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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 amo@aon £yKPIONG TOL TTPOVTTOAQYICHUOL TOL £OYOU,
OOUPWVA e TNV OTTOIA TTPOKOTITEI OTI LTTAPXOLY Ol ATTAITOVUEVEG TTIOTWOEIG YIA TNV KAALYN TNG
Samdvng yia Tn cvvawn NG ev Adyw cLuPaong (AAA: 91OP469B7=-P92).

9. Tnv amd EZE0032785/002/19-07-2021 amdpaon avaAnwng urroxpéwong Tou TMpoédpou NG
EmToothg Epeuvayv karl Alaxeipiong 1ov EAKE, n omroia KaTaxwpeiodbnke oTo MNTPWO AeCUELTEWY
ToL EI6IKOL Aoyapiaopuob KovouAiwy Epevvag AaupavovTag (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 ammogacn Tov appodiov opydvou Tou EAKE ue Ty otroia eykpibnke
TO QITNUA SIEVEQYEIAG TTOOOKANCONG EKOSNAWONG evOIAPEPOVTOG (AAA: 6474469B7=-014).

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 £€G 31/12/2022
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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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) XNUIKOG 1) XNUIKOG MNXAVIKOC

ApPIOUOC aTOUWY

‘Eva (1)

AVTIKEIUEVO

AIEEQYWYN XNUIKOV AVAADCEWV e XPNOoN evOPYav®Y Kal
OLUPRATIKGY  PEBOSWY, OTTWG  XPWUATOYPA®IAg  Kal
(PACUATOOKOTTIAG padag. AIOKPIPOOEIS opyav®V.
Epapuoyr cuoTNUATWY TTOIOTNTAC.

MNakéTo epyaciag

Evotnta Epyaciag 1: Avamtoén texvoloyiag Drug Coated
Balloon, DCB

Evotnta Epyaciag 2: In vitro peAéTeg

EvotnTa Epyaciag 3: In vivo JEAETN TGV XAPAKTNEICTIKGDV TOL
DCB

Aldpkeia Youpaong

ATIO TNV nuEpopNvia LTTOYPAPNS TNG oLUPAONG £WC
31/12/2022 pe duvvatodoTnTa cLVAWNS VEAG CLUPRACNG XWEIG
TN Slevépyela veag TTPOOKANONG £0G TN AREN ToL £pyou, ATOI
28/03/2023 | TV TLXOV TTAPATACEWY TOL

YOVOAIKO KOOTOG £pYOL

To Npobmoloyiobiv TTooO auoIphG opiletal o €26.250,00 kal
dovatal va SlauopPwdei cLUP®VA e TNV €EENIEN Kal TA
TTOOPRAETTOUEVA TOL £OYOU.

To w¢ Avw Tocd TEPIAAUPAVEl TNV AUOIPr ToL SIKAIOVLXOU,
TAoNG PLONG VOUIUEG KPATACEIG, ACPAANICTIKEC EI0POPES
epyodOTN €OCTOV O SIKAIOVXOG EUTTITITEl OTIC SIATAEEIC TOL
dpBpou 39 rap. 9 Tov v. 4387/2016, kal D.IM.A o€ TTEQITITOON
LTTAYWYNG TOL SIKAIOLXOL O& KABeoTWS P.IM.A.
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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
£pyou.

ToOTToG TTAPAAAPAS avaTeBévTog
£EPyou

TOTTOG TTAPOXNG £PYOL/EPYATIAg FevikO Tunua Adpicag, MavemoThuio @ecoaliag

B. AMAITOYMENA MPOXONTA

MTuXio XNUIKOUL 1 XNHIKOL PNXAVIKOL 1 AAANG oLVAPOLG €I8IKOTNTAG attd AEl | TEl Tng EAANGSOG
) TOL eEWTEPIKOL avayvwpIouévo atmd 1o AOATAIMN

ATTOSESEIYUEVN ETTAYYEAUQTIKA EUTTEIOIA TOLAGXIOTOV TRIV (3) ETWV OTNV £paApPoyn UEBOSwY
2 | evOpyavng avaiuong, Kal €SIKOTEPA LYPN XPWUATOYPAPIA PE pacuaTtookoTttia palag kal
ATOWIKA ATTOPEOPNON

F'veon Tou TPEOTLTTOL ISO 17025 yia XNUIKS €pyaoThPIa OTTWC TEKUNPIWVETAI ATTO OXETIKO

8 mMoTOTToINTIKO ApuodioL popia.

