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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
MNavemoTnuioL @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 EZE0032785/001-19.07.2021 amod@aon £yKPIONG TOL TTPOVTTOAOYICHUOL TOL £OYOU,
OOUPWVA e TNV OTTOIA TTPOKOTITEI OTI LTTAPXOLY Ol ATTAITOVUEVEG TTIOTWOEIG YIA TNV KAALYN TNG
samavng yia n cbvayn TNG v Aoy oLuPaons (AAA: 910P469B7=-P92).

9. Tnv amd EZE0032785/002/19-07-2021 amdpacn avaAnwng urroxpéwong Tou TMpoédpou NG
EmToothg Epeuvayv karl Alaxeipiong 1ov EAKE, n omroia KaTaxwpeiodbnke oTo MNTPWO AeCUELTEWY
ToL EI6IKOL Aoyapiaopuob KovsuAiwy Epevvag Aaupavovtac (AAA: QM5K469B7=-36N).

10. Tnv amd 20/2020-24/11/2020 amdpacn Tov apuodiob opydvou Tov EAKE pe Tnv ottoia opioTnke
n Emrport) AfloAdynong (AAA: W2YT469B7=-QHIM).

11. Tnv amo 15/2021-27.07.2021 amdgpach Tov appodiovb opydvou Tou EAKE pe TNy otToia eykpibnke
TO QiTNUA SlEVEQYEIAG TTOOOKANCNG eKONAWONG evEIaPEPOVTOG (AAA: 6PBT469B7=-7AE).

ANAKOINQNEI

™MV MapobLoa MPOOKANCN £KSAAWONG £vOIAPEPOVTOG VIA TNV LTTOROAN MPOTACNS YIa cLVAYN
oLupaong HiocBwong épyou 161TIKOL Sikaiov, atd QLOIKO TTPOCWTIO, OTO OTToI0 Ba avaTedei n
TAPAYWYN TTAPASOTEWY, SIAPKEIAC ATTO TNV NUEQOUNVIA LTTOYPAPNG TNG CLPPRAONG £wg 30/09/2022
pe SuvaToTNTa cLVAYNGS VEAC CLPPRACNG XWPEIG TN SlEVEPYEID VEAS TTPOCKANONG €W TN ANEN TOL

£oyou, AToI 28/03/2023 ) TV TLUXOV TTAPATATERDV TOL, WS AKOAOLOWC:
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A. NMEPIAHWH NMPOXKAHIHX

Avamroén Kal HENETN KAIVOTOHOL OLOTAHATOG
evéoayyelakob UTTaloviod yid TNV TOMKA Xopnynon

‘Epyo KaivoTouou gpapudkouv (CLEVER BALLOON)
LOVOTITIKN TTEQIYPAPN TOL AVTIKEIPEVOL TOL £PYOL CLVOAIKA
MNapdptnua ll

©éon (1) XNUIKOG 1) XNUIKOG MNXAVIKOC

ApPIBUOC aTOUWY

‘Eva (1)

AVTIKEIUEVO

AIEEQYWYN XNUIKOV AVAADOEWY e XPNON evOpyavwy Kal
OLUPRATIKQY  pEBOSWY, OTMWG  XPWUATOYPA®Iag  Kal
Qaocuatookotiag palag. AIOKPIPOCEIC KAl pLBUICEIG
AVAALTIKQV 0pYAvV®Y. Epapuoyr cuoTNUATWY TTOIOTNTAC

MNakéTo epyaaciag

Evotnta Epyaciag 1: Avamtoén texvohoyiag Drug Coated
Balloon, DCB

Evotnta Epyaciag 2: In vitro peAéTeg

Evotnta Epyaciag 3: In vivo PJEAETN TGV XAPAKTNEICTIKGWY TOL
DCB

Aldpkela TOUPaAoNG

ATIO TNV nuEPOMPNVIA LTTOYPAPNS TNG oLUPRAONS £WC
30/09/2022 pe duvatdTNTa COVAYNG VEAG CLURACNG XWPIG
TN Slevépyela véag TTPOOKANONG £0C TN ANEN TOL £pyou, ATOI
28/03/2023 1) TV TLXOV TTAPATATEWY TOL

YOVOAIKO KOOTOG £QYOUL

To MNpolbmoAoyicbév TTocO apoIpns opiletal oe €10.000,00 kal
dovaral va SlauopPwbei cLUP®VA e TNV €EENIEN Kal Ta
TTPORAETTOHEVA TOL £OYOU.

To w¢ Avw Tocd TEPIAAUPAVEl TNV AUOIPr TOL SIKAIOVLXOU,
TAONG PLONG VOUIUES KOATAOEIG, AOPANOTIKEG EI0POPES
EQYOSOTN EPOCOV O SIKAIOLXOG EUTTITITEl OTIC SIATALEIS TOL
dpBpouv 39 Tap. 9 Tov v. 4387/2016, kai O.M.A ot TTEQITITOON
LTTAYWYNG TOL SIKAIOLXOL o€ KABeoTWC D.IM.A.

