EONIKH ENITPOMNH AEONTOAOTAZ A TIZ KAINIKEZ MEAETEZ

Keipevo Epwtioswv & Antavtioswv

Awadikaoia yvwpodotnong tng EEA yia kKAWLIKEG SokpEC pe papuaka (Mépog ll),
KALVLIKEG EPEVVEG LE LATPOTEXVOAOYLKA TIPOIOVTA KOl LEAETEG KALVIKWY ETUOOCEWV UE in Vitro

SlayvwoTtika mpoiovia

‘Ekdoon 2, 01.10.2026

lotopko petafoAwv

‘Ekdoon Huepopnvia | Neplexopevo petaBoAng

1 23.11.2022 | Apxikny €kdoon. Epwtipata 1 éwg 11 yio to Mépog Il Twv
KAWVIKWV SOKLHWV HE PAPUOKAL.

2 01.10.2026 | AvadiapBpwon tou Kelévou o pépn A €wg 2T. EmékTaon Tou
niebiou epapuoynC OTIG KALVIKEG EPEUVEG LLE LATPOTEXVOAOYLKA
TPOLOVTA KAl OTLC LEAETEG KALVIKWYV EMIO00ewV. Evowpdatwon
TWV avokowwoewv tng EEA twv etwv 2025 kot 2026.
Evappovion twy napamnounwy pe to QEK B 230/22.01.2026.
MpooBnkn onueiwv €Aéyyou TANPOTNTOG KOL EUPETNPLOU
QVOKOLVWOEWV.

To MapoV KeiUEVO EXEL SUVAULKO XOPAKTHPA KO ETILKOLPOTIOLE(TAL aVaAoya LUE TIC ATTAUTHOELC.

MEPOZz A
Elcaywyka

A.1 TiKQAUTITEL TO TAPOV KELHEVO;
MNapéxel Sleukpvioelg yia t dadikaocia yvwpodotnong tng EBvikAg Emitpomnrc AsovtoAoyioag
(EEA) ota €€nc:
® KAWIKEG SOKLUEG HE dapuaka, wg TPog to MéEpog Il Tng aitnong katd tov Kavovioud (EE)
536/2014,
® KAWVIKEG £PEVVEC LIE LATPOTEXVOAOYLKA TipoiovTa Katd tov Kavoviopud (EE) 2017/745,
® UEAETEC KAWIKWVY €TUOOCEWV HE in vitro SlayvwoTtikd mpoidvta katd tov Kavovioud (EE)
2017/746.
Agv koAUTTeL To MéEpog | tng aitnong, mou afloloyeital and tov EO®, oute tn Sadikaoia
urnoypadng tng cuppaong Ste€aywyng Kal TG oLKOVOULKAG Staxeiptong (BA. A.4).
To Kelpevo amoteAel epunveuTiko Bondnua kot 6ev uToKABLOTA TIC SLATALELS TWV AVWTEPW
Kavoviopwv Katl tng €0vikng vopoBbeaoiag. & mepimtwon amokALong UTEPLoXUOUV oL SLaTALELG
OUTEG.

A.2 Moieg evotnteg tov Mépoug Il afloloyel n EEA;

H EEA afloloyel i mtuxég tou Mépoug Il Tou dakéAou eite mpoKeLTaL yla apxLkn aitnon, elte ya
oucolwwdn tpomomnoinon, ite yla mpooOrkn tng EAANGSag wg evlladepopevou kpatoug LEAoug. OL
EVOTNTEC CUUTIANPWVOVTAL OTTOKAELOTIKA €VTOC Tou CTIS ota €n¢ nedia:

e Kévrpa Sie§aywyng (Trial Sites)
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e PuBuioslc mpoo£AKUONG CUMMETEXOVTWY (Recruitment Arrangements)

e EvnuéPwon OCUMMETEXOVTWV Kol €vtuma ouvaiveong (Subject information and informed
consent form)

e Emapkela Tou gpeuvntn (Suitability of the investigator)

e Emapkela Twv eykataotacewy (Suitability of the facilities)

e Aodaliotikn kaAuyn R anolnuiwon (Proof of insurance cover or indemnification)
¢ OWKOVOUIKEG KoL AAAeG puBuioelg (Financial and other arrangements)

e Juppopdwon pe to Sikalo mpootaociag dedouévwy (Compliance with National Requirements
on Data Protection (evotnta tou Form))

e JuMoyn, dLAaEn kat peAovtikn xprnon Boloyikwv Selypatwyv (Compliance with use of
Biological samples)

A.3 loxveLn amnod 11.10.2019 EykukALog tnG EEA;

H amo 11.10.2019 EykukAlo¢ tn¢ EEA avtikataotdBbnke pe tnv amd 01.10.2026 EykUkAlO o€
OUVEXELX TNE AVAPTNONG TNG OTOV EMICNMO LoTOTOMO TN EEA.

A.4 Nov untoBaAlovrtal n cuBacn SLe§oywyng KoL TOL OLKOVOMLKA EVTUTIQL;

H unoypadn tng cuuPacncg dle€aywyng Kat n olkovouLkn dtaxeiplon SEmovtal amod Tnv um' ap.
A3(a) 52922/2025 kouvr) urtoupyikn anodoaon (DEK B° 230/22.01.2026) kat uAomolouvtat amno To
KEvipo Sle€aywyng, Héow tou AutoteAol¢ Tunpoatog KAwikwv MeAeTwy f TNG YPAUUATELOG TNG
Slolknong, kot amno tov apuodlo popéa otkovoulkng dtaxeipiong (EAKE ) EAKEA). Edapudlovtal
ta potuma cUUPBaong A'l éwg A'4 ava €i6o¢ PeAETNG KaL Ta Kowvad Napaptiuoata B, I kat A'.

H Swadikaoio auty 6ev amoteAel avrtikeipevo tng yvwpodotnong tng EEA. Q¢ mpog¢ 1o TL
urtoBaMAetal otnv avtiotolyn evotnta tou CTIS BA. T.7.

A.5 Mol avadépovtal Ta epwTrhpata YEVIKAG epappoyrig tou Kavoviopot 536/2014;

1o Kkeipevo Epwthoswv & Amnaviioewv (Q&A) kot ota Aoutd SLEUKPLVLOTIKA €yypada TG
Eupwnaikng Emtpomnig, mou eival dStabéoua oto Eudralex, Volume 10. To mapov keipevo dev
OQVATIOPAYEL TO TIEPLEXOEVO TOUG KOL TIAPATIEUTTEL OE QLUTA OTIOU amtaltelTal.

MEPOz B
Zuxva Oépata

B.1 Moieg sival oL YAWOGLKEG OMALTAOELG;

Kata tnv YA I50/59676/22.12.2016 (DEK B’ 4131) utoBaAAovtat otnv eAAnVIKA YAwooo n aitnon,
TO TPWTOKOAAO, TO TIANPodopLaKkd UALKO TOU ameUBUVETAL OTOUG CUUUETEXOVTEG, TO EVTUTIO
ouvailveong LUETA Ao eVNUEPWON, N EMLOAKOVON Kal oL KAPTEG acBevwyv. Ta umtdAouna oTolxela
ToU dakéAoU pumopouv va uttoBAaAAovial oTnv ayyALr).

H BeBaiwon acdpaiiong yivetal Sektr) otnv eEAANVIKN 1) 0TV ayyALlKn YAwooa.

