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HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Enzalutamide Accordpharma 40 mg emikaAVUpEVE PE AETTO DUEVIO dloKid

Enzalutamide Accordpharma 80 mg emikaAvUpEVE PE AETTO VUEVIO dloKid
Enzalutamide Accordpharma 160 mg emikaivppéva pe Aentd vpévio diokio

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Enzalutamide Accordpharma 40 mg emukaAvppéva pe AerTd LUEVIO doKia
Kabe emxaroppévo pe Aemtd vpévio diokio mepiéyel 40 mg eviolovtauion.

Enzalutamide Accordpharma 80 mg emukoivupévo, pue Aertod vugvio dioKio
KdaPe emucoroppévo pe Aemtd vpuévio diokio mepiéyel 80 mg eviolovtauion.

Enzalutamide Accordpharma 160 mg emkoivppéva pue Aentd vUEVIO JIoKia
Kdabe emucoroppévo pe Aemtd vuévio diokio mepiéyel 160 mg eviaiovtapuion.

INa Tov mpn katddoyo v exdoywv, BA. Tapdypago 6.1.

3. ODAPMAKOTEXNIKH MOP®H
Emwaioppévo pe Aemto vuévio diokio (Siokia).
Enzalutamide Accordpharma 40 mg smkoivupuéva pe Aertd vuévio diokia

Kitpwov ypdpoatog, otpoyyvrod oynuatog, nepitov 10 mm, emkoAvppuéva, ue Aertd vuévio diokia,
yopayuéva pe to «L 1» ot pia Thevpd ko yopig kopio £vosiEn oty GAAN TAELPA.

Enzalutamide Accordpharma 80 mg emkolopupéva pe Aemtd vuévio dokio
Kitpwvov ypdpatog, ofdA oyfquatog, tepimov 17 x 9 mm, exikodlvppévo pe Aemntd vuévio diokia,
yopaypéva pe to «L 2» omn pio mAevpd Kot yopig kopio £vogiEn oty GAAN TAELPA.

Enzalutamide Accordpharma 160 mg emuaAvppévo pe Aentd vuévio Siokia
Kitpwvov ypopatoc, ofdA oxfuatoc, mepimov 21 x 11 mm, emkaAvppéva pe AeTTO LUEVIO dloKia,
yopaypéva pe to «L 3» ot pia mhievpd kot yopig Kapio EvosiEn oty dAAn TAELPA.

4. KAINIKEX TAHPO®OPIEX
4.1 OgpomevTiKég evOEitelg

To Enzalutamide Accordpharma gvdeikvotat:

o ®¢ povobBepaneio 1 o cuvdVAGUO pe Bepameio avOPOYOVIKOL OmOKAEIGLOD Yia TN Oepameio
TOV UM UETAGTOTIKOV, 0pUovoevaictntov kapkivov tov tpootdrn (nmHSPC) e froynuim
vroTpomn VYNA0Y kivduvov (BCR) og eviilikeg GvOpeg ot omoiot dev givar KatdAAnAot yia
axktvobepaneia dStiowong (BA. Tapdypapo 5.1).

e vio TN Ogpameio TOL PETACTATIKOV, OpHOVOELAicONTOL Kapkivoy Tov tpootdrn (MHSPC) g
EVIAIKEC AvOpeC 6€ GUVILACUO pe Bepameio avdpoyovikoy amokieiouov (PA. mapdypao 5.1).

e vio T Ogpameio TOL U LETAGTATIKOD VYNAOD KIVOHVOL OVOEKTIKOD GTOV ELVOLYIGUO
kapkivov tov mpoatdtn (CRPC) e eviiikeg avopec (PA. mapdypago 5.1).

e yw N Bgpaneio Tov petactatikod CRPC og evijlikeg dvdpeg ot omoiot eivat acLUmTOUATIKOT
N N0 CLUTTOUATIKOL ETELTOL OO OTOTVY i TG Oepameiog oTEPNONG AVOPOYOVAOV KOl GTOVG
omoiovg 1 ynuetobepoameia dev evoeikvoton akdpa kKAvikd (A. wapdypapo 5.1).

e via 1t Bgpaneia Tov petactatikod CRPC og evilikeg avopeg TV 0moiwVv 1 VOGOG £XEL
eEeMyBetl katd ™ dudpkela 1 petd amd Oepomeia pe S0GETAEEAT.



4.2 Aocoloyia Kol TpémTog yoprynons

H évapén tng Bepameiag pe eviorovtapnion Kot 1 exifreyn avtig Tpémet vo yivetol omd e101K00g
10TPOVG EUTELPOVS OTNV 1ALTPIKT Begparmeia TOV KapKivOL TOL TPOSTATN.

Aocoloyia
H ocvvietdpevn d6on eivar 160 mg evlorovtapidng(téocepa emtkalvppuéva pe Aemtd vUéEVIo diokia

tov 40 mg 1 dvo emkaivppéva pe Aemwtd vuévio dokia twv 80 mg 1 éva emKaAVUUEVO LE AETTO
vuévio dokio tov 160 mg) og epdmal and oTéUATOG NUEPTTLL OOT.

O QUPHOKEVTIKOG ELVOLYICUOG LE VO OVAAOYO TNG EKAVTIKNG OPLOVIG TNG YPIVOTPOTOV OPLOVIG
(LHRH) 60 mpémet va cvveyileton kotd ™ dudpketa s Bepaneiog acBevav pe CRPC 1 mHSPC mov
dev &yovv vroPAnOei o yepovpykd evvouyicuo.

Ot acBeveic pe nmHSPC pe BCR vynio0 kivddvou pmopovv va vofAnbovv e Bepamneia pe
evfodovtapidon pe N xopig avaroyo LHRH. I'a acBeveig mov Aapfdavovy eviolovtapion pe 1 yopig
avaroyo LHRH, 1 Ogpaneia pmopei va avactorel epdoov dev givor duvath n aviyvevon tov PSA (<
0,2 ng/ml) petd and 36 efoopddeg Bepancioc. H Oepaneia Oa npémel va apyicel Eovd dtav 1o PSA €yet
avéndel og > 2,0 ng/ml yuo acBeveic mov eiyav vroPAndei Tponyovpévmg priikn TPOGTATEKTOUN 1| OE =
5,0 ng/ml yi0 acBeveig mov eiyav vroPAnbel Tponyovpévag o aktvobepaneia TpmTNG Ypouung. Edav
t0 PSA eivan aviyvevowo (= 0,2 ng/ml) uetd omd 36 efoouddeg Oepanciog, n Oepaneio Oo npémnel va
ocvveylotel (BA. mapdypago 5.1).

Edv évag acBevic mapodeiyet va mapel Ty evioaAovtopuion tn cuvion dpa, 1 CLVTAYOYPUPOVUEVT|
doon mpénel va AapPdvetar 660 10 duvaToV TANGIESTEPA 0T GLVHON ®pa. Edv évag acBevig
maporeiyet pia 66om yio pio oAoKANpM NUépa, 1 Bepameio Tpémet vo emavalapuPavetal TNV ETOUEVN
nuépa pe T ocvvnon nuepnolo d6om.

Edv évag acBevig epoavicet to&ikotnta Babpov > 3 1 pio un avext avemBountn evépyeta, 1 d6om
TPENEL Va, SlakomTETON Yo pia efdopdada 1 £m¢ 0ToL To CLUTTOHOTA PeATiI®OOVY 6€ Babud < 2, kot
oTN GLVEXELN VO, emavaineOel 1 1dta M pia petwuévn do6om (120 mg i 80 mg), edv avtd artioroyeitat.

Tovtoypovy ypron ue woyvpois ovaotoieic CYP2CS

Edv givai gpikto, 1 towtdypovn xpnon woyvpdv avactorémv tov CYP2CS npénel vo amopevyetal.
Edv otovg acbeveic mpémet va suyyopnynOel Evag 1oyvpdg avacstoréas Tov CYP2CS, n 660 ¢
evfodovtapidng mpénet va pewwbei ot 80 mg pio popd nuepnoing. Edv n cuyyoprynon tov 16yvpod
avaotorén Tov CYP2CS8 dwokonet, 1 660m ¢ evioAovTapiong Tpénel va ETGTPEYEL 6TN dOGT TOV
YPTOLOTOLOVVTOY TPV atd TNV Evapén Tov 1oyvpov avacstoréa tov CYP2C8 (BA. mapdypago 4.5).

Hliciouévor
Agyv givarl avaykaio 1 Tpocapuoyn e 60omg o€ nAKiopévoug acbeveic (PA. mapaypdeovg 5.1
Kot 5.2).

Exnrwon the nrotikis AEItovpyiog

Agyv givon avaykaio 1 Tpocappoyn g d0ong oe acbeveic pe Nmia, PETpla 1 coPapr| EKaTMON TNG
nratikng Aettovpyiag (Katmyopio A, B 1 I' katd Child-Pugh avtictoya). Qotdco xel mapatnpnbei
avénon tov ypdvov nuicelag Cmng g eviorovtapiong oe acbeveic e coPapn EKATOOT TG NTATIKNG
Aertovpyiag (BA. mapaypdeovg 4.4 kot 5.2).

Neppikn ovolertovpyio.

Agv glval avaykaio 1 TPocuproyn TG 000G o€ acbeveic e Nmio 1} LETPLO VEQPIKT) OVGAELTOLPYIN
(BA. mapdypogo 5.2). Zuvietdtol Tpocoyn o€ acheveic e cofapr| VEQPIKT SVGAELTOLPYIL 1] VEPPIKT
v660 TeEAIK0D oTadiov (BA. Tapdypapo 4.4).

THoudrotpixos tAinBoouog
Agv vapyetl oxeTiKn pNomn g eVEEAOLTAUIONG oTOV TAdATPIKO TANBVGUO Yia TNVEVIEIEN TNG
Oepamnciog tov CRPC, tov mHSPC 1 too nmHSPC pe BCR vynAod kivduvov og evijAKe AvOpeg.



Tpoémog yoprynong

To Enzalutamide Accordpharma mpoopiletat yia yprion and otopatoc. Ta emkaAvppéva pe Aentd
VUEVIO dlokia dev mpémel va kOPBovtal, vo cuvOAiBovTal 1 Vo Lac®dVTOL OAAG TPETEL VO KATATIVOVTOL
0AOKAN PO LLE ETOPKT] TOGOTITO, VEPOV, Kol UTOpEl va. Aapfdvovtal Pe 1 xwpig Tpoen.

4.3 Avtevositeac

YrepevoioOnoio ot (oT1c) OpacTtiki(£c) ovoia(eg) 1 o€ Koo amd o £KO0YE TOL AVOPEPOVTOL GTNV
Tapdypoo 6.1.

IMovaikeg mov glvan | umopel va peivouvv &ykveg (PA. mapaypdapovg 4.6 Kot 6.6).

4.4 E1dwkég TPoEdOTOU|GELS KUl TPOPVAGEELS KATA TN (pion

Kivovvog eminmtikev kpicewv

H ypnon g eviolovtapidng £xel cuoyetiotel e emnntikég kpicels (PA. mapdypago 4.8).

H amdépaon yio tn cvvéyion g Oepanciog o€ acbeveig mov epgavifovyv emANTTIKES KPIGELG TPETEL VAL
Aappdvetal avd mepinTmon.

20vdpopo omichiog avaoTPEWIUNG EYKEPUAOTABELNS

"Eyxovv avaeepbel omdviec avapopég Tov cuvdpopov omicOiog avactpéyiung eykeparonddeiog (PRES)
o€ acbeveig mov AapPavovv eviolovtapidn(PA. tapaypaeo 4.8). To PRES eivar pio ondvia,
AVOOTPEYIUT, VEVPOLOYIKT dtataparyr], 1 omola pwopel vo ekdnimbel pe paydaio eEgMocoueva
GUUTTMOUOTO, CUUTEPILOUPBAVOUEVOV ETAMTTIKOV KPIGEDV, KEPAUAAAYING, GVYYVONG, TOPAMONG KoL
GAL®V OTTIK®V Kol VEDPOAOYIK®OV dlatapaydv, UE 1 yopig oxetilopevn vréptaon. H didyvmon tov
PRES anottet emPePainon pe ameikoviotikég eEeTAGELS TOV £YKEPAAOV, KATE TPOTIUNGT) LOYVITIKY|
Topoypapio Tov eyke@diov (MRI). Zvviotdton dtokom g eviaiovtauiong oe acbeveic mov
avantoocovv PRES.

Agvtepoyeveic Kopiec Kakonbeiec

Eyovv avaeepBei mepiotatikd dgvutepoyevdv Koplmv kakondeidv og acbeveig mov Elafav
ev{oAovTapidnoe KMVIKEG HEAETEC. Xe KAVIKEG UEAETEG PAoNG 3 Ta, 10 GLYVA ovaQEPOUEVE, GLUPAVTA
o€ acbeveig mov Elafav eviaAovTapidn Kot LEYOADTEPO OO TO EUKOVIKO PAPULAKO, NTOV KOpKivog
0vpoddyov koG (0,3%), adevokapkivopa mayéog evtépov (0,2%), kapkivopa amd petafatikd
emOnA10 (0,2%) ko kakonOeg perdvoua (0,2%).

O aoBeveic Ba mpémetl va cupfoviedovial GUEGH TO 10TPO TOVG EAV TAPATIPTIGOVY O HEld
YOGTPEVTEPIKNG QUUOPPAYIOG, LOKPOGKOTIKY] OLATOVPIN 1) GAAN CUUTTOUATO 0TS duGovpia N
EMITAKTIKY QVAYKN 00pNong Kota T dtdpkela g Oepaneiog pe eviorlovtapion.

Tavtdypovn ypnon pe GALL QAPUOKEVTIKA TPOTOVTOL

H evlolovtapion eivar Evag 1oyppog enaywyéag evEOU®MY Kol UTOPEL VoL 001YNGEL GE ATMAELD TNG
QTTOTEAEGULATIKOTNTOC TOAADV EVPEING YPTTEMS POPLOKEVTIKOV TPOiovTV (BA. Tapadeiypato otny
TAPAypoeo 4.5). ZUVETMOG UK OVOCKOTNGT TV GUYYOPTYOULEVOV POPLOKEVTIKOV TPOIOVIMV TPETEL
va dteEdyeton kKatd v Evapén tng Oepameiag pe eviolovtapidn. H tavtdypovn yprion g
ev{oAOVTAUIONGIE POPUOKEVTIKE TPOTOVTA TTOV Eival ELOUIGONTA VTOGTPOUATA TOAADY HETAPOAKOV
evQopov 1 petapopeis (PA. Tapdypapo 4.5) mpénet yevikd vo amopedyeTaL GV 1) OEPATEVTIKT TOVG
dpdion elvar peyding onuociog yio Tov acbevi), kot 4v 01 TPOGOPUOYES TNG 0O0NG OEV UITOPOVY
g0KoAa Vo, TpayaToTotn 0oy BAcEL TG TaPAKOAOVONONE TG ATOTEAEGLATIKOTITAG 1) TOV
GUYKEVIPMGEMV GTO TAAGLO.

H ovyyopiiynon e Bapeapivn kot avtimnktikd opotdlovta pe kovpopivn pénetl va amopedyetat. Edv
N evlaAovTapidon cuyyopnyeitot pe éva ovTimnkTikd mov petaforilerar amd to CYP2C9 (dnwg
Bappapivn 1 acevokovpapoin), tpénet va degoybel emmpdobetn Tapakorovdnor tov Atebvoig
Kavovikomompévov Adyov (INR) (BA. mapdypapo 4.5).



Neppkr| dvoiettovpyia
Amnatteiton mpocoyn oe acbeveic pe cofapn veppikn ducAettovpyia kabmg 1 eviolovtapion dev €xet
peietnfet o€ avto Tov TANBLGUO aGOEV@V.

2ofapn Ekntwon TG NIATIKG Asttovpyiog

Mo avénon tov ypdvov nuicelag Cong g eviaiovtopiong éxet mtopatnpndel oe acbeveig pe coPfapn
EKTTOON TNG NTATIKNG AgrTovpyiag, Thoava cuoyeTICOUEVT LE TNV AVENIEVT] KOTAVOUN GTOVS 1GTOVG.
H kA onpacio avtig e mapatipnons Topapével AyvaoTn. 61000, avaIEVETIL £V
TOPOTETAUEVO YPOVIKO AGTNLA Y10 VO PTAGOVY Ol GUYKEVTIPMOGELS GTT] GTOHEPOTOINUEVT] KOTAGTOOM
Kol 0 XpOVOC LEYXPL VO EMTEVYDEL 1] LEYIGTN QPOPLOKOAOYIKT dpAcT KoOmG Ko Ol ¥pOvoL yia TV Evapén
Kol peimwon g eviopukng erayoyng (PA. mapdypapo 4.5) unopei eniong va avé&nbovv.

[pdc@atn Kapdlayyelokn vosog

2116 peréteg eaong 3 amokAeiotnikay acbeveic pe TPOGPATO EUEPAYLLO TOV LLOKOPSTIOV (KOTE TOVG
terevTaiong 6 pnveg) N aotadn ot Bdyyn (katd Tovg Tehevtaiong 3 PNVES), KAPILOKT OVETAPKELL
ratnyopiog I 1 IV katd New York Heart Association (NYHA) ektog av to kKAdopa eEmdnong
aptotepng kokiag (LVEF) > 45%, Bpadvkapdio 1 un eheyyOpuevn véptact. Avtd TpEmel va
Aappavetar vToOYT v 1 EVEOAOLTANION GLVTAYOYPAPEITAL GE CVTOVG TOVG AGOEVELS.

H Bepancio avdpoyovikod amokAelsov unopei va topoteivel o didotnuo QT.

e ao0eveig e 16ToPIKO 1 VTOPEN TOPAYOVI®V KIVEHVOL Yo TapdTact Tov dacthpatog QT kot o
acBeveic mov AapPdvouy TanTOYPOVE PAPLAKEVTIKA TPOTOVTO TOV EVOEYETOL VO TAPATEIVOLY TO
dwwomuae QT (BA. mapdypago 4.5), ot Oepdmovteg watpoi tpénet va a&loloyovv to 160lhylo
0péLoVC-KIvOOvoy cupmepiiapfovouévng g nilfavomrag yio eppdvion Torsade de pointes Tpv v
évapén g eviolovTapionc.

Xpnon pe ynueobepansio

H acpdlelo kot 1 amoTeAeGLOTIKOTNTO, TG TOVLTOYPOVIG XPNONG TS EVEOAOLTOUIONG UE
KLTTOPOTOEIKN YMuetobepamneio dev Exel texunpumbel. H cuyyopriynon g eviolovtapiong dev éxet
Kopion KAVIKG OTILOVTIKY ETIOPOCT) OT1 QAPUOKOKIVITIKY TG EVO0QAEPLag doontaléing (BA.
Tapdypoo 4.5). Qo1060, 0ev UTOPEL V. AMOKAEIGTEL o, aDENGT ELPAVIONS OVLOETEPOTTEVING
EMOYOUEVNG Ao T H0CETAEENN.

2oPoapég depUaTIKES AVTIOPAGELS

Me 1 Ogpamneia pe eviaiovtapion, £xovv avaeepdel coPfapic deppotikég avemBOUNTEG EVEPYELEG
(SCARs), ocvpmeprhapfoavopévov Tov cuvopopov Stevens-Johnson, Tov pmopet va etvon amethntikég
v ™ (oM M Bavatneopes.

Kozd ™ ovvtayoypdenon, ot acOeveic o mpénet vo, eveEpOVOVTAL Y10, TO, GNUEIN KOl TOL GUUTTMLOTOL
KOl VO, TOPAKOAOVOOVVTOL GTEVA Y10 SEPUATIKEG AVTIOPAGELG.

Edv exkdnlobodv onpeia kot copntdpota ov vrodnidvoovy avth Ty avtidpaocn, n evEOAOVTOUION
Oa mpémetl va dtokomel apécms kat va eEeTaoTel TO EVOEYOUEVO KATAAANANG EVOALOKTIKNG Oepameiag.

Avtidpdoeig vrepgvoicnaciog

AvVTI0pacElg LITEPELOIGONGIOC EKONADVOVTOL LUE CLUTTOUOTO TTOL TEPIAAUPAVOVY, OAAG dEV
nepropifovtor oidnua Tpoc®ToV, YAOCOAS, Xeilovg 1 pdpvyya, N e&dvOnua £xovv mapatnpndei pe
gvlodovtapion PA. mapdypao 4.8).

H eviolovtouidon oc povobepaneio og acbeveic pe nmHSPC pe BCR vynAol Kivévvou

Ta anoteléopata g perétng EMBARK cuvictovv 6t i eviolovtapion og povobeponeio kot og
ovvdvacud pe Bepaneio oTEPNONG OVOPOYOV®VY OeV givar 10000VaLES BEpamEVTIKEG EMAOYEC GE
acBeveic pe nmHSPC pe vymiov kivdvvov BCR (BA. mapaypdeovg 4.8 kar 5.1). H evlodovtapion o
ouvdvacud pe Bepaneio otéEPnong avopoydvmy Bewmpeital 1 TPOTILOUEVT BEPUTEVTIKT EMAOYN EKTOG
amo TIG TEPIMTAOGELS OTIC OTOiEC 1| TPocHN KN Bepameiog oTépnong avdopoydvmv pumopet vo od1nyNnoel o
un amodektn toikdtnTa 1 Kivouvo.



Avcoeayia mov oyetileton L T HopEY| TOL GKEVAGUATOC

"Exovv vrdp&et avapopés ac0evdv Tov avIineTdmeoy SVGKOAMA 6TV Kotdmoon e eviaiovtapiong,
ouUTEPTAAUPAVOUEV®Y avapop®dV TTViYoD. Ot SUGKOMEC GTNV KATATOGN KoL TO ETEIGOAIN TVIYUOD
avaEEPON KV KUPI®G Y10 TN LOPPT TOL KOWOKiov, 1) omoia oyeTileTan eVOEXOUEVMG LE TO PEYOADTEPO
péyebog Tov okevdopatos. Ao Tpémel va divetar odnyia otovg acbeveic va Koatanivouv ta diokio
0AOKAN PO LE ETOPKT TOCOHTNTA VEPOU.

"Exdoya
To @dppoaxo avtd mepiéyel Aydtepo amd 1 mmol vatpiov (Aydtepo amd 23 mg) avé eTKOAVUPEVO e
AETTO LUEVIO d1oKi0, gival owTO OV ovopalovue «ehevbepo vaTpiovm.

4.5 AlMiemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTA KoL dAAES popPES ahinienidopaong

Avvntikn enidpoon GAA®V QUPLOKEVTIKAOV TPoiovTeV otV £kbeon otnv evlaAovTaLion

Avaoroleic oo CYP2CS8

To CYP2C8 diadpopatilel onpoavticd poro otnv amoBoin ¢ evoAoLTAUIONG Kol GTO GYNUATIGLO
ToV gvepyol petaforitn g Metd v amd GTOUATOC YOPHYNCT TOL 16YXVPoL avactoréa Tov CYP2CS,
g yepePpoliing (600 mg 600 popéc nuepnoing) ot vyteig dvdpeg, 1 AUC g evioiovtapiong
avéndnke kotd 326%, evod 1 Crax TG eviolovtapidng peimdnke kotd 18%. I'a to ohvoro g
adéapevtng eviaAovTopiong pe tov adécuevto evepyod petaforitn, n AUC avéndnke kotd 77%, eved n
Crax pewwbnke xatd 19%. Ioyvpol avactolreis (ww.y. yeppiBpoliin) tov CYP2C8 npénet va
AmTOPEHYOVTOL 1] VO, YPTCLLOTOLOVVTOL IUE TPOGOYT KaTd TN d1dpKela tng Oepomeiog pe tnv
gvlorovtapion. Eqv otovg acbeveig mpémet vo cuyyopnyeitan £vag 1oyvpog avactoréog tov CYP2CS,
N 86on g eviaiovtapiong mpénet vo pewwdet oe 80 mg pia popd nuepnoiong (PA. mtapdypago 4.2).

Avaotoleic tov CYP3A4

To CYP3A4 dwdpapatilel pkpod poro 6to petafoiiond g eviorovtapuiong Metd and v and
GTOUOTOG XOPNYMNoN TOV 16YLPOL avacTorén Tov CYP3 A4, g rtpakovaloing (200 mg pio popd
nuepnoing) ot vyieic avdpeg, 1 AUC g evlorovtapiong avéndnke katd 41% evd 1 Cmax TopEUEIVE
apetapAnm. o to cuvoro g adécuevtng evioAovTauiong pe Tov adécuevto evepyd petafori, 1
AUC av&nbnke kotd 27% evd M Ciax Tapépeve Eovd opetdfintn. Aev etvon avaykoio 1 Tposoppoyn
g d0omg otav N eviarovtopion cuyyopnyeitan pe avactoreis tov CYP3A4.

Eroywyeic twv CYP2C8 kou CYP344

Metd v and 6topaTog Yop1ynon tov pétpov enaymyéo CYP2CS8 kat tov 1oyvupol enaymyen
CYP3A4, ¢ prpaumikivng (600 mg dnaé nuepnoimng) ot vyeig dvdpeg, 1 AUC ¢ eviaiovtapiong
pali pe tov evepyo petafoiritn g, pelwbnke katd 37%, eved 1N Crax TAPEUEIVE AUETAPANTN. Agv
ATOITEITOL TPOGAUPLOYN TG 0OGNG OTaV 1| vioAovTapidn cuyyopnyeital pe enaymyeic tov CYP2C8 1
CYP3AA4.

Avvntikn enidpoon g evioiovtonidong otnv £kbeon oe GALL QUPUAKEVTIKG TPOTOVTO,

Eroywyn eviduwv

H evloiovtapion eivar évag 1oyvpog emaywyéag eviouwmy Kot avédvel T obvBeon morllov evidumy Kot
LETAPOPEDV. ZVVETMG, OVOLEVETAL OAANAETIOPOOT) LE TOAAA VPEiOG YPNONG PUPLOKEVTIKA TPOTOVTAL
oV gival vrooTpOpaTa 1| LeTAPOpEic Twv evibpmv. H peimon 6Tig GUYKEVIPOGELS TOL TAAGLOTOG
umopel va glvat GNUAVTIKY, KOl Vo, 03N YHOEL GE ATIMAELD 1] LEIDMGOT) TOV KMVIKOD Om0TEAEGATOC,
Emiong vapyet évog kivouvog yia avénuévn ocvovleon evepyov petafoltav. Ta évivpa mov propet va
gnoy0obv meptiapPavovy to CYP3A oto frap kot 1o éviepo, ta CYP2B6, CYP2C9, CYP2CI19 ko
™V ovpVo 5'-d1pmoo-yAvkovpovosvitpavepepaon (UGTs -culevyuéva yAvkovpovida).
Opiopévor petapopeic uropotv emiong va exayfodv, OIS 7). 1| TOAVPAPUIKEVTIK OVTIGTAGT] TOV
oyetileton pe mpmteivn 2 (MRP2) kot t0 TOATERTIOO PETOPOPAS OPYOVIK®Y oviovTov 1B1
(OATP1BI1).

In vivo peréteg €xovv dei&el 611 1 eviohovTapion eivat évag 1oyvpog emaymyéag Tov CYP3A4 ko évag
pétprog emaywyéag tov CYP2C9 kar CYP2C19. Zuyyopriynon eviaiovtapiong (160 mg pio popd
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nuepnoing) pe epdmoé and otdpoTog 060€1C TV evaictntwv vrootpopdtov tov CYP e acBeveic e
KapKivo Tov TPooTdtn 0dnynoe o pio peioon 86% otnv AUC g daloAdung (vrdeTpmLo Tov
CYP3A4), pia peimon 56% ommv AUC ¢ S-Bapeapivng (vroéotpopa tov CYP2CY), ko pio peiomon
70% omv AUC g openpalding (vrootpopa tov CYP2C19). H UGT1A1 pmopel emiong va
enayeTol. Xe po KAMvikY) perén o acbeveic pe petactatikd CRPC, n eviaiovtopion (160 mg pio
©opa NuepNcimg) dev elye KMVIKG GNUOVTIKY] ETLOPOOT] GTN POPLOKOKIVITIKY] TNG EVOOPAEPiImG
yopnyovuevng docetacéing (75 mg/m? pe éyyvon kéde 3 efdouadec). H AUC tng ocetaléing
peimdnke kotd 12% [yeoperpucodg pésog Aoyog (GMR) =0,882 (90% CI: 0,767, 1,02)] evd 1 Crax
peimdnke kot 4% [GMR = 0,963 (90% CI: 0,834, 1,11)].

