ITAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Cabazitaxel Accord 20 mg/ml Tukvd GKEVOAGLO Y10 TAPAGKELT SIHADLOTOC TPOG EYYLON.

2. ITOIOTIKH KAI IOXOTIKH XYNOEXH

"Eva ml mokvod dwoivpatog mepiéyet 20 mg kapmolitaéing.
"Eva groAidwo pe 3 ml (ovopaotikd 6ykog) mukvod dtaddpotog tepiéyet 60 mg KapmalitaEEAng.

"Exdoyo(a) pe yvowotéc dpdoelg
To oloxkAnpouévo mpoidv mepiéyet 395 mg/ml dvvdpng aBovorng, cuvendg kabe @laiido pe 3 ml
nepigyet 1,185 mg avvdpng abavoing.

I"a tov AN pn KaTdrhoyo TV ekddY®V, PA. mapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

ITukvo okevdacpa Yo TAPACKELT AV UATOG TPOG Eyyvo| (oTElpO TLKVO SLdAva).
To mokvd dtddlvpa eivar Eva SLoYEC AyP®O TPOS VTTOKITPIVO 1 KAPEKITPIVO SIGAVLLOL.

4. KAINIKEX ITIAHPO®OPIEX
4.1 OgpamevTiKég evoeiEelg

To Cabazitaxel Accord oe Guvdvaoud pe mTpedvilovn 1 TpedviLoAdvn evdeikvutal yio T Oepomeio
EVIAIK®V 000EVAV LE PETACTOTIKO OVOEKTIKO GTOV ELVOLYICUO KOPKIVO TOV TPOGTATY TOV £0VV
AdPel mponyovpevn Bepamneia e éva Bepamevtikd oyfuo Tov Tepieiye vrooeTa&éin (PA.
Tapdypoo 5.1).

4.2 Aocoioyia kol TpoOTOG YOPNYNONS

H ypnon ¢ kouralita&éing Oa mpénet va, yivetar uévo og povadeg mov eE1dikedovTal 6T YopNynon
KUTTOPOTOEIKMY TaporydvTev Kot B mpémet va yopnyeital povo vo v enifAeymn evog 10tpod pe
gumepio oTn APNHON AVIIKOPKIVIKNG ynpeofepaneioc. Qo mpénet va vdpyovv dtabécteg
EYKOTAOTAGELG KOl EEOTAIGUAC Y10, TNV AVTILETOTIOT GOPapdv avTidpdoemy vrepevaictnciog 0nwme n
VIOTOOT Kol 0 Bpoyyodcmacuog (PA. mapdypapo 4.4).

[TpoKOTOPKTIKT) QOPUOKEVTIKY] Oy®mYY|
To GUVIGTOUEVO GYTIL0L TPOKATOUPKTIKNG QUPUOKEVTIKNG 0y®yNG o mpémet va xopnyeitol TOLAGYIoTOV
30 Aemtd wpv oamd kabe yoprynom g kourolita&EAng te 1o akdiovbo evooerefing yopnyoduevo
QOPUOKEVTIKO TTPOTOV Y10 TN LEIDOT) TOV KIVOUVOL EUEAVIONG KOt THS GoBapdTnTag TNg
vrepevarcnoiog:

o aviuoTopvikd (de&tpoyrlmpopavupapivn 5 mg 1 dipotvodpapivn 25 mg 1 16odHvapo),

*  KOPTIKOGTEPOELDES (de&apebalovn 8 mg 1 160dHVaLL0) Kot

o avroyovior] H2 (poavitidivn i icodvvapo) (PA. mapdypago 4.4).

ZUVIGTATOL 1] YOPT YO TPOPLVANKTIKNG AVTIEUETIKNG OY®YNGS, 1 omoia pumopet va yivel amd Tov
OTOMATOG 1] EVOOPAEPIMG, G amatteiTal.

e oAOKANp1 TN Sudpkela g Oepamneiog Oa Tpémet va SoucPaAIlETOL 1] ETOPKNE EVLIATMOT] TOV
ac0eVOVG, TPOKEWEVOL VO, TPOAAUPAVOVTOL ETTAOKEG OTTMC 1| VEPPIKT| OVETUPKELD.



Aocoloyia

H ovvictdpevn d6om kapmalita&éing sivan 25 mg/m?, yopnyoopevn pe evo@AéPia &yyvon diapketog
1 ®pog kGO 3 efdopddeg, o€ GLUVOVAGLO LE 0o TOL GTONTOS TPEdVILOVN 1| TpedviLoAovn 10 mg,
yopnyovuevn nuepnciog ko’ 6An  didpketo g Bepaneiog.

Aoooloyixéc pvBuiceic

Tpomomomoelg g 060on¢ Ba Tpémetl va yivovtar edv ot acbevelg eppavicovy Tig akdlovbeg
avemBounteg avtdpaoelg (o1 Babuoi avapépovrar ota Kowd Kpiripra Oporoyiog yio AvemBdunteg

Evépyerec [CTCAE 4.0)):

[Tivakag 1 — Zvvictdpeveg TpPOTOTOMGELS TG dOONS Yo avemBOunT avtidpacn oe acheveig mov
Aappdvovv Bepaneia pe kapmalttaéin

AvemOOunTeg avTiopaosig

Tpomomoinon Tng 6601MG

Mapatetapévn ovdetepomevia Padpov >3 (yo
neplocoTEPO 0o 1 efdoudda) Tapd T yopnynon
KatdAANANG Oepameiag, cvumepiiapupavopévov G-
CSF

KoabBvotépnon tng Bepaneiog Emg 6tov o apBuog
ovdetepopirav eivar > 1.500 kottopa/mm? kot
6TN GLVEXELN PelmoT) TG 006N G TG
kopmalito&éAng omd 25 mg/m? og 20 mg/m?.

Eumopetn ovdetepomevia 1} ovdeTEPOTEVIK
Aoipwén

KoaBvotépnon tng Bepaneiog Emg v gppdvion
Bektiwong 1 v voxdpnon Kot EmG GTOL 0
aplOpdc ovdetepoilmv gival

>1.500 xotTape/mm?, ko 6T cuvéyeln peioon
™G d6omg g kopmalita&éAng and 25 mg/m? og
20 mg/m?,

Adippora Babpod >3 1 eppévovca diappota Tapd
™V KaTdAAnAn Oepaneia, coumepiapfoavousvng
NG AVOTANP®CNG VYPDOV Kol NAEKTPOAVTOV

KoaBvotépnon tng Oepaneiog Emg v gppdvion
Beltioong 1N TV VTOXDOPN O KOl GTI GUVEYEL.
ueimon g 60omg ™¢ Kapumaltta&EAng amod

25 mg/m? o 20 mg/m?,

[epupepucn) vevpomdbeia fabdov > 2

KoabBvotépnon tng Oepaneiog Emg Tnv gppdvion
Bedtioong Kot otn cvvéyela peimon g d0omg TG
kopmalitoEéAng omd 25 mg/m? oe 20 mg/m?.

Edv o1 acOeveig e€akolovfovy va epeavifovv omolodnmoTe amd avTég TIC avVIOPACELS 6T 000T TOV
20 mg/m? pmopet va e&etaotel T0 evigyOuEVo TEpOUTEP® pEimoN TN ddong ota 15 mg/m? 1 Stokomhg
tov cabazitaxel. Ta dedouéva oe acbeveic mov Aaupavovy 6on katm Tov 20 mg/m? givat

TEPLOPICUEVAL.

Xpnon cvyyopnyodUEv@Y QapUOKEDTIKOV TPOIOVIWY

ZUYYOPNYOVLEVO PUPHOKEVTIKA TPOTOVTO TO OTTOL0L VAL 10YLPOTL EMAYWOYEIG 1] 1GYLPOL AVACTOAEIS TOV
CYP3A 0a mpénet vo amopedyovtal. Q26T000, EAV ATOITEITOL 1) GLYYXOPYNOT 6TOVG acbeveic evog
1oyvpov avaoctoréa tov CYP3A, Oa mpénet va e€etaotel 1) peiwon g 66on¢ ¢ kapmolttaeéing

Katd 25% (PA. Tapaypdeovg 4.4 ko 4.5).

E1dixoi mihnBoouol

AoOgveig ue nroziky dvaleirovpyio

H xopnalita&édn petaforileton ektevdg oto Nrop. Xe acheveic e o NTatikn SusAettovpyio
(oAwn yorepvOpivn >1 émg <1,5 popd 10 avmdTaTo 6p1o Tov Puctoroyikol (ULN) 1 acmoaptikn
apwotpavepepdon (AST) >1,5 x ULN), n 66on koauralita&éing 0o Tpénet va LEIOVETOL O

20 mg/m?. H yopfiynon kapmalitatéing oe acheveic pe nmio nratiky duchettovpyia mpénet vo yivetat
HE TTPOGOYN KO GTEVI TAPAKOAOVON G| TNG ACPAAELOGC.




210u¢ aoBeveig pe pétpro nrotikn Svoiertovpyio (ohkn yorepvBpivn >1,5 émg < 3,0 x ULN), 1
péytotn avekt 66on (MTD) fitav 15 mg/m2. Eqv npoPiéneton Oepaneio aclevdv pe pétplo NmaTiky|
dvodettovpyia, 1 doom g kauralitaEédng dev Oa Tpémel va vepPaivel T 15 mg/m2. Qotdco Ta
Swabéotpa 6edopéva Yo ovth T 6001 gival TEPLOPICUEVA.

To Cabazitaxel Accord dev Ba mpémel va yopnyeitan o€ acbeveig pe coPfapn nrotikn Svcieitovpyia
(oAuc yorepvOpivn > 3 x ULN) (BA. mopaypdoovg 4.3, 4.4 ko 5.2).

Aaobeveis ue veppikn dvolertovpyio

H xopnalita&édn anexkpiverol eAdylota LECH TV VEPP®V. Agv amaiteital omotadnmote puoon g
doong og acBeveic pe veppikn duciettovpyia, mov dev yperalovion aipokddapor. Acheveig mov
TaPoVGLaLovy VEQPIKH Voo TeAkow otadiov (kdOapon kpeatvivig (CLer < 15 mL/min/1,73 m?),
Ao TNV KATAGTOOT TOVG KOl TNV TEPLOPIGUEVT] TocOTNTA draféoipumy dedopévmv Ba tpénet va
aVTILETOTICOVTOL JLE TPOGOYT] Kol VO TopakoAovBoivTol otevd katd tn didpkela tng Bepameiog (PA
Tapaypaeovg 4.4 kot 5.2).

Hlciwouévor
Agv cuviotdTon €101K1 0060 0YIKT pLOLGT Yl T Yp1on KapralitaEEAng o nAkiopévoug acbeveig
(BA. emiong mapaypaeovg 4.4, 4.8 kat 5.2).

Hodropicde mAnduopode
Agv vrdpyetl oyetikn xpnon g KoumalitaEEANG oTov madlaTpikd TAnBucud.

H aocopdlieta kot 1 amotelecpaticotnTa TG Kapmalita&éAng o maidid kot prfoug nAikiog KAt Tomv
18 etddv dev €yovv texunplmbet (BA. mapdypaeo 5.1).

Tpomog yoprynong

To Cabazitaxel Accord mpoopiletar yia evoopAéfia xpnon.

INo 0dnyieg oYETIKA UE TNV TOPACKEDLT KOL T1 XOPNYNOT TOV TPOIOVTOC, PA. Tapdypopo 6.6.

Agv Oa, mpémel va, yp1oLLoTolovvTol odkkotl Eyyvong omd PVC kot ot yyvong and Tolvovpedavn.
H xoumalita&édn dev Oo TpEmeL VoL avotyVOETOL UE KAVEVH GAAO QOPUAKEVTIKO TPOTOV EKTOC OLTOV
OV OVOPEPOVTOL GTNV TTOPAypapo 6.6.

4.3 Avtevosigelg

YrepevaioOnoio oty kaurnalrta&éln, og dAlec Ta&dveg, 6to ToAvcopPikd 80 1 6 Kdmolo omd
TaL £€KO0Y0L TTOL AVAPEPOVTAL OTNV TTapdypapo 6.1.

Ap1Oudg ovdetepo@ilmv kdtw amd 1.500/mm’.

YoBapn nratikn dvciettovpyia (oAtkn xorepvBpivn >3 x ULN).

Zuyyopnyovuevog eUPoiacpog pe epforto katd tov kitptvov mopetol (BA. mapdypapo 4.5).

4.4 E101kég TPoEd0mTOU|GELS KOl TPOPVAGEELS KATE TN Y p1oT

Avtidpdoeig vrepsvacinoiog

‘O)ot o1 acbeveig Ba Tpémet vo AapPAvovy TPOKATUPKTIKY POPUOKEVTIKY 0y®YN TPV amd TV Evapén
g &yyvong g kauraltta&éAng (BA. Topdypago 4.2).

Ot acBeveic Oo Tpémel va Ti0evton Vo GTEVN TOPAKOAODONGN Y1, TV EUGAVICT] AVTIOPACEDY
vrepevatcnciog, Wiaitepa KOTA TN SIEAPKELN TN TPDOTNG KOl TG OEVTEPTG EYYLONG. AVTIOPACELS
vepevatcnciog pmopel va eLeovioTobv eviog Alyv ATV PeTd TV Evapén Tng £YYLonS TS
kopumalrta&édng, ondte O Tpémel va vdpyovy StobEcuec EYKOTAGTAGELS Kot eEO0TAIGUOC Y10, TV
QVTIHETMTIOT TG VTOTUCTG Kt TOL Bpoyydcmaciov. Mmopel va tapatnpnfodv coPapég avtidpacelg,
01 omoieg umopel va TepAapPivouy yevikevpévo eEavinpa/epvdnua, vrotaon kot fpoyydonacuo. Ot
cofopéc avTdpdoelg vrepevalctnciog amartovy dueon dtakomn e £yyvong ¢ Kapumalrta&éng Kot
KatdAANAN Oepoameio. O aobeveic mov Topoveidoay avtidpoaon vrepevaictnciog Oo Tpémnet va
otapotnoovy v Bepaneia pe kouralita&én (PA. mapdypoeo 4.3).

Kotaotoln Tov tuelod 1oV 06TdV




Kotaotod] Tov poehod TV 06TdV Tov eKOMAGVETOL ®¢ ovdetepomevia, avopio, Opoupomevia M
mavkvttaponevia umopel va mapovotactel (PAéne «Kivovvog ovdetepomeviacy kot «Avaipio» otnv
TapAypoeo 4.4 KATOTEPM).

Kivovvog ovdetepomeviag

Ot acBeveic mov Aappdvovv Bepaneia pe kopralita&éln propet va Adfovv G-CSF mpo@uAakTiKd,
oUUPOVO, e TIG KatevBuvtnpleg Ypapuég T Apepikavikng Etapeiag Kivikng Oykoloyiog (ASCO)
/Kot TIG TPEYOVGEG KOTEVOVVTIPLEG YPOLIES TOV VOCOKOUEIOD, Y10l TN MEI®ON TOL KIvODVOV EUPAVIONC
N TNV AVTILETOTION TOV EXUTAOK®V TNG OVOETEPOTEVIOG (EUTVPETT OVOETEPOTEVIQ, TOPUTETAUET
ovdeteponevia 1] ovdeTEPOTEVIKT| AOTU®OEN). Oa mpénet va eEgTdleTon TO EVOEXOLEVO XOPTYNONS
TpmTOYEVONS TPpoPLANENS e G-CSF oe acbeveic pe kKAvikd yopaktnplotikd vyniod Kivddvov
(MAia >65 etdv, KoK KatdoTaoT vyeiog, TPoNYOVUEVO EMELGOdIO EUTVPETG OVOETEPOTEVING, GE
gup0 TS0 TPONYOVEVT] OKTIVOPOANOT, KOKT SOTPOPIKY| KATAGTOOT 1 GALEC coPapéc
GUVVOGTPOTITEC) OV TOLG TPOIADETOVV Y10 CLENUEVES EMTAOKES AOY® TOPOATETAUEVIC
ovdetepomeviag. H yprion G-CSF éxetl kotaderyel 011 meplopilel v enintmon kot tn cofopdtnra g
0VLOETEPOTEVIOG.

H ovdetepomevia givar n TAéov cuyvn avemBOun avtidpacn ¢ Kapmalita&éAng (BA.

mapdypoeo 4.8). H mapakorlohnon tov mApovg aipodiorypdppatog etvor anapaitntn o fdopadiaio
Baon kotd T didpkela Tov KOKAOL 1 Ko Tpv amd kdbe KOk o Bepameiog 6T GUVEKELQ, TPOKELEVOD
va umopet va Tpaypatomoindet poduion g do6ong, £4v amatteital.

B0 TPETEL VO, LELDVETAL 1) 0OCT) GE TEPIMTMOT ELPAVIONG EUTVPETNG OVOETEPOTEVING 1) TOPOUTETAUEVNG
ovdetepomeviag Tapd T yopnynon s KatdAning Oepaneiog (BA. mapdypoaeo 4.2).

H Oepaneia Ba mpémet va emavarapfavetor povo 6tav o aplpog Twv ovdeTepoPilmVy enavELDeL oe
enineda >1.500/mm? (BA. Tapdypago 4.3).

Awtapay£c ToV YOGTPEVIEPIKOD

SOUTTOUOTO OTTOS KOIALOKO GAY0G Kot evaictnaia, TupeTog, EUUEVOVGO SVGKOIAOTNTA, S1apPOoL UE Ny
Yopic 0vdeTEPOTEVID, UTOPEL VO ATOTEAOVV TIPMIUES EKONANDGCELG GOPAPNG YOOTPEVIEPIKNG
to&wotnTag Kot Oa mpénet va agloloyovvtal kal va avtipetonifovtol dpeca. Mmopel va givan
amopaitnTn n dkonn 1 kabvoTépnon TG aywyng Le Kopmaltta&éln.

Kivovvog vavtiag, suston, 016ppoiag xai opoodTwons

Edv o1 acbeveic eppavicovv dudppota petd tn yopnynon g kapmolitaéing, umopei va
OVTILETOTIGTOVV HE TA GLVI OGS YOPNYOVLEVO AVTIOOPPOTKE PAPUAKEVTIKG TPOiovTa. Oa Tpémet val
ANeBoOV KaTdAANAG LETPA Y10 TNV EMAVEVVOATMOT TV 0oBeEVAOY. Aldppota PTopel va ELPOVICTEL O
ovyva og aobeveig mov Exovv AaPetl Tponyodpevn axtivofoiio 6TV KotAoKn ydpa 1 tnv moeho. H
aLddtmon gival o cvyv o€ acbeveig nAikiog 65 etdv Kot dve. Oa Tpémel va AneHovv KatdAnia
UETPOL Y10 TNV ETOVEVLOATMGN TOV acOEVAY Kot Yio TV Tapakolovnon kot 510pBmon Tev enmédnv
TOV NAEKTPOALTAOV GTOV 0pO, IOLLTEPMG TOL Kahiov. Mmopel va givar amapaitntn 1 Kabvotépnon e
Oepamneiog N n peiwon g 060G o€ mepinTmon eppdviong duappotag fadpov >3 (BA. mapdypapo 4.2).
Edv o1 ac0eveig eppavicovv vavtio 1| EPETO, UTOPEL VO, AVTILETOTIGTOOY LE TO, GLVHOW®S YOPTYOVUEVO
OVTIEPETIKA.

