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XAIPETIXMOXx

Me SLaitepn xapad cog kahwooplloupe otn 21 EMOTNUOVIKA ZUVAvVTNon Le
Titho «Navigate to the Future Treatments» omou n avadpor| Tou TeEPCLVOU
ouvedplou pog wbet oto va cuvexiooupe kat GETOG pe To (5to {nho, n omola
Aoyw g mavénuiag COVID-19 Ba mpayuatormolnBet uBplSika, e
Suvatotnta duokng mapouaoiag kat Stadiktuakng cuvdeong otig 17-18
QeBpouapiou 2023.

JTOX0G TNG EMOTNUOVIKAG Zuvavinong Kol ¢G€Tog elval va cupBAaiiel
QIOTEAECHOTIKA OTNV EVNUEPWON VLA TLG VEOTEPEG eEEAIEELC OTNV TTPOANYIN
KOl 0T BEPATEVTIKY] QVTIUETWIILON TOU Kapkivou kaBwg va SWoel Kat
€VAUOUA Ylo €MOKOSOUNTIKY avtaAayn amoPewy Kal €MOTNUOVIKN
oulTNoN MAVW ota TEAeuTala SeS0UEVA TNG OYKOAOYLKNG €pELVAC. AUTO TTOU
TopaTNEETaL KABNUEPWVA OTNV LATPLKA KOWOTNTA €lval oL VEEG TIPOKANOELG
TIOU KOAE(TAL VO QVTIHETWITIOEL O LATPLKOG KAASOG HETA TNV €EATMAWGCN TNG
navénuiag tou COVID-19 Kal OTov TPOTO SLAXEPLONG TWV OYKOAOYLKWY
aoBevwv.

Ol OANTEG SLABETOUV GNUAVTLKY KALWVIKI) EUTELPLO OTOV TOUEQ TOUG KL N
CUUETOYI) TOUG Hall e TOUG TPOESPOUC TWV OTPOYYUAWY Tparmellwy Ba
BonBrjcouv va ylvel n MPooEyylon Twv BeUdTwWV HE KPLTIKN) OKEYN,
EVOWUATWVOVTAG TLG VEEG YVWOELG OTNV KABNEPLVI LATPLKT TIPAKTIKI.

Oa elval bLaitepn xapd KoL T yiot OAOUG oG VA €(0TE pall HOg Lo YOVIUN

avtaAhayn amoPewy Kal TPORANUATIOUWY 0T ZUVAVTNON KOG, yWwpilovtag
OTL 1 EMLOTNUOVIKN cuvepyacia odnyel oe KavoTopia Kal tpoodo.

H Mpdedpog TG Zuvavtnong

EAévn Peg
MaBoloyog-Oykoloyog, MD, PhD AteuBuvipla,
MaBooyikr-OykoAoykr KAwikr I.O.N.K. «Ot Aytot Avapyupol»
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Opyavwrtikn Emtponn

Npoedpog;:

MéEAn:

EAévn Peg

[epaoipog ApaBavtivog
NwkoAlva TkoAEun
lewpylo Zadeipn

YTEMa Mapia KuBélou
Anuntpa AapmpomnoUAou
FoAdtela Atouta
Oupavia Mavaylwtou
Mapta Mutépn

Baaothkn Tlouda

Emwotnpovikn Enttponn

Npoedpol:

MéAn:

EAévn Peg

EAévn ABavaciou
lepAotpog Apafavtvog
Aubia TkapaAéa

EAEvn MkOyKa

EuBU oG MkdToNg
Jtapativa Aspipn

Maptg Koouidng
Bavéooa MmaAa
Baothelog Mmapumouvng
Agomowva Naon

Mapta Mavén

Anuntploc Mektaoidng
Kuptakn MAotapxomouAou
lewpylo ZoUALLWTN

Awatepivn OwtomovAou




] DAILY DOSE

Yjemperli £ "Zejula
(dostarlimab) miection 500 mg nirapar |b

Lighting the way forward capsules 100 mg

Mptv ) quvtayoypdpnan cupBouleutelte Tig MepARYELS XapakTnPLOTIKWY Twy MpotovTwy ol omtoleg eival Hlabéapeg katomy aThoEwWS otnv etapla
Zejula: \.T. 4.588,86€, % emuyopiynong and Toug Opyaviopoug Kowwvikwy acpahicewy: 100%, katomy eviagng Tou mpoloviog otov Kardhoyo
Amonpiovpevwy dappdkwy. Meploptopevn atplkr cuvtayn. H évragn tng Bepanelag ylvetal oe vogoxopelo kal propel va cuveylZeTal eKTog
voookopelou und Tnv mapakohouBnon etbikoy tatpoy. Mootk Kar MocoTik aivBeon: To kdBe aokAnpd KAWAKLO TIEPLEYEL HOVOUBPIKN TOOUALKA
viparaplpmn nou woduvapei rpog 100 mg vipanaplpmn.

Jemperli: AT. 6.463,80€, % eTtopynang amod Toug opyaviopous KOWWVIKWY adpalloewy: 100%, kaTomy éviagng Tou mpoléviog atov Katdhoyo
Anolnuotpevwy Gappdrwy. Movo yid vOGOKOHELAKN Xprion amd yiatpo pe katdAAnAn e16ikeuan kat epnetpla. Mototikn kaw togoTikn oivBeon: Eva
(pLaAlblo ukvol SlakUpaTog yia napackeur Slakupatog Tpog éyxuon Twy 10 mimeptéyet 500 mg dostarlimab.

Ta avwTEpw Loybouy Katd Tnv NUEpopnvia ouvTagng tne kataywpnang.

Mapaxkaholpe eMKOWWVACTE e Ty eTalpela yia emBefalwon MANpwe evpepwpevwy dedopgvwy, yia omolabimiote Thnpogopla fi/kal avapopd
AveruBopnTwv Evepyeuy oto TnAEpwvo 210 6882100

Bon@ijove va yivouv Ta pappaka mo acali kai AVapEpETe PM-GR-DST-JRNA-220002 1ZXYZ 6/2022- 6/2023

OAEE tic avemBupnTec evépyeiec yia OAA Ta pappaxa Ta epnopikd oRRATA avAKouy M £Xouv apayuwpndel otov Optho ETalpelthy GSK.
Zupminpavovrac Ty «KITPINH KAPTA» ©2022 Opthog eTalpetwv GSK ) blkalonapoyog tou Oplhou GSK.

G S K A Knepuolag 266, 15232, Xahavbpl, ABriva
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EMIXTHMONIKO INPOIr'PAMMA

napazkevh 1/ OgBpouapiou 2023

09:15-09:30

NpooéAeuon - Eyypadég

09:30-11:30 Ztpoyyuldo Tpamsl 1

Oépata atypng otnv kapdio-oykohoyia

Mpoedpeio: £.M. KuBéAou, M. Munépn, E. Peg
09:30-10:00 Ta veotepa guidelines otnv k&pbdio-oykoloyia. E. MiaAomoUAou
10:00-10:30  PCl o€ oykohoykoU¢ aoBevels. Mpoagyylon -

nipoPAnuatiopol. 2.M. KuBéhou
10:30-11:00 Opoupwon kat BpouBoepPolika eneloddla oe

oykohoylkoU¢ aoBeveic: amod tn Stayvwon otn Staxeiplon. I. Boywatln
11:00-11:30  Mapeveépyeleg kapSLOAOYLKEG QIO TNV akTvoBeparmela. Awk. DwromouAou
11:30-12:00 AwdAsupa KapE
12:00-13:30 Ztpoyyulo TpamEl 2

Ofpata atypng otoug oykoAloytkoUg acBeveig anod tnv B£on tov voonAeuti

Mpoedpeio: A. AnpopeAétn, Awk. MamnayiavvonovAou, B. GAunndtou
12:00-12:30  H voonAeuTikn dpovtida Tou oykohoykol acBevr| katd

™ voonAeia touv otn MEG. X. Kouhoukoupa
12:30-13:00 Post Covid-19 emoyr kot oykoAoykog acBevic. 0. Nannd
13:00-13:30  YmootnplKTikn dppovtida oe oykoloykolg acBeveic. E. Natnpadxn
13:30-15:00 Ztpoyyulo tpamél 3

Mpoedpeio: X. Mavomnoulog, E. Peg
13:30-14:00 Itoxeuopeveg odnyol petalaewv otov NSCLC: KRAS. M. Moavvokakou
14:00-14:30  YtoxeuoOpeveg odnyol petolatewv otov NSCLC: HER-2. N. MkoA€pun
14:30-15:00 Itoxeuoueveg odnyot petahhdéewyv otov NSCLC: ROS1. I. AwoUta
15:00-16:00 MeonuBpwn diakomnn
16:00-18:00 Ztpoyyulo tpamélL 4

Mpoebpeio: E. ABavagciov, A. ZTPLUMAKOG
16:00-16:30  H mpoaBrkn tng XMO otnv avocoBeparmeia oTov kapkivo

otopdyou-rEz-owcopayou otnv HER2- vooo. A. T{oBapag

sponsored by |l gristol Myers Squibb

16:30-17:00  Juotnuatikn Bepareia 0TO TPOXWPENHEVO NTTATOKUTTAPLKO

KOPKIVWHLAL. M. Kapapoulng
17:00-17:30  Zuotnuatikr) Beparmeia YoAoyYELOKAPKIVWLLATOG. ®. T{oubag
17:30-18:00 Mwg daivetat va aAAdleL o oxedlaouog Tng total neoadjuvant

chemotherapy and preoperative radiation therapy otov kapkivo
Tou opbou. M. Mutépn
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KEYTRUDA

pembrolizumab) for Infusion 100mg

TMa v AP TEPIANWN Twv XapaxTneIoTIKWy Tou TTPoidvrog, TTapakaAolpe va ameuBiveote atnv MSD A®BEE,
Ayiou Anpnrpiou 63, 174 56, Alipog. TnA.: 210 9897 300, Ap. FEMH 121808101000

KEYTRUDA C/S.SOL.IN 256MG/ML BTx1 VIALx4ML : 2.593,93 € (X.T) 2.818,31 € (\.T) 2.332,24 € (N.T.)
INVENTING FOR LIFE

WWWMWWWWWWMMWW
AA 10 péipHiaka EuptAnpivovtag Ty «KITPINH KAPTA»

GR-KEY-00483 1309-23112021-KEY
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napazkeve 1/ OePpouapiou 2023
18:00-18:15 AwdAsippa Kadpe
18:15-19:45 Ztpoyyulo TpamEl 5

Mpoedpeto: I. Apapavtvag, E. Peg

18:15-18:45  Kapkivog evbopuntplou: mwg dpaivetat va Stadopormnoteital

10 BepareuTiko medio pe ta veotepa Sedopéva. A. XpLotomoulou
18:45-19:15  MMpoxwpnHEVOC KapKivoc wobnkwv: mwe aivetal va

Sladoponoleital To Bepameutikd nedio pe Ta vedtepa

Sedopéva. E.Z. Tputoddkn
19:15-19:45 Emkoupikn Bepameia oTov kapkivo wobnkwv: mwg dalvetatl

va Stadoporoleital to BeparmeuTiko medilo pe ta vedTtepa

dedopéva. It. NkoUpa
19:45-20:15 Aopudopkn StaAeén sponsored by 0:0 MSD

Mpoebdpelo: E. Mkoyka, A. AaoKapaKng

Mota n BEATLoTn Slaxeiplon Twv aoBEVWVY LE TIPWLLO

pueAavwua; Etvat epiktn n pelwaon tou Kivbuvou

UTIOTPOTIAG; A. Mnadaloukog
20:15-21:00 TeAetn Evapéng

Mpoebdpelo: E. Pgg
20:15-21:00 Evapktipia Ophia

H yvwun tou Epacpou e€akolouBel va LloxUeL T emoxn

¢ e€atopkev EVNC Bepareiag; B. Mntappmouvng
raeeato 18 OePpouapiou 2023
09:00-10:30 ZtpOYYUAO TPATETD 6

Mpoedpelo: A. Apdapavng, N. TooukaAdg
09:00-09:30  OeparmeuTIKEC eTNOYEG Oe aoBeveic mpwipou otadiou

uPnAou kwduvou, pe HR(+) kat Her2(-). M. Navén
09:30-10:00  Immune Checkpoint inhibition kat otoxeuouevn Bepaneia

oge pwLpo TNBC. B. T{ouba
10:00-10:30  OepamMeUTIKEG ETINOYEG TIPO EYXELPNTLIKNG Bepareiag o

aoBeveig pe HR+ kat HER2 (+) i HER2 (-). E. Moipoywwpyou
10:30-11:00 AwdAsippa kKadpe




KANJINTI™

(trastuzumab)

For Intravenous Use =

KANJINTI®

T'a evBoghepia Ypnamn povo.

Tpdnog AiaBeong: MNeplopioyévn waTpikt ouvtayn. MGvo yia voookopelakn xprion
and ylatpo Pe katdhAnhn eidikeuor kai epnielpia

AMovikr Tip: KANJINTE® PD.C,S0.IN 150MG/VIAL BT x 1 VIAL: 437,79€
KANJINTI® PD.C.S0.IN 420MG/VIAL BT x 1 VIAL: 1.194,19€

W Ta gdppoks ourd TeAady Und oup kR pepaTKE
napaxohaiBnan. Aurd Ba Enipéi 1ov Taxh
npaaBiopioys viay Anpagopiiy cogakeiag, Zrisim
and roug enayyehpaeg 1ou Topla ThE UyelvapiRig
nepiBeyrg va avegépou onotalifinare
miBavaloyedyrves avemBlpTIES evtpyris

MVASI™

(bevacizumab)

MVASI®
Ta eviogpAéfia xprian pévo.
Tponog AiaBeong: Meproplopevn WTpIkr ouvtayn. Mdvo yia VOOOKOUELKT Xpron
Qo yiaTpo Pe KatdhAnAn e8ikeuon Kai epneipia.
Niovik nip: MVASI® C/5.SOLIN 25MG/ML 1 VIAL x 4ML: 254 18€
MVASI® C/S.SOL.IN 25MG/ML 1 VIAL x 16ML- 884,35€

AMGEN HELLAS ENE
Ay. Kuvotavrivou 59-61

Green Plaza, ktipio I, 15124 Mapouou
TnA: 210 3447000 - Fax: 210 3447050
Email: info@amagen.gr, www.amgen.gr
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18 ®ePpouapiou 2023

YABBATO
11:00-13:00 Ztpoyyulo tpamel 7
Mpoedpeio: E. FaAdvn, X. XpiotodouAou
11:00-11:30  @epameutikn dtadoyikr otoxeuon o HR (+), Her2 (-),
O€ TOTUKA EKTETAUEVN-UETACTATIKI VOOO. M. Zkovépa
11:30-12:00 O pohoc twv TKI's otn Her2 (+) petaotatikn vooo. M. Osoxapn
sponsored by GENESIS
12:00-12:30 O poAoc twv ADC’s otnv HER2 (+) petaotatikn vooo. I. Zadeipn
12:30-13:00 O poAog twv ADC's atnv mTNBC. E. MAwdkou
13:00-13:30 Aopudopikr) SLAAEEN sponsored by
Mpoedpelo: . Agpipn
Avayvwplon kal oToxeuon tTwv Betikwy oe ouvtnén NTRK
CUUMAYWY OYKWV: VeoTeEpa SESOEVA TNEG OYVWOTIKAC WG
TIPOG TOV OYKO BEPATEUTIKNAG TTPOTEYYLONG. K. MAowapxomouAou
13:30-15:00 MeonuBpwn diakomnn
15:00-17:00 Ztpoyyulo tpamel 8
Mpoedpeio: M. Koouidng, E. Zapavtag
15:00-15:30  AvoooBepaneia 0to pecodnAiwua: mwe pailvetat va
Sladopornoleital To BepaneuTiko nedio pe ta veotepa
Sedopéva. 1. MoUvt{iog
15:30-16:00  Emkoupikn Bepamneia o mpwipo NSCLC: mwg dpaivetat
va Stadpoporoteital o BepameuTikd Medlo Ue Ta VEOTEPQ
Sedopéva. N. AAef{omoulog
16:00-16:30  H 06nyog petdAhaén tou KRAS 0TO N UKPOKUTTAPLKO
KapKivo Tou Tvelpova Kat Twg daivetal va Stadopormoleitat
1o BeparmeuTiko edlo pe ta vedtepa Sedopéva. M. Mntooytavvn
16:30-17:00 Néot Bepamneutikol 0pilovteg peow Tou SumAou
QVOOOQTOKAELOHOU 0TNV 1" ypapiir} TOU PHETAOTATIKOU
MMKITT. I. Aaivakng
sponsored by (I Bristol Myers Squibb
17:00-19:00 Ztpoyyulo tpamél 9
Mpoedpeio: M. Kapapoulng, A. Nektaoidng
17:00-17:30  Neotepeg BepameuTIkEG Mpooeyyioelg otov mHSPC. A. Naon
17:30-18:00 OepameuTIKOG OAYOPLOLOC OTO LETACTATIKO 0UPOBNALAKO
Kopkivo. E. kdtong
18:00-18:30  ©@epaTMeUTIKOG OAYOPLOLOC OTO LETACTATIKO KAPK(VO VEPPOU. B. MnaAa
18:30-19:00 Neotepec BepameUTIKEG ETUAOYEC OTO LETAOTATIKO KAPKIVO
nipootdtn pe PARP avaoTtoAn. 0. Mavaywwtou
19:00-19:30 ARAéN - SuunepdaocpoTo




" Alymsys ©
25mg/ml
nukv6 Sidhupa yia

napackeur Siadparog
Tipog éyyuan

Iymsys e

25 mg/ml

nukvd Biaupia yia
napackeur| Slakdpato¢
TIpog éyxuan

meBooiCouydymm, uneBaotCoupdymn

Ma evbognéfio xpron petd and apoiwon

¥ To qappake auté tedel und cupninpwpotki napakedoliBnon. Auté Ba enmpéye to ypiiyopo
npoobiopiopd véwv ninpogopiilv acgaieias.
Ineital and tous enayyefpaties uyeias va avagépouv onoleadinote niBavoioyolpeves aveni-
B0pntes evépyeres.

. 7 Noagoropeiaxés Tipés:
Na neplocdtepeg nAnpoopies: ALYMSYS C/S SOLIN 25MG/ML VIAL X 16 ML 728,89 €
WIN MEDICA ®APMAKEYTIKH A.E. ALYMSYS C/S SOLIN 25MG/ML VIAL X 4 ML 186,89 €

0{&“050‘; 1-3& ﬂupdﬁpo HOQ A‘E'ElKl"]‘; TMpw v ouviayoypépnon cupPouieuteite v Mepifnyn Xaparmpiausiiv tou Mpoiévros.

