv doknon NG
ETTAYYEAMOTIKAG TOUG OpacTnpIdTNTAg, 1 yia KATTol0 amd T1a adikAuata TnG utregaipeong, Tng
amaTnG, TNG ekBiaong, Tng TTAacToypagiag, TNG weudopkiag, TNG dwpodokiag kal Tng O6AIag
XPEWKOTTIAG.

To amméoTTacua agopd oToug BIAXEIPIOTEG, OTIC TTEPITITWOEIS TWV ETAIPEIWV TTEPIOPICHEVNG
eubovng (E.NM.E.), Twv Idiwtikwv Kegpahalouxikwy Etaipeiov (1LK.E.) kal Twv TTPOCWTTIKWY
etaipeiwy (O.E. kai E.E.) kai oTov Tpdedpo, Tov dieuBuvovTa cUPBoUAo KaBwg kal OAa Ta JéEAN Tou
AloIknTIKoU ZupBouliou yia TIG avwvupeg eTalpeies (A.E.) kal Toug ouveTaipiopoug,

H uttoxpéwon TTPooKONIoNS TOU WG GVW ATTOOTTACHUATOS GPOopd Kal OTa PMEAN TOU BIOIKNTIKOU,
O1EUBUVTIKOU A ETTOTITIKOU Opydvou Tou €v Adyw OIKOVOMIKOU QOpEa i OTA TTPOCWTTA TTOU £XOUV
gcouaia eKTTpoowWTTNONG, AQYWNG ATTOPACEWV A EAEyXOU O€ auTO.

B. MoTtotroInTIKG TToU €KOIBETAI ATTO APPOdIA KATA TTEQITITWON apPXN, Kal ival o€ 10XV KaTd

TO XPOVO UTTOBOARG Tou i TTou va €xel ekO0BEei £wg TpeIg (3) pAVES TTPIV aTTd TNV UTTOROAN Tou,
Q17O TO OTTOIO VA TTPOKUTITEI OTI O OIKOVOUIKOG QOpEAG eV £XEl ABETATEI TIG UTTOXPEWOEIG TOU OO0V
a@opd TNV KataBoAl PoOpwv Kal EI0QPOPWV KOIVWVIKAG ac@daAions (KUPIOG Kal ETTIKOUPIKAG). Z&
TEPITITWON €YKATAGTACAS TOU Tou oTnv aAAodaTtm, Ta  dikaloAoynTiIKA TngG TrePITTwong (2)
ekdidovTal hue Baon Tnv IoxUouca VOUOBETia TNG XWPEAG TTOU €ival EYKATECTNHWEVOG O OIKOVOMIKOG
QopE£ag, atod TNV oTToia KAl EKOIGETAI TO OXETIKO TTICTOTTOINTIKO.

MNa TNV ammédeIgn TNG EKTTAAPWONG TWV POPOAOYIKWV UTTOXPEWCEWY TTPOCKOMICETAI ATTOOEIKTIKO
evnuepdTNTag eKOI6OPEVO atto TNV A.AALE.

MNa v ammédeitn NG EKTTANPWONG TWV UTTOXPEWOEWY TTPOG TOUG OPYAVIOUOUG KOIVWVIKAG
ao@AaAiong TTpookopifeTal TioToTroINTIKO £KO1I0OUEVO aTTO TOV e-EDKA.

MapdAAnAa kataTiBeTal utreUBuvn dNAwaon OTI dev €xel €k0OEI BIKAOTIKN ] BIOIKNTIKA aTTépacn
Me TEAECIDIKN Kal SEOUEUTIKN 10XU yIa TRV aB£TNON TWV UTTOXPEWOEWV TOUG OCOV a®opd oTnv
KataBoAf @épwv A EI0POPWV KOIVWVIKNG aoPAAIong.

