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1 EIZATI'QI'H

Ot Ertayyelpatieg Yyelag (E.Y.) kot ot Emotnpovikot Yyetovouikoi @opeig (E.Y.D.) pe tovg omoiovg
avtol ovvepyaloviol TPOGPEPOVY  OTOV  QOPUOKELTIKO KAGSGO TOAVTIUTN, aveEdptntn Kot
eEEOIKEVLEVT YVADOT] TTOL TPOEPYETAL OO TNV KAIVIKT KO EMICTNLOVIKY] EUTELPIO TOVG,.

Avt 1 aAAnienidopaon petalld ToV OPUOKEVTIK®V eTalpeldV Kot Tov E.Y. - glte dueoa gite péow
tov E.Y.O. - ackel onuoavtikd Oetikn enidpacn oty mototro g Bepanciog Tov ac0evav Kot Tpodyet
TN HEALOVTIKN €pEvval.

Ty 3w otrypn, n aveaptnoia g and@acng evoc E.Y. va cuvtayoypaehoet Eva gapuoKo amoTelel
évav omd TV faCIKOVG TVAMVEG TOL GLGTHILOTOS VYELOC.

O QopUOKEVTIKOC TOUENG EVEPYEL TPOOPATIKA, LE PACT TN OEGLEVCT] TOL GE QLTH TN GYEOT.

Xg ot 1o mAaicto, N Evponaikn Opocmovdio @appokevtikdv Biopnyavidv kot Evocewv (EFPIA)
Kot To EAN TNG £Y0VV LIOBETNOEL KDOIIKESG Kal KATELOLVTNPIEG YPOUUUES TTOV dcPaiilovv OTL Ot gV
AMOY® OAMAETIOPAGELS TANPOVV TO. VYNAGL TPOTLTO AKEPUOTNTOS GTO Omoio TPosPAémovv ot
acBeveig, N Kowvwvia, ot KLPEPVIOELS KOl TO AOITA EVOLAPEPOLLEVO LEPT).

O Kmdwkag Anpocionoinong g EFPIA («Kmdwog Anpocionoinong Iapoymv and OoaprokevTiKés
Etapeiec mpog Enayyeipatieg Yyeiog kot Emompovikotg Yystovopkoong @opeicy) kataptiomke pe
OKOTO VO, TPOGTATEVGEL TNV OKEPOLOTNTA QVTMOV TOV GYECEMV, Kol amotelel éva PLa Tpog v
evioyvon ¢ dwpdvelog kot T onupovpyio pog Pabdtepng ox€ong eUMIGTOGVVNG UETOED TNG
Qoppoakofropunyaviog, TG LOTPIKNG KOWVOTNTOG Kol TNG KOWmViag 6e oAdkANnp™ v Evpom.

O Kodwag Anpocromoinong g EFPIA, o omoiog €160 o€ 160 ot1g 24 Iovviov 2013, opilet 6Tt kdOe
etapeia-péhoc e EFPIA ogeilel va texunpudver ko va onpoctonotel tig I[apoyéc tig omoieg
devepyel aupeca M éupeoa, mpog 1 mpog 6perog evog Amodéktn E.Y./E.Y.®.. Ilpot Ilepiodog
Avapopdg ival 1o nueporoylokd £tog 2015 (dnpoctomoinon eviog tov 2016).

H Ipsen, 6nwg kot ta péAn g EFPIA, avayvopilel ot

e H ovvepyaoia petald tov E.Y. kot T@V gUmopik®dv opyoviGUOV PLOETICTNUOV OmoTEAEL
otafepd Oetikn Kivnmplo dOvoun otnv €EEMEN NG VLYEWOVOMIKNG QPOVTIONG Kol TNg
KOLVOTOLOV 10TPIKTG.

e Ot 0v0 TMAeVPEG EVOVOLV KATO KOvOVe, TIG SVVANELS TOVG TOGO KT TO TPOILN GTASWOL TNG
EMGTNUOVIKNG €PELVOG 000 KOl KOTA TN OBPKELN TOV KAWVIKOV OOKIUADV KOl TNG LOUTPIKNG
ekmaidevong, mpog 10 oKOmO £EEMENG TOL TOUEN VYEWOVOUIKTG TEPIBaAY™G Kol TapoyNg
vyelovokng mepiBoiyng vymiav mpodiaypaedv. EmmAéov, o¢ mpmdto onueio emapng pe
toug aofevelc, ov emayyeApatieg vysiog UmopodV Vo TPOCEOEPOLV  OVEKTIUNTES KOt
eEEOIKEVIEVEG YVDGELS GYETIKA LE Ta amoteAécpata Bepaneiog acOevay kat T dlayeipion twv
acOeveldv.

e O yvooelg avtég mailovv onuaviikd poro oty mpo®dnon tev mpoomadeidv NG
eoappokofrounyaviag vo PEATIOCEL TIG dSuvaTOTNTEG PPOVTIdNS Ko Bepameiag twv acevav,
etvar ¢ amapaitteg yo T Pertioon g vyeiog tovg. Mia vymg oxéon cvvepyaciog petad
™¢ eappakoflopnyaviog kot twv E.Y./ E.Y.®. glvatl 1pog 10 GupQEPOV TmV acHevmv.
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H Ipsen miotedet ot

e H Ogperioon apoifaiog eumotocivig Bo Tpocdmael HEYOADTEPT SLAPAVELD GE QLTI TV NOM
KaAd opyavopévn, otk oxéon. O topéoc tng vyelag evepyel mpoopatikd, pe Pdon
O£GLEVLOT) TOVL GE QLT TN OYEoT).

e H xowaovia £xel ohoéva vynAdtepeg TPocdokieg OGOV APopPd TN SLOPAVELL, TOCW O LAAALOV
otov topéa G vyelog. OElovpe va SCEAAIGOVHE OTL OVTOTOKPIVOUOGTE GE OUTEG TIG
TPOCOOKiEG TNyaivovTog UTPOCTA.

Q¢ ex TovTOL, cVHPwva e 1o Kataotatiko e EFPIA, n Ipsen decpedeton va:

¢ Anuoctomomoetl 6e oAokAnpn v Evponn, éoc tig 30 Iovviov 2021, minpoués mpog
emayyeApatieg Kot @opeic vyelag, Ommg apoPég yio cupPovievtikég vanpecies, opolPBég
YVOUOSOTIKOV ETTPOTMOV KOl OUANTAOV KOl YOPNYIES TOPUKOAOVONONG EMAYYEAUATIKMOV
CUVOVINGE®V.

Yuvepyootel e TPOCMOMO, GULGTHLOTO WTPOPAPUAKEVTIKG TEPIOAAYNG, EMAYYEAUATIKOVG QOPEIS
KOl (POPELG EKTPOGAOTNONG, TPOKEWEVOD VO SLOYEPLOTEL OMOTEAEGUOTIKG OVT TN UETOPOATIKN
dwdkacion Kot vo Slc@aAicGEL T OMUOCIOTOINGN OTOWEI®V avA OTOdEKT Ge GYEoT LE
emayyeApatieg vyeiog ot omoiot Guvavovy 6Ty €v Ady® dNUOGLOTToinG).
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2 XKOIIOX

Xoppova pe v mapdypago 3.05 tov Koddwka Anpoctoroinong tg EFPIA, «xabfe Etaipeioa-Mélog
OQEIAEL VO. ONUOCLOTIOLEL GOVOTITIKO GHUEIWUa THS ueBodoloyiag mov epapuolel KaTa T cOVIOLH TV

Innovation for patient care

EYYPAYOV ONUOTIOTOINTNS KO TOV TPoaoiopioud twv Ilopoymv kabe kotnyopiogy.

To moapdv £yypamo amoteAel To €V AOY® peB0d0L0YIKO cNUEI®pA, KOl TEPTYPAPEL TIG OTOLTI|OELS TOV
Kddwa Anpocionoinong g EFPIA, tic oyetikég moMtikég Tov Opilov Ipsen kot T1g Katd TOMOVE

VIOYPEDGELS TOV EMPAALOVTOL ATTO TOVS TOTIKOVG VOLOLG KOl KOVOVIGHLOVG.

O Kmowag Anpocionoinong e EFPIA kot 1o éyypago Zvyvav Epoticemv g EFPIA oto omoio

TOPATEUTEL TO TOPOV Enueiopo Tapotifeviot 6To TapdpTnie TOL TOPIVTOG.

To mapdv Inpeiopo apopd v EALGda.

2.1 Oporoyia

Kototépm mapatifetor tivakag Bacikdv GUVTOHOYPOPLOV Kot Op®V.

EFPIA Evponaixny Opocnovdia Qapuakevtikov Blopnyoviov kot Evocewv
E.Y.D. Emompovikdg Yyetovopukog Dopéag

EY. Enrayyeipartiog Yyelag

Oapuaxa OTC Mn Zvvrtayoypagpovueva Odppoko

A YOAoyog AcBevov
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3 ANTIKEIMENO AHMOZXIOIOIHXHX
3.1 AT0OEKTES
3.11 E.Y.
(o) Opropodg EFPIA

Xoppova pe to Hapdptua 1 «Opiopoiy tov Koddika Anpoctomoinong g EFPIA, o «Emayyeipatiog
Yyetoc» opiletor o¢ «Kdbe guvoikd mpoowmo to 0moio ookel TO 1GTPIKO, TO O0OOVIIOTPIKO, TO
POPUOAKEVTIKO 1] TO VOOHIEVTIKO EXAYYEAUO. | GALO TPOCOTO TO OTOI0, KOTC, TV ETOYYEAUATIKI] TOV
OPOaoTHPLOTNTA, UTOPEL VO, GOVIOYOYPOPHOEL, QYOPAasEl, Olobécel, oLaTHGEL 1] YOPNYHOEL EVa.
POPUOKEVTIKO TPOIOV KOI TOD OTOLOV 1 KUPLO OPOCTHPLOTHTO, ETOYYELUATIKY EOPO. 1 TOTOG TOOTOONG
Ppioketar otnv Evparn. Tlpos omopvyn aupifoiicrv, o opos «Emayyeiuotioc Yyeiocy mepiloufover:
OTOLOONTOTE OTEAEYOS 1] DIAAINAO KOPEPVNTIKOD QOpEn 1§ GALOD 0pyovIGuoD (Tov ONUosiov 1 TOv
I0IWTIKOD TOUER) TOV UTOPEL VO, GOVIOYOYPAPHOEL, OYOPOOEL, O100ETEL 1§ YOPNYNTEL POPUAKEDTIKG,
zpoiovto. kou omolovonmote vaiinio Etaupeiog - Mélovg o omoiog Exel w¢ faoikn dpootnpiotnto Ty
aoknon emayyéluarog vyeiog. Amo tov ws avw opioud e aipodvior olot o1 Loimoi epyoalouevor Twv
Eroupioov - Medav, kabag kot o1 YoVvOpeUTopol ) O10VOUELS POPUAKEDTIKOV TPOIOVIWVY.

(B) IoMrtwkn tov Opidov Ipsen

Kotd yevikd kavova, n Ipsen Oewpei 0T1 mpémet va dievepyeital dnpocionoinon tpog o cuUParrlopevo
vouko tpocwmo. H Ipsen axolovBel avotnpd tov opiopd g EFPIA.

(y) Tomkég mopdpuerpot yuo tnv EALGSQ

Ewwotepa vy v EAAGS, 1 dnpocionoinon yivetol kot cOppova pe to dpbpo 66 map. 7
tov N 4316/2014 (®EK A' 270/2014), Aappdvovtog eniong vmwoyn T YVOUO0O0THGE VT
apB. 5/2016 wor 2/2017 g EAnvucng Apyng Ilpoctaciog Agdopévav Ilpocwomukon
XopaxKTnpo.



ME®OAOAOTITKO THMEIQMA AHMOZIOIIOIHEHX. EFPIA > I p 5 E N
EAAAAA :

Innovation for patient care

3.1.2 E.Y.®.
(o) Opropodg EFPIA

Xoupova pe 1o IMoapdptnua 1 «Opiopoi» 1ov Kddika Anupociomoinong ¢ EFPIA, ¢
«Emotpovikog Yyetovopkoc Dopéacy opileton «Kabe vouiko mpoowmo mwov omoTerel vYEIOVOUIKY,
1OTPIKN 1] ETLGTHUOVIKY EVOGH 1§ OPYOVIGUOS DYELOVOUIKNG TEPIBoiyng (aveCaptnto amd ) vouikn n
OPYOVTIKI TOD HOPPT]), OIS VOGOKOUELD, KAIVIKH], I0pOUQ, TOVETIOTHULO 1§ GALO EKTOLOEVTIKO IOPVILO.
N aKaONUaIKoS popéas (eCaipovuévav Twv ovAloywv aclevav omws opiloviar orov Kwdiko mepl
2vAoywv Aobevarv e EFPIA), mov edpevel, Eyel ovotalbel i dpootnpromoieitar otnv Evpworn 1 uéow
TOV OTOIOV TOPEYOVY DINPETIES VYELAS Evag N mEpLaooTepol Emayyeduoties Yyeiog».

Xoppova pe ta £yypaeo g EFPIA «O1 ®opeic Kiivikng Epevvog (PKE) oev amoteiodv E.Y.D..
Dopéag Klivikns Epevvag (PKE) eivor opyaviouos o omoiog mopeyel DTooTthpicn oTov QOopUOKEDTIKO
KGO0 Kal TOVG KAGOOVS PIOTEYVOLOYIOS KOl 10TPOTEYVOAOYIKWV TPOIOVTIWV UE TH UOPPH EPEVVHTIKWV
LTNPETIOV OV avaTiBevior coufortikd oe eCwTEPIKODS oVVEPYaTES. LaTo0, o1 Etaipeiec-Mein umopodv
va wpofaivovy oe [opoyés npog E.Y.I E.Y.D. uéow PKE - 01 oYeTikés EUUETES TANPWUES EUTITTOVY GTO
meodio epaproyng tov Topoviogs Kwoikay.

(B) Iolrtwkn tov Opirov Ipsen

Kotd yevikd xavova, n Ipsen Oewpetl 0t1 mpémet va dievepyeiton dnpocionoinon mpog to cupfariopevo
voukd tpocono. H Ipsen akorovBel avotnpd tov optopd g EFPIA.