Tpomog TTapaAaPnG avaTeBiviog
£pyou

H opBn ekTéAeon Kal O EAeyXOG TOL TTAPASOTEOL £pyoL Ba
TMOoTOTToIEITAl PE PePAicdon TTAPAACPAG KAl KAANG EKTEAECNG
TOL TIAPAXOEVTOC £OYOL ATTO PEPOLG TOL SIKAIOLXOL, N
otToia Ba vTToyPAPETal ATTO TOV EMOTNPOVIKO YTTELOLVO TOL
£pyov.
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TOTTOG TTAPOXNG £PYOL/EPYATIAg Fevikd Tuhua Adplocag

, MavemoTthuio @ecoaiiag

B. AMAITOYMENA MPOXONTA

MTLXIO XNUIKOUL 1 XNHUIKOVL PINXAVIKOL 1 GAANC CLVAPOVG
) TOL £EWTEPIKOL AVAYVWPIOUEVO aTTo To AOATAT

e16IkoTNTAC ammd AEl ) TEl TnG EAAGSOC

ATTOSESEIYUEVN ETTAYYEAUQTIKA EUTTEIOIA TOLAGXIOTOV TRIV (3) ETWV OTNV £pappoyn UeBOSwY

2 evopyavng avaiuong, Kal eI8IKOTERA XPWHATOYOAPIA PE PACUATOOKOTTIA HAlag
3 ATToSebelyUEvn yV@on TNG OpyavoAoyiag TNG LYPNAG KAl AEPIAC XPWUATOYPA®IAg Kal
(PACUATOOKOTTIAG HAZAG OTTWG TEKUNPIVETAI ATTO OXETIKA TTIOTOTTOINTIKA APUOSIV POpEWY
. MPOXOETA NMPOXIONTA - KPITHPIA BAOMOAOTIA
€66 40%

ATTOSESEIYUEVN ETTAYYEAUATIKY) EUTTEIQIA TNV TEXVIKN
1 | vmootAPIEN CLOTNUATWY  LYPNG KAl AEPIOG
XpwHaToypagiag

(g 1 €10C: 8%, 1-2 £TN: 16%, 2-3 £1n:
24%, 3-4 ¢1n: 32%, AVW TWV 4 €TQOV:

40%)
AnpooieboEl Og  ETMOTNUOVIKA  TTEPIOSIKA o€ £wg 20%
2 o\r/]#Kei EVO og ETIKO UE TNV egg av ovdp)\uo (10% ava énuocievon, 6g 2
H X HeT PYavn 4 SNuoaoievoEIG)
AVOKOIVOEIC Ot 8IEBvr) CLVESPIO O& AVTIKEIUEVO fwg 20%
3 5 4 P H (10% ava avakoivewon, £wc 2

OXETIKO HE TNV evopyavn avaivon

AVAKOIVWOEIG)

4 | NPOCWTIIK) CLVEVTELEN

£606 20%
(H paBuoioynon Ba vyivel ue pdon 1a
KOITHPIa TNG CLVEVTELENG)

1. AIEYKPINIZEIX
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1.1 O vmmownpiog avadoxoG Ba é&xel OTevr ETTIKOIVAVIA KAl CLVEQYACIA pe Tov EmoTnuoviko
Y1ebOLVO ToL Epyou. O LTTOWNPIOG AVASOXOG, £TTIONG, EVOEXETAI VA CLUUUETEXEl O CLVAVTNOEIC
EQYATIAg, NUEPISECG, CLVESPIa OTA TTAQICIA CLVEQPYATIAG Kal SIAXLONG TOL £PYOUL.

1.2 H mpoouéTpnon povadwy PaBuoAdynong TTPAYUATOTIOIEITAl VIO TA TTPOCOVTA EKEiVa TA OTToIa
AvVAQPEPOVTAl OTA CLVEKTIUWUEVA TTPOCOETA TIPOCOVTA — KPITAPIA TNG TTPOOKANCNG KAl RpickovTal
O€ AVTIKEIPEVIKA CLVAPEID PE TIC ATTAITACEIG TOL £PYOUL.

1.3 O1 evliapepopevol 1) 6ool atrd avToLS KPIBoLY KATAAANAOI (TTANPOLY SNACdH Ta aTTAITOLUEVA
TTPOCOVTA — KPITHPIA) Ba KANBoLV e cLvevTeLEN oTNV omroia n Emrpot) AfloAdynong Twv
MNpotdoewy 6a afloAoynoel TNV KATAPTION, TIG IKAVOTNTES , TNV ETTAYYEAUATIKN) COPTIEQIPOPA, TNV
KATavONon TV ATTAITNOEWY TOL AVTIKEIUEVOL TOL £OYOUL KAl TLXOV TTIPOCOETA TTPOCOVTA, KABWS
KQlI TN OLVOAIKN) EIKOVA KAl TTIOOCWTIIKOTNTA TGV LTTOWNPIWY.

