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MEOOAOAOTIKO ZHMEIQOMA THX ETAIPEIAZ «ANGELINI PHARMA HELLAS A.B.E.E» TA TH
AHMOZIONOIHZH NAPOXQON TOY ETOYZ 2024 TMPOX EMAITEAMATIEZ YTEIAZ KAl
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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 scpaﬁng «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 Tl£pl0pl0TlKCI 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 <<Elep£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
OUHHOPYWON E Tig olatagelg tou a. 66 map. 7 tou N. 4316/2014, 6mwg autn LoxUel
AapuBavopévwy umown Twv um’ apldpov 5/2016 kat 2/2017 Fkuodornoswv ™mng Apxng
I'Ipootaclag Asdousvwv MpoowmkoU XapakInpa Kdl TwV €KACTOTE AVAKOIVWOEWY TOU
EO®, omwg toxUouv, aAAd kat tou Kwdlka Anpoctomoinong tng EFPIA kat tou XZ®EE, n
Etalpsia B8a mpoBei otn Onpociomoinon Twv TPOBAETMOUEVWY €K TWV AVW 6latd§swv-
puBpicewv yia 1o xpovikd didotnua amoé 01.01.2024 £wg kat 31.12.2024.

To mapov pebodoAoyikd onpeiwpa ocuvowilel tn peBodoAoyia mou spappolel n Etalpeia
yla tTnv 6nPocloToincn Katl TNy Tautomoinon Twy mapoxwy mpog EY kat EYD.

2. OPIZMOI
2.1 AMOAEKTEZ
2.1.1 OPIZMOZX EMAITEAMATIA YTEIAZ (EY)

Omolo0ATOoTE (PUOIKO TIPdowTOo (cUHPWva He To apBpo 4 tou N. 4238/DEK A 38/17.02.2014),
TIOU QOKE( TO 1ATPIKO, 00OVTIATPIKO, (PAPHAKEUTIKO 1} VOONAEUTIKO EMAYYEALA 1| OTIOLOONTIOTE
GAM\o TpooWTO TO oOmoio, KATA TNV EMAYYEAUATIKA Tou Opactnplotnta, Mmopel va
ouvTayoypa@noel, SIaBEcEL I} XOPNYNAOEL £va (PAPHAKEUTIKO TPOIOV KAl TOU omoiou n Kupla
dpactnplotnta, N Katokia n owapovh Bpioketal otnv EAAGda. Mpog amo@uyn au@iBoAlwy, o
opo¢ <«EmayyeApatiac Yyeiag» mepihapBdvel: (i) omolodAmote OTEAEXOC 1 UTAAAnAo
KUBepPVNTIKOU @opéa 1 AAAOU opyavicpou (gite tou ONpOGiou 1 TOU IOWWTIKOU TOHEA) TTOU
pmopel  va ouvrayoypcupr']osl OlaBéosl N xopnynoel QAPUAKEUTIKA npo'l'évra Kat (i)
onomovc‘innors unaMn?\o piag PAapPaKEUTIKAG Etalpslag MéAoug tou ZDEE o omoiog eival EY kat
TOU oTmoiou n KUpLa snayys?\paukn dpactnplotnta cuvictatal otny napoxn unnpsolwv uyeiac.
Ano v teAeutaia K(ITnYOplC( e€alpouvtat: (a) OAot ol IOIWTEG ylaTPol TOU TIAPEXOUV HE
oUuBacn gpyaciag, evtoAng 1 épyou SlapKeic umnpeoieg otnv Oappakeutikn Etatpeia - péAog
tou XDEE kat (B) xovopumopol 1 SLAavOUEIC PAPUAKEUTIKWY TPOIOVTWY.
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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
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(kG@Be poppng Advisory Boards 1 Expert panels on pharmacoeconomics),
OptAieg/ Alalé€elg, TevIKEC GUPBOUAEUTIKEG UTINPEGIEC T.X. OXETIKA HE EVIUTIA LATPLKAG
evnuépwong uyeiag n/kat KowvoU yla VOGOAOYLKEG OVIOTNTEG, ouyypa@n dapbpou,
petdgpaon K.4.).