Yvuminpopatikéc tapatnpnoets: Onmg opileton otov Kmduo Anposcionoinong:

e Ot ZVAloyor AcBevov (XA) dev meprhappdvoviar otov opiopd tov E.Y.0.—O1 ZvAloyot
AcBevav gumintovv oto nedio tov «Kadika mepi LvAhdoywv AcBevav tng EFPIA».
(http://transparency.efpia.eu/uploads/Modules/Documents/code_po2011.pdf).

e Ot minpopég mpog Dopeig Khvikne ‘Epgvvag e€apodvror amd 10 medio €poppoyng tov
Kodwka. Qotdco, [Mapoyég tpog E.Y./E.Y.O. péow OKE, evtdc tov nediov tav [oapoydv (BA.
napdypago 3.3) vrokewtat o dnuoctomoinon (PA. mapdypapo3.3.5).

(y) Tomxég mapdaperpot yia tnv EAAGSa

Agv vopiotavror dtapopetikég Tomikég mapdpeTpot yio v EALGOa.


http://transparency.efpia.eu/uploads/Modules/Documents/code_po2011.pdf
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3.1.3 Ewoikn nepinrwon: Eraipeia n oroia avijkel o€ E.Y.
(o) Amoutnoeic EFPIA

Xoppova pe ta £yypaga ™ EFPIA, «Auoiféc yia vrnpeoies mov katafioriloviar ae vouiko mpoowmo
TO OTOIO OVHKEL GE 10TPO TPETEL VO, ONUOCIOTOIODVTIOL WE TO OVOUO, TOD VOUIKOD TPOGMOTOV (TOD
Oewpeiron E. Y. D.), kabw¢ owto givar 0 ATodextng e TAnpoung. Avtiotorya, TAnpmués mpog KAIVIKES,
OTaY ONUOGIOTOI0DVTAL OVE, ATOOEKTH, TPETEL VA ONUOCLOTOLODVTOL GTO OVOUO, THG KAIVIKHG.

O Kaadikag mpoflémer ot1 o1 Etoupeieg-MEeAn opeilovy va 01evepyody onuocLomOIoELS OVA OTOOEKTH,
LE TO OVOUO. TOV PVOIKOD / VOUIKOD TPOG@TOV TOL EIVal 0 omodéktng e Tlapoyns (oni. o AmodéxTng). »

Yta éyypoea ¢ EFPIA emPefordvel 0Tt «Zoupwvo ue tov Kadika, E.Y. o omoiog &yel ovatioel
HOVOTIPOOWTH ETOIPELD. (EQPOTOV OTOTEAEL TOV/THV UOVOAOIKO-1] VIOAANAO THS ETOUPELAS) UTOPEL Vo,
Oecwpnbel E.Y.D.».
(B) oMty Tov Opidov Ipsen

Kotd yevikd kavova, n Ipsen Oewpel 0T1 mpémet va dievepyeitan dnpocionoincn mpog to GuUPaAlopEVO
voukd mpoécsmno. Edv to copforidpevo vopkd mpdocwmo eivar gtatpeio n omoia avikel oe E.Y.
(etapeia mov €xet cvomoet E.Y. yio tnv doknon Tov 1aTptkov EX0yYEALATOC 1) TV TOPOYT VINPECIOV
WTPIKNG ekmaidgvong), 10 Tocd dnuoctonoteiton g [apoyn mpog tov avtictoryo E.Y.D..

(y) Tomkég mopdpetpot yroo v EALGSQ

Agv vopiotavtor dtapopeticég Tomkég mapapeTpot yo tnv EALGSa.
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3.2 D oppoxevTIKd Tpoiovto Kot 16yvs Tov Kmdwka
(o) Opropodg EFPIA

Xopupova pe to IMopdptmua 1 «Opopoiy 1o Kmdwka Anupociomoinong tg EFPIA, «O dpog
«Dopuoxevtixo Ilpoiovy, yia tovg arxomovs tov Kwdika Anuocioroinong e EFPIA, vogitar omwg
opiletar ato Apbpo 1 s oonyiag 2001/83/EK, ooumepiiopfavouévav: tmv gopuokentikmy gpoiovimy,
TV AVOGOAOYIKDV POPUAKDV, TWV POOIOPOPUCKDY KOL TWV POPUAKOV UE faon To avBpamivo aiuo. i
10 TAdouo avlpomvov aiuotog, yio. To. omolo Exel yopnynlei adeio, kvklopopias kat' epopuoyn e
oonytog 2001/83/EK.»

Xoppova pe ta gyypaga e EFPIA, «2toyog tov mapovrog Kawdika eivor 1 onuocioroinen ypnuotikmy
OOV T0. OTOL0. GYETIOVTAL UE OPAOTTHPLOTHTES OV EIval avTopvOuiloueves oto mloioio tov Kwdiko
E.Y. ¢ EFPIA, o omoiog di€mel Ti¢ dpooTnploOTNTES TOV CYETILOVTOL UE POPUOKA TO. OTTOLO YOPHYODVTOL
LLOVO UE 10TPIKH TOVTOYT.

Amo 1o medio epapuoyns tov Kwoika eloipodvior Ilapoyés o1 omoies ayetilovial amokAelotika ye
popuoxa OTC e ayéon pe Tovg KOVoVIoUOUS KAOE YWpog YLa. TO VOULKO KAOETTIOGS EVOS POPUGKODY.

(B) Iolrtwkn tov Opirov Ipsen

Mo Adyovg cuvémelag, N Ipsen cvykevipavel ko avaeépet Tig [apoyés mov oyetiCovron pe Ola to
nmpoiovta g Ipsen.

(y) Tomkég mopdpuerpot yro tnv EALGSQ

Agv vopiotavtor dtapopetikeg Tomikég mapdpeTpot yio v EALGOa.

10



ME®OAOAOTITKO THMEIQMA AHMOZIOIIOIHEHX. EFPIA > I p 5 E N
EAAAAA :

Innovation for patient care

3.3 Hapoyég

331  Opiouds Hapoyijs
(o) Amartnoeig EFPIA

Yopeova pe to apdptnpa 1 tov Kddwa Anpocionoinong, Hopoyn etvon «xabe aueson 1 éuueon
Tapoyn o€ yYpHUo, o€ EL00G N GAAWG, 1 omolo, dievepyeital yLa TPowONTIKODS GKOTOUS 1] GAAWG, o€ ayéon
ue ™y avarroln ko twlnon Popuoxevtikwy Ipoioviwy wov yopnyodviol UOVo UE 10TPIKT TOVTOYH KOl
TPooPILovial OTOKAEITTIKG Yio. avOpamivy ypnon. Aueen mapoyn civor oty Tov OIEVEPYEITOL GUETO.
omo Etoupeia - Mélog vmép evog Amodéxty. Eppeon mopoyn eivai avty mov O1eVEPYELTOL VLo AOYOPLATIO
Eroupeiog - Médovg vmép evog Amodekty, 1§ Topoyn mov OIEVEPYEITAL UETW EVOS EVOLGUETOD TPOCTDTOD),
epooov n Eroupeia - Méloc yvwpiler i eivor oe Oéon vo. diomotwoet tov E.Y.IE.Y.®. o omoio¢ Oo
enawpelnbei oo v Hopoyn».

(B) IoMrtwkn tov Opidov Ipsen

H Ipsen dnpocionotei 1060 T1¢ Aueceg 660 Kat Tic Eppeces [apoyés, cOUE®VA LE TIG ATOITCELS TOV
Koowao.

Otav n [Hapoyn devepyeitan pécw evordpecov tpocomov («tpitocy), Aapupdvovtal dAa to amapaitno
pétpa oe oyxéon Ue to Tpito. ALTE TPOCOTO MGTE VA OWCPOAMIETOL 1 TNPNON TOV GYETIKOV
VROYPEDGE®V (01 TPiTOl 01 0TOi01 EKTpOoc®TOVY TNV Ipsen 1 vepyovv Y100 AOYOPLACUO TNG TAPEYOLY
og ovt Aemtopepn ototyeia tov [apoydv mpog E.Y. kot E.Y.D.).

(y) Tomég mopdperpot yro v EALGSQ

- Apoéc tpltov mapdywv ToSOTIKGOV  vanpeciov  wpog  E.Y. meprlopPdvovior  oTig
ONUOGIOTOIOVLEVES TTOPOYEGS.

- Apoféc tpitv mopdywv vINPESLOY 0pYavmong cuvedpimv mpog E.Y.D. dev meptiapfavovral oTig
ONUOGIOTOIOVLEVES TTOPOYEGS.

11
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3.3.2 AWPEES Kal ErYOPNYNGELS

(o) Amoutnoeic EFPIA

Yopeova pe v mapdypoaeo 3.01. tov Kddwa Anpociomoinong pe titho, «Adnuociomoinon avd
Amooéxtny, ot Etoupeieg - MéEAN opeilovv va avapépovy otny KatnyopiawAdwpeés kot extyopnynoeiscy
ONeg TIC «dwpeég kou Emyopnynoeis tpog E. Y. D. wov apopodv vrnpeoics vyeiag, ooumepilopufovousvav
TV OWPEDV Kal ETLYOPHYNOEWY (0€ YpHUO. | T E100G) TPOS LOPOUATA, OPYAVIGUOVS | EVIGELS OTIC
omolieg ovpuetéyovy E.Y. kou/1 mopéyovv vrnpeaies vyeiag (mov diémovtar amo o ApBpo 11 tov Kadiko,
E.Y)».

(B) Iolrtwkn tov Opirov Ipsen

Yy mapovoa evotnta 1 Ipsen mapabéter 1ig [apoyés mov oyetiCovron e dwpPeES Kol EMLYOPNYNOELS
avd amodEKT, OnA. o¢ eninedo E.Y.D..

Emyopiynon 1 Ampead sivor mAnpoun n omoia dievepyeital mpog tpito mpoOGSOTO YMPIG 0TO100NTOTE
OVTOAAQLYLLOL, Y10 EKTTALOEVTIKOVG, EMGTIUOVIKOVS 1] PLAAVOPOTIKOVS GKOTOVC:

- Examdegvtikny Emyopiynon civor n ypnuotoddmon mov mapéyxetar o€ E.Y.D. yio v
VROGTNPIEN KOAOTIGT®V, AVEEAPTNTOV EKTOOEVTIKMOV TPOYPAUUATOV, TT.). TOV OPOPOLY TNV
WOTPIKN EMGTAUN 1 TNV TOAMTIKY dnpoctag vyeioc. Baoikdg okonds g emyoprynong eivor n
deEaymyn €vOG VOLOTUTTOL EKTTALOEVTIKOD TPOYPAUUOTOG.

- H Emwotmnpovikn Emyopiynon pmopel va €xet m popon xpnpatoddtnong tpitng etaipeiog
TPOG TO GKOTO TPOMONGNG TNG OTPIKNG 1] EMLGTNUOVIKNG EPEVVOLC.

- Aoped givor priavBpomikn eloeopd oe Tpitn etorpeion N omoia EMOUDKEL PGILOVOPOTIKODG
oKOTOVG, YWPIG VO EMOIOKETOL PNTA 1] CLOMTNPE OTOONTOTE AAAN MEEAE TTEPOV TNG
TPOMONGNS TOL KOOV GLUPEPOVTOG,.

H emyopnynon wumopel va  ovvictator o€ yPMUATOSOTNON YO EPELVNTIKOVG  GKOMOVG,
CLUUTEPTAAUPAVOUEVOV TOV EEMTEPIKE YPTLATOOOTOVUEVOV UEAETAOV.

(y) Tomxég mapdaperpot yia tnv EAAGOa

Agv voiotavron dtapopetikég Tomkéc mapaperpot yo tnv EALGSa.
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3.3.3 2ouuctoyn 6& €000 EKONIDGEWY

(o) Amoutnoeic EFPIA

Yopeova pe v mapdypapo 3.01.tov Kaddika Anpociomoinong ue titio «Anuociomoinon avd,
Amodéxtny, ot Etaupeieg - MéAn ogeilovv va avaeépovv oty katnyopia«Xouuetoyn oe éCoda
EKONADTEW VY OMOWONTOTE «avuUETOXN € EC00a. Tov oyetilovtal ue Exonidaeicy. Louuetoyn oe éoda
mov ayetiCoviou ue Exonlawaoeig, uéow E.Y.D. i tpitwv, GOUTEPILOUPAVOUEVMDV TWV ETLYOPYNOEWDY TPOS
E.Y. yio ovuuetoyn oe Exkoniaaoeis, onwg:
i. Kootog eyypopng: To ovvoriké Koorog Eyypapic mov kazeflnln eviog evog dedouévov étovg oe
E.Y.®. mpémer va dnuoocionoieitar ave, omodekTy otyv Katnyopio. «Zopuetoyn oc éoda mov oyeti{ovia
ue Exoniwoeicy. To ovvolixo Koorog Eyypoapnc mov katefiAnln eviog evog dedouévov érovg oe E.Y., o
OTOIOG EIVOL ETOPKDS TADTOTOLODUEVOS ATOOEKTHG, TPEMEL VO, ONUOTIOTOLEITOL OVO. OTOOEKTH OTHV
Kaznyopia «Xvuuetoxn oe éCoda wov ayetilovior ue Exoniaoeicy.
ii. 2oupwvieg yopnyios pue E.Y.®. i tpita uépn mov dropifovrar omo E.Y.D. yia t diayeipion
g Exonioons: H «Zvupwvia Xopnyiagy kotoptietar vmd ) popen obufaons oty omoia
eletdikedovral o okomOog TS yopnyiog kat o1 ayetikés llopoyés. 2ty wepintwon mov 1§ abufocy tpofrénel
«Koorog Eyypopncy ko « EEoda Metaxivijoewv kou Aiopovicy, ot ayetixés llopoyés mpémel kat' apynv
va. ONUocLoTolodVTal CEYwPIaTe, oTIS AVTIOTOLYES KATHYOPIES.
iii. Eloda uetoxiviioewv kai O10UOVIS (0TO UETPO TOV EUTITTOVY OTO TEOLO EPOPUOYHS TOD
ApBpov 10 tov Kwodiko E.Y. ths EFPIA).

