Abnva, 30/06/2026

MEOOAOAOTIKO ZHMEIQOMA THX ETAIPEIAZ «ANGELINI PHARMA HELLAS A.B.E.E» TA TH
AHMOZIONOIHZH NAPOXQON TOY ETOYZ 2025 MPOX EMAITEAMATIEZ YTEIAZ KAl
EMIZTHMONIKOYZ YTEIONOMIKOYXZ ®OPEIZ ZE ZYMMOP®QZH ME TIZ AIATAZEIZ TOY
APOPOY 66 MAP. 7 TOY N. 4316/2014 KAI TIZ AIATAZEIZ TOY KEQAAAIOY 5 TOY KQAIKA
AEONTOAOTIAZ TOY Zz.0.E.E. ZXETIKA ME TH AHMOZIOMOIHZH MAPOXQN ANO
OAPMAKEYTIKEZ ETAIPEIEX MNPOX EMAITEAMATIEZ YTEIAX KAl EMIZTHMONIKOYZ
YFEIONOMIKOYZ ®OPEIZ.
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1. EIZArQrH

Eival yeyovog ott n aAAnAemidpaon cpappaKsurlKoov smxslpncswv He Toug EmayyeApartieg
szlag scpaﬁnc; «EY») Kdl TOUG EMOTNHOVIKOUG Uyslovoleoug popeig (epe€ng «EYD»)
pmopel va €xel Babua kat Bstikn enidpacn otnv moldTNTa TnG Bepameiag Twv acdevwyv Kat
v afia tng PEAAOVTIKNG £peuvag. Me tnv umootnplEn Ola@Oopwy eKMAIOEUTIKWY Kal
EPEUVNTIKWY OPACTNPIOTATWY TWV EMAYYEAUATIWV UYEIQg Kal TwWV @OPEWV TOUG, Ol
(PAPHAKEUTIKEG EMIXEIPACEIC CUPMBAAAOUY otn ouvexit{opevn ekmaideuon Kal eEEAIEN Toug,
Yld va TPOo@EPOUV OTOUG acBeveig KAAUTEPEG KAl TTEPLOCOTEPEG BEPATEUTIKEG EMAOYEG.

Tautdxpova, OPwC UTTAPXel avaykn yia au€énpévn Ola@Aavela Kal akepaldotnta yupw amoé
QUTEG TIG OXEOELG OLEBVWG.

H avaykn auti odnynoe otn B£omon tou Kwdika Anpoctlomoinong tng EFPIA, o omoiog
uloBstAOnKe Kat amo tov XOEE.

Tautoxpova, otnv EAAGOa oUppwva pe to a. 66 map. 7 tou N. 4316/2014, ol
(PAPHAKEUTIKEG €TALPEIEG OPEIAOUV va ONPOCLOTIOIOUY, E(TE OE CUYKEVIPWTIKN E(TE OF
AaTopIKA Bdon Katd mepintwon, otnv 1oTooeAida Toug Kal otnVv €10IKN 1otocgAida tou EOD,
T0 apyétspo EVTOG £€1 (6) PNVWV amo TO KAE(OIHO €KACTOU nUEPOAOYLaKoU £Toug, Kdabe
mapoxn TouU XopnyoUuv Tpog Tpitoug EmayyeApatieg Yyeiag kat Emctnpovmoug
szlovoleoug Dopeig, evielKTIKA Kal Oxt nsploplotlka dwpssg, xopnyleg, KOoOTOG
EYYPAPNG O OUVESPLA Kal €KONAWOELG EMIOTNHOVIKAG €EVNUEPWONG TNG LATPIKAG
KolvotNnNTag, Omwe autég opidovral €l0IKOTEPA OTIC EKACTOTE £YKUKAioug Tou EOD, £€oda
peTABaong Kat Slapovng wg Kat Kabs aAAn mapoxn Bacel cUpBacng i amd eAeubeplotnta,
avag@oplkd Pe TNV mpowonon Twv cuvIayoypapoUHEVWY PAPHAKWY.

H stcupsia ANGELINI PHARMA HELLAS A.B.E.E. (e@€€ng n <<ETGlp£ld>>) avavapm(sm OTL pla
UYLAG Kal Sla@aving oxEon ouvepyaoiag HETACU TwY QAPUAKEUTIKWY EMXEIPACEWY KAl TWY
EMAYYEAUATIWY UYEIAG AEITOUPYEL TTPOG TO GUUPEPOV TWV ACOEVWV.