Kivovvog cofoparv yootpeviepikdv aviidpaoemy

Ayoppayio TOV YOUOTPEVIEPIKOD GCOANVA, KoL O1ATPNoT, ENEOS, KOAMTION, GuUTEPTAAUPAVOUEVNS TG
Bavatneopov ExPaocng, £xovv avaeepbel oe acbeveig mov AauPavay kopralita&éin (PA.
Tapdypoeo 4.8). Zuviotdtor Tpocoyn ot Bepaneia TV acbevdv mov daTpEyovy To PHEYUADTEPO
KivOuvo avamTTLENG YOOTPEVTEPIKOV EMITAOK®DV: GTOMO L€ OVOETEPOTEVIM, Ol NAMKOUEVOL, 1|
TaTOYpOovn YpNHon pe MEAD, avtioponetaAloky Oepameio 1 avianktikd kot acOeveig pe
TPOTYOVUEVO 1GTOPIKO aKTIVOOEPATEING TG TVEAOD 1 YOGTPEVTEPIKNC VOGOV, OTIMC TO EAKOC KOl 1)
aloppayio ToL YUoTPEVTEPIKOV.

[eprpepkn vevpomdOera

[Teprotatikd mepipeptkng vevpomdbelag, Tepipepikng arsOntikig vevponddetog (.. mapoicOnoieg,
dvooohnciec) Kot mEPLPEPIKN KIvnTIKN vevpomadeila £xovv mapatnpndel o acbeveic mov Adupavay
kapmolitaédn. Ol acbeveig mov Aapupdavouvv Bepaneio pe kapmalitabédn Oa tpénet vo kabodnyovvtal
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VoL EVILEPDOVOLY TOV 10TPO TOVE TPV cLVEYIcOLV 1 Bgpameia £6v avamTOEOLY GUUTTOLOTO
vevponabelag dmwe o mOVoc, 1o aichnua kavoov, n pupunykioon, N apmdio 1 1 advvapio. Ot wpol
0o Tpémel va a&lohoyovv Toug acBeveic yo TNV mapovsio | TV EMSEIVOGOT TG VEVPOTADELNG TPV
amo kaBe Oepamneio. H Oepaneio Oa npénel va kabvotepei £o¢ T Pertioon tov cupntopdtov. H doon
¢ kaunolitaEéing Oa mpénet va peidvetat omd 25 mg/m? oe 20 mg/m? og mepintmon epEAvIong
gppévovcag TepPLPePIKNg vevpomdbetag fabuot >2 (BA mapdypagpo 4.2).

Avoupio
Avoupia €yel mapotnpnei oe acBeveig mov AapPdavovv kopuralita&édn (PA. mapdaypagpo 4.8). H

alpoceapivn Kot o apatokpitng mpémet va eAéyyovton tptv and ) Bepaneio pe kopmalttaédn Kot ov
ot acBeveig eppavifovv onueio 1| CUUTTOUOTA AVOLIIOG 1) ATOAELNG A{ILATOC. XVVIGTATOL TPOGOYY| GE
acBeveic pe Tipég apooparpivng <10 g/dl kot Ba mpémet va Aapfdvovtal ta KatdAAnia PETpa, OTMS
gvoeikvuTal KAVIKAC.

Kivduvog veppikng avendpkelog

Neppikég dratapayéc Exovv avaeepbel oe oyéon pe onyaipio, cofapn apuOATOoT OPEILOLEVT GE
duappota, ELETO KOl amo@poKTikn ovporddeia. Eyel mapatnpnbel veppikn avendpkela,
GUUTEPTAAUPOVOUEV®VY KO TEPIGTATIKMV L Bovatnedpo ékPac. Ze mepinTwon EUEAVIONS VEPPIKNG
avemdpkelog, Oo Tpémetl va Aapfavovtol Ta KaTOIAANAC HETPA Y10 THY AVOYVAOPLoT TNG OLTLOG Kot TV
evtaTikn Oepamneio tov aclevov.

Emaping evuddtmon Ba mpémel va dtacporiletar 6 oAdKAN PN T didpKela TG Depoameiog pe
kapmolttaédn. O acbevig o mpénet vo kabodnyeital vo, avaQEPEL APECHS OTOLUONTOTE GNUOVTIKT
petaforn otov kabnuepvo dyko TV mapayduevov ovpwv. Ta enineda kpeatvivig opov Ba wpémel va
petpovvtan katd v Evapén g Bepaneiog, pe kaOe apatoroykn eE€taon, kabmg kat kdbe popd mov
0 acBevig Ba avapépet pia petaforn otov dyko TV mapaydueveov ovpwv. H Oepaneia pe
Koapmalitagédn Bo Tpémetl Vo SIKOTTETAL GE TEPIMTMGT OTOLGONTOTE VITOPABIONG TNG VEPPIKTG
Aertovpyiog Emg veppikn avemdpkela Pabuov >3 couemva pe ta CTCAE 4.0.

Awtapay£C TV aVOTVEVGTIKOD

Avgpeon veopovia / mvevpovitida kot didpeon Tvevpovoradeia £xovv avopepOel Kot propei va
oyetiovton pe popaio EkPaon (PAéme mapdypoeo 4.8).

Edv avoamtuyfodv véa 1| emdevovpevo TVELLOVIKG GUUTTONATO, Ol doBeveic Ba Tpémel va
TapoKoAoLOOVVTAL GTEVA, VO YIVETOL AUEST] SIEPELVNGT KOL VO TOVG YOPNYEITUL 1| KATAAANAN OryyT.
Awxom g Oepamneiog pe kouralita&édn cuviotdtol Emg 6tov 1 dtdyvoon gival dtabéoun. [pdwpn
YPNON TOV UETPOV VTOGTNPIKTIKNG ppovTidac uropei va fondnocet ot fertioon ¢ katdotaong. To
opelog amd v emavévapén g Bepamneiog pe Kapmalita&éAn Oa mpénet va a&loioynOel mpocekTukd.

Kivovvoc kapdiakamv appubuidv
Kapdiakég appoduieg xovv avapepbel, pe ouyvotepeg TV TaXVKOPIIo KoL TV KOATIKT LOPUOPVYT
(BA. mapdypogo 4.8).

Hiuwpévor

Ot acBeveic (nAkiog > 65 etdv) pumopel vo Exovv LeyorvTepeg TOAVOTNTES VO ELPAVIGOVY OPICUEVEG
avemBOUNTES AVTIOPACELS, CUUTEPIAAUPOVOUEVIG TG OVIETEPOTEVING KOl TG EUTVPETNG
ovdetepomeviag (BA. Tapdypago 4.8).

AocBeveic pe nmatikn dueieltovpyia

H Oepaneio pe to Cabazitaxel Accord avtevdeikvutar og acbeveig pe cofapn nrotikn Svciertovpyia
(oA yorepvOpivn > 3 x ULN) (BA. mopaypdoovg 4.3 kat 5.2).

H d60m Ba mpémetl va ehatmdvetan o acbeveig pe Ao (oAkn yoAepvOpivn >1 g <1,5 x ULN 7| AST
>1,5 x ULN), nratiky dvehertovpyia (PA. mapaypdpovg 4.2 kat 5.2).

AlMniemdpdoeig

Zuyyopnynon He 1oyvpoic avaotoreig tov CYP3A Ba mpémel va amopevyetal, kabmg umopel va
avENGOLY TIC GVYKEVTPMGELS TG KaumalitaéAng oto mAdoua (BA. mapaypdeovg 4.2 kat 4.5). Edv n
ovyyopnynon pe évav 1oyvpod avootoréa tov CYP3A dev pumopel va amopevydei, n cuyvi
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mopoakoAovOnon ylo To&ikodTnTa Kot 1 peiwon g 06ong ¢ kauralitaéing Ba tpénet vo e€etacTobv
(BA. mapaypagovg 4.2 ko 4.5).

Svuyyopnynon e oyvpovg emaywyeic tov CYP3A4 Oa npénel va amopevyetal, Kabmg umopel va
glottBolv o1 cuykevipmaoelg tng kouralita&éing oto TAdoua (PA. mapaypdeovg 4.2 kot 4.5).

"Exdoya
Av10 10 Pdppaxo wepEyel 1.185 mg alkooing (abavoing) oe kabe proridio, mov givar iIcodvvaun pe

395 mg/ml. H mocodtnta avd groridio autol Tou paprdkov autol Tov GapUAKoL ival 1IGOdVVaTN e
30 ml pmdpag 1 12 ml kpaciov.

H mocotto TG 0Ak00ANG 68 0vTO TO PAPHOKO deV glvar OO va, £xeL EMIOPUOT] G€ EVIAKES Kol
€QNPOLG, Kal 01 ETOPACELG TG OTA TodLA OV givar TBavo va givorl aloonpueimTeg.

Mmropei va €gel kamoleg emOPACELS 6 PIKPOTEPX TTAOLA, Y10 TAPAdEY LA Vo atcBavBovv vavniio. H
OaAKOOAN G€ aVTO TO PAPLAKO UTOopEl vo aALAEEL TIG emOpACELS GAL®V papudkwv. Evnuepmote 10
YWTpd GOG 1 TO PAPLOKOTOLd Gag £V AAUPAvETE AAAL PAPLLOKOL.

Edv eiote éyxvog 1 OnAdalete, evnuep®oTe TO Y1Tpd GG 1| TO POPLOKOTOLO TPV TAPETE AVTO TO
QapLoKo.

Edv giote ebiopévog 6T0 0AKOOA, EVNUEPDGTE TO YIOTPO GOC 1) TO POPUAKOTOL0 TTPLV TUPETE AVTO TO
QAPLLOKO.

Mo 8601 60 mg avTol TOL PUPUAKEVTIKOD TPOTOVTOS, YOPNYOULEVT Gg vav evijaika Bapovg 70 kg
Ba mpoxarovoe £kBeon oe 17 mg/kg aBavoing, n onola evo€yetan vo Tpokarécel avENGT TG
GLYKEVTPMOTG alkoOANg oto aipa (BAC) katd nepimov 2,8 mg/100 ml. I1pog cbykpion, yio Evav
gVIAIKO TTOL Tivel éva ToThpt kpactov 1 500 ml umdpac, n BAC sivon mbavo va givar mepinov

50 mg/100 ml.

Métpo avticOAANYNg
Ot dvdpeg Ba Tpémet va pNOLULOTOIOVV AVTIGCLAANTTIKG PLETPO KOTA TN dtdpKeld TG Bepameiag Kot yio
4 pMveg petd tn draxomn tng Bepaneiog pe kapmalttaédn (BA. Tapdypago 4.6).

4.5 Aliemopdocseig pe GALO QUPRUKEVTIKE TPOTOVTO KO GAAES popPES alinieniopaong

Meréteg in vitro €govv deilel 6t 1 kapmalito&éAn petaforiletor Kotd kKoplo Adyo puéow tov CYP3A
(80% £m¢ 90%) (BA. mapdypapo 5.2).

Avaotoleic Tov CYP3A

EravolouBavouevn yoprynon ketokovaloAng (400 mg pio popd nuepncing), evog 1oyvpov
avaotorén Tov CYP3A, odnynoe o peimon katd 20% tng kdbapong g koauralita&éAng mov
avtioToryel og avénon kotd 25% e AUC. Katd cuvénela, 1 GuyXop1iyno” 1oxup®V 0VAUGTOAEDY TOV
CYP3A (m.y. keTokovaloin, rrpakovaloin, kKhapiBpopvkivn, wovapipn, vepalodovn, verpwvofipn,
prtovafPipn, cakovwvafipn, tembpopokivn, fopikovaloin) Oa tpémel va amopebyetol Kabmg pia
aOENOT TOV GLYKEVIPAOGEWDY TNG KAUTAlITaEEANG 0T0 TAAGHO topel va Ttapovctaotel. (BA.
mapaypdeovg 4.2 ko 4.4).

ZuyyopNYNoN amPERITAVING, Vo LETplov ovactoréa tov CYP3A, dev giye kapuio exidpacn otnv
KkéBapon g KapmalitaEEAng.

Enayoyeic tov CYP3A

EravolouBavouevn yopriynon preoaurivng (600 mg pia @opd nuepnoing), Evog 16xvpod E0y®YEN TOV
CYP3A, odnynoe oe avénon katd 21% ¢ kabapong tng Koumallta&EANG ToL avTIGTOKEL O€ LEI®ON
katd 17% g AUC. Katd cvvéneto, 1 cuyyopiynomn woyvpadv ertaymyémv tov CYP3A (m.y.
QawvuToivn, KapPopalenivn, proaprivn, prpaumoutivr, proorevtivn, eowvopapPitdin) Oa mpénet va
amoPeHYETOL KOOMG Lo LEIMON TOV GVYKEVIPAOCE®VY TNG KOUTALITOEEANG OTO TAAC O UTOPEL VoL
napovctaotel (BA. mapaypdpovg 4.2 kat 4.4). EmnpocHétmg, ot acbeveig Bo mpémet va amopedyovv
gmiong va Aappavovv to Botavo St. John's Wort.

OATPIBI1



In vitro, n kaumalrtagéhn €xet 0eilet 0Tl avaoTEALEL TIC TPOTEIVES peTapopeic Tv [ToAvmentidiwy
Metagpopds Opyavikdv Avidviov (Organic Anion Transport Polypeptides) OATP1BI1. O kivovvog
aAAnAernidopaong pe vrootpodpata OATPIBI (1.y. otativeg, faicaptdvn, pemayiwvion) sivarl mboavog,
Kupiog katd tn ddpkela tng Eyyxvong (1 mpa) kot péypt 20 Aemtd PETE TNV OAOKANPWOGT) TG EYYLONG.
YvothiveTan éva xpoviko ddotnua 12 opdv mpv v £yyuor Kot TOVAGYIGTOV 3 ®pdV HETH TNV
0AOKANPMOT| TG £YYLONG TPV TN XOpTYNomn TV vrootpopdtov OATPIBI.

Eppolocuot

Xopnynon epforiov {oviov 1 Loviov eEacbevnuévov wv oe acbevelg mov elvat on
OVOGOKOTEGTOAUEVOL OO YN UELOOEpATEVTIKOVS TTOPhyOVTES PTTOpEl VoL 0dNYT|oEL 68 GoPapéc M)
Bavatneodpes hopdéets. Eppolacpog pe eppforo {oviov eEacbevnuévov 1dv Ba mpénet va
amopevyetal o€ acbeveic mov Aappdvovv kapmalitaiéin. Euporia pun {ovtov 1 onevepyomonuévay
1OV UTOpovV Vo, xopnyndodv, woTdc0 1) aVTATOKPIoN 0 0T ToL EUPOALO UTOPEL Vo lval PLELOUEVD.

4.6 Tovipétnra, kOnon km yorovyio

METpo aVTIGOAAYNC

Abdy® 0V YovoTo&ukon Kivdvvov g KapmalitaEEAng (BA. mapdypapo 5.3), ot avdpeg Ba mpémel va
YPTCLLOTOLOVV OMOTEAEGHOTIKY] HEBOSO AVTIGUAANYTG KOTA TN dtdpkela TG Oepaneiog kot yo 4
UAVES LETA TN Olakorh TG Bepameiog pe kopmaltta&edn.

Kvnon

Agv datiBevton dedopéva omd T ypnon g kapmoalitaEéAng o éykveg yovaikes. MeAléteg oe {oa
KaTédEIEay avamapoy®ytkn ToEKOTNTa o€ 600e1g TOEIKESG Yo T untépa (PA. Tapdypao 5.3), Kabmg
Kot 0Tt M kKopuralitaEEn dwomepvd Tov epaypd tov Thakovvta (BA. mapdypago 5.3). Onwg woydet pe
OA0L TOL KUTTOPOTOEIKA POPUAKEVTIKG TPoidvTa, 1) kapmalitaEéin propel va TpoKarécel epPpuikn
PBAGPN o €ykveg yuvaikeg mov extifevtan 6€ avTo.

H xoumalita&édn dev evoeikvutal Y10, yp1HoN O YOVOIKEG.

OnAacpog
Ta dabécua eapuokokvntikd dedouéva o (do E6e1&ay amékkpion tng kouraltta&éing Kot Tov
UETAPOAT®OV TNG GTO UNTPIKO YaAa (PA. mapdypapo 5.3).

Tovipdtra

Meléteg oe {da katédeiEav 0Tt 1 Koumalita&éAn ennpéace T0 avoOTapay®YIKO GUGTNLO GE
APGEVIKODE 0pOVPAIONG KOl GKOAOVE Y®PIG OTOL0dNTOTE AEITOVPYIKT EXiOpacT) 6T YovirotnTa (BA.
Tapdypoeo 5.3). Qot6c60, AauBdvovtag VT’ OYIV TN PAPUAKOACYIKT dpdon TV Tagavdv, To
YovoTOEIKO TOLG OVVAUIKO HECH EVOC BVEVYOVIKOD UNYAVIGHOD KoL TNV ENIOPACT SLAPOP®Y OLGLDV
QVTAG TNG KOTNYOoplag oTN YOVILOTNTO 08 UEAETEG OE (™A, eV PUMOpPEl VoL amOKAEIGTEL 1 EMidpaon oTNV
avOPIKT YOVILOTNTA GTOV GvOp®TO.

21006 Avdpeg mov AapPdvovy Bepameio pe Kopmalita&EAn cvvictdtol va {nNTtHoovy GUUPOLAN GYETIKA
HE TN S10TPMON TOL GTEPUATOG TPV Od T Bepameio.

4.7 Emopacels 6Ty IKAvOTNTO 0011Y1|61G KO JELPLGHOV U UVIIULATOV

H xopmalita&édn éxel pétpia enidpaom oty IKAvOTNTO 001 YNONG KoL YEIPICUOD UNYUVNIATOV, KOODS
umopei va Tpokodéoel kOmmwon kot (aAn. Ot acbeveic Oa mpémel va kabodnyodvtat va, unv 0dnyodv 1
yepilovtar pnyaviHoTo €4V ELPAvVIcouV 0VTEG TIC AVETIBVUNTES AVTIOPACELS KOTA TN SIEPKELD TG
Oepamneiog.

1. AvemOopnteg evépyeieg
IIepiinyn 1oV TPOoEIA ac@aieiog

H aocedieia ¢ kapmalita&éing oe cuvdvacud pe tpedviiovn 1 tpedvilordvn a&toroynonke og 3
TUYOOTOMUEVES, 0VOIKTEG, eAeyyOueveg peréteg (TROPIC, PROSELICA kot CARD), 611G onoieg
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ovumepnednkav cuvoitkd 1.092 acBeveig pe peTAOTATIKO 0VOEKTIKO GTOV ELVOVYIGHO KOPKIVO TOV
npocTdTn oL AdpPavay Oepameio pe 25 mg/m? koapmalita&édn pio eopd kéde 3 efdouades. Ot
acBeveic Elafav Evav diaueco apBpod 6 Emg 7 KOKAwV ™G Kapmaltta&éAng.

O1 cLYVOTNTEG ELPAVIONG OO T1 GUYKEVIPOTIKT AVAALGT] OVTOV TOV 3 UEAETOV TopovetalovTot
TOPOUKATO KOODG KOl GTOV KATAAOYO GE LOPPT TIVOKO.

O1 o ovyvég avemBiunTeg avtidpdoeis OAwv TV Pabudv nrav avopio (99,0%), Aevkonevia
(93,0%), ovdetepomevia (87,9%), Opoupomevia (41,1%), dudppoia (42,1%), kdmwon (25,0%) kar
e€acBévion (15,4%). Ot mo ouyvég avemBounteg avtidpdoelg Babpod > 3 mov gpeovicTnKoy 6e
TovAdyiotov 5% tov acBevav ftav ovdeteponevia (73,1%), Aevkomevia (59,5%), avapia (12,0%),
gumopetn ovdetepomevia (8,0%) kot dSappoia (4,7%).