1.4 Xe repiTTon LTTAPENG POVO Wiag aiTnoNG LTTOWNEPIOTNTAC YIA TNV TTAPATIAV® BECN, LPICTATAI
n duvaToTNTA PN SIEVEQYEIAC CLVEVTELENG LTTO TNV ATTAPAITNTN TTEOUTTOBECN OTI O LTTOWNPIOG
TTANPOI Ta TTAPATTIAV® aTaiTobueva TpooovTta (B. AMMAITOYMENA MNMPOIONTA) Tou opilovTal yia
TN ©éon avtn. Emiong veioTtatal SuvaTdTNTA PN SIEVEQYEIAS CLVEVTELENG OTAV TA LTTOAOITTA (EKTOG
NG TTPOCWTIIKNG CULVEVTELENG) TTPOCBETA TTPOCOVTA-KPITAPIA TOL TTPOTEIVOUEVOL LTTOWNPIOL
BaBuoAoynBolV pe APIBUO HOPIY TTOL &gV UTTOPEI VA LITEPKEQACTE aATmd TA POPIa TNG
OULVEVTELENG, LTTO TNV ATTAPAITNTN TEOVTOBeoN OTI O LTOWNPIOG TIANEOI TA TTAPATIAVEL
ammairovueva mpooovTa (B. AMAITOYMENA MPOIONTA) tTou opilovTal yia Tn Bécn avuTn.

O1 BepaTikég evOTNTEG KAl TO CLOTNUA PaBUoAOYNONG TTOL Ba XPNOCIUOTTOINBEI OTN CLVEVTELEN
TTEQIYyPAPOVTAl OTOV AKOAOLOO TTiVaKA:

A/A OeuaTtikn evOTNTA CLVEVTELENG TOVTEAEOTNG RapLTNTACG

1 MPOCWTIKA OTOIXEIA KAl EVOIAPELOVTA 10%

2 ETTayyeAuaTikr)y coutrepIpopd Kal IKavoTnTa 20%
ETTIKOIVGVIAG

3 lkavoTnTa €mMTLXOLG SPACNG OTO TIAQICIO 20%
NG opAdaAG

4 Katavonon TV amaItoewyv TOL 30%
QAVTIKEIPEVOL TOL £PYOL

5 Kivntpoa vrroyngiodtntag 20%

2. AIKAIOAOTHTIKA TYMMETOXHX

2.1 Mpotaon Ibvayng Ivppaocng MicOwong Epyou (BA. MapdpTtnua l).

2.2 BioypapIKO INMEI®Ua TV eVOIAPEQOUEV®Y, TO OTTOI0 BA CLVOSEDETAI ATTO TA AVTIYPAPA TWV
SIKaloAoyNTIKGY TToL LTTOCTNEICOLY TA TPOCOVTA TTOL AVAYPAPOVTAl OTO PIOYPAPIKO TWV
EVOIAPEPOUEVRY, OTTG TT.X. TV TITAWY OTTOLSWY, TMOTOTIOINCEWY, PePaloewy TTPodTNEETiac,
OAAG KAl KABe ANNO OTOIXEIO, TTOL TEKUNPIWVEI T OCA AVAPEQOVTAI OTO BIOYPAPIKO CNUEiwuA.
Edv ol vmmownelol dev TOOOKOUIoOLY, TA ATTAEAITNTA, KATA TEPITTITGON, SIKAloAoyNnTIKA, &€
AaupdavovTtal oTrown Ta TTEOCOVTA 1) TA KPITAPIA ) O 1810TNTEG TTOL SNAGVOLY e TNV AiTNoN
OLUUETOXNG TOLS OTN Sladikaaoia.



ΑΔΑ: ΨΚ0Α469Β7Ξ-072


AAA: WYKOA469B7=-072

EnAavekoou-2000 = EXTIA
EMNIXEIPHZIAKO NPOIrPAMMA
ANTAFQONIZTIKOTHTA e -
EMNIXEIPHMATIKOTHTA =M 20]4 2020
Eupwnaikn ‘Evwon KAINOTOMIA

Eupwnaiké Tapeio
Neppeperaxng Avantuéng

Me tn ouyxpnuatodotnon tng EAAGdag kat tng Eupwnaiknig Evwong
2.3 YmevbOovn dnAon touv v. 1599/1986, oty otroia ol evdiapepouevol 8a SnAmvouy:
A) TO OIKEIO ETTAYYEAUATIKO UNTPWO/TEXVIKO ETTIMEANTAPIO, £P’ OCOV €ival eYYEYPAUUEVOL,
B) o1 éAaPav yvoon TV 0p®v TNG TTApoLOAS TTPOCKANCNG EKSNAWONG evEIAPEPOVTOG, TOLG
OTTOIOLG ATTOSEXOVTAI OAOLC AVETTIPLACKTA,
) OTI &ev £xOLY KAVEI WELSEIC N AVAKPIPREIC SNADTEIC KATA TNV TTAPOXN TTANPOPOPIGY TTOL {NTOLVTAI
amo TNV AvabETovoa Apxn,
A) OTI yia TNV avAAnyn ToL £pYOUL KAl TNV &oTTPAgN TNS AUOIPAG 8¢ CLVTPEXEI KAVEVA KWALUA OTO
TTPOCWTTO TOLG KAl OTI O€ AVTIOETN TTIEQITITOON Ba PPOVTICOLY YIA TNV APCN KABE KWALUATOC YIa
TO OKOTTO ALTO, £pOCOV N MPOTACH TOLG Yivel ATTOSEKTN,
E) o1 mapairobvTal amod kABe SIKAiUa armolNUioS TOLS YIa TLXOV ATTOPACN TNG AVABETOLOAG
APXAG, TTOL APOoPA OTNV AVAROAR ) OTN WATAION TOL SIAYWVICUOL | OTN PN cbvaywn TNG
ovupacng.
XT) OTI €XOLV EKTTANPOCEI TIG OTPATIWTIKEG TOLG LTTOXPEWTEIG I £XOLYV VOUIUA ATTaAAayEl aTTd ALTEG
N ExoLV AdPRel avaPoAr yia OAO TO XPOVo SIAPKEIAS TNS ATTACXOANONS (UOVO WG TTPOC TOLG
APPEVEC eVEIAPELOUEVOUG)