4 'VaOoN XEIPIOUOL NAEKTPOVIKGV LTTOAOYIOTWY (Microsoft Office, vTTnpecieg SIASIKTOOL, KATT.)
OTTWC TEKUNPIWVETAI ATTO OXETIKO TTIOTOTTOINTIKO APUOSIOL POpPEd.

. MPOXOETA MPOXONTA - KPITHPIA BAOMOAOTIA

€66 40%
(g 1 £10G: 8%, 1-2 £€TN: 16%, 2-3 €N
24%, 3-4 £1n: 32%, AVW TWV 4 ETQV:
40%)

ATTOSESEIYUEVN ETTAYYEAUQATIKN euTIeipia o Béuata
1 | €pappoOYNC CLOTNUATWY TIOIOTNTAG E£QPYACTNEIOL
ISO 17025

ANUOOCIELOEIC  O€  EMOTNUOVIKA  TIEPIOSIKA o€ twg 20%

2 QVTIKEIUEVO OXETIKO HE TNV EVOPYAVn avAALo (10% ava énuooievon, éwg 2
H X HET Pyavn 1 dnNuoocIELOEIC)
AVAKOIVQOEIC o€ 8IEBV oLVESPIa O AVTIKEIUEVO . twg 29% .
3 (10% ava avakoivewon, £€mg 2

OXETIKO HE TNV evoOpyavn avaivon

AVAKOIVOOEIG)
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Me tn ouyxpnuatodotnon tng EAAGdag kat tng Eupwnaiknig Evwong
€606 20%

4 | [POCWTIIKA CLVEVTELEN (H BaBuoioynon 6a yivel ye pdon ta
KPITAPIA TNG OLVEVTELENG)

1. AIEYKPINIZEIX

1.1 O vmmownpiog avadoxog Ba é&xel OTevr ETTIKOIVAVIA KAl OLVEQPYAOIA e TOV ETTOTNUOVIKO
YmebBLvo ToL Epyov. O LTTOWAPIOG AVASOXOG, ETTIONG, EVOEXETAI VA CLUUETEXEl OE CLVAVTAOEIG
EQYATIAg, NUEPISES, CLVESPIa OTA TTAQICIA CLVEQYATIAG Kal SIAXLONG TOL £OYOUL.

1.2 H mpoopéTpnon povadwy PaduoAdynong TTeayUATOTIOIEITAl YIA TA TTOOCOVTA £KEIVA TA OTToIa
AvVaQEOPOVTAl OTA CLVEKTIUWUEVA TTPOCOETA TIDOTOVTA — KPITAPIA TNG TTPOCKANCNG KAl RpickovTal
O€ AVTIKEIUEVIKA CLVAPEID PE TIC ATTAITATEIG TOL £PYOL.

1.3 O1 evliapepouevol 1) ool atrd auToLS KPIBoLY KATAAANAOI (TTANPOLY SNACSA Ta ATTAITOLUEVA
TTPOCOVTA — KPITAPIA) Ba KANBoLV e cuvevTeLén oTnV otroia n Emtpot AfloAdynong Twv
MNpotdoewy Ba afloAoynaoel TNV KATAPTION, TIG IKAVOTNTES , TNV ETTAYYEAUATIKY) COPTIEQIPOPT, TNV
KaTavoNnon TV ATTAITNOEWY TOL AVTIKEIPEVOL TOL £PYOUL KAl TLXOV TTPOCOETA TTPOCOVTA, KABWGS
KQI TN CLVOAIKN) EIKOVA KAl TTOOCWTIIKOTNTA TV LTTOWNPIWY.

