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MANEMNIETHMIO Ap. NMpodt.: 45132
OELILAAIAZ

MPOXKAHIH EKAHAQLHI ENAIAGEPONTOX

(y1a bTToROAA TTPOTACNG, CLVAWNGS CLURACNG KICBWONG £PYOU, ISILTIKOV
Sikaiov)

O EbikdG Aovyapiaocuodg Kovbuhiv Epevvag tou [MavemoTtnuiov ©@eoocaAliag, oTo TAdiclo
LAOTTOINONG TOL £PELVNTIKOL £OYOL KAVATITLEN Kal HEAETN KAIVOTOHOL CLOTAHATOG EVEOAYYEIAKOL
ptTaloviod yia ThV TOTIKN XOopNynon Kaivotopouv ¢papudakov (CLEVER BALLOON)» Tng Mpdagng e
Kw6. T2EAK-03677, MIS 5070931, kail kwbikd EAKE 6630, pe EmoTtnuovika YmevbBovo tov Kabnynt
TOUL levIKoL TUAUATOC AGPIcCAG ToL MAVETOTAPIOL GecoaAiag, KUPIO MoOLAG AvApyLPO, TO OTTOIO
éxel evtaxBei otnv Evidia Apdon KpaTtikwv Evioxboewv Epeuvag, TexvoAOYIKAG AvATITLENG &
Kaivotopiag «EPEYNQ — AHMIOYPIQ — KAINOTOMQ» pe Kwdikd OMX 2076, oto Emixeiponoiako
MNooypaupa  «AVTAy@VIOTIKOTNTA  Emixeiponuatikdtnta  kal  Kaivotopian  (EMAVEK)  mmou
ouyxpnuatodoteital amd 1o Evpwtdikd Taueio Mepipepeiakng Avamtoéng (ETMA) kal €éBvikobG
TTOPOLC.

Aaupdavovrag vmroyn:

1. Tic Siatageic Tov APBPOL 24 ToL V. 4386/2016 «PLOUICEIC VIO TNV ELELVA KAl AAAEC SIATAEEICN.

2. Tic Silatageig Tov APOpPoL 64 TOL V. 4485/2017. «OpPYAVWON KAl AETOLPEYIA TNC AVATATNG
EKTTAISELONG, PLOUICEIS YIA TNV £PELVA KAl AAAES SIATALEIC)

3. Tic &iataeg Tou ApBpov 93 ToL V. 4310/2014 (PEK 258 A/8-12-2014) «Epevva, TexVOAOYIKA
AvamTugn kal Kaivotouia kal AAeG SIATAEIcy, OTTS ALTO TPOTTOTTOINBNKE ATTd TO APBPO 24 TTap. |
TOL V. 4386/2016 (PEK 83 A/11-5-2016) «PLBUICEIS yIa TNV £pELVA KAl AANEG SIATAEEIC).

4. Tov Obnyo Xpnuatododtnong kail Alaxeipiong Tou Eisikob Aoyapiaouol KovSuAiwy Epevvag Tou
MavemoTnuioL @ecoaAiag, OTTwGS IoxLEl. (PEK 3895/14.09.2020).

5. Tnv ue A.M. 4604/B1/1055/28/08/2020, 'ERSoun (7n) tpotromoinon NG MNpdokAnong LTTOROAAC
QAITACEWY XPNUATOSOTNONG £0ELVNTIKAYV EpYwY OTNV Eviaia Apdon KpaTtikayv Evioxboewy ‘Epeuvag,
TexvoloyiKAG AvamTugng & Kaivortopiag «EPEYNQ — AHMIOYPIQ — KAINOTOMQ» Ttou E.M.
CAVTAy@VIOTIKOTNTA, ETTiXEipnuUaTIKOTNTA Kal KarvoTopia (EMAVEK)», EXMA 2014 — 2020.

6. To apBpo 12 g v’ apiB. 137675/EYOY 1016 (PEK 5968/B/31.12.2018) YmouvpyIkAG ATTOPACNG
TOOTIOTTOINONG KAl avTIKATAoTAong Tng omm  apl®. 110427/EYOY/1020/20.10.2016 (DEK
3521/B/YToupyikAG  Amogaong  «Tpomotroinon KAl avTkatdoTracn  Tng Lo apib.
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81986/EYOY712/31.07.2015 (PEK1822/B) YTTOLEYIKAC ATTOPACNG KEOVIKOI KAVOVEG ETTIAEEIUOTNTAG
Sarmravoy yia 1a Tpoypdaupata Tou EXMA 2014-2020-EAeyXol VOUIMOTNTAC SNUOCIiwY CLUPRACEWY
ouyxpnuaTodoToLUEV®Y TTPAewY EXMA 2014-2020 ammd Apxég Alaxeipiong kail Evéiduecoug dopeis-
AlQSIKACIA EVOTATEWY E£TTI TV ATTOTEAECUATWY AfIoAOYNONG TTRAEED VY.

7. Tnv ue A.M. EYAE ETAK 4574/29.9.2020 Attogpacn Eviaéng Tng MNpedéng ue TiTAo «AvamTuén kai
HEAETN KAIVOTOUOL OLOTAPATOG £VEOAYYEIAKOL MITAAOVIOUL Yia TNV TOTMIKA XOPHynon Kaivotopou
PappakoLvyn Kal KSIkO MIS 5070931,

8. Tnv amd EZE0041999/001/24-09-2021 amdpacn £ykKpIoNg ToL TEOBTTOAOYICUOL TOL £PYOU,
OOUPWVA e TNV OTTOIA TTPOKOTITEI OTI LTTAPXOLY Ol ATTAITOVUEVEG TTIOTWOEIG YIA TNV KAALYN TNG
samavnc yia N cbvayn TNG v Aoy oLUPaoNG (AAA: 92BT469B7=-65P).

9. Tnv amd EZE0041999/002/24-09-2021 amdpaon avaAnwng LTtoxpéwong Tou TMpoédpou NG
EmToothg Epeuvayv karl Alaxeipiong 1ov EAKE, n omroia KaTaxwpeiodbnke oTo MNTPWO AeCUELTEWY
TOoL EI6IKOL Aoyapiaouob KovsuAiwy Epevvag Aaupavovtag (AAA: INEY469B7=-T6D).