MNa 6oa otolxeia Tou pakélou umoBarlovral otnv ayyAwkr yAwooa Ba mpookopiletat emionun
uetadpacon otnv eAAnvikn YAwooa, onotednnote {ntnOet amnod tov EOD cupdwva pe to apbpo 3
nap. 1 mep o OEK B 4131/2016.

Edooov anattovvtal PeETAPPACELS TWV EVIUNIWV OUVALVESNG 0 GAAN YAWOOQ, yla TNV
KATavonor) Toug armo aAAodamoU¢ CUUUETEXOVTEC 08 EAANVLKA KEVTPA, UTIOBAAAOVTAL KOL QLUTEG.
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Otav untoBAaANOVTOL HETAYEVECTEPA WG OUCLWANG TPpOTOTIOINGN, N LETAdpacn yiveTal pe
T(POTUTIO TNV EYKEKPLUEVN EAANVLKN €kS00T).

B.2 TiumpoBAEnetan yLa tn SLApKeLa LOXUOG Tou acdaiiotnpiou;

MpoBAEneTal n pnTr UTIOXPEWON Tou Xopnyou, cUpdwva He To apbpo 76 tou Kavoviopou (EE)
aplB. 536/2014 kat to apbpo 15 tng YA I50/59676/22.12.2016 (DEK B’ 4131), va Siatnpel ot
TANPEN WXL €Mapkr aoPaAloTikn KAAuPn pe aflomotn aopaAloTikn Talpeia mou e56pelEL ot
Kpatog péNog TG Eupwmnaikng Evwong, yia tn te€aywyn tng KAWIKAG HEAETNG otnv EAAGSa, ka b’
OAn tn SLAPKELA TNG. Z€ MEPIMTWON TOU TO KatateBEV acdaAlotiplo cupBoAatlo AnyeL pLv anod
TNV OAOKANPWON TNG MEAETNG, O XOPNYOG OPellel va PEPLUVA yLaL TNV €yKalpn Kol aSLAAELTTN
avavéwor Tou Xwpi¢ xpovika keva kaAuyng. Ta emkalpomolnpéva  aodallotrpla
oupBOAaLa/mioTonownTika odeilouv va tnpouvtal oto Apxeio tTng MeA€tng kat va tiBevtal dpsoa
otn 61abson Twv apuodlwy apxwv Kat tng Emtponng, epooov Intnbouv.

H kaAun adopad TG evdexopeveg BAaBeg 1 avamnnpieg mou Ba mpokVPouv Ao Tn CUUHUETOXN OTh
HUEAETN Kal, Of meplmtwon Bavatou 1 SlapkoUG AVIKAVOTNTOC TIPOC €PYACLA, QVEPXETAL
TouAdylotov og 300.000,00 eupw AVA CUUMETEXOVTA.

B.3 TLmapéxetal SwWPEAV OTOV GULHUETEXOVTA;

ErutAéov, katd to apBpo 15 tng YA I50/59676/22.12.2016 (DEK B’ 4131), mapExovral Swpeav
oo TOV XopPNYo, XwpPLs kapia emBdpuvon Tou VOonAEUTIKOU LEPUHATOC, TOU CUUHETEXOVTOC I} TOU
00PaALOTIKOU Tou PopEa f TNG LOLWTLKAG Tou aodAAlonc:

* O\ TO UTIO £pEUVO KOL T ETLKOUPLKA PAPUAKA KOL TO LATPOTEXVOAOYLKA TIPOIOVTIA TIOU
XPNOLLOTIOLOUVTAL yLaL T XOPHynon Toug:

* OAeg ol SLadikaoieg mou amattouvtal anod To MTPWTOKOAAO, tepA\auBavouévng tng dtayvwong
KOl TNG OMOKATACTAONG TUXOV AVETILOUUNTWY EVEPYELWV:

® 0L 8aMAVEG EKTOKTWY UETOKLVIOEWV TWV CUUHETEXOVTWY OO KOLL TIPOG T EPEVVNTLKA KEVTPA
yla Aoyoug aodalelag, KabBwe Kal ol SATAVEG UETOKIVNONG yla €LOLKEG SLOYVWOTIKEC
€EETAOELG 0 KEVTPO TIOU £XEL ETUAEEEL O XOPNYOC.
KaBe avtiBetog 6pog ota évtuna cuvaiveong Bewpeltal pn eyyeypaupéVoc, wg avioxupog, akoun
Kal edv dev emonuavOel pntd anod tov EOO A tnv EEA.

B.4 MoOLEG OLKOVOULKEG TIOLPOXEG TIPOG TOUG CUMETEXOVTEG ELVOL OLTOSEKTEG;

H ocuppetoxn eivat eBelovtikn. Mvovtal SekTéC n emoTpodr) TOU MPOYUATIKOU KOOTOUG TWV
€€0dwv mou cuvdéovtal pe TN ouppetoxn n amolnuiwon ywo anwAecBévia elwcodnuarta N
Slapuyov képdog kal éva eUAoyo edpamal moood yla TNV AmwWAELD XPOVOU Kol TV emBdapuvon A
ToAaumwpla.

Awakpltn) kot e€loou amodektr katnyopia amoteAel n éumpaktn €voel€n euyvwpoouvng HEoW
eldwyv, ayabwv 1 unnpeowwv. Asv yivovtol §EKTA OLKOVOWLKA KivnTpa TIOU QOoKOTIoUV oTnV
Tapokivnon tN¢ CUMUETOXNG 1 TNG MOPAUOVAG 0T HEAETN N otnv emBpdBevuon ¢ mpobupiag
TOU CUMETEXOVTOC.

Ze avnAikoug, o€ avikavoug mpog Sikalompatia kot oe eykUOUG 1 BNAAlouoeg emLTtpEmovTal LOVo
n ermwotpodn €£66wv Kal oL AVWTEPW AMOLNMLWOELSG, KOBWE Ko ULKpO Selypa ekTipnong Katomy
€ykplong tg EEA.
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KaBe mapoyn tekpunpLwvetoL otov GAakeAo tng LeEAETNC Kal aloloyeltal wg mpog to €idog, to v og,
TOV TPOTMO KATABOANG KoL TNV aALTtloAdynor) tnge.

Avakoivwon EEA 22.07.2026 — BA. eupetrplo 2T.1

B.5 Nw¢ avaintouvtatl TAnpo¢opieg yLa CURUETEXOVTEG TTOU OLIOCUPOVTAL;

Mobvo pEow CUYYEVWV 1] AAAWV TIPOCWNWV Ttou €xeL uTtodeiéeL 0 (610G 0 cUMHETEXWV. H umtadelén
yivetal eyypadwg Kot SLaKpLTd, MOTUTIWVETOL OTO UTIOYEYPOLUEVO EVTUTIO OUYKATABEDNC Kal Ta
OVOHOTO CNUELWVOVTOL OTOV LOTPLKO Tou PpAKeEAO.

H xprion unnpeoiag evtomiopol acBsvwv yivetal dektn kat' e€aipeon, epocov cwpeuTkA: dev
KATEOTN SuVATH N ETLKOLVWVLO LE TOV OUUUETEXOVTA TTAPA TN XPrioN OAWV TwV SLaBEoLUWY PECWV:
bev €xouv umobelxBel mpoowma 1 n enkowwvia poall Toug améPn Aakapmn: UTIAPXEL XWPLOTH
€yypadn ouvaiveSn TOU CUUUETEXOVTOC, N AVOKANOEloO: O CUMHIETEXWV EXEL EVNUEPWOEL EK TWV
TIPOTEPWV YL TA TPOCWTILKA deSopéva mou Ba yvwotomotnBouv: Kal ol AOyol TEKUNPLWVOVTAL
ETAPKWG 0TOV GAKENO TNG UEAETNG.