H dwapavela amoteAei pia amo 11 Baoikég afieg yla tnv Etailpeia. Zto mAdiclo auto, Kat ot
OUpHOpYwoN PE TIG Olatdagelg Tou a. 66 map. 7 tou N. 4316/2014, omwg autn oxUEL
AapBavopévwy umown tou Kavovicpou (EE) 2016/679 (TKMA) kat twv un’ aptBudv 5/2016
Kat 2/2017 Mvwpodotnoswyv tng Apxng Mpootaciag Asdopévwy MpoowmikoU Xapaktnpa
Kal Twv €EKACTOTE AVAKOWVWOewv Tou EO®D, omwg toxlouv, aAAd kat tou Kwdlka
Anpootomoinong tng EFPIA kat tou ZOEE, n Etaipeia 6a mpoBei otn dnpoctomoinon twvy
TMPOBAEMOPEVWY €K TwV avw Olatafewv-publicswy yla To Xpovikd dldotnua amod
01.01.2025 £wg kat 31.12.2025.

To mapov pebodoAoylko onueiwpa cuvowilel tn pebodoAoyia mou epapuolel n Etaipeia
yla tnv dnpoclomoincn Kal TNy Tautomoinon Twv mapoxwy mpog EY kat EY®D.

2. OPIZMOI
2.1 AMNOAEKTEX
2.1.1 OPIZMOZ EMAITEAMATIA YTEIAZ (EY)

OmolodNTIOTE PUOLKO TIPOoWTIO (CUHPWva pe To apbpo 4 tou N. 4238/DEK A 38/17.02.2014),
TIOU QOKE( TO LATPIKO, 00OVTIATPIKO, (PAPHAKEUTIKO 1} VOONAEUTIKO EMAYYEALA 1| OTIOLOONTIOTE
GAAO TPOCWTO TO OmMoio, KATA TNV EMAyyeAPATIK Tou Opactnpldtnta, Mmopel va
ouvtayoypa@nosl, SlafEoel [ xopnynoel €va QAPHAKEUTIKO TPOIOV Kal ToU oToiou n Kupla
opactnplotnta, N Kartowkia n dwapovn Bpioketat otnv EAAGda. Mpog amo@uyn ap@BoAlwy, o
opo¢ <«EmayyeApatiac Yyeiag» mepihapBdvel: (i) omolodnmote OTEAEXOC 1 UTAAAnAo
KUBepvNTIKOU opéa 1 GAAou opyavicpou (gite tou Onpociou 1 Tou IGIWTIKOU TOPEQ) TOU
pmopeil  va ouvrayoypacpﬁoa OlaBéoel 1 XopnyNnoel (PAPHAKEUTIKA npo’iévra Kat (ii)
onmovdnnors una?\?\n?\o piag PappaKeuTIKAG Etatpsnag MéAoug Tou ZOEE o omoiog eivat EY kat
TOU oTmoiou n KUpLa snayys?\patlkn dpactnplotnta cuvictaral otny napoxn unnpsclwv uyeiac.
Ano tnv teAeutaia katnyopia e€aipouvral: (a) OAol ol IOWWTEG YIATPOL TOU TAPEXOUV HE
oUpBaon epyaciag, evtoAng n épyou OlapKeic utnpeoieg otnv Pappakeutikn Etalpeia - pédog
tou XOEE kat (B) xovopEéumopol 1 SLAVOUEIG PAPUAKEUTIKWY TPOTOVTWY.
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2.1.2 OPIZMOZ EMIZTHMONIKOY YTEIONOMIKOY ®OPEA (EY®)

OTmolo0NTIOTE VOULKO TTPOGWTO:

(i) mou eival UYElOVOUIKN, ATPIKA N EMOTNHPOVIKN £vwon (AoTIKA €Talpeia | owparteio
£nayy£7\patld)v Uysiag) N 0pYyaviopOg UYELOVOUIKNG TrepiBaAwng (aveaptnta amd tn VOUIKA 1
0pYAVWTIKA  Hopen rou) o'mm; VOOOKOME(O, KAWVIKR, (Opupa, Tavemotnuio 1 dAAo
EKTTIALOEUTIKO lépupa n £talp£la KGBe popeng (T.X. MKO) Tou  €mMXopnyeitat  amo
(PAPHAKEUTIKEG ETALPEIEG (EKTOG ATTO EVWIOELG AGOEVWYV Ol OTIOIEG U]TCIYOVTG[ OTIG pueploslg TOU
Kwoika AsovtoAoyiag tou IOEE yia Ti¢ IXECEIG HETAEU TWY PAPHAKEUTIKWY EMXEIPNOEWY Kal
TwV eVWOoEwY acBevwv) Kat edpelouv i dpactnplomolouvtal otnv EAAGSa R

(ii) péow Tou omoiou €vag n meploootepol EmayyeApatieg Yyeiag mapéxouv umnpeoieg uyeiag,
OCUHTEPIAAUBAVOUEVWY TWV IOIWTIKWY QOPEWY Tapoxng umnpeciwy MpwtoBadbuiag dpovtidag
Yyeiag (M.A. 84/2001,0EK 70/A/10.4.2001, 0Twg OXUEL).