ZOUTANPOUOATIKES TOPATNPNOELS Yia TIG Xopnyieg:

- «Or éuueoeg yopnyieg mpog E.Y. uéow E.Y.D. mpémel vo, avapépovial oTic TANPMUES TPOS
EY.®., dedouévov ot avtog eivor o Amooektng g Iapoyns. H ayetikn onuoaiomoinon
TPETEL VA OIEVEPYEITOL UE  KOTOYWpLon oTtHy  Katnyopio «Zvuuestoyn oe &Coda
Exoniacewv/Zoupwvies Xopnyios ue E.Y.D. / tpitovg wov dwopilovior ano E.Y.D. yia ™
owayeipion exkonlaoewvy. (Eyypopa EFPIA)

- «Eav o evdidueoog eivar erayyeiuotios opyovwtig ovoveopiowv (PCO), n Etaipeio - Mélog
npemel vo, avapépel Tig Ilopoyes atny avtioToyn kKoTnyopia, aTo OVOUO. TOV EXLYOPHYODUEVOD
E.Y.®.. Av10 10yder eme1on oe avtn v mepintwon, n Etoupeia - Mélog mopéyer w yopnyia
uéow tov PCO, duwe mpog to oxorod yopnyios tov E. Y. @.» (éyypopa EFPIA)

(B) Iolrtwkn tov Opidov Ipsen

Ymv mapovca evotnta 1 Ipsen mapabéter 1ig [apoyéc mov oyetilovion pe EKONADGELS VA OTTOOEKTY,
OA. og eninedo E.Y.  E.Y.D..

Ot ITapoyég mov avapEPoVToL GE AT TV EVOTNTA 0POPOVV EITE EKONAMGELS TTOL SLOPYOVAOVOVTOL ATO
Tpitovg eite Avtovopeg ExdnAdoelg mov dopyavmdvovtal ard v Ipsen:

o «Exdnlooelg tpitvy, mov dtopyovdvovtol and aveEapTnToug TPitous, OTMG aKadnLaiKohg
eopeic, evooelg E.Y.®. k.Ax. [apdderypa avtng e Katnyopiog EKONAMCE®V AmToTEAOLV TA
Jebvn emMoTNUOVIKA CUVESPLOL.
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o Xopnyieg E.Y.: H Ipsen pmopei va emyopnyet E. Y. yia v mapoakoArovOnon cuvedpionv

N EKONADOCEMV TPOG TO GKOMO 1ATPIKNG KOV EMICTNUOVIKNG EMUOPOOONS KOl TNG
KOADTEPNG YPNONG PAPUUKEVTIKADV TPOIOVIMV.

Y& auto 10 TAaiclo, N xopNyio KAALTTEL TO KOGTOS £YYPOaPNS 6E GUVEIPLR KOL T
£€0oa petakivnong, owapovig kot dtatpoens. O E.Y. dev amolnudverat, dedopévou
ot dev mopéyetal Kamoto, vanpecio and avtov (BA. katnyopies 1. kot 3. katwtépw).
Xopnyieg ovvedpimv: H Ipsen unopet eniong va emyyopnyel ekdniooeis tpitmv (m.y.
OLVESPLE), MG AVTOAAQY LD Y10, VTINPETTEG OGS T.). BEomn o€ TapPAAANAO GLUTOCIO TNG
Ipsen (exmodevTiky ekONA®ON OV dtopyavaveTon o€ aveaptntn Bdon arnd v Ipsen
0710 TAOiG10 €vOg cuvedpiov, yypaen LIOAANA®Y 610 ZVVEDPo) N mepintepo (BA.
kotnyopio. 2. kotwtépw). O [apoyés mov oyetiCovionr pe yopmyieg amevbivovion
TAVTOTE GE VOUIKA TPOGOTAL.

e «Avtdvoueg exdnimoelg e Ipseny. [Ipoxertal yio EKONAMOEL TOV SLOPYOVAOVOVTIOL UE
mpoTofovAia TG Ipsen yio ™MV evUEP®OT GYETIKA PE QOPUOKELTIKA TTpoidvTa ¢ Ipsen,
BepamevticoVg topels, Oepamevtikés emAOYEG KAM. 1 ©OC OmAVINGT G OATNUO TOPOYNG
EMGTNUOVIKNG TANpo@Opnonc. [IpofArémetar n kGdivyn tov e£6dwv dapovig Tov E.Y. katd
TN GUUUETOYN TOVG OTIC OYETIKEG eKONAMaelS. Ta vAkoTe vViKd 5050 €V O1LOGIOTOOVVTOL.

Kot ot1g 600 meputmoetg, 1o eninedo kdAvyng twv e£6dmv dtapovig opiletar e AT TOLG TOTIKOVG
Kavoveg (0nwg mpokvmtovy amd T petaeopd tov Kmowa E.Y. g EFPIA oty €Bvikn vopobeaia, ot
omoiotl BETovV O KOTMOTATO OPLoL KAADYNG TOV GYETIKAOV £E60WV).

H evomta avagopds pe titho «2ouuetoyn oe éCoda exkoniaoewvy meptlapfavel tpeis (3) xatnyopieg:

1

Kéotog Eyypagng: to KOGTOG £YYPUONS TV GUUUETEYOVI®V GE EKONAMGELS TPIT®V
nephapPavetal oty entyopnynon tov E.Y..

Xopgovies yopnyiog pe E.Y. . 1 tpitovg (n.y. PCO) mov dopilovror and E.Y.O.
vl T droyeipiomn pag eKONAmong. Xty televtaio mepintmon, 1 yopnyio Bempeiton
éupeon Iapoyn npog E.Y.D..

[Mopadeiypata dnpocionowdpevov MHapoymv: Evowiaon ydpov mepurtépov, Béon
o€ TopPdAANAO cVUTOG0 610 TAAIGLO cuvedpiwv (ekdNAmon eheyyopevn amd v
Ipsen oto mAaiclo ekdNAwong tpitwv).

"E£0d0 petakivijee®v Kot dropovig ta onoia katofdirovtior o€ E.Y. oto miaicto
emyopnynoemv ywo. ocvppetoy] oe Exdnidoelg Tpitov 1 oyetiCovior pe
ovpperoyn E.Y. e Avtovoueg Exoniwaoeig g Ipsen.

[Mapadeiypata  onpociomoovpevov  Tlapoxwv:  Agpomopikd — swoutnpia,
o1dNpodpopkd elortipia, amodei&elg Taél, Tyoloyla Egvodoyeiov.

2y nepintoon Hollkdv HETOKIVACE®V (TL.). L AE®POPEID/TPEVO) Y10l TOVG GKOTOVG
pwog ekonhoone, to oxetikd €€oda katavépovror o kdbe E.Y. otov omoio
napacyEOnkay vpeoieg «Metakivnong Kot Atpovioy.

BA. Evomta 5.2 yio avoiutikég 0onyieg vroAoyiopov.

(y) Tomxég mapdapetpot yia tnv EAAGOa
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Agv vopiotavtot dtapopetikég Tomikég mapdpeTpot yio v EALGOa.
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3.34 Apotféc yia coufovievTIKES Kal AOITES VENPEGIES

(o) Amoutnoeic EFPIA

opeova pe v mopdypaeo 3.01. tov Kodwko Anpociomoinong pe titho «Anuoociomoinon ava,
Amodéxtn», o1 Etanpeieg - MEAN opeilovy va avapépovy otny katnyopia «Auolfiés yio Zopfovievtinég
ko1 Aoirés Yanpeaiecy xaBe «llopoyn n omoio amoppéet omo ) ovovoéetal ue ovufooers uetolv Etoupeimv
- Meiawv kar E.Y., iopvudrwv, popéwv i evaoewv E.Y., ovvauer twv omoiwv ta avtiotoryo 10pvuota,
popeig 1 evaoeig E.Y. mopéyovv omoiovdnmote eidovs vrnpeaies ae Etaipeio - Mérog, i omoradnmote
OAANG HOPPNS XPHUATOOOTHON N OTTOLO. OEV DCYETAL OTIS TPONYOVUEVES KaTHYOpieS. AUoLPes, apevog,
Kat, 0petéPov, Tlopoyes yia 0amaves o1 0Toies Exovy GOUPWVHOEL aTNY EYYPOPN TOUPOVIC KOl APOPODY
T OPOOTHPLOTHTO, ONUOCLOTOLOVVTOL CEXWPLOTA. »

(B) Iolrtwkn tov Opidov Ipsen

H Ipsen pmopet va copPAndei pe E.Y. | E.Y.®. og avidAlayua yio vanpecieg mov mopacyEdnkayv and
tov EY/E.Y.®. Bdoel emomuUoVIKAGIOTPIKAG KATAPTIONG, QNUNG, YVOCE®V KOl EUTEPING GE
ovykekpipévo Bepamevtico topéa. H Ipsen cvpfdiretor pe E.Y. | E.Y. pévov epdcov vépyet ebAoyn
OYETIKN EUTOPIKT N EMGTNUOVIKNY avaykoidtnto 1 omoia dgv pumopel va kaAvebel ecmtepikd 1| and
dALovg S1a0éa1iovg TOPoLS. Ot TaPEYOUEVES VINPECIEG GUVICTOVTOL GE EVNULEPDCELS, TOPOVGLAGELS 1
GAAEG cupPovAevTIKEG LN PEGTEC.

H ocvppetoyn oe ovpomvieg mopoynsg GLUPOVAEVTIKOV VINPECUDY ATOLTEL VAL APLEPDOGEL YPOVO KOl
yvooelg o E Y., petd ko mépav g Pacikng tov anacyoinons. ¢ ek t1outov, givar okomypo ot EY.
va apeifovtar yio Tov ypovo Toug Kot vo amolnpidvovtot yuo ££0da, dmme .y 5000, LETOKIVI|GE®V.
H oyetun amolnpioon mpénet va copeoveitor yypaems, vo apopd auotnpd T TOPEXOUEVES
VANPEGLES KO VO Elvar avAAOYN TPOG AVTEG, VOL GUVADEL LE TNV EDA0YT] A&l TV VINPEGLOV GTNV oyopd
Kot vo gtvar coppovn pe tov oxetikd Koodwa OpOng Ipaktikng kot Toug 1oydovteg vOHoLS Kot
KOVOVIGHLOVG.

Yy moapovoa evotnta 1 Ipsen dnpoctonotlel vanpecieg avd amodéktn, OnAadn oe eninedo E.Y. i
E.Y.®., kaBhg kot t1g cuvaeeic apoéc ko damdveg og d0o Egywpiotég Katnyopies [Tapoymv:

1 AporBég: Apopég yio vanpeoieg mpog E.Y./E.Y.O.
[Mopadeiypata: Apoég opAntav (opdieg mov didovion and E.Y. («OuAntéc») ot
EKONADOELS), OUOPEC YL EVNUEPADGELS TOV TOPEYOVIOL KATO TN OdpKeELD
cvvedpiaoenv I'vopodotikdv Emtpondv?y, apoBéc yia supuBovlevtikéc vampeoice.

1 I'vopodotuciy Emrpom) civor pio opddo e£@tepikdv €W0IKOV GUVEPYOT®V 1) OTOl0L GLCTAVETOL OO ETALPELD Y0 TV
TAPOYN TPOG QT EXAYYEALATIKAOV GUUPBOVADY KOL EVILEPDCEMV EML GUYKEKPLEVOVY BeATOV Y1 TaL omoia dgv dtabéTet
YVOOELG KOl KOTAPTION TO TPoc®TIKO tng etoupeiog. Ta péin tng emtpomng (€Wdkoi 6Tov Ydpo TOVG) Umopel va givar
enoyyelpotieg vyeiog (EY), aopaiiotikd tapeio, acbeveig, eknpdomnot cuAldymv acbevdv, coppfoviol achevdv kot
gwdwol un-EY, n.y. eldwoi og Bépata npdsPacng otnv oyopd.

Mopéyovrog cupPfovAés enl emotnuoviK®V Bepdtov Kovn Bepdtav 1TpoaploKeLTIKNAG TePiBaAyNg, ot I'vopodotikég
Emitponég pag ponbovv vo katavoncovpe Kahvtepa 1o eEmtepikd TepiPadilov, Toug Topeic Oepameiag, Ta dedopéva Kot ™
XPNOT EYKEKPIUEVODV TPOIOVI®V 1 TPOIOVI®V 0T dadIKacio avamtuéng, T oTpatnyikésg a&lomoinong KAMVIKOV Kol
LOTPIKAOV TAEOVEKTILATOV KOl TIG AVEKTANPWOTES LOTPIKES AVAYKES.
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2 Yovageig damdves: Xe mepimton mov vrdpyel cOUPACT TOPOYNG VANPECIDV,
EVOEYETOL VO TPOKOWYOLV GALEC OATmAVEC Ol OMOIEC OEV OMOTEAOVV WEPOG TNG
ocvpewvndeicag apoPne, wotdco oxetilovial He TNV TOPOYN TOV LANPECIHOV KOl
amolnuovovtot otov E.Y./E.Y.®.. Ot ev Aoy [Topoyéc d1poclonolovvial G ot
v katnyopia [apoymv.

[Tapadelypato: Agpomopikd €161TNHPLN, GLONPOOPOUIKE ElG1THPLa, amodeisels Tati,
TIpoAdY1e Egvodoygiov.

(v) Tomég mapdapetpot yia tnv EAAGOQ

Agv vopiotavtol dtapopeticég Tomkég mapapeTpot yo tnv EALGSa.
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3.3.5 ‘Epcsvva & Avartoén

(a) Amoutnoeic EFPIA

Yopeova pe v mopdypagpo 3.04. tov Kodwo Anpoctiomoinong pe titho«llopoyés Epevvas &
Avarroéner, « Ot Iopoyés Epevvag & Avarroéng kabe Ilepiodov Aquoaiomoinons onuocionotodvra
oo kabe Etaupeia - MéLog avykevipwtike. ECoda mov ayetilovial pue eEKONADGEIS 01 0OTOIES aPopodV
oaPAS OPOTTNPLOTNTES TOV EUTITTOVY OTO TEOLO EPOPUOYNS THS TOPOVOOGS EVOTNTAS UTOPODV VO
TEPLLoUPOVOVIoL ae Eva. GVYKEVIPWTIKO TOoO atnv kKotnyopia «Ilapoyés Epsvvag & Avamtolneny.

