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1 O Meteknawdeutkd  KAwvikas kat Epeuvntikns
Lepwvaplo Oykodoyias

1-3 louhiou fevoboxeio Grand Hyatt
2021 ABhva

XAIPETIZMO2

Ayanntoi @ilot kat Zuvadeddo,

Me peydaAn xapd oag KaAwoopiloupe 0to 12° MeTekmoudeuTIKO Zepvaplo KAwiknG kot EpguvnTikig
OykoAoyiag, To onoio Slopyavwvetat and to EAAnviké 16pupa Epeuvag tou Kapkivou (EA.LE.K.) otig 1-3
louAiou 2021, otnv ABrva.

2TOX0G TOU Iepvapiou, OMwe KABE Xpovo, ivat va GUUBAAAEL AMOTEAECUATLKA OTNV EVNIEPWOT YLOL TIG
veoTepeg e§eAifelg otnv MPOANYN Kal oTn BEPATIEVTIKA AVTLLETWITLON TOU KopKivou Kot va Swoel Bria
yloL emolkoSopunTkr avtoAAayr anmoPewy Kal EMLOTAUOVLKE cUTATNON TAVW OTA TEAEUTALA EMLTEVY AT
TNG OYKOAOYLKNG €PEUVAG.

To ZepvapLo Log KABE XpOvo amoTeAel Eva {wvTavo UPHVA YVWong Kal TPoBANUATIOHOU, TO XWPO TToU
Bplokopaote dilol kal cuvepydrteg am’ 6An tnv EANGSa kat to e€wteptko. DETog, N mMpaypatkoTnTa
elvat dtapopetikn, pe tnv afefatotnta tng ravénuiog COVID-19 va punv €XeL OKOUO TEAELWOEL, TIOPOTL
EUTUXWG daivetal Ot eipaote o pa eplodo Udeonc. M’ autd Kot To Zepvaplo pag epétog Ba eival
UBPLELKO, e duoLKN Ttapoucia Kot duvatotnta Sladiktuakng ouvEeong. Ao KAVOUE OTL elvat Suvatov
WOTE N TOLOTNTA KAl N uVATOTNTA TNG EMLKOWWVIOG LOG VO LNV EMNPEOCTEL KAl Vo oAU COUE OAOL
TOOO QMO KOVTA 000 Kal SLASIKTUAKA EVOL SUVATO EMLOTNOVIKA TPLAMEPO.

H avamntuén véwv dpapuakwy, n dnuoupyla KavoTopwy BEpameUTIKWY IPOCEYYICEWY, N TAUTOTONON
ONUAVTIKWV TPOPRAEMTIKWY Tapayoviwy Tou odnyouv otnv efatoulkevpévn Bepameia, kabBwg Kot
Ol ONMAVTIKEG e€eAEELG oTNV TeXVOAoyila Ot SLoyVWOTIKO Kol Beparmeutikd eminedo, cuvBETouv tn
Bepatoloyia Tou Zepwvapiov pall pe SLEMIOTNUOVIKEG SLaSPAOTIKEG ouveSPLEG TTOU OTOXO £XOUV val
bEPOUV KOVTA OAEG TLG ELSLKOTNTEG TTOU O.OXOAOUVTAL LE TOV OYKOAOYLIKO aoBevry. ZTpoyyUAd Tpamedia
£181KWV, VOONAEUTLKO CUUTIOCLO0, GUVESPLA OpyaVWUEVN TIANPWE Ao GOLTNTES LATPLKAG KAL TO CUMITOCLO
TWV VEWV OYKOAOYWV, LOPLAKO OYKOAOYIKO GUUBOUALO, CUUMIOCLO OPLEPWUEVO OTNV KOLVOTOMLOL Kot
Ta vewtepa Sedopéva NG KAWIKAG EPEUVAG OTN XWPA HAG, Elval HEPLKA amo Ta Bacikd onuelo mou
OUVOETOUV TO DETIVO TTPOYPALLLLAL.

Oa gival xopd Kal TR yla 0A0OUG LOG VA MOLPOOTETE TOV eVOOUCLOOUO Mag, va gloTe pall pag ya
gl Zwvtavr Kat yovipn avtoAAayr amoPewv Kot MPoBANUOTIOHWY 0T0 GeTvd ZEUVAPLO Hag,
avaSELKVUOVTOG KAl TIAAL OTL N SLASPOON KAL N ETILOTNOVIKA CUVEPYAOLA YEVVA KOWVOTOULO KL T(PO0S0.

Me ektipnon,

(===" 1 :‘/‘...-., —
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. ®ouviiniag E. Awapbou, A. XplotonouAou
Mpoedpog EA.LE.K. Mpoedpol E.E.
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1 2 O Meteknawdeutkd  KAwvikas kat Epeuvntikns
Lepwvaplo Oykodoyias

1-3 louhiou fevoboxeio Grand Hyatt
2021 ABhva

ENIZTHMONIKO NMPOrPAMMA | 1, 2, 3 louAiou 2021

Méumtn 1 louAiou 2021

15:45-16:00 NpocéAevon-Eyypadeg
16:00-18:00 Tupunooio NoonAegutikrg Oykoloyiag
Mpoedpeio: E. Matnpaxn, Z. Agpipn, . Kametavakng

16:00-16:30 Eyxelpidla voonAeutikn g oykoloyiag - n cupBoAn toug otnv kadnuepvi
KALVLKH T(POIKTLKA.
A. Nanayswpyiov

16:30-17:00 NoonAeUtpLa oykohoyiag: B€on euBUVNG, VEEG TPOKANOELG.
3. JyoUpou

17:00-17:30 H cupBoAr TnG avakoudLoTikng GpovTidag Kal n avaykn avantuéng tng otnv
EAAGGSQ.
E. Matnpdkn

17:30-18:00 JulAtnon

18:00-19:30 Ermiotnpoviki Etatpeia @ourtntwv latpikrg EAAGdag (E.E.dD.I.E.)

OEPATEVTLKEG KOl EPEVVNTIKEG EEALEELG oTNV OYyKOAOYyia

MNpoedpeio: @. Owkovopdnouvlog, N. TooukaAadg, I'. Managoivng

18:00-18:20 BaBLd tour) otnv avoooloyia Tou KopKivou.
A. Dwtiadou
18:20-18:40 AvaoTOAN TwV AVOOOAOYLKWY CNUELIWV EAEYXOU - EGAPUOYES KAL TIPOOTITLKES
otn Beparteia Tou Kapkivou Tou TveUOVAL.
A. Paywag
18:40-19:00 KAnpovoukog kapkivog: 6Aa adopolv Ta yovidia.
0. Neppn
19:00-19:20 Emtelyouoeg KATAOTACELG OTNV oyKoAoyia.
E. Z6Ma
19:20-19:30 Julntnon
19:30-21:30 OupomnotnNTikog KapKivog
Mpoebpeio: A. Nektacidng, D. Mauri
19:30-19:50 Kputipla Bgparmeutikwy emloywy yia tnv 11 kot 2" ypappn Bgpaneiag tou
METOOTATIKOU KapKivou vedpou.
E. Kwotoupog sponsored by $IPSEN
19:50-20:10 OpuovoeuaiodnTog KapKIVog TOU TPOCTATN, TAPOV Kot LEAAOV.
A. T{oBapag sponsored by ¥ . 11.s
20:10-20:30 OALYOLETAOTATLKA VOOOG OTOV KAPK(VO TOU POCTATH.
M. Tolatag
20:30-20:50 H avocoBepamneia 0Tov LETAOTATIKO 0UpoBNALaKS Kapkivo.
I. Aaivakng sponsored by aP izer
20:50-21:30 IXoAaopOG-2ulnTnon: A. Kwtodkng )
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@Akynzeo

netupitant/palonosetron

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

02.2020/AKYNZEQ/adv 01

22 HELSINN
? G ﬂ I ¢n i (ﬂ ﬂ.e. . Building quality cancer care together

Adriva: EAeuBepiag 4, Kngioid 145 64, Th.: 210 5281700, Awvépetat katdruv adeiag mg Helsinn Healthcare S.A, ENBetia
©eooalovikn: Kouvtoupiwtou & daaiavou 2, tnA.: 2310 542685

Emotnpoviké Tunpa tnA.: 210 5281731 Bongriote va yivouv Ta Qépuam o aopakrj kal

Avagépete 2 . .
Turipa ®apuakoenaypunvnong A : 210 5281805 T 00 Mepanépw Mnpogopies nepiapBdvovia ot
www.galenica.gr ONA Ta pappaka ouvonukn Meptypaph Xapaktnpotkwv Mpoidviog

ZupmAnpwvovtag TV «KITPINH KAPTA»
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1-3 louhiou fevoboxeio Grand Hyatt
2021 ABhva

Mapaokeun 2 louAlov 2021

09:00-11:00 Tupnooto Opasdag Néwv EAAfjvwv OykoAoywv (ONEO)
Néeg «ALadpopég» aTNV OyKOAoyia

Mposedpeio: . Aapnpomnoulog, Z. AéBBa, E. BouAyapng

09:00-09:20 Tumor agnostic treatments: véot otdyot RET, MET.
It. NkoUpa
09:20-09:40 Antibody-drug conjugates.
N. ZnaBag
09:40-10:00 MukpoBiwpa.
K. EuBupasdng
10:00-10:20 Cellular therapy for solid tumors.
E. Tootpa
10:20-11:00 IxoMaouog-2uiitnon: E. Motpoywwpyou, M. OwovoponouAou
11:00-11:30 AdAsppa KadE
11:30-12:30 KAnpPOVOMLKOG KOPKIVOG TOU paotol

MNpoedpeio: X. KaAddpwvog, X. XplotodovAouv

11:30-11:45 Ta tpéxovta dedopéva yla ta yovidia mpodlabeong onuepa.
E. KwvotavtonoUAou
Debate
11:45-12:00 FoviSLakog éAeyxog Hovo yia ta yovidia BRCA1 & BRCA2.
E. ZaAoUaoTpog
12:00-12:15 FovISLaKOG EAeyXOC MECW TTOAUYOVLSLAKOU TIAVEA.
. dwotrpa
12:15-12:30 IxoMaouoc-2ulitnon: B. Mnapumnouvng, A. TpupwvonouvAog
12:30-14:00 Néeg « ALASPOUEG» GTOV KAPKIVO TOU LaoTOU

Mpoedpeio: B. Bevi{élog, A. KoUtpag

12:30-12:50 H onuaoia tng €ykalpng avixveuong PIK3CA petdAAagng otn Bepameutikn

nipoogéyylon yla tov HR+/HER2- mpoxwpnUEVO KapKivo Tou paotou.

K. Naraghong sponsored by I/, NOVARTIS
12:50-13:10 JuykpLtikd Sedopéva KAWVIKAC tpakTiknG: CDK4/6i & oppovobepareia

otnv 1" ypauun tov HR+/HER2- mBC.

E. FlaAdvn sponsored by éPozgr
13:10-13:30 AvoooBeparmeio oTov TPUTAG apvNTKO KApPKivo aoTtou. o

2. Kapayswpyomoulou sponsored by
13:30-13:50 TLaANaZel otov HER2 BETIKO UETAOTATIKO KAPK(VO LaOTOU.

E. AaA\a
13:50-14:00 IxoAaopog-zuintnon: X. Avépeadng, N. Kevtenolidng, Np. Zemamadakng
14:00-15:00 MeonuBpiv Stakonn — EAadpul yeupa
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MERRUK

Merck A.E. EAAag

New®. Kngioiag 41-45 (Ktripio B)
151 23 Mapoual, ABrva

T: 210 6165100

www.merck.gr

BonBiote va yivouv ta gpdppaka mo acpain ka
Avagépete OAEEL us avemBUpNTes evépyeies yia

OAA wa pdppaka
Zupninp@vovias tnv «KITPINH KAPTA»
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1-3 louhiou fevoboxeio Grand Hyatt
2021 ABhva

15:00-17:00 Néeg «ALaSPOUEG» OTOV KAPKIVO TOU YOLOTPEVTEPLKOU
JUVTOVIOTEG: ©. Makatowpng, Z. Zapldaxn

Ateriiotnpovikr Opdda: K. AaotOuwtdkng (Xetpoupyog), A. NarapyanA,

N. Narakwotag (Maboloyol-OykoAdyol), A. Zaétta (MaboAoyoavatduog),

E. Atavidou (Moplakdg Blohdyog), M. ZkapAog (AktvoBeparneutrg-Oykoloyog)
@¢parta mpog culAtnon:

e [poeyXelpNTLKA XNHELOBEpaTEeia EMUTAEOV TNG XNUELO-AKTIVOBEPATELQG OTOV
Kapkivo opBou; - Elvat duvatr) n amokALLAKWon TNG XELPOUPYLKNG OVTLLETWIILONG
Tou Kapkivou opBou;

* MopLaKOG XAPAKTNPLOUOG TWV KAPKIVWY TOU YAOTPEVTEPLKOU (EPEUVNTIKNA
embupia, BepameuTIKEG EUKALPLEG KOl KALVLKT XpNoLLoTNTA)

e Neodtepa BepameuTikad dedopéva 0TOV KAPKLVO AMATOG - XoOAndopwv

¢ AvocoBepaneia otov kapkivo olcoddyou / aTopdyou

¢ Exoupe ¢ptaoel oe BepameuTiKO plateau 0TOV LETACTATIKO KOPKIVO TIOXEOG
EVTEPOU

* Yypn Bloyio oTOV KOPKiVO TOU yaoTPEVTEPLKOU

IxoAlaopoG-2ulntnon: A. Mmoutng, |. Zyoupog

17:00-17:30 AwdAeippa kKadE

17:30-19:30 H texvoloyia otnv unnpeoia tng oykoAoyiog «n EMOPEVN NUEPAN
Mpoedpeio: I @ovvt{nAag, N. Zaundylou

17:30-18:10 Radiomics models otnv oykoloyia - epappoyég otnv Stayvwon, otadlonoinon,
BePAMEVTIKA OTPATNYLKI KOL QVTOOKpLon otnv Bepaneia. Eipaote €towoy;
e Blolatpikog Mnxavikoc.
N. NanavikoAdou
e AktwvoBepamneutng-OykoAdyog.
X. XpLotonouAog

18:10-18:30 Wnolakn enkowvwvia Kat molotnta {wng Twv acbevwv.
©. Koopiéng
18:30-19:10 H cupBoAn Tng dpappakoBlopnyaviag

e O pOAOC TNG TEXVNTHG VONOCUVNG 0TV AVATITUEN VEWV OYKOAOYLKWY BepameLwy
KOl 0TNV LATPLKN akpLBeiag.
Xp. AvtwvomnouAog
e H euBUvn Tou va eloat UELOBULVOG ETALPLKOG TTOALTNG.
N. XatinvikoAdou
19:10-19:30 IxoAaouog-zuintnon: I. MmoukoBivag, £. Koouidn
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Ogivri

(trastuzumab)

H Siagripion givar cUp@wvn Pe TV 1I0XU0UCA VoUoBETia -
Ymoupyikr) ATrogaon AYT3(a)/32221 (PEK 1049B/29-04-2013)
Kkai Tov Kidika Agovtodoyiag Tou ZHEE.

0GI-2021-0034_GR

& VIATRIS | A DEMO pee

21° XAy EBv. 0800 ABnviv-Aapiag, 14568 Kpuovépi, Atmikiig, EMGBa
T: +30 210 8161802, F: +30 210 8161587, W: www.demo.gr



1 O Meteknawdeutkd  KAwvikas kat Epeuvntikns
Lepwvaplo Oykodoyias

19:30-20:10

19:30-19:40

19:40-20:10

20:10-21:10

20:10-20:25
20:25-20:40

20:40-21:10

09:30-11:00

09:30-10:00

10:00-10:30

10:30-11:00

11:00-12:00

11:00-11:20

11:20-11:40

11:40-12:00

12:00-12:30

1-3 louhiou fevoboxeio Grand Hyatt

2021 ABhva

ESMO - H Eupwnaikn PoomnTtiki
Mpoedpeio: N. Koouidng, M.A. AnuomouAog

H oykoAoyia otnv EAAGSQ péoa amo tnv Eupwmaikr) TPOOTTLKA.

A. Wuppn

Keynote Lecture: Eupwmnaikr) OykoAoyikr MpakTikni - mapov Kot LEANov.
I. MNevBepouvdadkng

Teletr) Evapéng

Mpoedpeio: E. Awvapdou, A. XprotortoUAou

Xoatpetiopol

«Atadpopeg 0to Dwg Kat To Xpwpa NG Zuyxpovng Oykoloyiog
E. Awapdov, A. XplotontouAou

Mavénuia COVID-19 - n oTlyur Twv yevvaiwy anodpaoswv

JuVToVIoMOG: E. Namadnuntpiov
Elonyntig: X. Twyog

YaBpBato 3 louAlou 2021

Molecular tumour board
Juvtovioteg: A. Mniatiotatou, @. Zayoupn

Meplotatiko 1.

l. Kwtoavtig

Meplotatiko 2.

l. ZToumng

Ixohaopoc-2ulntnon: I Koupakng (Mabohdyog-OykoAdyog), K. Kouvpéa (Mad/av),
I. NaowoUAag (Moplakog BloAoyog)

ATO Tt poprLakr taflvopnon ot BEATLoT OEpAMEVTIKN MPOGEYYLON TOU
TPOXWPNHEVOU KAPKIVOU TWV WoONKWV: EPWTHMATA KL ATAVTOELG

Mpoedpeio: X. Nanadnuntpiov, A. XptotonovAou sponsored by Astrazeneca

EruOnALlakog Kapkivog woBbnkwv: Tt pog S18AoKeL n poplakn Blodoyia, mapapével
pLa KALVIKA ovToTnTa;

M. Advtog

MpwTtn ypouun Bepamelag: mwe n avenapKeLo 6TOV OOAoy0 avacuvSuaouo
SlapopdPwvel T OEPATTEUTIKY OTPATNYLKA;

A. NwkoAdidn

MAatwoevatodnoia: Seiktng emloync Oepareiag r/kal EvOeLEn LopLakng
naboyEvelag;

M. Zkovépa

AtdAsppa kopE




IBRANCE Y

palbociclib

- H AYNAMH THX
EMNIZTOXYNHX

oth Bepaneutikh entAoyn acBevwv
pe HR+/HER2- mBC'

v/ K\vikhh Anoteeopatikétnta’
v Aebopéva KAviking Mpakukng®’
v Aebopéva ékBaong ané avagopé¢ acBeviv (PRO)E’
v KaBiepwpévo Mpopik AopdAeiag' 410"
v "Evag ouviotwpevog éAeyxog napakoAoiBnong*!

v/ Mia kGyoula, pia popd tn pépa’

To IBRANCE, 125mg pta gopd tnv npépa yia 21 pépeg o KUKMo 28 nuepwdv (oxnpa 3/1), evbeikvutal yia tn Bepaneia tou tonikd
NPOXWPENUEVOU N PETACTATIKOU KapKivou Tou pactou o onoiog ival Betikdg otoug oppovikoUg unoboxeig (HR) kat apvntikdg otov
unoboxéa 1nou 2 tou avBpwnivou entdeppikol augntikol napdyovia (HER2):

- o€ ouvduaopd e avactoAéa Tng apwuatdong

- o ouvduaopd pe PoulBeatpdvin o yuvaikeg nou €xouv AdBetL nponyoUpevn evookpLvikh Bepaneia

Y& Npo- N NeEPL-EPPNVONAUCLAKES YUVAIKEG n evBoKplvikih Bepaneia npénetl va cuvbuddetat pe LHRH aywviotA.!

Ta 1o nAnpeg keluevo tng 5oooAoyiag kat Tou Tpdrou xopriynong oupBouAeuBeite v MepiAnyn Xapaktnptotikwv tou lpoidviog nou batiBetat and mv etaipeia.

IHMANTIKEEZ MAHPO®OPIEL ALOAAEIAL

To Ibrance avievbeikvutal o€ NePINTWOELG unepeuataBnaiag otn Spactiknh ouaia h o€ kdmoto and ta ékdoxa, KaBwg Kat e aoBeveig ol onoiot AapBdavouv okeudopata

nou nepLéxouv unepiké/Baioapdxopto (St. John's Wort). Ot nto ouxvég aveniBiunteg evépyeleg (= 20%) onotoudnnote BaBpoU nou avapépBnkav oe aoBeveic nou éAaBav
palbociclib o€ Tuxatonoinpéveg KAVIKEG HEAETEG NTav oubeteponevia, AolpdEeLg, Aeukonevia, kdnwan, vautia, otopatitda, avawpia, Sidppota, aAwnekia kat BpopBonevia.