2.4 ATo8&IKTIKA MPocovT®V

AleLKpIviCeTal OTI WG TTPOG TA ATTOSEIKTIKA TWV TTPOCOVIWY TV evOIAQEQOUEV®Y (TT.X. TITAOLG
oTToLSWY, TOTOTTOINCEIC, BERAIDTEIC K.ATT.) IoXOOLY KATA Ta opIlOPeva OTO APBPO 1 TOL V.
4250/2014 (DEK A 74), Ta akOAoLOA : d) WG TTPOG TA £YYPAPA TTOL £XOLV £k60BEI ATTO TIG LTTNPEETIES
KAl TOLG POoPEIC ToL dnuociov, TV OTA, TV NIMAA Kal TV AOITTWV LTTNPECIWY KAl POPEWY TNG
Tap. 2 a 1oL APBpoL 1 ToL V. 4250/2014, apKoLY ATTIAQ, £LAVAYVWOTA PWTOAVTIYPAPA TWV
TTEWTOTOTIV £YYPAPWY 1 TV AKPIPOV AVTIYPAP®Y TOLG, B) WS TEOG TA ISITIKA £yypapa,
APKOLY ATTAY, ELAVAYVROTA PWTOAVTIYPAPA ALTWY, EPOCOV TA £YYPAPA ALTA EXOLV ETTIKLPWOEI
APXIKA atmd SIKNyOpPOo, KABWGS KAl ELKPIVH PWTOAVTIYPAQPA ATTO TA TTPWTOTLTTA OCWV ISITIKWY
EYYPAPWY PELOLY BecdPNON ATTO TIG LTTNPETIEC KAI TOLG POPEIG TNG TTAP. 2 A TOL APBpPoL 1 ToL V.
4250/2014, y) w¢ PO Ta AAAOSATTA  £yypapd, APKOLV ELVKPIVI PWTOAVTIYOAPA AANOSATICOV
EYYPAPWY, LTTO TNV TPEOOTTOBECNH OTI TA £yyPAPA ALTA EXOLV ETTIKLEWOE TPEWTIOTWS ATTO
SIKnyopo.

2.5 AmodeikTika Eumreipiag

Q¢ eptreipia TTOL AQUPAVETAI LTTOWN, VOEITAI N ATTACXOANGCN TTOL £XEl ATTOKTNOE SLvAuE cLUPACNCS
€pyaociag n duvaue cLUPACNS PICBWOoNG £PYOL CTO SNUOCIO N IBIWTIKO TOUED Ot KABNKOVTA N
EOyqa, TALTOONUA 1 CLVAPA PE TA AVAPEQOPEVA OTNV TTAPoLOA TEOCKANCH, OTTWS ALTA
avagépovtal oTNY TApoLOA TTPOCKANGCN, WETA TNV ATTOKTNON TOL PACIKOL TITAOL CTTOLEWV.