10. Tnv atd 20/2020/24-11-2020 ammdpaocn Tou apuodiov opydvou Tou EAKE e TNV oT10ia 0pioTnKE
n Emrpor) AfloAdynong (AAA: W2YT469B7=-QHIM).

11.Tnv amo 19/2021/05-10-2021 amdégaon Tou appodiov opydvou Tou EAKE ue TNV oTroia eykpiBnke
TO QITNUA SlEVEQYEIAG TTOOOKANCNG eKSNAWONG evoIapEpovTog (AAA: WBAT469B7=-NQZ).

ANAKOINQNEI

TNV mapoboa MPOoKANON £KSNAWONG evdlapépovrog yia TNV LTTOROAN MpdTaong yia covayn
ovupacng HiocBwaong £pyou 16ITIKOL Sikaiov, amd QLOIKO TTPOCWTIO, OTO OTToI0 Ba avaTedei N
TAPAYWYN TAPASOTEWY, SIAPKEIAS ATTO TNV NUELOMNVIA LTTOYPAPNACS TNS CLUPACNG €S 30/11/2022
pe duvaToTNTa cLVAWNGS VEAG CLPPAONG XWPEIC TN SlEVEPYEID VEAG TTPOCKANONG €WC TN ANEN TOL

€oyou, ATol 28/03/2023 1) TV TLUXOV TTAPATATEDY TOL, WG AKOAOLOWG:
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Me tn ouyxpnuatodotnon tng EAAGdag kat tng Eupwnaiknig Evwong

A. NEPIAHWH MPOXKAHIHX

Avamroén Kal HENETN KAIVOTOHOL OLOTAHATOG
evéoayyeiakod JTaloviobd yia TRV TOMIKA Xopnynon

‘Epyo KQIVOTOHOL papudakou (CLEVER BALLOON)
YOVOTITIKN TTEQIYPAEPN TOL AVTIKEIUEVOL TOL £OYOL TLVOAIKA
MNapdptnua ll

©éon (1) BioAOyOG

ApPIOUOC aTOUWY ‘Eva (1)

AVTIKEIUEVO

YTopuetoxn omg Evotnteg Epyaoiag: EE1, EE2 «kai EES3.
AlgEaywyn in vitro peAetdv, ATOI TTEIPAUATWV €MiSOACNG
PAPUAKRDV o¢ KOTTOPQ, EPAPPOYEG uEBOSwV
KOTTAPOKAAANIEQYEIQG, AALCOISWTNAG avtiépaong
TTOALUEQPACNG, AVOCOATTIOTOTIOUATOC KATA  western  kai
oLVAPWY PEBOSWY. AIEAYWYr EKXLAICEWY KAl XNMIKWV
AvaALOEwY Vh3 xpnon XPWUATOYPAPIAG Kal
pacuartookotiag palagc.

MNakéTo epyaciag

EvotnTta Epyaociag 1: Avamtoén Texvoioyiag Drug Coated
Balloon, DCB

Evotnta Epyaciag 2: In vitro peAéTeg

Evotnta Epyaoiag 3: In vivo PJEAETN TGV XAPAKTNPICTIKGWY TOL
DCB

Aldpkeia Youpaong

ATIO TNV nuUEPOMPNVIA LTTOYPAPNS TNG oLUPRACNS £WC
30/11/2022 pe duvatodoTnTa cLVAWNS VEAG CLUPRACNG XWEIG
TN Slevépyela véag TTPOoKANONG £0C TN ANEN ToL £pyou, ATOI
28/03/2023 | TV TLXOV TTAPATATEWDY TOL

YOVOAIKO KOOTOG £QYOUL

To NpobmoAoyioBév TTood auoIpng opiletal og €18.000,00 kal
dvvaTtal va Slapoppwlel cLUPWVA Pe TNV EEAIEN kal Ta
TTOOPRAETTOUEVA TOL £OYOU.

To WG Avw Tood TEPINAPPRAVEN TNV APOIPr TOL SIKAIOLXOU,
TAONG PLONG VOUIUEC KPATNOEIC, AOPANOTIKEC EI0POPES
epyodOTN €OCTOV O SIKAIOVXOG EUTTITITEl OTIC SIATAEEIC TOL
ApBpou 39 rap. 9 Tov v. 4387/2016, kal ®.M.A o€ TTEQITITOON
LTTAYWYNG TOL SIKAIOLXOL O¢ KABeoTWS P.M.A.
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ToOTToG TTAPAAAPAS avaTeBévTog
£EPyou

£pYyou.

H opBn ekTéAeon KAl O £AeyXOG TOL TTAPASOTEOL £pyoL Bd
TIOTOTTOIEITAl e PERAidON TTAPAACPAG KAl KAANG EKTEAECNG
TOL TTAPAXBEVTOG £PYOL ATTO PEPOLG TOL SIKAIOLXOL, N
otroia Ba vTToypdageTal amod Tov EmMoTnuoviKo YTTebBuLvo ToL

TOTTOG TTAPOXNG £PYOL/EPYATIAg

FevikO Tunua Adpicag, MavemoThuio @ecoaliag

B. AMAITOYMENA MPOXONTA

Mroxio BioAovyiag ) AAANG cuvaeoLg edikoTNTag amd AEl Tng EAAGSOG 1 Touv e€wTEPIKOL

avayvwplouévo amod 1o AOATATM

MEeTATTTOUXIOKOC TITAOC OTTOLSV OTIC PICIATEIKES ETTICTAUES /KAl OTNV KAIVIKA Bloxnueia n/kal

2 HOPIAKN SIAYVWOTIKA 1 AANOG CLUVAPNAC UE TO AVTIKEIUEVO TOL £OYOL

3 ATTOSESEIYUEVN ETTAYYEAUATIKY EUTTEIRIA TOLAAXIOTOV £€1 (6) UNV@Y O LYPN XPWHATOYPAPIA HE
pacpatookoTtia yalag HPLC/MS/MS

