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MEOOAOAOIIKO ZHMEIQMA THX ETAIPEIAZ «ANGELINI PHARMA HELLAS A.B.E.E» TlA TH
AHMOZIONOIHZH NAPOXQON TOY ETOYZ 2020 MPOX EMAITEAMATIEZ YTEIAZ KAl
ENIZTHMONIKOYZ YIFEIONOMIKOYZ ®OPEIZ ZE ZYMMOP®QIH ME TIZ AIATAZEIZ TOY
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AEONTOAOTIAZ TOY Zz.0.E.E. ZXETIKA ME TH AHMOZIOMOIHZH TMAPOXQN ANO
OAPMAKEYTIKEZ ETAIPEIEZ TNPOX EMAITEAMATIEZ YTEIAX KAl EMIZTHMONIKOYZ
YFEIONOMIKOYZ ®OPEIX.
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1. EIZArQrH

Eivat yeyovog 6tL n aAAnAemidpaon (pappaKsunKoov smxslpnoswv He Toug EmayyeApartieg
szlag scpe&ng «EY») Kal TOUG EMOTNHOVIKOUG uyslovoulKoug popeig (epefng «EYD»)
pmopei va €xel Babla kat BTk emidpacn otnv molotnTa Tng Bepanciag Twv acbevwy Kat
v aia tng peAAOVTIKAG E€peuvag. Me tnv umootnplén Ola@opwy EKMAIOEUTIKWY Kal
£PEUVNTIKWY OpACTNPIOTATWY TWV EMAYYEAUATIWV UYElAG KAl TwY @OPEWV TOUG, Ol
(PAPHAKEUTIKEG EMXEIPNOELG CUPBAAAOUV oTn ocuvexi{opevn ekmaideuon Kat €€EAIEN Toug,
Yld va TPOCPEPOUV OTOUG aoBeVEIG KAAUTEPEG KAl TEPIOCOTEPES BEPATIEUTIKEG EMAOYEG.

Tautdxpova, OpwS UTApxel avaykn yla auénpévn dlagdvela Kal akepatdtnta yupw amod
QUTEG TIG OXEOELG OlEBVWIG.

H avaykn autn odnynoe otn Béomon tou Kwdika Anpoctomoinong tng EFPIA, o omoiog
uloBstnOnKe Kat amo tov XOEE.

Tautoxpova, otnv EAAGda oUppwva pe to a. 66 map. 7 tou N. 4316/2014, ol
(PAPUAKEUTIKEG €TAIPEiEG O@EIAOUV va ONPOCLOTOIOUY, E(TE OE OCUYKEVIPWTIKN EI(TE OF
atopikn Baon kata rrspintooon, oty loTooeAIOa TOUG Kal otny £10IKNA lotoceAida tou EOD,
TO apyorspo EVTOG sf;l HNVWV amd To KAEiOO €KACTOU nUepoAOYylakoU £Toug, KABe
mapoxny mou xopnyoUv TpoG Tpitoug EmayyeApatieg Yyeiag kai Emctnuovmoug
szlovoptKoug Dopeig, evOelKTIKA Kal Oxt TlEplOplGTlKC( éwpesg, Xopnyieg, KoOoTOG
EYYPAPNG O OUVEDPLA KAl €KONAWOELG EMOTNHOVIKNG EVNHEPWONG TNG LATPLKAG
KOLVOTNTAG, OTMWG auTég opilovial €I0IKOTEPA OTIG EKACTOTE £YKUKAiIoug tou EOD, £€oda
peTaBaong Kat Slapovng wg Kat Kabe aAAn mapoxn Bacel cUpuBaong i amd eAsubeplotnta,
avag@oplka Pe TNV mpowbnon Twv cuvtayoypa@oUlevwY @APHAKWY.

H stcupsia ANGELINI PHARMA HELLAS A.B.E.E. (e@€€ng n <<E1'(1|p£l(l>>) avavapt(a OTL pla
UYIAG Kat Slapavng ox€on ouvePyaciag HETASU TwV QAPUAKEUTIKWY EMXEIPNCEWY KAl TWV
EMAYYEAHATIWV UYElag AEITOUPYEL TTPOG TO CUHPEPOV TWYV ACBEVWY.

H 6lcupdvsla amoteAei pia amd tig Baoikég agieg yia tnv Etaipeia. Xto mAaiolo auto, Kat o€
CUHHOPQWON HE g Olatdagelg tou a. 66 map. 7 tou N. 4316/2014, omwg autn oxUEL
AapBavopévwy umown twv um’ apBpov 5/2016 kat 2/2017 Fvaodornoswv ™mng ApxnAg
I'Ipocstaolac_; Aséopsvwv MpoowmKoU XApaKTAPA Kal TWV EKACTOTE AVAKOIVWOEWY TOU
EO®, omwg toxUouv, aAAd kat tou Kwdlka Anpoctomoinong tng EFPIA kat tou X®EE, n
Eralpsia 6a mpoBei otn Onpoociomoinon TwvV TPOBAEMOUEVWYV €K TWV Avw 6latc'1§£cov-
puBpicswy yia 1o xpoviko diactnua amod 01.01.2020 £wg kat 31.12.2020.

