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OykoAoytka Emnikatpa

Xatpetiopdg

Ayarnintol cuvadeAdol kat dpidot,

Elvat peyahn Tin Kot xapd Lag VoL 60¢ UTTOSEXOUAOTE YLal 3" GUVEXOLLEVN XPOVLA 0Tn Og00aAOVIKN
otnv emotnuovikn Stnuepida « Oykoloyka Emtikatpa» otig 24-25 louviou, ) onota Tehet UTO TNV
opyavwon t¢ EAnvikn¢ Etatpeiag Mptatpiknc Oykohoylag.

H oykoAoyla eivat pla Stapkwg e€eAloodpevn eldikotnta oe OAa ta media. OL e€elilelg oe veéa
bappaKa, oTIG VEEG TEXVOAOYLES, N SLAPKIG LEAETN KAL OL VEEG EPEUVEG TIOU APOPOUV OTNV EYKaLPN
KOl €YKUPN OVTILETWTILON TOU Kapkivou, pag emBAAAouY va e(UaOTE CUVEXWG OE EMAypUTIVNON
KOl O€ ETOLLOTNTA QATTEVAVTL OTN VOO0 TOOO yLa TNV avASELEN TNG EMLOTANG HAG, AAAA KUplwg yla
TO KOAO TwV aoBevwV pac.

270 MPOYPALUA TNG AtnUePiSag Lag, TPOOTIaBNoaE VA CUUTEPIAABOUVE OTO EYLoTo SuvaTto
OA0 TO GACUA TWV OYKOAOYLKWY VOOWV TPOCTIOBWVTAG LECA A QUTO va evnepwBoUpEe OAot
pag ya ta véa Sedopéva aAAd Kat va SWOOUUE amavTHOELS O EPWTHLATA TIOU ATACGXOAOUV TNV
LATPLKNA KOWOTNTA.

YTn Atnpeplda pag eival KAAECLEVOL SLAKEKPLUEVOL ETILOTAOVEG oUVASEADOL HOG LLE KUPLO OTOXO
TOO0 TNV MAPOXN YVWONE 0TOUG VEOTEPOUC QAN Kol TNV TPodn YLl okéPN YLo TOUG TILO EUTTELPOUG
oUVASEADOUG OXETIKA LE TNV KAAUTEPN afloTolnoNn TWV VEWV OMAWY TIOU €XOUE TIAEOV OTN
Suabeon pag.

Me auth Tn okéPn 0dg Kahwaoopiloupe OAOUG 0Tn Oecoalovikn yLa va LolpaoTelte pall pog Toug
TEOPBANUATIOHOUG KoL TOL CUUITEPACHATA.

H cuppeToXn 0ag oTnNV aPAKOAOUONGCT TOU TIPOYPAUUATOC E(Te PUE PUOLKN ElTe pe StadikTuakn
napouoia, Oa pag tipnost dlaitepa kat Oa cupBAAAEL oTnV emTtUXiA TNC Atnpepldac.

Me ouvadeAdkoUg XaLPETLOUOUG,

OL Mpoedpot Tou Zuvedpiou

Avaotaolog Bayuwvag Anuntplog Kapdapdakng
MaBoAoyog-OykoAdyog AktivoBeparneutng-OykoAdyog




CRAPHIUMI

Phesgo_08_032022

Ot aoBeveic ye HER2+ kapkivo Tou paotol aglepuvouy
£wg 100 wpeg kaBe pdvo yia tnv Bepareia Toug,?

MNwg pmopeite va mpoowépete Bepanesia uPnArg motdTnTag ToU va sivatl
TAUTOXPOVA ATTOTEAECHATIKI KAl AITOSOTLK;

To PHESGO® cuvouddel ta mAeovekTrpota tou PERJETA®, Herceptin® oe pla éveon utioddplag

Lopprig, otaBepou cuvBuacpoU TTou pmopei va xopnynOei péoa os 5 Xema

H eykaBibpupiévn Bepaneia yia tov HER2+ kapkivo
Tou paatol mAdov xopnyeltal oe moAd Alydtepo
Xpove 4! kat Biver tny Suvardtnra peiwong tng
ANGEPIWNG MOTOTITEWY pappakou Adyw pudliong
g S6ars kat Suvaral va anmeAsuBepiioel £wg

70% & 90%

ToU Xpovou Tou TOU XPOVOU TTOU TIEPVAEL
VOONAEUTIKOY o aoblevrg otnv kapékia
TpooWMKOUS Eyyuang™E
H efoucovounen xpovou Ka TTOpwV TIROKUTTTEL artd TIS AVTIOToIXES
OUYKPITIKEG PEAETEG Tou Herceptin SC évavti tou Herceptin IV ®®

MAnpowpopieg yia tnv acpdleia: MNa EmayyeAparieg Yyelag

O mo ouxves ADRs (230%) mou avapépBnkav ce aoBeveig mou
uroBAnBnkav ce Bepameia ue PHESGO 1 evbowAéBia meptoudoupaur
ot ouvbuacpd pe tpactouloupaunn kai xnuewBepareia rfrav n
alurekla, n Sudppowa, n vauta, n avayla, n efacBévion kai n
apBpalyia. [a meplocoTEpes TTANpowopleg TMapakaloUpe  onwsg
napareppOeite oty MNXIMN tou pappdxkou mou napatiBetal katwlev,

MAnpotpopieg yia tnv kunon: MNa EmayysApartieg Yyeiag

Edv pia acBevr|c peivel gykuog evid AapBavel PHESGO, ry evtdg 7 prveiv
HETG tnv teAsutaia Bdon tou PHESGO, nopakaloUpe va avapepete
QpECWE TV EYKUpoaUvn otnv tomkr Movada Qappakoenaypimmvnons
tnG Roche (HELLAS) AE ota mapaxdtw otoiyeic

EmnpéoBeteg mAnpotpopieg Ba {minBolv kara tn Sdpkea piag
eyKupoouvng e ExBeon oto PHESGO kal kata tn SidpKea Tou Tipuwtou
Xpovou furig Tou Bpepoug. Autd Ba &waoel otn Roche T Suvatdtrta va
KaTavoloel KaAUtepa TNy aowpdisia tou PHESGO kai vo Tapéxet
KATAAANAEG TTANPOWOPIES OTIC UYEIOVOUIKES OPXEG, OTOUG TTAROXOUS
uyeiovopwrs TEplBakhbng kal otoug aoBevels. Na TEpOoSTEPES
TIAnpoypopies, Mapakaioupe avatpete otnv MXMM tou PHESGO.

PHESGO Tpénog HaBeong: Me Meploplopév 1atpikr ouviayr].
MEVO YO VOOOKOUEIGKT] XPrion anmd yiatpd ue katdAAnin eikeuon kat
EpTEIaL

Phesgo 1200mg / 600mg Phesge 1200mg / 600mg
EAMNGSa NT: 531643 € AT: 639310 € Kimpog: MAT: 724943 €
Phesgo 600mg / 600mg Phesgo 600mg / 600mg
EM\aSa: N.T: 3.38285€ AT:4.06794€ Kirpog: MAT: 4.710,46 €

W PHESGO® %

PERTUZUMAB-TRASTUZUMAB

Go there

BifAioypagpia

1. PERIETA Summary of Product Characteristics. 2. Herceptin Summary of
Product Characteristics. 3. PHESGO Summary of Product Characteristics, 4.
Tan AR, et al. Lancet Oncol 2021,22:85-97.5. Ditsch N et al. Breast Care 2019;

141 224-245. 6. NCCN Guidelines Version 52020 - Invasive Breast Cancer.
Published July 2020. Available at: httpsi/www.ncen.org/professionals/physi-
cian_gls/defaultaspx 7. Cardoso F et al. Ann Oncol 2018; 29: 1634-1657. 8.
Cardoso F et al. Ann Oncol 2019; 30: 1194-1220. 9. Burstein NJ et al. Ann
Oncol 2019; 30: 1541-1557.10. Pivot X et al. Ann Oncol 2014; 25: 1979-1987. 11,
Ismael G et al. Lancet Oncol. 2012;13: 869-78. 12, De Cock E et al. European
Cancer Congress 2013, abstract #P128. 13. Maniadakis N et al. Journal of
Cancer Policy 2017. Accessed at: http://dxdoi.org/101016/].jcpo.2017.05.001.
14. Lopez-Vivanco G et al. Clin Trans! Oncol 2017;19: 1454-1461.15. De Cock E
et al. Cancer Med 2016; 5: 389-397.

¥ To pappaxe autd telel und oupminpwpartikn napakoholBnon. H avagpopd
mBavoroyolpevilvy avemBUpnTwy EVEPYEWNV PETA and Tn xoprynon dbeag
KukAowoplag Tou papuakeuTikol Tipoidviog elval onpavtikr. Emrpenel Tn ouvexn
napakoAclBnon tng oxéong opEAous - KIVBUVOU TOU (PApHaKEUTIKOU TTROIGVTOG.
Mpénmel va yivetar avapopd twv avemBiuntwv evepyewsy. O1 avemBipnteg
evépyeieg Ba mpéner va avagpépoviar wg efng EAAGba: ot Movada
Qappakoemaypumvnong tng Roche [(Hellas) AE, eite amootéAlovrag e-mail
(hellas.drugsafety@roche.com); glte tnAspuvikig (+30 2106166100). Kimpeg: ato
Tufpa OQappaxkoemaypunvnong tng etaipelag LA, Itapdrng & Lia A, eite
arnootéAdovtag e-mail (drugsafety@stamatis.com), eite tnAsgpuvikae  (+357
22-257200) fj péow Oak (+357 22-257300).

EAMGBa: ROCHE (Hellas) A.E.

\BnaTe va yivouv Ta gappaka o aopaln ka  Alapdvag 4 & Ashgy,
AvappeTe: 15125 Magotal, Attwr), TnA: 210 6166100,
OAEE 1ic avemBUpnTES EVEDYEIES Via email: hellos medinfo@roche.com
OAA T gappaka 800 11193 00 (bwpedv ypappr| emxowvwyiag)

ZupmAnpivovag My «KITPINH KAPTA» Kunpog: I'A. Exapdtng & Zia Atb.

Tnh: 4357 - 2276 6276
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MpoedpoL:  A. Baywwvag, A. Kapdaudkng

MéAn: A. BapBakag

|. TaAntoldvog
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I. TKlouAumaoavng
A. Apouykag
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MOaKPAVTWVAKNG
MoaAALapoU
NtaiAlavng
Zevibng
Mooakag

. Mopwvn

YaBpomnoulog

Entitipog Npoedpog Emtotnuovikng Emtponng: M. Makpavtwvakng

MpdedpoL:  A. Baywvag, A . Kapdaudakng

MéAn: AvSpeddng
AmooToAldNg
AuyepLvog
BaAoukag
BapBdpag
Baytoefavog
FaAnTolavogq
lepuavidng
MavtlakAidng
AloLavTOTOUAOG
EppavounAidng
Katada
KakoAUpng
Kapaiokog

. Kapapouing
Kaoapadkng
KealooyAou
Kwvotavtwiéng
Aaumakn
Nootopidng
MaKpaVTWVAKNG
MaAAlapoU
MxoAOTIOUAOG

>PZPMM- T DZOMOXZMOS ADBD> > M X

DEMXOMBPXZBEPIZITZMEP T AZ M

Mradka
MmaAkoupavidou
MTQPUITETAKNG
Mréviou
MroukoBivag
MrmouTtng
NikoAa(dou
NtaiAlavng
Zevibng
MavteAdkog

. Mavtoupa

MamakotoVAAC
Mapapublwtng

. Mutépn

Jappomnoulog
2TUPATOG
Tplapidng
Tolouda
®opoUAng
®ouvtlnAa

. Xapaiaumidou

Xat{numouylag




ADV/a1

07.2021/ALOXI CAP!

§ Galenica ac.

Aloxi.

nalonosetron HCI soft capsules

‘Eva kadkio nepiéxel 0.5 mg palonosetron

s HELSINN

Building quality cancer care together

ABriva: EAeuBepiog 4, Kngiong 145 64, t.: 210 5281700,
Beooahovikn: Kouvtoupiotou & ®aociavou 2, Tnh.: 2310 542685
Emornpovikd Turpa tA.: 210 5281731

Turipa ®appakoenaypumvnong Tnh.; 210 5281805

www.galenica.gr

BonBrioTe va yivouv mﬁpuum mo ao@aAy kal
PETE
OAEZ mg umnmaliymz;u EVEPYEIEG IO
ZUpTAnPWVOVTAg TNV uI(IWINH KAPTA»

AigvEpeTar katomv adeiag g
Helsinn Healthcare S.A, EABetia

Mepamépw NAnpogpopies nepidapfavovtal otn
ouvormikn Mepiypagn Xapakmpionkwy Mpoidviog,
To POX Kai TN Jovoypagia Tou Qappdrou.
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Ermotnpovikd Ipdypappa

NAPAZKEYH 24 IOYNIOY 2022

09.30-09.50 nMNpooéAeuon - EyypadEg
09.50-10.00 ‘Evapén Awnpepidag X. ZappBomnoudog
10.00-11.30 Post-Covid Era
Mpocebpeio: X. 2aB86omouAog, A. NikortoUAou
10.00-10.30  O&nyieg yta peta Covid -19 mapakoAouBnon A. Nanaiwdavvou
10.30-11.00  Kap&loAoyLKkEg emUMAOKECG OXeTLLOUEVES e Tnv Covid Aotpwén I. TaAntoldvog
11.00-11.30 Highlights otnv avtipetwrion tng BpopBwong otnv Covid Aoipwén I. Kaiada
11.30-13.00 Kapkivog KepaArg TpaxnAou
Mpoeébpeio: K. BaytoeBavog, £. Tplapidng, A. Osobwpidou
11.30-12.00 Cases ctehoyovwy adévwy
- METAOTATIKO pHeAAVWUA TTOpWTISAG 0. IpiBag
- AbSladopormointo kapkivwua- large cell type mapwtidag A. Noullakng
- Metayxpovn petactaon BnAwdoug kapkvwuatog Bupeoeldoug
otnv napwtida A. Avtwviou
12.00-12.30 Cases head & neck
- Ca OTOUATLKAC KOANOTNTOC HE OUYXPOVO 2° PWTOMADEC Kal
fovrpn HETaoTaon M.H. MBavvakng
- Nedmhaopa apuySalng: H katdppudn tou mpodpavouc K. MartaéoénouvAog
- To SIANUUA TNC AVTLLETWITLONG TWV ETUTAOKWY HETA artO
AQPUYYEKTOUN O€ OXECN UE TNV OAOKANpWonN Tou
BepPaTEUTIKOU OXNLATOC 1. Kookwag
12.30-13.00  ZXOALOOMOG TWV cases 2. Tptapidng, K. BaxtoeBavog, A. Osodwpibou
13.00-13.15 AwdAeippa kadé
13.15-14.45 Emepfatikr) vevovoloyia
Mpoedpeio: O. Kovrakiwtng, H. TitormovAog, Z. Manasupuavouni
13.15-13.45 O pdAog tou evdoPpoxtkol umepnxou (EBUS) otn Stdyvwaon
KoL 0TadLoTolnon Tou KapKivou Tou TiVeUpova K. Noprodng
13.45-14.15 Emdpkela kal kAToAANAOANTa BLomtikol UALKOU KOTA TN
Bpoyxookomnon I. Tpupwv
14.15-14.45 H afomotia tng EBUS-TBNA 0Tn SLayVwaoTIKA Kot LOPLOKN

nipocgyylon Tou NSCLC E. EAeuBepLadng




TO NEOTEPO ANTIANAPOTONO METO EYPYTEPO ®AZMA ENAEIZEQN XTO NPOXNPHMENO KAPKINO TOY NPOZTATH '

MAPATEINETE

mHSPC

=EKINHZTE £
MEXTANDI™

4ETH’

'Otav o1 acBeveic oag mapouala{ouv mpoxwpnpéVo KapKivo Tou TTpooTdn ival Kaipdg yia Spdon.
To XTANDI™ elvai pia amé Tou oTopatog xopnyoupevn Bepanela Lie amodedelyiévn anoTENEUATIKOTNTA GV TRWTN
yeapr) Tou mHSPC, Tou uPnAol kivdivou nmCRPC Kal Tou aoupmtwiarikoU / fma cupmwiarikol mCRPC.

OAPMAKEYTIKO MPOION IA TO OMOIO AMAITEITAI IATPIKH IYNTATH

H otvropn MXIM Tou npoidvroc Snpoaieveral otn oehiba .37, tou napovrog eviimou.

Ta nepartépw minpopopisg oupPoukeuteite tv MXMM nou SiriBerar amd v Astellas Pharmaceuticals AEBE, kardmv artrjoew,
EXNaSa: Nooowopesaxr rpr (Kouri x 112 enahuyéva e emed upévio Sioxia - 40 mg /TAB): €2.261,67

Kimpoc; Auavixry iy pe ONA (Kourd X 112 emxohoppéva pe Aemd upéna Sioxda - 40ma/TAR): €3,009,25

Ormhs JHITTE EVEpyErES elval Vi %), ESGHIEIC, UITEQTOION, KOTAYJOTE, KDITTWON |
mHSPC: penoramed oppovoeuaioBryrog kupxivog tou npoaram), nmCRPC: jn eraotatsos, avEeKTivGG aTov EvoUyIopd, Kpiiveg Tou TipooTT),
m(RPCyeraoarid, avBerTodg aTov evouyopo kapkiveg Tou Tpoatdm

1.Nepvyn Xapampromman Npoioveog XTANDI™, 2.5temberg (N et L. NEngl ) Med 2020; 7-206,3. Beer M etal. Eur Ural 2017, 71: 151-54, 4. Ammstrong
Adetal.)Clin Oncol 2019;37(32): 297486, 5. Hussain Met al. N Engl] Med 2018; 378(26): 24 . Armstrong Al eal. L. Clin Oncol 2022, 40: 1616-22,7. thqun]
Kapaxmparww Mpoidviog Aumparepaviy, 8. Tepihnm Xopoxmpotwan Mpoidviog Anahovrapisng, 9. Mepilrypn Xapaxmpromiv Mpoiaviog Niapakoutapibig

=

Fastella Xtandi
Astellas Pharmaceuticals A.E. B.E.
Amoidou6-8,151 23 Mapodol, ABiva, L i
Trih. 2108189 900, Fax: 216 8008 998 enzaIUtamlde
wwwastellas.comvgr
BonBriare va yivouv 1a qpdppaka mio aopar kal

Tomké Avtinpoownod/ S o AvagEpeTe OAA
i o . 5 TIC AVENIBUUNTEC EVEPYEIEC IO Ta Ppappara
Aavopéag mpoidvry Astellas o Kimpo: iupnAnmeovm( m?;«l( INH K. .g e

Novagem Ltdv, Tnk: 00357 22483858
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nararkevh 24 IOYNIQY 2022

14.45-16.15 Kapkivog tou mvelpova

Mpoedpeio: A. Kaoapdkng, O. Toovda, H. Kottéag
14.45-15.05 To ouvexwg pHeTaBarropevo Tomio oTNV aVTLETWTLON

tou Ztadiou Il tou Mn Mikpokuttapikol Kapkivou Tou

Mvebpova A. Mnokag

sponsored by AstraZeneca

15.05-15.15  SuZitnon
15.15-15.45  Makpoxpovia dedouéva tng avocobepareioag otnv 11

YPOUU TOU peTaoTtatikol MMKT] I. Kopavting

sponsored by 9 MSD ..

15.45-16.05 O poAog tou SUTAOU aVOCOATTOKAELGHOU oTnV 11 ypapun

Tou MMKI 2. Aapmakn

sponsored by W Bristol Myers Squibb”

16.05-16.15 Zulitnon
16.15-17.00 Meonuppivi Alakomnn
17.00-18.00 MeAavwpa

NMpoeébpeio: E. Nkoyka, K. Neaviéng
17.00-17.30 Highlights peAetwyv otnv avocoBepareia Tou HEAQVWUATOG A. MnoUtng
17.30-18.00 Highlights peAetwy twv TKIs otn Beparmeutikry Tou pehavwuatog  A. Kopoylavvog
18.00- 19.30 Xelpoupyikr) OykoAoyia

Mpoebpeio: A. MiyaAdmouAog, A. Auyepvog, I. TptavtapuAAidng
18.00-18.30  TeYVLKEG OYKOAOYLKWV TIOYKPEATEKTOUWY I. TpravtaduAAidng
18.30-18.45  Oplakd EQLPECIUOG TIAYKPEATIKOG KapKivog: Slaxelplon kat

XELPOUPYLKN QVTLETWTILON K. AAudrépng
18.45-19.00  MpoAnUin KAl QVTILETWTTLON EMUTAOKWY LETA amod maykpeatektopy  ©. Adumoupa
19.00-19:15 MpwtokoMa taxelag avappwong (ERAS) petd anod

TIOYKPEATEKTOMN A. Nopapudwtng
19.15-19.30  JulAtnon
19.30-20.00 AwdAegn ARENG 1™ nuépag

Mpoeédpeio: I. MrmoukoBivag

EnevbUovtag oto 0deNog Tou aoBevoug N. AvAwvitng




INNOVIS

Bon®note va yivouv Ta gapuaka mo acgain
Kal AvagépeTe
OAEE 1i¢ avemBUpnTeS eVEPYEIES yIa
OAA ta gpappaxa
ZupmAnpwvovtag Tnv «Kirpivn Kapras
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25 IOYNIOY 2022

YABBATO
09.00-10.30 Ymootnpiktikn Aywyn Mplatpikwv OykoAoyikwv AcOsvwv

Mpoebpeio: A. Kapdapdkng
09.00-09.20  AVTILETWTILON TOU KAPKLIVIKOU TIOVOU A. frupomovAou
09.20-09.40 O pOAOC TWV HGPOVTLOTWY AwK. AmtooTtoAiSou
09.40-10.00  YmOOoTNPIKTIKA TEXVOAOYia 0TNV KABNUEPWOTNTA TWV

NALKLWUEVWV LE KapKivo B. MeyaAooikovopou
10.00-10.30  XxoAwootec: I. Kapaitiavog, M. Toékepng
10.30-11.30 Current Issues otnv OykoAoyia

Mpoeépeio: E. Koouiéng, A. NikoAaiéou, N. MaAAiapou
10.30-10.50  Blomtikd UALKO vs liquid biopsy pros and cons @. Nanayswpyiou
10.50-11.10  KAnpovoplkog Kapkivog avaykaldtnta, dopotl E. ®ouviinAa
11.10-11.30  ctDNA evbeielc mapakololBnong veomAACLWY I. MnaAkoupavidou
11.30-12.00 E&eAiferg otnv AktivoBepamneutik Oykoloyia

NMpoeépeio: M. MavteAdakog, K. Mrtoviou

YTepeOTOKTIKN AkTvoBepameia. ArtoteAéopata-odeAn Tty

teleutaia 15¢etia Evay. MavteAng
12.00-12.15 AwdAsippa kadé
12.15-13.45 Kapkivog Oupomotntikov

NMpoebpeio: X. Manavépéou, M. BAayootépyLog
12.15-12.45  Highlights KAWIKWV LEAETWY OTNV QVTILETWTILON TOU

UETOOTATIKOU OPHOVOAVTOXOU KAPKIVOU TOU TIPOCTATN E. MNepdikolpn
12.45-13.15 O pdAog tng Pet/CT ooV KapKivo TOU TPOOTATN A. ApoUykag
13.15-13.35  Kapkivog vedpou: Nwe petadppalovtal ta Sedopéva Twv

KAWIKWV LEAETWY 0TNV KABNUEPWV KAWLIKA TIPAKTIKA; I. Keoiong

sponsored by% !E:?;En!}!

13.35-13.45 Sulitnon
13.45-15.45 Highlights kAwwkwv peAetwv AvocoBepaneiog

Mpoebpeio: £. KakoAvpng, M. Kapauoulng, D. Mauri
13.45-14.15 Highlights otnv AvocoBeparmeia Tou yaoTpLlkoU Kapkivou N. Atopavtonoulog
14.15-14.45  Highlights otnv AvocoBeparteia Tou yuvalkoAoylkol Kapkivou N. KanodiotpLag
14.45-15.05 Highlights otnv AvocoBepareia tou oupoBnAlakol kapkivou A. Ayopaotog

sponsored by PARRTK

15.05-15.15  ulAtnon
15.15-15.45  Highlights twv Car T-Cell otn Bgparneia Twv cuUNaywV OyKwv.

Elpaote €tolpoy; X. EppavounAidng




Mpv tn ouvtayoypapnon oupBoudeuteite v Mepinyn Xapakinpotikdv Npoidviog nou buatiBetot and 1ov katoxo dbeag kukhogopiag Koo ANOEWS

Bristol-Myers Squibb A E. Bonijote va ivoy ¢ pappuke mo uopais Ku
. . ; Arurng 49-53 & Nponovribog 2. TK. 152 35 Bpinoota, Atuwn Avapépere
k“ll Bristol Myers Squ|bb“ 76 63883 - Bphigoo, TK. 15203, Atk
Tk, 210 6074300 & 210 6074400, af 210 4074333
ApiBpiée T MH 7453601000

OAA Ta gappaxa
Tupminpaivovras v «KITPINH KAPTA»

0-ONCO 7356-GR-2200008/APRZ22
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raeato 25 IOYNIOY 2022
15.45-16.30 Meonuppivi Alakomn
16.30-18.00 Kapkivog paotou

NMpoeébpeio: M. Makpavtwvakng, 1. MarakotovAag, I. PRyacg
16.30-17.00  Highlights kKAwikwv peAeTwy Twv Anti-Her Bepamelwyv. AlyoplBuog A. Dwrtapén
17.00-17.30  Highlights KAWiKWV HEAETWY OTOV TPUTAQ QpVNTIKO KapKivo

TOU pooToU 3. NéBBa
17.30-18.00  Highlights KAwikwv peketwyv Twv CDK4/6 avaoTOAEWV.

ErBiwon. Npwipotepa otadla A. MaKpavTtwvakng
18.00-18.30  Satellite Lecture sponsored by%

Npoedpeio: N. Zevidng oo
18.00 - 18.20 FGFR2b: Evag avaduodpevog BepameuTikog 0TOXOG OTOV

raotpkod Kapkivo A. Baywwvag
18.20-18.30 XulAtnon
18.30-18.45 AwdAsippa kKadé
18.45-19.15 AwdAe€n ARENG 2™ nuépag

Npoedpeio: E. TynoBedadou, A. Kwtodkng

Wuyxokowwvikr otipten Twv Eprpwv-Neapwv Evniikwy

LLE KOPKIVO KO TWV OLKOYEVELWY TOUG B. NtadoUAng
19.15-19.30 AnoteAéopata - Xapetiopoi - KAeiowuo Ainpepidog
19.30-20.30 Expert meeting - Limited Participation sponsored by

NpokAnoelg otn Anuoota Nocokopelaky DOPUAKEUTIKN

Aamavn
19.30-19.35  Eloaywylkd oxoAla A. Bolikng
19.35-19.50  Avapopdwon TwV VOCOKOUELAKWY TIPOUTTIOAOYLOUWY M. KakoUpog
19.50- 20.10 TpéExov kKabBeotwg — Alampaypatevoels - KAelotot

MpoUmoloytlopol X. Kapadavog
20.10-20.30  Avouytn oulntnon




W winMedica

Serving Health for Life

Ma neplogoTePEC NANPOQOpPIES

WIN MEDICA PAPMAKEYTIKH A.E.
O1binodog 1-3 & MNapadpopog ATTIKNAG
0bou 33-35, 15238 XaAavépt

TnA.: 2107488821, Fax: 2107488827
info@winmedica.gr
www.winmedica.gr

y . Alymsys ©
Alymsys ® . I 25mg/ml
25 mg/ml Tukvé Bidupia yia

ukv6 Bidhupia yia : napackevr| dlaNoparog
napaokeur SlahUpaToc - Tipog éyyuon

Tpog {yxum
““EB“"‘COUudurrq unzﬂum(ouudunn

lMa evbognéPia xprion petd and apaiwon

¥ To pappako autd tedel uné cupninpwpatikn napakodedBnon. Auts Ba entpéye 1o ypriyopo
npoobiopiopd véwy niinpogopiilv copaneios.

Znteital and tous enayyedparties uyeias va avapépouv onoicabinote mBavoroyolpeves aveni-
B0pntes evépyeies.

Noooxopeianés Tipés:

ALYMSYS C/S SOLIM 25MG/ML VIAL X 16 ML 728,89 €

ALYMSYS C/S SOLIN 25MG/ML VIAL X 4 ML 186,89 €

Mpw v cuviayoypépnen cupPoureuteite v Meplingn Xapakmpiourin tou Mpoidvios.

*9 0 BonBfate va yivouv ta gdpyaxa nio aopak at
Kdroxog¢ Abetac

* | OAEZ Tig avemBGUNTEG EVERYELEG ia
Kuxch i . OAATa dpuaka
UukAo@oplag mAbx!E[!S? Tupnhnpisvovrag Ty «KITPINH KAPTA»
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Opthntég - Ipbedpot

Mauri David
AyopaoTog AVTWVIOC

ANbLEPNC KwvoTtavtivog
Avtwviou AcTEpLOG

ArnooToAibou Alkatepivn
AUYEPLVOG AVTWVLOC

AuvAwvitng NIKOAaog
Baylwvag Avaotaotlog
Baytoepavog Kwvotavtivog
BAaxooTépyLog Mavaylwtng

Bolikng ABavdaotog
FoAntoldvog lwavvng
MBavvakng Mdploc-HAlag
koyka EAeva

Mpipag Oeddwpog
Atapavtomoulog NikoAaog
Apolykag AnUATELOG
EAeuBepladng EAeuBépLog
EppavounAidng Xprjotog
BOeodwpibou ANetla

Kaiada Mewpyla
KakoAUpng ZTUAavog

KakoUpog MixaAng
Kamobiotptag Nikohaog

KapaBavog Xapdhapmog
Kapaitiavog lwavvng

Emtikoupog KaBnyntrg Oykoloyiag, Turua latpikng, Mavemotio
lwavvivwv

MaBoAdyoc-OykoAdyog, EmpeAntic B Mavemotnuiakr) KAwikn
raBohoykngoykohoylac, I.N. Oecoalovikng Mamayewpyiou

EdkeuopEevog Mevikng XELPOUPYLKAG

ELSIKEUOUEVOC STOUATIKAG M'VOBOTIPOOWTTLKG XELPOUPYIKAG,
Naveruotnuiakn KAwikr A.N.0., Noookopelo «Tewpylog Mamavikohdou»
Avtupoedpog ECPC - European Cancer Coalition, Mpdedpog EAANvikNG
Opoorovdiag Kapkivou - EAAOK

Faotpevtepoldyoc, AteuBuvtrg Fatpevtepoloyiag, I.N.O. «I.
MomavikoAdou»

PhD Medical Manager Oncology Merck

MaBoloyos-OykoAdyog, AleuBuvtrg EZY, OykoAoykod Turpa, M.N. KaBdaiag
JTOPATIKOG M'vaBompoowrtikog Xelpoupyoc, Kabnyntng A.MN.0

MD, PhD, MaBoAdyoc-Oykohoyog,T. Emikoupog Kabnyntrg Maverniotnuiou
Cornell HMA, ETLOTNUOVLIKOG Zuvepyatng, IAZQ Oecoaliag

AvarmAnpwtrc Kabnyntrc, Ateubuvtrg Tou Epyactnpiou « OLKOVOLKWY Kot
Aloiknong tng Yyetag», Mavemotipo Melpatwg, TUAUa OKOVOULKAG
Emotiung

Kapblohodyog Evtatikohoyog, EmipeAntrg B', M.I.N.O. AXEMA

EWSkOG A" QPA, TITNO AXETA

MaBohoyog-OykoAdyog, Kabnyntpla MaboAoyiag-Oykoloyiag, latpikn
YxoAn, Maverotiuo ABnvwy, A" NaBoAoyikr) KAwikr, M.I.N.A. «Aaiko»
ELSIKEUOUEVOC ZTOUATIKAG M'VOBOTIPOOWTTLKIG XELPOUPYLKNG,
Maverotnuakr KAwikn A.N.0., Noookopeio «ewpylog MarmavikoAdou»
MaBoAoyos-OykoAdyog, EmpeAntig A, A’ XnuetoBeparmeutikd OykoAoyikd
Tunua, A.N.O. «Osayévelo»

Mupnvikdg latpdg, Emotnuovikog YrevBuvog Tunpatog PET/CT Bloiatpikng
Qeooalovikng

MaBohoyoavatopog, MD, PhD,MBA, IFCAP, AteuBUvwv ZULBOUAOC
«IZTOAIEPEYNHTIKH»

MaBohdyos-OykoAdyog, latpko AlaBaikaviko Kévtpo@eooahovikng, Mpwnv
AvarAnpwtrg KabnyntrgMavemotnuiov UCLA

AktvoBepareutn OykoAdyog, ErpeAntpla A, Tuua AKTVOBEPATIEUTIKAG
Oykohoyiag, M.I.N.O. AXEMNA

AvarmAnpwtpla Kabnyntpla Alatoloyiag A.M.0

MaBohoyos-Oykoloyog, Kabnyntrig MaboAoyiag Oykoloyiag
A.1.0.,AteuBuvtrg, Oykohoyikr) KAwikn, M.I.N. AAe€avEpoumoAng

Access Value Lead Oncology & PHC

PhD, NMaBoAdyog-OykoAdyoc, EmpeAntrig B', OykoAoyko Turua, M.IN.
Motpwv

JUppovhoc Yrioupyou Yyeiag

AW Emtik. KaBnyntrg Xepoupyikng, Mavemotrio ABnvwy, AleuBuvtnic,
Xetpoupyikn KAwikr), Noookopeio Eppikog Ntuvav Hospital Center, T.
Yuvtoviotrc AtleuBuvtrig, OykohoyLkr) Xetpoupyikr) KAwikn, FA.O.N.A.

«O Aylog 2aBRagy», Mpoedpog EMnvikrg ETatpeiag Xewpoupyikng Oykoloylag
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Kapapoulng Muxani
Kapbdapdkng AnuntpLog

Kaoopdkng AnunAtpLog

Keolong Mewpytog
Kovtakiwtng ©@e6dwpog

Kopavtlrg Immokpdtng
Kopoyldvvoc ABavaotog
Kookuvag lwavvng
Koouiéng Evotpatiog
Kottéag HAlag

Kwtodkng ABavaotog
Kookwag lwavvng
Aaumakn Zodia
Aoulldkng ANEEavEpog

Adumoupa Oeodwpa
NERBa Zodia

Makpavtwvakng AvSpeag
Eudyyehog
Makpavtwvakng Mapig
MaMapoU NikoAéta

Meyahootkovouou Baoilelog

MixaAOOUVAOG AVTWVLOG
Mrahkoupavidou lwavva
Mrokag ANEEavEpOg
Mréviou Kwvotavtiva
MroukoBivag lwavvng
MroUTng Avaotdolog

Neavidng Kwvotavtivog

MaBohoyos-OykoAodyog, Kabnyntrc, latpikr ZxoAn, E.K.M.A.

KaBnyntng AktivoBepameutikric-Oykoloyiag, Kooprtopac2.EY.,
AlevBuvtrig, Movada AktivoBeparmeuTikng OykoAoylagKaL ZTEPEOTAKTIKAG
AktwvoBeparneiag, latpkn 2xoAn, Mavemniotr o Matpwy
MaBoAdyog-OykoAdyog, AteuBuvtrg B' OyKohoyKNGXNUELOBEPATTEUTIKAG
KAwikng, A.N.O. «Qesayévelo»

MaBoAdyoc-OykoAdyog, KAwikr «Ayloc Aoukag», Oeaoaovikn

KaBnyntng Mveupovoloyiac, Zuvtoviotng AteuBuvtng MNVEUUOVOAOYLKNG
KAwikrg AMO, KAwikry Aylog Aoukag, Oecoahovikn

MaBohoyog OykoAdyog, KAwikr) Aylog Aoukdc, Oecoalovikn
MaBoloyog - Oykohoyog, «Mediterraneo Hospital»,PAudada, ABriva
Eldikevopevog A' QPA, NMING AXETA

Emikoupog KaBnyntng, latpikr ZxoAn, A.M.0.

MD, PhD, MaBoAdyoc-Oykohoyog, Av. Kabnyntrg Maverotnuiou ABnvwy,
Oykohoytkr) Movada, .N.N.O.A. «H Zwtnpia»

Av. KaBnyntrig Naboloyiag - Oykohoyiag, latpikn 2xoAr, MaveniotiuLo
OeooaAiac, AteuBuvtr|g, Oykoloyikr KAwikn, M.I.N. Adploag
Eldikeuopevog A' QPA, TITNG AXEMA

MD, PhD, Mveupovohoyog, Akadnuaikog Yrotpodog A.MN.0.,
Mveupovoloyikn KAwiki A.M.0., Tunua Huepnotag NoonAelag
XnuetoBeparmewwy, . N.O. «I. MamavikoAdou »

EldIkeuOHEVOC ZTOUATIKAG M'VOBOTIPOOWTTLKIG XELPOUPYLKNG,
Naveruotnuiakn KAwikr A.T.0., Noookopelo «ewpylog MamavikoAdou»

EldkeuopEeVn XELPOUPYLKAG

MD, MSc, PhD, MaBoAdyog-OykoAdyoc, latpikd AlaBaikaviko Kévipo &
«BLOKAWLKN» Ogcoalovikng

Edikeuopevoc Maboloyiag-Oykoloyiag, A.N.O. «Oeayévelon

MSc, PhD, MaBoAdyoc-Oykoldyog, latpikd AlaBaAkaviko OecoaAOVIKNG
MaBoAdyog Oykoldyog, Erperntpla B, I.N. KaBaAag

KaBnyntng Turipatog Mnxavikwy HAEKTPOVIKWY YIOAOYLOTWY KAt
MAnpodopkng, MoAutexvikn ZXoAn, Mavemotuo Natpwy

KaBnyntng Xepoupykng A.M.0., AtcuBuvtrg A’ MpomaldeUTIKAG
Xelpoupytkng KAwikng, M.M.N.O. «<AXEMA»

BloAdyog, Metadidaktopikr Epsuvitpla, Oykoloykn KAwikn, M.1.N.
Ahe€avEpoumoAng

MaBohoyog - Oykohoyog, A’ MaBoloyikry OykoAoyikr) KAwikr, A.N.O.
«Oeayévelon

AktvoBepaneltpla-Oykohoyog, Empelrtpla A, AKTvoBeparmeuTiko-
OykoAoyikd Tunua, A.N.O. «Osayévelo»

MaBoAdyog - Oykohoyoc, AleuBuvtrc MaboAoyikncOyKkohoy kG KAWVIKAG,
BlokAwikr) ©eccahovikng

MaBoAdyog-Oykoldyog, EmpeAntig A, A’ Mabohoyikry OykoAoyikr KAwikn,
A.N.O. «Qeayévelo»

MD, MSc, MaBoAdyog Oykohoyog & KAwikdg OykoAdyoc, AleuBuving
Oykoloytkng KAwikrc 424 TENE
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NikoAaibou Avaotacia

NikortoUAou Avva
NtadoUAng Balog

Zevibng Nikohaog
MavteAdkog Mavaylwtng

MavteAng Euayyelog

Mamayewpylov Qwtevn
MNaradonovhog Kwvotavtivog
MomagUpavoun STuliavn

Maraiwavvou AVTwviog
MarakotovAag MavAog

Maravépéou Xprnotog
Mapapubwtng AavinA

Mepdkolpn EAEvN lodwpa
Moprodng Kwvotavtvog
Priyag Mewpylog

YaBBomovAog Xprjotog

JnuponouAou Aéomowva
TipoBeadou EAévn
Titémouhog HpakAng
TplavtaduAAidng lwavvng
Tplapidng 2tédavog
Tpudwv ITavpog
Toékepng MeptkAng

Tolouda Oeodwpa

@ouvtinia EAévn
Quwtapéhn Ayyehkn

MD, PhD, MaBohoyoavatouog, AleuBuvtpla, Maboloyoavatoptkod Tunua,
A.N.O.«Oeayevelo»

MaBoAoyog - Aotpwélohoyog, Ertipentpla A EXY, I.N.O. «[. MamavikoA&ou»

MNawdouyiatpog, Ateubuvtrc tng MNawdouxtatpikng KAwikrg, I.N.O.
«ITmoKpATELO»

MaBoAoyog-OykoAdyog, Emtikoupog Kabnyntng KAwikig Oykoloyiag, A.M.0.
AktvoBepareutng OykoAdyog, MD, PhD, AleuBuvtrig, Cyberknife,
Tomotherapy, OUAOG «laTpOTTOALG»

Emikoupog KaBnyntng, Epyactripto latpikng Guaotknc, latpikr ZxoAr,
E.KILA.