4 ATTOSESEIYUEVN ETTAYYEAUQTIKN) €UTIEIQIA TOLAAXIOTOV £§1 (6) UNV@V O€ TEXVIKEG PIOXNUEIQG
HMOPIAKNAG PloAoyiag kai e18IKOTEPA KLTTAPOKAANIEPYEIEG RT-PCR, Western blotting

5 KaAn yvaon ayyAKAG YAWooag, OTTwG armodekvoeral Pe Pacn 1o 1 M.A 146/2007 o¢
oLVSLACUO PE TO TEAELTAIO £6APIO TNG TTaP.1 ToL dpPBpouv 1 M.A. 116/2006

. MPOXOETA MPOXIONTA - KPITHPIA BAOMOAOTIA
ATTOSESEIYUEVN ETTAYYEAUATIKN EUTTEIQIA TTEQAY TWV £E £0G 25%

1| (6) pnvov o  vyphn xpwuatoypagia e | (Ewc 1 £10G: 12,5%, mave amo 1 £T10G:
pacuatookoTia palag HPLC/MS/MS 25%)
AtroSebelyuévn ETTAYYEALATIKN euTTEIpia o¢ .
QAVTIKEIUEVO OXETIKO HE TIPOTSIOPICHO TNG YOVISIOKAC . . kg 25% C oo

2|, . - (€wcg 1 €106: 12,5%, mavw amo 1 £T10G:
ekppaong pe real time- PCR (RT-PCR) kail TpwTteivaoyv 25%)

ue western blotting kal KUTTAPOKAANIEQYEICV.
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Me tn ouyxpnuatodotnon tng EAAGdag kat tng Eupwnaiknig Evwong

ANPOCIELOE! o€ EMOTNUOVIKA  TTEQIOSIKA  O¢ twg 15%
8 O\r/]#KEi EVO og ETIKO E TO O\Z}IJKd EVO T peéo (5% ava énuocievon, €G3
H X H H ne ne dnuooieboeEig)
Avakolveoeig oe SIEBvr ouvESpIa o€ AVTIKEIUEVO | fes ].5% .
4 . . . (5% ava avakoivwon, £wg 3
OXETIKO e TO QVTIKEIUEVO TNG Béong .
AVAKOIVWTEIG)
£66 20%
5 | MpoCwTIIKA CLVEVTELEN (H BaBuoAoynon Ba yivel ye paon 1a
KPITAPIA TNG CLVEVTELENG)

1. AIEYKPINIZEIX

1.1 O uTTOWAPIOG avadoxoc Ba &xel OTevr ETTIKOIVAVIA KAl OLVEQYACIA pE Tov ETOTNUOVIKO
YmrebBLvo ToL Epyou. O LTTOWNPIOG AVASOXOG, ETTIONG, EVOEXETAI VA CLUMETEXEl O CLVAVTNOEIG
EQYACIAg, NUEPISEG, CLVESPIa OTA TTAQICIA CLVEQPYATIAG KAl SIAXLONG TOL £PYOUL.

1.2 H mpoopéTpnon povadwy PaBuoAdynong TTPaAyUATOTIOIEITAl YIA TA TTOOCOVTA EKEVa Ta OTToia
AvVAPEOOVTAI OTA CLVEKTIUWUEVA TTOOCOETA TIPOCOVTA — KPITAPIA TNG TTPOOKANCNG KAl RpickovTal
O€ AVTIKEIPEVIKA CLVAPEIT PE TIC ATTAITACEIG TOL £QPYOU.

1.3 O1 evliapepouevol 1) 6col atrd avToLS KPIBoLY KATAAANAOI (TTANPOLY SNACdH Ta ATTAITOLUEVA
TTPOCOVTA — KPIThPIA) Ba KANBoLV Ot cLVEVTELEN OTNV oTtoia n EmTtpotn AfloAdynong Twv
MNpoTdoewy Ba aflohoynoel TNV KATAPTION, TIG IKAVOTNTES , TNV ETTAYYEAUQATIKY) COPTIEQIPOPA, TNV
KATavONoN TV ATTAITNOEWY TOL AVTIKEIUEVOL TOL £PYOUL KAl TLXOV TTPOCBETA TTPOCOVTA, KABWG
KQI TN OCLVOAIKA EIKOVA KAl TIPOCWTTIKOTNTA TV LTTOWNPIWV.

1.4 Xe TrepiTToon OTTAPENG POVO Wiag aiTnoNG LTTOWNEIOTNTAC YIA TNV TTAPATIAV® BECN, LPICTATAI
n duvaToTNTA PN SIEVEQYEIAC CLVEVTELENG LTTO TNV ATTAPAITNTN TTEOLBTTOBEeCN OTI O LTTOWNPIOG
TTANPOI Ta TTAPATTAV® aTtaiTobpeva TTeocovTa (B. AMAITOYMENA MPOIONTA) mTou opiovTal yia
TN Béon avtn. Emiong veioTtatal SuvaTdTNTA PN SIEVEQYEIAS CLVEVTELENG OTAV TA LTTOAOITTIA (EKTOG
NG TTPOCWTIIKNG CLVEVTELENG) TTPOCBETA TTPOCOVTA-KPITAPIA TOL TTPOTEIVOUEVOL LTTOWNPIOL
BaBuoloynBoLyV pe aplBuUd POoPIY TTOL &ev PTTOPEl va LTTEPKEPAOTE ATd TA POPIa TNG
OULVEVTELENG, LTTO TNV ATTAPAITNTN TEOVTOBeoN OTI O LTTOWNPIOG TIANEOI TA TTAPATIAVEL
amrairovpeva MpooodvTa (B. AMAITOYMENA MPOIONTA) Tou opifovTal yia Tn B6Eon auTr.