1.4 Ye repimTadon OLTTAPENG POVO Wiag aiTnoNnG LTTOWNEPIOTNTAC YIA TNV TTAPATIAVE BECoN, LPICTATAI
n duvaTdTNTA PN SIEVEQYEIAC CULVEVTELENG LTTO TNV ATTAPAITNTN TTEOVBTTOBECN OTI O LTTOWNPIOG
TTANPOI Ta TTAPATTAV® aTTaIToLPEVA TTPocoOvVTa (B. AMAITOYMENA MPOIONTA) mou opilovTal yia
TN Béon avtn. Emiong veioTtatal SuvaTdTNTA PN SIEVEQYEIAS CLVEVTELENG OTAV TA LTTOAOITTA (EKTOG
TNG TTPOCWTIIKNG CULVEVTELENG) TTPOCOETA TTIPOCOVTA-KPITAPIA TOL TTPOTEIVOUEVOL LTTOWNQIOL
BabuoloynBoLy pe aplOud Popiy TToL &ev PTTOPEl va LTIEPKEQAOTEl ATTO TA HOPIA TNG
OLVEVTELENG, LTTO TNV aATAPAITNTN TEOVTTOBEecN OTI O LTTOWNAPIOG TIANEOI TA TTAPATIAVK
ammairobueva mpocoovTa (B. AMAITOYMENA MPOIONTA) tTou opilovTal yia Tn Bécn avTn.

Ol BepaTikEG evOTNTEG KAl TO oLOTNUA PABUOAOYNONG TTOL Ba XEPNOIUOTTIOINGEI OTN CLVEVTELEN
TTEPIyPAPOVTAl OTOV aKOAOLOO TTiVaKA:

A/A OeUATIKA EVOTNTA CLVEVTELENG TOVTEAEOTNG PapLTNTAG
1 MNMPoCWTTIKA OTOIXEIQ KAl eVEIAPEQOVTA 10%
2 ETTayyeAUQTIK) CLUTTEQIPOPA KAl IKAVOTNTA 20%
ETMKOIVAVIAC
3 IkavoTnTa EMTLXOLG SPACNG OTO TTAQICIO TNG 20%
opasdag
4 Katavonon TV amaimhoewy ToL AVTIKEIUEVOL 30%
TOL £OYOL
5 Kivntpa utroyngidtntag 20%

2. AIKAIOAOTHTIKA TYMMETOXHX

2.1 Npétaon ovayng IvuPaong MicBwong ‘Epyou (PA. NMapdaptnua l).

2.2 Bioypa®Iko INMEI®UA TRV eVOIAPEQOUEV®Y, TO OTTOIO B CLVOSELETAI ATTO TA AVTIYPAPA TWV
SIKAIOAOYNTIKGY TTOL LTTOOTNEICOLY TA TPOCOVTIA TIOL AVAYPAPOVTAl CTO PIOYPAPIKO TWV
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EVSIAQEPOUEV@Y, OTTWG TI.X. TV TITAWY OTTOLSWY, TTICTOTTOINCEWY, PeRAIDOLDY TTPOolTTNEECIAG,
AAAG KAl KABe AANO OTOIXEIO, TTOL TEKUNPIWVE TG OCA AvAPEQOVTAl OTO RBIoypapIiKO onueiwua.

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

A) TO OIKEIO ETTAYYEAUATIKO UNTEWO/TEXVIKO ETTIEANTAPIO, £P' OCOV €ival eyYEYPAUUEVOL,

B) o1 éAaPav yvoon TV OpwVv TNG TTApoLOAC TTPOOKANCNG eKSAAWONG £VEIAPEOOVTOG, TOLG
OTTOIOLG ATTOSEXOVTAI OAOLG AVETTIPLACKTQ,

') OTI &gV £xOLY KAVEI WeLSEIC ) AVAKPIPREIC SNADTEIC KATA TNV TTAPOXN TTANPOPOPIGY TTOL {NTOLVTAI
amod TNV AvaBéTovca ApxN,

A) OTI yia TNV avAAnyn ToL £PYOUL KAl TNV &oTTEAgN TNC AUOIPAG & CLVTEEXEI KAVEVA KWALUA OTO
TTPOCWTTIO TOLG KAl OTI O€ AVTIOETN TTIERITITON Ba PPOVTICOLY YIA TNV APCN KABE KWALUATOC YIa
TO OKOTTO ALTO, £pOCOV N MPOTACH TOLG Yivel ATTOSEKTN,

E) o1 mapairobvTal amd kdBe Sikaiua amolnUieohS TOLS YIa TUXOV ATTOPAon TNG AvaBéToLOAG
APXNG, TTOL APOoPA OTNV AvaPoAn ) OTn PaATaioNn TOL SIAYWVICUOL | TN PN cbvawn TNG
ovupaong.