Awkomn g Bepameiog AOY® NG REAVIoNG avemBOUNTOV avTdpAce®Y GLVEPRN pe TapdHOLeES
ouyvortntes ko oti 3 peAétes (18,3% oy TROPIC, 19,5% otnv PROSELICA xat 19,8% oty
CARD) o¢ aoBeveic mov Adppavav kopmaltta&éAn. Ot mo cuyvég avemBounteg avtdpacels (> 1,0%)
7OV 0N YNCAV GE S10KOTN TNG XOPNYNoNG TS Kapumalita&éAng nTov alpotovpio, KOTOOT Kot
0VdETEPOTEVIO.

Kordhoyog tev avemBountov avtidpdcemy oe Tivaka

Ot avemBountes avTdpaoelg mopoTifevtal 6ToV Tivako 2 GOUE®VO LE TV KATIYopio opyavikoD
ocvotipatog tov MedDRA kot ) cvyvotta epedvions. Evidc kdbe katnyopiag cuyvotntog
EUPAVIONG, Ol avemBOUNTEG avTIdpdoelc mapatiBeviol Kotd Bivovca celpd coPapodtnTog.

H évtoon tov avemBountov aviidpdoewov faduoroyeitar coppova pe o CTCAE 4.0 (Babpod >3 =
B>3). Ot cuyvotnteg Pacilovtar g dAovg Toug Babpoig kat opifovrar og: moiv cuyvég (>1/10),
ovyvég (=1/100 émg <1/10), oyt ovyvég (=1/1.000 £mg <1/100), omdvieg (>1/10.000 £mg <1/1.000),
oAD omavieg (<1/10.000), un yvootég (dev pumopovv va ektiunovv pe faon ta dabéciuo dedopéva).

ITivakag 2: AvagepBeiceg avemBOunTeg avtidpacels Kot OLLOTOAOYIKES OVOUOAIEG LE TNV
kopmalttaédn oe cuvovaoud pe TpedviLovn 1 TpedviLoldvn 0l T CLYKEVIPOTIKY OVAAVON

(n=1.092)
Kotnyopieg AvemOopuntn avtiopoon ‘O)ot o1 BaBpoi BaOpov=>3
0pPYAVIKOD n (%) n (%)
GUGTI|LATOG TOV
MedDRA
IMoAv Yoyvég Oy ovyvég
oVYVvEG

Ovdetepomevikn 48 (4,4) 42 (3,8)

Aotpwén/onyopio®

Ynmrikn xoromAinéio 10 (0,9) 10 (0,9)

Inyopio 13 (1,2) 13 (1,2)

Kvttapitida 8(0,7) 3(0,3)
Aodéerg kot Ovporoipmén 103 (9,4) 19 (1,7)
TOPOCITOCELS -

I'pinn 22 (2,0) 0

Kvotitida 22 (2,0) 2(0,2)

Aolpwén tov avdtepov 23 (2,1) 0

OVOTVELGTIKOV

GLOTNOTOG

"Epnng Coompag 14 (1,3) 0




Kotnyopieg AvemOopuntn avtiopaon ‘O)ot o1 BaBpoi BaOpov=>3
0pYOaVIKOD n (%) n (%)
GUGTILOTOG TOV
MedDRA
oAV Yoyvég Oy ovyvég
oVYVvEG
Koavrtivtioon 11 (1,0) 1 (<0,1)
Ovdetepomevia® 950 (87,9) 790 (73,1)
Awtapayfs Tov | Aygpig® 1073 (99,0) 130 (12,0)
OILLLOTTOINTLKOD
K0l TOV Aegvkomevia® 1008 (93,0) 645 (59,5)
AELPIKOD .
GUGTALOTOQ ®popforevia 478 (44,1) 44 (4,1)
Eumopet ovdetepomevia 87 (8,0) 87 (8,0)
Awrtopayéc tov | YmepevoioOnoio 7 (0,6) 0
0VOGOTOLNTIKOD
GUGTNHOTOG
Mewwopévn opetn 192 (17,6) 11 (1,0)
Alatapoy£s Tov | Apuddtoon 27 (2,5) 11 (1,0)
peTaforoon
kon g Opéymg | Yrepylokopio 11 (1,0) 7 (0,6)
YmoxoAoption 8(0,7) 2(0,2)
Admvia 45 (4,1) 0
Yoyrotpucég ,
dwTapoyés ATxos 1332 0
ZuyyuTiKn Kotdotoon 12 (1,1) 2(0,2)
Avcyevcia 64 (5,9) 0
[epupepcn vevpomabeia 56 (5,1) 0
Awotapoyn g yevong 40 (3,7) 2(0,2)
[epupepixn arcOnTikn 89 (8,2) 6 (0,5)
vevpomadeio
IToAvvevpomdBeia 9(0,8) 2(0,2)
Awtapayéc Tov
VEUpUKOL HoapoicOnocio 46 (4,2) 0
GUGTNLLOTOG
YroucOnoia 18 (1,6) 1 (<0,1)
Zan 63 (5,8) 0
Kepaiaryio 56 (5,1) 1 (<0,1)
AnBapyog 15(1,4) 1 (<0,1)
Ioyuoyia 9 (0,8) 1 (<0,1)
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Kotnyopieg AvemOopuntn avtiopaon ‘O)ot o1 BaBpoi BaOpov=>3
0pYOaVIKOD n (%) n (%)
GUGTILOTOG TOV
MedDRA
oAV Yoyvég Oy ovyvég
oVYVvEG
OPOOLIKES Emimepukitida 11 (1,0) 0
Saopoés AoxpOppoto, avEnuévn 22 (2,0) 0
Awrtoapayéc tov | Eppoég 7 (0,6) 0
®TOG KOl TOV )
Aafopiviov I\vyyog 15 (1,4) 1 (<0,1)
Kopdioxéc KoAnu popuapoyn 14 (1,3) 5(0,5)
Swrapaxeg™ Tayvkopdic 11 (1,0) 1 (<0,1)
Yrotaon 38 (3,5) 5(0,5)
Ev to Baber prefixn 12 (1,1) 9(0,8)
Opoupwon
AyyeloKeg Yréptaon 29 (2,7) 12 (1,1)
dlaTapayég
OpBoctatikn voTaon 6 (0,5) 1 (<0,1)
E&ayerg 23 (2,1) 1 (<0,1)
EpvBpdra 9(0,8) 0
Avonvola 97 (8,9) 9 (0,8)
Awotapoayéc Tov Briyoc 79 (7,2) 0
QVOTVELGTIKOD ’
GUGTNLOTOG, TOV | ZTOUATOPAPLYYIKOG TOVOG 26 (2,4) 1(<0,1)
Ompaxa Kot Tov ]
1EGOB®PAKion [Tvevpovia 26 (2,4) 16 (1,5)
[Tvevpovikn gppoin 30 (2,7) 23 (2,1
Aldppota 460 (42,1) 51(4,7)
Nowria 347 (31,8) 14 (1,3)
"Epetog 207 (19,0) 14 (1,3)
Avckototnta 202 (18,5) 8(0,7)
Kook dAyog 105 (9,6) 15 (1,4)
Atatapoyés TOV 1 Avoreyia 53 (4,9) 0
YOGTPEVIEPIKOD
Alyoc v KOTMOKNS 46 (4,2) 1(<0,1)
XBpog
Aoppoideg 22 (2,0) 0
Tl'aotpootcopaytkn 26 (2,4) 1(<0,1)
TaAvOpopUN o
Awoppayio amd To opbo 14 (1,3) 4(0,4)
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Kotnyopieg AvemOopuntn avtiopaon ‘O)ot o1 BaBpoi BaOpov=>3
0pYOaVIKOD n (%) n (%)
GUGTILOTOG TOV
MedDRA
oAV Yoyvég Oy ovyvég
oVYVvEG
Enpooctopio 19 (1,7) 2(0,2)
Aldtoon g Kotkiog 14 (1,3) 1(<0,1)
Ytopatitido 46 (4,2) 2 (0,2)
Evleoc* 7 (0,6) 5(0,5)
lNootpitida 10 (0,9)
Kolitida* 10 (0,9) 5(0,5)
AvdTpnon tov 3(0,3) 1(<0,1)
YOGTPEVTEPTIKOD GOANVA
Ayoppayia Tov 2(0,2) 1(<0,1)
YOGTPEVTEPIKOL GOANVA
Alomekia 80 (7,3) 0
Awotapayéc Tov [ ;
SEppaToc Ko Enpodeppio 23 (2,1) 0
TOV 131t086p101) EptOnua. 8 (0,7) 0
10700
Awtoapayn Tov oviyov 18 (1,6) 0
Oocoeuaryia 166 (15,2) 24 (2,2)
ApBpadyia 88 (8,1) 9 (0,8)
[16voc ota dkpa 76 (7,0) 9(0,8)
Awtapayéc Tov . )
LVOGKEAETLKOD Mvikol onacpol 51 (4,7) 0
CUOGTARATOS KAL | iy, iy 40 (3,7) 2(0,2)
TOV GUVOETIKOV
16700 MUvooKeLETIKOG TOVOC TOV 34 (3,1) 3(0,3)
Oopoxa
Mvuikn advvapio 31 (2,8) 1(0,2)
[Tovog otig Thevpég 17 (1,6) 5(0,5)
Oé&ela veppikn avemaprelo 21 (1,9) 14 (1,3)
Neppikn| ovendprela 8(0,7) 6 (0,5)
Awotopoyéc Tov | Avcovpia 52 (4,8) 0
VEQPPOV KO TOV , ,
UPOPEPEY Kotkodg veppon 14 (1,3) 2(0,2)
038GV Awatovpia 205 (18,8) 33 (3,0)
TToA\oaxkiovpia 26 (2,4) 2(0,2)
Ydpovéppwon 25(2,3) 13 (1,2)
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Kotnyopieg AvemOopuntn avtiopaon ‘O)ot o1 BaBpoi BaOpov=>3
0pYOaVIKOD n (%) n (%)
GUGTILOTOG TOV
MedDRA
oAV Yoyvég Oy ovyvég
oVYVvEG
Koartaxpdnon obpwv 36 (3,3) 4(0,4)
Axpateio o0pov 22 (2,0) 0
Amoepacn ovpntipo 8(0,7) 6 (0,5)
Awrtopayéc Tov | Ahyoc Tuélov 20 (1,8) 5(0,5)
OVOTOPOY@YTKOD
GLGTHLLOTOG KOl
TOV HOGTOV
Koénwon 333 (30,5) 42 (3,8)
E&acBévion 227 (20,8) 32(2,9)
IMupetia 90 (8,2) 5(0,5)
[epupepikod oidnua 96 (8,8) 2(0,2)
Ievikég - )
Sratapayéc Kot DLeypovn Prevvoydvou 23 (2,1) 1 (<0,1)
KOTAGTAGES TS | [4y0q 36 (3,3) 7(0,6)
080V xopNynong
Owpaxikd dryog 11 (1,0) 2(0,2)
Oionpua 8(0,7) 1 (<0,1)
Piyn 12 (1,1) 0
AloOnpo kokovyiog 21(1,9) 0
Topotikd Bapog pelwpuévo 81(7,4) 0
Hopaxivikég aAGl:grpTZig 04 13(1.2) 1(=0.1)
g€etdoelg HivoTPavehEption
ov&nuévn
Tpavoapivdon avénuévn 7 (0,6) 1(<0.1)

* g BAo TIC EPYOCTNPLOKES TILEC
* BA. avoAVTIKY TOPAYPOpO O KAT®

Teprypooen semieyuévov ovembountov ovIdpacewmy

Ovdetepomevio kou oyetilouevo. KAvikd, oopfauaro,

H yprion G-CSF ¢&yet xataderyfel 6T mepropilel v enintmon Kot T coPfapoTnTo TG OVIETEPOTEVING
(BA. mapaypapovg 4.2 ko 4.4).

H enintoon ovdetepomeviag faduod >3 pe Bdon ta gpyactnplakd 6edouévo KoUAVOTOV, OVAAOYA LLE
™ xpnon G-CSF, and 44,7% £wg 76,7%. H youniotepn enintoon wapatnpionke katd tn ypnon
wpo@uAaktikng Oepaneiog pe G-CSF. Ouoimg, 1 enintmon eumopetng ovdeteponeviag Paduod > 3
ropovotay anod 3,2% éwg 8,6%.

Ovdetepomevikég eMMAOKEG (GUUTEPIAAUPAVOUEVIC EUTVPETNG OVOETEPOTEVING, OVOETEPOTEVIKNG
Aotpwénc/onyorpiog kot ovdeTEPOTEVIKNG KOATIONG), O1 OTOIEG GE OPIGUEVEG TEPITTMOOELS ElYAV
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Bavatnedpo éxPacmn, avaeépbnkav oto 4,0% tov acBevdv dTav xpnoLLoTomOnKe TPOKATUPKTIKN
wpopulaktikn Bepomeio pe G-CSF kot oto 12,8% t0v aobevav dtav dev ypnoiponotdnke.

Kapdioxeg diatapayes kot appobuies

211 GLYKEVIPWOTIKY avAAvor, KapdloKd copfdpata avapépnkay oto 5,5% tov acbevdv, ek Tov
omoiwv 1o 1,1% elyav kapdiaxéc appubuiec fabuod >3. H enintoon g tayvkopdiag pe tnv
rapmalitagéin nrov 1,0% kot Atydtepo amd 0,1% tov neputd@cewv Mtav faduov >3. H enintoon g
KOATIKNG poppoapvyne nToav 1,3%. Zvupdapota Kapdiakig avemdpkelog ovapépbnkay o 2 acbeveic
(0,2%), ex T®V omoiwv éva cupuPay gixe Bovatneopo Ekfoct). AovaTneopog KoMK LAPUAPVYT
avaeépOnke oe 1 acbevn (0,3%) kot kapdiakn avakormn avaeépinke oe 3 acbeveig (0,5%). Kavéva
a6 avtd to cvuPapoata dev Bempndnke oyxetilouevo pe v kapmoalitaEéAn amd Tov EPELVNTN.

Aworovpio

21N CLYKEVTPOTIKN ovdAvon, apatovpio OAov Tov Babudv tapatnpndnke oto 18,8% ota 25 mg/m?2
(BA. mopaypago 5.1). Katd v tekunpioomn, oxeddv 0TI UICEG TEPITTOCELS EVTOTICTNKAY GUYYVTIKOL
mapdyovteg, Omwg eEEMEN TG VOoOoV, YPNOT 1OTPIKAV opydvav, Aoluméelg M Oepomeion pe
vt KTIKG/ MEAD/aKETOAOGAAMKVAIKO 0EV.

Aleg epyaothpiarés TaBoloyixes TIHES

211 GUYKEVIPOTIKN avAAvon, 1 emintoon avoipiog faduod >3, avénuévav AST, ALT ko
yorepvBpivng pe Paon maboroyikég epyactnpiokég Twég frav 12,0%, 1,3%, 1,0%, kot 0,5%,
avTicTolya.

A1070p0YES TOV YOATTPEVTEPIKOD

"Exovv moapatnpnfei kolitida (cupmephapPovopévng g EVIEPOKOMTIONG KOt TNG OVOETEPOTEVIKTG
EVIEPOKOAITIONG), Kot YaoTpitida. Exovv eniong avapepOel apoppayic Tov yooTpeEVTEPIKOD COANVO,
SLITPNOT| TOV YOOTPEVTEPIKOD COANVA Kot EIAEDNC (evtepikn amoppalén) (PA. mopdypapo 4.4)

A1070p0YES TOD AVOTVEDTTIKOD

[epurtmoeig didpeons TvevOVING/TVEVLOVITIONG KOl SIGUESTC TVEVUOVOTIAOELNG, HEPIKEG POPESG
Bavatneopec, Exovv avapepbel pe un yvootn cuyvotnta (dev pnopet va ektiun0et pe fdon ta
Swbéotua 6edopéva) (PAEre mapdypao 4.4).

A10TOPOYES TWV VEPPWDV KAL TMV 0VPOPOPWY 00WV
Metaktivikn Kvotitida Adym tponyndeicag aktivobepaneiog oTnv ovpoddyo Kuot,
GUUTEPTAAUPOVOLEVIC TG AOPPOYIKTG KVGTITIONG, £)El avapepBel oyl cuyvd.

Hodrazpucdc TAnfuoude
BA. mapdypago 4.2

AM\ot 1810l TAnOuopoi

HliwuévorAnd toug 1.092 acbeveig mov Elafav Beponeio pe kopmalita&édn 25 mg/m2 otig peAéteg
TOV KOPKivov TOoV TpocTdtn, 755 acbeveig tav 65 etdv Kot dvo, cvumepthapupavouévoy 238
acevav nhkiog dvo Tov 75 etdv.

O1 ax6Aov0eg un auatoAoyIKéEG avemBOunTeg avtdpdoelc ovapépnkay 6€ 1060oTd Kotd >5%
vynAdTEPA 0 aeBeveig nAikiog 65 €TMOV Kol Qv G GUYKPLOT LE TOLG VEOTEPOVS 0GOEVEIS: KOTMON
(33,5% évavti 23,7%), e€acBévion (23,7 évavtt 14,2%), duvokothotnta (20,4% évavtt 14,2%) kot
dvonvola (10,3% évavtt 5,6%), avtiotoya. Ot emmtoelg tng ovdetepomeviag (90,9% évavtt 81,2%)
kot g OpopPomneviag (48,8% évavtt 36,1%) Nrav eniong katd 5% vynidtepeg o€ acbeveic nAikiag 65
ETAOV KO AVO, GE GVYKPLOT HE TOVG VeEOTEPOLS aobeveis. Babpov >3 ovdetepomevia kot UmvpeTN
OVLOETEPOTEVIO, AVOPEPOMKOY LLE TOL LYNAOTEPO TOGOGTA SLUPOPAC LETUED TV OVO0 NAKIAKDOY OUAdmY
(avtioToya, 14% kot 4% vynAdtepn eninT®on oToVG 0obeveig nAkiog > 65 1OV og chyKpIon Ue
Tovg acbeveic nlikiag < 65 etdv) (BA. mapaypdeovg 4.2 kot 4.4).

Ava@opd ThovoroyoLUEVOV OVETIOOUNTOV EVEPYELDV
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H avoapopd mBavoroyoduevemy avemiBountmy evepyeumy HeTd amd Tn Yopnynon adstog Kukhopopiog
TOV QOPUOKELTIKOD TPOIOVTOC glvar onuavtikn. Emtpénel tn cuveyn topakolovdnon g oyéong
0PEALOVC-KIVODVOL TOV QOPLOKEVTIKOD TPOTIOVTOG. ZNTEITUL OO TOVG EXAYYEAUOTIEG VYEING VO
AVOPEPOVY OTTOIEGONTOTE TOOVOAOYOVUEVES OVETLOVUNTEG EVEPYELEG LECH TOL EOVIKOD GLGTIIOTOG
avaopdg mov avaypdeetol oto Hoapdptnua V.

4.9 Ynepdooolroyia

Agv vdpyel Yvootd avtidoto oty Kapmalita&éAn. Ot avapevOUEVES EMTAOKES TG LTEPIOGOAOYING
Oa elyav va kdvouv pe emdeivoon Tov avembOiunT®V ovIdpace®mV OTMG 1) KATOGTOAN TOV LLEAOD
TOV 0GTAOV KOl Ol YOOTPEVIEPIKEG SLATUPOYES.

Y& mepintwon vrepdocoroyiog, o acbevng Oa mpénel va mapapével oe pio e£EI0TKELIEVT] LOVADO Kot
va mapakorovbeitar otevd. Ot acBeveic Ba tpémetl va Aapfavovv Bepanevtik| aywyn pe G-CSF to
GUVTOUOTEPO SLVOTOV PETA TN SOMIGTOOT TG LITEPdOGOLOYing. Ba mpémet vo Aapfavovtat Kot GAAL
KOTOAANAC GUUTTOUATIKA LETPA.