Xoppova pe 1o Ioapdptnua 1 «Opiopoi» tov Kdodwka Anpocionoinong g EFPIA o1 «llapoyéc
Epevvag & Avarroney apopobv «llopoyés npog E.Y. 1 E.Y.D. wov ayetiovtal ue tov ayediooud i
oeloywyn:

i. un Klvikaov ueletov (omwg opilovrar onig Apyés OOXA oyenixa ue v Kaln Epyootnpioxn
Lpoxtixn)

(ii) Klivikov pueietav (omwg opilovror oty oonyio 2001/20/EE) kot

(iii) un TopeUPoTIKOV UELETOV TOV EYOLYV TPOOTTIKO YOPOKTHPO. KOl QQPOPODV TH GLALOYH
0E00UEVWY 00OV a0 1] VLo, LOYaplocuo evog 1 piag opadog Erxayyeluaticov Yyeiog ovykekpiuévo. yio.
™ puerétn (mopaypopog 15.01 tov Koo E.Y.).

Eniong, odpeova pe ta &yypaga EFPIA, «O1 Etaupeies - MéAn ovaloufavovv kou dpaotnpiotneg
EPEVLVOG 01 OTOLES 0€V O1ELAYOVTOL YIO. KAVOVIGTIKOUS OKOTOVS. MelETes o1 omoies dev TPOKeLTaL Vo,
vrofAnbody arig pvOuiotirés apyés dev suminrovy atnv kotnyopio «llopoyés Epevvos & Avamroéngy
KO TPETLEL VO, AVOPEPOVTOL OTH GYETIKH KATHYOPIO, OVA OTOOEKTN Y.

(B) IMolrtwn tov Opirov Ipsen

[Mopoyés mpog E.Y. N E.Y.®. mov apopodv tov oxedlacud 1 t desoywyn:
- Mn kMvikoOv pereTdv
- Khlavikov dokipuav
- Mn nopepfotikdv peretdv
o Ilov é&yovv mpoomTiKd YopaKTPa Kot ApopohV T GLALOYY dedopévav acBevay amd 1
vy Aoyoplacpd evog N plog opddog Emayyeipatiov Yysiog cvykekpiuévo yuo
peAéTn

Opiopot:

Mn-khavikég peréteg (Inyn.: Apyés OOLA ayetixa ue v Koin Epyaotnpioxn [poxtikng): Mn KAvikn
UEAETN YO0 TNV aoQAAELD TNG avOp®OTIVNG VYElaG Ko TOL TEPPAALOVTOC, AmOKAAOVIEVT 6TO €ENG
«UeAETNY, elvan éva melpapa 1 P oelpd TepapdTomv pe to oroia Eva eleyyduevo otoyeio e€etdleton
OTO €PYACTNPLO 1 GTO TEPPAAAOV Y10 VAL GLYKEVTP®BOVV GTOYEID GYETIKA pLE TIC WO1TNTEG 1/KOL TNV
ac@AaAEld Tov Ta omoia O vToPANBOVV GTIC APUOSIES Y10 KAVOVIOTIKEG pLOUICELS OPYES.
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Khvikég doxwpég (Inyn: Apyés OOLA oyetixa ue v Koin Epyactypioxy Ipoxtikn): Kabe Epguva
mov Oegyetan oTov GvOp®TO Kot amOPAETEL TNV avaKAALYN N TNV €MOANOELON TOV KAVIK®V,
(QOPUOKOAOYIKOV Kot/ 1 GAA®V QOPUOKOSVVOUIKOV OpACEDY EVOC 1| TEPLOCOTEPMY SOKIUALOUEVMV
(QOPUOKEVTIKOV TPOIOVI®OV Kol 1 OTOV EVIOMICHO TUYMV OVEMOOUNTOV EVEPYEIDV €VOG 1
TEPLGGOTEPMY SOKIUACOUEVOV QOPUAKEVTIKMOV TPOIOVTIMV KOUN OTN UEAETN TG QmoppOPNoNG, TS
KOTOVOUNG, TOL HETAPOAICUOD KOl TNG OmMEKKPIONG €VOC 1 TEPIOGOTEP®Y  JOKIUALOUEVDV
(QOPUOKEVTIKMV TPOTOVTWV, IE GTOYO TNV TEKUNPI®ON TS ACPAAELNS KOUN TNG OMOTEAEGLOTIKOTNTAS
TOVG.

Mn-napepPotikég peréreg (Inyn: Apyxés OOXA oyxetike ue v Koin Epyootnpioxn Ilpoxtixn):
Meléteg Katd TIC 0moieg TO PAPLLOKO 1) TO PAPLAKO CLVTAYOYPAPEiTaL(-00VTaL) MG GLVNO®G, ONAAON
COULPMOVO. L€ TOVG OPOLS OV TTPoPAEmovTaL otV Adeln kKukAopopiag. H évtaén tov acbevoig oe
OLYKEKPIUEVN BEPATEVTIKT GTPATNYIKY| OEV ATOPAUGILETAUL EK TV TPOTEP®V OO TPMOTOKOAAO LEAETNG,
oAAG kaBopileton amd TNV TPEYOLGN 1OTPIKY TPOKTIKN KOU 1 orOGOCT Yo TN XOPNYNomn Tov
(QOPUAKEVTIKOD TPOIOVTOC dtoywpileTon GOPOS amd TNV OTOPOCT Y10 T GUUUETOYN] TOL AcHEVOVG G
neAétn. Ztovg acbeveic dev epappolovrol emmpdobeteg dadikacieg didyvmons 1 mapakorovnong,
EVD Y10 TNV OVAAVOT TOV GLALEYOUEV®V dedoUEVOV aprolovTot emdNUoA0yKéS LEBodOL.

[Mapadeiypata [Hapoywdv E&A mov dnpocionolovviol 6€ avt) v Katnyopio (€pOCOV 1 GYETIKN
perén eumintel otov optopd g E&A g EFPIA):

- XOpPaon Xvvepyooiog

- XOpPaon Khvikng Meréng

- XopPaon [Hapoyng ZvpPovievtikmv 1 Aowmmdv Y anpecidv

- XOpPaocn Opnt

- TI'vopodotikéc Emrtponég

- ZUVOVINGELS LE EPEVVITES

- BonOntwég vanpecieg ppovridag achevarv

- ApoBéc emrpondv deovtoroyiog

Ewwkéc meprrtoroeig

1 O BonOntcéc vanpecieg mov mwapEyovion amd vocokoueion (dNA. VOGOKOUELOKES
VANPEGIEC TOV TOPEXOVTOL GO UM WOTPIKO TPOCHOTIKO) UTOPEl Vo apopodv N
epovtido acBevdv mov mopéyeTon Katd T OdpKE UG SOKIUNG M v pnv
oxetiCovior pe acbBeveic (my. ovAloyn dedopévov). Ot televtaieg cvvnOmg
avatifevion eEwtepikd oe e€edkevpévoug eopeig. BonOntikég vanpesieg mov
oyetilovion dueca pe ™ @epovrtida achevodv 6to TAIGIO OOKIU®Y EUTITTOVV GTO
nedlo epappoyng tov Kddika kot emopéveg SNUocLomolouvTol GUYKEVTIPMOTIKAL.
BonOntwég vmmpecieg mov dev oyetilovtal dueco pe ) @povtida aclevdv 6to
mAoiclo SoKIH®MV Bewpolvtal EUTOPIKEG CLVOAAAYEC KOl OEV VTAYOVIOL OTIG
amoutoElg Onpoctonoinong tov Kaodwka.

2 ‘Eppeceg minpopés péow dopéwv  Khvikng Epevvoc: Omwg opiletor oty
napdypao 3.1.2 (a), ot popeig kKAvikng épevvag dev Bempovviar E.Y.D..
Enopévmg, ov apofég mov kataBdrrovrar oe ®KE vy vanpeciec mov avtol
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napEyovv otV Ipsen dev vAyovTal GTIC AMOITHOELS ONLOGIOTOINGNC.

Qotoc0, éuueoec Iopoyéc péom OKE ot omoieg tedhkd weelodv E.Y./E.Y.D.
onpoctonotoHvtor oty katnyopio [apoydv E&A.

Ot ovpuPaoeic pe ®KE €yovv tpomonombei dote va mpoPfAETOVY TV LIOYPEWDGCT TOV
®KE va mapéyovv oty Ipsen Aemtopepr| otoryeio oyetikd pe Eppeceg [apoyés vnép
E.Y/EY.D..

(v) Tomxég mapdapetpot yia tnv EAAGOQ

Ot mapoyég mov agopov oe dpactnprotreg Epevvag kot Avamtuéng, Kabdg Kot o pn mopepPatikés
LEAETEG, OMLOGIOTOIOVVTOL CUYKEVTPMTIKAL.
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3.3.6 Eéapovueves Iapoyés
(o) Amoutnoeic EFPIA

Yopeova pe v mapdypaeo 1.02. tov Kodwoa, «Evieixtikd, [lapoyés or omoieg [...] (ii) dev
ovagpépovtar oto ApBpo 3 tov mapovros Kwoika, OTws .. aviiKeiuevo. 10Tpiknig YpHong (Tov EUTITTODY
oto ApOpo 9 tov Kwdika E.Y. e EFPIA), yebpara kar wotd (rov umintovy ato ApbOpo 10, 1diwg oty
rapaypopo 10.05 oo Kwowo. E.Y. e EFPIA), 1atpika deiyuarao (mov gumintovv aro Apbpo 16 tov
Kadiko E.Y.), i (iii) amotelodv covijfeig ayopés kail twineels Papudrwy amo ko uetold Etoipeidv
- Melav kar E.Y. (0mws popuoxoroiov) n E.Y.®., dev vwdyovrar oty vmoypéwaen onuocioroinens
¢ wapoypapov 1.017.

Eniong, «ot Etaipeies - MéAny dev Eyovv vmoypéwan vo. onuoaioroiovy EEoda vAtkoteyvikod eCorliouot
TT.x. poOmoeIS eYKaTAOTATEMY TOV TYeTi(ovTal ue avtovoues exonlmaoeicy. (yypapo EFPIA)

XNUELOCELG:

- «Ilpog amopvyn oupiforicrv, yio tovg oxomois tov Kwoika tg EFPIA, to «pebpata Kal motd»
0V QmOITEITOL VO, ONUOCLOTO100VTAL, 0E00UEVOD 0Tl awTéS o1 Tlopoyés pvbuilovion amd tig véeg
owozalerg ov Kaoowa E.Y. e EFPIA. [IpocOeteg vmoypemoels evoyetor va 1ay0ovy ovVauel
¢ eOviknc vopobesoiocy (Eyypapa EFPIA)

- «dedouévov 0Tt 0. 10TPIKA, dElypata e£oipodvIol oo THY VIOYPEWATH ONUOCLOTOINGNG, 1] 101a
apyn Bo. mpémel va 1oyDeL Kol YIo. TIGC OOKIHACOUEVES EVAGEIS KOl TO. fLoLOYIKG JEiypaTa. yio.
HEAETN.

- O1 0oK1UalOUEVES EVATELS KO TO SLOLOYIKG, OETYUOTO, DTTOKEIVTAL OTIS OLOTALELS THS 00NYIOg TEPT

Kivikov Aoxyuwv, n o ypnon tovg vmokeitol oe oladikooies Eykpions Klvikwv Aokiumvy
(éyypooa EFPIA).

(B) Iolrtwkn tov Opidov Ipsen

Katd yevikd xavova, n Ipsen mpel motd tovg kavoveg g EFPIA mov apopodv eEoupodpueveg
[Mapoyéc.

Onwg opifetar otnv Evomnra 3.3.3, 10 eninedo kdAvyng tov e£60wv dropovig opileton pe Pdomn toug
TOTIKOVG Kavoveg (Ommg mpokdmTovy amd ) petagopd tov Kddwa E.Y. g EFPIA omv gbvum
vopoBeaia, ot omoiot Bétovv T KaTOTATO OPLOL KAAVYNG TOV CYETIKMOV £E00MV).

(y) Tomég mopdperpot yuo v EALGSQ
Xoppova pe tov Kodwo Acovroroyiag tov EDEE, emtpénetor n mapoyn avikelévov/epaproymy
WTPIKNG EKTTALOEVTIKNG XPNONG TOL GLVOELOVTAL GeESH pe TN de&ayyn TG Kab’ nuépa tpdéng tov

Enayyelpotiov Yyeiog a&lag, Eog 15 evpd (avd tepdyto) cvunepirapfavopévov OITIA. Ta avotépm
TPEMEL va. Yvootomolovvtal otov EOD.
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3.3.7 Ewoiny mapatgpnon 1: ‘Epsova ayopds
(o) Amoutnoeic EFPIA

Yopeova pe v mopaypago 1.01. tov Kddika Anpociomoinong we titdo «leviky Ymoypéwon
Anuoaroroinongy, «Me v empdloln twv opwv tov Tapovios Kwoika, kabe Etoupeio - Mélog opeilet
VO, TEKUNPLAOVEL Kol ONioatomolel Tic TIopoyes Tic omoies 1EVEPYET GUETA 1] EUUEDQ, TTPOS 1] TPOG OPELOS
evog Amooéxty, Omws npofiémetal e10ikotepa ato Apbpo 3»

opeova pe ta &yypago e EFPIA, «O Kadikos dev amaitel ) onuootoroinon Ilapoywv mpog
ETOLPELES EPEVVAC AYOPaS, OTaV Jev eivar yvwaoth n tawtotnto twv E.Y.IE.Y.®. mov couuetéyovv otnv
épevva.

Kata kavova, fooikn opyn e Epevvas ayopas €ivol To JIKOIWUO TV EpWTHOEVTWY Vo, d1aTHPHEODY
TV OVWVOULO. TODS, TO OTOIO KOTOYDPOVETOL OUOLS TTOVS OPIOUODS THS EPEVVOS GYOPLS KOl GTOVS
OYETIKOVS KWILIKES dcovToloyiog diebvag. Qotdoo, eav nn Etaipeio - Mérog yvawpiler tnv tavtotnta tov
E.YIE.Y.®. mov ovuuetéysl o€ dpaotnplotntes ol OmoIeg 0pilovial m¢ EPEVVO, ayopds, OPEIAEL VO, T
onuoaioroioel otny Katnyopio «Auoifes kou Zoufovievtikes ko Aowmés Yanpeoiecy. 2uig eCoipetinég
ovtég mepimtaoels, 1 Etaupeio - MéLog opeilel va Aafel avufatixa oovaiveon yio, ONiocLoToinen twv
OYETIKOV TTOLYEIO VY.

(B) Iolrtwkn tov Opirov Ipsen

‘Epeguva ayopdc eivar m owdikasioo GUALOYNG Kol avdALGoNG TANPOPopu®Y Tov oyetilovion pe
GLYKEKPIUEV OyOpd, KOTE GLGTNUOTIKO KOl OVTIKELEVIKO TPOTO. LKOTMOG KAOE OpacTnpltoTnTOC
gpevvag ayopdg eivar 1 o PABOG KATavONoT TOV AVTIIKEIEVOD TNG £PEVVAG.