PhD, Diagnostics Lead Oncology AstraZeneca

Edikevopevoc A'QPA, MTNO AXETA

MaBoloyoavatdpog, AleuBuvtpta Maboloyoavatoptkol Epyaotnpiou
I.N.O. «[.TMomavikoAaou»

MVeUOVOAGYOC, ETLoTnOVIKOG ZuvEPYATNG MVveuovoloykng KAWVLIKAG
ANG

MaBoloyog - Oykohoyog, AleuBuvtng, A’ XnueloBepameutikd - OyKoAOYLKO
Tunua, A.N.O. «Oeayévelo»

Ou. KaBnyntng Maboloyiag-Oykohoyiag, A.M.0.

AvarmAnpwtrg Kabnyntrc Xelpoupytkng A.M.0., A’ MponatdeuTikr)
Xelpoupytkr) KAwikr A.M.0.

MD,MSc MaBordyoc Oykohoyog EmpeAntnc B” I.N. BoAou « AXINOTIOUAELO»
MveupovoAdyoc, AvarAnpwtrg Kabnyntrg A.MN.0.
MaBohoyoc-OykoAoyog, EmueAntrg A" EZY, Emiotnpovikog YreuBuvog,
Movada XnueloBeparmeiac, I.N. BoAou « AXINOTTOUAELO»

KaBnyntng MNaboloyiag A.MN.O, AtcuBuvtng A MpomatdeuTIkAg
MaBoloykng KAwviknc kat Movadag Augnuévng Opovtidag (Stroke Unit),
Maverotnuako Meviko Noookopelo Osooahovikng «AXEMAY, European
Society Hypertension Center of Excellence

Aéxtopag AktivoBeparmeuTikng Oykoloyiag, latpikd Turua Maverotnuiou
MNatpwv

Av. KaBnyntpta, AleuBuvtpla, KAwikr) MaboAoyikrg OykoAloyiag A.M.0.,
I.N.O. «[amayswpyiou»

MD, PhD, Emeppatikog Mveupovohoyog, AleuBuvtrig MNVEUOVOAOYLKNG
KAwikng latpikot AlaBaikavikot Oecoaiovikng, Mpodedpog Etalpeiag
Noonuatwy Owpakog EAadog

AleuBuvtrc Xelpoupytkol Tunpatog revikov Nocokopeiou KaBahag
KaBnyntig Qropwvolapuyyohoyiog A.M.0., AtcuBuvtric A QPA KAVIKAC
A.N.0., AvamAnpwtrc Npoedpog latpikig A.M.0

MD, PhD, FCCP, FERS, AleuBuvtnc EZY, Mveupovohoyog, I.N. «I.
MomavikoAGou»

KaBnyntng AktivoBepareutikrg Oykohoylac, Mavemotrulo lwavvivwy,
AlevBuvtrig Tunuatog AktivoBeparmeutikng Oykoloyiag, M.IN. lwavvivwy
MD, PhD, MSc, NMveupovoloyog, AteuBuvtpla MveupovoloyLkou
OykoAoytkoU Tunuatog A.N.O. «Oeayévelo»

MaBoAoyos-OykoAodyog, Etbikoc, KAwikn "Aylog Aoukac"

MD, BSN, MaBoAdyog OykoAdyog
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Awopydvwon
EAANvIKN ETatpeia Mplatpikng OykoAoyiag

Huepopnvia Sie§aywyng
24-25 louviouv 2022

Xwpog Ate§aywyng
Zevoboyeio THE MET
26n¢ OktwPpiou 48,
Qeoocalovikn 546 27
™A. 231 001 7000

To ZuveSpLo Ba TPOBAMETAL TAUTOXPOVA SLASIKTUOKA LECW TNG LoTooeAiSac www.livemed.gr

0&nyisg Atadiktuakr MapakoAolOnong

Eav elote véog xpnotng mapakalolpe akohouBriote Tn Sladikacia dnploupyiag
AoyapLacpol cupmAnpwvovtag Ta anapaitnta nedia oto Livemed (matrjote oto nedio
Register / Eyypadn). H Snuiouvpyia Aoyaplacuol sivar Swpedy Kat UTIOXPEWTLKI yLa TNV
mapakololBnon twv olAlwY. Edv éxete Adn Aoyaplacpd oto Livemed xpnoLpLOTOL|0TE
Toug kwdlkoU¢ oag yla va ouvoebeite, emAéEte amod TO pevou TNV katnyopla Live, To
oULVESPLO Tou BENeTe va apakoAoUBNCETE kAl 0TN CUVEXELX TO £KoViSLo Go Live i Go
Virtual.

@ 3TN ouveéxela yla va ouvdebeite pe tnv aibouoa, emiAéyete amd TO UEVOU TIOU
==’ eudavileTal 0To KATW HEPOG TNG 080vVNG oag, TNV «AiBouca Zuvedpldcewv»

Eav cacg evlladépel va MapaAdPeTte MLOTOMOWNTIKO, Ba TPEMEL va TPAYHA-
TOTIOLNOETE TNV €YYPAdH 0AG OTO CUVESPLO HECW TNG ELKOVLKAG «Mpappateiog, ma-

@ TWVTOC TO avtioTol o elkovidlo «Eyypadni» wote va apyiost va kataypddetat o
Xpovog mapakolouBnong.

Mopra Zuvex{opevng latpikrg Eknaidsuong
Jupdwva pe ta kpttnpla tng EACCME-UEMS Ba xopnynBouv popla Zuvextlopevng
latpkng Ekmaidevong (CME-CPD credits).
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NapaAaPr) Mwotonowntikov

To MLOTOMOLNTIKO tapakoAouBnaong Ba eival SLaBECLUO PUETA TO TEPAC TWV EPYATLWY TOU
Jeplvaplou o 660UG CUVESPOUG EXOUV KAVEL eyypadr]. Altapaitntn mpoinobeon yla tnv
TmapaAafr) Tou TLOTOTIOLNTIKOU TtapakoAouBnong lvat n CUUTARPWGN TOUAGXLOTOV TOU
60% TWV OUVOAKWY WPWV TOU ETLOTNUOVIKOU TIPOYPAUUATOS KAl N NAEKTPOVIKN
CUMMANPWON TOU €pwTnpatoloyiou aflohdynong tou ouvedpilou. O aplBuog Moplwv
Juvexllopevng latpkng Ekmaidevong (CME-CPD), Ba umoAoylotel Bacel Tou xpovou
napakoAovBnong mou Ba kataypadet otnv mAatdopua Livemed ylo 6coug €xouv
SladIKTUaKr) mapouacia Kal 0To cUCTNUO KAaTapeTpnong otnyv eicodo tng aibBouoag yla
000U¢ €xouv duatkn Tapouacia. Mwotomnontiko S pmopel va 6oBel yla tnv on-demand
napakoAovOnon.

Ol GUULETEXOVTEC UTOPOUV VA TTAPOAABoUY TO TILOTOMOLNTLKO Toug aneubeiag amnod
@ mv mAatdopua péow tou mediou «MapalaPBr) Miotomointikol», TO oOmnolo
€VepYOTIOLE(TAL HETA TN AN Tou Zuvebplou.

pappateia

@E\/EMLS & Travel Solutions

ET.S. Events & Travel Solutions A.E.

154 El. Venizelou str., N. Smirni, Athens, Greece, 171 22
Tel.: +30 210-98 80 032  Fax: +30 210-98 81 303
E-mail: ets@otenet.gr ets@events.gr

Website: www.events.gr

AnayopeUetal pntd n avanopaywyn, avadnuooievon, aviypapr, anodnkeuan, nwinon, uetadoon, Stavoun, k600N, EKTE-
Aegon, Ayn (download), uetappaon, tpomornoinon Ue omolovSNIOTe TPOTO, XWPLG TN PNTI IPONYOUUEVN EYypapn cuvaiveon
¢ Etaupiag, Tou ouvolou 1 pépoug Tou meptexougvou tou lMpoypduuatog. H E.T.S. Events & Travel Solutions entipuAdoostat
PNTWS TAVTOG VOULIOU SLKALWUATOG TNG yLa TN StapuAaén Twv SIKalwUATwY TVEVUATIKIG Kot Blounyxavikng tdtoktnoiag. Mo
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# NAPTE TON EAEMXO ME

NCABOMETYX' | TocABOMETYX® A
(cabozantinib) tablets | TOYZ AZOENEIZ AZ

To CABOMETYX® w¢ avacToAfag TUpoaivIKIG Kivaong (TKI) kai
a1 TOU OTOMATOS BepaTTeia ETTEDEIEE OTATIOTIKG OTHAVTIKI
BeAtiwon Twv PFS,0S,0RR? yéow NG avaoToAg Twy

mmapayoviwyv MET, AXL, VEFGR® og 6A£g TiG KAIVIKEG HEAETEG!

NegpokutTapikd Kapkivwpua

1" Fpappr’
Ze eVNAIKEG QOBEVEIG JE TTPOXWPNHEVO VEQPOKUTTAPIKO KapKivwHa evBIGHEDNS )
QTWYIC TPAYVWANG, ol otroiol dev xouv AdBel TTponyoUpevn BepaTeia.

Ze ouvBuaopé pe VIBoAOUPAUTTN, EVBEIKVUTAI YIa TNV BepaTreia TIPWITNG YPAUHNG OE
eVAAIKEC OOBEVEIG PE TTPOXWPNHEVO VEPPOKUTTAPIKO KapKivwpa.
2" pappn’

Z& eVIANIKEG aOBEVEIG PE TIPOXWPNHEVO VEQPOKUTTAPIKO KAPKiVWHA HETA aTTd
TrponyouUpEevn oToxeUouoa BepaTreia ayyeiakou evBoBnAiakou augnTikou Trapdyovia
(vascular endothelial growth factor, VEGF).

HmrarokutTapiké Kapkivwpa

2" Tpappn’

EvdeikvuTal wg povoBepatreia yia Tn Bepateia Tou NITATOKUTTAPIKOU
KApKIVWHaTOg O€ EVIIAIKEG ATBEVEIG TTou Exouv AdBEl TTponyoupevn Bepateia
HE COPUPEVIPTTT.

A10@OpOTTOINHEVO KAPKIVWHO BUupEOEIBOUG

2" [pappn’

Z& eVAIKEG aaBEVEIG PE TOTTIKG TIPOXWPENHEVO 1] HETAOTATIKO, BIAQOPOTTOINHEVO
KapKivwpa Bupeosidolc (DTC), avBexTIKG 1 un katdAAnAo yia Beparreia pe
padievepyo 1wdio (RAI), TTou £xouv TrTapoucidoel eEENIEN TNE VOCOU KaTtd Tn
Sidpkeia ) YETA atmd TTponyoUpEvn oUCTNHATIKY BepaTTeia.

To CABOMETYX® £xe1 éva Siaxelpioigo TTPpo@iA aVEKTIKOTNTAS KAl AO@QAAEIAG, TO OTIOI0 £XEI
amodeix0ei og OAEC TIC KAIVIKEG MHEAETEC TTIPOOPEPOVTAC OTOUG aoBeveic TroidoTnTa Jwiic’

IPSEN MON. ENE 2

ATI0OY AHMHTPIOY 63 , 174 56 AAIMOZ, AGHNA P

THA.: 210 9843324, 210 9858930, FAX: 210 9887911 I ’ SEN
b ! Innovation for patient care

E-mail: ipsenepe@ipsen.com

http://www.ipsen.gr

TnAépwva pappakoeTrayputvriong: 210 98 43 324, 210 98 58 930

va yivouv T aohahi kai

1. NMepiknyn XapaktnpioTikwy MNpoloviog-AlaTiBeTar ammé Tnv ETaIpEia

? Avadépere
2. PFS:Progression Free Survival, OS:Overall Survival, ORR:Overall Response Rate OAEE g avemBUnTe EvEpYELES yia
3. MET:Receptor Tyrosine Kinase, AXL:Receptor Tyrosine Kinase, _ OM ta déppaxa
VEGFR: Vascular Endothelial Growth Factor Receptor, A BORHIOYICL TV AT PRI A

4. DTC: Differentiated Thyroid Cancer, RAl: Radioactive lodine

5 CABO-A/MAY2022




BINOZAR/321/1 11/2021

A3, DEMO asee

BIOMHXANIA ®APMAKAON

BINOCRIT

epoetin alfa

ZARZIO

filgrastim

BorBrrin va yivouy 1o pappone o oopakn
¥ Avogépere
OAEE 11g ovemBijanies evegeres yia
ORA 1 péppara
Supmnpivavics my cKITPINH KAPTA

Mpv T ouviayoypagnon
cupBouleuBeite my wAnen Nepidnyn Twy
XapakmpioTikav Tou kabe MNpoiovtag

MpowBziTar awo v eTaipeia:

A Novartis DEMO
SANDOZ :.::: N ABEE
KAK: Sandoz GribH BIOMHXANIA ®APMAKQON

Biochemiestrasse 10, A-6250 Kundi, Auorpia 21° yhp EBv. OBot ABnviv-Aapiag,
Iroixeia emkovwyiag omnv EAAada: Novartis (Hellas) A.E.B.E./Sandoz division 145 68 Kpuovepl, Atmikng, EAAada
OpaykokkAnoas 78, 151 25 Mapotor, ABqva, Tnh.: 210 2811712, ©af: 2106857655  T: +30 210 8161802, F: +30 210 8161587



OGIVRI/337/ 022022

givri
(trastuzumab)

Bon@iore va yivouv 1a pappoka o aopakn
e Avaptpere

OAEX rig ovemBOpnTeg evepyeies yia
DA 10

ppawa
Eupmhnpimovrog mv «KITPINH KAPTA»
Mpiv m ouviayoypagnan oupBoueubeite

mv mAfpen MepiAngn Twv
XapakmpigTikiv Tou TIpoioviog.

& VIATRIS

New KAK: Viatris Limited, Iphavsia
Generics Pharma Hellas
Ay. Anpnrpiou 63, 17456 Akipog

; MNpowBeiTe amwd Ty evaipeia:
) DEMO agee

21° yAy Ev. OBol ABnviuv-Aapiag,
145 68 Kpuovépl, Armixiig, EMada
T. +30 210 8161802, F: +30 210 8161587




MO KAPKINO TOY MAZTOY (EB
ETIKOYZ AEM®AAENEE, [t

ENIZXYZTE
THN EATIAA

BonBrjote va yivouv Ta pdppaka mo acgahr) Kal AvapépeTe:
OAEE Tic avemBuuntec evépyeieg yia OAA ta pappaka Zupminpwvovtag tnv «KITPINH KAPTA»

S, NIV

: m%a nsp|ocowpeq.nhrfpmpoplaqoneueuveé*ﬁ ;rrnv Ef'g‘ ipeia
> Y

EHI ~ UH Nepidnyn Teov quq&lr_]pmﬂxmv Tou'ﬂpméwoq givai crq,&ﬁeaﬁ cm;
C AvalnTAoTe TNV and EKAPOCWNO TG ETAIPEIAG ) OTOV UNEPT
43 % \https </ wwwlilly. grllandmg—pages/vb:zemos-ZﬂZZ -kk/ f cn?vépa:rs ‘m}gwﬁmo QR &

; & - < S
[ ]
e %n — 5, | \\
2l N G®APMAZEPB-NIAAY A.E.B.E. FuvbeBeite pe T OAPMAZEPB-AIAAY
( ‘| ) d 15° A, EBviknc 0600 ABnvwv-Aapiac, 14564 Knegiolg, OTa KoWWVIKG SikTua

g THA.: 210 6294600, FAX.: 2106294610
DAPMAZIEPE info@lilly.gr, www.lilly.gr u m

VERZENIOS_EBC/ADY. Blank_ 4/2023 .
-



RELIGAN"

/ymoplex®

www.genepharm.com

18% xAp. Aewpopouv Mapabuvog ene harm
153 51 MaAAnvn, EAAGSa

T.210 603 9336, F. 210 603 9402
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YTevaGrastim

somu, 48y "
*
KAK: TEVA GmbH, GERMANY
Tpénog BidBeong: MNepiopiopévn aTpikf ouvTtayn. H Sidyvwaon kai/f) n évapén
TnG Bepansiag yiveTal 08 VOTOKOUEIO KaI Pnopei va ouveyileTal ekTog
VOCOKOUEIOU UNO voookodelakn napakcholBnor.

Myocet liposomal \
2mg/ml(50 mg) (liposomal doxorubicin) J
KAK: TEVA B.V., THE NETHERLANDS

Tponog diaBeang: Me nepiopiguévn 1QTPIKA ouvTayr.
Movo yia vogokopeiakn xpnorn.

Pazenir:

5 mg/ml
(paclitaxel formulated as albumin
bound nanoparticles)

KAK: RATIOPHARM GmbH, DEUTSCHLAND
Tponog BidBeang: Me nepiopiopévn 1aTpikn ouvtayr).
Move yia vogoxoueiakn xprion.

Armisarte®

25 mg/ml  BTx1VIALx20ML
(pemetrexed as pemetrexed diacid)
KAK: ACTAVIS GROUP PTC EHF., ICELAND
Tponog diabeong: Me neplopiapévn 1QTPIKE cuvTayr|.
Mévo yia voookopeiakn xprion.

Acti ﬂ@

(fentanyl ci
200 mcg, 400 mcg, 600 mcg, 800 mcg, 1.200 mcg

KAK: TEVA PHARMA B.V., HAARLEM, THE NETHERLANDS

Tponog diabeong: EidikA auvTayr yia @dppaka nou
unayovtai oTig Siatageig Tou N.1729/87, Mivakag I

www.teva.gr

Ze nepintwon exBoang véou Aehtiou Tipdv Qappdkwy, IGXUOUV I VEGTEPES TIHEG.
Nocokopsiakig Tipgg: » TEVAGRASTIM INJ.SO.INF 30MIU BTx 5PF.SYR: 122,83€. » TEVAGRASTIM INJ.SO.INF 48MIU BTx 5PF.SYR: 198,23€.
s PAZENIR PD.SUS.INF SMG/ML BTx1 vial x100 mg: 123, 14€ « MYOCET PD.S.CD.I ZMG/ML BT x 2: 698,45€
* ARMISARTE C/S.SOL.IN 25MG/ML BTx1VIALx20ML: 712,92€ « ACTIQ LOZ 200MCG/LOZEN BTx30: 126,65€
¢ ACTIQ LOZ 400MCG/LOZEN BTx30: 135,51€ « ACTIQ LOZ 600MCG/LOZEN: 136,35€
* ACTIQ LOZ 800MCG/LOZEN BTx30: 736,35€ « ACTIQ LOZ 1200MCG/LOZ BTx30: 136,35€
MNeparépw nAnpowpopieg SiatiBevral and Tn Specifar A.B.E.E., katoniv arrfjoswg,.

Zuv-npowBnon: Specifar AB.EEE,,

Bonfijote va yivooy Ta @appaKa mo aopuii] Ko 'Edpa/Epyootaaio:
Avagépers 28nc Oktwpfpiou 1, Ay. BapPRape, 123 51
OAEZX i avemBopnteg evépysies na Tpacpeia Epynopikot Tufpatog:
OAA ta gpappoka Newp, Kngigiag 44, Mapoua, 151 25
Zopmiqgpavevras Ty « KITPINH KAPTA» Tnh: 211 8805000 Fax: 211 8805120

Ap. lE.MH.: 000228201000



M
NUBEQA

(darolutamide) i5e

Bon@rjae va yivouv Ta @dppaKa mo ao@oAr Kai
AvageEpeTe

OAEZ mig avemBupnTeS EVEPYEIES Yia
OMA 1o @dppaka
ZupmAnpwvovtag Tnv «KITPINH KAPTA»

EANada: Bayer

Tonikég avrinpdownog T8
Kinpo: Novagem Ltd, Tri

Turipa larpikig MNAnpogpdpnang
TnA: +30 2106187742, ©at: +30 210 6
Email: medinfo.gr.cy@bayercom

[Mpiv Tn ouvrayoypdenan cupfolAcuBeite
v [epidnpn XapakmnpioTikoy Tou ﬂpo\’équ. :
PP-NUB-GR-0006-1 i



UErIeadaW " (- Zytiga

(apalutamide) tablets \_- abiraterone acetate

H AYNAMH THZ ENIAOTHL

ATIOTEAECHOTLKEG BEpaTIELEG
TIOU OTOXEVOUV OE CUYKEKPLUEVA aTAdLa
TOU KapkKivou tpootatn'?

ETiLokeptelte TO
Janssen Medical Cloud
okavdpwvtag to QR code

BipALoypapia:
1. ERLEADA?® MepiAnyn twy XapaktnpLotikwy tou MNpolovtog,.
2. ZYTIGA® MNeplAnbn Twy XapakTnpLlotikwy Tou MNpotdvioc,

BonBnote va yivouv Ta (pdppaka mo acpahr Kat

Avagepere 7 To pappako autd tehel und cupPTANPWHATLKA TTapakcholBnaon.

AUTO Ba EMTPEYEL TO YPIYOPO TIPOGSLOPLOHG VEWY TIANPOPOPLWY OOPAAELAC,
Znreitaw amo Toug enayyeApatieg uyelag va avapépouy omoLECSToTE
mBavoloyoUpeveg averilBUONNTES EVEPYELEC.

OAEZ 11 avemBUpnTeC EVEPYELES Yia
OAA ta gpappaka
ZupnAnpuwvovtag Tnv «KITPINH KAPTA»

O MeptAnels Twv XapaktnploTikwy twy Mpotovtwy Bplokovtal ot EMOpEVES OEALSEG.  —

JANSSEN-CILAG ®APMAKEYTIKH A.E.B.E. janssen , Oncology
Aswipopog Ewprivng 56, 151 21, Melkn, ABrva, TnA.: 210 8090000

WwWw jaHSSF_‘ﬂ Lcom.gr PHARMACEUTICAL COMPANIES OF gcsmruuugvﬁmuu

CP-303401_ERL_0322_004



Letrafem?®

Alokia AetpoCOAnc

E E ARITI A.E. AOHNA: Asw. Tatolou 52,

}' Y 13677 Axapvéc
TnA.: 210 8002650 - Fax: 210 6207503
E a www.ariti.gr - info@ariti.gr

2.5 mg

| m®
:n!l]] Siza

AN T W 6lov Jw??f.v 7o



BIOKOXMOL

RADIOPHARMACEUTICALS

e Alayvaon pe PSMA-PET

e O¢pameia pe RLT-PSMA

BIOKOIMOZ A.E.B.E.
MAPATQrH PAAIODAPMAKQN
‘E&pa: @ion Naveppog, 19500 Aabpio
Ymok/pa A': BINA Aakképarog, 63080 N. Kahikpareia
Ymok/pa B': Acwp. Bovhiayuévng 150, 16647 Thupada
THA: 22920 63900 | FAX: 22920 69235
www.biokosmos.gr
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Tpénog EudBeong: Mepiopopévn iaTpikn ouviayh,

H Bidyvwon &/f n évapgn e Bepaneiag yiverol oe voookopeio

& pnopel vo ouvEXIZEToL EKTOS VOOOKOKEIDU UNG VOODKOKEIKN nopakoAolBnan
Noookopetakn npn: ZIEXTENZO INJSO.PFS 6MG BTx1 PF.SYR 292 09€

W o pdpuako autd TeAst BoneroTe va yivo aapan)
uiné GupENANPWUANAN NapakoAcdBnan : & Kol Mma ikt
OAEZ Ti QVEMIBULTTIES EVEAYEIES
Npwv 1 ouvrayoypdpnon oupBoukevBeie Y10 OAA 1o pdppaxa
mv TepiAnigin Xapaxmpionxdv Tou Mooidviog TuprAnpavoviag my «KITPINH KAPTA=

nou aniBeral o endpevn oediba

Q' ZIEXTENZO

pegfilgrastim

%

:

i
. L

SANDOZ: ;"
Division

KAK: Sandoz GmbH

Biochemiestrasse 10, A-6250 Kundl, Auatpia

Iroixeio emkovwviog oty EAAada:

Novartis (Hellas) A.E.B.E/Sandoz Division

®paykokkhnowdg 78, 151 25 Mapouoi, ABriva

Tnh.: 2102811712, ®ak: 210 6857655



=
TECENTRIQV

atezolizumab

CONNECT

WITH PURPOSE
'] 4

TECENTRIQ® 1.200 mgq mukvé SidAupa yia napackeun SlaAlpatog mpog éyxuan,
TECENTRIQ®1.200 mg: » EAAGEa N.T.: €3.286,21 €- A.T.: 3.951,72 € - Kinpog M.A.T. 4.382,09 €
TECENTRIQ® 840 mg nukvé didAupa yia mapaokeun SiaAipatos mpog €yxuon,
TECENTRIQ® 840 mg: - EAAGOQ N.T.: 2.161,75€ - A.T.: 2.618,66 € « KUnpog MA.T.: 312223 €
Tpémog AidBeong TECENTRIQ™ Me mepiopiopévn iatpikii ouvtayn:

S8 PRIX GALIEN GREECE ¥4

p 9B O,
Movo yia voookopeiakn xprion and yiatpd pe katGAAnAn eidikeuon kai epneipia. Ohiva 2 9
Nepaitépw nnpooples SiatiBevial and Tov kdtoxo g G3eias kukhagoplag katéniv aTioews. RAMTEPO BIOTEXNOAOITRO TTPOION
wwwprisgatiomgr
EAAdSa: Roche (Hellas) A.E. To ¢dpyono autd tehel und auyr) f mopaxohodénon. H avapopa mbavoloyods i o
Ahapdvag 4 & AsAgidv, EVERYEILN PET aNG TR i h oIt TG, Eivel onpaviai. Ennpéne) BonBrioTe va yivouy Ta ,ﬁ“m o aapahi Kat =
151 25 Mapoda, Attiki ™ ouvexn naparohoulnan T akEang u@:}\w: GOy ol popuawetixo) npoiviog. Mpefier va yiveran ;}
A 210 6166100, fax: 210 6166159 9¥OpOpETH avETNBITTEN EvEpTENY. O vy e evEpyme b e v vy e OAEE mrmﬂﬁwnu; evépyeeg 2
email: hellas.medinfo@rache.com EMdde om Movado Gopuareenoypiminang g Roche (Hellas) AE, ete omootélhoviog email LS sl =
- M s (hellasdrugsafety@roche.com), cie heavmdy; (430 2106166100) A péow Baf (+30 210 £104524). =
iuﬁznzgzrog (:(:pﬂ:: VP“:L":'}:T}"?;:WVIK) Kimpog: oto Tuhija Gappaxoencypimnang g TA. Twoyamg & Zio Atd, eite oncoeMovag e-mall EUU"WWTUCTI]‘MK}TPINH KAPTA» ‘24
OGO KT b (drugsafetystamatiscom, i T epeyivis (4357 -2276 62 76)1 i Gof (4357~ 2 257300 5]

A +357 -22 766276



@AKkynzeo

netupitant/palonosetron

‘Eva kawdxkio nepiéxet 300 mg netupitant kat 0,5 mg palonosetron

02.2020/AKYNZEQ/adv 01

Building quality cancer care together

& Galenica ac. 22 HELSINN

A8rva: EheuBepiag 4, Kngioid 145 64, TnA.: 210 5281700, Mavépetan katdniv adefag mg Helsinn Healthcare S.A, EABetia
Bgoocahovikn: Kouvroupiwtou & ®aaiavou 2, TnA.: 2310 542685

Emornpoviké Tpnpa A.: 210 5281731 Bon@riore va 'i“"'xm Gappaxa mo agpakr Kol ) ) )

Turpa ®appakoenaypunvnong tA.: 210 5281805 OAEE Tig aveEmBUpNTES EVEPYEIES Yia I'IEpuus_pm nhnpmqoplaq nEpL?\clpBu‘vnvtal om
www.galenica.gr Ta Ka ouvorkn Mepypagpn Xapaktnpiotikay Mpoidviog

ppa
ZupnAnpuvovrag Tnv «KITPINH KAPTA»



tov ®éflo
tou Tpunnpatos

PELGRAZ ACC 02, 12/2021

v§ (S RERE T, i KdmxacA&aac Kukdopopiag g ‘
1 Accord Healthcare S.L.U. 5%
e
M in e ica aCCOI' . &
(=}
Servmg Health for Life The Evolution'of Generics 32
28
25
H aUvtopn MXMN tou npoiévtog Snpociedetal oe AAAn oehiba Tou eviunou. ; %
Mpw ™ ouvtayoypagenon cupPouieuteite tnv MXMN and v Win Medica A.E. katénwy aitfoewe. 4

KITPINH KAPTA»

TNa nepiagdTepes mAnpopopies amcubuvBeite I
otnv eTaipeio: WIN MEDICA ®APMAKEYTIKH A.E. $3pHOKD M0 00AN] Kot
QOidinodoe 1-3 & Mapadpopog Attikng Odou 33-35 OAEE ic vemiBinTeR
15238 Xahdavdpl Oxmrzz; Lel0
Tl’]h 2107488821 5 Fax: 21074888 ZupmAnpwvovTag Ty

info@winmedica.gr, wi




IBRANCE Y
palbociclib

= H AYNAMH THX
EMIMIZTOLYNHX

otn Bepaneutikn enthoyn aoBevwv
pe HR+/HER2- mBC'

v K\vikii AnoteAeopatikétnta'™
v Aebopéva Khviknag Mpakukng®’
v' Aebopéva ékBaong ané avagopég acBevv (PRO)E?
v KaBiepwpévo Mpogil AapdAeiag' 0
v/ "Evag ouviot®pevog éAeyxog napakoAoUBnong*

v Mia kGyoula, pia popéd tn pépa’

To IBRANCE, 125mg pia popa v npépa yia 21 pépeg oe KUKAo 28 npepwv [oxnpa 3/1], evBeikvutal yia  Bepaneia tou tonika
NPOXWPNEEVOU N PeTaotatikol Kapkivou 1ou paotol o onoiog eival Betkég atoug oppovikoUs unoboxeic (HR) kat apvnukog otov
unoboxéa tinou 2 tou avBpunivou endeppikol augntikou napdyovia (HERZ):

- o€ guvbuaopé pe avactoAéa TnG apwHATACNG

- o€ ouvbuaopo pe pourBeotpdvin ot yuvaikeg nou éxouv AdBel nponyolpevn evBokpvikn Bepaneia

Le npo- h nepl-eppnvonauciakeég yuvaikeg n evbokpvikn Bepaneia npénel va ouvbudlerar pe LHRH aywwiorn.!

Fia 1o nAnpec kelpevo g Soooloyiac kat Tou Tpdnou xopnynone oupBouAsuBeite v Mepinpn Xapaktmpiotikcv tou Mpoidviog nou SiatiBetal and tnv eTaipeia.

IHMANTIKEE NAHPO®OPIEL ALQAAEIAL

To Ibrance avievbeikvutal oe nepiMmaoEl; unepevaioBnaiag otn bpaotkn oucia fi oe kKanoto and ta ékbBoxo, kaBg kal oe aoBeveic o onolol AapBavauv okeudopata

nou nepiExouy unepikd/Bokoapdxopro (St John's Wort). Ot nio ouxvég avemBOpnteg evépyeteg (= 20%] onowoubnnore BaBpol nou avapépBnkay ot aoBeveic nou éhaBav
palbaciclib oe Tuxaionoinpéveg kKAvikég peAéteg fitav oubeteponevio, AopmEeLg, Aeukanevia, kénwan, vautio, otopatinba, avaiyia, SiGppota, aAwnekia kal BpopBanevia

01 nio ouxveg (= 2%) aveniBupnteg evépyeieg BaBuou = 3 tou palbociclib ntav oubeteponevia, Aeukonevia, AowEerg, avapia, au§npuévn aonopuikn apivotpavogepdon [AST],
K6nwon Kal augnpévn apwvotpavogepdan tng ahavivng (ALT).

*Mpénet va exteleital nAfpng apatoAoyikog EAeyxog npiv and tnv évapEn tng Bepaneiog kat katd v évapgn Tou kdBe kKorkhou, kaBdg kat tnv Huépa 15 twv npditwy 2 KUKAWY Kal 8nwg
evBelkvuTtol KAMvIKA,
LHRH = oppévn aneAsuBEpwong tng wxpvotpénou oppovng. mBC = petaoratikdg Kapxivog Maotou.