2.2 EIAH MAPOXQN

2.2.1 (0] napoxr'] voeital Kade pstaBiBaon npaypc’ttwv Kal SIKAlwHATWY, &iTe TPOKELTAl
ya apoiBn mapexopevng umnpeoiag, E€ite yla smxopnynon SKnaldsurlKng 6paotnplorntag
cuvsxm{opsvn ekmaidsuon. I'Ispt)\apBavovral Apeoceg 1 spuscsg apolBég, eite ot ustpnta eite
oe £i0o¢ i AAAwg, Tou Yyivovtal ya npowenthoug n a?\?\oug okomoUg, o€ OXEon HE TNV
avantuén Kal TWANoN QAPHAKEUTIKWY TPOIOVIWY avagopds AMOKAEICTIKA yla avlpwmivn

xpnon.
2.2.2 AQPEEX KAl XOPHlIEZ

H Etaipsia mpoBaivel oe dwpeég Kal xopnyieg o€ €i00g N o XpRpa mpog tpitoug (HOvo o€
Nopikd Mpdowma) 6mwg 1W0plpartda, opyavicpoug Kat EmotnpovikoUg Yyelovopikoug Qopeig
mou oteAexwvovtal and EmayyeApatieq Yyeiag i oie€ayouv épeuva, Mavemotnpiaka
I0pUpata, NoonAeutikd ISpUpata mou eival opyavwpéva o€ VOUIKA MpoowTtd Onpociou
Olkaiou, ot Kévipa Yyeiag tou EXY kat gv yével oe NoonAsutika I6pUpata, ta omoia
avnkouv otov Onpoclo Topéd, smomtevovral amd to Ymoupyeio Yyeiag kat oxetifovral
dueca HE TNV TAPOXN UTNPECLWV UYElag, lATPIKWY KAl eKMAIGEUTIKWY ayabwv Kat
UTINPECLWOV TIOU BeATIWVOUV TNV TEPIBAAyWn tou acBevoug Kal eival mpog O@eAOG Tou
Kabwg Kat Tou EBvikoU ZuotApatog Yyeiag cUp@wva pe tnv loxuouoa vopobeoia.

Mepaitépw, n Etaipeia mpoBaivel oe dwpeég, xopnyleg Kal MapoxEg oe £(00C O ATPIKEG
etalpieg n 10pupata A Zuveéopoug i Evwoelg mou cuctrivovtal ano EmayyeApatieg Yyeiag
Kal eival opyavwpéva wg VOUIKA Tpoowma IGIWTIKOU OlKAiou Hn  KEPOOOKOTIKOU
xapaktnpa, Evwoelg AcBevwyv mou eival opyavwpEéVEG wE ACTIKEG £TALPIEG, CWHATEIA pN
KePOOOKOTIKOU Xapaktnpd.

Ol avwTtépw TapoxEG mMpaypatomolouvtal amd tnv Etaipeia povo e@doov (a) yivovrat pe
OKOTO va umootnpixBel n @povtida uyeiag, n €peuva, n ekmaidsuon N n Tapoxn
KaAUTepwV UTINPecIwY Uyeiag, (B) eival TEKUNPLWUEVEG Kal TnpoUvTdl o€ apxeio amd tnv
Etaipeia, (y) 6ev cuviotoUv KivnTpo TPog Toug amodEKTEG SWPEAC, xopnyiag | Tapoxng os
£{00¢ yla va ocuvtayoypagnoouv 1 6labécouy 1 MPoUNnBeuToUV TA PAPHAKEUTIKA TpolovTa
ne.

2.2.3 XPHMATOAOTHZH ZYNEAPION 'H ZEMINAPION, ZYMBOYAEYTIKQN ENITPOMON
KAI AAAON ZYMBOYAEYTIKQON YNHPEZION

H Etaipeia mpoBaivel otn xpnuatoddotnon EkdnAwoewy Emotnuovikou Meplexopévou, ot
ouvédpla, oegpvapla (CUPTEPIAAUBAVOUEVWY  TwV OGO0PUPOPLIKWY  CUHTIOCIWY)  Kdal
MAPOHOLEG €KONAWOELG ouvexi{Opevng ekmaidsuong, OpAieg/ AlaAé€elg, EKONAWOELG
EVNUEPWONG KolvoU Kal ZUHBOUAeuUTikEG Emitpomég Epmelpoyvwpovwy yia mpolovia mou
£X0OUV ETMOTNHOVIKO TTEPLEXOHEVO Kal agopouv mpolovta appodiotntag EOD. Aleukpiviletatl
OTl WG 2XUUBOUAEUTIKEG Ymnpeoie¢ vooUvral Tta akoAouBa ekmaidguon/emMudpPwon
(ecwTePIKA UTAAARAWY TNG eTalpeiag & e€wteplka AAAwV EY), ZupBouAsuTika ZupBoUAla
(k@be popng Advisory Boards 1 Expert panels on pharmacoeconomics),
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OptAieg/ Alalé€elg, TevIKEC OUPBOUAEUTIKEG UTINPEGIEC T.X. OXETIKA HE EVTUTIA LATPLKAG
evnuépwong uyeiag ni/kat KowvoU yla VOOOAOYIKEG OVIOTNTEG, ouyypagn dapbpou,
HeTApaon K.d.).