O1 nto ouxvég (= 2%) aveniBUunteg evépyeteg BaBuou = 3 tou palbociclib Atav oudeteponevia, Aeukonevia, AotudEeLg, avapia, au§npévn aonaptkn apwvotpavaepdon (AST),
KOMwan Kat au§npévn apwvotpavopepdon g aAavivng (ALT).!

*MNpénel va ekteheitat NARPNG alpatoAoyikog EAeyxog nptv and v évapgn tng Bepaneiag kat katd v évapgn tou kdBe kUkAou, kaBwg kat tnv Huépa 15 twv Npdtwv 2 KUKAWY Kat 6nwg
evbeikvutal KAVIKG.

LHRH = oppévn aneAeuBépwang tng wxpivotpénou opudvng. mBC = petactatkég Kapkivog Maotou.

1. IBRANCE, MepiAnyn Xapaktnpiotikayv Mpoidviog 05/2021. 2. Rugo H, et al. Breast Cancer Res Treat. 2019;174(3):719-729. 3. = - = =
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. Bonbnote va yivouv ta RPARECRGIIO aopahn ka
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. Avagépete

2019 Feb; 43:22-7 8. Harbeck N, et al. Ann Oncol. 2016;27(8):1047-1054. 9. Rugo HS, et al. Ann Oncol. 2018;29(4):888-894. 10. OAEZ s aveniBupntes evépyeies yia

i 1 .419- f 21. L OAA ta pappaka
Dieras V, et al. J Natl Cancer Inst. 2019;111(4):419-430. 11. Verma S, et al. Oncologist. 2016;21:1165-1175. TupnAnp@vovtas v «KITPINH KAPTA»

H ouvtetunpévn MepiAnyn Xapaktnplotik@v tou Mpoiévtog dnpoateletal o GAAN ogAida Tou napéviog

’ PFIZER EAAAZ A.E. A. Meooyeiwv 243, N. Wuxiko 15451, ABriva, EAAGda, TnA. Emikovwviag 210-6785800, Api6. I".E.MH. 000242901000
[Z@I"  PriZER EAMAS AE. (CYPRUS BRANCH) Acwopog ABahdaoag 26, 2018 Acukwoia, Kimpos, ThA. Ekowaviag: +357 22 817690

Oncology

PP-IBR-GRC-0087-JUN21



1 O Meteknawdeutkd  KAwvikas kat Epeuvntikns
Lepwvaplo Oykodoyias
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Néeg «ALaSpOEG» OTOV KAPKIVO TOou IveULova
Suvtoviotég: E. Zapavtag, E. Awapdou

Ateriotnpovikr) Opdda: K. Zupiyog, 1. MoUvt{iog (MaboAdyol-Oykoloyol),
Ip. Ztpatdkog (Mveupovoloyoc), K. HALadng (Owpakoxelpoupyog),
AB. Anpomnoulog (AktwvoBeparneutrg), M. @oukag (Maboloyoavatouog)

KRAS G12C petdAAagn: évag véog avaduopevog Blodeiktng otoug acbeveic pe
MMKIT.

I. MoUvt{iog sponsored by AMGEN
Yrapyel Ldavikdg cuvduacouog yia t Bepameia 1 ypapung tov MMKIM;
K. Zupiyog sponsored by (I Bristol Myers Squibb”

AvoooBeparmeio oav emikoupikr) Bepamneia ota mpwipa otadia tou MMKI.

E. Zappng sponsored by

SxoAlaouoc-Tulitnon: A. Tpipag, . Aapndkn

MeonuBpivn Stakonn — EAadpuU yeupa

Néeg «ALASPOUEG» OTNV KALVIKA EPEUVA - EVOL XPOVO META ...
Mpoedpeio: B. FewpyouAiag, A. Wuppn

INUAVTLKEG LEAETEG TOU OAAGTOUV TNV KAWVLKI) TIPOKTLKI) oItd TOV TIEPACUEVO XPOVO.
HA. ABavaocLadng

Ta onuavtikotepa amnod to ASCO 2021.

I. Pnydkog

HeCOG 2020-2021: onpavTKEG SNUOCLEVOELS Kal epyacieg tng HeCOG tnv
TeAeuTaia xpovid.

E. ®ouvtinAa

AeBveic oUVEPYAOLEG - EUTIELPLAL ATIO TN CUMUETOXH OE LEYAAEG CUVEPYUTLKEG
OMASEG.

E. Palf

IxoMaouoc-2ulntnon

AwdAsppa KadE

DopudopLKEG SLaAEEELG
Mpoebpeio: I. ApaBavtvag, I. Tapwvng

Neotepa edopéva otn Staxeiplon Tou MAAKwSoUG KAPKIVWUOTOG TOU SEPLLATOG.
B. Papdidng sponsored by SANOFI 2

BeAtiotomowwvtag tn Slaxeiplon tng ouSETEPOMEVIOG 0TOUC OYKOAOYLIKOUG a0BEVELG.
Z. Zapldakn sponsored by sANDOZ 2



ZYNTETMHMENH NEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOZ

'V To papuako auté Tehel und OUPTANPWUATIKA TapakohoUBnan. AuTé Ba EMITPEPEL TO YPAYOPO TIPOOBLOPIOHS VEWY TANPOPOPLOY aodAeLag. ZnTettal ard Toug enay-
yeAuarieg uyeiag va avadépouv onoleadNroTe mBavoroyoUpeveg averuBUpNTeS evépyeleg. BA. mapdypado «AvemBuunteg EvEpyeieg» yia Tov Tpomo avadopdg avert-
BUPNTWV EVEPYELDV.
IBRANCE (palbociclib) ZKAHPA KAWAKIA 75 mg, 100 mg ka1 125 mg

ANTENAEIZEIZ: Yrepeualonoia otn 8pacTiki oucia 1} o€ Karolo aré ta £ékdoxa. Xpron oKeuaoudTwy Tou MePLEXOUV UTeptkd/Bakaapodxopto (St. John's Wort). El-
AIKEZ NPOEIAOMOIHZEIZ KAI MPO®YAAZEIZ KATA TH XPHZH: Mpo/nepleppunvonauaiakég yuvaikeg. ‘Otav o IBRANCE xopnyeital 0g Mpo/MeplepnvonauoLakeg
Yuvaikeg 0g OUVBUAOHO HE QVaoTOAEQ APWHATAONG, Eival UTIOXPEWTIKA N WOBNKEKTOUN A N KATAOTOAR TNG AElTOUPYIag TWV WOoBNK®OV HE XOPHYNoN aywvioth
LHRH, A6y Tou pnxaviopol 5paong Twv avasToAéwv TG apwuatdong. O cuvduacpog Tou palbociclib pe ™ pouABETTPAVTN OE TIPO/MEPIEUUNVOTIAUCIAKES YUVAIKEG
£xel peEAEBEL pOVO OE OUVBUAOUO pe éva aywvioth LHRH. Kpiown omayyvikn vooog. H anoteAeopatikotta kat acpdAeta tou palbociclib dev éxouv pehetndei
o€ aobeveig pe kpioun orayxvikn vooo. Auatoloyikég dlatapaxég. Ma acbeveig mou eppavifouv oudetepornevia Babuot 3 1y 4 ouviotdtat dlakor g d6ong,
peiwon g d6ong 1 kaBuoTtépnaon otnv évapEn Twv KUKAwV Tng Bepaneiag. Oa mpémet va dieEayetal kKataAAnAn napakoAol6nan (BA. mapaypado «Avernbuunteg
Evépyeleg»). Aldueon veugovondbela/mveupovitida. Mropei va mapouctacTel Baptdg popdng, anelntiky yia m (wi 1 6avameopa ILD H/kal veupovitida oe
aoBeveig mou éAaBav Bepareia pe IBRANCE, étav AapBdvetal oe ouvduaopd pe ev8okpivikn Bepareia. Ze KAVIKEG Sokipég (PALOMA-1, PALOMA-2, PALOMA-3),
10 1,4% Twv aobeviv rou éhaBav Bepareia pe To IBRANCE napouciaoce ILD/mveupovitida orotoudinote Baduou, 0,1% mapouciace Babuol 3, eve dev avapépdnkav
TIEPUTIOOELG BaBoU 4 1) Bavatndopeg MepUhoelg. ETuméov nepumtaaoetg ILD/Mveupovitidag éxouv mapamenei HETd TV kukAodopia oty ayopd, He TNV avadopd
Bavameopwy meploTatikmy (BA. apaypado «AvernBiunteq Evépyeteg»). NMapakoAouBioTe TOUG AOBEVEIG Yia MVEUHOVIKA CUPITT®OMATA EVOEIKTIKA ILD/mveupovi-
T18ag (rLx. uro&ia, Bhxag, dlorvola). Ze aoBeveig Mou Mapouctdfouv véa A eTudEIVOUHEVA AVANVEUOTIKA OUUIMTTOMATA Kal UNApXEL 1 utoyia avartugng ILD/mveu-
poviTidag, diakoyte To IBRANCE apéowg kat a§loAoynote Tov acbevi). Alakoyte optoTikd To IBRANCE oe aobeveig pe Baplag popdng ILD 1 nveupovitida.
NomEelg. Kabmg to IBRANCE £xel HUEAOKATAOTAATIKEG IBLOTNTEG, HTOPE( va TPodlabEoel Toug aoBeVe(S yla AoH®EELG. AoLLGOEELS Exouv avadepBel oe uYnAdTEPO
T0000T6 0t aoBeveig rou éAaBav Beparneia pe To IBRANCE oe Tuxaloronpéveg KAWVIKEG HEAETEG Oe 0UYKpLoN pe aoBeveig mou éAaBav Bepareia oto avtiotolo
okéNOG OUYKPLONG. AotpmEelg Babpou 3 kat Babuot 4 epdaviokav avtiotoixa oto 5,6% kat 1o 0,9% twv acdevav rou éAaBav Bepaneia pe to IBRANCE oe orol-
ovESr']nors ouvduaopo (BA. nupdvpuq:o «Avsmedunreq Evépyeteg»). Ot ucesvaiq 6a npt’:nel va nﬂpaKo)\oueoﬂvml yia cnusia Kat cuumu’uuarq Aoiuw&nc Kal Ta oroia
6a Mpénel va avTIHETONICoVTaL CUUPWVA UE TIG LATPIKEG EVBEIEELS. OLYIaTPOL Ba PETEL Va EVNUEP(DOOUY TOUG AOBEVELS GOTE Va avahEPOUV AUECWS OTOLABNTOTE
EMELOOBIA nupnou Hratkr 6uo)\£lmugym Xopnvno‘re 70 IBRANCE pe mpoooxn o aaeavslq pe pETpLan coﬁupn nnanKr] Suohettoupyia, urd atevn I'lClp(]KO)\OU-
Bnon yia onpeia roElKo‘mrqq Nedpikr) Suoheitoupyia. Xopnynote to IBRANCE pe rlpocoxn oe aobeveig pe ps‘rpla N coBapr| veppikn 5UG)\8[TOUleCl umo aTev
TapakoAoUBnon yla onueia to§ikotnTag. Tautodxpovn Bepareia pe avactoleig 1 emaywyeig Tou CYP3A4. Ot loxupoi avacTtoleig Tou CYP3A4 propei va odnynoouv
0g auENpévn ToEIKOTTA. Oa MPEMEL va anodeUyeTal N TauTOXpovn XpHon Loxup®v avactodéwv Tou CYP3A katd ) didpketa g Bepareiag pe to palbociclib. To
£VBEXOHEVO OUYXOPNYNONG Ba Mpénel va eEeTAleTal udVo HETA amnb MPOOEKTIKA AEOAOYNON TwV SUVNTIKGOV 0GEAD@Y Kal KIvBUVwV. EGv n ouyXopfynon Ke loxupod
avaotoAéa Tou CYP3A dev prnopei va anopeuxbei, pewwate tn 6on tou IBRANCE ota 75 mg pia dopd Tnv nuépa. ‘Otav Slakorel o loxupog avaoToAéag, auénoTte
TN d60n tou IBRANCE (petd ané 3 — 5 nuuneptodoug {wng Tou avacToAéa) £wg Tn 560N Mou XPNOLHOTOLE(TO TPV TNV EvapEn Tou toxupou avaoTtoléa tou CYP3A.
H ouyxoprynon eraywyéwv tou CYP3A priopei va odnynoet oe petwpévn ékBeon oto palbociclib kat katd cuveéneia o kivouvo EAAEWPNG AMOTEAECHATIKOTNTAG. Zu-
VETIWG, 1) TAUTOXpOVN XpNon Tou palbociclib pe 1oxupolq emaywyeiq Tou CYP3A4 Ba mpémel va anodelyeTat. Aev anaiteital kapia mpooappoyn mg d6ong yla
ouyxopnynon Tou palbociclib pe pétploug emaywyeig Tou CYP3A. [uvaikeg oe avamapaywyiki nAikia 1y oL alvipodoi Toug. MNuvaikeq oe avanapaywytkn nAikia n ot
Avdpeg oUVTPOGOL TOUG TPETEL VA XPNOLHOTOOUV pia péBodo avtioUAANYNG UPNANG arnoTeAEoHaTIKOTNTAG v raipvouv To IBRANCE. Aaktoln. Autd to dpappa-
KEUTIKO TPOoidv mepiéxet Aaktodn. Ot aoBeveig pe onavia kKAnpovopikda mpoBARpata ducavegiag otn yaAaktogn, Mipn avendpkela AaKTaong 1 Kakn aroppddnon
YAUKOING-YaAQKTOYNG eV MPETEL va Apouv autod To Gpappako. NATplo. AuTO TO papHAKEUTIKO TIPOTOV MepLEXEL AlydTepO amd 1 mmol vatpiou (23 mg) ava kadkio,
elvat auté mou ovopadoupe «ehetBepo vatpiou». ANEMIOYMHTES ENEPIEIES: NepiAnyn tou ripodil acdaielag. To ouvoAikd mpodil aodparetag Tou IBRANCE
BaociZetal oe ouykevTpwTIKG dedopéva and 872 acBeveig mou éAaBav palbociclib oe ouvduaopo pe evdokpivikh Bepareia (N = 527 e oUVBUAOHO pe AETPOZOAN Kat
N =345 oe ouvdUaopo pe GOUABETTPAVTN) OE TUXAIOTIOINHEVEG KAIVIKEG HEAETEG 0e HR-BeTiKO, HER2-apvnTIKO MPOXWPNHEVO 1) HETAOTATIKO KAPKIVO TOU HaoToU.
OL o ouxVEG averiBUUNTEG EVEPYELEG (= 20%) oroloudnnoTe Babpol rou avapepbnkav oe acBeveig mou £AaBav palbociclib e Tuxalomopéveq KAVIKEG HEAETEG
ftav oudeteporevia, AolpmEELG, Aeukorevia, korwan, vautia, otopatitda, avaidia, diappota, awrekia kat Bpopporevia. Ot o ouxvEg (= 2%) averuBUunTeg evép-
yeleg Babpou = 3 tou palbociclib fitav oudeteponevia, Aeukonevia, AolpdEeLg, avatpia, augnpévn aomapTikh apvotpavadepdon (AST), kOmwon kat augnuévn apt-
votpavadepdon mg ahavivng (ALT). Mei®oelg TG 560ng 1} TPOTIOTOMNCELG TNG 3O0NG AdYw OToLaodNTOTE averBUuunTng evépyelag avadpépbnkav oto 38,4% Twv
aoBevav rou éAaBav to IBRANCE o€ TuXalomomuéveg KAWVIKEG HEAETEG AVEEQPTATWG OUVUAoHOU. OpLoTikA dlakorm Adyw averBuuntng evépyelag avapépbnke
070 5,2% Twv acBevav rou éAaBav to IBRANCE oe Tuxalorompuéveq KAWVIKEG HEAETEG aveEapTATWG ouvduaopou. Mapakdtw avadépovtatl oL averuBupnTeg evép-
YELEG ATO TO GUYKEVTPWTIKO 0UVOAO Sedopévwy 3 Tuxalomomuévwy HeAeTmy. H Slapeon didpketa Tng Bepaneiag pe palbociclib 0To ouykevTpwTikG alvoAo dedo-
HEV@V KATA TNV TEAKN avaAuon Tng ouvoAikng emBinong (OS) ntav 14,8 unveg. Ot averuBUpnTeg evépyeleg mapatiBevral ava katnyopia cuxvotntag. Ot kamyopieg
ouxvoTnTag opifovrtat wg akohoUBwG: MOAU oUXVEG (= 1/10), ouxvEg (= 1/100 £wg < 1/10) kat 6XL ouxVvEG (= 1/1.000 éwg < 1/100). MpoTip®pevog 6pog® MToAU UxVEG:
NoluEelgP, oudeTeporeviaY, Aeukorevia®, avapia®, Bpoponevia®, pelwpévn opekn, otopatitdas, vauTia, dlappola, Epetog, eEavbnuan, akwrekia, Enpodeppuia,
Komwon, e§aobévion, mupe&ia, ALT augnpévn, AST augnuévn. Suxvég: Epmipetn oudeteporevia, duoyeuaoia, 6pacn Baurm, dakpuppotla auEnpévn, EnpodpBahpia,
eniotagn, ILD/mveupovitida”®. ‘Oxt ouxveg: Aeppatikodg epubnuat®@dng AUkog'. ALT= apvotpavopepdon g akavivng, AST= aorapTiki apvotpavopepdon, ILD=514-
peon nveupovonadeta, N/n = apiBpog acBevav. N/A=dev epappoletal. ‘AveruBiunt avtidpaon oto ¢pappako (Adverse Drug Reaction, ADR) mou evtortietat HeTd
NV KukAodopia otnv ayopd. *OL poTipm@uevol dpot (PT, Preferred Terms) avaypagovtat oupdwva pe To MedDRA 17.1. #OL AotpdEelg mepihapBavouv 6Aoug Toug
PT rou anotehoulv pépog g Katnyopiag OpyavikoU SucTApATOG «AOILOEELG Kal MapactTtdoelg». H oudeteporevia mepthapBavel Toug akdhouboug PT: OudeTte-
porevia, AptBuog oudetepodilwv Helwpévog. ¥H Aeukorevia nepihapBavet toug akdbAouBoug PT: Asukorevia, AptB6G AeUKOKUTTAPWY pelwpévog. ©H avapia re-
pthapBavet Toug akbAouBoug PT: Avapia, Alpoodatpivn petwpévn, AlHaTokpitng HElwpéVog. °“H BpopBonevia nepihappavel Toug akdAouboug PT: @popBorevia,
Ap1Bu6g aporeTalinv Helwpévog. “H atopatitida nepilapBavet toug akdohouBoug PT: ApBwdng otopatitida, Xeitida, Mwooitida, MAwccoduvia, EEEAKwON Tou
otoparog, dAeypovn BAevvoydvou, ANYOoG TOU OTOHATOG, STOPATODAPUYYLKY duadopia, STopatodpapuyylko akyog, Stopatitida. "To eEavenpa nepthapBavel Toug
akoAouBoug PT: EEAvEnpa, KnAidopAatidwdeq eEavOnua, Kvnopmdeg eEavinua, Epubnuatmdeg eEavOnua, BAaTidmdeq eEavOnua, Aepuartitida, Asppatitida
opolalouoa He akun, Togko eEavonua d¢ppatog. °H ILD/mveupovitida mepihapBavet kaBe avadepouevo PT rmou anoteAei pépog Tou Turoronpévou Epwthpatog
MedDRA yta tn d1apeon nveupovorndela (pe T oTevi| €évvola). £Tov mapakatw Mivaka avadpépovtal oL epyacTtnplakég MaBoAoyYIKEG TIHEG TIOU TIApaTnpHBNKay o
OUYKEVTPWTIKO 0UVOAO Sedopévwy 3 Tuxalomomuévwy pehetav (N = 872).