Avopévovtotl OAANAETIOPACELG UE CUYKEKPIUEVE QUPUAKEVTIKA TPOIOVTO TTOV OOPAAAOVTOL LECH
petaforiopov 1 pécm evepyol petapopds. Edav 1 Beparevutikn toug dpdomn givor peyding onpaciog
YL Tov asBevr), Kat 01 TPOGApPLOYES TG 000G dev glvar ebKOAO va TTpaypaTonotfovy Bacet Tng
TOPOUKOAOVONGNC TNG AMOTEAEGUATIKOTNTAG 1] TOV GVYKEVIPDCEMY GTO TAGGHO, TOTE QVTH TO
QOPUOKEVTIKA TPOTOVTO TPETEL VO, ATOPEVYOVTAL 1] VO PTCULOTOLOVVTOL LE TPOGOYT]. Y TAPYEL VTTOYial
0T 0 Kivouvog Yo NroTikn PAAPN HETA amd yopynon TapakeTaOANg eivor peyaddtepog oe acbeveic
7ov vofdAlovral Tavtdypova og Bepameia pe emaywyeic eviduwy.

O1 opAdEG TV POPUAKEVTIKMV TPOIOVIMV OV UTOPEL VAL EMNPEAGTOVV TEPIAAUPAVOVY, OAAL dev
nepropifovtot oe:

*  Avadyntikd (.. ovtavOAn, TPOUOOOAT))

*  Avtotikd (m.y. KhapiBpopvkivn, do&ukvkiivn)

*  Avtapkvikoi mapdyovieg (m.y. koumolita&édin)

o Avuemnmtkd (m.y. kopPopalenivn, kKhovalemaun, eoavotoivn, Tpiuioovn, Bainpoiko o&d)

*  Aviyoymowd (m.y. aAomepdOAn)

«  AvilBpoppotikd (m.y. 0cEVOKOLUAPOAN, Bapeapivr, KAOTIO0YPEAT))

e PB-omokAeloTtég (T, PLoOTPOAOAN, TPOTPAVOLOAT|)

*  AmoxAelotég Stoviwv aoPeotiov (m.y. SATialépun, pehodutivr, VIKapdmivn, vigedimivn,
Bepamapiin)

*  Kapduokéc yhvkooideg (mw.y. dryo&ivn)

*  Koptkootepoeidn (m.y. deEapuedalovn, mpedvilodovn)

*  Avtukd HIV (m.y. wdwafipn, prrovaBipn)

*  Ynvotkd (r.y. Swalemaun, widalolaun, Colmdiun)

*  AvoGOKOTAGTOATIKA (T0.). TUKPOALLOVC)

*  Avaotoieig avtiiag Tpwtoviov (w.y. openpaloin)

*  Xrtotiveg mov petaforiilovion pécw tov CYP3A4 (m.y. atopPaoctativn, cypuPactotivn)

* Tlapdyovteg tov Bupeoetdoig (w.y. Aefobvpo&ivn)

To mTApeg duvapukd eroywyng g evorovtapiong umopet vo un copuPet péypt tepimov 1 pva petd
v évapén g Bepomeiog, dtav enttevyfovv ot GLYKEVTPOGELS TN EVEOAOVTAUIONG 6TO TAGGUN OE
oTafepomoUEVN KOTAGTAGT, 0V KOl KATOLEG EMTTMGELS TNG EXNYWYNG UTOPEL vaL lval EUQaVEig
vaopitepa. Ot acBeveic Tov AapPdvouy PapUaKELTIKA TPOTIOVTO TO. OTTOI0 EIVOL VTOGTPOUATO TOV
CYP2B6, CYP3A4, CYP2C9, CYP2C19 1 UGT1A1 npénet va a&loroyodvTot yia mhavi ammAeia
TOV QOPLOKOAOYIKDV eMOpaoemv (] avénon TV eTdpAocemy 6 TEPIMTMOGELS 6oV oynuotilovral
gvepyol petafolitec) Kotd ™ didpKeln TOL TPMOTOL pnva g Bepoaneiog pe eviolovtapidn, Kot Tpémet
va g€etdleTon n TPposaproyn TG 06oMG 6oL evogikvutat. Aapfdvovtag vdyn To HeydAo ¥povo
nuioelog Long g evladovtapiong (5,8 nuépeg, PA. mapdypoao 5.2), ol emdpdoelg oto Evivpo umopel
VO ETPEVOVV Y10L EVOL UVO 1) TEPICTOTEPO LETA TN S10K0TN TG EviolovTapidne. Mia otadiokn
peimon g 606MG TOL GLYYOPTYOVUEVOD PUPLOKEVTIKOD TPOTOVTOG UToPEl va etvat amapoitntn Kotd
T daKonn TG Bepameiog pe evCoAovToUion.

Yrootpwuaro twv CYPIA2 kor CYP2CS

H evlalovtauion (160 mg pio popd nuepnoimc) dev TPOKAAESE KAVIKE GNULOVTIKT LETAPOAR OTNV
AUC 1 6V Chax ™¢ kKa@eivg (vmootpopa 1ov CYP1A2) 1§ g moyAttalovng (VmdoTpLLo TV
CYP2C8). H AUC ¢ moyArtalovng avénbnke katd 20% evd 1 Cax pEIOONKE Katd 18%. H AUC



Kot M Cmax TNG KaQEIVNG petddnke katd 11% ko 4%, avtictorya. Agv evdeikvutat 1 Tpocapproyn g
doong dtav cuyyopnyeitan Eva vrootpopa tov CYP1A2 1 tov CYP2C8 pe v eviolovtapion.

Yroorpauaza e P-gp

In vitro dedopéva Katadekviovy ot 1 eviolovtapidn pmopel va gival ovacTOAENS TOV LETAPOPED
ekpong P-gp. M e avaotaitikny dpdon g eviolovtauiong, oe otabepn katdotoomn, oty P-gp
mapoTNPHONKE G P LEAETT GTIV 0010 GUUUETEY AV 0GOEVELG e KOpKivVo TOV TPOoTATN TTOL EAafov
eQamaé amd oTOHTOC d0oM dryolivng mov mePIEyEL AViXVELTH UE VTOGTPONO TG P-gp mpwv ko
Tavtdypova pe v evioiovtapion (n cvyxopnynon akolovdnce TovAdylotov 55 nuépes dmas
nuepnoing doomng 160 mg evioiovtapiong). Ta exineda g dryo&ivng 610 TAGGHO LeTPONKOV pe
YPNON EMKLPOUEVNC SOKIHAGTAG VYPNS YPOUATOYPapiag-didvung pacpatopetpiog palac. H AUC kot
N Ciax TG Sryo&ivng avénbnkov xatd 33% kot 17%, avtictorya. Ta gappakevtikd Tpoidvia pe otevo
Bepamenticd €6pog mov gival vooTpdpaTo TG P-gp (7). KoAykivn, ete&iikn dafryotpdvn, dryo&ivn)
TPETEL VO, YPTCILOTOIOVVTOL LLE TPOGOYT OTOV GUYXOPTYOLVTAL e EVIAAOVTOUION Kol pmopel va
amotn Ol Tposappoy” g 606MG Yia T ST pNon TV BEATIGTOV GUYKEVIPOCEMY GTO TAAGLLOL.

Ernidpaon ouig epyaotnpiores doxiués

e aoBeveig mov Ehafav Oepamneia pe evioiovtopion, aveEdptnta anod ) Oepaneio pe dtyo&ivn, £xovv
Swmotwbel yeuddg avénuéva enineda dryo&ivng 6to TAAGUHA Le TN SOKIUT 0VOGOTPOGIOPIC OV
UIKPOG®UOTIO IOV ynuelopotavyelag (CMIA). Zuvenmg, To anoTEAEGUOTO TOV EMMESMV O1YOEIVIG GTO
TAao U ToV TTpokOTTTOLY amd T CMIA mpémel va epunvevovtal Le TPocoyn Kot va emPefaidvovtal
He GAAOV TOTTO SOKIUNG TPV OO OTOLOONTOTE EVEPYELD GYETIKA LE TIG dOGELS dryo&ivng.

Yroarpauoro the BCRP

Xe otafepomompévn Katdotaon, 1 evialovtapidn dev mpokdAEsE KAIVIKG GNUOVTIKY] LETOPOAN OTNV
£x0gom 0T0 VIOGTPWOLLA TOV AVIYVELTH TPMTEIVIG avTtioTaong kapkivov Tov poctov (BCRP)
pocovPactativn og acheveig pe Kapkivo Tov mpootdtn mov Elafav epimas amd oTONNTOS dOOT
pocovPactativn Tpv Kot ToTtodypova pe eviorlovtauidn (n cvyyopniynon akorobnce tovidyiotov
55 nuépeg ana& nuepnoing d6ong 160 mg eviorovtapiong). H AUC tng posovPactativng peiddnke
katd 14%, eved N Cmax a0ENONKE KaTd 6%. Aev amorteiton Tposapoyn Tng 660Ms OTAV VIOGTPMLLOL
g BCRP cuyyopnyeiton pe v eviorlovtauion.

Yroorpawpazo twov MRP2, OAT3 ko1 OCTI

Me Bdon ta in vitro dedopéva, M avactol e MRP2 (oto évtepo), kabmg kot Tov petagopéa 3
opyavikoV aviovtog (OAT3) ko tov petagopén 1 opyovicov katdvrog (OCT1) (cuotnikd) dev
LTOPEL VO OMOKAEIGTOVV. OemPMTIKE, 1) EXOYOYT] AVTOV TV LETAPOPEWVY glvarl emiong duvatn, Kot To
Kka0apd anotéAesa Eival TPOC TO TOPOV GyVmGTO.

Dapuoxevtind mpoiovro mov wapoteivovy to draotnue QT

Koabmg 1 Oepameio avdpoyovikod amokAelcpuod pmopei vo, mapoteivel to dtdomuo QT, 1 tavtdypovn
yxpNoN TG EVEOAOLTAPIONG LE POPLOKEVTIKA TPOTOVTO TOV Elval YV®OTE OTL TAPATEIVOLV TO SIAGTNLO
QT 1 poappakevTIKd TPOTOVTO TOV £Y0VV TN dLVOTOTNTO Vo ndyovy Torsade de pointes 6mwG

Tééng TA (7. Kividivn, dtoomopapion) N tééng I (.. apmdapdvn, GOTaAOAN, SOPETIAION,
1PoVTIAION) avTIppLOUIKE EOPUOKEVTIKG TPOTOVTA, HEBAOOVN, LOEIPAOEAGTVT], AVTIYLYMGIKE, KAT.
npénet va, a&loAoyobvtol TpocekTikd (PA. Tapdypago 4.4).

Emdpdoeig g tpoeng otnyv £kBeom e eviolovtopion
H tpoon dev £xel Khvikd onuovtikn enidpoon oto Pabud g éxbeong oy eviodovtapion. Ze
KAvikég dokipég, 1 eviaiovtopion yopnyndnke xmpic t Ayn Tpoenc.

4.6 Tovipétnra, kOMoN KM yorovyio

Tuvaikec o avorapaymykr nikio

Agv vrapyovv dedopéva 6Tov AvOpmo Yia T xpron ¢ eviaAovTapiong KaTd TNV KONoN Kol TO
TAPOV PUPUOKEVTIKO TPOTOV dEV TPOOPILETal yio XpoT GE YUVaikeG oL PpicKovTol og
avamopay®ykn nAtkio. To mapdv eapuako evosyetal va tpokaiéost BAAPN oto ayévvnro maidi n)
mBovn amofoArn edv Aapfdveton amd yovaikeg mov sivan £ykveg (BA. mapaypdapovg 4.3, 5.3 kot 6.6).
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AVTIGOAANYN GE AVTPES KOl YOVOIKES

Agyv givol yvooto gdv 1 eviolovtapidn i ot petafoAriteg g eivar TapoVTEG GTO GTEPUO. ATTaTeiTOL
TPOPLAOKTIKO KOTA TN SdpKeLo Ko yio 3 unqveg uetd tn Oepaneio pe eviodlovtapidn edv o acbevig
emdidetar o€ ceEovalikn dpactnplotnta pe £ykvo yovaika. Edv o acBevic emdideton oe ceEovaiikn
eMOON He yuvaika mov BplokeTal 6Ty avomapaymyikn nikio, Tpénet va ypnoiLomoteitot
TPOPLAOKTIKO Kol pio emmA&ov pEB0SOC avTIGVAANYNG KATA T JdpKELDL KO Yio 3 UNVEG LETE TN
Bepaneia. Melétec oe (Do KaTédeEav avamapaymykn to&idtnra (BA. mapdypago 5.3).

Kvnon
H evloiovtapion dev mpoopiletar yio ypnon oe yovaikes. H eviolovtapion avievoeikvotal o€
yuvaikeg Tov etvar 1| pmopet va petvoov éykveg (PA. mapaypdeovg 4.3, 5.3 kot 6.6).

OnAocuog

H evloiovtapion dev mpoopiletar yia ypnon o€ yovaikes. Agv gival yvooto edv 1 eviolovtapion
Bpioketon oto avBpdmivo yéia. H eviolovtapidn Kavn ot petaforites tng anekkpivovtal 6To Yoo
TV apovpaiov (PA. Tapdypago 5.3).

Tovipétnta
Meréteg oe {oa katédel&ov OtL 1 evioAoVTAUION EXNPEAGE TO AVOTAPAYDYIKO GUGTNUO GE
APGEVIKODS 0povpaiovg Kot okvAovg (BA. mapdypaeo 5.3).

4.7 Emopaceils otny IKavoTnTo 001Y161S KUl YEIPLEUOD UMY OV LATOV

H evloiovtapion evoéyetar va £xel HETPLO EMIOPACT] GTNV TKAVOTNTO 00N YNOTG KO XEPIGLOD
pnyovnudtov Kadog Exovv avagepBel yuylatpucd Kot vVEuporoylkd cupfavia copmeptlopuavoprévng
g emnNTTikng kpiong (BA. mapdypago 4.8). Ot acheveic Do Tpémel va EVNLEPDVOVTUL Y10 TOVG
TOOVOUE KIVOHVOLC VO EKINADGOLY EVOL WYUYLOTPLKO 1] VEDPOAOYIKO GUUPAYV KT TNV 001ynon 1 tov
YEWPLOUO punyavnuatov. Agv Egovv degaybel peléteg yuo v a&loAdynon v emdpace®y g
ev{oAoVTOUIONG OTNV IKAVOTNTO 0OTYNONG KOL YELPICUOD UNYOVTLATOV.

4.8 AvemOOunTeg evépyereg

[epiinym Tov TPo@il acdAeLag

O1 mo ovyvég avemBounteg evépyeieg etvan eEacBévion/komwon, EEay, VTEPTAOT], KATAYHOTO, KO
TTOON. AAAEG ONUAVTIKES AVETBOUNTES EVEPYELES TEPIAOUPAVOLV 10YOLUKT KAPOLOKT] VOGO KOt
EMANTTIKEG KPIGELC.

EmiAnntikn kpion mapovcidotke oto 0,6% twv acBevov mov érapav eviaiovtapion, oto 0,1% twv
acBevav mov Elafov ekovikd eappoko kot 61o 0,3% tov dobevav mov Edafav Pikaiovtapion.

"Exovv avapepbel ondviec TepmTtdoELg Tov GLVOPOUOL oTicHag avasTpéYuNg EYKeQOAOTAOEI0G OE
acBeveic mov EhaPav eviodovtapidn (PA. mapdypoeo 4.4).

"Exet avapepBei ochvdpopo Stevens-Johnson pe ) Oepaneio pe evioiovtopion (BA. mapdypago 4.4).

Kotdhoyog avemBountev evepyelmv 6e Loper Tivaka

O avemBduntec evépyeieg Tov mapatnpNONKaY KaTd T S1APKELD KAMVIKOV HEAETOV Ttopatifevtal
TOPOKATO OVA KOTryopio ocuyvotntog epedvions. Ot katnyopieg cvyvotntog epnedavions opiloviotl og
aKoAoV0mg: oAV cuyves (= 1/10), ouyvég (= 1/100 émg < 1/10), oyt ovuyvég (= 1/1.000 émg < 1/100),
onaviec (> 1/10.000 éw¢ < 1/1.000), woAdd omavieg (< 1/10.000), un yvootic cuyvotntag(dev umopody
va ektiunBovv pe Baon ta dSwbéciua dedopéva). Eviog kabe katnyopiog cuxvotntog ELeAvIong, ot
avemBvunTeg evépyete mapatiBeviat katd eBivovsa oelpd cofoapdTnToc.

Mivakag 1: AvemOuunTeg evEPYELES TOV AVAYVOPICTNKAY GE EAEYYONEVES KMVIKEG DOKINEG KOL
RETE TNV KUKLOQOPid TOV QUPRAKOV



Koatyopia/opyoaviké
cUGTNLO COPPOVE IE TO
MedDRA

AvemOOUNTES EVEPYELES KOL GUYVOTITO

Awotapoy£ Tov aipoTog Ko
TOV AEUPIKOY GUGTILOTOCG

Oy ovuyvég: Aevkomevia, ovdeTeponevia
Mn yvootig cuyxvotntoc*: BpopPorevia

Awtapayég Tov
0VOGOTONTIKOU GUGTILATOS

Mn yvootig cuyvotnToc™: oidnua mpoc®mov, oidnua YAOGsoc,
oidnua yeilovg, oidnua edpouyyo

MetofoAkég Kot S1UTPOPIKES
StoTapayEg

Mn yvootig cuyvotnToc™: petwpévn opeén

Yoylatpikég datapoyég

Zoyvég: dyyog
Oy ovyvég: omtikn wevdaicOnon

Awtopayég Tov vevpikon
GULGTNLOTOG

Xoyvég: KeahaAyia, EmNPeacUev LV, apvnoio, dttopoyn
GTNV TPOGOYT, SUGYELGiN, GHVIPOLO OVIGLY®V TOSLDV, VONTIKN
dloTapayn

Oyt ovyvég: emAnrtikég kpioeict

Mn yvootig cuyvotntog™: chvdpopo onicOiog avacTpéyiung
gYKEQOAOTAOELOG

Kopdiakég dratapoyég Toyvéc: 1oyauuky Kapdiakh vosog
Mn yvootig cuyvotntog*: mapdtacn tov draotipatog QT (BA.
mopaypdeovg 4.4 kot 4.5)

Ayyelokég datapoyég IToAd cuyvéc: eEdyelc, veéptoom

laotpeviepikéc datapoyés

Mn yvoaotig cvyvotntoc*: duseayia®, vovtia, £UeTog, didppoia

Hratoyolkég datapoyég

Oy ovyvéc: avnuéva nratikd Evioua

Awotapayéc Tov 6EPUATOG Kot
TOV VTTOJOPLOV 16TV

Zoygveg: Enpo déppa, kKvopog
Mn yvootig ovyvotntoc*: moAdpopeo epvinua, chvopopo
Stevens-Johnson, g€dvinua

A0TOpay£G TOL LVOCKEALETIKOD
GULOTILOTOG KOl TOV GUVOETIKOV
16700

[ToA» cvyvég: Kotdypotot
Mn yvootig cvyvotntog™: pouaiyia, poikoi otacpol, Poikn
advvouic, ocpuolyio

Awotapoyég Tov
OVOTTOPOYYIKOD GUGTHLOTOG
KO TOV LOGTOV

Tuyvéc: yovarkopaotio, GAyog ONAAg pactod”, svaucOncio tov
pactov”

evikég drataparyéc Kot
KaTOoTAoELS ot 0éom

xopnynong

IToAVd cuyvéc: e€dvtinon, kdnwon

Kokooeig, dnintmpidoeic kot
EMMAOKEG DEPOUTEVTIKOV
YEPLOUDV

[ToAb cuyvéc: ntdon

* AvBopunTeg avaQopEG oo TNV EUTELPIO LETE TNV KVKAOQOPLO TOV QapHAKOL.

¥ Onag a&oroynonke and tomomompéva epatipata MedDRA (SMQs) tov «Znacpdv» cuumeptAapPavopévay Tmv
GTOCU®V, CTACU®DV YEVIKEVUEVNG ETANYING, GOVOETOV EGTIOKAOV EMANTTIKOV KPIGEDV, EGTIOKOV EXANTTIKAOV KPIGEMV Kol
status epilepticus. Avtd mepIAaPAVEL GTAVIEC TEPIMTAOCELS EMANTTIKOV KPIGEOV e EMTAOKES TOL 0dNY0oHV GE Bdvarto.

T Onog a&oroyndnke and tvromompéva epotiuato. MedDRA (SMQs) «Epgpaypa tov pookapdiovy kot « AAAN ootk
Kapdwk vOG0», GUUTEPIAOUPOVOLEVOVY TMV 0KOAOVO®Y TPOTIHOUEVOV Op@V TOL TAPUTNPONKAV 68 TOLAGYLGTOV dV0

ac0eveig o€ TOYOOTOMNUEVES EAEYYOLEVEG LLE EIKOVIKO PAPLLOKO LeAETEG aong 3: oTnOAyYM, oTe@aviaio VOGO, & LPPaYLLO. TOV

pookapdiov, 0&H Epepaypa Tov pookapdiov, o0& oTePavIaio cuvdpopo, actabng otBdyyn, wyopic Tov pookapdiov Kot

apTnpLOGKANpUVET| oTe@aviaiog aptnpiog.

I Meprhapfavel GAOVS TOVS TPOTYDUEVOVG OPOLG e TN AEEN «KdTayLo» GTO OGTA.

# AvemBounteg evépyeieg g evioiovtapiong og povodepaneia.

oo "Exovv vadpéet avapopés yio dvopayio, cupmepirappavopévav avapopav tviypov. Kot ta dvo engieddio ovapépOnkov
KUpiog e TN HopPn} TOL Kayakiov, To omoio oyetifeta evdeyopévag e To peyolvtepo néyebog Tov okevdopatog (BA.

nmapdypoago 4.4).

TIeprypoen emieyuévmv ovembountwy EVEPYELDV

Emi/nruxy kpion
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211g eheyydpeves kKhvikég perétec, 31 (0,6%) amd tovg 5.110 acbeveic mov vrofAndnkav oe Bepaneia
pe nuepnota d6or 160 mg evioiovtapiong epedvicay emAnmriky Kpion, evod t€ocepig acheveic
(0,1%) mov éhaPav ikoviko eapuako kot évag acdevig (0,3%) mov éhafe Prkarovtapion epedvicay
eMANTTIKY kpion. H d6om paivetal va amotedel onuavTikd TpoyvooTikd TapdyovTo Tov Kivovvou
EUPAVIONG EMANTTIKNG Kpiong, Onmg aviikatonpiletal and Ta TpokAvikd dedouéva Kot amd To
dedopéva amd o PeAETN KALAK®ONS TNG 000NG. ZTIg eAeyOUEVES KAMVIKES HeEAETES, eEaupénkay ot
acOEVEIC |LE TPOTYOVLEVT] EMANTTIKY KPioN N LE TOPAYOVTIEG KIVODVOD Y1 TNV EULPAVIOT ETANTTIKNAG
Kpiong.

e o dokiun povovd okérovg 9785-CL-0403 (UPWARD) yuo tnv a&loldynon g eninT®ong Tov
EMANTTIKOV KpioemVv o€ acbeveig pe mpodafesikong Topdyovieg Yio EKONAMOT ETANTTIKOV KPIGEDY
(amd tovg omoiovg 1,6% elyav 10T0p1Kd ETINTTIKAY Kpicemv), 8 amd 366 (2,2%) acBeveig mov Elafav
Oepaneio pe evlohovtapidn eupdvicay po emAnmtikny kpion. H didpeon didpkeio tng epaneiog nrav
9,3 unveg.

Agv givol yvootog 0 unyaviocpog LEC® Tov 0Toiov 1 eviaAovTapidn Uropel va HELOMCEL TOV 0VSO TOV
EMANTTIKOV Kpioewv, oALG B0 umopohce v GYETIOTEL e Ta dedopUEVA amd in Vitro NEAETEG TTOV
delyvouv 611 N evioAovTopion kot o evepyog petafoiitng Tng TpocdEvovTal Kot Umopet va
avaoTEIAOVY T SpacTIKOTNTO TOV S0VA®V TV 10VI®V yAopiov Tov GABA.

loyoyuxn kopoioxn vooog

& TUYOLOTOMUEVES KAVIKEG PEAETEG EAEYYOUEVEG LLE EIKOVIKO PAPLLOKO, 1] IOYOUIKT Kapdlokh vOG0g
gupaviomke 610 3,5% tov acbevav Tov Elafav eviolovtauidn kot ADT cuykpitikd pe 2% tov
acOevav mov Erapav eikovikd eappoko kot ADT. Askoatéooepic (0,4%) acbeveic mov rafav
evCarovtapidon kot ADT ko 3 (0,1%) acBeveic mov éhafav ekovikd pdappoko kot ADT eppdvicav
GUUPAV IO UUIKNG KapdloKN g VOooL oL 0dnynoe o€ Bdavarto.

> perétn EMBARK, 1 woyoipukn kopdiokr vocog epupaviotnke 6to 5,4% tov acbevav mov Edafav
Oepamneio pe evlohovtapion kot Aeumporidn cuykpitikd pe 9% tov acbevov mov Erafav
povoBepomeio pe eviorovtopion. Kavévag acbevic mov élapPe Oeponcio pe evioiovtapion kot
AELTPOALOT Oev epPVIcE GUUPAV 1oYALLIKNG KOPOLOKNG VOGOV TOL 001 yNceE o€ Bdvato, evd To
epopdvice évag (0,3%) acbevic mov éhafe povobepancio pe eviohovtopion.

Tovourouaaotio

> perétn EMBARK, yuvaucopaotio (kabe Badpod) mapoatmpndnke og 29 amd toug 353 acheveic
(8,2%) mov éhaPav Bepancia pe eviorovTopion Kot Aevmporidn cvykprtikd pe 159 amd tovg

354 acBeveic (44,9%) mov éhaPav povobepomeio pe eviolovtapidn. Ze Kavévay acbevn mov éhafPe
Oepamneio pe evlohovtapion kot Aeumporidn dev mopatnpndnke yovaukopastio 300 fabuov 1
avaTEPOL, EVO Tapatnpnnke oe 3 acbeveic (0,8%) mov édafav povobepaneia pe evioiovtapion.

Alyog Ondng nuoorov

> perétn EMBARK, dAyoc Oning pootov (kabe Pabuod) mapatnpndnke ce 11 amd toug

353 aoBeveig (3,1%) mov éhaPav Bepaneio pe evioAovtapuion Kot ASVTPOAIdT GUYKPITIKA pe 54 amd
tovg 354 acBeveig (15,3%) mov éhaPav povobepameio pe eviolovtapion. Xe kavévoy acbevi Tov
é\aPe Bepoameio pe eviolovTapion Kot AevmpoAion, 1 povobepomeio pe eviolovtauion, oev
mapoTnpnonke dhyog OnAng pactod 3ov Pabuov N avdtepov.

EvoioOnoio tov poorov

> perétn EMBARK, gvaieOnecio tov pactov (kébe fabduov) napatnpninke oe 5 amd toug

353 aoBeveig (1,4%) mov EhaPav Bepaneio pe evioAovtapuion Kot AEVTPoAIdN cuykpITiKa pe 51 amd
tovg 354 aoBeveic (14,4%) mov éhafav povobepoaneia pe eviolovtapidon. Xe kavévoy acBevi Tov
éhae Oepomeia pe eviolovtopion Kot AeLTPoAdN, 1 povobepaneia pe eviolovtapion, oev
mapoTnphonke svastnacio Tov pactov 3ov fabuov 1 avdTepoL.

Avo0opd mBavoLOYOLUEVOV OVETBOUNTOV EVEPYELDV
H avagopd mbavoroyodpuevov avemBOunTmv EVEPYEL®Y HETH amd T YOPNYNoN Adel0g KuKAOPOPiag
TOV PAPUOKELTIKOD TPOIOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakolovdnon g oyéong
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0PEAOVG-KIVOUVOL TOV QUPUAKEVTIKOD TPO1dVTOG. ZnTeitol amd Tovg emayyeALOTieS VYElnG val
AVOPEPOVY OTTOEGONTOTE TLOOVOAOYOVUEVES OVETIBOLUNTES EVEPYELES LECH TOVL EBVIKOV GLGTILOTOG
ovoeopds mov avaypdeetor oto [Hapdptmua V.

4.9 Ynepdooolroyia

Agv vdpyet avtidoto yio v eviolovtapion. e nepintwon vrepdocoloyiag, 1 Oepaneio e
evCoAovTapion TPEMEL VO GTAUOTNOEL KOl YEVIKA DTOGTNPIKTIKA LETPO TPETEL VAL EEKIVIIGOLV,
Aappdvovtag voyn to xpovo nuiceag Lmng tav 5,8 nuepmv. Ot acBeveig uropel va datpéyovv
aLENUEVO KIVOUVO EMANTTIKOV KPIcE®V PETA amd VTEPOOCOAOYIA.

5. ®APMAKOAOTI'IKEX IAIOTHTEX
51 ®@oppoxodvvopkEés 1010TNTES

DoppoKkobepameEVTIKT KATNYOPI: OVIOY®OVIGTEG OPLOVAVY KOl CUVAPELG TOPAYOVTES, OVTI-0VOPOYOVaL,
kwdikog ATC: LO2BB04.