Ol BepaTikéG evOTNTEG KAl TO CLOTNPA PABUOAOYNONG TTOL Ba XEPNCIUOTIOINGEI OTN CLVEVTELEN
TEQIYPAPOVTAl OTOV AKOAOLOO TTiVAKA:

A/A OeuaTikn evOTNTA CLVEVTELENG TOVTEAEOTNG RapLTNTACG
1 MPOCWTIKA OToIXEIA KAl eVOIAPEPOVTA 10%
2 EmmayyeAUaTIKr) CLUTTEQIPOPA KAl IKAVOTNTA ETTIKOIVGVIAG 20%
3 IkavoTNTA €MTLXOLS 5PACNG OTO TTATICIO TNG OPASAG 20%
4 Katavonon Twv amaimmoemy ToL AVTIKEIUEVOL TOL £OYOL 30%
5 Kivntpoa urropngidtntag 20%
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2. AIKAIOAOTHTIKA YYMMETOXHX
2.1 Npétaon Ivvayng IvuPaong MicBwong 'Epyou (PA. NMapdptnua l).
2.2 BloypapIKO INMEI®UA TRV eVOIAPEQOUEVMY, TO OTTOI0 BA CLVOSEDETAI ATTO TA AVTIYPAPA TWV
SIKAIOAOYNTIKGVY TTOL LTTOOTNEICOLY TA TEPOCOVTIA TIOL AVAYPAPOVTAl COTO PIOYPAPIKO TWV
EVSIAQEPOUEV@Y, OTTWG TI.X. TV TITAWY OTTOLSWY, TTICTOTTOINCEWY, PERAIDOLDY TTPOVTTNEECIAG,
AAAG KAl KABE AANO OTOIXEIO, TTOL TEKUNPIWVE TG OCA AvAPEQOVTAl OTO RBIoypapiKO onueiwua.

2.3 YmevbOovn dnAwon touv v. 1599/1986, oty ot1oia ol evdiapepouevol 8a SnAmvouy:

A) TO OIKEIO ETTAYYEAUATIKO UNTEWO/TEXVIKO ETTIMEANTAPIO, £P' OCOV €ival eyYeEYPAUUEVOL,

B) o1 éAaPav yvoon TV OpwVv TNG TTApoLOAS TTPOOKANCNG eKSAAWONG £VOIAPEOOVTOG, TOLG
OTTOIOLG ATTOSEXOVTAI OAOLC AVETTIPLACKTA,

) 0TI &ev £xOLV KAVEI PELSEIC ) AVAKPIPREIG SNADTEIS KATA TNV TTAPOX TTANPOPOPIGY TTOL {NTOLVTAI
amod TNV AvaBéTovoca ApxnN,

A) OTI yia TNV avaAnwn ToL £OYOUL KAl TNV &oTTEAgN TNG AUOIPAG &€ CLVTEEXEI KAVEVA KWALUA OTO
TTPOCWTIO TOLG KAl OTI O€ AVTIOETN TTIEPITITON Ba PPOVTICOLY YIA TNV APCN KABE KWALUATOC YIa
TO OKOTTO ALTO, £POCOV N MPOTACH TOLG Yivel ATTOSEKTN,

E) o1 mapairobvTal amd kABe Sikaipa armolnUieoS TOLCS YIA TOUXOV ATTOPACN TNG AVABETOLCAG
APXNG, TTOL APOoPA OTNV AvaBOoAn ) OTn PaATdioNn TOL SIAYWVICUOL | TN PN cbvawn TNG
ovupaong.

IT) OTI €XOLV EKTTANPGOCEI TIC OTPATIWTIKEG TOLG LTTOXPEWOTEIC M EXOLY VOUIUA ATTAAAAYEI ATTO ALTEG
N &xoLv AdPRel avaPoAr yia OAo To xpovo SIdpKEIac TNG ATmacxoAnong (UOVO g TTPOg TOLG
APPEVEC eVEIAPELOUEVOLC)

2.4 AmroSeikTika MNpooovrov

Alcukpividetal OTI WG TTPOC TA ATTOSEKTIKG TV TTPOCOVIWY TV eVOIAPEQOUEVOY (TT.X. TITAOLG
OTToLSWY, TIOTOTTOINCEIG, PERAIDCEIC K.ATT.) IoXOOLY KATA Ta opIloueva OTo APOBPOo 1 TOL V.
4250/2014 (DEK A 74), Ta akOAoLOA : d) WG TTPOG TA EyyPAPA TTOL £XOLV ekS00EI ATTO TIG LTINPEETIES
KAl TOLG PopPEIC ToL dnuoaciov, TV OTA, TV NIMAA KAl TV AOITTWYV LTTNPEECIWY KAl POPEWY TNG
Tap. 2 a 7oL APBpoL 1 Tou V. 4250/2014, AapkoLY ATTAL, £LAVAYVOOTA PWTOAVTIYPAPA TWV
TTPWTOTOTIWV £YYPAPWY 1 TV AKPIPOV AvTiypdpwy Toug, B) WS TPOG TA ISIWTIKA £yypapa,
APEKOLV ATTAQ, ELAVAYVWOTA PWTOAVTIYPAPA ALTWYV, EPOCOV TA £YYPAPA ALTA EXOLV ETTIKLEWOEI
ApPXIKA atmmd SIKNYOPO, KABWGS KAl EVKPIVH PWTOAVTIYOAPA ATTIO TA TTPWTOTLTIA OOV ISITIKOV
EYYPAPWY PEPOLY BePNON ATTd TIG LTTNPETIES KAl TOLS POPEIC TNG TTAP. 2 A TOL APBPOL 1 TOL V.
4250/2014, y) @G TPOG Ta AAAOSATIA  E&yypadad, APKOLV ELKPIVH PWTOAVTIYPAPA AANOSATIGV
EYYPAPWY, LTTO TNV TPOOTTOBECN OTI TA £YyPA@PA ALTA EXOLV ETMKLEPWOE TPWTIOTWS aATTd
SIknyopo.