5.  ®APMAKOAOI'IKEX IAIOTHTEX
51 ®@oppoxodvvopkés 1010TNTES

Doppokobepamentikn kaTnyopio: AviiveomhacuoTikol Tapdyovieg, To&dves, kwdikoc ATC:
LOICDO04

Mnyoviopog dpdong

H xoumalita&édn givor évag avTiveomAaGHOTIKOG TapdyovTog Tov dpa. mopepuPaivovtog oto dikTuo
TOV PIKPOSOANViIcKV ota kuttapd. H kapralita&éin decpedetol oty TOVUTOVAIVY KOt TPOAYEL TN
oVvleon NG TOLUTOVAIVIIG 08 KPOSOANVIOKOVS, EVA TOPAAANAL OVAGTEAAEL TNV ATTOIKOSOUN G
TOVG. AVTO €Yl MG ATOTELEGUA TN 6TAOEPOTOINGT TOV KPOCOANVIGK®OVY, 1 07010 TPOKOAEL TNV
OLVO.OTOAN] TOV KLTTOPIKMV AEITOLPYIOV TNG UITOONG KoL TNG LECOPAONG.

Dappokoduvakéc EmMOPACELS

H xoumalita&édn enédel&e Eva eupd PAGUN AVTIKOPKIVIKNG OpUCTIKOTNTAG EVAVTL TPOYWOPNUEVOY
avBpomvev Kapkivev mov giyov petapocygvbel oe movtikia. H xapmalita&édn eivar dpactikn o
oyKoL¢ vaicOnTovg oty viooeta&éAn. Emmpocétac, n kouralita&édn enédeie dpacTikOTNTU OE
HOVTELD OYK®V Y0pig evaicOncia ot ynuetobepamneio, copnepthapufovoprévng e VIoGeTaEEANG.

Khlvikn amotedecpoticdTnTo Kot 0sQdAELn

H amotelecpatikotnto Kot 1 ac@aiele, TG Kopmalita&EAng oe cuvovacud e Tpedvilovn 1
pedviILohdvn a&loAoynOnKay G pio TUYOLOTOINIEVT, OVOLKTY, S1EOVT, TOAVKEVTPIKN UEAETN PhoNg
1T (nerétn EFC6193) og acbeveic pe petaoctatikd avlekTikd 6Tov E0VOLYIGUO KAPKIVO TOV TPOGTATN
7oV giyov AdPel oto mapeBov Bepameia e Evo oo TOL TEPLEYE VTOGETOEEAT).

H ocvvolikn emBiowon (OS) frav to Tp®@TeEVOV TEMKO GNUEID OTOTEAEGLOTIKOTNTOG TN LEAETNC.
210 devTEPEVOVTA TEMKE onueia TepthapPavovtay 1 emPioon erevBepn eEEMENG g vosov [PFS
(opiletar w¢ 0 ¥pdvog amd TV TVYoOTOINGN EmG TV €EEMEN TOV GYKOL, TNV ADENCT TOV ETITEI®Y
TOV €101KOV TPOGTATIKOV avTiydvov (PSA), v e£éMén Tov Tovov 1| tov Bdvarto kdbe artioloyiag,
OT010 GLVEPN TPMTO], TO TOGOGTO AVTOTOKPIGTG TOL OYKOVL pe BAon To Kpitiplo a&loldynong g
avtamokpiong eni cvunaydv oykwv (RECIST), n advénon tov emnédwv tov PSA (opiletor g avénon
Katd >25% M >50% oe un avramokplfévieg 1 avtamokplOévieg mg mpog to PSA, avrtictoyya), n
avtamokplon g pog to PSA (uewwoeic ota enineda PSA opod kotd tovddyiotov 50%), n e&Mén
oL THVOL [aEL0AOYOVLEVT] E TN (PNoT TG KATLaKag Ttapovcog Eviaong dAyovg (PPI) and to
gpotnuatordyo tov McGill-Melzack kot piag Babporoyiog ypriong avaiyntikov (AS)] kol
avTOTOKPIoT TOV TOVOL (opileTon wg peiwon peyaAvtepn tv 2 Babudv and tn didpeon PPI
avaeopdg yopic Tantdypovn avénon g AS 1 peioon katd >50% ot ypnon avoAyNTIK®V ord ™
péon AS avagopdc ympig tavtdypovn avéncn Tov TOVoL).
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Zuvolikd 755 acOeveic ToxatonomOnkay yia vo Adpovv gite kapmalitotéin 25 mg/m? evéopieBing
KkG0e 3 efdopadec yio éva péyioto ddotnua 10 kokAwv pe Tpedvilovn 1| tpedviloddvn 10 mg
Nuepnoing amd tov otépatog (n=378) gite proEavipdvn 12 mg/m? evéoprePing kébe 3 efdouddeg
vy éva péytoto drbotnua 10 kokiwv pe npedvilovn N tpedviordovn 10 mg nuepnoing and Tov
otopartog (n=377).

2 peAétn avth eviayOnkav acbeveic nlikiag dve tov 18 etdv pe petactatikd aviexTikd otov
guvouylold KapKivo Tov pootdrn gite petpiotpo péom tov Kpttnpiov RECIST eite un petprioo pe
avéavopeva enimeda PSA 1 eppdvion véov BAapav, kat pe Aettovpykn ikavotra 0 émg 2 pe Pdon
Yuvepyotikn Oykoroyikn Oudda tov Avatoiikav [olteiwv (ECOG) tov HITA. Ot acBeveig Oa
énpene va £xovv enineda ovdetepogitov >1.500/mm?, arpometariov >100.000/mm?, aposeoipivng
>10 g/dl, kpeatvivng <1,5 x ULN, ohwng yorepvBpivng <1 x ULN, AST ko1 ALT <1,5 x ULN.

Acbeveig pe 16TOpIKd GUUPOPTTIKTG KAPILOKNG OVETAPKELNG 1] ELPPAYIATOG TOL LVOKOPIIOV EVTOC
TOV TELevTaiOV 6 uvev 1| acbeveic pe un eheyyouevn kapdiokn appuduic, otndayyn /Kot véptacn
dev evtayOnkav ot perém.

Ta dnuoypaekd dedopéva, coumeptiapfavopévoy T NAKING, Tng LANG KoL TN AELTTOVPYIKNG
wavotntag katd ECOG (0 éwg 2), ntav 1coppomnpéve Hetald Tav BEpanenTIKOV GKEADY. TNV
opada g kapmalttaéing, n néon nhkio fray ta 68 £tn, gdpog (46-92) Kot 1) GLAETIKN KATAVOUT
nrav 83,9% Koavkdoiol, 6,9% Acidtec/ Avotodriteg, 5,3% Mavpot kot 4% Alheg QUAEC.

O dibipecog apBpog KokAwv ftav 6 oty opdda g kauralttaEéAng Kot 4 otny opdda Tng
piro&avtpovng. O apBpdg Tov achevdv mov olokAnpmoav 1 Bepaneia g perétng (10 xvxhot) nTov
avtiotorya 29,4% kot 13,5% oty opdda g kopmalitaEEAng Kot 6Ty opddae ToL GUYKPLTIKOV
TOPAYOVTOL.

H ocvvolikn emPicoon rav onuovtikd peyoivtepn pe v kaurnalrta&édn oe cOykpilon Ue ™
pro&avtpovn (15,1 piveg évavtt 12,7 unvav, avtictoya), pe pio peiwon katd 30% g tpog Tov
kivduvo Bavdrtov og cbykpion pe ) ptoavtpovn (PA. wivaxa 3 kot ewova 1).

Mia vrokatnyopio 59 acOeviv Elapov Tponyovuévmg abpototikn ddomn viooetatéing <225 mg/m?
(29 acbeveic oto okéhog Tov Cabazitaxel , 30 acbeveic oto okélog g kKoumalita&éAng). Agv vanpée
ONUAVTIKN S10popd 6T GLVOAIKT emPimon o€ avt TV oudda acbevav (HR (95%CI) 0,96 (0,49-
1,86)).

[Tivaxag 3 — Amoteheopatikdmra e KopralttaEéing ot pehétn EFC6193 yio ) Oepancio acBevov
LE HETOCTOTIKO OVOEKTIKO GTOV ELVOVYICUO KOPKIVO TOV TPOGTATN

Kopralita&éin + wpedilovn  pro&avrpovn + mpedvilovn
n=378 n=377
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Yovoikn emfioon

Ap1Bu6g acbevav mov katéAn&av (%) 234 (61,9%) 279 (74%)
Avgpeon emPioon (unves) (95% CI) 15,1 (14,1-16,3) 12,7 (11,6-13,7)
Avaroyia Kivdvvov (HR)! (95% CI) 0,70 (0,59-0,83)

TN p (p-value) <0,0001

! Extipnon tov HR pe ™ ypnon tov poviédov Cox, avaroyio kwvddvov kdtw tov 1 guvoel tmv
Kkapmalttaéin

Ewova 1: Kapmdrieg cuvolkng emPioong kotd Kaplan Meier (EFC6193)
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Hopo 377 300 188 67 11 1
KopmoltagéAn 37 8 3 21 23 1 90 28 4
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Ymnpée nio Bertioon oty PFS 610 okélog ¢ kapmalrtaléng oe c0yKpion Ue T0 6KELOG TNG
prro&avtpovng, 2,8 (2,4-3,0) pqveg évavtt 1,4 (1,4-1,7) unvov, avtictorya, HR (95%CI): 0,74 (0,64-
0,86), p<0,0001.

Ymip&e éva onpavtikd vynAlotepo T060cTd avTamoKpions tov dykov 14,4% (95%CI: 9,6-19,3) otovg
acBeveic 610 okéAog TG Kapumalta&éing oe ovykplon pe 4,4% (95%CI: 1,6-7,2) yuo toug acbeveic oto
oKEAOG NG to&avipovng, p=0,0005.

Ta devtepedovta telkd onpeio o oyéon pe 10 PSA ftav Oetikd oto okélog g kouralita&éAng.
Ympée pia dibpeon avénon tov PSA 6,4 unvav (95%CI: 5,1-7,3) yuo toug aoBeveic 6T0 6KELOG TG
rapmolitaédng, og ovykpion pe 3,1 univeg (95%CI: 2,2-4,4) oto okélog g pto&avpovng, HR
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0,75 pveg (95%CI: 0,63-0,90), p=0,0010. H avtandxpion tov PSA ftav 39,2% ctovg acbeveic oto
okéAog g kapmoaltta&eing (95%ClL: 33,9-44,5) évavtt 17,8% tov acBevov mov Adupavay

pro&avtpovn (95%Cl: 13,7-22,0), p=0,0002.

Agv vpEe 0mO1001TOTE GTATIGTIKA GMUOVTIKT d10Popd LETAED TV dVO BEPATEVTIKMOY GKEADY (G
7Pog TNV €EEMEN TOL TOVOVL KOl TNV AVTATOKPIGT] TOL TOVOV.

e pio TOAVKEVTPIKT, TOAVEDVIKT], TUXOOTOINUEVT), OVOIKTNG onpavens, eaong I pedét un
katotepodtnTog (Lerétn EFC11785), 1.200 acBeveig pe peTaotatikd, avOeKTiKd GTOV EUVOLYIGUO
KOPKIVO TOL TPOGTATY, Ol 0moiot glyav AdPel oto TapeABOV Bepaneia e oynua mwov mepieiye
dooeta&édn, ToyaromomOnkay oe koumoltaEéln ite oty 86on TV 25 mg/m? (n=602) 1| Twv

20 mg/m? (n=598). H cuvolikt] emiBimwon (OS) frav to KOp1o KatoAnkTikd onueio
OTOTELEGLLATIKOTNTOG,

H peAiétn méruye Tov kplo 6Tdyo TG Tov MTav Vo KATadeiEEL TN [N KOTMOTEPOTNTO TNG
kopmalita&EAng ota 20 mg/m? og oOyKkpion pe to 25 mg/m? (BA. nivaka 4). 'Evo 6Tat1oTIKA
ONUAVTIKA VYNAOTEPO T0606TO (p<0,001) aiobevdv eppdvicay avtamokpiorn tov PSA oty opdda
tov 25 mg/m? (42,9%) oe chykpion pe TV opdda twv 20 mg/m? (29,5%). Hapotnpndnke évog
OTOTIOTIKG oNUOVTIKG VYNAOTEPOG Kiveuvog eEEMENC Tov PSA ot acBeveig pe tn 80om Tov 20 mg/m?
o€ oOykpion pe m 86on tev 25 mg/m? (HR 1,195, 95%CIL: 1,025 ¢wg 1,393). Aev napatnphidnke
GTOTIOTIKA GMLUOVTIKT S10popd OGOV apopd oTa dALa devtepevovia KataAnktikd onueia (PFS,
AVTOTOKPLOT] TOV OYKOL KoL TOV GAYOLS, EEEMEN TOL OYKOV KOl TOV GAYOLG KOl TECGEPLG
vroxoatnyopieg g FACT-P).

[Mivakag 4 Xvvolikn emiPicoon otn pedétn EFC11785 610 oxéhog ¢ kapuralita&édng ot doon Tov
25 mg/m? £&vavtt Tov okéhovg g kapmalttaééing otn 86on tov 20 mg/m? (Avdivon tov TANOLGUOD
ue mpobeon Bepameiog) — KOplo KataAnKTiKd oNUEl0 AmOTEAEGUATIKOTTOGC

CBZ20+PRED CBZ25+PRED
n=598 n=602

Yvvolki Empioon
Ap1Buog Bavatmv, n (%) 497 (83,1 %) 501 (83,2%)
Adpeon emPioon (95% CI) (uyvec) 13,4 (12,19 éwg 14,88) 14,5 (13,47 éwg 15,28)
Avolroyia kivdbvou ?

évavtt CBZ25+PRED 1,024 -

1-sided 98,89% UCI 1,184 -

1-sided 95% LCI 0,922 -

CBZ20=Kapmalttatéin 20 mg/m?, CBZ25=Kopnoalita&éAn 25 mg/m?,

PRED=IIpedvilovn/IIpedvilolovn

Cl=6udotua eumiotocivng, LCI=katmtepo 6pro tov dactipatog eumiotocvvng, UCI=avdtepo 6plo

TOV OLOGTHLLOTOG EUTIGTOGVVNG

a. H avaioyio KivdOvov eKTipdTon pe yprion T XpNor HOVTEAOD TOAVOPOUNCNG AVOAOYIKOV
Kwovvev Cox. Avoroyia Kivdivov < 1 vmodnAdvel younAotepo kivouvo yia v Kapumaltta&éin
oto 20 mg/m? o€ cOyKpion pe ta 25 mg/m>.

To mpoei) acdretog g kopmalita&éAng 25 mg/m? mov mapotnpyOnke ot pedétn EFC11785 firav

TOLOTIKG, KOl TOGOTIKG TAPOUO10 LE TO TPOPIA OV mapotnphOnke otn perétn EFC6193. H pedé
EFC11785 xatédeiée kalvtepo mpogik ac@ideiag yio tnv kopralita&édn ot d6on tov 20 mg/m?.
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I[Tivakag 5 Tovoyn tmv Sedopévmv ac@AAELog Yo To okéhoc TG kapmalttacéing 25 mg/m? og
ovyKpion pe 1o okéhog e kaumalrtatéing 20 mg/m? oty uedétn EFC11785

CBZ20+PRED CBZ25+PRED
n=580 n=595
Avbpecog apBpog KokAwv/ 6/ 18 efdopddeg 7/ 21 eBdouddeg
dtdpeon ddpkeln g
Bepameiog
Ap1Buog acbevov pe Amo 25 og 20 mg/m?: 128 (21,5%)
peimon g 606omg, n (%) Am6 20 o¢ 15 mg/m?* 58 Amo 20 og 15 mg/m?: 19 (3,2%)
(10,0%) An6 15 og 12 mg/m?: 1 (0,2%)

And 15 e 12 mg/m?: 9 (1,6%)

Avem@ounteg gvépyeieg 6Lmv TV Badpav * (%)

Adppota 30,7 39,8
Noavrtio 24,5 32,1
Koénwon 247 27,1
Ayatovpio 14,1 20,8
E&acBévion 15,3 19,7
Meiopévn 6peén 13,1 18,5
"Epetog 14,5 18,2
AvcrotdtTa 17,6 18,0
Ocopuoiyia 11,0 13,9
KMvikn ovdetepomevia 3,1 10,9
Ovporoipmén 6,9 10,8
[eprpepikn arcOntikng 6,6 10,6
vevporadeia

Avocyevocia 7,1 10,6

AvemO@opunteg evépyeieg padpov>3 (%) °
KMvikn ovdetepomevia 2,4 9,6

Epmopetn ovdetepomevia 2,1 9,2

Aypatoroykég oratapayss © (%)
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Ovdetepomevia Paduod > 3 41,8 73,3
Avaupio fabpod >3 9,9 13,7

Opopponevia Padpod > 3 2,6 4,2

CBZ20=Kapmalita&édn 20 mg/m?, CBZ25=Kaunolita&éin 25 mg/m?,
PRED=IIpedvilovn/IIpedvilorovn

a. AvemBounteg evépyeleg OAV TV Pabuav pe enintoon >10%

b. AvemBounteg evépyeleg fabpod > 3 e emintoon >5%

¢. Bdoel gpyaotnplokov Tipdv

e pio TPOOTTIKY, TOAVEDVIKT, TUYOLOTONLEVT], EAEYYOUEVT] LE SPAUCTIKO (PAPLLOKO KOL OVOLYTY,
oaonc IV perém (uehétn LPS14201/CARD) 255 acbeveic pe petaototikd, aviektikd otov
guvouyloud kapkivo tov poctdrn (MCRPC), mov giyav Aapetl Tponyovuévag, e omoladNmoTte GEPA,
Bepamneio pe oy Tov mEPIEYEL VIOoETAEEAN Kot TapdyovTa Tov 6ToyevEL 6Tovug AR (apmpatepdvn 1
evfodovtapion, pe eEEMEN T vooov vtdg 12 unvov and v évapén g Bepaneiog),
ToyaomoOnKav Yo va AdBovv kauralita&édn 25 mg/m? kabe 3 efSopddec cvv
wpedvilovn/apedvilorovn 10 mg nuepnoiog (n=129) \ mapdyovteg mov 6ToYXEVOLY 6TOLG AR
(apmpatepdvn 1.000 mg pio @opd tnv nuépa ouv TtpedviLovn/mpedviloldvn 5 mg 600 Popég TNV
nuépa 1 evlorovtapion 160 mg pio opd v nuépa) (n=126). H emPicoon eredBepn aktivoroyikng
eEEMEng g vooov (rPFS), onwg opiletar amd v Opada Epyaciog yuo tov Kapxkivo tov Ilpostdtn 2
(PCWG@G2), rav 10 K010 KaToAnNKTIKO onpeio. 1o dgutepedovta KATOANKTIKA onpeio
nmepthappdvovtav 1 cuvolkn enifimon, 1 emPioon ehevBepn e£EMENG TG VOGOL, 1| AVTATOKPLIOT ©OG
7pog T0 PSA Kot 1 avtamdKpion Tov 6yKov.

Ta INUOYPaQIKE GTOTYELD KO TOL YAPOKTNPIGTIKG TNG VOGOV HTAV 1IGOPPOTNUEVO UETAED TV CKEADV
¢ Oepameiog. Katd tnv Evapén g perétng, n cuvoitkn didpeon nitkia nrav 70 £, 0 95% twv
acBevav giyav PS katd ECOG 0 éog 1 xoum ddpeon Paduporoyio Gleason fitav 8. To 61% twv
aclevov giyav AdPel tnv mponyoduevn Bepaneio Tovg e Tapdyovio Tov oToxevEL Tovg AR petd and
mponyovpevn Oepaneio pe viooeTtaléln.