XT) OTI €XOLV EKTTANPGTEI TIC OTPATIWTIKEG TOLS LTTOXPEWOTEIC N EXOLY VOUIUA ATTAAAAYE ATTd ALTEG
N &xoLv AdPRel avaPoAr yia OAO To XPOVo SIAPKEIAC TNG ATTAoXOANONG (UOVO WG TTPOC TOLG
APPEVEC eVEIAPELOUEVOLC)

2.4 AmrodeikTika MNpooovrov

AlgLKpIviCeTal OTI WG TTPOG TA ATTOSEIKTIKA TWV TTPOCOVIWY TWV eVOIAQEQOUEV®Y (TT.X. TITAOLG
OTTOLSWY, TIOTOTTOINCEIG, PERAIDTEIC K.ATT.) IoXOOLY KATA Ta opPIlOoUEva OTO APBpo 1 ToL V.
4250/2014 (PEK A 74), Ta akOAOLOA : a) WG TTPOG TA EYYPAPA TTOL EXOLY eK60BEI ATTO TIG LTTNPEETIES
KAl TOLG PopEEic ToL dnuoaiov, TV OTA, TV NIMAA KAl TV AOITTAY LTTNEECIWY KAl POPEWY TNG
Tap. 2 a 1oL APBpoL 1 ToL V. 4250/2014, apKoLY ATTIAQ, £LAVAYVWOTA PWTOAVTIYPAPA TWV
TTPWTOTOTIWV £YYPAPWY 1 TV AKPIPOV AvTiypdpwy Toug, B) WS TPOG TA ISIWTIKA £yypapa,
APKOLY ATTAY, ELAVAYVROTA PWTOAVTIYPAPA ALTWY, EPOCOV TA £YYPAPA ALTA EXOLV ETTIKLPWOEI
APXIKA atmmd SIKNYOPO, KABWCS KAl EVKPIVI PWTOAVTIYOAPA ATTO TA TTPWTOTLTTA OCWV ISITIKGY
EYYPAPWY PELOLY BePNCN ATTO TIG LTTNPETIEC KAI TOLS POPEIG TNG TTAP. 2 A TOL APBPOoL 1 TOL V.
4250/2014, y) @G TPOG Ta AAAOSATIA  Eyypadad, APKOLV ELKPIVH PWTOAVTIYPAPA AANOSATICV
EYYPAPWY, LTTO TNV TPEOOTTOBECNH OTI TA £yyPAPA ALTA EXOLV ETTIKLEWOE TPEWTIOTWS ATTO
SiKknyopo.

2.5 AmmodeikTikda Epmeipiag

Q¢ eutreipia TTOL AAUPAVETAI LTTOWN, VOEITAI N ATTACXOANCN TTOL £Xel ATToKTNOE SLvApEl cLUPACNC
epyaoiag | duvauel ocLUPACNG HICOBWONG EPYOL OTO SNUOTIO N ISITIKO TOUEQ O€ KABNKOVTA N
£Oya, TALTOONUA 1 CLVAPN PE TA AVAPEPOUEVA OTNV TTAPOLOA TEOOCKANGCN, OTTWSG ALTA
avagipovTal oTNY TTAPOLOA TTPOCKANGCN, META TNV ATTOKTNON TOL RACIKOL TITAOL GTTOLSWV.