Ibrance ouv AeTpoZOAn 1} pouABeoTpavTn Zk£AN OUYKPITIKOU MapdyovTa*
EpyaoTnpiakég Kdabe BaBpou 3 Babpou 4 Kdabe BaBuou 3 Babpou 4
maBoAoyikég TIpEG Babpou % % % Babuou % % %
WBC pelwpéva 97,4 41,8 1,0 26,2 0,2 0,2
OudeTepODINA HELWHEVA 95,6 57,5 1,7 17,0 0,9 0,6
Avatpia 80,1 5,6 Al 421 2,3 Al
ALHOTETAALD HELWHEVT 65,2 1,8 0,5 13,2 0,2 0,0
AST auEnuévn 55,5 3.9 0,0 433 2.1 0,0
ALT auEnpévn 46,1 25 0,1 33,2 0.4 0,0

WBC-Aeuka aipoodpaipia, AST-aomapTiki agivotpavodpepdon, ALT-apivotpavopepdon g akavivng, N-apiBuog acbevav, A/ll-dev 1oxUel. Enueiwon: Ta anoTteAé-
OpATA TWV EPYACTNPIAKAOV eEETATEWY BabpoAloyouvTat avaloya pe Tov Babpéd Bapitntag g £kdoong 4.0 Twv NCI CTCAE. * AeTpoloAn 1 douABeaTpdvn.
Neplypadn) eMAEYUEVWV AVETUBUUNTWV EVEQYELDY. SUVOAIKA, 0udeTEPOTEVia oroloudnrote Babuol avadpépbnke oe 716 (82,1%) aoBeveig mou éAapav IBRANCE
aveEaptTwg ouvduaouoU, He oudeTteporevia Babpou 3 va £xet avadepbei oe 500 (57,3%) aoBeveig kat oudeteponevia BaBuol 4 va éxet avapepdei oe 97 (11,1%)
uceavsiq. O 31aeT0g XpOVOG HEXPL TO npu’uro EMELOOBI0 ouémsponaviaq orotoudnrote Babpou Atav 15 nuépeg (12-700 nuEPEQ) Kat n dlapean SidpKela oudeTe-
poreviag Babpou = 3 oTiq 3 Tuxalomomuéveg KAWVIKEG HEAETEG HTaV 7 NpéPeG. Epmupetn oudetepornevia avadpepbnke oTo 0,9% Twv acbevmv nou éAapav IBRANCE
oe ouvéuaopo He POUABEOTPAVTN Kat 0To 1,7% Twv acBevmv rou éAapav palbociclib oe ouvduaopd pe )\arpolo}\n Eundpetn oudeteporevia avadpépbnke oe
Tiepinou 2% Twv acBevav Tou ektéBnkav oto IBRANCE katd élupkslu TOU OUVOAIKOU KALVIKOU TPOYPAUHATOG. MMM&QQMMMMM
evepyeldv. H avapopd mBavohoyoUuevwy avemBiunTwy eVEPYEIOV HETA ard T X0pnynon adetag KUkAoGopiag Tou GapUaKeUTIKOU TIPOTOVTOG eival onuavTiky.
Erutpénel ™ ouvexr napakohouBnon tng oxéong opEAOUG-KIVEUVOU TOU GpAPHAKEUTIKOU MPOIGVTOG. ZnTeiTal and Toug enayyeApatieq uyeiag va avapépouv orot-
£0ONMOTE TUBAVOAOYOUPEVEG QVETIBUUNTEG EVEPYELEG pEOW: EANGSa: EBVIKOG Opyaviopog dappdkwy, Meooyeinv 284, GR-15562 XoAapyog, ABfva, TnA: + 30 21
32040380/337, ®a&: + 30 21 06549585, lotdTOMOG: hitp://www.eof.gr. Kinpog: dappakeuTtikéq Yrmpeoieg, Yroupyeio Yyeiag, CY-1475 Asukwoia, TnA: +357 22608607,
®ag;: + 357 22608669, loToTornog: www.moh.gov.cy/phs. KATOXOZ THZ AAEIAZ KYKAO®OPIAZ: Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles,
BéAyto. TOMIKOZ ANTIMPOZQMOZ XTHN EAAAAA: Pfizer EAAGG A.E., A. Megoyeiwv 243, 154 51 N. Wuxikd, ABrva, TnA.: +30 210 6785800. TOMIKOZ ANTINPOZQMOX
ZTHN KYNPO: Pfizer EAAGG A.E. (Cyprus Branch), Aewpopog ABardgoag 26, Ktnplo Etedavn, 2° ‘Opogog, 2018 Aeukwoia, Kimnpog, TnA.: +357 22 817690.
APIOMOZ(0Il) AAEIAZ KYKAO®OPIAZ: EU/1/16/1147/001, 003, 005. HMEPOMHNIA ANAGEQPHZHZ TOY KEIMENOY: 05/2021. 75 MG BT X 21 CAPS, 100 MG BT X
21 CAPS, 125 MG BT X 21 CAPS: AIANIKH KAl NOZOKOMEIAKH TIMH - EAAAAA: A.T.: 3.023,49 €, N.T.: 2.508,14 €. AIANIKH TIMH - KYNPOZ: A.T.: 3.175,36 €.
TPOMOX AIAGEZHE: Meploptopévn 1aTpiki ouvtayn anod eidiko [atpd kat mapakoAolBnon Katd tn SIapKeLd TG aywyng.

FIA NAHPEIZ ZYNTAFOrPA®IKEZ MAHPO®OPIEZ MAPAKAAEIZOE NA ANEYOYNGOEITE ZTON TOMIKO ANTIMPOZQMO.
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Néeg «ALASPOEG» OTOUG OTIAVIOUG OYKOUG
Mpoedpeio: A. Mntadalovkog, N. Av6pouAdkng

Erikouptkn Bepareia 0To MPwIHo pedavwpa- éva petaBaAAdpevo tormio.

A. KavaAourtitn

Moakpoxpovn emiBiwon 0To PLETAOTATIKO HEAGVWHA - O 0TOXOG TWV CUYXPOVWY
BePAMEVTIKWY TPOCEYYIOEWV.

E. lkOyKko

DopUAKEVTIKN KOWVOTOUIO 0TA COPKWULATO.

I. MrtoukoBivag

Neotepeg e€elifelg oTOUG vELPOEVEOKPLVELG OYKOUG.

A. Koupapiavou

IxoAaouoc-2uintnon: M. @goxapn, I'. ZopkaBEAng

A\én Zepwvapiov - Tupnepdcpata
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*1.7 ZEKINHETE MEXTANDI™

‘Otav o1 aoBeveig oag mapouacialouv mpoXweNHEVO KAPKIVO TOU TIpOGTATN Eivat Kalpdg yia Spaon.
To XTANDI™ gival pia amd Tou OTOUATOC XopnyoUuuevn Beparteia e amodedelyuévn AmOTEAECUATIKOTNTA OTNV TIOWTN
ypapur Tou mHSPC, tou upnAou Kivduvou NMCRPC kall TOU ACUITTWHATIKOU / ATTA CUITTWATIKOU MCRPC.'

®APMAKEYTIKO MPOION IA TO OMOIO AMAITEITAI IATPIKH SYNTATH

H atvtopn MXM tou mpoiévtog Snuoctevetal ot GeNida .. 2. TOU TTPOVTOG EVTUTIOU.

la mepartépw minpogopieg cupBouleuteite v MXM mou SiatiBetar amd v Astellas Pharmaceuticals AEBE, katmv artiogws.
Noookopetakn Ty (Kouti x 112 emkahupipéva e Nemto upévio diokia - 40 mg /TAB): €2.261,67

Otmhéov ouyvéq Opneg evépyeteg eivat e§aoBévion/komwon, e€apelc, unéptaon, katdypata, Kat Traon'.
mHSPC: petaotatikog oppovoevaiobnTog kapkivog Tou mpoatdtn, nmCRPC: pin petaotatikdg, avBekTikdg aTov EVVoUxIopo, Kapkivog Tou mpooTdm,
mCRPC:peTaoTatiKoc, avBeKTIKdG 0TOV EUVOUYIOPO Kapkivog Tou mpooTdT

1. Nepinyn Xapaktnpiotikav Mpoidvtoc XTANDI™, 2.5ternberg CN et al. N EnglJ Med 2020; 382: 2197-206, 3.Beer TM et al. Eur Ural 2017; 71: 151-54
4.Armstrong Al et al. J Clin Oncol 2019; 37(32): 297486, 5.Hussain M et al. N Engl J Med 2018; 378(26): 2465-74

Bon6rioTe va yivouv Ta pdppaka nio acpar kai
AvageEpeTe
OAEZ TIG aveniBUUNTEG EVEPYEIEQ \"IO OAATa pdpuaka
ZupnAnpwvovrag Ty «KITPINH KAPTA»

7astellas

Astellas Pharmaceuticals A.E. B. E.
Ayno\dou 6-8, 151 23 Mapouat, ABriva
TnA. 210 8189 900, Fax: 216 8008 998
www.astellas.com/gr
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MPOEAPOI - OMIAHTEZ - ZXOAIAZTEZ

Mauri Davide
ABavaotadng HAiog
Avépeadng XapaAaumnog
AvSpoulakng NikoAaog
Avtwvomnoulog Xprjotog

Apapavtvog Frepaoipog

Bevilélog Baoilelog

BoUAyapn¢ EudyyeAog
FaAdvn EAévn

FrewpyoUAiag BaciAelog
rkoyka EAévn

FkoUpa Ztedpavia
MpiBag Avaotaolog

fwyog XapaAaumnog

Agpipn Itopativa
Anpdmnoulog ABavaoiog

Anpomnoulog MeAEtiog
- ABavdolog

EuBupadng Kwvotavtivog

Zayoupn GAwpa

Emnikoupog KaBnyntrg Oykohoyiag, Tunua latptkig, Mavemniotiuo
lwavvivwv

MNaBoAdyoc-OykoAoyoc, AteuBuvtrc, Oykoloyikr) KAwikn, «Mntépa»,
Emnikoupog KaBnyntrg Oykohoyiag, Northwestern University, H.M.A.
MaBoAdyog-OykoAoyog, AteuBuvtng, I Tunua KAwikng OykoAoyiog-
XnuewoBepaneiag, A.N.O. «Osayévelo»

MNaBoAdyog-OykoAoyog, ZuvtovioTtig AteuBuvtrg, Oykoloyikd TuRua,
I.N. HpakAeiou «BeviléAelon»

MD, PhD, EMBA, AteuBuvtr¢ Tuiuatog Oykohoyiac-Apatoloyiag,
MéNog A%, AstraZeneca EAAGSag

Ap, MabBoAdyog Oykohdyog, Addktwp Navermotnuiov ABnvwy,
Suvtoviotrg AteuBuvtrg, B’ MaBoAoyikr) Oykoloyikr KAwikn, I.O.N.K.
«OLAylot Avapyupot»

MD, MPhil(UK), FACS, Xelpoupydg Maotou, AteuBuvtng, Movada
Maotou, AteuBuvtrg, Xelpoupyikr KAwikry Maotol, Noookopeio
«Metropolitan»

MaBoAdyog-OykoAOyog, ZTPATIWTIKOG laTpog, EMoTnovikog Yrieubuvog,
Tunua Oykohoyiog kot KAwikwv Meletwv KAwvikng «Avacoa», BOAog
MD, PhD, NaBoAdyoc-OykoAoyog, Av. AleuBuvtpla, B’ Oykohoyikn
KAwikn, Noookopelo «Metropolitan»

Oupotog Kabnyntng, latpkn LxoAn, Navenotipuio KpAtng
MNaBoAdyog-OykoAoyog, Kadnyrtpla Naboloyiag-Oykohoyiag, latpikn
2xoAn, Navernotiuo ABnvwy, A’ MadoAoyikn KAwikn, M.F.N.A. «Aaiko»
Eldikeuopevn Naboloyiag, I’ Madohoyikn-Oykoloyikr KAwikr, M.O.N.K.
«OLAylot Avapyupot»

MaBoAdyog-OykoAoyog, EmpeAntrg A', B’ MaboAoyikn-OykoAoyLkn
KAwikn - Movada Metapooyxeuong, I.A.O.N.A. «O Aylog 2aBpag»
MNaBoAdyog-AotpuwéLloloyog, Kabnyntrg Naboloyiag, latpikn xoAn,
MNavemnothuio MNatpwyv, MéNog ETutporng AVILLETWILONG EKTAKTWY
SupBavtwy Anpootag Yyeiag

MNaBoAdyog-Oykohdyog, AleuBivtpla, B’ Maboloykd-Oykoloykd TuRua,
IA.O.N.A. «O Aytog ZaBBag»

AktwvoBepamneutrg-OykoAoyog, AleuBuvtr¢ AKTLVODEPATTEUTIKAG
Oykoloyiag, Noookopeio «Metropolitan»

KaBnyntng Oepameutikng-Alpnatoloyiag-Oykoloyiag,

AteuBuvtng, Oepameutikn KAwikr, M.N.A. « AAe€avSpa», latpikn ZxoAn,
E.K.MN.A.

MD, NaBoAdyog-OykoAoyoc, Mavemotnpiakn KAwikn MaboAoyikng
Oykoloyiag, A.M.0., I.N.O. Nanayswpyiou

Av. KaBnyntpla, E.K.M.A., MaBoAdyoc-OykoAoyog, Oeparmeutikr) KAk,
I.N.A. «<AAe€avdpar



MEPINHYH TQN XAPAKTHPIZTIKQN TOY MPOIONTOX

1. DNOMAZIATOY OAPMAKEYTIKOY! HPOIONTO)Z

nun zszxopzvn unzpmcn Avto npmsl va )\uuﬁavnm umoyn w1 Xtandi o

Y Xtandi
enzalutamide

OETOU-

8\ouBe

Bovopévwy Twv a

opuv o

PENETO U TouG aoBeveic Myiotov do aoBeveic o€ wxmonoxnpévzc z)»svxépzvsc i EIKOVIKO QppaKo

tandi peNEmTo upévio di mogslvaﬂmwa 0 idomua QL. Zs aoBeveic jie 10TOPIKO n unapf,n ﬂupuw eNETeG gdong 3: amBdyyn, aTepaviaia vooo, Eugpaypia Tou puokapdiou, 0§0
2, I10IOT TKHKAI nOZOﬂKHZYNeEZH Hupuluuv] juaroc QT sugupavua Tou of0 meqmwmo GUVBpOO, umaenc omdayxn,

(tandi Toutégpova mpoiovia Béxetarva loyaia foq apmpiag
Kas £v0 e Mo ,.’ Siokio mepiéye 4 QT, o1 Bepdmoveg yiapol mpéret vat aglohoyolv 1o 160{0yio wa)\ouq xlvéwcu t ﬂspl)\,apﬁuvzl o)\oug TOUG TIPOTIHAHEVOUG opouq e T M€ ekdtaypon ota

i 3 Hr‘ 6 UEVIO oK oupwspl)\uuﬂavupzvqc e meavu'mmc ya €loavion Koakrig Taxukapdiag oot

KaS &0 i€ pointes) mp v évaptn mu)(md\ i I\ Gov: Eil TICENeyyG-
3.OAPMAKOTI EXNIKH MOPOH Xonun LE o:H n TG TOUTOKP0-  pieveg K)\MKE( udm(, 22 (0, S%) ané Toug 41 68 aoezvzlc ou unoﬂ)\nenkuv 3
Emiaupipévo L Aerto upiévio Siakio. NG xpriong Tou Xtandi pe kuttapotogik éyerTekpnpwlel H \ £

tandi Ava pe \ErTT aupopinon T enZaIutamldE Bev éxel kaia kvikG onuavrikn enidpaon ot wmma(auﬁwa( (01 N uuuavv]g (03%)
Kitpiva atpoyyuld 3 it { dvapeoE40. ™ éhnc. Qotéoo, Gev popei va ano- (6 .KP\G’] Hdoon o

(tandi £va e Nemtd e { Kheotel paag facenayopencano TeNei OMUOVTICG TDOYWIOTKO apayovTaTou KB0VOU EpIMOTG Mk
Kitowa 0B va peX TOE80. mfmm&w&m Avibpdoei; unepevaiofnoia exbnavoval e Kplong, oM avikatopiletat amo Ta mpokAviKd SeSoéva kat ano Ta Sedo-
4, KNINIKEL nM:IPOOQPIEZ iow M Bev mepiop 0|6r]|,lu TIPOGITIOV,  éya oo it HENT KAAKWONG e 860n, £1i¢ ;)\;_vxoug\/;_( KAVIKEG p,g)\a;,g
41 Oepameuikéc evBeiceic Yaooag X5'7\°U<ﬂ Qdpuyyo, ) eGévbinua eyow SaipébnKav ot aoBeveic e mponyolpevn emAnTTa Kpion 1 e MapayovTeg
ToXtandi evSeikvutanyc: (B\émemapdypago 48). KVBOVOU Yia TV E4gavion EMATTIC KpIONG, B¢ i SOKIU HovoU KENOLC

+Tn Bepaneia Tou petaoTamKoU, oppovoeuaioBTou kapkivou Tou mpooTa

Eyoww uvnq;zp(-)zl ooBups( ézpwmkzc avemBUupnTeg avnidpdeic (SCARs) pe Ty

(mHSPC) oe auvduaapd pe Bepaneia oTépnang avpoyovwv (ADT) o evihikeg
avbpec

T Bepaneia Tou i petaoTamkol uPnAol KvSUVoU avBekTIKOD GTOV WUt~
OO KapKivou Tou TIpoaTaT (CRPO ctzvri)ukz: dvépsc

RPrn eviihike VOpeC

o1 aoBeveic Ba mpémel va evnpepavo-
Vialyata anusxa KGI Ta OUTTOIT Kai vl iapakohouBoivTat oTeva yia Sep-
paTikéG avTiSpaceic,

4.8 AvemBupneg evépyeteq

«mBepaneia Mepihndn Tou mpogik aogdreiac: O Méov ouxvsg uvmeuumsc EVEpYeleg elvau
kol famg Szpansm( mpncncav Eanezvxcn/Kcnwon, EEuLpelc, UMEPTOOT, KOTAYHaTa, Kat TTTon. ANNeG onpa-
Bpoyduuay kat otoug oroiouc 6 KWIKG,  VIKEG UpreC evépyetec mepayBavouw vore) Siatapay kat ouBere-

T BepaneiaTou peraotanikod CRPC o eviihikeq AvOpeg Twv omoiwvn vooogéxel - pomevia. Em)\nmlm Kp«m napoumamnkz 010 05% T ucesvwv Tou éhaPav

{kadm bid f end and Bepaneia e 2 b Papi 03%

43 Avreveiteic Twv GoBeviv iou Ehaav 5 Bl TIEPITTRIOE

YnepevaioBnoia ot SpacTikr} ouaia 1} o€ kamolo and Ta ékdoya. luvaikeg ou  Tou GuVSPOHU omioBiag avaoTpEYING evkzwu}omeau( 0t aoBeveic mou k-

evat n unopa va pavow £EYKUEC Bavenzalutamide Bkmenupuvpawou)

44E5IKéC lﬂXPﬂVﬂ Karéhoyoc 10V i
Kivbuvoc sm)\mnmwv Kglﬁ&w H xprjon g enzalutamide éer ouoyenoTel pe Ox avaneuumaq svzpvasc Tou mpmnpnenmv Kamm 6|up|<£|u KWKV ua)\s

emnike Kpioei (BA. mapaypago 48). H amégaon yia m ouvéyon me Gapa w ap ugdaviang. Ot Ka'mvopl

Telag o€ aoBeveic nou epgavilouy emnTTIKEG Kpioei mpémet va MapBavera avd
Tepimwon.