3) Y1elBuvn dAAwanN Tou TTPOCPEPOVTOC OIKOVOUIKOU (popéa OTI OV OUVTPEXOUV OTO TTPOCWTTO

TOU oI Adyol atTokAgiopoU Tou GpBpou 74 Tou v. 4412/2016.

2XETIKA e T €yypaga atrodeikTiKG péoa Tou dpBpou 80 Tou N. 4412/2016, o1 €VOPKEG
BeBaiwaelg yivovTal atrodeKTES, £QOCOV £XOUV ouVTaXBEei Ewg TPEIG (3) NAVES TTPIV aTTd TNV UTTOROAR
TOUG Kal Ol UTTEUBUVEG DNAWOEIG, EQOCOV £XOUV CUVTAXBE HETE TNV KOIVOTTOINoN TNG TTPOCKANCNG.

O1 utteBuveg dNAWOEIG TTPETTEI va €XOUV aANBEG Kal aKPIBEG TTEPIEXOUEVO, GAAWG ETTIPEPOUV
KUPWOEIG Kal va QEpouv uTtoypa®r PETd Tnv évapgn diadikaciag ouvaywng ouufaong (ATol n
nUEPoPNvia TNG TTapouoag TTPOGKANCNG).

KdaBe mmpoogopd cuvtdooetal oUuQwva e Ta avagepopeva oto N. 4412/2016 6TTwG autodg
TPOTTOTTOINBNKE Kal 1oXUel, oTnv EAANvIKA TAwooa kar utroBdAAetar  ENTYTA otn &ielBuvon

FPA®EIO NMPOQTOKOAAOY 'NB KEDGAAAHNIAZ 3¢ kdOe TTpoo@opd v avagépovTal Ta €EAG:

a. nAEgn «MPOZPOPA» pe kepahaia ypdupaTa,

B. n emwvupia NG avaBétoucag apxns (o TTANPNG TiTAOG TNG YTINpeaiag TTou dIEvepyei TN
dladikaoia),

Y- O TiTAog TG oupPBaong (To avTiKEigevo TG TTPOUABEIaG),

6. n KATaANKTIKA NUEpounvia (nuepounvia ARENG TTpoBeapiag UTTOBOANS TTPOCYOPWYV),

€. TA OTOIXEIO TOU OIKOVOUIKOU Qopéa (ATTOOTOAEQG).

KaTtaAnkTikf nuepounvia utoROANG NAEKTPOVIKNAG TTPOCPOPAS TNG OlaywVICTIKAG dladikaciag
opiCetal n MAPAZKEYH 30/10/2026 ka1 wpa 13:30 M.M. katd Tnv otroia Ba dievepynBei kai n
ammooPPAyIcn TWV TTPOCPOPWY OTTO TNV APHOdIA ETTITPOTTH.

O1 TEXVIKEC TTPOdIaYPAPEC TWV UTTO TTPOMNBEIa €10WYV, ETTIGUVATITOVTAI OTO TEAOG TNG TTapoUcag.
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MpbéoBaon ota éyypaga: H MpdokAnon eivalr avaptnuévn otn AIAYTEIA ka1 oto KHMAHZ,
e H mpoo@opd Ba atreuBuveTal oTo ypageio TrpopunBeiwv Tou IN.N. KepaAAnviag.
Mpooopd Tou Ba utrepPaivel TNV TTPOUTTOAOYICOUEVN daTTAvn Ba ATTOPPITITETAI WG ATTAPADEKTN.

* XpOvog 1oxU0g TTpooopwyv: Ekatodv gikoor (120) nuépeg.

* O TTpoPNBEeUTHG UTTOKEITAI OTIG VOUIUEG KPATHOEIG.

* To k6oTOG PETAPOPAG, TTapadoang Tou €idoug Baplvel Tov Avadoxo.

* ET1i TNG TTpOoCc@Oopdc oag va avaypd@eTe & Tov XpOvo TTapddoong Tou UAIKOU.