1. IBRANCE, Nepidnyn Xapaxtnpioukeav Mpoidvrog 07/2021. 2. Rugo H, et al Breast Cancer Res Treat. 2019;174(3):719-729. 3. n "
Finn RS, et al. N Engl J Med. 2016.375(20). 1925-1936. 4. Cristofanilli M, et al. Lancet Oncol. 2016,17(4):425-439. 5. DeMichele et al BonBnate va yivouv 1a pappaxa nio adpakh kai
Breast Cancer Research (2021) 23:37. 6. Waller J, et al. J Glob Oncol. 2019 May.5: JG01800239 7. Taylor-Stokes G, et al. Breast Avu'q)épna
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SYNTETMHMENH NEPIAHWH TON XAPAKTHPIZTIKQN TOY NPOIONTOZ

To dpappako auto Tekel und auun)«npmpaﬂm mpakochouBnon. Autéd Ba emTpeEYel To Ypriyopo npoodioplopd vEwy TAnpogopliy acpaisiag. Zr['rerrm anod Toug emyyeA-
uarieq uyelag va avagépouv oroieodnmnote rBavoloyolpeveg avernBipunTeg evépyeteg. BA. napdypago «AvermBuunteg EvEpyeieg» yia Tov Tpno avadopag avermpi-
UNTWY EVEQYEIDV,
IBRANCE (palbociclib) ZKAHPA KAWAKIA 75 mg, 100 mg a1 125 mg

ANTENAEIZEIZ: YrepeuawoBnaia om Spaatikn oucia N oe kanolo and Ta ékdoya. Xprjon OKEuaopatwy nou NeplExouy unepiko/faiaaudyopto (St John's Wort). EIAIKEZ
NPOEIAOMOIHZEIZ KAI TPO®YAAZEIE KATA TH XPHEH: [po/nepieupnvonaucioxés yuvalkes. ‘Otav to IBRANCE xopnyeltat o8 npo/nepleppunvonauolakés yuvalkeg
ot quﬁunoun HE avaaToAéa apwpaTaong, eival UNoXpPEWTIKN N woBNKEKTOPN 1) 1) KaTaoToAn TG AetToupylag Twv wobnkmv e xophynon aywvioth LHRH, Abyw Tou
unxuvmuou paong Twv avacToAEwyY TG upmurmimq O ouvduaopog tou palbociclib e th GouABEoTPAVIN 08 MPOAEPIERUNVONAUOIAKEG Yuvalkes £Xet ua]\emeel
uoévo ce owauucué He éva aywviot LHRH. Kpiown omhayyvikn vogog. H anoTeAeopuamikoTa Kat uoqm]\etu Tou palbociclib Gev £xouv peAeOel oe aogBevelg Le Kpi-
oun orayxviki vago. &ug.m;\_uu_e_g_b_m_qux_a_q Ta aoBeveig nou epgavifouv oudeteponevia BuBuou 31y 4 ouviotaral Sakorm) mg Boong, pelwon mg éécrnt:ﬁ
kaBuotépnon omy Evapn Twv KUKAwY TS Bepanelag. @a npéret va dieEdyetal KataAnin mpua(ei\ouensn (BA. mapaypagpo «AvemBuunteg Evépyeieg»). AiQueon

Mnopei va mapouoactel apidg popdrg, anentikn ywa ) {wn 1} Bavamgopa ILD fka rveupovitida os aoBevelg mou éAapav Bepaneia
ue IBRANCE, 6tav AapBavetal o ouvduaopd pe evBokpviky Beparela. Ze khivikég peAéteg (PALOMA-1, PALOMA-2, PALOMA-3), To 1,4% twv acBeviv riou £hapav
Bepaneia pe To IBRANCE napouoiaoe ILD/mveupovitida onoloudnnoTe Badpou, 0,1% napouciace Babuol 3, eva dev avadépbnkav TEpIMTGOOEIS Babuol 4 1 Bavatn-
®Opeg repuTtoelg. Emmiéov neputraoei ILD/Mveupovitidag £xouv mapampnBel petd v Kukhodopia atnv ayopd, pe v avadopd Bavamopwv NEPIOTATIKMGY
(BA. mapaypago «AvemBuunteq Evépyeiec»). OL aoBevels 8a npénet va napakohouBolvTal yia TIVEUHOVIKG oUpTTRpaTa evBEIKTIKG ILD/mveupovinidag (. unogia,
Brxas, duomvola). Ze aoBevelg nou mopouaiGlouy vea f sméslvoups.va QvarveuoTIKA CUUIT@HATA Kal uniapyet ) uroia avarruéng ILD/mveupovitidag, To IBRANCE
Ba npénet va Siakdmetat apéowg kat o aoBevig Ba npénet va aflohoyeital. To IBRANCE 8a npénet va Slakérmetal opiotika oe acBevel pe Papiag popgng ILD
nveupovitida. Aolpmkalg. Kabdg To IBRANCE EXEL HUEAOKATAOTAATIKEG 1BIOTNTEG, propel va npodiaBécel Toug aoBevelg yia AoGEES. AonEeig Exouv uva¢epeeq
gt uYnAoTeEpO NMoooatd os aoBeveig nou EAaPav Bepaneia pe To IBRANCE oe Tuxalononpéveg KAVIKEG HEAETEG o€ oUykpion pe acBeveig nou éhafav Bepanela oto
avrioToixo okEAog olykpiong. AoEelg BaBuod 3 kai BaBuol 4 epgaviotnkav avriotolxa o1o 5,6% kai 1o 0,9% twv aoBeviv nou éhaBav Bepaneia pe 1o IBRANCE
o€ onolovaAMoTE ouvduaopo (BA. tapaypado «AvermBuuntes Evépyeieg»). Ot aabeveig Ba mpéret va napakehouBolvral yia m]pslu xal guprmwpata Aolpwéng kai Ta
onola Ba npenel va avietwriZovial cdpgwva pe 16 latpikég evdeifeis. OLyatpol Ba npEret va evephoouv Toug aolBeveis Gote va avadépouy apéows onoladhrote
EMEI0O510 MUPETOU. . To IBRANCE Ba mpénet va Xopnye(tal pe mpoooxy ot uoBavclq He usrpla 1 coBapr NRatiki dugheitoupyla, und otevn
napakoholBnon yia onpeia ToEikG™TAG. N,;gagmuj_ugAmgmﬂq To IBRANCE Ba npénet va xopnyeital pe npoooxi| oe aoBeveiq pe pétpia 1 cofaph vedpikr duao-
]\enoupy(n Ut OTEVI] rmpami\ouencn yia onpela TofikomTag. WWMMMMM& Ot oxupoi avaotoAeiq Tou CYP3A4
unopel va odnynoouv oe augnuévn ToEkdTnTa. Oa npénel va anodelyeTal n TauTdYpovn xpnon ioxuphv avactoréwy Tou CYP3A kata ) SiGpkela g Bepaneiag pe
1o palbociclib. To evdexopeve ouyxopiynong Ba npénel va eEeTaleTal povo HeTa and NPooeKTIK aSloAoyNon twy SuvnTikmy odehav kat kivBlvay. Edv i ouyxopnynon
e ioxupbd avaaToAéa Tou CYP3A Sev pmopel va anegeuyBel, pewnote m 86om Tou IBRANCE ota 75 mg pla ¢opa mv npépa. ‘Otav Slaxomel o 1o¥upos avacToAsag, 1
Béon Tou IBRANCE 8a npénet va auEavetar (HeTa and 3 - 5 nuneptéSoug fwiig Tou avagtoréa) £wg T 860m nou XprolHonoieiTo mply Ty £vapkn Tou wxupol ava-
otoAéa Tou CYP3A, H ouyxopnynon emaywytwy Tou CYP3A prope( va oﬁnmc‘el ae pelwpévn EkBean ato palbociclib kat katd cuvéneia ot kivBuvo ENAeWMS anoTee-
OUaTIKGTNTAG. ZUVENDG, 1) TAUTEXPOVN xprion tou palbociclib pe 1oxupolg enaywyels Tou CYP3A4 Ba npénet va anodedyetat Aev amuteltal kapla npooapuoyn me
Boong yia m ouyxophynan Tou palbociclib pe peTploug enaywyelg Tou CYP3A. WMM@JWM Tuvalkeg oe avanapaywylkn
nhwia 1} o1 avBpeg obvrpogol Toug rpénet va xproponololy pia pEdedo avrioUAANYNG udinAig anoteAeapatikoTag evi maipvouv To IBRANCE. Aaktdin. Auto To
GOPHAKEUTIKG MPoidV rEpiEXel Aaktodn. OLacBevelq pe ondvia KAnpovouika npoBAfpata Buoavekiag otn yahaxTéln, n?\npn QVEMAPKea AakTaong 1y kaxr aroppdgnon
YAUKOING-YOAGKTOING SEV MPETEL VA MAPOUY QUTO TO GAPHAKEUTIKG TPoidy, NATPLo. AUTO TO GapUaKEUTIKO MPOIdY MEpIEXE! AlydTepo and 1 mmol vatplou (23 mg) ava
Kawdkio, eival auTo mou ovopdZoupe «eAelBepo vatpiour. ANEMOYMHTEE ENEPTEIEE: [lepiAnn tou npodih aopaleiag. To ouvohiké podik acpdeiag Tou
IBRANCE BaoiZeTal o8 ouyKevIpwTIkG dedopéva and 872 aoBeveic nou £Aaav palbociclib oe ouvduaoué ue evdokpiviki Bepaneia (N = 527 oe ouvduaouo pe AeTpoloAn
kat N = 345 oe ouvbUaopO Pe GoUABESTPAVTN) OE TUXAIOTIOINPEVES KAVIKEG HEAETEG 08 HR-BeTik, HER2-apvnTid MpoXWRNHEVO 1) HETAOTATIKG KAaPK(Vo Tou pacTol.
O1 Mo auyvég averBUUnTeg evépyeieg (= 20%) omoloudnnoTe Babpol nou avadépbnkav oe aoBevelg mou éhaBav palbociclib 08 TuXQIONOMUEVES KAIVIKEG HEAETEQ
firav oudeteponevia, AophEeig, Aeukorevia, kérwan, vauTia, otoparinida, avapia, Sidppota, ahwnekia kat BpopBorevia. OLmo ouxvee (=2%) averBOunTeg evépyeleg
BaBuod = 3 Tou palbociclib firav oudetepornevia, Aeukorevia, AopdEeg, avayia, aufnpévn aoroprik apvotpavopepaon (AST), kérwor kat auEnuéwn apvotpav-
ogepaan g aAavivig (ALT). Mewwoeig mg 8dong N TROMOTDINCELG TG BOONC AGYW OTOIACANTIOTE aveMBUUNTNG EVEQYELAG uvu@épenkuv aTo 38,4% Twv aoBeviv
nou éAaBav To IBRANCE ge Tuxalonoinpéveg kAvikég HEAETEG aveEapThTug auvduagpol. OpioTua Slakom) AGyw avemBupunTng eVEPYEIg uvnq:ép&nx: ot0 5,2%
Twv aoBeviv ou EhaBav To IBRANCE ge tuxaonompéveg khvikég peAéTeg aveEapTiTws ouvBuaopol. Mapakatw avagépovral ot averuBUUNTES EVEPYEIES and TO
TUYKEVTRPWTIKG oUvoAo Bedopévmy 3 TuxaloTemuevwy peAeTav. H diapeon dudpkela Tng Bepanelag pe palbociclib oto ouykevtpwTikd olvolo dedopévwv Kata v
TeAkn avaiuon g ouvoAikig ertfiwong (OS) tav 14,8 prveg. O1 averBuunTes evEpyEieg Mapatifevral ava katmyopia cuxvomrag. OL Katnyopieg ouxvatnTag opi-
Zovral we akoholBwg: noAd guxveg (= 1/10), ouxvg (= 1100 £wg < 1/10) kat Ox1 ouxves (= 1/1.000 Ewg < 1/100). Mpotipdpevos 6pog® (PT) /ToAu auxvéc: AoiEeis?,
oudeteponeviaY, Asukonevia®, avapia®, Bpopfonevia™, pewpévn dpekn, atopatinda’, vautia, Siappola, épetog, eEavBnua’, ahwnekia, Enpodeppia, kénwon, eEacBe-
vion, nupeEia, ALT auEnpévn, AST aunpevn. Suyxvee: Epnipetn oudetepomevia, ducyeuoia, 6paon Bapm, Sakpippola augnuévn, Enpo¢Baipia, enlataln, ILD/veu-
poviTida“?, ‘Oxit ouxvES: AepUaTIKOG epuBnuat®dng Alkog . ALT= auvoTpavodepaon g akavivng, AST= aorapTiki apivotpavopepdon, ILD=3iiueon nveuyovormgeia,
N/n = apiBuog acfevov. N/A=Bev epappoletal "AveriBinm aviidpaon oto pappake nou evronifetar petd myv kukhogpopia oty ayopd. *Ot PT avaypagovtat oop-
@wva pe o MedDRA 17.1. *O hoipdEeig mepthappavouy dhoug Toug PT nou amotedolv pépog g Katnyoplag Opyavikod ZuoTipatog «ACIHGEELS KOl MapaciToeIg».
YH oudeTepomevia nepihapBavet Toug akdhouBoug PT: Oudeteporevia, Api8uog oudetepodiluy peiwptves. “H Asukerevia nephapfavel Toug akdouBoug PT: Aeu-
komevia, AplBpog AeUKOKUTTApWY Lelwpévog. “H avalpia nepthapBavel Toug ak %Aou&ouq PT: Avaidia, Awoopaiplvn pewwpévn, Aipatorplmg pewwpévos. ™H Bpoppo-
mevia mepihapBavet Toug akdAouboug PT: BpouBonevia, ApiBuog alponeTahlwy peiwpévog. “H aropatinida nepihapBdvet Toug akdhouBoug PT: AgBhdng atopatitida,
Xewitida, MNwooitida, Mwogoduvia, EEEAkwon Tou atdpatog, GAeypovn BAevvoyovou, AAyog Tou gTdpatog, ZTopatodapuyyikn Suagopla, EToparopapuyyikd
AaAyog, Zrouatinida. "To eEdvAnua nepthapfavet Toug akdouBoug PT: EEavenua, KnhidoBAatidwdeg eEavBnua, Kvnouwdeg eEavenua, Epunuatndeg efavenua,
Bhatidwdeg eEavenpa, Aeppatinda, Aepuatitida opoialouaa pe akpn, ToEiko eavlnpua déppatog. * H ILDMveupovinda nepihapfavel kaBe avadepopevo PT mou
anoteAei pépog Tou Turoroinpévou Epwipatog MedDRA yia  Siapeon nveupovoriaBeta (He T otev) Evvola). ZTov napakatw Mivaka avadpépovral o1 EpyaoTnplakeg
TIHOAOYIKEG TIHEG MOU TIAPATIPIBNKAaY 08 CUYKEVTPWTIKG oUvoho dedopévay 3 Tuxaloroinpévov peAeTav (N = 872).

Ibrance ouv AeTpoZéAn f pouABeoTpavrn ZkéAn ouykpiTikol mapayovra*
EpyaoTnpiakég Kabe BaBpou 3 Babpol 4 Kabde Babpol 3 Babpol 4
naBohoyikég Tipég BaBpol % % % BaBpol % % %
WBC pewwpéva 97,4 41,8 1,0 26,2 0,2 0,2
Oudetepodiha peiwpéva 95,6 57,5 11,7 17,0 02 0.6
Avaipia 80,1 5,6 Al 421 23 AN
AlJOTNETAAIO HEWWHEVA 65,2 18 0,5 13,2 02 0,0
AST auEnuévn 55,5 3,9 0,0 43,3 2,1 0,0
ALT augnpévn 46,1 2,5 0,1 33,2 04 0,0

WBC pewpéva 97,4 41,8 1,0 26,2 0,2 0,2 Oudetepodiha uewpéva 95,6 57,5 11,7 17,0 0,90,6 Avaia 80,156 A142,1 2,3 A/l AlyomeTaAla yeiwpéva 65,2 1,8 0,513,20,20,0
AST auEnuévn 5553900 43,3 2,1 0,0 ALT aunpévn 46,12,60,1 33,20,4 0,0 WBC=Aeuka aioogalpa, AST=aormpTikh apwoTpavapepaon, ALT=apvotpavagepdon e
ahavivng, N=ap1Bpdg acBeviv, Al=bev woxlel. Inpeiwon: Ta anoteAéopara Twv epyactnplakev efetaoewy faBuohoyolvrat avahoya e Tov Badpd Bapimrag g £x-
doorg 4.0 Twv NCI CTCAE. * ?\a‘rpof,éhq 1) pourBeaTpavm.
Oe, . ZuvoAika, oudeteporevia onoloudnnote BaBpol avapépdnke ae 716 (82,1%) aaesvzu; nou £éAaBav IBRANCE ave-
EapTwg ouvduaopol, e oudeteporievia Buﬂpou 3 va £xel avagepBel oe 500 (57,3%) aoBevelg kal oudeteporevia BaBuod 4 va xel avagepBel oe 97 (11,1%) aoBe-
velg. O Siapegog Xpovag PEXPL TO MPWTO EMEICOEI0 OUGETEponzviﬂ.t; onooudnrote Badupol NTav 15 nuépeg (12-700 nuépeg) kai n Siapeon Sidpkeia oudeTeponeviag
BaBuoU =3 onig 3 TUXAIOTOINUEVEG KAIVIKEG ps?\énq Arav 7 nuépeg. Eunopen oudeteporevia avagépdnke oto 0,9% Twv acBevav nou eAapav IBRANCE ge quﬁuucrub
e GoUABEOTPAVTT Kal 070 1,7% Twv aoBevwv Tou EAaBav palbouchb oe ouvauaouo HE AeTpolOAN. Epniipetn oudeTeporevia avadpEpBnie oe mepirnou 2% Twv aoBevav
Tou eKTEBNKAV OTO IBHANCE Kata m BlApKEIa TOU OUVOAIKOU KALVIKOU TMPOYPApPaTog. mmmmmiﬂmﬂwmmmmy H avagopa mbavo-
AoyoUpevwv averBupnTwv evepyelby HETA amd ™ xoph\mcn adelag kukhogoplag Tou papuareuTikol npoidvtog elvar onpavtiki. Emtpénel m ouvexn mpakohol-
Bnon g oxéong ogEAoug-kIvdlvou Tou GappakeuTikol mpaidvog. Znteltal and Toug enayyeAuatieg uyelag va avagépouy onoleodnote mbavoloyolpeveg
avenBupnTeg evepyeleg péow: EANGSa: EBvikog Opyaviopog dappakwy, Mecoyelwv 284, GR-15562 Xohapyds, ABfiva, Tnh: + 30 21 32040380/337, ®ak: + 30 21
06549585, loToTonog: hitp:/mww.eof.gr. Kimpog: ®appakeuTikég Yrmpeoieg, Ynoupyeio Yyelag, CY-1475 Acukwaoia, TnA: +357 22608607, ®af; + 357 22608669, loTéTomog:
. KATOXOZ THX AAEIAZ KYKAO®QOPIAZ: Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles, BEAyio. TONIKOZ ANTITPOZOMNOZ ETHN
EAAAAA: Plizer EM&QA E., A. Mecgoyelwv 243, 154 51 N. Wuykd, ABfiva, TnA.: +30 210 6785800. TOMNIKOZ ANTINPOZQMOZ ZTHN KYNPO: Pfizer EAAAG A.E. (Cyprus
Branch), Aewdpépog Aﬁo)\daoqq 26, Kmplo Ztegavn, 2° ‘Opogog, 2018 Asukwola, Kimpog, TnA.: +357 22 817690. APIOMOZ(0l) AAEIAZ KYKAOO®OPIAZ:
EU/1/16/1147/001, 003, 005. HMEPOMHNIA ANAGEQPHZHZ TOY KEIMENOQY: 07/2021. 75 MG BT X 21 CAPS. 100 MG BT X 21 CAPS, 125 MG BT X 21 CAPS: AJANIKH
KAl NOZOKOMEIAKH TIMH - EAAAAA: A.T.:2.818,72 €, N.T.: 2.332,58 €. AIANIKH TIMH - KYNPOZ: A.T.: 2.764,36 €. TPONOZ AIA@EZHE: Mepioplopévn 1aTpikn
guvTtay am £151ko [aTpo Kal mapakoAcUBnon katd Tn S1ApKeLa TG aywyns.
FIA MAHPEIZ ZYNTAFOrPA®IKEEZ NAHPO®OPIEZ MAPAKAAEIZOE NA AMEYOYNOEITE ZTON TOMIKO ANTINPOZOMNO.



NEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOX

1. ONOMAZIA TOY QAPMAKEYTIKOY NPOIONTOE
Xtandi-40 mg emKahuppEva e e upiévio Siokia
Ytandi - 80 mg emkahuppéva e Aermd upévio Giokia
2.NOIOTIKH KAITIOEOTIKH EYNOEEH
L Gioxia: Kate emiadupievo pe ermd
upﬁmﬁmlonspnixﬂwmgamam
Xtandi - 80 ma emkahupiiva Lie Ao upvio Siokia: KaBe emkahuppévo LE hermd
vpéio Siokio mepiéxel 80 mg enzalutamide
T Tov ikrjon katahoyo Twy exBoxwy, AL napdypagpo 6.1.
3. OAPMAKOTEXNIKH MOPOH
Emikouppevo pe Aemd upevio Siokio.
di - Kitpa atpoyyubd -

EMKaAUYEVE 1€ AenTd upaévto Bioxia, yapaypseva e To E40.

Xtandi - 80 mg emkahupyéva pe Aemé upévio Giokia: Kitpiva ofiah - emkaduppéva

e A upévio iokda, yapaypéva e To E 80,

4, KNINIKEZ NAHPOQOPIEL

4.1 Ospaneutikég evbeifag

ToXtandl evéeliovuna yo:

+Tn) Bepanela Tou PETOOTATKOU, OPPOVOELTIOBNTOY KaPKIVOU TOU TPOTATY
(mHSPC) o ouvbuaoyé e Bepanela oépnang avbpayoway (ADT) e evihikeg
GvBpeg (B napdypagpo 5.1).

0 48

Snomparog QT kar oe aobeveic Tiou AapBdvow Tautéxpova gap)
mmmmmqnmmmmwmmum[ﬁkmw 45].
ammcmnmlmmwmmcumwcm
pAMC TG MBaVATITAE yio eupdvion koakig Tayukapdiag
Biknw pmbiov (Torsade de pdnles) Tipn T évapén Tou Xtandl.
Xphon_pe_mpeoBepaneic H Kal N GMOTEAEOUATKSTTa TrC
Tautdypovng xpfiang Tou Xtandl pe kuttapotof ynpecBepanzia Gev tya
TekpnpiwBel, H ouyyoprynon e enzalutamide Sev éye Kapl KNvikG ompavTik
enibpaon o gapyakokvriuk e evboghéiag vioeratehng (BA nopaypago
45). oroo, bev jmopei var anokhaoTei pia ainon epgpavion ouderepomeviag
Enaydjevnc and T viooetaléhn.
Ambpaoe unepevaiatnoiac Avmbpaoei; unepeuaioBaiag exSnhdvovTal He
quyrtiara o nephapPdvouy, ahhd Gev neplopiiovial oibnpa npeadimou,
Yhogac, xeouc f papuyye, 1 ebénBiua Eyouy niapampnéel pe enzalutamide

Xtandi

enzalutamlde

Y

(MEY
E’-‘MWMIW‘?
I eheyyopevee khvikée pehéte, 24 (0.5%) and toug 4403 aoBeveic nou
unoBhiBnkav oz Bepantia e nueproia G6on 160 mg enzalutamide eppdviaay
emhrTikg Kpion, evid Técoepi; aofevels (0,29) nou EhaPav ekovikd gdppaxa
Kan évac aoBewric (0,3%) mou ehafe Piraroutapidn eugdvoay EmANTTIK Kpion.
H 860 gaiveral va anotehel onpavTikg TpoywaTikG napdyovia Tou Kvdivou

EpAVIONS EMNITTIRIG KQIOTC, OMWG avTIKATonpiCETalL and Ta- MpoKNVKG
Gebopéva kal ané Ta Sebopiéva mdwuuﬁtmdw,ﬂmwmﬁdwnim
ENeyyoueve KAMIKEG pieheTee, efaiptBnkav ol aoBievel e miponyoUevn

Kpian ) pe mopdy KIVBOVOU YIa TV EUQaVION EMANTTTIIC Kplorg.

3¢ jia Sow ovol oxehous 9785-01-0403 (UPWARD) yia Ty afiokéynon g
EMTTWON T ENMYTTIRGY Kpiceuwv 0 aoBevel pe npodiaBeaikols napdyovies

(BMne maptypago 48). Exow avagepbel oopapéc b avEmBUNTEQ
ambpﬂaﬂc(sct\ﬂs)psnwenzaumde Kmﬁmmmmvm,pﬂmm ol
aoBevelc Ba MPENEL Vo EVIEPEVOVTAN Yia Ta Onjela Kal T SUpMTHHPATA Kal va
mapaxohouBotvTal oTev yia SeppaTikés aviiSpoE;.

‘Exdoyc: To pappako autd mepiéxel Ayorzpo and 1 mmol varpiou (Arydtepo and
23 mg) ava emkahuppévo pe Aed upivio Sioxio, eival auto nou ovopalouye
he0Bepo varplous,

« n Bepaneia tou pn peractamikol upiod kv ivou
kapkivou Tou mpogaT) (CRPC) o viihikec avbpec (BA. vrrmwwni 1
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IZYNTAITOrPA®IKEZ NAHPO®OPIEZ TOY MNPOIONTOZ

1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOE CABOMETYX 20 mg emmkaAuppéva pe AeTré upévio Biokia CABOMETYX 40 mg eTkaAuppéva pe
AemrTd upévio diokia CABOMETYX 60 mg emkahuppéva pe Aetrré upévio diokia. 2. MOIOTIKH KAI MOZOTIKH EYNOEZIH CABOMETY X 20 mg emKkaAuppEva
UE AeTITO Upévio Siokia. Kabe emkahuppévo pe Aetto upevio Siokio repiéxel kaBolavriviBn (S)unhikr i0o8ovapn pe 20 mg kaBolavrivipng. Exdoya pe yvworn
6paan Kabe EmKuAuppwn pe AeTrTo upévio diokio TrepiEXel 15,54 mg Aaktodng. CABOMETY X 40 mg emkaiuppéva pe AETTTo upévio diokia Kade srnm!\uppavo
HE AeTTTO u;u»:wo Siokio repiExel kapolavrivipn (S)-pnAikr) iocodivapn pe 40 mg kapolavriviBng. Exdoxa pe yvworr) 6pdor Kabe emkaAuppévo He AETITO Upévio
diokio repiéxer 31,07 mg Aaktedng. CABOMETYX 60 mg emmkaAuppéva pe AeTro upévio Siokia KaBe ekahuppévo pe Aerto upévio diokio repiéxel kaBolaviiviBn
(S)-pnAiki |cro§uvc:|.|r| He 60 mg kapodavrviBng. Exdoxa pe yvwaorr dpdon Kabe emkahuppévo e Aemtd upévio Siokio mrepiéxel 46,61 mg Aaktogne. I'|cx Tov
mhpn Katdhoyo Twv ekdoxwy, BA. Trapdypago 6.1. 3. ®PAPMAKOTEXNIKH MOP®H EmkaAuppévo pe AeTio upévio Siokio. (o]
emkahuppéva pe AeTTo upévio Siokia Ta diokia eival KiTpiva oTpoyyUuAd Xwpig eyxdpagn kai @épouv Tnv evBeign «XL» oTn pia TTAeupd kai Tnv évdeign «20» otV
@AAn Trheupd Tou Biokiou. CABOMETYX 40 mg emmkahupuéva pe AT upiévio diokia Ta Siokia eival KITpIVG TPIYWVIKG Xwpig eyxapagn Kai @Epouy Ty EvBeifn
«XL» amn pm TAEUpd Kat T EvDeIgn «40x» atny GAN TrAeupa Tou diokiou. CABOMETYX 60 mg emnkaAupipéva e AETITo upiévio Siokia Ta Siokid eival kitpiva
oBdA ywpic eyxdpagn kai gEpouv TNV EvBeign «XL» o pia TAEUPG kal TNV EvBeiEn «B80» oTnv GAAn Trheupd Tou iokiou. 4. KAINIKEE NAHPO®OPIEZ 4.1
Gepa'lriutlxsc evBeieig Mmmwm To CABOMETYX evbeikvutal we povoBepdTieid yid 10 TIDOXWPNUEVO VEQPOKUTIAPIKO
chpmvaa we espcrrraa TIPWING-YPUUHNG Ot evijAikeg aoBevelg, pe cvélupcan N Tmwyn Tpoyvwon (BAETE Tapdypago 5.1), - o€ evn]\lkeg HETA ammd
TrponyoUpEVn oToxelouaa Beparteia ayyeiakol evboBnhiakou augnTikol Tapayovta vascular endothelial growth factor (VEGF) (BAérre Trapdypago 5.1). To
CABOMETYX, ae ouvéuccpo He viBohoupdpTmn, evBeikvuTal yia TV Bepatreia TPWTNG-Ypappric ot eviilikeg aoBeveic Pe TTpOXwENHEVO vscppoxu‘mzptko
kapkivwpa (BA. Tapdypago 5.1). HmaroxuTTapiké kapkivwa (HCC) To CABOMETYX evdeikvutal we povoBeparteia yia T Beparteia Tou nrarokuTiapikod
kapkivwparog (HCC) oe eviidikeg Trou éxouv AABEl TTponyoupévwg Bepareia pe copagevipTn. MWWMMQLTO
CABOMETYX evBeikvutal wg povoBepateia yia Tn Beparreia evnAikwy aoBeviov e TOTIIKG TTpoxwpnHéve 1| petaoTtarikd, Siagopotonpévo Kapkivwpa
Bupeoeidoug (DTC), avBexTikd ri pn kataAAnho yia Beparreia pe padievepyd iwdio (RAl), Trou £xouv Trapouoidoel eEEMIEN TG vagou katd Tr) BIdpKEIa ) HETA aTtd
TrponyoUpevn ouotnuarikr Bepareia. 4.2 Aogohoyia kai TpoTrog xopiiynong H Bepameia pe CABOMETYX Ba TipéTrel va TipaypaToToETal amme iatpd
EWTTEIPO O XOPIYNON QVTIKAPKIVIKWY (PAapHaKeUTIKWY TrpoiovTwy. Aocoiovia Ta diokia CABOMETYX kat ol kGyouAeg kaBolavTiviBng dev eival Bioicoduvapa
kai Bev TTpETTEl va xpnaoipotrololvTal To éva avti Tou dAou (BA. apdypago 5.2). To CABOMETYX w¢ povoBeparreia MNa 1o RCC, 10 HCC kai 1o DTC n
ouvigtwpevn doon Tou CABOMETYX eival 80 mg pia gpopd npepnoiwg, H Bepareia Ba ipéTmel va ouvexioTel pExpl o aoBevii va unv eTw@eeitar TTAEOV KAIVIKG
amé ) Bepameia i) péxpl va epgaviaTel pn amodektr To§ikdmTa. To CABOMETYX o0& auvbuaouo pe viBoAoUUGUTT aTnv ewTn-ypauun mpoxwpnuévou RCC
H ouviotwpevn Séan Tou CABOMETYX eivar 40 mg pia gopd Tnv nuépa ot ouvBuaopd Pe VIBoAoUPAPTIN Trou Yopnyeital evBogAeiwg eite wg 240 mg kabe 2
£pdopdadeg ite we 480 mg kdBe 4 efdopddeg. H Beparreia Ba rpémel va ouvexioTel péxpl Tnv eEEMIEN TG vooou ) T pn amodexTr TofikémTa. H viBohoupdutmn
Ba TpéTTel va ouvexiaTel péxpr Tnv EENIEN TNG vooou, T U aTTodekTr| ToEIKOTNTA ) WG Kal 24 priveg o& agBeveig Xwpig eEEMEN TG vooou (BA. MepiAnyn Twv
XapakmpioTikwy Tou Mpoidvrog (MXM) yia T Soooloyia g viBoAoupautng). Tpomonolnon mg Beparelag MNa T diaxeipion Twy OTTOTTTWY avemeiunTwy
EVEPYEIWY TOU ApHAKOU PTTOPET va aTtaiteitan Trpoowpivr] Biakot Beparreiag fi/kai peiwaon g doong (BA. Mivaka 1). Otav n peiwon g ddong eivar arapaitmm
oTn povoBeparreia, ouviaTdral va peiwbel ota 40 mg nuepnoiwg kal kardmmv ata 20 mg nuepnoiwg. Otav 7o CABOMETYX xopnyeital oe ouvBuaopd pe
viBoAoupauTTn, ouviaTdral n peiwon Tng doong ota 20 mg CABOMETYX pia gopd Tnv npépa kal o1 ouvexela ota 20 mg kabe deutepn nuépa (avarpégte oy
MXMN g vifoAoupapmng yia Tr) GUVICTWHEVH TpoTToTToinon TG Beparreiag yia T viBoAoupdurm). Ma n Siayeipion ¢ To§ikdémTag BaBuol 3 i peyaAlTepou
OUHQWVA LE Ta KoIVd KpiTfpia opoAoyiag yia avemBounteg evepyeieg (CTCAE) i pn avekrrig togikornag BaBuoud 2, ouvioTdral n) diakorm Tng doong,. ZuvioTdral
N HEiwon g S6ang yia cupBavTa, Ta ooia, £Gv ePpEVoUy, PTTopouv va kataoTolv aofapd i pn avektd. Edv évag acBeviig rapaleiyer pia 56an, n d6arn Tou
TrapaheipBnke Sev Ba TrpETel va AngBEi eciv attopévouy Aiyotepeg amd 12 wpeg péxpl v emopevn doon. Mivakag 1: ZuVIOTWHEVES TPOTTOTTOINCEIG BOoNg
Tou CABOMETYX yia avemBupunTeg evépyeieg Avemi@ipnTn Evépyeia ke OE0TnTa: AvemBopnTeg aviidpdoeig BaBuou 1 kai BaBpol 2 Trou eival avexTég
Kai ebkoha avmpeTwioiyeg Tpotrotroinon 8eparreiag: Aev amareital guvr|Bwg TTpooappoyr 8oong. MpooBEaTe TTapoyr UTTIOTTNPIKTIKAS PPovVTIdAg TUNQWVA
He mic evBeifeic, AvemiBupnTn Evépyeia kai O§0TnTa: AvemBounTteg avnidpaocei BaBuou 2 Trou eivai pn avekTég kal Sev eival Suvatd va avTIHETWITIOTOUV e
peiwaon doong fi uTTooTNPEIKTIKY ppovTida. Tpotromoinon Bepameiag: AiaxoyTe ) Beparreia Ewg otou n avemBopnTn aviidpaor amokartacTabei ot Babud
<1.MpooBioTe uTIOOTPEIKTIKA PpovTida oluppwva pe Tig evdeiteg, EEetdote 10 evBexdpevo emavévaping oe pewpévn doon. AvemeounTn Evépyeia kai
OfutnTa: AvemBliunTeg avmidpdosig (ExTOC ammd KAIVIKA pn epyaoTnpiakéc avwualieg) Tpomormoinon Bepameiag: AiakoyTte Tn Bepareia éwg 6Tou n
avemBounTn avtidpaorn amokaraoTalei o Babpd <1. MpooBEote uTooTNPIKTIKA PpovTida oUppwya PE TG EVBEILEIS. ETTavekkivijoTe O perwpévn door).
AvemiBupnTn Evépyeia kai OZUmTa: AvemBopnTeS avTiSpAoEeig (EKTOC aTmod KAIVIKA pn) epyaoTnplakég avwpalieg) Tpotrotroinan Bepanreiag: AakoyTe T
Beparreia. XopnynoTe katdAAnAn iatpikn gppovrida. Edv n avemBupntn avridpaon amokaracTabel péxpl 1o Padud <1, emavekkivijoTe o€ peiwpévn doon. Edv n
avemBuunTn avridpaon ev emAuBEl, SiakdyTe pévipa T Beparreia. AvemBupnTn Evépyeia kai OfumnTa: Augroeig nmamkwy eviUpwy yia acBeveic pe RCC
Trou EhaPav CABOMETYX ot ouvBuaopd pe viBohoupdutm. Avem@ounTn Evépyera ko O§otnra: ALT | AST > 3 gopég ULN aAAd < 10 gopég ULN xwpic
Tautéxpovn oAk xoAepuBpivn = 2 popéc ULN Tpomrorroinan Bepameiag: Aiakéyre 1o CABOMETYX kal 1) viBoAOupauTm £we 610U QuTEG 0f avemBupnTeg
eVEPYEIEG UTTOXWpoouy ot BaBud <1 H Beparreia pe kopTikooTepoeidr prropsi va e€eTaoTel edv uTidpyel uTrowia avribpaong oxenN{OEVNG HE TO avOTOTTIONTIKO
ovoTtnua (avarpégte atnv MXMN tng viBoAoupdutng) Mmopei va eraveferaoTel emraverkivnon pe éva povo @dppako ) diadoxikn emtavekkivnon ka pe 1a dio
QAPHAKA PETA TNV avappwar). Edv EekivijoeTe ek véou pe Ty viBoAoupdpTn, avarpégte oty NXM ¢ viBohoupdprmg. AvemeupnTn Evépyeia kan Ogummnra:
ALT | AST > 10 popég ULN 1} > 3 gopéc ULN pe tautdypovn ohikri xohepuBpivn 2 2 gopéc ULN Tpotromroinon Bepatreiag: Aiaxoyte opiomika to CABOMETYX
Kal T viohoupapTn. H Bepareia pe kopTikooTepoeidr) PTTopel va eEeTaOTEl v UTIApYE! uTToWia avTidpacng oXeN{OHEVIG HE TO aVOCOTIOINTIKG CUCTNHA
(avarpégre omv MNXM g viPohoupdapTng). Znueiwon: O BaBpoi TogkoTNTag oupgwvolv pe Ta Koivd Kpimpia Opoloyiag Tou EBvikoU AVTIKOpPKIVIKOU
IvaTitouTou yia AvaOpmeg Evépyeieg éxdoon 4.0 (NCI-CTCAE v4). Eugxogmnﬂgzva go_c',ggaksun«d' Ega)bwcr Ta cuyxopnvoﬂpava :puppaxaunxd TIpoidVTa
Trou eival Igxupoi cvuo‘roAEtg Tou CYP3A4 6a 'ITDETTEI va xpnolponolouwm HE npoooxr] Kai n xpovia xprion ouvxopr]youpevwv PUPHAKEUTIKWY Trpom\nwv Tou
aTroteAolY I0XUpoUS eTTaywyeic Tou CYP3A4 Ba rpérer va arrogedyerar (BA. Tiapaypdgoug 4.4 kai 4.5). Oa mipétrel va pehemBei ) emAoyr evog evaAAKTIKOD
cuvxopnvoupsvou cpuppc:xeunkou TrpoidvTog pE KaBohou i ehdyioTo duvapikd va emtdyel 1 va avaoTéAhel To CYP3A4. E@mumnﬁ_u_qug[ HAmiwpgvor Aev
ouvigTdTal eidikr| TTpocappoyr] g doong yia T xprion g kaBolavnviBng ot r].\!mmpwoug aoBeveig (2 65 £1). PUAI Aev aTrareital rrpoouppnvr] me ﬁum]g
He Bdon Tnv eBvikéTnTa (BA. Napdypago 5. 2) MMMMQ H kaBoZavmiviBn TlpETTEI va Xopnyeital ye Tipogoyr) ot aoBevelg He fmia ) HETPIO VEQPIKR
Bduohermoupyia. H kaBodavriviBn dev ouviataral yia xprion ot acBeveig pe coBapr] vegpikr duohemoupyia, kabuwg n ac@aieia Kai n amoTeAeTpanKoTTa eV
Exouv Tekunpiwbel ae autdv Tov TTANBuops. Hmankr) dugAemoupyia Ze aoBeveic pe fmma nmankr duchemoupyia dev amaneitan Tpooappoyr| G B6angG.
Aedopévou om pévo mepiopliopéva Sedopéva sivan draBéoipa yia aoBeveig pe pérpia nramkr) duoAeroupyia (Child Pugh B), dev pmopoly va So6olv cuoTdoeig
Booohoyiag, Zuviotdral atevr) TapakchouBnon Tng ouvolikig aogakeiag ot autolg Toug acBeveig (BA. Mapdypagoe 4.4 kai 5.2), Aev uTidpxel KAVIKA epTTEIRia
ot aoBeveig pe cofapr) nanikn Euo}\anoupviu (Child Pugh C), om61e Sev ouviatdral n prion g KuBoCawwiBng o€ auTtoug Toug aoBeveig (BA. I'Iapa’vputpo
5.2). Kapdiak!) dugAsmoupyia Ta atoixeia yia aoBeveic pe kapdiakr) duoAemoupyia eival mepiopiopéva. Aev pTropolv va Trpu\rpu'rcmmr]ﬂou\c‘ EI0IKEG Uumuuag
Eocm\ovlug Naibiarpos mAnBuauds H aopdheia Kai n cnm'rc.\so'pcﬂmrnm ™me KuBoCGVTMBng ot madid nAikiag <18 eTtov Sev £xel akdpa TE_Kpr]pthEl Ta emri
Tou TrapovTog diaBioiya dedopéva ‘lTEpI\,'pdquVTul oty apaypago 5.2, akAa Sev pmopei va yiver oUoTaon oxenkd e T Sooohoyia. Tpétrog xopriynong To
CABOMETYX trpoopileTal yia Xprion amé 1o otoépa. Ta diokia Ba mpémel va karatrivovial oAdkAnpa kal va pnv Bpupparidovial. ©a mpétrer va dobouv odnyieg
OTOUG aOBEVEIG VO PNV TPWVE TiTToTa yia TouAdyioTov 2 wpeg TIpIv £wg 1 wpa petd T Arjyn Tou CABOMETYX. 4.3 Avtevdeigeig YmepeuaioBnoia ot SpaoTikr
ouoia 1| Ot kdTTolo aTmo Ta £kdoxa Tou avagEpovtal atnv Tapdypago 6.1. 4.4 EIBIKEG TTpoeiBOTTOIOEIG Kol TTpo@uAdEelg kard Tn xprion Kabuwg ol
TIEPICTOTEPEG AVEMBUUNTES EVEPYEIEG TTPOKUTITOUV VWPIG OTNV TTopeia TG Bepatreiag, o 1aTpdg TTPETTE va agloAoyei oX0AoTIKG TOV agBEVT) OTIC TIPWTEG OKTW
eBdopadeg g Beparreiag yia va Tpocdiopicer edv amairoluvTal Tpotrotonoelg TG S6ong. AVETBUNNTEG EVEPYEIEC TTOU YEVIKWC EXOUV TIPWIHN ekdriAwon
neplAudevouv umaoPeomiaipia, uTrokaAicipia, BpopfoTtevia, uméptaon, ouvBpopo epuBpoducalgbnaiag Tm)\upr.bv-new\pd'rm\a' (PPES), Trpwrc'fvoupia Ka
yoaTpeviepika (TE) oupBavra (xolhiaka a}\vog. PAeypovn BAawovuvuu‘ 5um<mhlornm 5luppo|u EPETOC). TEITH v aveTTifu V EVE
1 I 1 N ; Ze vctppoxunuplxo Kapkivwpa petd cmo
npunynupavn crmxsupt:vr] Bspunﬂu HE uy\,'slcxo r.vﬁoﬂthuxu cuf,r]m(o Tm:puyovm (VEGF) y[-'.lmm-:lg Kai ﬁlumneg g doong Adyw piag uvszupmqg
evépyeiag (AE) ouvéBnoav oto 59,8% kai 70%, avtioToixa, Twy aoBeviuy Trou EAapav kaBolavmiviBn ot Baoikr khivikr Sokipr) (METEORY). Alo peiwoeig g
Bdooohoyiag xpeidodnkav ato 19,3% Twv acBeviov. O idpegog Xxpovog Ewg TNV TIPWTN peiwon g doooloyiag frav 55 nuEpeg, kai £wg TNV TipwTT diakorTn
dooohoyiag frav 38 nuépe. Ze VEQPOKUTTAPIKG KapkKivwpa Xwpig Tipenyolpevn Bepateia, peiwaeig doong Kai diakoTTég Tng Soong Trapatmpninkav ato 46%
ka1 73%, avrioToixa, Twy acBeviv TTou EAaBav kafodavrivifn atnv khivikr Sokipr (CABOSUN). Orav n kaBolaviviBn xopnyeital oe ouvBuaouo e viBoAoupdurn
& MPWIMS-YPAaULIG TTPOXWPNUEVO VEQPOKUTTAPIKG Kapkivipa, peiwan tng déong 1 diakor Mg doong Tng kaBolavniviBng Adyw AE ouviBn oe 54,1% kai
73,4% Twv acBeviv otny kKAivikr Sokipr (CA2099ER). AmraitriBnkayv 8Uo peiwoEelg TG d6ong oto 9,4% Twy acBeviy. O PECOC XPOVOG EWG TNV TIPWTN WEIWOT)
Tne B6ong fArav 106 nuEpeg Kai we TNV TTpWINdIaKoTI Tng S6ang rfrav 68 nuEpeg. Z10 NITATOKUTTApPIKG Kapkiviwpa JETA aTio TTponyoluevn ouaTnpikn Beparsia,
ol pewasig g doang kai ol diakomég doong ouvépnoav oto 62% kai 84%, avtioToixa, Twy acBeviov Trou €AaBav kaBolaviivifn atnv kKhvikr] Sokipn
(CELESTIAL). AUo penwaeig Sooewy amarriBnkay oto 33% Twy acBeviov, O Sikipeaog Xxpdvog péxp! T peiwon Tng Tipwing doong Arav 38 nuEpES Kal PEXP!