2.5 AmmodeikTika Eumeipiag
Q¢ eutreipia TTOL AAUPAVETAI LTTOWN, VOEITAI N ATTACXOANCN TTOL £Xel ATToKTNOE SLvAuEl cLUPACNCS
epyaoiag ) duvaue ocvupaoNng HICBWOoNG £EPYoL OTO SNUOCIO 1 ISITIKO TOPED OE KABNKOVTA 1)
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Me tn ouyxpnuatodotnon tng EAAGdag kat tng Eupwnaiknig Evwong
EOyqa, TALTOONUA 1 CLVAPN ME TA AVAPEQOUEVA OTNV TTAPOLCA TPOCKANCN, OTTWG ALTA
AvAPEPOVTAl OTNV TTAPOLO A TIEOCKANGCN, LETA TNV ATTOKTNON TOL PACIKOL TITAOL CTTOLEWV.
Qc armairobeva SIKaloAoynTIKA yIA TNV ATTOSEIEN TOL AVTIKEIUEVOL KAl TNG XPOVIKAC SIAPKEIAS TNG
eutTElpiac Aappavovtal uTTown: BePaicdon ToL ACEAAICTIKOD POPET ATTO TNV OTTOIA TTPOKLTITEI N
XPOVIKN Sidpkela ao@aAiong (yia TOLG LTTOWNPIOLS TTOL N EUTTEINIA TOLG APOPA CTOV ISIWTIKO
TopéQ) N BePaicdaon ToL OIKEIOL POPEA TOL ANUOCIOL (YIA TOLG LTTOWNQIOLCS TTOL N EUTTIEIRIA TOLG
apopd aTov Snuocio Touéa). Epdoov amod 1 PePaicdon ToL ATPAANCTIKOD QOPEA SV TTIPOKOTITEI
N €€eISIKELUEVN EUTTEINIA TTOL TLXOV ATTAITEITAI OTO TTACICIO TNG TTAPOVLOAG TTPOCKANCNG, ATTAITEITAI
N TTPOOKOWICN OXETIKAG CLOUPRACNG 1) SEATIOL TTAPOXNG LTTNPESIWV TTOL KAADTITOLY EVSEIKTIKGG TN
SIApKeIa TNG €EEISIKELUEVNG EUTTEIRIAC.
Ye TTEPITITAOCN TTOL ATTAITEITAI EUTTEINIA TOL LTTOWNPIOL TE €PELVNTIKA £PYA N TTEOYPAUUATA, N
euTTEIOia QLT ATTOSEIKVLETAI PE TA AKOAoLOa bikaloAoynTikd: a) (MpoalpeTika) Bepaiwon Tov
Emotnuovikob YTeuBovou ToL £pyou, OTNV OTToid Ba AvAPEPETAl TO €PELVNTIKO £OYO TTOL
OULUUETEIXE, TO AVTIKEIPEVO TNG £PELVAG KAI O XPOVOG CLUUETOXNG TOL LTTOWNQIoL Kal B) Bepaiwon
TOL TMpoioTapévoL TNG Movadag OIKOVOUIKAG Kal AIOIKNTIKAG YTooTApIENGg Tou EAKE 1y Tou
MNpoédpouv TNG EmTpoTNC Epevvadyv oTnv otroia Ba avagéperal o TITAOC Kal N SIAPKEIA TOL
EQELVNTIKOL £PYOL 1) TIPOYPAUPATOG, O XPOVOG CLUMUETOXAG TOL LTTOWNQIOL KI N CLUPATIKA OXEoN
HE TNV OTTOIa oLVSEOTAV O LTTOWNPIOC e Popéa (CLURAON EPYATIAC OPICUEVOL XPOVOUL N £EPYOUL)
N eVAAACKTIKA cLUPACN ATTACXOANCNG KAl YTTELOLVN ANAWGCN YIA TNV KAAN EKTEAECT) TNG ATTO TO
SIKAIOVLXO.
Eav o1 vmmoyneiol dev TTOOCKOUICOLY, TA ATTAEAITNTA, KATA TEPITITON, SikaloAoynTiKa, &€
AduPavovTtal uToYN TA TTPOCOVTA N TA KPITAEIA 1] Ol I8I0TNTEG TTOL SNAWVOLY e TNV aiTnon
OLUUETOXNG TOLS OTN Sladikaaoia.

3. MPOOEIMIA YNOBOAHZ NMPOTAIEQN

O1 evélagepopuevol Kal yia 600 SiacTnua epapuolovral Ta HETPA AVTIHETOTIIONS TWV CLVETTEIOV
TOL KIVSOVOL SlaoTropdg Tov Kopwvoiob COVID-19 Ba TTEETTEl va ATTOCTEIAOLY AITNON-TTPOTACN
HE TA ATTAITOLHEVA SIKAIOAOYNTIKA LITOXPEWTIKA HE NAELKTPOVIKO TPOTO, OAAG e SIKf TOLC
ATTOKAEIOTIKA  €LOVVN YIA TNV EUTTPOOECUN KATABOEOT) TNG, EUTIEQIEXOLOA OKAVAPIoUEVA Ta
TAPATTAV® AVAPEPOUEVA SIKAIOAOYNTIKA CLUUETOXNG, WEXP! TNV 2971 OkTwRpiov 2021 kai wpa
14:00 (TéAog TpoBeoHiag) oTnv NAekTPOVIKNA SlebBLvVoN: ee@uth.gr.

©a mpéimeal va avagépovv oto OEMA Touv mail Tov apiOudé MPWTOKOAAOL TG TapoLoag
MPOOKANONG EKSAAWONG EVSIAPEPOVTOGS YIa TNV oTToia LTTORAAOLY TNV MPEOTACT| TOLG.
EutrpoBecpec Bewpolivial ol TPOoTAcES 1oL Ba TTapaAneBoLY amod 1o MPWTOKOAO NG
Foapparteiag Tov EAKE péxpl TNV Tapamave opi{opevn nUepounvia.

O OTTOWNPIOG €KTOC TV ANV Ba TTEEme va LTTORAAE LTTELOLYVN SnAwon Touv N.1599/1986,
OOUPWVA PE TNV OTToIA, £PpOCOV TTPOKLWE TTPOCANTITEOG, Ba TTPpooKoWioe OAa TA ATTAITOVLUEVA
SIKAIOAOYNTIKA O€¢ XPOVO UETAYEVECTEQO KAl TTAVTIWG APECA PETA TN AREN TWV EKTAKTWV UETOWV
AOY@ TOL KOPWVOIOU.