Q¢ amairovbueva SIKAIoAOYNTIKA YIa TNV ATTOSEIEN TOL AVTIKEIPEVOL KAl TNG XPOVIKAC SIAPKEIASG TNG
euTTEIRIAG AauPavovTal bTToWwnN: Bepaidaon ToL ACPANCTIKOD POoPEa ATTO TNV OTTOIA TTIPOKUVTITEl N
XPOVIK Sidpkela ao@AANiong (YyIa TOLS LTTOWNPIOLS TTOL N EUTTEIPIA TOLG APOPA OTOV ISIWTIKO
Topéa) ) BePaicdaon ToL OIKEIOL POPEA TOL ANUOCIOL (YIA TOLS LTTOWNPIOLS TTOL N EUTTEINIC TOLG
apopd oTov dnuodacio Touéa). Epocov amd Tn PePaicdon ToL ACPANOTIKOL popEa eV TTIOOKUVTTTEI
N €EEISIKELUEVN EUTTEIQIA TTOL TLXOV ATTAITEITAI OTO TTAQICIO TNG TTAPOLOAC TTPOCKANCNG, ATTAITEITAI
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N TTPOCKOWICN OXETIKAG CLUPRACNG ) SEATIOL TTAPOXNG LTTNPESIMV TTOL KAADTITOLY EVSEIKTIKGWG TN
SIApKeIa TNG €EEISIKELUEVNG EUTTEIRIAG.
Ye TTEQITITCOCN TTOL ATTAITEITAI EUTTEIDIA TOL LTTOWNPIOL TE €PELVNTIKA £PYA N TTEOYPAUUATA, N
euTTEIOIa QLT ATTOSEIKVLETAI PE TA AKOAoLOa bikaloAoynTikd: a) (MpoaipeTika) Bepaiwon ToL
Emotnuovikob YTTeuBovou TouL €pyov, OTNV oToiad Ba avagépeTal TO €PELVNTIKO £OYO TTOL
OULUUETEIXE, TO AVTIKEIPEVO TNG £PELVAG KAI O XPOVOG CLUUETOXNG TOL LTTOWNQIoL Kal B) Bepaiwon
ToL [MpoioTauévoL TNG Movadac OIKOVOUIKAC Kal AloKNTIKAG YTTooTApiEng tou EAKE 1 Tou
MNpoédpov TNG EmTpoTNg Epeuvadv oTny otToia Ba ava@épetal o TiTAOG Kal n Sidpkela Tov
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 eVAAAQKTIKO cLUPACN aTTAcXOANONG Kal YTTELOLYN ANAWON YIA TNV KAAF EKTEAECH TNG ATTO TO
SIKAIOVLXO.
Eav o1 uvmmowneiol dev TTOOOKOUICOLY, TA ATTAEAITNTA, KATA TEQITITON, SIKAaloAoynTIKA, &€
AduPdavovTtal uToYN TA TTPOCOVTA N TA KPITARIA 1] Ol I8I0TNTEG TTOL SNAWVOLY e TNV aiTnon
OLUUETOXNG TOLC oTn Siadikaaoia.

3. MPOOEIMIA YNOBOAHI NMPOTAIEQN

O1 evliagepduevol Kal yia 6co siaotnua epappuolovTal Ta PETPA AVTIHETATIONS TV CULVEITEIV
TOL KIVELVOL S1acTToPAg ToL Kopwvoiob COVID-19 Ba TELTTEl va ATTOCTEIAOLY AITNON-TTPOTACN
HE TA QATTAITOVHEVA SIKAIOAOYNTIKA LITOXPEWTIKA HE NALKTPOVIKO TPOTO, OAAG e SIKf TOLC
ATTOKAEIOTIKA  €LOVVN YIA TNV EUTTPOOECUN KATABOEOT) TNG, EUTTIEQIEXOLOA OKAVAPIoUEVA Ta
TAPATTAV® AVAPEPOUEVA SIKAIOAOYNTIKA CLUMETOXNG, HEXP! TNV 250 AvyoboTouv 2021 kai wpa
14:00 (TéNog TpoBeoHiag) oTnv NAekTPOVIKN SlebBuvon: ee@uth.gr.

Oa mpémel va avagépovv oto OEMA Touv mail Tov apiBud MPWTOKOAAOL TG TapoLOAg
MPOOKANONG EKSAAWONG EVSIAPEPOVTOGS YIa TNV oTToia LTTORAAOLY TNV MPdTACT TOLG.
EutrpdBecpuec Bewpolvtal o TPoTAoeg Tov 6d TTapaAneOoLyY amd 1o MPEWTOKOANO TNG
Foappareiag Tov EAKE péxpl TN mapamave opilouevn nuepopnvia.

O LTTOYNEPIOG €KTOC TV ANV Ba TTEEme va LTTORAAE LTTELOLYVN SNAwon Touv N.1599/1986,
OVUPWVA PE TNV OTToIA, £PpOCOV TTPOKLWE TTPOCANTITEOG, Ba TTPpooKoWioe OAa TA ATTAITOVLUEVA
SIKAIOAOYNTIKA O€ XPOVO HETAYEVECTEQO KAl TTAVTIWG APECA HETA TN ANEN TV EKTAKTWV PETPWY
AOYG TOL KOPWVOIOL.

ToxobLOoeg evoTACEIC vIa OAeG TIC Sladikaoieg TpooAnwNg 6a LTTORAAAOVTAI ATTOKALIOTIKA e
NAEKTOOVIKO TOOTTO.

4. AZIOAOTHIH TQN NPOTAIEQN - AIKAIQMA ENXITAIEQX & MPOXIBAXIEQI XIE EITPADA - AOINOI
OPOI

4.1 Ao TG MpoTAoelg TToL LITORAANOVTAI EUTTOOBECUA KAl TTAPASEKTA KATA TA AVATEQ ETTIAEYETA
EKEIVN TTOL KPIVETAI TTIO KATAAANAN KAl CLOVATITETAI COPPRACN PICBWONG £PYOUL 1I8ITIKOL SIKaioL oTN
BAon TNG CLUPATIKAG EAELOEPIAG.