TNV SlaKoTi TS TTpwTn doong fTav 28 nuépeg. ZuvioTaTtal oTevoTEPN TTapakoAouBnaon ot acBeveig Pe iman péTpia namkn ducAsitoupyia. Zro diagopoTroinuivo
Kapkivwpa Tou BupeoeiBoulc, ol HEIWOEIS TNG Boang kal ol BiakoTrég TG B6ong ouvERnaav oto 56% kai 72%, avrioTolxa, Twv aoBeviy TTou EhaBav kaBolavnviBn
otnv KAk dokipr) (COSMIC-311). Ao peruoelg d6aEwy amraitnBnkav ato 22% Twy aoBeviwy. O SIdUEcog ¥pavog HEXPI TN HEiWOT TG TIPWTNG S6ONG fTav
57 nuépeg kan péxpr T Siakom TnE TIRWING 86ong ftav 30 nuépeg. Hnatorofikdtnta Mn guaolohoyikég TIPEG oTiG EEETATEIS TG NTTaTIKAG A€iToupyiag (abEnan
TG AUIVOTPAVAPEPATNG TS ahavivig [ALT], Tng aoTiaprkng apivotpavagepdong [AST] kal g xohepuBpivig) maparnphibnkav auxva oe acBeveig Trou EhaBav
Oepameia pe kaBolavnivipn. Zuviotdrar n diefaywyn efetdoewy nmamiknc Aemoupylag (ALT, AST kai xoAepuBpivng) Tipiv amd v évapén g Bepareiag pe
kaPolaviivipn kai n TpooekTiKr] TTapakoAouBnon kard 1 didpkeia g Bepateiag. MNa aoBeveic pe embeiviwon Twv eEETACEWY NG NITATkng Aermoupyiag Trou
Bewpotvtal oxenildopeveg pe T Bepameia pe kapolaviivipn (BnA. dtrou Sev eival eppavic kapia evaAakTikr armia), Ba TIpETEl va akohouBoUval ol cupBoulég
TporeTioinong ¢ ddang atov Mivaka 1 (BA. Tapdypago 4.2). Orav n kapodavriviBn xopnyeital oe ouvduaopo pe viBoAOUPGTIT, EXouv avagpepBbei cuxvoTepa
BaBpol 3 ka1 4 auroeig ALT ko AST ot oyéon pe T povoBeparreia pe kaPolavniviBn ot aoBeveig pe poywpnuévo RCC (BA. Mapdypago 4.8). Ta nramkd
éviupa Tpérel va TiapakoAouBolvial Tipiv aTro TNV Evapgn kai epiodika kard T didpkeia g Bepameiag. Mpémel va akohouBolvral o1 odnyieg IATPIKAG
Siayxeipiong kal yia Ta 0o @dppaka (BA. Napdypago 4.2 kar avarpégte atnv MXM yia ) viBoAoupdpmm). H kaBolavivifn ammoBdAAetal kupiwg péow mg
nraTikng odou. ZuvioTdr oTevoTEPN TIapakohoUBnon Tng cuvolikng acpaeiag ot aoBeveig e Ama i pétpia nrarkr) SucAemoupyia (BAETTE ETTioNg TTapaypapo
4.2 ka1 5.2). Mia upnhAdrepn axetikn avahoyia aoBeviv pe pérpia nramikr) ducheroupyia (Child-Pugh B) epgdvioe namikn eykepalomtaBeia pe Tn Beparreia pe
kaPolavtivipn. H kaBolavtivipn &ev ouviotdral yia Xprion oe acBeveig pe oofapr nmankr duohemoupyia (Child-Pugh C,BA. Mapaypago 4.2). Hramkn
eykegahomrdBela I pehé HCC (CELESTIAL), n nmaTikn eykepalomdbeia avapépbnke guyvotepa otnv opdda kapolaviiviBng ammd autr Tou eKovikou
pappdxou. H kaBolavtivin Exel ouoxetioTei pe Didppoia, EUETO, PEIWPEVT OpeEn kal BiatapayEg nAekTpoAuTtiv. Ze aoBeveig pe HCC pe emnpeacpévn nimamikn
Aeiroupyia, QuTEG oF PN NTIATIKES £TIBpacelg pTropel va eival Tapdyovieg emioTreuong yia Tnv egENEN TNG namkig eykegpaotdBeiag. O aoBeveic TipEmmel va
TrapakohouBolvTal yia onpeia kal CUPTTTWHATO NTiaTikig eykeparomdBeiag. Alarpnoeig ko guplyvia ZoPapég ME Siatprioeig kal cupiyyia, HEPIKEG QOPEG LE
poipaia EkPaon), Exouv TrapampnBei pe v kaBolaviviBn. O aoBeveig TTou £xouv @Aeypovwdn vooo Tou eviépou (T.X. vooo Tou Crohn, eAkwdn kohitida,
TepiTovinda, exkkoATwpartimda n okwAnkoedinda), Exouv diBnon Tou dykou otn ME 066 ) Tapouoiadouv ETITTAOKEG aTT0 TIPONYOUHEVN XEIPOUPYIK ETTEURaon
TOU YaoTPEVTEPIKOU ouaTipaTog (Biaitepa otav oxeTileTal e kaBuoTepnpévn f ateAr] emrouAwon) Ba Tpémel va agioAoynBolv TIPOOEKTIKG TIpIv apyioouv Tn
Bepareia pe kaBofavnviBn kai, oTn ouvéxeia, Ba TPETTe va TTapakoAouBoUVTaI OTEVA Yia CUNTITUHATA Glcrrpﬁoswv Kal GUPIYYiwV, SUPTTEPIAGpBaVOpEVWY TwV
anomqpcmuv Kai m onyn. Emipovn A rrrcvzptpuw(ﬁpwr] diappoia atn didpkeia g Beparreiag pmopei va eival mxpcx\rovmg KIvduvou yia my avdrrugn
npwnmxou aupiyyfou. H KuBD§UW|V||3r| TrpéTTel va SlakoTITETal oF aoBeveig Trou epgavifouv SIGTPNan Tou YaaTPEVTEQIKOU OUCTHHATOG | gupiyyio TTou Gev
prTopei va avripeTwmaTe enapkws. Taotpeviepikéc (TE) Siarapayéc H 5|cpp0|u n vautia/EPeTog, n Pewpévn opegn kal n oTopatinda/oToparnka aAyog frav
HEPIKEG aTTd Ta TTO ouxva avagepBévia cupPdvra Tou vampewepmou (BA. Trapdypago 4.8). Aueon latpikny Siaxeipion, cupmepidapBavopévng g
UTTOOTNPIKTIKNG @povTidag pE QVTIEHETIKG, uvnﬁiuppumu N avmégiva, npr:m-:: va e@appooBei yia v TTpoAnyn mg uqauﬁmmm';g Twv dlatapaywy Twv
n.\m'rpo)\mmv Kaing unu)?\slug Bdpoug. H Giakotm 1 p:iwcsr] g 8o6ang, i n povIpn SiakoTm TG xopr’wr]cqq kapodavriviBng Ba TpéTrel va i\upBuvsma uTTOWn
OF TIEPITTTWON EMiPovWV 1 ETavaAauBavOHEVWY ONPAVTIKWY YaoTPEVIEPIKWY avemBupntwy evepyeiwy (BA. Mivaka 1). Me mv
kapolavviBn, Exouv TrapampnBei oupPdavia @Aefikig BpopPoepBoAng, ocupTrepihapBavopéviy oupBdviwy TIVEUPOVIKNG EPBOARG Kal apTnpiakng
BpopBoepBorig HepkéEG opég Bavarngdpa. H kaBolavTiviBn TTpéTel va XpnoipoTToleital pe Trpogoyr o aaBeveig Tou Tapouaiddouv kivduvo fi Tiou Exouv
10TOPIKG aUTWY Twy evepyeiby. Zm perérn HCC (CELESTIAL), mapampnBnke miukaia @Aeikr) BpopBwan pe kafolavmiviBn, oupmepihapBavopévou eveg
Bavarngopou oupBdvtog. AoBeveic pe 10TopikG TuAaiag QAEBIKAG BiBnong qdvnke va diatpéxouv peyaAitepo kivbuvo avamugng Trulaiag @AEBIKAG
Bpoppwone.H kaBofavnivifn Ba Tpémel va SiakoTrel o& aoBevei TTou avaTTTiooouy ofl Eugpaypa Tou puokapdiou fi oTroladnTIoTE AMN KAIVIKG onpavTiki
BpopPoepBolikny emmmAokr. Aipoppayia Me v kaBofavtivin éxel TraparnpnBel coBapr] aipoppayia HepIKEG @opég Bavameopa. O aabeveig Trou £xouv
1oTopIKG oofapric aloppayiag TTpiv amd Ty Evapén Tng Beparreiag Ba TipéTTel va afloAoyolvTal TIPCOEKTIKG TTpIv aTTo TNV Evapén Tng Beparreiag pe kaBolavmvipn.
H kaBodaviiviBn Sev Tipérrel va opnynBei o aoBeveig TTou éxouv ) Biatpéxouv Kivbuvo yia coPapr) apoppayia. Zm perém HCC (CELESTIAL), avagépBnkav
Bavarngodpa aipoppayikd aupBavia oe uYnAGTEPN ouxvoeTnTa Pe kaBolavriviBn amd 1o eikovikd appako. O TapdyovTeg kivdivou TTpodidBeang yia coPapr
aigoppayia aTov TTANBuapo pe Tpoxwpnuévo HCC pmmopei va epidapBavouy Ty inBnon amd Tov oyKo Twv KUpIwv aijo@opwy ayyeiwv Kai Tnv Trapoudia
UTTOKEIPEVNG Kippwaong Tou r']nmog Trou £XEI we uno'ri.\sopu ™ dnpioupyic omoq)uvn(dw KIpouv, Tuhdiag uTrépTacng Kai Bpopﬂomviag. H pehétn CELESTIAL
anékAeioe aoBeveic pe TAUTOXPOVI QVTITINKTIKI aylwyr) r‘| awmlpum.‘m}uumut; ﬂcpﬂyn\nsg AcBeveic TTou dev AapBavav Bepareia 1} pe eEANTI Bepareia, yia
KipoolUg pe aipoppayia HE uynAé kivbuvo muoppﬂvlug efaipéBnkay emriong amd T peAérn auty. H peAémn g kaBolavmvifng ot cuvﬁuacpé pc Tl"|
wBo)\oupupnn oe npnxwpquvo RCC mpng ypappng (CAZOQQER) anékAeioE aoBevEi Pe c:wmnxﬂxcl ot BepartreuTikég DOOEIS,

i H xprion avaoteréwy g VEGF odou oe aoleveig LE 1) xwpi uTrépTaon PTTOpel va TIpodyel Tov OXNUATIoRS QVEUPUCHATWY 1 / Kal OpTi"[plﬂKuJV
diaywpiopwy. O KivBuvog auTag TTPETTE va AapPBAaveTal TTPOCGEKTIKG UTrown Tipiv artd Ty évapén g Bepareiag pe kaBolavriviPn ot aoBeveig TTou mapouoialouy
TiapdyovTeg KivBUvou 6TTwg uTEpTaon f IoTopikd aveuplopatog. @pouBotrevia Zm peiétn HCC (CELESTIAL) kai oTn peAérn DTC (COSMIC-311), avagépBnke
BpopPoTevia kar pewpéva aipotrerdhia. Ta emriiedo aipoTETaAiwyY TTPETTEN va TTapakoAouBouvial kard Tn didpkeia NG Bepameiag pe kafolavniviBn kai n déon
va TpoTToTiolEiTal avahoya pe T copapérnra g BpopBoreviag (BA. Mivaxa 1). EmmmmAokég Tpaupdrwy Me Ty kaBodavmivipn éxouv TrapatnpnBel eTTTAoKES
Tpaupdtwy. H Bepameia pe kaPolavnvipn Ba mpéme va SiakoTiel TouAdyioTov 28 NUEPEC TIPIV OTTO TNV TTPOYPAUUGTIOUEVT XEIPOUPYIKN ETENBao,
oupTTEpIAapBavoUEVNG TG odovTIaTPIKAG XEIPOUPYIKAG ETTEPRacnS f Twyv eMepBankwy odovTiaTpiKwy TTapepBdotwy, eav eival duvartd. H amogaon va
ouveyioTEi n Bepameia pe kaBolaviviBn peta  xeipoupyikn emépBaon Ba ipémel va BaoiaTei otnv kKAWIKK kpior yia v eTapkr] eTolAwaen Tou Tpadparog, H
kapolavmivipn Ba TTpéTel va SiakoTiel 08 aoBeveic pe eTITTAOKES ETTOUAWONG TPAUPATOS Trou aTtaimoly iaTpikf TTapéppacn. Yréptaon Me Ty kaBolaviiviBn éxet
TaparnenBei uTrépTaor, cupTrepIAapuBavopévng TG UTIEPTACIKNG kpiong. H aptnpiakn Trieon TPETE! va eAEyxeTal kaAd Tipiv arTd v évapgn g kapolavtiviBng.
Karé m didpkela mg Beparreiag pe kaBolavniviBn oAol o1 acBeveig Ba Trpéiel va rapakoAouBolvTal yia UTTERTAON Kal va avTIPETWTTI(ovTal, OTIWG arraiteial, pe
TUTTIKI) QvTIUTTEPTaOIKT) BepaTteia. Zmny TepiTTwan EPpovng uTtEpTaong TrapdT yivetal xprion aviiumeptaaikwy, n kaBolaviiviBn Ba mpéme va SiakoTrel, £wg
otou eAeyxBei n apmpiakn Tieon: kardmy n kaPolaviviBn pmopei va ouvexioTe oe peiwpévn ddon. H kaBodaviiviPn Ba rpémel va Siakotrei edv n uTtEpTaon
sival coBapr| kai eTTipovn TTapd Tnv avTiuTepTadikn Bepareia kal T peiwon d6ang me kaPolavniviBne. Ze mepiTwon uTepTaaiknig kpiong, n kapolavniviBn
Tipémel va Biakoriel. Ooteovikpwon ‘Exouv TrapatnpnBei TieploTarikd ooteovékpwong e yvaBou (ONIM) pe v kafolavriviBn. @a mipéme va diegaxBei
oToparikn egéraon piv amd v évaptn me kaBolavmviBng kai epiodika katd Tn Sidpkeia TG Bepateiag pe kapodavTivipn. O aoBeveic Ba TpéTel va
evnpepwBolv Goov agopd TG TpakTIkég oTopanikig vyienvic. H Beparreia pe kapolaviviBn Ba Tpémer va avaotalei Touhdyiotov 28 nuépeg Tpiv ATt my
TIpOypappaTiopévr) 0BovTaTpiK| XeIpoupyikr emépBaon rj Tig emepPaTikég obovTiaTpikég TapepBaoeig, edv eivar Suvard. Amrarteital Tpoooyr ot aoBeveig TTou
AapBavouv pappaxa Trou oxetidovial pe v ONI, o1we Sipwaogovika. H kaBolavnvin Ba mipéTrel va diakomreTal ot aoBeveig Trou epgavijouv ONT,
gpubpobuoaiotnaiag aAapwyv-ieAudrwy Me v kafolavivipn éxer apampnbei auvBpopo epuBpoducaictnaiag mahaphv-Trehpdrwy (PPES). Otav 1o
PPES eival ooBapo, Ba mipémel va AngBei umdyn n diakorrn g Bepameiag pe kaBodavnivin, Mpéme va yiver Eava évapén g kaBolaviving pe xapnAdtepn
Soan érav 1o PPES emAuBei oe Babpo 1. Npwreivoupia Me Tnv kaBolaviviBn £xel aparnpnBei mpwreivoupia. H Tpweivi oupwy Ba TTpéTrer va iapakohouBeita
TakTkda kard T Beparteia pe kaBolavmivin. H kaBofavriviBn Ba TrpéTrel va SiakoTrei o€ aoBeveic TTou avaTrTiooouV VEQPWOIKG auvdpopo. Zovdpouo onioBiag
avaaTpeypng evkepahotiabeiag ‘Exel raparnpnBei ouvbpopo oioBiag avaoTpéyiung eykepaiomrdbeiag (PRES) pe v kaBolavriviBn. Auté 1o odvdpopo Ba
TipéTel va efetdleTal of kdBe acBevr) Trou epgavidel TOMaTAd oupTTTwpaTa, 6TTwG aTracpols, TTovoKepAAoug, oTmikEg SiatapayEg, olyyxuon fi ahowpévn
vonTikr} Aemoupyia. H Bepameia pe kaolavrivin Ba Tipémel va SiakoTetal oe aoBeveig pe PRES. Emurikuvon Tou Siaamparog QT H kafodavmivifn Ba pétrer
va ¥ProIPOTIOIEITaI PE TIpOTo)T) Ot aoBEVEiG PE I0TOoPIKG TapdTaong Tou SiaoTrparog QT, ot aoBeveic ou AapBdavouy avriappuBikd, r 0t aoBeveic Pe OXETIKN
TrpoliTrapyouoa kapdiakr vooo, Bpadukapdia, r) diarapaxég nAekrpoiuttov. Otav ypnoiporroieital n kafolavnivifn, Ba Trpémer va eCetadetal n epiodikn
TapakoholBnan kard Tn Sidpkeia Tng Beparreiag Tou HKM kar Twv nAektpolutiov (aoBéoTio, kdho kai payviicio opol). AugAemoupyia Tou Bupeoeidolg
Zuviotaral Baoikr] epyactnpioki PEtpnon Tng Aemoupyiag Tou Bupeceidolg o Ohoug Toug aoBeveic. AcoBeveic pe TrpoUTTdpxov uToBupeoeiBioud 1
umepBupeoebiopd Ba TpETel va avTideTwTi{ovial cUHQva PE T ouvriBn 1aTpIKY) TIPAKTIKS TrpIv amd Tnv évapén tne Bepameiag pe kapolavTiviPn. Ohol o
aoBeveig TrpETTel va TrapakoAouBolvTal oTeva yia onpeia Kal oupTTTwpara ducAeitoupyiag Tou Bupeoeidoig karda ) diapkeia g Beparieiag pe kaBolavTivipn.
H Aermoupyia Tou Bupeoeidolg Ba TTpétel va TapakohouBeital Trepiodikd ka®' 6An T didpkeia Tng Beparreiag pe kaBolavTiviBn. O1 aoBeveig TTou avarrriocouy
SuoAemoupyia Tou Bupeoeidolg Ba Tpémel va avipeTwTTifovTal CUPgWva PE T ouvnen iarpikn TpakTikr). Mn guoloAoyikég TipEC BioYNUIKWVY EpYAoTNPIOKWY
g€erdoewy H kapolavnviBn £xel CUTKETIOTE! pe augnpévn CUXVOTNTA EPPAVIONS LI PUOIOAOYIKWV TIHLY NAEKTPOAUTLOV (GUUTTEPIAGHBAVOREVNC TNE UTTC- Kl TG
uTepkaMiaupiag, TNG umopayvnolaipiag, e uttaoBeomaipiag, g utovatpaipiag). Me v kaBodavriviBn €xer TapatnpnBei uttaoBeoTiaipia oe upnAdTEEN
ouyvetnTa kail 1 auénpévn ooBapérnta (cuptrepidapBavopévwy BaBpou 3 kai 4) oe aoBeveig pe kapkivo Tou BupeoeiBolg oe oUyKpIon pe aoBeveig HE dAAoug
Kapkivoug, ZuvioTaTai n rapakeAotBnon Twy BIoxnpikwy Trapapétpwy katd T Sidpkeia g Beparreiag pe kafolavnivin kai n eloaywyr kardAAnAng Beparreiag
QVTIKOTAOTAONG GUHQWYVaA HE TV KaBiepwpévn KAIVIKK) TIpakTIKn, €dv arraimeital. Mepmwoeig nmmamkrig eykegalomdbeiag ot aoBeveic pe HCC pmopei va
amodoBolv aTnv avarmugn nhektpoAutikiy dlatapaywy. H Siakorm A n peiwan g déong f n opioTiki diakoTn TG xopriynong kapolavmvipng Ba mrpérel va
£EeTALETON OE TEPITITWAN ETTIHOVWY 1) ETTavaAapBavopeviv anpavtikwy Siatapaywv (BA. Mivaka 1). Emaywyeig kai avactoAeic CYP3A4 H kaBolavmivipn eivat
uméaTpwpa CYP3A4. H guyyopriynon kaBodavnviBng pe Tov ioxupd avaoTtohéa CYP3A4, v ketokovaldAn, eixe wg amotéAeopa pia alnon mg ékBeang
kapolavniviBng oto mAdopa. Attaireital Tipoogoxn] kara ) xoprynon kaBolaviviBng pe gdppaka Trou eival Ioxupoi avaotoheic CYP3A4. H ouyxopriynon
kapolaviviing pe Tov Ioxupo eraywyéa CYP3A4, Tn pipapTmkivn, eiXe w¢ ammoTéAeopa pia peiwan g éxkBeang kaBolavmviBng oto TTAdopa. ZUVETTUG, TTPETTE!
va atfo@euyBel n xpdvia Xopriynon Twy @appdkwy TTou eival ioxupoi emaywyeis CYP3A4 pe v kaBodaviivipn (BA. mapaypdgoug 4.2 kai 4.5). YTogrpwpara




P-yhukoripwreivng H kaodavnviBn firav évag avaotohéag (IC,, = 7,0 uM), ad o1 utréoTpwpa, Twv SpacTnpiotitwy petagopds P-yAukoripwreivng (P-gp) oe
SikateuBuvTikG oUoTNua TTPoadiopIopoU XPNOIHOTIOILVTAG Kurrapc MDCK-MDR1. Euverrmg n kaBodavriviBn propel va exco v IKavoTnTa va augdver Ti
OCUYKEVTPWOEIG TUYXOPIYOULEVIWY ermo‘rpLumeuv P-gp oo mhdopa. O1 aabeveic Ba mrpérrel va TipoeidotiamnBouv doov agopd T Afjyn utrooTpwparog P-gp
(1.x. pefogevadivn, ahiokipévn, autrpicevtdvn, eTegNikn Saiyarpavn, Siyogivn, koAyikivn, papaBipokn, mooakovaloAn, pavohadivr, aagayAmrivn, omayAmrrivn,
TaAivoAOAn, ToABarriavn) eviy AapBavouv kaBolaviivipn (BA. apaypago 4.5). Avaotoheic MRP2 H xopriynon avacTtoAéwv MRP2 pmropei va odnyrioel ot
auénfoEig Twv auykevTpwoEwy TG kapolavmvifng oto mAdopa. Emopéviug, n Tautdypovn Xprion avaotohéwv MRP2 (.. kukhooTmopivn, epaBipévin,
spTpioraBivn) Ba rpémer va Trpooeyyiletal pe Tipoooxr (BA. TTapdypago 4.5). Exdoxo AakTddn AoBeveic pe omravia kAnpovopika rpopAnuara duocaveiag otn
yahakTodn, ohikr averidpkeia Aaktdong ] pe dSuoamroppoenan YAUKO(NG-yaAakToEnG Bev TIPETIEN va TIApOUV auTd TO QapHAKEUTIKO Trpoidv. NdTpio Autd To
PUPHAKEUTIKO TTPOIOV TTEPIEXE AlyaTepo amtd 1 mmol vatpiou (23 mg) ava diokio, dnAadr) ouciaoTikd eival «eAedBepo vaipious. 4.8 AVETTIBUUNTES EVEPYEIEG
KapodavnviBn we povoBepareia NepiAnwn Tou TipogiA agedAsiag O o guyvég cofapég avemBupnTeg evépyeieg atov TAnBuopd RCC (21% ouyvotnra) eivar
10 KoIMaké dAyog, n Sidppoia, n vautia, n utiépraon, r epolr, n urovarpiaiia, n TTveupovikr epBoAr, o Epetog, n aguddrwor, n k6mwan, n e§acbivion, n
HEIWPEVN OpeEn, n ev Tw BdBer pAePikr Bpdpufwan, n {&An, n uTTopayvnolaipia kai To ouvdpopo epuBpoducaiobnaiag TTaAapwy-TreApdTwy (PPES). O1 mo
OUxVEG avermBUUNTEG EVEPYEIEG OTTOIOOBATIOTE ouxveTnTag (Tou epgavifovial oe Touhdyiotov 25% Twv aoBeviwv) otov TTANBuoud RCC mepidapBavay
Sidppoia, KGTwan, vautia, peiwpévn opegn, PPES, uméptao, pewwpévo Bdpog, £ueto, duoyeuaia, Suakoihidtnta kai aufnuévn AST. Yiéptaon TraparnpriBnke
o ouxvd atov TAnBuopd pe RCC xwpig mponyolpevn Beparieia (67%) ot alykpion pe aoBeveig pe RCC petd armmd mponyolUuevn aToxeupevn Beparreia pe
VEGF (37%). O1 o ouyvég aoBapég avermn8upnTeg evépyeieg ooV TTANBuopé tou HCC (2 1% ouxvetnTa) eivai n nramkn eykegalomdbeia, n efaabévion, n
komwon, 1o PPES, n Siappola, n umrovarpiaipia, o EPETOg, To Kothiokd dAyog kai n BpopBorrevia. O1 o oguyveg avemBupnTeg avridpdoelg oroioudniTToTe
Buepoﬁ (TTou nupoumﬁmnxdv ot TouhdyioTov 25% Twv ucBEvde) atov TAnBuopd HCC mepiddpBavav -5|c'pp0|c=. Hewpévn opegn, PPES, kémwon, vauTia
uTEpTaon kai EPeto. O1 o ouxvEg anaptg avemiBUPNTEG EVEPYEIEG OTOV ‘rr)‘qﬂuoué DTC (1% mlmwcrn} eival n SiIdppoId, N TIVEUHOVIKT cpﬁo)\n n doomvoia,
n eV Tw Pader pAefixr) BpopBwaon, n uTrEpTaon kai n utracBeomaipia. O1 mio cuxvsg avemiBUpNTES EVEPYEIEG oTToloudI|TToTE BaBpod (Trou apcpctwce TouhdyioTov
10 25% Twv acBeviwy) otov TANBucpd DTC mepieAapBavay Sidppoia, PPES, utiépraon kai komwor. AvemBounteg eveEpyeiec o€ Lop@n Trivaka O avemBopnTeg
EVEPYEIEG TTOU ava@EPBnKav aTo OUYKEVTPWTIKG ouvoho dedopéviuy yia aoBeveig ou éAapav povoBepameia kaodavriviBng yia RCC, HCC kai DTC (n=1043)
N avagépbnrav pe T xprion kaolaviving perd v kukAogopia 1ng avagépovial otov Mivaka 2. O avenBupnTeg evEpyeieg TrapatiBevial oUPQWvA Pe TNV
Karnyopia opy@vou ouoThpaTog Kal T guxvatnTa katd MedDRA. O ouxvomTeg Baoifovtan ag dAoug Toug BaBuolc kai opilovTal we e€rig: oA guxvés (21/10),
ouyvég (21/100 Ewg <1/10) éy ouxvig (21/1.000 éwg <1/100), pn yvwoTég (Sev prropolv va exnipnBolv pe Baon 1a diaBioipa dedopéva). Eviag kade karnyopiag
OUXVOTNTAG ERPAVIONS, O avemBUHNTES eVEPYEIEG TIapaTiBevTal Katd Bivouoa oeipd goPapétnTag. Mivakag 2: AVETIBUPNTEG EVEPYEIEG pappdkou (ADRs)
Trou £X0ouUV avagepBEi oe KAIVIKEG HEAETEG I} O€ XpIjon HETA TV KUKAO@Opia 0t acBeveig Tou Adppavav Beparreia pe kaBolavTivifn w¢ povolepareia.
NoIPWEEI Kl TTAPACITWOEIG ZuyvEg: amooTnua. AlaTapayég Tou aipoTroinTiKoU Kal Tou Aepgikol guoTrparog MoAd ouyveg: avaipia, BpopPotevia,
Zuyvég: oudeteporTevia, AepgoTevia, AlaTapayég Tou evBokpivikoU ouaThiparog Mokl ouxvég: urroBupeoaiBiopcc”. AlaTapayég Tou HETABOAITHOU Kal TG
Bpeyng Mokl ouyveg: perwpévn Opefn, umopayvnoiaipia, umokahiaidia, umoaABoupivaipia Zuxvég: a@udATwWar, UToPWapaTapia, um)vmpimpiﬂ.
uTraoBeoTicpia, uTTEpKahiaipic, unepxohepuﬂplvclplu UﬂivaUKGiplﬂ unov.\umlplu Alarapayeg Tou VEUpIKOU uucrﬂuu'rog MoAl ouyvée: Gucvzuclu
kegahahyia, {aAn Zuxvee: TTEpIpEPIKN vEupottaBeia® Ox| ouxvE:g OTIaoOI, QYYEIOKO eYKEQAAIKG eTTEIcdSio Mn yvwoTEg: ouvBpopo oTTioBiag avacTpeWiung
eykegaAoTabeiag Ammpuxsg Tou wWTog Kai Tou AafupivBou Zuyveg: epPoig quﬁluxcg Siatapayés Mn Wonsg qu:puqu puokapdiou Ayyelakig
ﬁlmctpﬂxsg MoAl ouyvig: Lmspmmg. aipoppayia”*Zuxvée: gAeBixr BpopBwons, aprpiakn BpopPwaon Mn yvwoTég: aveuplopaTa Kal apTrpiakol Siaxwpiopol
Oy ouVE:G UTTIERTAOIKT KpIOT] Aarapay£ég Tou avairvEUoTIKOU auo'mpu‘rog, Tou BWwpaKa Kai Tou p:aoewpuxlou MoAd ouyvég: Buaguwvia, dloTvola,
Brixag Zuyvig: Tiveupovikny epPohn Alatapayéc Tou yaoTpevTepikol Mokl ouyvig: Sidppoia®, vautia, épetog, otopartinda, Suokohérnra, kothiakd Ghyog,
duomewia Zuyxvéc: yaoTpeviepikl didrpnon®, Taykpsatimda, ouplyyio®, yaoTpooicogayikr TraAivBpounon, aijoppoideg oTopankd diyog, EnpooTopia,
duogayia, y\woogoduvia AlaTapaxEg TOU NTTATOS Kal TwWV XoAngopwy Zuxvis: nmankn eykepalomabea® Oy ouxveg: xohooTtamkr nrarimda Alarapayég
Tou SépparTog kal Tou utrodopiou 10Tol Mokl cuxvis: alvdpopo epubpoducaiodnoiag Trahapwv-TreApdTwy (PPES), efdvBnua Zuxvec: kvnopode, ahwrekia,
Enpodeppia, deppatinda uTid Poper akprig, akhayr] Xpwpatog palMwy, UTIEpKepdTwan, epuBnua AlaTapayég ToU HUOOKEAETIKOU OUOTIHATOS Kal Tou
ouvBeTIKoU 10ToU MoAl guyveg: Trovog oTa dkpa Zuxveg: pulkol aracpol, apBpakyia Oxi auxvig: ooTeovEKpwan TG yvabou AlaTapayEg TWV VEQPWY Kal
TWV oUPOPEPWY OBWV Zuxvés TipwiEivoupia MEVIKEG BIaTApayEéS Kal KATAOTACEIS TG oBol Xopriynong MoAl cuxvég: KOTWON, @AEYHOVA Twy
BAevvoyovuwy, e§aoBéviar), TTepipepiko oidnua MapakAvikég e§eTaceic® MoAl ouxveg: pewpévo Bapog, augnuéva ALT opol, augnuévn AST Zuxvég: ALP opol
augnuévn, augnpévn GGT, aufnuévn kpeamvivn dipatog , auEnpévn apuhdon, augnuévn Anrdon , auénuévn xoAnoTepoAn aiparog, augnpéva TpIYAUKEPIDIC
aipatog Kakwaoeig, SnAnmmpidoEig Kai ETTITTAOKEG BEPATTEUTIKWYV XEIPICHWY ZuxVEG: EMITTAOKEG TpaUpaTtog® * BAETE evoTnTa 4.8 Mepiypa@r] Twy EMAEYHEVWY
QvemBUNTWY EVERYEIWLV YIT TIEPAITEPW XAPAKTNPIOHO,® ZupTepihapBavopévng mg TToAuveupoTidBeiag. n TIEPIPEPIKN vEupoTTdBeia sival Kupiwg aioBnnpiakr
b ZupmreptAapBavopévng TnG ETOTAENG WG TNG TTIo TuXVA avapepoEVnG avemmBupnTg evEpyeiag © Aeg ol AEBIKEG BpopPuoElg, cupTTEpINapBavopévng TNG EV
Tw BdBer @AePixng BpopBwong ¢ Me Baon Tig avapepBeioeg avenBUpnTeg EVEPYEIES * AiaTapayHEvr ETTOUAWGOT), ETTITTAOKI OTO OMpEiWw TopnG kal SidaTraan Tou
Tpavuaros H kafodavnvin ag auvBuacud e viBoAOUUIGUTTN GE TTRUWTHG-YpaNe meoxwenuévo RCC Nepi Tou TIPO@IA aAeiag Otav n kafolavTiviBn
xopnyeital o ouvduaopd pe viBoAoupapTn, avarpigre oty MXM g viBoAoupautmne Tipiv amé v évapfn mg Bepaneiag. MNa TEPIOoOTEPEG TTANPOPOPIES
OXETIKG HE TO TIPOPIA ao@AAeiag TG povobeparreiag pe viBohoupdut, avarpégte otnyv NXMN g viBohoupdutmg. Zro atvolo dedopéviav Tng kaBolavivipng
40 mg pia popd Tnv nuEpa ot cuvduaopd pe viBohoupapTm 240 mg kade dlo efdopadeg oto RCC (n =320), pe eAdyioTn repiodo mapakoiouBnong 16unvwy,
ol Mo oUXVEG ooBapég uv&mﬂﬁpn‘rﬂg evépyeieg (2 1% Eﬂim'wur]) firav Sidppoia, Tiveupovimda, Twsupnvmﬁ spﬁo.\rj‘ Tveupovia, umrovatpiaipia, Tupefia,
aveTTdpkeia Twy EMVEQPIBiwy, épetog, aguddrwon. O1 o (]'UXVE§ avemBUupunTeg evEpyeieg (2 25%) nmv Siappoia, Kumucrn, ouvdpopo epuBpoduoaiobnoiag
TIGAQUV-TTEAUATWY, c'ropd'rrrlﬁu nuocmt:.\cnkog Tévog, uﬂzpw.:crn £€dvBnpua, unoeupeoaélcrpog, peiwan o6pe€ng, vautia, koINakd ahvog H mAgiovémna Twv
avemBUPNTWY EVERYEIV HTav [TTIEG Ewg PETPIES (BaBpog 117 2). O avsmGuunTsc EVEDYEIEC TTOU EVTOTTIOTNKAYV OTNV KAMKn
pehérn TG kapolavivifng oe auvbuaopd pe viBohoupdptm avagépovial otov Mivaka 3, cuptpwva HE TNV KaTnyopia opydvou ouaTAPATOG Kai T ouxvaTnTa
kara MedDRA, O1 ouyvornTeg Baoifovial & dhoug Toug Babpols kai opifovial wg e€rig: oA ouxvég (21/10), ouxvég (21/100 £wg <1/10) 6x1 ouxvig (21/1.000
£wg <1/100), un yvwotég (Bev pmropolyv va ekmipnBoulv pe Bdon Ta diabéaipa dedopéva). Eviog kdBe katnyopiag ouxvoetnTag EpQAvIONG, of avemBUpnTEG
evipyeieg TrapatiBevial kata @bivouca cepd coPaponrac. Mivakag 3: AvemBopnTeg evépyeleg pe kapolavTivipn oe guvBuaopd pe viohoupdpuTn
NoipwEerg kai Tapaoimoelg MoAl ouxvés: Aoipwén Tou aviuTEPOU avaTTVEUOTIKOU CUOTHHaTOS ZuxvEC: TIvEuHovia AlaTapay£g TOU QIHOTTOINTIKOU Kal Tou
AepgikoU ouoTiparog Zuxvig: nwoivogiAic AlTApayES TOU avoooTmomTikol ouoThparog Zuyvis: umepeuaioBnoia (oupmepihapBavopévng Tng
ava@uAaKTIKiG avTidpaang) Oy ouxvég: oxendopevn HE TV Eyxuon avTidpaon utrepeuaiotnaiag Alarapayég Tou evBokpivikoU ouoTipaTog MoAl ouyveg:
uTIoBUPELOEIBIOPOG, UTIEPBUPEOEIBIOUOS ZUXVEG: ETIVEQPIBIOKT) aveTrapkeia O ouxvig: utropuoimda, Bupeoeidinda AlaTapayE Tou pHeTaBoAiopol Kal TNG
Bpéwng Mokl ouyvéc: peiwpévn 6pefn Zuxvég: apuddrwon AlaTapayég Tou veupikol guaThiparog Mol cuyvic: Suoyeuoia, {dAn, kepahakyia Zuyvég
TEPIPEPIKN veupoTiaBeia Oy ouxveg: autedvoor eykepalinda, ouvdpopo Guillain-Barré, puacBeviké oluvBpopo Alatapayég Tou wrég Kal Tou AapupivBou
Oy ouyxvic: epfoic OpBalpikés Biarapayég Zuyvig: EnpogBahuia, Baptm épaon Oxi ouyvég: payoedimda Kapbiakég Siarapayég Zuxvig KoK
pappapuyr, Taxukapdia Oy ouxvig: puokapdinda AyYelakég Siarapaxég Mol ouyveg: uméptaon Zuxveg: Bpopfwon® AlATAPAXES TOU QVATIVEUTTIKOU
OUCTIHHATOG, TOU Bwpaka Kai Tou pecoBwpdkiou MoAl ouxvig: duoguvia, duotrvoia, Brxag Zuxvég: Tveupovimda, Trveupoviki epBolr, emiaTagn,
uTreQwKoTIK oulhoyr] Alatapayég Tou yaoTpeviepikoU Mokl ouxvég: idppola, épetog, vauria, SuokooTnra, otoparinda, , kotaké dhyog, SuoTregia
Zuyvig: kohimida, yaoTpinda, dAyog Tou oTéparogEnpoaTopia, aipoppoideg Oyl ouyvég: Taykpearinda, Sidrpnon Aerrol eviépou®, yMwooobuvia AlaTapayég
TOU HTTATog Kal Twv XoAngdpwy Zuyvic: nrarmda Alarapayég Tou SEpPATOS Kal Tou uTroSopiou 1aTol MoAl ouyvég: ouvBpopo Trahapo-Trehpanaiag
epubpoduoaiobnoiag, efavBnpa®, kvnapog Zuxveg: ahwrekia, Enpodeppia, epuBnua, aAhayr Xpwuatog Tpixwv Oy auxvég: ywpiaan, kvibwon AlaTapayég
TOU HUOOKEAETIKOU OUCTHHATOS Kol TOU oUVBETIKOU 10700 MoAU ouyvig: puookeAeTikog Tovog?, apBpalyia, puikol oTraopol Zuxvis: apBpinda Oyi ouxveg:
puoTIdBEIa, OOTEOVEKPWOT TG yvabou, ouplyyio AlaTapay£g TWV VEQPUWV Kal Twv oupo@opwyv obdwv MoAd ouxvég: Tpwreivoupia ZuxvES: VEQPIKS
averrdpkela, ofeia veppikr BAGBn Oy ouxvig: veppinda MEVIKEG SiaTapayEg Kol KATAOTACEIS TN 080U Xopiynong Mokl ouyvig: KoTIwar, Trupegia, oidnua
Zuyvég: dhyog, Bwpakikd dhyog MapakAivikég efeTdoelg® Mokl ouyvég: augnpévn ALT, auénpévn AST, uTroguwogaraipia, uTraofeoTiaipia, uTopayvnaiayia,
uTovaTtpiaipia, utepyAukaipia, Aepgpomievia, auEnpévn aAkaAikn Quogartdon, avnuévn Amdon, auénuévn apuldon, Bpopfomevia, augnpévn kpearvivn,
avaipia, heukomevia, umrepkahiaipia, oudeTepotrevia, umepaocBeomicipia, uToyAukaipia, uttokaMaipia, augnuévn oAKr) xoAepuBpivn, uTTEppayvnoiaibia,
UTTEpVATPITIMIT, HEIWPEVO OWHATIKG Bapog ZuXVES: augnuévn XoAnaTepoAn aipatog, utrepTpiyAukepidaipia. O quxvoTnTES TwY aveTBUPNTWY EVEPYEIWV TIOU
Tapouaiddoviarl otov Mivaka 3 prropel va pnv amodidovtal TAfpwg pévo atny kaBolavTivipn, ahhd evEXETal va EPTIEPIKAEIOUV T UVEIOQOPE TNG UTTOKEIHEVNG
vOOOU 1] aTTé 11 VIBoAoUPAUTIN TTou XpraipoToleital og ouvduaapd. °H BpopBwan eival évag ouvBetog 0pog Trou TrepiAapBavel BpopBwon tng TruAaiag pAEBag,
Bpoppwan Tng Tveupovikric PAERag, Trveupovikr) BpopBwon, aopTik’ BpopBwon, apmnpiakr BpdpBwan, ev Tw Pdbe ARk Bpoppwan, Bpopfwon Mg
TUeNKAG pAERag, BpopBwan Tng koikng AERag, pAeBikn BpopPwon, gAePikr BpopBwon dkpou "Exouv avagpepBei Bavamngopeg mepmwoelg “To eEavBnua
£lvan évag ouvBeTog 6pog Trou TTepidapBdver T depparinda, Tnv opoiddouca pe akpr Sepparinda, Ty TTopgoAuywdn deppatinda, To amogohidwiké e€avBnua,
10 epuBnuartwdeg efavinua, To Bulakiwdeg efavlnua, 1o knAidwoEg eEdvBnua, To kNhdoBAandwdeg efavinua, To BAamdwdeg egavbnua, 1o KVNOPWOES
£EavBnpa kal To GapuakeuTikG eEAvBNpa. “O PUCOKEAETIKGG TrOvVOG eival Evag oUVBETOE Gpog TIou TIEPIAaPBAVE! TNV 00@UAAYIa, TOV 0OTIKG TIGVO, TO HUOOKEAETIKG
Bwpakiko ahyog, Tn JuoakeAeTIKr) Buoopia, Tn pualyia, Ty auxevayia, To dAyog oTa akpa, To dAyog aTTovBUNKGT oTAANG “O1 TUXVOTNTES TWY EPYQCTNRICKWY
OpWY aVTITTPOCWITEUOUV TO TTOTOOTO TWV agBeviby Trou eppdvioay eMBEIVWAT OTIS EpYaoTNPIaKES HETPHOEIG Ot axEan HE TV Evapn Tng HEAETNG pE efaipeon