2TIC TEPLOGOTEPES TEPUTTAOCELS, 1) EPELVA AYOPAS KOAOTTETOL 0O GLUPATIKEG CLUPOVIEG LETAED TNG
Ipsen ka1 eEOTEPIKDV GLVEPYATAOV, TO OE TPOCOMIKE OEOOUEVE TOV EPMTNOEVTMV TNPOVVTOL QVGTNPMOG
EUMGTEVTIKA 0 TOV EEMTEPIKO GLVEPYATT.

Ymv nepintoon Hapoyng mov apopd Epguva ayopds, 1oxLOVY TPELS TOUVES TEPUTTAOGELS:
- Edv 10 ovépota tov epomBévtav dev eivat yvootd, n [lapoyn dev dnpocionoeitar.
- Edv 1o ovopata tov E.Y. gtvar yvootd kot £xet Anebei n cvvaiveot| toug yia dnpocionoinon
TV otolyeimv toug (BA. Evomnta 4), n [Tapoyn dnpocionoteitot avé amodék.
- Ed&v ta ovopatra tov E.Y. elvor yvootrd kor dev €xet AneBel m ovvaiveon Ttovg yu
onuootoroinon twv otoyeiov toug (dpvnon tov E.Y.), n Ilapoyn ompoctomoteiton
GUYKEVIPOTIKA.

(v) Tomxkég mapdapetpot yia tnv EAAGOa

Agv vopiotavtol dtaupopeticég Tomkég mapapeTpot yo tnv EALGSa.
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3.3.8 Ew0in mapatnipnon 2: Lovailayés ue tpita uépn
(o) Amoutnoeic EFPIA

Xopupova pe v mopdypapo 1.01 tov Kddika Anpociomoinong pe titho «l evikn Ymoypéwon
Anuoaoioroinongy, «kabe Etaipeio - MéLog opeilel va tekunpiavel kai onuoatonoiel tig Ilapoyés tig
OTOLES OIEVEPYEL GUETO. 1] EUUETA, TPOS 1] TPOS OPEAOG EVOS ATOOEKTH, OIS TPOPAETETAL ELOIKOTEPOL TTO
Apbpo 3».

oupova pe ta Eyypaea ™g EFPIA, «Kata yeviko kavova, Oewpeiton 0Tl 0TI TEPITTMTELS TOV TPITOS
EKTPOOMTEL 1] EVEPYEL y1a. Loyapraouo Etoupeios - Mélovg, ot ayetikég vmoypemoels «uetafifalovrony
otov v Aoyw tpito. Avto Qo Tpémel Vo uvuUovEDETOL OTH GYETIKN GOUPOON, KOTA TEPITTWTN .

(B) Moty tov Opidov Ipsen

e oplopéveg xdpes, M Ipsen Asttovpyel HEG® GLVEPYATMV KO SLOVOUEDV.

Y¢e avtd to TAic1o, 1 Ipsen Bewpel 611 £dv 0 Xvvepydng g eivan pérog g EFPIA 1 tomukng évaoong
n omoio sivar pérog g EFPIA ot ydpo tov E.Y.JE.Y.®., xo/q €dv ot y®pa otnv omoio
dpaCTNPLOTOLEITOL O ZVVEPYATNG 1oYLEL vopoBeaia 1 omoia amottel S1aPAvELD OTIC GUVOALAYEG LETOED
™m¢ Qappokoflopnyaviag kot tov E.Y. kot E.Y.®., 0o Xuvepydtng opeidel vo TEKUNPLOVEL KoL
dnpocronotel tig apoyég mov devepyovvror mpog E.Y. kot E.Y.®., dnwg amaitel o Tomikdg KOOKOG
deovtoAroyiog M M Tomkn vopoBesion kot M oyvovca vopobesio mepl mPooTAGiag TPOCHOTIKMV
JESOUEVDV.

Edv o cvvepydng tng Ipsen dev eivar pérog e EFPIA 1 0 anodéktng mpoépyetal amd yodpa otnv
omoia 0 cuvepydNg dev gtvan pélog Tomkng Evaong n omoia givarl péhog g EFPIA, woydovv dvo
TOAVEG TEPIMTOGELS:
e O ovvepydng dnuoctomolel otoryeion TpoalpeTikd N dvvauel couPatikng vroypéwons: Ot
oyxetwkég [apoyéc oe avt v mepintmon e€apovvion amd Tig avapopis dtpdvelag g Ipsen.
e O ovvepydng dev onuootomotel otoryeio: H Ipsen onpoctomotel povo tic [apoyéc ot omoieg
oLVOEOVTOL e OPASTNPLOTNTEG TOV EUTITTOLY 0TO TEdio epapuroyng tov Kmowa g EFPIA,
Ko o1 omoieg Exovv devepynBel Yo Aoyaprocpod g Ipsen, 6tav ot tedikol anodéktes / damdveg
KaB{oTOVTOL YVOOTA GE ALTY. L€ OVTEG TIC TEPUTTACELS, O GLVEPYATNG OPEIAEL va BonBncel TV
Ipsen xoatd TV EKTANPOON TOV VIOYPEDCEDV TNG TOL Oamoppéovy amd Tov Kddka,
OLAAEYOVTOG TIG avayKoieg TANPoeopieg Kot AapPEvovtag TiG OmouTOOIEVES GUVOLVEGELS Y10
v eneepyocio kot Onpocionoinom tov oxetikav [Hapoydv tpog E.Y. kou E.Y.D..

To xotoTéEp® O1dypappa EKOETEL GUVOTTIKA TNV TNPOVUEVT d1OdIKAGTAL.

23



ME@OAOAOTTKO THMEIQMA AHMOZXIONOIHEHE EFPIA s I p 5 E N
EAAAAA

Innovation for patient care

2uvoAAayég JE TPiTOUG

O1 5pacTNEIGTNTEG TTOU AVATIOEVTAI EEWTEPIKG OE TPITOUG/TUVEPYATES
mepiAappdvouy Trapoxég og E.Y./E.Y.®. Trou KOAUTITOVTAI OTTG TOV Oxi
Kwdika Anpooiotroinong EFPIA (emixopnynoeig, K6OTOG £yypa®ng,
QUOIBEC VIO UTTNPETIEQ);
Nai

¥
O oguvepydaTng ival dueco péAog TNG EFPIA;

Nai

Oxi
O ouvepydTng eival yéAog Tﬁg TOTTIKAG £vwaong TTou €ival
pélog Tng EFPIA oTn xwpa Tou E.Y./E.Y.®.;
~ Nai
‘ Oxi

O ouvepydTtng GNPOCIOTIOIEI OTOIXEIA TTPOAIPETIKA 1 SUVANEI
OUPBATIKAG UTTOXPEWONG;

Nai

Oxi

H IPSEN mrpétrel va dnuocIoTrolEi JOvo Thv
Mapoxn TTou oxeTiCeTal e TIG BPACTNPIOTNTEG TTOU
avaAn@dnkav yia Aoyapiacud Tng Kail 6Tav ol TEAIKOi
aTTodEKTEG €ival yvwaToi oTnv Ipsen. O guvepydTng

Agv atraiteital
dnuoaioTroinon

O ouvepydTng TTPETTEN VO
TIpoRei o€

dnuooioTroinon

TIPETTEN VO TTOPACXEl aTnV Ipsen AeTrTouepr aToIXEIO

Atdypoppo 1 - Zovardayég pe tpitovg

(y) Tomkég mopdpetpot yro v EALGSQ

Agv vopiotavtot dtpopetikcég Tomkég mapapeTpot yo tnv EALGSa.



MEGOAOAOI'TKO ZHMEIQCMA AHMOXIOIIOIHXHX EFPIA
EAAAAA

IPSEN

Innovation for patient care

3.4 Moapoyég mov oyetilovral pe O10.6VVOPLOKES OPACTNPLOTITES

(o) Amoutnoeic EFPIA

oupova pe ta &yypoeo ¢ EFPIA, «llapoyéc mpoc E.Y.IE.Y.®. wov dpactnpiomoiodvial, dpebovy 1
&yovv avatalbel otnv Evpann, TPEREL va, ONUOGLOTOLOVVTAL GTI] X(OPO. GTHY OT0IA AOKEL 0 ATOOEKTNS TN
Poacikn Tov dpacTypioTyTa, cOUPWVA. LE TV ViKY vouoBeoio tns ywpas othv omoia aokel 0 ATOJEKTHS
™ Pooikn Tov dpaotnpiotnta, oveloptiTams eqv ot Ilapoyéc dievepyodviar eviog 1 eKTOS THS XWPOAS AVTHG.
O Kwoixag amartel dapavera wg mpog tg llopoyés ue faon tm ywpa omov owelayetor n pacikn/kipio
OPOTTNPLOTHTA, YEYOVOS OV OLO.GPOAILEL TNV EVYEPT] EDPETN TV CYETIKDV TANPOPOPIADV OTTO TOVG 0.0OEVEIS
N alra gumlexouevo. uépn mov tyov Ba tig avalntnoovy. H dievbvvon oty omolo aokel T dpootnpioTyTo.
700 0 E.Y. 1 éye1 v édpo. tov 0 E.Y. . wpémer va ypnoyomoleitor ws onueio avapopas yio. tov kafopioio
THG YWPOS TTHY OO0 TPETEL VO, ONUOTLOTOINBODY TOL GYETIKG OTOLYEION.

(B) IoMrtwkn tov Opidov Ipsen

2tV Ipsen 1 «drwacvvoprakn opasTnPLOTNTO» opileTor g KAbe dpactnpidtnta 1 ool desdyetal
elte and kdmola Buyatpikn| tng Ipsen pe Evav Amodéktn o omoiog TPoépyeTol amd pia 1 TEPIGGOTEPES
YDPES, €TE OO KATOLO0 ETOUPIKO TUTLLOL.

[Tpog to oxomd cuupdpemang mpog tov Kmdika e EFPIA mov anattel tn dnpociomoinon ototyeiov
oTN YOPA 01OV 0 amodEKTNG ackel T Pacikn Tov dpactnpomra (E.Y.) 1§ £xel v enionun €dpa tov
(E.Y.®.), aveEaptitog eav n [lapoyn dievepysiton evioOg 1 €KTOG OVTNG TG YDPOG, 1 Sloditkacio
JLXElp1onG SLOCLVOPLOKMOV SPACTNPLOTHTOV EXEL TPOGAPUOGTEL KATA TPOTO MOOTE Vo TEPIAAUPAvEL
oA to. £Eoda mov KotaPdAlovtar amd Tig etarpeiec g Ipsen mpog E.Y./E.Y.®. ota mAaicio tov
anoutnoewv g EFPIA.

[Mapadeiypato Mapoydv mov oyetiCovrar pe dacvuvoplokés dpaoctnpiotres (£yypaga EFPIA):

- Ta xevipwd ypageio g Ipsen otic HITA mov emyopnyovv E.Y. o omoiog dpactnplomoteitan
ot Zoundia og oyéon e dpacTnPLOTNTA ToV TToL d1eEdyetor otn [eppavia, Exovv avapépet
v [Hapoyn kevrpwd, n ¢ oxetikn [Hapoyn dnpocionoteitan 6to d6vopa tov Amodéktn E.Y.
611 Zoundio (GVUEMVO LE TOVG 16YDOVTEG VOLOLS, KOAVOVIGHOUS Kot TOV 0ViKO KOO TNG
Youndiag).

- H Ipsen T'oAhiag mov emyopnyel E.Y.®. o omoiog Bpioketor oty Itaiio yio v mapoyn
teyvoyvaciog £xel avagépet v [apoyn kevipikd, n 6¢ oyxetikn [Hapoyn dnpoctomoteiton 6To
ovopa tov Amodéktn E.Y. 0. oty Itodia (cOppmva pe t1oug 1oy0ovieg VOLOLS, KOVOVIGLOVG
Ko Tovg €Bvikovg kMAkeg TG Itakiag).

- Ta xevipwd ypageia g Ipsen otig HITA emyopnyodv évav ewdwod otig HITA yu ™
GLUUETOYN TOV GE YVOUO000TIKN emTponn otnv Apyevivi. H oxeticn [apoyn dev amorteiton
va dnpoctortomBet coppwva pe tov Kodwka tg EFPIA. Qotdco, anatteitor onpocionoinon
otig HITA oopeova pe to «Nopo mepl Awapdvelag ITIAnpopov tpog latpovey («Sunshine
Act»).

(v) Tomxkég mapdapetpot yia tnv EAAGOa

Agv vopiotavtol dtaupopeticég Tomkég mapapeTpot yo tnv EALGSa.
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4 ATAXEIPIXH XYNAINEXEQN

411 TI'eviko Tlaiclo OmAUTHGEWY TPOGTAGIAS OEOOUEVOY

H ovAdoyn kot xpnomn tpocomikdv dedopévev diénetat omd v oonyie 95/46 tng EE (URL link),
omoia apopd Vv eneEepyacia dEdOUEVOV TPOCSOTIKOV Yapaktipa. H avotépw odnyia epapuoleton
oe puoika tpocono (E.Y.) xat, xat' eaipeon, otnv mepintwon g Avotpiag, Tov AovEepfovpyov
ka1 ¢ EABetiog, kow oe E.Y.D..

H odnyia petagpépetor ot vopobesio kabe ydpag mepl TPOGTAGINS TPOCOTIKDOV OEOOUEVDV.

H oonyia mpoPArémet 6Tt tar dedopéva TPOSMTIKOD YOPUKTNPO TPETEL Vo £ivol KATAAANAQ, Guvaen
TPOG TOVG EMOIWKOUEVOVS GTOYOVS Kol Ol VITEPPOAKE GE GYEGN LE TOVG GKOTOVS Y10, TOVS OTOI0VG
ovAAéyovtat. Ot vevbuvor emeEepyaciog (6mmg N Ipsen) opeilovy va dacpoarilovv v akpifeta,
EMKOLPOTOINGN Kol 0CPAAELN TOV SESOUEVAV.

