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AMOMAZH NENIKOY AIEYOYNTH AP. 133

‘Exovtag ur’ ov:

to N 4957/2022 "Néot Opilovteg ota Avwtata Ekmaldeutikd I8pupata: Evioxuon tng motdtntag, Tng AeLtoupytkdTnTag Kot
™G ouvdeong Twv A.E.l. pe tnv kowwvia kat Adoutég Statdéelg (DEK A 141/21.07.2022), 6nwg k&Oes dpopd LoyVEL,

to N. 4412/2016 (DEK A'147) «Anuooteg Zuppaoslg Epywv, MpounBelwv kal Ynnpeowyv (mpooappoyr otg O8nyieg
2014/24/ EE kot 2014/25/EE)» 6nwg LOYVEL,

to N. 4310/2014 (DEK A'258) « Epeuva, Texvoloyikn Avartuén kat Kawvotopia kot AAEG Slatdéelg», Omwc LoXUEL,

to Ked. IA Tou N. 4727/2020 (DEK A'184) «Wndrakr AtakuBépvnon (Evowpdtwon otnv EAnviki NopoBeoia tng Odnyiag

(EE) 2016/2102 kot tng Odnyiag (EE) 2019/1024) - HAektpovikég Emkowwvieg (Evowpdtwon oto EANvikd Aikato tng
Obénylog (EE) 2018/1972) kat dM\eg Statdgelc», apOp. 75-83, 6mwe LoxVEL,

10 apBpo 8 tou N.2919/2001 (DEK A'128) pe to omoio 16pubnke to Kévtpo Edapuoywv twv Texvoloyuwv Emkowwviag Kat
MAnpodopioag (KETEM),

to M.A. 145/03 (DEK A’121) «3Uotaon kat Asttoupyia tou Kévtpou Edappoywv twv Texvoloywwv Emikowwviog kot
MAnpodopiag (KETEM)», drwg LoyUEL,

10 apBpo 9 tou N. 3438/2006 (DEK A'33) mou tpomomnolei tnv emwvupia KETEM og «ABnva-Epsuvntikd Kévtpo Kawvotopiag
otLG Texvohoyieg Tng NAnpodopiag, Twv Emkowvwviwy Kat Tng Nvwongy,

v anddaon tng 316n¢ Tuvedpiag Tou AZ Tou EK ABnva (23-12-2021) yia thv €ykplon tou O8nyol Xpnuatodotnong &
Awayxeiplong tou EK ABnva pe AAA: 9M3M469HZQ-X84 kal thv anddacn tng 393n¢ Zuvedpiag tou A (30-5-2024) yia tnv
2n €kdoon autou pe AAA : WKEB469HZ0-339,

TIG Kata nepinmtwon dlatagelg mouv SiEnouy 1o EK ABnva,

v andédaon tng 199n¢ Zuvedplag tou A (25.07.2018) tou EK ABnva mept «Mapoxng E€ouclodotrioewv otoug AleuBuVTEC
lvotitoUTwV va evepyoUV w¢ KUPLOL SLOTAKTESY,

v anodaon tng 253n¢ Zuvedplag tou A (08.04.2020) tou EK ABnva B£pa 8: «AvaBeon kabBnkoviwy yla TNV acknon
OPHOSLOTATWY OLKOVOULKOU Kal ALOIKNTIKOU MePLEXOUEVOU Y,

v anodaon tng 468n¢ Xuvedpiag tou A tou EK ABnva (25-06-2026) yla o Bépa «Iuykpotnon AL o Jwua & mapoxn
efouaolobdotroswvy,

v anodaon tng 406ng uvedpiog tou A (10-10-2024) tou EK ABnva yla thv amodoyr thg uAomoinong kat Staxeiplong
Tou épyou " ERAMET-Ecosystem for rapid adoption of modelling and simulation METhods to address regulatory needs in
the development of orphan and paediatric medicines"

Tnv anodaon avainPnc unoxpéwong pe AAA: 9MTZ469H=ZQ-1OK yia tnv €ykpLon NG KOTOVOUNG Tou MpolToAoyLopou
Tou £pyou ERAMET, yla to €tog 2026

Tnv amno 25.06.2026 anodoaon tng 468nc Zuvedpiag tou A.3. tou «EK ABnvar, pe tnv omola eykpivetal n Mpoknpuén B€oswv
£KTOKTOU TIPOOWTTILKOU OTO MAQLOLO TOU avVWTEPW £PYOU.
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ANOMAZIZOYME