TO PEIWPEVO owpaTkG Bdpog, TV au§nuévn xoAnatepdhn aiparog kar Tnv uTEpTpIyAukepidaipia. [epl 1 Twy eMAEYPEVWY aveTniBd Vv E 1wy Ta
Sedopéva yia diagopenikég avnidpdosic Baoilovial ot aoBeveig ou eAdapBavay CABOMETYX 60 mg pia gopd nuepnaiwg arrd 1o o1épa wg povoBepatreia aTig
Baoikég paAt'Teg o710 RCC petd amé mrponyoUpevn cnoxsuuévn Beparreia pe VEGF kai oe RCC xwpig Tiponyoupevn Bepareia,=oto HCC perd amd nponvo{]pavn
QUaTNHIKT BEp(!'ITEIU kat oto DTC ot aoBeveig avBekTikolg r] Hn katdAAnAoug yia Beparreia pe padievepyd iwdio (RAI) rrou rapouciacav £8£NIEN TG vooou kard
™ SIdpKeIa f| peTd Ao Trponvouucvn TUOTNHIKT BEpGTTEICI 1 ot agBeveig TTou sAuBav CABOMETYX 40 mg pia cpopr.: npspnmug aTTd To aTOpa OF qubuacpo
HE wBvoupu;mr] OE ?Tpum]g ypapung paxwpnpéve RCC (mapaypagog 5.1). Cagrpevrepikt} (TE) SiGrpnol 4.4) Zin perémn tou RCC peta
amo TTponyoUpevn aToxeupévn Bepareia pe VEGF (METEOR), avagépbnkav ME diatpriosig ato 0,9% (3;‘331) va aoBeviov pe RCC Trou eAdpBavay
kapofavnviBn .Ta oupBavra frav BaBuou 2 i 3. O didpecog xpovog ewg v évapgn nrav 10,0 eBdopadec, Moipaieg Siarprioeig ekdnAwbnkav ato KAIVIKO
TpOypappa yia Tnv kaodavmvipn. Zmn peAétn Tou RCC xwpig rponyoupevn Beparreia (CABOSUN), avagépbnkav I'E Siarprioeig oo 2,6% (2/78) Twv aoBeviov
pe RCC mou AapBavay kaBodavnviBn. Ta oupBavra ritav BaBpoo 4 xai 5. Zin pehérn HCC (CELESTIAL), avagépBnkav diarprioeig M'E oto 0,8% twv agBevwy
Tou éAaBav kapolavTivin (4/467). OAa Ta gupBdvra itav BaBuou 3 ) 4. O didpegog xpévog eppdviang ritav 5,9 efdSopddeg. Zm peétn DTC (COSMIC-311),
n didTpnon Tou yaoTpevTepikoU owhrva Bablou 4 avagépbnke oe évav aoBevr (0,8%) amo Toug aoBeveig Trou EhaBav kaBolavmiviBn kal eppavioTnke peta ame
14 eBdopddeg Bepameiag. Ze ouvduaopd pe viBohoupdutn oe Tipoxwpnpévo RCC ot mipwrng-ypapprc Bepareia (CA2099ER) n ouxvomTta eg@aviong
Siatprioewy Tou YaoTpevIEpIKoU owhrva frav 1,3% (4/320) oe aoBeveig Trou EAaBav Bepareia. ‘Eva oupBdy Arav o Babuol 3, SUo oupBdvra frav Babuou 4
Kai éva oupBdy frav Badpou 5 (Bavarngopo). E1o kAvike TTpdypappa Tng kaBolavniviBng exBnAwenkav Savatngopeg Siatprioelg. Hiarki) eykeparomdBela (BA.
Tapdypago 4.4) Zin pehém HCC (CELESTIAL), n nmaniki eykepaloriadeia (nanikr eykepahonadela, eykepahondbeia, utiepappwviaipikn eykepahoniadea)
ava@iépBnke oTo 5,6% Twv aoBeviov Tou éhaBav kaBofavrivipn (26/467). Ta auychu Bcepou 3-4 frav e oooaTo 2,8% kal éva oupPav (0,2%) BaBuou 5.
O diapegog xpovog epgavions frav 5,9 ePdopddeg. Aev avagpeipBnkav TTEPITITWOEIS NTTATIKAG svm:tpu)\onqeciag oTig peréreg RCC (METEOR, CABOSUN kar
CA2099ER) kai atn peArétn DTC (COSMIC-311). Aidppoia (BA. Tapdypago 4.4) Zrn perétn RCC perd amd mponyoUpevn aToxeupévn Beparreia pe VEGF
(METEOR), n Sidppoia avapépBnke oto 74% Twv aoBeviv pe RCC trou éAapav kaBolavnivipn (245/331). Ta oupBdvra BaBuol 3-4 Arav oto 11%. O Siduegog
Xpovog epgaviong frav 4,9 eBdopddeg. £m peAém RCC ywpic mponyoupevn Beparreia (CABOSUN), n Sidppoia avagépbnke oto 73% Twv acBeviov TTou
€AaBav kaBolavmviBn (57/78). Ta oupBavra BaBuou 3-4 fitav oto 10%. Zn pehérn HCC (CELESTIAL), n Sidppola avagépbnke oto 54% Twv aogBeviuv Trou
ehafav kaBodavivin (251/467). Ta oupBdvra BaBpou 3-4 frav oo 9,.9%. O Sidpecog Xpovog eppaviong dAwv Twv oupBdviwy frav 4,1 efdopdadeg. H
Bidppoia oSr)ynoE ot TPOTIOTOINCEIG BOONG, IAKOTTEG KAl oploTik SiakoTir ot 84/467 (18%), 69/467 (15%) xai 5/467 (1%) aoBeveic, avrioToixa. ZTn PEAET
DTC (COSMIC-311), avagépbnke didppoia ato 51% twv acBeviv Trou ehaBav kaBodavivin (64/125). Ta oupBdvra BaBuou 3-4 rirav ato 7,2%. H didppoia
odnynoe ot peiwan g S6ong ka SiakoTr gt 13/125 (10%) kan 20/125 (16%) agBeveic avtioToixa. Ze guvBuaopd e viBoAoupduTmn ot rpoxwpenuévo RCC ot
TPWTNG-ypapprc Bepameia (CA2099ER), n eTriTmwan Sidppoiag avagépbnke ato 64,7% (207/320) Twy agBeviuv Trou EAaBav Beparreia, gupBdvra Babuou 3-4
ot 8,4% (27/320). O péoog xpdvog yia Tnv Evapgn oAwv Twy cupBaviwy frav 12,9 efdouddes. KaBuotépnon ri peiwon g S6ong ouvepn oTo 26,3% (84/320)
Kai diakoTr) oto 2,2% (7/320) twv acBeviuv e didppoia, avtioToia. Zuplvvia (BA. mapdypa@o 4.4) Zin peAern tou RCC Petd ammd TponyoUlevn OTOXEUHEVD
Bepameia pe VEGF (METEOR),1a oupiyyia avagépBnkav ato 1,2% (4/331) Twy acBevwv Trou ehdppavav kaBolavnivipn ko mepiAdduBavav TipwkTikd aupiyyia
aTo 0,6% (2/331) Twv aoBeviuv Trou Adppavay kapelavnivipn. Eva cupfdv frav BaBpol 3 kai Ta utréAoma ritav BaBpoul 2. O didpecog xpovog wg Tnv évapén
nrav 30,3 eBdopadeg. Zm perémn tou RCC ywpic mponyoupevn Bepareia (CABOSUN), Bev avagpépBrkav TIEPITITWOEIS WE oupiyyia. Zm pehét HCC
(CELESTIAL), Ta oupiyyia avagépbnkav oe 1,5% (7/467) Twyv aoBeviov pe HCC. O didpegog xpovog epgaviong frav 14 efdopadeg. Zmn perérn DTC
(COSMIC-311), dev avagépBnkav TTEPITTTWOEIS auplyyiwy ot aoBeveic Trou EAaBav kaolavivipn. Ze ouvduaouo pe viBohoupdpTn ot Tipoxwpnpévo RCC oe
TIPWMNG-ypapprc Beparreia (CA2099ER) n ouyvotnTa epgpdaviang oupiyyiou avagépBnke oto 0,9% (3/320) Twv aoBeviy Trou EhaBav Beparreia kal ) goPapdtTa
firav BaBuol 1. @avarnedpa cupiyyia ekdnAwbnkav oto khiviké Tipoypappa g kaBolavnivipng. Aiuoppayla (BA. Tapdypago 4.4) Zin peAémm tou RCC peta
amé TponyoUpevn oToxeupévn Beparmeia pe VEGF (METEOR), 10 TTogoaTo epgdviong aupBaviwy copaprig alpoppayiag (BaBpou = 3) Arav 2,1% (7/331) ot
aoBeveig pe RCC mou AdpBavav kaBodavivin . O didpecog ¢ xpovog éwg v évapén frav 20,9 edopadeg. Zn pehém Tou RCC xwpig mponyodpevn Beparteia
(CABOSUN), 1o Troc00To epgdviong oupBdviwy goBapric aipoppayiag (BaBuol 2 3) frav 5,1% (4/78) ot aobeveic pe RCC rou AdpPavav kaBolaviivipn. Zm
Hehétn HCC (CELESTIAL), n ouxvommnTa epgaviong coBapiv aipoppayikwy eneioodiwy (BaBuog = 3) frav 7,3% otoug aoBeveig mou éAafav kaBolavniviBn
(34/467). © 6;dpsoo§ Xpévog eppdviong r‘|‘rav 9,1 eﬂécpdﬁag. Ze guvbuaopd pe vifoloupdpmm o Tpoxwpenpéve RCC oe mpwitng-ypappnc Bepameia
(CA2099ER) n ouyvomnTa epgdviong aipoppayiag 2 Babuou 3 rirav oo 1,9% (6/320) rwv aoBevibv Trou EAaBav Beparieia. Zm peéin DTC (COSMIC-311), n
quvcrrnm £lpaviong cofapv aipoppulewv emeigodiwy (BaBpog = 3) f firav 2,4% ot aoBeveig rou EhaBav cabozanunlb (3! 125).0 6mzzcog xpovug zvcpf,r]g
frav 14 efdopadec. @avatn@opeg ulpoppqvlsg ekdnAwBnkav oTo kKAviko TTpoypappa yia v kapolaviivipr. 2 g

Aev avagépbnrav TEPICTATIKG PRES orig pehétec METEOR,CABOSUN, CAZUQQER i CELESTIAL opwg ele ﬁVG@EpBEI PRES
ot évav aoBeviy atn peAétn DTC (COSMIC-311) kai ordvia oe AAeg kAivikég Bokipég (oe 2/4872 dropa, 0,04%). AuShuéva naTikd EvEupd Kard T Xoprynan
¢ kapolaviviBne os guvbuaaud pe vioAouudurnn oro RCC Ze pia khivikr) peAétn aoBevisv pe RCC o1 otroiol Bev eixav AdBel Tponyoupéviug BeparTreia ko
ehaBav kaBolavTiviBn oe ouvduaopo pe viBoAoupduTn, TTaparnphiBnke uwnAdtepn emmitmwon BaBpou 3 kar 4 augnuévng ALT (10,1%) kai augnuévng AST
(8,2%) ot axéan pe T povoBepatreia pe kaBofavTiviBn aTtoug aoBeveig pe Tpoxwpnpévo RCC (n ALT aufiBnke kard 3,6% kai n AST aufjfinke katda 3,3% om
peAétn METEOR). O Sidpecog xpévog Ewg Ty epgdvion Tne BaBuol > 2 augnon g ALT f Tng AST fitav 10,1 priveg (eupog: 2 éwg 106,6 efdopdadeg, n = 85).
Zroug aoBeveig pe BaBpol = 2 alénon g ALT i g AST, o1 auérjoeig utroxwpnoav otoug BaBuoug 0-1 o 91% pe didpego xpovo Ewg TNV armokardoTacn2,29
epdopadeg (evpog: 0,4 £wg 108,1 efdopadec). MeTagl Twv 45 aoBeviuv pe Babuol = 2 atgnon g ALT i Tng AST oToUg OTIoIOUG EYIVE ETTAVATIPGKANOT pE
kapolavmvipn (n = 10) fj pe viBoAoupdpmn (n = 10) pepovwpéva i kai Pe Ta d0o (n = 25), emavepgdavion auinuévng ALT | AST BaBpou = 2 anpeiwbnke ot 4
aoBeveic Tou EAaBav kaBolavmviBn, oe 3 aoBeveic Tou EAaBav viBoAoupdutn kai 8 aobeveic Tou EAaBav kaBolavmiviBn kal viBoAoupdumn padi.
YroBupeoeidiguog in peAétn oto RCC perd amd mponyolpevn otoxetouoa Bepareia pe VEGF (METEOR), n emritriwon Tou umroBupeoeidiopol fitav 21%
(68/331). Zrn peAéTn RCC xwpig Tiponyoupevn Bepareia (CABOSUN), n emritrmwon tou utroBupeosibiapol frav 23% (18/78) ot aoBeveic pe RCC ou éAaBav
Bepameia pe kaBolavTiviBn. Zrn peAétn HCC (CELESTIAL), n emimmrwaon Tou utroBupeoaidiopou ritav 8,1% (38/467) ot acBeveig Trou éAaBav Beparreia pe
kaBolavnvipn kai Ta oupBdvra BaBuou 3 ot 0,4% (2/467). Zn pehérn DTC (COSMIC-311), n emimwon Tou uTroBupeceidiopol ATav 2,4% (3/125), oha 1a
oupBavra BaBpol 1-2, yia kavéva atmd Ta otoia dev amaitiBnke Tpomotroinan g Bepameiag. Ze ouvduaopd e viBoAoupdutn o Tpoxwpnuévo RCC am
Bepameia pwing ypappris (CA2099ER), n emitmwaon Ttou umoBupeoeidiopol frav 35,6% (114/320) Twv aoBeviv Tou EhaPfav Beparreia. Avagopd
mBavoloyoupevwy avemBuunTwy evepyeioy H avagopd mBavoroyolpevov avemBOpnTwy EVEPYEIWYV HETA aTré Tn xoprynon adeiag kukAogopiag Tou
QappakKeuTIkoU TTpoidvTog eival onpavTikr. ETmpémer Tn ouveyr| TrapakohoUBnon g oxéong ogéloug- kivBlivou Tou papuakeuTikol TTpoidvTog. ZnTeftal améd
Toug ETTayyeApaTieg uyeiag va avagépouv otroleadriore TnBavoloyoupeveg aveTnBUOUNTEG evépyEiEg PEow Tou eBVIKOU oUOTAHATOG avagopdg TTou TEPIYPAQETal
oto MNapapmua V. 6.4 IGiaiTepeg Tpo@uUAAEEIS kard Tn pUAagn Tou TpoidvTog Asv uTrdpyouv edIkEG oBnyieg Siatpnang yia To Trpoiov auto, 7. KATOXOZ
THI AAEIAZ KYKNO®OPIAEL Ipsen Pharma 65 quai Georges Gorse 92100 Boulogne-Billancourt MaAAia 8. APIOMOZ(Ol) AAEIAZ KYKAO®OPIAZ
CABOMETYX 20 mg emikaAuppéva pe AeTto upévio Siokia EU//16/1136/002 CABOMETYX 40 mg emkahuppéva pe Aetrto upévio Siokia EUM/16/1136/004
CABOMETYX 60 mg emkahluppéva pe Aetro upévio diokia EU/M/16/1136/006 9. HMEPOMHNIA MPQTHEI ErKPIZHI/ANANEQIHEI THI AAEIALZ
Huepopnvia mpmg éykpiong: 09 ZemrrepBpiou 2016 Huepopnvia TeAeutaiag avavéwong: 21 Ampidiou 2021 10. HMEPOMHNIA ANAGEQPHEIHE TOY
KEIMENOQY Aemrropepeic TTAnpogopiss yia 10 TTapdv QapuakeuTikd Trpoidv eivar diaBioipeg otov BikTuakd 16110 Tou Eupwiidikol Opyaviopol Pappdkwy:
http:/iwww.ema.europa.eu.

XOPHIEITAI ME NEPIOPIZMENH IATPIKH ZYNTAIH AMO EIAIKO FIATPO KAI NTAPAKOAOY®HZIH KATA TH AIAPKEIA THE ArQrHZ
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_ OM T dipuaxa CABOMETYX 20MG T..: 4755,63€ THA. 210 9843324, 210 9858930, FAX: 210 9887911

A pEvOVIICRY SNTEFINH KAERS CABOMETYX 40MG T.N.: 4755,63€ E-mail: ipsenepe@ipsen.com, http:/fwww.ipsen.gr

CABOMETYX 60MG T.IN.: 4755,63€ Tnhépuwva pappakoemaypimvnong: 210 9843324, 210 9858930



ERLEADA® Nepinyn twv Xupnx'rr]plmxmv Tou lpoidvtog

ppuiann aurt Tehel umd ouprk Modfijan, Aurd Bo enipégerTo ypijopo VN T ooy i
iperonond o enoyelaris g o ST iy o e, B, rpipae AenBiTe vy pa o i g TN EVEDYEIGY.

(ONOMAEIA TOY OAPMAKEYTIKOY NPOTONTOX: Erleada 60 mg emahuppéva e Aemo wpéwa Gioxda. NOIOTIKH KAI A it ry— ohi s, Ky, apfpalyia
;‘Am""u“';:m m}“ﬂ:’;“““zﬁzﬂ ”ﬂ;fggé t;ug:: boio repi 60 mg ag:lu'tfsmlde. OAPMAKOTEXNIKH kit s AR

: Enahuppévo pe o Biol kio). Edappig Kpand npoc ykpidonpdona, enyuiikn, i MM o
e Netd upéo Siakia (16,7 mm pikog X 8.7 mm Mdog), e yopaypévn Tiv e <AR 50 om o mheupd. KMNIKES m“ Bmpayicanikaraondoei e (9ol ey
NAHPOMOPIEL: Bepaneutikéq evbeifeic: To Frieada evelvutor « yia ) Bepaneia Tou ) eTaotamivol, avBexTiRd s = -
IOV EWOUYION0 KapKive Tou mpoordr (nm-CRPC) oe evihmoug uvép{(, o1 onoiol BiaTpéxow uinkd Kivbuvo va 0 = Hedong m mwécpﬂ_npﬂvommﬂﬂa,
peTaoTaTke vboo. » 02 evijhikoug dwBpecyia 1 Bep fofmou kapkivou rounpoari (mhspg) | Kawwoeq, SnAnmpidoec kar emmhowé; | oo o ion
& owvdaoyd pe Bepaneia atépnong avbpoytviov (ADT). AvrevBeifeic: Tn&pﬂmcﬂqm ot} Spagmikd ovaia 1| o€ Kinoo - - el - —— —
um 1 éxBoya. Twvalkee mou eivar ff evBéyeral va peivou éyuee, Exbikéc mpoeibonotoeic kat npoguldders kard ™ Droug T VEPYERY P L ErVIKG gippaka nepioo

yerjon: Enhnmukéc kpigerc; To Erleada Bev svbeivuton o ooBeveic e wotopikd v kpiogwv 1} Ay mip _mmwukwv N At - — T
numvéww ynephopBavon ratl ey unoKeiievou eyngohiod TpadyTIEC, Tipbogatou ayyemral xegal 65158 e Ay me“ e PO SRR i, ety g
nenobiou (evidg vl Erow), npuranaBiv oykav epkepdhou 1 eykep w. Edv noy ¢l emdnmixg i ,mm’\’;"ﬁl‘“"m” ¥ m 3
kpion kavd m Eidpkeia 11y Bepaneia pe Erleada, 1 Bepanela Ba npénetva 61ummopmm 0 xivBuvog yia EmhTIKEC Kpioe i - mr ‘Tﬁ“’mm Birapayi Tov ayyelav o epepdhon g
£vBéyera va elva auénpévoc o ooBeveks nou hapfdvouy Toutdypova papyaKeutixd npoivia Ta onoia peidvouy Tov 6udt Tuy apyeard E"W:“J L 654 “PT"LP'DWHPMTI ':”F” 4:‘:‘“’““ WWW HoBpuud yspparto, Eoﬂpm
by Kpioew, S B0 Tuymonompéves pehéres (SPARTAN kau TITAN), emdayriéc ploesc eppaviatnray ato 0,6% Tav W";}m’ il N i tiigpa E{IppATO TOpEYKE
aoBeviw nov Ehofay apalutamide an ot 0,2% twy aoBeviv nou Edafiov Bepanein e ewovid pdppaxn, E& auréq Tig khmirég EV"N'" ‘E q’x:l:mmr:“mn o

pehtec amokhelaTnxe 1) OupPETO GOBEVDY e TOPIKD v Kplogww 1) npod i EnITIKE,
kpioer, Aev umdpyel KAwik} gmeipia oty &k véou yopiiynon Erleada oe aoBeveic now eupdwoay emhnrriky kpian. [inioeic
o korayyar; (o kar kavdypata onpensBnkay oe oobevels now Soflav apalutamide (BAéne napdypaga AveniBipnteg
evépyesec). Or aoBevelc Ba npénes va afiohoyoivion agenkd pe tov kivbvo yia mriag; xoi andypato npw 1y évapén Tou
Erleada wot n napakohodBnon kar n Seipioq Toue Ba npémet va ouveyietal odpgeva e IC KaBIEpWIEVEC OUDTAOEK,
Bepaneiac. ko1 B mpéne va berdleTor To evbieyipevo yprionc napaydvTIY oToyeac Twv oota, layayx kapbiondden
¥ woyaiikéc Simapayéc Twv ayyeiuy Tou evkepdlou: loyannkn kapSiondBaa kar ojaikis Simapayéc Twv ayyelw Tou
£ykepddou, oumepihopfavopévay cupfidviay now obiynoav ot Bdvara, eppaviotnrav o aoBeveic nou Shafav Bepaneia pe

lutamide (BA. nopé Avemibi) evépyeieq). H pnio Ty aoBevav el napayovTec xwvBivou kapdiax /
(00K, QyYEKKrC EykepaiKig mmu. Or aoBeveic o npéner va {vTal yio onpia Kol DyTY 10RAING

¥l mxmpmm ipaguv Tiav ayyeiuv 10U eykepahov. H Sioyeipion nopaydviwy kvbivou, dnw 1 unépraon,
o biafiirng fin 8 fa npénei va fi irai, oopguva pe my kabiepupén gpovrie. Tadypow ypdon ye
g : To apalulamld: vl &vag, 10yupoc enayuyéag avlipay ki pmiopel va obnyfioa o anihein
me hEOTIKGY oA pog W poivTuN. Eupeiog Yprioews, Tuvemw, Ba mpénet va yiverar enave€étoon

WY nwxopqyoq.\m.w PAPUAKEVTIKGN ROV KaTa v évapdn TG Bepaneiad e apalutamide. H autdypovn ypron tou
apalutamide pie papyaxeunka npoidvia now eivar vaioBta unoatpopaa mokkiv petafohikav eviyov 1 pETopopéuy
fa npénct mm va anopzwuul v U Bepaneunxd Tou Spdon eivor peydhng anpaslag yio Tov uuﬁwq ¥ ev pmpnw va

TNepihappives oofiyyn, ootafi ey, ppaypaTow puovopSion, 56 ppoye Tou uokcpdioy el aepavialog
apimpiog, aTéwon otepaviaias aptpiag, o4 oTep o, fipuvon otepaviaiag apmpiac, Sokyaia
FOMOE, i} pooIoNOyIKTY, QuEsEVn TpONaviv), 10D Tou puorapion

“ Bhéne edepparnn eédvnpns oy evomra slepypagn Emhevpény avENBUITILY EVEpyEINe

“Ava'mwmmpﬁﬂwmﬂwmﬂmuu
" Bheme napiy BBk np Ko poguAG w:rmrqmzr'pr[
Mepihapfdverat ki i, KATOYG 00pUiKOU SubikiC TN, Ko

um&»\mwﬂmmﬂwuumm&kmmmmmrﬂmﬁpqmnumummnmmpuwuamm
fa v drp i pua P mpﬂum'emnﬂwuwm witayia kotihng Koy
paydhou, oupmETTIND KiTay TG OOTLV TOU TPOLITION, KATQYI KT AXPOY,
umampmnmmmwu mwmmmmmmmmuwmmmmﬁmm{wumﬂm
yiia anépvou, kdrayisa and unepflole eniBapuvor), mayp, kimypn ougEvikal
onovfithou, Kitaya Tou auyiva Tou pnpic d, kdaypa rijpng. BAéne napasdte.

Nepypagr_emheyutviav avenBopntoy evepyeiiv: Aeppomid ebivenua: To Bepporied e€dvinua nou oyeriCeral pe T

apalutamide nepypagike ouvifus we knhibades ) knbofhanbabes, 310 Seppamind efavinua nepihapBavernr efovinua,
mknﬁo&anﬁwé& ebinvinpa, yevieupévo £EdvBnpa, kvibwon, kwnopwdec ebavBnua, knhibibec efalinpa, enmepurinda,

Apaccpayé i Sy, loer iiong . o T o R Hopgo epUina, Phaniaec o, anogolibuan Séppatoc, eEdvna yewnmi opyiv, epubnpiamisdec eéiwtinya,
did nhdopa. H ouyyopiynon Tou apalutamide pe appapivy ki Kivi Ba npéne vo rogelyerar, Eiv o OToptitibo, ap &invBnjin, oopatid e, B £aviingo, W’me& BMT‘EK"EWWMWE Biifpuon
Frleada ouyyoprYEiTon e &va avIVInkTIRG ou pevaBaNiCeral and To CYPACY (omux 1 Bapgapivn f 0 aoevokouapdin), By 100 Bépuar, Sepporinba kol kuorud eéaveinua AvemBiyies evépyeies péphnpav oo 26% Tov
péna EMAPOOBETIC va Nog Beftano Mesviic K évac Adyoc (INR). Npdoarn xapSiayveinkd whooc Acfiveic aoBeviw nou Ehafl I de. BaByiod 3 Sepparixd eéaviiuana (ap[umnwm(euzhamumhumuw> 305 e emepaveiag
Jie KAWIKG ONaVTIKY KapSiayyeak) Voo KT Toug foug 6 iveg, hapBavojiévn Trg mwmgnm oUROTOC [BSA]) uvﬁwapenrm pe ) Sf.pun(ln p&apalmamlde ato 6% Twv aoBewdn. 0 Gidueoog ypdvoc éwg TV gupdon
amedygic. Tou euppdypata Tou | o, Ty oy fic aupspopry nqsémmc uvcrmpomux, w fuaro; frav 83 népes, Ero 78% T aoBevdv To edvinua anédpayie, e Sidyizon ypdvo éux Ty amodpopd
oheBidy BpopPoeBodisi eneioaBiiov (i, nveuovivi yBok], ayyeiks Mk enEisio, S 7! pﬁpeg Tra qappaxautikg poiGvia Tiou xpnowomomfkoy nephopfivoviay Tomkd KoprikDoTEROIS, QD oTGUaTOS

mapodiiv iogapmy ERE005iov) { Ty Khvikd anmmuwmdmwuw&uwammwmwvnnﬁmw\mnécmm Qgex
Tommm&xuwmnpm&ﬂ 1} a0k Tou apalutamide oz autoi Tous aoBeveis, EnvaHtadmmavuvpa@nEst olaofeveic
13 pdiayyeiaxi] vooo B mpémer va napaxahouBoiviar yia mapdy Epyoby

i 1 G kapBioperap Satapayi (P evépyeiec). OraoBeveic Ba npéneiva
Nopdvouv Bepancia yia autég i mtaumes& EpOOOV anBEal, pEtd v évopén Tou Erleada. OUpaVD i TIC KoBié plojéveg
ouardcel, Bepaneiac, H B i i OF: Z¢ aoBeveic e 1ompud 1
Tiapayovtes kvaivou yin nnpmmn o ﬁmmnumu( a mﬂuc Kar o8 uuﬂsvtk TIow Asyfavouy TOUTaNpOVa GOpIGKEUTIKG
Apolvia 1 Oéyeval va napateivow to Sidomnpa O, of krepoi 8a npéne va afiohoyov Ty avalcyia opéhovs-knvBivon,
aupmepthayfavopévng e mbavdtrias eppdvione mﬂmnc TayurapSiog Bikny prmbiou (Torsade de pointes) mpwv v évapén

epohagiln

aviuoTapvid Kl 1o 19% Tww coBeviv Ehaov cuomparig kopTirooTepoeid. ETou aofevelc e deppamikd efdvinuo,
Goan Siexkdnn ot 28% Twv aoBeviw ¥an ehamidinke a1o 14% v aoBevay, To Sepparid efdvinpa enaveppeviaTnie oto
59% twv aofeviw otoug omoioug npaypatononBrke npeawpny Siakom e ddone. To bepporid e&avBnpn obiymoe oe
Siawani g, Bepanziog e apalutamide avo 7% v aoBeviov nou eppdvioav Seppamxd ekavBnyia. Mraoeic s mavdypata: I
pehétn ARN-509-003, xinaypa avagéplnxe ovo 11,7% nav ooBevav nov Safav apalutamide ko oo 6,5% twy aofewiv
nou Ehofav ewovid gpdppaxo. Ot ool aobevelc elyav moon péoa o Sidampa 7 npepav npw and T kdtayjia Kal ot Sbo
opddes Bepancioc. Mdoex wépﬂnm a10 15,6% v ooBeviov nou ENaPav apalutamide, &vavn 9,0% twv aoBewov oy
EhaPav emoving papyiaro. (). nopdypago Exbikés nposdonoiaew ki np ¥t wy yprion). j kapdiamage

Wﬂm Surapayec rwv ayyeiov rou Eyegilou; e pia Tuyaionoimpévy pekém (SPARTAN) ce m&vsl; i3 nrr{RP( oYK

Tou Erleada. Z0vEpoyo Stevens-Johnson (5)5)/rofua embepyn vexpdhuon (TEN): Avapopé SIS/TEN petd my xukhogop

o onoi pmopeiva eivar aneduind yia m A A Savarnpépa, épouv napampnfel o ouoyEnion pe T Bepancia pe Erdeada o
1] OUYVETIYIO £jpavian ivar «pn ywaotéee (BAéne nopaypago AveniBipmec evépyeiec). O1 coBeveic npénel va eviysepivovial
GXETK e anpein ka owmayara mou unoSqhavouy SIS/TEN, Edv napatnpnBolv autd ta oupmaypara, To Erleada Ba npénet
va Siakomel oyéow kai ot aoBeveic Ba mpéne va ovaCryrioouw deo i ouBould, To Erleada ev npémei va Eexmvd ex véou
¢ 0BevEl; povginoav $15/TEN anoiadinate omyyh edow Aypavay Erleada vl Ba mpénei va eberalral to evbigdpievo
evaMharnixiic Bepareinc. AvemBipnree evépyetec: [lepihnn tou npopih aopdhaac O mo ouyvés aveniBiyies evépyee
iva xinwon (2696}, Sepparind e&avBiysa (26% omowoudinote PoBpod k6% Babyod 3 1 4), unégroon (229), £apn (18%),
apBpakyia (17%), fidppoin (16%), mwon (13%) ket peiwon cwpaikod Bdpouc (13%). AMec onpaviikés avemiBipnre
svépyec nephapPavooy wardypora (11%) ki unoBupeoeiioud (8%). Kardhoyoc avemBipnTuw avepyeiiv g€ opgd mivaxa:
] UpITES Evépyete, oy mapammprBnKkay Kata T idpKer KAVIKGY PENETGIV TIopaTIBeVIal TopaKiTy ovd kayopla
auyvomac eppdviang, Or kanyopiec auyvaTnac pgdvion; opilovrar we axohodBwe: nak ougvéc (= 1/10), ouyvéc (= 1/100
& < 1/10), 61 oupvéc (2 1/1 000 g, < 1/100), andvieg (= 1/10 000 &g < 1/1 000), noki ondvieg (< 1/10.000) ki pm
Yoot () ougviTnra ppdvion Sev pnopei va extipnBel pe Baon 1a me QeBopéva). Bvrag xifle arnyopiag ougvamniag
Eupaviane, o1 i EUEpYSIEC TiOp Katd ghivousa ozipa

10 4% nov aoBeviov mou Ehafav Bepansia e apalutamide kot oto 3% twv aoBisvw mo Ehafiav
emwuw qappako. L pia uyeonompévn perérn (TTAN) as aofeveic e mHSPC, woxani kapbiondBein gupaviarnes ota 4%
T aoBevay no Ehafiov Bepancia pe apalutamide kot oo 29% 1wy cofleviov now ExaPav emovikd pdppoio. Tuvekua, omg
peheteg SPARTAN wat TITAN, & uueivng (0,5%) nuu &hafov apalutamide kai 2 coBeveic (0,2%) nou ZhaPav ewovind paguake
angBiioay hoyw oxaRkic Kap (Br Eibiécnp A Ka poguhGEex; ki T yprion). Zrn pehérn)
SPARTAN, e pia Siiapreon énflean 32 gpqmkum npalulamvde K 11,5 prvay yia 1o eiovisd papraxo, yanxé Slatapayés
Twy oyyeiov Tou syregdrou eppaviotnray oo 4% Twv coBevav nou EhaPav Bepaneio e apalutamide kan oo 19 v
aoBeviv nou Eafav ewovied papyaxo (K. napandwa). T pekém TITAN, oyogikéc Siarapayés wv oyyeiuy Tou eykepdhoy
Supaviatrrav & napopom avahoyia ataug aoBeveic ong opadec tou apalutamide (1,5%) ka tou 0 popyarou (1,5%).
Fowohd, otic perétec SPARTAN kai TITAN, 2 aoBevels, (0,29%) nou éhaflav apalutamide wai kavévas and au aofeveic now
duﬂav Ekovid papparn ansiwoay My woyayig Siatapayc 1wy uwdwv Tou :kulw (Bh. napaypaga Bﬁnd(
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VTo (PAPUAKO QUTO TEAEI UTTO OUPTTANPWHATKA TrapakoiolBnon. Auto Ba
ETITPEWYE! TO YPryopo TTROCDIOPICHOG VEWY TTANpogopIwyY agpaieag. Znreital
aTmé Toug ETTAYYEAUUTIES UYEIQG VA vVU@EPOUY OTTOIECDNTIOTE TTEavoAoyou-
Heveg avemBUUNTES evipyeieg. BA. Tapdypago 4.8 yia Tov TpATO avagopdg
AVETBUUNTWY EVEPYEILIV.