To mapov pebodoAoylko onpeiwpa cuvowilel tn pebodoAoyia mou e@appolel n Etaipeia
yla tnv onpoolomoincn Kdl TV TauTomoinon Twv mapoxwy mpog EY kat EY®D.

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

OmoLlOOATIOTE  (PUGLKO npéowno TOU dOKel TO 1ATPIKO, oéovrlatpu(o (PAPUAKEUTIKO N
VOONAEUTIKO snayys?\pa 1l omoloONTOTE GAAO MPOGWTIO TO OT0i0, KATd TNV snayys?\pankn TOU
épaotnplomm pnopst va cuvrayoypacpnosl OlaBEoel 1 XOpNYNOEL £va (PAPHAKEUTIKO TIPOIOV
Kal Tou omoiou n KUpla dpaoctnpldtnta, i Katowkia n Siapovn Bpioketal otnv EAAGda. Mpog
amo@uyn ap@BoAwy, o oOpog «EmayyeApatiag Yyesiag» mepldapBavel: (i) omolodnmote
OTEAEXOC 1 UTTAAANAO KuBepvntikoU opéa i dAAou opyavicpou (site tou dnpociou 1 Tou
1OlwTIKoU TOpEa) Tou pmopsl va ouvrayoypa(pr']oa OlaBéosl 1 xopnynoel (papuaKEUthd
mpoldvra kat (ii) onomovénnors uttdAAnAo piag Etaipeiag- M£7\oug tou XOEE o onomog eivat EY
Kal Tou omoiou n KUpla enayysApathn dpactnplotnta couviotatal otny napoxn unnpsolwv
uyeiag. Amo tnv teAeutaia Katnyopia e€aipouvtal: (a) 6Aol ol ISIWTEC YIATPOi TTOU TTAPEXOUY
Me oUuBacn epyaciag, evioAng N £pyou OlAPKEIC UTINPECIEG OTNV PAPHAKEUTIKN €TalpEia -
pEAOG Tou ZDEE kat (B) xovOopEumopol 1 GlavOHEIG (PAPHAKEUTIKWY TTPOIOVIWY.

2.1.2  OPIZMOZ EMIZTHMONIKOY YTEIONOMIKOY ®OPEA (EY®D)
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Omolo0NTIOTE VOULKO TTPOGWTIO:

(i) mou eival UYElOVOUIKN, LATPIKA N EMOTNHOVIKN £vwon (EMOTNUOVIKA £talpeia i owparteio
anayysApatld)v Uysiag) 1 OPYAVIOUOG UYELOVOUIKNAG TTEpIBaAYNG (aveEdptnta amd Tn VOUIKA A
0opYAvWTIKA  Hop®n tou) énwg VOOOKOWEIO, KAWVIKR, (0pupd, TavemotApio i aAAo
EKTTALOEUTIKO lépupa n ETCIlpEl(I Kabs popeng (m.X. MKO) mou emxopnyeitat  amo
(PUPHAKEUTIKEG ETAIPEIEG (EKTOG ATIO EVWOELG ACOEVWY Ol OTIOIEG unayovral oTIG pueplcslg ToU
Kwoika AsovtoAoyiag tou ZOEE yia Ti¢ IXE0EIg HETAEU TWV PAPHAKEUTIKWY EMXEIPNOEWY Kal
TwV eVWoewy acBevwy) Kat edpelouv i dpactnplomolouvtal otnv EAAGSa R

(ii) péow Tou omoiou €vag N meplocotepol EmayyeApartieg Yyeiag mapéxouv umnpecieg uyeiag,
OCUHTIEPIAAUBAVOUEVWY TWV IOIWTIKWY POPEWY TAPOXAE uTnpeciwy MpwtoBaduiag ®povrtidag
Yyeiag (M.A. 84/2001,0EK 70/A/10.4.2001).

2.2 EIAH MAPOXQN

2.2.1 Qg mapoxn voeital Kabe pstaBiBaon npayudtwv Kal OIKALWHATWY, €iTE TPOKELTAL Yia
apolBri TapeXOUEVNG UTNpeciag, €ite yla smxopnynon EKnalésunKng 6paotnp10tntag
ouvsx@opsvn ekmaideuon. I'Iapt?\apBavovral Aueoeg sppsosg apolBég, eite ot pstpnta eite
oe £ido¢ 1 AAAwG, Tou Yyivovtal ya npowenthoug n a?\?\oug okomoUg, o€ OXéon HE TNV
avantuén Kal TWANoN QAPUAKEUTIKWY TPOIOVIWY ava@opds ATOKAEICTIKA yla avipwivn

xpnon.
2.2.2 AQPEEZ KAl XOPHTIIEZ

H Etalpeia mpoBaivel og dwpeEg Kal xopnyieg oe €idog N o xpnua mpog Wpupard,
opyaviopoUg Kal Emotnuovikoug YyelovopikoUg Popei¢ mou oTteAexwvovtal damo
EmayyeApatieg Yyeiag 1 die€ayouv £peuva, Mavemotnuiaka Idpupata, NoonAsutikd
IdpUpata mou gival opyavwpéva oE VOUIKA mpdowra 6npooiou Olkaiou, ot Kévtpa sziag
tou EXY kat gv YEVEl oc NoonAsutika I6pUparta, ta omoia avikouv otov énuoolo rousa
gmontelovtal amo to Ymoupyeio Yyeiag kat oxetifovral apeca HE TV Tapoxn UTNPECLWY
UYEIAG, aTPIKWY Kal eKMAIOEUTIKWY ayabwyv Kdl UTNPeCIwY Tou BeATIWvOUV TNV
mepiBaAyn tou acBevoug Katl gival mpog 0@eAOC Tou Kabwg Kal tou EBvikoU Xuothipatog
Yyeiag cUpgpwva pe tnv toxvouoa vopoBeaia.