Ta xopnylkd makéta amookomoUv oTnV TPoaywyr EPEUVNTIKWY KAl EKTAIOEUTIKWY
OKOTIWV. X€ Kapia mepinmtwon 0ev amoteAoUv KivnTpo yla cuviayoypdagnon, mpopnbela,
£YKpLon, TIHOAOYNoN 1 ac@AALoTIKA KAAuWwn mpolovtwy tng Etaipeiac.

2.2.4 KOZTOZ EFTPA®HZ/METABAZH/AIAMONH

210 mAaiclo tng cuvex@épevng eKnaiésucng, n Etapeia unoctnpi(sl Kat evBappuvel Tn
CUHHETOXNA OAO Kdl TEPIOCOTEPWY LATPWYV OF o7\sg TIG Katnyoplsg TWV EKTTAIOEUTIKWY Kal
EMOTNHOVIKWY €KONAWOCEWY TOU Tpayparomololvtdl. Qg €k toutou, N ETCIlpElCI TMapEXEL
KAAUYN Twv 00wV CUHHETOXNG (cupmeptAapuBavopévou OMA) twy EY yla petakivnon (mx
aspomoplKa gloltnpla, loitipla oldnpodpopou, tai, evolkiacn autokivntou, O1601d, TEAN
otabueuong KAm), eyypaegn, Olagovh (mx. Owagovh Eevodoxeio), OlATpo@n Uumod TNV
mpoimobeon TNg Mponyoupevng £ykplong Tou EOD kal mponyoUpevng £€yKpLong Tou Popéa
epyaciac tou EY kat oUp@wva pe ta mpoBAemopeva oOpla mou Bétel o Kwokag
Agovtoloyiag tou TOEE

2.2.5 MAPOXEZ MOY A®OPOYN APAZTHPIOTHTEZ EPEYNAZ KAI ANANTYEHZ

H Etaipeia umootnpilel tn OleEvEPYEIA KAWVIKWY HEAETWYV (TMAPEPBATIKWY KAl Hn
mapepBatikwy) ol omoieg dle€ayovral eite ameubeiag amo tnv Etaipeia site amod tpitoug
(CRO) ywa Aoyaplacpd tng. XTo MAdICl0 AUTO, MEPAV TWV AVW KAWVIKWOV HEAETWYV, N
Etaipsia xpnpatodotei Kat eKONAWOEIC TTOU €ival €MKOUPIKEG O OPACTNPLOTNTEG TOU
guminTouv oto Tedio e@ApUOYNG TNG OLEVEPYELAG KALVIKWV HEAETWY (X investigator
meetings KA).

Qg €K TEPIOOOU avaPEPETal OTL avadPOHIKEG N TAPEPBATIKEG PEAETEG 1)/ Kal omoladnToTe
AAAn €pguva MANV TWV pNTA AVAQPEPOHPEVWY AVWTEPW OEV UTIAYETAL OTNV KATnyopid Ttwv
opaoctnplotitwy ‘Epeuvag kat Avdamtuéng mou xpnpatodotouviat amo tnv Etaipesia. Ot
TMAPOXEG TTOU oxsti(ovrcu HE pn napspBathég HEAETEG r']/Kal omoladnmote GAAn épsuva
ANV TV pnta aAvaQepopPEVWY athepw mpaypatomolouvtal Bdosl cUpBacng mapoxng
UTINPECLWYV HE €KAOTO ANTITN TNG TAPOXNAG.

Aleukplviletal, wotooo, OtL ol Mapoxég mou agopouv oe Spactnplotnteg Epsuvag kat
Avamntuéng onpoctlomolouvtal amo tnv Etalpeia eite cUyKeVIpwTIKA €ite ovopacTikd ava
mepimtwon BACEl TwV €KACTOTE AVAKOWVWOEwWY Tou EO®, omwg toxUouv. Avtiotoixa,
Kéotn mou oxetiovtal pe stn)\d)oelg mou eivat smKouleéc_; oe OpaoctnplOTNTEG TOU
gumintouv oto medio scpappoyng ™me mapoucag mapaypdgou (T.x. investigator meetings),
Ba dnpoclomololvtal £MioNg wg Avw.