Phesgo 600 mg/600 mg evéoipo SidAupa

Phesgo 1200 mg/600 mg evéoipo SidAupa

Evéoipo SidAupa. Mauyig Tpog 1pididov SidAupa, GYpWHO TIPOS EAQPPWS
kaoTavo, pe pH 5.2-5.8, wopwnkémra 270-370 kar 275-375 mOsmol/kg yia
Ta SighUpara 1200 mg/600 mg kar 600 mg/600 mg, avrioToixa. 2. MoloTikn
Kal TroooTIkn) ouvBean: Phesgo 600 mg/600 mg evéaipyo SigAupa: Eva
piahidio 10 mL Siahopatog Tepigxer 600 mg TeproufoupapTing kai 800 mg
TPACTOUCOUHAUTING.

KaBe mL diahUparog mrepiéxel 80 mg weproudoupapTng kai 60 mg TpaaTou-
CoupauTme. Phesgo 1200 mg/600 mg eveEoiue SidAupa: Eva @iaAidio 15
mL SiaAvparog epigxer 1200 mg meproudoupduTng kai 800 mg tpacToulou-
papTng. Kage mL diahipartog mepiExsl 80 mg meproudoupdptng ko 40 mg
TpacToudoupduTng. H TepToudoupduTn kai n TpacTouloupduTn Eival efav-
BpwiToTroINpEva POVOKAWVIKA avTiowpata avoooagaipivng (Ig)G1, Ta omoia
TapAyovTal OE KUTTOPA BNAGOTIKWY (GTTO TIC WOBMKES KIVECIKOU KPIKNTOU) HE
Texvohoyia avacuvuacpévou deoofupiBovoukAtivikol ofEog (DNA). MNa Tov
TARPN KatdAoyo Twy ekBoxwy, BA. TTapdypapo 6.1.

4.3 Avrevdeifeig: YmepeuaioBnoia oTig SpacTiKES OUTIEG | OE KATIOI0 aTTo Ta
ekBoxa Tou avagépovial oty TTapaypago 6.1. 4.4 EISIKEG TTPoEIBOTIOINCEIG
Kai mpouAdgeic Katd Tn Xpnon: IxvnAaoiuornra: MNpokeipévou va BeATiw-
Bei n ixvriAaoipgoTnTa TWY BIOAOYIKWY QAPHAKEUTIKWY TIROIGVTWY, TO Ovopd Kai
0 apiBudC TTapTIdAC TOU XOPNYoUHEVOU TTPOIOVTeG Ba TTPETTEN va KaTaypag@eTal
ye cagrveia. AUTAEIToupyia apioTephic KolAiag (oupmepiAauBavouEvng
TNS CUUPOPNHTIKNS KAPSIGKNS aVETAPKEIAc): Exouv avagepbsi PEIOEIC
oTo khaopa e§wlnang apioTepric kolkiag (LVEF) pe @appakeutika mpoiovia
mou TrapepTrodifouv T SpaatnpieTTa Tou HER2, cupmepidapfavopévng e
TEPTOU{OUPAHTING Kal TG TpaaToudoupdpTng. H ouxvemnTa ep@aviang mg
CUPTITWHATIKAG OUCTOAKRG BuoAemoupyiag g apioTepig kolhiag (LVD [oup-
popnTik kapdiakr averrdpkeia)) ATav uynAoTepn ot aoBeveig uTTo Bepameia
HE TEPTOUCOUHANTIN OE oUVOUQOHO PE TPACTOUCOUHANTTN Kai XnueioBepateia
o€ oUyKpIOn HE TNV TpaatouloupdauTn ouv xnueoBepareia. Zro mhaioio g
ETTIKOUPIKNAG Bepartreiag, n TAEIOVOTNTA TWY TTEPITITWOEWY CUUTITWHATIKAG
kapBiakng avemdpkeiag Trou avagépBnkav ftav yia acBeveig Tou eraBayv xn-
peoBeparreia pe Baon mv avBpakukAivn (BA. Tapaypago 4.8). Or acBeveig ol
oTToiol Exouv Adfel rponyeupevn BepaTreia Pe avBpakukAIveg i Exouv utroBAn-
Bei o Tponyoupevn akTivoBeparreia oy MepIoY Tou Bwpaka eVIEXETAI va
Siatpéxouv uwnAoTepo Kivduvo peiwang Tou LVEF Bdoel HeAeTWV P eVOOMAE-
Bia meproufoupduTin o€ guvBudopo pe TpacTouloupdapTn Kal xnpeoBepa-
meia. O aoBeveic Pe 10TopIKG goPBapnc kapdiakng vooou f dAAwv 1aTpiKlv
KOTAOTACEWY, IGTOPIKO KoIAlaKiy BuapuBuiiv 1 TrapayovTeg kivBivou yia Tnv
avarnrugn kolhiakwy duopuBpiwy eaipéBnkay amo Tnv (véa) emmkoupikn Bepa-
meia yid Tov MKM otn Baoikr dokiun FEDERICA pe Phesgo. To Phesgo dev
Exel peheTnBei oe aoBeveig pe: ipn LVEF < 55% (MKM) i < 50% (MKM) piv
aTrd T Bepateia TPONYOUHEVO IOTOPIKG CUHPOPNTIKAG KAPBIGKAC aVETIAPKEI-
ag (ZKA) kataoTtdoeig Tou Ba pmopolaav va empapUvouy T Asmoupyia Tng
apIOTEPNG KOIAIQG, OTIWG gival ) P EAEYXOUEVN UTTEPTAOT), TO TTPOCQATO EH-
ppaypa Tou puokapdiou, N goBapr kapdiakn appubuia, n omoia xpRdel Bepa-
meiag i n aBpoiaTikn Tponyoupevn ExkBeon oe avBpakukAivn Ewg > 360 mg /
m2 dofopouBikivng i aAAng avrioToixng. EmimrAéov, n TreprouloupdauTn Ot
ouvBuaop6 pe TpacToufoupGuTn Kal XnupeioBepaTeia Sev £xel peAeTnBei o
aoBeveig pe pewoeig ato LVEF <50% katd ) Sidpkeia TTponyoUHeEvng ETTKOU-
pikAg Bepareiag e TpagTouloupduTn. EkmpnioTe To kAdopa ewenong api-
oTepng kothiag (LVEF) piv amé v évapén Tou Phesgo kai avd TakTd xpovika
GiaoTAPaTa Katd Tn didpkeia NG Bepateiag (W.). pia popd Katd Tr) dIGpKEIa
™G eloaywyikng Beparreiag kai kabe 12 efdopadeg oTnv eTMKoUpIKn Bepareia
Kal gTO JETAOTATIKO aTddio) yia va diaopalioete 61 To LVEF Bpioketal eviog
TWV QuUOIoAcyikwy opiwv. Edv to LVEF Exel peiwBei oTrwg uTrodeikvieTal atny
mapdypago 4.2 kan dev Exer BeAiwBEei, 1] Exel pewBE TEPIOTGTEPO OTNV ETTO-
pevn extipnon, Ba mpémel va efetaleral damépwe n Siakot Tou Phesgo,
EKTOG EAv Ta O@EAN yia kaBe aoBevry aropika Bewpeital OT UTTEPTEPOUY TLV
KIvBUvVwy. O Kapdiakag Kiviuvog Ba TIpETE! va AapBaveral uTroyn TIPOCEKTIKA
Kdl VO ICOPPOTIEITaN £vavTi MG IGTPIKAG avaykng kabe aoBevous aTopikd Tpiv
oo Tn Xpnon Tou Phesgo pe pia avBpakukhivn. Me Baon Ti¢ apUaKoAoyIKEG
Bpaoeig TWY TTapayovTwy Tou atexelouy otov HER2 kai Twy avBpakukAviwy,
o kivduvog kapdiakng TofikoTnTag avapeveral mBavig vd eival HEYOAUTEPOG
KaTd v Tautdxpovn Xpron Tou Phesgo kai avBpakukAVWY atrd 6T Katd 1T
Siadoyikn Toug xprion. H diadoxikr xpnorn tou Phesgo (ot ouvBuaopd pe 1a-
gavn) agiohoynBnke peTd 10 OKEAOG TNG SofopouPikivng BUo OXNUATWY HE
Baon v avBpakukAivn ot peAétn FEDERICA, evw n Siadoyikr| xprion tng
evOOPAERIaG TTEPTOUCOUPANTING (T8 OUVOUQCHO HE TPAOTOUJOUHAHTIN Kai piat
tagdvn) agiohoyrBnke peTa To okéhog NG emipouikivng f Tng Sofopoufikivng
ToAAWY oxnudTwy Baoiopéviwy ot avBpakukAivn oTig peAgteg APHINITY kai
BERENICE. Ta Sedopéva aggaheiag Tou sival SiaBEopa yia Tnv Tautoxpovn
xpnon g eviopAEfiag TTepTouloUPAUTING O CUVBUATHO HE TPACTOUJOUHG-
TN Kai pia avBpakukAivn eivar Tepiopigpéva. Z1n peAétn TRYPHAENA, n ev-
SopAtBia TTepTouloUPdUTIN 08 CUVBUOOPO PE TPACTOUZOUHANTIN Xopnynenke
TauToxpova pe empouPikivn, wg PEpog Tou oxnpatog FEC (5-pBopiooupakiin,
empoupikivn, Kukhopwopapidn) (BA. TTapaypdpoug 4.8 kal 5.1). Movo aoBe-
veig Tou dev eixav AdBer Tponyoupevwg xnpeioBeparreia EAapav Beparreia kai
eAaBav xapniég aBpoioTikeg S6oelg empouBikivig (Ewg 300 mg/m2). Ze auth
TN HEAETN, N kapBIaKn aopdieia RTav TapopoId PE EKEIVN TTOU TTApaTnpienke
ot aoBevei OTOUG oTToioug XopnYNBNKE To iBio axnpa aAAd pe Siadoxikn xopr-
ynon g TepreuloupduTIng (HETA TN XnueloBepatrsia pe FEC). Avridpdosis
TOU OXETI{OVTAI € TNV EVECH/AVTISPATEIC TTOU TXETIOVTAl [IE TNV EyXucn
(IRRs): To Phesgo £xel CUOXETIOTEI JE AVTIDPACEIC OXETICOPEVEG PE TNV EVEDN
(BA. apaypago 4.8). O1 avTIBpAacEIg TIOU OXETI{OVTAI JE TNV £VEDT] OpioTNKAV

WG OTIOIABATIOTE CUTTNHATIKY aQvTidpaar Pe TUPTITWHATA OTTWGE TTUPETAG, Piyr,
KeQaAaAyia, TBavWC AGYWw CTTEAEUBEPLIONC KUTOKIVIDY, TToU £U@avioBnkav
EVTOG 24 wpwv amo T xopnynon Tou Phesgo. Zuviotdral oTevry mapakoAou-
gnon Tou aoBevoug katd T Sidpkeia kai yia 30 AeTrTd peTd amméd Tn Xopnynon
NG doong egédou kal katd T Sidpkeia kal yia 15 AeTrTa pgeta ameé 1 xoprynon
e doong ouvtripnong Tou Phesgo. Eav onpewBei onpavriki avridpaor ou
OXETICETAN YE TNV EVEDN, N Evean Ba TPETTEI va emMPBpaduvesi ) va diakoTTel kai
va xopnynBouv kataAAnAeg iatpikég Bepatreieg. O acBeveig Ba TpeTel va afl-
ohoyouvTal Kal va TTapakoAouBolvTal TIPOTEKTIKA PEXP! TNV TTARRN arodpoun
TWY ONUEIWY Kal Twy gUupTITwpdaTtwy. @a Trpémel va efetaatei To evBexopevo
apioTikrg diakoTrg oToug acBeveig He cofapég avridpacelg OXETITOPEVES HE
tnv éveon. H kAivikn autr exTipnon 8a Trpémel va Bacifetal ot BaputnTa TG
TrponyoUyEVNS avTiBpaang Kail OTny aviaTiakpian o1 Xopnyoupevn Beparreia
yia TRV avemBuunTn evépyeia (BA. Tapaypago 4.2). MNapoAo Tou Sev £xouv
TraparnpnBei Bavarngopeg EXBAOEIC OI OTIDIEG TTPOKUTITOUY aTTO avTIBPATEIS
OXETICOPEVEG pE TNV Eveon He To Phesgo, Ba Tipémel va Bidetar TTpogoxn, Ka-
Bl Bavatngopeg avTidpdoElg OXETICOPEVEG HE TNV £yXUOn EXOUV CUTXETIOTEI
He TV evBo@AERia TepToudoUPauTN O ouvBUaoHo HE evBo@AERIa TpaaTou-
Joupdpmn Kol xnpeioBepaneia. AvniSpdoels umepsvaiobnaias / Avaguia-
&ia: O aoBeveic Ba mpémel va TapakolouBouvral oTevd yia avidpdoeig
uTepsvaloBnoiag. ToPapég avTiBpATElg UTTEpEUaICBnTiag, cupTIEpAauBavo-
HEvwy Tng avaguAagiag km oupfdvTwy pe Bavatngopeg ekBAoElg, Exouv Tra-
pampnBei pe TNV TEPTOUJOUPANTIT OE CUVBUAOHG PE TPAOTOUEOUPAUTIN Kai
xnueoBepateia (BA. mapaypago 4.8). H TAsioyngia Twy ava@uUATKTIKWY avTi-
Spacewy ouvepn eviog Twy TTpwTwy B-8 KukAwy Bepareiag, Grav n TEPTOU-
COUpGUTIN Kal N TPaoToudoUNAUTIN Xopnynenkayv ot guvBuaauo Pe XnUEIoBE-
paneia. Oa TpEmel va SiaTievial yia GUEOT) XPaT QAPHAKEUTIKA TrpoiovTa yia
TNV QVTIPETWITION QUTWV TWV QvTISPATEWY, KUBWwe Kal EEOTTAITHOES avVTIHETWTTI-
ong emeiyouoag kardotaong. To Phesgo Tpémel va SiakOTTETal OPIOTIKG OF
TrepiTwon avnidpdoswy uTepeuaiaBnaiag (avaguiagia) dou BaBuou kara
NCI-CTCAE, Bpoyxoomagpou rj ouvBpopou ofeiag avatrveuaTikng SuayEpel-
ag (BA. Tapaypago 4.2). To Phesgo avrevBeikvutal o aoBeveic Pe yvwoTn
uTrepeuaIoBnoia oty TTEPTOULOUHANTIN, OTNY TPaoToudOUNAUTIT 1] OE OTToIo-
BnmoTe amé Ta ékdoxd Tou (BA. Tapaypago 4.3). Eumupern ouderepomevia:
O1 aoBeveig utro Bepareia pe Phesgo oe ouvduaopo pe Tafavn diatpExouv
augnuévo Kivduvo euTTupeTng oudetepotreviag. Q1 acBeveig uTté Bepameia pe
evBopAEPia mepToudoupdapTn ot ouvbuaopo pe TpaoToufoupdpTn kal SogeTa-
EeAn Biatpéyouv augnuévo KivBuvo Eppaviang ETTUPETNG OUDETENOTIEVIAG OU-
YKPITIKG pE Toug acBeveic uTré Bepatreia pe eikovikd @dppako, TpagTouloupd-
TN Kai SooetafEAn, eBikd Kartd T dIAPKE TwV TPWTWY 3 KUKAWY TG
Bepareiag (BA. Tapdypage 4.8). Ztn peAétn CLEOPATRA, aTov HETQOTATIKG
KQPKivo TOU HaaTol, O KaTwiaTog apiBpds ouBeTepo@Idwy Tav Tapopoiog
oToug aoBeveic UTTO Bepatieia HE TTEPTOUZOUHAUTIN Kal Toug aoBeveig uTro Be-
pareia pe ekovikod @dppako. H uywnAdtepn ouyvoeTnTa epgdaviang Tng EpTTUpe-
NG oudeTeporteviag oToug aoBevei uTto Bepareia pe TrepTOUlOUHANTIN OXETI-
OTNKe HE UYNAGTEPN ouyvornTa epgaviong BAevvoyovimdag kal didppolag
gTOUG OUYKEKPIpEVOUG aoBeveig. Oa TIPETTEl va eEETAOTE! TO EVDEXGHEVO XOpPT|-
ynong upTITwHaTIKAG Bepartreiag yia Tn BAevvoyovimda ke Tn digppoia. Aev
avapepBnke kavéva oupPav ePTrupeTng oudeTepoTreviag petd amo T Siakotn
e doaetagéAng. Ardppora: To Phesgo pmopei va pokaréoel aofapr] didp-
poia. H &idppoia sival ouxvotepn kata Tn SidpKeia TAUTOXPOVNG XOPRYNang He
Bepameia pe Tagavn. O nukiwpévol aoBeveig (= 65 eTwv) Exouv uynAdTepo
kivduvo didppoiag oe oUyKpIon pE vEOTEpoUG aoBeveig (<65 etwv). H didppoia
TIPETTEl Va QvTIPETWITIOBET oUppwva Pe TIC OUVABEIS TTPaKTIKES kal odnyieg.
Mpéte va eEeTadTel n TTpWiKn TTapéuBaacn Pe AoTepapidn, uypd Kal aTToKard-
otaon nAekTpoAuTwy, IBIaiTEpa ot NAKIWHEVOUS aoBEVEIS Kal Ot TIEPITITWEN
goBapng N maparetapévng diappoiag. Mpémer va e€etacBei n iakotn g Be-
pameiag pe Phesgo eav dev emimeuyBei BeAtiwon Tng karaotaong Tou aoBe-
voug. Otav n Sidppoia TeBei uTro EAeyxo, n aywyn pe Phesgo pmopei va arro-
kataaTadel. Mveupovikd oupBavra: Exouv avagepBsi cofapd Tveupovikd
gupBdvia pe TN Xprion g TPaoToudoUNAUTING PETA TNV kukhogopia atnv
ayopd. Autd Ta oupPavia utnpéav TepioTagiakd Bavarngopa. EmimAéov,
£xouv avapepBei TIEPMTTWOEIG SIGPECTC TIVEUPOVIKAG vogou, oupTrepihaufa-
VOHEVWY Twv INBrioewy Tou Trvelpova, Tou ouvdpdpou ofeiag avaTveuaTIKNG
SuoyxEpeiag, TNG TIVEUOVIAG, TNG TIVEUHOVITIBAG, TNG UTTEWKOTIKANG TUAACYNAC,
NG avamveuaTikig SuoxEpeiag, Tou ofEog TIVEUHOVIKOU OIBMHATOG Kal TNG ava-
TIVEUOTIKNG aveTrapkeiag. O Trapayovieg Kivduvou Trou oxeTifovtal e T did-
HEDT] TIVEUHOVIKRA vOoOo TrepihapBdvouy Trponyoluevn f Tautéxpovn Bepatreia
HE GAAEG avT-VEOTTAQOHATIKEG BEPATIEIEG TTOU Eival YWWOTO OTI OXETI{ovTal HE
autiv 6Twg ol Tafdveg, n yepamaBivi, n PivopeABivn kai n akTivoBepaTeia.
Autd Ta gupBavTa UTTOpEi Va TTPOKUWOUY WE HEPOG HIag avTiGpacTg TTou axe-
TifeTan pe v éyxuan A pe kaBuoTepnuévn evapén. O1 aoBeveic TTou Brvouv
BUcoTTvoIa OF NpEYia AGyw ETTTAOKWV TIPOXWPNHEVNG KakoiBElag Kal ouvvo-
anNPEOTATWY HTTOPEI Va SIATPEXOUV QUENHEVO KivOUVE TIVEUHOVIKWY CUHBAVTWY.
ETmopévwe, autoi o agBeveig Sev Tipetrel va Aapfdavouy Phesgo. Mpémer va
BideTan Trpodayr oTnv TVeupovinda, eidika ot aoBeveig TTou AapBavouv TauTo-
xpova Tagaveg. ‘Exdoxa: AuTo TO QUPUCKEUTIKG TTPOIOV TTEPIEXE! AlYOTEPO aTIO
1 mmol varpiou (23 mg) ava doan, dnhadn eival ougiaoTikd «eAeuBepo varpi-
ou». 4.8 AVETIBUUNTES EVEPYEIEG: ZUVOWN TOU MROQIA aogdAeias: Oi Mo
guyvéc ADRs (230%) mou avagépBnrav gt acBeveic Tou umrofArBnkav ot
Bepameia pe Phesgo 1 evBo@AEBia TrepToulQUHAUTIT OE CUVBUAOHO HE TPa-
oroufoupapTm kai xnueloBepaTieia frav n ahwekia, n Sidppoia, n vautia, n
avaipia, n eEaoBévion kai n apBpahyia. Ta mo ouxva cofapd avemBuunTa
quppdvTa (SAE) (2 1 %) Trou avagépBnkav ot aaBeveig TTou UTTOPARBNKAY Ot
Beparreia pe Phesgo i evBoghéfia TreproufoupduTn ot ouvBuaopod e Tpa-
oTOUOUPAUTIN ATAY N EUTTUPETN OUBETEPOTTEVIA, N KAPSIGKN QVETIAPKEID, N
Trupegia, n oudetepoTrevia, n OUBETEPOTTEVIKR OTiYn, © HEIWHEVOG apIBuog ou-
SeTepogihwy kai n Trveupovia. To Trpogik aogpdAeiag Tou Phesgo ritav cuvoAi-
KA OUVETTEG HE TO YVWOTO TTpo@ik ao@aAciag Tng evBo@AEBiag TTepToudoupa-
prng oe ouvduaopd pe Tpaotoudoupdumn, pe pia TpooBetn ADR Tng
avTidpaong oTo anpeio g éveong (14,9% Evavr 0,4%).



KaraAoyog avemuunrwy avridpdoswy UIro gopen mvaka: H aogdeia
NG TERTOULOUPAUTING O TUVDUQOUO Pe TpacoTouloupduTrn £xel afiohoynBei
oe 3834 aocBeveic pe HER2-Bemikd Kapkivo Tou pacTou oTig Baoikég SoKIPES
CLEOPATRA, NEOSPHERE, TRYPHAENA, APHINITY ka1 FEDERICA. Hrav
VEVIKA OUVETTAG HETagU Twy PEAETWOV, AV KAl N CUXVOTNTA ERPAVIONS Kal Ol TTo
OUXVEG aveTnIBUPNTEG evEpyeleg pappdkwy (ADRs) TroikiAav avahoya pe 1o edv
n MEETOULOUPAUTIN OF CUVDUAOHUO PE TNV TPUOTOULOUHARTIN Xopnynenkav He
N Xwpig ouyxopnyoUpevoug avTiveoTTAaopaTikoug Trapdyovieg. O Mivakag 2
mapouaiadel Tic ADRs Trou £xouv avagepBei oXeTIKA WE TN XpRon TNg TEp-
TOU{QUHAUTING OF OUVBUOOWUOS PE TPACTOUdOUPAUTIN Kai XNHEIOBEpATIEia aTig
TapakaTw Baoikeg khvikég dokipeg (n = 3834) kar peTd TNV KukAopopia Toug.
« CLEOPATRA, atnv omoia n meproudoupduTn xopnyrnenke o ouvuaouo
He TpacToudoupapTn kal SooeTagéhn ot aoBeveig HE HETAOTATIKO KAPKivo Tou
HacTou (n = 453) « NEOSPHERE (n = 309) kan TRYPHAENA (n = 218), oTig
oTToiEG N TrEPTOUCOUPANTIN XopnynBnke wg eloaywyikn Beparmeia ot ouvbua-
OO PE TPAOTOULOUPANTTN KOl XNHEIOBEPATIEIR OF AOBEVEIS PE TOTTIKG TTPOXW-
pNHEVO, @AEyHOVEN | TpWIpo Kapkivo Tou paatol « APHINITY, oty omoia
n TepTOUdQUUAHTIN XopnyriBnke wg emikoupikn Bepareia oe ouvduadpd He
TpaoTouloupduTIn Kal XnueioBepaTreia Baoiopévn i pn ot avBpakukhiviy, n
otroia mepieAdufave Tagavn o aoBeveig P TTPWIHO KapKivo Tou paaTou (n =
2364) » FEDERICA, otnyv omroia To Phesgo (n=243) 1§ evdopAERia TrepToulou-
papTrn kai tpacToudoupapTn (n=247), 68nkav ot guvBuaauo e xnueioBepa-
Teia o€ aoBeveig pe TPLIPO Kapkivo Tou paaTtou. Emeidn n wepToudoupauTn
XpnoiyoTroeital oe ouvduaopo Pe TpagTouloupauTn Kar XnpeioBepareia, ival
Blokoio va emBefaiwbei n amohoyikn oxEon piag avemBupnTng aviidpaong
HE £VO OUYKEKPIPEVO QPUPUAKEUTIKO TTpoiov. O1 ADRs TrapaTiBevTal TTapaKaTw
aup@Wva Pe TNV katnyopia/opyaviké ouatnya (system organ class, SOC) tou
MedDRA ka1 Ti kamyopieg ouxvotntag: * MoAu ouyvég (2 1/10) » Zuyveg (=
1/100 Ewg <1/10) = Oy ouyveg (= 1/ 1.000 éwg <1/100) = Zmmavieg (= 1/10.000
&wg <1/ 1.000) * NoAd omavieg (<1 / 10.000) = Mn yvwaorTég (Bev prropolv va
ekTiunBo0v pe Bdon Ta SiaBéoipa Sedopéva) Ze kABe Katyopia guyvoTHTWY
Kal katnyopia/opyavikd ouotnua (SOC), o1 ADRs Trapoudialovial pe oeipd
pBivouoag oofapotnrag.

Nivakag 2 Zovoyn Twv ADRs & aoBevei¢ mou éAapav Bepameia pe ep-
TOUZOUNGHTIT], TPATTOUTOUNANTTN O BAOIKES KAIVIKEG BOKIMEG™, Kal HETA
™V KukAogopia

Karnyopialop- . . . - "
yaviks ovoTnpa [oAu ouxvic | ZuxvéC \DxIOuxvéC) ZNMAVIEC
AcIHWEEIS Kal Pivogapuyyimda | Mapovuyia
TAPACITWOEIG Acipwgn
TOU Qvi-
TEPOU ava-
TIVEUOTIKOU
OUCTHATOg
Awatapayég Tou | Epmopetn oudete-
aigoTteinTIKou pomevia®
Kai Tou Aep@ikou  |OudetepoTevia
OUOTIHHATOg Neukorevia,
Avaiyia
Aatapayég Tou  |Avtibpaon atnv | Yepeuar | AvaguhakTi-| ZivEpopo
avogoTomnTikou | éyxuon®’, * agbnoia®, *  |Ki avTidpa- |oTieAEu-
oucThpaTeg Ymepeuar- on®, * BEpwang
obnaia oTo KUTOKI-
pappako®, * Vv
Aiarapayég Tou | Meiwpévn opegn Zuvdpopo
HeTaBoAiopoU Kai Auong
Mg Opeyng oykout
Yuyiarpikég AuTrvia
SiaTapayég
Aiarapayég Tou | Mepigepikn
VEUPIKOU guaTh- | veupoTradeia,
Harog Kepahahyia,
Avovyeuoia
Mepipepikn
aigBnTiki veu-
pomrabeia, ZdaAn,
MapaioBnoia
OpBahpikég Aakpuppoia
BiaTapayeg augnuévn
Kapdiakég diara- Auoher- ZupgopnTi-
paxeg Toupyia Kr) KapBiakn
apigTEPNG | avemap-
KolAiag** Kelat*
Ayyelakég Siata-  |'Egayn
paxeg
Aarapaxég Tou | Bryag, Emiaragn, Aiapeon
avatveuoTikol | AuoTivoia TIVEUHOVO-
gUOTIHPATOG, TOU Taleia,
Buwpaka Kai Tou YTredwkoTi-
HECOBwpdKIou Kr guhhoyn
Aarapayég tou | Aidppoia, Eperog,
YaoTpevTEpIKOU | ZTopaTimda,
Nauria,
AvokolhiornTa,
AvoTeyia,
Kothiako aiyog

Karnyopia/op- 5 " | .
yaviks oioTnpa | oAb guyvéc | Zuxvéc Dxuzu.w::
Alatapayéc Tou | AhwTrekia, EEav- |
S8éppatog kai Tou | Bnua, AlaTapayeg
utrodopiou 10TOU | TwWV OVUXWY

Kvnoupég, =npo-

Beppia
Aiarapayég tou | Muahyia, ApBpak-
HUOGCKEAETIKOU yia, AAyog oTta
CUOTANATOG KAl |dKpa
Tou guvdETIKoU
IgTou |
levikég diatapa- | PAeypovi BAevvo- | Piyn, Alyog
XEG KOl KATAOTA- | yovou, Oidnpa
OEIG TNG 080U MepiPePIKO
Xoprynong oidnua,

MNupegia, K-

TTwar,

EfaoBévion, Avri-

Spaan oTo onpeio

| TNg Eveong™®

O Mivakag 2 TTapoudidder Ta TUYKEVTPWTIKG Ssdopéva aTTd T ouvoMIKR TTEpIo-
S0 Bepameiag ot peiérn CLEOPATRA (katainkTikn nuepounvia dedopévwy 11
®PeBpouapiouv 2014 o diapecog apiBpog KUKAwY TNG TTEPTOUOUHANTING ATav
24)" Kol aré TNV Mepiodo eloaywyikng Bepameiag otn NEOSPHERE (o Sidueoog
apBpog kUKAwy ¢ TreproudoupduTmg fTav 4, oe 0Aa Ta okéAn Bepatreiag) Kal
oty TRYPHAENA (o Sidpecog apiBuog KUKAWY TNE TTERTOUoUPAUTNG ATay 3
— B ot oha Ta okéhn BepaTreiag) amo Tnv Tepiodo Beparreiag oTnv APHINITY (o
Siapeoog apiBudg KUKAWY TG TrepToudoupdpTng ftav 18) kal amé Tnv mepio-
So Bepareiag Tng FEDERICA (o Sigpecog apiBudg kikhwyv Tou Phesgo frav
7). * NepihapPavoviar ADRs yia Tig oToieg £xe1 avagepBei Bavampopog Exfa-
an. ** MNa ™ ouvohikn TepioBo Bepameiag amg 5 peréreg (CLEOPATRA,
NEOSPHERE, TRYPHAENA, APHINITY, FEDERICA). H ouxvétnTa eugdvi-
ang Mg GUoAEIToUpYiag apioTEPRG KOIAAG Kai TNG CUHQOPNTIKAG Kapdiaknig
QVETTAPKEITG avTavakKAd Toug TIpoTIHWHEVOUS époug Katd MedDRA trou ava-
PEpOVTal OTIC EMPEPOUG PEAETEG. © H uTrepeuaioBnaoia/avapuiakTikn avTidpa-
on Baoifetal oe pia opdda opwv. *° H avribpaan oty éyxuon TepIAapBavel
£va eUpog DIaQOopETIKWY Opwy OF Eva Xpovikod TTAgicio, Trou opifovial wg
oToladioTe guoTnpaTikd cupBdvra Trou avagEpBnkav wg uTrepeuaioBnaia,
avaQuAaKTIKn aviidpaarn, ofeia avridpaon oTnv Eyxuon 1| oUvOPOHO ATTEAEU-
BEPWONG KUTOKIVAY TTou eppavifovTal katd Tn SIdPKEIa TG EyXuadng n eviog 24
wptv aTo Ty yxuan. °°° MaparnprBnke povo e To Phesgo (oxeni{opevn We
v utrodopia xoprynomn) T ADRs mou éxouv avagepBei peTd TNV KukAopopia
atnv ayopd. - lMeplypa@n EMALYHEVWY avem@uunTwy avridpdoswy: Au-
gAsIToUpYia apIgTEPNS KolAlag: Phesgo of guvduaopo pe xnuelodepa-
meia: v Baaikn dokipry FEDERICA, n ouxvetnia euQaviang guptTuwpaT-
KNG kapdiakng avemapkeiag (karnyopiag lIl A IV kara NYHA) pe peiwon tou
LVEF touAayioTov kard 10% amd v TipnA évapéng Tng PEAETNS kal OE TipN <
50% ritav 1,2% Twv acBevwy Tou uTroPAnBnkav oe Bepareia pe Phesgo Eva-
vT1 0,8% Twy agBeviv Tou uTroBAfenkav ae Bepatreia pe evbopAEBIa xopryn-
amn TEPTOULOUPANTING Kai TpacToudoupapuTing. ATrd Toug aoBeveig TTou Ep@avi-
gay OUPTITWHATIKA KapdIiakn aveTrapkeld, Kavévag amo Toug aoBeveig ou
eixav urofAnBei oe Bepareia pe Phesgao Sev giXe avakapyel kard TNV KataAn-
KTIKR nuepopnvia oulroyng Twy dedopéviuy kal évag agBevic amooupdnke
amo T Bepareia pe Phesgo Adyw evog oupfaviog oUPTITWHATIKAG Kapdiakng
QVETTAPKEIAG. ACUPTITWHATIKES f) (TTIA CUPTTTWHATIKEG HeiwaoElg (katnyopiag |1
kard NYHA) tou LVEF kard Touhdyiotov 10% amré mv tipn évapgng Tng peAe-
G Kai o€ TP <50% (empBeBaiwpévn Sedtepn HETpnan Tou LVEF) avagepen-
kav oTo 0.8% Twy agBeviyv Trou uTroPAnBnkav ot Bepameia e Phesgo kal oto
4% Twy acBeviv Trou uTroPAnBnKkav ot Bepatreia pe evBopAéfia TepToulou-
UAPTIN Kol TPROTOUCOUHATTN, TTTO TOUG OTTOIOUS EVAG aTrd ToUg aaBEVEI TTou
eixav uopAnBei oe Bepareia pe Phesgo eixe avakdpwel katd Ty KatahnkTikn
nuepopnvia ouhhoyng Twy dedopéviwv kal duo aoBeveig eixav amoogupBei amo
TN Beparsia pe Phesgo (BA. Trapdypago 4.2 kai 4.4). EvSopAépia meprou-
JoupduTn o€ oUVSUQOU0 HE TPACTOULOUNAUTT Kai XnNUeloBepareia: Zinv
Baaoikn dokip CLEOPATRA, n ouxvotnTa ep@aviong tTng dughemoupyiag g
apioTepng kolhiag (LVD) kard Tn Sidpkeia Tng peAEmG fTav uynAdTepn atnv
opada TTou EAaBe Bepartreia HE EIKOVIKO QAPPAKO OE OXECT) HE TNV OpGda TTou
£hape Beparreia pe reproudoupdpT (8,6% xai 6,6%, avtioToixa). H guyvamra
eppaviang g oupTTwyarnkng LVD nrav emiong pikpotepn oty opdada mou
£haBe Bepatreia e TeprouloupduTn (1,8% otnv opdda Tou éAape Beparreia
HE EIKOVIKO (pdppako Evavl 1,5% otnv opdda Tou EAafe BepaTtreia pe TIEPTOU-
Coupdutmn) (BA. Tapdypago 4.4). ZTn HEAETN El0aywyiKng Separeiag
NEOSPHERE, omv omoia o1 aoBeveig eAaav TEcoepic kUkhoug TTepToudou-
HApTING wg eloaywyikn Bepameia, n ouxvornta epgaviong mg LVD (kard
Bidpkela TNG oUVOMIKAS TEPIGBOU BepaTmreiag) fTav uwnAdTepn aTnv opdda TTou
£haBe Bepameia pe TMePTOUJOUHAPTIT, TPAOTOUZOUHGNTIN Kai BooeTaféAn
(7,5%) QUYKPITIKG e TNV opdda Tou éhaPe BepaTreia pe TpaoToUOUPGETN Kal
Sooetalén (1,9%). YrrpEe éva mepioTaniko guptimwparikig LVD otnv opdSa
Tou €haPe Bepareia pe TTEPTOUZOUPANTIN KAl TPAGTOUZOUHANTIN. ZTT HEAETH
sigaywyikng Bepateiag TRYPHAENA, n ouxvotnra epgaviang g LVD (kara
™ Sidpkeia TG ouvoAikig TTepiodou Bepameiag) Atav 8,3% oy opdda Tou
£haPe Bepameia pe TepTOUfOUPAUTIN cuV TpaoToudoupduTm Kal FEC (5-¢8o-
pooupakin, eMPOUPTIKiVA, KuKAoPWopauidn) akohouBoUpevn amé TrepTou-
ZoupauTrn ouy TpacTouloupauTn Kal dogsTagéAn, 9,3% otnv opdda Tou Eha-
Be Beparreia pe TepToudoupauTn ouv TpacTouloupapTn kal Gooetaféhn pETa
amé FEC, ka1 6,6% otnv opdda tou EAaBe Bepameia pe meproudoupapTn oe
ouvbuaapo pe TCH (dooeTafehn, kapBotAarivn kai TpagToulouddpTm). H ou-
XvOTNTa EPpaviong ouptwparikng LVD (oupgopnTikn Kapdiakr] aveTTapKeia)
fArav 1,3% otnv opdda Tou EAaBe Bepatreia pe TEPTCULOUPAUTIN CUY TPACTOU-
JoupapTm kal BooerafeAn perda amd FEC (autd amokAeiel évav agBevi, o oTroi-