0600 33-35, 15238 Xahavdpt
T\ 2107488821, Fax: 2107488827 oso- B i o
mmmﬁmmm

. N N Kdroxog¢ Abeiac L)

info@winmedica.gr . mAb

KuxAogopia Xlence _ OAAagdppaxa
www.winmedica.gr Py From keb (o lfe FounMpaniovos vy aKITRINH KARTAS

M WinMedica

Serving Health for Life
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OMIAHTEX - INMPOEAPOI

ABavaciov EAévn

AAeBL{omoulog Nektaplog
Apafavtvog Mrepaoiog
Apbapavng AAE§avEpog
Boytatln Mewpyia
FaAavn EAévn
Mavvakakou Mapio
rkoyka EAévn

IkoA€un NwkoAiva
rkétong Euuiog
lkoUpa Ztedavia
Agpipn Itopativa
Anpopelétn Aquntpa
Zadeipn Mewpyia
Osoxapn Mapia

Kapapoulng MuydaAng
Koopiéng Napig

KouAoukoUpa XpucoUAa
KuBéAou ZtéAAa-Mapia

Aaivakng FrewpyLog

AktvoBepameUtpla-OykoAdyog, Zuvtoviotpla AteuBuvipla,
Tunpa AktivoBepameutikng OykoAoylag .O.N.K. «Ot Aylot
AvapyupoL»

NaBoAdyog-OykoAdyog, I.N.A. «O EvayyeAopog»
MaBoAdyoc-Oykoloyoc, «EupwkAwikni» ABnvwv

MaBoAoyog-Oykoloyoc, AleuBuVTrG-EMLOTNUOVIKOG
YrieUBuvog, A’ MaboAoyikr) OykoAoyikr KAwikn, MA.O.N.A. «O
Aylog 2aBRag»

MD, MSc, PhD, Kap&toAoyog, EmipeAntpla B, I.N.N.©.A. «H
Jwtnplo»

MD, PhD, MaBoAdyog-OykoAoyog, Av. AteuBuvtpla, B’
Oykoloytkn KAwikr, Noookopeio «Metropolitan»

Eldikeuopevn Naboloyiag, I.O.N.K. «OL Aylot Avapyupot»
MaBoAoyog-Oykoloyoc, KaBnyntpta Maboioylag-Oykoloyiag,
latpikn, ZxoAn, Mavemnotnuo ABnvwy, A’ Maboloyikr KAWLk,
M.I.N.A. «AoiikO»

Ewdikeuopevn NMabohoyikrg OykoAoylag, Mabohoyikn-
Oykoloyikn KAwikn, I.O.N.K. «Ot Aytol Avapyupol»

Eldikeuopevog Maboloyiag, MaboAoyikr-Oykohoyikr KAWLk,
.0.N.K. «Ot Aylot Avapyupol»

MaBoloyog-Oykohoyog, B” Oykoloyikr KAwikr, Nocokopelo
«Metropolitan»

MaBohoyoc-Oykoloyog, AleuBuvipla, B’ Maboloyiko-
Oykohoytko Tunua, M.A.0.N.A. «O Aylog 2aBBac»

Topeapxng NoonAeuTikng, Xelpoupykod Tunua, I.O.N.K.
«OL Aylot Avapyupow»

Ewdikevopevn Nabohoyikrg OykoAloylag, Mabohoyikn-
Oykoloyikn KAwikn, I.O.N.K. «OL Aytol Avapyupol»

MaBoAoyog-Oykoloyoc, EmpeAntpla A’ A’ Maboloyikn
KAwvikn, M.FNLA. «Aaiko»

MaBoloyog-Oykohoyog, KabBnyntrg, latpikr IxoAn, E.K.M.A.
MaBoAoyog-Oykoloyog, AteuBuvtng, B’ Maboloyikn-
Oykoloyikn KAwikr, Noookopeto «Yyeia»

NoonAeUtpla TE, MSc, YrieuBuvn, Movada Hueprotlag
NoonAeiag, I.O.N.K. «Ot Aylot Avapyupol»

MD, PhD, MSc, EnepBartikr) Kapdlohdyog, EmpeArtpla A’
Kapdiohoyiag, I.N.N.©.A. «H Zwtnpla»

MaboAdyoc-Oykoloyoc, Av. AteuBuvtnic, A Oykoloyikn
KAwikry, Noookopeio «Metropolitan»




TONEOTEPO ANTIANAPOTONO METO EYPYTEPO ®AZMA ENAEIZEQN ZTON MPOXOPHMENO KA PKINO TOY I'IPOETATH ke

NAPATEINETE

mHSPC

ZEKINHETE O
MEXTANDI™ >

4ETH’

‘Otav o1 aoBeveic oag mapoucialouv mpoywpnpévo KapKivo Tou MpooTdTn gival Kaipdg yia dpdon.
To XTANDI™ gival pia and tou otépatog xopnyoUpevn Bepaneia e anodedeypévn anoTEASCUATIKOTTA OTNY TTPWTN
ypapur Tou mHSPC, Tou udnAou Kivaivou NmCRPC Kal TOU QCUUITTWHATIKOY / \jma cupmTwiatikol mCRPC.™

OAPMAKEYTIKO MPOTON IA TO OMOIO ANAITEITAI IATPIKH EYNTATH

H auvTopn MXM Tou npoidvro Snpoaieteta otn oehiba -31. Tou napévrog svtimov.

Na neparépw nnpogpoplieg cupfouleuteite Ty NXM mouw SuamiBeran and v Astellas Pharmaceuticals AEBE, katénmiv amioswe,
Exhaba: Noaowajieiond Ty [ Kouri x 112 emnahujijtéva e hemd upévio Siokia - 40 mag /TAB): €2.261,67

Kimpog: Mavik) tpr} e OTIA (Kot X 112 emmadupyeévo e hemtd upévio Siowdn - 40mg/TAB): €3.009,25

Ot mhéow ouyvéc avemBipnes evépyaed eiva eaoBivon/kimwon, ey, unéproon, kavdyyara, kai o'
mHSPC: petagrankde oppovosvaloBiyrog kapkivo tou npootam), nmCRPC: jin peroranikde, avBexmni oTov anouyiopd, kapkived Tou npootam,
MCRPCpeTaoTaTG(, avEKTINGG OOV SUVOUYOp3 KO KIVO Tou TIpOGT)

1. Nepirppn XoparmpuomenTpoiovio XTANDI™, 2.Stemberg (N et al. NEngl J Med 2020; 382: 2197206, 3. Beer TM etal. Eur Ural 2017, 71: 151-54, 4. Ammstrong
Aletal ) Clin Oncol 2019;37(32): 2974-86, 5. Hussain Met al. N Engl ) Med 'DTS 3??426) 2465-74, 6. Armstrong Al eal. . Clin UnmUOL) 40: 'alr;_? 7.Meplyim
paKT) Npaidviog Aympatepding, 8. Nepthnyn X Mo jibryc, 9. Mepihrpp Kapakg L pdry

g Xtandi
Astellas Pharmaceuticals A. E.B.E.

< enzalutamide

Aynoikdou 6-8, 151 23 Mapolar, ABriva.
Tn\.2108189 900, Fax: 216 8008998
www.astellas.com/gr

i i Bonfiriare va yivouv 1a pappaxa o aopakd kal
kewchonand o et o
Nmﬁz&%ﬁ? 224583.;;; po: TupnAnpavovtag TNV «KITPINH KAPTA»
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Naokapdkng AltOoToAog

AtoUta FoAdtela

Mntooyltavvn Mapia

MuyaAomnoUAou EAsva

Motpoywwpyou EvayysAia

MouUvt{og lwavvng

MndAa Bavéoo

Mrnapurolvng Baoilelog

Mnagarolkog AnpRTpLog

Nadon Aéomowa
MNavaywwtou Oupavia
Navén Mapia
MNavonoulog Xpriotog
NarnaytavvortoUvAou
Awartepivn

Nannd Osodwpa

Natnpakn EAlcodpet

Nektaoidng AnuRtpLog

Mutépn Mapia

MAwakou EvayyeAia

MAotapyomoUAov Kuplakn

Peg EAévn

MD, MSc, MaBoAdyog-Oykoloyog, AteuBuvtrg, OyKoAOYLKO
Tunua, latpiko Kévtpo ABnvwy

Ewdikeuopevn Nabohoyikrg OykoAloyiag, Mabohoyikr-
Oykohoytkn KAwikr, I.O.N.K. «Ot Aylot Avapyupol»

Ewdikeuopevn Mabohoyikng Oykohoyiag, Maboloykn-
Oykohoytkn KAwikn, T.O.N.K. «Ot Aylot Avapyupot»

KapbloAoyog-Evtatikohoyog, MD, PhD, AteuBuvtpla E.ZY., I’
Maverotnuakn Kapdiohoykr KAwikr, I.N.N.O.A. «H
Jwtnplo»

MD, MSc, MaBoAoyoc-Oykohoyog, Nocokopeio «Yyela»

MD, MSc, PhD, MaBoAoyoc-Oykohoyog, AteuBuvtng, A’
Oykoloytkn KAwikn kat Movada KAwikwv MeAeTwy, «Eppikog
Ntuvav» Hospital Center

MaBoAoyog-Oykohoyoc, « EUpwKAVLKA» ABNVWY

MaBoAoyoc-Oykoloyog, AleuBuvtng, E” OykoAoyikn KAwikn,
Noookopeio «lacw»

MaBoAoyog-Oykoloyog, AleuBuvtrg, A" Oykoloyikn KAk,
Noocokopeio «Metropolitan», Ouotiuog Kabnyntng
Mavermotnuiov AUTIKAG ATTIKAC

MaBoAoyog-Oykoloyoc, EmpeAntpla B, Mabohoyikn-
Oykoloytkn KAwvikr, I.O.N.K. «Ot Aytot Avdpyupol»

MSc, Eldikeuopevn MaboAoyikng Oykoloyiag, MaboAoyikr-
OykoAoyikn KAwikn, I.0.N.K. «Ot Aylot Avapyupol»

Ewdikevopevn Nabohoyikrg OykoAloyiag, Mabohoyikn-
Oykoloyikn KAwikn, I.O.N.K. «OL Aytol Avapyupol»
MaBoAdyog-Oykoloyoc, AteuBuvtrg, OykoAoyikd TUAKQ,
«EUupWKAWVLKI» ABnVWV

NoonAeUtpla ME Abaktwp, Topedpxng Epyaoctnplakou TopEa,
r.O.N.K. «Ot Aytot Avapyupol»

NoonAeUTtpla, .O.N.K. «OL Aytol Avapyupol»
KaBnyntpla NoonAeutikng, E.K.M.A.

Opotpog Kabnyntng, latpikn ZxoAn, E.K.M.A., Atcubuvtnig,
OykoAoytko Tunua, «Eppikog Ntuvav» Hospital Center

MD, PhD, AktwvoBepameutrg-OykoAdyog, Av. AlevBuvtpla,
«laTPoTOALG» KEVTPO AKTIVOXELPOUPYLKNG-EALKOELSOUG
Oepareiag

MD, MSc, MPH, 2tpatiwTikog latpog MN, Etdikeudpevn
MaBoAoyikng Oykohoyiag, Mabohoyikn-Oykohoyikn KAwikn,
I.O.N.K. «OtL Aytot Avapyupol»

MaBoAoyog-Oykoloyoc, Atbaktwp Maveniotnpiov ABnvwy,
«EupWKAWLKN» ABNVWV

MaBoAoyog-Oykoloyoc, MD, PhD, AleuBuvtpla, Maboloyikn-
Oykoloyikn KAwikn, I.O.N.K. «OL Aytol Avapyupol»
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Zapavtag Enapevwvéoag

Zkovépa Mapia
ZTpLumndakog ANEELOG

TloBapag AAEEaVEpOG
T{ouda BaolAkn
T{oudag dwtng
Tputodakn EAAn-Zodia

TooukaAdg NikoAaog

Duntatou BaotAwkn

QPwrtomnovuAou Akatepivn

XplotodoUAou Xpriotog

XplotonouAou ABnva

MaBoAoyog-Oykoloyog, AteuBuvtng, B” Oykoloyikn KAwikn,
Noookopeio «Metropolitan»

MaBoAoyog-Oykoloyoc, «Eppikog Ntuvav» Hospital Center

MRCP, PhD, NaBoAoyog-OykoAdyoc, AteuBuvtng, E’
MaBoloyikn-OykoAoyikr) KAwikr, Nocokopeio «Yyeta»

PhD, MaBoAoyog-Oykoloyog, EmipeAntig B, A’ MabBoAoyikn-
Oykoloyikn KAwikn, I.A.O.N.A. «O Aylog 2apRag»

Ewdikevopevn Maboloylag, Zuvepyatng, Oykoloyikn Ouada,
Noookopetio «Yyeia»

Edikeuopevog Oykoloyiag, Mabohoyikr-Oykoloyikn KAwikn,
I.O.N.K. «Ot Aylot Avapyupol»

MD, PhD, NMaBoAdyog-OykoAoyoc, A’ Mabohoyikr-Oykoloyikn
KAwvikn, T.A.O.N.A. «O Aylog ZaBBag»

MD, MSc, PhD, MaBoAdyog-OykoAoyog, MSc BlomAnpodopikr,
Av. AteuBuvtng, Oykoloyikn KAwikn, 401 T.2.N.A,,
ETLoTnUOVIKOG Zuvepydtng «Eppikog NTuvav» Hospital Center

NoonAeUtpla ME, AleuBuvipla NoonAeuTikng Yinpeaiag,
I.0.N.K. «Ot Aylot Avapyupol»

AktwvoBepameUTtpla-OykoAoyog, EmpeAntpla B E.Z.Y., Tunua
AktwvoBepameutikig Oykohoyiag, I.O.N.K. «Ot Aytol
Avapyupol»

MaBoAoyog-Oykoloyog, AteuBuvtng, B” Oykoloyikn KAwikn,
Noookopeio «Metropolitan»

MD, PhD, MaBoAdyog-OykoAoyog, AleuBuvtpla kat Yriebbuvn
OykoAoyikng Movadag, I'.N. Matpwv «Aylog Avbpgacg», T. AZ
E.O.MN.E.
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[ENIKEX NMAHPO®OPIEX

Opyavwon:
Aleruotnpovikn Etatpeio Epeuvag kot Oeparneiag tou Kapkivou

Ie ouvepyaoio:
MaBoAoyikn-OykoAoyikr KAwikn, .O.N.K. «Ot Aytot Avapyupol»

Yo tnv auwyida:
Etatpela Oykohdywv Maboloywv EANGSag (E.O.M.E.)

Huepopnvia die§aywyng:
17-18 QeBpouapiov 2023

Tonog die§aywyng:
=evoboyelo Crowne Plaza
MuxaAakormouAou 50, ABriva 115 28

Eyvpadéc:
H eyypadn oto Zuvedplo eival Swpedv. H mapakoAoUBnon emTpénetal Lovo oe
ETOYYEALATIEG UYELQG KAl OE TIPOTTUXLOKOUG-UETATITUXLAKOUG GOLTNTEG.

06nyieg duokng napakoAovOnong:
YToug ouppetéxovteg Ba otalel nAektpoviko badge (barcode), To omnoto Ba mpémnet va
OKAVAPOUV KaTd TNV elcodo kat €060 Toug otny aibouaca.

08nyieg Stadiktuakng napakoAovOnong:

Eav eloaote vEéog Xpnotng mapakaAoupe akolouBrjote tn Sladikacia Snuloupyiag
Aoyaplaouol cupmAnpwvovtag ta anapaitnta nedia oto www.livemed.gr (matrjote oto nedio
Register/Eyypadr). H Snuiloupyio Aoyaplacpol sival Swpedv kal LTTOXPEWTIKA YL TNV
niapakoAolBnon Twv opAlwy. Edv éxete nén Aoyaplaopod oto Livemed xpnGLUOTOLNOTE TOUG
KwdLkoUG oag yla va ouvdebeite, emléCte TV Katnyopla Live kal To cuveSplo ou BéAete va
TIOPAKOAOUBNOETE Kal OTN GUVEXELA TO €lkoviSio Go Live i) Go Virtual. 3t cuvéxela yla va
ouvbebeite e tnv aibouoa, emNEYeTe Ao TO HEVOU TIOU epdavileTal 0TO KATW UEPOG TNG
08ovnc¢ oag, tnv «AiBouvoa TuvedpLdoewv»

Eav oag evlladépel va MapaAABETe TOTOMOINTIKO TapakoAovuBnong, Ba mpemel va
TIPAYUQTOTOLAOETE TNV eyypadr cag oTo JUVESPLO péow TG EwkovikAg Mpappateiog,
TIOTWVTOC TO avtioTolyo elkoviblo «Eyypadn», Wote va apyloet va Kataypadetal o Xpovoc.

Mopra Zuvex{opevng latpikng Eknaidsvong:
TOudwva pe ta kpuenpla tg EACCME-UEMS Ba xopnynBouv Moptla Suvexlopevng latpikng
Exnatdevong (CME-CPD credits).
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NapaAapn Motonotntikou:

To moTomoNTKO TapakoAouBnong Ba oTaAel LUETA TO TTEPAG TWV €PyACLWY Tou Tuvedplou ot
000UG oUVESPOUG €XOUV KAVEL gyypadn. Amapaltntn mpolndBeon yla Tnv mapaAaBn Tou
TILOTOTIOLNTLKOU TtapakoAoUBNoNg elval N CUUMANPWGON TOUAAXLOTOV ToU 60% TwV CUVOALKWY
WPWV TOU EMLOTNUOVLIKOU TIPOYPAUUATOC KOl N NAEKTPOVLKI) GUUANPWON TOU EPWTNHATOAOYIOU
agloAoynaong tou cuvedpiou. O aplBuog Moplwv Zuvexlopevng latpikng Eknaidevong (CME-
CPD), 6a urtoloyLotel Baoet Tou xpovou mapakolouBnong mou Ba kataypadel oty mMAatdopua
livemed yla 6coug €xouv SLadIKTUAKN) TTOPOUGLA KOL OTO CUOTNUO KATAUETPNONG otnv elcobo
™m¢ alBouoag ylo 6ooug £xouv GuaLkr Tapouatia.

pappateio:

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

EA. BeviZéhou 154, 17122 N. Zulpvn

e TnA.: 210- 98 80 032

e E-mail: ets@otenet.gr, ets@events.gr
e Website: www.events.gr

AnayopeveTaL pntd 1 avamapaywyn, avadnuooieuan, avtlypaen, arnodikevan, nwAnon, uetadoon, Stavour,
ékdoan, ektédean, Anyn (download), uetappaon, tpomomoinon Ue omolovéNMoOTe TPOMO, Ywpic T PNTH
TTpoNyoULEVN Eyypacpn ouvaiveon tn¢ ETauplag, Tou auvoAou 1) HEPOUG TOU MEPLEYOUEVOU ToU Mpoypauuatog. H
E.T.S. Events & Travel Solutions emipuAaooeTaL PNTWS MAVTOG VOUIUOU SIKALWUATOG TNG yLa TN Stapudaén twv
SIKAUWUATWY TVEUUATIKAG Kot Blounyavikng tdtoktnoiag. Mo avaAuTikOTEPEG TANPo@opiec entokepUeite TO
www.events.gr (TTOALTIKN atopptou).
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IBRANCE Y

palbociclib

= H AYNAMH THX
EMIMIZTOLYNHX

oth Bepansutikn enthoyn aoBevav
pe HR+/HER2- mBC'

v Khvikfh AnoteAeopatikétnta'
v/ Aebopéva Khvikig Mpaktkhg®’
v Aebopéva €kBaong ané avapopég acBevdv (PRO)E?
v KaBiepwpévo Mpopil AopdAerag'10"
v "Evag ouviotwpevog éAeyxog napakoAouBnaong*

v Mia kGyoula, pia gopd T pépa’

BEPAMEYTIKEL ENAEIZEIZ, AOZOAOTIA & TPOMOL XOPHIHIHE

To IBRANCE, 125mg pia @opa ty npépa and tou otopatog yia 21 pépeg oe KUkAo 28 npepdv (oxhpa 3/1), evbelkvutal yia tn Bepaneia
TOU TOMIKG NPOXWPENHEVOU f HETAOTATIKOU KapKivou Tou pactou o onoiog eival Betikdg otoug oppovikolg unodoxeis (HR) kat apvntkég
otov unoboxéa tinou 2 tou avBpdnivou entbeppikol augntiko napayovia (HER2):

- 0€ OUVBUAONO [E GVOOTOAED TNG APWHATAONG

- o€ ouvbuaopsd pe poulBeotpavin o€ yuvaikeg nou Exouv AdBeL nponyouuevn evbokpivikn Bepaneia

Lt npo- N NEPL-EPUNVONAUOIaKES Yuvaikeg n evBokpvikn Bepaneia npénet va ouvbuaderat pe LHRH aywviotnh.'

o o nAnpeg Kelpevo g doooAoylas kal Tou Tpanou Xopnynon¢ oupBouAeuBeite v MepAnyn Xapaxtnpiotikeav Tou fpoidviog nou diariBeral and Tnv eTaipsia

EHMANTIKEE NAHPOQOPIEL ALQAAEIAL

To Ibrance avtevbeikvutol o nepintedoelg unepeuaioBnaiag otn Spaotikn ouoia fi oe kKanoto and ta ékBoxo, kaBwg kat e aaBeveic ol onolot AapBavouv okevdopara

nou nepiéxouy unepid/Bakoapéxopro [St. John's Wort). O nio cuxvég avemBupnteg evepyeieg (= 20%) onowoudnnote BaBpol nou avapépBnrav oe ooBeveic nou éAaBay
palbociclib oe twxaonoinpéveg KAIVIKES HEAETES Mtav ouBETEpOnEvia, Aolpgeic, Asukonevia, kénwan, vautio, otopatinda, avawyia, SiGppoia, ahwnekia kat BpopBonevia.