Ta xopnylka TAKETA dAMOCKOTOUV OTNV TPOAywyrn EPEUVNTIKWY KAl EKTAOEUTIKWY
OKOTIWV. X€ Kapia mepinmtwon 6ev amoteAoUv KivnTpo yla cuviayoypdegnon, mpopnbela,
£YKpLon, TIHOAOGYNON 1 ac@AALCTIKA KAAuWn mpoldvtwy tng Etaipeiac.

2.2.4 KOZTOZ EFTPA®HZ/METABAZH/AIAMONH

210 mAaiolo tng ouvexi{opevng ekmaidsuong, n Etaipeia umootnpilel kat evBappuvel Tn
CUHHETOXN OAO Kal TEPLOCOTEPWY LATPWY O OAEG TIG KATNYOPIEG TWV EKTAIGEUTIKWY Kal
EMOTNHOVIKWY EKONAWOCEWY TOU Tpaypatomolouvtal. Q¢ €k toutou, N Etalpsia TApPEXEL
KAAuyn Twv s&odwv ouppetoxng (oupmeplAapBavopévou d)I'IA) Twv EY yua petakivnon (mx
aEPOTOPIKA €lOLTAPLA, ElGlTnplCI oldnpodpopou, ta&i, evolkiaon autokivntou, d100la, TEAN
otadpeuong KAm), eyypaen, oOltapovh (mx. Owapovn Eevodoxeio), Olatpopn umd Tnv
mpolnmdébeon Tng mMponyoUpevng £€ykKplong Tou EOD kat mponyoUpevng £yKplong Tou Ppopéa
epyaciac tou EY kat oUp@wva pe ta mpoBAemopeva oOpla mou Bétel o Kwokag
AgovtoAoyiag tou TOEE.

2.2.5 MAPOXEZ NOY A®OPOYN APAZTHPIOTHTEZ EPEYNAZ KAI ANANTYEHZ

H Etaipeia umootnpilel tn OlevEPYEld KAWVIKWY HEAETWY (TAPEPBATIKWY KAl HN
mapepBatikwy) ot omoieg die§ayovtal ite ameubeiag amod tnv Etaipeia eite amd tpitoug
(CRO) ywa Aoyaplacpd tng. XTo TMAdIClO0 AUTO, MEPAV TWV AVW KAWVIKWOV HEAETWYV, N
Etaipeia xpnpatodotei kat €KONAWOCELG TTOU €ival €MKOUPIKEG O OPACTNPLOTNTEG TTOU
eymintouv oto TESI0 £QAPHOYNG TNG OLEVEPYELAG KAWVIKWY HEAETWY (TmX investigator
meetings KAT).

Qg ek meplocol avaEpetal 0Tl avadpoplkEG PN TAPEUBATIKEG PEAETEG 1/ KAl OTTOLAONTIOTE
AAAn €pguva MANV TWV pNTA AVAQPEPOHPEVWY AVWTEPW OEV UTIAYETAL OTNV KATnyopid Ttwv
Opactnplotitwy ‘Epeuvag kat Avamtuéng mou xpnpatodotoUvral amd tnv Etaipesia. Ot
MAPOXEG MOU oXetifovral PE PN TAPEPBATIKEG HEAETEG R/Kal omoladimote AAAn €psuva
MANV TWV pNTd ava@ePoPEvwY avwTtiépw Tpaypatomololvtal Bdoel ocUuBaong mApoxng
UTINPECLWV HE £KAOTO ANTITN TNG TAPOXAG.

Ateukplviletal, wotoco, Ot ot MNapoxéc mou agopouv oe Opaoctnpldtnteg Epeuvag kat
Avantuéng onpootomoloUvtal amd tnv Etaipeia €ite cUYKEVTIPWTIKA €(TE OVOUAOTIKA avd
mepintwon Bdoel Twv €KACTOTE AVAKOIVWOEWYV Tou EOD, o6mwg toxuouv. Avrtiotolxa,
Kéotn mou oxetiovtal pe stn)\d)oelg mou eivat smKouleéc_; oe OpaotnplOTNTEG TOU
gumintouv oto medio ecpappoync_; m™me mapoucag mapaypdagou (m.x. investigator meetings),
Ba dnpoctlomololvtal £MioNng wg Avw.