og eppavioe oupTriwpankn LVD kara ) Siapkeia g Beparreiag pe FEC mpiv
ammd T Afwn TEpTOUCOUPAUTING OUV TPaaTOULoUPANTIN Kal doceTagEAn) Kal
emiong 1,3% omv opdda ou EhaPe Bepareia pe TepTOUOUNAUTI OE OUVBU-
aopod pe TCH. Kavévag aoBeviig otnv opada ou £AaPe BepaTreia ye TTEpTOU-
CoupapTn ouv TpagTtoudoupduTn kal FEC akohouBoUpevn amé meproudoupd-
H1n ouv TpacToufoupdpTn kai doceTagéhn Gev epgavioe oupTTwpankni LVD.
Z1n mepiobo eioaywyikng Bepareiag Trg peAétng BERENICE, n ouyxvérnra
epgaviong oupTwparikig LVD e karnyepiag 11l / IV kara NYHA (oupgopn-
TIKA KapdIgkn aveTrapkeia oupgwva pe To NCI-CTCAE, ékdoon 4) Arav 1,5%
oty opdda Trou £Aafe Bepameia pe dose dense SofopouPikivn kal KUKAQOpW-
ogapidn (AC) akohouBolpevn amd TMEPTOUCOUHANTIN TUV TPAOTOUZOUHANTIT
ka rakhiTagEAn kar kavévag ao Toug acBeveic (0%) Sev eppavice gupTITwHa-
Tikr) LVD oty opada mrou eAaBe Bepameia pe FEC, akohouBoupevo amé mep-
TOU{OUPATIN ot cuvBUaopd We TpaaTouloupPdpTIn Kai dooeTagéAn. H ouyvo-
mra epgaviang acuptrtwpankig LVD (peiwon Tou khdoparog e§wenong
oupgwva pe 1o NCI-CTCAE ékdoan 4) Atav 7% oTtnv opada Trou éAdpfe Bepa-
meia pe dose dense AC, akohouBoUpevr amé mepTouloUPGUTIN OUV TPATTOU-
CoupapTm kal TakAiragéan kai 3.5% otnv opada Trou éhaBe Bepameia pe FEC,
akohouBoUPEVO aTTO TTEPTOULOUHANTIN OUV TPACTOUCOUHANTIN Kal DogeTagEAn.
Zn pehém APHINITY, n ouyvotnTta egeavions CUHTITWHATIKAG Kapdiakng ave-
mapkeiag (karnyopiag Il [ IV kara NYHA) pe peiwon Tou LVEF TouAdyioTov
10% amrd Ty Tipn Evapgng TNg HEAETRG Kkal ot Tipn <50% ftav <1% (0.6% Twv
aoBeviuv oToug oToioug xopnyrBnke Bepatieia pe TepTouoUpAUTIN EvavTi
0.3% Twv aoBeviuy OTOUG OTToIOUG XOPNYRENKE EIKOVIKG pAppaKo). Ao Toug
aoBeveig TTou TTapousiaoay CUPTITWHATIKA Kapdiakn averrdpkeia, ato 46,7%
TWV aoBEVY TTOUG OTroioug Xopnynenke Bepameia e TEPTOULOUPGUTIN Kol
aTo 57,1% Twv agBeviov OTOUG OTTOIOUG XoPNYNENKE EIKOVIKO pappako Trapa-
menBnke avakauyn (n omoia opiletal we 2 diadoyikég PeTpnoeig Tou LVEF
mdvw amo 1o 50%) kard Tnv KataAnkTikn NUEpopnvia guAloync Twy Sedopé-
vwy. Ta mepioooTepa cupBavia avagépbnkav oe aoBeveig TTou Adppavay Be-
parreia pe avBpakukhivn. Ava@épBnkav QoUPTITWHATIKEG 1) RTNA TUPTITWHATI-
keg (kamyopia Il kard NYHA) peiwoeig Tou LVEF kara vouhayiotov 10% g
TiPAg EvapEng TG HEAETNG kai o TiUR <50% oTo 2,7% Twy agBeviov aToug
oTroioug XopnynBnke Bepatreia pe TeproufoupauTn Kar oto 2,8% Twv aoBe-
V@V OTOUG OTTOIoUG XOPnyHBrnKe EIKOVIKG QAPHAKO, EK Twv oTIoiwy 79,7% Twv
aoBeviuv aToug oTroioug YopnyriBnke BepaTreia ye TrepToudoupdpTmm Kai 80,6%
TV aoBEvUIV OTOUG OTTOIDUG XOPNYNBNKE EIKOVIKG PAPHAKOD EiXav avaKape!
KATG TNV KAQTaAnKTIKG nUEpoHnvia ouAhoyng Twv Sedopévwy. AVrIGPAoElS
axenfopeves pe Tnv éveon/éyxuon: Phesgo ce ouvbuaopd pe xnueioBepa-
meia: Zmyv Baaikn dokipry FEDERICA, pia aviidpaon oxXeTiCOHEVN HE TNV EVe-
on/éyxuon opifeTal we oTIOIOBATIOTE CUCTNHATIKA avTidpaon TTou avagepenkKe
EVTOG 24 wplov amd T xoprynon Tou Phesgo f g evBopAéfiag Teptoulou-
HauTING O€ ouvduaopd pe TpaoTouloupapTn (BA. Tapdypago 4.2 kai 4.4).
Zxe{OPEVES HE TNV Eveon avTidpdoeig avagepdnkav ato 0,8% Twv aoBeviov
Tou éhafav Bepameia pe Phesgo kal oxendopeveg pe Tnv £yxuon aviidpdoeig
avagépbnkav ato 10,7% Twv aoBeviwv Tou EAaBav Bepatreia pe eviopAERia
meproudoupdauTIn Kal TpacToufoupdpTn. O TIEPIOTOTEPES ATIG TIG CUOTNHATI-
KEG avTIBPACEIC OXETICOUEVEG HE TNV EVEST)/EYXUOT) TTOU Trapatnpnénkayv He 1o
Phesgo i Tnv evBopAEBIa TTEPTOUCOUNANTIN Kal TRACTOULoUPAUTIN fTav piyn,
mupegia rj égetog. O1 avTIdBpACEI OTO ONHEID TNG EVECNG OPIOTNKAY WE oTIoIa-
BATTOTE TOTTIKA QvTIdpAcT TTou ava@épBnke Eviog 24 wpuwv ammo Tn XoprRynon
Tou Phesgo kai avapépBnkav oto 14,9% T1wv aoBeviuv ou utroBAnBnkav ot
Beparreia pe Phesgo kai Aray éAa oupBavra 1ou i 2ou BaBuol. O TEpIoTOTE-
PEG OTTO TIC TOTNKES avTIBPACEIC OTO ONEID TNG EVECTC Traparnpridnkay pe 1o
Phesgo ftav eite aAyog oTo onueio TG éveang f epuBnua oTo anpeio NG éve-
ong. EviopAéBia meproudoupduTTn OF CUVSUAOHG HE TRATTOULOUNANTT
Kai xnpeiobepameia: H oxendOpevn Pe T Xopnynor aviidpaon opioTnKe aTig
Baokéc BokKIpEg we OTOINdATIOTE OUNBAY ava@EpeTal We UTEpEUaioBnaic,
avaQuAakKTIKn avridpaon, ofeia avridpaon atnv éyxuorn 1| oUvOpopo aTeAEU-
BEPWONGC KUTOKIVUY TTOU EgaviCeTal kata Tn SIGpKeia TRG Eyxuang f Tnv idia
nuEpa pe v éyxuon. I Baoikn dokipn CLEOPATRA, n apyikr doan g
mepToudoupaUTING Xoenynenke Tnv nuépa TPV aTmo TNV Xoprynen Tng Tpa-
otouloupdpuTng kal Tng Sooetalehng yia va emitparei n eééTaon Twy oXeTIo-
Hevwy pE TNV TreproudoupapTin avridpdoewy. Kard Ty TpwTn nuépa Trou xo-
pNYABnke Povo n TTEPTOULOUPAUTIN, N CUVOAKA CUXVOTNTA TWy avTidpagswy
Tou oxeriovral ge v Eyxuon nrav 9,8% ornv opada uto Bepameia pe EIKOV-
KO @dppako Kail 13,2% oTnv opdda utrd BepaTreia Ye TTEPTOUCOUPAHTIN, WE TRV
TAEIOYN@ia Twy avTIBPACEWY va eival NTIES N pETpieg. O Mo ouyveg avTiBpad-
OEIg TTou oXEeTigovTal pe Tnyv eyxuon (21,0%) otnv opada uttd Bepareia pe Trep-
ToudoupdpTrn fTav Trupetia, piyn, koTwaon, keparahyia, e€aoBivion, uTTeEpEy-
aioBnoia kai épetog. Kard Tn didpkeia Tou BeUTEPOU KUKAOU, Otav OAd Ta
(PUPHAKEUTIKA TTROIOVTA XopnynBnkav Tnv idia nuépa, ol Mo CUXVES avTidpa-
oEIg TTou oxeTifovTan pe Tnv eyxuon (21.0%) aoTnv opada utrd Bepatreia pe TrEp-
TOUCQUUAUTTN [TAV KOTTWAT), UTTEpeuaioBnoia oTo @dpuako, duayeuaia, utre-
peuaioBnoia, puaAyia kal Epetog (BA. Tapdypago 4.4). Ing MehETeg
EITayWYIKNG Kal EMKoupikg Bepatreiag, n mepToudoupduTn xopnyndnke Tnv
idia nuépa pe TIG AAAeg BeparTreieg TNG PEAETNG. ZXETICOHEVEG PE TNV EyXUan
avndpdoeig mapouagiaoe 10 18,6% - 25,0% Twv acBevwy kara Ty TPWTN NUE-
pa Xopnynang TnG TEPTOUOUHAUTING (OF OUVDUAOMO HE TPAOTOULOUMANTIT
kal xnueoBepareia). O TiTog kal n cofapdmTa TwWY CUPBAVTWY MTaV GUVETTT HE
quTd Trou TraparnpnBnkav oty peétn CLEOPATRA, pe v TAsiloyngia Twy avik-
Bpaoewy va eival [MES 1 PETpieg ot coPapoTia. Avribpdosis urepsuaiodnaiag/
avaguAadia: Phesgo o ouvSuaapo [s xnueiofepareia: iy Bagikn dokipr
FEDERICA, n ouvoAIKr guyvotnTa Twy avagepBeviwy cupBaviwy utrepeudar-
ofnoiag/avaguhagiag ou oxetifovtav pe T aToxeupévn ato HER2 Bepareia
Arav 1,6% oTtoug aobeveic TTou utofAnBnkav oe Bepatreia pe Phesgo évavt
1,2% oroug aoBeveig TTou uTToPABnKkav oe Beparreia pe evBopAEBIa TrEpPTOU-
COUpApPTIN Kal TPAoTOUZOUPANTIN, EK TWY OToiwy Kavéva dev frav 3ou- 4ou
BaBpou kard NCI- CTCAE (ékSoan 4.0) (BA. mapdypago 4.4). Evag aoBeviig
epgavioe Eva cupPav utrepeuaioBnaiag/avaguiatiag katd Tn didpkeia ) apé-
oweg PETA TN Xoprynon Tou Phesgo™ oTov TpwTo KUKAO To oTroio odiynoe ot
amdoupon aTré T BepaTreia (BA. TTapaypago 4.2 kai 4.4).

EvSopAifia meproudouudumn o0& CuUVSUAOUO UE TPUOTOUJOUUGHTTY Kal
XxnueioBepameia: Ty Baoikn dokiyry CLEOPATRA OTo HETQOTATIKG KAPKIVO
TOU PaaTou, N CUVOAIKR QUXVOTATA TWY avapepBEVTWY aTro TOV EPEUVTH CUH-
BavTwy utrepevaioBnaiag/avapulaiag Katd T SIAPKEIG OAGKANPNE TNE TTEPIG-
Sou Beparreiag Arav 9,3% otnv opdda uTTo BepaTrEia PE EIKOVIKG PAPHOKO Kal
11,3% oy opada utrd Beparieia pe TepTOUOUPAUTTT, EK TOU oTroiou To 2,5%
Kai 7o 2,0 % fTav 3ou-4ou BaBpou kard NCI-CTCAE, avrioToixa. Zuvolika, 2
aoBeveig omyv opada uTtd Beparieia e exovIKG @dppako kai 4 aoBeveig atnv
opdda utrd Bepareia Pe TTEPTOUIDUPAUTIN EPPdvioay guPBdvTa, Ta oTToia TTe-
piypagnkav armoé Tov epeuvnTh wg avaguiagia (BA. Tapdypago 4.4). Zuvohikd,
n Theiowngia Twy avnidpdgewy uTrepeuaicBnoiag fTav [IMeg 1 HETPIES OE TO-
BapdTnTa Kal uTTOXWPNOav kata T Bepateia. BAdos Twy TpOTIOTTOINTEWY TToU
€yivav oTn BepaTieia TG HEAETNG, O TTEPIOTOTEPES avVTISPATEIS EKTIUNBNKav wg
OEUTEPEUOUTES OTIC EYXUOEIC BOCETAEEANG. IMIC PEAETEC EI0AYWYIKAG Kal ETTI-
koupikrig Bepatreiag, Ta gupfavra umepevaigBnoiag/avaguAatiag frav guve-
T HE QuTd Trou Tapatnphonkav ot peAétn CLEOPATRA. ZTn peAemn
NEOSPHERE, U0 aofeveig oTnv opdda Tng TepToudoupduTING Kai oTnV Opa-
Ba Trou éhafe Beparreia pe SooeTagehn eppdvicav avaguiadia. Tooo oTn Heké-
™ TRYPHAENA 6o0 kai otnv APHINITY, N guvoAikn ouxvoTtnTa utrepeuaiosn-
giag/avaguiaiag fTav uynAdtepn omv opdda Tou EAaPBe Beparreia He
mTepTouloupdpTn Kai TCH (13,2% kai 7,6%, avTioTolya), €K Tou oTToiou To
2,6% xai 10 1,3%, avrigToixa, apopaloe cupfdvra 3ou-4ou BaBuou kara NCI-
CTCAE. Epmupern ouderepormevia: Phesgo og ouvduaoo pIE XnuEiode-
pameia: Itn Baoikr Sokipn FEDERICA, epmipetn ouBetepotievia Traparnpr-
Onke oto 6,5% Twv aoBeviuv Trou uTroBAriBnkav oe Beparreia pe Phesgo kai
aTo 5.6% Twv acBeviv TTou uTTeBARBNKay ot BepaTeia e evdoQAERIa TrEpTOU-
Joupdaptm xai TpaaToudoupdpTm. OTiwe kai oTig facikég Bokipég eviopAERIag
TIEPTOULOUPANTING Kl TRPAOTOUCQUHAKTING, TTApaTneiBnKe uynASTEpn ouXVo-
TNTA EPQAVIONG EPTTUPETNG oubeTEpOTTEVIag HETAEU TwWY AciaTwy acBeviv TTou
ehaPav evbopAefia Bepatreia pe TrEPTOUOUMAUTIT Kal TpaaToufoupauTn
(13,0%), opoiwg, n ouxvotnra eppaviong edTiperns oudetepoteviag Arav
uynAGTepn oToug Aoidteg aoBeveic Tou éhafav utreBopia Bepareia pe
Phesgo (13.7%). EvSo@AEéBia mepToUdOUNAUIT OF OUVSUQONO lE Tpa-
oToufoupduTn Kai xnueiobepameia: Iy Paoikh dokiurp CLEOPATRA, n
TAgiowngia Twy aoBevwy Kai aTig SUo opadeg Bepatreiag epPAVIOE TOUATYI-
aTov éva cupBav AeukeTreviag (63,0% Twy acBeviov aTnv opada uto Separtreia
pe meprouloupapTn kal 58,3% Twy aoBeviov oty opada umo Bepareia Pe
EIKOVIKO QAPHAKO), EK Twy OToiwv N TTAglowngia nrav oupfdvia oudetepoTe-
viag (BA. mapaypago 4.4). NapatnpriBnke epmripeTn oudeTepomevia ato 13,7%
Twy aoBevav utrd Bepareia pe eprouloupdpTn Kai oto 7,6% Twv agBeviov
uTro BeparTreia He eiKoVIKG @apuako. Kai oTig duo opdadeg BepaTeiag, To TTogo-
70 TwY agBEVWV TTOU elpavios euTTUpETN oudeTepoTievia fTav 70 UYnAoTEPD
aTov TTpWTo KUKAo Tng Beparreiag Kal peiwdnke oTadiaka oTn cuvexeid. Augn-
HEVI CUXVOTNTA EPPAVIONG EPTIUPETNG oUBETEPOTIEVIGS TTapaTnPRBnKe PETaly
Aoiarwy acBevwy kai oTig dUo opadeg BepaTreiag CUYKPITIKG HE TOug aoBeveig
aTre GAAEg QUAES Kl GAAEC YEWYPA@IKES TrEpIOYEC. MeTatl Twv AoiaTiv aoBe-
VWV, N gUXVOTNTa EPPAVIONG TNG EPTIUPETNC OUBETEPOTIEVITG fTav uPnAGTEPN
aTnv opada uto Beparreia pe TeEpToUfoUPGUTIN (25,8%) CUYKPITIKA WE TNV
opada utré Beparreia pe elkovikd pdppako (11,3%). Z1n peAétn NEOSPHERE,
10 8,4% Twy coBevwv Trou £Aafe sloaywyikn Bepameia pe TepToUdoUPATIN,
TPaTTOULOUPGHTIN Kal BooETagEAN EPQAVIOE EPTTUPETN OUBETEPOTTEVIO TUYKPI-
Tika pe 10 7,5% Twyv aoBevwy TTou Ehafe Bepareia pe TPAOTOUZOUPGHTIN Kal
Gooeragéhn. Ztn peAéTn TRYPHAENA, n eptrupeTn oudeTepoTrevia onpeiwdnke
ato 17,1% Twv aoleviwv ou EAaBav elcaywyikn Bepameia Pe TepToudoupd-
HTn + TCH Kai o1o 9,3% Twy acBeviy Trou ehapav sigaywyikn Bepatreia Ye
meproufoupapTmn, TpacteufoupdyuTn kol Sooetaléhn peta amo FEC. ZTn peké-
™ TRYPHAENA, n emitrTwon g ePTTUPETNG OUBETEPOTIEVIAG NTaV UYnAGTERN
aToug aoBeveig Trou haBav £§1 KUKAOUG TIERTOUCOUPGUTING CUYKPITIKG UE TOUG
aoBeveig Tou Ehafav Tpeig kKUKAOUG TrEPTOUZOUPANTING, aveEdpTnTa ama n
xopnynBeioa xnueioBeparreia. OTwe Kai otn yeAétn CLEOPATRA, pia uynio-
TEPN CUXVOTNTG EHQAVIONG OUBETEPOTIEVIAS Kal EPTTUPETNG QUBETEPOTTEVIaG
Taparnprinke petagl Aolatwy aoBeviuv ouykpImKd pe @Ahoug aoBeveic o
QPPOTEPES TIG MEAETEG Elgaywyikng Bepareiag. 1 peAétn NEOSPHERE 10
8,3% 1wy Agiatwy aoBeviy Trou EAaBe eicaywyikn Beparreia Pe TTEpTOUjoUpa-
HTN, TPACTOUdOUPAUTIN Kal DOCETAEEAN EUPAVIOE EPTTUPETN OUDETEPOTIEVIR
OUYKPITIKA pE To 4,0% Twy Aoiatwy agBevuyv TTou EAafe eioaywyikn Bepareia
ue TpacToudoupauTrn Kail dooetagéin. Zin peAéTn APHINITY, eptrupetn oudeTs-
poTrevia Trapougiage 1o 12,1% Twv aoBevwy oToug oToioug Xopnynenke Be-
pameia pe mepToudoupaptn kai To 11,1% Twv aoBeviuv oToug oToioug xopn-
yriBnke elkoviko @dppaxo. Omwg kai aTig eaiTeg CLEOPATRA, TRYPHAENA
kai NEOSPHERE, mrapartnprifnke ugnAotepn ouxvotnta EPQAvIoNG EHTTUPE-
NG oUBETEPOTIEVIAG aTOUC ATIaTeg aoBeveig aToug oTroioug xopnynenke Bepa-
TIEiQ YE TTEPTOUTOUNANTIT OF OXEOT HE TOUG aTBEVEIS AAAWY QUALLY TG HEAE-
me APHINITY (159% Twv aoBeviv oToug oToioug  xopnynenke
TreproudoupapTin kan 9,9% Twv acBevily aToug oTToloUG XOpNYRBNKE EIKOVIKG
pappako). Arappoia: Phesgo oe ouvBuaopod pe xnpeioBeparreia: Zmn Baoikn
Goxipn FEDERICA, Sigppoia onpeiwenke ato 61,7% Twv aoBevwy umd Bepa-
Treia pe Phesgo kai oo 59,1% Twv agBeviov utd Bepameia pe evdo@AEfia
TEPTOUCOUHANTIN KOl TPAOTOU{OUHANTIT. Ava@EépBnke diappola = 3ou BaBpol
ato 7,3% Twv acBeviyv Tou okéhoug Tou Phesgo évavn 5,2% oTo okéhog g
evBo@AEPIag TrepToudoupdpTing kar TpaoToulougaunng. H mAsloyngia Twv
avapepBéviwy oupBaviwy frav 1ou [ 2ou BaBuol wg mpog Ty Bapitnta
Toug. H uywnAdtepn guxvetnta egpaviong didppoiag (oAwv Twy Babuwy) ava-
PEPBNKE Kard Tn DIGPKEIT TNG OTOXEUPEVNG BEpaTieiag Kal XnueloBepaTeiag Je
taavn (57,7% Twv acBeviv Tou akéhaug Tou EAape Bepatreia pe Phesgo éva-
w11 53,6% Twv agBevav Tou okEAoug TTou EAaPe BepaTteia pe evBOQAEBIa TTER-
ToufoupapTn Kal TpacTtououpapTrn) (BA. Tapaypago 4.4). EvSopAéBia mep-
rouloupauTT O CUVEUAOO0 [E TPAOTOUJOUNAUTTY Kai XnueloBspameia:
2 Baoikn dokipn CLEOPATRA oTo HETAOTOTIKG KapKivo Tou paoTou, didp-
poia onueiwdnke oto 68,4% Twv aoBeviv uTro Bepartreia pe TMepToudoupauTn
Ko 070 48,7 % Twy aoBevay UTTG BEpaTreia PE EIKOVIKO gpapHako (BA. Tapdypa-
o 4.4). Ta mepioooTepa cupPavTa ATav [ma £wg PETpia ot BapuTtnTa Kal on-



HewBnkav HoAig oToug TTpwIoug kukAoug Beparreiag. H ouxvatnTta eppdviong
Sidppoiag 3ou-4ou BaBpou kata NCI-CTCAE frav 9,3% oToug agBeveic utrod
Bepameia pe meprouloupduTn évavm 5,1% oToug acBeveic utd Bepameia pE
EIKOVIKO @dppako. H Biapeon didpkeia Tou peyahutepou emeicodiou Arav 18
nuEpES oToug aoBeveig UG Bepareia pe TrEpTOUCOUNAUTIN Kal 8 NUEPEG OTOUG
aoBeveig UTTO BepaTreia PE EIKOVIKO @dppako. Ta Siappoikd gupBavra avraro-
KpiBnkayv kaAd atnv TTROANTITIKA BlaxEipion pe avTiBiappoikous TIapdyovTES.
Zmn dokipy NEOSPHERE, diappoia onpeiwdnke oto 45,8% twv agBeviv Trou
EAaBe sioaywyikn BepaTreia PE TERTOULOUPANTTN, TRUCTOULOUPAUTTT Kol dooE-
TagéAn ouykpITika e To 33,8% Twv aoBeviv Trou EAaPe Beparreia pe TpagTou-
foupapmn kai Gooetagern. Zm dokipy TRYPHAENA, diappoia onpeiwbnke
oTo 72,3% Twv agfeviv TTou EAaBE eioaywyIkr SEpaTieia PE TTEPTOUIOUNANTIT
+ TCH kai o1o 61,4% Twv acBeviv Trou Aafe eloaywyikr Bepareia pe Tep-
TOU{QUHAWTTN, TPaCTOUCOUHGHTIN Kol BooeTagéAn petd amo FEC. Ze appore-
PEG TIG HEAETEG Ta TrEpIOTOTEPO oUPBAvTa ATav fma éwg PETpIa ot BapuTnTa
Ztn Sokipn APHINITY, avagépBnke uwnAGTEpn OUXVOTNTA EPPAVIONGS didppor-
ag aTo okéAog Twy aoBevilv oToug oToioug xopnyrenke BepaTreia pe TrEpTOU-
CoupapTm (71,2%) ot oUykpIOn Pe To OKEAOG OTO OTToIO XOPNYrBNKEe EIKOVIKG
pappako (45,2%). Avagpipbnke diappoia = 3ou BaBpou oto 9,8% Twy aoBe-
VWV Tou okEAoug TG TrepTaudoupdpTng evavtl 3,7% oTo OKEACG TOU EIKOVIKOU
pappdkou. Ta TEPICOOTEPY avapepBivia ouppdvta ATav 1ou rj 2ou BaBucy
wg Tpog T BaplimTa. H uynAdtepn ouxvotnTa epgdviang Sidppolag (GAwv
Twv BaBpwy) avagépbnke kara Tnv mepiodo ¢ oToxEUupEvng Bepameiag +
xnuetoBepaTeiag pe Tagdavn (61,4% Twy aogBeviov Tou okéAoug TG TTEpTOUlOU-
paptng évavn 33,8% Twv aoBeviyv Tou OKEAOUG TOU EIKOVIKOU gappakou). H
quXVOTNTA EPPAVIONG TNE Sidppolag ATav TTOAU XaunAGTeEpN HETA TN SIGKOTIR
e xnueioBepareiag, emmpealovrag 10 18,1% Twv acBeviuv Tou OKEAOUG TNG
TEPTOU{OUPGUTING EvavTl 9,2% Twv agBevwy TOU OKEAOUC TOU EIKOVIKOU Qap-
HdKou Katd Tnv TTEpioSo TNG oToxXeupEvng BepaTreiag PETA To TEAOG TG XNHEIO-
Bepaneiag. E€avonua: Phesgo os ouvduaopo ps xnueoBepameia: Ly
pacgkn doxipy FEDERICA, efavinua onpeiwbnke oto 18,1% twv agBeviv
uTto Beparreia pe Phesgo kai ato 21,8% Twv aoBeviv uto Bepameia pe evdo-
pAEBIC TIEPTOUZOUHGUTIN Kal TpacToudoupdpTin. H TAsioyneia Twy ouppa-
vTwy eEavBrpatog frav 1ou i 2ou BaBuol. EvSopAiBia meproudoupdumn
0& OUVOUAONO [E TPaoTOU{OUNAUTT Kai XnuEloBgpameia: X Baoikr Soki-
u CLEOPATRA oTo pETQOTATIKG KAPKivVo ToUu HaoTou, TraparnpnBnke eEaven-
pa oto 51,7% Twv aoBevisv UTTo Bepartreia P TIEPTOUZOUNTHTIT, TUYKPITIKA JE
10 38,9% Twv aoBevwy UTTO BepaTreia PE EIKOVIKO @Appako. Ta TEPITOOTEPT
oupBdvTa frav 1ou fj 2ou BaBpou gt BaplTnTa, ONUEILBNKAY OTOUG TIRWTOUG
Buo kikhoug Kal avrarokpiBnkav aTic kabiepwpEveg Bepareieg, OTIWE eivai 1)
TOTTIKA 1) ) aT76 Tou aTéparTog Bepareia yia TV akpn. Z1n dokipg NEOSPHERE,
efavBnua onueiwdnke oTo 40,2% Twv aoBevv Tou EhaBe sicaywyiki Bepa-
TIEiQ Ye TIEPTOULOUHANTTR, TRAOTOUZOURAHTIN Kol DOTETAEEAN CUYKPITIKG HE TO
29,0% Twv agBevivy Trou EAaBe Beparreia pe TpacTouloupdpTn Kal SoceTage-
An. Zn Sokipn TRYPHAENA, e€avBnpa onpenwdnke oto 36,8% Twy agBeviov
Tou EAafe sioaywyikn Bepatreia pe meproufoupapTn + TCH kan oto 20,0%
Twv aoBeviv Tou EAaBe elcaywyikn Bepareia pe TTEpTOUZOUNAUTIT, TPATTOU-
CoupapTmn kal dooeTageAn peta amo FEC. H ouxvernTta eggaviang Tou egaven-
pareg ATav uynAoTepn otoug acBeveic Tou EhaPav £€1 kUxkhoug TrepToudoupd-
HTING OUYKPITIKA pE Toug aoBeveic TTou EAafay TpeIg KUKAOUG TTEpTOUoUpApTING,
avefaptnta amo 1 xopnynBeioa xnpeioBepameia. ETn Sokipf APHINITY, 1o
avemBuunTo cupBdv e§avBnuartog eppavioTnke ato 25,8% Twv aogBeviyv Tou
aKkENoug TNG TepToudoupapTng evavn 20,3% Twy agBevidy Tou okEéAoug Tou
EIKOVIKOU pappaxou. Ta Treplocotepa oupBavTa e€avlriparog Arav 1ou fi 2ou
BaBuol. Mn @uUOIOARYIKES EpyacTnpiakés eferdoeis: Phesgo ot guvBua-
oud pe xnpeoBepareia; £1n Bacikn dokipry FEDERICA, n ouyvotnTa epgdvi-
ong ouderepoTeviag 3ou-4ou BaBuou, kard NCI-CTCAE éxSoon 4, fitav 1oop-
potrnuévn aTig lo opadeg Bepameiag (14,5% Twy aoBeviov uTe Bepartreia e
Phesgo ka1 13,9% Twv aoBevwy utto Bepateia pe evBoghéfia Treprouloupd-
HTIN Kai TpaoTouioupauTIn).

EvSo@Aifia meproufoupdumn o ouvBuaopd pe TpacToUuoUNGHTT Kal
Xnueio@spameia: Tm Baoikr dokiyn CLEOPATRA oTo pETOOTATIKG KAPKivo
TOU pagTol, N ouxvoTnTa ugdviong Tng oudetepoTreviag 3ou-4ou Babuol,
kara NCI-CTCAE £kBoon 3, ftav i0oppotmuévn oTig duo opadeg Beparrei-
ag (86,3% Twv acBeviov uTé Beparteia pe TTepToUloUPAUTTR Kai 86,6% Twv
aoBeviuv uTIO Bepatieia pe EIKOVIKG (QAPHAKO, OUpTIEpIAGuBavopévou Tou
60,7%. ko 64,8% pe oudeteporevia dou BaBpou, avrioToixa). Ztn BoKIuA
NEOSPHERE, n ouyvornTa epgaviong Tng oudetepotreviag 3ou-d4ou Babuou,
kara NCI-CTCAE ékdoon 3, ritav 74,5% oToug aoBeveig TTou éAaBav eioayw-
yIKkn Beparreia pe TeprouloupapTrn, TpacTouloupdpTrn Kal BoceTateAn cuykpl-
TIKG pe 10 84,5% oToug aoBeveig Tou éhafav Bepameia PE TpaoToulOUPANTIT
Kol BogeTaléAn, oupmepihapBavopévou Tou 50,9% kol 60,2% oudeTepoTreviag
4ou BaBpou, avrigroya. I Gokipry TRYPHAENA, n guxvétnra epgdviong
oudetepoteviag 3ou-4ou BaBpou, kard NCI-CTCAE £xkdoon 3, nrav 85,3%
oToug aoBeveig TTou EAaBav eioaywyikr Bepatreia pe meproufoupdpTn + TCH
auykpiTika pe 7o 77.0% oroug aoBeveig ou éhaBav eigaywyikr Bepatieia e
TEPTOU{OUUGUTIN, TpaoToufoudauTn Kal Bogetagéhn pera amo FEC, auprre-
piAapBavopévou Tou B6,7% kai 59,5% % oudetepomeviag 4ou BaBuou, avri-
aToiya. Z1n Sokiur) APHINITY, n ouyvornra eg@aviong oudetepoTreviag 3ou-
4ou BaBuou, katda NCI-CTCAE ExBoan 4, frav 40,6% oToug acBeveic atoug
oTToioug XopnynenkKe TrepToudoUNAHTIT, TRaoTOULOUHAGUTIN Kal XnpeioBepameia
évavtl 39,1% oToug aoBeveic oToug OTroioug XopPnYRBNKE EIKOVIKO PApUAKo,
TpaoToU{OUHAUTIT Kal XnueioBepateia, gupmepidapavopévig TG oudete-
potreviag 4ou BaBuou ot mooeaTd 28,3% kai 26,5%, avrigterya. Avoooyo-
vikornra: Omwe ot 6Aeg TIG BepaTeUTIKES TIpWTEIVES, UTTAPXE! N TBavoTnTa
avoooAoyIKAS ATTOKPIONS OTNY TIEPTOULOUNGHTIN Kol OTNY TPaaTOUZOUPAUTIN
oToug aoBeveic TTou AapBavouv Bepameia pe Phesgo. It peAétn FEDERICA,
I QUXVOTNTA EPQAVIONG TWY EKAUGHEVWY aTTo Tr Beparieia avTiowpdTwy Katd
NG TEPTOUZOUPANTING Kal KaTd TG TpaaToudoupduTng ftav 6,1% (15/245) kai
0.,4% (1/245), avriotoixa, otoug aoBeveig utrd Bepameia e evioPAERIa Tep-
TOUCOUHAUTTN Kal TRACTOUoupdGuTIn. MeTaél Twy agBeviyy Trou Bpeédnkay BeTi-
KOi OE avTigwyaTa Katd ¢ TEPToudOUHdUTING, EVIOTHIOTHKAaY EEDUBETEPWTIKG

avriowpara kard tng meproufoupapmng ot due acBeveic. H ouxvornra epea-
VIONG TWY QvTICWPATWY KATA TNS TTEPTOUCOUNANTING Kl KaTd Tng TpaaToulou-
HAPTIMG TTou aviXvelBnkav ot oTrola8iTTeTe XPoviK oTiypn (oupTepiAappa-
vopévng NG Evapgng g Bepatreiag) Arav 10,3 % (26/252) kai 1,2 % (3/252),
avTigTola, oe aoBeveig umo Bepameia pe evBopiifia TepToufoupdpTIn Kal
TpacToufoupapTn. Metagl autiv Twv aoBeviby, eEOUBETEPWTIKA avTIOWHA-
T KATd TNG TTEPTOULOUNAUTING aviXVEUBNKay Ot TpEig aoBeveic. H guyvotnTta
EHQAVIOTG TWY EKAUGHEVWY aTro Tr) Bepatieia avTICWHATWY Katd TG TIEpToU-
COUpaUTING, KaTd TN TPUoTOUlQUUANTING, Kal KaTd Tng Bopuaioupoviddong
ahpa frav 8,3% (20/241), 1,7% (4/241), kan 3,8% (9/238), avrigtoixa, oToug
aoBeveig utrd Beparreia pe Phesgo. Metagu autwy Twv aoBeviy, e§oudeTepw-
TIKG avTioWHaTa Katd g TeproudoupduTing avixveuBnkav oe SUo acBeveig,
Kal ESOUSETEPWTIKA avTIoWHATA KATd TNG TRAoTOUOUHAHTING aviXveuBnkav
ot Evav agBevi]. H cuxvotnTa EPQAaviong Twy avTICwPATwyY Katd Tng TTEPTOU-
doupdpTIng, Kata Tng TpacToudoupduTIng, kai kara g Bopuaioupoviddong
akpa TTou avixveuBnkav oe oTToIa8ATIOTE XpoVvIKn oTiyuf (cupTrepihaupBavo-
MEvng TG EvapEng Tng Bepameiag) frav 12,1% (30/248), 3,2% (8/248), ka1 9%
(22/245), avriaToixa, oToug aaBeveic uTo Beparreia pe Phesgo. Metafl autiov
TWyY aoBeviwy, sEOUBETEPWTIKA QVTICWHATA KATG TNG TTERTOUOUHANPTING avi-
XveuBnkav oe Tpeig acBeveig, eEOUGETEPWTIKG avTIoWHATA KATA TNG TPATTOU-
foupapTIng aviXveuBnkav oc évay aobevn Kol e§OUBETEPWTIKG QvTIoWHATH
katd Tng Bopuahoupoviddang ahpa avixvelTnkav oE Evav agBevr).