Mnyoviopog dpdong

Eivar yvootd 6t 0 Kopkivog Tov Tpoctdrn gival euaicntoc ota avopoyove Kot avTamoKpiveTal 6TV
OLVO.GTOAN] TNG GNUATOSOTNONG LECH TOL LTOdOYE TV avdpoyovav. [lapd to yaumio N akdun Kot To
U1 oV veDOLUO ETIMESO TV OVOPOYOV®Y GTOV 0pO, 1| GNUATOSOTNON UEGM TOV VITOSOYEN TV
avopoyovev cuveyilel va mpowbei tnv e£€MEN g vooov. H diéyepon g avarnTuéng TV KoapKIvIKOY
KUTTAP®V HECH TOV LLOSOYEN TV AVOPOYOVAOV ATOLTEL TVPNVIKO EVTOTIGUO KOl décugvon Tov DNA.
H evfoiovtapion eivar £vag 1oyvpog avacTOAENS TG CNUATOOOTNONG HECH TOL VTOJOYEN TOV
avopoyOovmV Tov gumodilel S1dpopo oTAd0 GTO GNUATOOOTIKO LLOVOTTATL TOV VTOSOYEN TMV
avopoyovev. H eviadovtopion avacsTéAAEL aVTOYOVIGTIKE T1 GUVOEGT TV 0VOPOYOV®Y GTOVG
VTOJOYEIC TOV aVOPOYOVAV, KOl ETOUEVIOS OVASTEALEL TV TUPNVIKY UETATOTION TOV
EVEPYOTOUNUEVMV DTTOJOYEDV KOl OVAGTEALEL T1 GUVIEGT TOL EVEPYOTOINUEVOL VITOOOYEN TOV
avopoyovev pe DNA axoun kot 6ty pOOULoT TG vaepEK@PAcTS TOV VTOSOYEN TMV AVOPOYOVOVY KOl
0€ KOPKIVIKA KOTTOPA TOV TPOoTatn avBextikd og avti-avopoyova. H Bepaneio pe eviolovtapion
HELOVEL TNV aVATTLEY TOV KOPKIVIKMOY KUTTAP®Y TOV TPOGTATY] Kol UTopel va, TpoKarésel Bdvato ota
KOPKIVIKG KOTTOPO KoL DTTOYDPNGCT) TOV OYKOV. 1€ TPOKAVIKEC LEAETEG 1) ev{aAOVTOUION OTEPELTAL TG
dpdong Tov ay®VIGTY] GTOV LTOSOYEN TV AVIPOYOVAV.

Dappoxoduvakéc EmMOPACELS

e o kKhvikn dokyn eaong 3 (AFFIRM), acfevav mov dev avtamokpiOnkay 6€ mponyovuevn
wmueobepaneio pe doocetalédn, 1o 54% tv acbevov mov hafav Bepaneia pe evioiovtopion, Evavrt
1,5% twv acBevav mov dafav elkovikd @appako, eiyov tovAdyiotov 50% peioon amd ™ uéomn Tiun
Tov emmédmv PSA.

e o GAAN kKhvikn dokiun edong 3 (PREVAIL) ot acBeveic mov dev eiyav mponyovpévmg Adfet
mueobepameio ko EAafov eviadovtouion tapovciocay onuavIikd VYNASGTEPO TOGOGTO
avtamdKplong Tov 0AkoD PSA (opilopevn og peiwon = 50% oamd v apyikn Tin), 6€ GUYKPLoN e
Tovg acbeveic mov ElaPav gikoviko papuoaxo, 78,0% évavtt 3,5% (Srapopd = 74,5%, p < 0,0001).

e o khvikn dokiun eaong 2 (TERRAIN) ot acOeveic mov dev eiyav mponyovuévog Adpet
ymueobepamneio ko Edafov evigiovtapion tapovcsiocay onuavIikd vYNAGTEPO TOGOGTO
avTamoKplong oL oAkod PSA (opildopevn mg peimon > 50% amd v apyikr| Tiun), 6€ cGOYKPLoT| e
Tovg acbeveic mov EAaPav Prkarovtauion, 82,1% évavtt 20,9% (Srapopd = 61,2%, p < 0,0001).

e o dokin| povod okéAovg (9785-CL-0410) o1 acbeveig mov elyav Tponyovuévmg Aapet Bepomeio
duapkelag tovAdyiotov 24 efSopddmv pe aumpatepovr (cuv tpedvitovn), To 22,4% mopovciace
peimon > 50% amod ta apyd enimeda PSA. Xopomva pe 1o mponyolduevo 1otoptkd ynuetobepaneiog,
T0L TOGOOTA TV 00fevav pe peimon > 50% tov emmédmv PSA ftav 22,1% xat 23,2%, Y10, TIc OpAdES
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acBevmv oL dev lyov TPoNYOLHEVMG AdPet ynuelobepomeia Ko yia TIC OpAdEG acBeVDV oL €lyav
TponyovpEves AdPet ynuetobepaneia, avrictorya.

v KAwvikn dokyury MDV3100-09 (STRIVE) un petaotatikod kat petactatikod CRPC, ot acBeveig
mov élofav evloiovtapion mopovciacay onUAvTiKd VYNAGTEPO GUVOMKO T0G0GTO emPefatwpévng
avtondkpiong PSA (opilopevo wg pua peiwon > 50% amd v apytkn Tiun) oe oOyKplon pe acbeveic
7ov AdpPovay Brkarovtauidn, 81,3% évavtt 31,3% (Sapopd = 50,0%, p < 0,0001).

v kKhavikn dokiup MDV3100-14 (PROSPER) un petoctaticod CRPC, ot acBeveig mov éhafoav
gv{odovtapion kotédel&av onuovTikd vYNAoTEPO T0600To eMPePatmpévng andkpiong PSA (opilopevo
¢ o, peimon > 50% amd v apyikn i), 6€ GOYKPLoN He aobeveig Tov AduPavoy elkovikd QapuaKo,
76,3% évavt 2,4% (dwapopd = 73,9%, p < 0,0001).

KAwikn anotglecpotikdno kot ao@iielo

H amoteieopatikdmra g eviohovtapiong TekKpnpminKe Ge TPELS TUYOOTOMUEVES, ELEYYOUEVES LLE
EIKOVIKO PAPLLOKO, TOAVDKEVTPIKES KAMVIKEG pedétec paong 3 [MDV3100-14 (PROSPER), CRPC2
(AFFIRM), MDV3100-03 (PREVAIL)] mov d1ie&nydnoav o acbeveic pe kapkivo Tov mpoctdrn vro
eEEMEN, ot omoiotl eppdvicay e£EMEN g vosov vrd Bepaneia oTépnong avopoydvev [avdioyo LHRH
N émetta and apeotepomAevpn opyxektoun]. Xn pehétn PREVAIL evtaybnkav acBeveic pe
petactatikd CRPC mov elyav Aapel mponyovuévag ynuetobepansia, eved otn perétn AFFIRM
gvtaydnkav acOeveic pe petaotatikd CRPC mov giyav AdPel mponyovpévmg 006eTaEEAT Kot 6T
perétn PROSPER evtdyOnkav acBeveig pe pn petacstaticd CRPC. H amotelecpaticotnta og
acOeveic pe mHSPC tekunpidbnke oe pio Toyotomotnuévn, EAEYYOUEVN UE EIKOVIKO QAPUAKO,
TOAVKEVTPIKT] KAVIKT peAétn dong 3 [9785-CL-0335 (ARCHES)]. Mo, GAAN Tuyatomomuévn,
eLeYYOLEVN LE EIKOVIKO PAPULOKO TTOAVKEVTPIKT KAVIKY perétn edong 3 [MDV3100-13 (EMBARK)]
KatéderEe v anoterecpotikotta o€ acbeveic pe nmHSPC pe BCR vyniov kivdovov. Olot ot
acOeveic elyav Aapet Eva avdroyo tng LHRH 1 glyoav vmofAinbei o appotepdmAeupn opyekToun,
EKTOC €AV AVOQEPETUL OLOPOPETIKAL.

Y10 okéAN evepyol Bepameiog, 1 eviahovtauion yopnynhonke and tov 6touATOg 68 dOon 160 mg
nuepnoiomc. Xtig mévte kKAvikég peréteg (EMBARK, ARCHES, PROSPER, AFFIRM kot PREVAIL),
o1 acBeveig Adpfovay eIKovViKO QAPHOKO GTO GKEAOG ELEYYOL Kot Oev YpeldoTnKe va Aapupdvouv
Tpedvilovn.

O1 petaforég otn cvykévipmaon tov PSA otov opd and pdveg tovg dev anoterodv mévtote Topdyovo
TPOPAEYNS TOV KAVIKOU 0pEAOVC. ¢ €K TOVTOV, OTIG TEVTE LeAETEG VI PEE 1) GVOTAOT Ol a60evelg va
ocuveyiocovy va Aapupavouv Tig Oepameieg Tovg 610 TAAIGIO TNG HEAETNG HEXPL TNV IKOVOTOINGN T®V
KpUInpi®Vv avaeToANg 1 SIOKOTNE, OT®S 0V Td TPOcdopiloviot TapaKAT® Yo KOOE HeAET.

Meréty MDV3100-13 (EMBARK) (ao0gveig ue un peraorotiné HSPC pe BCR vynlod kivédvov)

> perétn EMBARK evtayfniav 1.068 acBeveic e nmHSPC pe froynuikn vrotponn vynion
KIvoHVoL TTov TuyalonomOnkay og ovaroyio 1:1:1 yio va Aapovv Oepameia pe and 6TdOUATOG
evfodovtapidon o 66om 160 mg pia popd nuepnoing pali pue ADT (N = 355), and otopatog
evfoiovtapidn og 66omn 160 mg pio popd nuepnoimg og Lovobepomeio, 0VOIKTNG ETICTLOVOTG

(N =355) 1 a6 otoOpH0TOC EUKOVIKO PapuaKo pia popd nuepncing pall pe ADT (N =358) (ADT
op1lopevo mg AevumpoAridn). OAot ol acbeveic giyav vroPAndei oe Tponyoduevn opiotikn Oepameio pe
pilicn Tpootatektoun 1 axtivobepaneio (cvumeptapupavouévng g Ppayvbepamneiog) 1 kot ta 6v0,
ue Oepamenticd okond. Ot acOeveig Enpene va £xovy eMPBEPUIOUEVT] U1 LETAGTOTIKN VOGO UE
Topromompévn ave&aptnn kevipikn alorldynon (BICR), e cuvdvacpod pe Proynikn vroTpony
VYNA0V Ktvduvou (opilopevn amod ypovo dimhactocpov Tov PSA <9 ufvec). O aoBeveig énpene
emiong va &govv TéG PSA > 1 ng/ml epdcov eiyav vroPAnbel mponyovpévmg oe prlikn
nmpootatekToun (Le 1 Yopig axtivobepomein) wg Bepomeio TPMTNG YPAUUNG Y10 TOV KOPKIVO TOV
wpootatn N Tinég PSA tovddyiotov 2 ng/ml ndve omd to vadip epdoov giyay vrofindei
TPONYOLLEVDG o€ akTvobepameio poévo. Ao T perétn amokieioTnkoy acBeveig mov siyov vroPAnOel
TPOTYOVUEVMG GE TPOGTUTEKTOWN KO )TV KOTAAANAOL VTOYN POt Yo aKTivobepameio S1dcmong
OTMG OpIoTNKE OO TOV EPELVTTH.
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O1 acBeveic otpopatorodnkay facet tov PSA katd t diahoyn (< 10 ng/ml Evavtt > 10 ng/ml), tov
1POVOL dMAaG1aGHOD ToL PSA (£ 3 unveg évavtt > 3 punveg €o¢ < 9 Univeg) Kot e TPOoTyOOLEVNG
oppovobBepaneiog (Tponyoduevn oppovobepaneio Evavtt un tponyovpevn oppovobepaneia). o
acBeveic Tov onoimv ot Tipég PSA ftav un aviyvevoueg (< 0,2 ng/ml) v efdopdda 36, n Oeponeio
avesTdAn v Bdopdda 37 kat, otn cvvéyeln, Eekivnoe Eava dtav ot Tipég tov PSA avénfnkay oe

> 2,0 ng/ml y1a acBeveig mov elyav voPAnbel mponyovpévmg oe Tpootatextoun 1 o€ > 5,0 ng/ml yu
acBeveic mov dev elyav voPAnbel mponyovuévmg oe mpootatektour|. ['a acbeveic v onoiwv ot
Tipég PSA ftav aviyvevoiueg v efdoudda 36 (> 0,2 ng/ml), n Oepaneio cuveyiotnke ywpig
AVOOTOAN PEYPL TNV EMITEVEN TOV KPLINPI®V 0p1oTIKNG dtakomng tng Oepaneiog. H Oepaneia
dlokomnke oprotikd otav emPefaiddnke axtivoloyikn e£EMEN pe KevTpkn aEl0AdYNoN KATOTTLY TG
OPYIKNG TOMIKNG AVAYVOOTG.

Ta Snuoypaekd Kot apykd yopaKTNPIGTIKA NTaY KAAG 1IGOPPOTNUEVE LETAED TOV TPLOY OUAd®V
Oepaneiog. H cuvoAikn didpeon nAkio Kotd v toyotoroinon nTov to 69 £t (evpog: 49,0 — 93,0). O
neplocoTEPOL 0obeveic 6ToV cLUVOAIKSO TANBLoUO NTav Agvkoi (83,2%), evd 7,3% ftov Acidteg kot
4,4% Mtav Mavpot. O dibpecsog ypovog dumhociacuod tov PSA ftav 4,9 unvec. To gfdounvta
TEGGEPA TOLG €KATO TV acBevmv glyav vtoPAindel Tponyovpévmg oe oprotikn Oepamneio pe plkn
TPOCTATEKTOUN, TO 75% TV acbevav eiyav vroPfindel mponyovpévmg oe axtvobepomeio
(ovumeptrapPavopévng g Ppayvdepanciog) kot 0 49% twv acbevav glyav vroBindel
TPONYOLEVMG Kal 6TIG dVo Bepameieg. To TpLdvia dVO 101G eKaTO TV acbevdv giyav Pabuoloyio
Gleason > 8. H BaBuoroyio Katdotaong Anddoong kotd ™ Zovepyaloduevn Oykoroyikny Oudda g
Avatolkng Akt tov HITA (ECOG PS) ftav 0 yuo 10 92% tov acbevov kot 1 yuo to 8% tov
aclevav katd v évtaén otn pHeAE.

H emBioon yopic petactiaocelg (MFS) fitav to Tp@tapyikd KatoAnkTikod onpeio o€ acbeveig mov
TuyotomomOnkay vo Adfouvv eviorovtauion kaw ADT og cOykpion pe acbeveic mov Toyaomomonkoy
va AMapovv ekovikd eappoko kot ADT. H emifioon yopig petactdosig opiotnke @g o xpodvog amd tnv
TUYOIOTTOINGT €MG TNV AKTIVOAOYIKT] €EEMEN 1 TO BdAvaTo Gt pEAETN, OTo0 GuVEPaLVE TP®TO.

Agvtepedovta KATOANKTIKA onueia mov eA&yyOnkav Yo moAlomAdTTA Kol a&loAoyndnkav fTov o
1POVOS ™G TNV TTPdodo Tov PSA, 0 ¥pdvog £mc TNV TpdTN PNOoT| VELS OVTIVEOTAUCTIKNG Bepameliag kot
N ovvoAlkn| emPicnon. Emumiéov dgutepedov kKataAnKktikod onueio mov eEAEyyOnie yio moAhamdlotnTo
nrav N enPioon yopig petactdoelc o€ aobeveig mov TuyaomoOnKkay va Aapovy eviaAovtapion g
povobepameio oe chykplon pe acbeveic Tov TuyaomomOnKay vo, Adfovv sikovikd eappako kot ADT.

O ovvdvacpog eviarovtapiong kot ADT kabmhg kot wg povobepaneio katédelEe oTATIOTIKA
onpavtikn Pektioon g emPimong ympic LETOOTACEL G GUYKPIOT] LLE TO GUVOLACUO EIKOVIKOD
oapudrov kot ADT. Ta kdpia dedopéva, yio TV amoteAesotikotnTo Topovctaloviat otov Ilivaka 2.

Mivaxkog 2: XOvoyn g amroteleopaTIKOTNTOG 6€ 0608veic mov Ehafav Oepaneio pe
gviarovtopion kot ADT, sitkoviké pappaxo kot ADT 1 eviaiovtapion og povodepansio 610
mhaiolo g perétng EMBARK (avaivon okomod Ogpansiog)

EvlalovTapion ko

Ewoviké @dppoxo ko

EvClalovTopion g

ADT ADT povoOepansio
(N =355) (N =358) (N =355)
EmBioon yopic peractiosis!
ApOuoc sopBaviav (%)* 45 (12,7) 92 (25,7) 63 (17,7

Awdpeon Tiun, unveg (95%
AE)?

A/E (A/E, AJE)

A/E (85,1, A/E)

A/E (A/E, A/E)

Avoioyia Kivdovov og
oY£0M LE TOV GLVOLOGLO
EIKOVIKOV QOpLAKOL Kol
ADT (95% AE)*

0,42 (0,30, 0,61)

0,63 (0,46, 0,87)

14




EviolovTopion ko

Ewkovik6 @appoko kot

Evioiovtopion og

ADT ADT povolepansia
(N =355 (N =358) (N =355)
Twn p yia ocbykpion pe
TOV GLUVOVAGUO EIKOVIKOD _
papudrov kat ADT? p < 0,0001 B p =0,0049
Adotnuo £0¢ Ty eEEMEN Tov PSAS
Ap1Oudg svuBaviov (%)? 8(2,3) 93 (26,0) 37(10,4)

Avdpeon Ty, punveg (95%
AE)?

A/E (AJE, A/E)

A/E (A/E, AJE)

A/E (A/E, A/E)

Avoiroyia kKivobvov og
oY£0M UE TOV GLVOVAGHO
EIKOVIKOD QOPHAKOL Kot
ADT (95% AE)*

0,07 (0,03, 0,14)

0,33 (0,23, 0,49)

Twn p Yo cbykpion pe

p <0,0001

TOV GUVOLOCUO ELKOVIKOD -- p <0,0001
opudrov kot ADT?

Aldotnpa g v évapln véag avtiveoriaopatikig Oepomeiog

ApBudg svpBaviov (%)’ 58 (16,3) 140 (39,1) 84 (23,7)

Awgpeon Tiun, unveg (95%
AE)?

A/E (A/E, A/E)

76,2 (71,3, A/E)

A/E (A/E, A/E)

Avoioyio kKivobvov og
oY£0M LE TOV CLVOVAGUO
EIKOVIKOD QOpLAKOL Kol
ADT (95% AE)*

0,36 (0,26, 0,49)

0,54 (0,41, 0,71)

Ty p yio cVyKpion pe

TOV GUVOVAGLO EIKOVIKOD p <0,0001 -- p <0,0001
Qapudrkov kot ADT?
Yovolki empBioon®
ApBuog cvpfavrav (%) 33(9,3) 55 (15,4) 42 (11,8)

Avdpeon Tyun, punveg (95%
AE)?

A/E (A/E, A/E)

A/E (A/E, A/E)

A/E (A/E, A/E)

Avoiroyio kKivdbvov og
oY£0N LE TOV CLVOVAGUO
EIKOVIKOD QUpHAKOL Kol
ADT (95% AE)*

0,59 (0,38, 0,91)

0,78 (0,52, 1,17)

Tuym p ywa cVyKpion pe
TOV GLUVOVAGLO EIKOVIKOD
Qapudrov kot ADT?

p=10,0153’

p=10,2304°

A/E = Aev gmutedybnke.

1. Atdpecog gpovog Tapakorovdnong 61 unvov.

2. Me Bdon to mpdipo cupPdrirov copPav (coktvoroykn eEEMEN 1 BAvatog).

3. Mg Bdaon tig extiunoeg Kaplan-Meier.

4. H avodoylo kwvdovov Bacileton og éva poviédo maitvdpdunons Cox Swaotpopoatomrompuévn katd PSA katd t dokoyn,

xpovo dimhaciaciod tov PSA kot mponyovpevn oppovobepaneia.

5. H apgimkevpn tyun p PaciCeton og pia dokacio log-rank dtaotpopatonomuévn katd PSA katd ™ dwehoyn, xpdvo

Sdumhoclocpov Tov PSA kot mponyoduevn oppovobepomneio.

6. Me Baon mv &EMén tov PSA ce cuppopemon pe ta kptripo g Opddog Epyaciog 2 yio tig kKAwvikég Sokipég kapkivov

TOV TPOGTATY.

7. Mg Baon v TpdTn ¥pNomn TG avTVEOTAAGLATIKNG Oepameiog Yio TOV KOpKivo TOV TPOGTATN UETE TNV apYIKN

a&oddynon.

8. Me Bdon pio mpokabopiopévn evdtdpeon avaivon pe nuepounvio dtokonnig cvAloyng dedopévav 31 Tav 2023 ko

Sidpeco xpdvo mapakorohOnong 65 unvov.

9. To anotéieopa dev TANPOVGE TO TPOKABOPIGHEVO apeinievpo eninedo onpavtikdmTag p < 0,0001.
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Metastasis-Free Survival (%)

O¢pameia ApIBuodg aoBeviov
15 4 EvCahoutapidn+ADT 365
0m] ------ Eikoviké @dppako+ADT

1 AlaoTpwparotroinuévn Sokiyacia log-rank: p=<0,0001
AiaoTpwpaToTroinuévn avaloyia kivdivou (95% AE): 0,424 (0,296, 0,607)

m

il & 12 18 24 an 38 42 48 54 &0 G 72 74 a4 a0 £l
Mrvag
Ev¢aloutapidn+ADT:
AoBeveic ot KivOuVo 356 an 324 318 304 292 281 265 241 234 180 118 B0 24 ] 0 il
Eikoviké @apuako+ADT:
AoBeveig o€ Kivduvo 358 333 321 303 240 258 238 pa 203 183 138 as 32 15 & 1 il

Ewova 1: Kaproieg Kaplan-Meier tng empioong yopis petactdosig 6to okélog Oepaneiog pe
gviarovtapion kor ADT évavti Tov okélovg Oepameiog pe eikoviko @dppoxo ko ADT o610
mhaiocwo g perétng EMBARK (avédiven okomot Oepameiog)

Metastasis-Free Survival (%)

Oepareia Ap1Bu6g aoBeviv
15 MovobBeparreia pe ev{aAoutapidn 355
ml ----=-- Eikoviké @dappako+ADT 353

5 4 AlaoTpwuaromoinuévn dokiyaoia log-rank: p = 0,0049
0l AiaoTpwparotroinuévn avaloyia kivduvou (95% AE): 0,631 (0,456, 0,871)
T T T T T T T T T T T T T T T T T

0 B 12 18 2 n 36 a2 40 54 B0 56 72 78 B 50 e
Mrvag
MovoBeparreia pe ev{aroutapidn ,
AcBeveig oe kivuvo " gE 342 3@ 308 207 273 280 47 228 208 171 108 52 26 5 0 0
Eikoviké @apuako+ADT:
AGBEVEIC OF KIVBUVO 358 335 321 303 280 280 23 221 203 193 138 o8 22 15 B 1 0

Ewoéva 2: Kaproieg Kaplan-Meier tng empioong yopis netactdoslg 6to okélog Oepaneiog pe
gvioiovtopion g povodepaneiog Evavti Tov okéhovg Oepameiog pe etkovikd eappoxo kot ADT
oto mhaicio g perétng EMBARK (avédivon okomot Ogpameiog)

Metd ) yopiynon ADT wg evioiovtopion kot ADT 1} wg swovikd eappaxo kot ADT, ta enineda
TECTOOTEPOVNG LLEWMON KOV YPTYOPX GE EMIMENH EVVOLYIGLOD KAl TOPEUEVAY YOUNAAL LEXPL TN O10KOTN
¢ Bepameiog otic 37 efoopadeg. Metd T dlKonY|, T EXITESU TEGTOGTEPOVIG ALENONKAV GTASIAKA
oY€00V 0TO apyIKA enimeda. Me v emavévapén g Oepamneiag, Emecav Eava o emimedo ELVOVYIGUOV.
210 okélog tng povobepamneiag pe eviolovtapnion, To eninedo T€6T00TEPOVNG OWENONKAV PETH TNV
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Evapén g Bepameiag Kot ETESTPEYAV OTO OPYIKA EMIMEDN LETA TN SloKOTH TNG. AVENONKAY Yo GAAN
pio popd petd tnv emavévapén g Bepanciog pe eviohovtapion.

Melérn 9785-CL-0335 (ARCHES) (aobeveic ue pueraotatico HSPC)

2 perétn ARCHES evtayBnkav 1.150 acBeveig pe mHSPC, ot omoiot tuyaomomOnkay pe avoroyio
1:1 o Mjym evlorovtapiong pali pe ADT 1 eikovikod poppdakov poali pe ADT (n ADT opiletar mg
avaioyo LHRH 7 appotepdmievpn opyextoun). Ot acOeveig Ehapav eviaiovtopuion ce d6on 160 mg
pia popd nuepnoiong (N = 574) 1| ewovikd eappako (N = 576).

KotdiAniot yuo évtaén otn pedétn nrov ot acheveic pe HETOOTUTIKO KOPKIVO TOL TPOGTATH,
TEKUNPLOUEVO LE BeTIKO ommvOnpoypden e 0oT®dV (Y10 06TIKT VOG0) N petactatikés eotieg oe CT 7
MRI (ywa véso parakdv popiov). Ot acBeveic otovg omoiovg 1 eEdmimon g vocov meploptlotay
GTOVG EMLYMPLOVE TLEMKOVG AEUPAGEVES OEV NTAV KATAAANAOL Yio EvTOén 6T HEAETT.

Ot acBeveic emttpenotay va £xovv AGPet €mg 6 KuKkhovg Bepameiag pe docetaléln, e v TedevTaio
yopnynon g Bepamneiog va £xel ohokAnpwOel evtdg 2 unvav mpv and v nuépa 1, yopig va £xovv
evoeilelg eEEMENG NG VOGOV KOTA TN SIIPKELD 1) LETA TNV OAOKANpmoN NG Bepameiog e 00GETAEEAT.
Amoxdeiomnkav ot acOeveig e Yoot 1 TOAVOLOYOVUEVT EYKEQPUAIKT LETAGTACN 1) EVEPYN VOGO
GTNV OPOYVOEDT UVLYYO 1 LE IGTOPIKO EMANTTIKGV KPIoEMV 1 OTOONTOTE KATAGTACT] TOV UTOPEl
va. dnpovpynoel Tpodidfeon yio EMANTTIKY Kpio.

Ta INUOYPaQIKE GTOTYEID KO TO YOPOUKTNPICTIKG 0vO(pOPAc TV KOAQ 1coppomtnuéva petad Tmv 600
opadmv Bepamneiag. H didpeon niikia otnv toyatomroinon frav 70 £tn Kot otig 600 opddeg Bepamneiog.
O meprocdtepot acbeveig otov cuvorikd mAnbuopd Nrav Kavkasciot (80,5%), to 13,5% Mrov Acidrteg
ka1 to 1,4% frav Mavpor. H Babuoroyio tov emmédov amddoong katd Eastern Cooperative Oncology
Group (ECOG PS) frav 0y o 78% toov acBevav kot 1 yia 10 22% tov acbevdov katd v éviaén
ot perét. Ot acBeveic otpmpoTomombnkay og YaUnAov Evavtt vyYnAov eoptiov VOGO Kot
wponyovuevn Bepameio pe 00GETaEEAN Yo KopKivo Tov Tpootdt. Tpidvta et TO1g EKATO TMV
acOevav giye vOco Yo umAng katavoung kot 63% tov acbevav eixe voco vyning katavouns. Oydovia
dVo 101 K0TO TV aobevav dev elyov AdPel Tponyodpevn Bepaneia pe doceTa&éln, To 2% Ehafe 1-5
KoK ovg kot to 16% Elafe 6 Tponyoduevovg KOKAOLC. Agv ereTpdnn 1 Towtdypovn Bepameia pe
doocetaleln.

H emPionon yopig aktivoroykr| eEEMEN g vooov (rPES), Baoet aveEdptnng Kevepikrg
EMOVEEETAONC, NNTOV TO TPOTAPYIKO KATAANKTIKO GMUELD TOV OPIGTNKE OC 0 YPOVOG ATd TNV
TUYOIOTTOIN G EMG TNV TPMTI OVTIKELEVIKT £VOEIEN OKTIVOLOYIKNG EEEMENG TG VOGOV 1| Tov Bdvato
(omolacdnToTe autioA0Yiog Ao T oTyUn NG TuYaonoinong £mg Tig 24 eBdouddeg amd T StoKomn
TOV QAPUAKOL TNG HLEAETNC), OO0 GLUVEPALVE TTPAOTO.