2T1¢ mEpmTMSELS 6oV 1 dNUoctlonoinon dedopévev Bewpeitar 6tL e&ummpetel T0 KOO GLUEEPOV,
OUTY] EVOEYXETOL VO, VTTEPKEPAGEL TO SIKAIMLO TOV ATOLOL Y10l TPOSTAGIO TG WOIWTIKNG TOL (NG Kot va
amoteAécel T vouun Béon yio ™ dnuoctomoinon twv dedopévav tov. Ty Tpocéyyion avtn £xovv
vioBetnoet yopeg 6mwe N Fardia, 1 O Aavdia, n Aavia kot XAopaxkia.

Ta mpdcona ota onoio avapépoviot ta dedopéva (E.Y. 1 E.Y.D., xotd mepintmon) £xovv dikaiopo
TPOcPacng ota dedopéva Tov T, apopovV Kot dikaimpa va avtitayfodv 6T dNHoGlonoinot| Tovs.

H odnyia mpoPAénet eniong 0Tt dev emitpénetar ) doPifocn dedopévav eKTdS TOV EVLPOTATKOL YDPOV
Y®Pig EmMOPKEIS EYYVNOELS.

H Myn ¢ 6uvaivesng TOV QUGIKAV TPOCAOTOV YL TNV ENEEEPYAGIO KAl ONNOGLOTOINGY TOV
TPOCOTIKOV TOVS OEGOUEVMV ATOTELEL EVOAAUKTIKO TPOTO LLE TOV OTTO10 OT0dEKVOOVY 01 VITEVHVVOL
eneEepyaociag 6t dSayepifovral Ta dedopéva pe Oeputd tpomo.

[Ipokeévovu va tvon Eyxvpn, n cvvaiveon evog E.Y. Ba npénet

. Noa mapéyetar Kat' eredBepn BovAnon

. Na etvor cuykekpipévn

. Noa givor coeng

. Na etvot 10 amoTéAes O ATOPOCTG TOV ACUPAVETOL KATOTLY EVIIUEPMONG

2T TEPMTMOELS OTOV 1 dNUOCIonoinon dedopuévev Exel AdPetl ydpa eni 1n Pacel cvvaiveong Tov
QLOIKOV TPOSAOTOL (Kot Oyl Yo Adyovg dnpociov cuueépovtog), ot E.Y. dwatnpodv to dikaiopa vo
Ao yopeHlGOLV TN dNUOGLOTTOINGT TOV O£d0UEVOV TOVG KOl VO, OTOLTIGOVY omoladnmote dtoplwon
AaBdV M TN O1aypapT) TOV OEG0UEVAOV TOVG.

4.1.2 Anyn covaiveons

(o) Amoutnoeic EFPIA

opeova pe v topdypago 4.01 tov Kddwa Anpocionoinong pe titho «Epopuoyn uéow Evooewy
- Melavy, «Katad v mpoyuazomoinon Hopoywv npog E.Y.IE.Y.®., kaOwn¢ kar 0TI Eyypapes ooUpmVIeS
tovg ue E.Y.IE.Y.®., ovviotaron otig Etoupeics - Méln va covouoroyodv pitpeg oyetika ue ) oovaiveon
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TV ATOOEKTWV Y10, TH onuoaioroinon lopoywv adupwva ue tis orotacels tov Kwdika Anuocioroinong
E.Y.IE.Y.®. tnc EFPIA. 2vviotator emiong OTIC ETAPELES VA ETAVOOLOTPAYUOTEDOVIOL TIC DIAPYOVTES
OVUPATEIS TO GOVTOUOTEPO OVVATO TPOKEYLEVOD VO, COUTEPIAGUPAVOVTOL GE QDTES 01 GYETIKES GUVOIVECEIS
VIO, ONUOTLOTOIN TN GTOLYEIWVY.

(B) Moty tov Opidov Ipsen

O gupOTAIKOS KAVOVIGHOG Y10, TNV TPOGTAGIN TMV 0ES0UEVOV TPOGSHOTIKOD YAPOUKTHPO EMPAALEL OTIC
eToupeieg vo Aapavouv ) Guvaivesn TOV ETAYYEALATIOV LYEIOG Yio TN ONUOGLOTOINGN GTOL EI®MV
TANPOUDV.

[Tpokeévou va givar £ykvpn 1 cvvaiveon, ot Bo Tpénetl va givor tekunplopévn: o Amodéktng Oa
TPEMEL VoL AGPel OAEG TIG TANPOPOPIES GYETIKA LLE TIC OTOITHOELS KOl TOVG GKOTOVUE TOL KMOKOL
onuooctoroinong g EFPIA, 10 kafeotd¢ mpootaciog Tmv TPOSOTIK®Y TOL OEGOUEVOV KOl TIC
GLVETIEIEG TLYOV GPVNONG VO TAPATYEL TN GUVAIVEST] TOV.

Ocov agopd v Ipsen, cvvictdror vo Aappfdvovior ot omapoitnTtes cLVOVEGES Yo kaOe
dpactnpromta Eexmpiotd. Ot Buyatpikég g Ipsen pmopodv va ypnciponoodv 10 eTaptkd Eviumo
dMAmoNg cuvaiveong 1N TNV TOTKTN PRTPO GLVOIVEGNC OV £XEL EYKPIVEL N TOTIKN EVEOGT). L€ AVTES TIG
MEPUITAGEIS, TO €EVTLMO ovvaiveong mpémel va mpocsaptdtor oe KABe ocOUPacn mov apopd
dpacTNPLOTNTA.

Y& OPIGUEVES YDPES, EPOCOV EMTPEMETOL OO TNV ToTIKY vopobesio mepl dapdvelag, Aapfdavetot o
gmota Péomn cvvaiveon dnpoctonoinong dedopévmv, 1 omoio OmOTEAEL TEKUNPLOUEVT] GLVOIVEST).

2T1¢ TEPMTOGELS GLUpETOYNG E. Y. o€ ekONADGELS Yia Tig omoieg dev vITdpyel GLUPATIKN CLUPO VIO e
v Ipsen, n pritpa mepi GLAROYNG Kot emeepyaciog TPOoOTIKMY dedopéEVMV uropel va cuureptAnest
OTN GYETIKN TPOGKANGT KOUN GTO GUALO TOPOVGLAOV, TO € EVTLTO TNG GLVAIVEGNS VO VITOYPAPEL ad
tov E.Y. pwv and ™ dnuocionoinon tov dedopuévmy.

(y) Tomwég mopdpuerpot yro v EALGSQ

[Mapéyetar and tovg E.Y. kot toug E.Y.®. wpog v Ipsen, péow vroypagne svpemviag, n pnm
oLVOIVEST] Yol TNV OMNUOGLOTToINGoT TV TTapoy®v ovouaotikd. H cvoppovia mepihapfdver kot v
ovvaiveon tov E.Y. yio v enefepyoacio amhdvV TPOCOMKAOV OEO0UEVOV  (OVOUATETOVULLLO,
devvvon, eWdoOTNTA).

H oyenildpevn pe moapoyég GLAAOYN KOl OMUOGLOMOINGCT OTAMV TPOCOTIKMOV OEGOUEVOV, GE
CLUUOPEMON HE TIG OlatdEelg Tov dpBpov 66 mapayp. 7 Tov N. 4316/2014 (DEK A 270) ko pe tov
Kodwa Agovtoroyiag yio v mpo®ONncTn TOV GLVIOYOYPAPOVUEVOV QOPUAK®V TOL XVVOEGLO
Ddappokevtikdv  Emyeipnoeov EAladoc (EPEE), yvootomomnke otv Apyn Ilpooctaciog
Agdopévav Ipoocwmikod Xapaktnpa.

4.1.3 Apvigen woapoyns covaiveons 1 avakicy covaiveans Yia OfHocIOTOI G OEOOUEVDY

(o) Amoutnoeic EFPIA
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Xopupova pe ta Eyypaea g EFPIA, «2e avtés g mepimrwoeis 1oyvel n oyetikn vouobeoio mept
TPOGTACIOS TPOTOTIKWY OE0OUEVWY Kol ) Aol (tomiki]) vouobleaio. Or Etaupeics - MéAn Qo mpémet va
EKTIUNGOVY TIG EMTTWOELS THS AVOKANONS THS GOVOIVETHS € KAOE TePITTON LEYWPIOTA, EVAD GVVITTATOL
emions va Adfoovv aveCoptnty vouikny ovufovln. Xe mEPITTWON OVOKANGHS THS GLVAIVEGHS EVOS
Amooéxtn, o1 Etaupeicg - MéAn Oo. mpémel vo kataotnoovy copn Tov ypovo Evopeng 1oyvog tNe aVAKANoHS
KOl VO, TPOTOTOINGODY AVOAOYOS TIG ONUOTLOTOINOEIS OVE, ATOOEKTH KATG TOV Ypovo owto. 0tooo,
oVaAoYO, UE TIS (KOTA TOTOVS) GUVETELES THS OVAKANGHGS, Ol ETOIPEIES OPEIAODY Va O10THPOVY GTOLYELN
OYETIKG, UE TVYKEKPIUEVES TOVOAAAYES KL VO, AVOPEPOVY TIG OYETIKES TIapoyes oVYKEVIPTIKG, TOUPWVO.
LE TOVGS 1GYDOVTES VOUOVS KOl KOVOVIGUODSY.

(B) Iolrtwkn tov Opidov Ipsen

XTI TEPMTMOELS OTOV 1 dNUOCIOTOINGoT dedopuEvmV Exel AdPetl yopa enl TN Pacel cuvaiveonc Tov
QLG1KOV TPOSHOTOV (KoL Oyl Y10 AOYOLS ONUOGIOL GLUEEPOVTOG), EpOGoV o1 E.Y. dev £youv cuvaivécet
oTN NUOCIOTTOINGT TANPOUDV, Ol GYETIKEG TANPOUEG dNUOCI0TOOVVTAL GLYKEVTP®TIKA. H Ipsen
ONUoG1oTolEl TOV aplOUd TOV ATOJEKTMOV Ol 0TTOI0l OEV £XOVV GUVALIVEGEL GTY| ONIOGLOTOINGCT KAOMC
K0l T0 GLVOAMKO OGO oL £xel kataffAnOel oe avtovc.

Xe mEPIMTOON TOL KATOL0G ATOSEKTNG TOGVPEL T GLVOLIVEST] TOV Y10 ONUOGLOTOINGT TV GTOKEIWV
tov, N Ipsen o@eidel va daypdyel TIG ovTioTOlKES TANPOUEG TTPOS TO TPOCMOTO OVTO ONO TIC
ONUOGLOTOLOVUEVES KOTAGTAGELS. Ol GYETIKES TANPOUEG TPOSTIOEVTAL GTO GUVOMKO TOGO TANPOUMV
nmov &yovv mpaypatonmomBel mpog emayyeApatieg vysiog ot omoiol dev €(OLV GLUVOVEGEL GTN)
ONUOG1OTOINGT), Kol TO GUVOMKO 0VTO TOGH dnpoctonoteiton pali pe tov apBud tov E.Y. mov dev
£XOVV CUVOLVEGEL.

Ye mepinmtoon mov N ovvoaiveon avakindnke mpwv amd T dnuoctomoinom, Aapfdvovtol veoyn ot
OYETIKEG EVEPYEIEC KOl EVNUEPDGELS TV GLOTNUATOV OGTE VO OUGOAMIETOL 1| CLYKEVIPMOTIKN
dNpoctontoinon TV TANPoPopL®Y oL oyetilovtan pe 0Aeg Tic [apoyég g mep1doov avapopdag.

Edv n ovvaiveon avaxinbei petd and ) dnpociomoinon, n Ipsen tpomonotlel ta dnpocionoovueva.
otoyeio avIoTolymG.

e k@Be mepintmon, 0 xpdvos 100G TNG AVAKANONG TaPaKOAOLOEITOL KOl KOTAYPAPETOL EGOTEPIKAL.

H pn mapoyn 1 n avakinon tg cvvaiveong ek pépovg E.Y. 1 E.Y.®., dev Oa mpénet va amoPet €1g
Bapog tov, vtd Vv évvola 0Tt Ba umopel va cuveyicel T cvvepyasio Tov pe v Ipsen. H dpvnon tov
amodékTn dev emnpedletl t ovvepyaoia petal&d E.Y./E.Y.®. ko Ipsen.
(y) Tomég mopdperpot yuo v EALGSQ

H onuocwonoinon mapoywv mpog tovg E.Y. wou E.Y.®. ovopaotikd eivol vmoxpemtikn o€
CLUUOPEMON HE TIG OlaTdEelg Tov dpBpov 66 mapayp. 7 Tov N. 4316/2014 (DEK A 270) ko pe tov
Kodwa Agovioroyiag yio v mpo®ONncn TOV GLVINYOYPAPOVUEVOV QOPUAK®V TOL XVVOECLOV
Ddappokevtikdv Emyepricewv EALGSog (XDEE).

Mepixny covaiveon
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(a) Amoutnoeic EFPIA

Yopeova pe ta £yypoea g EFPIA, «Xvviotaror oug Etoupeies - Méln va mpoooptodv onlwaon
OVVOIVETHS OTIS OVUPATELS TOVG, N omola. Bo umodi(el, 0TO UETPO TOV OVVOTOD, TOVS ATOIEKTES Va
0100ETOVY EMAEKTIKN OTAON (WS TPOS T0 100G TV Tlapoymdv mov umropody vo. Snuocloroiodvial.

Eav, mopa tigc tpoomobeies e Etoupeiog - MéLovg, 0 ATOOEKTNS TOpOoyEl HOVO UEPIKY GVVAIVEDY T
oyéon ue omoroonmote Géuo. mov 0Yopo. T ONUOGIOTOINGY (ONA. 0 AT00EKTHG dev emTpémel T
onuoaiomoinon olwv twv katnyopiwv i Lapoywv), oleg o1 Ioapoyés e Etaipeiog - Mélovg mpog tov
ev Aoyw Amodéxtny Oo mpémer vo, oniwbBodv otn cLYKEVIPWTIKY 0ovopopd (Oyi oty KoTnyopio.
ONUOGLOTOINGNS AVE, OTTOOEKTH), TOUPWVO, LUE TNV 1a)DOvOO. Vouobeaia.

Mepixn onuooctomoinon atny KoTnyopio ave, amodekty o HTow ToPaTAAVITIKY WS TPOS TH YVON KOl TO
uéyebog e ovvalloyng uetalo e Eroupeios - MéAovg kai 100 ATOOEKTH, UE ATOTEAEGUO. VO UV GOVEOEL
e Tov6 oKomoiS Tov Kwoikay.