4.2 Avtikatdotacn tng Mpotaong 1 810pBwon AvTAG 1 CLUTTANPWON TUXOV EAAETTOVTWV
SIKAIOAOYNTIKGV ETITRETTETAI HOVO WEXQI TN AREN TNG TTP0BeoUiag LTTOPOANG TV MpoTATEwY.
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4.3 'Ocov apopd TOLG EVSIAPEOOUEVOLS, TWV OTI0IY EKKOEUEl povov N Sladikacia Tng
opKwUooiag, Ioxbouy Ta eENG:

MroxiodxoLI:

Le TIEQITITGON, TTOL EKKPEUEI N OPKWUOCIA TWV VEWV TITLXIOLXWY, aPKEl PePaicaon KTHong aTmmo To
AEl 1) 1o TEl, OTNV OTTOI0 VA AVApEPETAI N NUEPOUNVIA KTHONGS KAl 0 PABUOG TOL TITLXIOU.
Ai1bakTopikoi/ MeTamTuxiakoi TiTAol:

Ye TIEQITITGON, TTOL EKKPEUEI N OPKWHUOCIA TV VEWV TITLXIOLXWYV, APKE PePaicdan KTAONS aTtd TO
AElI A To TEl, TNV oTtoia va avagEpEeTal O TITAOG KAl N NUEPOUNVIA KTAONG TOL PETATITLXIAKOL TITAOL.
‘Oocov apopd TNV NUELOXPOVOAOYIA KTHCONG TOL SISAKTOPIKOL TITAOL CTTOLSWY APKE N PePaiwon
NG MpapuaTeiag Tou oikeiov AEl, Ao TNV OTToIA VA TTEOKOTITEI N NUELOPNVIA KAl TO £€TOG ETTITLUXOVG
LTTOCTAPIENG TOL BEUATOC TNG SISAKTOPIKNG SIATPIPAG. e KABe TEQITITON TPETTEl ATTO 1A
TTPOCKOUICOUEVA SIKAIOAOYNTIKA VA TTIPOKOTITEI TO BEUA TNG SISAKTOPIKAG SIATRIPAC.

4.4 Tia TOLC EVOIAPEPOUEVOLG TWV OTIOIYV Ol TITAOI OTTOLSWY TPITOPABUIAG eKTTAISeLONC
(TTOOTITUXICKGY KAl JETATITUXIAKGY) ATTOTEAOLY ATTAITOVHEVO 1| CLUVEKTIUWUEVO TOTTIKO TTOOCOV KAl
EXOLV xoPNYNOBe atmod 1ISPLUATA TOL £EWTEPIKOL, TTPETTEl VA CLVOSELOVTAI ATTO TTICTOTTOINTIKA
avayvopiong tov AOATATM.

4.5 Emonuaivetal o1l N TrERIyPAPOUevn 81a8IKAaia TToOoKANO NS LTTOROAAC MpoTdoEewy Yia cOvayn
oLUPRACNG KICBWOoNG £EpYOL TNG TTAPOVLOAG 5 CLVIOTA SIAYWVICTIKH SIASIKATIA, N &€ TOUXOV ETTIAOYN
AVTICLUPRAAANOUEVOL EXEI TO XAPOAKTAPA ATToSOXNG MpoTaong kal oxl «mpodocAnwnaoy. H diadikacia
NG NPOoKANCONG Ba oAoKANPwOEi pe cbvTaln TTivaka katatagng (dev amaiteital cvvTagn mivaka
KaTaTaéng, oTav €xel LTTORANGEI povo pia Mpodtaon ry oTav £xel paBuoioynBei uovo uia NpdTtaon).
Ye TTeQITITCOOoN IcoPaBUiac emAtyeTal KaTd oelpd N MNPOTACH TOL EVSIAPEPOUEVOL E TN HEYAALTEPN
eutTEIpia.

4.6 H aflohoynon twv Mpotdoewy Ba yivel amo TpiheAr) EmTporry Aflohoynong. YmopAnBeica
MNpoTaon, n omoia 8¢ TTANPOI Ta ATTAITOLUEVA TTPOCOVTA TNG TTPOCKANONG, &¢ PaBuoioyeital kal
amopEITTeTal. EmMmeooBeTa, N apuddia emMTEOTIN £MAOYNS KAl KATA cLVETTEIA N EmTpoT Epevvay
8¢ SEOUEVETAl VA CLVEKTIUACE OTNV ETTIAOYH TV AVTICLUPAAOUEVY TA KOIVAVIKA KPITAPIS TOL
ApBpouL 21 § 11 N 2190/1994, KABWC YEVIKA TTPOEXOLY TA KPITAPIA ETTAYYEAUATIKAG, ETTIOTNUOVIKAC
KATT. afloAoynong, 1a omroia eEac@aAilovy TNV APTIA EKTEAECN TOL TTPOG AVABEoN £PYOL, EVM N
Emrtpotth) Epevvaov Siatnpei TTARoN SIOKPITIKA ELXEPEIA WG TTPOG TNV i81a TN cLVAYN 1 uN CLUPRACEWY
N WC TTPOC TOoV ApIBud TOLC.