I'Ispcnrspw n ETGlpElC( mpoBaivel og SwpeEg, XopnNyieg Kal napoxsg oc £(00G Ot 1ATPIKEG
stcuplsg n 10pupata n Juvl£opoug n vacatg mou cuctrvovtal and EmayyeApartieg Yyeiag
Kal eival opyavwpéva g VOHUIKA Tpocwtd WOwTIkoU Olkaiou pn KEPOOGKOTIKOU
xapaktnpa, Evwoelg AcBsvwyv mou eival opyavwHEVEG WG ACTIKEG £TAIPIEG, CwHATEIA PN
KepOOOKOTIKOU XApaKTApd.

0] avwrspoo TMAPOXEG TMPAYHATOTOlOUVTAL Amd ThY ETCIlpElCI pOvo e@ocoV (a) yivovtat 3
OKOTIO va UTTOGTnplXBEl n (ppovrléa uyeiag, n speuva n EKnaldsuon nn napoxn
KAAUTEPWY UTTNPECLWYV Uyeiag, (B) eival TeKpnplwUEVEG Kal TtnpoUvTtal € Apxeio amo tnv
Etaipeia, (y) dev ocuviotoUv Kivntpo mPog Toug amodEKTeg SwPEAG, Xopnyiag i mapoxng oe
£i6o¢ yla va ouvtayoypagpncouyv 1 dlabEcouv 1 MPounOeuToUV TA (PAPHAKEUTIKA TPOlovVTa
mne.

2.2.3 XPHMATOAOTHZH ZYNEAPION 'H ZEMINAPION, ZYMBOYAEYTIKQN EMITPOMQON KAl
AAAQN ZYMBOYAEYTIKQN YMHPEZIQON

H Etaipeia mpoBaivel otn xpnpatodotnon EkdnAwoswyv Emotnuovikou Meplexopévou, Atot
ouvédpla, ocplvapla (CUPTEPIAAUBAVOPEVWY  TwV OOPUPOPLKWY CUPTIOGIWY)  Kal
mapopoleg ekONAwoelg ouvexilopevng ekmaidsuong, OptAieg/ AlaAé€elg, EKONAWOELG
evnUEpwoNG KolvoU Kal ZUPBoOUAeUTIKEG Emtpomég Epmelpoyvwpovwy yia mpolovia mou
£XOUV EMOTNHOVIKO TTEPIEXOHUEVO KAl dgopoUv mpolovta appodiotntag EOD. Aicukpiviletat
OTl WG XUUBOUAEUTIKEG YTnpeoieg voouvtal ta akbéAoubBa ekmaideuon/emudpwon
(ecwTteplKA UTAAAAAWY TNG eTalpeiag & e§wteplka AAAwY EY), ZupBoUAgUTIKA ZupBoUAla
(k@Be popng Advisory Boards 1 Expert panels on pharmacoeconomics),
OptAieg/ AlaNé€elg, TeVIKEC GUUBOUAEUTIKEG UTINPEGIEG T.X. OXETIKA HPE EVTUTA LATPIKAG
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evnuépwong uyeiag n/kat KolvoU Yyid VOGOAOYIKEG OVIOTNTEG, ouyypaen dpbpou,
HETAppaon K.d.).

Ta xopnylkd Takéta amookomoUv oOTnv TPoaywyn €PEUVNTIKWY KAl EKTAIOEUTIKWY
OKOTIWV. X Kapia mepimtwon Ogv amoteAoUv KivnTpo yla cuvtayoypda@non, Tpounbela,
£YKpLON, TIHOAOYNON N ac@aAloTIKA KAAuyn mpoldviwy tng Etaipeiag.

2.2.4  KOZTOZ EITPA®HZ/METABAZH/AIAMONH

210 mAaiolo tng cuvexi{opevng ekmaideuong, n Etaipeia umootnpilel kat evBappuvel tn
OCUHHETOXN OAO KAl TEPICCOTEPWY LATPWY O OAEC TIC KATNYOPIEG TWV EKMAIOEUTIKWY Kal
EMOTNHOVIKWYV EKONAWOEWY ToU Tpaypatomotolvtat. Qg €k ToUtou, n Etalpsia TapEXEL
KAAuyn twv sgodwv ouppstoxng (oupmepthapBavopévou (DI'IA) twv EY yla petakivnon (mx
aEPOTIOPIKA ElOLTAPLA, ElGlTI’]plCI ol0npodpopou, ta&i, evolkiacn autokivntou, 6160ld, TEAN
otabueuong KAm), eyypa@n, Owagovn (mx. Owapovh Eevodoxeio), OlaTpo@n UuUmoO TNV
mpoimobeon TG mponyoUuevng £€ykplong tou EO® katl mponyoUpevng £€yKplong Tou Qopéa
gpyaociag tou EY.