H peAétn méruye to kdplo KataAnktikd g onueio: N rPFS ftav onpoavtikd peyolotepn pe my
kapmoltta&éln og GUYKPLON UE TOV Topdyovto Tov otoyevel Toug AR (8,0 unfveg évavtt 3,7 unvav,
avtiotorya), pue 46% Helmon Tov KvOOVOL ELPEVIONG OKTIVOAOYIKNG EEEMENC TNG VOGOV GE GUYKPION
Le Tov Tapdyovto mov otoyevel Tovg AR (BA. mivaka 6 kot eikova 2).
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[Mivakog 6 - Atoteheopatikotnta g kauralita&eing ot pelétn CARD yia ) Oepaneio acBevav pe
LETAOTATIKO, aVOEKTIKO GTOV ELVOLYIGHO KapKivo TOL TPpooTdTn (AVAivor Tov TANBVGHOY e
npobeon Bepamneiog) - EmiPimon elevBepn axtivoroyikng eEEMéng tng vocov (rPFS)

kopmalttagédn [Mopdyovtag Tov GToYEvEL
+ wpedvilovn/mpedviordovn otovg AR:
+ G-CSF Apmpotepovn +
TpedVILOVN/TpedvILodovT
n
n=129 EvCaiovtapion
n=126
Ap1Ouog cupuPaviov otnv 95 (73,6%) 101 (80,2%)
nuepounvia tepuconng (%)
Avdpeon rPFS (unveg) (95% CI) 8,0 (5,7 éwg 9,2) 3,7 (2,8 éwg 5,1)
Avodroyia kivdvvov (HR) (95% CI) 0,54 (0,40 éwg 0,73)
Tun-p! <0,0001

! srpopatoromuévn dokwuooia log-rank, 6pro onuoavtikotnrag =0,05

Ewova 2 - Kopro katodnkrtikd onueio: Awrypoppa Kaplan-Meier tng axtivoroywung PFS
(ITanBvopog ITT)

rPFS (priveg) — Kapmihee Kaplan-Meier avd opdba Bepameiag — MAnBuopdc ITT

To 1.0 4
RN + NepkoTrh GebopEvwy
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AmBpoc oe kiviuvo
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onueio eTAOYNG VITOSEIKVIOVV TO TEPTKOUUEVOL SEOUEVAL.

21



Ot TpoypopHaTIoHEVES avaAvcelg bToopddmy yia tv rPES pe Bdon tovg mapdyovteg
SLCTPOUATMONG KATA TNV TUYOOTOoINGT anépepay avaroyia kvddvov 0,61 (95% CI: 0,39 éwc 0,96)
o€ acbeveig mov elyav Aapel Tponyoduevn Beparneia pe Tapdyovia mov otoyedel Tovg AR mtpv amod
Oepaneia pe viooeta&éAn kan avaroyia kivdvvov 0,48 (95% CI: 0,32 éwc 0,70) oe acbeveic mov giyav
AGPel Tpornyoduevn Bepaneia pe mapdyovta mov ctoyevel Tovg AR petd and Bepaneia pe
vToGETAEEN.

H xopmalita&édn ftav oTatioTikd avatepn TOV Topaydviav chyKpIong Tov 6Toxevovy toug AR o
KkéOe éva and Ta Pacikd AAPA-TPOCTATEVHEVE, OEVTEPEDOVTA KATUANKTIKA onpeia,
oopmepthapPavouévng tng ovvoAlkng emPicoong (13,6 unveg yio 1o okérlog ¢ kapmalttaéAng Evavtt
11,0 unvav yia 10 okélog Tov Tapdyovto mov otoyxevel Toug AR, HR 0,64, 95% CI: 0,46 ¢wc 0,89,
p=0,008), ¢ emBimong eredBepng eEEMENG ™G vOoov (4,4 pveg yia 10 okéAog TG KoumalitaEEAng
&vavti 2,7 unvav yio 1o ok€log Tov Tapdyovto mov otoyxevel toug AR, HR 0,52, 95% CI: 0,40 £mg
0,68), ™¢ emPePfaropévne avtondkpiong g wpog o0 PSA (36,3% yio 10 oxélog TG Koumalita&EANG
évavtt 14,3% yuo to okéhog tov mapdyovta mov otoygvel toug AR, p=0,0003) ko g PErTIoTNG
avtamdkpiong tov 0ykov (36,5% ya to oxérog g kapralttaéing évavtt 11,5% yo to okéAog Tov
mapdyovta mov 6toyevEL Toug AR, p=0,004).

To mpopid acpdrelng ¢ kKapmalita&éAng 25 mg/m2 mov mapatnpnOnke ot pedétn CARD ftav
GUVOAKG 6€ cuue®via pe ekeivo mov apatnpndnke otig peréteg TROPIC kot PROSELICA (BA.
napdypago 4.8). H enintwon avembBountov copPfopdtov fabpod >3 tav 53,2% oto okélog g
rkapmalitagéing évovtt 46,0% 610 okEAOC TOL TTapdyovTa ov 6ToyeVEL otoug AR. H enintwon
cofapav avemBountov cvpPfopdtov fabpod >3 fRtoav 31,7% o1o okérog g kapmalitaEéAng Evavt
37,1% 670 okéL0g TOL TTapdyovia Tov 6ToYevEL 6Tovg AR. H emintwon acBevdv mwov diékoyoav
oplotikd t Oepaneia g perétng nrov 19,8% oto okélog g kaprnalita&eing évav 8,1% oto
O0KEAOG TOV apdyovta mov otoyevel otovg AR. H enintwon acbevdv mov eppdvicav avemBounto
oupPav mov odMynoe otov Bdvarto nTav 5,6% oto okélog ¢ kapmaltta&éing évavtt 10,5% oto
GKEAOC TOV TTapAyovTa TOV 6ToYEVEL oTovg AR.

Houdratpikodg TAnBuopos

O Evponaikdc Opyaviopuodg Gapudikmv Exel dOGEL amaAloyn and TNV VIoYPEMGT VITOBOANG TV
OTOTELEGUATOV TOV HEAETMV HE TNV KAUTAlITaEEAN 08 OAEG TIC VTTOKOTYOPIEG TOV TAUSLOTPIKOV
mAnBuopov oty £voelgn Tov Kapkivouv Tov tpoctdtn (BA. Tapdypao 4.2 yio TANpoPopieg OYETIKA L
TNV TOLOLOTPIKT YpToN).

H xopnalita&édn aloloyndnke o€ pio avolkty, TOAVKEVTPIKN HeEAETN pdong 1/2 mov d1e&nydn ot
ouvolkd 39 madiatpikong acbeveic (nAkiog petad 4 £mg 18 etdv Yo to uépog edong 1 g
UEAETNG, Kal HeTa&Dd 3-16 TV Y10 To PEPOG Pdomng 2 e uerétng). To puépog paong 2 dev emédelée
ATOTELEGUATIKOTNTO TNG KOUTalta&éAng g povobepaneio o madiatpikd TAnBucud pe
vrotpomidlov 1 avOeKTIKO O1ayvTo £vdoYeVEG YAoimua Yépupag (DIPG) kot vyniod Baduod yAoioua
(HGG) mov éhapav aywyn 30 mg/m?2.

52 ®@oppoxokivTIKEG 1O10TNTES

Mio poppokokivntiky avaivorn minbucpod dieénydn o 170 acbeveic, otovg omoiovg
ovpmepthappavoviay acteveic e TpoywpnuéEvoug cupumayeic 6ykovg (n=69), LETOGTATIKO KOpKivo
TOV pooTtov (N=34) Kot PETAGTATIKO KOPKivo Tov tpootdtr (n=67). Avtoi ol acBeveic Adupavay
kopmalita&édn og dooeic and 10 éog 30 mg/m? kabe efdoudda 1 kGde 3 efdopddes.

Amoppognon

Metd amd evdopréPio yoprynon kaumalitatéing, Sipkelog 1 dpac, o §6om 25 mg/m? e acbeveic
LE HETOOTOTIKO KaPKivo Tov Tpootdtn (n=67), 1 Cmax fTav 226 ng/ml (Zuvtedeotng AlKOPOVONG
(CV): 107%) ko emtedybnke katd tnv odoxipwon g 1 dpag g Eyyvuong (Tmax). H péon AUC
ntav 991 ng.h/ml (CV: 34%).

Agv apotnpnOnke onotodnmote peilova amdKAoT ®C TPOS TV AVAAOYIKOTITO TG 0OCTG Ao T
10 ém¢ T 30 mg/m? o€ acbeveic pe Tpoywpnuévovg cvumayeic dykovg (n=126).
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Kotavoun
O 6ykog katavoung (Vss) frav 4870 1 (2640 I/m? yia évav acOevn pe didpeon BSA 1,84 m?) og

otabepn| KaTdoTOOT).

In vitro, 1 oOvdeon g KopmalITaEEANG LE TIC TPOTEIVES TOV avOpdTIVOL 0poD NTay 89% - 92% Kot
dev mapovciace kopecud émg kot ta 50.000 ng/ml, Tov KaAOTTEL TN PEYIOTN GLYKEVIPWOOT) OV EYEL
napotnpndet oe Khvikég peréteg. H xapmalitaéln ocuvdéetor Kotd KOplo Adyo pe T Aevkopativn
Tov avBpdmivov opov (82,0%) kot Tic Mmompwteives (87,9% ywo tnv HDL, 69,8% yia tv LDL kot
55,8% y1a. tn VLDL). Ot in vitro avoloyiec Guykévipmong aipaTog Tpog TAAGH 6TO avOpOTIVO Lol
xopaivovray and 0,90 £wc 0,99, vrodetkviovtag 6Tt N KOUmTalitaEEAN TAV IGOKOTOVEUNLEVT] LETOED
TOV O{[LOTOC KOl TOV TAGGIOTOG,

Biopetooynpatiopdc

H xopralita&édn petaporiletar extevog and 1o Nmop (>95%), katd kopro Adyo and 1o 16oévivpo
CYP3A (80% £w¢ 90%). H xapmalttaédn etvat 1o Kopto KukAopopolv GOUTAOKO GTO avOpmITIVO

T dopa. Entd petofoliteg aviyvebnkav 6to mAdcoua (cvurepiiappovouévov 3 dpacTik®v
petaforttdv mov mpoépyovral and O-amopedvMdacelg), Le Tov KOplo petafoArit va ovoloyei oto 5%
g ékBeomg g Kapralita&EAng. Tlepimov 20 petafolriteg g kopmalttaédng omekkpivoviotl ota
avBp®OTIVE 0VPOL KoL TO, KOTPOLVAL.

Me Bdion ueréteg in vitro, vmapyel mOovog Kivouvog ovaoToAng amd v kapmalitaéAn oe KAVIKA
GYETIKEC GUYKEVIPMGELS EVAVTL POPLOKEVTIKAOV TPOIOVIMV TOV OTOTEAODY KLPIMG VTOGTPMOTO TOV
CYP3A. Qot6c0, pio kKhvikh perétn £8eiée ot n kopmalita&édn (25 mg/m? yopnyobuevn wg epdmas
€yyvon piog dpag) dev Tpomomoince ta enineda daloAduNng 610 TAAGUA, EVOG ETICT|LAGUEVOD
vrootpopatog Tov CYP3A. Enopévmg, og Bepameutikég OGELS, 1) GLYXOPNYNOT TOV VTOGTPMUATOV
CYP3A pe kapnalita&éAn og acbeveic dgv avapéveTal vo. EYEL OTOLONTOTE KAVIKY ETIMTOOT).

Agv vapyetl SuvnTIKOG Kivouvog aVOGTOANG TOV QUPUUKEVTIKOV TPOTOVTOV TOL EIVOL VTOGTPMLATOL
A ov evidopov CYP (1A2, 2B6, 2C9, 2C8, 2C19, 2E1 ka1 2D6) ovte duvnTikdg KivOUVOS ETOY®YNG
a6 TV Kaumaltta&éAn EUPUOKEVTIKOV TPoiovI®mV Tov gival vrootpouate tov CYPIA, tov CYP2C9
ot Tov CYP3A. H kopralita&éln dev mpokdiecse avactoln in vitro g peillovog 0600
Bropetaoympatiopod e Papeapivng oe 7-vdpo&uPapeapivn, n onola pesorafeitar amd to CYP2CH.
YUVERMG, OV OVAIEVETOL i1 VIVO KOO QOPHOKOKIVITIKY 0AANAETidpaoT Tng kapumallta&eing te
Bappapivn.

H xouralita&éln in vitro dev mpokdiece avactoAn tov [Ipwteivaov [oAveapuakevtikng Avioyng
(MRP): MRP1 xau MRP2 1 tov Metagopéa Opyavikov Katidvtog (Organic Cation Transporter,
OCT1). H xapmalita&éAn TpoKIAESE AVAGTOAN TG HETAPOPAS TG P-yAvkompwteivng (P-gp)
(dryo&ivn, BrvPractivn), Tov Hpoteivdv Avioyns otov Kapkivo tov Mactod (BCRP) (peBotpeldtn)
xat Tov [oAvmentidiov Metagopdg Opyavikod Aviovtog (Organic Anion Transporting Polypeptide)
OATPI1B3 (CCKS) 6 GuYKEVIPOGELS TOVAAYIOTOV 15 POpEC VYNAOTEPES EKEIV®V TTOV TOPOTNPOVVTOL
o€ KMVIKO TA0IG10 evd avéoteile T petopopd tov OATP1BI1 (estradiol-17p-glucuronide) og
GUYKEVIPMGELS LOVO 5 POPEC VYNAOTEPESG EKEIVMVY TOV TAPOTNPOVVTUL GE KAIVIKO TANIG10. ZVVETDC, O
kivovvog odinienidpaong pe ta vrootpopate twv MRP, OCT1, PgP, BCRP kot OATP1B3 dev givon
mOavog in vivo og 86om 25 mg/m?. O kivduvog odAnienidpaong pe tov petagopéa OATPIBI givon
mBavog, Kupiog katd tn daprela g Eyyvong (1 dpa) kot péxpt 20 Aemtd petd v oAokANnpwo g
£yyvong (BA. Tapdypago 4.5).

Amnéxipion

Metd amd ev8oerépio £yyvon 1 dpog [*Cl-kapmalitagéing 25 mg/m? oe acbeveic, mepimov 80% tng
yopnyovuevng 60omg anekkpibnke evrog 2 efdopddwv. H kapmalttalédn anekkpiverol Kotd KOplo
AGYO ota KOTPAvVa, e TN LopPT ToALAPIOU®VY peTafoAttdv (76% g dOoNG), EVD 1| VEPPIKT
amékkpion ¢ Koumalrtaléng Kot Tov petafoltdv avaroyel og Aydtepo omd 1o 4% ¢ doomg
(2,3% ¢ apetdPAnTo QupUOKEVTIKO TPOidY GTa 00P).

H xopmalita&édn éxet vynin kdbapon oto mhdopa 48,5 I/h (26,4 /h/m? yua évav acBevn pe didpeco
BSA 1,84 m?) kot peydro ypovo telkng nuicelag (ong 95 wpav.
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Edikoi mAinBuopoi

Hliwouévor aobeveic

2N QOPUOKOKIVNTIKT avaAivon mAnbuouov o 70 acbeveic nAikiog 65 etdv kot dvo (57 acbeveig and
65 émg 75 etV kat 13 acbeveig avo tov 75 eTdv), dev mapatnpOnke oroladmoTe EXIdPAoT TG
NAiog ot EUPUOKOKIVNTIKY TG Kapmalita&éAng.

Toudrozpixoi aobleveic
H aoopddeia kot 1 amotelecpatikdtTo TS KOpmalttaéAng oev Exovv Tekunplodel g Toudid Kot
gpnPoug nAkiog Katw Tov 18 etdv.

Hromirn dvolerrovpyio

H xopralita&édn anexkpiveror Kotd KOplo Adyo Héc® 1oL NRATIKOD LETABOAGLOD.

Mo g1k perétn oe 43 acbeveic pe kapkivo pe nratiky dSushertovpyia dev £0e1Eav eMidPACT NG
nmag (oA yorepuBpiviy>1 éwg <1,5 x ULN 11 AST>1,5 x ULN) 1 pétpiag (oAkn
yorepuBpivn>1,5 émg <3,0 x ULN) nratikig SUGAEITOLPYING GTN QOPUOKOKIVIITIKN TNG
kopmalita&édne. H péyiot avektr 86on (MTD) tng kapmalttoéing frav 20 kot 15 mg/m?,
avTicTOTY.

Xe 3 aobeveig pe coPapn nmatiky Svcieitovpyia (oAkn yorepvBpivn>3 ULN), mapatnpnnke o
petoon xatd 39% oty kaBopon og cOYKPIon Le ToVg aoeveis Le Nmia Ttk Suchertovpyia,
VTOJEIKVOOVTOG KATO ETIOPOCT) TNG COPAPTC NTOTIKAG SVGAELTOVPYING OTN QOUPUOKOKIVITIKN TNG
kapmoltta&éine. H MTD ¢ kapmalitagéing o acbeveic pe cofopn nrotikn Suciertovpyia dgv
kafopiotnke.

Me Bdon ta dedopéva yio TV ac@AAELl Kot TV ovoyn, N 800 g kauralita&éing Ba pénet va
pelwvetal og acbevelg pe Nmo nratiky Svcieitovpyia (PAéne mapaypapovs 4.2, 4.4). To Cabazitaxel
Accord avtevdeikvutat o acBeveig pe cofapn nratiky duvoiettovpyia (PAéne mapdypapo 4.3).

Neppirn ovolertovpyio,

H xouralita&édn anekkpivetal EAdyloto LEG® TV veppdv (2,3% g 06onc). H papuakokivntikn
avdivon thnBvopov 1 omoia dieENydn oe 170 acbeveic mov cvumepthdpuPave 14 acBeveic pe pétpia
veppik duciettovpyia (kdBapon Kpeatviving oto 0pog amd 30 £mwg 50 ml/min) kon 59 acBeveic pe
Nmo veepikn dvciertovpyia (kaBapomn kpeatvivig oto gupog amd 50 £ 80 ml/min) katédeiEe 0TI
N7 £0¢ PHETPLO VEPPIKT OVGAELTOLPYID OEV EiYE OVGLUGTIKEC EMOPACEIC GTN POPLOKOKIVI|TIKN TNG
kapmolttaéng. Avtd emPefaidOnke omd pa €101KN GLYKPITIKY QUPUOKOKIVITIKY LEAETN O
acOeveic pe ovumoyeig dyKovg e puoloAoYiKn veepikn Asttovpyia (8 acBeveic), uétpro (8 acbeveic)
Kol coPapn| (9 acbeveic) veppikn dvshertovpyia, ot omoiot EAafay apKETOVG KOUKAOVG TNG
kopmalitaEEAng oe epamal evdoeAEPia éyyvon £mg kot 25 mg/m?.

5.3 Ipoxivikd dgdopéva Yo TNV 06QIAELQ

AvemBduntec avtidpdaoelg mov dev Exovv mapatnpndei oe KAviKEG peréteg aAld Exovv apatnpnOel
6€ GKOAOVG UeTd omd epdmas d0don, Suepn kot efdopadiaio yopnynon ot enineda £kOeonc
YOUNAOTEPQ aTd Ta Eimedo KAWVIKNG £kBeonc kat pe mhovn oy€omn Ue TNV KAVIKN 1pHon nTov 1
APTNPOIKT/TEPLAPTNPIOLOKT] VEKPMGT TOL NTOTOC, 1) VIEPTAAGIC TOV YOANPOPOL TOPOL 1/KaL
nratokvTToPKy VEKpwon (BA. Tapdypago 4.2).