Tnv avdaptnon tng mpockAnong ekdnAwaong evdladépovtog e kKwd Pharma.468.YP.06.2026 cto mAaiclo Tou €pyou
«ERAMET»

EldikOTEpO:

To Epeuvntikd Kévtpo «ABnva», NMIA pn kepSookormikol XapaKkTipa, EMOMTEVONEVO amo tn Mevikn Mpappoteia
‘Epeuvag kot Kowotouiag tou Ymoupyeiou Avamtuéng kot Emevbloswv, Kal edikotepa to Movada
QapuakomAnpodoptkrc , oto mAaiclo ulomoinong tou €pyou «ERAMET- Ecosystem for rapid adoption of
modelling and simulation METhods to address regulatory needs in the development of orphan and paediatric
medicines»

€xovtag unoyn:

l. To N. 4310/2014 (DEK A' 258) « Epeuva, Texvohoytkry Avamtuén kot Kawvotopia kat AAeg SLatdelsy,
omw¢ LoxVel Kat 16iwg to apbpo 28 N. 4310/2014 o6mwg avtikataotddnke pe to dpbpo 98 map.5
N.4547/2018,(MEK A 102/12.6.2018)

Il. to N. 4386/2016 (DEK A' 83) « PuBuioeig yia tnv Epeuva kot GANEG AlaTdelgy,

M. Tov N. 4957/2022 (DEK A’ 141/21.7.2022) “Néol Opilovteg ota Avwtata Ekmaidsutikd ISpupata:
Evioxuon tng moldtnTag, TNG AELTOUPYIKOTNTAG Kot TNG oUvdeong Twv A.E.l. pe TV Kowwvia kot Aoumég
Slatatelg”, onwe kabe dopd LoYVEL,

V. Tov v. 5027/2023 (DEK A' 48/02-03-2023) pe titho «IUotnua Kawvotopiag otov npodolo topéa -
PuBuioelg M'evikng Mpappateiag AvBpwrivou Auvopikol Anpoaciou Topéa - PuBuicelg yio tn Asttoupyia
twv O.T.A. o kat B’ BaBuol Kal TwV ATOKEVIPWHEVWY SLOLKACEWV Kol yla Thv eulwia tTwv {wwv
ouvtpodLAg - Nomég eneiyovosg pubuioelg Tou Ynoupyeiou Ecwtepkwv Kat GAAEG SLaTtdéelg», OMwWG
KaBe popd LoxLEL

V. Tnv ur’ apBu. AplBu. AINAAA/®.EN.1/934/6966 K.Y.A (DEK B’ 2614/21-04-2023) pe titho «Eaipéoelg
Qo TOV €THOLO MPOYPAUUATIONO avBpwTriivou Suvautlkou tou dnudaclou Topéa Ttou apBpou 51 tou v.
4622/2019

VI. Vv anodaon tng 316" Tuvedpiag tou A tou EK ABnva (23.12.2021) ywa tnv €ykplon tou O&nyou
Xpnuatodotnong & Alaxeiplong tou EK ABnva pe AAA: 9N3M469H=0-X84 kal tnv anddaon tng 393n¢
Juvedplag tou A (30-5-2024) yia tnv 2n €kdoon autou pe AAA : WKIB469H=0-339

VIL. Tnv amno 11/06/2026 anddaon tng 465n¢ Zuvedpiag tou Alokntikot SupBouliou tou E.K. «ABnva»

npotiBetal va anacyxoAnoet évav (1) undtpodo oto akoAouBo aviikeipevo:
QapuakopeTpia

AnattoUpeva pocovta

o Yrnoynool S6daktopeg oe oxohri Dappakeutikng avayvwplopévou A.E.l. /AT.E.l. tng nuedamng n
oaAodamng, oto avtikeipevo tng Papuokopetpiog?

e  Eumepia os Npoypappatiopo kot Aoywopikd NONMEM, R, PsN n omoia va amodsikvueTal amno pia n
TEPLOCOTEPEG BNUOOLEVOEL 0 SLEBVEG eMLOTNUOVIKO TEPLOSIKO 1 / Kol emitux mapakoAouBOnon
QVTIOTOLXOU MaBNLOTOG O aVAYVWPLOUEVO TIPOTITUXLOKO ) LETOTTTUXLAKO TIPOYPAUO OTIOUSWV.