ToxoLOEC evOTACEIC YIA OAEG TIC SIAdKAoieC TPOCANWNG Oa LTTORPAANOVTAI ATTOKAEIOTIKA HE
NAEKTPOVIKO TPOTTO.
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4. AZIOAOTHIH TQN NPOTAIEQN - AIKAIQMA ENXITAIEQX & MPOIBAXIEQI XIE E[TPADA - AOIMNOI
OPOI

4.1 AT TG MpoTACEIG TTOL LITORAGANOVTAI EUTTOPOBEC A KAl TTAPASEKTA KATA TA AVATEQ ETTIAEYETA
EKEIVN TTOL KPIVETAI TTIO KATAAANAN KAl CLVATITETAI COPPRACN PICBWONG £pYOUL 1I8IKTIKOL SIKaiov oTN
BAoN TNC CLUPATIKAG EAELOEPIAG.

4.2 AvTikataoTtacon Tng Mpotaong 1 810pBwon ALTAG N COPTTANPWON TUXOV EAAEITTOVTWYV
SIKAIOAOYNTIKGV ETNITEETTETAI HOVO PEXE! TN AREN TNG TTPO0BeCHiac LTTOROANG TV MPoTACEW®Y.

43 'Oocov apopd TOLG EVSIAPEPOUEVOLS, TWV OTIOIY EKKPEUEl povov N Sladikacia Tng
opKwuooiag, iIoxbouy Ta eENG:

MroxiobxoLl:

Y€ TIEQITITGON, TTOL EKKPEUEI N OPKWUOCIA TWV VEWV TITLXIOLXWY, aPEKEl PePaicwon KToNG aTmod To
AEl ) 1o TEl, OTNV OTT0Ia VA avaApEPETAl N NUEEOUNVIa KTHONGS KAl 0 PABUOG TOL TITLXIOU.
Ai15akTopikoi/ MeTamTuxiakoi TiTAol:

Y€ TIEQITITGON, TTOL EKKOEUEI N OPKWUOCIA TWV VEWY TITLXIOLXWYV, APKE PePaicdan KTAONSG aTmd TO
AElI A 7o TEl, TNV oTToia va avagEPETal O TITAOG KAl N NUEPOUNVIA KTAONG TOL PETATITLXIAKOL TITAOL.
‘Ocov apopd TNV NUELOXPOVOAOYIA KTHCONG TOL SISAKTOPIKOL TITAOL CTTOLSWY APKE N PePaiwon
NG MpapuaTeiag Tou oikeiov AEl, ard TNV OTToIa VA TTPOKLTITEl N NUEPOUNVIA KAl TO £TOG ETTITLXOVLC
LTTOCTAPIENG TOL BEUATOC TNG SISAKTOPIKNG SIATPIPAG. L& KABe TEQITITON TIPETTEl Ao TA
TTPOCKOUICOUEVA SIKAIOAOYNTIKA VA TTIROKOTITEl TO BEua TNG SISAKTOPIKAC SIATPIRAG.

4.4 Tia TOLC EVOIAPEPOUEVOLG TWV OTIoIY Ol TITAOI OTTOLSWYV TPITORABUIAC ekTTaibeLONG
(TTOOTITLXICKGV KAl JETATTITUXIAKGY) ATTOTEAOLY ATTAITOVPEVO 1| CLUVEKTIUWUEVO TOTTIKO TTPOCOV KAl
EXOLV xoPNYNOBe atmd 1ISPLUATA TOL £EWTEPIKOL, TTPETTEl VA CLVOSELOVTAI ATTO TTICTOTTOINTIKA
avayvopiong tob AOATATM.

4.5 Emonuaivetal o1l N TIEQIyPAPOUEVN SIa8IKATia TToOOKANONCS LTTOROAAC MpoTdoEewy Yia cOvayn
oLUPRACNG PICBWOoNG £pYOL TNG TTAPOVLCAG 5 CLVICTA SIAYWVICTIKN SIASIKATIA, N &€ TOUXOV ETTIAOYN
AVTICLURAAANOHEVOL EXEI TO XAPOAKTAPA aTTodoxXNG MpoTacng kal oxl «rpodocAnwnaoy. H Siadikacia
NS NPOoKANONG Ba oAokANPWOEi ye cLVTAEN TTivaka Katataéng (Sev atraireital cuvTagn mivaka
KaTaTaéng, oTav €xel LTTOPANBE povo wia MpdTaon ) OTav éxel PaBuoioynBei uovo pia MNpodTaon).
Ye TTEQITITON Ic0PRABUIac emAEyETal KATA Oelpd N MNPOTACN TOL EVSIAPEQOUEVOL E TN HEYAADTEON
eutTEIpia.

4.6 H aflohoynon twv Mpotdoewy Ba yivel amo TpiheAr) EmTpotr Aflohoynong. YmopAnBeica
MNpdtacn, n otroia ¢ TANEOI TA ATTAITOLUEVA TIPOCOVTA TNG TTPOOKANONG, 6¢ PaBuoloyeital kal
armroppimTeral. EmmpooBera, n apudsdia emTeoTn £MAOYACS KAl KATA ouverela n Emtporr Epeuvav
8¢ SECUEVETAl VA CLVEKTIUACE OTNV ETTIAOYM TGV AVTICLUPAANOUEVV TA KOIVEVIKA KOITAPIO TOL
ApBpoL 21 § 11 N 2190/1994, KOBWG YEVIKA TTOOEXOLY TA KPITAPIA ETTAYYEAUATIKAG, ETTIOTNMOVIKAG
KATT. afloAoynong, Ta otroia e€ac@aAi{ovv TNV APTIA EKTEAECN TOL TTPOC AVABEON £OYOL, VA N
Emrpotr) Epevvaov Siatnpei TTARpn SIAKPITIKR ELXEPEIA WS TTEPOC TNV i6ia TN cLVAWN N LN CLUPACEWY
f @G TTPOC TOoV ApIBud TOLC.