AvemBdunteg avtidpdoelc mov dev Exovv mapatnpndei oe KAviKEC peréteg aAld Exovv mapatnpnOel
G€ 0POVPOIOVG KATA T S1aPKELD LEAETMV TOEIKOTNTOG ETAVOALAUPOVOLEV®Y OCEMVY GE eMimEdQ
£xbeonc vymAdtepa amod ta emineda KAMvVIKNG Ekbgomng kot pe mhavn oyéon pe TV KAWIKN xpnon,
Ntav o1 0QOUALKES dlaTapoyES oL YapaKTnPilovTay amd oldNUa/EKPVUAICT] TOV VOV TOV VTOKAYLKOD
UEPOVC TOL POKOV. AVTEG Ol EMOPAGEIS NTAV UEPIKMG AVACTPEWIES HETA amd 8 ePOOUASES.

Meléteg Kaprkvoyéveong oev xovv defayBel pe v kapmalitaédn.

H xopnalita&édn dev mpokdiece petalddéelc otn dokpacio faxtnplakig avactpoens petdAlaéng
(Ames). Aev mapovciace KAOGTOYOVO enidpact o€ pia dokiuacia in vitro o€ avlpamiva
AELPOKVTTAPO (OEV TPOKAAEGE SOLUKN YPOUOCOUIKT TOPEKKAIOT dALE TPOKAAESE OENGCT TOV
ap1OLoD TOALTAOEW DV KLTTAPWYV) Kol TPOKAAESE ADENOT TV [UKPOTLPIVOV GTNV in Vivo dOKILOGIO
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G€ apovPOiovs. AVTA TO EVPNUATO MG TPOG TN YOVOTOEIKOTNTA (LECH EVOG AVEVYOVIKOD LNYOVIGLOV)
glval eyyevn TG POPLOKOAOYIKNG Opdiomng TG Eveong (VOGTOAT TOV OTOTOAVUEPIGUOD TNG
TOVUTOLAIVNG).

H xopralita&édn dev ennpéace tn cuumeptpopd (evyop@UOTOS 1) T YOVILOTNTO TOV OPCEVIKDOV
apovpaimv mov Adpfovay Oepaneia. Q61600, o peEAETEG TOEIKOTNTOG ETAVOLAUPAVOUEVDV dOCEMV,
TapoTN P ONKAY EKPOALCT] TNG CTEPUATOOOYOV KOGTNG KOl OTPOPI TOV GIEPUATIKOV COANVOPImV
TOV OPYEMV GE OPOVPAIONE, EVD EKPOAICT] TOV OPYE®V (EAAYIGTN VEKPOOT ETONALUKDV
HOVOKVTTAP®V oTNV eMddvpida) Tapatnpndnke o okdrlove. Ot ekbéoelg Tov (MY fTaV TAPOUOLEG |
YOUNAOTEPEG A0 EKEIVEG TTOV TTaPATNPNONKAY GE avOPDOTOVG TOL AGUPAVOY KAIVIKG GYETIKEG OOGELG
g kopralttaEéAngs.

H kopralita&édn tpoxdiece euPpuikn toEikoTnTO 68 ONAvKOVS apovpaiovs Tov AdpPavay
evoopAEPra Bepameio dmal nuepnoing omd T NUEPES Kvopopiag 6 Emg kot 17, 1 omoio cuVOEONKE pe
untpikn to&ikoTnTa Kol 6vviotato o€ Bovdtoug euPpdmv Kot HEIOUEVO HEGO GMUOTIKO Bapog
euPpdmv mov oyetioTnke pe kabvatépnon g okeAETIKNG ooteomoinong. Ot ekbBéoeic Tmv (hmv NTav
YOUNAOTEPEG aTO eKElvEG TOV TTapaTNPNONKAY GE avOpdTOVG TTOL AAUPavVaY KAVIKG OYETIKEG OOGELS
¢ kopralita&éAng. H kaunalita&édn dwamépace Tov opayid Tov TAOKOVVTIO GE ApOLPAIOVG.

e apovpaiovg, N Kapmalta&EAn Kot ot LETABOAITES TNG EKKPIVOVTOL GTO UNTPIKO YAAN GE TOGOTNTO
€mg kot 1,5% g yopnyndeicag d6ong oe ddotnpa 24 @pov.

A&oloynon mepBarloviikod Kivobuvou

Ta anoteréopoto TV HEAETMOV 0E10AGYNONG TOV TEPIPAALOVTIKOD Kivdhvou £de1&av OTL 1 xpriom Tng
rapmalitagéing 6ev Bo TpokaAécel onUavVTIKO Kivouvo 6to vddrtivo meptPaiiov (PA. mapdypopo 6.6
YO0 TV OOPPIYT TOL U1 PN CILOTOMUEVOL TTPOTOVTOG).

6. OAPMAKEYTIKEX [IAHPO®OPIEX

6.1 Kaotaloyog ekddymv

[ToAvcopPko 80

Kitpuo o&o

Avoopn a1favorn

6.2 AocvppatoétnTeg

AvT0 T0 POPUOKEVTIKO TPOTOV deV Oa TPEMEL VoL AVOLULLYVOETOL LUE GALDL POPLLOKEVLTIKA TPOTOVTO EKTOG
OQLTOV TOV AVAPEPOVTAL GTNV ToPdypapo 6.6.

Agv Ba mpémel va ypnolonolovviol cakkol Eyyvong ond PVC 1 oet £yyvong amd moivovpeddavn yio
TNV TAPOUCKELT KO TN YOPTYNGOT TOV SHADHOTOC TPOG EYYLON.

6.3 Awdpkera Long

Mn avoryuévo @laAidio
3 xpovia.

Metd 10 dvorypa

Kabe prokidio mpoopiletar yio pio udvo ypnon kot Oo tpémet vo ypnoponoteitol apéowc. Edv dev
YXPNOLLOTOIN 000DV QUECHC, O ¥POVOL Kot 01 GUVONKEC EOAOENG KOTA TN (PNOT) TOVG ATOTELODY VOVVT
TOVL (PN OTH.

Metd tnv TEMKN 0p0imon 6ToV 6OKo/oThn OO £y yuonc
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XNk Kot LGIKN oTafepdTNTO TOV AV UATOC TPOC £yyvon £xel kaTadelyOel ylo 8 dpec o€
Oepuokpaocia mepifarrovtoc (15 °C — 30 °C) cvumepthapPavouévov tov ypdvov Eyyvong g 1 dpag,
KkaBdg kot yuo 48 dpeg o cuvinKeg WHENG cupmepLapBovoprévon Tov povov Eyyvong g 1 dpac.
A6 pikpofroroyikng amoyng, To didAvpa Tpog £yxvomn Ba Tpémel va ypnoiponoteitatl opécmg. Edv
dev ypnouonombel apécmc, ol ¥povol Kat o1 GuVONKeS EOAAENG KOTA TN (PNOT) TOV AToTEAOVY gVBHVN
TOV XPNOTN Kol PLGLOAOYIKE dev Ba Ttpémet va vrepPaivovy Tig 24 mpeg o Beppoxpacio 2°C Emg 8°C,
eKTOG €hv 1 apainon Exel mpaypatomoln el oe eAeyXOLEVES KOl ETIKVPOUEVES ACTTTTEG GLVONKEC.

6.4 Iowitepeg mpo@urdcers katd ™ @O aén TOV TPOidVTOG

Av10 T0 POPUAKEVTIKO TPOTOV dev amartel cuvinKkeg eOAENG pe ed1kn Beppokpacio. PvAdcceTal
GTNV OPYIKT] GLCKEVAGIO, TPOKELLEVOL VO TPOGTATEVETOL OO TO PG,
I"oa 115 cvvBnKeg POAAENS LETE TNV OPOI®OT TOL PAPUAKEVTIKOD TPOIOVTOS, BA. Tapdypapo 6.3.

6. 5 @YoM KO GLGTUTIKA TOV TEPLEKTY)

3 ml mokvol SAVUATOC GE £val SLVYEG GOANVOELDES YVAAVO PlaAidio (Tumov I) 6 ml mov KAgivel pe
yKpt gEracTikd Topa 20 mm amd ctkovn (tomov I) pe pepPpdvn amod teflon oty empdvela
TOUOTIGHOD Kot opayiletot pe aAOVUIVEVIO KAAVUUO LUE LOP TAAGTIKO KOTAKL Y10 EDKOAO (VOLYLLO.

Kd&Be wovti mepiéyet éva grodidio piog ypriong.
6.6 Iowitepeg TPoPLAAEELS UOPPLYNGS KoL AAAOG YELPLGPOG

H xopnalita&édn Ba mpénet va mapackevdletal kol va yopnysitar HOvo and TPOSHOTIKO EKTALOEVUEVO
GTOV YXEPIGUO KVTTAPOTOEIKDV TopayovIev. IIpocomikd o€ KaTAoTOOT EYKVUOGUVTG 08V Do Tpémet
va ye1piletar 10 QoPUOKEVTIKO TPoidv. Onmc Kot PE OTOIOVONTOTE GAAOV AVIIVEOTANGIATIKO
mapdyovta, Bo Tpémel va divetol Tpocoyn Katd Tov XEPIoUO Kot TNV TOPACKEDT] TOV SIAVUATOV TNG
kapmolttagéng, Aappavovtog v’ Gy T ¥PYoT GUGKELVMOV TEPLOPIGUOV, EEOTAIGIOD TPOCHOTIKNG
npootociog (7., YavTia) kat dadikaciov tapackevnc. Edv n kaurnalrta&éln, o€ onotodnmote o
TOV XEPIGUOV TOL, EADEL GE emAPN Le TO OEPUM, Ba TPEMEL VoL TADVETE OUECHS KOl ETUEADMG TNV
TEPLOYN EMAPNG e comovvL Kat vepo. Edv €MBet oe emagn| pe fAgvvoyodvoug, Ba mpénet va mAOveTE
QUECOC KO ETUEADG IE VEPO.

IMopookeun yio. vOoQAEBLO YopN YN o).

MH ypnowonoteite pali pe GAA0 @OPUAKELTIKA TPOTOVTA KOUTAlITaEEANG e S1opopeTIKy
ovykévrpmon kapmalttaéine. To Cabazitaxel Accord mepiéyetl 20 mg/ml kapmoalita&éing
(xopnyfiowog 6ykog 3 m).

To k60e Praiidio etvar yia pio povo yprion Ko Bo Tpémet va xpnotonoleitol apéoms. Nao anoppintete
TUYOV OLAAVLLO, TTOV OEV YPTNCULOTOLETAL.

Mropei va ypelactovy neptocdtepa and Eva dtodvparta Cabazitaxel Accord yia tn yopnynon mg
cuvtayoypapndeicog doomng.

H dwdkacio apaiovong 0o mpénet va die€ayetal o€ Gonnteg GLUVONKES YioL TNV TOPAGKEDT] TOV
SLADUATOG TTPOG £YYVOT).

Hopaokevn drolduaroc mpoc Eyyvon
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Bipa 1

Avoppognote Vo donmteg cuvOnKeg Tov
amortovpevo 0yko Cabazitaxel Accord (o
onoiog mepiéyel 20 mg/ml kopmalitaEEANG) te
po Babuovounuévn cupryya e
Tpocapuocpévn Perdva. Ia mapadetypao, pio
doon kapumalrtagéng 45 mg Oa amoattovoe
2,25 ml Cabazitaxel Accord.

Miypo mokvod StoAdpoTog
Kot oot 20 mg/ml

Bipa 2

Eyybote o€ oteipo ohro yopic PVC mov va
nepLexet ette drbvpa yAukolng 5% eite Stdivpa
TPog £yxvor yAwprovyov voarpiov 9 mg/ml
(0,9%). H ovykévipwon tov S10ADIOTOC TPOG
&yyvon Ba mpémel va givar peta&d 0,10 mg/ml
kot 0,26 mg/ml.

Amottoopevn
TOGOTITA TUKVOD
OKEVAGLLOTOC

Awdivpa yhokoing
5% 7 Sdlopa Tpog
£€yyvom YAwPLoHYoL
vatpiov 9 mg/ml
(0,9%)
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Bipa 3

ATOLOKPVVETE TN CVPLYYO Kot ovopi&Te To
TEPLEYOLLEVO TOV GAKOV 1] TNG PLAANG Eyyvong,
OVOKIVOVTOG QoA LLE TO YEPL GOG LE [
moAtvdpopukn| kivnon. To didAvpa Tpog £yyvon
glvar drowyég, dypopo StaAvua.

Bipo 4

Onwg pe 6AL To TUPEVTEPIKMOG YOPTYOVLEVA.
TPOIOVTA, TO SIEAL LA TTPOG £YYLGT TOL
TPOKVTTEL B0l TPETEL VOL EAEYYETON OTTIKA TPV
amo ) ypnon. Kabog 1o didAvpa tpog £yyvon
elvar vépkopo, umopel va kpvotairomoindei pe
™V mhpodo tov ypdvov. Edv cuppPei kdtt této10,
10 dtdlvpa dgv Ba TPETEL vaL P GLLOTOLEITOL
kot Bo Tpémel va amoppinteTal.

To dudivpa mpog Eyyvon Ba Tpémel va ypnoiomoteital apécws. 261060, 0 YPOVOG PUAAENG KATA TN
yxpNoN Uropel va lvar HEYOADTEPOG KAT® OO TIC GUYKEKPIUEVEG CLUVONKESG TTOV AVOPEPOVTOL GTNV
Topaypapo 6.3.

SuvieTtdton 1) xpnor evog eiltpov eAEPIKNC YPaUUnG Le ovopaotikd uéyebog mopmv 0,22 ikpoueTpo
(avaeépeton kot og 0,2 pukpoOpeTpar) Katd Tn S1apKELd TNG XOPYNONS.

Mn ypnowonoteite mepiékteg £yyvong amd PVC 1 oet éyyvong amd molvovpedivn yio TNV mopocKeLT|
KoL T yopnynon g kapmalttaéAng.

H xoumalita&édn dev Oo Tpémet VoL avo ity VOETOL UE KAVEVE GALO QOPUAKEVTIKO TPOTOV EKTOC TV
oVOQEPOLEVMV.

Kdabe aypnoyomointo @aprakentikd Tpoidy 1 DTOAEWUN TPETEL VO OTOPPITTETAL GOUPDVO, HUE TIG
KOTd TOTOVG 10 DOVCEG OYETIKEG SLOTAEELS.

7. KATOXOX AAETAYX KYKAO®OPIAX

Accord Healthcare S.L.U.

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

Barcelona, 08039, Iomavia

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/20/1448/001
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9. HMEPOMHNIA ITPQTHX AAEIAYZ / ANANEQXHX AAEIAY KYKAO®OPIAXZ
Huepounvia mpodng £ykpiong: 28 Avyovstov 2020

Hpepounvia tedevtaiog avavémong: 06 Tovviov 2025

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

24/05/2022

Aentopepn TANPOPOPLOKE GTOLYXEID Vi TO TOPOV TPOioV gival Sabéaia 6To SIKTLOKO TOTO TOL

Evponaikod Opyavicpod Oapudkov
https://www.ema.europa.eu.
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ITAPAPTHMA 11

ITAPAXKEYAXTEX YIIEYOYNOI I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI H HEPIOPIZMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEXZMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTEX YIIEY®OYNOI I'TA THN AITIOAEEMEYXZH TQN ITAPTIAQN

‘Ovouo kor d1e0fvven TV Topoywy®V oL givol vTedhuvor yio TNV arodEGUELCT] TV TOPTIOWY

LABORATORI FUNDACIO DAU
C/ C, 12-14 Pol. Ind. Zona Franca,
Barcelona, 08040, Iomavia

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

MoadAita

Accord Healthcare Polska Sp. z o.0.,
ul. Lutomierska 50, Pabianice,
95-200, TToAmvia

Accord Healthcare single member S.A.
64th Km National Road Athens, Lamia,
Schimatari, 32009, EALGSa

270 £VTLTIO QUALO 0ANYIDV XPYONG TOV POUPLOKEVTIKOD TPOTOVTOC TPEMEL VA, VALY PAPETOL TO OVOULQL
Kol M d1evbvvon Tov TAPUYYoD TOL Eival LIEVOVVOC Y1OL TNV ATOSEGUEVOT) TG GYETIKNG TOPTIOUC.

B. OPOI H OI HEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DoppokevTikd TPOidV Yo T0 070i0 amarteital Teplopiopévn atpikn cuvroyn (BA. [apaptnua I:
[epiinym tov Xapoktnpiotik®v tov [poidvtog, mapdypopoc 4.2.

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX
. Ex0¢ce1g meprookng mapaxorovdnong e ac@drelas (PSURS)

Ot anoutioetg yo tnv vroPoin twv PSURS yio to ev AOym gappokgvtikd tpoiov opilovran
oTOV KatdAoYOo L TIC nuepounvieg avapopds g Evoong (katdroyog EURD) nov mapatifeton
otV mapdypapo 7, tov apBpov 107y, g odnyiag 2001/83/EK kot kdOe emokolovbng
EMKALPOTOINGNC OTTMG OMUOGIEVETAL GTIV EVPAOTOIKT] SIKTVAKT TOAT Y10l TO, QAPLLOKAL.

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéoro Awayeiprong Kivovvoo (ZAK)

O Kdroyog Adeiag Kukhogpopiag (KAK) Oa die&aydyel Ti¢ amattodUeVES OpaoTnpLOTNTES Kol
TAPEUPAGELG PUPLOKOETOYPVTVIIONG OGS Tapovstdovtal 6to cupenvniéy LAK mov
mapovctdleTar otny evotnta 1.8.2 g doelog kuklopopiog Kot 0molecdNTOTE EMAKOA0VOES
gykekpipéves avabempnoeig tov ZAK.

‘Eva emcaporompévo XAK Oa wpémel va katotedei:
e LeTd omd aitnua tov Evporaikod opyavicpod Qappakoyv,
® OTOTEONOTE TPOTOTOLEITAL TO GVOTILLO dlaEIPIONG KIVOVUVOL, EI0TKA (O UTOTELEG O AMYNG
VE®V TANPOPOPLDOV TOV UTOPOVV VO ETUPEPOVY CTUAVTIKT] OAAOYT] GTT) GYECT) 0QELOVC-
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KWvOOVOL 1 0 OOTELEC O TNG ENITELENG EVOC GNUOVTIKOD 0POGTILOL ((QOPUAKOETOYPOTVION
N eAay1oTOoTOINGT KIVOHVOD).
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ITAPAPTHMA 111

EINNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIZIIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO XAPTINO KOYTI

1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Cabazitaxel Accord 20 mg/ml Tukvd GKEVAGHLO Y10 TOPAGKELT SIHADOTOC TPOG EYYLON
Kapmalttaéin

2.

XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

"Eva ml mepiéyet 20 mg kopmalita&éing.
‘Eva graAido pe 3 ml mepiéyet 60 mg kapmalttaléing.

|3. KATAAOTI'OX EKAOXQN

[epiéyer molvoopPucod 80
Kurpd o&p.
ABavoln

4.

OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

[Mokvo credacUa Y10 TOPACKEDT] SLOADUATOG TTPOG £YYVOT
60 mg/3 ml

1 ploAidio

[5. TPOMOX KAI OAOX(OI) XOPHTHEZHE

IMo pia povo ypnion

Mo evooeAéfra xpiom (yyxvon) petd v apaimon.
Awpaote 10 PUALO 0ONYIDV XprioNG TPV amd TN YOPNYNoN

6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO

MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na purdcoetal o€ Béon v omoia dev fAEmoVY Kot dev Tpooeyyilovy Ta TodLd

7.