2.2.5 TMNAPOXEZ NMOY A®OPOYN APAZTHPIOTHTEZ EPEYNAZ KAl ANANTYEHZ

H Etaipeia umootnpilel tn OlevEPYEld KAWVIKWY HEAETWV (TAPEPBATIKWY KaAl HNn
mapepBartikwy) ot omoieg Ole€ayovtal eite ameubeiag amd tnv Etaipeia eite amd tpitoug
(CRO) yia Aoyaplacpd tng. Xto TAQICI0 AUTO, TEPAV TWYV AVW KAWVIKWY HEAETWY, N
Etaipeia xpnupatodotei Kat ekKONAWOEIC TOU eival £MKOUPIKEG o OpaAcTNPLOTNTEG TIOU
euminTouv oto medio e@aApHOyng TNG OLEVEPYELAG KAWVIKWY HEAETWY (X investigator
meetings KA).

Qg &K HEplGGOU avagéperat ot avaépopu&sg un napspBatlksg ps)\stsg n/kat onmaénnors
AGAAn €psuva ANV TWV PNTA AVa@ePOUEVWY avwTépw OV UTAYETAl oty Katnyopia twv
dpactnplotitwy ‘Epeuvag kat Avamtuéng mou xpnuatodotolvtat amd tnv Etaipeia. Ot
TMAPOXEG TOU oxetidovtal PE pPn TAPeUBATIKEG HEAETEG R/Kal omoladnmote AAAn £peuva
TANV TWV PNTA AVAQEPOHEVWY AVWTEPW Tpaypatomolouvtal Bdoel cUuBaong mapoxng
UTINPECLWV PE £KAOTO ARTITN TNG TAPOXNG.

Aleukpiviletal, wotoco, OtL ol Mapoxég mou agopolv oe dpactnplotnteg ‘Epsuvag Kat
Avamntuéng onpoctomoloUvtal amd tnv Etalpeia eite cUYKeVIpWTIKA €ite ovopacTiKd ava
mepinmtwon BACEl TwV €KACTOTE AVAKOWVWOEwWY Tou EO®, omwg toxUouv. Avtiotoixa,
KOOTN ToUu oXxeTifovial He £KONAWOEIG TIOU Eivdl €MKOUPIKEG o OpacTnPlOTNTEG TOU
epmintouy oto medio epappoyng tng mapoloag mapaypdgou (m.Xx. investigator meetings),
Ba dnpoclomolouvTal £moNg WG Avw.

3. EYPOX AHMOZIOMOIHIHZ
3.1 IXETIKA NPOIONTA

H Etaipsia mapdyel, gumopeletal Kal OLAOETEL PAPHAKEUTIKA TPOIOVTA OTNV £AANVIKA
ayopd OmMwCG autd Tmeplypd@ovidl oTo dpepo 2 1Ing Ynoupler']q Anogpaong
AYT3alN32221/29.4.2013 ((DEK 1049/B/2013) OTWG LoXUEL, yld TA ommoid £Xel xopnynesl
adsla KukAogopiag Kat’ e@appoyn ™me Od0nyiag 2001/83, OMWG OXUEL anepa
EldikotEpa, N Etmpsma napaysl spnopsustal Kat OlaB<tel ta e€ENG PAPHAKEUTIKA TTpoldvTa
otny eAANVIKA ayopd, OTMwG autd avagEépovtal avaAuTika otny totooeAida tng Etaipeiag
umo: http://www.angelini.gr/wps/wcm/connect/gr/Home/Products/Cathalog/

3.2 EXAIPOYMENEZ MAPOXEZ

ZUppwva pe to apbpo 30.2 tou KeaAaiou 5 tou Kwdika AcovroAoyiag tou TOEE, Ogv
onuooclomolouvtat oL TAPOXEG oL omoieg: (i) A@opoUv  AMOKAEIOTIKA N
ouvtayoypagoupeva @dappaka (MH.ZY.DA.), (ii) Aev mepidauBavovtal oto apbpo 32 tou
Kwdka AgovroAoyiag tou IOEE, yeUpata kat motd (BA. apbpo 8 tou KepaAaiou 2 tou
Kwdika AgovtoAoyiag tou XOEE), watpikd ociypata (BA. apbpo 17 tou KepaAaiou 3 tou
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Kwdika AgovtoAoyiag tou ZDEE), €idn apeAntéag a&iag tou apbpou 18.1 tou Kewalaiou 3
tou Kwoika AsovtoAoyiag tou ZOEE mou oxetifovtal dueca Pe TNV lATPIKA TPAKTIKA, (iii)
AmoteAoUvV PEPOG TWV OUVABWY EUTOPIKWY CUVAAAQywv HeTAEU Miag (QAapUAKEUTIKAG
emxeipnong kat e€vog EY mou kat’ emayyeApa Ackel eumopia @ApUAKwWY (OTMWC T.X.
pappakotmoloi, xovopEumopol) n/Kat evog EY®D - dnA. olkovoplKEG cuvaAAayEg péoa otny
aAucioa dlavopng eappakwy.