Tovbpoyo omioBiac_avaotpéy ondBeiac_(Posterior Reversible
Encephalopathy Syndrome-PRES): Exouv avapepBei amvieg avagopég Tou ouv-

9785-CL-0403 (UPWARD) yia v aohoynon g enimwong Twv emhikav
Kpioewv o€ aoBeveic pe mpodiaBeaikols mapdyovteg yia ekdiwan emhn
KV Kpioewv (amd Toug omoiou 1,6% eixav 0TopIKG EMNTTIKGY Kpioewy), 8
and 366 (2,2%) aoBeveic mou e\aav Bepaneia e enzalutamide eppdviaav pia
emnrake] kpion. H Sidyieon Sidpxeia g Bepareiog frav 93 pr‘wec, Nev eivar
WOTSC 0 InYaviopSi péow Tou onowu n enza\utamwde mopei va petioei Tov
0udoT (OTel e Hé
and invitro uz)\trc( ov §E|xvow onn enza\utamlde Ko EVEYOQ uaaBo)\rrnc
me Ko

1ovTwv Xhwpiou Tou GABA.

loyauk Kapétam vooog: T€ m)(alonomuzvac KAWIKEG usmsc eheyyOpeveq
e EKOVIKO GPHCKO, 1 10YAIKI] KAPSIAKT] VO0OG EQQVITTIKE 0T0 3,7% Twv
aoBeviv miou éhapav enzalutamide kot ADT auykprtikd pie 1,5% Twv aoBeviv
iov éhaBav €kovikd pdppako kat ADT. Aexaniévte (0,4%) aoBevei mov éhapav
enzalutamlde ka2 (0,1%) ucezva; ou s}\aBuv axovxxo (APHAKO ENPAVIcaV

£ OURVOTIT ELgAvion opilovta we akoAoUBwe; oNd Guyve (> 1/10), ouyvég
(21/100 éuwg < 1/10), 61 ouyveg (2 1/1.000 €wg < 1/100), omdvieg (2 1/10.000 éuwg
<1/1.000), moAG omavieg (< 1/10.000), pn yvworég (Gev pmopotv va etiunBoly pe
Paon w &aesnlua 6550|A£vu) Eviog Kaee Kumyoplu( ouxvmmu( Eupaviang, ol

f KUpOluKY]L

Avuq)ooa svzovemvv: H avagopd mBavoho-

e PYEIY petd mn
TOU QUPUOKEUTIKO TIPOIOVTOG lvall onpavTikn, EMpénel ) ouveyr) mapako-
)\ouenon TG OyéoNG owa)\ouc Klvéwoumu q)apuakzmmou TIpoidvToG. Zmanal

Spopou omioBiag avaatpépiung eykepalondbelag (PRES) oe aoBeveic mou Aay- VEDYELES )
Bavouy Xtendi (Bhére apaypago 48] To PRES e i omdv, avaotpépyn, Tlivaag 1: EVEDYELEC TIOU avayvwpioTKav OE ENEyO :C;l:;:;maglslvs;vﬂsq ;’EVGJ“ Pe0 Yol
veupohoyikr Siatapayr, n omoia umope vat exBnhwBe pe paydaia g é dm i Tou pappdi X . X
Wmﬂﬁl wuwip&ﬂﬁamumuouwnmmvm abpguong ghu- r—— ENNGBa: Efvikdc Opyaviopdc Qappdkuy, Meooyeiuw 284, GR-15562 XohapyoG,
5y . Kamyopia/opyavia ABrva. Tnk: + 30 21 32040380/337, Do + 30 21 06549585, lotatomoc; http:/
ang kat N OTIKGV Kat ! pe X“Pl( oyencopen qucﬂwaw q}wvu peto | AvemBUunTeG evépyeies KalouxvoTTa RTINS
unépraon, H&\avvwcmouPRF BB €€etoe WWEOLg i . e )
i fTopoypagia IR).50- Kumpog; Oappiakeutikég Ympeaieg, Ynoupyeio Yyeiag, CY-1475 Aeukwoia. Thk:
o o Ntah Ldiiatnd Do Onounc hekonevia +357 22608607, Dak: + 357 22608669, lov6roriog wwwmoh.govy/phs
I £ 7.KATOXOZ THE AAEIAZ KYKNOOOPIAZ
spoyevic Kipec Kaxorfieec Mn yvwotéc: poponevia \ ) )
oo Kpec eaz e et ﬂspmu:mﬁ?ﬂ% DRIl 5 3 Astellas Pharma Europe B, Sylviusweg 62, 2333 BE Leiden, OMavdia
Auarapagé ou Mnyvwotéc: oidnuanpooariou, oiénua 8, APIOMOE(OI) AAEIAE KYKNO®OPIAZ
Mwm&c uzmgc (pdong 3 Tamo ouyva uvutpspouzvu oupBavra oe aoBeveig mou (Y— A 0y ouc ol 4 y - .
eNaav enzalutamide Kat ieycAJTEDG a6 To EKOVKO (GpHGKD, FTov Kopkfvog - o0 UITTHTOS ofmf‘ OOMHAXEAOUG OONHA QAPUYYEL - EL)/1/13/846/002 (40 mg emkaupéver e ermed pévio ol
oupodyou ko (439, abevoKapKivupa Tayéo etépou (02%), KapkRAN  Yuygarpic Siatapaxé TURvEGayos ) EU/1/13/846/003 (80 mg emkahuyipévar e Nemtd upévio Siakio)
an petafaid emiko (02%) Kot HetaBaTkd KapKiaa oupoéoxou Ku'c‘m( ‘Oy1 ouyveg; ommikr PeudaioBnon &HMEPOMHN!A I'ImTH): EI’KPI}:H;/ANANEOZH}:THZ AAEIAZ
(0,1%). O\ acezvzlc Bampéneva cuu[lou)»wmnal GeoaTo y\mpo TOUg €QV - Tugvéc: Kepaadyia, emnpeaciiévn pvipn, HWOHHV\’Q"PWCFVK@'WI(}Z] lowviou 2013 )
ficaioppayia apwnoia, duoyeuoia, Siatapaxi oty Huepopnviateheuraiag avavéwonc: 8 OeBpouapiov 2018
Na Gupmmpma om( 5mupm f kT oy odPIOTG TG ™ B~ ATopays Tou veupIKoD g;?gmgmg‘%%m&% ;rm;;w"mé( 10. HMEPOMHNIA ANAGEQPHEHZ TOY KEIMENOY: 30 Ampihiou 2021
ke epaneic e enzalutamide. UOTIHITOS Kpioec e yia 0 Mapdv 6 ipoid efvat Slabéaipieg
Tautéypovn yprion e Ah\a gappakeutikd mpoidvia: H enzalutamide efvat évag M YVwoTéc: aovy 0B o160 T0uE PSR A
10XUpdc emaywyéa ev0pwv Kai pmopet va odnyrioet o anihela TG anotehe- avaoTpéyING EyKepalonddeiag cuopaeu e e
oanKbTToC oAy €upelag yprOELC GOPHAKEVTIKG ipoidvTuv. Tuveri SuxvéG Ioyaipk} KopBiakr} vboog! - "
pia w TipoidvTwv npmﬂ Vo Kopiakég Siatapayég Mnyveotéc’:nopdroon tou SiaotfuatocQT ~ ®APMAKEYTIKO MIPOION FIATO OMOIO AMAITEITAIIATPIKH ZYNTATH
. Gy évapén |v|gmc’nmriu(’ 13 HTﬂU\'O)(DOVV] xpno‘n (B mapaypdgouc 44 kai45) ENMdba*
e HEQap Tipotovra PUH Avyeiakég diatapayé Tloho auve 6l unéptaon . Meved - —
Mo vy tagopec o yewvo arogeye e p ) eyeBoc i
Bepameutiki) Toug Spdan efvat peyahng onpaciag yia Tov aofevr, kat dv ot Tpo- Wm%i;& Mn yvwotéc vautia, épetog, Sidppota 40mg/TAB KoutiX 112 emkaluppéva €2.261,67
aappioyég T 6o Sev wopouv glkohat va mpaypatonioinBouv Baoel g ma- peNemto upévio diokia
0 me 1 Ty oupKevTpd wun)»ucm H  Awtapayéc uyvic Enpobeppia, kinoyég
i va  Katou unoBopmu (o100 Mn yvworc: eéavBnua Kimpoc*
0 F"“{ © n*' elta e & oo peraol Aaropayécto oM ouyvéc kneyparal Meplextdtia MéyeBog ouakevaaiag Naviki T pe ONA
and o CYP2C9 (g l TIpérel b ovorr M Wwotec: pualyia, 40mg/TAB KoutiX 112 emkaupipéva €300925
Tpdobem 0Bnon g Arebvouc O Xéong Kat b Uik} a5wuulm oogualyia e N6 upévio Siokia
Normalised Ratio INR. AitapagécTou
Negpik Suokemoupyia: Amarteitar mpocoyr} oe aoBeveig pe aoPapr veppiki o URVEG Y m povotad 3 O VIO O
éwkemupv\a Kabax  enzalutamide ev éxet pehemBel o€ auTo Tov TNBUOLG  OUOTIATOC Kall TOU HaOTOU
Tevikéc Siatapayéc kat BonBrioTe va yivouv Ta gdppiaka nio aopalri kai
J_umﬂmmm & Mia adénon Tou ypdvou npioeiag Lorc g Y Moky K6maon AQépeT
enzalutamide ye1 mapamonBei oe aoBeveic e coBapr ke Suakemoup-  Xoprivnong OAEZTWU 0;iﬂn‘e&cgﬁgi‘ﬁg\/j&ﬁm\‘?‘/\&% GppaKka
Yia, mBavd ouoxen{opien pe TV auénuévn Katavoyr oToug otodc, H KWIKY  Kakaoeig Smpidoeig Hnine -
onuaoia uun’]( ' mpmn‘pnonc mpuuévﬂ Gyvworn. Qotdoo, avuuévmn o Kauemmhoeq Bepaneutikiov Mok ouyvéc tdbon
Hayavag ) b JEDIOUGY.
Toinpév Kﬂ'momcn Kall 0 XpOvog Pl " 3 g+ Aubdpunte avagopég amd )

Spdon Kabix; Kat ot povol yia Ty vapén kat usmxm Tﬂ( W(”IllKl]( Emaywyrc
unops\ eniong va auénBodv.

;)g gam Ku@\gm\um V600G FTiC mnz( (done3 mlomlcmmv aoBeveic

ToUg TeNeuTaioug 6 priveq) fy aota-

en ombayn [KGTU TOUC rdsurmouq 3 pAveq), kapdlakr avendpkea katnyopiag

Il IV ko New York Heart Association (NYHA) extdg av to kKhdopa e€@Bnong

apiotepric kohia (Left Ventricular Ejection Fraction-LVEF) > 45%, BpaSukapdia

¥ 0w agohoyibnke and Tuncnompzvu wurmpmu MedDRA (SMQS] w
«Enaopw w omcuuw Unuuwv s

biag, o0vBETWY ETTIAKWV EMANTTTIKGV KPIOEWY, EOTIOKWY EMATTTIKGV KpiE-

W Kat status epilepticus. Auto mepaBavel OTIAVIES TEQITTOEIC EMANTTIKQV
Kpioewv pie emmokég mou odnyolv o Bavarro.

10 agiohoyiiBne ané tumomoinyéva epwipiata MedDRA (SMQs) <Ey-

paypa Tou puokapiou kai AN toyakr} KapSiakr) vooo», cupmepap-

7a stellas

Astellas Pharmaceuticals A.E. B.E.
Aynaidou 6-8, 15123 Mapotial, ABriva.Tnh. 2108189 900, Fax: 216 8008 998
wwwastel\as com/gr
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Zapnoyhou NiwkoAaog

ZapkoBEAng Mrewpylog
HAwadng Koopag

Oeoxapn Mapia
KaAddwvog XapaAapmnog
Kavalouritn Afuntpa
Kamnetavakng FrewpyLog
Kapayswpyomnovlou Zodia
Kevtemolidng NikoAaog
Koopidn Zodia

Koopidng @avog
Koouidng Napig

Koupdkng Mewpytog
Koupaplavou Avva
Koupéa EAévn

KoUtpag Ayyelog
KwvotavtonovUAou Elprvn

Kwotoupog EuBUpL0G
Kwtodakng ABavaoiog

Kwtoavtig lwavvng
Aaivakng MewpyLog

NAdANa EvBalia
Aopnakn Zodia

Ap, KaBnyntng AktivoBeparmneutikig Oykoloyiag, German Oncology
Center, Agpeodc, KUmpog

MaBoAdyog-OykoAoyog, MD, MSc, Oykohoyikr KAwikr, M.I.N. lwavvivwv
Xelpoupyog Owpakog, AteuBuvtng, Owpakoxelpoupytkn KAwKn,
A.O.K.A. «Yyeia

MaBoAdyog-OykoAoyog, EmpeArtpla B, A’ Maboloyikr KAwikn, M.I.N.A.
«Aaiko»

MNaBoAdyoc-OykoAoyog, Opotipog Kabnyntrg Navemnotnuiov MNatpwy,
AleuBuvtrc, Oykoloyiko Tufiua, «OAOumo Oepamnesuthiplo», Ndatpa
MNaBoAdyog-OykoAodyog, AleuBuvipla, A" OykoAoyikr KAwikn,
Noookopeio IAZQ

Mpappatéag Atokntikol ZupBouAiou, EAAnvikn Ouoomovdia Kapkivou -
EAAOK

MD, PhD, MaBoAdyog-Oykoldyog, AlcuBivtpia, [’ Maboloyikn-
OykoAoyikn KAwikn, IAZQ

MD, MSc, PhD, MaBoAdyog-OykoAdyog, AleuBuvtrg, Metropolitan
General, 251 l'evikd Noookopeio Agpomopiag
AktwvoBeparneutrg-OykoAoyog, AvamAnpwtpla AleuBuvipla,

Kévtpo AktivoBepameutikig Oykoloyiag, A.0.K.A. «Yyeia»

Suvibputrg Care Across

MNaBoAdyog-OykoAdyog, AleuBuvtrg, B’ Maboloyikr-OykoAoyikn KAwikn,
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ZYNTAIOIPA®IKEZ MAHPO®OPIEZ TOY NMPOIONTOZ

To @appako auTd TeAel uTTd cruprr)\r]pwpmlm TrapakoAoUBnon. Auto Ba emmTPEWE TO vpnvopo np005|0p|0u0 VEWV 'IT)\I']pO(pOprV AOPAAEIaG. Zr]TEITClI aTTo TOUG
enavvc)\panz; UYEIOG VO avagEPOUV OTToIETONTIOTE TIBAVOAOYOUUEVEG aveTIBUUNTES EVEPYEIEG. BA. Trapdypago 4.8 yia Tov TpOTTo avapopds avemeuunTtwy
evepyeiov. 1. ONOMAZIA TOY GAPMAKEYTIKOY MPOIONTOZ. CABOMETYX 20 mg emkaAuppéva pe AT upévio diokia. CABOMETYX 40 mg
eTMIKAAUPpEVT PE AeTTTO upévio Siokio. CABOMETYX 60 mg etmikaAuppéva pe AeTrTé upévio diokia. 2. MOIOTIKH KAI MOZOTIKH ZYNOEZH. CABOMETYX
20 mg emmikaAuppéva pe AeTrTd upévio diokia. KEBe eTIKaAUpPEVO e AETTTO upévio Biokio Trepiéxel KaBodavTiviBn (S)-unAikr iooduvaun pe 20 mg kaBolavTiviBng.
‘Exdoxa pe yvwotn dpdon. KEBe eTkaAuppévo pe AeTrté upévio diokio Trepiéxel 15,54 mg Aaktodng. CABOMETY X 40 mg etmikaAuppéva pe AeTTd upévio Siokia.
Kdbe emkahuppévo pe Aetrd upévio diokio Trepiéxel kaBodavtiviBn (S)-unAikr) 1co0duvapn pe 40 mg kafolavtiviBng. Ekdoxa ye yvworr dpdorn. Kabe
ETMKAAUPPEVO PE AeTTTO Upévio Biokio Trepiéxel 31,07 mg Aaktddng. CABOMETYX 60 mg eTTikaAUpPéVa e AETTTO UpEVIO BIoKia KABE ETTIKAAUMUEVO pE AETITO
upévio diokio Trepiéxel kaBoZavmiviBn (S)-pnAikr 1Ic0d0vapn pe 60 mg kaBolavtivipng. Exdoxa pe yvwatr dpdan. Kabe eTTIKOAUPUEVO e AETTTO Upévio DIoKio
TIepiExel 46,61 mg Aaktodng. Ma Tov AN katéAoyo Twv ekdoxwv, BA. Tapdypago 6.1. 3. PAPMAKOTEXNIKH MOP®H. ETkaAupuévo pe AETITO upévio
Siokio. CABOMETYX 20 mg emkaAuppéva pe AeTrtd upévio Siokia. Ta Siokia ival Kitpiva oTpoyyuAd Xwpig eyxapagn kai gépouv Ty €vdeign «XLy» oTn pia
TIAEUPA Kai TNV €vOEIEn «20» oTnv GAAN TTAeupd Tou Siokiou. CABOMETYX 40 mg emmikaAuppéva ue AeTrTé upévio diokia. Ta Siokia gival KiTpiva TpIywVIKG Xwpig
gyxapagn kai (pépouv mv £vdeIgn «XL» am ia TTAEUpG Kal mv £vdeIgn «40» oTnv GAAN Tr)\supd Tou diokiou. CABOMETYX 60 mg emmikaAuppéva pe AETITd Upévio
diokia. Ta diokia eival KiTpiva ofaA xwpig eyxapagn kai qzspouv v évoeign «XL» ot pia TTAeupd Kai TNV €vdeign «60» aTnv GAAN TTAeupd Tou diokiou. 4.
KAINIKEZ NAHPO®OPIEZ. 4.1 G):purrtu‘rlxcg zv6£l§£l§ EQPOKUTTAPIKS KAPKiVWUA iRCC) To CABOMETYX evdeikvutal wg uovoeepqrrslu yia
BepaTeia TOU TTPOXWPNHEVOU VEQPPOKUTTAPIKOU KapKlkucTog (RCC). - o¢ zvn)\leg TIou Jev éxouv AGRel TTponyoUevn Bepartreia Pe evOIGUEDTN 1 TITWXA
TPdyvwan (BAETTE TTapdypao 5.1), - o€ evAAIKEG PETG atmd TTponyouUpevn oToxelouoa Beparreia ayyelakou evooOnAiakou augnTikou TTapdyovta vascular
endothelial growth factor (VEGF). To CABOMETYX, o¢ ouvéuaopé He vnBvoupdpm], evOeikvuTal Yia TNV BEPATTEIR TIPWTNG-YPAMMAG O€ EVAAIKEG a0OEVEIG PE
TIPOXWPNHEVO VEQPPOKUTTAPIKO KapKivwpa (BA. Trapdaypago 5.1). HratokutTapiké kapkivwua (HCC). To CABOMETYX evdeikvuTal wg HovoBeparreia yiam
BeparTeiar Tou NITATOKUTTApPIKOU Kapkivwpatog (HCC) o€ eviAKeg TTou éxouv AdBer iponyoupévwg Bepareia pe copagevipTm. 4.2 Aocoloyia Kol Tp6TTOg
xopfiynong. H Bepareia pe CABOMETYX Ba TIpETTEI Vo TIAYHOTOTIOKEITAI QTG 1ATPO EUTIEIND OTN XOPHAYNON AVTIKAPKIVIKWY QAPHAKEUTIKWY TTPOIGVTLV.
Aocohoyia. Ta diokia CABOMETYX (kaBodavtiviBn) kai or kdyoureg COMETRIQ (kaBolavTiviBn) Sev eival BioicodUvaua Kal Sev TTPETTE val XpNOIHOTTIoIoUVTal
T0 éva avti Tou dAou (BA. Trapdypago 5.2). To CABOMETYX wg povobeparreia. MNa 1o RCC kai To HCC, n ouvioTwpevn déon Tou CABOMETYX eival 60 mg
Hia gopd nuepnoiwg. H Bepatreia Ba TTPETTEN VO GUVEXIOTET PEXPI O AOBEVIG VO UNV ETTWQEAEITaI TTAEOV KAIVIKG aTTd T BEPOATTET 1) PEXPI VO EPPAVIOTE N
atrodekTr) TogIKATNTA. To CABOMETYX 0¢ ouvduaoud e viBoAouudurn otnv mpwrn-ypauun mpoxwpenuévou RCC. H ouvioTwpevn ddon Tou CABOMETYX
eival 40 mg pia gopd TV Nuépa o€ GUVOUAOTUO WE VIBOAOUNGUTIN TTou Xopnyeital evOoPAeRiwg €ite wg 240 mg KABe 2 eBOOPAdES €ite wg 480 mg KABe 4
£BOopades. H Beparreioc pg¢ CABOMETYX Ba TTpETTel va GUVEXIOTE péxpl TV €EENIEN TNG vOoou A TN pn atrodekTr TogikéTNTa. H VIBoAoupduTn Ba TrpéTrel va
OUVEXIOTET PEXPI TNV EEENIEN TNG VOOOU, TN W OTTOBEKTA TOGIKATNTA ) £WG Kal 24 prjveg o€ aoBeveig Xwpig eEEAIEN TG vooou (BA. MepiAnyn Twv XapakTnpIoTIKWV
Tou [Mpoiévtog (MXM) yia T docoloyia TNG VIBOAOUPAUTING). Tporrorroinon g Beparmeiag. Ma Tn dlaxeipion Twv UTIOTITWY QVETIBUPNTWY EVEPYEILV TOU
PAPHAKOU PTTOPET VO aTTaTEITal TTPOoWPIVE dlakoT Beparreiag fi/kal peiwon Tng ddong g Bepareiag pe CABOMETYX (BA. Mivaka 1). Otav n peiwon g
Sb6onNg eival atrapaitnTn 0TN HOVOBEPATTEID, TUVIOTATAI Va pEIwBET oTa 40 mg nueEPNCiwG Kal KatoTv ota 20 mg nuepnaiwg. Otav To CABOMETYX yopnyeital
ot quﬁuacpé HE VIBOAOUUGHTIN, GUVICTATAI N WEiWOoN TG Bbcrr]g ota 20 mg CABOMETYX pia @opd Tnv nuépa kai oTn ouvéxeia oTa 20 mg kabe dedtepn
nuépa (uvqueE,Ts otnv MXM g wBvoupauTrng VIO TN GUVICTWHEVN TPOTTOTTOINON TG eepam:lag yia ™ wBo)\ouuuuTrn) Ma T diaxeipion g ToE,lKommg
Babuol 3 1 peyaAiTEPOU CUNPWVA PE Ta KOIVE KPITHPIa OpoAoyiag yia avemeupng EVEPYEIEG (CTCAE) A un GVEKTI’]§ ToF,|KomTug Baepou 2, ouvIoTaTal N
SIaKkoTTA TNG 560NG. ZUVIOTATAI N PEIWON TG d6oNG Yia GUNBAVTA, Ta oTToid, EGV EUUEVOUV, HTTOPOUV va KaTaaTolv coBapd r pn avektd. Edv évag aoBeviig
TrapaAeiper pia doon, n d6an TTou TTapaAeipdnke dev Ba TTPETTEl va AngBei edv atropévouv AlyoTepeg atrd 12 wpeg PEXP! TV eTToPevn doon. Mivakag 1:

ZuvIoTWHEVEG TpoTTroTrolNoEelg 86ong Tou CABOMETYX yia avemuunTeg evépyelieg. AvemiOounTn Evépyeia kai OuTnTa. AvemOUuNTEG QVTIBPAOEIG
BaBpouU 1 kai BaBpou 2 Trou gival avekTEG kal EUKOAX QvTIPETWTTIOIUEG. TpoTrotroinon Beparreiag. Asv amaireital cuvBwg Trpooappoyr d6ong. MpooBéaTe
TIAPOX1} UTTOOTNPIKTIKAG PPOVTIdAG CUHPWVA pE TIG EVOEIGEIS. AveTriBUMNTN Evépyeia kai OUTnTa. AvemBUuNnTeG avTIdpaoelg BaBuou 2 Trou gival pn avekTég
Kal Sev gival SuvaTo Vo QVTIPETWTTIOTOUV PE PEiwon OaNG r) UTTOOTNPIKTIKA ppovTida. Tpotrotroinon Bepatreiag. AlakOyTe Tn BepaTTeiat £wg OTOU N AVETTIBUUNTN
avTidpaon arokataoTabei oe BaBuod <1. MNpocBEéoTe UTTOOTNPIKTIKY QPOVTIda CUPPWVA HE TIG EVOEIGEIS. ESETAOTE TO EVOEXOHEVO ETTAVEVAPENG OE EIWHEVN
S6on. AvetBupnTn Evépyeia kai OZuTnTa. AveTnBUUNnTeG avTidpdoelg BaBuoU 3 (ektog atmd KAIVIKA pn OXETIKEG epyaoTnpiakég avwualies). Tpotrotroinon
Beparreiag. AlakoyTe T Beparteia €wg 6TOU N AVETBUUNTN avTidpaon atokataoTabei oe BaBud <1. MNpooBéoTe UTTOGTNPIKTIKY) GPOVTION CUPPWVA E TIG
evOeiCelg. ETTavekkiviioTe o€ peiwpévn d6on. AvemBupnTtn Evépyeia kan OguTnTa. AvemBiunteg avridpdoelg BaBuou 4 (ektdg ammd KAIVIKG Wn OXETIKEG
£pyaoTnpiokég avwpalieg). Tpotrotroinon Beparreiag. Alakdyte T Bepatreia. XopnynoTte katdAANAN 1atpikr @povTida. EGv n avemBountn avridpaon
arrokaTaoTadei péxpl 1o BaBud <1, emmavekkivioTe o€ peiwpévn doon. Edv n avemBOuntn avridpaon dev emAubei, dlokoyte pévipa 1o CABOMETYX.
AvemBountn Evépyeia kai OguTnTa. AugAoeig nmmamkwy eviUpwy yia aoBeveig e RCC trou éAaBav CABOMETYX o€ ouvduaopd P VIBOAOUPAUTI.
AvemiBounTn Evépyeia kai O§utnTa. ALT R AST > 3 popég ULN aAAd < 10 gopég ULN xwpig Tautéxpovn oAiki XoAepuBpivn = 2 popég ULN. Tpotromroinon
Beparreiag. Alakéyte To CABOMETYX kai Tn VIBOAOUPGUTN €wg OTOU QUTEG O QveTTIBUUNTESG EVEPYEIEG UTTOXWProoUV ot Babud <1 H Beparreia pe
KOPTIKOOTEPOEISH UTTOPET VA EGETAOTE EGV UTTAPXE! UTTOWia avTiOpaong OXETICOUEVNG HE TO AVOCOTIOINTIKG cUCTNHA (avaTpégte oTnv MXI TG VIBOAOUPEUTING).
Mtropei va eTTaveCeTaOTEN ETTAVEKKIVNON HE £Va OVO QAPHAKO 1) DIABOXIKK ETTAVEKKIVNON Kol JE Ta SUO AppaKa JETE TRV avdppwon. Edv EekiviioeTe ek véou
He TN viBoAoupduTn, avatpégte otnv MXIM TG viBoAoupdptng. Avemi@0unTn Evépyeia kon Og0TnTa. ALT 1) AST > 10 @opég ULN 1 > 3 gopég ULN pe
TauToxpovn OAIKr XoAepuBpivn = 2 gopég ULN. Tpotrotroinon Beparreiog. AiakdyTte opioTikd 1o CABOMETYX kai T viBooupdutn. H Bepareia pe
KOPTIKOOTEPOEISH UTTOPE VO £GETAOTET EGV UTTGPXE! UTTOWia avTiOpaong OXETICOUEVNG HE TO AVOCOTIOINTIKG aUCTNHA (avaTpégte aTnv MXIM TG VIBoAOUPANTING).
Znueiwon: O1 Babuoi TogIKETNTaG cUpPWvoUV e Ta Koivd Kpitripia Opoioyiag Tou EBvikoU AvTikapkivikoU IvaTitouTtou yia AvemBuunTeg Evépyeieg ékdoon 4.0
(NCI-CTCAE v4). Zuyx0pnyoUpEVa QUPUOKEUTIKG TTPOIOVTA. Ta GUYXOPNYOUHNEVT QAPHOKEUTIKA TTPOIOVTA TTOU €ival IoXupoi avacToAeig Tou CYP3A4 Ba Trpérel
VO XPNOILOTTOIOUVTAI JE TIPOCOXT Kal N XPOVIA XPAOT GUYXOPNYOUHEVWY QAPUOKEUTIKWV TTPOIOVTWY TTOU aTroTEAOUV 10XUpoUg eTraywyeis Tou CYP3A4 Ba
TIPETTEl va atro@eUyeTal (BA. TTapaypa@oug 4.4 kai 4.5). ©a TpéTrel va HeAETNBET ) TIAOYT EVOG EVAAAAKTIKOU GUYXOPNYOUHEVOU PAPHOKEUTIKOU TTPOIGVTOG HE
kaBoAou i eAdxIoTo duvapikod va eTTayel 1) va avaoTéAel To CYP3A4. Eidikoi TAnBuapoi. HAikiwpévor aobeveic. Aev cuvioTdral e18IKr) TTpocappoyr g ddong
yia T xpron g kapodavtiviBng oe nAIKIwPEvoug (= 65 £n). PuAd. Aev amrarteital TTpocappoyn TG d6ong pe Baon v eBvikétnTa (BA. Mapdypago 5.2).
AaBeveic pe veppikn duaAsiroupyia. H kaBolavTiviBn TTpéTTel va xopnyeital Ue TIpocoxr} oe aoBeveig pe ATmia A PéTpia ve@pikn duaAermoupyia. H kaBodavtiviBn
Oev OUVIOTATAI YO XPrON o€ aoBeveig pe goBapr} veppikf SuaAsioupyia, KaBWG N acPAAEIA KOl N OTTOTEAETHATIKOTNTA eV £XOUV TEKUNPIWOET 0€ QUTOV TOV
TIANBuopo. Aobeveic pe nrmarikr) SuoAsimoupyia. e aoBeveig Pe ATTIA NTTATIKA ducAeiToupyia dev amaiteital Tpooapupoyn g d6ong. Aedopévou 6T pévo
Treplopiopéva dedopéva ival dlabéoipa yia aoBeveig pe péTpia nmarikry duoAermoupyia (Child Pugh B), dev pmopolv va doBolv ouoTdoelg doooAoyiag.
2UVIOTATaN OTEVH TIAPakoAoUBNON TNG OUVOAIKAG ao@daAeiag o€ auToug Toug aaBeveig (BA. Mapdypao 4.4 kai 5.2). Aev uTIApXEl KAIVIKF EUTTEIPIO OE QOBEVEIG
pe ooBapn nmarikr ducAeiroupyia (Child Pugh C), omrére dev ouviotaral n xprion tng kaBolavTiviBng oe autoug Toug aoBeveig (BA. Mapdypago 5.2). AoBeveic
e kapdiakr) duoAeiroupyia. Ta oToIxeia yia aoBeveig pe kapdlakr duTAeIToupyia gival TrEPIOPIoPEVA. Agv UTTOPOUV VA TTPAYHATOTIOINBOUV EIBIKEG CUOTAOEIG
Soooloyiag. [Maidiarpik6s mANBUoGS. H ao@daAeia kai n aTroteAeoUaTIKOTNTA TNG KaBolavTiviBng oe TTaidid nAikiag <18 eTwv Sev €xel akOpa TEKUNPIWOEL. Aev
uTTdpxouv SlaBéaiya dedopéva. Tpdmog Xxopriynong. To CABOMETYX trpoopieTal yia Xprion aré 1o oTépa. Ta diokia Ba el va katatrivovTal oAoKAnpa
Kal va unv Bpupyartidfovtal. @a Tpémel va doBolv odnyieg oToug qoecvei; va unv TPWVE TITTOTA YIo TOUAGXIOTOV 2 WPEG TTPIV €wg 1 wpa PETA TN Afjyn Tou
CABOMETYX. 4.3 Avrevdeigelg. Y'ITEpEUcXIOBr]UICI 0oTn OPACTIKA ousia 1) O€ KATToI0 OTTd Ta eKéoxa TIou qqu)apovml oTnv Trapdypago 6.1. 4.4 E|6|K£§
TPOEISOTIOINCEIS Kal TIPOQUAEEIS Katd Tn Xprion. KaBug Ta TiepioodTepa UMBAVTA TIPOKUTITOUV Vpig aTNV TTopeia g BepaTTeiag, 0 10TpOG TIPETTE! va
C(Elo)\ova cronucha TOV AGBEVI OTIG TIPWTEG OKTW EBSOUASEG TNG BepaTTeiag yia va TTPoodIopioel Qv aTTaITOUVTal TPOTTIOTIOINCEIG TNG G0NG. ZUPBAVTA TTOU
YEVIKWG €x0uv TTpwipn ekdiAwon mepIdapBdavouy utracBeoTiaiyia, utrokaAiaipia, BpouBotrevia, uméptaon, olvpopo epuBpoducaiodnaiag TTaAGHWY-
TreApdTwy (PPES), mpwreivoupia kal yaoTpevtepikd (ME) oupBavTa (koihiakd dAyog, gAsypovr BAevvoydvou, SuckolNidTNTa, didppold, £PETOG). H avTipeTwmon
mOaVWY avemBUUNTWY EVEPVEIWV UTTOPEI VO aTTaiTel TIpoowpIvA SlakomA 1 peiwaon g 66ong Tng Bepareiag ue kaBolaviiviBn (BA. Mapdypago 4.2): Te
VEQPOKUTTAPIKO KOPKIVWHA LETE OTTO TTPONYOUKEVN OTOXEUNEVN BepaTreia pe ayyeiakd evdoBnAiokd augnTikd Tapdayovta (VEGF), peioeig Kal SIOKOTTEG TNG
860nG Adyw piag avemBUpnTNG evépyeiag (AE) ouvéBnoav oto 59,8% kai 70%, avtioTolxa, Twv aoBevwv Trou éhaBav kaBolavTiviBn otn Bacikr) KAIVIK SOKIUR
(METEOR). AUo peiwoeig Tng docoloyiag xpeidadbnkav ato 19,3% Twv aoBeviv. O SIGPESOg XPOVOg £wg TNV TIPWTN pEiwaon Tng docoAoyiag ATav 55 nuépeg,
Kal éwg TV TIPWTN SIaKOTTr) Soc0AoYiag ATaV 38 NUEPES. Z€ VEPPOKUTTAPIKO KAPKIVWHA XWpIg TTponyoUdevn Beparreia, PEIOEIG dOoNG Kal SIAKOTTEG TNG dOoNG
TrapatnEnBnKav a1o 46% kai 73%, avtioTolxa, Twv acBevwv TTou éAaBav kaBodavTiviBn aTnv kAvikr) dokiur) (CABOSUN). Orav n kaBodavriviBn xopnyeitai oe
ouvdUaauo e VIBOAOUNGUTTN O€ TTPWTNG-YPaUHAS TTOOXWPNIEVO VEQPOKUTTAPIKO KapKivwua, PEiwan TG d6ong r dlakoTr Tng d6ong TG kaBolavTiviBng Adyw
AE ouvéBn og 54,1% kai 73,4% twv acBevwv aTny KAvikr dokipf (CA2099ER). AtrarmiBnkav dUo eI TNG d6ong o1o 9,4% Twv aoBevwv. O PEcog xpovog
£WG TNV TTPWTN pEiwon TG ddong Atav 106 NUEPES Kal WG TV TIPWTNJBICKOTTT TNG 360NG ATAV 68 NUEPES. ZTO NTTATOKUTTAPIKG KAPKIVWHA HETA aTTE TTpONyoUHEvn
OUOTNUIKA Bepatreia, oI PEILOEIG TNG dOONG Kal o1 DIaKOTTEG dOONG ouvéRnoav o1o 62% Kkai 84%, avtioTolxa, Twy acBevwy TTou éAafav KaBolavTiviBn otnv
kAvikry dokipfy (CELESTIAL). AGo peiwoelg d6oewv amraitiOnkav oT1o 33% Twy acBevwyv. O SIGUEcog XpOvog WEXPI T Weiwon TN TTPWTNG déong rtav 38
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NUEPES Kal PEXPI TNV SIOKOTTT TNG TIPWTN d60NG ATV 28 NUEPES. ZUVIOTATAI OTEVATEPN TIAPAKOAOUONON Ot GOBEVEIG e ATTIA ) PETPIC NTTATIKT) SUCAEITOUpYia.
Hmatotogikétnta. Mn @uaoioAoyIkEG TIUEG OTIG €EETACEIG TNG NTTATIKAG AgIoupyiag (algnon tng apivotpavogepdong Tng aAavivng [ALT], TN aoTrapTiKig
apivotrpavo@epdang [AST] kai TG xoAepuBpivng) Trapatnperidnkav ouyvd ot aoBeveig Tou éAaBav Beparreia pe kaBodavTiviBn. Zuviotatal n die§aywyn
egeTaoewv nTmamikAg Aeimoupyiag (ALT, AST kai xoAepuBpivng) Tipiv atd Tnv évapén Tng Beparreiag pe kaBolavTiviBn kal n TTPOCEKTIKNA TTapakoAoUBnan Katd T
Siapkeia TG Beparreiog. MNa aoBeveig pe eMOEVWON TwWV EGETATEWY TNG NTTATIKAG AgIToupyiag Trou BswpouvTal OXeTIZOPEVES e T BeparTeia pe kaBodavTiviBn
(6nA. étTou dev eival ePPavig Kapia eVaAAaKTIKR aitia), Ba TTpéTTel va akoAouBoUvTal ol cupBouAég TpotToTroinong Tng ddong otov Mivaka 1 (BA. TTapdypapo
4.2). Otav n kaodaviviBn xopnysital og cuvduaopé pe VIBOAOUPAUTTN, £xouv avapepBei ouxvoTepa Babuou 3 kai 4 augrioeig ALT kai AST og oxéon pe T
HovoBeparreia pe kaBoldavTiviBn oe aoBeveig pe rpoxwpnuévo RCC (BA. Mapdypago 4.8). Ta nraTikd évquua TTPETTEl va TTapakoAouBouvTal TTpIV aTré Thv
€vapgn kai TrepIodika katd T didpkeia NG Bepatreiag. Mpémel va akoAouBoUvTal or 0dnyieg 1aTPIKAG diaxeipiong Kai yia Ta duo gdppaka (BA. Mapdaypago 4.2
kal avatpégte atnv MXMM yia T viBoAoupduTn). H kaBodavtiviBn ammoBaAAeTal Kupiwg PEoW TNG NTTATIKAG 0d0U. ZUVICTATAI OTEVATEPN TTapakoAoUdnan g
OUVOAIKNG aoPAaAelng oe aoBeveig pe ATTIaNA PETPIa NTTATIKF SuoAeiToupyia (BAETTe ettiong Trapdypago 4.2 kai 5.2). Mia upnASTepn OXETIK avaloyia acBevwy
pe pérpia nmramikr) duoAeitoupyia (Child-Pugh B) epgdvioe nmamikr eykepahotiéBeia pe Tn Bepareia pe kaBolavmiviBn. To CABOMETYX dev ouvioTdral yia
Xpron oe aoBeveig pe ooPapn nratikr ducAeiroupyia (Child-Pugh C,BA. Mapdypago 4.2). Hratikr eyke@alomddeia. ¥t peAétn HCC (CELESTIAL), n nmaTikr
EYKEPANOTTABEID AVOPEPBNKE CUXVOTEPQ OTNV OUAda KABodavTIVIBNG aTTd auTr Tou EIKOVIKOU Papuakou. H kaBodavTiviBn £xel CUOXETIOTET pE Bidppola, EUETO,
Helwpévn Opegn Kai dlatapaxég nAekTpoAuTwy. Xe aobeveig pe HCC pe emnpeacpévn NTTATIKA AEIToupyia, auTéG oI Pn NTTATIKEG ETMIOPACEIG PTTOPET va gival
TIAPAYOVTEG ETTIOTIEUONG Yia TNV €EENIEN TG NTTaTIKG eykepatotrdBelag. O aobeveig TTPETTE Vo TIAPAKOAOUBOUVTAI VIO ONEIC KOl CUPTITWHOTA NTTATIKAG
eykepalomadeiag. Ailarproeig kKai oupiyyia. oBapég 'E diatprioeig kai oupiyyia, HEPIKEG POpPES e polpaia kBaan, £xouv TrapatnenBei e Tnv kaBodavTivipn.
O1 aoBeveig TTou €xouv PAEyHOVWON VOOO Tou EVTEPOU (TT.X. VOO Tou Crohn, eAkwdn KOAITISa, TEPITOVITION, EKKOATIWHATITIdA 1 oKwAnkoeidiTda), Exouv
51Rénon Tou dykou oTn 'E 036 | TTapoucIAdouv ETTITTAOKEG aTTé TTPONYOUHEVN XEIPOUPYIKT ETTEUBOCT TOU YAOTPEVTEPIKOU OUCTANATOG (I81aiTEpa OTAV OXETICETAI
He kaBuoTepnpévn ) ateAr] eTToUAwaON) Ba TTPETTEN var agloAoynBoUV TIPOTEKTIKA TTPIV apxioouv Tn Bepatreia Pe KaBolavTiviBn Kal, oTn ouvéxeia, Ba TTPETTel va
TrapakoAouBoUVTal GTEVE YIa CUPTITWHOTA SIATPAOEWY KAl CUPIYYiWV, CUPTTEPIAAUBAVOUEVWY TWV aTTooTNHATWY Kal TN oryyn. ETripovn r emmavepgavi{opevn
Siappoia oTn didpKela TNG BepaTTeiag UTTOPET va gival TTap&yovTag KIvOUVOU yia TN avaTITugn TTpwkTikoU ouplyyiou. H kaBolavTiviBn TrpéTTel va SIOKOTITETaI OF
a0BeVEiG TToU gppavifouv dIGTPNAT TOU YAOTPEVTEPIKOU GUOTAKATOG 1 GUPIYYIO TTOU DV PTTOPET VO QVTIMETWTTIOTET ETTAPKWG. [aoTpevepikég (FE) datapay£g.
H didppola, n vauTia/EPETOG, N HEIWPEVN OPEEN KAl N OTOUATITION/GTOPATIKO GAYOG ATAV PEPIKEG ATTO TA TTIO CUXVA QVAQEPBEVTA CUHBAVTA TOU YOO TPEVTEPIKOU
(BA. TTapdaypago 4.8). Aean 1aTpIKr Slaxeipion, CUPTIEPIAAUBAVOUEVNG TNG UTTOOTNPIKTIKAG PPOVTIONG HE QVTIEPETIKA, avTISIapPOiKG A avTiogiva, TTRETTE! va
£QapUOCBEi yia TNV TIPOANYN TG aQUIATWONG, TWV SIATAPAXWY TWV NAEKTPOAUTWV Kal TNG atrwAelag Bapoug. H Siakotm 1) peiwon Tng d6ong, i N HOVIUN
SlaKoT TNG Xoprynong kapodavtiviBng Ba Trpémel va AauBaveral uTTOWn o€ TIEPITTTWON ETTIMOVWY 1| ETTAVOAGHBAVOUEVWY CNHOVTIKWY YAOTPEVTEPIKWY
avemBuunTwy evepyeiwv (BA. Mivaka 1). OpouBoeuBoAikd oupBdavia. Me v kapodavTiviBn, éxouv TrapatnenBei cupBdvia @AeRIKAG BpopBoguBoAng,
oupTTEPIAAUBaVOpEVWY GUUBAVTWY TTVEUHOVIKAG €UPBOAAG Kol apTnpiakrg BpouBoepBoAng HePIKEG @opég Bavatngopa. H kapolaviiviBn tpémer va
XPNOIKOTTOIEITaI E TIPOOOXT O€ AOBEVEIG TTOU TTAPOUCIAJOUV KiVOUVO 1 TIOU £X0UV IOTOPIKO QUTWV TwV eVEPYEIWV. TN peAéTn HCC (CELESTIAL), rapatnprinke
TruAaiar @AEBIKr) BpopBwan pe kaBolavTiviBn, oupTrepiAapBavopévou evog Bavarngopou cupBavtog. AaBeveig e I0TOPIKG TTUAAIOG GAEBIKG SINONONG @avnke
va SlaTPEXOUV PEYaAUTEPO KivOuvo avarTuéng TTuAaiag @AeBIkng BpdpBwong.H kapolavTiviBn Ba Tpétel va SiakoTei o€ aoBeveig TTou avarmTiooouv o0&l
£ppaypa Tou puokapdiou 1y otroladrrote GAAN KAIVIKG onuavTikr BpopBoguBoAikr etiTTAokr. Aioppayia. Me v kaBolavtiviBn €xel TTapatnendei copapr
aipoppayia HepIkEG popég Bavarngdpa. Or acBeveig TTou £xouv I0TopIkS coBapnig alpoppayiag TTpIv atré Ty évapén Tng Bepartreiag Ba TpéTrel va agioAoyouvTal
TIPOCEKTIKG TTPIV aTrd TNV €vapgn Tng Beparreiag pe kaBodavtivipn. H kaBolavriviBn dev TrpéTrel va xopnynBei oe aoBeveig TTou £xouv 1 SiaTpEXouV Kivouvo yia
ooBapr] aigoppayia. X1 pehétn HCC (CELESTIAL), avagépBnkav Bavarngodpa aigoppayikd cupBavia ae upnAdtepn ouyxvoTtnta Pe kaodavTiviBn améd 1o
€IKOVIKO @dpuako. Or TrapdyovTeg KivoUvou TrpodidBeang yia cofapr) aigoppayia aTov TTANBuoud pe TTpoxwpnuévo HCC ptopei va TrepihapBavouy Ty
SIRBnon amd Tov OYKO TwV KUPIWV AIHOPAPWY QYYEIWY Kal TNV TIApoudiar UTTOKEINEVNG KIPPWONG TOU ATTIATOG TIOU €XEl WG OTTOTEAECUA Tn dnuioupyia
0100QayIKWYV KIPOWV, TTUAaiag utrépraong kai OpopBotreviag. H peAétn CELESTIAL atrékAgioe aoBeVEiG pe TaUTOXPOVN QVTITTNKTIKA aywyr A avTIaIJOTTETAAIAKOUG
TrapdyovTeg. AaBeveig TTou dev AduBavayv Bepatreia iy ue AT Beparreia, yia kipooUg pe aipoppayia A he uywnAd kivduvo alpoppayiag egaipédnkav emmiong oo
TN HEAETN auTr]. H peAétn T kaBolavTiviBng o€ ouvduaouo pe T viBoAoupduTrn o€ mpoxwpenuévo RCC pwtng ypapprg (CA2099ER) atrékAeioe aoBeveig pe
QVTITINKTIKG O€ BepaTTEUTIKEG DOOEIS. AvEupUopaTa Kal apTnpIakoi dlaxwplouoi. H xprion avactoréwv Tng VEGF 0800 ot aoBeveig Pe A Xwpig UTTEPTAoN PTTopei
Va TTPOdyEl TOV OXNHOTIONO OVEUPUSHATWY 1 / Kal apTNPIaKWY Siaxwpiopwy. O Kivouvog autog TTPETTEl va AdUBAVETAI TIPOTEKTIKG UTTOWN TTPIV OTTO TNV évapén
NG Bepareiag pe kaBolavTiviBn oe aoBeveig TTOU TTAPOUCIAJoUV TTaPAYOVTEG KIVOUVOU OTTwG UTTEPTAON A I0TOPIKG aveupUopaTog. OpouBorrevia. 2Trn PeAETN
HCC (CELESTIAL), avagépbnke BpopBotevia Kal pelwpéva aigotreTdAia. Ta eTTireda aipotreTaliwy TTPETTEN va TTapakoAouBouvTal Katd Tn SIdpKeia TNG
Bepareiag e KaBolavTiviBn Kai n d6on va TpoTroTroleital avahoya e T goBapdtnta Tng BpopBorreviag (BA. Mivaka 1). EmirAokég Tpauudtwy. Me Tnv
kaBodavTiviBn €xouv TrapatnpnBei emTTAOKEG Tpaupdtwy. H Bepatreia pe kaBolavmiviBn Ba TpéTTel va dIKOTTE TOUAAXIOTOV 28 nUEPEG TTPIV aTré TNV
TIPOYPOPMATIOUEVN  XEIPOUPYIKA ETTEPROON, CUMTIEPIAGUBAVOUEVNG TNG ODOVTIOTPIKAG XEIPOUPYIKAG ETTEURAONG 1 TWV ETEURATIKWY  ODOVTIOTPIKWV
TrapePPAaoewy, eav gival Suvatd. H ammoépaan va cuvexioTei n Bepatreia pe kaBolavTiviBn PETa Tn Xeipoupyikn eTTEPRacn Ba TIPETTEl va BacioTel 0TV KAIVIKH
KpIon yia TV €TTOPKI ETTOUAWON Tou TpaUpaTog. H kaBodavTiviBn Ba TTpETTel va DIAKOTTEl 08 A0BEVEIG e ETTITTAOKEG ETTOUAWONG TPAUHATOG TTOU ATTAITOUV IATPIKM
TrapépBaon. Yrépraon. Me Tnv kaBolavTivin éxel TrapatnpnBei utrépracn. H aptnpiakr Trieon TrpETTel va eAEyXeTal KaAd TTpIv aTrd Ty évapén TG kaBodavTiviBng.
Kard n didpkeia TG Bepareiag pe kaBolavTiviBn dAol of aoBeveig Ba TTPETTel va TTapakoAouBoUVTal VIO UTIEPTAOT KOl VO QVTIMETWTTI(OVTAI, OTTWG ATTaTETA, JE
TUTTIKA QVTIUTTEPTACIKY BepaTreia. ZTnv TTEPITITWON £UPOVNG UTTEPTAONG TIAPOTI YIVETAI XPrON QVTIUTTEPTATIKWY, N 860N kaBolavTiviBng Ba TpéTTel va PeIwBE.
H kaBodavTiviBn Ba TpéTrel va SiakoTTei edv n uTIéPTaOoN €ival coBapn Kal ETTiHOVN TTApd TNV avTIUTIEPTAOIKN BgpaTTeial kal TN peiwon 66ong TG kaBodavTiviBng.
2€ TTEPITITWON UTTEPTAOIKAG Kpiong, n kaBodavTiviBn Tpétrel va diakoTei. OaTeovékpwan. ‘Exouv apatnpnBei TTepIoTaTIKE 00TEOVEKPWONG TNG yvaBou (ONI)
pe TV kaBolavTiviBn. Oa TrpéTrel va diegaxBei oTopaTkh eE€Taon TrpIv ammd TNV évapén Tng KaBolavTiviBng kai Treplodikda kard Tn didpkeia TG BepaTreiag pe
kapodavTiviBn. O1 aoBeveig Ba TPETTEl va evnuePwBOUY 600V aPopd TIG TTPOKTIKEG OTOPATIKAG UYIEIVAG. H BepaTeia pe kaBolavTiviBn Ba TTpETTel va avaoTaAel
TOUAAKIOTOV 28 NUEPES TTPIV ATTO TNV TTPOYPAUUOTIOUEVN ODOVTIOTPIKN XEIPOUPYIKK ETTEPROON 1 TIG ETTEURATIKEG ODOVTIATPIKEG TTAPEPRAOEIG, €AV gival duvaTo.
ATmaiteital Trpoooxr| o€ aobeveig Trou AapBavouv @dppaka Tou oxetiovtal pe v ONT, 61Twg Sipwopovika. H kaBolavTiviBn Ba rpéTel va dIakOTITETaI O€
aoBeveig TTou epgavidouv ONI. Zuvdpopo epuBpoducaiobnaiag TTaAapwy-TreApdTwy. Me Tnv kaBolavTiviBn éxel TTapatnpnBei cuvdpopo epubpoducalcdnaiag
TraAapwv-TreApdTwy (PPES). Otav To PPES eival coBapd, Ba Trpétrel va AngBei utrdwn n diakoTrr Tng Beparreiag pe kaBodavTiviBn. Mpémel va yivel ava évapgn
NG kapolavtiviBng pe xapnAdtepn déon 6tav To PPES emAuBei oe Babuod 1. Mpwreivoupia. Me Tnv kapodavTiviBn éxel TapartnenBei pwreivoupia. H pwreivn