O mio ouxveg (= 2%) avemBapnteg evépyeteg BaBpod = 3 tou palbociclib fitav oubeteponevia, Aeukonevia, AoypdEetg, avapio, ougnpévn aonaptikh apivotpavagepdon [AST],
kénwon kat auénpévn apivotpavopepdon tng ahavivng (ALT].

PP-IBR-GRC-0145-0CT22

"Mpénet va exteheital nARpng aipatoAoyikas éAeyxog npw and tnv évapEn tng Bepaneiag kat katd v évapgn Tou kaBe KikAou, kKaBME kattnv HpEpa 15 Twv npwtwy 2 KUKAWY Kot 6nwg
evbeikvutal kKhvikd

LHRH = oppévn aneleuBépwong Tng wixpivotpdnou oppdvng. mBC = petaoratikds Kapkivog Maotou

1. IBRANCE, Mepingn Xoparanponkay Mpoiéviog 07/2022. 2. Rugo H, et al. Breast Cancer Res Treat, 2019;1743]:719-729. 3. . .
Finn RS, etal. 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. BonBiigts va yivouv 1a gappaka nio adpaki kai
Breast Cancer Research (2021) 23.37. 6. Waller J, et al. J Glob Oncol. 2019 May.5. JGO1800239 7. Taylor-Stokes G, et al. Breast A"“_“P‘“ .

2019 Feb; 43:22-7 8. Harbeck N, et al. Ann Oncol. 201 6:27(6]:1047-1054. 9. Rugo HS, et al. Ann Oncol. 2018;29(4):888-894. 10. OAEE us avemBUpntes evépyeies yia

: % OAA ta pappaxa
Dieras V, etal. J Natl Cancer Inst. 2019;111[4):419-430. 11. Verma S, et al Oncologist. 2016;21:1165-1175, upnAnpivovras my «KITPINH KAPTA»

H ouvtetpnpévn NepiAnyn Xapakmponikav tou Mpoidvrog Snpooteletal o GAAn oeAiba tou napévrog

P PFIZER EAAAZ A.E. A. Meooyelwy 243, N, Wuyikd 15451, ABfiva, EAAGSa, TnA. Enikovwviag 21 800, Ap16. I.E.MH. 000242901000
: IZ@I"  prizER EAMAT AE. (CYPRUS BRANCH) Acwoddpog ABahiooag 26, 2018 Acukwola, Krpos, Th, Emkoivaviac: 4357 22 817690

Oncology




Aiavikr Tip

ABINONE™ F.C.TAB 500MG/TAB BT X (60 X 1) TABS 1923,13€

ABINONE® TAB 250MG/TAB BOTTLE (HDPE) X 120 TABS | 1923,13€
Acghrio Tipwv: 06/2022

Z nepimwon £xkdoong véou SeATiou TiLGY Papydkwy, oYUYoV 01 VESTEPES TILES.

Tpdnog &iaBeong: Me watpixt) ouvtayn

Bon@4oTe va yivouv Ta papuaKa Mo aopaAy
el Mpiv ™ ouvtayoypdenon oupBoukeuteite v MXMN Tou mpoidviog,
wﬁWmm 1 onola undpyet BiaBEoyn and v etaipela, epdooy {ymBei.

¢
INNOVIS

Future health today

INNOVIS PHARMA A.EB.E

A, Knpiolag 44, 15125 Mapoloil ATtkhg
T: 2162005600, @: 2106664804

www.innovispharma.gr

ABI-SAD1-0722



FIA THN 1" TPAMMH OEPATMEIA ZYNTHPHZHZ

ANTAINOKPIOHKAN

O povo¢ PARP avaotoAéac ave&aptntwe BiodeikTn, ToU xopnyeital amd
OTONATOC Mia ¢popd TNV NUEPA WG LOVOBEPATEIQ VIO OAES TIC YUVAIKES
LE TIPOXWPNHEVO KAPKIVO woBNKWY TIOU avtamokpi@nkav otn Bspancia

HE mAativa rpwTNG ypauung.=

ZuvonTikég MAnpogopies AoddAeiag: O1 mo ouxvég avemBUpnTe evépyeleg £lval: vautia, avaipla, BpopBonevia, kénwan, SUckoINIGTNTA, HETOS,
novoképahos, alnvia, peiwon Tou apiBpol Twv ayoneTalfwy, oudsTeponevio, kothiakd Ghyog, pelwpévn 6peEn, idppoia, SUaTvoia.

References: 1. ZEJULA (niraparib). Summary of Product Characteristics.
May 2022. 2. Olaparib. Summary of Product Characteristics.November 2021,
3. Rucaparib. Summary of Product Characteristics. September 2021,

Mpiv Tn ouviayoypddnon cupPfouheuteite Ty Nepiknyn Xapaktnplotikoy
Tou MNpoidvToeg n onola eUTEPIEXETAI OTIG EMOPEVEG OEABES.

AT. 493426 €.

% emixopriynong amd Toug opyaviopous KovwviK@Y aopahioewyv: 100%,
Katémv eviagng Tou mpolévtog otov Katdhoyo AmoZnpioUpevey Gapuarwy.
Meplopiopévn iatpikn cuvtayn.

BonBrjote va yivouv ta g dppaxa mo acpalr kat Avagpépete
OAEE 1¢ avemBopnteq evé pyeiec yia ONA Ta @dppaxa
Zupmhnpavovtag tnv «KITPINH KAPTA»

H £vtagn tng Bepaneiag yivetal 0E VOOOKOHEID Kal UTOpEl va ouvexiZetal
EKTOC voooKopelou umd Tnv mapakoAouBnan e151koU 1aTpol.

Ta avwtépw Ioxtouv katd Tnv nUepopnvia oUVTAENS TNG KATAXWENANG.
Napakaholye emKovwVAaTE pe TNV etaipeia yia empefalwon MARpWS
evnpepwpévy Sedopévwy, yia omoiadrinote mnpogopia fi/kal avadopd
Avem@upntwy Evepyeiwv 6to TnAépwvo 210 6882100.

Ta epmiopikd ofipata aviikouv fi éxouv mapaxwpnBel otov ‘OpIio ETAIPEIDY
SK.

©2022 OpiAog etaipeiwv GSK fi Sikalondpoxog Tou Opfiou GSK.

PM-GR-NRP-JRNA-220002 IZXYZ 6/2022 - 6/2023

A. Kndioiag 266, 15232 XaAdvepl, ABriva, TnA 2106882100



BINOZAR/383/1 10/2022

A3, DEMO asee

BIOMHXANIA ®APMAKAON

BINOCRIT

epoetin alfa

ZARZIO

filgrastim

BondfaTe va yivouy 1 gdpyoxa o aopak <ol
Avarpipare
OAEE 1 avemBintes evdoyeits e
OAA Ta géippara
Tuumhnpdvovag v (KITPINH KAPTA

Mpiv m ouvtayoypagnon
oupPoukeuBeite Tnv wARpn MepiAnyn Twy
Xapakmpiomik@y 1ou kaBe Mpoidvrog,

Npowdeitan amd v eTaipeia:

A Novartis DEMO
SAN Do Division & ABEE
KAK: Sanfioz Gt BIOMHXANIA ®APMAKON

Biochemiestrasse 10, A-6250 Kund), AuoTpia 21° yhy EBv. Odoi Adnviv-Aapiac,
Iroiyeia emikovwyiag atnv EAAGSa: Novaris (Hellas) A.E.B.E./Sandoz division 145 68 Kpuovepi, Atmixrg, EAAada
GpaykokkAnoi 78, 151 25 Mapolior, ABfiva, Tnh.: 210 2811712, dat: 210 6857655  T: +30210 8161802, F: +30 210 8161587



e
reconval

MeyioTonolei To 0peAOg
TWV OYKOAOYIKWV Bepaneiny

MEIQNEI

THN ENTAZH
TON AEPMATIKQON
ANTIAPAZEQN

Reconval Ki Reconval B6

lMa TiIc SepuaTikEg avTI®pAoEIg Nou Ma o cuvdpouo naiapwv-neAPATwY
npokaAouvTal and TIC AVTIKAPKIVIKES and T xnueloBepaneia kai yia
Bepaneieg, 1I81aiTEpa and TOUG AvaCoTOAEIG Tic SepuaTikeg avTidpdosic and
EGFR kal Ti avocoBepaneieg. Tnv akTivoBepaneia.
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«# MAPTE TON EAETXO ME

VCABOMETYX" | To cABOMETYX® MA
(cabozantinib) tablets | TOYZ AZ@ENEIE A%

To CABOMETYX® wg avaoToA£ag Tupooivikng kivaong (TKI) kai
a1rd TOU OTOPATOG BepaTreia eTTEDEIEE OTATIOTIKG OT|HAVTIK
BeAtiwon Twv PFS,0S,0RR? péow NG avaoToAnRg Twv

mmapayoviwv MET, AXL, VEFGR? og OA&g TIG KAIVIKEG MEAETEG!

Neg@pokutTapiké Kapkivwpa

1" Tpappn’
Z& eVINIKEG QOBEVEIS PE TTPOXWPNHEVO VEPPOKUTTAPIKG KapKivwpa evBidueons i
PTWXNG TTPOYVWONG, ol oTToiol Bev Exouv AdBel TTponyoudevn Bepareia.

Ze guvBuaopoé pe viBoAoupdpuTrn, evaeikvuTal yia TNV Bepareia TPWITNG Ypapupnig o
eVIAIKEG aOBeVEIG PE TTPOXWPNHEVO VEQPOKUTTAPIKG KApKivWHd.
2" Tpappry’

Z& eVANKEG 0IOBEVEIG HE TIPOXWPNHEVO VEQPPOKUTTAPIKG KAPKiVWHA PETA atTd
TrponyoUpevn oToxedouoa BepaTreia ayyeiakou evdoBnAiakol augnTikol Trapdyovia
(vascular endothelial growth factor, VEGF).

HmrarokutTapiké Kapkivwpa

2" Mpappry’

EvdeikvuTtal wg povoBepaTreia yia Tn BepaTieia Tou RTIATOKUTTAPIKOU
KapKIvWpaTog o€ evijAikeg aaBeveig TTou éxouv AdBel TTponyoupevn Bepatreia
UE COPAPEVIHTT.

A10QOopOTTOINHEVO KAPKiVWwHa BUpeOEIBOUG

2" Mpappny’

Ze eVIAIKEG aOBEeVEIC PE TOTTIKA TTPOXWPENHEVO | HETAOTATIKO, SIAPOPOTIOINUEVO
Kapkiviopa Bupeocidoug (DTC), avBekTikG i un KatdAAnAo yia Bepareia pe
padievepyo 1wdio (RAI), Tou éxouv TTapoucidoel eEENIEN TS VOTOU KaTtd Tn
BIAPKEIX 1) HETA aTTO TTponyoUHEVn cuaTnUaTikr Beparreia.

To CABOMETYX® £xe1 éva Siayeipicipo TTpo@iA aveKTIKOTNTAG KAl ao@AAEIAg, TO OTI0I0 EXEI
ammoSelxBei oe OAEG TIG KAIVIKEG NEAETEG TTPOCPEPOVTAG OTOUG aoBeveig TroioTnTa {wiig’
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1. Mepiknwn XapakrmpioTikwy Mpoidviog-AlariBetal ato Tnv eTaipeia mwﬁvw:wm-mw«mm

2. PFS:Progression Free Survival, 0S:Overall Survival, ORR:Overall Response Rate OAEX i avemBOpnTES EVEpYELES Yia
3. MET:Receptor Tyrosine Kinase, AXL:Receptor Tyrosine Kinase, OMw
VEGFR: Vascular Endothelial Growth Factor Receptor, Zu{IrAnpHiRovrs Tt MHITPIN KAFTAS

4. DTC: Differentiated Thyroid Cancer, RAI: Radioactive lodine
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IZYNTAMOMPA®IKEEZ NAHPO®OPIEZ TOY MPOIONTOZ

1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOE CABOMETYX 20 mg emkahuppéva pe AeTrmd upévio Biokia CABOMETYX 40 mg emmkaAuppéva e
AerrTo upévio Siokia CABOMETYX 60 mg emixaAuppéva pe Aetrio upévio Siokia. 2. MOIOTIKH KAI MOZOTIKH EYNOEXH CABOMETY X 20 mag emmikaAuppéva
e AeTrio upévio Siokia. KaBe emkaluppévo pe AeTrié upevio diokio Tiepiéxel kaBolavriviBn (S)-pnAikr iocodvapn e 20 mg kaPolavriviBng. ExSoxa Ue ywwarr