H ouvaiveon autn SI6eTal 08 XWPLOTO £VTUTIO, OTO OMOl0 avadEpPeTaL pNTa OTL N apvnon dev
amokAeiel Tn ouppetoxn. Népav tou Anflapxeiou, kaBe SLaOIKTUAKO HECO 1| MECO KOLVWVLKAG
SiktuwonNnG avadEPETal pnTa o€ OTHAN KOL UTIOYPAPETAL XWPLOTA ATtO TOV CUHUETEXOVTO, WOTE VA
ETUAEYEL Ta pEoa TIOU amodexetal. Aev yivovtal GEKTEC AOPLOTEC SLOTUTIWOELG OTIWG «SnUooLa
apxela», «5LaBE0IUEG SLOSIKTUOKEG TINYEG» 1 KEVOELKTLKAY.

Avakowvwoelg EEA 03.07.2025 kat anodaon 13n¢ ouvedpiaong 20.01.2022 — BA. eupetriplo 2T.1

B.6 TiLloxUEL yla TN LEAAOVTIKN XProN TwV BLOAOYIKWV SELYHATWY;

Anauteital ouvaiveon o 0Aa ta otadla: culhoyn, enefepyaaoia, pulaln, Stafipaon, kKabBwg Kat
w¢ TPOG Ta SeSopéva TTOU TIPOKUTITOUV Ao TNV avaAuon.

H apxikn ouvaiveon KaAUTTEL TTEPALTEPW TN yovidlakn avaiuon Adn ouAleyéviwv Selypdtwy
HOVO £pOCOV TO €VIUTIO ocuvailveong avodEpel Tn HEAAOVIIKN) XPHON KoL N TIPONYOULEVN
evnuépwon TEPAAUBAVEL TO eVOEXOUEVO TEPALTEPW 1 YOVISLAKNG avaluong, Kabwg Kal To
SIKAlW MO TOU CUHUETEXOVTOC VA YVWPELTIEL I va ayVOEL Ta EUPAUATA, HE pNTH €KDPAcn TNG YVWHUNC
Tou T’ autoU. AAWC, amnalteital mponyouuevn 81K cuvaiveon.

Edooov n mepattépw avaluon evidoostal otn Sle€ayOoUevn UEAETN KOL OTO ETLOTNHUOVIKO TNG
mAaiolo, amalte(tal TPOMomnoinon Tou TMPWTOKOAAOU. Av avitlBétwg efumnpetel SLoPOpPETIKO
OKOTTO, QmAlTE(TAL VEO MPWTOKOAAO, E TEKUNPLWON TOU OKOTIOU, TNG OUVOECGNG TOU UE TN UEAETN
KOlL TNG avayKooTNTAG Tou. Ta idla LoyUouv Kol PETA TNV MEPATWON TNG LEAETNG, KOTA TOV XPOVO
Sdlatripnong Twv Selypatwy.

H nepattépw enetepyacio Twv MPOOWILKWY SES0UEVWVY TTOU TIPOKUTITOUV Ao TV avaAuon, yla
oKOTIoUC AAAOUG amto Toug apxkolg, e€etdletat und tov Kavoviopd (EE) 2016/679 kot Tn OXETLKA
€0vikn vopoBeoia.

Avokoivwon EEA 05.05.2025 — BA. eupetriplo IT.1

B.7 TiLlOXUEL yLd TOUG OLUEPOANTITOUC LAPTUPEG;

Kotd to apBpo 9 tng YA I50/59676/22.12.2016 (DEK B’ 4131) 0 pdptupag MPEMEL vaL £ivat LKAVOG
npog Sikatompagia kat va pn ouvdéetal kab' olovdnmote TPOMo e TNV KAWVLKA dokiun. Eldikotepa,
WG TPOG TOUG AUEPOANTITOUG LAPTUPEG LoXUOUV Ta EEAG:
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e Otav O CUMMETEXWV eival Kwdocg 1 alaiog, mapiotatol kab' oAn tn Sladikacia évag
TOUAGXLOTOV HAPTUPOC, O OTOLOG CUVUTIOYPAPEL TO EVNUEPWTIKO EVIUTIO KAl TO E£VIUTIO
ouvaiveong.

e Otav o cuppetéxwv aduvatel va ypadel i va dtapfaocel, apdotepa ta EViuma umoypadovrat
OUTtO TO OPLOUEVO HENOG TNG EPEUVNTIKAC opadag Kol and SUo HAPTUPEC.

e Otav n ouvaiveon kotaypAadeTal HEOW KATAANAWY EVOAAOKTLKWY HECWVY, TaploTaTal EVag
TOUAGXLOTOV HAPTUPAG, O OTIOLOG KOl CUVUTIOYPAdEL.

ITIC UTIOAOUIEG TEPUTTWOELG Sev amalteital paptupag. H EEA ocuviotd, wotdoo, va tpoBAEmovral
TIPOANTITIKA OTO €VIUTIO CuvAiveEDNC TESLA OVOUATOG KAl UTtoypadniG HopTUPWY, WOTE VA 1NV
amnatteitat véa umoBoAr, ebocov mpokUPEL KATIOLA ATIO TG AVWTEPW TEPUTTWOELG.

B.8 TilOXUEL yla TOUG avnAIKOUG KOl TOUG avVikavoug tpog Sikaomnpagia;

To apBpo 10 tn¢ YA I50/59676/22.12.2016 (DEK B’ 4131) opiley, yia tnv EANGSQ, mola poowra
OUVALVOUV WC VOUIHWE OPLOUEVOL EKTTPOCWTIOL KATA TNV €vvola Tou Kavoviopou, SLakpLtd yLo Toug
avnAikoug Kal yla Toug avikavoug npocg dkatompaéia.

AvnAwot: Ma tn CUPHETOXA TwV OVNAIKWY KOTOPTI(ETAL EVNUEPWTIKO UALKO TIPOCAPLOCUEVO OTNV
NALKIQ KL OTO YVWOTIKO KAl AVOTTUELAKO ETINES O TOUG, SLOKPLTO ATtd Ta EVIUTIA TTOU UTIOyPAdOoUV
OL YOVEIG I oL vOuLpoL ektpoowTtol, Kol Stadopomotnpuévo ava nAtklakn opada. MOALG o aviAkog
OTTOKTHOEL, KATA TO €BVIKO SiKalo, TNV LKAVOTNTA VO CUVALVECEL, TOU XOPNYELTOL XWPLOTO EVTUTIO
EVNUEPWONG KOL OUVOIVEDSNG, WOTE N GUVEXLON TNG CUUMETOXNE TOU va otnpiletal otn Sk tou
katavonon kot fouvAnon.

BA. to kelpevo ouvotdoewv NG Eupwrnaikng EMITPOMAG yla T OUXVA €UPNUATA KOTA TNV
afloAdynon twv Mepwv | kat I, kaBwg kat tnv epwtnon 9.4 tou Kewévou Q&A oto Eudralex,
Volume 10.