4.7 H evnuépwon TV evOIAPEPOUEVMY ATTOTEAE SIK) TOLS €LBVLVN KAl TEAETAl SIA TNG AVAPTNONG
oto Mpoypauua AIAYTEIA kal otnv 1oTooeAiSa Tov EAKE Tou MavemoTtnuiov ©@eccaliag NG
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OXETIKNG aTTOPAcNS TNG EmMTpoTNG Epeuvaoy yia TNy ammodoxr Twv aTToTEAECUATWY afioAdynong
TV Mpotdoewy Kal TN cbvaywn NS ovbpPaons. O evlIAPEPOUEVOC TTOL ETMIOLUE VA LTTORAAEI
EVOTAON OXETKA HE TO QATOTEAECHA (ATTOPACN ATTOSOXNG ATTOTEAECUATWY), SikalovTal va
TTPOCPLYEl OTNV EMTEOTIN EpELV@Y evTOC TTP0oBecuiag 5 epydoIUmY NUEPGY ATTO TNV AvapTnon
NG ATMOPACNG ATTOSOXNG ATTOTEAECUATWY OTOV IOTOTOTTO TOL [poypduuatog AIAYTEIA kal oTnyv
IoToo€eAiba Tov EAKE Tou MavemoTtnuiov @ecoaliag.
4.8 O1 evllapepopevol £xoLV SIKAiPa TTPOCRACNS OTA £YYPAPA TOLG KAI O& ALTA TWV AOITWV
LTTOWNPIWV KATOTTIV YPATITAC QiTNOAS TOLG KAl LTTO TIG TTEOVTTOBECES TOL APBPOoL 5 ToL V.
2690/1999, (PEK A 45), 6T100¢ auTd 10XLEl OruEPA.
4.9 H avabeon Tou épyoL Ba yivel cOUPWVA PE TA TTPOPRAETTOUEVA oTov Odnyd EQapuoyng Tou
MNpoypAupaTog.
4.10 Ka®' OAn TN SIApKEIa eKTEAEONG TOL £PYOL KAl KATA TOLG OPOLGS TNG CLUPACNG PTTOPEI va
TTPAYHATOTTIOINBEI AVTIKATACTACN TOL/TWV ETTIAEXOEVTOG/ WV e AANO/AANOLC EVOIAPEPOUEVO/OVG
OTO TTAQICIO TN TTAPOVLOAG TTPOCKANCNC KAl COUPWYVA PE TOV CLVTAXOEVTA TTIiVAKA KATATAENC.
4.11 Emonuaiveral o1 givar duvartrh, upéoa oTa TTAQICIa KAl TIC SLVATOTNTEG TOL £PYOL, N
TAPATACN TNG XPOVIKAG SIAPKEIAC TNG CLUPACNG KAl ETTEKTACNS TOL PLOIKOL KAl OIKOVOUIKOV
QAVTIKEIUEVODL TNG.
412 To TEAKO LWOC TNG APOIPAC TeAel LTTO TOLG TIEPIOPICHOLS TOL XPENUATOSOTN KAl TNG
Keiuevng vouoBeoiag.
413 e TIEpITTT@OON  TOL O  €mAexOeic/Ta  emAexBévia  mpdowma  eival  Snuociog
OTTAAANAOCG/ESNUOCIOl LTTAAANAOI  PEPEI/PEPOLY  TTIPOCWTIIKA  €LBLVN  TAPNONG  TWV
TpolToBEcEwY ToL GpPBpoL 31 Tou V. 3528/2007 (PEK A 26).
4.14 O BEi6iIkog Aoyaplaocuog KovsuAiwy Epevvag Tou MavemoTnuiov @ecoaiiag ev avalaupavel
Kauia Séouevon TPOC cbvawn cvupacng, dedopévou OTI eTTaAIETAl OTNY TIANEN SIAKPITIKA TOL
euxépela N cbvaywn f PN CLUPACE®Y, KABWS KAl O APIBUOC ALTWY, ATTOKAEIOUEVNG OIACSATIOTE
ASIDOEWDS TWV eVOIAPEQOUEVV.
4.15 N €pWTAPATA TTOL EVEEXOUEVC TIPOKOWOULY OXETIKA WE TO TTAPOV TELXOG TNG TTEOCKANCNG
EKONAGONG EVEIAPEDOVTOG, OI EVOIAPEPOUEVOI UTTOPOLY VA ATTELOVLVOLY TA EPWTAUIATA TOLS KABE
nuépa (10.00 — 12.00) oTov ko @eddwpo KovTd (TNA. 24210 06413, email: kontos@uth.gr) kar otnyv
ka Baoihapou EvayyeAia (TnA. 24210 06403, email: vasilarou@uth.qr)
4.16 H mapoLoa mpdokANon ekSNAKONG evaiapEépovTog Ba avapTnBei oTnv IoToceAib§a Tou EiSikob
Aoyaplacpob Tou MavemoTtnuiov @ecoaliag, otn diebBuvvon ee.uth.gr kal oTo SIKTLAKO TOTTO
diavgeia.gov.gr.

H Npdedpog Tng Emrporng Epevvev kai Alaxeipiong Tov EAKE

Av. KaBnyntpia AaAiTou lwdvva
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BOAOG,............
‘Ovoua:
Emmcovopo :
MNaTpVLPO :
MnNTPWVLUO:
Huep/via Fevvnong:
ADOM. :
Aiebbuvon:
TNAEPVO :
Email:
©¢on:

MPOTAZXH lNA YYNAWH IYMBAXIHI MIZOQIHX EPTOY IAIQTIKOY AIKAIOY
MPOL: Emrpor) Epevvayv MavemoTtnuiov @ecoaliag

OEMA: MpoTaon oTo TAdIcIo TNG pe apIBuo TPT. 45132/13.10.2021 MpbdokAnong Ekéniwong
EvSlagpépovtog Tou Eisikob Aoyapiaopol KovouAiwy Epevbvag Tou MNavemoTnuiovb @ecoaliag, yia
obvawn cLUPACEWY PICBWONG £PYOU ISIKTIKOV SIKAIoL, OTO TTACICIO LAOTTOINCNG TOL £PELVNTIKOV
EOYOL (AVATITLEN KAl PEAETN KAIVOTOHOL CLOTAHATOG £vS0oayyelaKoL UITAaAoviold yia TNV TOTIKA
xopnynon kaivotopov ¢pappdakov (CLEVER BALLOON)» TN Modéng pe Kwd. T2EAK-03677, MIS
5070931, kal kwbikd EAKE 6630, pe EmoTtnuovika YmebOuvo Tov Kabnyntr Tou levikob TunuaTtog
Adpicag Tou MavemoTApIoL GecTaAiag, KOPIO MOLAd AvapyLvPo.