3. EYPOX AHMOZIOMOIHIHX
3.1 IXETIKA NPOIONTA

H Etaipeia mapdayel, egmopeletal Kal OLABETEL PAPPAKEUTIKA TPOIOVIA OTNV €AANVIKN
ayopd OmMw¢ autd Tmeplypd@ovial oTo apepo 2 Ing Ynoupleng Anopaong
AYI3aln32221/29.4.2013 (®OEK 1049/B/2013) OTWG LOXUEL, Yld Td omola €Xel xopnyneel
adsla  KukAogopiag kat’ scpappoyn g Odnyiag 2001/83, Omwg loXUEL ORpEPQ.
Eldikotepa, n Etaipsia epmopevetal kat Olabétel ta €€AG PAPUAKEUTIKA TPOIOVIA OTNY
€AANVIKA ayopd, OMwG autd avagEépovtal avaAuTikd otnyv tetooeAida tng Etaipeiag umo:
https://www.angelinipharma.gr/mpoiévta

3.2 EXAIPOYMENEZ MAPOXEZ

JOpgpwva pe to apbpo 30.2 tou KepaAaiou 5 tou Kwdika Asovroloyiag tou IDEE, dev
ongoolomolouvtal ol TMAPOXEG ol omoieg: (i)  A@opoUv  AMOKAEIOTIKA N
ouvtayoypagoupeva @dppaka (MH.ZY.®A.), (ii) Aev mepidapBavovtal oto apbpo 32 tou
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Kwdika AcovtoAoyiag tou XOEE, yeUpata kat motd (BA. apBpo 8 tou KepaAaiou 2 tou
Kwdika AsgovroAoyiag tou XOEE), watpikd deiypata (BA. apbpo 17 tou KepaAaiou 3 tou
Kwdika Agovtoloyiag tou IDEE), €idn apeAntéag aiag tou apbpou 18.1 tou KepaAaiou 3
tou Kwoika AsovtoAoyiag tou XOEE mou oxetifovtal dpeca Pe TNV ATPIKA TPAKTIKA, (iii)
AmoteAoUv PEPOG TWV oUVABWY spnoled)v ouvaAAaywv HeTallU piag (pappPAKEUTIKAG
emxeipnong kat evog EY mou kat’ sndyy.s?\pa QaOKE( Epnopia PAPHAKWY (c'mu)c_; m.X.
(PAPHAKOTIONO, xovépspnopm) n/kat evog EYOD - dnA. olKOVOUIKEG cUVAAAayEG PEca otny
aAucidoa Slavopng @apUAakwy.

3.3 HMEPOMHNIA MAPOXQN

ZUppwva pe tov Kwdlka AsovtoAoyiag tou XDEE, n dnpoctomoinon twv mapoxwv os EY
kat og EY® agopd oe mapoxég mou SlevepynBnkav To nuepoAoylako £€tog 2025 kat 6n amo
01.01.2025 €wg 31.12.2025. E0ikAGTEPA, ONnpElWVETAlL OTL ol apolBég (aveu ®MA) mou
éAaBav xwpa amdé tnv Etaipeia mpo¢ EY oto mAaiclo ZupBouAeutikwv Emtpomwv
Epmelpoyvwpovwy €xouv KataxwpnBel wg MapoxEg Tou Unvog Katd Tov Omoio ol wg Aavw
CUHBOUAEUTIKEG ETTPOTEG TTpaypatomolionkay.

ZTnv nepinmtwon cupBdacewyv OldpKelag HEyaAUTePNG Tou £vog (1) £€toug, dnpoctomolouvTal
HOVO ol TapoxEG TTou €ylvav tnv mePiodo avagopdg.

3.4 AMEZEZ NAPOXEZ

Apeosc apolBEg sival autég mou yivovtal aneuBeiag amd tnv Etaipeia mpog 6gpeAog eite EY
gite EYD.

3.5 EMMEZEZ NAPOXEZ

'EMpECEC apolBEG sival autég ou yivovral yia Aoyaplacpo tng Etalpeiag mpog ogeAog eite
tou EY eite tou EY®D, kat n tautotnta tng Etaipeiag eivat yvwoti 1 pmopei va
avayvwplobei amd toug wg avw amodikteg (mM.X KAAuywn e€606wv Olapovng EY omwg
avaAuvstal otov umo 2.2.4 6po avwtépw).

3.6 MAPOXEZ ZE NEPINTQXZH MEPIKHZ MAPOYZIAZ 'H AKYPQZHZ

Mapoxég o MEPIMTWON PEPIKAG Tapousiag i akUpwong vooUvtal ol MEPITTWOELS KATA TIG
onoisg évag EY Oev AapBavel napoxég €K pEpoug tng Etaipeiag e€attiag pn spcpc'lwcr']g ToU
oe N aKupwong TPOYPAHUUATICHEVNG skén?\wong, Kal Ta OXETIKA £€€00a KATAYPAPOVTAL WG
GKUprEVTG Kootn Olapovig. Qotdco, PEPKR Tapoucia evog EY Bewpeitat wg mARpng
OUHHETOXN.