3. EYPOX AHMOZIOMOIHIHX
3.1 IXETIKA NPOIONTA

H ETGlpElG Tapayet, E[.IlTOpEUETGl Kal OlaBETEL PAPHPAKEUTIKA Tpoldvta otnv €AANVIKA
ayopd OTMwG autd TePLYpApovIdl OTo dpepo 2 g Yrroupyu(ng Amdpaong
AYT3aln32221/29.4.2013 (®EK 1049/B/2013), 6TwG IOXUEL, Yld TA Oomold €XEL xopnyneel
adsla  KukAowopiag kat’ e@appoyn tng 00nyiag 2001/83, oOmwg 1oxUsl onuepd.
El0ikotepa, n Etaipeia epmopeletal kal Olabétel ta €€AG @appaKsuan mpolovta otnv
eAANVIKAR ayopd, OTwG autd avagEpovtal avaAuTika otnv totooeAida tng Etaipeiag umo:
https://www.angelinipharma.gr/mpoiovta
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3.2 EXAIPOYMENEZ NAPOXEZX

ZUppwva pe 1o apbpo 30.2 tou Kepalaiou 5 tou Kwdilka AcovtoAloyiag tou XOEE, Oev
onugoolomolouvtal ol TMApPOXEG ol omoieg: (i)  A@opoUv  AMOKAEIOTIKA N
ouvtayoypagoupeva @dappaka (MH.ZY.®A.), (ii) Aev mepidapBavovtal oto apbpo 32 tou
Kwdika AcovtoAoyiag tou XDEE, yeUpata kat motda (BA. apBpo 8 tou KeaAaiou 2 tou
Kwoika AegovtoAoyiag tou IDEE), watpika Seiypata (BA. apbpo 17 tou KepaAaiou 3 tou
Kwdika AgovtoAoyiag tou TOEE), €idn apeAntéag aiag tou apBpou 18.1 tou Kealaiou 3
tou Kwoika AsovtoAoyiag tou XOEE mou oxetilovtal dpeca Pe TNV ATPIKA TPAKTIKA, (iii)
AToTEAOUV PEPOG TWV OUVABWY EUTIOPIKWY OUVAAAAYWV HETAEU piag (PAPHAKEUTIKAG
emxeipnong kat evog EY mou kat’ emayyeApa daoKei epmopia @AppAKwV (OTMwG T.X.
(pappakotmoloi, xovopéumopol) f/kKat evog EYD - dnA. olkovOoUIKEG cuvaAAayEg péoa otnyv
aAucioa Olavoung eappPakwy.

3.3 HMEPOMHNIA MAPOXQON

ZUppwva pe tov Kwdlka AsovtoAoyiag tou XDEE, n dnpoctomoinon twv mapoxwv os EY
kat og EY®D apopd oe mapoxég mou SlevepynBnkav To nuepoAoylako £€tog 2024 kai 6n amo
01.01.2024 fwg 31.12.2024. EOIKOTEPA, ONUEWWVETAL OTL Ol apolBEg (dveu OMA) mou
£éAaBav xwpa amdé tnv Etaipeia mpo¢ EY oto mAaiclo ZupBouAeutikwv Emitpomwv
Epmelpoyvwpovwy €xouv KataxwpnBel wg MapoxEg Tou Unvog Katd Tov Omoio ol wg Aavw
CUHBOUAEUTIKEG ETMTPOTIEG TTpaypatomolionkay.

Ztnv mepintwon cupBdcswy OldpKelag peyaAUtepng Tou evog (1) £Toug, dnyoctomololvTal
HOVO ol TapoxEG Tou £ytvav tnv mepiodo avagpopdc.