Katd to apBbpo 10 tng YA I5a/59676/22.12.2016 (DEK B' 4131), népav twv opllopevwy oto apObpo
32 tou KavoviopoU, Aappavetat eyypadwd Kal n cuvaiveon tou i6lou tou avnAikou, KOTOm
EVNUEPWONG O€ YAWOOA KATAVONTH OO AUTOV Kall oTov Babuo mou eival o B€on va KATOVOrOEL,
oo EPEUVNTEG N MEAN TNG opadag ekmalbeupéva ) EUnelpa otnv epyacia pe madid. H éyypadn
outn ouvaiveon elval og kKABe mepinTwon avaykaia yla Toug avnAlkoug Tou €XoUV GUUNANPWOEL
o 10° £10¢ NG nAkiag Toug. H Katnyopnuatiky emBupio Tou avnAikou va apvnBel i va
QTOXWPNOEL £lval SECUEUTIK).

Anauteital, emutAéov, O QUTOTEAEC €vtumo n E€yypadn Kol evumoypadn ouvaiveon Ttwv
0.OKOUVTWV TN YOVIKA HEPLUVA YOVEWV amo KowvoU 1, €Ml emitponeiag, Tou Sloplobévtog anod To
Slkaotnplo emitpomnou. Eml mavong tTng YOVIKAG HEPLUVAC TOU €VOC YovEA I amoSedelylevng
aduvoplog Aoknong tng, OUVALVEL HOVOC o GAANOC yovéag, He umevBuvn O6nAwon oOmou
nipoBalAovral mpaypatikol Aoyol. Eni Stadwviag anodacilel to dikaotrplo.

Avikavol Kal Tieploplopéva tkavol mpog dikatompaéio: Ma TN CUMHETOXH TIPOCWTTIOU TIOU TEAEL OE
SIKAOTIK oupmapdactacn Adyw Yuxkne i dtavontikng Statapaxng, acwtiag, tofikopaviag n
OAKOOALOMOU, KOL TNPOUUEVWVY TwV apBpwv 29 map. 2 kot 31 tou Kavoviopou, AapBavetal
gyypadws n ocuvaiveon tou &iou, epocov kat otov Babuod mou sival oe B€on va katavonoestl. H
pntn emBupia Tou va apvnBel i va amoxwpnoel elval SEoUEVTIKN.

Anauteital emumAéov n €yypadn Kal evumoypadn ouvaiveon TOU OOKOUVTOC TNV ETIHEAELQ
OPLOTIKOU SLKAOTLKOU CUUTIAPOOTATN TIoU £XEL 0pLoBEel amod to Sikaotrplo, epocov TPOKELTAL yLa
TAN PN OTEPNTLKA SIKOOTLIKA CUUTIAPACTOON H YLO LEPLKH 1 ETILKOUPLKI) TTIOU adpopd TOUC AVWTEPW
Aoyouc. H ouvaiveon auth ekppaletl Tnv lkalopevn BoUANGCH TOU CUUUETEXOVTOC Kal UMOpPEL va
ovaKANBEel ava Taca oTyUn, XWPLG apVNTIKEC CUVETIELEG YL ALUTOV.
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Kata ta Adoutd epappolovral ol Statalelg tou Aotikou Kwdika kat tou Kavoviopou (EE) 536/2014.

B.9 TiloXUEL OTLG KAWVIKEG LEAETEG OE KATOOTAOELG EMEIYOUTAC AVAYKNG;

H évtagn yivetal cuudpwva Pe TOUG OPOUC KAl TIG CWPEUTIKA KaBopl{opeves polmoBEoelg Tou
apBpovu 35 tou Kavoviouou (EE) 536/2014.

Kata to apbpo 12 tng YA 50/59676/22.12.2016 (DEK B’ 4131), 6mou oto apbpo 35 tou
Kavoviopou yivetal avadopd oToV VOUIUWE OPLOUEVO EKTIPOCWTIO TOU acBevolc, Kal yla TLG
ovAayke¢ edapuoyng tou apbpou autoU Kal HOVo, vooUVTdl, TEPOV TWV TEPUTTWOEWV TWV
avNAIKWY KoL TWV OVIKAVWV 1) TIEPLOPLOUEVA LKAVWV Ttpog Sikatompatia, o ouluyog, o cUVTPOdOC
Suvapel oupdwvou cuuBilwaong, oL VAALKOL KATLOVTEG ) OL AVLOVTEC TOU aoBevoug Kat ol adeAdol
Tou.

H ouvaiveon Aappavetal amd omolodAMOTE €K TWV OVWTEPW TPOCWNWY HUMOPEL va tn Swoel
TOXUTEPQA, HETA Ao evnuépwan. Agv tnpeitatl SnAadni auotnpr oePA MPOTEPALOTNTAC.

B.10 Antauteitau va gival urtoyeypappéva ta Eyypada nov stoayovtot oto CTIS;

BA. Eudralex, Volume 10, Chapter V, Q&A tou Kavoviopou (EE) 536/2014, epwtnon 1.4 (8).
Emonuailvetol OTL TO £VIUTIO EMAPKELAC TWV EYKATOOTAOEWV UTOBAAAETOL OMWOdNTOTE
uTtoyeypoappévo amno tov Kuplo Epeuvntn (BA. .5), evw, 0TnV EVOTNTA TWV OLKOVOLLLKWY puBuicewv
Ta €yypada TNG EPEVVNTLKAG opadag mou elodyovtal dev elvat amapaitnto va pEpouv umoypadeg
(BA. T.7).

MEPOZ T
KAwikég Sokipég pe pappaka: Mépog Il tng aitnong

r.1 Kévrpa die§aywyng (Trial Sites)

Elodyovtat oto CTIS oL mAnpodopieg yla ta kévipa Sle€aywyng tng KAWLIKAG SOKLUAG Kal cUudwva
He tnv map. 14 tou apbpou 2 tou OEK B 4131/2016 ta oToLXEla TWV KEVTPWY, TA OVOUATO KAl OL
eldIkOTNTEC TWV KUplwv Epguvntwv.

Kévipo Ole€aywyng KAWLKAG OokKung: OL KAWLIKEG OSOKIUEG Ole€dyovtal OTMOKAELOTIKA OE
«voonAeutika Wpupata (6nuooia Noookopeia 1 LOLWTLIKEG KALWVIKEG), Ta omoia SlaBETouv TIg
KTLPLOKECG KOl UALKOTEXVIKEG UTTOSOUEG yia TNV €aodalion Tng cuppopdwaong e tov Kavoviopo
(EE) 536/2014 kot tnG tPNONg Twv Kovovwyv Opbnc KAwikng Mpaktikng. To THAMOTA TWV
EPEUVNTIKWYV KEVIPWV TAUTOTOLOUVTAL 0€ OAa Ta uTtoBaAAOpeva eyypada (Bloypadikd, SnAWOELC
OUUPEPOVTWY, A0POALOTHPLO, OLKOVOULKA EVTUTIQL).

Ava epeuvnTIKO KEVTPO opiletal €vag Kuplog Epeuvntnig: Kata to apBpo 2 tou Kavoviopou (EE)
536/2014 o KUploc Epsuvntic eivat o urteUBuUVoG sTiike A TNC EPEUVNTLKAC OUASAC OTO KEVTPO,
Kal n guBuvn yla TNV AodAAELQ TWV CUMUHPETEXOVIWY KAl TNV OKEPALOTNTA TwV deSopévwy elval
npoowmnornayng. O oplopog Suo oTipwy Kuplwv Epguvntwy oto (81o kévtpo dev yivetal Sektoc.