Aleukplvifetal OtL oe meEPIMTWON AKUPWONG - AVIIKATACTAONG £PAPHOLETAL N EKACTOTE
loxUouca vopoBeoia. Eidikotepa, akUpwon -avrmardoraon elvat duvatny otn Bdon
6séopévwv HEXPL Kal oxTw (8) pspvoylang NUEPEC mpw TV £vapén tou ouvséplou
Xwpig va npocustpatal n ouppetoxn tou EY mou aKUpwvstal Eav n aKupwon yivel og
Alyotepo amd oxtw (8) nUEPOAOYIAKEC NUEPEG, N aviikatdotaon Osv €ival duvath Kat n
CUMHETOXN Tou EY mpoopetparat.

3.7 AIAZYNOPIAKEZ APAZTHPIOTHTEZ

210 mAaiolo tng ocuvexi{opevng ekmaideuong, n Etaipeia umootnpilel kat evBappuvel Tn
ouppeTOXn O0A0 Kal meploodtepwv EY kat EYD oe xwpeg mou e@appoletal o Kwoikag
Anpooctomoinong ™mg EFPIA kat cuppop(pd)vovml HE TIG OlACUVOPLAKEG analtr']oslc;
olagavelag mou oxUouv yld To okomo auto. H xwpa ng 6npoclonomong TWV OTOIXEiWV
Kabopiletal amd tov tOMO Kartolkiag n diapovig vog EY i tnv emayyeApatikn £é6pa tou
E.Y. otnv omoia ackei tnv KUpla 6pacTnPLOTNTA TOU.
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4. EIAIKA ©EMATA NOY NPENEI NA AHOOOYN YIMOWH
4.1 ENAAHOEYZH OPOOTHTAZ ZTOIXEIQN

H Etaipeia e@pappolsl ecwteplkég Oladikaoieg (PO), péow twv omoiwv eival oe Béon va
ouoxeTioel kal va emaAnBeloel Ta otoixeia Twv EY kat EYD kal tTng EKACTOTE MAPOXAG yld
OUYKEKPIPEVN EVEPYELA KAl £V OCUVEXEIO VA TA AVTIOTOIXIOEL PE TO TIHOAAYLO TTou ekbideTal
Kabe opd amd to evOlAPEPOPEVO TTPOCWTIO.

4.2 AMO®YTH AINAHZ KATATPA®OHZ

‘Otav pua mapoxn yivetat mpog évav EY éppeca péow evag EYD, toteE n €v AOyw mapoxn
onpooteletal hia Kat povo @opd.

4.3 ANEXAPTHTOI EY

H mapouca peBodoloyia e@appoletal Kal OXETIKA HE TAPOXEG MPOG ave€ApTNTOUg
autoamacxoAoupevoug EY.

5. TEKMHPIQZH KAl THPHZH APXEIQN

EKTo¢ av aAAw¢ opiletal amod tov vopo [ amd amogaocn tng Apxng Mpootaciag Mpoowmkwy
Asdopévwy Ta oTolxeia mou Ba cuAAEyovtal Katd ta avwtépw Ba tnpouvtal amo tnv Etaipeia
yla Xpoviko diaotnua Oldpkelag mévte (5) €Twv. Ta OTOIXEIA TOU avapTwvtdl 6NV LloTooeAida
g Etaipeiag katd ta avwtépw, TApAPéVoUV avaptnpéva yid Sldotnpd To HEYLOTO TPV (3)
ETWV.

6. AIAXEIPIZH ZYNAINEZEQN
6.1 ZYAAOIH ZYNAINEZEQN - MAPOXH ENHMEPQZHZX 2TOYZX ENAIAGOEPOMENOYZX

Ztnv EAAGOa n Onpoclomoinon mMapoxwy TwV QAPHAKEUTIKWY ETAIPELWY Tpog EY kat EYD
Baciletal otig 61atc’1§su; Tou a. 66 map. 7 tou N. 4316/2014. Ald t™ng avwtépw Oldtagng
1OpucsTal unoxpswon OTIC cpappaKsunng stalpsisg va oOnpooclomololv, egite o€
OUYKEVTPWTIKN €T O£ ATOPIKNA Bdon katd mepimtwon, oty lotooeAida Toug Kal otnv
€101k TAat@oéppa tou EOD, kdBe mapoxn mou xopnyei mpog tpitoug EY kat EYD,
oUP@Wva Pe ta l0IKOTEPA 6la7\ap8avéu£va oTnV w¢ avw olatagn, Tt um’ apby. 5/2016
Kat 2/2017 Tvwpodotioelg tng Apxng Mpootaciag Asdopévwy MpoowmkoU Xapaktipda,
tou Kavoviopou (EE) 2016/679 (FKMA) Kat TI¢ €KACTOTE AVAKOWWOELG Tou EOD, omwg
Loxuouv.