Qc armairobeva SikaloAoynTiKA yia TNV attodeIEn ToOL AVTIKEIUEVOL KAl TNG XPOVIKNG SIAPKEIAS TNG
euTTEIRIAG AauPavovTtal bTTownN: Bepaicdan ToL ACPANCTIKOD POPEA ATTO TNV OTTOIA TIPOKOLTITEN N
XPOVIKN SIdpKEId aoPANoNS (YIA TOLS LTTOWNPIOLS TTOL N EUTTEIRIA TOLS APOPA OTOV ISIWTIKO
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TOopEQ) N BePaicdoon ToOL OIKEIOL POPEA TOL ANPOGCIOL (YIA TOLC LTTOWNPIOLS TTOL N EUTTEINIA TOLG
apopd atov dnuocio Touéa). Epdcov amod T PeRaicdon ToL AoPAANCTIKOD QOPEA SV TTIPOKOTITEI
N €€eISIKELUEVN EUTTEINIA TTOL TLXOV ATTAITEITAI OTO TTACICIO TNG TTAPOVLOAG TTPOCKANCNG, ATTAITEITAI
N TTPOCKOWICN OXETIKAG CLUPRACNC N SEATIOL TTAPOXAG LTTNEETIWYV TTOL KAADTITOLY EVOEIKTIKWG TN
SIApKeIa TNG €EEISIKELUEVNG EUTTEIRIAG.
Ye TTEQITITCOCN TTOL ATTAITEITAI EUTTEIDIA TOL LTTOWNPIOL TE €PELVNTIKA £PYA N TTEOYPAUUATA, N
EUTTEIDIA QLT ATTOSEIKVLETAI PE TA akOAoLBa bikaloAoynTikd: a) (Mpoaipetikd) BePaicwon Touv
Emotnuovikob YTeuBodvou Tou £pyov, OTNV OToia Ba avagéPeTal TO £PELVNTIKO £PYO TTOUL
OULUUETEIXE, TO AVTIKEIUEVO TNG £DELVAG KAI O XOPOVOG CLUUETOXNG TOL LTTOWNQIoL Kal B) Bepaiwon
TOL TMpoioTapévoL TNG Movadag OIKOVOUIKAG Kal AIOIKNTIKAG YTooTthpiEng Tou EAKE rf) Tou
MNpoédpov TNG EmTpoTg Epeuvadv oTnv otroid Ba avagépetral o TITAOC Kal n SIAPKEIA TOL
EQELVNTIKOL £PYOL 1) TIPOYPAUPATOG, O XPOVOG CLUMUETOXAG TOL LTTOWNQIOL KI N CLUPATIKA OXEoN
ME TNV OTTOIa CLVSEOTAV O LTTOWNPIOG e PopEa (COLURACN EPYATIAG OPICUEVOL XPOVOL 1) £EDYOU)
N eVAAACKTIKA cLUPACN ATTAcXOANONG Kal YTTELOLYN ANAWON YIA TNV KAAR EKTEAECT) TNG ATTO TO
Sikalovxo.
Eav o1 uvmmoyneiol dev TTOOOKOUICOLY, TA ATTAEAITNTA, KATA TEPITITON, SikaloAoynTiKA, &€
AduPdavovtal uTToYN TA TTEOCOVTA N TA KPITAPIA 1 Ol 181I0TNTEC TTOL SNAVOLY PE TNV AIThoN
OLUUETOXNG TOLC oTn Siadikaaoia.

3. MPOOGEIMIA YNOBOAHZ NMPOTAIEQN

Q1 evbiagepoduevol Kal yia 6co sidotnua epappolovTal Ta PETPA AVTIHETMOTIONG TWV CULVEITEIOV
TOL KIVSOVOL SlaocTropdg Tov Kopwvoiodb COVID-19 Ba TTEETTEl va ATTOCTEIAOLY AITNON-TTPOTACN
HE TO ATTAITOLUEVA SIKAIOAOYNTIKA LTTOXPEWTIKA HE NAEKTPOVIKO TPOTO, AAAG ue SIKA TOLG
ATTOKAEIOTIKA  €LOVVN YIA TNV EUTTPOOECUN KATABOEOT) TNG, EUTIEQIEXOLOA OKAVAPIoUEVA Ta
TAPATTAV® AVAPEQPOUEVA SIKAIOAOYNTIKA CLMMETOXNG, MEXE! TNV 250 AvyoboTou 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.
EutrpdBecuec Bewwpolvtal ol TTPoTaceg Tov 6a TTapaAneBoly amd 1o MPWTOKOAO TNG
Foauparteiag Tov EAKE péxpl TNV Tapammave opi{opevn nUepounvia.