e Aplotn N'vwon AyyAlkwv

Embupuntda npoocovia
e [vwon ota OgpameuTtika MPpwTOkoAAa TG Qupatiwong Kot otn GappaKoKVNTIKA Kol GappakoSuUVa LKA

povtedomoinon avtipupatikwy Gapudkwy, n omola va TMPOKUTITEL amd Ml ) TEPLOCOTEPEC
Snuoolelelg og S1EBVEG EMIOTNUOVIKO TIEPLOSIKO 1) TAPOUCLACELG O SLEBVEC EMLOTNUOVIKO GUVESPLO.
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EkdnAwon evéladEpovtog — YioBoAn SikatoAoyntikwv:
Ol evlladepopevol karoUvtat va UTtoBAAoUV eTtl TTOVH ATOKAELGUOU:
i) Attnon pe avadopd oto avtikeipevo tng unotpodiog (BA. Mapdptnua)
ii) PBeBailwon ekndvnong Stéaktopikng SLatpLpng,
iii) avtiypado nruxiou (koL Tuxov petamtuxtakou TitAou),
iv) Bloypadko onueiwpa,

v) Ymelvbuvn OnAwon Ttou v. 1599/1986, otnv omola ot evlladepouevol Ba  SnAwvouv:
A) otL éAaBav yvwon Twv 0pwv TG mapoloag mpookAnong ekdnAwaong evélad£épovtog, Toug onoioug
anodéyovrtal 6Aoug avemibulakta, B) ot dev €xouv kavel Peubdeic N avakpBeic SnAwoelg Katd tnv
napoyn mAnpodoplwv rou {ntouvtal and to EK ABnva, IN) 6tL edpdoov emtdeyolv, Ba mpookopicouv OAa
Ta amattoUpeva SIKaloAoynTika og Eviumn popodr, epooov KATL TETOoLo Toug {ntnBel amo to EK ABnva

vi) Appevec avtioupBallopevol: TOTOMOWNTIKO OTPATOAOYLKNG Katdotaong (Aoyw ekmAnpwong
OTPOTIWTIKWY UTIOXPEWOEWV N avaBOANG OTPATEUONG) TIOU va €ival og LoxU Katd thv SldpKela
€KTENEONG TOU £pyou Ttou Ba toug avatedel Kat

i) €xBeon okomipoOTNTAG ULOC WG U0 oeAibwy omou Ba avadépovtal Ta  EMLOTNUOVIKA-EPEUVNTIKA
evbladépovta twv unoPndiwv kat ot Adyol yla Toug omoioug emBupolv va cuvepyacBoulv pe th
Movada QapuakomAnpodoptkng/ EK ABnva oTto CUYKEKPLLEVO QVTLKELEVO TNG UTTOTPOdLAG KAl

v) 600 OUOTATLKEG ETLOTOAEG 1) SUO ovopaTa yLa EMKOWVWVIA,

1O apyotepo HEXPL TIG 06/07/2026 kat wpa 15:00, wg £€NG:

A) Me taxudpopeio otnv mapakdtw toxudpoutkn dievBuvon:

Epguvntiko Kévtpo «ABnva»
Movasda DapuakonAnpodoptkn
Awylaleiag 19 & XaAend
Mapouot TK 15125 ABrva
Ynoyn kag Epng ZaAwpidn

n

B) pe nAektpovik umofoAr) otnv nAektpovikny SlevBuvon: liaison-pharmainf@athenarc.gr kat pe Ofua
«YmoBoAn aitnong otnv npockAnon unotpodiag pe aviikeipevo QapuakopeTplar».

KaBe aitnon umoBal\etal pe tnv €vSel€n: «Aitnon yia xopriynon unotpogiac ue avtikeipevo QapuakopeTpia
010 mAaioto t™¢ mpookAnang ekbnAwanc evéiapépovtog ue kwbitkd Pharma.468.YP.06.2026», cuvodeuduevn
Qo TO OXETLKA SIKALOAOYNTIKA £(TE O€ €VTUTIN €ite O€ NAEKTPOVIKN Hopdn.

Ie nepintwon £viunng untoBoAng ta SikaloAoynTikd Ba TpEMeL va elval otnv MPWTOTUTIN €K&OXN TOUG I OE
€UKPLVEG dwToavTiypadd Toug. H aitnon kat o pakelog twv SikaloAoynTikwy Urmopouv va mapadoBoulv othn
vpappoteio tou EK ABnva amo tov iSlo tov eviLadepOUEVO 1 AVTLITPOOWITO TOU 1 VO AMOCTAAOUY TAXUSPOULKWG
(néow Tayxudpopeiou N TayxupeTadopea), Ue amokAELoTIKN euBUVN Tou utoPndiou, péxpL tnv npoavadepbeioa
nuepounvia kot wpa poBeopiag umtofoAng toug. Ot umodLot katd Tnv umtofoAn tng aitnong, Ba Aappavouv
apLOUO TPWTOKOANOU.