.2 PuBpiosig npooéAkuong (Recruitment Arrangements)

JUVLOTATAL VO XPNOLLOTIOLELTAL TO EVOPUOVICUEVO TIPOTUTIO yLa TNV TPOoEAKUON Kal tn Stadikacio
ouvaiveong mou €xeL avaptnOel oto Eudralex, Volume 10, Chapter 1, kataAANAa cUUTTANPWHEVO
otnVv ayyAwn yl\waooa.

Ermonuaivetat otL n €kdoon 2.0 TOU EVOPHUOVIOMEVOU TIPOTUTIOU, N omoia avartuxdnke amnod tnv
opada MedEthicsEU kat eykpiBnke amo to CTAG, epapuoletal oe OAEG TIC VEEC UTIOBOAEG MEpoug
Il amo tnv 1" ZemtepPBpiov 2026.
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To UTIOOTNPLKTIKA £yypada GEPOUV TOUAAXLOTOV £va OTOLXELO TauTomoinong tng HeAETNG (titAo,
EU CT number 1 kwdiko mpwTtokoAAou), kabwg kat aplBud €kdoong Kat nUepounvia.

21O MPOTUTIO CUUITANPWVOVTOL TARPWGE OL EVOTNTEG 1, 2 KAl 5, evw oL evotnteg 3 Kat 4, epooov Sev
€xouv edappoyn, Staypadovral i onUeLWVOVTOL WG U EPAPUOCLUEG.

Agv yivovtal ektol ouvdeopol kal kwdikol QR mpog LoTooeAideg, SLOTL TO TEPLEXOUEVO TWV
lotooeAibwy petaBarietal xwpic duvatdtnta yvnAdtnong twv HetofoAwv. Aev emITpENETAL
eMioONG n Kataywpnon ota HECA KOWWVIKAG SkTuwong. Q¢ MPog Toug AoutoUC KAVOVEG
T(POCEAKUONG LOXVEL N EYKUKALOG TNG EEA.

.3 EvNUEPWON CUUHETEXOVTWY KOl EVTUTIOL CUVALLVEDNG
Elodyovtat otnv evotnta «Subject information and informed consent form»:

* OAa TO €VIUTO CUVAIVEONC UETA QMO EVNUEPWON, OTNV AANVIKA YAWooa, Kal oL Tuxov
EMioNUEG peTadpaoelg Toug (BA. B.1)-

* n Kapta acBevoug oUudwva pe to Q&A tou CTR (ékdoon louAiou 2026), Sev eivat
UTIOXPEWTLKN. X€ Mepimtwon umoBoAng kaptag acBevoug va yivetal otnv eAAnVIKA yYAwooa
(CTR Q&A loUAL0g 2026) -

e KABe aAo £yypado r} UALKO TTPOC TOUC CUUMETEXOVTEG, TOUG OLKELOUG 1) TOUC HPOVTLOTEC TOUG,
mou Sidetal mpiv 1} KATA TNV UTIoypad TOU EVIUTIOU CUYKOTABEONC.

Ye mepintwon Tpomonoinong slodaystal n teAlkn €kdoon toco oe kKabopn popdn 600 Kal UE
eudpaveic TiIc aAAayEG o€ oXEon UE TNV mponyoUevn €kdoon.

O tithog «Evtumo Juvaiveong PeTd amod Evnuépwaon» avaypadetal oTov TitAo Tou eyypddou Kot
otnv kedpaAida ) oto untocéALdo.

To 6vopua, o aplBuog Ekdoong Kal N nUEPOUNVia Tou evtumou mpenel va tautilovtal petalv CTIS,
npwtng oeAibag kat kedbaAibag 1 urmtooéAlbou. Avaypadovtal o EAANVIKOG TITAOG TNG LEAETNG, O
KWLKOG pwTokOAAoU Kat o aptBuog EU CT. H apiBunon twv ceAidwv yivetal o popdn «1 amno
X».

Q¢ mpog to meplexouevo, BA. emtiong B.3 €wg B.9.

r.4 Endpkeia tou epeuvnti (Suitability of the investigator)
MNna kaBe kévipo Ste€aywyngc:

e guvtopo Bloypadiko onpeiwpa tou Kuplou Epguvntr, pe avadopd otnv tpéxouvoa BEan Tou
Kol otnv ekmaidevon tou otig apxeg ICH-GCP (R3). Xuviotdtal To mpotumo «Investigator
Curriculum Vitae» tou Eudralex, Volume 10, Chapter 1, GUUTTANPWUEVO GTNV OYYALKA,

e SnNAwon olykpouong cupdepovVTwy. Zuviotdtal To mpotuno «Declaration of Interest» tou
Eudralex, Volume 10, Chapter 1, cupumAnpwUéVo otnv ayyAlkn, Le avadopd otov aplBud EU
CT,

e yla peAéteg paong | mpoodato miotomolntiko eknaibevong os E€eldikeupévn Yriootiplén g
ZwAc (ALS).

r.5 Emdpkela twv eykataotacewv (Suitability of the facilities)

JuvLoTATal va xpnoLuomnoleitat To mpotuTo «Site Suitability Template» tou Eudralex, Volume 10,
Chapter 1, cUUTANPWUEVO OTNV ayYALKI YAWOOQ KOl OwodHTIOTE UTIOYEYPAUMEVO oo Tov KUplo
Epguvnth. ZupmAnpwvovtal OAEC OL EVOTNTEG TOU, TEPAAUBAVOUEVNC TNG AVAAUTLIKAG IEpLYpadnG
NG KataAAnAdtnTa.
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r.6 AodaAiotiki kaAuyn n anolnuiwon

Katd to apbpo 15 tng YAT50/59676/22.12.2016 (DEK B 4131) 0 xopnyog odpeilel va £xel cuvael
Kal va Statnpel og LoxL cuuPacn acdpaiiong pe aflomiotn aodaAloTIKA eTalpeia o edpelel o€
Kpatog péNog tn¢ Eupwnaikng Evwong, yia tTnv kKaAudn tng eubBuvng tou xopnyou, tou Kuplou
EpeuvnTh Kal Twv HEAWV TNG EPELVNTLKNAG opadag. H kaAupn adopad tig evdexopeveg PAAPeC n
avannpieg mov Ba mMpPokUYPoUV Ao TN CUMUETOXN OTN UEAETN KL, O Meplmtwon Bavatou N
Sl0pKOUC QVIKAVOTNTAG TPOG €pyoaoia, avépxetal touldxlotov oe 300.000,00 supw ava
OUMUETEXOVTA.