O LTTOYNEPIOG €KTOC TV ANV Ba TTEEme va LTTORAAE LTTELOLYVN SNAwon Touv N.1599/1986,
COUPWVA PE TNV OTTOIA, £POCOV TTPOKLYE TTPOCANTITEOG, BA TTPOOKOUIoE OAQ TA ATTAITOVLHEVA
SIKAIOAOYNTIKA O€ XPOVO HETAYEVECTEQO KAl TTAVIWC APECA PETA TN ANEN TWV EKTAKTWV UETOWV
AOY@ TOL KOPWVOIOL.

ToxoLOoEG eVOTACEIC YIA OAEG TIC SIAdKAoieC TEOCANWNS Ba LTTOPAANOVTAI ATTOKAEIOTIKA HE
NAEKTPOVIKO TPOTTO.
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4. AZIOAOTHIH TQN NPOTAXIEQN - AIKAIQMA ENXITAIEQX & MPOXIBAXIEQI XIE EITPADA - AOIMNOI
OPOI
4.1 At Tig MpoTdoelg TToL LITORAANOVTAI EUTTOOBECUA KAl TTAPASEKTA KATA TA AVATEQG ETTIAEYETA
EKEIVN TTOL KPIVETAI TTIO KATAAANAN KAl CLUVATITETAI COPPRACN PICBWONG £PYOUL 1I8IKTIKOL SIKAIOL OTN
BAoN TNC CLUPATIKAG EAELOEPIAG.
4.2 AvTikatadoTtacon Tng Mpotaong r 810pBwon ALTAG N CLOPTTANPWON TUXOV EAAEITTOVTWYV
SIKAIOAOYNTIKGV ETNITEETTETAI HOVO PEXE! TN AREN TNG TTPOoBecUiac LTTOROANG TV MPoTACEW®Y.
4.3 'Ocov apopd TOLG EVSIAPEOOUEVOLS, TWV OTIOIWY &KKPEUE Povov n Siadikacia Tng
opKwUooiag, Ioxbovy Ta eENG:
MruxiovxoI:
Y€ TIEQITITGON, TTOL EKKPEUEI N OPKWUOCIA TWV VEWV TITLXIOLXWY, aPKEl PePaicon KTHoNG aTmod To
AEl 1y 10 TEl, OTNV OTTOI0 VA AVAPEPETAI N NUEPOUNVIA KTHONS KAl 0 PABUOG TOL TITLXIOU.
Ai1bakTopikoi/ MeTamTuxiakoi TiTAol:
Ye TIEQITITGON, TTOL EKKPEUEI N OPKWUOCIA TWV VEWY TITUXIOLXWY, AEKEl PePaiwaon KThong Ao To
AElI 1 7o TEl, TNV oTroia va avagEPETal O TITAOG KAl N NUEPOUNVIA KTAONG TOL PETATITLXIAKOL TITAOL.
‘Ocov apopd TNV NUELOXPOVOADYIA KTHONG TOL SISAKTOPIKOL TITAOL CTTOLSGY APKE N PePaicaon
NG MpapuaTeiag Tou oikeiov AEl, Ao TNV OTToIa VA TTPOKLTITEl N NUEPOUNVIA KAI TO £TOG ETTITOXOVLC
LTTOCTAPIENG TOL BEUATOC TNG SISAKTOPIKNG SIATPIPAG. L& KAOe TEQITITON TPETTEl ATTO 1A
TTPOCKOUICOUEVA SIKAIOAOYNTIKA VA TTPOKOTITEl TO BEua TNG SISAKTOPIKAG SIATPIPAC.