Opdar Kabe emkaAuppévo pe AeTrTé upévio diokio Trepiéxel 15,54 mg Aaktodng. CABOMETY X 40 mg emkaAuppéva pe AeTiTo upévio Siokia KaBe emkaAuppévo
pe AeTiTo upévio diokio TrepiExel kaBodavTiviBn (S)-pnAikn iooduvaun pe 40 mg kaBolavnivifng. Exdoya pe ywwatr) dpdan Kabe emmkaAuppévo pe AeTTd upévio
Sioxio mepiéxel 31,07 mg Aaktdlng. CABOMETY X 60 mg smkaAuppéva pie AeTrio upévio diokia KaBe emkahuppévo pe Aerié upévio diokio TTepléxel kaBodavTiviBn
(S)-unhikr) 10080vapn pe 60 mg kaPolavnvipng. Exdoya pe ywwat dpdon Kabe etkaAuppévo pe Aetrrd upévio Biokio TrepiExel 46,61 mg Aaktodng. MNa tov
TAfEN katdhoyo Twv exdoxwy, BA. Tapdypago 6.1. 3. PAPMAKOTEXNIKH MOP®H Emkahuppévo pe Aetro upévio Giokio.
eTnkahuppéva pe Aerré upévio Siokia Ta diokia eiva kiTpiva aTpoyyuhd xwpic eyxdpagn kai pépouv My evBeign « XLy o pia TAeupd kai Tnv EvBeign «20» otnv
GAAn TTAeupd Tou Siokiou. CABOMETY X 40 ma ermkaluppiéva pe AeTITo upévio Siokia Ta Siokia eival KiTpIva TpIywvIKa Xwpic nyc'lpclﬁr] Kal QEPOUV TNV i:vﬁf.lf,r]
«XL» atn ;.uu Theupd Kal T évBEiEr «40» otnv dAdn ﬂAeupd Tou Biokiou. CABOMETYX 60 mg emkaAuppéva pe Aetrd upévio Siokia Ta diokia eival kitpiva
OBAA xwpig eyxapagn kai gepouv v évBelgn «XL» o pia AEupd kal TV EvOeign «B0» atnv GAAn TTAEUpd Tou Biokiou. 4. KAINIKEZ NMAHPO®OPIEE 4.1
ecpcnuurlxsg evbeifeig Negpokutrapikd kapkivwpa (RCC) To CABOMETYX eveikvutal wg povoBepareia Yo TO TIPOXWPNHEVO VEQPOKUTTAPIKG
Kapxivwpa - wg Bepatteia TTPWING-ypappig ot evijAIkeg agBeveig, pe evBidpean f TTwWYN TTpdyvwan (BAETTE Tiapdypago 5.1), - Ot evijAIKeg PET aTid
TIponyoUpEvn aToxelouoa Bepatreia ayyeiaxkoy evioBrnAiakou avgnmkol Tapayovra vascular endothelial growth factor (VEGF) (BAétre Trapdypago 5.1). To
CABOMETYX, ot ouvBuaopo pe wBo.»\ouudern. evBeikvutan yia TV BepaTieia TIPWTNG-YPAPUNAG OF EVIAIKEG OOBEVEIC PE TTPOXWANUEVO VEQPOKUTTAPIKG
xapxivwpa (BA. apaypago 5.1). Hiraroku Kivwpa (HCC) To CABOMETYX eveikvutal w¢ povoBeparreia yia 1 Beparreia Tou NTTATOKUTTAPIKOU
kaprivparog (HCC) oe eviihikeg TTou Exouv Aule TIponyoupévwG BepaTieia e copageviiTIm. To
CABOMETYX evbeikvutal w¢ povoBepareia yia Tr Bepamieia evnAikwy aoBeviov HE TOTIKG TIpOXwPENEEVO 1] HETAOTATIKG, SiapopoTToinpévo Kapkivwpa
BupeoeiBioug (DTC), avBekmikd i Pn katdAAnAo yia Beparreia pe padievepyo dio (RAI), mou Exouv Trapouaidoe eEENIEN T vooou kard Tn Sidpkeia f| JETA aTTd
TiponyoUpevn ouoTtnparikr Bepameia. 4.2 Aooohoyia kai TpoTTog Xoprynong H Bepareia pe CABOMETYX Ba TrpéTmel va TrpaypaToToETal amd iatpd
EUTIEIPO OTN XOPIyNon QvTIKApKIVIKWY QappakeuTikwy mpoidviwv. Acgohoyia Ta Siokia CABOMETYX kai o1 kaouheg kaBolavTiviBng dev eivan Bioiooduvapa
Kal Bev TIPETTE VO XpnaipoTrolouvTal To Eva avti Tou dhou (BA. Trapdypago 5.2). To CABOMETYX wg povo@epareia Ma o RCC, 1o HCC xai To DTC n
ouvioTwpevn 86an Tou CABOMETYX eival 60 mg pia gopd nuepnoiwg. H Beparreia Ba TrpéTrer va ouvexioTel péxpl 0 aoBeviG va Pnv eTTLQEAETAI TIAEOV KAIVIKG
a1rd T Bepatieia f PEXPI va eppavioTei Pn amodekTr] TofikémnTa. To CABOMETYX o€ ouv3uaouo e viBoAoupiduin amnv mpwin-yeauui] mpoxwpnuévou RCC
H ouvioTwpevn 66on Tou CABOMETYX eivar 40 mg pia gopd Tnv Npépa oe ouvduaouo pe viBohoupdpTn TTou Yopnyeitar evdopAeBiwg £ite we 240 mg kade 2
£RBopadeg eite w¢ 480 mg kdbe 4 efdopadec. H Bepameia Ba mpémer va aguveyioTel puéxpl Tnv eEENIEN TNG vooou 1 Tn pn arodekT To§ikdmra. H viBoAoupdutmn
Ba TpéTTel va auvexIoTel péxpl TV eEENIEN TNG vOOOU, T W ammoBekTr TOEIKGTNTA 1} Ewg Kal 24 prveg ot aoBeveig Xwpic eEEMEN TG voaou (BA. Mepiknyn Twy
Xapaxmnpiomikiv Tou Mpoiévrog (MXN) yia ) Sooohoyia g viPohoupdutmg). Tpomoroinan g Beparrelag Na Tn Siayeipion Twv GTToTTTwy avemBopnTwy
EVEPYEILIV TOU PapHaKoU PTTOpE va ataimeital TTpoowpivi| SiakoTrr) Beparieiag n/kan peiwon tng 6dong (BA. Mivaka 1). Otav n peiwon tng 8oong eivar amapaitntn
o1 povoBepareia, ouvioTdral va pewbel ota 40 mg nuepnoiwg kar karémv ota 20 mg npepnoiwg, Otav 10 CABOMETYX xopnyeital oe ouvduaoud pe
viBohoupduTm, ouvioTdral n peiwon g ddong ata 20 mg CABOMETYX pia @opd v nuépa kai otn auvéxsia ota 20 mg kdBe deutepn nuépa (avatpégte oy
MXMN Tng viBoAoupapTng yia T CUVIOTWHEVN TpoTToTioinan Tng Bepameiag yia m vifohoupapm). MNa m daxeipion g TofikamTag BaBuoy 3 fi peyariTepou
CUHPWVa HE TA KOIVA KPITpia opohoyiag yia avemBuunTe evépyeieg (CTCAE) ri un avekTrig To€ikotntag Babpou 2, auviatdral n diaxoTrr g 8éong. ZuvioTaral
n Heiwon Tng d6ang yia oupBavTa, Ta otrold, eav ePpévouY, PHTTopoly va KataaTolv aofiapd ) pn avektd. Edv évag aaBevri¢ rapakeiypel pia S6an, n d6ar) Tou
TrapakeipBnke dev Ba pETEl va AngBei edv amopévouy AyoTepeg ard 12 wpeg péxpl T eTopevn d6on. Mivakag 1: ZUVIOTWHEVES TPOTTOTTONNTEIC BOONS
Tou CABOMETYX yia avemBUpnTeg evépyeieg Avem@ounTn Evépyeia kai OoTnTa: AvemBopunTeg avridpaoelg BaBpol 1 kai BabBuol 2 Trou eival avekTég
Kal eUkoha avripeTwioeg TpomoTroinorn 8epameiag: Aev anmareita ouvriBwg Trpoaappoyr] 5oong. MpooBESTE TTapoX UTTOOTNPIKTIKIG GEOVTIBAC OUPPWVa
ue Tig evBeifeic. AvemBuunTn Evépyeia kai OggTnTa: AvemBiunTes avnidpdoeig BaBpod 2 trou eival pn avekTég kai dev gival Suvard va avTpETWIMoToUV HE
peiwon ddong r uTrooTNPIKTIKY ppovTida. Tpomotoinon Bspameiag: Aiakowyre T Bepameia éwg 6Tou n avemBOUNTN avTidpaon amokaTacTaBel ot Babpo
=1.MNpooBéoTe uTooPIKTKA PpovTida olppwva e Tig evdeiteg, Egerdote 1o evlexopevo emmavivapéng oe pewpévn doon. AvemBounTn Evépyeia ko
OfuTnTa: AvemBiunTeg avnpdoelg (ekTog ammé khvikd pn epyacTnpiakés avwpahiec) Tpomotroinon Bepameiag: Aiakoyte T Bepareia €w¢ 6Tou n
avemBupnTn avridpaon amokaraoTtabel oe Babud 1. MpooBéote uTDOTNPEIKTIKY PpovTida cluppwva pe Tg evdeitelg. EmavekkiviioTe o Perwpévn door.
AvemBounTn Evépyeia kai Of0TnTa: AvemBipntec avnidpdoeig (exTog améd khivikd pn epyaompiakéc avwpahieg) Tpotromroinon Bepareiag: Aiakoyrte
Beparreia. XopnyroTe kar@dAAnAn iatpikr) gpovrida. Edv n avemBopnm avridpaon amokaractabei péxpi 1o Babpod 1, emavekkivioTe o€ peiwpévn doarn). Edv n
avemBopnTn avridpaan dev emAuBEi, SiakoyTe pévipa T Beparieia, AvemBupnTn Evépyeia kar O§0TnTa: Augriosic nmankwy eviUpwy yia aobeveig pe RCC
Tou éhaBav CABOMETYX oe ouvBuaopé pe viBohoupdpTn. Avem@ipnTn Evépyeia kan Ofurnra: ALT fj AST > 3 gopég ULN aird = 10 gopég ULN ywpig
Tautdxpovn oAikf xoAepuBpivn 2 2 gopég ULN TpomoTroinon Beparreiag: Aakdyte 1o CABOMETYX kai T viBoAoupduTm £wg 6ToU autég ol avernBipnTeg
£vEPYEIEG uTToXwprjoouv ot BaBud €1 H Bepareia pe kopTikooTepoeidr) pTropel va efeTacTel edv uTIdp)el uTTowia avTiBpacng aXETICOHEVNG HE TO AVOOOTTIOINTIKG
ouompa (avarpegre atnv MXM g viBohoupdpTmg) Mopsi va emraveferaoTel emavekkiviion He éva povo dappako r dladoxIiKr eTravekkivnon kai Pe 1a dlo
QdppaKa peTd TV avdppwaon. Edv EexivijoeTe ek vEou pe Tn) viBoAoupdaptin, avarpegre oty MXMN g viBoAoupaprne. Avem@ounTn Evépyeia kai OfutnTa:
ALTHAST > 10 popég ULN 1} > 3 @opég ULN pe tautdypovn oAikr) xohepuBpivn 2 2 popég ULN Tpomrotroinon Bepameiag: Aakoyre opioTikd 1o CABOMETYX
kai T viBohoupautm. H Beparreia pe KOpPTIKOOTEPOEIBN UTIOPEI va EEETAOTEI €dv UTTAPYE! UTTOWIa avTidPAONg OXEN{OPEVNC HE TO QVOTOTIOINTIKO CUCTNHA
(avarpé€re omv MXMN g vipohoupdpmmg). Znueiwon: O Pabpol Toikémrag cuppuwvoly pe Ta Kovd Kprpia Opoloyiag Tou EBvikol Avtikapkivikol
IvaTmodTou yia AvemBipnTeg Evipyeieg éxdoon 4.0 (NCI-CTCAE v4). Zuy¥0pnyoUuLeEVa QapuUaKeUTiKd mpoldvia Ta qu)(opr]vcﬂpava (pupp(:m:mmd TIpoiGvIa
Trou eival iaXupoi avaoToAeig Tou CYP3A4 Ba Tipéel va xpnmponoloﬁ\nm HE TIPOTOXT] KaI 1) XpOVia XPrioT CUYXOPNYOUHEVWY QUPHAKEUTIKWY TTPOIGVTWY TToU
amoteholv I0XUpoUS eaywyeig Tou CYP3A4 Ba TpéTiel va aTrogelyeTal (BA. Trapaypagoug 4.4 kai 4.5). Oa mipemel va peAeTnBei n emAoyr) evog evalakTikoU
ouvxopnvouuevou (papuaksunxou TIpoidvTog e kaBoAou 1 ehdyioTo Suvapikd va emayel 1] va avaaTélhel To CYP3A4, E@EQI_UAEBM_QU.QI HAkiwpevor Aev
ouviotdtal eidikr} TTpooappoyr Tng Boang yia Tn xprion e kaBolavTiviBng ot nhikiwpévoug aoBeveig (2 65 £1n). PUAR Aev amrameital TTpogappoyr TG déang
pe Baon v eBvikoTnTa (BA. Napaypago 5.2) Negpikr) dugAemoupyla H kaBolaviviBn TTRETIEl va XopnyeiTal HE TIpoooXT| O acBevEig pe rTna r) HETPIT VEPPIKT
Suohemoupyia. H kapolaviiviBn Sev ouviotaral yia xprion ot acBeveic pe coPapr) vegpiki Suahemoupyia, kabug n aoedAsia kal n amoteAeopaTikétnTa dev
£xouv TekuNPIwBEl oe autév Tov TIAnBuowd. Hirarikr SucAsmoupyia Ze aoBeveig pe rjma nankr ducAemoupyia dev amaimeital TTpoaappoyr) TG doong.
Aedopévou 611 povo Tepiopiopéva dedopéva eival SiaBéopa yia aoBeveic e pétpia narikn SuoAemoupyia (Child Pugh B), Sev popouv va SoBolv ouoTdoEeig
Booohoyiag. ZuvioTdtar aTevn) TrapakoAolBnan Tng ouvoAikng aopdAeiag ot autolg Toug aabeveis (BA. Mapdypago 4.4 kar 5.2). Aev uidpyer KAVIKE EpTTEIpia
oe aoBeveic pe cofapr| nrarkr duoAerroupyia (Child Pugh C), orrdre Sev ouviotdrar n xprion g kapodavivipng oe autolg Toug aoBeveic (BA. Mapaypago
5.2). Kapdiakri duoAsiroupyia Ta oToixsia yia agBeveig pe kapdiakr) SuoAemoupyia eival TiEplopiopuéva. Aev pTTopouv va TipaypaToToINBolv edikég TUTTAGEIS
éocrohovlug Nabiarpik6g TAnBuaués H uoqx:]mc: Kain m'rom\scrpcnmomm mg mpoﬁuwwlﬁng ot TTaidid nAIkiag <18 eTtv dev Exel akopa TekpnPIwBe. Ta emi
Tou TTapovTog SiaBéoipa 6&60u5vu Trzplypuq:owul oTnv Tapaypago 5.2, aAAd Sev pTTopei va yivel ouoTtacn oxenikd pe T dooolayia. Tpotog Yopriynong To
CABOMETYX mpoopiletal yia xprion ammd 1o otépa. Ta diokia Ba mipéTrel va katarTivovTal ohdkAnpa kai va pnv Bpupparifovial. @a Trpémel va doBouv obnyieg
oToUG aoBEVEIG va PNV TPWVE TITOTa yia TouAdyioTov 2 Wpeg TPV Ewg 1 wpa PeTd T Afjwn Tou CABOMETYX. 4.3 Avtevdeigeig YniepeuaioBnoia ot SpaoTikr
ougia f 0t kAToI0 Ao Ta EkBoxa TTou avagépovial oty Trapdypago 6.1. 4.4 Eidikég wpoeibotroioeig kai popuAdateig kard Tn xpron Kabuwg ol
TIEPIOTOTEPEG AVEMOUPNTEG EVEPYEIEG TIPOKUTITOUV Vwpic 0TV TIopeia T¢ Bepameiag, o 1aTpdg TIPETTEl va agloAoyEel OXoAACTIKG Tov aoBEvr| OTIG TIPUWTEG OKTG)
£BBopadeg Tng Bepameiag yia va TTpoodiopigel edv amamrotvTal 'rpononon‘wslg NG doang. AvemBUNNTEG EVEPYEIES TTOU YEVIKWG EXOUV TTRWIKN zK&r']ALucn
nepl.\uuBavouv utracBeoTiaipia, utrokaAiaipia, BpopBomevia, uéptacn, ouvdpopo epuBpoducaictnoiag TIAAGHGV- -meApdTwy (PPES), mpwreivoupia kai
\,'ClGTpEVTF.pIKCl (FE) ouyﬁuwa (KnlAltIKo uAvog, cpAEypuvn BAzwnvnvuu ﬁucxcll\mmm élﬂppnlu. EIJETD(;) H Gﬂquﬂ'lﬂ'g miaviv m.'zmﬁuumm\r EVEDVEIDY
£f falele) | kapola apdyg 4.2). T VEQPOKUTTOPIKG KAPKIVWHA HETH OTTO
Trpcnvoupevn moxcuyqu Bspcmsnc: |.|£ ayyeiaKo :vﬁoam\laxo au&rmko ﬂapavovm (VEGF) HEILOEIG Kal dlakomég TG SdoNg Adyw Hiag cxvcmBuunan
evipyeiag (AE) ouviBnoav oto 59,8% kai 70%, avrioTtoixa, Twy acBevibv Trou EdaBav kaBodaviiviBn otn Baoikr kAivikry Sokipr (METEOR). Avo peivasig g
Soagohoyiag xpeidobnkay ato 19,3% Twv acBevav. O Sidpeoog ¥povog £we TNV TIpWTN peiwan Tng dooolayiag Arav 55 nuépeg, Kal £wg TV TipwTn SiakoTm
Booohoyiag frav 38 nuépeg, Ze VEQPOKUTIAPIKG KapKivwpa Xwpig TTponyoupevn Beparreia, Heboelg d6ang kal Siakotrég Tng doorng Tiaparnphénkav ato 46%
ka1 73%, avrioToiKa, Twv aoBeviuv Trou éhaBav kaBodavnviBn atnv khivikr Sokipr) (CABOSUN). Orav n kaBodaviviBn xopnyelar og ouvBuaouo e vifoAoupdurn
0E TIRWING-YPAULNG TTPOXWPNIHEVO VEQPOKUTIaPIKO Kapkiviwpa, peiwar g ddong 1 diakorm g d6ong g kafolaviiviBng Adyw AE guvéPn oe 54,1% kai
73,4% 1wy aobevwy otnv kKAvikn Sokiur (CA2098ER). AmranmBnkav duo peiwoeig g Soong oto 9,4% twv aobeviuy. O pEoog Xpovog Ewg TNV TTPLTN HEiwan
NG d6ang frav 106 nuépeg kai wg Ty TTpWTNSiakoT TG d6ong frav 68 NUEPES. ET0 NTTATOKUTTAPIKG KAPKIVWHA PETA OTTO TTPONYOUHEVT TUCTNHIKA BepaTTeia,
o1 perdoeig g doong kar o1 dlakonég ddang ouviBnoav oto 62% kal 84%, avrioToixa, Twv aoBeviov Tou EAaBav kaBofavnviBn otnv khivikrp Sokipr
(CELESTIAL). Ato peiioeig dooewv amarmiBnkav ato 33% Twy agBeviov. O didpecog xpdvog PExpl T peiwon Tng Tpwrng Boaong ftav 38 nuépeg Kar PEXPI