Ewocayetal oto CTIS BeBaiwon aoddaliong, otnv eAAnVikn 1 otnv ayyAwn yAwooa. Katd tnv
afloAoynon eAéyxetal otL n kaAuyn eivat o€ LoxL kat otL n BePaiwon:

o avadépel TITAO HEAETNC TTOU CUUPWVEL He Tov TitAo Tou Mépoug |, KaBwe Kal To Gvopa Kat
ToV Kw&LKO TOu TTPWTOKOAAOU Kal Tov aplBud EU CT,

o avadépel TNV TEPL0S0 a0PAALOTIKNG KAAUYNG KAl TIC NUEPOUNVIEC Evapéng kat ANENG g
MEAETNG,

® KOAUTITEL TOUAQXLOTOV TOV aPLOO CUUMETEXOVTWYV TIoU €xel SnAwOel yia tnv EAAGSQ,

o avadépel OAa Ta KEVTPA PE TA €EC OTOLXELO: OVOUATEMWVULO Kol 181KOTNTA Tou Kuplou
Epguvntn, voonAguTiko (Spupa, KAWVIKN 1 TUAMO Kal TARpN Taxudpopikn dievBbuvon,
e mepllapBavel Tn pNTpa KUNONG (BA. KOTWTEPW).
Otav n avaypadopevn mepiodog oxvog ARyeL PV amo tnv MPOoBAEMOUEVN OAOKANPWON TNG
HEAETNG, Yyeyovog Tou ouvABwe odelleTal OTNV E€TACLO AVAVEWON TWV 0O0POALOTIKWY
TIPOYPOAULATWY TOU XOPNYOU, 0 XOPNyOC HEPLUVA yLa TNV adlaAeuttn KaAudn.

PAtpa kunong: H BePaiwon mephapPadvel pnt mpoPfAsdn yla tnv kKAAuyn tou veoyvou o€

neplmtwon gykupoolvng, Ke TNV akoAouBn dlatimwon:
«2TNV MEPIMTWON TTOU MPOKUWEL EYKUUOOUVN CUUUETEXOUOCAC 1) CUVTPOQOU CUUUETEXOVTOG,
TTAPOTL OTO MPWTOKOAAO KQlL OTO EVTUTTO EVNUEPWONC Kol ouvaliveonc mpoBAEnetal e18kn Ko
AEMTTOUEPLG EVNUEPWON YL TOUC KIVOUVOUC TOU UTIO EPEUVA TTPOIOVTOG KAl yLa TNV Artouyn
kunong, kat eqooov n dlakorrn tnc kKUNang Sev ival EQLIKT YL LATPLKOUC 1) OUVELSNOLAKOUG
Adyouc, av to veoyVvo eupavioel mpoBAnuata vyeioG oPEIAGUEVH OTO UTTO EPEUVA TTPOIOV 1 OTIC
Sladlkaoiec mou anattouvtal Ao To MPWTOKOAAO, KXAUTTTETAL KOl AOQAAIleTaL »

"“In the event that the participant, or the partner of a participant, becomes pregnant despite
the specific and detailed information provided in the protocol and in the informed consent
document concerning the risks of the investigational product and the avoidance of pregnancy,
and where termination of the pregnancy is not possible for medical or conscientious reasons,
if the neonate presents health problems that are attributable to the investigational product or
to the procedures required by the protocol, the neonate is covered and insured."

.7 OWKOVOMIKEG Kat AAAEG puBpioeLg

Aev anatteitot n umtoPoAn oto CTIS TNG OLKOVOULKNG cUUPBACNG UTIOYEYPAUUEVNG ATIO TOV XOPNYO
kal Tov Kuplo Epsuvntr). Mpokewwévou n EEA va AapBAVEL yvwon TWV OLKOVOULKWY TNG MEAETNG,
unofdaMovtat ta oakéAouBa Mapaptipata tou OEK B° 230/22.01.2026 koatdAAnAa
CUUMANPpWHEVAL:

e AvdAuon Apopng ava cuppetéxovta aoBevr (Mapaptnua A')

o MéEAN Opadoag Epyou: Zuykevtpwtikn Kataotaon MeAwv Opadag Epyou (Mapaptnua ')
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¢ MpoiUmoAoylopog Epyou: Katnyopieg Aamavwy (Mapaptnuo A')
Ta avwTépw yypada TNG EPELVNTIKNAG opadag mou elodyovtat oto CTIS Sev ival anapaitnto va
dépouv TIG uTtoypadEC Xopnyou Kal EPEUVNTH.

Oplo apolBric tou Kbplou Epeuvntn: Z€ Kaveva epeuVNTLKO KEVTPO N ool tou Kiplou Epeguvntn
bev unopel va umnepPaivel to 50% tou aBpoiopatog Twv apolpwv ToUu GUVOAOU TwV PHEAWV TNG
Ouadag Epyou, oto onoio meptAappavetal kat n Stk tou apolPn: .ooduvapua, n apolpn touv dev
umnopet va umepPaivel to abBpolopa Twv apolBwy Twv Aomwv peAwv. O €leyxog Slevepyeital emi
Twv Noapaptnuatwv I kat A" KoL ava EPEUVVNTIKO KEVTPO.

Otav npoPAénetal anolnUiwon TwV CUUUETEXOVTWY, CUVLOTATAL VA XPNOLLOTIOLELTOL TO TTPOTUTIO
«Compensation for trial participants» tou Eudralex, Volume 10, Chapter 1 cupnAnpwuévo otnv
ayyAwn yAwooa. Q¢ tpog TO EMTPENTO TwWV Tapoxwv BA. B.4.

Avoakoivwon EEA 18.03.2025 — BA. eupetrplo IT.1

r.8 Iupupopodwon pe to dikalo npootaciog TPOCWIKWY SES0UEVWV

BeBaiwaon tou xopnyou 1 €£0UCLOSOTNUEVOU EKTIPOCWITOU TOU OXETLKA LE TNV £dapuoyr Tou
Kavoviopou (EE) 2016/679 wg mpog tnv enefepyacio kot tn petofifacn npoowrnikwv SedSopévwv
O€ TPITEC XWPEG. ZUVLOTATOL TO IPOTUTIO «Statement of compliance with Regulation (EU) 2016/679
(GDPR)» tou Eudralex, Volume 10, Chapter 1 cupmAnpwpévo otnv ayyAlkn yAwooa.

JUpPwva He TNV amo 27.04.2026 emnikalpornoinon tou eyypddou Epwtrnoewv & Anavtioswyv tng
Eupwnaikng Emtponng ywa tov Kavoviopo (EE) apB. 536/2014 (epwtnon 1.24) oto MéEpog |
UTOBAAAETAL N ayyALK €KS0OCN TWV EPpWTNHATOAOYIWV TTou oxeTilovTtal Pe Ta TEALKA onUela TNG
KAWVIKNG UEAETNG, EVW OL peTadpAdoelg otnv €Bviki yA\wooa umofdallovtal oto Mépog Il, otnv
evotnta «Compliance with National Requirements on Data Protection».

r.9 BioAoywka Selypatoa

Juviotdatal to mpotuno «Compliance with Member State applicable rules for the collection,
storage and future use of human biological samples (Article 7.1h)» tou Eudralex, Volume 10,
Chapter 1, cupnmAnpwpévo otnv ayyAlky YAWooQ, e CUUMANPWHEVA TA EPWTAUATA TTOU adopolv
™ cuAhoyn, tn VAN Kot TN PEAAOVTLKN Xpron.

QG TPOC TG OUCLAOTIKEG ATIALTAOELG yLa T HeAAoVTIKN Xprion BA. B.6.

r.10 Nwg MPOCTATEVOVTOL TO TIPOCWTILKA KOLL TOL EUMOPLKA evaiocOnTa Se60pHéva EVTOC TOU
CTIS;

To CTIS emutpénel tnv umoBoAr Suo popdwv tou blou eyypadou. H popdn «mpog dnuoacisuon»
elval dLaBéoun oTo KOO PECW TOU SNUOCLOU XWPOU TOU CUCTHLATOC KAL O XOpNYOG LEPLUVA yLa
v amnalolwdpr) KABe TMPOoWTLKOU 1 €UMOPKA svaioBntou Sedopévou. H popdn «oxL mpog
dnuooieuon» elvat mpooBactun HOVo amod TG apXEG KoL TIEPLEXEL TO TIARPEG KELHEVO.