H kAvikn) onpagia ¢ avamrugng Twv avTIgWHATWY Katd Tng TTEpTououpa-
WTING, KaTd TNG TPpaoTouloUpAauTng f Kard Tng Popuakoupovidaong aigpa
peTa T Bepareia pe Phesgo eival ayvwaotn. AAAayn Tn¢ @spareiag amo v
EvEoQAEBIa mepTOUfoUUaUTT KaI TpaoToudoupdumn aro Phesgo (n avri-
aTpoga): H peAét MO40828 diepelivnoe TV ao@dAeia TNG ahAayhc avapeca
aTtnv evOoQAERIa TTEPTOUOUNANTIT Kal TPaoTouZOUPAUTIN Kal OTo uTrodopio
Phesgo (Zkéhog A) kai avrioTpoga (Zkéhog B) pe pwrapyike oToxe va afio-
hoyrjoel v TpoTiunon Twy acBevwy yia To Phesgo (BA. Trapdaypago 5.1 yia
Tig AeTTTopEPEIEG OXESIAOPOU TG PEAETNC). MeTagl Twy aoBeviv oTo ZkEAOGA,
n ouxveTRTa ep@dviong Twy AEs katd Tn Sidpkeia Twy KokAwy 1-3 (evBoghé-
Bia Bepareia) frav 77,5% (62/80 aoBeveic) ouykpimka pe Toug Kukhoug 4-6
(utroBopia Beparreia) Tou frav 72,5% (58/80 acBeveic). MeTagl Twv agBeviov
ato Zkéhog B, n ouxvoTtnTa epgpdviong Twv AEs kard T Sidpkeia Twy KukAwv
1-3 (uTrodopia Bepatreia) ATav 77,5% (62/80 aoBeveic) ouyKpITIKA HE Toug K-
khoug 4-6 (evBopAéfia Bepareia) Tou Arav 63,8% (51/80 aoBeveig), kupiwg
hoyw TNg uYnAOTEPNG OUXVOTNTAG EHPAVIONG TWV TOTIIKWY aviidpdoswy oTo
anpeie T éveong (oAeg BaBpel 1 1 2) katd Tn Sidpkeia TG XopRynang Teu
Phesgo. Ta Trogoaotd mpo g arhayng (Kukial 1-3) yia Ta coBapd avemBu-
unTa oupBdvra, Ta avem@ounTta cuppdvra Baduou 3 Kal Twv BIaKeTTWY TG
Bepareiag Adyw avemBUpunTwy cupBavTwy ATav Xapnid (<6%) ki Tapopoia
HE Ta TTOoOOTA WETA TNV ahAayn (KUkAoi 4-6). Aev avagépBnkav avemBounta
oupBdvia BaBpol 4 i 5. HAIkiwpévor aoBeveig: L1 FEDERICA, Bev maparn-
priénkav ouvohikég Siagopég oTnv aopdAeia Tou Phesgo ot acBeveig nAikiag =
65 eTlov Kai < 65 eTwv. QoTé00, aTig BaoIKEG KAIVIKEG BOKINEC Trg TTEpTOUdOU-
HApTING e evBoPAERIa TTEpTOUOUPANTIT) OE OUVBUAQOUG HE TPAOTOUZOUPANTTT,
onueBnKav HEKWKEVN Opegn, avallia, peiwon Bapoug, efaoBivian, duayeu-
oia, TEpIpEPIKA VEUPOTIABEIa, uTTopayvnoiaipia kal Sidppola, PE T cuxveTnTa
ep@aviong va eival = 5% uynAdtepn oe aoBeveig nAikiag = 65 etwy (n=418) ot
ouykpion pe aoBeveig < 65 ety (n=2926). Meplopiopéva Sedopéva KAIVIKWY
Sokipwy tival diaBéoipa yia aoBeveig nAikiag >75 eTwv ol omroiol Ehafav Bepa-
Treia e Phesgo n evoo@AéBia TrepToudoupdpTn kal TpacTtoufoupduTn. Ta de-
Gopéva YeTd TNV KukAogopia otnv ayopa Seiyvouv om dev utrdpyouv Siagpopig
aTnV ao@aieia g TERTOUCOUNAUTING Ot OUVBUACHO HE TPAOTOUOUUAUTIN OF
aoBeveig nAikiag = 65 eTwy kal < 65 eTtv.

Avagopd mibavoAoyoUevwy avemBIunTWY eVEPYEIWY: H avapopd miBa-
VOAOYOUHEVWY avETTIBUUNTWY EVEPYEIWY PETA OTTO T XOpnynon adeiag KukAo-
(popiag Tou QApPHAKEUTIKOU TIPCIOVTOG Eival anuavTtikn. Emrpémer n ouvexn
TrapakoAouBnaon TG OXENG OPEAOUG-KIVEUVOU TOU QUPUAKEUTIKOU TTROIOVTOC.
Znreital amo TOUG ETAYYEARATIES TOU TOHER TNG UYEIOVOMIKAG TTepiBaiyng va
avagépouv oTroleadmoTe TBavoloyoupeveg aveBUPNTEG EvEpyeleg (BA. Ae-
TITOPEPEIES TTApPAKATW).

KUTrpog: ®appakeutikég YTnpeoieg, Ymoupyeio Yyeiag, CY-1475 Aeukwaia,
TnA: +357 22608607, ®ag: + 357 22608669, loTétomog: www.moh.gov.cy/phs
EAAGSa: EGvikog Opyaviopde Pappdkwy Meooyeiwy 284, GR-15562 Xohap-
yo¢, ABAva, Tnh: + 30 21 32040380/337, @at: + 30 21 06549585, loToToTog:
http:/fwww.eof.gr

10. HMEPOMHNIA ANAGEQPHEIHE TOY KEIMENOY: 13 lavouapiou 2022
AeTrTopEPEIC TANPOPOpIES YIa TO TTAPAV PUPHAKEUTIKG TTpoidy eival SiaBéoiueg
oTov BIKTUaKS TOTI0 Tou Eupwitaikou Opyaviopol ®appdkwy http://www.ema.
europa.eu.
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6 2 I E \ T E N 2 D ¥ To papuaxo aurd reAei und oupmrAnpwpariki rapaxohouBnom. Autd Ba emTpéyel 1o Ypyopo TPOaBIOPICHO VEWY
TIANPOROPIV ATPAAEITS. ZITTETTI GTTG TOUG ETIAYYEAHTTIES UYEICS v QVaQEPOUV OTTOIETOATIOTE TIBAVOAOYOULEVES

peg h | g ra 5" m avemBipnTe evipyeieg. BA. mapaypapo 4.8 yia Tov 1poTI0 avagopag aveBUNTWY EVEPYEILWV.

1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOL Ziextenzo 6 mg evéoipo Biahupa ot mpoyepiopévn oUpiyya Pegfilgrastim (pegfilgrastim) 2. MOIOTIKH KAI NOZOTIKH LYNOEEH Kase
Tipoyepigpévn oUpyya TepiEyel 6 mg pegfilgrastim® (pegfilgrastim) oe 0,6 ml evigipou BiaAbparog. H ouykévipwan, pagel povo mg mpwreivng, eivar 10 mg/ml™. * Mapayerai ot kimrapa Escherichia
cofi, e epapyoyn Texvohoyiag avacuvduaopivou DNA, akohouBoupevn amo oileuln pe TohuaiBukevoyAukohn (PEG). ** H ouykévipwon eivar 20 mg/ml eav oupmepiAngBei To tuipa PEG. H
BpOTIKOTITA TOU TTPOIGVTOG auTOD BEv B TIPETTEN va TUYKPIVETAI JE TN SpacTIKOTNTA GAMUV TIEYKUAIWHEVWY f | TEYKUAIWUEVWY TIDWTEVIY TG iBiag BepameuTikng kamyopiag, Ma TEpIoTOTEpES
mAnpogepies, PA. mapaypago 5.1 ExSoya pe ywworn Spaon: Kade wpoyepiopévn olpiyya mepiExel 30 mg gopBrokng (E 420). Na tov mAnpn karahoyo twy exBoxwv, BA. mapaypapo 6.1. 3.
SAPMAKOTEXNIKH MOP®H Evioipo Bidhupa (Evean). Aauyig, axpwiio éwg eAagpus kiTpivio eviaipo Siahupa. 4. KAINIKEE NAHPO®OPIEE 4.1 @epamweunikég eveiferg Meiwon mg Sigpkeiag
MG OUBETEPOTIEVITE Kal TNG TUXVETNTAG EPQAVIaNG TG eumUpeTou ouBetepomeviag o€ eviAikeg aoBeveic ou akohouBolv KUTTapoTOSIKr XNUEIOBEPATTEIR Yia TNV QVTIPETWITION KakofBoug vooou (pe
efaipean m xpovia puekoyeviy Aeuxaipia kai Ta puehoBuomAaomika odvBpopa). 4.2 Aogohoyia kar TpoTTog Xopriynong H Bepameia pe Ziextenzo Ba mrpémel va apyifel kai va mapakoheuBeital amo
yiarpoig eidikolg omv oykohoyia kaif) mv aipatohoyia. Aocgoloyia Mia 86om Twy 6 mg (pia mpoyepiopévn oupiyya) Ziexlenzo eival n Soan Tou cuviotaral yia kabe kixko ynpeioBepameiag,
YopnyoUpevn TouhayioTov 24 wpeg peTa amé my Kuttaporofiki ynpeioBepaneia. Eidikol mhnBuayoi Mardiarpikés mAnBuoués H aopakela kai n amoreheaparikornra mg pegfilgrastim og maidia Sev
Eyouv axoya Tekunpiwsei. Ta Tapovra Siabéoipa Sedopiva mepiypagoval omg mapaypagouc 4.8, 5.1 kar 5.2, ahka Sev pmopei va yivel ouataon yia m dooohoyia. AcBeveis L veppikn Suakemoupyia
Asv guvigrarar ahhayn Mg Boong oe acBeveic pe veppikn duahemoupyia, cupmepidapBavopivwy autwy pie vepporaBeia TeAikol oadiou. Tpomog yopnynang To Ziextenzo mpoopideral yia umodopia
¥piian. O1 evigeig TpEmer va yopnyolvial atov inpd, My kotMaxn xtwpa f 1o Gvw pépog Tou Bpayiova. MNa odnyieg OXETIKA LIE TOV XEIPIOPO TOU GAPHAKEUTIKOU TTPOTOVTOS TIpIV aTTo T Yoprynan, BA
mapaypago 6.6. 4.3 AvrevBeiteig Ynepeuaiotnoia omm SpacTik ougia i o kGmolo amo Ta ékBoya Tou avagépovial omy Tapdypago 6.1. 4.4 Eidikég wpoeiBomronoeig kal mpopuAdatelg kata T
xpion lxvnAagiwamra Npokeipévou va BeAniwdei n iyvnAagipornra Twv Tapayeviwy Siéyepong amoikiiwy kokkiokuTrapwy (G-CSFs), To dvopa kar o apiBuog Tapridag Tou yopnyoUpevou pappdakey
TpETE va karaypageral pe oapiveia. [EVIKES TTDOE 10t i¢ kal TpoguAdeic Mepiopiopiva kAivika dedopéva umodeikviouv TTapojoia emidpaan Trg pegfilgrastim évavr g filgrastim atov xpavo
avavnyng and cofapi ouBetepomievia o aoBeveic pe de novo ofgla puehoyevn Acuyaipia (AML) (BA. mapdypago 5.1). Qotooo, Ta pakpompdBeapa anoteMopara mg pegfilgrastim oy AML Bev éxouy
TekunpiwBel kan guvemwg Ba TIPETE! va XprolpoTIoiEiTal e TIpOCOYN O auTov Tov TANBuopc aoBeviov. O Trapayoviag BIEYEPOTC ATIOIKIWY KOKKIOKUTTAPWY WTIOPET va EVIOXUOE! TV avamuén
HueAoyevwy KuTTapuwy in vitro ka1 apopoid emipacn pmopei va mapampnBei ot opiopEva pn pueoyevn kUTiapa in vitro. H aopaleia kai n amoteheapankormra g pegfilgrastim Sev Exouv SiepeuvnBei
ot aoBeveic pe puehoduaTiAaoTikd ouvlpoyio, ¥povia puehoyevi Acuyaipio kai ¢ aoBeveic pe SeuteporiaBn AML, ouverrig Bev Ba mpémel va xpnaipoToeital o€ autols Toug aoBeveic, Biaitepn
Tpogoy Ba Tpéme va diveral TpokelpEvou va yiver Sidkpion g SiGyvwang Tou PETacynpanapol Twy BAagTiv T xpoviag puehoyevolg Aeuyaipiag amo v AML. H aopaleia kai n amoteAeouamikoTnTa
g xoplynang pegfilgrastim oe aoBeveic pe de novo AML nhikiag < 55 ety pe kuttapoyevveikn t{15,17) Bev éxouv texpnpiwlel. H aogaheia kai n amoteheopamixétra g pegfilgrastim oe aoBeveic
Tou uTrofakhovar g uynhig Sooeig ynueloBepameiag dev Exouv SiepeuvnBel. AuTd To pappakeuTIkd Tpoity Sev TIpETEI va yproipoTToiEiTal yia auénom mg Seong kuTTapoTafikig xnpEioBepaTEiag
mépa and 1a kaBopiopiva Socoloyika aynpara. [veuyovika avemiBuunta cuuBavia Mveupovikeg avemBUUNTES EVEPYEIES, kOl OUyKekpipEva Biapeon Tveupovia, Exouv avagepBel PeEra m xopAynan
G-CSF. AcBeveic pe Tipooparo 10Topikd Tveupovikiuy dinBAoewy f Tveupoviag evBixerar va diatpéyouv uynhérepo kivbuvo (BA. mapaypago 4.8). H epgpavion Tiveupovikav onpeiwy, 6mmwe BAxag,
TUpETOS kal BUgTIVOa, o oUVBUAOYS JIE aKTIVOAOYIKG onpiEia TIVEupovIKwy Bindngewy kai n emdeivwon TG Tiveupovikfg Aemoupyiag o ouvBuagps pe aufnpévo apiBut oudeTepdgiiwy evBEyeTal va
amoreholv mpunpeg eveifeic offog ouvBpapou avamveuaTixrig Suoyépeiag (ARDS). Ze tétoieg auvBikeg, Ba mpéme: va Biakdmreran n Xoprynan mge pegfilgrastim kara v kpion Tou 1atpol kal va
Bideral xarahinhn aywyn (BA. wapaypapo 4.8). Ineipauarovegpinda Exer avagpepBei omepaparovegpinda oe aoBeveic mou AapBavav filgrastim kai pegfilgrastim. Tevika, 1a oupBavra
oneipapaTovegpimbag emAuBnKkay peta m peiwon g Soong f m Siakomm xopRynong filgrastim kai pegfilg ZuvigTaral n TapakeAolBnon pe avahuon olpwy. ZovBpouo BIaguyAc TPIYOEIBLN
‘Exer avapepBei ouvBpopo Biaguyng Tpixeeiduv EEITa amo Xoprynon Tapdyovia SIEyepong aTOIKIWY KOKKIOKUTIGPWY Kal TO 0T10i0 Yapakmpiferal amo undracn, uTreAEukwpaTivaipia, oidnpa kal
aipoouykévipwan. Or aaBeveis mou epgavifouv oupmmivpara auvdpdpou Siapuyrc Tpixoeidwy Ba mpémel va TrapaxohouBolvial oTeva kai va AapBavouv Ty kaBiepwpévn oupmmwpari Bepareia, n
omeia pmopei va TephapBavel Ty avaykn yia evianikn gpoviida (BA. mapdypago 4.8). ZmAnvoueyakia xai pifn omhnvog Mevikd acupmmwparika TepioTatika omAnvopeyakiag kal TEPIMTWOEIS pRENG
omhnvog, oupmepihapBavopévwy opiopEvIY TIEPICTATIKWY e Bavampopo kataAngn, £xouv avapepBel pera amo Xopriynon pegfilgrastim (BA. mapaypago 4.8). Emopévweg, 1o peéyedog Tou omanveg Ba
mpémer va mapakohouBeital pogekTika (1Y khivik efEraon, utrépnyog). Ba Tpémer va eferaleal To evBexopevo piifng omAnvog ot aoBeveig TTou avagépouy TIGVO OTO TIAVL apICTERS PEPOG TG
xolhiaii¢ ywpag fi oto dkpo Tou wyou. GpouBorevia kal avaiuia H Bepameia povo pe pegfilgrastim dev amokAeiel ™ Bpopp ia ka1 My avaipia dion WARpNG Goom pUEAOKATACTAATIKAG
¥nHeioBepameiag Siampeital oo kaBopiopivo Tpdypapa. ZuvigTdral TakTiki TapakokotBnon Tou apiBol aipoTETaAinwy kal Tou aipatokpim. IBiaiTepn Tpocoyr Tpémel va Siveral katd Ty
¥opfiynan egamad n cuvBuaopod XnpeioBepaTEUTIKWY TTapayovTwY of oToiol Eival yvwaTo or poxahoiv coBapr Bpopfomevia. MuehobugmAaatixd givi 1 ofgia pu n¢ Aeuyaiyia oz
aoBeveic ue kapkivo ToU PaoTol kal kapkivo Tou Tveuova 1o wAdicio peAémg Trapampnong pera Ty kukhogopia, n pegfilgrastim oe cuvBuaops pe ynueloBepaneia ffkar akmivoBeparreia Exel
CUOYETIOTE! e avimmuly pueheduomrAaaTikol auvdpopou (MDS) kan offiag puehovevols Aeuxapiog (AML) oF aoBeveic | Kapkivo Tou PaoToU kai Kapkivo Tou Tvedpova (BA. TTapdypago 4.8). Na rapakohouBeire
Toug aOBEVEIC PE KAPKIVO TOU paaTol KaI KapKivo Tou TIvEDpova yia onpeia kai oupmTwpara MDS/AML. Apemravokurrapiki avaiyia ApemavoKUTTGPIKEG KPITEIG £X0UV OYETIOTET WE T XpAon
pegfilgrastim e aoBeveic pe otiypa GpemavoxuTrapikAg avaipiag fj Spemavokutrapik vooo (BA. mapaypapo 4.8). Ma Tov Adyo autd, ol 1atpoi Ba Tpémel va eivar 1BI0ITEPO TTPOTEKTIKGI kAT TN
ouviayoypagnon g pegfilgrastim o aoBeveig pe otiypa SpemravokuTiapikng aveaipiag i dpemavokuTiapik véoo, Ba mpémel va TapakohouBolv Ti¢ KaTAAANAEG KAIVIKEC TIOPGUETPOUG Kal TIG
epyaompiakég avakloeis kai Ba TpEmel va mpogixouv TV mBavi GUTYETIOT Tou Gappakou auTol pe Bidykwon oTTAVa Kai ayyEloamoppakTiké kpioeic. Aeukokurrapwan Eyouv mapampnéei
apiByoi Aeukokumiapuy (WBC) 100 x 10° 1) peyahinepor, ae Aiyorepoug amo 1o 1% 1wy aoBevav rou éAapav pegfilgrastim. Aev éxouv avagepBei avemBopnTes avridpaaeig mou va anoBidovial Gueoa
o€ autov Tov BaBpo Acukokutraplweng. Auth n alnon Twv Asukokurrapuiv eival Tapodikd, eppaviferal cuviBuig 24 pe 48 Wpeg perd amd T Xoplynan kai oupBadidel e TIC QapUaKOBUVANIKES
EMBPATEIC AUTOU TOU PAPUAKOU. TUPPWVA JIE TIC KAIVIKES EMBPATEIS Kal TV TIBAVOTATA ALUKOKUTIGPWOTC, Ba TTRETTE va TpayaToTIolETal EAEYX0E Tou apiBjiol Twv ALUKOKUTIAPWY OF TAKTA XPOViKa
Biaomiuara kara m Sidpkeia Mg Bepameiag. Av o apiBpog Twy AcukokuTrGpwy Eemepaoer 1a 50 x 10% pera awé To avapevopevo valip, To gappako autd Ba mpémel va BiakéTTeral apeoa.
Yuepeuawotngia Ze aoBeveig umo Beparmeia e pegfilgrastim xer avagepBei unepevaiotnaia, gupmephapBavopévy avaguiakTikiy aviBpadewy, Tou Tapoudialetal Kata Ty apxikg fj my
emakohoudn Bepameia. H pegfilgrastim wpémer va Siaxkomel pévipa ot aoBeveic pe kKhivika onpoaviikg umepeuaioBnaia. Mn xopnyeite pelfigrastim oe agBeveic pe iamopiké umepeuaioBnaiag amy
pegfilgrastim i o filgrastim. Zmv mepimmwon epgavions gofapn aMepyikng aviidpaong, Ba Tpéme va Xopnyeital katalnAn Sepameia kal o aoBeviig va TapakohouBeital oTEV yia pKeTEC NUEPEG.
Zivdpoyo Stevens-Johnson Zovipopo Stevens-Johnson (SJS), 1o omoio propei va eivar amelAnriko yia 1 {wi i Bavatmpapo, Exer omaviwg avagepbei oe oyan pe T Bepameia pe pegfilgrastim. Av
o aoBevig £xer avatruer SJS pe  yphon me pegfilgrastim, n Bepameia pe pegfilgrastim Bev wpémer o€ kapia mepimwon va Eexiva ek viou oTov ouykekpipévo aoBeviy. Avogovovikdmra Omuwg
ouppaivel pe OAeg TIg BepaTTEUTIKES TPWITEIVES, UTTApyEl MBavemTa avegoyovikamrag. Or puBpoi Tapaywyig avniowpdTwy évavr g pegfilgrastim eiva yevika yapnhol. EpgaviCovrar Seopeurika
avrigwyara oTwg avapéveral pe 6Aa Ta BiopappaksuTikg Tpoidvra. (otooo, Sev Exouv oUOXETIOTE eTri Tou TTapdvrog pe efoudetepwrikh Spacmpiomra Acprinida Exer avagpepBei aoprinida pera m
¥opiynan Tou rapdyovia G-CSF oe uyii aropa kal o€ kapkivorraBeic aoBeveic. Ta gupmmiapara mepihapBavouy Tupetd, kothiaké akyog, kakouyia, cogualyia kar aufnpévou Beikteg pAeypovig (Tr.x.
C-avnbpwioa TIPWTETT Kal ETTTEDT AEUKIV QIHOOQaIpiWy aTo aija). ETIC TTEPITTOTEPES TEPITIGEIS 1) GOPTITIdA BIOYVWOTTKE JE SOVIKR TOHOYPAQIa KAl OVTINETWTTIGTNKE e QTONAKpUVOT] Tou
mapayovra G-CSF. BAéme emiong mapdypago 4.8. AAke¢ mposiBomoifoeig H agpakeia kai Aeoparikammra g pegfilgrastim o xiviromoinon Twv mpodpopwy aipoogaipiwy ot aodeveis | ot
uyieic doteg Bev Exouv agioroynBel emapkuwg. Augnuévn aiporomikn SpaaTnIdTTa Tou PUEACD TWV OOTWY WG avianokpion oTn Separteia pe auTike TTapayovia £Xel OXENIOTE Pe TapodIkég BeTIKEG
ahhayig g amekdviong Twy ooTwy. To yeyovog autd Ba Tpémiel va Aappaveral umrdyn otav afohoyolvial Ta amoTEAETUATA NG AMEIKOVIONG Twy 0OTWY. AUTO TO GapHaKEUTIKO Tipoidy TiepiExer 30
mg oopfitoAng ot kGBe TpoyeEWITREVN TUpIYYa To oTroio icoSuvayei pe 50 mg/ml. H aBpotoTiki emiBpaon g TauTaXpOVNG XOPNYNTTS TIROIGVTWY TIou TEpIEXoUV copPiTon (A gpouktoln) kal n pe my
Biarpogn Myyn copPmoing (1) gpouktolng) mpémer va AapPavoviar umayn. To gappako autd mepigxel Aiyorepo and 1 mmol varpiou (23 mg) ava 8oon 6 mg, eivar auta mou ovopaloupe «eheiBepo
varpiour. 4.5 ANnAemiBpacelg pe aAAa @appakeuTika wpoidvra kal dAAeg poppég ahAnAemiBpaong Adyw g duvnrikig euaioBnaiag Twy TaxEws diaipolpeviey JUEACKUTIApWY aTnY
kuTtapotofi XnpeioBepaeia, n pegfilgrastim Ba mpémer va xopnyeital TouhdyioTov 24 dipeg PETG TN XopAyno Mg kuTtapoTogkig ynpcioBepameiag. Ze khivikg Boxipég, n pegfilgrastim yopnynnke
e aopaheia 14 nuépec Tpiv amé m xnpeioBepancia. H rautdypovn xpAon mg pegfilgrastim pe omolovBfimore mapayovra ynueioBepanciag Bev Exer afjohoynBei ot agBeveig. H 1autdypovn yprion mg
pegfilgrastim pe 5-gpBopooupakiln (5-FU) n ahhoug avriperaBoliteg éxel amodeiyBei on evioylel T puehokaraotoAn o {wikd poviera. Or mBavic alAnAem@paceic Pe aAhoug aIpaToTIOINTIKOUG
QUENTIKOUS TIAPAYOVTE KOl KUTOKIVEG BEV EXOUV Vel avTIKEipEVD EIBIKAG Epeuvag aTa TAaioia kAvikwy dokiutbv. To evdexopevo aAnhemidpaong ye To AiBio, Tiou Emiong TIpodyel TV ameAeuBEpwon
ouBetepagidwy, Sev Exei yiver avTikeipevo edikAg Epeuvag. Aev uTrapyouv oTolyeia 6T pia Térolou TiTrou aAnAeidpaon Ba Arav emBhafic. H aogakeia kal n amoreAecpankamra mg pegfigrastim
Gev éxouv afohoynBei o agbeveiq Tou AapBavouv ynpeioBepameia n omoia ayeriferan pe kabuoTepnpévn puehokatagToM), Y. viTpofoupies. Aev Exouv TipaypatomoinBei eidikég pehETeg
arnAemBpaoswy f peraBoliopol, wotdao, ae kKAvikéG Sokipég Sev utredeiyBnke aMnhemiBpaon g pedfilgrastim pe dMo gapuakeutikéd Tpoidv. 4.6 MovipdnTa, Kinon kai yahouyia Kinon Aev
BiaiBevTan ) eival TEplopiopéva Ta kAvika Sedopiva axenika e T xpron mg pegfilgrastim oe éykueg yuvalkeg. MeAétes ae {wa karébei§ay avamrapaywyikn) TofxoTra (BA. apaypago 5.3), H
pegfilgrastim Sev wpémel va xpnoiponoiital kara 1 diapkeia Mg eykupoalvng kabuig Kal ot yuvaikeg avamapaywyikig nhikiag xwpic Ty phon aviiothAnyng. OnAagyog Ymapyouv avemrapkeic
mAnpogopieg OeTIKG pe TV amékkpion e pegfilgrastim/ueraBoAimiv mg oTo avBpumivo yaka. O kivbuveg ata veoyévwnra/ Bpéen Bev pmmopei va aokAeiaTei. Mpémer va amopaoioTei eav Ga Siakomei
o Bnhaopds i Ba BiaxomeiBa amogeuyBei n Bepameia pe pegfilgrastim, AapBavovrag umbyn To 6geAog Tou Bhaopol yia To Taibi kai To ogehog g Bepameiag yia ™ yuvaika. [ovipdmia H
pegfilgrastim Sev emnpealer v avamapaywyiki amddoon f| ™ yovipdinTa oToug apoevikols f Toug Bhukol emipueg oe aBpoiaTike efdopadiaieg Sooeig mepimou 6 pe 9 popig upnAdTepEs amo T
ouvioTipevn avBpamvn d6on (Baciopivn oo epPadov empaveiag owparog) (BA. mapaypago 5.3). 4.7 Embpaceg oty ikavornra obijynong kai xeipiopou pnxavauarwy H pegfilgrastim dev
£xe1 kapia f £xel aofpavn emidpaan oy Kavemmra odfynong kai eipiopol pnxavnuarwy, 4.8 AvemBipnteg evépyeies Livown Tou Tpogih aogdisiag O o ouyvi avapepopeves avemBOpnTeg
EVEpYEIES TTOU avagépBnkav firav Tove oTa oaTa (oAl cuyvig [ 1/10]) kar puookeAerikag movog (guyvig [ 1/100 éwg < 1/10]). O movog oTa 0oTa eiye kaTa kavova fma &wg pErpia éviaar, Arav
Tapodikog Kal PopoloE va VTIPETWTTIOTE HE Koiva avakynTika aToug TepioodTepous aaBeveic. Aviidpaoeig Timou umepeuaio@noiag, oupmepihapBavopévwy Seppankol efavBAparog, kvidwang,
ayyeioodfpares, SloTvelag, epuBhuatog, EEaWnG Kai UTTIGTACNS TIPOEKUWAY KaTA TV apyikn f Tig EmakéAouBes xopnyhoeis e pegfilgrastim (6x1 ouyvi [= 1/1.000 éwg < 1/100]). ZoBapéc ahhepyikéc
awmbpaceig, oupmepihapBavopévng e avapuAatiag propei va epgavicdodv ot aceveig mou Aapfavouy pegfilgrastim (01 ouyvic) (BA. mapaypagoe 4.4). To ouvBpopo Siaguyng TpixoeIBiy, To omoio




EvBEXETaI va gival aTEIANTIKG yia T {wn eav kaBuoTepATE! n Bepameia Tou, £xel avagepBei Oy auxva (= 1/1.000 éwg < 1/100) o aoBeveig Pe kapkive Tou AapBavouv xnueioBepameia EEma amo
yoprynon mapayoviwy SiEyepong aTolkily kokkiokuTIapwy. BA. Tapaypago 4.4 ka My Tapdaypago «Mepiypagn emAEypivy avemBUpnTwy EvEpYEILVY TTapakatw. H omAnvopeyahia, yevika
agupmwyank, eivar o1 ouxvi. H pifn omAnvag, oupmepihapfavopivwy pepikiy Bavamedpuwy TIEPITTWOEWY avapépBnke oY1 guyva pera amo n yoprynan pegfilgrastim (BA. mapaypago 4.4).
‘Exouv avapepBei o)1 ouyvig Tiveupovikés avemBipnTeg avmdpaotig, oupmepiapfavopivng me Sidpeang Tveupoviag, Tou TIVEUHOVIKOU 01B|IATog, Twv TIVEUPOVIKAWY BInBROEWY kal TG TIVEUHOVIKAG
ivwong. Dy ouyva, Kamoleg TEPITTTWIOEIS Efyav W aTroTEAeTpa avaTveuaTiki aveTrapkeia i ARDS, Ta otoia pmropei va £xouv Bavampopa karaAngn (BA. mapaypagpo 4.4). MeyovwyEves TIEDITITWGTEIG
GpemavekuTTapikwy kpiotwy Exouv avagepei oe aoBeveig pe oTiypa BpemavokuTrapikng avaipiag ) SpemavokuTtapikn vaoo (Ox1 auyveg ot acBeveig pe SpemavokuTiapikn avaipia) (BA. mapaypaga
4.4). Karahoyog avemBuunrwy evepyeiwv ot uopei Trivaka Ta Sedopéva atov napaxdrw Tivaxa TeEpypapouv avemBUpnTes evépyeieg o avapépBrikav o kKhivikg SokipEg kal auBopnTeg avapopég.
Ze kBt kamyopia epeaviang cuyvomrag, of avemBUpnTES EvEpyeies TapariBevial katd glivouoa aeipd aofapdrniag.

Kamyopial opyaviké oGomnpa ouppwva je AvemBopnTeg evipyeieg
7o MedDRA Tokd ouyég Tugvig Oy1 auyvig Emivieg
(2 1110) (2 11100 éwg < 1/10) (2 1/1.000 éwg < 1/100) {2 1/10.000 £wg < 1/1.000)
Neohaopara kakonn, kakoiibn kai pn MuehoBuomhaariks olvipopio
KaBopiopéva (mephapBavovral KUOTEIS Kai Oftia pushoyevig Asuyaipia
Trohimodeg)
Algrapaygg Tou aioTTomTIKOU Kal Tou Opoppomevia' ApeTavekuTTapikn avaipiag?
AeppIKol ouaTRpaTog Asukokuttépwon’ Imhnvopeyahia®
Pnén omhnvog?
Aiarapayég Tou avooomoInTIKol Avmdpaoeig unepeuaioBnaiag
CUOTRPATOS Avaguhatia
Marapaygg Tou peraBohiopol Kal TG Autfjorig Twy EMIMTEGWY Tou oupikoD
Bpéyng offog
Alarapaygg Tou VEUpIKOU qUOTHATOS Kegahahyia'
Ayyaiakig Biarapayég ZivBpopo Biaguyng TpixoeiBv’ Aoprinda
Alarapayég Tou aVaMVEUOTIKOD CUTTAHATOS, ZivBpopo ofgiag avamvEUoTIKAS Myeuyoviki aipoppayia
ToU BAIPAKA Kal TOU pegodupaKiou Buayepeiag®

Mveupoviké avemBipunTeg evépyeleg
(Biapean Trveugovia, TIVEUPEVIKG oinua,
TIVEUHOVIKEG BINBrCEIG Kai TIVEUHOVIKR

fvwon)
Alporuon
Aiarapayég Tou yaoTpEvTEPIKOD Nauria'
Awarapayég rou épparog kal Tou uroBopiou Zivdpopo Sweet (ofgia eymipetn ZivBpopo Stevens-Johnson
10700 ouderepo@IAikA Seppdmwon)'?
Aepparixn ayyeimda'?
Aiarapayég Tou puookeheTikol ouoTiparog | Oomikag Tovog Muogkehenkog movog
K@l Tou qUVBETIKOD 10TOT (puahyia, apBpakyia, Tovog
oTa akpa, oopuakyia,
puookehETIKOG TIOVOS,
auyevalyia)
AlgTapayEg Twy VEQPWY Kal TWY Imeipaparovegpinida’
oupopopwy obwv
Fevikeg BiaTapayég Kal KATaoTaceig g Navog arn Béon g éveang® | AwmBpaceig o Béon g éveong®
obol yopiynong Mn kapSiakag Bwpakikog
TiGvog
Napaxhivikég eferaosig AUERTEIG TG YaATKTIKAG
apudpoyovaar kel TG aAkakikig
puoparaang’
MapoBikég augioeig Mo ALT i mg AST

oTig BoKipacie nanikig Aemoupyiag!

' BA. mapaypago «Mepiypagpn EMAEyPEVLY avemBOPNTLY EVERYEIV? TTOPAKATW,

2 Aumr) n avemBpnTn evEpyela TpooBiopiamke amd my mapakoolBnon perd my kukAogopia ahha Sev TapamnpliBnke OF TuxaloToINpEVES, EAeyYOpEvES KAvIKEG BokipE Ot evijikeg. H katnyopia
ouyvemrag TpoablopiaTnke amo Evav aTanaTikd uTrohoyiopd pe Baon 1.576 aoBeveic mou éhaPav pegfilgrastim ot evvéa Tuyalomoinuéveg kAivikég Sokipég.

Oepiypaen emAeypéviy avemBiunTwy evepyeiiv Dy auyva mepioTarikd ouvdpopou Sweet £xouv avagepBel, av KaI OF OpIOPEVES TIEPITITWOEIS, ipeveg aiparoloyikég Beleg pmopei va
Giabpaparifouv kamoio poo.

Oy ouyva ouppavra Seppamikrig ayyelimdag Exouv avagpepbei ot agBeveig mou éhaBav Bepameia pe pegfilgrastim. O pnyaviopog me ayyeimbag atoug acbeveic ou AapBavouv pegfilgrastim eivai
ayvuatos. Amdpaceig mg BEong éveang, oupmepihapBavopévou Tou epuBiparog Tng Béong éveang (61 ouxvEg) kaBlig kai dhyoug aTn BEong TS éveong (Ouxvég) Exouv TTapougiaaTel amy apyikr
1) o€ emaxdhouBeg Bepamieieg pe pegfilgrastim. Exouv avagepBei ouyva mepioTamika AsukokuTTapwang (apiBpog Asuxokurtapuwy > 100 x 10°) (BA. mapaypago 4.4). AvaaTpéyipeg, fTMES £wg PETpIEG
auffjoeig Tou eTMEGOU Tou oupikol offog kal TNG aAkaMIKG Qwagaraang, Xwpic axeniopeveg kKAvikE emdpaoeig firav a1 ouyvég. AvaoTpéyipes, NTTES Ewg PETPIES QUERTEIS Tou EmmEdou TG
yakakikAg aguBpoyovaang, Xwpic axen{opeves khivikeg emBpaoeig frav ox1 ouxves ot aaBeveic Tou EhaBav pegfilgrastim pera amd kutraporofiki xnpeioBepaneia. Ze aoBeveig mou Aapfavav
¥nuetoBepameia, TaparnpiBnke oA ouxva vautia ka kegahalyia. Oy ouxvég aufioeig T apivotpavagepaong Tg akavivig (ALT) i ¢ aomrapTikic auvotpavogepdang (AST) ot Sokipacieg
nmarikng Aermoupyiag éxouv Trapampnéei o acBeveig PeTa ) Afyn pegfilgrastim UoTepa amé kutTapoTofikn ¥npeioBepameia. O QUEROEIC AUTEG ATaV TIAPOBIKES KAl ETTECTPEWAY OTIG GPYIKEG TIHES.
‘Exouv avagepBei guyva mepioTanka Bpopfoneviag. Auinuévag kivBuvog MDS/AML émerta amo Bepareia pe 7o Ziextenzo ot ouvBuaouo pe ynpeioBepameia f/kal axktivoBepameia txel mapampnBei
ot pia emdnpiokoyiki peAEm o aoBeveic pe kapkivo Tou paoTol kai kapkivo Tou Tvebpova (BA. mapaypago 4.4). Mepiotarika ouvBpapou diaguyng Tpiyoeduwy Exouv avapepBei pera v Eykpion
TOU GappdKou e T XpAon TrapayovTwy SIEyEpoTc aTOIKILV KoKKIoKuTIapwy. Ta TIEpIoTaTIKG auTd éyouv yevika aupBei ot agBevei e Tpoxwpnpéva kakonBn vearjuara, onyn, ot aoBeveic Trou
AayPavouv ToMamAG gappakeuTika Tipoidvia ynpeioBeparieias Ay urioPahovial ot agalpeon (BA. Tapaypago 4.4). Nadiaroikee MAnBugwde H eumelpla ota maidia civar Teplopiopivn. Exel
mapampnBei uynAdtepn ouxvemTa cofapuyv avemBUpnTwy EVEPYEUY OE pikpaTepa TaidIG nAikiag 0-5 enwv (92%) ouykpmika pe pc\rm\u‘rspu 'n'mﬁlu nhikiag 6- 11 v 12-21 erav EBO% xa1 67%

avrigToixa) kai evijAikes. H mio guxva avagepopevn avemBipnn evépyeia ftav ooTikag mave (BA. mapaypagoug 5.1 kan 5.2). v EVE H avagopa
ToavoloyoUpEVY aVEMBUPNTWY EVEPYEILV PETA aTIo TN YopAynoT adeiag kukAo@opiag ToU GapHaKEUTIKOU rrpomwog £ival cnuavnm Em!pensl m qu:xn mpuxohouenun mg cang opihoug-
KivBUvou Tou pappakeuTikol TpoiovTog. ZnTEiTal Ao Toug ETTayyEAaTIES UYEIag va avagEpouy i AoyoUpEveS avEmBUNTEC EVEPYEIES PETW Tou EBVIKOU TUOTAPATOS QVagopag Trou

avaypagerar mapakarw. EBvikag Opyaviopés Pappdxuwv Mecoyeiwy 284 GR-15562 Xohapyog, ABiva Tr]?\ +30 21 32040380/337 ®at + 30 21 06549585 laréromog: hitp:/www.eof.gr
7. KATOXOZ THE AAEIAZ KYKAO®OPIAZ Sandoz GmbH 6250 Kundl Auatpia

8. APIOMOZ(0I) AAEIAE KYKAO®OPIAL EU//18/1327/001

9. HMEPOMHNIA NPOTHE ErKPIZHE/ANANEQEHE THE AAEIAE Hyepopnvia mpamg eykpiong: 22 NoepBpiou 2018

10. HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY 07/07/2021

Aeropiepeic TANpogopiES yia To TTapdv pappaxeuTkd Tpoidv eival Siabéaipeg oTov dikTuakd 6o Tou Eupuwraikol Opyaviapol Gappakwy: hitp:/iwww.ema.europa.ey.