v BlakoTTr) g TpwTn Sdang firav 28 nuépes. ZuvioTdral aTevaTEpn TrapakoAouBnon ot aoBeveis pe fmma i pETpla nraTikr duoietoupyia. 1o SiagopoTioinuévo
Kapkivwpa Tou BupeoeiBoUg, ol PEIWTEIS TNG Boong kai ol BiakoTrég Tng Boong ouvéRnoav oto 56% kai 72%, avTioTolxa, Twy aoBeviv Trou EAaBay kaBolavmvifn
atnv kAivikry dokipr) (COSMIC-311). Abo peioaeig Sooewy amammnkav oto 22% Twv aoBeviv. O SidpHedog XpOvag HEXPI TN HEIWOT) TG TIpWTNG Soong fTav
57 nuépeg kan pExp TN Siaxkomn Tng TTpwng doang ritav 30 nuépes, Harorofikétnta Mn @uoiohoyikég TipEG OTiG EGETATEIS TNG NTTaTIKIE AEiToupyiag (abgnon
NG ApIVOTPavapepaang Tng ahavivng [ALT], Tng aaTraptikic apivotpava@epdang [AST] kai Tng xoAepuBpivng) TrapampriBnkav ouxva oe acBeveig Trou Ehaav
Beparreia pe kafolavrivipn. Zuviotdrar n Siefaywyr| eeTdoewy nramikric Aemoupyiag (ALT, AST kai xoAepuBpivng) Trpiv ammd Tnv évapén g Beparmeiag pe
kaBodavniviBn kai n TTpooexTIkr) TrapakoAoUBnon kard T didpkeia TG Bepareiag. MNa aoBeveig pe emdeiviwon Twv EEETACEWY TG NTTATIKNG AeToupyiag TTou
BewpolvTtal oxenfopeveg pe Tn Beparreia pe kaBolavmivifn (SnA. étmou Sev eival epgaviic kapia evaAhakTikn armia), Ba TpéTel va akohouBolvtal ol oupBoukéc
TpotroTroinang Tng doang atov Mivaka 1 (BA. mapaypago 4.2). Orav n kaBodaviivifn xopnyeita oe cuvduaopo He viBoAoUpGuTn, Exouv avagepbei ouxvotepa
Babuol 3 kai 4 au€rjoeig ALT kai AST ot gyéon pe T povoBeparreia pe kaolavnviPn ot aoBeveig pe poxwpnuévo RCC (BA. Mapdypago 4.8). Ta nramkd
eviupa TpETel va TrapaxohouBolvTal Tipiv ao v évapén kal Trepiodika kara Tn didpkeia g Beparreiag. Mpémel va akohouBolvral o odnyieg 1IATPIKAG
ﬁluxeiplong Kai yia o &0o gudppcxu (BA. Mapdypago 4.2 kan avarpéére atnv MXM yia ™ V||30A0upc'|.|rrn). H KuBodu\mviﬂr] ammoBdAAeTal Kupl'l.ug péow me
nratikrg odou, ZuviaTdral mf:vn‘rspn TrapakohoUBnon Tng ouvm\lmg ccq:c}\r,lﬂ; o0& aoBevEig e fman peETpia rmcmm Bucs.\f:nnupvlu (BAETTe eTTioNg Tapaypapo
4.2 kan 5.2). Mia upnAGTepn axETIKN uuaonlc aoBeviv pe perpia nriamkr| Suohemoupyia (Child-Pugh B) epgavioe nmamkr eykepaomdBeia pe T Beparreia pe
kaBodavrivipn. H kaBodavniviBn dev ouviotdral yia xprion oe aoBeveig pe cofapr) nmartikn Euu.’\moupvm (Child-Pugh C,BA. ﬂupcvpmpo 4.2). HrruTIKQ
EYK orraBeia T peAétn HCC (CELESTIAL) n NTTanK E\tKEun.\onuBclc ava@ipBnke ouxvoTepa oTnv opada kafolavTiviBng aTmo auTr TOU EIKOVIKOU
(pappdkou. H KaBa(ﬂvnviBn Exel OUOXETIOTE! HE éldppnlcx £QETO, pnwpcvn opzﬁq kot Sarapayég nAekTpoAuttov, Ze aoBeveic pe HCC pe emnpeaopévn nnmmq
Aermoupyia, autég o1 pn m'rcmxcg cmﬁpacslg HTIOpE] VO Eival TIapAyovTEG cmc‘rrsuonq yiat v eﬁc)\l&q NG NTTamkrg eyKe@aAomdBelag. O c:ceevzlg rrpcna va
TrapakoAouBoUvTal yia ONUEia Kal CUPTITWHATA NTTATKAG EYKEpaioTraeiac. ZoBapég ME diatprioeic kai oupiyyid, HEPIKEG POPES PE
Holpaia ékBaan, £xouv TrapatnpnBei pe v kaBolavmvipr). Ot aoBeveig Trou xouv @Aeypovwdn véoo Tou eviépou (T.X. vooo Tou Crohn, eAkwdn KoAitida,
TEPITOVITdA, EKKOATIWHATINSA 1) okwANKoEdIMda), Exouv diBnon Tou dykou otn ME 0606 ) Tapoucialouv ETHTTAOKES aTTO TIPONYOUHEVN XEIPOUPYIKS] ETTEURaOn
TOU YUOTPEVTEPIKOU CUOTHHATOS (lﬁlui‘rspu orav chri{f_ml HE kaBuaTepnpévn 1 c:ral\r'] mou)\wun} Ba Tpémer va u?,lo:\ovneoﬂv TIPOOEKTIKA TTpIvV apyigouv Tn
Beparreia pe mﬁo(cMMBn Kai, ot UUVE)(EI(I Ba mpéTre va TrapakoAouBolvTal OTEVA YIT CUPTITWHOTG SIaTPHOEWY Kol cuplwlwv CUNTTEPIAHBAVOUEVWV TWY
amoaTudTwy kai 1 ofjyn. Emipovn fi emavepgaviiopevn didppoia ot Sidpkela g Bepareiag pmmopel va eival nupcxvovmq KIVBOVOU yia Ty avamrTugn
TpwkTIkoU ouplyyiou. H kaBofavmiviBn Tipémel va SiakétiTerar ge aoBeveic Tou epgavifouv SIGTPON Tou YAOTPEVIEPIKOD CUOTIHATOC 1| aupiyyio Tou Sev
Hropei va avripetwmoTel emapkwg. Faotpeviepikég (TE) darapaxéc H didppoia, n vautialéperog, n HElwpEvn Opegn kal n otopatinda/oTopanko aAyog frav
MEPIKEG aTrOd Ta Mo ouyXvd avagepBévia cupBdavia Tou yaoTpeviepikou (BA. Tapdypago 4.8). Auean 1atpikn Siaxeipion, oupTEpIAGUBAvoPEVNG TG
UTTOOTNPIKTIKAG QPOVTIOAg HE QVTIEHETIKG, avidiappoikd f avmidgiva, TIPETTEl va eQappodBel yia TNV TTpOANYnN ¢ aguddTwong, Twv diarapaywyv Twy
nAEKTPOAUTUIV Kai TG aTwAeiag Bdpoug. H SiakoTm i yeiwon tng doong, f n povipn diakorrr Tng xopriynong kapolavriviBng Ba trpémel va AapBdverar utrown
OE TIEPITITWOT ETHHOVWY 1] ETTavVaAQUBavOHEVWIY CNEAVTIKWY YAOTPEVIEPIKWY avemBupntwy evepyeiwv (BA. Mivaka 1). @popBoesyBolikd gupBdvia Me v
kaBolavnvipn, Exouv TrapampnBei cupBavia @AeRikric BpopBoepPoAng, cuptepihapBavopévioy cupBAaviwy TIVEUHOVIKAG EPBOANG Kal apTnpiakrg
BpopPospPoliic HepikEG popég Bavampopa. H kaBolaviiviBn Trpémer va xprnoipotroieral e rpocoyr| of aoBevelc Trou Trapouaialouy kivduvo rj Tou £xouv
10TOPIKG QUTWY Twv EVEPYEIV. ZTn pedén HCC (CELESTIAL), maparnpnBnke mukaia qAepik Bpoppwaon pe kaBolavnviBn, oupmepihapBavopévou evog
Bavatnpopou gupPavrog. AcBeveis pe ioTopikd TuAaiag @Aeikic BiBnong gdvnke va diaTpéxouv peyaAlTepo kivduvo avamTuéng TruAaicag @AEBIkng
Bpoppwong.H kaBolavnvifn 8a Trpétel va diakoTrei o8 aoBeveig Trou avamTiocouy ofU Eugpaypa Tou puokapdiou 1 oTroIadTTOTE GAAN KAIVIKG GnpavTiKn
BpoppospBohikr) errTAokr). Alwoppayia Me v kaBolavmiviBn éxel TTapampn8ei coBapry cipoppayia pepikéG @opég Bavameopa. O agbeveig Tou Exouv
IoTepIKG oofapnc apoppayiag Tpiv amd Ty évapgn g Beparreiag Ba TipéTTel va agioAoyouvial TTPOTEKTIKA TTpIvV amid Tny évapgn g Beparreiag pe kaBolavivipn.
H kaBolavTiviBn Sev TpéTrel va xopnynBei oe acBeveig Tou éxouv ) Siatpéxouy kiviuvo yia coBapr aipoppayia. Zin peAérmn HCC (CELESTIAL), avagépbnkav
Bavamgopa aipoppayika cupfavia oe uPnAoTepn auxvotnTa pe kaBodavniviBn arré 1o eikoviko gapparo. O Trapdyovieg kiviivou Trpodiabeong yia coBapr
aigoppayia otov TANBuauo pe Trpoywpnpévo HCC ptropei va epidapBdvouv Ty diBnon ammd Tov OyKo Twy KUPIWY aio@opuwy ayyeiwv Kal TNy Tapoudia
UTTOKEIJEVNG Kippwong Tou ﬁmrmr; TIOU EXEI we mrméa\wpu ™ dnpioupyia aacatpuvikcbv KIpowy, TTuAdiag uTTépTacng Kal Bpopﬂom;via;. H pehérn CELESTIAL
amékAeloe aoBeveig pe Tﬂumxpovn QVTITINKTIKS aywyr r] CIVTiCIIpOﬂETG:\IGKOUg Trapuyoweq AcoBeveic Tou dev AdpBavav Bepatreia i pe eANTI Bepareia, yia
Kipoolg e aigoppayia f HE uynAd kivduvo aluoppuwug e€aipéBnkay emiong améd T peAén autr. H peAémn g kaBolavnviBng o ouvduaopd pe m
vnﬁo)mupapm} ae TTpoxwpnpévo RCC TTpwIng ypapprig (CAZOQQER) arréxAeioe aoBeveig pe chmr]KTmu 0t BepaTTEUTIKEG DOOEIC. W@m
diaywpioyoi H xprion avaoTtohéwv Tng VEGF ool ot aoBevelg Pe 1) Xwpig uTtépTaon PTTopEl va TIpodyEl ToV OXNUAanopd aveupugpdTwy i / Kkal apTnpiakwy
Siaywpiopwv. O kivBuvog auTdg TIPETTEN va AapBAVETaI TIPOCEKTIKA UTTOWN TIpIv atmo Tnv évaptn Tng Bepameiag pe kaBolavriviBn ot aoBeveig Trou TrapouaidGlouv
TrapdyovTeg KivdUivou OTTwG uTIEPTaON 1 10TEPIKO aveuplopaTos. @pouBorrevia Zmn peAén HCC (CELESTIAL) kai on peAémn DTC (COSMIC-311), avagipBnke
BpopPorevia kai pewpéva aipotreTdha, Ta emimeda aipoTTeTaAiwy TTPETTE va TrapakoAouBolvTal kard Tn didpkeia TG Bepatreiag pe kafolavTiviBn kai n ddon
va TpetroTroeital avahoya pe T oofapotnTa Tng BpopBotreviag (BA. Mivaka 1). EmmAokég Tpaupdiwy Me v kaBolavmiviBn Exouv TrapatnpnBei emmimAokég
Tpaupdrwy. H Bepareia pe kaBolaviviBn Ba mpémer va diakotrel TouAdyioTov 2B NuEPES TIPIV aTrd TNV TIPOYPAMMATIONEV XEIPOUPYIKN) emEpBaar,
oupTrEpIAapBavopévng TG odovmaTpikig Xelpoupyikig emEPBaong i Twy emepBarikwy odovTiatpiky TrapepPdoewy, edav eivar duvard. H amogaon va
ouvexioTei n Bepatreia pe kaBolavTiviBn HETA T Xelpoupyike| emépBacn Ba TTpéTel va BaoiaTel oty KAIVIK Kpior yia Ty eTrapkr} eToUAwaon Tou Tpadpateg. H
kapodavrivipn Ba TipéTrel va diakoTTel ot aoBEVEi HE ETTITTAOKES ETTOUAWONG TpaUPATOS Trou aTraimoly iaTpikn TrapépBac. Ymépraan Me v kaBolaviiviBn £xel
TraparnpnBei unépraon, cupTTEpIAQpEBavOPEVNS TNG UTTERTAOIKIG Kpiong. H aprnpiakn Triean TipéTrel va eAéyxeTal KaAG Tipiv arté Ty Evapén g kaBolavivipng.
Kard m Sidpkeia mng Bepameiag pe kapolavmvin oAol o1 aoBeveig Ba TTpéTTel va TTapakoAouBoUvTal yia UTIERTAON Kal va avTIRETWITICovTal, OTIWG amaimeiral, pe
TUTTIKY avTiuTTepTaoik Bepareia. Zmy TERITTTWON EPPOVNG UTTEPTAONG TTapdT yivetal xprion avrutieptaaikwy, n kaBolaviivin Ba Trpémmel va SlakoTre, £wg
orou eAeyxBei n aptnpiakr Triean: karémv n kaBoavTiviBn propei va ouvexioTel oe peiwpévn doon. H kaBodavriviPn Ba TrpétTer va SiakoTrel edv n uTTépTaon
eival coBapr} kai eTripovn TTapd v avriuTTepTacikn Bepareia kai T peiwon d6ong Mg kafolavnvifng. Ze TepITITWoN UTEPTAOIKAG Kpiong, n kafolavmivifn
Tipémrer va Siakotrel. Oateovékpwan Exouv TrapatpenBei TrepioTaTikd ooTeovékpwong g yvaBou (ONM) pe v kaBolavrivipn. ©a Trpémer va SiefayBei
aTopariki egEtaon Tpiv amé Tnv évapén Tng kaBolaviviBng ko eplodika kard T Sidpkeia Tng Beparreiag pe kaBolavrivipn. O aoBeveig Ba Tpémer va
evnuepwBoly boov agopd TG TTPAKTIKES aTopaTikig uyieviig. H Bepameia pe kaBolavmiviBn Ba Trpémel va avaoTalel TouhdyioTov 28 nuépeg Tipiv ammod mv
TpOYpappanaopévn odovniatpikr Xeipoupyikr emépBacn i nig emepParnkég odovTiaTpiKEG TTapePAaEig, Edv eivar duvard. ATraiteiTal Tipoaoyn ot acBeveic TTou
AapBdvouv gpdppaka Trou oxetidovtal pe v ONT, 1w Sipwopovikd. H kaBoavmiviBn Ba TTpéTel va diakdTieTal o acBeveig TTou epgavidouv ONI, Z0
£puBpoduoaioBnoiag mahapwv-ieAudiwv Me v kaBolavivin €xel mapampnBei ouvdpopo epuBpoduoaicBnoiag mahaudv-reAparwy (PPES), Orav 1o
PPES eivan ooBapd, Ba mpémer va AneBei utrdyn n Siakotrh ¢ Beparreiag pe kaBolaviviBn. Mpémer va yiver Eavd évapén e kapolavmviBng He XapnAéTepn
oo érav 1o PPES emAuBei ot BaBpo 1. Npwreivoupia Me Tnv kaBolavivin £xel raparnpnBei mpwreivoupia. H Tpw1eivn oupwy Ba Tpéel va mapakohouBeital
TaKTIKG KaTé T Bepameia pe kaBolavnvipn. H kaBodavniviBn Ba Tipémel va diakoTel oe acBeveic Trou avamrTiooouv vegpwaolkd olvdpopo. ZovBpopo omioBiag
avaoTpéwiung evkepaotraBeiag ‘Exel apammpnBei oUuvBpopo omioBiag avaoTpéyipung eykegahomdBeiag (PRES) pe Tnv kafodavnivipn. Autd To auvbpopo Ba
Tipémer va egerdderal ok kaBe aoBevr Trou epgavidel TTOAMATTAG gupTITWwparTa, TTwWg OTTACHOUS, TTOVOKEQAAQUG, OTITIKES dlaTtapayEg, auyyuon 1) aAAoiwpEvn
vonrikr] Aeimoupyia. H Bepameia pe kaBodavrivipn Ba ipéme va Siakorretar ot aoBeveig pe PRES. Emurikuvon Tou Sigotiparog QT H kafodavriviBn Ba mpérer
va XpnoIpoTTolETal pe Tpodoxr) 0 aaBeveig PE I0TopIKG Trapdraang Tou SiaoTipartog QT, oe agBeveic Trou AapBdvouv avriappuBuIKa, f Ot aoBevEiG e OXETIKY
TrpolTidapyouda kapdiakr vooo, Bpadukapdia, i Siatapayés nAekTpoAutiav. Otav xpnoipotroieital n kaBolavnvipn, Ba Trpémer va eEetdderar n mepiodikn
TrapakoAouBnon kartd Tn didpkeia ¢ Beparreiag Tou HKIM kai Twv nAektpolutwv (aoBtoTio, kahio kai payvriioio opol). AugAemoupyia Tou Bupeoeidoug
ZuvioTdral Baoikn) epyacTnpiakr pETpnon Tng Aemoupyiag Tou Bupeoeidolg of dhoug Toug acBeveic. AoBeveic pe TTpoUTTdpyov uTroBupeoeBioud
utrepBupeoeiBiopd Ba TIPETTEl va avTIHETWTTICOVIQN oUpguwva pe T ouviBn aTpiki TIRAKTIKA Tipiv and Tnv évapén g Bepameiag pe kafolavivipn, OAol o
aofBeveig TIPETEl va TrapakoAouBolvTal oTEVAd Yia onpeia kan oupTTwpara duoherroupyiag Tou Bupeoeidolg kard T Sidpkeia g Bepareiag Pe kaBolavivin.
H Aerroupyia Tou Bupeoaidolc Ba TpETTel va TrapakoAouBeital Tepiodikd ka®' oAn T didpkeia Tng Beparreiag pe kaBofavniviBn. O acBeveig TTou avarrriooouv
SuoAemoupyia Tou Bupeoaidols Ba TpETel va avmipeTwTifovtar aUpgpuova pe T auvin iarpikn TpakTik. Mn gualoAoyikég TINEC BioXNUIKGIY EpYACTTRIAKIY
eferaoewy H kaPolavniviPn £xe1 CUOXETIOTE HE QUENUEV CUXVOTITA ERPAVIONS N QUOIOAOYIKWY TIHWY NAEKTRPOAUTGIV (GUPTTEPIAGPBAVOPEVNG TNG UTTO- KaI TS
utrepkaAiaipiag, TG uTTopayvnoiaipiag, e utraoBeomiaipiag, Tng utmovarpiaipiag). Me mv kapolavriviBn éxer TTapampnBei umaoBeomiaipia o uwnAGTEPN
ouxvornTa ke i augnpévn ooPapérnra (cupepihapBavopéviwy BaBpot 3 ko 4) ot aoBeveig pe kapkivo Tou Bupeoaidolg oe olykpion pe aoBeveig JE AAAoug
Kupxivoug. ZuvigTdral n TrapakoAodenon Twv BioXnHIKwyY napay’srpwv Kard K Sidpkeia g Beparreiag [ kapolaviviBn kai n elgaywyr kKatahAnAng Bspm'rsicxg
QVTIKATAOTAonNG oUP@WYa pe TV KaBiepwpévn KAVIKN TIPAKTIKY, Qv araireital. nzplmuxrz;c; r]m:mkng EVKEv.pm\oﬂcer.lug oe aoBeveig pe HCC pTTUpEI va
amodoBolv atnv avumu&q nAzKTpo.\Umev Siarapaywy. H Siakortr r] n peiwon g &6ong i n opioTik SiakoTn TG xopnvqcrng kapolavivieng Ba rrpewel va
eEeTaleTan o TIEPITITWON ETTiROVWY 1] eTTavaAapBavopevwy onpavtikwy diarapaywy (BA. Mivaka 1). Emaywyeic kai avaotoheic CYP3A4 H kaBolavmivipn sivar
utréoTpwpa CYP3A4. H auyxopriynon kaBolaviiviBng pe Tov ioxupd avaatoréa CYP3A4, Tnv keTokovaddhn, eixe wg amotéheapa pia aténon mg ékBeang
kaBodavrivipng oto TAdopa. ATraiteital Tipogoyr) kard T xoprynon kapolavmviBng e @dppoka Tou eival Ioxupol avaotoheic CYP3A4. H ouyyoprjynon
kaBodavniviBng pe Tov ioxupo emaywyia CYP3A4, T pipapmkivn, giYe we amoTéAeopa pia peiwon g ékBeong kaBodaviiviBng oto TAdopd. Zuverug, TIPETTE!
va armo@euxBEi N Xpovia Xopriynon Twy pappdkwy Trou eival ioxupoi emaywyeic CYP3A4 pe v kaBodaviivipn (BA. mapaypagoug 4.2 kai 4.5). YnooTpwyara