3.3 HMEPOMHNIA MAPOXQON

ZUppwva pe tov Kwdilka Asovtodoyiag tou XOEE, n dnpoctomoinon twv mapoxwv og EY
Kal og EYD agopd o mapoxég mou Slevepynbnkav to nuepoAoylako £tog 2020 kat On amo
01.01.2020 fwg 31.12.2020. EdkOTEPA, ONUEWWVETAlL OTL ol apolBEg (aveu ®MA) mou
éAaBav xwpa amdé tnv Etaipeia mpog EY oto mAdiclo ZupBouAeutikwyv Emitpomwy
Epmelpoyvwpovwy éxouv Kataxwpnbei wg mapoxEg Tou unvog KAtd Tov OTmoio ol wg avw
OUHBOUAEUTIKEG ETIITPOTIEG TTpAyHATOTOONKAyv.

Ztnv mepimtwon ocupBdoswy OlApKelag PeyaAutepng tou evog (1) €toug, dnpoactomolodvtat
HOVO ol TapoxEG Tou £ytvav tTnv mepiodo avagopdg.

3.4 AMEZEZ NAPOXEZ

Apeosc apolBEg sival autég mou yivovtat aneubsiag amd tnv Etaipeia mpog dé@eAog site EY
gite EYO.

3.5 EMMEZEZ NAPOXEX

'EppeceC apolBEg sival autég mou yivovtal yia Aoyaplacpo tng Etalpeiag mpog ogeAog site
tou EY eite tou EYD, kat n tautotnta tng Etaipeiag eival yvwotn i pmopsi va
avayvwplofeli amd toug wg avw amodEKteg (M.X KAAuyn e€60wv Olapovig EY omwg
avaAletal otov umo 2.2.4 0po avwTépw).

3.6 MAPOXEZ ZE NEPINTQXZH MEPIKHZ MAPOYZIAZ 'H AKYPQZHZ

Mapoxég o MePIMTWON HEPIKNG TTapouasiag | akupwong vooUuvTtal ol TEPITTWOELS KATA TIG
omoieg évag EY dev AapBavel mapoxEg ek pEpoug tng Etaipeiag e€attiag pn gggaviong tou
og | akUPWOoNG TPOYPAHHATIOHEVNG EKONAWONG, KAl TA OXETIKA £€00a KATAYPAPOVTAL WG
akupwOivta kootn Olapovig. Qotdco, PePLKN Tapoucia evog EY Bewpeital wg mARpNng
CUHMETOXN.

Aleukpiviletal 6Tl og mepimTwon aKUPWGONG - AVIIKATACTACNG £QAPHOJETAl N EKACTOTE
loxUouoa vopoBecia. EdikdTEpa, akUpwon -aviikatdotaon eivat duvaty otn Bdon
Ocdopévwy pEXPL Kal Oéka (10) nuepoAoYlaKEG nuEpeg Tiply Thy €vapén tou cuvedpiou,
Xwpig va npoopstpdral n cuppetoxn tou EY mou aKupcbvsral Eav n aKL'Jpo)cn yivel og
Atyotepo amo Oéka (10) nuepo)\oylang NUEPEG N aviikatdaotaon Ogv €ival duvath Kat n
CUMHETOXN Tou EY mpoopetpdarat.

Me Bdaon twv Kwdika EFPIA “EFPIA Code of practice: ethical guidance in light of COVID-19”,
£4v pla eKONAwWOoN akupwinke Adyw tng mavonpiag, n mapoxn mou oXeTiletal Pe TNV eKOAAWON
dnyootomoleital £pocov umopei va amodobei 6Tov amodEKTn

3.7 AIAZYNOPIAKEZ APAZTHPIOTHTEZ

210 mAaioclo tng ouvexi{opevng ekmaidsuong, n Etaipsia umootnpilel kat evOappuvel tn
ouppeTOoXn OA0 Kal meploootepwyv EY kat EYD oe xwpeg mou epappoletal o Kwolkag
Anpoactomoinong ™g EFPIA kat cuuuop(pwvovml HE TIG OlACUVOPLAKEG analtr']csslg
Odlagpdvelag mou 1oxUouV yld To oKomo auto. H xwpa ™mng 6npoolonom0ng TWV OTOWXEIWV
kKaBopiletal and tov TOmo Kartolkiag i Slapovig evog EY i tnv emayysApatikn £6pa tou
E.Y. otnv omoia ackei tnv KUpla 6pactnplotnTd Tou.
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4. EIAIKA ©EMATA NOY NPEMNEI NA AHOOOYN YIMOWH
4.1 ENAAHOEYZH OPOOTHTAZ ZTOIXEIQN

H Etaipeia e@pappolel ecwtepikég Oladikaoieg (PO), péow twv omoiwv eival oe Béon va
OUOXETIOEL Kal va emaAnBelosel Ta otoixeia Twv EY kat EY® kal Tng eKAcTOTE MAPOXNG yla
OUYKEKPIPEVN EVEPYELA KAl EV OUVEXEIA VA TA AVTIOTOIXIOEL PE TO TIHOAGYLO TTOU €KOIdsTaL
KaBe opd amod to evOlaPEPOPEVO TTPOCWTO.

4.2 AMO®YIH AINAHZ KATATPA®HZ

‘Otav pla mapoxn yivetal mpog évav EY éppeca péow evog EYD, toTe n ev AOyw Tapoxn
onpooteletal pia Kat povo gopd.