H evloiovtapion enédeiée otaTioTIKd ONUOVTIKY HEion katd 61% otov Kivouvo gueaviong
ovppavtog rPES og ohykpion pe 1o eikovikd eappoko [HR = 0,39 (95% AE: 0,30, 0,50), p < 0,0001].
Avaloya amoteléopata yio thv rPES mapoatmphdnkay etovg acbeveic pe voco vynmiod optiov 1
vOG0 younAov eoptiov Kot o€ acbevelg pe Kot ywpig mponyovuevn Bepameio pe docetalédn. O
SIUESOC YPOVOG EmG TNV eUavion cuuPavtoc rPFS dev emetevybn oto okélog g evioiovTapiong,
evod tav 19,0 uiveg (95% AE: 16,6, 22,2) 6T0 6K€A0G TOV EIKOVIKOD PAPLLAKOV.

Hivakag 3: Mepiinyn TV 0£00uEVOV ATOTELECRATIKOTNTAS 6€ 0.008veig Tov éhafav Oepamsia
pe eviarovtapion 1 ewkovikd gappoko ot perétn ARCHES (avaivon mpédeong yvo Oepameia)

Eviohiovtaopion poli pe

Ewcoviké @appaxo pali pe

AE)’

ADT ADT
(N=1574) (N =1576)
Empioon yopic aktivoroyukn e£éMén
ApBuog cvuPavtov (%) 91 (15,9) 201 (34,9)
. R o
Atpzon Ty, pives (95% A/E 19,0 (16,6, 22,2)
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, 4 0

Avazkoyla Kvdovou (95% 0,39 (0,30, 0,50)
AE)

T p < 0,0001

A/E = Aev gmtedybnke.

1. Yroloylotke pe xpnon g pedddov Brookmeyer kot Crowley.

2. Awotpopdtoon pe fdon to eoptio TG vOsou (YaunAd Evavtt byniov) Kot TNV TPONYOVUEVN XPNoN d00eTaEEANG (VoL 1
oxy).

—_
f—; 00—,
= 95 e
L Yo
ﬁ a5 _\' — £
w &0+ | —
= 75 —_—
! |
g &5
&
2
= 50 -
£ s
= 40
-.E &5
5 -
=
= 20
S 13 Ev{ohovtapidn (574
= 10+ Voahovtapitn (574) Bayear TR, AE Bk Eneou = 0,39
E 51 . gopumn (575) Bogmar T 18,0 859 AE (0,30, 050, TR p < 0000
[WE] a T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T Y
il E] 1] 9 12 15 B 21 A4 ar 30 ke
ACREVEW OF ENvluve Mnveg

Ev{alovrapisn 574 516 493 370 256 144 62 23 4 1 0 0
Eik. gappoko 576 511 445 314 191 106 39 10 0 0 0 0

Ewova 3: Kaproin Kaplan-Meier g rPFS ot peiétn ARCHES (avédivon ntpdéBeong yio
Oepaneio)

Ta kOpla devuTEPEHOVTO KUTOANKTIKG GNUELD ATOTEAEGLOTIKOTNTOC TTOV 0EI0A0YNONKOY 0TI UEAETN
oupmepAdpBavay Toxpovo £mc v eEEMEN Tov PSA, 10 ¥pdvo évapéng g VEAS OVTIVEOTAAGLATIKNG
Oepoameiog, 10 M0600Td 0cbevav pe pn aviyvevoio eninedo PSA (pelwon og < 0,2 pg/L), kot to
1060010 avTikelevikng avtamdkpiong (RECIST 1.1 pe Bdon ave&aptnt avackomnon). XToTioTikd
oNUAVTIKEC PeATidoEl o aobeveic mov Ehafav eviaAovTaUion o€ GOYKPIOT LE TO EKOVIKO QAPLLOKO
Katadelydniay yio OAc ovTd To devTEPEVOVTA TEAIKA O UETd.

"Eva. dAAo Pacikd dgutepedov KATAANKTIKO GNUEID AmOTEAEGUATIKOTNTOC TTOV 0EI0A0YNONKE 0T
UEAETN TV 1] GUVOAIKT EMPimon. TNV TPokaBopIGUEVT TEMKT aVAAVGT] Y10, T GUVOAKTY eXPimon,
mov d1e&nyOn 6tav mapatnpndnkav 356 Bavatol, kKaTadelydnke oTATIGTIKG CNUAVTIKY PEIDOT TOV
Kwdvvou Bavdrtov katd 34% oty opdda Tov Toyotomodnke va AdPet evigAovtapidn og ohykpion
HE TV opdda Tov TuyalomomOnke yia va Adfet euovikd eappaxo [HR = 0,66, (95% CI: 0,53; 0,81), p
< 0,0001]. O d16puecog xpdvog yio T GLVOAIKT emPinon dev emttevydnke oe Kopio and T1g 600 OUAdEg
Oepameiog. O ekTUDOUEVOS O1AUECOG XPOVOC TOPAKOAOVONGTS Yoo OAOVG TOLE aobeveic Tav 44,6
univeg (PA. Ewcdva 4).
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EmBiwon (%)
&

Ogparreia Ap1BudG aoBeviov
54 . EvaAoutauisn [
" Eik. pdppako L]
4 Aoxipacia SiacTpwpdTwong Log-Rank: < 0,001
5+ Avaloyia kivduvou (95% AE): 0,66 (0,53, 0,81)

Mnveg
Aabeveig o€ kivduvo
EvloAoutauidn el ne L1 am kLY £y L ] aaz A 47 ang ¥ 14 AR Fao 10 an LE 1 ] 1
‘Eik. péppako ST B BB BN 510 A BB 403 a0 DB MJ XM M2 MY 2D v m & 1

Ewova 4: Kaproieg Kaplan-Meier tng cvvolkng empioong otn perétn ARCHES (avaivon
npo0eong Yo Oepanein)

Melétn MDV3100-14 (PROSPER) (ao6sveic ue un uetaorozio CRPC)

2 peiétn PROSPER evtaybnkav 1.401 acBeveic pe acopuntopaticd, vyniod Kivohvou un-
petactatiké CRPC mov cuvéyioav tn Oepaneio otépnong avopoydvev (ADT, opilopevo og avdroyo
LHRH 1 mpornyovuevn dipepng opyektoun). Ot acBeveic Empene va Exovv xpovo dmiaciacpod PSA <
10 pnveg, PSA > 2 ng/mL, kot emPePaionon pn peractatikig vooou and TuQAN aveEApTnTn KEVTIPIKN
avaokdénnon (BICR).

Enetpdmn n éviaén acbevav pe 16topikd Nmog mg pHéTpilag kopdiakng avendpkeiag (katnyopio [ 1 11
katd NYHA) kot ac0evov mov Adpfovoy eoploKeuTiKd Tpoidovio Tov oxetiloviay pe Ty eAdTTmon
TOV 0LOOV TOV EXMANTTIKDV Kpicewv. AmokAeioTnkay acOeveig pe éva TponyodUEVO 1GTOPIKO
EMANTTIKNG Kpiomg, 1| Ue Kamota Tabnon mov Bo propovoe va amoterel Tpodiabesid mapdyovta yio
EUPAVIOT] EMANTTIKNG KPIoNG N LE CUYKEKPIUEVEG TTPOTN YOV UEVES BEpameies Yo KAPKIVO TOL TPOSTATN
(ONA. ymuelobepameia, keTokovalOAn, 0EIKN aumpotepdVY, apuvoyrovtediuion 1/kat eviolovtauion).

O1 aoBeveic ToyaromomOnkay pe avaroyia 2:1 otn Anyn eite evioiovtapidng o d6on 160 mg pia
eopa nuepnoimg (N = 933) eite eikovikod papudiov (N = 468). Ot acbeveig daoTtpopatOdnKay pe
Béon 1o ypdvo SThacLacUOD TOV E101KOV TPooTaTikoy avtlydvov (PSA) (PSADT) (< 6 uqvegn > 6
LVEG) KOl TN XpNoT TApayOVTOV GTOXELONG 0GTMV (Vat 1) OyL).

Ta InUoYpaQIKd GTOLYEIN KO TO YAPOKTNPIGTIKG, THG VOGOV T®V 0o0evdY Kotd TV Evapén fTav
1ooppomnuéva. Letold TV okeAdv Bepoameioc. H didpeon niikia katd tnv tuyotomoinon fray ta 74
€11 070 oKEAOG TNG eV{aAOVTOUIONG Kot T 73 £T1) 6TO GKELOG TOL EIKOVIKOD POPHUAKOL. XTr) HEAETN Ot
neprocdTEpol acbeveic (71% mepimov) frav Kavkdoiol, 16% Ntav Acidreg kot 2% frov Mavpot. To
81% 1oV acbevav eppavice eninedo anddoong katd ECOG 0% kot 10 19% tov acBevav giye eninedo
amodoong ECOG 1.

H emPioon yopic petacticelg (MFS) fitav to Tp@tapyikd KOTOANKTIKO OTUEIO0 TOV 0PIGTNKE MG O
KPOVOG A0 TNV TLUYOLOTTOINOT £WG TNV OKTIVOAOYIKY €EEMEN 1 To BAvaTo eviog 112 nuepdv amod )
dwokomn g Bepameiog ympic TV KaTaypaey TG aKTVorloyIKng eEEMENGC, OO0 GLVERAIVE TPMTO.
Baoikd dgvtepevovta KataAnktikd onpeia tov alohoyndnkay otn peAén nTav o xpovog ¢ TV
mpdodo Tov PSA, 0 ypdvog wg v Tpdtn Yprion véag aviveomhaotikng Bepaneiag (TTA), 1 cuvolikn
emPioon (0S). Emmiéov devutepedovta KaToANKTIKA onpeio tepleldpufavoy to ypdvo péypt tnv
TPAOTN YPNOT KVTTAPOTOEIKNG ynLetobepaneiog kot emiPinong yopic ynueobepancia. Agite Ta
amoteAéopata topakdato (Ilivaxkag 4).

H evloiovtapion katédelée otatioTikd onuavtikny peimon katd 71% 61o oyetiKd kivouvo
aKTVOAOYIKNG eEEMENG N Bavdtov oe cOyKpion pe 1o eikovikd eappako [HR = 0,29 (95% AE: 0,24,
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0,35), p <0,0001]. H ddipeon tyu MFES fjtav 36,6 punveg (95% AE: 33,1, A/E) 610 6KkéA0G TG
evlodovtapion évavtt 14,7 unvov (95% AE: 14,2, 15,0) 610 6K€AOG [LE TO EIKOVIKO PAPLLOKO. ZVVETN
amoteléopata MFS mapatnpnOnkav eniong o 0Aeg TIC TPokaBOPIGUEVES VTTOOUAOEG aGBeEVDY,
ovpneptrapfoavopévev tov PSADT (< 6 unvav 1 > 6 unvav), g onpoypapikng meployng (Bopeia
Apepikn, Evpdnn, vréromog kdoog), tng nhkiag (< 75 1 > 75), g xprong evog TponyodevoL
mapdyovta 6tdyevong ootav (vai 1 oy (PA. Ewova 5).

Hivakag 4: Hepinyn Tov dedopévav amoteieocpatikotntog 611 perétn PROSPER (avédivon
npo0eong Yo Ocpaneia)

EvioiovTapion Ewkoviké ¢appaxo
(N =933) (N =468)
HpoTopyké KOTOANKTIKO onueio
Empioon yopic petactdosg
ApBuog cvppavrav (%) 219 (23,5) 228 (48,7)
Adugon Tiun, pveg (95% AE)’ 36,6 (33,1, A/E) 14,7 (14,2, 15,0)
Avaloyio ktvdovov (95% AE)? 0,29 (0,24, 0,35)
Twn p’ p <0,0001

K¥pLo 0g0TEPELOVTU KOTUANKTIKA 6N UEIN ATOTELECUATIKOTNTOS

Tvvolki empioon’

Ap1Budg ovpfaviov (%) 288 (30,9) 178 (38,0)
Adueon Tiun, piveg (95% AE)’ 67,0 (64,0, A/E) 56,3 (54,4, 63,0)
Avodoyio kivdovov (95% AE)? 0,734 (0,608, 0,885)
Twn p’ p=0,0011
Avdotnpa g v e&éMén Tov PSA
ApBuog cvppavrav (%) 208 (22,3) 324 (69,2)
Adpeon ), uiveg (95% AE)’ 37,2 (33,1, A/E) 3,9 (3,8,4,0)
Avaloyio ktvdovov (95% AE)? 0,07 (0,05, 0,08)
Twn p’ p <0,0001

AWIoTNIO OG TV TPAOTY (P61 VENS AVTIVEOTAUGRATIKNG Ogpameiog
ApBuog cvppavrav (%) 142 (15,2) 226 (48,3)
Atdpeon Ty, unveg (95% AE)’ 39,6 (37,7, A/E) 17,7 (16,2, 19,7)
Avaloyio ktvdovov (95% AE)? 0,21 (0,17, 0,26)
Ty p’ p <0,0001

A/E= Agv emurevydnke

1. Mg Bdon ta amotedéopato tng kapnding Kaplan-Meier.

2. H avaAoyio kivduvov mov npoépyetor and évo. povtédo maAvopounong Cox (pe m Bepameio og ™ Hovn coppetoffAnt),
Swotpopatddnke pe fdon to xpdvo dumhactacpod tov PSA kat v mponyoduevn 1 tantdypovn xprion evOc Tapdyovo.
6TOYEVONG 00TMV. Avaroyio Kvddvou < 1 guvoei tnv evioAovTopidn GLYKPLTIKG LE TO EIKOVIKO GAPLLOKO.

3. H tipun p mpoépyeton omod pia Stactpopatonompuévn dokipacio Aoyoapdpkng tagvopnong (log-rank test) amd 1o ypodvo
Sdumhoclocpov PSA (<6 umvav, = 6 umvov) kot v Iponyoduevn 1 Tantdypovn xp1ior evog Tapdyovia GTOXEVONG 00TOV
(va, OyL).

4. Mg Baon pa mpokadopiopévn evtdpeon ovaivon pe npepopunvia dtakomng cvihoyng dedopévav 15 Okt 2019.
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EmBioon yopic perastaon (%)

10 : _ EvCorovtapidn (N =933) Awdpeon Ty 36,6 pfveg Avahoyia kivdovov = 0,29
0 7 Ew. eappoko (N =468) Atdpeon tun 14,7 pveg 95% AE (0,24, 0,35), Ty} p < 0,0001
-I rrrrrrrrrrrrrrorrrrirenrrorrroeernrorieTrtTrnrierr T T rrnrrd
0 3 G 9 12 15 18 21 2 27 30 13 36 34 42
Adcbeveic ot Kivovve Mm
EvColovtapion 9231 865 759 637 528 431 418 328 237 159 a7 77 31 4 0
Ew. péppaxo 468 420 296 M2 157 105 a8 B4 49 A 16 11 5 1 0

Ewova 5: Kaproieg Kaplan-Meier tng empioong yopig petastaon otn perétn PROSPER
(avarvon npo0Beong Yo Oepaneia)

Kotd v 1ehikn avaivon yio T cuvoAlkn exiimon petd v mapoatipnon 466 Bavatmv, n Bepaneio
pe evlohovtapidn katédelée GTATIOTIKG ONUOVTIKY BEATIOON GTN GUVOAIKN EXPIMOT GLYKPITIKA UE
) Bepomeia pe elovikd @éprako pe peiwon tov Kvovvou Bavdtov katd 26,6% [avaloyio Kivdvvov
(HR) = 0,734, (95% AE: 0,608, 0,885), p=0,0011] (BAéne Ewova 6). O ddpecog ypdvog
mapoakorlovOnonc NTav 48,6 kot 47,2 univeg, avtictotya. Tploviatpio Toig ekatd TV acbevodv mov
EhaPav eviorovtauidn-kor 65% tov acbevav mov EAafav elkovikd eappako Elafoy TOLAGYIGTOV pia
enoueVN avtveomAacpatiky Oepameio n omoio pmopel va avénoet T cVVOAIKY emPimon.

Empiwon (%)

A0
204
1 Atdpeon Tun . o o
10 o ) (95% AE) Avahoyia kvdovov (95% AE)
Evia s pISpae agBeviv X .
q- E‘VW OLTALION 933 67,0 (640, A/E) 0,733 (0,608, 0,883)
g — e 468 563 (544,63.0) ANAD
T T T T T T T T T T T T T T T T T T T T T T T T I T T T T T T T T T T T T
o =1 12 15 4 1] e -] 42 45 2] =] =] T2
fudprera guvohikric emPlwang (Mrijveg)
Acbeveig 6t Kivouvo
Evlarovtapidn 933 (0) 920 (10) 897 (23) 865 (51) 822 (85) 745 (133) 608 (177) 475 (213) 327 (257) 203 (272) 89 (282) 15 (287) 0 (288)
Ew. odpuoko 468 (0) 455 (0) 444 (12) 421 (25) 381 (59) 348 (78) 274 (114) 196 (140) 140 (152) 87 (162) 30 (177) 9(178) 0(178)

Ewova 6: Kapndreg Kaplan-Meier tng cuvolikiig empioong oty peiétn PROSPER (avdivon
npdé0eong Yo Ocpaneio)

H evloiovtapion katédelée otatiotikd onuavtikny peimon katd 93% tov oyeTikov Kivduvou eEEMENS
tov PSA o¢ cOykpion pe o gikoviko pdappoko [HR = 0,07 (95% AE: 0,05, 0,08), p <0,0001]. O
duapecog xpovog Emg v mpdodo Tov PSA ftav 37,2 unveg (95% AE: 33,1, AE) 610 oxélog g
evlohovtapion évavt 3,9 unvav (95% AE: 3.8, 4,0) 6t0 6KELOG TOL E1KOVIKOD QOPUAKOU.

21



H evloiovtapion Katédelée otatioTikd onNUavtikn Kabuotépnon 6to SIcTNUe OG TNV TPATN (PNon
VEOG aVTIVEOTAOCUATIKNG Bepaneiog o€ cOyKpiomn e To gikoviko edppako [HR = 0,21 (95% AE: 0,17,
0,26), p <0,0001]. O ddpecog ypOVOS MG TNV TPMOTN XPNOT VEAG AVTIVEOTAAGLOTIKNG Bepameiog NTav
39,6 uMveg (95% AE: 37,7, AE) oto okéhog tng eviorovtopiong évavtt 17,7 unvav (95% AE: 16,2,
19,7) oto oxéhog Tov gkovikov @apudicov (PA. Eucova 7).

100 4=
90
£ gl
= 4
'; .I'|:|:
g 0]
= -
= 50 4
g‘ 10
g 40
- .
304
204
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: 1 Ew. pdppoko (N = 468) Atdpeon tun 17,7 uiveg 95% AE (0,17, 0,26), Ty p < 0,0001
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Miyee
AcBgveig og Kivovvo ~ . )
EvColovtapitn 933 829 28 625 226 418 413 213 121 49 [ 0
Ew. @éppaxo 468 406 299 M 166 107 72 46 " 9 1 0

Ewova 7: Kapndreg Kaplan-Meier tov yxpévov yio TV Tp@TN (P161] VEAS OVTIVEOTAACLATIKIG
Ogpomeiog oty perétn PROSPER (avaivon npddeong yo Ogpancio)

Meréty MDV3100-09 (STRIVE) (ao0Oeveic ue un petootanixo/uetoorotid CRPC mov dev eiyov
ponyovuEvag Adper ynuetobepomeio)

> perétn STRIVE evtayOnkav 396 acbeveig pe un petactotikd 1 petactatiké CRPC wov giyov
Broynpun 1 axtivoloyikn e£€MEN TG vOGoL Tapd TV TpmTapyiky Bepaneia oTépnong avopoyovamy,
o1 omoiot TuyatomomOnKav yia vo AdPouv gite eviaAiovtauion og d6on 160 mg pio eopd nuepncimg
(N = 198) &ite Bucarovtopion oe d6on 50 mg pio eopd nuepnciong (N = 198). H eledbepn
akTvoAoyiknG e€€MEng emPimon (PFS) ftav to tpwtapyikd kotoinktikd onpeio mov opictnke og o
¥POVOG A0 TNV TUYOLOTTOINGCT £WG TIG TPATEG OVTIKEIUEVIKES EVOEIEEIS OKTIVOAOYIKNG eEEMENG, TNV
gEEMEN Tov PSA 1 to Bdvato ot pedé. H didpeon tyun PFS Rtav 19,4 univec (95% AE: 16,5, un
emtevyBeica) otnv opdda g eviarovtopiong évavtt 5,7 unvev (95% AE: 5,6, 8,1) oty opdda
Bucakovtapiong [HR = 0,24 (95% CI: 0,18, 0,32), p < 0,0001]. Ztabepd 6@elog tng eviolovtapion
£vavtt ¢ Pucarovtapiong otnv PFS mapatnpndnke oe 0Aeg 11 Tpokabopiopéves DITOOUASES
acOevav. [a ™ un petaototiky vroopdda (N = 139) cuvolikd 19 amd tovg 70 (27,1%) acbeveig mov
EhaPav eviorovtapion kot 49 and toug 69 (71,0%) acbeveic mov haPav Prkarovtapion eiyov
ovpupavta PFS (68 cuvolikd cvufavia). H avaroyio kivédvov ftav 0,24 (95% AE: 0,14, 0,42) kot o
duapecog xpovog o éva cupuPdav PES dev emttevybnie oty opdda g eviaiovtapuiong évav 8,6
unvov oty opdda tng frkaiovtapiong (BA. Eucova 8).
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EmBioon ywpig &EMEn g vooov (%)

104 EvCalovtapidn (N = 198) Atdpeon tyun 19,4 piveg Avahroyia kwvdvvov = 0,24
- Bukahovtopion (N = 198)  Atdpeon tyin 5,7 piveg 95% AE (0,18, 0,32), Ty} p < 0,0001

B e Ry S e B N B B S B S E e B R R S S R S B . R R S . ——
0 3 4] 9 12 15 18 val 24 a7 0

i
Ao0sveic o kivouvo TS,

Eviohovtapian 198 171 150 131 101 B6 43 24 16 5 0
Buodovtapidn 198 138 80 51 29 17 g 5 3 1 0

Ewova 8: Kapmoieg Kaplan-Meier tng emfioong yopig e£één g véoov ot perétn STRIVE
(avarvon npo0eong Yo Oepaneia)

Melétn 9785-CL-0222 (TERRAIN) (aobeveis ue peraotatiko CRPC mov dev eiyay mponyovuévaws Aafel
xnuelobepomeio)

> peiétn TERRAIN evtayOnkav 375 acbeveig pe petactatiké CRPC mov dev giyov mponyovpuévmg
AdPel ynuetobepaneio kKo Bepomeio pe avti-avopoydva, ot omoiot Tuyaiomombnkay vo Adfovv gite
gv{odovtauion o 66om 160 mg pio popd nuepnciong (N = 184) eite Pucorovtapion ce d6om 50 mg
pia popd nuepnoiong (N = 191). H didueon emBioon yopig eEEMEn (PFS) fltav 15,7 uveg yio toug
acOeveic og Oepamneia pe evioiovTapion évovit Tov 5,8 unvav yuo toug acbevelg oe Bepoaneia pe
Bucarovtapion [HR = 0,44 (95% CI: 0,34, 0,57), p < 0,0001]. H PFS opictnke g n avrikepeviky
£voelln axtivoloyikng eEEMENG g vOoov amd aveEaptnn Kevipikn enavelétaot, cvufavta
oyetiopeva e To OKEAETO, 1 Evapén vEag avTikapKvikng Bepamneiag 1 0 OGvatoc amd onotadnmote
attio, otdNmoTe and ta mapamdve cupPel TpdTo. ZTabepd 6perog enl tng PFS mapatnpnbnke oe dreg
T1¢ Tpokafopiopévec VITOOUAdES aceVmY.

Merétn MDV3100-03 (PREVAIL) (aoBeveic ue petaorotid CRPC mov dev iyayv mponyovusvas AGfet
xnuetolepaneio)

"Eva 60voAo 1717 acuUTTOUATIKOV 1] HTTL0. COUTTOUOTIKOV aclevdv, ol oroiot dev giyav
mponyovpéveg AdPetl ynuetobepaneio TuyatoromOnie pe avaroyio 1:1 ot Aqyn gite eviorovtapion
a6 Tov oTOpNTOC o€ 06on 160 mg pio eopa nuepnoing (N = 872), gite e1kovikoD QUpPUAKOL 0O TOL
otopaTog pia eopa nuepnoimg (N = 845). Exetpdan n évraén aclevav pe omhayyvikn voco, acbevov
HE 16TOPIKO NG £m¢ HETPLOG Kapdlakng avendpketag (katnyopia I N I katd NYHA) kot acBevaov
7OV AduPovay QapUOKEVLTIKG TPOIOVTO. TO 0TToi0 cLCYETILOVTOV UE TNV EAGTTMOOT TOL 0VOOD TV
EMANTTIKOV Kpicewv. ATokAeiotnkav acbeveic ue TponyodUeEVo 16TOPIKO EMANTTIKNG Kpiong i
wéOnong n omoia B propovioe va amoterel TPOOLAOECIKO TOPAYOVTA YO ELPAVIOT) EMANTTIKNG
Kpiong kot aoBeveig pe pétpro N cofapo mévo Adym Tov Kopkivov Tov mpootdtr. H Aqyn g
Oepameiog tng peAéng cuveyiomre £oc v e€EMEN ™G vOGoL (axTivoloyikn EvosiEn eEEMEng,
EUPAVIoT GVUPANATOG OYETILONEVOD LE TO OKEAETO ) KAVIKT eEEMEN) Ko TV Evapén gite
KUTTOPOTOEIKNG YN HEoBepameiag eite AMYNG EPEVLVNTIKOV TAPAYOVTA, EITE £MC TIV EUPAVIOT U
AmOdEKTNC TOEIKOTNTAG.

Ta INUOYPAQIKE GTOTYELD KO T YAPOKTNPIGTIKG TNG VOGOV T®V 00OEVAV KoTd TNV Evapén fTav
ooppomnuéva peta&d tov okeAdv Bepaneioc. H didpeon nikia frav ta 71 étn (evpog 42 - 93), evod n
QLAETIKN KaTovopun Ntav 77% Koavkdotor, 10% Acidteg, 2% Mavpot kat 11% dAing 1 dyvootng
ovAng. To e&nvta oxtd To1g £KaTd (68%) TV acbevmv elye eninedo amddoong katd ECOG g tééng
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tov 0 Kot 1o 32% acbevav eiye eninedo anddoong kotd ECOG g 1aEng Tov 1. H agloldynon tov
ovoL katd v Evapén rav 0 - 1 (acvurtopartikot) oto 67% tov acbevav Kot 2 - 3 (pe nmo
ocopntdpate) oto 32% tov acbevav 0ntmg opiletal amd to Xvvortikn Kiipaka Métpnong [16vou
(Brief Pain Inventory Short Form) (o0 xe1p6tepog mévoc eviog Tov Tehevtainy 24 mpdv 6€ ol KATLoKo
amo to 0 éwg to 10). [lepimov to 45% TtV acbevav elye petprioiun voco paiak®v popiov Kot tnv
évtaén ot perétn kot 1o 12% tov acbevav elye omhayyvikég LeTaoTAGELS (Tvedovag KAl frap).

Ta TpmTeHoVTa KOTOANKTIKA GNUELN ATOTEAEGUATIKOTNTOG TOV 1] GUVOAKT] enPBimaon Kot 1) eAedBepn
axtvoroyikng eEéMéng emBioon (rPFS). Emnpdcheta tov kOplov KATOANKTIKOV onpeimv, T0 0Qelog
a&loloynonie Bdoet Tov ¥pdvov Emg TNV Evapén kuttapotobikng ynuelodepaneiog, e PEATIOTNG
GUVOAIKNG OVTATOKPIONG LOAOK®OY HOPioV, TOV YpOVOL MG TO TPMTO GYETILOUEVO UE TO OKEAETO
oupuPav, g avtamokpions tov PSA (peiwon = 50% amd v évapén), tov ypdvov mg v e£EMEN Tov
PSA ka1 tov ypévov g v eAdttmon g cuvolkng Pabuoroyiog FACT-P.

H axtivoroyikn e€€MEN a&loloynnke pe xpnom SLodoy KOV OTEIKOVICTIKOV EEETACEMVY, OTMG
opifovtor amd ta kprrnpa (Yo Tig 0oTikéS PAAPec) g Opddag Epyaciog yia Tig kKAvikég S0KIUES
Kapkivov tov [Ipootdtn (PCWG2) kavn to Kprripia A&toddynong Avtoamdkpiong otn Oepameio
Sounayov Oykov (RECIST &xd. 1.1) (v t1g BAaPeg porakadv popiov). ['a v avaivon g rPES
YPNOLLOTOOMKE KEVIPUKH OVOCKOTOVLEVT] OKTIVOAOYIKY] aE1oAdyNomn tng e&€MENG.