B-yAuxompwreivng H kapodavmiviBn fitav évag avaatoAéag (ICW =70 pM), aAAd oy uTréaTpwpa, Twv SpacTnpioTiTwy HETapopds P-yAukoTrpwreivng (P-gp) ot
BIkaTeuBuVTIKG ouoTnua TTpoadiopiopol xpnoiyotroiwviag kuttapa MDCK-MDR1. Zuvemwg n kafolaviviBn pmopei va éxel v Ikavotnta va aufavel Tig
OUYKEVTPUOEIG TUYXOPNYOUHEVWY UTTooTpwhdTwy P-gp oto ThAdopa. Or aaBeveic Ba mpémel va poeibomroinBolv 6oov agopd T Afjyn utrooTplsparog P-gp
(1. peCopevadivn, ahiokipEvr, apTipioevTavn, eTeGIAKA SaByarpavn, diyogivn, kohxikivn, papaPipokn, Trooaxkovalohn, pavoAalivn, oagayAmrrivn, omayAmivn,
Tahivohohn, ToABarmiavn) eviw AapBdvouv kaBolaviiviBn (BA. mapaypago 4.5). Avagtokeic MRP2 H xopriynon avactoAéwv MRP2 ptropei va odnynoel oe
aufoeig TWY CUYKEVTPWOEWY NG Kapofavtiving oto TAdopa. Emopévig, n Tautdypovn xprion avactoréwv MRP2 (m.y. kukhoatopivn, e@apipévin,
epTpiomapivn) 8a TrpéTrer va TTpooeyyideTal pe pocoyr (BA. Tapdypago 4.5). ExSoxo AakTddn AoBeveig pe omravia kAnpovopika poBArjpara duoavegiag otn
yahakTadn, oAlkr) avemapkeia AakTdong ) He SuoaTmeppo@non yAukonc-yahaktodng dev TIPETTE! va TIAPOUY QuTo TO QAPHUKEUTIKO TTpoidv. NdTplo Autd 1o
POPHAKEUTIKG TTPOIOV TIEPIEXEI AiyoTEPO amrd 1 mmol vatpiou (23 mg) avd Siokio, BnAadr ouoiaoTika eival «eAetBepo vatpious. 4.8 AVETTIBUNNTEG EVEPYEIEG
Kapolavnivign wg povoBepareia MNepihnyn Tou Trpogih acggdAeiac O1 o ouyveg cofapég avemBuunTeg eveépyeieg atov TANBuopsd RCC (21% ouyvornra) eivar
To KolMakd dAyog, n Sidppoia, n vautia, n uttéptaon, n egBoAr, n utrovarpiaipia, n TIVeupoviki pBoAr, o EpeTog, n aguddtwan, n kéTwan, n eéaobévian, n
pEIWHEVD OpEEN, N ev Tw PaBel GAEPIKT) BpouPBwon, n L&A, n uTropayvnoiaiyia kai 1o ouvpopo epubpoduoaiobnoiag Takapwy-TreApdrwy (PPES). O1 mo
ouxvég avemBupnTeg evEpyeieg oTrolaadrTioTe cuxvornrag (TTou epgavifovral o Touhdyiotov 25% Twv aoBeviuv) otov TTANBuopd RCC mepiddppavav
Sidppoia, kodTrwan, vauria, pewpévn 6pegn, PPES, uméptaan, peiwpévo Bdpog, épeto, Suayeuoia, SuokoihioTnTa kal auénpévn AST. Yrépraan maparnpriénke
™o ouxva otov TTAnBuopé pe RCC ywpig iponyoupevn Beparreia (67%) o olykpion pe aoBeveig pe RCC perd amd mponyolpevn otoxeupivn Bepameia pe
VEGF (37%). O1 o ouxvég ooPapég avermiBupnTes evEPYEIES aTov TTANBuopd Tou HCC (2 1% ouyvotnta) eival n namkr eykegalomabeia, n e§aobévian, n
kotrwaon, to PPES, n didppoia, n utovarpiaifia, o EPeTog, 10 Kolhiakd dAyog kai n OpopPotrevia. O o ouxveg avemOUunTeg avnidpdoelg omoloudnimoTe
Pabpol (Trou TTapouoidoTnkav ot TouhdxioTov 25% Twv aoBeviy) otov TTANBuopé HCC mrepiddpBavay Sidppoia, pewpévn opefn, PPES, komwon, vautia
uTtépraan kai £peto. O o auxvég coBapéc avemBupnTeg evépyeieg otov TAnBucpd DTC (21% emitmwon) eivai n) Sidppola, ) Tiveupovikr epBolr, n duotvoia,
n &v 1w BaBer @AePikr) BpopBwaon, n utépTacn kai n uacBeomalpia. O o ouxvég avemBUpnTeG evépyeieg oTroloudnTToTe BaBpou (TTou epgavioe TouAdyioTov
10 25% Twv aabevwv) atov TTANBuopé DTC miepieAapBavay didppola, PPES, utiépracn kan kKoTTwor). AvemBOunTeC VEOYEIEC OE Hop®n Trivaka O avetmBupnTeS
EVEPYEIEG TTOU ava@épBnkav oTo ouyKevTpwTIKG oUvoho Sedopéviwy yia acBeveig Trou EdaBav povoBeparreia kaolaviivipng yia RCC, HCC kai DTC (n=1043)
1 avagépBnkav pe T Xprion kapolavmiviBng peta Tnv kukAogopia Tng avagpépovial atov Mivaka 2. O avemBiunTeS EVEPYEIES TTapaTIBeVTal OUPPWVA HE TNV
Katnyopia opydvou cuaTiparog Kai T guyvarnra kard MedDRA. O1 auyvotnTeg Baaifovral g 6Aoug Toug BaBpols kal opidoval we €1g: TTOAU ouyvég (21/10),
ouyvég (21/100 £wg <1/10) 61 ouyvég (21/1.000 £wg <1/100), pn yvwatég (Sev pmropouv va extiunBoly pe Bdor Ta diaBéaipa Sedopéva). Eviog kabe karnyopiag
oUXVOTNTAG EPPAVIONG, o1 avemBUpnTES EVEPYEIES TrapaTiBevral katd gBivouoa oeipd ooBaporniac. Mivakag 2: AVETIBUUNTES EVEPYEIES Pappdkou (ADRs)
Trou £)ouv avagepBei o KAIVIKEG HEAETEG I} OF Xpriom HETA TNV KukAo@opia o€ aoBeveig Tou AdpBavav Bepamreia pe kafolavTivipn wg povoBepareia.
NOIPWEEIS KAl TTOPACITWOEIG ZUXVEG: aTTO0TNHA. AIGTAPUXES TOU QIHOTTOINTIKOU Kai Tou AepgikoU cuoTrjipatog Mol ouxvis: avaipia, BpopBotrevia,
Zuyvig: oudetepotrevia, AeppoTrevia. AlaTapayEg Tou EVEOKPIVIKOU ouaTipaTog MoAl cuyvig: umoBupeoeiBiopog*. AlaTapayEg Tou HeTaBoliopoU Kal TG
Bpéync MoAl ouxvég: peiwpév opetn, umropayvnoiaipia, utroxahiaipia, utoaABoupivaipia Zuxvés: auddTwon, uToQwaparapia, umrovarpiaipia,
umacBeomiaipia, umepkahaipia, umepyohepuBpivaipia, utrepyAukaipia, utoyAukaipia. Alatapayég Tou veupikol cuoThparog MoAl ouxvég: duayeuoia,
keqpaadyia, {dAn Zuxveg: Trepipepikn veupottaBeia® Ox1 ouxve:g oTraopol, ayyeiakd eykeqalikd emeicddio Mn yvwaTég: ouvBpopo oTioBiag avaoTpéwiung
eykepahomdbeiag AlaTtapayEg Tou wrdg Kal Tou AaBupivBou Zuyvég: epPoég Kapdiakég Siatapayéc Mn yvwatég: épgpaypa puokapdiou AYYEIOKEG
Siarapayég MoAl cuyvig: uTTEpTaarn, aipoppayia®™Zuyveg: PAEBIKr BpopBwon®, aptnpiakri Bpoppwaon Mn yvwaoTig: aveupliopaTa Kal apmplakoi Siaywpicpoi
Oy UXVEC UTTEPTATIKT Kpion AITAPAXES TOU AVATTIVEUOTIKOU CUOTIHATOG, TOU Bupaka Kal Tou pecoBwpdkiou MoAu ouxvég: Suoguwvia, duoTvoia,
Brixag Zuyvég: Trveupovikr epfokr Alatapayég Tou yaoTpeviepikol Mokl ouyvég: Biappoia®, vauria, épetog, oToparinda, SuakoihioTnTa, KotMakéd dAyog,
SuoTreyia Zuyvég: yaoTpeviepik Bidtpnon®, Taykpearinda, cupiyyio®, yaoTpooicogayikr TraAivBpopnan, aijoppoideg aTopatiké dhyog, §npooToypia,
Buogayia, y\wooobuvia Alatapay£g Tou RITATOS Kal Twv XOAN@opwy Zuxvéc: nrarikh eykepahomiabeia® Oxi ouxvéc: xohootamiki nrarinda Alatapayég
Tou Sépparog Kai Tou utroSopiou 10Tou Mol ouyveg: alvdpopo epuBpoducaictnaiac TraAapwv-TreApdrwy (PPES), eEdvBnpa Zuyvég: KVNOpog, aAwTTekia,
Enpodepyia, depparinda UTTd HopPr akpng, aAhayr Xpwpatog HaANILY, UTIEPKEPATWOT), £pUBnua AIGTAPAXES TOU HUOTKEAETIKOU OUOTIHATOS KAl TOU
ouvBETIKOU IaTOU MoAl auxvég: Tidvog aTta drpa Zuxveg: Huikoi oTracpol, apBpahyia Oy ouyvis: oaTeoveKpwan NG yvabou AlOTAPAXES TWV VEQPPUIV Kal
TWV oupopopwy oBwv Zuyvic Tpwreivoupia Fevikég Biarapayég Kai KATaoTAOEIG TNG oBou xopnynong MoAl ouyvég: KOTIWAT, QAEYHOVI] Twy
BAevvoyovwy, e€aoBivion, Tepipepikd oidnpa MapakAivikég efeTaoeic” Mol ouxvig: peiwpévo Bapog, augnuéva ALT opou, augnuévn AST Zuxvic: ALP opou
augnuévn, augnuévn GGT, auénpévn kpearivivn aiparog , auénpévn apuhdan, augnpévn Amaon , augnuévn xoAnaoTepoAn aiparog, auénuéva TpiyAukepidia
aiparog Kakwoeig, SnAnTnpidoeig Kai ETTITTAOKES BEPATTEUTIKWV XEIPITUWY ZuVEC: ETITTAOKEG TpalpaTog® * BAETe evatnTa 4.8 Mepiypagr Twv ETMAEYHEVWY
QVETTIBUHNTWY EVERYEILY YIO TIEPQITEPW XUPAKTNPIOHO.® ZupTrepIAapBavopévng TN TToAuveEupoTIABEIag. n TTEPIPEPIKT veupoTIaBela eival Kupiwg aloBrninpiakn
b ZupmrepidapBavopévng Tng £moTagng we TG o CUXVA ava@epopevng avermBUupnTnG evépyeiag © Aeg of pAePikég BpopPuioeig, oupepihapBavopévng Tng eV
Tw BdBel pAePIkrig BpopPwong ? Me Bdon mig avagepBeioeg avetnBUpNTES EVEPYEIES ° AlaTapaypévn ETOUAWOT), ETHTTAOKT OTo onpeiw Topng kal SidoTracn Tou
Tpaluartog H kapodaviviBn s ouvBUaauo LE VIBOAOUNGUTTN OF TTRWINS-Yeapung poxwpenuévo RCC Nepihnwn 1ou Tipogik aogaleiag Otav n kaBolaviivin
xopnyeital og ouvduaopd pe vipohoupduTm, avarpé€re atnv NXM g vifoAoupdpmng Tpiv amd Tnv évapén g Bepameiag. Na mepioodTepeg TTANpopopieg
OXETIKG ME TO TIpOPIA aopdAsiag g povoBepareiag pe viBoAoupdpTmn, avarpégte otnv MXMN g viBoAoupdutmg. Zro ouvoho Sedopévwy g kaBolavivifng
40 mg pia opd TV NEEpa ot ouvduaopo pe viBoAoupdpTrn 240 mg kaBe duo efdopddeg ato RCC (n =320), pe eAdyioTn epiodo TapakoAolBnaong 16unviy,
ol Mo guyveg ooBopég avemBOuNTeG evipyeieg (2 1% emimmwon) frav Sidppola, Trveupovinda, Tiveugovikn epPolr, TIveupovia, utrovatpiopia, Trupetia,
QVETTAPKEIT TwV ETTIVEQPISiwY, EJETOg, aguddtwor). O1 o guyvég avemBounTeg evipyeieg (= 25%) rrav didppoia, KoTwar), cuvdpopo epuBpoducaioBnaiag
TIGACLOV-TTEAPATWY, oTopaTiTId, HUCOKEAETIKOG TTOvog, uTrépTaar, efdvenpa, utroBupeoeidiopds, peiworn 6peéng, vauTia, KolAiakd dAyog. H TTAElovOTnTA TwY
QVETTIBOPNTWY EVEPYEIWV ATaV ATTEG £wg PETPIES (BaBuog 11 2). Oivakag avemBuunTwy evepyeiwy O avemBUOPNTEG EVEPYEIEG TIOU EVTOTIOTNKAV OTNV KAIVIKT
peAetn g kaBolaviving ot ouvduaoud pe viBoAoupdauTn avagépovial otov Mivaka 3, oUp@WYa PE TNV KaTnyopia opyavou GUOTHKATOG Kal Tr) ouxvoTnia
kard MedDRA. O1 ouxvétnTeg Bagilovial ot 6houg Toug BaBpouc kai opidovial we e€rg: oAl ouyvég (21/10), ouxveg (21/100 £wg <1/10) 61 ouyveg (21/1.000
£wg <1/100), pn yvwotig (Sev propolv va exnunBouv pe Baon 1a diaBioipa dedopéva), Eviog kaBe karnyopiag ouxvetnTag epQavIong, ol avetmiBupnTeg
evEpyeieg TrapatiBevial kard @Bivouca oeipd coPapdtntag. Mivakag 3: AvemBupunTteg evépyeieg pe kaBolavrivifn ot cuvBuaopd pHe VIBoAOUPAHTTR
NoIpWEEIS Kal TTapaTIMOEIG MoAl cuxvES: AolpwEn Tou aviTEPOU avaTTVEUOTIKOU guaTipaTog ZuXvEeg: TIVEupoVia AlaTapayEg TOU QIPOTIOINTIKOU Kal TOU
Aepgikol ouoTiparog Tuyvic: nwolvopihia AlaTapayés Tou avooomoinTikoU ouoTrparog Zuxvég: umepeuaiobnoia (oupepitapBavopévng Tng
avaguAakTIKrg avTidpaorc) Ox1 ouxvéc: oxenfopevn e Ty éyxuon aviidpaon utiepevaioBnoiag AlaTapaxeg Tou evBOKPIVIKOU ouaTAHATOG MoAy ouxvEg:
uTIBUPEOEIBITNOG, UTIEPBUPEOEIBIONOG ZUXVEG: zmvazéluxq QveTTApKEIa Ox1 GuxVEG: umxpucsmﬁq Bupeoeidinda AlaTapayéc Tou peTaBoAMopol Kal TG
Bpéwng Mol ouyvég: pEIWPEVD opegq Zuxveq aguddrworn Alarapayég Tou VEUPIKOU ouoTijpartog MoAU ouxveg: duoyeuaia, (AN, ke@ahadyia Zuxveg:
nspaqnepmn veupotraBeia Oy ouyvig: autadvoarn eykepalinda, ocuvBpopo Guillain-Barré, puucBEvmo olvBpopo AlaTapayEg Tou wrog Kai Tou AapupivBou
Oyx1 ouxvéc: eppoic O@Balpikég Slarapaxés Zuxvic: EnpogBalpia, Baprm 6paon Ox quvcg payoeidinda KapBlakég dlatapayés Zuxvec: KOMTIK#’}
Happapuyn, Tayukapdia Oy ouyvég: puokapdinda AYYEIQKEG alampuxig Mok ouyvis: unépraon Zuyxvés: Bpoppwon® AlaTapay£g TOU avaTVEUOTIKOU
OUOTHHAaTOG, TOUu Bwpaka Kal Tou pegoBwpdkiou MoAl guyvic: Buopuwvia, dloTvoia, anag Zuyvéc: Trveupovimba, Tveupovikr) epPolr, emioTagn,
umredwkoTikr) culhoyr AlaTapayég Tou YaoTPEVTEPIKOU Mol ouxvéig: Bidppola, EPETog, vautia, BuokoNeTnTa, oToparinda, , KoINakd ahyog, duaTreia
Zuyvég: koAimba, yaoTpinda, dAyog Tou aTépaTogEnpoaTopia, aipoppoideg Ox1 ouxveg: vaermi‘nlSa. SidTrpnan Aetrrou E\népou". yAwoooSuvia Alarapayég
TOU [TTATOS Kol Twv XoAn@opwy Zuyvig: nmatmoda Alarapayég Tou Sépparog Kal Tou utrodopiou 10Tou Mokl ouyvég: alvBpopo Trahapo-TreApaniaiag
epubpoduocaiodnoiag, eEavBnua®, kvnopdg Zuyves: akwrekia, Enpodeppia, eptBnua, alhayr xpwparog Tpixwy Oy ouxveg: Ywpiaon, kvidwon AlaTapayég
TOU HUOOKEAETIKOU CUOTHPATOG Kal Tou ouvBEeTIKoU 10ToU Mokl ouyvés: puookeAeTIKGS TTOVoC?, apBpahyia, puikoi amracpol Zuyvég: apBpimba Oy auyvec:
puoTdBeld, ooTeovEkpwon TNG yvdbou, oupiyyio AlGTAPOXEG TWV VEQPPWV Kal TwY oupogopwy obwv MoA guxvis: TTpwrEivoupia ZUXVES: VEQPIKT
aveTdpkeid, ofgia veppikr) BAARn Oy ouxveg: veppimda Mevikég Siatapayég kai karaoTdoelg TG obol yoprynong Mol ouyvég: kémwan, Tupeia, oidnpa
Zuyvig: dAyog, Bwpakikd diyog MapakAivikeég e§eTaceig® MoAl ouxvec: augnuévn ALT, augnuévn AST, urropwogatalpia, uTracBeoTiaipia, uTTopayvnolalpia,
uTrovarpiaipia, umepyAukaipia, Aepgotievia, augnuévn aAkaAikn gwogpardon, augnuévn Aimraon, augnuévn apuidon, BpopBorrevia, augnuévn kpearivivn,
avaipia, Aeukomevia, umrepkaliaipia, oubetepoTrevia, umepaofeoTiaipia, uttoyAukaipia, uTtokcAiaipia, augnuévn oAikr xohepuBpivn, uTeppayvnolaipia,
UTTEpVaTPITIPia, HEIWPEVO OwHaTIKG Bdpog ZUuXVEG: augnpévn xoAnoTepdhn aipatog, utreptpiyAukepidaipia. O1 guxvoTNTES Twv QVETTIBOUNTWY EVEPYEILY TTOU
Trapoucialovral otov Mivaka 3 propei va unv atodidovial TTAfpwe povo otny kapolaviiviPn, aAd evBExXeTal va ePTTEPIKAEIOUV Tr) CUVEIOPOPGA TN UTTOKEIMEVNG
vOoou fj aTrd T VIBOAQUUGNTTT TTOU XPnoiUoTToIETal ot cuvduaopo. *H BpouBwon eival évag alvBetog 6pog Trou TrepihapBavel BpopBwon Tng TruAaiag AERag,
BpopPwon mg Tiveupovikng @AEBag, Trveupovikn BpopBwan, aoprikr) Bpoppwan, apmpiakr BpopuBwon, ev Tw Baber ARk BpopBwan, BpdpBwon Mg
TueAing QAERag, BpouBwan Tng koiAng eAERag, @AeBikr) Bpoppwon, @AeBIKN BpdpPwaon dkpou "Exouv avapepbei Bavatngopeg Trepmrwoelg “To efavBnua
ivai évag olvBeTog 6pog TTou TTepiAapPavel T Seppatimda, Tnv opoiddouca pe akpn deppatinda, Ty TopgoAuywadn Sepuaritida, To amogoAidwnke efdvenua,
10 epuBnuatwdeg e§dvBnpa, 1o Buhakiwdeg eEavBnua, To kNAdWdEg eéavBnua, 1o kNAIBoBAaTBWdES eEavBnua, To BAanBudeg eEavBnua, To KVNOPWBES
££AVBNUT KAl TO QAPHAKEUTIKO e£avBNpA. “O HUOOKEAETIKGG TrOVOG Eival évag OUVBETOG 6POG TToU TIEPIAAHBAVE TNV oo@uaAyia, TOV OOTIKO TIGVO, TO HUOOKEAETIKO
Bwpakikd dAyog, T puoakeAeTikn Sucpopia, Tn pualyia, Tnv auxevadyia, To dAyog oTa dxpa, To dAyog oTrovBUAIKGT) oTriiANG “O1 QUXVOTNTEG TWV EPYACTNPIKIV
OPWY AVIMTPOCWTTEUOUY TO TTOOOOTO TWV aoBEVIV TIOU EPPAVIOaY ETNIBEIVWLIOT OTIG EPYACTNPIAKES PETPATEIG OE OXEON HE TV Evapgn TG HEAETNG pe eEaipeon