(B) Iolrtwkn tov Opidov Ipsen

opeova pe t 0éon g EFPIA eni tov 0épatog, 1oyvel o €€ng kavovag: Edv évag Amodéktng, o
omoiog &xet AdPet amd v Ipsen meprocodTepes g piag [apoyéc evtdg g idta mePLOdOL AvaPopdag,
OTOPAGICEL VO UMV TAPAGYEL TN GLVAIVEST] TOL GE oYEomn e pia N meprocotepeg and Tic [lapoyég
avtég, N Ipsen dnpoctomotel Oieg T1g emuépoug [apoyég 610 cvykevipmTIKO T0G6 [lapoymdv.

(y) Tomég mopdpuerpot yuo tnv EALGSQ
H onpocwonoinon mapoxydv mpog tovg E.Y. kar E.Y.D. ovopootikd &ivolr LIoypemTikn o€
CLUUOPPMON e TiG dlatdéels Tov dpBpov 66 mapayp. 7 tov N. 4316/2014 (PEK A 270) ko pe tov

Kodwa Agovtoroyiag yio v mpo®ONocTn TOV GLVIOYOYPAPOVUEVOV QOPUAK®V TOL XVVOEGLOV
dapuaxevtikov Enyepnoeov EALGSog (XZDOEE).
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5 MEG®OAOAOI'TA AHMOXIOIIOIHXHX

5.1 Xpovog Anpociomoinong

(o) Amoutnoeic EFPIA

opeova pe ta £yypaeo e EFPIA, «Or Etaipeicg - MéAn opeilovy va onuocioroiody tig Ilapoyés
otav Kou Omw¢ avtes Aaufavooy yawpa. Ilpémer emouévas vo. onuoaiomorodv tig Iapoyés mov Eyovv
TPOYUOTOTOINOEl 0T OIOPKEIN. GUYKEKPIUEVOD ETODS EVTOS 6 UNV@V amo ™ ANEn ™S avtioToLyng
TEPLOOOV ovopopds. Etol, minpwués mov EAafoy yawpo. evios tov 2015 mpémet va onuoociomonBovy éwg
¢ 30 Tovviov 2016.

Ot Eroupeieg - MéLn umopodv va epopuolovy Tic GYeTIKES ETAIPIKES AOYIOTIKES opyés. QoTo00, 01 apyés
OV EPOPUOLOVTOL OEV TPETEL VO. 00NYoOV o€ un onuooctoroinon Ilopoywv, my. oo ™S EPOPUOYNS
O10POPETIKAV AOYIGTIKOV apy DV OTTO EVO, ETOS GTO ETOUEVO.

Or Eroupeieg - Mén opeilovy va mopéyovy TANpoQopies ayetiKa Ue TOV TPOTO TOV OLOYEIPILOVTOL Ta.
onuoaiomorovueva ororyeio oto MeBodoloyiko tovg Znusioua, 6Tto omwoio Uropovdy ETIGNS VO, TOPEYOVY
TEPOUTEP® OLEVKPIVHOEIS TYETIKA UE TNV ovayvapion [lopoyovy.

(B) Iolrtwkn tov Opirov Ipsen

H Ipsen dnpocionotei £mg tig 30 Iovviov ekdotov £tovg dAec Tig [Tapoyég Tov mponyoveEVOL £TOVG
GUUOMVO, L€ TOVS KOTOTEP® KAVOVEGS:
- Topoyég and 1 lavovapiov émg 31 Agkepppiov ToL TPONYOHUEVOL £TOVG (TEPTOSOG OVOPOPAG)
- Hnpepounvia mov Aappdaverar vedyn yio v [Hoapoyn opiCeton pe fdon to KoTOTEP®:
o ZXg oyéon pe apeoes Mapoyéc mov cvvofovronr pe KGmowa ekdnimon:
= Tov xpdvo GLALOYNG TOV TANPOPOPLOV OO TO YPNUATOTICTOTIKO GVGTNHO
(Gpeoceg mAnpouég): Tov ypodvo kaTafoing
= 3V TEPINTOOT UN NAEKTPOVIKNG CLAAOYNG TAnpoPopidv: Tnv nuepounvio
g ekdNimong (M v 1n nuépa tov cuvedpiov)

o ZXZeoyéon ue dpeoeg [apoyég mov d€v GuvoLovTan pue KAmorn eKONAmon (.. apolPég
v cupPovAevntikég vnpesieg): Tov xpodvo maporafr|g Tov TYoAoyiov 1 Tov ¥povo
Koto oA

o ZXeg oyéon ue énpeceg IMapoyég mov ocvvoéovron pe kdamowo e£koniomon: Tnv
nuepounvia g ekdnimong (v In nuépa g ekdNA®oNG)

o Xg oyéon pe énpeceg Mapoyés mov dev ocvvofovrar pe Kamoro ekonimon (m.y.
apo1PBég Yo svpPovientikég vanpecieg): Tov xpovo maparafrig tov Tiporoyiov 1 Tov
YPOVO KaToPOANG

Q061660, 16YVOVV SAPOPETIKOTL KAVOVES KATH TEPIMTMOON:
- T [Hapoyég mov oyetiCovratl pe to Tpupa Kivikov Epyaciov (un mopepfotikég peléteg,

dokipég daonc 11, 111, IV), Aappdaveror vdym o xpovog £K606NG TOL TILOAOYIOV.
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Ymv mepintoon moAveTtovg oOuPaocng, Aappdavetor vrdyn o xpovos KaTafoAnc. Xe mEPItT®O™ TOL
ABovv ydpo TEPIGGOTEPEG TNG WG TANPOUES OTN OAPKELN TEPIGCOTEPMOV NG HOG TEPLOOWMV
avaQopds, ONUOCIOTOOVVTOL KABE QOpd ol TANPOUES Tov EAlafav ydpa Katd TN OdpKew TG
avTioTorNG TEPLOOOV AVOPOPAG.

(y) Tomég mapdapetpot yia tnv EAAGOa

Agv 1o00vv dropopeticég Tomkég mapapueTpot yro v EALGSa.

5.2 Kavoveg vroloyiopov

(o) Amoutnoeic EFPIA

H napdypagpog 3.01 tov Kddika Anpocionoinong pe titho «Anuooctomoinon ove Amooéxtn », mpofAémel
ott «Me v empdloln pnig avtibetng diaralng tov mopovrog Kwdika, ot Ilapoyés onpootomoiodvion
ova amodéxty. Kabe Etaipeio - Mérog opeilel vo, onuociomolsl ava omodéktn yio. kabe emoprms
TovTomoLobuEVe Amodékty, ta. mood mwov amodidoviar oe llopoyésc mpog avtov oe kabe Ilepiodo
Avapopdg, o omoio gumintovy gdloyo ge uio omo Tig Katwtépw katnyopies. Or ayetikés lopoyés
UTOPODY Vo avapépovTal GOYKEVIPOTIKG. aVE, KOTHYOpIlo, EPOToV 1 avalvtiky onuoaloroinon tibstou
ot o1abeon Tov ayeTiKoD ATOIEKTN KO/ TWV OPUOOIWY GPY DV, KOTOTIV GYETIKOD OITHUATOG.

Xoppova pe ta gyypaea ts EFPIA, «H vroypéwon dnuocioroinong ioyver yio Hopoyés mov digvepyodvrai
and Etaapeiec - MéA, ko Oyt yia 1o mpokdmrov e1céonuo/tny mpoxdrrovoa wpéleia tov E.Y.IE.Y.d..»

(B) Iolrtwkn tov Opirov Ipsen

1 T'evikde VTOAOYIOUOC, ocvuneptiouBovousvav TV YPDEMCEDV un
EULOAVIONC/AKVPWOCTC, KOl OVOYyVAOPLGT] dOTOVAV OUAOL

- Xpemoelg un epedviong (emPdapovvon oe mepintwon mov o E.Y. dev gppavictel o exkdniwon
OTNV 07Ol ETPOKELTO VAL GLUUETAGYEL) - AVO glval T TBvA cevpio:
1 H Ipsen &yetl xbver kpotoels BEcemv kol £xel TPOEEOPANGEL TIG OVTIOTOYES ALOPES

v évav ektipmpevo apdpo E.Y./EY.O..

- Ymoroywlopevo Iloco = (Ilpaypoatikd €Eoda / Extipopevog apBudg
CLUUETEXOVT®V, cuumepAapufoavouévor Tov Tpocommkoy 1Tng Ipsen kot TV
CLUUETEXOVT®V oL deVv givar E.Y.).

- Anpocionoinon: Ymoroywopevo Ilocd, 10 omoio Ompociomoteitar Yoo TOLG
TPOYLOTIKOVS GUUUETEYOVTES

- llopaooeryua: H Ipsen Eyer mpokorafaler 100 Evpaw yioo 8 E.Y. kor 2 uéln tov
TPOCTOTIKOD THG.
2y ekoniwaon ovpueteiyay telika uovo 6 omo tovg 8 E.Y..

o k6B évov amo tovg 6 E.Y. mov Oviwg ovuueteiyav, ONUoclomolEitol To
vroloyi{ouevo moao (100 Evpa /(8+2)=10 Evpw).
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Aev Onuoclomolodviar dOTAVES TOL QPOPODY TOVS «UN EUPOVIGOEVTESH 1] TO
Tpocwmiko ¢ Ipsen.
2 H Ipsen katéBaie apoBég pe Pdon tov aptBpd tov cuppetexdvtmv

- Ynohoywlopevo ITlocd = (IIpaypatikd €Eoda / Ipaypoticdg  opOuodg
CUUUETEYOVTOV, cLUTEPIAOUPOVOUEVOL TOV TPocOTKOD TN Ipsen kot twv
CUUUETEXOVTWV OV dgVv givat E.Y.).

- Anpoctonoinon: Ymoioywlouevo Ilocd, 10 omoio dSmuoclomoleitol yio TOLG
TPAYUOTIKOVS GUUETEXOVTEG

- lapaoeryua.: Opyavarveton ekontwon e 11 EY. kor 2 uéln tov mpoocwmixod ¢
Ipsen.
2y ekonimon oopueteiyay teiika povo 8 amo tovg 11 E.Y..
To tedixo tioloyio wov eEopinoe n Ipsen yia v exoniwon eivar olios 100 Evpa.
To k6B évov amo tovg 8 E.Y. mov Oviwg ovuueteiyav, ONUOCIOTOLEITOL TO
vroloyi{ouevo moao (100 Evpa /(8+2)=10 Evpw).
Aev Onpootomoiodviol OOTAVES TOV OPOPOLY TOVS «UN EUPAVIGOEVTES) 1 TO
Tpoowmiko TS Ipsen.

O ypedoelg axvpwong (mowvn akdpwong empPeforwpévng kpdtnong 1 mapayyeiiog) dev
dnpociomotovvIaL.

2 Avayvopion PITA ko Aowmav edpwv

KdaBe yopa pmopel va dnpoctonotel 10 «kabapd mocd» 1 10 «UeKTd Tocd» (PA. TOMIKES
TOPAUETPOVG).

3 20yKkpion teMkNC woérsoc - [apoyav (oe oyéon ue ta £yypaoo the EFPIA) mtpoc
E.Y./EYXY.O®.

BA. tomikég mapapéTpoug

(y) Tomég mapdapetpot yia tnv EAAGSa
Ot tapoyég mov dnpoctomolovvrot teptiapavovv ITA Kot Aomovg pOpovS / KPATNGELS

Apoég tpitov moapdyov toSiwTikOv vanpeciwv mpog E.Y. meplhapfavovior oTig
ONUOCIOTOIOVEVES TTOPOYEC.

Apoféc tpitmv mapdymv vInpecsidv opydvoong cuvedpiov tpog E.Y.D. dev meprhappdvovton
OTIG OMLLOGLOTOLOVLEVES TTOPOYES.
Nomopa

(o) Amoutnoeic EFPIA
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Xoppova pe ta £yypaea tg EFPIA, «O1 Evaoeis - Méin e EFPIA omopadilovv cyetiko, ue to
Vouiouo, ato omoio Qo yivovrol o1 GYETIKES ONUOTIOTOINELS. AVTO EVOEYETAL VO, EIVOL TO TOTIKO VOULGUO.
(OnA. o vououo g yawpag oty omoia. 0 Awodéktns oielayer t Pooikn tov dpaotnpiotya) 1 1o Evpa.
2TIC TEPIMTWOEIS OOV O1EVEPYOLVTOL T10POYES TE OLAPOPETIKO VOULOUG. OTTO EKEIVO THG ONUOTLOTOINOHG,
o1 Eroupeiec - Méln mpérer va opilovv oo MeBoooloyiko tovg Znueimpa tov tpomo ue tov 0moio
O10€1PILoVTal TIG VOUIGUOTIKES UETOTPOTESH.

(B) IMoArtwkn tov Opirov Ipsen
To vopopo TV ONUOCIOTOIOVUEV®OV TOCMV Evol TO VOLUGHO TNG YOPOS GTNV OToio yiveTor 1
dnupoctomoinom, akdéun kot 6tav n [Hopoyn £xel kataPfAnbdel o dSoupopeTikd vOLUGHa.
211g mepmTmdoelg 0mov £xovv dtevepynOet Ilapoyés oe dapopeTikd vooua, 10 VITOAOYILOUEVO TOGH
opiletar amd ta cvoTpata dtapdvelag g Ipsen 6to Tomkd vouGHa, BAGEL TG IGOTIUING TTOV 1oYVEL
Katd TV NUEpa mov mpaypatonoteiton n [Hapoyn.

(y) Tomkég mopdpuerpot yro v EALGSQ

To voopa mov ypnoiponoteitor oty Tomikn avaeopd yio tnv EALGSa eivar to Evpo.
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6 MOP®H AHMOXIOIIOIHXHX

6.1 I'h®oca donpociomoinong

(o) Amoutnoeic EFPIA

Yopeova pe v mapdypaeo 2.06 tov Kmdika Anpoctoroinong pe titho «IAdaooa Anpocioroinongy,
«H onuoaiomoinon yiverou oty ylwooa mov mpofiémerar amo tov edviko kawdika s avtioroyns Evwong -
Mélovgy. 2vvietdror ot Etaupeies - MéAy vo mpofaivovv ce onuociomoinon otqv oyyliky yiwooa,
OOUTANPOUOTIKG TPOG TV DTOYPEWTIKY ONUOTIOTOINGY OTHV TOTIKN YADOTOO (EQOGOV aUTH OLAPEPEL ATO THV
oyyAKn) ».