4.4 Tia TOLC EVOIAPEPOUEVOLG TWV OTIoIY Ol TiTAOI OTToLSWV TPITORABUIAC ekTTaibeLoNG
(TTOOTITLXIOKGV KAl PJETATITUXIAKGY) ATTOTEAOLY ATTAITOVHEVO | CLUVEKTIUWHUEVO TOTTIKO TTOOCOV KAl
EXOLV XoPNYNOBe aTTod 1ISPLUATA TOL EEWTEPIKOL, TTPETTEl va cLVOSELOVTAI ATTO TTICTOTTOINTIKA
avayvapiong tob AOATATM.
4.5 Emonuaivetal o1l N TTERIyPAPOUevn 8Ia8IKAcia TToOoKANO NS LTTOROAAC MpoTdoewy Yia cOvayn
oLUPRACNG KIoBWOoNG £EpYOL TNG TTAPOVLOAG 5 CLVIOTA SIAYWVICTIKN SIASIKATIA, N &€ TOXOV ETTIAOYN
AVTICLURAAANOHEVOL EXEI TO XAPOAKTAPA ATToSOXNG MpoTaong kal oxl «rpocAnwnaoy. H Siadikacia
NG NPOCKANCONG Ba oAoKANPwOEi pe cbvTaln TTivaka katatagng (dev atraiteital cvvTagn mivaka
KaTaTaéng, oTav £xel LTTORANGEI povo pia Mpotaon ) oTav éxel PaduoloynBei povo pia MpodTaon).
Ye TTepITITCOOoN IcoPaBiac emAtyeTal KaTd oelpd N MNPOTACH TOL EVSIAPEPOUEVOL E TN HEYAALTEPN
eutTEIpia.
4.6 H aflohoynon twv Mpotdoewy Ba yivel amo TpiheAry EmTpoty Aflohoynong. YmopAnBeica
MNpoTaon, n omoia 8¢ TTANPOI Ta ATTAITOLUEVA TTPOCOVTA TNG TTPOOKANCONC, ¢ PaBuoioyeital kal
amroppimTeral. EmmpooBera, n apudsdia emTeoTn £MAOYACS KAl KATA ouverela n Emtporr Epeuvav
8¢ SEOUEVLETAl VA CLVEKTIUACE OTNV ETTIAOYH TV AVTICLUUPAAOUEVY TA KOIVAVIKA KPITAPIA TOL
ApBpoL 21 § 11 N 2190/1994, KOOBWG YEVIKA TTPOEXOLY TA KPITAPIA ETTAYYEAUATIKAG, ETTIOTNMOVIKAG
KATT. afloAoynong, 1a omroia e€acpaAilouy TNV APTIA EKTEAECN TOL TTPOC AVABECN £PYOL, EVM N
EmTpotr) Epevvav Siatnpei TTARon SIOKPITIKR ELXEPEIA WS TTOOCG TNV iSIa TN cOVAWN 1) un CLUPRACEWY
f WG TTPOC TOV APIBUO TOLG.
4.7 H evnuépon TV evalagepopévay atmoTeAe SIKr) TOLG eLBLVN Kal TeAEiTal SIa TNC AvAPTNONG
oto Mpoypauua AIAYTEIA kal otnv 1oTooeAibS5a Tov EAKE Tou MavemoTtnuiov ©@eccaliag TG
OXETIKAG atmogaong TG EmTpotng Epeuvadv via Ty ammodoxr) TV AtmoTEAEOUATWY afloAdynong