Ie nmepintwon nAeKkTpovikAg UTtoBoANG ta Sikatoloyntikd Ba mpémeL va elval UKPLVH OTWG amelkovilovral
oTNV TPWTOTUTN €kdox TOug N amod eukpwvég dwtoavtiypadd touc. H aitnon kot o ¢dAakeAog Twv
Sikalohoyntikwy (o _éva_eviaio pdf) pmopolv va amooTtaAoUV NAEKTPOVIKA HEXPL TNV mpoavadepbeioa
nuepopnvia kat wpa mpobeopiog unofoAng. Ot unodrdlotl katd tnv umoPoAr Tng aitnong, Ba Aapfavouv
opLOUO TPWTOKOANOU PECW NAEKTPOVIKOU UNVUUATOC.

I M ‘Epeuva & Kawvotopia
I Texvodoyies MNAnpogopias


mailto:liaison-pharmainf@athenarc.gr
ΑΔΑ: 90ΣΕ469ΗΞΩ-33Υ


AAA: 902E469H=Q-33Y

AVTIKQTAOTOON TNG altnong n S10pBwaon AUt ) GUUMARPWGON TUXOV EAAELTTOVTWY SLKOLOAOYNTIKWY ETLTPEMETAL
UOvVo péXPL TN AREn tg mpoBeopiag UTTOBOANG TWV ALTACEWV.

EMureic awtnoelg 6e 6a AndBouv ur’ oPv. EkmpoBeopeg unoPfolég dev aflodoyolvtat. QG ekmpOBeoueg
xapoktnpifovral ol UTOBOAEG Tou:

» o€ nepintwon NAEKTPOVIKAG UTIOBOANG LECW NAEKTPOVIKOU TaxUSPOUELOU, AMOOTAAOUV LETA TV WG AVW
avaypadopevn nuepopnvio KoL wpa Le AmokAELOTIKA euBUVN Tou anootoAéa untoyndiou

» o€ nepintwon TaxuSpopLKNG amooToAng Heow EATA i taxupetadopéa, mapadoBolv HeTd TV WG AVW
avaypadopevn nuepopnvia kat wpa, Le amokAELoTIKr €uBUVN Tou anootoAéa urtondiou

» 0£ MepiMTwon aUTOMPOCWTNG TaPAdoang Kol mapddoong LECW AVTLTPOowWTou, mapaindBOouv HeTd TNV WG
avw avaypadOopevn nUepounvia Kat wpa, Le armokAeLoTIk euBUvn Tou amoctoAéa untondiou

Awkatoloyntikd mou Sev elval otnv eAAnvikr YAwooa umtoBdalovtat Vouipws petadpacpéva otnv eEAANVIK.

'OAwG EMKOUPLKWG, EMLONUALVETAL OTL N Mapovuoa PockAnon duvatal oe KABe otadlo AUt va patalwbel,
Xwpig ékaotog untoPndlog va Statnpel otavdnmote afiwon Evavtl tou Kévtpou.

MoAwtikn Mpootaciog Mpocwrikwv AeSopEVwV

To E.K «ABnva», w¢ unmelBuvog enefepyaciag, oUAEYEL T TPOOWTILKA Sebopéva mou umoPdAAovtal, oto
TAaLoLo NG MPOoKANOoNG ekdNAwaong evdladEpovtog ou €xel SnuooteuBel otnv LotooeAiba Tou Kévtpou Kat n
enefepyaoia ylvetal povo pe okomod tnv emidoyn Tou katdAAnAou unoyndiou.

H apuddia emitpomn aloAdynong Ko To amopaitnTo yLa To 6KOTO AUTO SLOKNTIKO TPoowTtikd Tou E.K. « ABnva»
gival Ta pova npdowmna mou enefepydlovral o SeSO0UEVA QUTA YLA TOV OVWTEPW OKOTIO.