4.3 ANEXAPTHTOI EY

H mapouca pebBodoAoyia e@appoletal KAl OXETIKA HE TAPOXEG TPOG ave€AptnToug
autoamacxoAoupevoug EY.

5. TEKMHPIQZH KAl THPHZH APXEIQN

EKtoc av aAAwg opiletal amd tov vopo i amd amdgaocn tng Apxng Mpootaciag MpoowmKwy
Asdopévwy Ta otoixeia mou Ba cUAAéyovTal Katd ta avwtépw Ba tnpouvtal amd tnv Etalpeia
yla Xpoviko diaotnpa Oldpketag mévte (5) eTwy. Ta OTOIXE(A TOU avapTwvtdl 6TnV LoTooeAida
¢ Etalpeiag katd ta avwtépw, TApapévouv avaptnuéva yia Sldotnpa to PEyloTto Tpwv (3)
ETWV.

6. AIAXEIPIZH ZYNAINEZEQON
6.1 ZYAAOIH ZYNAINEZEQN - MAPOXH ENHMEPQZHZX 2TOYX ENAIAOEPOMENOYZX

Ztnv EAAGSa n Snpoclomoincn mapoxXwy TwY QAPUAKEUTIKWY ETAIPEIWY Tpog EY kat EYOD
Baoiletal otig 6[GTC’I§£[§ TOU a. 66 map. 7 tou N. 4316/2014. Ald TnC avwTtépw OlATAENG
1dpletal unoxpswcn oTIGg cpapuaKsurleg sralpsisc_; va Onpoctlomololy, eite o€
OUYKEVTPWTIKN €iT€ 0 ATOMIKN Bdon katd mepimtwon, oty loTOooEAIdA TOUG Kal oTnv
€10k TAatpoppa tou EOD, kdabs mapoxny mou xopnyei mpog tpitoug EY kat EYOD,
oluppwva pe ta eidikotepa SlalapBavopeva oty wg avw olataln, Tig um’ aptbu. 5/2016
Kat 2/2017 T'vwpodotnoslg Tng Apxng Npootaciag Asdopévwy MpoowTikoU Xapaktipa Kat
TIg EKAOTOTE avakolvwoelg tou EOD, dmwg toxdouy.

H dnpooctomoinon twv mapoxwv, OnAdadn, AmOTEAEl €K TOU VOHOU UTOXPEWON Yld TIG
(PAPUAKEUTIKEG €TALPEIEG KAl CUVETIWG OV TMPOUTOBETEL TNV TPonyoUHEVN GUYyKATAadeon
TWV MPOCWTWY, 0TA omoia agopd.

H Etaipeia evnpépwoe gyypdpwsg toug EY yia tnv Onpoclomoincn Ttwv GOTOWXElwY Toug
oUpdpwva HE TIG 6lara§£lg Tou a. 66 map. 7 tou N. 4316/2014 kal TOUG TaApPEixXe
TMANPOWOPIEG GXETIKA HE TNV ACKNON TWV OIKAIWHATWY TOUG.

‘ETt 0t mepaltépw, n Etaipeia £xel evnUEPWOEL EYYPAPWS TOUG evOla@epopevoug EY kat
EYD oxetika pe tnv smksiusvn 6nuoclonoin0n TwVv napoxd)v o€ ouuuép(pwon HE TIC
athspw 61ata§£lg, napsxovrag TOUG TAUTOXPOVA CUYKEKPIPEVN svnpspwon OXETIKA PE TO
UYog TwV TAPOXWV TOU EMPOKELTO vd 6npoolsu6£1 2TOX0G ™g EVEPYELAG AUTAG nmv n
Slaoctalpwon Tou mocoU Kal Pe BAcon ta oTolxeia mou tnpouv ol amod£KTEG Kal £QOcov
amaiteito n dl6pbwon autou.

6.2 AIAXEIPIZH AITHMATOZX AMOAEKTH

Ol amodéKTeg PmopoUv va ameubuvouv TAd OXETIKA He TNV ONHOCLOTIOINGN TWV TAPOXWY
aAlTAPATda Toug ota akéAouba otoixeia emKolvwviag pécw taxudpopeiou ANGELINI PHARMA
HELLAS A.B.E.E., PoumeA 4 & 17° xAp. E.O. A®Onvwv-Aapiag, Knplowda, 14564 n
NAEKTPOVIKOU Taxudpopeiou oto info@angelinipharma.gr.
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Ta otolxeia autd emKolvwviag £€xouv KolvomolnBel oToug evOLAWEPOPEVOUG ATTOOEKTEG
KATA TNV QVa@ePOHEVN avwTEPW EMKOLVWYia uto 6.1.

AapBavopévou umown Otl n Ongoclomoinon TwV TAPOXWV dAMOTEAEl €K TOU VOpOU
unoxpéwon tng Etaipeiag, Tuxov ek Twv UCTEPWY avdakAnon tng cuykatdbsong mou £éAaBe
amd tov EY katd ta avwtépw umd 6.1. dev emnpeddel TNV UTOXPEWON TNG €TALpEiag va
ONHOCIOTOINCEL TA OTOWXE(d CUHPWVA e TIG Olatdgelg tou a. 66 map. 7 tou N. 4316/2014.