MNa 611 dev TePIAAPPBAvVETQI OTNV TTAPOUCA, IoxUoUV oI TTePi TTpounBeiwv « NOMOI-AIATAZEIZ».

MapakaAw OTTWG ATTOOTEIAETE TNV TTPOOPOPA 0aG OTNV KATWOI diguBuvon:
FENIKO NOZOKOMEIO KESGAANAHNIAZ

>OYHAIAZ APTOZTOAI

KE®DAAONIA TK 28100

NA KATATEOEI 2TH TPAMMATEIA

NA MHN ANOIX®EI AIO TO NMPQTOKOAANO

O AIOIKHTHZ
TOY I''N.KEDGANAHNIAZ
A/A

KAAYWQ AANEAATOY
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TEXNIKEZ NMPOAIATPA®EZ OIATPQN AIMOKAGAPZHZ
ENAEIKTIKOZ NMPOYMNOAOIIZMOZz

Ta Tpog TTpounBeia QiATpa Ba TTPETTEI va TTANPOUV TIG KATWOI TTAPAPETPOUG :

Katnyopia A2 (QiAtpa pe ouvBeTikéG pepBpaveg) IN VITRO Kuf>20
mli/mmHg/h/1.0mz kai etmipaveia pepBpdvng > 1,5 mz

Karnyopia

Ap18u66 @iATpwv AMK

KaBdpoeig ouciwv (> ....) og ml/min pe
Qb300mi/min ka1 Qd500mli/min, Qf 0
ml/min

Eidog

MEUBPAVNG
@iATpou

Eidog
amTooTEi-

Oupia | Kpea- Pdwogo | Bir.B12 Ivou-
TIvVivn PIKA Aivn

pwong

Emipaveia pepppdvng
KUF/m2> 20mi/h.mmHg

@iATpou m?2
SiapartéTnTag B2-M>...

TuvteAeoTAG

KvoupiagKGT,
eAGY10TO

ZuvodEg YPapUEG YIa

pnxdavnua TN

A2

132

KpdauatroAuaiBepo
OOUAQOVNGKAITTOA
uapuAaivng(TroAu
HEPIOPEVOCTIOAUE | 5 1 | So0 | 260 | 240 230 170 115 | 1000 | 0,8 | y-akTivooAia
oTépag
TUTTOUPEPA)

Nikkiso

DBB-
EXA

A2

144

KpdpatroAuaiBepo
OOUAQOVNGKAITTOA
uapuAaivng(TroAu
MEPIOUEVOSTIONUE | 4 | 550 | 255 | 235 225 160 110 | 950 | 0,8 | y-akTivoBoAia
oTéPAg
TUTTOUPEPA)

Nikkiso

DBB-
EXA

A2

144

MoAucouApovn
ETTIKAAUPPEVN
EOWTEPIKA E

udPOPINO OTPWHA
YéANG (TUTTOU
Rexbrane)

21 >20 280 270 250 190 100 1500 0,8 y-akTivoBoAia

Nikkiso

DBB-05

A2

144

MoAucouApovn
ETTIKAAUMMEVN 1,8 >20 270 260 245 180 90 1400 0,8 y-akTivoBoAia
EOWTEPIKA UE