(B) IMoArtukn tov Opirov Ipsen
H avagopd dnpoclonoteital 1660 oty TomKN OG0 KOl 6TV ayYAIKN YADGGO.
(y) Tomkég mopdpuerpot yuo tnv EALGSQ

H avagopd dnpoctomoteital otny EAANVIKN 0G0 Kol TNV 0yYAKN YADGGO.

6.2 Mlat@déppa dnpocionoineng

(a) Amortnoeig EFPIA

Xoppova pe v topdypago 2.04 tov Kddwa: «H onuoctomoinon umopei vo. oievepynbei ue Evoy omo
TOVG KOTWTEP TPOTOVS, EPOCOV OEV EIVOIL EUTLOTEVTIKN Kol amevOOVETOL aT0 0PV KOIVO.

(i) Me avaptnon otov 1ototomo ¢ ayetikng Etoupeios - MéLovg, adupwva ue v mapaypogo 2.05,
(i) 2e KeVIPIKN TAOTPOPUQ, OTWS EIVOL 0TI THS AVTIOTOLYNS KUPEPVHONG, pLOUITTIKOD 1 ETOYYEAUOTIKOD
popéa, opyaviauov n Evwons - Méiovg, vmo tov 0po 0Tl ) ONUOGIOTOINGH TOV TPAYUATOTOIEITOL OE
KEVIPIKNY TAOTPOpUo Tov Exel avomtvylet ue mpwtofoviio Evwans - Mélovg Ba dievepyeitol, ato uétpo
TOV OVVOTOD, GOUPOVO UE TH oour] Tov Topoatifetor ato Tapaptyuo 2 ws wopamoury.»

Eniong, ta éyypapa g EFPIA mpocBétovv 0t1 «Eav pia Etoipeio - MéLog dev edpevel i dev Exel
Ovyotpikn N ovvoeoeuEVy etoupeio. oty ywpo. oty omolo. oleCayel ™) Pacik) TOL OpooTHPLOTHTO. O
Amodéxtng, n ev Aoy Eroupeio - MéLog opeiiel vo, onuoaiormoiel tis oyetikes [lopoyés katd tpomwo mov
ovvaoder ue tov eBvikd Kwoika TG ywpog oty omoio O1eCayel ) POTIKH TOD OpOCTHPLOTHTA O
Amooéxtng.»

(B) MoArtikn Tov Opirov Ipsen
H Ipsen avaptd v avaeopd g o€ TAATQOPLLO. 1] IGTOTOTO, GOUPMOVO LE TIG ATt oELS TOV Kdoka
Anpooctomoinong kot Atapdvelag, €ite TPOKELTAL Y10l TOV 1IGTOTOTO TNG ETOUPEING €1TE Y10 KEVTIPIKN

TAATOOPLLOL.

34



ME®OAOAOTITKO THMEIQMA AHMOZIOIIOIHEHX. EFPIA > I p 5 E N
EAAAAA :

Innovation for patient care

[Tépav TG ONUOG10TOINoNG G TOMIKT TAATPOPUA 1] TOTIKO 1GTOTOTO, OAEG Ol TOTIKES OVOPOPES TNG
Ipsen onpocilomolovvion emiong UEC® TOV  ETOIPIKOL 1TNG 1OTOTOMOL OTNV  1GTOGEAIDN
http://www.ipsen.com/en/commitment/transparency-and-trust/.

2V 01K TEPITT®OT 01OV 0 ToMKOg Kddkag dtapdvelag amattel tn 01poctonoinoem g avapopds
0TOV 10TOTOTO NG etopeiog Ko 1 Ipsen dev €xel dpeon mopovsion 6T GLYKEKPLUEVT YDPO, Kot
EMOUEVMG Ogv dlabéTel Tomikd 1otdToTO, ot [Tapoyéc npog E.Y./E.Y.®. avaptdvtal pdévo 6Tov ETaupiko
wotoTomo g Ipsen.

(y) Tomxkég amoutnoelg yuo v EALGO

H etoupeio ooppova pe t11g datdéeig tov apbpov 66 mopayp. 7 tov N. 4316/2014 (PEK A 270) kot
ue tov Kaodwka Agovioroyiog yio Ty Tpo®dOnomn TV GLVTAYOYPAUPOVLEVOV QUPUAK®Y TOV ZUVOEGHOV
dopuaxevtikov Emysipnoewv EALGoog (EDEE), 6mmg 1oydel, GLAAEYEL Kot ONLOGLOTOLEL OVOUOGTIKA
OTNV 10TOCEAIDN TNG Kot 6TV €101KN 16T0ceAda Tov EOvikod Opyavicpod Oapudkwv (EOD) kdbe
mopoyn mov yopnyel mpog tpitovg Emayyelpatieg Yyeiog kot Emotnuovikovg Yystovopukovg Oopeis.
Tomum avopopa HEC® TOL ETOLPIKOV 16TOTOTOL otV 16TOGEALDO
http://www.ipsen.com/en/commitment/transparency-and-trust/.
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7 ATAXEIPIXH ATA®OPQN

(o) Amoutnoeic EFPIA

Yopeova pe v mopdaypago 3.01 tov Kaddika Anpoctiomoinong pe titho «Anuociomoinon ave,
Amodéxtny, «O1 ayetikég Tlopoyég umopovy vo, avopepoviar GOYKEVIPWTIKG. OV, KATHYOPLa, EPOGOV 1]
ovoAvtiky onuoaioroinon tifeton oty oiabeon (i) tov oyetikov Amodéxtn kou/n (ii) TV apUOdIWV
OPY OV, KOTOTLY GYETIKOD OITHUATOG. »

2opeova pe v mapdypapo 2.06 tov Kddwa Anpoctomoinong pe titho «Nouor xai oratdcels mepl
TPOGTATIOS TOV AmoppPHTOLY, «Aev Tpoflémetar diooikaaio TV omoia opeilovy va tpodv ot Etaupeies
- MéAn yra ty owoyeipion epwthuatwv E.Y. n E.Y.®., obte mpoflémetar arov Kawdika vmoypéwon
emaAnbevong dedouévav ue tovg E.Y. 1§ E.Y.®. mp1v aro t onuoaioroinon. Qotoco, yio Adyovs opOng
TPOKTIKNG, OOVIOTATOL OTIC ETOIPEIES VO EPOPUOLOVY  OLOOIKACIES OLOYEIPIONS EPWOTHUATOV KOl
eviuépawong twv E.Y.IE.Y.®. wepi 100 TEPIEYOUEVOD TV ETIKEIUEVDV ONUOTIOTOIGED VY.

Yopeova pe ta yypaga e EFPIA | «Or Etaipeies - Médn Oa mpemet va Eyovy vmoyn tv vmoypéwan
™m¢ mopaypapov 3.01 wote vo amodekvOovY OTL 01 ONUOGIOTOGEIS TOVS HTAV OKPLPEIS KOTA TOV YPOVvo
atov omoio élafov xwpo, o€ TEPITTWAN TOV TPOKOWEL GYETIKN KOTOYYEALQ, KOI VO, OTAVIODY 0T
OUTHUOTO TOD GYETIKOD ATOOEKTN 1] TV OPUOSIDV OPYDV).

(B) Iolrtwn tov Opidov Ipsen

Zopeova pe v odnyia 95/46/EK, ta tpdcmma ota omoio avapépovtat ta dedopévo (E.Y. kat E.Y.D.)
EXOLV T KOTMOTEP® SUKOMLOTOL

«Awaiopo TPOGRUoNS TOV TPOSOT®V VTV oTo dgdouéva [...] To dikaimpa vo emtuyel ond Tov
vrevBuvo g enelepyaciog:

(o) eErevBepa kO AmEPLOPIOTA, GE ELAOYO YPOVIKA dlacThTA KO Ywpig vepfoikn kabvotépnon 1
damdvn:

mv emPePainon 6t vIapyeL 1 Oyt enelepyacio dEGOUEVOV TOV T 0POPOVV KABMG Kot TANPOPOPiES,
OYETIKA TOLAGYLOTOV LLE TOVG GKOOVG NG emelepyaciog, Tig katnyopieg dedouévmv vto enelepyacia,
TOVG OTOOEKTEG N TIG KOTIYOPIES OMOEKTMV GTIG OOIES OVOKOIVMVOVTOL Ta 0£d0UEVD QLT

TN YVOGTOTOINGCT, UE EOANTTO TPOTO, TV 0EO0UEVAOV VIO enesepyacio KabDg Kot Twv dabéoiumy
TANPOPOPLAOV GYETIKA LE TNV TPOEAEVLGT| TOVG,

TNV EVINUEPMON GYETIKA LE TN AOYIKT TNV omoia otnpiletan KaBe avtopatomonuévn eneéepyocio TV
dedouévemv  To. omoilol  avaPEPOVTIOL OTO. TPOCMOMO, OVTH, TOVAUYICTOV OTNV TEPINTMOON TOV
OLTOUATOTOMNUEVOV amOPAcE®Y ToL ApBpov 15 mapdypapog 1,

(B) xoatd mepimtwon, ™ oW0pOHwon, ™ dypaen N 10 KAEWBOUA TOV OEdOUEVOV TOV OTOi®V M
emeepyacio dev eivar GOLEOVN TTPOG TIG JATAEELS TNG TOpOovoag 0dNYiag, Wiwg Ady®m eAMTOVG 1
avakpPois yopakTipa TV dedoUEV@V,

(y) v xowvomoinon o€ tpitovg, 6ToVg omoiovg Exovv avoakowmBel ta dedopéva, kdbe 016pOmwong,
daypagng N KAEWOUOTOG oV dievepyeitan ovupmvo pe to otoreio (B), epdoov 10HTO dev gival
adLVATOV 1 0V TPOHTOBETEL SLGAVALOYES TPOSTADELES.
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Awaiopo avtitaEng ToV TPOGMOTOV GTO OTOI0 AVAPEPOVTAL TAL OEOOUEVAL: [...] (0) VO OVTITAGGETOL OV
TACO, GTIYUN, Y10 EMTOKTIKOVS KOl VOUOVG AOYOUG GYETIKOVG LE TNV TPOCMTIKY TOV KATAGTAOT),
oV eneepyacio TV 0e0UEVOV TOV TO APOPOLV, EKTOC 4V otV €Bvikn vopobesio opileton GAA®G.
Ye mepintmon atioAoynuévng avtitaéng, n eneepyacio oev umopel TALOV va aQopd To dEOOUEVAL
oVTA.

(B) va avtitdooetal, Kat' aitnon Tov Kol 0MPEAV, TNV ENEEEPYACIO TOV OEGOUEVOV TPOCOTIKOV
YOPOKTN PO TNV omoia mpotifeTatl va Tpoypatorooel o vrevbuvog enelepyasiog pe dSpacTnPLOTNTEG
Yo TNV TPpo®ON oM TPOIOVTI®V N

VoL EVIILEPMVETOL TTPLV GO TNV TPDTI OVOKOTVOON TOV 0E00UEVOV TPOCSHOTIKOD YOPAUKTNPA GE TPITOVG
N T YPNOWOToiNcon Tovg Yo Aoyaplacud tpitwv pe okomd tn deaymyn €pguvag HEGH TOL
TOYVOPOUEIOD Kol VO, TOV TTapEYETaL pNTd T dikaimpo vo avtitaydel Swpedv mTpy amd TV avaKoiveon
N TN XPNOLOTOINCT».

Mo Adyovg CLUHOPP®ONE TPOG TOV KOVOVIGHO V1o TV TpooTacio Towv dedouévav, 1 Ipsen epapuolet
avtioToyyn dwadikacio exiAvong dtagopwv. Kdabe epdmua 1 katoyyeiio Kotoypleetol KEVIPIKA Kot
napakorovBeital. Katomy deEodikng avdivong tov epotiratog, 6Aot ot aitodvteg Aapupdvovv
QTAVINGOT LE TN LOPYPT ETIGTOANG VIOYEYPAUUEVNC omd TNV Ipsen.
H dwdikacio avth £yl g 61d)0:
- Na anavtioet otig koToyyehie kot epomoelg tov E.Y./E.Y.®. evtdg evddyov ypdvov Bacel
NG TOTIKNG vopoleaiag.
- No vrdpéet opyavouévn dadikocio S1otnciog 6€ TEPIMTTOOT TOL TPOKVYEL S1POP (TOTIKY
Emtpomn Awgdverag g Ipsen).
- No odwocporicer v evmuépmon g avapopds deavens, pe Pdon Tovg vopkovg
TEPLOPIGUOVGS, EVTOG 2 UNVOV.

H dvvatdmra tpoceuyng ot dwdikacio exilvong dtapopmdv mapéyetal o OAovg toug E.Y./E.Y.D.
OTOKAEIOTIKA HEGH TOL «OElYHATOG EMIOTOANG €miAvong Opopdv», TO0 0omoio Hmopovv va
mAepopt®oovy amd tov 1otdtomo ¢ Ipsen. Ilpotod mapdoyet omolesdNmotTe TANPOPOPIES
ATOVIOVTOS G€ KATOwo epdtnua, 1 Ipsen {ntel amodektikd otoryeio TG TALTHTNTAG TOL OLITOVVTOG,.

(y) Tomxég mapaperpot yia tnv EAAGOa

ATOVINGELS O EPOTNUOTO KO EMGTOAESG EMIAVOTG SLOPOPDOV:

IPSEN MEIIE, Ay. Anuntpiov 63, AAIMOXZ — AOHNA, 174 56, EAAAAA
THA: 00 30 210 9843324, ®AZ: 00 30 210 9887911

WWW.ipsen.com

E-MAIL: ipsenepe@ipsen.com
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8 ITPOXAPTHMATA

8.1 Koowog Anpocromoinong EFPIA

http://transparency.efpia.eu/the-efpia-code-2

8.2 K®owkag Asovroroyiog XDPEE

https://www.sfee.gr/kodikas-deontologias/

8.3 K®owa Anpocronoinong XPEE - Xvyvég Epotioeig

https://www.sfee.gr/kodikas-dimosiopiisis-sfee/

8.4 Xvyvég Epomioeic Kodwka Anpocionoineng EFPIA

http://transparency.efpia.eu/uploads/Modules/Documents/efpia-disclosure-code-your-
questions-answered-march-2016.pdf
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