AAAH EIAIKH IHPOEIAOIIOIHXH, EAN EINAI AITAPAITHTH

KYTTAPOTOZEIKO

|8. HMEPOMHNIA AHEHX

EXP

Awfaote 10 pUALO 0dNYIOV Yo TN dtdpkeln {mNG TOV aAPAIOUEVOL SLOADUATOG.
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|9. EIAIKEYX XYNOHKEYX OYAAEHX

DuAdooeTal GTNV APYIKT] GLGKELOGIO, TPOKELUEVOD VO TPOGTUTEVETAL OO TO POC.

10. EIAIKEX ITPO®YAAEEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YHOAEIMMATON ITIOY HPOEPXONTAI ATIO AYTA, EOOXON ANTAITEITAI

|11. ONOMA KAI AIEYOGYNXZH TOY KATOXOY THX AAEIAYXY KYKAO®OPIAX

Accord Healthcare S.L.U.
World Trade Center, Moll de Barcelona, s/n, Edifici Est 6* planta,
Barcelona, 08039, Iomtavia

[12.  APIOMOX(OI) AAEIAY KYKAO®OPIAY

EU/1/20/1448/001

| 13. APIOMOX ITAPTIAAX

Lot

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

| 15. OAHI'IEX XPHXHX

|16. IHAHPO®OPIEX XE BRAILLE

H ortioddynon yio va umv teptaneBei n ypaen Braille sivon amodekt

17. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUUU®TOS KDoA (2D) mov gépel Tov TEPIANPOEVTO LOVOSTIKO avayVOPLOTIKO
KOOKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEITIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAIAIOY

1. ONOMAZIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX(-OI) XOPHTHXHE |

Cabazitaxel Accord 20 mg/ml oteipo ToKVO didAvpa
evdopAEPrag xopnynong

[2.  TPOIIOX XOPHIHIHX |

3.  HMEPOMHNIA AHEHZ |

EXP

|4. APIOMOX ITAPTIAAX

Lot

|5. HEPIEXOMENO KATA BAPOZX, KAT  OI'KO'H KATA MONAAA

60 mg/3 ml

6. AAAA YTOIXEIA

KYTTAPOTOZEIKO
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B. ®YAAO OAHI'TQN XPHXHX
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@viro ooy ypiong: IIinpoopicg Yo Tov a.60evi)

Cabazitaxel Accord 20 mg/ml TVKVO GKEVUGNA VIO TAPAGKEVT] OLOAVRATOS TTPOGS £YYvoN
Kapmolttaéin

Awpdote TpooekTIKG 0AOKANPO TO GVAAO 0ONYIAV YP1|CIS TPOTOV UPYIGETE VA P GLUOTOLEITE
oVTO TO QAPRAKO, OLOTL TEPLAOUPAVEL ONUOVTIKES TANPOPOPIES Y10 CUS.

o DordEte avTo TO POALO oMYV Yprone. Towg ypelaotel va to dofdcete Eava.
. Edv éxete mepartépw amopieg, potNoTe 10 Y10TPO, TO POPUOKOTOLO 1) TO VOGOKOUO GO,
. Edv mapotnproete Kamoo avemBOunTn eVEPYELX, EVIUEPMDGTE TO YIATPO, TO PAPUOKOTOL) 1) TO

VOGOKOWO Gag. AVTO 1oyveL Ko Yo kéBe mbav avemBountn evépyela mov Ogv avapEPETAL GTO
POV GUALO 00N YLDV YpNoNG. BAéme mapdypaeo 4.

T wepréyel 10 Tapov OALO 00N YIOV:

T1 efvon To Cabazitaxel Accord kot mota givar ) yprjon Tov

T mpénet va yvopilete potov cag yopnyndel to Cabazitaxel Accord
Iag va ypnoyomomoete to Cabazitaxel Accord

[MBavég avemBOunTes evépyeteg

[ég va puidcoetar to Cabazitaxel Accord

[epreydpevo g cuokevOoiag Kot Aotég TANpoPopieg

A e

1. Th givan To Cabazitaxel Accord ko oo givan 1 gpfion Tov

H ovopacia Tov pappdrov givor Cabazitaxel Accord. H kowvoypnotn ovopocio tov givol
Kapmolttaédn. Avikel 6€ pio Katnyopio gopraKkoy mov ovoudlovtol «TaEaveS) Kot
YPTOCLLOTOLOVVTOL Y10 TNV OVTIILETMMIOT] TOV KOPKIVOL.

To Cabazitaxel Accord ypnoluomolEiTOL Y10 TV OVIYETMTICT TOV KOPKIVOL TOV TPOGTATY TOV £)EL
TOPOVGIAcEL EEEMEN PeT TN AyM GAANG ynueoBepaneiog. Apa GTOUATMOVTAG TNV AVATTLEN KOt TOV
TOAALUTAQGLOGUO TOV KUTTAPWV.

210 mhaicto tng Oepamneiog cag, O maipvere eMioNg KATO0 KOPTIKOGTEPOELDES PApLaKo (TPeEIVILOVI I
pedvilohdvn) amd 1o oo og Kabnuepwvn Paon. Potiote tov yuotpd cog yio TANpoeopieg oxeTiKd
ue owtd 10 GAX0 PhpuaKo.

2. Tvrpéner va yvopilete npv oag yopnyn0sei to Cabazitaxel Accord

Mnyv gpnowponomcete 1o Cabazitaxel Accord gav

. o€ mepintwon aAlepyiog (vrepevarctnoiog) oty Kouralita&én, oe ahheg Ta&dvec | 6TO
moAvcopPiko 80 1 o 0m0100NTOTE GALO OO TO GLOTATIKA GVTOV TOV PAPUAKOL (CVOPEPOVTOL
otV Topdypaeo 6).,

o 0€ MEPINT®ON TTOL 0 APOUOS TOV AEVKOV OLOCPUIPI®mY 60G vl LIEPPOALKE YOUNAOG
(ap1OpdG ovdetepoPilmv pikpdTEPOg M icog Tov 1.500/mm?),

. o€ MEPIMTOON TTOL £YETE COPaPT UM PVGLOAOYIKT NTOTIKY AELTOVPYid,

. o€ MEPITTO®ON TOL EUPOAAGTAKOTE TPOGPATA 1 EXETE TPOYPAUUOTICEL VO EPPoAaGTEITE KOTA

ToV KiTptvov mupeTo.
Edv otidnmote amod 1o 1o mhve 1oyel 6Ty Tepintmon cog, oev Oa mpénel va cog yopnyndei to

Cabazitaxel Accord. Eqv éxete aupipolriec, pidnote otov yatpd oag mpv mhpete to Cabazitaxel
Accord.
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IIpogidomou|oELS Kot TPOPUAGEELS

[Ipw and kGO Bepomeio pe To Cabazitaxel Accord, 0o vTofdriecte oe OUATOAOYIKEG EEETAGELS Y10
va dwmot®bel 6T £xeTe OPKETA OLLOCPOAIPLO KOL EMAPKT| NTATIKY KOL VEQPIKT] AetTovpyiat Yo va
AGPete To Cabazitaxel Accord.

Evnuepoote apéomc tov yiatpo cag edv:

o €xete mopetd. Katd tn dudpkela g Oepaneiag pe to Cabazitaxel Accord, ivor o mbavo va
pewmBel o apBpog tov Aevkdv apoceaipiov coc. O yorpog cag Oa mapakorovdei To aipa cog
KOl TN YEVIKN KOTAGTAGT 00g Yo TNV ELedvion onpeiov Aoipwéng. Mmopel va cag yopnynoet
AL APLLOKO Y10, T1 S10THPTOT] TOV 0PLOUOY TOV LOCOUIPI®Y GO ATOU HE XOUNAO aplOuod
ALPLOGEAPIOV HITopovV va avamtHEOVY ameAnTIKES Yo T (on Aopdéets. To mo tpdyo
onueio Aoipméng umopel va givorl o TopeTodg, onoTe GV eppavicete Tupetd o Tpémet va
EVIUEPDTETE AUECOG TOV Y1ATPO GOC.

o glyate moté 610 TOPEAOOV omoladNToTE aAlepYia. ZoPapéc AALEPYIKEG AVTIOPACELS LTOPOVV VO
eupavictody Katd  dupkela g Oepaneiog pe to Cabazitaxel Accord.
o €xete coPopng LOPENG M HEYAANG OLapKELNG OLAPpOLa, 0IoOAVESTE VOUTIO 1 KAVETE EUETOVG,

Onowodnmote and avtd To copnTOpte Bo propodce va tpokarécel cofopn apuddtwon. O
YWTPOG GOG UTOPEL VO YPELOOTEL VO Gag doel Bepameia.

o a160GvesTe LOVSIOGUN, LUPUNYKIOGHO, 0icONO KODGOL 1| HEIOUEVT] eONTIKOTNTO GTO, XEPLO
1M T0 TOJ GOGC.
o €xete TpoPAHOTA apopparyiog amd To Eviepo N ExEl AAAAEEL TO XPOUO TOV KOTPAVOV GG 1

€xete movo oto otopdyt. Edv n apoppayia 1 o mévog eivar coPfapd, o yratpds cog o
otapotoel tn Oepamneio pe to Cabazitaxel Accord. Avtd opeiletan 610 611 TOo Cabazitaxel
Accord pmopel vo avéncet Tov Kivouvo atpoppayiog 1 avamtuéng ondv 6To EVIEPIKO TOIY®LLA.

o €xete TPOPAALOTA UE TOVG VEPPOVS GOLC.

. EUPAVICETE KITPIVIGLLO TOV SEPLOTOG KL TMV LOTIOV, GKOVPOYXPOLLO, 0VPa, GOPap1| vouTio
(tdom yuo epeTd) N €UETO, KAODG PUTOPEL VOL ATOTEAOVY GNUELD 1] CUUTTAOUATO NTOTIKOV
TPOoPANUaTOV

. EUPAVICETE OTOLOONTTOTE CNUAVTIKN abENOT 1] pelmon Tov Kabnuepvod OYKov TopayOUEVmV
ovpwV.

. €xete aipa ota ovpa GOG.

Edv otidnmote amd o 1o TAve 10Y0EL 0TV TEPIMTWCT GOC, EVILEPMOTE AUECMS TOV YaTpd oag. O
YwTpOG oG Umopel va petmacel T 06on tov Cabazitaxel Accord 1 vo, diakowyel T Oepameia cog.

Alha gappoke ko Cabazitaxel Accord

[NopakaAeiote vo evUEPDGETE TO YLOTPO, TO PAPUOKOTOLO 1) TO VOCOKOHO GOG GV TaipveTe N €xete
ThpeL TPOGEUTA AN PAPHOKA. AVTO LGYDEL KOL Y10 QAPLOKE, TTOV EYETE TAPEL YOPIG GVVTOYN
YLTpoV. AVTO OQEILETOL GTO OTL OPICUEVO PAPLLOKO UTOPOVV VO, EXNPEAGOVY TOV TPOTO dPAGTC TOV
Cabazitaxel Accord 1] oto 611 10 Cabazitaxel Accord pnopei va ennpedcetl 1o TAOG dpovy G
@apuoka. Xg outd ta papuoko Tepapupdvovol Ta axdAovo:

- KeTOoKOVALOAN, prpapmikivn (Yo AoUMEELS)

- kapBapalenivn, eavoBopPrtain 1 orvutoivn (Yo TIG EMANTTIKES KPIGELS)

- Potavo St. John’s Wort (Hypericum perforatum) (Qutikd QAappoxo yio tnv Kotabinym kot GAleg
KOTOGTAGELS).

- otativeg (0mwg oypactativy, Aofactativy, atopfactotivn, pocovfactotivn, | Tpafactativn) —
Yo TN peimon TG YoANGTEPOANG OTO QO GOG

- Parcaptdvn (Yo TNV veéptact)

- pemayAwion (yo to droprTn).

MuoTte pe Tov Y1aTpo Gog TPV KAveTe omolodnmote epPorio eved Aappdavete to Cabazitaxel Accord.

Kinon, Oniaopdég ko yovipotnra
To Cabazitaxel Accord dev gvdeikvoton yio ypion € YUVOIKEC.
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XpNo1ponoteite TPOPLAAKTIKO KATA T ddpKeLD TS 6EE0VAMKTNG ETAPNS €6V 1| GOVIPOPOS Gag givat
N Ba pmopovoe va peivel éykvog. To Cabazitaxel Accord gvoéyetal vo VITAPYEL GTO GIEPLLO GOG KOl
umopei va ennpedoet to EUPpvo. Zuvictdrol va pny Kavete mondi katd T odpkelo tng Depomneiog Kot
€m¢ kot 4 punveg petd ) Bepamneia, Kobmg Kot va {ntnoete GLUPOVAEG OYETIKA LLE TN SLTIPNCT TOV
onépuatdc cog mpwv Egkvnoete T Bepaneio, kabmg to Cabazitaxel Accord pmopet va ennpedoet v
AVOPIKT YOVILOTNTA.

0onynon Ko YEPLoROS PNy oV LATOV
Mmropei va areBavbeite kobpaon 1 {oAn dtav ndpete owtd T0 Pappoko. Eqv cupPet katt tétoto, unv
001 YNGETE 1 U1 YPNOCLOTOUGETE EPYOLEID 1) UV AT £mG 0TOL aoBavieite kaAvtepa.

To Cabazitaxel Accord mepiéyer aBavorn (aikodlr)

Av10 10 Pdppaxo mepéyetl 1.185 mg alkooing (abavoing) oe kabe proridio, mov givar Icodvvaun pe
395 mg/ml. H mocodtnto, ava ¢roridio antol Tou popUAKOD aToD TOL POPUAKOD EIVOL IGOSUVAUT e
30 ml pndpag 1 12 ml kpaciov.

H moodtnta g aAKoOANg 6€ anTtd T0 eapuaKo dev etvar THavO va £xel EMIOPACT GE EVAAIKES Kol
epnPoug, Kat o1 eTOPACELS TG 6T TodLd dev givar mhovo va givon alloonpeionteg. Mmopel va €yet
Kdmoleg eMOPACELS € PIKPOTEPO TOLOLEL, Y10 TOPAdEY LA Vo aucBavBodv vvnia.

H oAxo6An og avtd 10 PdppaKo pumopel va aALAEEL TIG EMOPACELS GAA®Y Qapudkmv. Evnuepmorte to
YWTPd GOC 1 TO POPUAKOTOLO GOG EAV AAUPAVETE AAAL PAPLOKO.

Edv giote éykvog 1 OnAalete, evnuep®oTe TO TP GG 1 TO QOPLOKOTOLO TPV TAPETE AVTO TO
oapupaxo. Edv glote e0161€vog 6TO0 OAKOOA, EVILEPADGTE TO YLOTPO GOG 1) TO PUPLAKOTOLO TPLV TAPETE
aVTO TO PAPUOAKO.

3. g va ypnoponomcere 10 Cabazitaxel Accord

Odnyieg ypiong
B0 Gog YOPNYOVVTOL AVTI-OAAEPYIKA QAPLOKO TPV 0o T xoprynon tov Cabazitaxel Accord, yio
LEL®OT TOL KIVOUVOL EUPAVIOTG CAAEPYIKMDY AVTIOPACEMV.

To Cabazitaxel Accord Ba cog yopnyeiton amd Evav yoTpd 1 £€va VOGOKOHO.

To Cabazitaxel Accord Ba mpénetl va mapackevdletor (apatdVETAL) TPV OO T YOPTYNON TOV.
[Mpaktikég TANPOPOPIES Y10 TOV YEPIGUO Kat Tn yopRynon tov Cabazitaxel Accord yia
YWTPOVG, VOGOKOUOLG KOl PUPHOKOTOL00E TAPEXOVTUL GE GVTO TO PUALO 0INYLDV.

To Cabazitaxel Accord Oo cag yopnyeital péow Eyyvong o pia omd T PAEREC oag (evoopréPia
¥PNON), OTO VOGOKOLELD, GE £V POVIKO S1ACTNLO TEPITOV UioG DPOC.

210 mhaicto tng Bepamneiag cag, O maipvere emioNg KAMO0 KOPTIKOGTEPOELDES PAPLLAKO
(mpedvilovn N mpedviloAdvn) and 10 oTONN o€ Kadnuepvr Paon.

ow Toc6TNTA TOV PUPNEKOV KU1 TOGO cLYVA 00 Tpémer vo TaipveTE

o H ocvvnng 660m e&aptdron omd Ty empdvela Tov copatog oag. O yrotpdg cog O vmoroyicet
70 UPodOV emPaveiog ToV cOUNTOC 60¢ (M?) 08 TETPAYOVIKA UETPO. Kot B0l amo@acicsl )
d0o1 wov Oa, TpémeL Vo, TOPETE.

o Yuvnbwmg Oa cog yopnyeitan pia éyyvon kabe 3 efdoudoes.

Edv £yete omola0nmote TePAITEP® EPMTNOT GYETIKA LE TN YPTION ALTOV TOV PAPUAKOV, POTHOTE TO
Y10TPd, TO POPLAKOTOLO 1] TO VOCOKOLO GOG

4. IIBavég avemBOUNTES EvEPYELES

Onwg 6ha Ta eApuroKa, £TGL KOl GVTO TO GAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV
ka1 0gv Tapovoidlovral o€ 6Aovg Toug avBpomovs. O yiatpog oag 8o cuinTioel avTéC TIg
avemBvunTeg evépyeteg pall oog kat Ba eEnynoetl Toug TOBUVOVG KIVOUVOUG KoL TA, OQPEAT] TNG
Oepamncioc cog.
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Emoxe@0cite apéomg évay yioTpo €av TopaTnpioETE 0TOLXONTOTE OO TIS OKOLOVOEG
avemOvuNTES EVEPYELEC:

o mopetd (LynAn Beppoxpacia). Avti 1 avemBountn evépyeia eivar cuyvn (UTopel va ennpedost
¢m¢ 1 otovg 10 avBpdmovg).

. LEYAAN OTIOAELN COUATIKOV DYPOV (apLIGT®GN). AVTH 1 AvemBOUNTY EVEPYELN EIVAL GLYV
(umopel va emnpedoel Myotepovg and 1 otovg 10 avBpdmovg). Mropei va mpokdyet edv €xete
coPapng HopeNg N LEYAANG SLapKELNS Odppotal 1] TVUPETO 1 £V KAVETE EUETOVG.

. coPapoc THVOG GTO GTOUYL 1 TOVOG GTO GTOUAYL TOV Ogv VoY ®pPElL. AvTo pmopet va cuuPei
€dv €xete OMN GTO GTOUYL, TO COANVO TG TPOPT|S, TO AEMTO 1) TO XV €viepo (ddTpnon Tov
YOGTPEVTEPIKOL COANVA). AVTO pmopel va odnynoet 6to Bdvarto.

Edv omotodfmote 0md T 110 AV 16YVEL GTNV TEPITTOOT GOC, EVIUEPDOTE OUEGMG TO YLOTPO GOC.
Aldrec avemBOunTES evEpyELes meprhapfavovv:

IoAd ovyvég (umopel va emnpedoet Ttepiocdtepovg and 1 atovg 10 avBpdmovg):

o peimon Tov apBpov tv epubpdv apoceapioy (avorpia) 1 Tov AEVKOV apoceapiov (ta
omoial VoL GNUAVTIKA Y10 TNV KOTOUTOAEUN G TV AOIUDEEDV)

o peimon tov apBpov TV aporeTtaroy (1 onoio 0dnyel o€ avénuévo Kivouvo alpoppayiog)

o ammAeln e 0peéng (avopeia)

o GTOUAYIKEG EVOYANOELS, CUUTEPTAAUPAVOUEV®Y TNG VADTIOC, TOV EUETOL, TNG O1APPOLAg N TNG
dLGKOIMOTNTOG

o 0GQLUAYia (TOVOC GTNV TAGT)

. aipo oto ovpa

o aicOnpa kovpaong 1 advvapiog 1 EMAENYT EVEPYNTIKOTNTOC.