oUpwv Ba TTPETTEl va TrapakoAouBeiTal TakTIKG kaTd Tn Beparreia pe kaBodavTiviBn. H kaBodavtiviBn Ba TrpéTrel va SlakoTTei o€ aoBeveig TTOU avaTITUoCoOUV
VEQPWOIKG aUvSpopo. ZUvOpopo otrioBiag avaoTpéwiung eykepahomddeiag. ‘Exer TTapatnpnei olvdpopo otrioBiag avaoTpéwiung eykepahomddeiag (PRES)
pe TNV kaBodavTiviBn. Auté To oUVOPOUO Ba TTPETTEN Vo £GETAETaI O KABE aoBevr) TTOU UPAVIZEl TIOAMATTAG CUUTITWHATA, OTTWG OTTAOHOUG, TTOVOKEPEAOUG,
OTITIKEG dlaTapay£g, alyxuan f aAloiwpévn vonTikr Aeiroupyia. H Beparreia pe kaBolavTiviBn Ba mpétrel va diakdtretal o€ aoBeveig pe PRES. Emurikuvon Tou
Siaotiuarog QT. H kaBolavmiviBn Ba TTPETTEl va XPNOIWOTIOIEITAl E TTPOCOXK Ot AOBEVEIG pe I0TOoPIKG Trapdracng Tou dlaoTripatog QT, o€ aobeveig TTou
AapBavouv avTioppubuIkd, i o€ aoBeveig Pe OXETIKY TTpoUTIApXouca Kapdiakr) véoo, Bpadukapdia, fi diatapaxés NAekTpoAuTwy. OTav XpnoIuoTTolEiTal n
kaBodavTiviBn, Ba TpéTrel va egetaletal n TEPIOdIK TTapakoAouBnon katd Tn didpkeia TG Bepatreiag Tou HKI kal Twv NAekTPOAUTWY (aoR€0TIO, KGAIO Kal
Hayvrioio opou). AucAsitoupyia Tou Bupeoeidoug. ZuvioTaTal BACIKr EpYaOTNPIOKr HETEPNON TNG AEIToupyiag Tou Bupeoeidoug oe GAoUg Toug aoBeveis. AaBeveig
HE TTPOUTTIAPXOV UTTOBUPEOEIDIONO 1) UTTEPBUPEOEIBIONS Ba TTPETTEN VO QVTILETWTTICOVTAI CUPQWVA PE TN GUVABN I0TPIKY TIPOKTIKY TIPIV OTTd TV €vapén Tng
Bepatreiag pe kapodavTiviBn. OAol o aoBeveig TIPETTEN va TTapakoAouBoUvTal OTEVA YIa ONPEIA KAl CUPTITWHGOTA BUCAEITOUpYiag Tou Bupeoeidols Kard Tn
didpkeia TG Beparreiag e kaBolavTiviBn. H Aeimoupyia Tou Bupeoeidous Ba Trpémel va TrapakoAouBeital Trepiodika Ka' 0An T didipkeia TNG BepaTeiag e
kaBoZavnviBn. O1 aoBeveig TTou avamTiooouv SUCAEITOUpYia TOU BUPEOEIBOUG Bar TIPETTE VA QVTIMETWTTI(OVTAI GUPQWVA HE TN ouvABN IGTPIKNA TTPOKTIK. Mn
QUOIOAOVIKEG TIUEG BIOXNUIKWY €pyaoTnpiakwy eEeTdoewy. H KaBolavTiviBn €xel OUOXETIOTE e auénuévn ouXVOTNTA EUQPAVIONG HN QUOIOAOYIKWY TIHWY
NAEKTPOAUTWY (CUNTTEPIAGHBAVOPEVNG TNG UTTO- KAl TNG UTTEPKAAICIYIOG, TNG UTTOHaYVNOIAIWIag, TNG UTTAORECTIAIMIOG, TNG UTTOVOTPIAIYIAG). ZuvioTaTal n
TrapakoAoUBnaon Twv BIOXNUIKWY TTAPAPETPWY KaTd Tn dIGpKeia TNG BepaTreiag pe kaBolavmiviBn kai n eicaywyr] KatdAANANG BepaTreiag avTikatdoTaong
oUPQWVa PE TNV KaBIEpwEVN KAIVIKF) TIPaKTIK, €dv arraiteital. MepITITWOEIG NTTATIKAG eykepaoTiébeiag o aobeveig e HCC pmopei va amodoBolv ot
avaTTTUEN NAEKTPOAUTIKWY dlaTapaxwy. H dIakoTA 1 n peiwon g ddéong fi n opIoTIKA dIOKOTA TNG Xoprynong kapodavTiviBng Ba Trpétrel va eEeTAETaI O
TIEPITITWON ETTIHOVWY A eTTavaAapBavopevwy onpavTikwy diatapaywy (BA. Mivaka 1). ETraywyeig kai avaoToAeic CYP3A4. H kaBodavmiviBn gival uréoTpwpa
CYP3A4. H auyxopriynon kapolavTiviBng pe Tov ioxupd avactohéa CYP3A4, Ty keTokovaddAn, eixe wg ammotéAeopa pia augnon Tng ékBeong kaBolavTiviBng
010 TTAAoHa. ATTQITEITOI TIPOOOXT KaTd TN Xopriynon KaBolavTiviBng pe @apupaka tou gival Ioxupoi avaoToAeic CYP3A4. H ouyyxopriynon kaBolavTiving pe tov
1oxupd emmaywyéa CYP3A4, T pipauTTikivn, €iXe wg ammoTéAeopa pia peiwon g €kBeang kaBolavTiviBng oTo TTAGOHA. ZUVETTWG, TTPETTEI VO ATTOPEUXOET N
XPOvia Xoprynon Twv Qapudakwy Trou gival ioxupoi emraywyeig CYP3A4 pe Tnv kaBodavTivin (BA. Trapaypdagpoug 4.2 kai 4.5). YrooTpwuaTa P-yAukopwreivng.
H kaBodavTiviBn fArav évag avaoToAéag (IC,; = 7,0 uM), aAAd Ox1 UTTOOTPWHA, TwV SPACTNPIOTATWY WETAPoPds P-yAukotmpwreivng (P-gp) o€ BIkateuBuvTikd
ouoTnua TTpoadiopiopol XpnoilpoTrolwvTag KutTTapa MDCK-MDR1. Zuverwg n kaBodavTiviBn PTropei va €xel TNV IKavOTNTa va auEAVEl TIG CUYKEVTPWOEIG
OUYXOPNYOUHEVWY UTTOOTPWHATWY P-gp oto TAdopa. Or aobeveig Ba Trpémel va TpoeidotroinBolv 6oov agopd TN Afyn utrooTpwuaTtog P-gp (TT.X.
peCopevadivn, alioKIpévn, auTpioevTavn, eTe§IAIKY daiyartpdavn, diyogivn, KoAXIKivn, papaBipdkn, TTooakovadoAn, pavoladivn, cagayAirrTivn, oimayAimTivn,
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TaAIVOAOAN, TOABATTTAVN) evid AapBavouv kaBolavTiviBn (BA. rapdypago 4.5). AvaoTtoieic MRP2. H xopriynon avacTtoAéwv MRP2 ptropei va odnyfoel o€
QAUENOEIG TWV CUYKEVTPWOEWY TG KaBolavTiviBng oto TAdopa. Emopévwg, n Tautdxpovn xpron avactodéwv MRP2 (Tr.x. kukAooTtopivn, epaBipévin,
epTpIoITaivn) Ba TTPETTel va TTpooeyyideTal Pe TTpoooxr (BA. Trapdypago 4.5). Mpogidomolnoeig oy oxeTi{ovial e £kdox0. ATBEVEIG Je OTTGVIA KANPOVOUIKG
TrpoBAfuara duoavegiag otn yahakToln, pe Lapp averrdpkeia Aaktdong A He duoatroppd@nan YAUKOZNG-yaAaKTOdNG dev TTPETTEI va TIAPOUV QUTO TO PAPHOKO.
4.8 AvemBupunTeg evépyeieg. KaBolavriviBn wg povoBeparreia. MNepiAnwn Tou TrPo@iA ac@dAeiag. O1 0 GUXVEG OOBAPEG QVETTIOUUNTEG EVEPYEIEG OTOV
TTANBuopéd RCC (21% ouxvotnTa) gival 1o koIAlakd GAyog, n didppola, n vauTia, n utréptaon, n eJBOAr, n UTTOVATPICIYIC, N TIVEULOVIK €UPBOAR, 0 EUETOG, N
apudATWON, N KOTTWON, N £6a0BEvIon, N HEIWPEVN OPEEN, N ev Tw BABE! PAePIKr) BpduBwan, n {&An, n uTopayvnoiaidia kal To cUvOpouo epubpoducalodnaiag
TIAAAPWV-TTEAUGTWY (PPES). OI M0 GUXVEG avemBUUNTES EVEPYEIEG OTTOINOSATIOTE GUXVOTNTAG (TTOU eppavifovial o€ TOUAAXIoToV 25% Twv aoBeviv) oTov
TTAnBuopd RCC mrepiddpBavav didppoia, KOTTwaon, vauTia, peiwpévn 6petn, PPES, utréptaon, peiwpévo Bapog, EueTo, duoyeuaia, SUOKOINIGTNTA Kal augnuévn
AST. Ymépraon mapatnprénke o ouxvé otov mAnBuopd pe RCC xwpig Trponyoupevn Beparreia (67%) oe olykpion pe aocBeveig pe RCC petd amd
TIponyoUpevn oToxeupévn Bspatreia pe VEGF (37%). O1 o ouxvég ooapég avenBuunTeg evépyeleg otov TTANBuopé Tou HCC (2 1% ouyvéTtnTa) sival n
nTaTikr eykepalotrdBela, n e§acbévion, n kémwan, 1o PPES, n idppoia, n utrovartpiaipia, o £UETOG, To KoIAlakd GAyog kai n Bpoppotrevia. O o ouyvég
aveTTIBUUNTEG avTISPATEIG OTTOIOUSHTIOTE BaBpOU (TToU TTapouCIGaTNKay Ot TOUAdXIoTOV 25% Twv acBevwv) otov TAnBuopé HCC mepiAduBavav didippoia,
Heiwpévn 6pegn, PPES, KOTTWon, vauTia UTrETaon Kai €UeTo. AvEmBUUNTES EVEPYEIEG OF POPQN Trivakd. O1 aveTTIBUUNTEG EVEPYEIEG TIOU AVAYVWPIOTNKAV OF
KAWVIKEG PEAETEG pe KaBolavTiviBn wg povoBeparreia i avagépbnkav pe TN xprion kapolavtiviBng PETE TNV KukAogopia Tng avagépovtal oTov [Mivaka 2,
OUHQWVA PE TNV KATNYOPIo Opyavou GUCTAHATOS Kal TN ouxvotnta katd MedDRA. Or auxvétnteg Baaifovial oe GAoug Toug Babpoug kai opilovTal wg €EAG:
TIOAU OUXVEG (21/10), ouxvEg (21/100 éwg <1/10) Ox1 auxvEg (21/1.000 éwg <1/100), pn yvwoTEG (v UTTOPOUV va ekTINBoUV We Bdon Ta diabéoiua dedopéva).
Ev1ég k@Be katnyopiag ouxvotnTtag eugAaviong, ol avemBuunTeg evépyeleg TrapaTiBevial katd @Bivouca oeipd oofapdtntag. Mivakag 2: AverriBuunTeg
evépyeleg pappdkou (ADRs) Trou £xouv avagepBei o€ KAIVIKEG PEAETEG 1} OE XPHON PETA TNV KUKAOo@opia ot aoBeveig Trou AduBavav Bsparreia pe
kaBolavTiviBn wg povoBeparreio. NAOIMWEEIG KAl TTOPACITWOEIG. ZUXVEG: aTTOOTNHA. AIOTAPAXEG TOU AIYOTIOINTIKOU Kal Tou Aep@ikoU ouaTripatog: MoAd
ouxvég: avaipia, BpouBotrevic®. Zuxvég: oudeTePOTTEVIOR, Aeu@oTTevia®. AloTapaxég Tou evOOKpIVIKoU ouoTpaTog. MoAU ouxvég: uTToBUPEOEIDIoUOC.
Alatapayég Tou peTaBoAiopou kai NG Bpéwng. MoAU cuyvég: pelwpévn Opegn, utropayvnaiaidia®, utrokaAiaidia®, uTToaABoupIvaidia®. ZUXVESG: apudaTwar,
UTTOQWO@ATAINIa®, UTTovVaTPIaIpia,®, utracBeoTiaipia®, utrepkaAiaipias, utTepxoAepuBpivaipio®, utrepyAukaidio®, utroyAukaipio®. Aiatapaxég Tou VeupikoU
ouoTrparog. MoAu ouyvég: duoyeuoia, kepahahyia, JaAn. ZUXVEG: TTEPIPEPIKT VEUPOTIABEID (CUPTIEPIAAUBAVONEVNG TNG AICONTIKAG). OXI CUXVEG: OTIAOHOL.
Mn yvwoTég: ayyelakd eykepaliké eTeioddio. Alatapay€g Tou wrdg kai Tou AaupivBou. Zuyvég: epBoés. Kapdiakég diatapayég. Mn yvwoTég: éuppaypa
Huokapdiou. Ayyelakég diatapaxés. MoAU cuyvég: utépTacn®, aidoppayia®. Zuxvég: ev Tw BABel GABIK BpouBwon, GAEBIK BpouRwon, aptnpiokr
BpdpBwan. Mn yvwoTég: aveupUopaTa Kal apTnpEIakoi SiaxwpIopoi. AIGTapaxég ToU avVATTIVEUCTIKOU CUGTANGTOG, TOU BWPaKa Kal Tou hecoBwpdkiou. MoAd
OUYVEG: duopuvia, duoTrvola, Brxag. ZuxvEg: TIVEUHOVIKR eUBOAN. Alatapaxég Tou yaoTpevtepikoU. MoAU ouyvég: didppoia*, vautia, éueTog, oTopatimda,
BSuoKoINIGTNTA, KOINOKG GAyog?, duoTrewia, GAyog Gvw KOIANIGG. ZUXVEG: YaOTPEVTEPIKN DIATPNON*, GUPIYYIO*, YOOTPOOICOPAYIKK TIAAIVOPOUNOT, QINOPPOIDES
oTopaTKG GAyog, EnpooTopia, duogayia, yAwoooduvia. ‘OXI GuxVvEG: TTayKPEQTITION. AlOTAPOXEG TOU ATTOTOG KOl TWV XOAN@Opwv. ZUXVEG: NTTATIKA
€YKEPAAOTIABEIR™. XoAooTaTikh NTTaTitida. AlaTapaxég Tou dépuaTog Kal Tou utroddpiou 1oToU. MoAU cuyvég: ouvdpopo epubpoducaioBnaiag TTaAAUWV-
TeApdTwy (PPES), €€avBnua. Zuxvég: kvnopdg, aAwTrekia, Enpodeppia, depuatimida uTtd Pop@r) aKUg, GAAAYR XPWHATOG WOANWY, UTTEPKEPETWON.
AiaTapayég Tou HUOOKEAETIKOU OUCTHAHOTOG Kal Tou GuvdeTIKOU 10ToU. MoAU ouyvég: TTOvog oTa dkpa. ZUXVEG: UUIKOi oTracpoi, apBpalyia. Ox1 ocuyvég:
OOTEOVEKPWON TNG YVABoU. AITAPOXEG TWV VEPPWY Kal TWV OUPOPOPWY 0dWV. ZUXVEG: TTpwreivoupia. MEVIKEG DIATapaxEG Kal KATAOTACEIG TNG 0d0U
xopAynong. MoAU cuyvég: kOTTWaN, PAEyHOVH Twv BAEvvoydvwy, e6aaBivion, Trepipepikd oidnua. MapakAivikég eeTdoeig?. MoAU ouyvég: peiwpévo Bapog,
augnuéva ALT opoU, augnuévn AST. Zuxvég: ALP opou augnuévn, augnuévn GGT, augnuévn kpeativivn aipatog , augnuévn apuAdon, augnuévn Aimrdon ,
augnuévn xoAnoTepOAn aipatoge, augnuéva TpiyAukepidia aipaTog®. Kakwaoelg, SnANTNPIACEIG Kal ETTITTAOKEG BEPATTEUTIKWV XEIPIOPWY. OXI GUXVEG: ETTITTAOKES
TpaupaTog®. *BAETTe evatnTa 4.8 Meplypapr] Twv ETMAEYUEVWV QVETTIBUUNTWY EVEPYEIWV VIO TIEQAITEPW XAPAKTNPIOUG. O akdAouBol dpol £X0UV CUVBUAOTEI,
TIPOKEIUEVOU VO TTPOKUWEI N KATAAANAN KaTnyopIoTroinan ouxvotntag: @ MelwpEveg aIUATONOYIKEG TTOPGUETPOI: AEUPOTTEVIO KOl HEIWHEVOG OapIBPOG
Aep@okuTtdpwy. OudeTepoTrevia Kal HEIWPEVOS apIBPOG OUdETEPOPIAWY. OpopBoTTevia Kal PEIWHEVOG apIBUOG aipoTTETaAiWY. ° MewPEVES BIOXNUIKES
TrapapeTpol: YmoaABoupivaidia kai Peiwpévn aABoupivn aigatog. YTraoBeoTiaidia kal PElwpévo aoBEOTIO aipaTog. YTToyAukaipia kal Heiwpévn YAUKOZN aipaTog.
YTrokaAiaupia kal HEIWPEVO KAAIO ailaTog. YTTOpayvNoIaIYio KOl MEIWHEVO PaYVATIO QipaTog. YTTOVATPIAIYIO KOl MEIWHEVO VATPIO QiPaTog. YTTOQWOQaTaIWio KOl
HEIWPEVOG PUITPOPOG aipaTog. © Augnuéveg BIoXnUIKEG TTapdapeTpol: Augnuévn XoAnoTePOAN aipatog Kai utrepxoAnaTepoAaipia. YTrepxoAepuBpivaipia kai
augnuévn xoAepuBpivn aiparog. YrepyAukaipia Kai augnuévn yAukddn aipatog. YmoBupeoeidIoHog Kal augnuévn opuovn diéyepong Tou Bupoeidoug aTo aiua.
Ymepkahiaupia Kar augnuévo KaAio aipatog. Augnuéva tpiyAukepidia kar YTreptpiyAukepidaipia, ¢ Kolhiakd GAyog, kolAiakr) duog@opia, KOINakd GAyog oTnv Gvw
KoIAiat Kal KOINIAKG GAYOG 0TV KATW KolAia. © YTTépTacn Kal augnuévn aptnpiakn Trieon. ‘Alatapaypévn eouAwan Kal ETITTAOKI 0To onpeio Topng. H kaBodavrivifn
g oUVOUAOUO e VIBOAOUKGUTIN O TTPWTNG-ypauung mpoxwpenuévo RCC. MepiAnwn Tou TpoiA acgaldeiag. Otav n kaBolavTiviBn xopnysital o cuvduaouo
He viBohoupapTm, avatpégte atnv MXIM TG viBoAoupduTng TpIv até v évapén Tng Beparreiag. Ma TePIOTOTEPEG TTANPOPOPIEG OXETIKA HE TO TTPOPIA
AoPAAEIOG TNG HovoBepaTTEiag PE VIBOAOUMAUTTN, avaTpégte aTnv MXM g viBoAoupduTing. 1o oUvolo dedopévwy TG kaBolavTiviBng 40 mg pia gopd TV
nuépa o€ ouvduaouod pe viBoAoupduTtm 240 mg kdBe dUo eBdopcdeg oto RCC (n =320), e eAGXIOTN TTEPiOSO TTapakoAoUBnong 16unvwy, ol o CUXVEG
ooBapég aveTTiBupNTEG evEPYeIES (= 1% emiTTwon) ATav didppola, TVeupoviTda, TIVEUHOVIKA UBOAN, TTVEUHOvia, uTTovaTpiaiyia, TTUPESia, aveTTapKEIa TwY
EMVEPPIdIWY, EUETOG, apuddtwon. O1 o CUXVEG avemBUUNTEG eVEPYElES (= 25%) Atav didppola, KOTTwon, cUvdpopo epubpoducalodnaiag TTOAAUWY-
TIEAPATWY, OTOHATITION, MUOOCKEAETIKOG TTOVOG, uTépTacn, e¢avBnua, utroBupeoeldiopds, Weiwan 6pegng, vauTia, Koliakd aAyog. H TAeiovétnTa Twv
QVETBUUNTWY EVEPYEIV ATAV ATTIEG WG PETPIEG (BaBudg 1 A 2). Nivakag avemBUuNTwy evepyelwv. O aveTiBUPNTEG EVEPYEIEG TTOU EVTOTTIOTNKAV OTNV KAIVIKH
HeAETN TNG KaBolavTiviBng oe ouvdUaoP6 He VIBOAOUUGUTIN avagépovTal oTov MMivaka 3, CUPPWVa PE TNV KATNYOpia Opyavou CUCTAROTOG Kal Tn ouxveTnTa
kard MedDRA. O1 cuxvétnteg Bacifovtal ae GAoug Toug BabpoUg kal opidovTal wg €RG: TTOAU ouyVEég (21/10), ouxvég (21/100 éwg <1/10) 6x1 ouxvég (=21/1.000
£€wg <1/100), pn yvwoTég (dev Pmopolv va ekTiunBolv pe Baon Ta diabéoiya dedopéva). Evidg KABe Katnyopiag auxvoetnTag EPQAvIonG, ol avemmiuunTeg
evEPYEIEG TTapaTiBevTal katd @Bivouca oeipd coBapdTtntag. Mivakag 3: AvemOUunTeg evépyeieg pe kaBolavTiviBn o€ ouvduaopd pe VIBOAOUPGHTTN.
NOINWEEIG Kal TTApaoITWOEIG. MoAU cuyVEG: AoiHwEn TOU AVWTEPOU AVATIVEUCTIKOU CUCTAHOTOG. ZUXVEG: TIVEUHOVIa. AIOTApayEG TOU QIPOTTOINTIKOU Kol TOU
Aep@ikoU oUOTAPATOG. ZUXVEG: NWOIVOPIAIC. AIOTAPAXES TOU AVOTOTTOINTIKOU GUCTANATOG. ZUXVEG: UTTEPEUAITONCIC (CUMTTEPIAAUBAVOUEVNG TNG AVAPUACKTIKAG
avTidpacng). Ox1 GUXVEG: OXETICOHEVN WE TNV £yXUCT aVTIOPAoH UTTEPEUaIoBNCiag. AlaTapayég Tou evOOoKpIVIKOU ouaTrHaTog. MoAd ouyvég: uTToBUpeOEIBIoHAG,
UTTEPBUPEOEIBIONOG. ZUXVEG: ETTIVEPPIDIaKN aveTTapkeia. OX1 ouxvég: utropuoinda, Bupeoeidinda. Alatapayxég Tou petaoAiopol kai TG Bpéwng. MoAd
OUXVEG: HelwpEVN Opegn. ZuxvEég: apudaTworn. AlaTapaxég Tou veupikoU auoTriparog. MoAu ouyvég: duoyeuoia, JaAn, kepaAalyia. ZuXVEG: TIEPIPEPIKT
veupottdBeia. Ox1 ouxvEég: autodvoaon eykepaAinda, ouvdpopo Guillain-Barré , puacbeviké alvdpopo. Alatapayég Tou wrog kal Tou AaBupivBou. X1 cuyvEg:
ePoég. OPOOAUIKEG BlaTapaxés. Zuxvég: Enpo@BaApia, Baptm 6pacn. OxI cuxvég: payoeldimda. Kapdiakég dIOTapaxEG. ZUXVEG: KOATTIKA Hapuapuyn,
Taxukapdia. Ox1 ouxvég: puokapdiTida. Ayyeiakég datapaxég. MoAU ouxveg: uTréptaon. ZuxvEg: BpOuBwaon?. AIaTapay£g Tou avaTTveuoTIKoU GUCTARATOG,
Tou Bwpaka kai Tou pegoBwpdkiou. MoAU cuyvég: duopwvia, dSUaTTvola, BAXAG. ZUXVEG: TIVEUHOVITIDA, TIVEUHOVIKT EUBOAN, ETTIOTAEN, UTTE{WKOTIKI) CUAAOYH.
Aiarapayég Tou yaoTpevtepikoU. MoAU cuyvég: didppoia, £PETOG, vauTia, SUCKOINIOTNTA, GTOPATITIOA, , KOIANIOKO GAYOG, SuoTTEWia. ZUXVEG: KOAITIDA, yaoTpiTida,
GAyog Tou oTépaTOGENPOOTONIO, AINOPPOIdES. ‘OXI ouXVEG: TTaykpeaTinida, didrpnon Aemtol eviépoub, yAwoooduvia. Ailatapayég Tou ATIATog Kal Twv
XOAN@OpwV. Zuxvég: nTaTimda. Alarapaxég Tou dEPUATOG Kal Tou utrodopiou 1oToU. MoAU ouyvég: aUvdpopo TraAapo-TreApariaiag epuBpoducaiodnaiag,
€8avONUO° , KVvNOWOG. ZuXVEG: aAwTTekia, Enpodeppia, epuBnua, aAayr XpwHOTOG TPIXWY. OXI CUXVEG: Wwpiaon, Kvidwon. AlaTapaxég Tou HUOOKEAETIKOU
OUOTAPATOG Kal Tou ouVOEeTIKOU 10ToU. MOAU OUXVEG: HUOOKEAETIKOG TTOVOGY, apBpalyia, puikoi oTracuoi. Zuxvég: apBpinda. ‘Ox1 ouxvég: puotrabeia,
0OTEOVEKPWON TNG YVAaBou, oupiyyio. AITAPAXES TWV VEPPWY Kal TwV oUpo@dpwy odwv. MoAU cuxvég: TTpwTeivoupia. ZUXVEG: VEPPIKF) OVETTAPKEIX, Ogeia
VEQPIKT) BAGBN. OxI cuxvég: veppimida. MeviKEG dATapaxEG kal KaTaoTaoelg TN 0doU Xopriynong. MoAU cuyvég: KdTTwon, TTupegia, oidnua. Zuxvég: GAyog,
Bwpakikd GAyog. MapakAIVIKEG egeTdoeice. MoAU aguyvég: augnuévn ALT, augnpévn AST, UTTOQWOATAIYIC, UTTAOBECTIAIMIC, UTTORAYVNOIdIYia, UTTOVATPICIIA,
uTtepyAuKaipia, AepgoTrevia, auénuévn aAKaAikr) waeaTtdon, augnuévn Aimrdon, augnuévn apuAdon, BpopBoTTevia, augnuévn kpeaTivivn, avaipia, AeukoTTevia,
uTTepKaAlaIpia, oudeTEPOTTEVIa, UTTEpACBETTIQNMia, UTTOoyAUKaiia, utrokaAiaipia, augnuévn oAikr) XoAepuBpivn, utreppayvnalaiyia, uTrEpVaTpIaYia, PEIWHEVO
owpaTkG Bapog. Zuxvég: augnuévn XoAnoTepOAN aipatog, utreptplyAukepidaipia. O ouXvOTNTEG TwV AVETTIBUUNTWY EVEPYEIWV TTOU TTAPOUdIGdovTal aTov
Mivaka 3 ptopei va unv atrodidovTal TTAfpwG Povo aTnv kaBolavTiviBn, aAAd evOEXETAI VO EUTTEPIKAEIOUV TN GUVEIOPOPA TNG UTTOKEIUEVNG VOTOU 1 aTTd TN
VIBOAOUGUTTN TTOU XpnoldoTTolEiTal o€ auvduaoud. *H BpduBwaon eival évag oUvBeTog 6pog Trou TrepiAapBavel BpdpuBwaon Tng TTuAaiag eAEBag, BpduBwan NG
TIVEUROVIKAG QAEBAG, TTVEUPOVIKY BpopBwaon, aopTikh BpduBwon, aptnpiakr) BpduBwon, v Tw BaBel PAePIKA BpduBwan, BpouBwon TNG TTUENIKAS PAEBAG,
BpdpuBwan TNG KoiANg PAERAG, PAERIKN BpduBwan, PAEBIK BpopBwon dxkpou. ®Exouv avapepbei Bavarngdpeg TEPITTTWOEIS. ¢ To e§GvOnpa eival évag ouvBeTog
6pog TTou TrEPIAaPBAvEl TN SepUaTITIdA, TNV OpoIGdouTa WE Ak SepaTiTida, TNV TTOUPOAUYWIN SePUATITION, TO ATTOPOAIdWTIKS £§AVONUA, TO EPUBNUATWSES
€gavbnua, 1o BUAaKILWOEG €EAvONUa, To KNAIBWOEG €§avONnua, To KNAIBOBACTIdWdES €§avBNua, To BAATIBWSEG €EAVONUA, TO KVNOUWOEG e§avBnUa Kal TO
PAPHOKEUTIKO €€GVONUA. ¢ O PHUOOKEAETIKOG TTOVOG €ival évag aUvBETog Gpog TTou TrEPIAAUBAVE! TV 00QUOAYIQ, TOV 0OTIKO TTOVO, TO HUOOKEAETIKO BwpaKIKO
GAyog, TN HUOOKEAETIKA duopopia, Tn puaAyia, TNV auxevaAyia, To GAyog oTa dkpa, 1o GAyog oTrovOUAIKGH aTAANG. © O GUXVATNTEG TWV EPYOCTNPICKWY OpwV
QVTITIPOCWTTEUOUV TO TTOCOOTO TWV GOBEVWY TTOU EUPAVICAV TTIOEIVWON OTIG EPYAOTNPIOKEG PHETPAOEIG O€ OXECN HE TNV £vapen TNG HEAETNG pe e€aipeon To
HeIwpPEvo owpaTikd Bapog, TNV augnuévn XoAnoTePOAN ailaTog kai TNV uTrepTpiyAukepidaidia. CEQIyPaQr Twy ETAEYUEVWY QVETTIOUUNTWY EVEQVEIWY. Ta