TO HEIWHEVO CWHATIKG Bdpog, TNV augnuévn xoAnoTepoAn aipartog kai v utepTpiyAukepidaipia. [epr 1 Twy emAEYUEVWY aveTIBOUNTWY EVEQVEIWY Ta
Sedoptva yia dlapopeTikég avnidpaaelg Baoifovial ot aaBeveig Trou eAdpupavavy CABOMETY X 60 mg pia gpopa nuepnoiwg armé To oTopa wg povoBeparieia oTig
Baoikég pi;)«s‘:rt:g ato RCC perd amd mrponyolpevn mux::upi:vr] Beparreia pe VEGF kai o RCC xwpic iponyoupevn Bepareia,=ato HCC peta amé npor]vnﬂpsvn
ouamnpikr Bepareia kai o1o DTC oe aoBeveic avBekTikoUg 1l pn kardAArhoug yia Beparreia pe padievepyd 1ddio (RAI) ou Trapouciaoav (-:F,EN{Q TNG VEOoOoU KaTd
T didpKela fj HETA aTio Trpor]vuupivq ovamuikr Beparia rj o acbeveic oy EAuBav CABDMEF‘!’X 40 mg pia (pupl:x NUEPNOiWG aTTd To OTOPA TE OUVBUACHO
€ VIBoAOUpIGPTIN O€ TTPWTNG-Ypapprg Tipoxwpnpéve RCC (mapdypagog 5.1). [agroevr TE) didrpna 4.4) Zmn perétn Tou RCC peta
ard Tiponyoupevn oToxeupévn Beparreia pe VEGF (METEOR), avagépBnkav ME ﬁnarpndsag oto 0,9% {3.’331) 'n.uv aoBeviov pe RCC trou eAdpBavav
kapBodavnvipn .Ta oupBdvra rfirav BaBpou 2 fi 3. O diduecog xpovog Ewg Tnv Evaptn frav 10,0 epBopddec. Moipaieg Biarprigeig exdnAwbnkav o1o KAIVIKG
Tipdypappa yia Ty kaBodavmvipn. Zm peAétn Tou RCC xwpic mponyolpevn Bepameia (CABOSUN), avapépbnkav I'E Biarprioeig oto 2,6% (2/78) Twv aoBeviov
pe RCC mou AdpBavav kapolavniviBn. Ta cuppavra irav BaBuol 4 kai 5. Zin peAétn HCC (CELESTIAL), avagépbnkav diatprjoeic ME oTo 0,9% twv acBevwv
Tou EAaPav kaBolovmiviBn (4/467). OAa Ta oupBdvra firav BaBpou 3 ) 4. O Sidpeoog xpovog epgaviong frav 5,9 eBdopddec. Ztn pehérn DTC (COSMIC-311),
n didTpnon Tou yaoTpevTepikol owArva Babpou 4 avagépBnke ot evav uueevﬁ (0,8%) amé roug aoBeveig Trou EAafav kafofavTiviPn Kal ENPAvIoTNKE PETG aTto
14 eBbopadeg Bepameiag. Ze ouvduaopd pe viBohoupaumn ot Tpoxwpnuéve RCC ot Trpwmc ypappng Beparreia (CA2099ER) n ouxvomTo EPQAviong
élqunaewv TOU YUOTPEVTEPIKOU owArva fitav 1,3% (4/320) ot aoBeveic Tiou éAaPav Beparreia. ‘Eva cupBav rfitav o Babpod 3, duo oupPdavia r]'rav Bquou 4
Kati éva oupBav rirav BaBpou 5 (Bavampopo). Z1o KAVIKG TIpoypappa g kaPolavnivipng exdnAwBnkav Bavampopeg diarprioeig. Hrariki EQaAOTTAEE
mapdypa@o 4.4) i peétny HCC (CELESTIAL), n nramkr eykegalomdBeia (nTrarikn eyke@ahoTiaBeia, eykepaAOTIGBEIQ, UTTEPAPHWVIGIIKA chquahondBela)
avagépbnke ato 5,6% Twv acBeviyv TTou EhaBav kaBolavrivipn (26/467). Ta oupBdvra BaBpou 3-4 fitav o€ TrogoaTd 2,8% kai éva auppay (0,2%) BaBpou 5.
O didpegog xpovog epeaviong frav 5,9 epdopddes. Aev avapépBnrav TepTTWOoElg NTTaTkig eykepahomrabeiag oTig PeAéteg RCC (METEOR, CABOSUN kai
CA2099ER) kai atn peiérn DTC (COSMIC-311). Aidppola (BA. mapdypago 4.4) ) pehétn RCC petd améd mponyoldpevn otoxeupévn Bepameia pe VEGF
(METEOR), n Siappoia avapépbnke ato 74% 1wy agBeviov pe RCC rou éAaBav kaBolavnvifn (245/331). Ta cupBdavra BaBpou 3-4 frav ato 11%. O Sidpegog
Xpovog eppdviong frav 4,9 efdopddeg. Zn peAétn RCC ywpig ponyoupevn Beparreia (CABOSUN), n digppoia avagépbnke ato 73% Twy aoBeviov TIou
£raBav kaBodavriviBn (57/78). Ta oupBdvia BaBpod 3-4 ritav ato 10%. Zm peAérn HCC (CELESTIAL), n didppola avagépbnke oto 54% Twv aoBeviv Trou
EhaBav kaBolavmiviBn (251/467). Ta oupPdvra BaBpou 3-4 rjrav gto 9,9%. O diduegog Xxpovog eppaviong Awv Twv gupBaviwy frav 4,1 eBdopades. H
Bidppoia odiiynoe ot TpoTroToInoelg 560nG, SlakoTTég kal oploTikr SiakoTr ot 84/467 (18%), 69/467 (15%) kol 5467 (1%) aoBeveic, avtioTorka. Zn pehim
DTC (COSMIC-311), avagépbnke didppola o1o 51% Twy aoBeviuv Trou EAafav kaPolavniviBn (64/125). Ta oupBdvia BaBuol 3-4 ritav oto 7,2%. H diappoia
odrjynoe ot peiwon g S6ang kal Siakotr) ot 13/125 (10%) kan 20/125 (16%) agBeveig avrioToia. Z& ouvduaopd pe viBohoupdpTrn ot rpoywpnuévo RCC oe
TIPWTNG-Ypapprg Beparreia (CA2099ER), n emritriwan didppoiag avagépBnke ato 64,7% (207/320) Twy aoBeviov Tou EAaBav BepaTreia, oupBdvta BaBpou 3-4
oe 8,4% (27/320). O péoog xpoveg yia Tnv évapén ohwy Twv oupBdviwy frav 12,9 efdopadec. KaBuatépnon A peiwon g 86ong ouvépn ato 26,3% (84/320)
kai SiakoTm oTo 2,2% (7/320) Twv acBeviv pe Sidppoia, avtioToixa. 4.4) T peAérn Tou RCC perd amé ponyolpevn oToxXeupévn
Bepamneia pe VEGF (METEOR),7a oupiyyia avagépBnkav ato 1,2% (4/331) Twy aoBevibv Trou eapBavav kaBolavtivin kai TepiddpBavav TrpwkTikd cupiyyia
o710 0,6% (2/331) Twv aoBevivv TTou AdapBavay kaBolaviivipn. ‘Eva oupBay fitav BaBpoel 3 ka ta utréhoimia firav Baduol 2. O Siipecog xpoveg Ewg Ty évapén
frav 30,3 epdopadeg. Im perém Tou RCC ywpic mponyoupevn Bepameia (CABOSUN), Sev avapépbnkav mepmmwoelg ye ouplyyia. Zmn pehétn HCC
(CELESTIAL), Ta oupiyyia avagépbnrav ot 1,5% (7/467) twv acBeviov pe HCC. O Sidpecog xpovog epgdviong ftav 14 efdopadeg. Zm perémn DTC
(COSMIC-311), Bev avagépbnkayv TIEPITTTWOEIG ouplyYiwv ot aoBeveig Trou éAaBav kaBolavnvifn, Ze ouvduaopd pe viohoupdapTn oe Tipoxwpnpéve RCC oe
TpWING-ypappng Sepameia (CA2099ER) n guyvétnTa eppavions auplyyiou avapépBnke ato 0,9% (3/320) twv agBevibv Trou éAaPav BepaTeia kal n coapoTnta
firav BaBuou 1. @avarmgopa oupiyyia exdniwbnkav ato kKAviKo Trpdypappa e kafofavnvifng. Aioppayia (BA. rapdypa@o 4.4) T peAérn tou RCC perd
amo TrponyeUpevn otoxeupévn Bepaneia pe VEGF (METEOR), 70 TrooooTo epgdviong oupBdviwy goBapng aipoppayiag (BaBuou 2 3) ritav 2,1% (7/331) oe
aobeveig e RCC mrou AddpBavav kaBodavTiviBn . O didpeaog ¢ Xpavog Ewg Ty évapgn frav 20,9 eBBopadeg. 1n peétn tou RCC xwpig ponyoUpevn Bepatreia
(CABOSUN), 1o TTooooTo epgaviong oupBdaviwy oofaprig aipoppayiag (BaBuol z 3) firav 5,1% (4/78) ot acbeveig pe RCC 1rou Adppavav kaBolaviiviBn. Zm
perétn HCC (CELESTIAL), n ouxvotnta epgdvions copapuv alpoppayikwy emeicodiwy (BabBpog 2 3) Arav 7,3% oToug acBeveig Tou éAaBav kaPolavnivifn
(34/467). O didpecog xpovog epgaviong frav 9,1 efdopdadec. Ze ouvbuaopd pe viBohoupdutm ot Tpoxwpnpévo RCC oe Tipwing-ypappnc Bepatieia
(CA2099ER) n guyvotnTa epgdviong apoppayiag = Babuou 3 Arav oTo 1,9% (6/320) Twv acBeviv mou EhaBav Beparreia. Zin peAém DTC (COSMIC-311). n
cuxvmr]m epaviong ooBaplov mpoppalewv eTeIcodiwv (Babpog = 3) nmv 2,4% ot acBeveig Trou EAaBav cabozantinib (3/125). O diGpecog xpovog évapéng
Arav 14 efdopuddeg. Oavatngopeg alpoppayieg sxén.\wenxav oT0 KAWVIKO TTpOYpappa yia v kaBolaviivin Wmmmmg
Aev avagépBnkay TepioTatikd PRES oTig pehéteg METEOR, CABOSUN, CA2099ER r| CELESTIAL, 6pwg éxel avagepbel PRES
ot évav aoBevi] oTn perémm DTC (COSMIC-311) kai amdvia oe GAAEG kKhivikég Dokipég (o€ 2/4872 dropa, 0,04%). Auénuéva niramikd éviuua Kata 1 ¥oprynaon
mg¢ kaBolaviviBng oe guvduaouo pe viBoloupauniy ato RCC Ze pia khivikr peAétn aoBeviov e RCC o ommoiol dev eixav AdBel Trponyoupévig Beparreia kai
£haBav kaBolavTiviBn & cuvduaopd pe VIBoAOUPGUTIN, TTapatnpiBnke uwnAdtepn emmitmwon BaBpol 3 kai 4 augnpévng ALT (10,1%) kai auénuévng AST
(8,2%) oe oxéon pe T povoBepareia pe kaBodavniviBn otoug aoBeveig pe Tpoxwpnuévo RCC (n ALT augndnke kara 3,6% kai n AST augriBnke kard 3,3% om
pehétn METEOR). O didipecog xpdvog Ewg Tnv epgavion Tng Padpol > 2 aténon Mg ALT rj ng AST firav 10,1 priveg (ebpog: 2 £wg 106,6 efdouddeg, n = 85).
Zroug agBeveig pe BaBpod = 2 aiénon mg ALT 1] g AST, o1 auérioeig utioxwpnoav atoug BaBuoulg 0-1 oe 91% pe Sidpedo xpévo Ewg Ty arokardoTaon?2,29
£pBopadeg (epog: 0,4 £wg 108,1 efdopadeg). Metatl Twy 45 aoBeviov pe BaBpol 2 2 augnon g ALT rj g AST otoug otroioug £yive ETTavaTTpokAnan pe
kapolavnvipn (n = 10) fj pe viBoAoupduTtm (n = 10) pegovipéva 1y kai pe Ta 800 (n = 25), emavepgavion auénpévng ALT 1§ AST BaBpou 2 2 anpeiwbnke ot 4
aoBeveic ou éAaBav kafolavriviBn, oe 3 acBeveic Tou EAaBav viBoAoupapmn kai 8 acBeveic Tou EAaBav kaBolaviviBn kai viBohoupdpmn padi,
YroBupeosidlopd Z1m pehétn ato RCC petd amé mponyolpevn oToxevouoa Beparreia pe VEGF (METEOR), n emimmwon Tou utroBupeosiSigpou ftav 21%
(68/331). Zrn yeAérn RCC xwpig mponyoupevn Beparmeia (CABOSUN), n emitmwon tou utroBupeoeidiopod frav 23% (18/78) ot aoBeveig pe RCC miou éhafav
Beparreia pe kaBolavtivipn. Zmn peAérn HCC (CELESTIAL), n emitmwon Tou umoBupeoeidiopol frav 8,1% (38/467) oe aoBeveic Trou éhafav Bepareia pe
kaBodavmvipn kai Ta cuppdvra BaBpou 3 oe 0,4% (2/467). Zrn pehérn DTC (COSMIC-311), n emimmwaon Tou uTroBupeoeiiopol ftav 2,4% (3/125), oAa ta
oupPdavia BaBpoul 1-2, yia kavéva amd Ta oroia dev amantiBnke TpotroTioinon Tng Bepareiag. Ze ouvBuaopo pe vifoAoupdpTin g Tipoxwpenuévo RCC om
Bepameia Tpwng ypappric (CA2099ER), n emimwon tou umoBupeoeibiopod frav 35,6% (114/320) Twv acBeviov Tou ehaPav Beparreia. Avagopd
mBavohoyolpevwy avemBountwy evepyewy H avagopd mlavoloyolpeviwy avemBUpnTwy EVEPYEIWY PETA ammd T xoprjynon adeiag kukAogopiag Tou
PapHaKeUTIKOU TTpoidvTog eival onpavTikn. ETrmpémen T cuvexr) TapakoAol8non Tng oxEang opEéAoUc- KIVBUVOU TOU QapHaKeUTIKoU TrpoidvTog. ZnTeitar amd
Toug ETTayYEAHATIEG UyEiag va avagépouv oTroleodrimoTe MBavoAoyoUpeveg avemBUUNTES EvEPYEIES PECL Tou £BVIKOU CUOTIHATOS aVaPOopdg TToU TTEPIYPAPETAl
oo Mapaprnua V. 6.4 ISIAITEPEC TPOPUAGEEIS KATA TN QUAAEN TOu TPOoIdVTOG AEv uTIGpyouv edIKEG 0dnyieg Biatrpnang yia 1o Tipoidv autd. 7. KATOXOE
THE AAEIAZ KYKAO®OPIAEL Ipsen Pharma 65 quai Georges Gorse 92100 Boulogne-Billancourt MaMAia 8. APIOMOE(Ol) AAEIAZ KYKAO®OPIAZ
CABOMETYX 20 mg emmikaAuppéva Pe Aetrtod upévio diokia EU/1/16/1136/002 CABOMETYX 40 mg emkaAuppéva pe AeTto upévio diokia EU/1/16/1136/004
CABOMETYX 60 mg emkahuppéva pe Aemmo upévio Sioxia EU/M/16/1136/006 9. HMEPOMHNIA NPQTHE ErKPIZEHI/ANANEQIHEI THE AAEIAZ
Huepopnvia trpwng éykpiong: 09 ZemmepPpiou 2016 Huepopnvia TeAeutaiag avavéwong: 21 Ampiliou 2021 10. HMEPOMHNIA ANAGEQPHIHE TOY
KEIMENOQY Aetrropepeic TTANpogopieg yia 1o TTapov gpappakeutikd TTpoidv eival SiaBEaipeg otov BikTuako 1610 Tou Eupwidikol Opyaviopol Sapudkwy:
http:/lwww.ema.europa.eu.

XOPHIEITAI ME NEPIOPIZMENH IATPIKH ZYNTAMH AMO EIAIKO MATPO KAI MAPAKOAOY®HEH KATA TH AIAPKEIA THE ArQrHE

 IPSEN

Innovation for patient care

Ll aTe 12202 IPSEN MON. ENE
ONEE v o s snkoeans i ATIOY AHMHTPIOY 63 174 56 AAIMOE, AOHNA

OMA T dippaxa CABOMETYX 20MG T.N.: 4517,89€ THA.: 210 9843324, 210 9858930, FAX: 210 9887911
BATATpAovTESs TY SHIEF B KRR S CABOMETYX 40MG T.M.: 4517,89€ E-mail: ipsenepe@ipsen.com, http://www.ipsen.gr

CABOMETYX 60MG T.IN.: 4517,89€ TnAépwva pappakoemaypimvnong: 210 9843324, 210 9858930



NEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOX

1. ONOMAZIA TOY QAPMAKEYTIKOY NPOIONTOE
Xtand - 40 mg emkahupipéva e Ao ugévio Giokia
Xtandi- B0 mg emkahupptva pe Aermd upévio Siokia
2.NOIOTIKH KAINOZOTIKH EYNOEEH
: Kéie empauppitvo pe hemd

- Fail Aemd ugvio 6
upévio Sioklo mepieye1 40 mg enzakutamide.

Xtandi -80 mq emrahuppidva e o uptvio Siokie: KaBe emkohuppévo Lg hemd
upévio Siokio mepiéye 80 mg enzalutamide

Tia Tov nikijon kataroya Twy ekBoxwy, BX. napdypago 6.1.

3. DAPMAKOTEXNIKH MOPOH

Emyohuppevo pe hemmd upevio Giokie.

Xtand] - 40 mg emsahupiva pe hermmo wevio Siokia: Kitpva otpoyyuhd -
EMKAAUYIEVa i heTTTd upaévio Siokia, yapaypseva pe To E40.