BA. Eudralex, Volume 10, Chapter V, keipevo Q&A tou Kavoviopou (EE) 536/2014, epwtrjosilg 2.9
Ko 6.5.

MEPOZ A

latpotexvoloylka mpoiovta Kat in vitro Stayvwotikd: El6iko Mépog

To Mapov UEPOC ATTOTUTTWVEL TO LOYUOV EYYPAPO MEPLEXOUEVWVY PaKkEAOU TNG EEA. Q¢ mpog tnv
armolnuiwon TwvV CUUUETEXOVTWYV E@apuolovtal To apdpo 69 tou Kavoviouou (EE) 2017/745 kat
10 dp¥po 38 tou v. 4931/2022.
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A.1 Nwg urtoBaAAetal n aitnon npog tnv EEA;

H urtoBoAn Twv aLTHoEWV yLa TNV apxLki Sle€aywyn Kot yLa TLG TPOTIOTIOLNOELS YIVETOL NAEKTPOVIKA
HEow NG OlevBbuvong nAektpovikol toxudpopeiou TOUu TPwWTOKOAAOuU Tou EOO
(protokollo@eof.gr) umoyn EEA.

Meta Vv €vapén Asttoupylog TG oXeTKAG Atadiktuakng Edappoyng o tpomog unoBoAng Ba
YVWOTOTOLNOEL e OXETIKN avakoivwon.

A.2 Tuneplhapfavel o pakeAog apxLKnG yvwrodotnong;

® JUVOOBEUTIKN ETLOTOAN.

® JUUMANPWHEVO TO EVTUTIO TNG Altnong otnv eAANVIKN yYAwooa, SLaB£0LU0 oToV LOTOTOTO ToU
EOQ, og popdn avaintioou PDF, pe umoypaodn, otoxela umoypddoviog Kal nuepopnvia
oTa eEAANVLIKA Kal oTo ayYALKA.

e Edv o xopnyog Sev eivat o attwv, emtotoAn e€ouclodotnong Tou xopnyou PO¢ TOV aLTouvTa.

e ErmuBeBaiwon maparapng aptBuov EUDAMED CIV ID.

e [evikr) ouvoPn TNG KAWVLKAG €peuvag 1 TNG LEAETNC emdO0EwWV oTNV EAANVIKN YAwaooa.

® IXE610 KAWVLKNG €peuvag 1} oXESLO0 HEAETNG eMIOO0EWY, oTA EAANVIKA: YiveTal SEKTO Kal ota
QyYALKA.

e 'EVTUTIO EVNUEPWONG KOL CUYKOTABOECNC TWV CUUUETEXOVTWY OTA EAANVIKA: TIPOOLPETIKA KOl
ota ayyAka, epooov n eAAnvikn €kdoon sival petadpaon maykooulag EkSoong.

e QuA\abdlo Tou gpeuvntr otnv ayyAwkn yl\wooa, epocov udiotatal.

e JupdwvnTiko PeTagl xopnyou kal KUplou Epguvntr yla TNV TPNGCN TOU MPWTOKOAAOU.

e Bloypadiko onpelwa TOU €PELVNTI], UTIOYEYPAUUEVO KAl XpOVOAOYNUEVO, HE avadopad N
amoSEeLKTIKO ekmaidevong ot apxég ICH-GCP.

e OWKOVOULIKA oUpBaon HE TA TMOPAPTAMOTA TNG, Yl OAX TO EPEUVNTIKA KEVTPQ,
UTIOYEYPAUMEVN IO TOV XOPNYO KL TOV EPELVNTH, 0TNV EAANVIKN YAwaooa.

e Avtiypado tou avalutikoU TpoUmoAoyLopoU ToU KOOTOUC, KATATeDEIUEVOU OTOV OpUOSLo
dopéa.

e JUpBaon aocdhdAlong yla 660 XpoVvIKO dtaotnua Stapkel n KAWLIKA €peuva, amo aodaAloTiko
dopéa pe €6pa evtog tng Evpwnaikng Evwong.

A.3 TuioxVeL yia TV oucLwdn tpomonoinon;

O dakeAog uTOBAAAETAL WG EVIALOC YLa OAQ TOL EPEVVNTIKA KEVTPA, EPOCOV N Tpomomnoinon adopd
OAa TOL KEVTPQ, KaL TIEPLEXEL TA Eyypada OAWV TWV KEVTPWY, UE e€aipeon ekelva, yla Ta omola €xel
kowvorownBet otnv EEA n adaipeon Toug.

e KABe mepimtwon tpomomnoinong umofdalAovial: cUVOSEUTIKN) ETMLOTOAR, CUUMANPWUEVO TO
€VTUTIO TUTTOTIOLNHEVNG aitnong ota EAANVIKA Kal ota ayyALlKd Ko, ebocov o xopnyog Sev elvat o
attwy, emotoAn e€ouvolodotnong. Ta enutAéov gyypada molkiAouv avaloya Pe To attnua- emni
Tpomonoinong Tou oxediou 1 Tou evtumou cuvaiveong urtofAAAeTal n avaBswpnuévn €kdoon o€
kaBapr popdn Kal Ue EMONUAVOn aAAAywWV.

Entl mpooBikng véou epeuvnTikol Kévtpou f aAAayng Kuplou Epeuvntn edapuolovtot avaloyws
ta onuela 1 €éwg 3 kat 9 €éwg 13 tou A.2.

MEPOZ E
Awadikacia evwrnov tng EEA
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E.1 Note unoBaAAovtal RFIs amno tnv EEA;
RFI umofaM\etal, otav dlamotwvovtal acddeleg, €AelDELS 1 EKKPEUOTNTEG ToOU XpnIouv
amavInong oo Tov xopnyo.

Aev umoPBaAAetat RFlI KOTOTLV  QLTAMATOG TOU XOPNYoU, TIPOKEWEVOU va  KatateBouv
ETUKOLPOTIOLNUEVA N VEQ évTuTia. Aev yivetal Sektr) n umoBoAn f poodnkn eyypadwv mou dev
oxetilovtal pe To avriotolyo RFI.

Avokoivwon EEA 14.05.2025 — BA. eupetrplo IT.1

E.2 NAdte ouvedpralel n EEA ko mwe npoypappatiovial oL GUVESPLACELG;

H EEA mpayuatomnolel SU0 TOKTIKEC CUVESPLACELS KABE Urva, o€ OAOUG TOUG UNVEG TOU £TOUG
avefalpetwg, ovudwva pe tnv YA 50/59676/22.12.2016 (DEK B’ 4131), kaBwC Kal €KTOKTEC
OUVESPLACELG, OTIOTE ATALTELTAL.

Ye kKABe ouvedpiaon e€etalovtal Ta althpaTa ou £xouv UTIOBANBEL £wG Kat €vav pRva mpLv amno
™V nuepounvia tng oAopéAelag. H mAnpodopia auth adopd ToV ECWTEPLKO TPOYPAUUATIOUO TNG
Erutponig kat dev petafardel tig mpobeaopieg afloAdynong mou opilel o Kavoviopog.