1 O Meteknawdeutkd  KAwvikas kat Epeuvntikns
Lepwvaplo Oykodoyias

1-3 louhiou fevoboxeio Grand Hyatt
2021 ABhva

FENIKEZ NAHPOO®OPIEZ

Opyavwon:

E‘.’-
EAAnviké

EALEK. 18pupa
‘Epeuvas
Kapkivou

Yno thv awyida:
ETAIPEIA
OrKOAOIQN
EGIME

Huepopnvia Ale§aywyng:
1-3 louAiou 2021

laTpkog
JUA\oyog
ABnvwv

Xwpog Ate§aywyng:
Zevoboyeio Grand Hyatt
Newd. Avbpéa Zuyypou 115
ABrjva 117 45

TnA.: 214 402 1234

To oepwvaplo Ba mpayuatonolnBel uBPLEIKA - e SLadLKTuaKN Kal pUCLKH CUMUETOXH.

Evvpadéc:

H eyypadr oto Zepwvaplo sivatl Swpeav. H mapakololBnon emnttpénetal povo os EmayyeApatieg Yyeiog
KoL O€ TPOMTUXLAKOUG/HETamTuxLlakoug dottntég. OL dpoltntég sival anapaitnto va BeBatwvouy ty
1510TNTA TOUG, TPOOKOWMIZOVTOG OVTIOTOLXO AMOSELKTIKO OTOLXE(O.

08nyieg Duowkng MNapakoAolOnong:

BAOEL TWV UYELOVOULKWY TIPWTOKOAMWY Tou gival o Loy Kol AOyw TOU £EQLPETIKA TEPLOPLOUEVOU
apLOUOU ETUTPEMOUEVWY CUUHUETEXOVTWY 0TN cuvedplakn aibouoa, n Opyavwtikr EmLtpornn mpoTtpEmnel
TOUG CUMUETEXOVTEG VAL TIAPAKOAOUBNCOUV SLASIKTUOKA TO ZEUWVAPLO LEOW TNG LOTOOEALSAG wWww.
livemed.gr. H xprion ndokog mpootaoiog eivol UTTOXPEWTLKI YLOL TOUG CUUHUETEXOVTEG Ttou Ba eTtthéEouy
va €xouv GuOoLKr Tapoucia. Oa tnpnbel ocelpd mpotepalotnTag, n omola adopd TNV AdEn oto
Juvebplakd Xwpo kat dxL To mdTe mpaypatonotibnke n NAeKTPoOVIKY eyypadr. TOUG CUUUETEXOVTEC
Ba otalel nAektpovikd badge (barcode), To omolo Ba MPEMEL val oKAVAPOUV KATA TNV €(0080 TOUG KOl
€£060 ToUG OTNV aibouoa.