H onpooctlomoinon twv mapoxwv, OnAadn, AMOTEAEL €K TOU VOHOU UTOXPEwOon Yld TIG
(PAPHAKEUTIKEG ETAIPEIEC KAl CUVETIWG OV TMPOUTOBETEL TNV TPOoNYOUHEVN GUYKATABEoN
TWV MPOCWTWY, OTA oTola agopd.

H Etaipeia evnuépwoe eyypd@wg toug EY yia tnv dnpoclomoinon Twv OTOIXEiwV TOuG
olUpgpwva pe TIg Olatafelg tou a. 66 map. 7 tou N. 4316/2014 kal toug mapeixe
TMANPOPOPIEC OXETIKA HE TNV AOKNON TWV SIKALWHATWY TOUG.

‘ETL O¢ nspcurépw n Etcupeia EXEL EVNHEPWOEL EYYPAPWG Toug svéla(pspépsvoug EY kat
EYD oxetikd pe tnv eansluevn dnuoclonomon Twv napoxo)v o€ cuuuop(pwon HE TIG
athspw 6lata§slg, napsxovrag TOUG TAUTOXPOVA CUYKEKPIPEVN svnpspwon OXETIKA HE TO
UYog TWV TAPOXWV TOU EMPOKEITO vd 6nuool£ueel 2TOX0G ™g EVEPYELAG AUTNAG ntav n
Olactalpwon tou mocoU Kadl Je BAon ta otoixeida mou TnPoUv ol AmOOEKTEG Kal £QOCOV
amatteito n dié6pbwon autou.

6.2 AIAXEIPIZH AITHMATOX AMOAEKTH

Ol amod£KTEG PTTOPOUV va ameuBUVOUV TA OXETIKA HE TNV ONUOCLOTOINGN TWV TAPOXWY
aAlTAPATda toug ota akdéAouba otoixeia emKkolvwviag pEcw taxudpopeiou ANGELINI PHARMA
HELLAS A.B.E.E., Tdkn KaBaAigpatou 7, T.K.: 14564, Kneiold 1 nAektpovikoU
taxudpopeiou oto info@angelinipharma.gr
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Ta otolxeia autd smKkolvwviag €xouv KolvomolnBei oToug evOlAEPOUEVOUG ATTOOEKTEG
KAtd TNV avagepOPevn avwtépw EMKolvwyvia umo 6.1.

AauBavopévou umown OTL n ONPOCLOTIOINON TwV TAPOXWV ATOTEAElL €K ToUu VOHOU
unoxpéwon tng Etalpeiag, Tuxov ek Twv UoTEPwY avdakAnon tng cuykatdbsong mou éAaBe
amo tov EY katd ta avwtépw umd 6.1. Ogv emMnpedldel TNV UTOXPEWON TNG ETALPEIAg va
ONUOGCIOTOIRCEL TA OTolXEia cUp@wva peE TIG Olatdgelg tou a. 66 map. 7a tou N.
4316/2014.

7. ENTYNO AHMOZIOMOIHZHZ

H Etapeia ywa tn Onpootomoinon twv mapoxwv £AaBe umoyn Ttng TO MPOTUTIO
onpootomoinong otoixeiwv tou XOEE, omwe autd mepithapBavetat oto Mapdptnua 1 Kat
omw¢ autd Bpioketal avaptnuévo otnv otoceAida tng etaipeiag www.angelinipharma.gr,
oTNV £VOTNTA «AlagAvela».

7.1 HMEPOMHNIA ‘EKAOZHXZ/ HMEPOMHNIA AHMOZIOMNOIHZHZ

H onpooclomoinon mapoxwv mpo¢ EY kat EY® yia to €tog 2025 otnv lotooeAida tng
Etaipeiag 6a mpaypatomoinbei cUYKEVIPWTIKA /KAl OVOUAOTIKA avd mepImtwon £wg TNV
30.6.2026, otn 0¢ otoceAioa tou EOD Ba mpaypatomolndei Katd ta £0IKWE EMTACCOUEVA
OTIC €KACTOTE AVAKOLVWOELG TOU AV OpYydavicpoUu, Omwg oxuouv. MNa tov mpocdloplopo
NG nUEpopNViag TG mapoxng mpog Onpocicucn AapBAveral umown n nUEpoOUNvia Tou
£KAOTOTE VOUIHOU TTApAcTaAtikoU. ZUPTEpIAauBAavovtal ol mapoxEG mMou TIHoAoynénkav to
2025 ywa 6paoctnplotnteg mou EAaBav xwpa to 2024.

Kat’ e€aipeon Kat €l01KA yld TIG TAPOXEG TTOU AWopoUV GE CUHHETOXN O GUVESPLA Yld TOV
mPocdlopIoHO TNG NUEpPOPNVIAg TNG TAPoxXNng Tpo¢ Onupocicucn AauBdvetrat uméyn n
nUEpopnvia OleEVEPYELAG TOU eKAoTOTE cuvedpiou, ave€daptnta amd tnv omold nuepounvia
(PEPEL TO OXETIKO VOUIHO TAPACTATIKO, KAl Of TEPIMTWON TOU TO OUVEOPLO OlAPKEL
Tapamavew amno pua pépa, AauBavetatl umowiy n teAsutaia nPHEPA Tou cuvedpiou.