Yoyvég (umopel va ernpedoetl Aydtepovg amd 1 otoug 10 avBpmmoug):

o aAloiwomn g aictnong g yevong

dVoKOAiD, GTNV aVOTVON

Prixes

KOIALOKOG TTOVOG

Bpayvrpdeoun ammAelo LOAM®DY (OTIC TEPIOCOTEPES TEPIMTMGELG AVAUEVETOL VO ETUVELDEL M

(VOIOAOYIKN TPLYOPLTaL)

TOVOC 6TIS apfpioelg

0VpOAOTU®EN

EMAEWYT AEVKOV OLLOGPUPI®mY TTOV oyeTileTON e TVPETO KAl AOTWEN

aicOnpo LovdoUaTOG, HUPUAYKIGUO, 0icOnUa KaDcov 1} LEI®pEVT aletnTIKOTNTO OTO XEPLOL
Ko 7oL 1010

Cakn

TOVOKEPUAOG

peimon 1 avénon g apTnNPLeKNG Tieons

dvodpecto aichnua 6to oTopdyl, TOHpmon (aichnua Kadoov) 1 peyipota

TOVOG GTO GTOUYL

aLLOPPOTdES

poikoi oracpot

ENMOLVN 1| GLYVN 0VPNON

aKpATELD 0OVPOV

VEQPIKT VOGO 1] TPOPANIATA LE TOVG VEPPOLS

€\kog (TAnyn) oto oTOUa N TO XEIAN

Aoméeig i kivouvog Aotuaéemv
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VYNAQ ETimEdA GOKYAPOV GTO CliploL

abmvia

dtovontikn ovyyvon

ayX0g

aQLGIKT aicOnon 1 aTdAELN TG AMGONTIKOTNTOG 1) TOVOC GTA YEPLL KOl TO, TTOSOL
dvoKOoAia, O10THPNOTNG TNG ICOPPOTIAG

Tay0C N AKAVOVIGTOG Kapdakog puiuog

Opoupog aiploTog 6To TOSL N GTOV TVEL OV

aicOnon Beppottog oto dépua 1 EEaym

7TOVOC GTO GTOWA ] TOV OO

alpoppayio omd o opHo

LUik” evoyAnom, evairstnoia, advvapio | TOVog

oidnpa (tprH&uLo) ota TOdW 1 To KATW GKpal

piyn

dTapayn TV voyxlov (0AAOYT GTO YPOUN TOV VUXIDV, TO VOO LTOPEL VO amokoAAN000V).

Oy ovyvég (umopel vo ernpedoet Aryotepovg amd 1 otovg 100 avOpdmovg):

o YOUNAG emineda koiiov oTo aipa

KOVJOLVICLOTA GTA LTI

aicnon Beppotntog oto dépua

gpLBpdTNTA TOL dEPUOTOG

QAEYLLOVT] TNG OVPOOGYOV KVGTNG, 1) OO0 LITOPEL VO, TAPOVGLUCTEL ATV 1) KUGTH GOG £XEL
TpoNYoLUEVAC eKTeDEl o€ akTivobepameia (LeTaKTIVIKY KVoTiTIdN AMdY® Tponyneicag
axtivofepaneiog oty ovpodoyo KOHGTN).

Yoyvotnrta pn yvoot (ogv pmopel va extiun el pe Paon to dwbécio dedopéva):
o Aldpeon vevpovordOela (AEYUOVH TOV TVELUOV®V TOL TPOKOAEL Py Kot SLGKOALN GTNV
avamvon).

Ava@opd avemOOunTOV gvEpyELOV

Ed&v mapotnprioete kamolo avemBOunTn evEpYEL, EVIUEPDGTE TO YATPO 1 TO PAPLOKOTOLO 1 TOV/TNV
VOGOKOWO 60G. AVTO 1oyvel Kot Yio kaOe mhavr avemBountn evépyela mov 6gv avapEPETAL 6TO TaPOV
@OALO 00MYIDV ¥prionc. Mmopeite emiong va avaeépete avembounteg evépyeleg anevbeiog, LEo® TOV
€0VIKoO GLGTNUATOG AVaPOPAS TTOV avaypapeTol 6to [lapdpmuae V. Méom g avapopag
AVETOOUNTOV EVEPYELDV UTOPEITE Vo PonONCETE GTI GLALOYT| TEPIGGHTEPMOV TANPOPOPLDOV GYETIKA
LE TNV 0CQAAELN TOV TOPOVTOG POPUAKOV.

S. Iog va puraccetal To Cabazitaxel Accord
To @appoko ovTd TPETEL VO PLAACCETAL GE PEPT) TOV OgV TO PAETOVV KoL OV TO POAVOLV TO TOdLA.

Na pn xpnotponmoteite avTd T0 PAPLAKO HETA TNV NUEPOUNVIC ANENG TTOV OVOPEPETOL GTO EEMTEPIKD
KOVTL Kol 6TNV ETIKETA TOL PLoAdiov petd tnv AHEH. H nuepounvia AMéng eivar n televtaio nuépa
TOL UNVO TTOL OVOPEPETOL EKEL.

Av106 T0 POpUOKEVTIKO TPOTOV dev amartel cuvinKkeg eOAaENG pe ed1kn Beppokpacio. GvAdcoeTal
GTNV OPYIKT] GLCKEVAGIO, TPOKELLEVOL VO TPOGTATEVETOL OO TO POC.

Metd 10 Gvotypa

Kdabe proridio mpoopiletar ya pio pdévo ypnon kot Bo tpémet va ypnoponoteitol apécws. Edv dev
YPNOLLOTIOLEITAL OUESMG, O1 XPOVOL Kt 01 GLVOTKEG PVAAENG KOTA T XPTOT| TOVG AroTeEAOVY gvHHVN
TOVL YPNOTI.

Metd tnv TeEMKN 0p0imon 6ToV 60Ko/otn OLdhn £yyvong
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XNk Ko UGIKN oTafepdTNTO TOV AV UATOC TPOC £yyvon £xel kaTadelyOel ylo 8 dpec o€
Beppokpaocia mepifarrovtoc (15 °C — 30 °C) (cvumeptropfavopévon Tov ypodvov €yyvons g 1
opag), kaboc kot Yo 48 dpeg oe cuvinkeg YoéNg (cuumepthapPavouévou tov ypdvou Eyyvong g 1
Opag).

Ao pikpofroroyikng dmoymg, To didAvpa tpog £yxvon Ba mpénet va ypnolponoteitatl apécms. Edqv
dev ypnotponomBel apécmc, ot ypdvot kat ot GuVONKeS POAAENG KATA TN (PNOT) TOV amoTeAovv gvdivn
TOV XPNOTN KOl PLGLOAOYIKE Oev Ba Tpémet va vrepPaivouy Tig 24 dpeg o Beppoxpacia 2°C Emg 8°C,
eKTOG €hv 1 apainon Exel mpaypatoroln el oe EAeYXOLEVES KOl ETIKVPOUEVES ACTTTTEG GLVONKEC.

Andppuym
Kabe aypnoiponointo mpoidév 1| VITOAEUUA TPETEL VO, ATOPPITTETOL COLPMVA LE TIG KATE TOTOVG
16YOOVGEC OYETIKEC d10TAEELS. AvTd T péTpa Bo fonfncovy 6TV TpocTacio Tov TEPIPAAAOVTOC,.

6. Iepreyopevo TG CVOKEVOGING KO AOWTES TANPOPOPiEg

T egpréyer To Cabazitaxel Accord
H dpaoctikn ovoia givar n kapralita&Ern. Eva ml mokvod dtoedvpatog mepiéyet 20 mg
rapmalttagédng. Kabe graridro 3 ml mokvod dtodvpatog mepiéyet 60 mg kapmoalitaéing.

Ta dAAa cvotatikd gival moAvcopPuco 80, Kitpikd 0&D Kot dvudprn abavorn (PA. mapdypoeo 2 «To
Cabazitaxel Accord mepiéyet aBavorn (aAkoOL)».

Epeavien tov Cabazitaxel Accord kot TepleyOPEVO TS GLOKELUGIOG

To Cabazitaxel Accord givat Tukvd oKELAGLO Y10 TAPACKELT SOADATOG TPOG EYYLGT (OTEIPO TLKVO
Suiivpa). To mokvo didhvpa eivor Eva dStavyEg PO TPOG VITOKITPIVO 1) KAPEKITPIVO SLAAV L.
Awtifeton og eoAido piog ypnong pe yopnynoyo 6yko 3 ml rukvod S1oAdpHeTog o€ PLahidto 6 ml
oo O10VYEG YIOAL.

MéyeBoc cuokevaociog:

To k60e kovti TEPLEYEL Eva PlaAidIo piag udvo ypnong.

Kéroyog Adsrag Kvkrhogpopiag

Accord Healthcare S.L.U

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

08039 Barcelona, Iortavia

Hopaywyoc

LABORATORI FUNDACIO DAU
C/ C, 12-14 Pol. Ind. Zona Franca,
Barcelona, 08040, Iomavio

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

MéAita

Accord Healthcare Polska Sp. z o.0.,
ul. Lutomierska 50, Pabianice, 95-200
TToAwvia

Accord Healthcare single member S.A.

64th Km National Road Athens, Lamia,
Schimatari, 32009, EALGO0
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T"o omoladnote TANpOoPopia GYETIKA [ aVTO TO PAPLOKO, ETKOIVOVIOTE LLE TOV TOTIKO
AVTITPOGMOTO TOV KOTOYOV TNG Adelog KuKAOPopiag:

AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/NL
/NO/PT/PL/RO/SE/SI/SK/ES

Accord Healthcare S.L.U.

Tel: +34 93 301 00 64

EL

Win Medica A.E.
Tel: +30 210 7488 821

To mwapdv ULA0 00N YOV yp1ioNS avades®P1)OnKe Yo TEAELTUIN POPE OTIS
Alreg ANYEG TANPOYOPLAY

Agntopepn TANPoPoOpLaKA oTOLYXED Yo TO TPOTOV aVTO Elvan S10BECIUA GTOV SIKTLAKO TOTO TOV
Evponaikod Opyavicpod @appdkov: https://www.ema.europa.eu.
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O\ TAnpoeopisc Tov 0KoAoVOOVY atevOVVOVTOL HOVO GE ETAYYEANOTIES TOV TOUEN VYELOVOLIKNG
nepifaiwnc.

HNPAKTIKEX IAHPO®OPIEX I'TA TTATPOYX 'H EIAITTEAMATIEX TOY TOMEA
YI'EIONOMIKHX IIEPIOAAYHXE XXETIKA ME THN ITPOETOIMAXIA, XOPHI'HXH
KAI TO XEIPIEMO CABAZITAXEL ACCORD 20 mg/ ml IYKNO XKEYAXMA I'TA
IHAPAXKEYH ATAAYMATOZX ITPOX EI'’XYXH

Ot TAnpoopieg aVTEG GUUTANPMOVOLY TIG TOPAYPAPOVS 3 Kat 5 Yo TOV YpNoT.
Eivar onuavtikd va dtafdcete 0AOKANPO TO TEPIEXOUEVO AVTAE TNG dladikaciog TPy amd TV
TPOETOLLAGIO, TOV SLHAVLOTOG TPOG EYYLON.

Acvpfatotnreg

Av16 10 Pdppako dev Bo Tpémet vo avapryvOgTal pe GAAa @apuoKka, e TV eEaipeoT) exeivav Tov
YPNOLOTOLOVVTAL Y10l TIG UPOULDCELS,

Avdpkera Cong ko wWwaitepeg TpoPuridéers katd ™ @O aén Tov TpoidvTog
"o tn ovokevoocio Tov Cabazitaxel Accord 20 mg/ml mukvos SeAdUATOC Yo SIAALLLO. TPOG £YYVOT

Av10 TO POPUAKEVTIKO TPOTOV deV amantel cuvOnKeg PUAAENG e e101kn Bepuokpacia.
DuAdcoeTal GTNV APYIKT] GLGKELOGIO, TPOKEWLEVOD VO TPOGTUTEVETAL OO TO PG,

Metd 10 Gvoryua

Kdabe proridio mpoopiletar ya pio pdvo ypnon kot Ba tpémet va ypnoponoteitol apécwc. Edv dev
yPNOLoTo B0V aUESHC, 01 ¥POVOL Kot 01 GLVONKES PUAAENG KOTA TN (PNOT) TOVG ATOTELODY VBV
TOVL YPNOTH.

Metd tnv TeEMKN 0poimon 6ToV 6GKO / ot QAN £yyvonc

XNUkn Kot puoikn otafepOTnNTo TOL SIUAVIATOG TPOG EyYvo £xel katadelydel yio 8 mpeg o
Beppoxpaoio mepipdiiovog (15°C - 30°C), cvpmeprrapfovopévov Tov xpdvov Eyyvong g 1 dpag,
KkaOdg Kt yuo 48 dpeg oe cuvinkeg YHENG cupmeplaufoavoprévon Tov ¥povov Eyyvong g 1 dpac.

Ao pikpofroroyikng dmoyng, To didAvpa Tpog £yxvon Ba mpémet va ypnolponoteitatl opécms. Edqv
dev ypnotponomBel apécmg, o1 ¥pdvol kat o1 GuVONKeS POAAENG KATA TN (PNOT) TOV amoTeEA0VV gvdivn
TOV XPNOTN KOl PLGLOAOYIKE dev Ba Tpémet vo vrepPaivouy Tig 24 dpeg og Beppoxpacia 2°C émg 8°C,
€KTOG €0V M apaiwon Exel mpaypaTomoin el oe EAeYXOUEVES KOl ETIKVPOUEVES AOTTTTEG GLVONKEC.

Ipo@uAia&ers KaTd TNV TPOETOLRAGIC KOl TN Yop1yNoN

Onwg Kot pe 0mo1ovoNToTe GALOV OVTIVEOTAAGHOTIKO TapdyovTa, Bo mpémel vo divetal Tpoooyn KoTd
TOV ¥EPIoUd Kot TV TpoeTouacio tov daAvpudtov tov Cabazitaxel Accord, AauPdavovtag v’ oyt
TN ¥PNON CLGKEVOV TPOPOAAENC, EEOTAIGOD TPOCHOTIKNG TPOCGTAGIG (7.%. YAVTIO) Kol SLOSTKAGIDV
TOPOCKELT|G.

Edv to Cabazitaxel Accord, o omol0dnToTE Pripal Tov XEPIGHOD ToL, EADEL GE emapn L To dépua, Ba
TPETEL VO, TAOVETE OUECMG KO ETUEADC TNV TEPLOYN ETAPNS HE camovvl Kat vepd. Edv éM0el og emapn
ue Prevvoyovoug, Oa mpémel va TAOVETE ApECHS KOl ETUEADG UE VEPO.

To Cabazitaxel Accord 0o mpénet vo mpogtotudleTal Kot va yopnysitat povo amd TpocOTIKO
EKTOLOEVUEVO GTOV YEIPIOUO KLTTOPOTOEIKMV TTaparydvimy. [Ipocmnikd e KaTdoTaoT YKOUOGHVIG

dev Ba mpémet va yepileton To TPoidv.

Bijpota yio v TposTopacio
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MH ypnoonoteite avtd 10 QUPUAKEVTIKO TPOTOV Hall pe AN QOpUOKEVTIKE TPOIOVTA
ropmalttaédng pe dtpopetikn ocvykévipwon Kapralita&éing. To Cabazitaxel Accord mepiéyet
20 mg/ml xoproalita&éing (yopnynoyog éykog 3 m).

To k60e eraridio etvan yia pia povo yprion ko Ba mpénet va ypnotponoteital apécwc. Na anoppintete
TUYOV d1dAvpa oV deV yprMoiponoteital. Mropel va ypelactohv TEPGGHTEPQ OO £VOL SIHAD LT

Cabazitaxel Accord yia tn yopiynon g cvvtayoypapndeicag doong.

H dwdwacia apainong Bo mpénet va dedyetal oe donmteg GLVONKES Yo TNV TAPOGKELT] TOV
SLADUATOG TTPOG £YYVOT).

Topookevn d10Aduatoc Tpoc Eyyvon

Bipa 1

Avappoognote vid donmnreg cuvinkeg Tov
amortovpevo 6yko Cabazitaxel Accord (o
omoioc mepiéyel 20 mg/ml kapmalita&EAng) ue
po Baduovounuévn cupryya Le
Tpocaplocpévn Perdva. o mapadetypa, pio
doon kapumalrta&éing 45 mg Oa amoattovce
2,25 ml Cabazitaxel Accord.

Miypa mokvol StaAdOTOC
Kot dtoAvTn 20 me/ml

Bipa 2

Eyybdote og oteipo oo ympic PVC nov va
meplEyet eite SdAvpa yYAvkolng 5% eite
StAvpa TPOG Eyyvon YAmPLovy oL vaTpiov
9 mg/ml (0,9%). H ovyxévtpwon tov
drodvpatog mpog yyvon Ba mpémel va givan
peta&y 0,10 mg/ml kou 0,26 mg/ml.

- Awdopa yhokoing
Ana}ronu wne 5% M Sdivpa Tpog
noco?nw TLKVOY £€yyvom YAwpPLoHYoL
OKEVAGHOTOS vatpiov 9 mg/ml

(0,9%)

Bipa 3

Amopaxpidvete T cOptyya kot avapiste to
TEPLEYOUEVO TOV GAKOV 1) TNG PLAANG Eyyvong,
OVOKIVOVTOG OTAAGL LLE TO YEPL GOG LE [t
noAwdpopkn kivnomn. To didhvua Tpog Eyyvon
elvar drowyég, dypopo dStdAvpa.

47



Bipo 4

Onwg pe 6L To TUPEVTEPIKMOG YOPTYOVLEVHL
TPOTOVTO, TO SIUAVHO TPOG EYYLON TTOV
TPOKVOTTEL B0 TPETEL VL EAEYYETOL OTTIKGL TPV
amo6 ) ypnon. Kabog 1o didAvpa mpog £yyvon
elvar vépkopo, uropel va kpvotarromon el
pe v apodo tov ypovov. Edv couPel kdtt
17010, TO dtdAvua dgv B TpEmeL va
ypnoomoteitar kot B Tpémet va
omoppinteTOL.

To dudivpa wpog Eyyvon Ba tpémetl va ypnoomoteitan apécws. [TAnpopopies yio ) Avdpkero Lomng
KoL Wreitepes mPoPLAGEEIS KaTd T @OAUEN avOQEPOVTAL TTLO TAVE.

Kd&Be aypnoyomointo @oprokenticd Tpoidv 1 DTOAEWUN TPETEL VO OTOPPITTETAL GOUPDVO, JLE TIG
KOTO TOTOVG IGYVOVGES GYETIKES OLUTAEELG.

Tpémog yopiiynong

To Cabazitaxel Accord yopryeitan pe T popon Eyyvong duapkelag 1 dpag.

Yuvietdton 1) xpnon evog eiltpov eAePIKNG Ypapung e ovopaotikd péyebog mopmv 0,22 pkpouetpo
(avaépetar emiong g 0,2 WIKpOUETP) KATE TN O1APKELD TNG XOPYNONG.

Agv Ba mpémel va ypnoiponolovviol gdkkot £yyvons amd PVC 1 oet £yyvong amd moAvovpedavn yio
TNV TPOETOLOGIO KOl TN YOPTYNON TOL SIHAVLATOG TPOG EYYXVOT).
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