ΑΔΑ: 99ΕΥ469Β7Ξ-ΜΚΚ


AAA: 99EY469B7=-MKK

EnAavekoou-2000 = EXTIA
EMNIXEIPHZIAKO NPOrPAMMA
ANTAFONIZTIKOTHTA i -
EMNIXEIPHMATIKOTHTA =M 20]4 2020
Eupwnaikn ‘Evwon KAINOTOMIA

Eupwnaiké Tapeio
Neppeperaxng Avantuéng

Me tn ouyxpnuatodotnon tng EAAGdag kat tng Eupwnaiknig Evwong
TV MpoTdoewy Kal TN cbvawn NG ovpPaong. O evaIAPEPOUEVOC TTOL ETMIBLUE VA LTTORAAEI
EVOTAON OXETIKA PE  TO ATTOTEAECHA (ATTOPACN ATTOSOXNG ATTOTEAECUATWY), SIKaloLTaAl va
TTPOOPLYEl OTNV EMTEOTIH EpELV@Y evTOC TTP0BEeCcUIag 5 epyACIU®Y NUEPGY ATTO TNV AvapTnon
TNG ATTOPACNG ATTOS0XNG ATTOTEAECUATWY OTOV IOTOTOTTO TOL [poypdauuatog AIAYTEIA kal oTnyv
IoToo€eAiba Tov EAKE Tou MavemoTtnuiov @ecoaliag.
4.8 O1 evlla@epoOpevol £XOLY SIKAIUA TTPOCRACNG OTA £YYPAPA TOLG KAl O€ ALTA TWV AOITTWV
LTTOWNPIWV KATOTTIV YPATITAG QiTNONAG TOLG KAl LTTO TIG TTPOVTTOBECEIC TOL APBPOoL 5 ToL V.
2690/1999, (DEK A 45), 011G auTd IoXVLEl ONUEPQ.
4.9 H avaBeon 1oL £pyou Ba yivel cOUP®VA Pe Ta TTPORAETTOUEVA oTov OSNYO Epappoyng Tou
MNpoypAdupaTog.
4.10 Ka®' OAn TN SIAPKEIa eKTEAEONG TOL £OYOL KAl KATA TOLG OPOLGS TNG CLUPACNG PTTOPEI va
TTPAYUATOTTOINOE AVTIKATACTAGCN TOL/TWV ETIAEXOEVTOG/WV e AANO/AANOLC EVEIAPEPOUEVO/OVG
OTO TTAQICIO TNG TTAPOLOAG TTEOCKANCNG KAl COPPVA WE TOV CLVTAXOEVTA TTiVAKA KATATAENG.
4.11 Emonuaiveral o1 givar duvartrh, upéoa oTa TTAQICIa KAl TIC SLVATOTNTEG TOL £PYOL, N
TTAPATACN TNG XPOVIKAG SIAPKEIAC TNG CLOUPACNG KAl ETTEKTACNG TOL PLOIKOL KAl OIKOVOUIKOU
QAVTIKEIUEVODL TNG.
412 To TEAKO LWOC TNG APOIPAC TeAEl LTTO TOLG TEQIOPICHOLS TOL XENUATOSOTN KAl TNG
Keiuevng vouoBeoiag.
413 YIe TIepimTOON  TOL O €mAexPeic/Ta emAexBévia TTPOCWTA  eival  SNUOCIOG
OTTAAANAOCG/ESNUOCION LTTAAANAOI  PEPEI/PEQPOLY  TTPOTWITTIKN evbdvn  TAPNONG  TWV
ToolTmoBécewy ToL dpPBpoL 31 Tou V. 3528/2007 (PEK A 26).
4.14 O BEi6iIkog Aoyaplaocuog KovsuAiwy Epevvag Tou MavemoTnuiov @ecoaiiag ev avalaupavel
Kauia d¢ouevon TPog cbvayn cvupacng, dedopévou OTI emmagieTal otV TTANEN SIAKPITIKA TOL
euxépela N cbvaywn f PN CLUPACEWY, KABWS KAl O APIBUOC ALTWY, ATTOKAEIOUEVNG OIACSATIOTE
A€IDOEWDG TWV EVOIAPEQOUEVWV.
4.15 Na €pWTAPATA TTOL EVEEXOUEVIC TIPOKOWOULY OXETIKA PE TO TTAPOV TELXOG TNG TTEOCKANCNG
EKENAGONG EVEIAPEPOVTOG, OI EVSIAPEPOUEVOI UTTOPOLY VA ATTELOOLVOLY TA EPWTAUIATA TOLG KABE
nuépa (10.00 — 12.00) oTov ko @edbwpo KovTd (TNA. 24210 06413, email: kontos@uth.gr) kar otnyv
Ka BaciAapou EvayyeAia (TNA. 24210 06403, email: vasilarou@uth.gr)
4.16 HmapoLoa mpdokANon ekSNAKONG eviiapEépovTog Ba avapTnBei oTnv IoToceAib§a Tou EiSikob
Aoyapiacuob Tou MavemoTnuiov Gecoaliag, oTtn diedbBuvvon ee.uth.gr kAl oTO SIKTLAKO TOTTO
diavgeia.gov.gr.

H Npdedpog Tng Emrpotng Epevvev kai Alaxeipiong Tov EAKE

Av. KaBnyntpia AaAioTou lodvva
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NMAPAPTHMA |
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 TTPT. 35991/06.08.2021 MpdokAnong 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 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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