3.4 AMEZEZ NAPOXEZ

Apeoec apolBEg sival autég mou yivovral aneuBeiag amd tnv Etaipeia mpog égpeAog eite EY
gite EYD.

3.5 EMMEZEZ NAPOXEZ

'EMHECEC apolBEG sival autég ou yivovral yia Aoyaplacpo tng Etalpeiag mpog ogeAog eite
tou EY eite tou EYD, kat n tautdtnta tng Etaipeiag eivat yvwotn R pmopei va
avayvwplofel 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 vooUvTtal ol MEPITTWOELS KATA TIG
omoieg évag EY dev AauBavel mapoxEg ek pEpoug tng Etaipeiag e€attiag pn epgaviong tou
o€ N akUPWOoNG TPOYPAHHATIOHEVNG EKONAWONG, KAl TA OXETIKA £€00a KaAtaypdagovrdal wg
akupwbévta kootn Olapovig. Qotoco, PePLKn mapoucia evog EY Beswpeitat wg mAnpng
CUHMETOXN.

Aleukplvifetal OtL oe mePIMTWON AKUPWONG - AVIIKATACTAONG £PAPHOLETAL N EKACTOTE
loxUouoca vopoBecia. E0kOTepa, akUpwon -avtikataoctaon eivat ouvartn otn Bdon
OcO0MEVWY HEXPL Kal OXTW (8) NUEPOAOYIAKEG NUEPES TPy TNV £vapén tou ouvedpiou,
XwpIg va mpooueTpdatal n cuppeTtoxn tou EY mou akupwvetal. Eav n akUpwon yivel o€
Alyotepo amd oxtw (8) nUEPOAOYLAKEC NUEPEG, N aviikatdotaon Osv €ival duvath Kat n
CUMHETOXN Tou EY mpoopetparat.

3.7 AIAZYNOPIAKEZ APAZTHPIOTHTEZ

210 mAaiolo tng ouvexi{opevng ekmaidsuong, n Etaipeia umootnpilel kat evBappuvel Tn
OUPPETOXN OA0 Kal meploodtepwyv EY kat EYD oe xwpeg mou e@appoletal o Kwoikag
Anpootomoinong tng EFPIA kat ocuppop@wvovtidl He TIG OlACUVOPLAKEG ATALTACELG
ola@avelag mou oxUouV yld To oKomo auto. H xwpa tng 6npoclomoinong Twy OTOLXEIwWY
kaBopiletal amd tov TOMO Kartolwkiag rj olapovig evog EY N tnv emayyeApatikn €0pa tou
E.Y. otnv omoia aokei tnv KUpla Spactnplotntd 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 M'vwpodotnoelg tng Apxng Mpootaciag Asdopévwy MpoowmikoU Xapaktnpa Kat
TIG EKACTOTE AVAKOIVWOELG Tou EOD, omwg toxUouv.

H dnpooctomoinon twv mapoxwyv, OnAadn, dATOTEAEl €K TOU VOUOU UTOXPEwCN Yld TIG
(PAPHAKEUTIKEG ETAIPEIEC KAl CUVETIWG O£V TMPOUTOBETEL TNV TPOoNYOoUHEVN GUYKATABEeoN
TWV MPOCWTWY, OTA oToia agopd.

H Etaipeia evnuépwoe eyypd@wg toug EY yia tnv dngocilomoinon Twy OTOIXEiwV Toug
oUppwva HE TIG 6lata§slg Tou a. 66 map. 7 tou N. 4316/2014 kat TOug TApPEIXE
TANPOYOPIEG OXETIKA HE TNV ACKNON TWV SIKAWHATWY TOUG.