Katd v mpokabopiopévn evolauecn avaAven yio T cuvollkn enpioon petd v Tapatnpnon 540
Bavatov, n Bepaneia pe evioAovTapion KoTEdEIEE OTATIOTIKA ONUAVTIKY PEATIOON GTN GUVOAIKN
emPioon cuykpitikd pe tn Oepameio Pe EIKOVIKO QApUAKO UE PeimoT Tov Kivduvou Bavatov Katd
29,4% [Avaroyio Kivdbvov, [HR = 0,706, (95% AE: 0,60, 0,84), p < 0,0001]. Mia entkaipomompuévn
avdivon emiPimong mpaypatomoidnke petd v mopatipnon 784 Bavatwv. Ta anoteréopato avTg
NG OVAALONG CLUEMVOVGAY LE aVT Tng evolapeong avaivong (Iivakog 5). Ztnv emkopomomuévn
avaAiven 1o 52% tov acbevav mov Ehafav eviaiovtauion kot to 81% v acbevav mov Elafav
EIKOVIKO Papuoko VToPAROnKay oe petayevéotepeg Oepaneieg yia petaoctatikd CRPC ot omoieg
uropel va ov&noovv ) GuvoAlKn emPimon.

H telikn avéivon tov dedopévav g uerétc PREVAIL ota 5 £t £5€1&€ 6TOTIGTIKG G1LOVTIKA
avENoT TG GLVOAIKNG emPimong, | omoia dtutnprOnke o€ acbeveig mov Eafav Bepameio pe
evColovtapidon og cOykplon pe to wovikod edpuaxo [HR = 0,835, (95% AE: 0,75, 0,93), yuq p =
0,0008] Tapd to yeyovog 611 10 28% TtV acevav mwov Ehafav Oepameio e EIKOVIKO QAPUOKO
petePnoav oe Beponeia pe eviorovtapidn. To mocooto g OS ota 5 £ fTav 26% yio T0 GKEAOS NG
evlorovtapidon og ovykpion pe 21% yio 10 GKELOG TOV EIKOVIKOD POPUAKOV.
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Hivaxkoeg 5: Xvvoln empimon acOevov tov vrofrOnkav g Ogpancia eite pe eviarovTopion
gite pe eikoviké pappoxo otn perétn PREVAIL (avédivon mpdBeong yia Ogpaneia (intent-to-
treat analysis))

Eviolovtopion | Ewk. ¢éppoxo

(N =2872) (N = 845)
IIpoxaBopiouévn evdldpeon avdivon
Ap1Buog Bavatwv (%) 241 (27,6%) 299 (35,4%)
Avgpeon emPioon, upveg (95% AE) 32,4 (30,1, A/E) | 30,2 (28,0, A/E)
Twn p’ p <0,0001
Avoroyio ktvdovov (95% AE)? 0,71 (0,60, 0,84)
Emwcarpomoinuévn avalvon emBionong
Ap1Buog Bavatwov (%) 368 (42,2%) 416 (49,2%)
Adipeon emPimon, ppves (95% AE) 35,3 (32,2, A/E) | 31,3(28,8,34,2)
T p’ p =0,0002
Avoroyio ktvdovov (95% AE)? 0,77 (0,67, 0,88)
Avdlvon g emPioonc ota S £
Ap1Budg Bavatov (%) 689 (79) 693 (82)
Aidipeon emPioon, uqves (95% AE) 35,5 (33,5,38,0) | 31,4(28,9,33,8)
T p’ p =0,0008
Avoroyia ktvdovov (95% AE)? 0,835 (0,75, 0,93)

AE= Agv emtedydnke

1. H riun p mpoxdmTet omd Lo L STPOUOTOTOMUEVT doKipacio Aoyopdukng ta&vounong.

2. H avaAoyio Ktvduvov mpokdatel omd £vo U GTPOUATOTOUEVO HOVTEAD avaAoyIK®V Kivdbvav. H avaloyia
Kwwdovov < 1 guvoei tnv evigAovtopuion.

100 -

] = Enzalutamide 160 mg |

o __.7“ """"""" Ew. pappaxo
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EmBioon (%)

] Ogpansio Atdpteon Ty RREET
15 4 ) T TR
1w EVCa}L(,’DTa“ 51 160 mg 3545 Avohoyia kvdovov (95% AE): Aoxipacio L eo—o-
. Eiw. péppoxo 314 0,835 (0,751, 0,928) dluctpopdroong Log-Rank Ty p =0,00008
7|\||||||||||\|\\ll\ll\ll\lll\\l\\l\‘ll‘ll\\ll\ll\ll\'ll'll‘"‘"\\ll\'l“l"l'\\"‘ll
o 6 12 18 24 30 36 42 43 a4 B0 66 72 78 84

AGprelo Guvolikig emPioong (UNVeg)
Ev{ohovtopion 160 mg:

AcOsveic o8 Kivduvo 872 B850 798 710 611 19 421 351 296 252 215 145 &1 5 0
Ew. gpappako:
Acbeveic ot kivduvo 845 782 702 612 514 431 354 208 245 206 162 95 3 3 0

Ewoéva 9: Kapmoleg Kaplan-Meier tng cvuvolkng empimong pe faon 1o dgoopévo empiomong
ota 5 £t ot peréty PREVAIL (avalvon mp6Osong yro Ospoameia)
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Yroopada Ap18pog acBevdv Avohoyia kivdvvov yia BGvato
Eviarovtonidn / Exk. odpuaxo (95% AE)
[ 3 (0,75-0,93
‘O)ot ot acBeveig 8727845 0.83(0.75-0.93)
Babuog kardotaong anddoong katd ECOG = 0 584 /585 f—e—| 0,87 (0,77-0,99)
Bobpog katdotaong anddoong katé ECOG = 1 288/ 260 = 0.73 (0,61-0,88)
[ 0,88 (0,77-1,00;
Hhiag < 75 etov 585/553 ( )
- ) 317 /292 f—— 0,74 (0,62-0,88)
Hhuiag >= 75 etov
Teaypaguei meptoxi — Bopet Apepixr] 218/208 = 0,85 (0,68-1,05)
o . . 4657446 =
Teoypoagikh nepoyn — Evphdmm 0,85 (0,74-0,98)
Teoypagikhy neployf — YIOLowmog KOGHOG 189 /191 —— 0,79 (0,63-0,99)
0,85 (0,64-1,15
Smhoyvikt| voo0g (rvedpovag i/kat irap) — Not 987108 P 85 (0.64-1.15)
Emhoggvikn vooog (tvedpovag i/kat rap) — Oyt 7747739 0,84 (0,75-0,94)
0,0 05 10 15 20
Euvosi tv Enzalutamide Euvosi 10 Eik. péppaxo

Ewdéva 10: Avaivon ovvorikig empioong ota S £tn avd vroopdda: Avaroyio Kivdvvov ko 95%
owdotnna epmoetocvvig ot perétn PREVAIL (avaiven np60song yia Oepomneia)

Koazd v mpoxabopiopévn avdivon g rPFS, katadelynke otatiotikd onpavtikny Bektioon petaly
v opadwv Bepameiog pe 81,4% peiwon tov Kivdvvov axtivoroyng eEéhEnc M Bavatov [HR = 0,19
(95% AE: 0,15, 0,23), p < 0,0001]. Exatdv dexaoktd (14%) acbeveig mov Eafav evioiovTapion Kot
321 (40%) acBeveic mov EhaPav elkovikod edppoako epeavicay kamoto cvpPav. H dpeon rPFS dev
emetevyOn (95% AE: 13,8, dev emetevyfn) oty opdda Bepaneiog pe eviorovtopion, eved nrav 3,9
univeg (95% AE: 3,7, 5,4) omv opdda Oepamneiog pe 1o eikovikd eappoako (Ewova 11). Etabepod
opelog el ™G rPFS mopampnonke og dheg Tig Tpokabopiouéveg vrooudoeg acbevav (m.y. niia,
anddoon katd ECOG xatd v évapén, PSA kot LDH xatd v évapén, Pabpoioyia Gleason katd
Sayveo Kol orAayyvikn vOeog Katd ) dtodhoyn). Mo mpokabopiopévn avaiveon mopokolovdneng
¢ rPFS mov Baciotnke oy agloldoynon e aktivoloyikng eEEMENG omd Tov epeuvnth KoTEdELEE
oTOTIOTIKG onpovTikn Pedtioon petald tov opddmv Bepaneiag pe 69,3% peiwon tov Kvdvvou
akTvoAoykNG e€€MEng N Bavatov [HR = 0,31 (95% AE: 0,27, 0,35), p < 0,0001]. H dépeon rPFS
nrav 19,7 upveg oty oudda g evioAovtapiong Kot 5,4 HNveg oTnv oudon ToV EIKOVIKOD QapUAKov.
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AoBeveig ot kKivbuvo
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EvColovtapidn
Ew. pappaxo 801

Koatd 10 ¥podvo mpaypatomoinong e apyikng avaivong ot Tuyotorotnpévot acheveig tav 1.633.

Ewova 11: Kaprores kota Kaplan-Meier empimong ehed0epng axtivoroyikiic eEEMEng ot
perétn PREVAIL (avaivon mp6Beong yia Ogpaneia)

Emmpdcbeta mpog to TpmTedovto, KATOANKTIKA GNUELD OTOTEAEGUATIKOTITOC, GTUTIGTIKG GTLLOVTIKEG
Bertidoeig kotadeiydnkav eniong ota akdA0VHA TPOOTTIKE KATOANKTIKA onueio.

O didpecog xpovog £mg v Evapén kuttapotolikng Oepomeiog NTav 28,0 ufveg yo toug acbeveic mov
Adppavav eviorovtapidn kot 10,8 piveg yia toug acbeveig mov AdpPavoy elkovikd papUaKo
[HR = 0,35, (95% AE: 0,30, 0,40), p < 0,0001].

To 10600616 TV acbevav pe peTpnolun voco katd Ty évapén mov vtofAnonkay ce Oepaneia e
gvCoAouTapion Kot ot omoiot €iyoV AVTIKEIUEVIKT OVTOTOKPLON LoAoK®V popiov Nrav 58,8% (95%
AE: 53,8, 63,7) cuykpitika pe 1o 5,0% (95% AE: 3,0, 7,7) tov acbevdv mov vrofindnkay o
Oepameia pe eikoviko eapuako. H amdAvTn d10popd 6TV GVIIKEWEVIKT AVTOTOKPIOT] TOV LOUAOK®OY
popimv peta&d tmv okelmv G evigAovtapidn kot Tov gwovikod gappdiov frav [53,9% (95% AE:
48,5, 59,1, p < 0,0001]. ITAnpng avtamdkpion avaeépnke oto 19,7% tov acbevav tov Elafav
evioAovtapion cvykprtikd pe to 1,0% tov acbevdv mov ELafov eIKoviKd GAPLOKO, EVD LEPIKN
avtamokpion avaeépinke 61o 39,1% 1oV acbevav tov Elafav eviolovtapidn évavtt tov 3,9% tov
acfevav mov EAafav EIKOVIKO pAPLLOKO.

H evlolovtapion peimoe onpovtikd tov Kivouvo peavionc Tov Tp®@Tov oyeTILOUEVOD LE TO GKEAETO
ovppapartog katd 28% [HR = 0,718 (95% AE: 0,61, 0,844), p < 0,0001]. Q¢ oyenildpevo pe to
okeAeTd Py opiotnke N aktivobepomeio 1 1 XEPOLPYIKN ETEUPAUOT) GE 0GTO YIX TOV KOPKIVO TOV
TPOGTATY, TO TAHOAOYIKO KATAYLLO 0GTOV, 1] GUUTIEST] TOV VOTIAIOV HVEAOD 1 1 aAAaYN TNG
AVTIVEOTAOCHOTIKNG Bepameiog yio va avTIHETORIOTEL 0 06TIKOG TOVOC. H avdlvorn coumephapupave
587 oyetilopeva pe to okeAetd cvpuPavra, ek TV onoiwv To 389 cupupdvta (66,3%) opeidovtav og
axtvobepaneio oto 0otd, 79 cvuPavra (13,5%) opeiloviav oe Guumieon TOL VOTIOIOL LVEAOD,

70 cvppdvta (11,9%) opeirovtav og maBoroykd Kataypo 0otov, 45 cvppdavta (7,6%) opeilovtav og
OAAOYT TNG AVTIVEOTAAGLOTIKNG Depameiog Yo Vo AVTILETOTIGTEL 0 0GTIKOG TOVOC Kot 22 cupfdvta
(3,7%) ogeihovtav og xelpovpyikn eméuPaocn 6€ 0610.

Ot acBeveic mov Aappavay eviorlovtapidn Katédel&av onUovTIKE DVYNAOGTEPO TOGOGTO OVTOTOKPIONG

Tov 0AK0U PSA (opildpevo mg peimwon = 50% amod v évapén), cuykprtikd pe toug acbevelg mov
Aappavav eucovikd pdpuaxo, 78,0% Evavt 3,5% (Swapopd = 74,5%, p < 0,0001).
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O duapecog xpdvoc g v e&EMEN tov PSA soueova pe ta kpueppio PCWG2 ftav 11,2 puniveg yo
Tovg acbeveic mov Ehafav eviarovtapion kot 2,8 ufveg yia toug acbeveic mov Elafav euKoviko
obéppoxo [HR = 0,17, (95% AE: 0,15, 0,20), p < 0,0001].

H Oepamneio pe eviorovtapion pelwoe tov kivouvo emdsivoong g Pabuporoyiag FACT-P xatd 37,5%
GLYKPLTIKA pE TO gikovikd eappaxo (p < 0.0001). O péoog ypdvog Emg Tnv emdetvmon g
Babuoroyiag FACT-P ftav 11,3 pufivec oty opddo ¢ eviolovtapuiong kot 5,6 Uiveg 6Ty opado Tov
EIKOVIKOD PUPUAKOV.

Melétn CRPC2 (AFFIRM) (000¢eveic ue uetoorotiko CRPC o1 omoiot iyav mponyovusvas Adfel
xnuetobepomeio)

H amoteleouatikdmta Ko n ac@aieto tne eviolovtapiong o€ acbeveig pe petactatiké CRPC, ot
omoiot elyav AaPet docetaléAn kot ypnoiponotovoay avaroyo LHRH 1 giyav vrofinbei o
OPYEKTOUT, AELOAOYNONKAV GE L0 TUYOLOTONUEVT], EAEYYXOLEVT] LE EIKOVIKO PAPLAKO, TOAVKEVTPIKTY|
KAk dokiun edong 3. Zuvolkd 1.199 acbeveic tuyaiomomOnkav 2:1 yia va Adfovv gite and tov
otopatog evialovtauion oe d6on tov 160 mg pia popd nuepnciong (N = 800) 1 £KOVIKO QAPUOKO
pia popd nuepnoiong (N = 399). Ztovg acBeveic emttpannke aArd dev amaitiOnke va Adpfovv
pedvilovn (n péytot emtpendpevn nuepnoto d6on nrav 10 mg wpedvilovng 1 wodbvaun). Ot
acOeveic TuyaromomOnkav gite o€ okéAOG Yo va. cuveyicovv T Bepomeio péypt v eEEMEN TS VOGOL
(opileton ¢ emPefarpévn aktvoroykn eEEMEN N EUOAVIOT) GYETILOUEVOV UE TO GKEAETO
oupuPavTmv) Kot TNV Evapén vEag GUCTNUATIKNG AVTIVEOTAAGUOTIKNG Bepameiag, Le LU OTOdEKTY
oot Ta, £ite amocvpnKay.

Ta akdrovBa dnpoypaeikd cTotyeia TV achevdv Kot To Pacikd YopaKTNPIoTIKA THG VOGOL 1TV
1GOPPOTNUEVA LETOED TV okeAdV Bepaneioc. H didpeon niwia fjtav 69 £t (ebpog 41 - 92) ko
euietikn katavoun nrav 93% Kovkdoiot, 4% Mavpot, 1% Acidrteg, kot 2% AXrot. To eninedo
an6doong katd ECOG ftav 0 - 1 o010 91,5% tov acbevav kot 2 610 8,5% tv acbevav. To 28% eiye
péon Pabporoyia pe Paon v Kiipoka Métpnong Ilévov > 4 (o pécog avapepOUeVog XEPOTEPOG
7TOVOC TOL 000EVOVG KOTA TN SIAPKELN TMV TPOTYOOUEVAOV 24 0p®DV DTOAOYIGTIKE Y10 ELTA NUEPES
7P TV ToYatomoinon). Ot mepiocdteporl acbeveic (91%) giyav petaoTdoelg 6T0 06TA Kot T0 23% giye
OTAQYXVIKG gVPT|HaTO OTOV Tvedova kaun oto Nmap. Katd v évapén g nerétng, 1o 41% tov
Tuyaromomuévev aclevav giye povo eEEMEN oto PSA, evd 10 59% tov acBevav glye aktivoloykn
g&EMEN. To mevvta éva to1g ekatd (51%) tov acbevav Adupave Oepaneio pe SLPOOEOVIKA KOUTO TNV

&vapén.

> perétn AFFIRM amoxheiomray ot acOevelg pe 1aTpikég KOTaoTAGELS TOV UTOPEL VoL
TPodadETovY oe EMANTTIKEG Kpioelg (PA. mapdypoo 4.8) Kol pOPUUKEVTIKAE TPoIdVTa TOL gival
YVOGTO OTL LEWDVOLV TOV 0V TOV EMANTTIK®V KPIGEDV, KOOMG Kol 0cOeVElg He KAIVIKA OTLLOVTIKY
KOPSOyYeELoKN VOGO, OTTMG U1 EAEYYOUEVT VITEPTUGCT], TPOCPOTO IGTOPIKO EULPPAYIOTOS TOV
pvokopdiov 1 actadn otnddyym, kapdiakn averapkela katnyopio 17 IV kotd New York Heart
Association (ektog €6v 10 KAdopa eE@ONoMg NTaY > 45%), KAMVIKE oMHovTiKn Kook appudpic )
KOATOKOIAMOKOG AOKAEIGHOG (Ympic povipo Pnuatodotn).

H mpoxaBopiopévn amd 10 mpmtodKoAlo evoldpecn avaivon petd omd 520 Bavdatovg £deiée pia

GTOTIOTIKA GTIOVTIKT] AVOTEPOTNTU GTN GLUVOAIKT EMPimoT TV acbevav mov Edafav Bepaneia pe
gv{odovtapion oe oOyKpion Ue to gikovikd dpuako (Iivakag 6 kot Ewovec 12 ko 13).
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Hivaxog 6: Xvvolkn emPioon acevov mov Ehafav site eviorovTapion £ite EIKOVIKO QaPHAKO
ot perétny AFFIRM (avédivon mp6Beong Yo Ogpaneia)

EvCarovtapion (N = 800)

Ewoviké ¢appoxo
(N =1399)

Odvaror (%)

308 (38,5%)

212 (53,1%)

Avgpeon emPioon (unveg) (95% AE)

18,4 (17,3, A/E)

13,6 (11,3, 15,8)

Ty p'

p <0,0001

Avodoyia ktvdovov (95% AE)?

0,63 (0,53, 0,75)

AE = Agv emtevydnke

1. H tyun p mpoxdmtet omd puo dokipacio log-rank e dtootpopdtoon amd to eninedo andédoong Badporoyiog
katd ECOG (0-1 évavtt 2) kat 1o péco 6po Pabporoyiog Tov movov (< 4 évavtl > 4).
2. H avahoyio Kivdovov mpogpyetatl omd Vo SI0oTPOUATIKO HOVTEALD avaAoyK®V Kivdvvav. H avoioyia

Kwovvov < 1 guvoel v ev{aAovtapion.

100%y
B80%
£
=
E 60%1
w.
G
40%1 i
20%-
Evlorovranidn (N =800) Median 18.4 months Hazard ratio = 0.63
————— Placebo (N = 399) Median 13.6 months  95% CI (0.53, 0.75), p < 0.0001
DID-'{IG T T T T T T T T T T T T T T T T T T T T T 1
0 3 5} 9 12 15 18 21 24
Patients at Risk Mnveg
Ev{oiovTtanion 80O 775 701 627 400 211 72 7 0
Placebo 399 378 37 263 167 81 33 3 0

Ewova 12: Kapmoireg cuvohkiig empimong katda Kaplan-Meier oty pehétn AFFIRM (avaivon

npdé0eong Yo Ocpaneio)
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Ap1Bpdg AaBeviv AvaloviaKivdivouvia  Aigpeon Zovoiu Empiomon (mo)

pR— EvCal00Tapidn/Etkoviké ¢appoxo (69(;::::?) Evierovtapidn/Ewovikoé gappako
ZivoAo AgBeviov 800 /399 [} 0,63 (0,53-0,75) 184/136
HAwig
<65 232/130 —— 0,63 (0,46-0,87) —1124
=65 568 /269 o 0,63 (0,51-0,78) 18,4/138
Apyikf Karaoracn Atrodoong BaBpoAoyiag kard
ECOG
0-1 7301367 re- 0,62 (0,52-0,75) — 1142
2 70132 —_——— 0,65 (0,39-1,07) 105/72
Méon Apykn BaBpoAoyiag Movou ce BPLSF
(Epwrnon #3) o—
<4 574/284 0,59 (0,47-0,74) —1162
24 2261115 ! 0,71 (0,54-0,94) 12,4791
ApiBpd¢ Nponyoupeviov XnpaoBepaTTeunKwY
TynudTwv Ho—
1 579/296 ° Y 0,59 (0,48-0,73) —1142
22 221/103 0,74 (0,54-1,03) 1597123
ToTtrog EEEMENG KaTd Tnv "Evapgn g MeAémg ——i
Mévo PSA EEENER 326/ 164 iig:h 0,62 (0,46-0,83) —1195
Axnvohoyikd EEENEN £ PSA EEENEN 470/234 0,64 (0,52-0,80) 1731130
Apyikf Tigf) PSA —e—
<Adpeon (111,2 pgil) 4127188 i 0,67 (0,50-0,89) —1192
>Miapeon (111,2 pglL) 388/211 0,62 (0,50-0,78) 1537103
Apykn Tif} LDH ——i
<Aiapeon (211 UL) 411/192 0,63 (0,46-0,86) —1192
>Mifpeon (211 UL) 389/205 o=t 0,61 (0,50-0,76) 124/85
ZuvoAr BaBpoAoyia kard Cleason ot Aidyvwon
<7 360/175 0,67 (0,51-0,88) 1847148
28 366 /193 =i 0,60 (0,47-0,76) 182/113
ZtrAayxvikig Aiarapayég Tou Mvetpova kaif Tou
‘HrraTog kavd To Screening ——
Nai 196782 o 0,78 (0,56-1,09) 13,4785
Ox 604 /317 f T T 1 0,56 (0,46-0,69) —1142
00 05 1.0 15 20
Euvos v Euvosi 7o Exoviko
Enzalutamide Qapyuako

ECOG: Eastern Cooperative Oncology Group, BPI-SF: Brief Pain Inventory-Short Form, PSA: E161k6
IIpootatikd Avtrydvo

Ewodva 13: Zvvorkn empimon avé vroopdoa otn perétn AFFIRM - Avaloyio Kivovvou ko
95% owdoTNpa EPTLETOGVVIG

Extég and v mapatnpoduevn Peitioon ot cuvorkh eniimon, To Pactkd devtepedovTa
KatoAnkTikd onueio (e€EAMEN PSA, axtivoloywkn enifimon ywpig e£EMEN, kat 0 xpdvoc £m¢ TO TPAOTO
oyetil{OUEVO LE TO OKEAETO GLUPAV) guvoncay TV evEOAOLTAUION KoL T)TOV CTOTIGTIKO OTUOVTIKE
UETE TNV TPOCAPUOYN Y10 TOAAATAEC SOKIUEC.

H emBinon yopic axtivoroykn eEEMEN, dnwg a&lodoyeital and TOV EPEVVTH LE XPNOT| TOV
kpurnpiov RECIST v1.1 yo podaxd popia kot euepdvion 2 1 nepiocotépov BAaPdv 6to 00TA o8
onvOnpoypdenua oot®v RTav 8,3 PuNveg yio Tovg aobeveig mov dafav eviaiovtauion kot 2,9 unveg
Yo Tovg aobeveig mov Ehafav ekovikd eappoko [HR = 0,40, (95% CI: 0,35, 0,47), p < 0,0001]. H
avéivon apopovoe 216 Bavatovg xwpig Tekunpropévn eEEMEN kot 645 Texunplopéve cuuPava
eEéMENg, ex Tov onoiwv 303 (47%) opeilovtay otV eEEMEN porakdy popimv, 268 (42%) opsiroviav
omv e&EMEN ¢ ootikng PAAPNS kot 74 (11%) opeiloviav 1060 6T0 LOANKE LOPLo. OGO KO GTIC
0GTIKEG OAAOIDCELG.

H emPeforopévn peiowon tov PSA katd 50% 1 90% nrav 54,0% ko 24,8%, avtictotya, yio Toug
acBeveig mov Ehafav eviarovtopion kot 1,5% kot 0,9%, avrtictolya, yia Tovg acheveig mov Elafov
gwoviko pdppoako (p < 0,0001). O diduecog xpodvog péypt tnv e&EMEN tov PSA ftav 8,3 punveg yia
Tov¢ aeBeveic mov Elafav eviorovtopion kot 3,0 pnveg yio Tovg acbeveig mov Ehafoy ekovikd
eappaxo (HR = 0,25, (95% CI: 0,20, 0,30), p < 0,0001].

O d1apecog ¥pdvoc £mg To TPAOTO oYETILOUEVO LE TO OKEAETO cLUPAY NTav 16,7 Pveg Yo TOVg
aoBeveic mov EhaPav eviolovtapuion kot 13,3 uiveg yia tovg acbeveic mov EAafay elKoviKd ApAKO

[HR = 0,69, (95% CI: 0,57, 0,84), p < 0,0001]. Evo, oyeti{opevo pe TO OKEAETO CLUPAV OPICTNKE OG
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axtvoBepaneio 1 yelpovpyIKY enéUPocn o 06T, TABOAOYIKO KATOYLO 0GTOV, 1| GULITIEST] TOVL
voTwiov puedov, N 1 ahloyn TG OVIIVEOTAACUATIKNG Oepameiag yio va avTILETOMIGTEL O 0GTIKOG
nwovoc. H avaivon nepilapfove 448 oyetilopeva e T0 GKEAETO GLUPAVTA, EK TV OTOIMV

277 ocopfavta (62%) mov opeiloviav oe axtivoforia oto 0otd, 95 cupupavta (21%) mov opeilovtav
G€ GLUTIEST) TOV VOTIioV pveAov, 47 cuoppdvta (10%) mov opeilovtav oe maBoroykd Kdtayua
007100, 36 cupPdavia (8%) mov opeiloviav oe AAAMYN GTNV OVTIVEOTAAGLATIKY Oepameia yio va
AVTIHETOTIGTEL 0 0GTIKOG TOVOC Kot 7 suuPavta (2%) mov opeilovtay 6g yepovpyikn enéupacr o€
00710.

Melérn 9785-CL-0410 (aobOeveic ue uetaotatiko CRPC mov élafav eviodovtouion ueta omo aywyn ue
OUTTIPOTEPOVY)

H perémn 9785-CL-0410 fitav povov okélovg oe 214 acbeveig pe petactatiké CRPC vrd e€éMén mov
ElaPav eviorovtapion (160 mg pio eopd nuepnoimg) petd amd tovidyiotov 24 efdouddeg Oepameiog
pe o&ikn aumipatepdvn cvv mpedviLovn. H didpeon rPFS (ehevbepn axtivoloywkng e£éMéng emPioon,
T0 TPMOTEVOV KATOANKTIKO onpeio TG peréng) nrav 8,1 unqveg (95% CIL: 6,1, 8,3). Agv emtevyfnke n
duapeon ovvolikn emBioon (OS). H avtandkpion PSA (opioctnke wg peioon > 50% arnd v apyikn
Tiun) Rrav 22,4% (95% CI: 17,0, 28,6). ' tovg 69 acbeveic mov mponyovpévag Erapov
ynueoBepaneia,  dSapeon rPES fitav 7,9 pivec (95% CI: 5,5, 10,8). H avtandkpion PSA frav 23,2%
(95% CI: 13,9, 34,9). ' toug 145 acBeveig mov dev giyav AdPel mponyovuevn ynueobepaneia, 1
dwapeon rPFES frav 8,1 unveg (95% CI: 5,7, 8,3). H avtamdkpion PSA ftav 22,1% (95% CI: 15,6,
29,7).

Yrnpée meploplopévn avTomoKplon 6€ Uepikog aobeveig mov Edafav Oepameia pe eviaAovTopion
petd and Bepancio pe apmpatepovn. O Adyog yio awtd To gvpnpa ival Tpog 10 Tapdv dyvmaotog. O
OYEOLOGLOG TNG HEAETNG OEV UITOPOVGE 0VTE VA TPOGALopiceL TOvg acbeveig mov mbavov Ba
EMMPEALOVVTOY, OVTE TNV oAANAOLYi0 e TV omoia 1 eviaAovTouion Kol 1 aumpaTEPOVN ETPETE VO
xopnyNBovHV yio 10 PEATIOTO OTOTELEC LA,

Hlkiopévol
Ex tov 5.110 acBevav otic ereyyouevec kKAviKEG dokipuég ot omoiot EAafov eviaiovTapion, ot

3.988 acbeveic (78%) Nrav nikiog 65 etdv Ko dve Kot ot 1.703 acbeveic (33%) frav 75 etdv Kot
Gvo. Agv TopatnpONKaV CUVOAKES S10POPES GTNV ACPAAELD 1] TNV OTOTEAEGLOTIKOTNTO LETAED
AVTOV TOV NAKIOUEVOV 000EVOY Kol pikpdtepng NAkiog aclevav.