7. ENTYNO AHMOZIOMNOIHZHZ

H Etaipsia ywa tn Onpoclomoinon Ttwv mapoxwv £AaBe uméywn Ing TO TPAOTUTIO
onpoctomoinong otoixeiwv tou XPEE, dmwg autd mepthapBavetat oto Mapdptnpa 1 Kat
OTTWG auto Bpioketal avaptnuévo otnv otocsAida tng etaipeiag www.angelini.gr , otnv
evoTnTa «Alagpaveia».

7.1 HMEPOMHNIA ‘EKAOZHXZ/ HMEPOMHNIA AHMOZIOMOIHZHZ

H Onuooctomoinon mapoxwv mpog EY kat EY® yia 1o €tog 2020 otnv lotoceAida tng
Etaipeiac 6a mpaypatomoinbei CUYKEVIPWTIKA /KAl OVOUACTIKA avd TMEPIMTwon £wg TNy
30.6.2021, otn O¢ otooeAida tou EOD Ba mpaypatomoinBei Katd ta £I0IKWG EMTACCOHEVA
OTIC €KAOCTOTE AVAKOIVWOELIG TOU Avw opyaviopoU, Omwg oxuouv. MNa tov mpocdloplopo
NG NUeEpopNnviag tng mapoxng mpog Onpoocicsucn AdauBdAvetal umown n nUEpPonvia Ttou
£KAOTOTE VOUIUOU TApAcTATIKOU.

Kat’ e€aipeon kat l01ka yla g TAPOXECG TTOU agopoUV O GUUHETOXN O GUVEDpLa yla Tov
npocéloplopo ™ng npepopnwag NG TAPOXNG TPOG dnpoolsucn AapBaveral umoyn n
npspopnwa 6lsvspyslag TOU €KACTOTE cuvaéplou ave&aptnta amo TNV omola nuepopnvia
QPEPEL TO OXETIKO VOUIUO TAPACTATIKO, KAl Of TEPIMTWON Tou To ouvédplo SlapKel
mapanmavw and pla pépa, AaugBavetat umowiy n teAsutaia nuépa tou cuvedpiou.

Je mepiMTWon Tapoxng os 8150§ yla tov npocdloplopo ng npspopnvmag NG TAPOXNG TPOG
onpoociguon AapBavetal umoyv n nepopnvia mapdadoong autig oToV AMOOEKTN.

7.2 MAAT®OPMA AHMOZIOMOIHZHZ

H onpoctomoinon Twv mapoxwyv yivetal otnv totoosAida tng Etaipeiag www.angelini.gr
otnv evotnta <«Ala@avela». XOpgwva e tnv loxUouoa vopoBecia, n Etaipsia Oa
Kolvotroincel ta otolxeia mou Onpoctomolouvtal Kat otov EO®, ocUppwva pe TIig
KAvovIoTIKEG odnyieg Tou EOD.

7.3 FAQzZA AHMOZIONOIHZHZ

H dnpoctomoinon twv otolxeiwv yivetat otnv EAANVIKA YAwooa.

8. OIKONOMIKA AEAOMENA AHMOZIOMNOIHZHZ
8.1 NOMIZMA

H dnpooclomoinon Twv mapoxwv Yivetal oe Eupw (€). Xe mepimtwon TApoXwWy MoU £XOUV
yivel og aAAo vopilopa mAny tou Eupw, yivetal petatpomn tng afiag tng mapoxng os Eupw
(€) wg akoAoUBwG: He TNV TPEXOUCA LOOTIPIA TG nuepopnviag mou emBeBalwvetal n
mapoxn (nUepopnvia TIHoAGynong), oUppwva pe To AegAtio THWV ZuvaAAdypatog mou
ekoioetal amd tnv Tpamela tng EAAGSag.

Me tnv em@UAagn tou umd 3.3. apbpou avwiépw, ota Tood Tou dnuoclelovtdal
meplAapBavetat o O®MA, aAAd Kal Tuxov AAAEG KPATACELS UTEP TPITWV, VOMIHUEG
emMBAPUVOELG KOK.
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8.2 KANONEZ YMOAOTIZMOY

O umoAoYyIopOg TwV TPOG ONHPOGIEUCN TTApPOXwV Yivetal Ye BAon to ekdotote £KOIOOHEVO
VOO TapacTatiko (amodelEn/ TiHoAdyLo).