Alatnpolvtal ya 600 xpovo amattsital ywa thv olokAfpwon tng Sladikaciag emloyng kot cuvadng
cuudwvNTIKOU uTtoTpodiag kol oTn cuvexela Staypadovtal eKTOg av GAAWC opiletal armd To KEIEVO VOUODETIKO
KOl KavovloTkO mAaiclo | kaBooov amatteital yla tnv mpodoriion Sikalwpdtwy tou EK ABnvd evwriov
Awkaotnpilou 1 kat AAANG apuodiag Apxng.

o omoladrmote amopia ] SLEUKPLVLON OXETIKA UE TNV TPOOTACLA TWV MTPOoowTkwY dedopévwy ou adopd TV
napovca TpPookAnon ekdnAwong evlladEpovtog, oL evdladepopevol Umopolv  va  ameuBuvovtal:

dpo@athenarc.gr

MAnpododpnon:

MNna mneplocotepeg MAnpodopieg, OXETIKA He TNV Topouca mnpdokAnon ekdnAwong evéladépovtog, ol
evlladepopevol pnmopolV va amneuBuvovtal otnv Ka Epn ZaAwpidn otnv nAektpovikn SievBuvon: liaison-
pharmainf@athenarc.gr kat oto tnAédwvo: 211 3335179, 2106875300-311

MAnpodopieg yla tig SpaoctnpLotnteg tng Movadag DappakonAnpodoplkig - Epguvntiko Kévipo «ABnva»
umnopeite va Bpeite oto http://www.athenarc.gr/.

KaBnyntig lwdvvng Epipng

M'evikog AteuBuvtng & Mpoebpog A.3.
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[TAPAPTHMA

AITHZ2H

2Uvayng ovppaong Yrotpodiag pe to Epeuvntikd Kévtpo «ABnvax

Ztowyeia Mpoteivovrog:

‘Ovopa:

EntiBeto:

MNatpwvupo:

AevBuvon
Katoikiag:

Ap16.
TnAepwvwv
ETukowwviog
(otab., Kw.):

Email:

HM/NIA: .../....[]2026

KATAAOIoz 3YNHMMENQN:

1. Bloypadikd Znpeiwpa.
2

MopokoAW vo €EETACETE TNV aiTnor HOU ylo TNV
EKTIOVNON uttotpodiag pE QVTLKE(UEVO
Poppoakopetpia, ovpdwva pe Tt avaypadpoueva
otnv MpdokAnon EkdAwong Evdiadpépoviog pe
KWSIKO Kwd. MNpdéokAnong:
Pharma.468.YP.06.2026, tnv oTmoia oavakoivwoe o

dopéag oag.

Emouvdntw yU' autdév Tov okomd T amopaitnTa
SikatodoynTikd Tou  daivovtal oTtov  KaTdAoyo
CUVINHUUEVWV.

JuykatdBeon ylo TeEpATEPW emegepyaoia  Twv
TIPOCWTIKWVY SESOUEVWV.

NAI

OXI

O/H mpoteivwv/ouoa

Yroypadr

KOl OVOHOTETIWVUHO

MoAwtikr) Npootaociog MpoowTikwy AeSopévwv

To E.K «ABnvé», wg unevBuvog enegepyaoiog, cuMEyeL Ta TTpoowTika SeSopéva Trou uttoBaAovtay, 6To TAaIoLo TG TIPGOKANGTG kST Aw oG EVELadEPoVTog Trou €xel Snpooteubel oty otooeNiSa Tou
IvoTitoUtou/Movadag 1 Tou Kévtpou kat n) emegepyasia yivetat Hévo pe okoTd v emiAoyr] Tou KatdAAnAou urtoyndiov.

H appddia emtporti a§loAdynong Kot To amapaitTo yia To OKOTIO aUTO SLOKNTIKS TTPoowTkd Tou E.K. «ABNnvéx» eivon ta pdva mpdowa mov ene&epydovtal Ta SESOUEVA QUTA YLO TOV AVWTEPW OKOTIO.

AlotnpouvvTal ylo 660 XpGvo amatTeital yia TV oAokAripwaon Tng Sladikaciag emAoyrig kat cuvayng cUpBaong Kol 0T cuvéxela Staypadovtat eKT6G av dAAwG opifetat ard To Keipuevo VOHOBETIKG Kat
KAVOVLOTIKG TIAaio10 1) KaBdoov amatteitat yia Ty podoTion Sikatwpdtwy tou E.K «ABnvé» evidiov Aikaotnpiou 1j kat GAANG appddiag Apxrig.

Mo omoladrimtote amopia 1] SLEUKPIVIOT) OYETIKA PE TNV TIPOCTACIN TWV TPOCWTIKWY SeSopévy Tou adopd v Tapovoa TPOoKAnon ekdridwong evdiad€povtog, ot eviladepPSHEVOL HTOPOVV va

amevBivovtan: dpo@athenarc.gr
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