‘ETt O0g mepattépw, n Etaipeia £xel evnUEPWOEL EYYPAPWS TOUG evOlAQEPOUEVoUG EY Kkat
EYD oxetikd pe tnv smksipsvn 6npoolonoincn Twv napoxo’av o€ cuppép(pwon HE TIC
athspw 6lata€£lg, napsxovrag TOUG TAUTOXPOVA CUYKEKPIHEVN svnpspwcn OXETIKA HE TO
UYog TwV TAPOXWV TOU EMPOKEITO vd 6npoolsuesl 2T0X0G ™g EVEPYELAG AUTAG ntav n
dlactalpwon tou mocoU Kadl Ye BAon Tta oTolxeid mou TnPoUv ol amoOEKTEG Kal €QOCOV
amatteito n dl6pbwon autou.

6.2 AIAXEIPIZH AITHMATOZ ANOAEKTH

Ol amodéKTEG PTmopoUV va ameubuvouv Ta OXETIKA PE TNV ONHPOGLOTOINGN TWY TAPOXWY
alITApatd toug ota akdAouba otoixeia emKowvwyviag péow 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 EYD yia to €tog 2024 otnv lotooeAida tng
Etaipeiag 6a mpaypatomoinbei cUYKEVIPWTIKA /KAl OVOUAOTIKA avd mepImtwon £wg TNV
30.6.2024, otn 0¢ otoceAioa tou EOD Ba mpaypatomoindei 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
2024 ywa 6pactnplotnteg mou EAaBav xwpa to 2023.

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.
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Me tnv em@uUAagn tou umd 3.3. dapbpou avwriépw, ota Tocd Tou Onpoclevovtal
meplAapBaverat o ®MNA, aAAd Kal TuxOov AAAEC KPATACEIC UTEP TPITWV, VOMIHEG
£MBAPUVOEIG KOK.

8.2 KANONEZ YMNOAOTIZMOY

O umoAoYIoHOG TWY TPOG ONHOGIeUsn TAPOXWV Yivetal PHe Baon to ekdotote £KOLOOUEVO
VOUIHO TapaoTatiko (amooeln/ TIHoAdylo).

InpelwveTal 6tt n SnPocLoToincn TWV TAPOXWY, E(TE OE CGUYKEVIPWTIKN E€I(TE O£ ATOMIKA
Bdaon, ava mepIMTWOoN, AMOCKOTEL OTNV KATAYpA®n TwV TAPOXWYV (XPNHATIKES i ot £(00C)
oe EmayyeApatieg Yyeiag / Emotnuovikoug YyelovopikoUg Dopeig pe TOug omoioug n
etalpeia pag ouvepyaletal/ €xel oxEoelg, oUP@wva HE 1O ApbBpo 66 map. 7a tou
v.4316/2014, aAAd Kal cUP@wvaA HE TOUG OTOXOUG Kal TIG Slatd&elg mou meplAapBavovrat
1000 otov Kwdika Anpooiomoinong tng EFPIA 6co kat otov Kwdilka Anpocilomoinong tou
IOEE. Pntd onpsliwvoupe, 0Tt n mapoucoda dnpoctomoinon Slapop@wbnke PETA TNV €Kdoon
Twv um apBy. 5/2016 kat 2/2017 M'vwpodotnoewv tng Apxng Mpootaciag Asdopévwy
MpocwmikoU Xapaktipa tng 29.06.2016 kat tng 13.04.2017 avtiotoixa, Kabwg emiong Kat
TWV €KACTOTE aAvAKOWVWoewv Tou EO®, omwg autég Bpiokovtal avaptnuéveg otnv
lotooeAida tou EO® kat Ttou nsplsxopévou TWV omoiwv s’xoups AdBel yvd)cn
Emcpu)\acoopaots o€ smKalponompsvn 6nuoolonomon Wy 0g avw TApoXwV OF
mEpIMTWON aKdoong onomaodnnors VEOTEPNG Kavovmthnc_; odnyiag n owdatagng. Méow tng
dnuocisuong autng, ot xpnorsg NG LoTOoEAISAG pag N Tng €BVIKNAG TMAatpoppag tou EOD
O0ev efouctodotouvtal oute OUvavralt va TmpoBoUv oe emmAéov emneepyacia Twv
MPOCWTIKWY 0£00pEVWY Twv EmMayyeApatiwy Yyeiag.
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