udpoYPIAO OTPWUA

Nikkiso

DBB-05
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6
YéANg (TUTTOU
Rexbrane)
Nikkiso
MoAucouAgpovn
A2 | 120 TOTTOU 2,1 >20 280 265 255 195 135 1500 0,8 y-akTivoBoAia | DBB-05
Polynephron
Nikkiso
MoAucouAgpovn
A2 | 144 TUTTOU 1,9 >20 275 260 250 190 125 1350 0,8 y-akTivoBoAia | DBB-05
Polynephron
ZYNOAO OIATPQN 828 * 23,80= 19.706,40 *6% 1182,38 =
20.888,78
Katnyopia B2 (®iAtpa pe ouvOeTikéG pepBpdveg) IN VITRO
Kuf<20ml/mmHg/h/1.0m2 ka1 em@avela pepBpavns > 1,5 me
KaBdpoeig ouciwy (> ....) oe ml/min pe
Qb300mli/min ka1 Qd500ml/min,Qf 0 g
v w | T ml/min c
= 3 S ) o
< Eidog 3 € - 5 EiSog >
> , Q £ = = . A
3 HEMBPGVNG a = S =] aTTooTE- w
E‘ @iATpou W & Oupia | Kpea- | Gwogo | Bit.B12 | Ivou- g e pwong 3 z
3| & s gl © Tivivn piKd Aivn a o E g5
2l o I 3 '6 o . w =
o O > ° D] h=/ 2 . w <
> 3 ‘o al E < > w A n >
£ |3 2 cg i3 2%
| < i3 2 ¥ § 2@ Y
MoAucouAgpovn
ETTIKAAUPPEVN Nikkiso
E0WTEPIKA PE . i
B2 | 132 USPOPIAG 1,8 | <20 265 | 250 195 115 2‘6(')""’ 1100 '26:“" y-akTivoBoAia | DBB-05
OTPWUA YEANG P P
(TuTTOU
Rexbrane)
lMoAucouAgpovn
ETTIKAAUPEVN Nikkiso
E0WTEPIKA PE , ,
B2 | 132 USPOPIAG 21 | <20 275 | 265 | 210 125 2‘6;‘“"’ 1300 '25:“" y-akTivoBoAia | DBB-05
OTPWUA YEANG P P
(TUTTOU
Rexbrane)
Nikkiso
lMoAucouAgpovn . .
B2 | 144 T0TIOU 1,9 | <20 265 | 250 | 220 140 2‘2(')“"’ 1100 ':2(')“"’ y-akTivoBoAia | DBB-05

Polynephron
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7
Nikkiso
MoAucouApodvn . .
B2 | 120 T0TIOU 21 | <20 270 | 260 | 225 155 | A29® | qou0 | AP | rvoBodia | DBB-05
opo 0po
Polynephron
Nikkiso
Turou ABIG ABIG
I |
B2 | 72 TOAUEBAKPUAIK |y o | o | 250 | 210 | 155 100 900 y-akTivooNia | DB
oUuEeBUAIoU — ©0p0 ©0p0 EXA
PMMA
Nikkiso
TuTTOU ABIS ABIS
[o] 1a
B2 | 204 | MoMumEBaKpUAIK |, 0 g 255 | 220 | 165 110 950 y-akTvoBoNia | Do
oupeBUAIoU — 90po 90po EXA
PMMA
ZYNOAO OIATPQN 804 * 18,90 = 15.195,60 *6% 911,73 =

16.107,33

["evikoi 6pol

1.

KdaBe @iATpo Ba ouvodeUeTal, UTTOXPEWTIKA oTTd apTnplakn Kal QAERIKNA
YPOUMNA, KAaTGAANAN yia Ta pnxavruarta aipok@dapaong TngMovadog TexvnTou
Neppou Tou Nooookopegiou pag (6TTWG ¢nTouvTal OTIG TTPOdIAYPAPEG).
Emonpuaiveral 611, 0Tn TIPK Tou QiATpou TTepIAauBAvETAI N agia TG ApTnNPIaKAS
Kal QAERIKAG YPOAPUNG.

Ta @iATpa TexvnToU vEQPOU Kal o1 apTNPIOPAEBIKEG YPOUUES TTPETTEI VA PEPOUV
onpavon CE, étrwg mpoBAéteTal ammd Tnv EAAnvikr NopoBeaia.