Houdwtpikde TAnbovoude

O Evponaikdc Opyavieopnog Gapudkmv Exel dOGEL amaAloyn ornd TNV VIoYPEMSN VIOBOANG TV
ATTOTELEGUATOV TOV UEAETOV UE TNV EVEOAOLTAWION GE OAEC TIG VITOKATIYOPIEC TOL TOUSLUTPIKOV
TAnBvucopov 6to Kapkivopa tov Tpoctdtn (PAEne Tapdypago 4.2 yio TANpopopieg oYETIKA 1e TNV
OO0 TPIKY Y PHoN).

52 ®@appokokiviTikEG 1010TNTES

H evloiovtapion eivar eldyiota vootodoAvth. H dtodvtotnto g eviolovtauidng ovéavetorl amod
TOVG KOTPVAIKOVG KATPIKOVG EGTEPES YAVKEPOANC TOAVALHVAEVOYAVKOATG TTOV dPOVV MG
YOAOKTOHOTOTOUTEG/ TAGIEVEPYEG OVGIEC. LE TPOKAVIKEG LEAETEG, 1 ATTOPPOPNON TG EVEOAOLTAUIONG
av&NOnke 6tav SoAVONKE GE KATPLAIKOVG KOTPIKOVG EGTEPES YAVKEPOANG TOALABVAEVOYAVKOANC.

H poppaxoxivntikn g eviarovtapiong éxet a&oloynbei oe acbeveic pe kapkivo ToL TPOSTATNH KO
o€ vyleig avopes. O uéoog tehkog xpovog nuicetog Long (tiz) yio v evlolovtauidn o acbeveig puetd
amd pa eedmaé amd Tov oTopaTog doom stvan 5,8 nuépeg (e0pog 2,8 €wg 10,2 nuépec), Ko n
otafepomompuévn Katdotaon enttuyydvetol o £va unva mepinov. Me kafnpepvn amd oTOUNTOG
yopnynon, n eviaiovtapion cuecmpedeTol TEPITOV 8,3 POPEC G oYéom Le pia epdmas d6omn. Ot
NUEPNOLEG OLAKVUAVOELS OTLS CLUYKEVIPDGELS TOV TAACHATOS VOl YOUNAES (LEYLOTN €mG AN IOTN
avaioyia 1,25). H kdBapon ¢ eviaiovtapiong yiverar Kupiwg LEG® TOL NTATIKOV HETABOAMGLLOV,
TapAyovTag £vo evepyo petafoAritn mov eivat e€lcov dpacTikog OT®S 1 evEOAOLTANION Kot
KUKAOQOpEL 6€ TTepimov otnV 1d10 CLYKEVTP®GT 6TO TAAGHO OT®G 1) evioAovTopion.
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Amoppoonon

H an6 otoépatog amoppod@non tov ETKOAVUUEVOV Le AETTO VUEVIO dioKimv eviaiovTopiong
a&lohoynonike og vylelg avopeg eBehovtéc petd amd o epdmal 66omn 160 mg evioiovtopiong —
EMKAAVUUEVA E AETTO VUEVIO dtokia. H @apuokokivnTiky HoviEA0Toinen Kot 1| TpOGOopHoimoT)
ypnoomodniay yio v TpdPAEYN TOL PapUAKELTIKOD TPOPIA o cTadepOomOM UéVN KATAGTAOT).
Me Baomn avtég Tic TpoPAdyelg Kabmg Kot dAL0 VTOGTNPIKTIKA dEQOUEVA, O HEGOG YPOVOG EMITEVENC
UEYIOTOV GUYKEVIPAOGE®VY TNG EVEoAoLTAUIONG 6T0 TAASHO (Cmax) €ivat 2 dpeg (0pog 0,5 £mg 6 dpeg),
KOLL TOL QOPULOKOKIVI TIKE TPO®id Tng eviaAovTapiong Kot Tov evepyov petafforitn g o€
otafepomompévn Katdotaon etvat Tapdpoto e To ETKOAVUPEVE pLe AETTO DUEVIO StoKia Kot TN
ovvbeon TV poAoKdy kayokiov eviolovtapuiong. Metd tnv and oTOUATOG XOPTYNOT TOV LOAUK®DY
kayokiov (Enzalutamide 160 mg nuepncing) o acbeveig pe petactatiké CRPC, ot péoec Tipéc g
Crnax TNG evioAovTopion kot tov evepyol petafoiitn g 610 TAdo, 68 6TafEPOTOINUEV
Kkatdotoon, givar 16,6 pg/ml (23% CV) ko 12,7 pg/mL (30% CV) avtictoyyo.

Me Baon po perétn woluyiov pélog oe avOpdmOvg, 1 dd TOV GTOUATOS OTOPPOPTON TNG
eviorovtapidng extipdrat 6t glvan TovAdyiotov 84,2%. H evlaiovtapion dev anoterel vmdoTpopLa
Tov petagopénv ekpong P-gp 1 BCPR.

H tpogn dev €xet KAvikd onpovTikn enidopact oto Badud amoppdenonc. e KAMVIKEG SOKIUES, 1)
gv{odovtapion yopnynonke aveEaptntmg TS ANYNG TPOeNg.

Koazavoun

O péoog powvopevog oykog katavoung (V/F) g eviaiovtapiong oe acbeveic petd amd pio epama
amd Tov oTopaTog d0om givor 110 L (29% CV). O dykog katavopuns g evioiovtapiong eivor
LEYOADTEPOG OO TOV OYKO TOV GUVOALKOD VEPOD TOV GAOUATOG, EVOEIKTIKO TNG EKTETOUEVNS
eEmayyelokng Katavoung. MeAETec 6 TPOKTIKG VTOSELKVOOVVY OTL 1) EV{AAOVTOUION KOl O EVEPYOG
UETABOAITNG TNG, LTOPOVV VOl SLOTEPAGOVY TOV ALLLUTO-EYKEPUALKO PPUyUO.

H evlaiovtapion eivar cuvdedepévn 97% £mg 98% e Tig mpwteiveg Tov TAGGHOTOG, Kupimg 1 TV
Aevkopativn. O evepyog petafoiitg eivor cuvdedepévoc 95% pe Tig TpoTeiveg Tov TAGoHATOG. Agy
VIANPEE EKTOMION OO TIC TPMTEIVES TOV TAAGUATOG UETAED TNG eViOAOLTAUIONG Kot GAA®DY
QOPUIKEVTIKAV TPOIOVIMV OV OEGUEVLOVTAL 1oYXVPA o€ aVTES (Pappapivr, Povmpopaivn kot
colkvlkod 0&D) in vitro.

Buoustaoynuotiondg

H evloiovtapion petafolriletan extetapéva. Ymdpyovv 0o koplot petoforiteg oto avlpmmvo

T dopa: n N-opuebviopévn eviaiovtopion (evepyn) kot Eva Tapdymyo Tov Kapfo&uiikod o&Eog
(adpoavég). H eviorovtapion petaforiletor amo to CYP2CS kat og pikpotepo Pabud amd to
CYP3A4/5 (BA. mapdypapo 4.5), ta omoia appotepa dadpoppatilovy poho 610 GYNUATICUO TOV
gvepyov petaPolritn. In vitro, n N-dipuebvlopévn evahovtouidn HETOTPETETAL GTOV TAPAY®DYO TOL
kapPo&uAtkod o&éog and v KapPolvreostepdon 1, 1 omoia emiong drodpapatifel Evav pikpd poro
oTN petaTpony| g eviaAovtapiong oto mapdywyo tov kapPosuAkod o&éog. H N-diuebviimpévn
evfoiovtapidn dev petaporiotnke amd ta CYP in vitro.

Kdéto and cuvinieg Khvikng xpnong, 1 evioiovtapion eivar £vag 1oyvpog emaywyéag tov CYP3A4,
évag pétprog emaymyéog Tov CYP2CI kot tov CYP2C19, kot dev €xel KAVIKA OTUOVTIKY ETIOPOCT
o010 CYP2CS (BA. mopaypogo 4.5).

AmofoAn
H péon eavopevn kabopon (CL/F) g evlarovtopiong oe acBeveic kopoaivetatl and 0,520 kot

0,564 /h.

Metd v and otdépatog yopiynon onuacuévng H“C-eviarovtouidng, to 84,6% tng padievepyoig
ovciag avaktdtot og 77 nuépeg petd  do6on. To 71,0% avaxtdtor ota ovpa (kKuping mg Tov
avevepyo petaforitn, pe tyvn mtocotNTeV TG v{aAOLTAWIONG Kol TOL evePYol HETOPOAITN), Kol TO
13,6% avaxtdrol ota kompava (0,39% tng 06ong g apetdfAntn evigiovtopuion).
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In vitro dedopéva deiyvouv 0TL 1 evloiovtapion dev anoterel vootpopa yia to OATP1IBI,
OATP1B3, 1} OCT1, gvd n N-dpeBviiopévn eviorovtapion dev anotekel vedotpopa yio v P-gp 1
v BCRP.

In vitro dedopéva detyvouv 611 1 eviahovtapion kot ot kuptdtepot petafolriteg tng dev avactéAlovy
ToVG aKOAoVOOLG peTaPopel o KAMvikd oyeTikég cuykevipaoels: OATPIBI, OATP1B3, OCT2, 7
OATI.

Cpoppikdnro

Agv TopatnpnOnKov oNUOVTIKEG ATOKAIGELG AO TV AvVOAOYIKOTNTO TG 80T 68 0pog doomg 40 £mg
160 mg. O tipéc otabepomompévng katdotaons Cmin TG vEolovTapidng Kot Tov gvepyoL
petafoiitn oe pepovopévoug acbeveic mapépevoy otabepés oe S1ApKELD TEPAY TOV EVOG ETOVG
xPoVIOG Oepameiog, AmodEVOOVTOG T YPOVO-YPOUUIKT QOPUOKOKIVITIKT LOALG ETITUYYAVETOL 1|
otabepn| KaTdoTOoT).

Neppkr| dvciettovpyia

Agv €xel ohokAnpwbei emionun perétn veppikng duciettovpyiog Yo Ty evioAiovtapion. AcOeveig pe
KpeaTwviv) opov > 177 umol/l (2 mg/dl) anoxieiotnkoy amd tig KAviKég perétes. Me Bdon o
QOPUOKOKIVITIKY] ovéAvon TANOLG oD, dev amatteital Tpocapproyn tng 06ong yio acOeveig pe
vrohoyilopeveg Tié kaBapong kpeatvivng (CrCL) > 30 ml/min (67mwg vroioyiletol amd Tov TOTO
Cockcroft ko Gault). H evladovtapion dev éxel a&rorloynOei e acheveic pe coPapn veppiky
dvorettovpyia (CrCL < 30 ml/min) 1} veppomddeia teAkod 6Tadiov, Kot GUVIGTATOL TPOGOYN KATA T
Oepaneio vtV TOV 0cbevav. Agv givatl TBavo 1 eviolovTapion Vo, aToUOKPOVETOL CTLOVTIKG LETA
Ao Ol0AEITOVGA OUOSIOAIGT 1 LETA OO GLUVEYN TEPUTATITIKN TEPITOVAIKT S1OAIGT.

"Exntoon g nratikng Asttovpyiog

H éxntwon g nrotikng Asttovpyiag dev eiyxe évrovn emidpacn ot cLVOAKN Ekbeom og
gvlodovtapion | otov evepyd petaforitn mc. Q2o1660, 0 ¥pdvog nuicelag (ong g eviaiovTopiong
duthaoidotnke og acbeveic e coPapr] EKATMON TNG NTATIKNG AETOLPYING G CUYKPIOT LE TO VYW
dropa eréyyov (10,4 nuépec o ovykpion ue 4,7 nuépeg), mov mhavdv va cuoyetiletal pe v
aLENUEVT KOTOVO LT GTOVG 1GTOVG.

H pappoaxoxivntikt g eviahovtapiong egetdotke oe dtopa pe fmia (N = 6), pétpa (N = 8), 1
coPopn (N = 8) ékntmon ¢ nrotikng Aertovpyiog (Kammyopia A, B ) I' katd Child-Pugh,
avtioTorya) Kot o€ 22 eEopolmpéva GTopa, LE PLGLOAOYIKT NIATIKY Agitovpyio. Metd and pio epanad
and otopatog 06on 160 mg eviarovtapiong, ot AUC kot Crax Yo Tnv evioiovtapion o€ aobeveic Le
N NItk dveAertovpyio ovénonkay katd 5% kot 24%, avrtictoyya, Kot ot AUC kot Cmax TG
gv{odovtapiong o€ dropa pe LETPLO EKTTMGN TNE NTOTIKAG Agttovpyiag avénonkay katd 29% ot
petmdnkav katd 11%, avtictorya, kot ot AUC Kot Crax TG evioiovtapidng og dropa pe copfapn
£KTTOON TN NTUTIKNG Agrtovpyiag avénnkay katd 5% kot peiowdnkav katd 41%, avtictotya,ce
oUYKPION UE TO VY dTopa eA&yyov. I'ta To GUVOLO TG adécELTNG EVIAAOVTOUION LE TOV AOEGUEVTO
evepyo petaforirn, ot AUC kot Crax 08 GTOMO LE 0L EKTTTMOOT TNG NTATIKNG Agttovpyioag ovEnonkay
ratd 14% wot 19%, avtiotoryo, kot n AUC kot 1 Cuax 0€ GTOpo pe HETPLO EKTTMOT TNG NROTIKNG
Aertovpyiag avEndnkay kotd 14% kot petmdniay kot 17%, avriotoyya, kot ot AUC kot Cmax 6€
dropa pe coPfapn] EKTT®ON TG NTOTIKNAG AetTovpyiag avénonkay katd 34% kot peid@bnkay katd 27%,
avTioTO 0, GE GUYKPLON UE TO VYW GTOpa EAEYYOV.

Dol

O1 teprocotepol acbeveig oe eleyyopeves kKAvikeg peréteg (> 75%) nrov Kavkdoiol. Zopeova pe to
QUPUAKOKIVITIKG dedopéva pehetav mov dteénydnoav ot lanwveg ko Kivélovg acbeveic pe kapkivo
TOV TTPOCTATY), OV VINPEAY KAVIKA SNUOVTIKES dtapopég oty €kBeom petald tov tAnducudv. Ta
dedopéva yio v aE10A0YNoN SUVNTIKOV SL0(POP®Y GTN POPUOKOKIVITIKY TNG EV{OAOVTOUIONG O
GAAeC PUAEG elval avemapKT].

HAuiopévor acBeveig
Agv mopatnpnnie KAMviKd onuavTiKy enidpaoT TG NAMKING OTIC POPUAUKOKIVITIKESG WO10TNTES TG
ev{aAOLTOIONG OTN PAPLOKOKIVITIKT OVIAVOT) TV NAMKIOUEVOV 0COEVDV.
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5.3 IIpoxivikd d€dopéva Y10, TNV 0.6QALELN

H Oepancio pe eviodlovtapidn o€ KOQOPOHVTES TOVTIKOVS 001 YNGE G€ aDENGN TNG GLYVOTNTOS
EUPAVIoT G UPPLiKDV BoviTmV Kot EEOTEPIKMV Kol OKEAETIKOV UETABOAGY. Ae dieEnydncay peréteg
yovipdtnrag pe eviolovtapion, aAld oe peAéteg og apovpaiovs (4 kot 26 fdouddmv) Kot 6 GKOAOVG
(4, 13 ko 39 efdopdadwv), mapatnprOnkay atpodio, acreppio/vTocTEPUia, Kot
VIEPTPOPIO/VTEPTAOGIN GTO AVATAPOAYDYIKO CUGTNUE, MG CLVETELN TNG PUPUOKOAOYIKAG dPAGNC TNG
evlohovtapidn. Xe pekéteg o€ movtikovg (4 fdopdadmv), apovpaiovs (4 kot 26 gfdopddmv) Kot 6
oKOA0VG (4, 13 ko 39 gfdopddmv), ot petaforés Tov TapatnpOnKay 6Ta AVATAPAYOYIKA Opyava
7ov oyetilovron pe v ev{aAOVTOUION, NTAV UELMGEIS GTO BAPOC TOV OPYAVOV, LLE ATPOPio, TOV
TPOCTATN Kot TNG EMOBLUIdaG. Yeptpopia kovn vrepmiacio tov kuttdpov Leydig mapatnpndnke
o€ movtikovg (4 efdopddmv) Kot oe okOA0LS (39 gfdopadmv). Emmnpocheteg petaforég atovg
AVOTOP O OYTIKOVG 16TOVG TEPLEAGUPAVOY VTEPTPOPIO/VTEPTAAGIN TG VTOPVOTG KOl ATPOPIN TV
OTEPUATOOOY®V KVGTEDV GE OPOLPAIOVG KOl VTTOCTEPLLO TMV OPYEDY KOl EKQVAICT] TOV CTEPLOTIKOV
coAnvapiov g okdAove. Ot d10popég 6To POAO TapaTNPHINKOY GTOVS HAGTIKOVG 0OEVES TMV
apovpaimv (aTpopia oTa apceviKd Kot AoPmdng vrepmiacio ota OnAvkd). Ot ahiayéc oto
AVOTOPOYOYIKA OPYAVOL KOl 6TO dVO €101 TOV GUVETELD TNG PAPUOKOAOYIKNG dPAGTC TNG
evEoAOLTAUIONG KOl AVOCTPEYILEG 1) OE LEPIKT ATOOPOUT| LETA amd e TEPiodo avirktnong 8
ePdopddmv. Agv vnpyov GAAEG ONUOVTIKEG AALAYES otV KAViKT Tafoloyia 1} iotomafoloyia o
0T0100MTTOTE GALO GVGTNUG OPYAVOV, CUUTEPIAUUPOVOLEVOD TOV HTTOTOC, KOl 0TO SLO EIOM.

Meléteg og €ykvovg apovpaiovg £det&av 6Tl 1 evioiovtapion Kaun ot petafolites Tng LeTaPEPOVTOL
oto £uPpvo. Metd amd tov oTépaTog Yoprynon padtocmionuacuévng H“C-eviarovtopidn oe
apovpaiovg tnv nuépa 14 g eykvpocivng oe pia 66om tov 30 mg/kg (~ 1,9 popég n uéytotn doom
OV EVOEIKVLTOL GTOVG AVOPAOTOVG), 1| LEYIOTN POSIEVEPYELD GTO EUPPLO eMETEVYON 4 Dpeg LETA TN
YOPNYNON KoL TV YOUNAOTEPT GO VTV GTO UNTPIKO TAAGUA Le avaAoyio 1otov/TAdopatog 0,27.
H podievépyeia oto EuPpoo petmdnie £mg 0,08 @opég g HEYIGTNE GLYKEVTIPMGTG OTIG 72 DPEC LETA
™ xopfynon.

Meréteg e Onralovtec apovpaiovg £det&av 6tL M evioAovTouion Koy ot petafoAiteg g
amekKkpivovTal 6To YA TV apovpainy. Metd Thv omd oTopatog xopfiynon padtosmonuocpévng “C-
evfodovtapidn o OnAdlovteg apovpaiovg oe po d6on Tov 30 mg/kg (~ 1,9 popég 1 péyiotn ddom
OV gVOEIKVLTAL GTOVG AVOPDOTOVG), 1| LEYIOTI POUSIEVEPYELD GTO YOAO ETETEVYON 4 DPEG LETA TN
yopnynon kot NTav Em¢ 3,54 opEC LYNAOTEPT ATO ATV GTO UNTPIKO TAAGUA. T OTOTEAEGUOTO TNG
peAétng £de1&av emiong 0t 1 ev{aAoVTOIdN KOVN o1 HeTAPOAITEG TG LETAPEPOVTOAL GTOVG 1IGTOVS TOV
VEOYVOL 0pOLPAioV HECH TOV YAAMKTOG KOl KATH GUVETELN ATOPAAAOVTAL.

H evlolovtapion ftav apyntikn Y10 YOVOTOEIKOTNTU GE L0, TUTOTOMUEVT] GELPO SOKLUMV in Vitro Kol
in vivo. Xg o HeAETN 6 unvov o€ daryovidtakovg movtikovg rasH2, 1 ev{adovtapion dev £deiée
Suvapkd KapKIvoyEVeonG (movGio VEOTAUCUATIK®Y supnudtov) o€ docelg uéxpt 20 mg / kg
nuepnoing (AUCa4n ~ 317 ug h/mL), ot onoieg eiyov ¢ amotéleoua enineda £kbeong 6to TAGGUO
nwapopota pe v kKAwvikn €kbeom (AUCun ~ 322 ng h/mL) o€ acBeveic e mCRPC mov éhafov 160

mg NpePNGing.

H nuepnowa yopnynon eviaiovtapiong oe apovpaiovg yio d00 ¥povia TPOKAAESE OVENUEVT
GLYVOTNTO ELPAVIONG VEOTAUGUATIKOV EVPNUATOV. AVTA GUUTEPIAAUPBAVOY VOUOEVOUE TV
UOOTIKOV adévav Kot kahonon 00po, kadondeig 6ykovg kuttdpwv Leydig otovg 0pyels, 0nioua
ovpobniiov Kot KOPKIVOLIK TNG 0VPOSHYOV KDGTNG GTOVE (VOPES, KAAONOELG KVTTAPIKOVG OYKOLG
®oONKOV oTIg Yuvaikes kKot adévopa tng vTdevong pars distalis kKot oto Vo POAa. H cvoyétion tov
0vuov otov AvOpWTO, TOV UOEVAOUOTOS TNE VITOPLGNE KoL TOV VOUSEVMDUUTOS TOV HOCTIKMY 0OEVOV
KaBmG Kot Tov INAGUATOG 0VPOONATIOL Kot TOV KAPKIVOUOTOG TG 0VPOdOY0L KOGTNG OEV UTOpEl va.
amoKAELOTEL.

H evlalovtauion dev rav pwtotolikn in vitro.
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6.

6.1

OAPMAKEYTIKEX TIAHPO®OPIEX

Kotdroyog ekdoymv

TTvpnvoc dickiov

YrpopeAloln o&kr nAekTpik|
Kvttapivn, pikpokpuotoiiikn
Koapuerddln vatprovyog d106Ttanpoduevn
Kolhoeg1dég vudpo 0&gildio Tov Tupitiov
Mayviclo oteaticod

Emikdloyn diokiov

Yrpoperroln (E464)

Tiraviov d0&eido (E171)
[ToAvaBvrevoylvkoin (E1521)
TéAixng (E553b)

Z10mpov o&eidio kitpvo (E172)

6.2

Aovpparotnreg

Agv epapuodletart.

6.3 Awpkera Long
2 ypévio
6.4 Iowitepeg Tpo@LAGEELS KOTE TN PVAAEN TOV TPOiIdVTOG

To pappokevTikd ovtd TPoidv dev anattel Waitepec cuvOnKeg POAAENC.

6.5

DVYo1N KO GUGTATIKG TOV TEPLEKTT

Enzalutamide Accordpharma 40 mg smkoivupuéva pe Aertd vuévio diokia

Avoadumhlodpevn ONkn omd xaptovi pe eveopatouévn dagavi koyén PVC/PCTFE -Alu mov
nepiéyet 28 dokia. Kabe kovti mepiéyet 112 diokia (4 OMkeg).

H dwpavig koyéin PVC/PCTFE -Alu dwatiBeton o€ cuokevacio kuyEANG Le dtaotavpodievn
duaTpnon povadag 66omg 28 x 1 diokiev og kovti. Ot ToAvcvovokevacieg mepéyovv 112 x 1
dwokia (4 cvokevaoieg tov 28 x 1).

Enzalutamide Accordpharma 80 mg semukaivpuuévo. pue Aertd vuévio dioKio

Avodumhovuevn ONnkn oo yaptovi pe evompoatouévn dtagavi koyéin PVC/PCTFE -Alu mov
nepigyet 14 doxia. Kabe kovti mepiéyet 56 dioxia (4 Onkeg) ko 112 diokia (8 Onkeg).

H dwpavig koyéin PVC/PCTFE -Alu dwtifeton o€ cuokevacio KOWEANG LE SLUGTAVPOVLEVT
duaTpnon povadag 66ong 14 x 1 diokiov og kovti. O1 ToAvcLGVGKELOTIES TEPIEXOVLY 56 X 1
dwokia (4 ovokevacieg tov 14 x 1) ko 112 x 1 diokia (8 cvokevaocieg v 14 x 1).

Enzalutamide Accordpharma 160 mg smukoAvupéva pe Aertd vuévio dickio

Avodumhovpevn ONnkn oo yaptovi pe evempotouévn dtagav koyéin PVC/PCTFE -Alu mov
nepigyet 14 doxia. Kabe kovti mepiéyet 28 diokia (2 Onieg), 56 diokia (4 OMkeg), 84 doxia (6
Onkeg) kan 112 dokia, (8 OMKeg).

H dwapovig koyéin PVC/PCTFEE -Alu dwatifeton 68 cLOKELAGIO KOYEANG LE SLUGTAVPOVLEVT
dudTpnon povadoag 60omng 14 x 1 diokiov og kovti. O1 ToAvcvcsuckevacieg mepiEyovy 28 x 1
dwokia (2 cvokevaoieg tov 14 x 1), 56 x 1 diokia (4 cvokevacieg Tov 14 x 1), 84 x 1 diokia (6
ovokevaoieg Tov 14 x 1) kot 112 x 1 dwokia (8 cvokevacieg towv 14 x 1).

Mmropei va, unv KoKAOQPOpPOUV OAEG Ol GUOKEVAGIEC.
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6.6 Iowitepeg TPOPLAGEELS UOPPLYNGS KOl AAAOG YELPIGIOG

Tnv evlahovtapion dev Tpémet vo v xepiloviol GAAA ATope EKTOG TOL AcHEVODG 1 TOV PPOVIIGTOV
Tov. Mg Bdon tov unyoavioud dpdong tov kot tnv to&ikdtnTa euPpvov mov mapatpnonke o
movtikia, 1 evioiovtauion evoéyetar va mpokaiécetl PAAPN 610 avantuccopevo Euppvo. Ot yuvaikeg
mov gtvon 1] pmopet va peltvovv €ykveg dev mpénet va yepiloviat Ta diokio eviaiovtapion mov £xovv
vrootel PAAPN 1 £xovv avouytel ywpig Tpootacia, Y., yavtia. BA. mapdypaeo 5.3 [pokivika
dedopéva yio v acedieta. Ta emkaAvppéva pe AemToO LUEVIO S1oKi0 dEV TPEMEL VAL LOCADVTOL, VAL
KkOPBovtat 1 va cuvOAiBovTat.

Kabe aypnoiponointo eapuokeuticd Tpoiov 1 VIOAEYUN TPETEL VO OTOPPITTETAL GOUPDVOL HE TIG
KOTO TOTOLG IGYVOVGES GYETIKES SLUTAEELG.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n

Edifici Est, 6* Planta

08039 Barcelona

Iomavia

8. APIOMOZXZ(OI) AAEIAYX KYKAO®POPIAX

Enzalutamide Accordpharma 40 mg smkoivupuéva pe Aertd vuévio diokia

EU/1/25/1990/001 - 112 dwokia
EU/1/25/1990/002 - 28 x 1 dwokio (pLovada 66omg)
EU/1/25/1990/003 - 112 x 1 (4 x 28 x 1) dwokia (povada 666m¢) (ToAVGVGKELOGTIN)

Enzalutamide Accordpharma 80 mg smkoivupuéva pe Aertd vuévio diokia

EU/1/25/1990/004 - 56 diokio

EU/1/25/1990/005 - 112 dwokia

EU/1/25/1990/006 - 14 x 1 dwokio (povada 66omc)

EU/1/25/1990/007 - 56 x 1 (4 x 14 x 1) diokio (Lovaoa 560mG) (Tolvcvokevacia)
EU/1/25/1990/008 - 112 x 1 (8 x 14 x 1) dwokia (povada 666M¢) (ToAVGVGKELOGTIN)

Enzalutamide Accordpharma 160 mg smukoAvupéva pe Aertd vuévio dickio

EU/1/25/1990/009 - 28 diokia

EU/1/25/1990/010 - 56 dioxia

EU/1/25/1990/011 - 84 diokia

EU/1/25/1990/012 - 112 dwokia

EU/1/25/1990/013 - 14 x 1 diokia (povada d0o1g)

EU/1/25/1990/014 - 28 x 1 (2 x 14 x 1) diokio (Lovaoda 566mG) (Tolvcvokevacia)
EU/1/25/1990/015 - 56 x 1 (4 x 14 x 1) diokio (Lovaoa 566mG) (Tolvcvokevacia)
EU/1/25/1990/016 - 84 x 1 (6 x 14 x 1) diokio (Lovada d6omg) (Tolvcvokevacia)
EU/1/25/1990/017 - 112 x 1 (8 x 14 x 1) dwokia (povada 666mc) (ToAvcvuoKevocio)

9. HMEPOMHNIA ITPQTHX E'KPIXHX/ANANEQYXHYX THX AAEIAX

Huepopnvia mpdng £ykpiong:
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10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANPoQopieg Y10 TO TAPOV POPUAKEVTIKO TPOIOV givol S1BEGIIEC GTOV SIKTLOKO TOTO
tov Evponaikod Opyoviopuov Goapudkmv: https:/ www.ema.europa.eu.
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IHAPAPTHMA 11

IMAPAXKEYAXTHX(EY) YILEYOYNOX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIXMOI XXETIKA ME TH ATAOEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX(EYX) YIIEYOYNOX(OI) I'TA THN AIIOAEEMEYXH TQN
ITAPTIAQN

Ovoua kor d1e00vven tov(Tv) TopacKeLASTAG(MV) oL givarl VTevhuvoc(ol) yia TNV aT0dEGUELOT
TOV TOPTIO®V

Accord Healthcare Polska Sp. z.0.0.
ul.Lutomierska 50,
95-200, Pabianice, IToAwvia

Accord Healthcare B.V.
Winthontlaan 200,
3526 KV Utrecht, OAAavdio

Pharmadox Healthcare Ltd.
KW20A Kordin Industrial Park,
Paola PLA 3000, MdAta.