Ze mepintwon mapoxng o€ €i00¢ yld Tov MPocsdlopIoHO TNG NHEPOUNVIAG TNG TAPOXAG TTPOG
onpooiguon AapBavetal umdéwiy n nUepopnvia mapadoong autng oToV ATOOEKTN.

7.2 MAAT®OPMA AHMOZIOMNOIHZHZ

H Odnpoolomoinon twv mapoxwv Yyivetat otnv  lotooeAida tng Etaipeiag
www.angelinipharma.gr, otnv evétnta <«Alagdvela». ZUgQWvVA MHE TNV  loxuouod
vopoBeoia, n Etaipsia O6a kolvomoinoel ta otoixeia mou dnpoctomoloUvtal Kat otov EOOD,
oUHpwVa PE TIG KAVOVIOTIKEG 0dnyieg tou EOD.

7.3 FAQZZA AHMOZIONOIHZHZ

H dnpoclomoinon twv otoixeiwy yiveral otnv EAAnvIKA YAwooa.

8. OIKONOMIKA AEAOMENA AHMOZIOMNOIHZHZ
8.1 NOMIZMA

H dnpoclonoincn TwV Tapoxwv Yivetal o€ Eupw (€). Ze mMepimTwon TAPOXWY TOU €XOUV
yivel o€ aAAo vopiopa mAny tou Eupw, YlVETGl HETATPOTA TNG a&ag ™G mapoxng oc Eupw
(€) wg akoAoUBwG: pE TNV TpEXoucd LOOTIHia Tng nUepopnviag mou emBeBaiwwveral n
mapoxn (nUepopnvia tigoAdynong), cUppwva pe to AgAtio Tipwv ZuvaAAdypartog mou
ekoidetal amd tnv Tpanela tng EAAGSag.

Me tnv emuAagn tou umo 3.3. apbpou avwiépw, oOTA TOCA TOU OnpoclelovTal
meplAapBaverat o DMNA, aAAd Kal TuxOov AAAEC KPATACEIC UTEP TPITWV, VOMIHEG
EMBAPUVOELG KOK.
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8.2 KANONEZ YMNOAOTIZMOY

O umoAOYIoHOG TWY TPOG ONHOGIEUSN TAPOXWV Yivetal PHe Baon to ekdoctote £KOLOOUEVO
VOUIHO TapaoTatiko (amodelén/ TIHoAdyLo).

ZNHELVETAL OTL N ONPOCLOTIOINCN TWV TAPOXWY, £(TE O CUYKEVIPWTIKN €I{TE OE ATOMIKA
Bdaon, ava mepIMTWOoN, AMOCKOTEL OTNV KATAYpA®n TwV TAPOXWYV (XPNHATIKES i Ot £(00C)
o€ Enayys?\patlsg Yyeiag / Emotnpovmoug szlovoleoug ®opeig pe Toug omoioug n
gtalpeia pag cuvspya(sml/ £xel ox£o0elg, oUp@wva Pe to Apbpo 66 map. 7a Tou
v.4316/2014, aAAd Kal cUP@WVA PE TOUG OTOXOUG Kal TIG Slata&elg mou meptAapBavovtatl
TOCO OTOV Kd)5lKG Anpootomoinong tng EFPIA 600 kat otov Kwdika Anpogctomoinong tou
IOEE. Pntd onpsliwvoupe, OTL n mapouoda dnpoctomoincn Slapop@wbnkKe PETA TNV €Kdoon
Twv um apBy. 5/2016 kat 2/2017 T'vwpodotnocewv tng Apxng Mpootaciag Asdopévwy
MpoowmikoU Xapaktnpa tng 29.06.2016 kat tng 13.04.2017 avtiotoixa, tou KMA Kabwg
£MONG KAl TWV EKACTOTE AVAKOIVWOEWY Tou EOD, omwg autég Bpiokovtal avaptnpéveg
otnv otooceAida tou EOD kal tou TmePIEXOPEVOU TwWV OMOIwY £xoups AdBeL yvwon.
Em@uAaccopacte o€ emkaipomolnpévn Onpoclomoinon Twv w¢ Avw TApOXwV Of
mepiMTwon £€KG0ong omolacONTOTE VEOTEPNG KAVOVIOTIKNG odnyiag 1 dtatagng. Méow tng
dnuocisuong autng, ol XpPNoTeg TNG otooeAidag pag N tng €6vIKAG TAat@oppag tou EOD
O0ev efouclodotouvtal oute OUvavralt va TmpoBoUv oe emmAéov emneepyacia Twv
MPOCWTIKWY 0£00pEVWY Twv EmayyeApatiwy Yyeiag.
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