O/H YmopaAAwv/ovoa tnv Mportaon
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MAPAPTHMA II

ANTIKEIMENO EPTOY

To épyo CLEVER Balloon oTtoxebel otnv avamtuén evog VEOL IATPOTEXVOAOYIKOV TTPOIOVTOC Yia TN
BepaTreia TNS APTNEIAKNAS VOOOU, EVOC ETTIKAALUUEVOL E PAPUAKO £VE0AYYEIQKOL KABETNOA E
utmmaiovi (Drug Coated Balloon, DCB). To mpoidv 6a emToyxavel TNV QTTOTEAECUATIKY) TOTTIKN
XopnNynaon 1oL EREPOAIIOLG, EVOC YVWOTOD AAAG KAIVOTOUOUL YIQ TN CULYKEKQIUEVN €pAPUOYN
PAPUAKOL UE TN XPNON VOGS KAIVOTOUOL «EELTTVOL) CLCTNUATOC ATTEAELBEP O NG PAPUAKOL TTOL
KATOXLPWONKE QTTO TOLG ETAIPOLGS TOL £DYOL UE SVO SiEBVEIG evPETITEXVIES (TTATEVTES). Me Baon
mPOSpoUA QTTOTEAETUATA Of TEXVOAOYIEG TTOL avamTuxOnkav vrrepfaivovy TNV LTTAPXOLOA
onNueEPa SLOKOAIQ TNG ATTOTEAECUATIKNG KAl Taxeiag armodoong Tov QapudakoL everolimus oTo
OOVTOUO XPOVO EKTTTLENC EVOC £VE0QAYYEIQKOL UTTAAOVIOU EMTLYXAVOVTAC £TOI YIA TTRWTN POPA TN
XPNoN o€ UTTAAOVIA TOL PAPHAKOL ALTODL TTOL €Xel ATTOSEIXOEI WS TO TTAEOV ATTOTEAECUATIKO YIA TN
Beparreia TNG eTavacTévaong. To Epyo TTepIAauBaver avamTuén TEWTOTOTTWY KAl UEAETES in vitro,
in vivo kai in silico cote va eEaoceaAioTel n emrToxia otnv avamTtuén evog KAIvOTOLOUL
IATOOTEXVOAOYIKOU TTROIOVTOC HE PApUAKo TToL Ba vrmepPaivel KAt TTOAD TNV LITAPXOLOA
TTAYKOOWUIWG OTABUN TNG TEXVIKNG. Oa HeAeTnOel in vitro n emibpacn Tou cuvéLacouoL TV
OULOTATIKWY TOL VEOL TTPOIOVTOC (PAPUAKO KAl COCTNUA ATTEAELBELWONG) T€ Agia pLIKA KOTTAPA
ka1 6a SigpebvnBOLY oI LOPIAKOI UNXAVIoLUOI TNS §pAong Toug. H Spdon Tou véou DCB Ba ueAeTnBei
EMioNG in vivo O€ TTEIpAUATIKA UOVTEAQ WOTE va e€QTQAAICTE N ATQAAEIQ KAl QTTOTEAECUQATIKOTNTA
Tou. Ta amoTeAéouaTa TV in Vivo UeEAETwV Ba xpnoiuomoinGouvyv yia tnv avamtuén in silico
TTAQTQOPUAC WE TPICSIAOTATN AvAmapdAoTaAdn TOL aPETNEIAKOL TOIXWUATOC KABWS Kai Tn
UOVTEAOTTOINGN TNG CULUTTEQIPOLAC TOL WTTAAOVIOU KATA TNV EKTTTLEN KAl ATTEAELOEOWON TOL
PAPUAKOL WOTE VA UOVTEAOTTOINGEI N ATTEAELBEOWON TOL PAPUAKOL HE ATTWTELO OKOTTO TNV
TTPOBAEYN TNC CLUTTEPIPOLAC TOL TTPOIOVTOC KAI TNV EAAXICTOTTOINGN OTO UEAAOV TNG AvAYKNG YIa
mepauara o {a, oOUPWVA UE TIC O TEOOPATEC SiEBveic 0bnyiec. KOpIog OTOXOC TOL
TTOOYPAUMATOC €ival N avamTuén KAl JEAETN EVOC KAIVOTOUOL, ATPAAOLS KI ATTOTEAECUATIKOL
EMKAADUMEVOL HE PAPUAKO UTTAAOVIOU TTOL EETTEPVWVTAC TNV LITAPXOLOA SIEBVWC OTABUN TNG
TEXVIKNG VA UTTOREI va ATTOTEAETEI BeparTTeia TTOWTNG ETTIAOYNG YIA CLYKEKOIUEVES TTEQITITCTEIS TNG
QYYEIQKNS VOOOUL Kal TV EMITTAOKWY TNG. OI KAIVOTOWIEC TOL TTPOYPAUUATOC TTERIAAUBAVOLY TN
XPNoN KAIVOTOUOUL TTATEVTAPICUEVODL ATTOTEAECUATIKOD CLOTAUATOS ATOS00NG PAPUAKOL KAl N
avamnTtoén kai xprion AoyIouIKOL TToOCOU0IONG KAl iN Silico TTAATQOPUAC WOTE VA EAQXICTOTTOIEITAI
n avaykn yia in vivo mreipauara.
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