4.7 H evnuEPWON TV evOIAPEPOUEVY ATTOTEAE SIKR) TOLG £LOLVN Kal TeAeiTal Sia TNG avAPTNONG
oto Mpoypauua AIAYTEIA kal otnv 1oTooeAiSa Tov EAKE Tou MavemoTtnuiov ©@eccaliag NG
OXETIKNG aTTOPACNC TNG EMTPOTIAC EpeLvady yia TNV ammodoxr TV ATTOTEAECUATWY afloAdynong
TV MpoTtdoewy Kal TN cbvawn NG ovppaonsg. O evlIAPEPOUEVOC TTOL emmIOLUET va LTTORAAE
EVOTAON OXETIKA PE TO QATTOTEAECUA (ATTOPAGCN ATTOSOXNG ATTOTEAECUATM™Y), SIKaloLTal va
ToooPLYEl oTNV EmMTeOoT EpeLvady eviog TMPoBeouiag 5 pyAoiuwy NUEPGY ATTO TNV avapTnon
NG ATTOPACNG ATTOS0XNG ATTOTEAECUATWY OTOV IOTOTOTTO TOL MpoypduuaTog AIAYTEIA kal oTnv
IoTooeAiba Tov EAKE Tou MavemoTtnuiov @ecoaliag.
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4.8 O1 evllapepopevol £xoLvy SIKaiwpa TTPOoRACNG OTA £YyPAPA TOLG KAl O€ ALTA TWV AOITTWV
LTTOWNPIWV KATOTTIV YPATITAC QiTNOAS TOLG KAl LTTO TIG TTEOVTTOBECES TOL APBPOoL 5 ToL V.
2690/1999, (PEK A 45), OTT6dG auTo I0XLEl ONuEPQ.

4.9 H avaBeon 1oL £pyouL Ba Yyivel COUPWVA PE Ta TTPOPAETOUEVA oTov Oényd Epappoyng Tou
MNpoypdupaTog.

4.10 KaB' OAn TN SIAPKEIA EKTEAEONC TOL £OYOL KAl KATA TOLG OPOLS TNG CLUPACNS UTTOPE va
TTPAYHATOTTIOINBEI AVTIKATACTACN TOL/TWV ETTIAEXOEVTOG/ WV e AANO/AAAOLG eVOIAPEQOUEVO/OVLG
OTO TTAQICIO TNC TTAPOLOAG TTEOCKANCNG KAl COUPVA UE TOV CLVTAXOEVTA TTiVaKa KATATAENG.
411 Emonuaivetal o1 civar duvaTtrh, PEéoca oTa TTAQICIa KAl TIC SuvATOTNTEG TOL £POYOL, N
TAPATACN TN XPOVIKAG SIAPKEIAC TNG CLUPACNG KAl ETTEKTACNS TOL PLOIKOL KAl OIKOVOUIKOV
QAVTIKEIUEVOL TNG.

412 To TEAKO LWOC TNG APOIPAC TeAel LTTO TOLG TEQIOPICHOLS TOL XENUATOSOTN KAl TNG
Keiuevng vouoBeoiag.

413 e TIepiTMT@OON  TOL O €mAexBeig/Ta emAexBévia TpocwTa eival  Snuociog
OTTAAANAOCG/SNUOCION LTTAAANAOI  PEPEI/PEPOLY  TTIPOCWTIIKA  €VOBLVN  THPNONG  TWV
TpolToBECEWY TOL ApPBpoL 31 Tou V. 3528/2007 (PEK A 26).

4.14 O BEi6IkOg Aoyaplacuog KovsuAiwy Epevvag Tou MavemoTnuiov @ecoaAiag dev avalaupavel
Kauia §éouevon TPOg cbvawn cLuPacng, dedopévou OTI eTTaAIeTAl OTNY TIANEN SIAKPITIKY TOL
euxépela N cbvaywn f PN CLUPACE®Y, KABWS KAl O APIBUOC ALTWY, ATTOKAEIOUEVNG OIACSATIOTE
AEIDOEWS 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 kKo @eddwpo KovTd (TNA. 24210 06413, email: kontos@uth.qgr) kar otnyv
ka BaoiAapou EvayyeAia (TnA. 24210 06403, email: vasilarou@uth.qr)

4.16 HmapoLoa mpdokANon ekSNAKONG eviiapEéPovTog 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 Emrpotng Epevveov kai Alaxeipiong Tov EAKE

Av. KaBnynTtpia AaAioTou lkwdavva
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NAPAPTHMA |

‘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 TTPWT. 35993/06.08.2021 MpbdokAnong Ekéniwong
EvSlagpépovtog Tou Eisikob Aoyapiaopol KovouAiwy Epevbvag Tou MNavemoTnuiovb @ecoaliag, yia
obvawn cLUPRACEWY PICBWONG £PYOUL IBIKTIKOL SIKAioL, OTO TTAQICIO LAOTTOINCNG TOL ELELYNTIKOL
£OYOL (AVATITLEN KAl HEAETN KAIVOTOHOL CLOTAUATOG £VE0OAYYEIAKOL HTTAAOVIOL Yid TRV TOTTIKA
xopnynon kaivotopov ¢pappdakov (CLEVER BALLOON)» TN Modéng pe Kwd. T2EAK-03677, MIS
5070931, kal kwbikd EAKE 6630, pe EmoTtnuovika YmebOuvo Tov Kabnyntr Tou levikob TuAUaTog
Adpicag Tou MavemoTApIoL GecTaAiag, KOPIO MOLAA AvapyLEO.