O1 mpoo@épovTeg Ba TpéTTel va KataBéoouv, av {ntnBoulv, TTARPN TEXVIKA
oToIxeia, otnv EAANVIKN YAWOOQ, PE TAXAPAKTNPIOTIKA KAl TIG ETIOOCEIC TWV
QiATpWY,  OTTWG  aQutd  avo@EPOVTal  OTA  ETTONHA  EVNUEPWTIKA
QUAAGSIa«prospectusy Twv  KATOOKEUAOTIKWY  OiKwyv, Ta oTroia  Ba
OuVUTTORAAAOVTAl UTTOXPEWTIKA. Ta TEXVIKG XOPAKTNPIOTIKA TWV QIATPWY TTOU
¢nTouvTal gival To €i60g KAl N YEWUETPIa TNG MEUPPAVNG (aocUuueTpn A 6XI1), TO
TTAX0G TNG MEMPBPAVNG,N ECWTEPIKN DIAPETPOG TWV AUAWYV TWV TPIXOEIBWY (OXI
MIKPOTEPN amd 180 um) kain OUVOAIKA ETQAveld TNG MEPPPAvNS, O
OYKOGTTAPWONG TOU aIJATIKOU SIaUEPIOUATOS, O OUVTEAEDTNG UTTEPDINBNONG
(Kuf)kai 1o €idog atmooTeipwong. O1 emddoeig Toug TTPETTEl va didovTal JE TV
TiuR  KoAgupiae, KOBWG Kai  INVITROpeTprioelg Twv KaBapoegwy oupiag,
KpeaTivivng,ewao@oépou, PBitauivng B12kanvouAivng, TouAdyioTov oe pon
aipatog 300 ml/min,poRy diaAUpaTtog 500 mi/minkar puBuod utrepdinBnongO
mi/min (avagopd o¢ INVITRO petpriocig kabdposwv o€ TTEPICOOTEPES
OIAPOPETIKES POEG AiATOC Kal OIGAUUATOG — TTOU TTICTOTTOIOUV TNV aKpifEla TNG
TIUNG KoAqypiac - KaI pUBHOU UTTEPdINBNONG €ivarl eTBUUNTH).

O1 TTpoc@EpovTEG Ba TTPETTEI VA KATABEOOUV / ONAWOOUV OTOIXEID OXETIKA ME
TN TEXVOAOYiIa TTAPAYWYAS TWV QIATpwY (e@apuoyr vavoTexvoloyiagotnv
KATAOKEUN TNG MEMPPAvNG, n aoUPueTpn OOMN TNG, N KUMOTOEIONG
Olaudpewaon Twv TpIXoedwv Kal n atmoucia BPA amd tn peuBpdvn, 10
TEPIBANPA Kal TO UAIKO ayKUpwaongeival ETTIBUPNTA XOpakTNPIoTIKA), TN Xwpea
TTOPAYWYNAG TOUG, o€ XWwpes TNG EupwTraikng ‘Evwong , otig HIMA kai otnv
latTTwvia.
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QiATpa 1TOU dev EKTTANPWVOUV TO OUVOAO TwV TTPOBIAYEYPOUUEVWY TTAPAPETPWY
aTToppIiTITOVTAl.

MNa Tnv emAoyn PETAEU QiATpwy TNnG idlag pepBpdvng Kai emmigaveiag 8a Anedei utr’
oyn:

e H epapuoyn vavoTexvoloyiagoTnv KATaoKeUr TNG MEMBPAVNG,N ACUPPETPN
OounA TNG PePPBPAEVNG Kal N KUUATOEIBNG SIaudp@waon TWV TPIXOEIDWV EVTOG TOU
@iATpou, TIOU €ival MPEYIOTA OUYKPITIKA TTAEOVEKTANATA.O CUVTEAEDTNG
ETTIPAVEIOG PETAPOPAG PALAG (KOAgypiac) TOU QIATPOU (0€ @iATpa idlou TUTTOU
TPOTIHWVTAI  QUTG  pE  PEYOAUTEPO  KOAgusiac). Avayvwpiletal  O1I ol
invivokaBdpoeig ouaiwy gival SIGQOPETIKEG Kal CUVABWG PIKPOTEPES ATTO TIG
invitro Tiuég. Emonuaivetal dpwg, 6Tl N KABapon HWIKPOU poplakou Bdpoug
ouoIwv (oupiag) peTpdTalinvivo, KAtd Tnv OIAPKEID TWV OUVESPIWV
aigokadBapong, kKal dev TIPETTEl va aTTokAivel ouoiwdwg (>20%) atrd Tnv
TpoBAeTTOpEVN (MEOW KOA) yia TV e@appoldpevn aipaTikr) por).Me otaBepd
(>50% TWV invivo peTpriocwv) diatmioToupevn amokAion > 20% PeTagu Twv
invivo PETPOEWYV Kal TwV invitro TIHWV KaBdpoewv oupiag, n cupBacn Ye Tov
TTpouNBeuTH Ba KatayyEAAETal.

e O ouvreAeatg diafarotntag (SC) Tng B2 MiKpooaipivng (oe @iATpa
Katnyopiag A2 idiou TUTTOU, TTPOTIHWVTAI AUTA PE ouvTeAEoTH dlaartoTnTag B2
HIKpoo@aipivng TTANCIEoTEPa OTNV TIPA 1).

e H BiooupBardémTa Twv @iIATpwY, OTTWG TTPAKTIKA SIATTIOTWVETAI OTTd TOV
OlapopeTIKO Babud evepyoTtroinong Tou pnxaviopou Tng TTAENG Tou aiuaTog,
oTtn dIdpPKEIa TNG aIdoKABapaong, atmd SIaPOPETIKA QIATpa ue idia pepBpdvn,
oedopévou OTI N BIOCUPPBATOTNTA TOU QIATPOU DEV CUOXETICETAI OVOOT|HAVTO
ME TO €idOG TNG MEMPBPAVNG, aAAG PE OAn Tnv TEXVOAOYIO KATOOKEUNG TOU
@iATpou (UAIKO aykUpwOong TwV TPIXOEIBWY, ICONEPNG KATAVOUNTWY OTOMIWV
TWV TPIXOEIBWY OTO UAIKO aykUupwaong, TEAIKN Slaudp@won Twv OTOUIWY TwvV
TPIXOEIDWYV ATTO TOV TPOTTO KOTTAG TOUG, KABwGKal To €i60¢ TWV UTTOAOITTWV
UAIKWV o@payiong Tou @iAtpou). H BiooupBardtnta dev utropei va eAeyxOei
TTapd WOVO ueE Tn Xpron Tou @iAtpou. Metd Tnv uttoypan cUupaong HE
TIPOUNBEUTEG, N OTABEPAG BIATTIOTOUUEVN augnuévn BpouBwaon idoug QiATpwv
(eite OAIKRA, TTOU 0ONnyei TN cuvedpia alpokaBapong o€ OIOKOTIN, €TE UEPIKN,
OTTwG OdIOTIOTWVETAI OTO TEAOG TnNG ouvedpiag amod  peydAo apiBuo
Opoupopévwv TPIXOEIBWY Kal ONUAVTIKA HIKPOTEPNG KABapong oupiag), n
otroia dgv TTapaTnpEiTal avaloya, ue GAAa QiATpa TToU XPNOIWOTTOIE N Jovada,
n ouufacn He TOV TTIPOUNBEUTA YIG TO GCUYKEKPIYEVO €idog QiATpwy Ba
KatayyEéAAETal.

® H TeKUNPIWPEVN XPAON TwV TTPOCPEPOPEVWV QIATPWY HE TNV idIa 11 GAAN
ovopagoia, aAl\d kalr pe Ta idla TEXVIKA XAPAKTNPIOTIKA Kal €mMOOCEIS, O€
VOOOKOWEIO 5 TOUAGXIOTOV EUpWTTAiKWY KPATWV.
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