Accord Healthcare Single Member S.A.,
64th Km National Road Athens,
Lamia, 32009, EALGda

Laboratori Fundacié Dau
C/C, 12-14

Pol. Ind.Zona Franca,
Barcelona, 08040,
Iomavio

270 £VTUTTO UALO 0JNYLDV XPNOTG TOV PAPHUOKEVLTIKOD TPOIOVTOG TPETEL VO OVALYPAPETOL TO OVOLLOL
ka1 1 S1e¥0VVOT TOV TAPUCKELAGTH TOV Eival VTELOVVOG Y10 TV ATOSEGUEVGN TN CYETIKNG TAPTIONG
B. OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH

DopHaKeLTIKO TPOTIOV Y10 TO OTOL0 ATOLTEITOL LOTPIKT] GUVTOYT.

I. AAAOI OPOI KAI AITAITHZEIX THX AAEIAY. KYKAO®OPIAX
o Ex0¢éos1g meprodknig wapakorovdnong g acpdrerag (PSURS)

Ot anmortioelg yio v vofoAn towv PSURS yuo 10 gv Adym @apuakevtiko mpoidv opilovtan
GTOV KOTAAOYO LE TIG NHepounvieg avaeopds g Evaong (katdhoyog EURD) mov mapatifeton
otV apdypago 7, tov apBpov 107y, g odnyiag 2001/83/EK kot kaOe emokolovdng
EMKALPOTOINONC OTTMG ONLOGIEVETAL GTIV EVPAOTAIKT SIKTVOKT TOAT Y10 TO QAPLOKOL.

A.  OPOI'H IEPIOPIZEMOI EXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyéo10 owoyeipiong Kivovvou (ZAK)

O Kdroyoc Adestog Kuvkhopopiag (KAK) Ba die€aydyel TIC amaitovIeEVES OPOCSTIPLOTNTES KOl

TAPEUPAGELG PUPHOKOETOYPVUTVIIONG OTTC Tapovoidlovtal 6To cuppovndév XAK mov

mapovctdleTar otny evotnta 1.8.2 g doelog KukAoPopiag Kot OTOECONTOTE ETAKOAOVOEG
gyKekpléves avabempnoelg tov TAK.
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"Eva emkatpomompévo LAK Oa mpémet va katotedeti:
e Metd and aitnpa tov Evponaikod Opyoavicpod Ooapudxmy,
e OnotedNmOTE TPOTOTOLELTAL TO COGTNHO JLOXEIPLONG KIVOVLVOUL, E0IKA G ATOTELEGIO AYNG
VE®V TANPOGOPIDV TOV UITOPOVV VAL EMPEPOVLY GNUAVTIKN GAAAYT OTH GYECT] 0PEAOVS-KLVOUVOL
N ©¢ 0mOTELESUA TNG EMITEVLENC EVOC GNUAVTIKOD 0POGTLOV (PUPUOKOETOYPVTVIOT 1}
glayiotomoinon Kvévvov).
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IHAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXZH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ANAAIITAOYMENH OGHKH XQPIX BLUE BOX (ANAAIIIAOYMENH OHKH AIIO
XAPTONI)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 40 mg enkaivppéva pe Aentod vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

KdaPe emucoroppévo pe Aemtd vpuévio diokio mepiéyel 40 mg eviolovtauion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

28 emkoAvppéva pe Aemwto vuévio diokio. Mépoc ToAvovokevaciog, dev TwAEiTal YOPLOTA.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwPaote 10 PUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

AEY
TPI
TET
IIEM
ITAP
>AB
KYP

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puldocoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tatdid.

7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yuvaikec mwov etvan 1 pmopel va petvouv €ykveg dev mpémet va yeipilovtol To EMKOAVUUEVA e AETTO
vuévio dlokio Enzalutamide Accordpharma 40 mg ympic yavrtio.

8. HMEPOMHNIA AHZHX
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EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kabe aypnoiponointo eapuokevtiKd Tpoioy 1 VTOAELU TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG IGYVOVGES GYETIKES SLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/001

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHT'TEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 40 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI [112 emwkoivppéva pe Lewtd vpévio dwokia (4 O1kes Tov 28 diskinv) —
nepréyel Blue Box]

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 40 mg emkaAvppéva pe Aentod vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vpuévio diokio mepiéyel 40 mg eviolovtauion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

[HoAvovokevacio: 112 (4 Ofkeg tov 28) emkaivppéva pe Aentd vpévio diokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO
vuévio dokio Enzalutamide Accordpharma 40 mg ympic yavrtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/001

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 40 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépel Tov TePIAN@OEVTO LOVOSTIKO avayVOPIOTIKO KOJOIKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH XYXKEYAXIA ANAAIITIAOYMENHY ©OHKHY)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 40 mg Swokia
gvfodovTapion

‘ 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

S. AAAA ETOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI (28 x 1 emxaivoppéva pe Lemtod vpévio dwokia)

|1

ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 40 mg emkaAvppéva pe Aento vpévio diokio
evloiovtapion

| 2.

YYNOEXIH XE APAXTIKH(EX) OYZIA(EX)

Kdabe emxaioppévo pe Aemtd vpévio diokio mepiéyel 40 mg eviolovtouion.

| 3.

KATAAOI'OX EKAOXQN

| 4.

OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

28 x 1 emixodvppéva pe Aemtd vuévio diokia

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Ao otOUaTOC YpNON).
Noa kartamniveror oOAOKANPO.
Awpaote 10 POALO 0INYIOV YPNONG TPV OO TN XPTON.

6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPEINEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy T Tondid.

7.

AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Ot yvvaikeg mov givar 1 umopel va petvovv £ykveg dgv mpémel vo xelpilovTor To EmKaAVUUEVO LE AETTO

vuévio dokio Enzalutamide Accordpharma 40 mg ympic yavrtio.

8.

HMEPOMHNIA AHEHX

EXP

9.

EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/002

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 40 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI (28 x 1 emkaivppéva pe Aentéd vpévio 010Kia y1o TOAVGVGKELUGIO— (OPig
Blue Box)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 40 mg emkaAvppéva pe Aentod vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vpuévio diokio mepiéyel 40 mg eviolovtauion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

28 x 1 emkodoppéva pe Aemtd vpévio diokio. Mépog moAvcuoKELOTING, dev TOAEITAL XOPIGTA.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO
vuévio dokio Enzalutamide Accordpharma 40 mg ympic yavrtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/003 - 112 x 1 (4 x 28 x 1) dwokia (Lovada 06onG) (ToAvcuckevoacio)

13. APIOMOZX ITAPTIAAX

Lot

14. I'ENIKH KATATAZH I'TA TH AITAGEXH

15. OAHT'IEX XPHXHX

16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 40 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (rolvovokevacio Tov 112 x 1 emkaioppévov pe Aentd vpévio diokiov —
nepréyel Blue Box)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 40 mg emkaAvppéva pe Aentod vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vpuévio diokio mepiéyel 40 mg eviolovtauion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

[HoAvovokevaoio: 112 x 1 (4 cvokevaocies Tov 28 x 1) emkaivppéva pe Aemtd vuévio diokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO
vuévio dokio Enzalutamide Accordpharma 40 mg ympic yavrtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/003

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 40 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER)

KYYEAH

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 40 mg Swokia
gvfodovTapion

‘ 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

S. AAAA ETOIXEIA

Ao otopaTog ¥pnon
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ANAAIITAOYMENH OHKH XQPIX BLUE BOX (ANAAIIIAOYMENH OHKH AIIO
XAPTONI)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 80 mg emkaAvppéva pe Aentod vuévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vpévio diokio mepiéyetl 80 mg eviolovtauion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 emaivppéva pe Aemtd vpévio diokia. MEpog ToAvouokevaciag, dev TmAEITAL YOPIOTA.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

AEY
TPI
TET
IIEM
ITAP
>AB
KYP

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puldocoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tatdid.

7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yuvaikec mwov etvan 1 pmopel va petvouv €ykveg dev mpémet va yeipilovtol To EMKOAVUUEVA e AETTO
vuévio dlokio Enzalutamide Accordpharma 80 mg ywpic yavrtio.

8. HMEPOMHNIA AHZHX
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EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kabe aypnoiponointo eapuokevtiKd Tpoioy 1 VTOAELU TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG IGYVOVGES GYETIKES SLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/004 — 56 dokia
EU/1/25/1990/005 — 112 dokia

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

| 15.  OAHTIEEX XPHEIHE

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 80 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI [56 emkaioppéva pe Aemtd vpévio diokia (4 Okeg Tov 14 diokiov) —
nepréyel Blue Box]

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 80 mg emkaAvppéva pe Aentod vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vpévio diokio mepiéyetl 80 mg eviolovtauion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

[HoAvovokevacio: 56 (4 Okec Towv 14) emkoivppéva e Aemtd vuévio diokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO
vuévio dokio Enzalutamide Accordpharma 80 mg ympic yavrtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/004

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 80 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI [112 emwkoivppéva pe Lewtd vpévio dwokia (8 O1kes tov 14 dickiov) —
nepréyel Blue Box]

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 80 mg emkaAvppéva pe Aentod vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vpévio diokio mepiéyetl 80 mg eviolovtauion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

[HoAvovokevacio: 112 (8 Orkeg tov 14) emkaivppéva pe Aentd vpévio diokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO
vuévio dokio Enzalutamide Accordpharma 80 mg ympic yavrtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/005

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 80 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH XYXKEYAXIA ANAAIITIAOYMENHY ©OHKHY)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 80 mg diokia
gvfodovTapion

‘ 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

S. AAAA ETOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI (14 x 1 emxoaioppévo. pe Aentd vpuévio diokia)

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 80 mg emkaivppéva pe Aentod vévio diokio
evloiovtapion

| 2. IYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Kdabe emxaivppévo pe Aemtd vpévio diokio mepiéyel 80 mg eviolovtouion.

| 3.  KATAAOIOX EKAOXON

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 x 1 emxodoppévo pe Aemtd vévio diokia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Ao otOUaTOC YpNON).
Noa kartamniveror oOAOKANPO.
Awpaote 10 POALO 0INYIOV YPNONG TPV OO TN XPTON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPEINEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy T Tondid.

7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Ot yvvaikeg mov givar 1 umopel va petvovv £ykveg dgv mpémel vo xelpilovTor To EmKaAVUUEVO LE AETTO
vuévio dokio Enzalutamide Accordpharma 80 mg ympic yavrtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX

62



10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/006

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 80 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI (14 x 1 emkaivppéva pe Aentéd vpévio d10Kia Y10 TOAVGVGKELUGIO— (OPig
Blue Box)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 80 mg emkaAvppéva pe Aentod vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vpévio diokio mepiéyetl 80 mg eviolovtauion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 x 1 emxodoppéva pe Aemtd vpuévio diokio. Mépog moAvcuokevaoiag, dev TOAEITAL YOPIGTA.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO
vuévio dokio Enzalutamide Accordpharma 80 mg ympic yavrtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/007 - 56 x 1 (4 x 14 x 1) diokia (Lovéoa 660mG) (ToAvcvokevacio)
EU/1/25/1990/008 - 112 x 1 (8 x 14 x 1) dwokia (povada 66onc) (ToAvcuckevaacio)

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

| 15.  OAHTIEE XPHEIHE

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 80 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (rolvovokevacio Tov 56 x 1 emkaivoppévov pe Aentéd vpévio diokiov —
nepréyel Blue Box)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 80 mg emkaAvppéva pe Aentod vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vpévio diokio mepiéyetl 80 mg eviolovtauion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

[HoAvovokevaoio: 56 x 1 (4 cvokevacieg tov 14 x 1) emucalvppévo pe Aemto VUEVIO dokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO

vuévio dokio Enzalutamide Accordpharma 80 mg ympic yavrtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/007

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 80 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (rolvovokevacio Tov 112 x 1 emkaioppévov pe Aentod vpévio diokiov —
nepréyel Blue Box)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 80 mg emkaAvppéva pe Aentod vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vpévio diokio mepiéyetl 80 mg eviolovtauion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

[HoAvovokevacio: 112 x 1 (8 cvokevaoies twv 14 x 1) emkakvppéva pe Aemtd vpévio diokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO
vuévio dokio Enzalutamide Accordpharma 80 mg ympic yavrtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/008

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 80 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER)

KYYEAH

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 80 mg dwokia
gvfodovTapion

‘ 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

S. AAAA ETOIXEIA

Ao otopaTog ¥pnon
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ANAAIITAOYMENH OHKH XQPIX BLUE BOX (ANAAIIIAOYMENH OHKH AIIO
XAPTONI)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 160 mg emikaivppéva pe Aentd vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vuévio diokio mepiéyel 160 mg eviaiovtapuion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 emaAvppéva pe Aemto vpévio olokio. Mépoc ToAvouokevaciog, dev TwAEiTal YOPLOTA.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwPaote 10 PUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

AEY
TPI
TET
IIEM
ITAP
>AB
KYP

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puldocoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tatdid.

7. AAAH(EX) EIAIKH(EX) IPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yuvaikec mwov etvan 1 pmopel va petvouv €ykveg dev mpémet va yeipilovtol To EMKOAVUUEVA e AETTO
vuévio dlokio Enzalutamide Accordpharma 160 mg ywpic yavria.

8. HMEPOMHNIA AHZHX
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EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Kabe aypnoiponointo eapuokevtiKd Tpoioy 1 VTOAELU TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG IGYVOVGES GYETIKES SLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/009 — 28 diokia
EU/1/25/1990/010 — 56 diokia
EU/1/25/1990/011 — 84 diokia
EU/1/25/1990/012 — 112 Swoxia

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

| 15.  OAHTIEZ XPHIHE

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 160 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI [28 emkaivoppéva pe Aemtd vpévio diokia (2 Okeg Tov 14 diokiov) —
nepréyel Blue Box]

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 160 mg emikaivppéva pe Aentd vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vuévio diokio mepiéyel 160 mg eviaiovtapuion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

28 (2 Onkec tov 14) emkaivppéva pe AeTTo vUEVIO dlokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO
vuévio dokio Enzalutamide Accordpharma 160 mg ywpig yavtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/009

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 160 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI [56 emkaioppéva pe Aemtd vpévio diokia (4 Okeg Tov 14 diokiov) —
nepréyel Blue Box]

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 160 mg emikaivppéva pe Aentd vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vuévio diokio mepiéyel 160 mg eviaiovtapuion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

56 (4 Onkeg Tov 14) emkoivppéva e Aentd vUEVIO dlokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO
vuévio dokio Enzalutamide Accordpharma 160 mg ywpig yavtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/010

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 160 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI [84 emkaioppéva pe Aemtd vpévio diokia (6 Okeg Tov 14 diokiov) —
nepréyel Blue Box]

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 160 mg emikaivppéva pe Aentd vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vuévio diokio mepiéyel 160 mg eviaiovtapuion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

84 (6 Onkeg TV 14) emkoivppéva e Aentd vEVIo diokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO
vuévio dokio Enzalutamide Accordpharma 160 mg ywpig yavtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/011

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 160 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (112 emwkoivppéva pe Lewtd vpévio dwokia (8 O1kes tov 14 dickiov) —
nepréyel Blue Box)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 160 mg emikaivppéva pe Aentd vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vuévio diokio mepiéyel 160 mg eviaiovtapuion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

112 (8 Onkeg tov 14) emucoroppéva pe Aentd vuévio dtokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO
vuévio dokio Enzalutamide Accordpharma 160 mg ywpig yavtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/012

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 160 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

KYYEAH XYXKEYAXIA ANAAIITIAOYMENHY ©OHKHY)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 160 mg diokia
gvfodovTapion

‘ 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

S. AAAA ETOIXEIA
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI (14 x 1 emxoaioppévo. pe Aentd vpuévio diokia)

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 160 mg emikaivppéva pe Aentd vpévio diokio
evloiovtapion

| 2. IYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Kdabe emxaivppévo pe Aemtd vpévio diokio mepiéyet 160 mg evigAovtopion.

| 3.  KATAAOIOX EKAOXON

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 x 1 emxodoppévo pe Aemtd vévio diokia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Ao otOUaTOC YpNON).
Noa kartamniveror oOAOKANPO.
Awpaote 10 POALO 0INYIOV YPNONG TPV OO TN XPTON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPEINEI NA ®YAAXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na euidcoetal o€ 0éom, TV onoia dev PAETOLY Ko dev Tpooeyyilovy T Tondid.

7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Ot yvvaikeg mov givar 1 umopel va petvovv £ykveg dgv mpémel vo xelpilovTor To EmKaAVUUEVO LE AETTO
vuévio dokio Enzalutamide Accordpharma 160 mg ywpig yavtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX

82



10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/013

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 160 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN

83



ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI (14 x 1 emkaivppéva pe Aentéd vpévio d10Kia Y10 TOAVGVGKELUGIO— (OPig
Blue Box)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 160 mg emikaivppéva pe Aentd vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vuévio diokio mepiéyel 160 mg eviaiovtapuion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 x 1 emxodoppéva pe Aemtd vpuévio diokio. Mépog moAvcuokevaoiag, dev TOAEITAL YOPIGTA.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO
vuévio dokio Enzalutamide Accordpharma 160 mg ywpig yavtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/014 - 28 x 1 (2 x 14 x 1) diokia (Lovéoa 660mG) (Tolvcvokevacio)
EU/1/25/1990/015 - 56 x 1 (4 x 14 x 1) diokia (Lovéda 660mG) (Tolvcvokevacio)
EU/1/25/1990/016 - 84 x 1 (6 x 14 x 1) diokio (Lovada 666mG) (ToAvcLeKeVAGia)
EU/1/25/1990/017 - 112 x 1 (8 x 14 x 1) dwokia (povada 66onc) (ToAvcuckevaacio)

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH ATAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 160 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (rolvovokevacio Tov 28 x 1 emkaivppévev pe Aenté vpévio diokiov —
nepréyel Blue Box)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 160 mg emikaivppéva pe Aentd vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vuévio diokio mepiéyel 160 mg eviaiovtapuion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

[HoAvovokevaoio: 28 x 1 (2 cvokevacieg tov 14 x 1) emucalvppévo pe Aemtd VUEVIO dokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO

vuévio dokio Enzalutamide Accordpharma 160 mg ywpig yavtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/014

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 160 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (rolvovokevacio Tov 56 x 1 emkaivoppévov pe Aenté vpévio diokiov —
nepréyel Blue Box)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 160 mg emikaivppéva pe Aentd vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vuévio diokio mepiéyel 160 mg eviaiovtapuion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

[HoAvovokevacio: 56 x 1 (4 cvokevacieg tov 14 x 1) emucalvppévo pe Aemtd VUEVIO dokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO

vuévio dokio Enzalutamide Accordpharma 160 mg ywpig yavtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX

88



10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/015

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 160 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (rolvovokevacio Tov 84 x 1 emkaivppévov pe Aenté vpévio diokiov —
nepréyel Blue Box)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 160 mg emikaivppéva pe Aentd vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vuévio diokio mepiéyel 160 mg eviaiovtapuion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

[HoAvovokevaoio: 84 x 1 (6 cuokevacieg v 14 x 1) emucalvppévo pe Aemtd VUEVIO dokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO

vuévio dokio Enzalutamide Accordpharma 160 mg ywpig yavtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/016

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 160 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (rolvovokevacio Tov 112 x 1 emkaioppévov pe Aentod vpévio dSiokiov —
nepréyel Blue Box)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 160 mg emikaivppéva pe Aentd vpévio diokio
gv{odovTapion

‘ 2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe emucoroppévo pe Aemtd vuévio diokio mepiéyel 160 mg eviaiovtapuion.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

[HoAvovokevacio: 112 x 1 (8 cvokevaoies twv 14 x 1) emkakvppéva pe Aemtd vpévio diokia

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Ao otOUaTOC YpNON).
No koatanmiveror oAOKANpoO.
AwBaote 10 QUALO 03NYIOV XPNONG TPV A0 TN XPNOT.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXZH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

7. AAAH(EX) EIAIKH(EX) TIPOEIAONIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

Ot yvvaikeg mov givor 1 uropel va petvouv €ykveg dev Tpémel va xe1pilovTot To EMKOAVUUEVA LE AETTO
vuévio dokio Enzalutamide Accordpharma 160 mg ywpig yavtio.

8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

Kabe aypnoiponointo eopuokeutid Tpoioy 1 VTOAEWLUN TPETEL VO OTOPPITTETAL GOUPDVOL LLE TIG
KOTO TOTOVG 1GYVOVGESC GYETIKES OLOTAEELG.

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Iomavio

12. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/25/1990/017

‘ 13. APIOMOZX ITAPTIAAX

Lot

‘ 14. I'ENIKH KATATAZH I'TA TH AITAGEXH

‘ 15. OAHT'IEX XPHXHX

‘ 16. IHAHPO®OPIEX XE BRAILLE

Enzalutamide Accordpharma 160 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKag (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO aVayVOPIOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER)

KYYEAH

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Enzalutamide Accordpharma 160 mg diokia
gvfodovTapion

‘ 2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

S. AAAA ETOIXEIA

Ao otopaTog ¥pnon
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B. ®YAAO OAHI'TQN XPHXHX
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@DvAiro oonYLOV rpions: IIinpoopics Yo Tov a.60gvi)

Enzalutamide Accordpharma 40 mg emkoivppéva pe Aemté vuEVIO doKia

Enzalutamide Accordpharma 80 mg emkoivppéva pe Aemté vuévio diokia

Enzalutamide Accordpharma 160 mg emixaivppévae pe Aentd vpévio diokia
gvlohovtapion

Awpdote TPoceKTIKE 0AOKANPO TO PVAAO 0ONYIAV YPTONG TPV 0PYiCETE VO TAIPVETE AVTO TO

PapRraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- DoraEte avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPfdcete Eavd.

- Edv éxete mepartépo amopieg, p@TNGTE TOV Y1OTPO 1) TOV PAPHOKOTOLO GOGC.

- H ocvvtayn v avtd to dppoko xopnynnke amokAeloTiKd yio 60G. Agv TPEMEL VO SDGETE TO
@apuoko og GAAovg. Mmopel vo Toug TpoKoAEoel PAGPN, aKOLO Kot OTAV TO CUUTTOUATO TG
ac0Eveldg Tovg givarl 010 e ta Skl Gag,.

- Edv mapotnprioete kamowo avemBOUNTN EVEPYELD, EVILEPDOTE TOV YIOTPO 1) TOV PUPLOKOTOLO
c0g. Avtd 1oyvet kot yo K0Oe mhovi) avemBOUNTN EVEPYELD TOV OEV AVAPEPETOAL GTO TALPOV
@OALO 0OMY1DV Yprione. BAéme mapdypago 4.

T Tepréyer 1o Tapév Ao 00N YIOV:

Tt etvon to Enzalutamide Accordpharma kot oo €ivar m xpiom Tov
T mpénet va yvopilete npv mdpete to Enzalutamide Accordpharma
Ia¢ va mapete to Enzalutamide Accordpharma

[MBovég avemBOunteg evépyeteg

g va puidooete to Enzalutamide Accordpharma

[epreydpeva g cvokevasiog Kot Aomég TAnpopopieg

A

1. Th givar To Enzalutamide Accordpharma kot mwowa givol 1 ypfion Tov

To Enzalutamide Accordpharma mepi€yet ) dpactiki ovcio eviorovtauion. To Enzalutamide

Accordpharma ypnociponoteital o€ evilikeg avopeg yio T Bepameio Tov KapKivov ToL TPOGTATN O

onoiog:

- Aegv avtamokpivetor TAéoV og oppovobepaneia 1 yelpovpyikn Bepameia yio T peiwon g
TEGTOOTEPOVIG

'H

- 'ExereEamlmBel og AL PEPT TOL CAOUATOG KO AVTATOKPIvETAL GE Oppovobepameia 1 XEPOLPYIKN
Oepameia yio TN peion TG TEGTOGTEPOVNG.

'H

- Eiye vmopAn0ei mponyovpévog og apaipeon 1 aktivofoiio TOL TPOSTATN Kot £1YE TOXEMG
avéavopevo PSA, aAld o kapkivog dev €xel eEamimbel oe GAAL PEPT TOL CAOUATOG KO
avTomoKpiveTal 6€ po oppovobepomeio yio T LEIMOT TOV EXTEI®V TEGTOCTEPOVIG.

I ®c épa 10 Enzalutamide Accordpharma

To Enzalutamide Accordpharma givol éva @appoKo oV dpa avacTEALOVTAG TN dPAGCT) OPLOVMV TOV
ovopdlovtol avdpoydva, (OT®S 1 TEGTOCTEPOVT]). Me ToV amoKAEIGUO TV OVOPOYOVOV, 1|
ev{oAovTapidN GTAUOTA TV aVATTLEN Kot TN SAIPEST] TOV KOPKIVIKOV KLTTAPMY TOV TPOCTATY.

2. Tvrpéner va yvopilete npv mapete To Enzalutamide Accordpharma

Mnyv ndpete To Enzalutamide Accordpharma

- Xe mepintoon adiepyiag otnv eviaAovTouion 1 o€ 0To100NMTTOTE GALO OO TO GLGTATIKA CVTOV
TOL POPUAKOL (OVOQEPOVTOL CTNV TTAPAYPAPO 6)

- e mepintmon mov giote £YKV0og 1) mov pmopel va peivete £ykvog (PA. «Koneon, Onhacudg kot
YOVILOTNTO)
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IIposgidomou|oelg Kon TPoPLAGEELS

Eminntwcég kpioeig

Eminntcég kpioeig avapépbnkay o€ 6 dropa yia kéOe 1.000 dropa mov Emaipvay evoAOLTAUION KoL
o€ Ayotepa omd 3 dropa yio kébe 1.000 dropa mov Emaipvay ukoviko edpuaxo (PA. «ArlAa papuoio
xat Enzalutamide Accordpharma» mio kdtw kot v mopdypago 4 «IliBavég avemBounteg evépyetegy).

Edv maipvete kmolo @AapUoKo TOV UTOPEL VO TPOKAAEGEL EMANTTIKEG KPIGELG 1) TOV UTOPEL VoL
avénoet v evactnoia ya emanmrcég Kpioeig (PA. «Arda pdppaxa kot Enzalutamide
Accordpharmay mopaKkdTm).

Edv mapovcidcete emAnmtikh kpion kotd ™ didpketo TG Oepaneiog:
Emokegteite Tov yrotpd cag 1o suvropdtepo duvatdv. O yorpdg cag Ba amopacioet edv Tpémet va
OTOUOTNOETE VO TaipveTe TNV eVEOAOLTOUION.

2vvopouo omicbiag avacstpéwiung eykeparondbeiag (PRES)

"Exovv avaeepbei ondvieg avapopég tov PRES, pia ordvia, avaotpéyipn KaTdotooT Tov eyKePAiov,
o€ acbeveig mov Elafoav Oepameia pe eviorovTapion. Av £xete 6naGHODC, EMOEIVOGCT) TOVOKEPAAOL,
GUYYLOT], TOPAMOT 1] GAAC TPOPANUATA OPUGTS, EMKOIVAOVIGTE LIE TOV YIOTPO GOG TO GLVIOUOTEPO
duvato (BA. eniong mapdypago 4 «ITiBavég avemBOuntec evépyeteo»).

Kivéuvog vémv kapkivav (deutepoyeveig kopieg kakondeiec)

Ymip&av avaeopiéc yia vEoug (devTePOYEVEIC) KapKivous, cuUTEPAaUBavOIEVOD TOV KapKIVOL TNG
0VPOdOYOV KHOTNG KOl TOV TaXE0G EVTEPOL og aobeveic mov EhaPav Bepaneia pe Enzalutamide
Accordpharma.