0dnyieg Atadiktvakng NapakoAouOnong:

Eav eloaote véog xpnotng mopakoAoUpe akohouBrote tn Sladikacio dnuoupyiog Aoyaplacuol
oupmAnpwvovtag ta anapaitnta nedia oto Livemed (matfote oto nedio Register/Eyypadn).

H dnuioupyia Aoyaplacpol eivol Swpedv Kol UTIOXPEWTLKA YLAL TNV TTAPAKOAOUONGN TWV OLUALWY.

Edv €xete N6 Aoyaplaopo oto Livemed xpnoLomoLrote Toug KwSLKoU G oag yLa va. ouvdeBeite, eTuAESTE
v Katnyopia Live kat to cuvéSplo mou BEAeTe va apakoAoUBRCETE KAl OTN CUVEXELX TO ELKOVISLO

Go Live fj Go Virtual.
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Oedopéva yia daopeTIkEG avTIdpdaelg Baaidovtal g aabeveig TTou eAdppavav CABOMETYX 60 mg pia gpopd npeEPNOiwg aTrd To OTOPO WG HOVOBEPATTEIR OTIG
Baoikég peAéteg oto RCC petd ammd Trponyoupevn oTtoxeupévn Beparreia pe VEGF kai oe RCC ywpig Trponyoupevn Beparreia kai oo HCC petd amd
TrponyoUpevn cuaTnuikr BepaTreia 1) oe aoBeveig Tou éAafav CABOMETYX 40 mg pia @opd nuePNTiwg atrd To OTOPA O€ CUVOUAOPO PE VIBOAOUPAUTIN o€
TIPWTNG-YPapung Tpoxwpnuévo RCC (rapdaypagog 5.1). [aorpevrepikn (IE) Sidrpnon (BA. mapdypago 4.4). 1n peAém Tou RCC petd amod mponyoUpevn
oToxeupévn Beparreia pe VEGF (METEOR), avagépBnkav I'E diatprioeig a1o 0,9% (3/331) Twv acBevv pe RCC 1rou eAdpBavay kaBodavTiviBn .Ta cupBavta
Atav BaBpou 2 i 3. O didiuecog xpdvog éwg Tnv évapén Arav 10,0 eBdopddes. Moipaieg diaTprioeig kdNAWBNKav aTo KAIVIKG TTpOYpappa yia TNV KaBodavTivipn.
>1n peAémn tou RCC xwpig TrponyoUuevn Bepatreia (CABOSUN), avagépbnkav 'E diatproeig o1o 2,6% (2/78) Twv acBeviov pe RCC Tmou AdpBavav
kaBodavTiviBn. Ta oupBavta rrav Babpou 4 kai 5. 2 peAétn HCC (CELESTIAL), avagépBnkav diatprioeig ME a10 0,9% twv acBeviv Tou éAaBav kaBodavTiviBn
(4/467). OAa Ta oupBavta fTav Babuou 3 i 4. O diapecog Xpovog epgaviong frav 5,9 eBSopades. e auvduaoud e VIBOAOUPAUTIN o€ Trpoxwpnuévo RCC ot
TPWTNG-ypappns Beparreia (CA2099ER) n ouxvotnTa €pQAVIONG dIATPFOCEWY TOU YOOTPEVTEPIKOU owArva ftav 1,3% (4/320) ot aoBeveig Tou éAaBav
Beparreia. Eva oupBav fitav o Babuod 3, d0o cupBdavta ftav Babuou 4 kal éva aupBdv Arav Babuou 5 (Bavarn@dpo). 210 kAIVIKS TIpdypappa TNG KaBodavTiviBng
ekdnAWwBNKav Bavatngdpeg diatprioelg. Hrarkn eykepaomdbeia (BA. mapdypago 4.4). ¥t peAétn HCC (CELESTIAL), n nmarikr| eykepalotrdBeia (NraTikn
EYKEQAAOTTGOEID, EYKEPAAOTTABEID, UTTEPAUUWVICIHIKH eyKEQAAOTIAOEIC) avapépOnKe aTo 5,6% Twv acBeviv Trou éAaBav kaBolavtivipn (26/467). Ta cupBavta
Babuou 3-4 Arav og ooooTd 2,8% kai éva aupBav (0,2%) Babuou 5. O diapecog Xpovog eugaviong Atav 5,9 eBSoPEdes. Aev ava@épOnKav TIEPITITWOEIG
NTTaTIKAG eykePaoTdBelag oTig peAéteg RCC (METEOR, CABOSUN kai CA2099ER). Aidppora (BA. mapdypa@o 4.4). = peAétn RCC petd amd mponyoUuevn
oToxeupévn Beparreia pe VEGF (METEOR), n didppoia avagépbnke a1o 74% Twv acBeviv ye RCC mou éhaBav kapodavriviBn (245/331). Ta oupBavta
BaBpou 3-4 frav at1o 11%. O diduecog xpdvog eppdviong Atav 4,9 efdouddes. Xt pehétn RCC xwpig Tponyoupevn Bepatreia (CABOSUN), n Sidppoia
avapépBnke aTo 73% Twv acBevv Trou éAapav kaBodavtivipn (57/78). Ta ouppdvta Babuol 3-4 tav ato 10%. Xt peAétn HCC (CELESTIAL), n didppoia
avapépBnke o1o 54% Twv acBevv TTou éhaBav kaBolavTivipn (251/467). Ta oupBdvta BaBuol 3-4 Arav a10 9.9%. O diduecog Xpovog ePeaviong GAwv Twv
oupBavTwy fTav 4,1 eBdouades. H didppola 0drynoe o€ TPOTIOTIOINCEIG OONG, DIOKOTTEG KAl OPIOTIKY) DIOKOTTY) o€ 84/467 (18%), 69/467 (15%) kai 5/467 (1%)
Twv aoBevwy, avTioTolxa Ze ouvduaoud He viBohoupdutm ot Tpoxwpnuévo RCC ot mpwing-ypappng Beparreia (CA2099ER), n emitrtwon didppoiag
avopépBnke aTo 64,7% (207/320) Twv acBevuv TTou éAaBav Bepareia, cupBdvia Babuou 3-4 ot 8,4% (27/320). O péoog xpévog yia Ty évapin dAwv Twv
oupBaviwy ATav 12,9 fdopddes. KabuoTépnon 1y peiwan tng d6ong ouvéRn oto 26,3% (84/320) kai diakoTrr) o1o 2,2% (7/320) Twv acBevv pe didppoia,
avrioToIxa. Zupiyyia (BA. Tapdypago 4.4). n peAétn Tou RCC petd ammod mponyoUuevn otoxeupévn Bepatreia pe VEGF (METEOR),Ta oupiyyia avagépbnkav
oto 1,2% (4/331) Twv acBevwv Tou eAdpBavav kaBolavTiviBn kai TrepIAdpBavav TPwKTIKE oupiyyia oTo 0,6% (2/331) Twv aoBevwv TTou AduBavav
kaBoZavTiviBn. ‘Eva cupBav frav Babuou 3 kai Ta utrdAoima Atav Babpou 2. O didpeaog xpovog éwg Tnv évapgn rirav 30,3 eBSopadeg. Xmn peAétn Ttou RCC
Xwpig TTponyoupevn Bepateia (CABOSUN), dev avagépBnkav TrepITTTwoelg Pe oupiyyia. 21 peAétn HCC (CELESTIAL), Ta oupiyyia avagépbnkav o€ 1,5%
(7/467) Twv acBevwv pe HCC. O didpeaog xpovog epeaviong Atav 14 ¢BOouddeg. Xe ouvduaopd pe VIBoAOUPAUTIn ot Trpoxwpnuévo RCC o TTpwtng-
ypappnig Beparreia (CA2099ER) n ouxvéTnTta eppaviong cuplyyiou avagépBnke ato 0,9% (3/320) Twv acBeviv Tou éAaBav Bepatreia kai n copapdtra ATav
BaBpou 1. @avarngdépa aupiyyia ekdnAwbnkav aTo KAIVIko TTpdypappa Tng kaBolavTiviBng. Aiwoppayia (BA. mapdypago 4.4). ¥t peAétn Tou RCC petd améd
TIponyoUpevn oToxeupévn Bepareia pe VEGF (METEOR),To TT0000TO €@AvIoNG oUPBAavTwY cofaprig aipoppayiag (Babuolu = 3) Arav 2,1% (7/331) ot
aoBeveig pe RCC mou AdpBavav kaBoZavTiviBn . O 81apecog ¢ xpovogs £wg Tnv évapén ritav 20,9 eBdopdadeg. 2Tn peAétn Tou RCC xwpig TrponyoUuevn Beparreia
(CABOSUN), 10 TT0000T6 £@aviong oupBaviwy coBaprig aipoppayiag (Babpou = 3) Atav 5,1% (4/78) ot acBeveig pe RCC trou AdpBavay kaBoldavtivipn. Zmn
peAétn HCC (CELESTIAL), n ouxvotnTa eP@aviong coBapwyv alpoppayikwy eTreicodiwy (BaBuodg = 3) Atav 7,3% oToug aoBeveig Trou éAaBav kaBolavTiviBn
(34/467). O didpecog xpovog epgavions nrav 9,1 eBOouades. e ouvdUaoUS pe VIBOAOUPAUTIN ot TTpoxwpnuévo RCC o€ TTpWTNG-ypappng Beparreia
(CA2099ER) n ouxvotnta gppaviong aigoppayiag = Babuou 3 Arav oto 1,9% (6/320) Twv aobevwv Tou éAaBav Bepartreia. Oavatn@opeg alpoppayieg
ekdnNAWBNKav 010 KAVIKO TTpOYypapua yia TV kaBodavniviBn. S0vopouo omiobiag avaotpéwiuns eykepatomdBeiac (PRES) (BA. mapdypago 4.4). Aev
avapépbnkav TepiotaTikd PRES oTig peAéteg METEOR 1) CABOSUN 1 CA2099ER rj CELESTIAL, 6pwg éxer avagepBei PRES omrdvia og GAAeG KAIVIKEG
SokIYEG (o€ 2/4872 dropa, 0,04%). Auénuéva nirarikd évupa kard 1n xoprynon mg kaBodaviviBng oe ouvduaoud e viBoAouudutn oro RCC. e pia KAIVIKA
HeAETN aoBevwv pe RCC ol otroiol dev eixav AGBel Trponyoupévwg Bepatreia kai éAaBav kaBolavTiviBn o€ ouvduaopo He VIBOAOUPAUTTN, TTapatnpriBnke
uynAdTepn emitrwon Babuou 3 kar 4 augnuévng ALT (10,1%) kai augnuévng AST (8,2%) o€ oxéon pe Tn HovoBepartreia pe kaBolavTiviBn oToug acBeveig P
Trpoxwpnuévo RCC (n ALT augnbnke katd 3,6% kai n AST augnBnke kata 3,3% otn peAétn METEOR). O S1Gpecog Xxpovog Ewg TNV epgavion Tg Babuol > 2
avgnon g ALT A Tng AST ritav 10,1 priveg (eUpog: 2 €wg 106,6 €Bdopddeg, n = 85). Ztoug aoBeveig pe BaBuou = 2 avgnon g ALT A Tng AST, or auéoeig
utoxwpnoav atoug Baduoug 0-1 oe 91% pe didiueco xpdvo €wg Tnv armokatdoTaon 2,29 Bdouddeg (eUpog: 0,4 éwg 108,1 €Bdouadeg). Metagu Twv 45
aoBevwy pe BaBpol = 2 atgnon Tg ALT A Tng AST aToug otroioug £€yive eTtavaTtpokAnon pe kaBodavTiviBn (n = 10) ) pe viBoAoupdpTmn (n = 10) pepovwpéva
A Kai pe Ta duo (n = 25), emaveppavion augnuévng ALT R AST BaBpoU = 2 onpeiwbnke o 4 aobeveig Trou éAaBav kaBolavTiviBn, oe 3 aoBeveig TTou éAafav
ViBoAoupapTm Kai 8 aoBeveig Tou éAaBav kaBolavTiviBn kai viBoAoupduTn padi. YmoBupeoeidiouog. XTn ueAéTn ato RCC petd ammd TponyoUpevn aToxelouoa
Beparreia pe VEGF (METEOR), n emitriwon tou utroBupeoeidiopou frav 21% (68/331). tn peAétn RCC xwpig mponyoupevn Bepareia (CABOSUN), n
ETTITITWON Tou UTTOBUPEOEIBITHOU fTav 23% (18/78) o€ aoBeveig ue RCC Trou éAaBav Bepateia pe kaBodavTiviBn. Z1n peAétn HCC (CELESTIAL), n emritrrwon
Tou utroBupeoeIdiopou ATav 8,1% (38/467) ot aoBeveig TTou éAaBav Beparreia pe kaBodavTiviBn kai Ta cupBdvta Baduou 3 ot 0,4% (2/467). Xe ouvdUaoUO pe
viBoAoupduTrn og poxwpenuévo RCC atn Bepatreia Tpwng ypauung (CA2099ER), n etritrwon tou utroBupeoeidiopou Atav 35,6% (114/320) Twv acBeviov
Trou éAafav Beparreia. Avagopd mbavoloyouusvwy avemBuunTwy evepyeiwyv. H avagopd TrBavoAoyoUHeVWY aveTmiBUUNTWY EVEPYEIWV HETE atTé Tn Xopriynon
GdeIag KUKAOPOPIAg TOU PapUOKEUTIKOU TTPOIOVTOG €ival GNUAVTIKY. ETIITPETTEI TN oUVEXT TTapakoAoUBnon TG oXEoNG OPEAOUG-KIVEUVOU TOU QOPHAKEUTIKOU
TIPOIBVTOG. ZNTeiTal OTTd TOUG ETTAYYEAUATIEG UYEIOG VO AVOPEPOUV OTTOIEGOATIOTE TTIBAVOAOYOUHEVEG QVETTIBUUNTEG EVEPYEIEG UECW TOU £BVIKOU OUGTAPATOG
avapopdg Trou TreplypdgeTal oto Mapdptnua V. 6.4 ISiaiTepeg TPOPUAGEEIG KaTd TN QUAAEN TOU TTPOoidvTOog. Acv UTTAPXOULV EIBIKEG 0dNYiEG SIATAPNONG VIO
T0 1IP0IV auTd. 7. KATOXOZ THZ AAEIAZ KYKAO®OPIAL. Ipsen Pharma, 65 quai Georges Gorse, 92100 Boulogne-Billancourt, laAAia. 8. APIOMOZ(OI)
AAEIAZ KYKAODOPIAZ. CABOMETYX 20 mg emkoAuppéva e Aertd upévio diokia. EU/1/16/1136/002. CABOMETYX 40 mg emkaAuppéva pe AeTrmo
upévio Siokia. EU/1/16/1136/004. CABOMETYX 60 mg emmkaAuppéva pe Aerrtd upévio diokia. EU/1/16/1136/006. 9. HMEPOMHNIA MPQTHEZ EFKPIZHZ/
ANANEQZXHZ THZ AAEIAZ. Hpepopnvia rpwng €ykpiong: 09 ZemrtepBpiou 2016. Hugpopnvia teAeutaiog avavéwang: 26 Mapriou 2021. 10. HMEPOMHNIA
ANAGEQPHZHZ TOY KEIMENOQY. AeTrTopepeic TTANPOYOPIES yIa TO TTAPOV QAPHAKEUTIKO TTPOIdV eival SIoBEaIueg aTov dIKTuakd ToTTo Tou Eupwraikol
Opyaviopou Pappdkwy: http://www.ema.europa.eu.

XOPHTEITAI ME MEPIOPIZMENH IATPIKH ZYNTAIH AMO EIAIKO MNATPO
KAI MTAPAKOAOYOHZH KATA TH AIAPKEIA THZ AFQrHz

9 CABO-A/MAY 2021 . I pSEN

Innovation for patient care

SonbioTevayivouy sa dlonaramo sebeMina 1\ 1.q» : 22/1212020 IPSEN MON. ENE
ONES 11 aVemBUUNTES EVEPYELEG Vi ATIOY AHMHTPIQY 63 174 56 AAIMOZ, AOHNA

, OMA T dphaka CABOMETYX 20MG T.M.: 4755,63€ THA.: 210 9843324, 210 9858930, FAX: 210 9887911
Euprhnpdvovtag y «KITPINH KAPTA» CABOMETYX 40MG T.M1.: 4755,63€ E-mail: ipsenepe@ipsen.com, http://www.ipsen.gr
CABOMETYX 60MG T.M.: 4755,63€ TnAéguva pappakoemaypiTviong: 210 9843324, 210 9858930



1 2 O Meteknawdeutkd  KAwvikas kat Epeuvntikns
Lepwvaplo Oykodoyias

1-3 louhiou fevoboxeio Grand Hyatt
2021 ABhva

| Q | 3TN OUVEXELA yla va ouvdeBeite pe Tnv aibouoa, emAéyete amo to pevoL mou epdaviletal
tocad I KATW HEPOG TG 000VNC oag, TN «AiBouca ZuvedpLldcewv»

Eav oag evlLadépet va mopaAdBEeTE TLOTOMOLNTIKO TOPAKOAOUONONG, Ba TIPEMEL VO TP ALY LATOTIOL OETE
v Eyypadn oag oto cuveSpPLo pHEow TNG ELKOVIKAG MPOUUOTELG, TTOTWVTAG TO AVTLIOTOLXO ELKOVISLO
«Eyypadn», wote va apxioet va KataypadeTaL o Xpovog

Mopla Zuvextl{opevng latpkng Eknaideuong:
JUpudpwva pe ta kpueipla tg EACCME-UEMS Ba xopnynBouv 15 pdpla Tuvexllopevng latpikng
Exnaidevong (CME-CPD credits).

NapaAaPn Motonowntikou:

To TLOTOMOLNTIKO TtapakoAoUBONnoNG Ba eival SLABECLUO LETA TO TIEPOG TWV EPYACLWY TOU ZEULVOpPiOU
oe O00ug oUvebpoug €xouv KAvel eyypadn. Amapaitntn mpolnodbeon yla tnv moapoiapn Tou
TILOTOTOLNTIKOU TtapakoAoUBnong eival n cupmAnpwon TOUAdXLoTov Tou 60% TwV CUVOAKWY Wpwv
TOU EMLOTNOVIKOU TIPOYPAUUOTOG KOL N NAEKTPOVLKI) CUMITARPWGT TOU EpWTNpatoloyiou afloAdynong
tou ouvedpiou. O aplOpog Mopiwv Zuvexlopevng latpikng Exkmaidevong (CME-CPD), Ba umohoylotet
Baoel Tou xpovou mapakoAolBnong mou Ba kataypadel otnv MAatdopua Livemed yla 600ug €xouv
SLaSIKTUOKNA TTOPOUGIA Kol 0TO CUOTNHO KATARETPNONG otnv €l0odo tng aiboucag yla 60oug €xouv
duown napouaoia.

Ot ouppeTexovteg Ba mopolv va mapaAdfouV TO TILOTOTOLNTLKO TOUG Ao TNV MAATHOPUA
Livemed péow tou nediouv «MapaAapn Miotonontikou», T0 OMOL0 EVEPYOTIOLELTAL UE TN
Anén Tou Zepwapiou.

Fpappateia Zepwvapiov:

@Evemts & Travel Solutions

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

EA. Beviéhou 154, 171 22 N. Zpupvn
TnA.: 210-98 80 032 ®af: 210-98 81 303
E-mail: ets@otenet.gr, ets@events.gr
Website: www.events.gr

AnayopeUetal pntd n avarapaywyr, avadnpooicuon, aviypadr, arobrikeuon, mwAnon, uetddoon, Siavoun, ékdoaon, ektéleon, Abn
(download), petddppaon, tpomomnoinon e onolovErmoTe TPOMO, XWPLG TN PNTr TtponyoLpevn éyypadn cuvaiveon tng Etalpiag, Tou cuvolou
1 LEPOUG TOU TiepLeopévou tou Mpoypaupatog. H ET.S. Events & Travel Solutions emtduldooeTal pNTWE MAVTOE VOUILOU SIKAULWUATOC TNG
yla t StadUAagn Twv SIKOULWUATWY TIVEUUATIKAG Kot BLOUNXAVIKAG L8Loktnotag. Ma avaAutikotepeg mhnpodopieg emtokedOeite To To www.

events.gr (MOALTKA amoppritov)
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