O/H YmopaAAwv/ovoa tnv Mportaon
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MAPAPTHMA II

ANTIKEIMENO EPTOY

To épyo CLEVER Balloon otoxebel otnv avamruén evog VEOL IATPOTEXVOAOYIKOU TTOOIOVTOC Yid TN
BepaTreia TNS APTNEIAKNAS VOOOU, EVOC ETTIKAALUUEVOL E PAPUAKO £VE0AYYEIQKOL KABETNOA E
utmmaiovi (Drug Coated Balloon, DCB). To mpoidv 6a emToyxavel TNV QTTOTEAECUATIKY) TOTTIKN
XopnNynon 1oL EREPOAIIOLG, EVOC YVWOTOL AAAG KAIVOTOUOUL YIQ TN CULYKEKQIUEVN EQAPLOYN
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
mpoOSpoua QATTOTEAETUATA Of TEXVOAOYIEG TTOL avarTuxbnkav vLmepfaivovy TNV LITAPXOLOA
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 ALTOL TTOL £XEl ATTOSEIXOEI (G TO TTAEOV ATTOTEAECUATIKO YIA TN
Beparreia TG eTavacTévaong. To £pyo TTepIAQUBAavel avatTuén TTPWTOTUTTWY KAl WEAETEC in vitro,
in vivo kai in silico cote va eEaoceaAioTel n emrToxia otnv avamTtuén evog KAIvOTOLOUL
IATOOTEXVOAOYIKOU TTOOIOVTOC HE PAPUAKOo TToL Ba vTTepPaivel KATA TOAD TNV LTTAPXOLOA
TTAYKOOWUIG OTABUN TNG TEXVIKNG. ©a HeAeTnOEl in vitro n emibpacn ToL CcLVSLATLOL TWV
OULOTATIKWY TOL VEOL TTPOIOVTOC (PAPUAKO KAl COCTNUA ATTEAELBELWONG) T€ Agia pLIKA KOTTAPA
ka1 6a SigpebvnBOLV oI LOPIAKOI UNXAVICUOI TNS SpAoNG Toug. H Spdacon Tou véou DCB Ba ueAeTnOei
EMioNG in vivo O€ TTEpAUATIKA UOVTEAQ WOTE va e€EQTQAAICTEI N ATQAAEIQ KAI ATTOTEAECIATIKOTNTA
Tou. Ta amoTeAéouaTa TV in Vivo UeEAETwV Ba xpnoiuomoinGouvyv yia tnv avamtuén in silico
TAQTQOPUAC We TPICSIACTATN AvaAmapdoTacn TOL APTNEIAKOL TOIXWUATOC KABWS Kal TN
UOVTEAOTTOINGN TNC CULUTTEQIPOPAS TOL UTTAAOVIOL KATA TNV EKTTTLEN KAl QTTEAELOEOWON TOL
PAPUAKOL WOTE VA UOVTEAOTTOINGEI N ATTEAELBEOWON TOL PAPUAKOL HE ATTWTELO OKOTTO TNV
TTPOBAEYN TNC CLUTTEPIPOLAC TOL TTPOIOVTOC KAI TNV EAAXICTOTTOINCN OTO UEAAOV TNG AVAYKNG YIA
mepauara o {a, oOUPWVA UE TIC TO TEOCPATEC Siebveic obnyiec. Kbploc oTOXOC TOUL
TTOOYPAUMATOC €ival N avamTuén KAl JEAETN EVOC KAIVOTOUOL, ATPAAOLS KI ATTOTEAECUATIKOL
EMKAADUMEVOL HE PAPUAKO UTTAAOVIOU TTOL EETTEPVWVTAC TNV LTTAPXOLCA SIEBVS OTABUN TNC
TEXVIKNG VA UTTOQE va ATTOTEAETEI Og0aTTeia TTPWTNG ETMAOYNG YIA CLUYKEKPIUEVES TTEQITITCOTEIS TG
QYYEIQKNS VOOOUL Kal TV EMITTAOKWY TNG. OI KAIVOTOWIEC TOL TTPOYPAUUATOC TTERIAAUBAVOLY TN
XPNoN KAQIVOTOUOUL TTATEVTAPICUEVOL ATTOTEAECATIKOL CLCTAKWATOS ATTOS00NG PAPLAKOL KAl N
avamnTtoén kai xprion AoyIouIKOL TToOCOU0IONG KAl in silico TAQTPOPAS WOTE VA EAQXICTOTTOIEITAI
n avaykn yia in vivo mreipauara.
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