Yvppovievteite 10 Y10TPO GOG TO GLVIOUOTEPO dSVVATO €AV TAPOTNPNCETE ONUASIN YOUOTPEVTIEPIKNG
alpoppayiag, aipatog ota 0Opa N cuyva aebdveote enciyovoa avaykn ovpnong OTAY TAIPVETE TO
Enzalutamide Accordpharma.

Avckolio 6TV KOTATOGN TTOV GYETICETO UE TN LOPQT) TOV GKEVAGUOTOG

"Eyxovv vap&et avapopés acbevdv Tov avIETOTIoOV SVGKOAN GTNV KOTATOGT AUTOD TOL
QOPHAKOV, CUUTEPTAAUPAVOUEVOV avaPOPOY TVTY[L0V. Ot SUGKOAIEG GTNV KOTATOON 1) TO EMELTOSLN
TVIYLOV TapoTnpiOnkay cuyvotepa o€ acbevelg mov AdpPavoy Koydkia, Kot Tov oyetiletot
gvoEYOUEVMG UE peyoluTepo péyebog Tov orkevdouartoc. Katonivete ta diokio 0oAOKAN PO e ETOPKN
ToGOTNTA VEPOD.

AmevBuvieite 6to Yiatpo cag mpwv ndpete to Enzalutamide Accordpharma

- Edv exkdnidoate moté coPapd deppotikd eEGvONLO 1] 0TOAETION TOL SEPUATOC, PAVKTUIVES
KoM TANYEg oto oTOUa HETA T ANy tov Enzalutamide Accordpharma 1 GAA®@V Qappakov

- Edv maipvete @dpuoka yio v TpoAnNyN Tov oynuaticpod 0poupav aipatog (m.y. fapeapivn,
A.GEVOKOLUOPOAT, KLOTLOOYPEAN)

- Edv Aappavete ynuetoBepaneio 0nmg docetalédn

- Edv &yete mpoPfAnuota pe to AIop Gog

- Edv &yete mpoPAnuota pe Toug veppoic 6og

[opakaAeiote Vo eVIEPDCETE TOV YIOTPO GOG EAV TAPOVOIAGETE KATOL0 amd Ta akOAovOa:
OnO1ECONTOTE KATUOTAGELS TNG KAPIIAGS 1] TOV GLULOQOP®Y OyYEI®mV, CUUTEPIAOUPOVOUEV®Y TOV
TPOPANUATOV TOL KopdiakoD puluov (appubuian), 1 av Aaupavete Oepomeio e APUOKA Y10 AVTEG
T1G Kotaotdoelc. O kivouvog eppdviong mpofAnpdatoy mov oyetiovrol pe Tov kapdiokd puOud pmopel
va ovénbei dtav ypnoonotgite to Enzalutamide Accordpharma.

Xe mepintoon adiepyiag otnv eviaAovTapion, avtd prnopet va £xel ®g amotéAeso TpHELLO GTO
TPOCWOTO, GTN YADOOOW, 6TO XEIAog 1| TO Aatpd 1 Eva eEavOnua. e mepintwon aAlepyiog oTnv
ev{aAovTapion 1 6€ 0mo1001moTe GALO OO TO GLOTATIKA AVLTOV TOV PUPLEKOL, UMV TAPETE TO
Enzalutamide Accordpharma.

YoBapo depuatiko eEavOnua 1| amoAETIOT TOV dEPUATOC, PADKTOIVEG KON TANYES GTO GTOUO,
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ovumeptlappavopévou tov cuvdopouov Stevens-Johnson, £xovv avapepbel oe oyéon we 1 Bepaneio pe
v gvforovtapidn. Atokoyte ) xpnon g evioiovtapidn kot ovalntote apécms tpiky) fondeta
€4V TAPUTNPNCETE KATO0 OO QVTA TO. CUUTTMOUOTO TOV GUGYETILOVTAL LE TIC OEPUOTIKEG AVTIOPAGELG
OV TTEPLYPAPN KOV GTNV TOPAYPOpo 4.

Edv kdmowo amé ta mapandve woyvel yio £6dg 1) dev giote ciyovpol, amevBouvlseite otov yiaTpo
CUGS TPLV TAPETE TO PAPNAKO GVTO.

oo kon £gpnpor
To @appako ovtd dev Tpémet vo Aapfavetal oamd Todid Kot EpnBovg.

Ao @appoka Kot Enzalutamide Accordpharma

Evnuepaote tov yrotpd oag edv maipvete, EYETE TPOCPOTU TAPEL T} LTOPEL VO TAPETE AN PAPLLOKAL.
[pénet va yvopilete Ta ovopata tov eappdkov mov taipvete. Kpatnote pio Aloto amd avtd yuo va
TaL OglyVETE GTOV YUTPO GOG OTOV GG GLVIAYOYPAPOVY EVA VEO PAPULOKO. Agv TPEMEL VAL apyiceTE 1] VoL
OTOOTNCETE VO TOUPVETE OTOL0ONTOTE PAPLLOKO TPOTOV EXIKOIVOVIGETE UE TOV YILTPO TOL GOG
ocvvtayoypaence to Enzalutamide Accordpharma.

Evnuepaote tov ylotpd cog edv Taipvete 0molodnmote amd ta akoiovba papuaka. Otav Aappdvovtot
Tavtdypova e o Enzalutamide Accordpharma, avtd ta @dpuako umropei va avé&noovy tov Kivouvo
EMANTTIKAOV KPIoE®V:

- Optopéva edppaKo Tov ¥pnoipomolovvtal yio tn Ogpaneio Tov AcOHaTOg Kot GAA®DY
TVELUOVOTTOOEIDV (TT.). AUIVOPUAAIVT), OE0PUAAIVY),

- DhppaKo TOV YPMNGLOTOLOVVTOL Yia T Bepameio OPIGUEVOV WYOYLOTPIK®Y SL0TOPUYDV OTTMG 1
KatdBlym Ko n oyoppévetn (m.y. kKholamivn, ohaviamivn, piomepdovn, {umpacidovn,
Bovmpomidvn, Aibo, yYAwporpopalivn, pecopidalivn, Ostopdalivn, aptpirtorivn, deoumpapivn,
do&emivn, ywumpapivn, pampotidiv, uiptalomivn),

- Optopéva pdppaxa yio ) Oepaneio Tov mévov (m.y. mefdivn).

Evnuepaote tov yrotpd cog edv maipvete Ta akoAovbo gappoka. AvTtd To QAPUOKE UTOPEL Vo
ennpedoovv 11 dpdon tov Enzalutamide Accordpharma 7 to Enzalutamide Accordpharma pmopel va
EMNPEACEL TN SPAOT AVTOV TOV POUPUAKOV.

Av106 TEpAapPAaveL OpIGUEVE QAPLOKO TTOV YPNCULOTOLOVVTOL Y10

- Meiwon g yoAnotepoing (m.x. yepeppoliin, atopPactarivn, ciupactativn)

- Bepomeio TOV TOVOV (7., PUIVTOVOAT, TPAUAOOAN)

- ®epomeio Tov Kopkivoy (w.y. Kaumalttaléin)

- Ogpamneio g emAnyiag (.. kapPapalenivn, Khovalendun, patvotoivr, Tpludovn, Bairpoikd
o)

- Bepomeio OPIGUEVOV YOYLOTPIKOV SLoTapaymv, Ommg coPapd dyyoc N oylloepévela (.y.
Swlemdun, pdaloAdun, aAoTEPIOOAN)

- ®eponeio TV doTapay®V VTVOVL (T.). COATIOEUN)

- AVTIPETOTION KOPOOK®OV ToONGE®V 1 HelmoT TG apTNPLoKnG Ttieong (7). Proompoioin,
dryo&ivn, dktialéun, perodimivn, vikapdutivr, VIQeduTivn, TPompavorOAT, Pepamapiin)

- ®epoaneio coPapdv voowv mov oyetilovtan pe ereypovn (m.y. de&apuedalovn, tpedviColovn)

- O¢pomeio tng HIV hoiuwéng (w.y. wowvapipn, prrovafipn)

- Bepomeio TV Pakmmplakdv Aopunéemv (m.y. kKhapidpopvkivr, do&ukvkAivn)

- Oepoaneio TV daTapay®v Tov Bupeoetdoig (m.y. Aefobvpoivn)

- ®epoaneio TG ovpkng apOpitidog (m.y. KoAyIKivn)

- Bepomeio daTapoydV T0L oToUdYOL (TT.). opuempaloin)

- ITpoAnym Kopdlok®dV TaOCEDV 1 0YYELNKOV EYKEPUAIKMV ENEIC00ImV (ETEEEMKN dafryaTpdvn)

- IIpoAnym amdppiyng opydavov (). TaKPOAOVC)

To Enzalutamide Accordpharma gvdéyetal vo. aAANAETIOPACEL UE OPLOUEVE PAP LKA TTOV
YPTOLOTOI0VVTOL Yia TN Bepaneio TV TPOPANUATOV TOV Kopdiakoy puOpov (T.y. Kvidivn,
TPOKUIVOUION, OUId0POV KAl GOTOAOAN) 1 EVOEYETOL VO CLENGEL TOV KIVOLVO EUPAVIOTG
TPOPANUATOV TOV KopSaKoy puBuod OTov ¥pnciuonoteital e optopévo AL eapuaKa [TT.).
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pueBadovn (XPMNOUOTOLELTAL Y TV AVOKODPLOT) TOL TOVOL KOl Y0 TV AmoToE VMo 0l VOPKOTIKE),
po&rpro&acivn (éva avtiflotikod), avinyuymoeikd (Xp1CILOTOoVVTaL Y10 coPapés Wuyikeés aoBévetec)].

Evnuepaote 1o ylotpd oag Gv ToipveTe KATOL0 amd To PAPLOKO, TTOV avaQEPOVTOL Tapanive. H d6om
tov Enzalutamide Accordpharma 1 tov dAlov papudkev Tov taipvete pmopet va ypelactel va
aAAGEOLY.

Km]m], Onraopdg kot yovipotnTo
To Enzalutamide Accordpharma dev mpoopileTal y1a yp1o1 o€ yovaikes. AvTto To papLoaKo
umopei va tpokarécetl PAAPN 610 ayévvnto mondi 1 mbavn amofoin edv AneOei amd yuvaikeg
7oV gival £ykveg. Agv Tpémel va AapPAveTol amd yOvaikeg Tov eival £YKVEC, TOV UTOPEL val
petvouv éykveg, 1 mov Bnraovv.

- To @dppaxo avtd Ba propohce evoeyoUEVOS va ExEL ETLOPAOT) GTIV OVOPIKT YOVILOTNTAL.

- Edv &yete oeEovaiikn emapn e yovaika mov propel va pelvel £yKVoc, PN OLUOTOMGTE
TPOPLAOKTIKO Kol pio eMmAEOV OmOTELEGUATIKT UEDODO OVTIGOAANYNC, KOTA T SLAPKELL TNG
Bepamneiog kot yuo 3 piveg petd ) Bepaneio pe avtod to eapuaxo. Edv £xete ceEovahkn emapn
LE £YKVO YUVOiKa, XPTCLULOTOOTE TPOPVAOKTIKO Y10 TNV TPOCGTAGIO TOV OYEVVITOL TTod10V.

- Ot yuvaikeg ppovtiotég PAémovy v mapdypapo 3 «Ildg va mapete To Enzalutamide
Accordpharmay 1o, Y€lpIGUO Kot ypnHo.

0onynon Ko YEPLoROS PNYOEVILATOV

To Enzalutamide Accordpharma gvdéyetar vo £yl LETPLOL ETIOPACT) OTNV IKAVOTNTO 031 YNONE Ko
YEWPLGHOD unyoavnudtov. e acbeveic mov Aapupdavovv Enzalutamide Accordpharma €yovv avapepOel
EMANTTIKESG KPIGELC.

Edv éyete vynAdtepo KivOLVO ETANTTIKOV KPICEMV, EXIKOIVOVIGTE LE TOV YIATPO COG.

To Enzalutamide Accordpharma mepiéyel vatpio
To @dppoxo avtd mepiEyel Aydtepo amd 1 mmol vatpiov (Aydtepo amd 23 mg) avi ETKOAVUUEVO UE
AETTO LUEVIO SloKi0, ONAdT OVCLUCTIKA Eival «eAeLOEPO VaTpiovy.

3. Iog va wapete To Enzalutamide Accordpharma

[Tévtote va TaipveTe TO PAPHOKO AVTO AVOTNPA COUPOVA LE TIG 001 YIES TOL YaTPOL Goc. Edv éxete
apeiPoriec, pmTAOTE TOV Y1UTPO GO,

H ocvvietdpevn d6on eivar 160 mg (téooepa emucorivppéva pe Aemtd vpévio diokia tov 40 mg 1 dvo
EMKAAVUPUEVA LE AETTO LUEVIO diokia TV 80 mg 1 £vol ETIKOAVUUEVO [E AETTO VUEVIO JIOKIO TV
160 mg), wov Aaufdavetol tnv idla dpa i popd TNV NuUépal.

ANyn 1ov Enzalutamide Accordpharma

- Na kotonivete To polokd Koyakio oOAOKANpa. e ETOPKN TOGHTNTO VEPOD.

- Mn pocdte, S10ADETE 1) OVOLYETE TO, LOAOCKE, KOWAKLE TPV TNV KATATOoN.

- To Enzalutamide Accordpharma pmopet vo Aapfdavetol pe 1 xopic Tpoen.

- To Enzalutamide Accordpharma dev mpémet va 1o yepifovrol dAla dtopo ekTOg amd Tov achevn
M 10V PPOVTIETEC TOV. Ot Yuvaikeg Tov givar 1 umopel va peivouv ykveg dev Tpémet va
yewpilovran ta emkaAvppéva pe Aemtd vpévio diokio Enzalutamide Accordpharma mwov éxouvv
vrootel PAAPN N Exovv avorytel xwpig va popodv TpooTtacia, T.y., YOvVTLO.

O y10tpo¢ 600G UToPEl EMioNG VO 60.G GLVTAYOYPAUPNOEL AL PAapuaKa VD Ttaipvete To Enzalutamide
Accordpharma.

Eév mapete peyorvtepn 606on Enzalutamide Accordpharma amé tTnv kKavovikn

Edv mépete meprocoTep d1oKio amd QUTA TOV GO YOV GLVTAYOYPAPNOEl, GTAUNTNOTE VO TAIPVETE
7o Enzalutamide Accordpharma kot enucotvoviote [e To y1otpd oag. Mropeite va €yete avénuévo
KIVOUVO ETANTTIKOV Kpice®mVv 1 GAAEG AVETIBOUNTEG EVEPYELEC.
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Eav Eeyboete vo mapete 10 Enzalutamide Accordpharma

- Edv Eeydoete va mépete to Enzalutamide Accordpharma t cuvnbiouévn dpa, tapte )
ouvnn doon oG ApEc®S LOAS To Buunbeite.

- Edv Eeydoete va mapete o Enzalutamide Accordpharma yio oAOKANPN TNV NUEPQ, TAPTE TN
cuvnn doom cGag TNV emMOUEVN NUEPOA.

- Edv Eeydoete va mhpete to Enzalutamide Accordpharma yia nepiocdtepo amd pio nuépa,
EMKOWVOVNOTE LE TO Y1ATPO GOG AUECWOG.

- Mnyv ntdpete o 06061 Yo va avaTAnpdGETE T 0061 ToL EgYICaTE.

Edv otopatiocere va naipvete o Enzalutamide Accordpharma
Mn otapatioete va maipveTe auTo TO PAPLOKO EKTOC EHV GAG TO TEL O YLOTPOS GOC.

Edv éxete meptocOTEpEG EPOTNCELS GYETIKA LLE TN (PT|OT] AVTOV TOV POPLUEKOV, POTNOTE TOV Y1OTPO
oG,

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappoKa, £TGL KL AVTO TO GAPUAKO UTOPEL VO TPOKAAEGEL AVETOOUNTES EVEPYELEG, OV
ka1 0gv Tapovoldalovtal 6 GAOVG TOVE AVOPOTOLG,.

Emimntikéc kpiceig

Emiinntkég kpioeig avapépbnkay o mepinov 6 dropa yia kébe 1.000 dropa mov Ematpvay
Enzalutamide Accordpharma kot g Atyotepa amd 3 dtopa yio kabe 1.000 dtoua wov Emaipvay
EIKOVIKO PAPLLOKO.

Ot emANTTIKEC KPIGELG £ivot L0 TOOVEG, €AV TAPETE UEYOAVTEPT GO TI GUVIGTOUEVT SOGT] CLTOV TOV
QopuaKov, edv TaipveTe opiopéEVO GALD QappoKa, 1) €6V £xete DVYNAGTEPO TOL GLVIBOLG KivOLVO
EUPAVIONG EMANTTIKNG Kpiomng.

Eav égete pio eminmTikn Kpion, ETIGKEPTEITE TOV Y1OTPO GOC TO GLVTOUOTEPO duvaToy. O YoTpog
oag o amopacicsl edv Tpémel va otapatnoete vo taipvete 1o Enzalutamide Accordpharma.

2 ovopopo onticOoc avaotpiyiung eykeparonddeios (PRES)

"Exovv avaeepbei ondvieg avapopég tov PRES (umopel va ennpedoovy émg 1 ota 1.000 dropa), o
oTAVLQ, AVOSTPEYIUN KATAGTAGT TOL EYKEPAAOV, og acbeveic mov dafav Bepancia pe Enzalutamide
Accordpharma. Av £yete 6macUOVG, ETOEIVOOT TOVOKEPALOL, GUYYLGN, TOPAMGT 1| GAAL
TPOPANATA OPOCTG, EXKOIVOVIGTE LLE TOV YIOTPO GOG TO GUVTOUOTEPO duVATO.

Addeg mOBavég avemOounteg evépyeireg meprrapfavouv:

IoAv ovyvég (umopel va emnpedoet Tepiocdtepovg and 1 ota 10 dropa)
- Kobpaon, ttdon, onacpuéva 0otd, eEAWELS, VYNAN apTNPLOKT THEST

Yoyvég (umopel va emmpedoet £og 1 ota 10 dtopa)

- ITovoképarog, aicOnua avnovyiog, Enpodeppuia, kKvnouds, SvoKoAio TNV ATOUVUOVELG,
amoepasn aptnpidv oty Kopdid (1oyoyukn kapdrorddela), peyéuvon Tov HooT®V GTOVG
avopec (yovatkouaotia), GAyog OnAng pootov, evaictncia tov Hootod, COUTTOUE GLVOPOLOV
VoLV TOJOV (Lo aveEEAeyKTn avaykn Kiviiong LEPOVS TOV CAOUATOS, GVVIHOWOE TOV
T0010V), EAATTMUEVT] GUYKEVIPWOOT), EXNPEACUEVT UVIUT, 0AAOYT] OTN YEVOT|, SUOKOAID GTNV
KOVOTNTO VO, GKEPTESTE Kobapd

Oy svyvég (Umopet va emnpedoel Eéoc 1 ota 100 droua)
- Yevdauonoelg, yopnioc aptOproc AevKokuTTAp®V, avEnUéva enineda nratik®v eviOI®V 6TV
e&étaon aipartog (onpeio NTATIKOV TPOPANUATOVY)

Mn yvoetiig ovyvoTnTog (1 cuyvotnta dev pmopel va ektiunet pe faon ta dtubéoia dedopéva)
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- MvuaAyia, poikoi oracpol, poikn advvapio, oceuaAyio, LeTaforég 6To
niektpokapdoypdonua (tapdtacn tov dwwotipatog QT), duskora oV KaTdTosT AVTO
TOV PAPUAKOV GLUTEPILAUPAVOUEVOD TOV TVIYHOV, GTOUOYIKES SloTapa ES
GUUTEPTAAUPOVOUEV®Y GUUATOUATOV OTT¢ aicOnua adtobeciag (vavtia), depUOTIKN
avtidpaon mov Tpokoiel epuBpég kNAideg N TAGKEG GTO dEPLA O1 OTOlEG pmopel va potdlovv
ooV «oTOXOL (OUOKEVTPOL KHKAOL) LE KEVTPO YPDUATOS GKOVPOL £puOpOV, TO 0moio
nepParreton amd epuOpoimdelg dokTLAIOVG (TOADHOPPO ephONLA), 1 GAAN coPapn depuatikn
avTidpaon Tov TPOKUAEL GTOV KOpUO EPLOPEC, LN OVOY®UEVEG TAGKEG Ol OTTOIEC UTOPEL VAL
powafovv cav «oTdyon (OpOKEVTPOL KUKAOL) ] VAL Vol KUKAIKES, cLYVA Le GAVKTALVES GTNV
KEVTPIKT TEPLOYN], ATMOAETIOT TOV OEPUATOS, EAKT] GTO GTOWA, TOV AOpd, Tn TN, To!
YEVVITIKA OPYAVOL KoL TO PATIO TOV 001V Uropel vo tponynfodv mopetdg Kul YpImmon
cvpntodpata (chvopopo Stevens-Johnson), eEavOnua, adiabecia (épetog), oidnua TpocdTOL,
YEMDV, YADGG0S Kaun Tov AoV, peimon tov orponetaiiov (1 omoia avédvet Tov Kivovvo
apoppayiog 1 ELPAVIONS LOADTOVY), SIAPPOLO, LELOUEVT OpEEN

Ava@opd avemOOunTOV gvepyEL®OV

Edv mapotnpfoete KOmolo avemBOunTn evEPYELX, EVILEPMDGTE TOV YIUTPO 1) TOV PUPUOKOTOLO GO,
Av10 1oyt Kot Yo kéOe mhavr avemBountn evEpyELR TOL OEV AVOPEPETAL GTO TOPAV PUALO 0dNYIDV
xprons. Mnopeite eniong va avagépete avemBounteg evépyetec ansvbelog, péEcm Tov eBvikov
GULGTNLATOS OVAPOPAS TToL avaypapetal oto [apdapmmua V. Méow tng avapopds avemfountov
EVEPYELDV pmopeite vo, fon0NnoeTe 6T GLAAOYN TEPICTOTEP®V TANPOPOPLDOV CYETIKA JLE TNV ACPAAELN
TOV TOPOVTOG POPUAKOV.

5. Ilog va purdccete To Enzalutamide Accordpharma
To @dppoko ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot Ogv TO POAVOLV Ta TOLILAL.

Na pn ypnoiponoteite autd 10 PAPUOKO LETE TV NUEPOUN VIR ANENG TOV OVOQEPETAL GTO KOVTL Kol
v koyéAn. H nuepopunvia AMéng elvar 1 televtaio nUeEP TOV HNVO TTOV OVOPEPETOL EKEL.

To @apuakevTiKd 0vTd TPOIOV dev amartel WwaiTePEC GLVONKES POLAAENC.

Mnyv mtetdite QAPLAKO GTO VEPO TNG AMOYETEVOTG 1] 0T OKLOK( amoppippoto. Potiote tov
QOPUOKOTOLO GOG Y10 TO TAG VO TETAEETE TO, PAPUAKE TTOL OEV YPNCIULOTOLELTE T AvTtd T pétpa O
BonBnoovv oty Tpoctacio Tov TePPaiiovtog.

6. Iepreyépeva TG GLOKEVAGLAG KO AOUTEG TANPOPOPIES

T epréyel to Enzalutamide Accordpharma

H(Ov) 6pactikn(ég) ovsio(eg) eivarn eviaAovtauion.

Kdéfe emxatvppévo pe Aentd vuévio diokio Enzalutamide Accordpharma 40 mg nepiéyet 40 mg
gvlodovTapion.

Kabe emcaivppévo pe Aemtd vpévio diokio Enzalutamide Accordpharma 80 mg nepiéyet 80 mg
evfodovTapion.

Kaéfe emxadoppévo pe Aemto vpévio diokio Enzalutamide Accordpharma 160 mg nepiéyet 160 mg
gvlodovTapion.

Ta GAA0 GLOTOTIKA TOV EXKOAVUEVOV [LE AETTO DUEVIO JoKI®V Elvat:
- TTvprvag dwokiov: YrpopueAhdln ofikn niextpiky, Kvtrapivn, ukpokpuvotaiiiky, Kappedhdln
vatplovyog dtactavpovpevn, Kolhoeldég avodpo 0&gidio Tov mupitiov, Mayviclo 6Teatiko
- Emwdédoyn dwokiov: Yrpoueiroln (E464), Titaviov dwo&eidio (E171), IToAvorBuAievoylvkoin
(E1521), Tadng (ES53Db), Zidnpov o&eidio kitpvo (E172)

Ep@davion tov Enzalutamide Accordpharma kot wepieyopeva TG 6VGKELOGIOG
Ta emucoloppéva, pue Aemtd vuévio diokia Enzalutamide Accordpharma 40 mg eivat kitpivov
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YPDOUOTOG, GTPOYYLAOD GYNHaTOC, Tepimov 10 mm, emkalvpupéva e Aento LUEVIO d1oKia yopayréva
pe 1o «L 1» ot pio mhevpd ko xopig kapio Evoelén oty dAAn migvpa.

Kdabe kovti mepiéyet 112 dwokia o 4 avadurhodpeveg OMkes, o Kowéreg v 28 diokimv.
Kabe xovti mepiéyet 28 x 1 diokia 6€ GuoKeLOGIO KOYEANG LLE dGTAVPOLLEVT d1dtpnoT. Ot
TOAVGVUGVOKELOGIEG KOWEANG Le dlooTOPOoVpEVT didTpnon Ttepieyovy 112 x 1 diokia (4
ocvokevaoieg tov 28 x 1).

Ta emucodoppéva pe Aemtd vuévio diokia Enzalutimde Accordpharma 80 mg givat kitpivov ypduatog,
oPaA oynuatog, mepimov 17 x 9 mm, emkoivppéva pe Aemto vuévio dokia yapaypéva pe o «L 2»
ot pia mAgvpd ko yopic kKapio EvOelEn otnv GAAN TAELPA.

Kabe kovti mepiéyet 56 diokia kot 112 diokia og 4 kot 8 avadumhodueveg Onreg Tov

14 dwokiov, avtictoya.

Kdabe kovti mepiéyet 14 x 1 dwokia 6€ cuokevasio KOYEANG e dtacTavpovuevn ddtpnon. Ot
TOAVGVUGVOKELOGIEG KOWEANG LLE S10GTOVPOVIEVT dldTpnon TtepiEyovy 56 x 1 diokia (4
ovokevaoies tov 14 x 1) kan 112 x 1 dokia (8 cvokevacieg tov 14 x 1).

Ta emucodoppéva, pe Aemtd vpévio diokio Enzalutimde Accordpharma 160 mg givon kitptvov
APOUOTOG, OPAA oynuatog, mepimov 21 mm x 11 mm, exucodvupévo pe Aertd vUEVIO dlokia
yopaypuéva pe to «L 3» omn pia mhevpd kot yopig kopio £vOgiEn oty GAAN TAELPA.

Kdabe kovti mepiéyet 28 dioxia, 56 diokia, 84 diokia kot 112 dokia ot 2, 4, 6 Ko

8 avadimAovpeveg Onkec tov 14 diokiov, avtictoyya.

Kdabe kovti mepiéyet 14 x 1 diokia 6€ cuokevasio KOYEANG e dacTavpovuEVT ddtpnon. Ot
TOAVGVGVOKELAGIEG KVWEANG Le dtaoTavpovuevn dtdTpnon meptéyovy 28 x 1 dwokia (2
ocvokevaoieg tov 14 x 1), 56 x 1 diokia (4 cvokevacieg tov 14 x 1), 84 x 1 diokia (6
ovokevaoies tov 14 x 1) kan 112 x 1 dokia (8 cvokevacieg tov 14 x 1).

Mmropei va punv KuKAOQPOpOUV OLEG Ol GLOKEVAGIES.

Kéroyog Adsrag Kvkrhogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n
Edifici Est, 6* Planta

08039 Barcelona

Ionmtavia

Hopackevactiig

Accord Healthcare Polska Sp. z.0.0.
ul.Lutomierska 50,

95-200, Pabianice, ITorwvia

Accord Healthcare B.V.
Winthontlaan 200,
3526 KV Utrecht, OA\owvodio

Pharmadox Healthcare Ltd.
KW20A Kordin Industrial Park,
Paola PLA 3000, MdaAta

Accord Healthcare Single Member S.A.
64th Km National Road Athens,
Lamia, 32009, EXAdda.

Laboratori Fundacié Dau
C/C, 12-14

Pol. Ind.Zona Franca,
Barcelona, 08040,

Iomavia

102



To mapdv @vrro 0dNYLOV Y pfioNS avabempnOnke Yo TELEVTAIO POPA OTIS

Addeg TNYEG TANPOPOPLOV
Agntopepeic mAnpopopies yia to pappako avtd etvar drabéoipeg oto diktvakd Tomo Tov Fupmmaikon
Opyaviopot @appudxev:_https://www.ema.europa.eu.
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