ZNHELWVETAL OTL N ONHPOCLOTIOINCN TWY TAPOXWY, £(TE OE CUYKEVIPWTIKNA E(TE OE ATOMIKN
Bdon, avda TePIMTWON, ATTOCKOTEL OTNV KATAYPAPN TWVY TAPOXWY (XPNHATIKEG N o€ £(60C)
o€ Enayys?\uansg Yyeiag / Emcrnuovu(oug szlovoleoug dopeig pe toug omoioug n
etalpeia pag cuvspya(eral/ EXEL OX€OELG, OUM@wvVa PeE TO apbpo 66 map. 7a Tou
v.4316/2014, aAAd Kal cUP@WVA HE TOUG OTOXOUG Kal TIG Olata&elg mou meptAapBavovtatl
TOCO OTOV Kd)élKa Anpootomoinong tng EFPIA 600 kat otov Kwdilka Anpoclomoincng tou
IOEE. Pntd onpewwvoups, 0Tl n mapouca Snyoctomoinon SIapHop@wOnKe HETA TNV €KOoon
Twv um apbp. 5/2016 kat 2/2017 T'vwpodotnocwy tng Apxng Mpootaciag Asdopévwy
MpoowmikoU Xapaktipa tng 29.06.2016 kat tng 13.04.2017 avtioctoixa, Kabwg £miong Kat
TWV €KAOTOTE avakolwvwoswv Tou EOD, omwg autég Bpiokovtal avaptnpéveg oty
lotoogAida tou EO® kat Ttou nsplsxopévou Twv omoiwv éxoups AdBel vaon
EmcpuAaccopacrs o€ smmtponompsvn énuoolonomcn Twv  wg avw TApOXwV OF
mepintwon £€k6oonNg omolacONTOTE VEGTEPNG KAVOVIOTIKAG odnyiag f Siatagng. Mécw tng
dnpocisuong autng, ol XpAOTEG TNG LOTOGEAIOAC Pag i TN €BVIKAG MAATPOpHag tou EOD
O0ev efouclodotolvtal oute Ouvavtal va TmpoBolv ot emmAféov emefepyacia Twv
MpoowMKWY dedopévwy Twv EmayyeApatiwy Yyeiag.
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Mapaptnpa 1
MPOTYMNO AHMOZIOMNOIHZHX

MPOTYIIO
AHMOZIOMOIHZHE.

nPOTYNO
Apdpo 2 - Napaypapog 2.03
ihipes Dvopa nm._' Spaomporua | SEEOT GoInOT oM Tiveogopi ot koG exBkboewy (oo 101154 | Ao o oupflouleudic km ikl
([Ovopz & Eminagin) EYe: dhpa Xipe xemoTamd); M‘I 104 2a) vmpenieg, (Aofoa. 301 1.y & 301.2 )
) Ebpag
Iyenat Efpda ou
o mwmm ony|
oz EY® {GpBpo . v g o IYNOAD
3011q) Einioon yopryiog oupfidhmo TIopoxTic
B EY® Tpim pépn
. o Ko e i 5o M i OUPROUAELTIKL
{Apboe 104) Paboe 3) (Tlapdprm 1) Ppboe 3) Poboe ) v EY® Koo eyypapic [ Aoic UTTPEDIEN,
5 oumephoyfovojiy
. b i eGHOuN
o et ke
Baquoic
oxeEnBv g™
ATOMIKH AHMOZIOINOIHEH - pia ypauyr yia kdfe EY, 8nA. 6Ae oi mAnpuwyés kard m Sidpkeia evég xpdvou mpog évav EY 6a mpootefoiv
Bnudosic apyéc 6mou amarrsirai)
EY A Devegappéleran | Aev epapuéferal Enjoo oot Eniow ocG Enijow Trood Eniowo o6
EYB Aeveappdlean | Aev epapudZeral Eniono mood Enjmo ooé Enicio rood FErjoo mood
L Devepappdleran | Aev epapudgeral Enoo mood Enjoio rooé Enjono oot ERjoo0 mood

E AAAATIOY AEN TTEPINAMBANONTAI ANQTEPQ-
Euvalmd Trood apoidv mpog EY Mevepappolerar | Aev epapuéieral | EY: & | EY g | EY & | EY
|Apepsog AnroBexnivv ou mephapfivovia om ij Sagrocnamroinon Aeveguppélerar | Aev epapudlera apifiic apiic apiepo PR
Moooand (%) Tou apBpod Twv v TToU i OTIV OUYKEVTRH

Aevegappolerar | Aev epapuéerar % % % % Aev epappdderon

Tuv Amod

ONOMATA EY® NIPOX AHMOZIONOIHEH - pia ypayyn ava EY® dnA. Oa mpoatiBeviar dAeg ol mAnpuwyég mou Eyivav yia éva ypévo mpog kdbe EY® (Aemopepnc karaypagij kdbe mAnpuwpric mpémel va eival SiaBéayn yia Tov kabe Amodekmm i yia Ti¢
dnudoeis apxég dmou amarreiray)

ATOMIKA

EYae i Eniow oo Enjow o6 Enjoo oot Eniow ocG Enijow Trood Eniowo o6
EYd) 2 Enjoo rood Enjoio Trood Eniono mood Enjio ooé Enicio rood FEnjoo mood
Lo Enjo rood Enjoio Trood Eniono mood Enjmo ooé Enicio rood FErjoo mood Tpomperwd

g AAAATIOY AEN IMEPINAMBANONTAI ANQTEPQ-
w
L EYo EY® EYe EYo EYo EY®
Tuvakmd wood apofuv EY® Tpompenxé
Apryiog DV TOU i om ] i npﬂn;’ npﬂn;" npﬂn; npﬂng' npﬂn; npﬂn; T 'pumptnlm
(I — Ak
(k) ou apspod nav o At o P % % % % % % Dev egappileran

ZEYTKENTPQTIKH AHMOZIOMNOIHEH (AMOIBEX A EPEYNA & ANANTYZH)

=H

AMOIBEZ I'lA EPEYNA & ANAMTYZH - ApBpo 3.02

EPEYNA &
ANANTY:
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