To mpoypappa Twv cuvedpldoewv Kabe £toug kataptiletal tov NoéuBplo Tou mponyouEVOU
€T0UG KoL 6 dnuoolormoleitad.

Avakoivwon EEA 14.05.2025 — BA. eupetnplo 2T.1

E.3 Nw¢ yvwotonoleital to anotéAecpa tng atoAdynong tov Mépouc li;

To amotéAeopa tng afloAoynong tou Mépoug Il yvwotonoleital pe tnv EkBeon AfloAdynong
Mépoug I, n omoila cuvtaooeTal KATA TO TPOTUTIO ToU KavovIoHoU Kal avopTAToL OTMOKAELOTIKA
oto CTIS. To éw¢ TOTE XPNOLUOTIOLOUEVO EVIUTIO YWWHOSOTNONG Katapynbnke amo tn deltepn
Taktik ouvebpiaon tou NoguPpiou 2025 kat dev avaptdtal TAEoOV.

H'EkBeon amoteAel 1o povadikd emionpo €yypado yvwotomnoinong tng TEAKAS yWwrodotnong Tng
EEA kot KaAUTITEL KABE OXETIKA avVAYKN TEKUNPlwong évavtl Tpitwv. Alakpivetal and tnv eviaia
anodacon Tou KpAToug HEAOUG ETTL TNG altnong, n omoia KaAUTITEL KaL ta Suo MéEpn.

Avakoivwon EEA 25.11.2025 — BA. eupetnplo 2T.1

E.4 Moleg lval OL CUVEMELEG APVNTLKAG YVWHOS8OTNONG;

H apvntikn yvwpodotnon tng EEA eival deopeutikn yla tTnv anoppudn tne aitnong anod tov EOO.

E.5 Mwg KkatnyopLomoLouvtal oL TPOMOMOLNCELS;

H katnyoplomoinon tTwv HetaBoAwv o€ oucLWASELS TPOTIOTIOLNOELS, LETABOAEG TOU dpBpou 81 map.
9 kal Un ouclwdeLg TpomomnolioeLg akoAouBei To keipevo Q&A tn¢ Evpwmnaikng Emttpomnnig yla tov
Kavoviopo (EE) 536/2014 kot ta apaptripatd tou, oto Eudralex, Volume 10. To mapdv Kelpevo
Sev avamapayeL TO TIEPLEXOUEVO TOUC.

E.6 Nuw¢ nmpaypatonoleital emkowwvia e tTnv Fpappateia tng EEA;

H ermukowwvia pe tn Mpappateia tng EEA mpaypatomnoleital Héow Tou TNAEPwVIKOU aplBpou: 213-
2040203 ka tig dteuBbuvoelg nAektpovikoL taxudpopeiou: eed at eof dot gr & eprountz at eof dot

gr
Avoakoivwon EEA 13.01.2026 — BA. eupetrplo IT.1
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IT.1 EupeTipLO aAVOKOWVWOEWV tTnG EEA

O nuepounvieg mou akoAovuBoUv gival eKeiVeC TOU QEPEL TO KElUEVO KAJE avakoivwaong.

Huepopnvia | O¢pa AQup | ZUvéeopog
o

18.03.2025 AuolBn Kupwou | I.7 https://www.eof.gr/%ce%b1%ce%bc%ce%bf%ce%b9%ce%b2%ce%ae-

Epeuvntn oe %ce%ba%cf%8d%cf%81%ce%b9%ce%bf%cf%85-

KALVLKN HEAETN %ce%b5%cf%81%ce%b5%cf%85%ce%bd%ce%b7%cf%84%ce%ae-%cf%83%ce%hb5-
%ce%ba%ce%bb%ce%b9%ce%bd%ce%b9%ce%ba%ce%ae-
%ce%bckwce%b5%ce%bb/

05.05.2025 MeAAovtikn xprion | B.6, https://www.eof.gr/%ce%bc%ce%b5%ce%bb%ce%bb%ce%bf%ce%bd
BloAoyikwv r.9 %cf%84%ce%b9%ce%ba%ce%ae-

Selypatwy %cf%87%cf%81%ce%ae%cf%83%ce%b7-
%ce%b2%ce%b9%ce%bf%ce%bb%ce%bf%ce%b3%ce%b9%ce%ba%cf%
8e%ce%bd-%ce%bd%ce%b5%ce%b9%ce%b3%ce%bckceWackcf%84/

14.05.2025 Ateukplvioelg emi | E.1, https://www.eof.gr/%ce%b4%ce%b9%ce%b5%cf%85%ce%ba%cf%81%ce%b9%ce%
Bepdtwy E.2 bd%ce%af%cf%83%ce%b5%ce%b9%cf%82-%cf%84%ce%b7%cf%82-
opUOdLOTNTOG TNG %ce%b5%ce%b8%ce%bd%ce%b9%ce%ba%ce%ae%cf%82-

EEA %ce%b5%cf%80%ce%b9%cf%84%cf%81%ce%bf%cf%80%ce%ae%cf%82/

03.07.2025 Avaiitnon B.5 https://www.eof.gr/%ce%b1%ce%bd%ce%bl%ce%b6%ce%ae%cf%84%ce%b7%cf%
mAnpodopLwy yLa 83%ce%b7-
ooBevelg %cf%80%ce%bb%ce%b7%cf%81%ce%bf%cf%86%ce%bf%cf%81%ce%b9%cf%8e%ce

%bd-%ce%b3%ce%b9%ce%bl-
%ce%b1%cf%83%ce%b8%ce%b5%ce%bd%ce%b5%ce%al%cf%82/

25.11.2025 Avtikotdotoon E.3 https://www.eof.gr/%ce%b1%ce%bd%cf%84%ce%hb9%ce%ba%ce%b1%cf%84%ce%
EVTUTIOU ac%cf%83%cf%84%ce%bl%cf%83%ce%b7-
yvwpodoétnong %ce%b5%ce%bd%cf%84%cf%8d%cf%80%ce%bf%cf%85-

%ce%b3%ce%bd%cf%89%ce%bc%ce%bf%ce%ba%cf%8c%cf%84%ce%b7%cf%83%c
e%b7%cf%82/

13.01.2026 Emwkowwvia  pe | E.6 https://www.eof.gr/%ce%b5%cf%80%ce%b9%ce%ba%ce%bf%ce%b9%ce%bd%cf%
mv  lpaupateia 89%ce%bd%ce%af%ce%bl-%ce%bc%ce%b5-%cf%84%ce%hb7%ce%bd-
™mg EOVLKAG %ce%b3%cf%81%ce%bl%ce%bck%ce%bcr%ce%bl%cf%84%ce%b5%ce%af%ce%bl-
Emitpomnng %cf%84%ce%b7%cf%82-%ce%b5%ce%b8%ce%bd/

Aeovtoloyiag yla

T KAWLKEC

MeAéteg

22.07.2026 Mpoodopd B.4 https://www.eof.gr/%cf%83%cf%87%ce%b5%cf%84%ce%b9%ce%ba%ce%ac-
OLKOVOULKWV %ce%bc¥%ce%b5-%cf%84%ce%b7%ce%bd-

TIAPOXWV o€ %cf%80%cf%81%ce%bf%cf%83%cf%86%ce%bf%cf%81%ce%ac-

OCULLETEXOVTEG %ce%bf%ce%b9%ce%ba%ce%bf%ce%bd%ce%bf%ce%bc%ce%b9%ce%ba%cf%8e%c

e%bd-%cf%80/
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