Xtandi - 80 mg emkahupéva pe Aemd upévio Giokia: Kitpiva ofidh - emkahuppéva
e AemTd upgvio Biokia, yapaypéva s To £ 80,

4, KAINIKEE NAHPOQOPIEE

4,1 Ospaneutikéc svbeifag

ToXtandi avbeiiovuta yio:

+Tn) Bepaneia Tou O KapKivou TOU TpoGTATT

JiETaOTATIOU, OpjIovOELIoBIT
(mHSPC) oz owvduaopd pz@cpunebu orépnan avbpoybway (ADT) oe eviiikeg
ubpec (B\ napdypago 5.1

Xtandi

enzalutamide

GpNTWY.

Snoiparog QT ko oe aobeveic oy Aappdvowy Tautépova pappiaxe

TipoibvTa miou evdéyETal va apateivowy o Sidotmya QT [Bhn@avpum 45],
ol Bepdnovies yiatpoi nipénel va afioloyolv To oolyio opéhoud Kvbivou
oupnepthauavopime e mAaveTTaE Yo eppdvion Kotk Tayukapdiag
&mva&w (Torsade de polnles)npwnwévcpﬁnrw Xtandi.

H cogalsia kai n cnoteheopamkdmra TG
mumww.c yphang wu mndl pe kuttapotofik xnpaoBepaneia Sev dxal
TekpnpuuBel. H ouyyopfynon e enzalutamide Sev €yel kapla khvikd anpiavTie
£nibpaon o pappakoknvTK G svboghéiag viooetabEng (BA mopdypagpo
45). Dovogo, Gev pmopei v anokheoTel pia aiénon eppavions ouderepaneviag
Enaydyevnc and T viooetalihn,
Avmbpage unepevmoBinoiae Avtibpacei; unepeuaiobnoiag exSnhdvovtal e
ourTdpata nou nepiapPavouy, alha dev neplopilovial oibnua npoatmou,
Yhwooac yeou A wdwm 1 ebénBiua eyou iapampnfel pe enzalutamide
(BMéme mopdypago 48), el ooapé O QVEMBUNTES
avndpaoeic (SCARs) pe v en:lutamide Koa ™ awmvuypﬂmon ol
aoBevelc Ba MPENEL Vo EVIIEPEVOVTAN Vi Ta OjEla Kal TO GUTGHATA Kal va

TapaxohouBoLVTal oTEVd yia SepjlaTikée avTISpaoEiC.
‘Exboyce To papjiake auto mepiéyel Ayorepo and 1 mmeol varpiou (Aryotepo and
23 mg) avd enwahuppévo e Ao upévio Sioxio, eival autd nou ovopaloups
cAE0BEPO varplous,

EmAnmice kplon
Inig eheyyopevee shvikéc pehéree, 24 (0.5%) and touc 4403 aoBeveic ou
uneBhiBnkav ag Bepantia pe nueproia Goon 160 mg enzalutamide eppaviaay
emhTiRe kplon, ev Técoepi; aofevels (0,29) nou EhaPav ekovikd GappaKo
Kan évac aoBevric (0,3%) mou Ehafle Pikahoutapidn epqdvioay emAnTik kpion.
HMMMIWWNWMHWMWM KvBivou
Eupaviong EMAITIKIC Kplone, Gmwe avTikaTonpileTal and Ta- mpokMviKG
Gebopéva kal ané Ta Gebopiéva and pia pekémn kpdkweng e Hoone. Zng
eheyyopevec KwikeC peketee, efpébnav o aoBeve e mponyolev
EMANTTIH Kpio) ) e MapayOVTEC KIvB(VOU yia T Eyipavion MANTTTIC KpioTC.
Ee pa Sowpr povol oxgrou 9785-0L-0403 (UPWARD) yia v afiohéynon e
EITTLIoNG Twy ENITTIRGY Kpioewy OF 00BEvel e npoélueimmﬂcmmvwrzc
yia exBriMuan emAnmTIIY Kploewy (and Toug omoloug 1,6% Eixav 1oTopIKG
Kploewv), 8 and 366 (2,2%) aoBeveic mou EaPav Bepameia e en-
zalutamide eppavioav a emhra) Kplan, H 8iapeon Gidpkeia e Bepanelag
fivav9,3 pifvec.
Bev dvan ywots o pryaviopss pécw Tou onoiou 1) enzalutamide pnopel va
JEND0E! TOV 0UdO Tw ENIATIK Kpioewy, A Aa |MopoUTE va OYETIOTE i
Ta edopéva and in vitro pehéTeq nou Seiyvouv 61 n enzalutamide kal 0 evepyog
peraBohim TG mpoodévovtan ke pmopel va avaaTeouy T SpaoTiKGTTa Twy
Giaiiwv Ty vy Xhwpiou Tou GABA.

. m&zpunmwummmmu WnAoU KvB VO

KapKivou Tou rpocTt) cmmmucavapecfwwwes 0.
+mn Bepaneia Tou peraorarod CRPC of evrijkes dvdpee o onolor evar
COVITTWATIKOL 1| M OUUITTWiaTIKO émerta and anotuyia TN Bepanciog
atépnong avbpoydvv Kai oToug oroioug ) ¥rpeoBepaneia Sev evicbaanial
axdua KWK (B nopdypago 5.1).
+Tn Bepaneia Tou pevagTamkod CRPC o eviNiKEG GvBpEC Tav ool 1 vooog el
e€ehnyBei kard m Gidpkeia f perd and Bepaneia pe viooetaféhn.
4.3 Avrevbeiferg
YnepeuaioBnola ot (omic) SpaoTiki(éq) ovalaleq) ) o€ kémoio ané Ta ékdoyanou
aVaPEPOVTaI OTTY Tiapaypago 6.1,
rm;zcnwemmympeiw mlwwmmc(ﬁknupaypd;pmm:iﬁml 66).
4.4Eb

Kamp KaTaT xpron
K Kpioew: ypﬁoq G enzalutamide. éxer ouayenoTel
e emMTTKES KpioeK; (BA. opypago 48). H andpaan yia ) owveyion TG
Bepaneiag ot aoBevei mou eppavifouy emhnrikéc kplogt Tipéne va Aappaveral
wdnephtwn

Emp

T e g

EYKEpAONABEKIC (PIES) 0 qoBevel
nou Aopfavov Xtandi (BAéne rrupd\tpuq»o 48). To PRES eivai pia ondwia,
avagTpéyin, veupohoyik Biatapay, Al Uﬂ‘m Jmopel va exbhuel uepwﬁnm

Encephalopathy_Syndrome-PRESE:
ouvdpdyou omiaBlac avaoTpEILnG

ELENIO0GEVT OUpITTNIATD, ppavopvay. oriaopd, KEQaAGhy
wmncmmmuwmwwnwﬁmwww

opd 4.8 HTEG EvépyEIE
Neplinipn Tou mpogih aopdleiac Or AoV GURVES QVEMBUUITES EvEpyEIEs v

oy Kepdiakr) véoos

eEnoBeviony/kdnwon, 5ae, untpraan, kKatayyara, kan mwon, AMEG anpaviIkes  ZE TuxalonainpEves KAVIKEG LENETEC EAEYXOHEVEC £ EIKOVIKG (PAPHAKO, N IOYTIIKT
aveEmBUITES Evépyeiec mepUiapBivouy 1oxaipKr kapdiakr) vOoo kal emymkés  kapdiak) voooc epgavioTnke o1o 3,9% Tuv aoBevinv mou ehaay enzalutamide
kplogic. Eniheyi kplo napouaiaoTnke 1o 0,5% T acBeviv nou ehafaven- ket ADT ouyxomika e 1,5% twv aoBeviv nou EhaBav exkovikd (papjiaKo kat ADT.
zalutamide, oo 0,2% Tuwv aofeviv iou Muv EIKOVIKO qtapuammm 03% Aexamévte (0,4%) aoBeveic mou ehafav enzalutamide ko 2 (0,1%) aoBevels nou

T Goeviv rou Ehapav el omaveg ﬂﬂﬁﬂvsmm PApHaKO EyigAvoay oUBAY IoyaIIKC kapBiakA vbdou Tioy
twwvép@wonb&xmumpthmmm&mgumnﬂmknwaww o&mx e Bdvaro.

enzalutamide (Bhéne napaypopo 44). nBav cmm&]

Kendhoyoc avemBUpITWY evepyeiiy ae Pop@f Tivaka: Ot avemBONTES EVEPYEIE Huva:popa EVEDYEIN JETA and T Yopiiynan

TIOU TApCTTPHBNKaY KITa Tr SIApKEID KAVIKGV HENETGN TIapaTiBevial TapakdTw - adeing mmqnphc o qnpuummmu TipoidvToC eival ompavid), Emmpéne
avd kamyopla QUKVETITAC Eppavione. O1 Katnyople ouyvbTITaS Eupaviont T owvex napakoholBinon Tric axéons ogehouc-Kvbivou Tou papuaKeuTikod
opiloviar we axohotBue okl augves (2 1/10), ouxvég (2 11100 éux < 1/10), 6x1 - mpoidviog. ZnTeitan amd Toug enayyehaTiec uyeiag va avapépouy onoteabiinote
UYEE (21/1.000 £cog < 1/100), omdviee (= 1/10.000 éwg < 1/1.000), mohd omévies mBavohoyoUjeves aVEMBUINTES EVEDYEIEC 1E0w:
(< 1/10.000), pny ywworéc (Sev Jmopolv va exipnBolv e faon 1o GBéopa  ENMGBe: Evidc Opyaviopog Megoveiwv 284, GR-15562 Xohapyoe,
Beboytéva). Evioc kGBe kamyopiag ougveTTac gupdviong of avemBlpntes  ABrva T+ 30 21 32040380/337, Bak: + 30 21 06549585 , lotdronoc: hitpy/
MPVEIB:ﬁupcrtﬂe\nu KaTd pBfvouoa oepd sofapiTac wwweofgr

1: AvemBupnTeg evépyeies mou avayvwpioTnkav os eheyyopeves Kimpog: Qappakeumikéc Ympeoiec, Ymoupyeio Yyeiag, CY-1475 Aawwola. Tk
mvmécﬁompé(mpmimmdwophmugmm +357 22608607, Qat; + 357 22608669
lotoonos www.moh.gov.cy/phs
Kammyopia/opyavike 7.KATOXOZ THE AAEIAL KYKNODOPIAZ
UG OUPPWVA iz TO LU G R LR (R Actellas Pharma Europe B, Sylviusweg 62, 2333 BE Leiden, ONavdia
MedDRA 8. APIOMOZ(Ol) AAEIAZ KYKAODOPIAL:
ELI/1/13/846/002 (40 mg emiahupiyéva pie herrmd uévio Siowia), EU/1/13/846/003

1 Yuple Uxm(qﬁvq unépraon. H Siwwen tou PRES ananei enBefaiwon  AISTOpaECTou alononTkod O OURVEG AEUKOTEViG, OUOETEpOMEvia (80 mg emkahuppiéva je AEmTé vjiévio Siokia)
JE oo Sfe By gy mﬂxﬁmmmwn e RO AR cuou s | M ok Bpojioneii ) Hme;gumm%uaﬂuy%mmmum
ToHOYPapia T0U EYKEQAAOL aTal Tou Xtandi o aoBeveigou Betopexeto M WG olbrc ipoamo, 0BG Hpepopnvia npurmc éykpianc 21 lowviou
avanTieoowy PRES. s i : # Hyepojnvia Tekeutaiac avavéwonc: 8 Gefipouapiou 2018
Ae_um&m_mm Ejow avagepdel nepiorat etspoyeiy SVOGOMDATIROY QUCTHITOS, - YNO0aG S EhOUG, O QIPUNES 41 | ke by NI ANAGEQPHEHE TOY KEIMENOY:
KOOV KaKon: OF KNVIKEG PENTEC T6 s Tuyvec ayog 24 Maiou 2022
ghwlxi(gf)\tri;q)dom}mmuwxvﬂuvuwpdma oupfidvia oe aoBeveic nou b ¥ 01 U | 1on
Ehaflav enzalutamide kol peyahTepa and To KovIKS GapyakD, fTav kapkivog ‘SuxvEC kepahaNyia, ennpeaopavn v, o
oupadoyou katn (0,39%), adevokapkivupa nagéos eviépou (0,2%), kapkiwua apvaia, Siatapay| v Tipoacy, Suoyeuaia, AETTTOUEDER TANPOROPIEC i © MDCN Wm Tipoiw eiva BinBéoyies
a6 peraaniks emeihio (0,2%) kal HETaPamké kapkivupa oupodéyou kiammg o COVBpO}0 aVroUXWY oToV IKTUKG TOMo Tow Eupluriikol Opyavioyiol (apjdkuwv:
(0,1%). Or aoBeveic Ba npénel va oupBoulevovial GUECT TO YITRO Toug, £dv cwrﬂmwumuc M) Oy ouyvec vormike] & y ¥ hitp://www.ema europa.eu.
nmmpmowmmﬁnwmmmﬂ:mmm HaXpOOKOTIK| crToupia eic! :
@hha 6 Sudoupia | emaktk avéykn ol Kard Mn ywworec: abiwBpojio anioBiag OAPMAKEYTIKO MPOION FA TO OMNOIC ATAITEITAI IATPIKH EYNTATH
1 dhka owurata ipriong ke
&opmamcﬁepmshcmmmamda QVAOTPEYING EYK
outoypovn) Yprion Y da gapuckevTikd mipoidvie H enzalutamide eivar TuyvEc K} KapBiar vooog!
tvu: 1oyupdc emaywyéag eviipwy kai pnopel va onyioe oe anwheia e KapSiakée iatapayéc th:oir.)g}umpmum ar  EAaba*
W%@m oM gupelag Epc;ux mummmmnpmé\rrw (A napaypapouc 44 ki 45) E;Hgﬂ[(‘[llléo‘lm m% NOZOKOMEIAKH TIMH
T aTa aTIY TIapaypago WENWC pla avaokmnon Tuv €m a
OQUYYOPYOULEVA GOPHOKEUTIKGV TIpOIOVTWV IpENE! va DIESAVETal KaTh T Ayyeanécdimapayéc Mohd quyvéc b unépraa £ Aemd évio Biakia £226167
ﬂup{qupﬁspmﬂu:umluramldeﬂmurﬂxpomxpnanm;maltﬁamidew Aiatapaye¢Tou. M YWUOTEC: vauTia, pEroc. Stppoia
POPRAKEUTIG MPOTVTQ Tou elval I plspaTa noMiv YAOTPEVIEDIKOU Kimpog*
ewlpuy f petapopel (B). napdypago 45) mpémel yevikd va anogedveral edv P Béppockal  Sugvéc Enpobepyio ot il KOTHTA M L JKH TIMH ME
n&mmﬂwwammmmwuwwﬂm Kol €0V o1 TouunoBepIOy OToY M ywaotec  ebavnua 40mg/TAB Kouri X 112 emiedupijéva
npocappioyéc T boang Gev pnopolv ekoha va npayparononBoly faoel g £ hemd upévio Biokia €3.009,
nupakohou&mcmummqmmmucnmmwmmmmnm Ancrﬂpuxz(mu um?.‘nm rb)uwxvegwwvumu‘_ )
H ouyopiiynon pe Pappophn kan avimmkiikg opoialovia pe Koupapin haroc ke M ywwotéc: juakyia, ikl omadyiol, k] *Kukotpopodv povo 1a 40 mg emkaduppeva je hemo Lévio Biaxia
TpEEl va anopeDyeTaL v 10 Xtand] ouyopnyeiTal J éva avTmmKTiNG Tiou  0T00 abuvayia, coguakyia
Qmmmmammxg (ﬁnmnﬂawo%mw;u@mp,npg; V0 MiatapayécTou BonfifioTe va yfvwv Ta g nio aopalr ki
enmpoobem oy i K XN avanapay o Zuec oy g
(International Normalised Ratio-INR) (BA napdypago 45, KOITOU PooTon OAEE 1ic aveniBipnieg zvgvux o OAATA pappoka
i TR T O cobevelc e oofiapr veppik Fevikéz Slarvapaygg kai Tupninprivovrag v «KITPINH KAPTA=
ipyia kafax Gev een pehemBel o€ auo Tov RBUOHS  raoTéosicmc ool Tlohd GuyvEC sEvEnan, kamwar)
aogevi, YopAvmaNG
Eoflapn qnaui) Suohertougyia: Mia abénon Tou xpdvou niceics Chmtn(m Kaxdoac Shmpiion;
zalutamide éxe napampnBel oe aoBevel pe cofapr nnaTikr ep lohd ouyveg Ton

v ouayETCOpen e TV auffuev) Katavop oToug ioTad, Hthm
onpaola QUi G Napampnang Tapaéver ywor. (otéao, avapéveral
£V TIOPATETaPEVD YpOVIKG GIOTIA Y0 Va GTA00UY 0L OUYKEVIPLIGEK, OTn
oTafEpononjiévn KITGoTaon Kal 0 Ypovog pExpt va emeugBel n péyiom
papparodoyi| Spdan KaBC KaL o ¥povol yia T Evapl) Kt pelion TG
evlupic enayuyric (BN napdypago 45) Lmopei enior va auinBolv.
Dlpdocperm KapSiayyeiak) baoc T pehéte poang 3 anorheioTnkoy aoBeveic

L npbogato £ugpayua Tou LuokapSiou (katd Toug 6 prved)

Atﬂﬁpmttcnvnmupé(mwswmhm KUKNOQOP(a Tou @appcikou

" Omwe, afiohoyrfnke and Tunonompéva epwiipoa MedDRA (SMQs) Tuv
CINAOpEN nu;.mp!)«ap]!moueww WY OGN, GTIOoHGY YEVIKEUPEVTG
endngiog, oivBeTuy. eqnaKiY EMATTIKOV Kpiogwy, €0k EMNTUKGY
kploewy Kkai status epllepticus. Autd meplapfavel OTAVIEC MEPUTTWOEI
EMANITTKGY Kpioeww e emmhokée iou obryouv as Bavato.

O el IDRA (SMQs) <Epgpaypa

)astel]as

Astellas Pharmaceuticals A. E. B.E.

Aynoidou 64,151 23 Mapoiia, ABfvn.

M (kard Toug Teheutaloug 3 pved), kapdiakt| avenapkeia

Tou ;mmp&m a1 AN 1oy mpmm voaos, MDL\OWWOM Tk 2108189 900, Fax: 216, 8008998

f Qo o selascon
kammnyopia Il 1y IV kand New York Heart Association (NYHA) extog av To khGopa  Tww axohouBuy MpoTIpLipevay 6pwy Tiou TapatmpriBnkav oe Toukdyotov 8o Wi o
efibnong aponeprc kowiac (Left Ventricular Ejection Fraction-LVEF) 2 45%, aoBevels of nmamnomgevet EAEYNOHEVES LIE EKOVIKG PAPLIaKD PENETES pdang
Foobnptis 1 e e, et rpé vy bl = m&m atepaviala oo, §xppayia Tou uoKapbioy, ofd Eugpapa __ TomkcAvmpdaumod
mmmporpdmmmnmqrmcmﬁwsk. KapBiou, ofy) GTepawialo clvBpoo, GITGBAC TGV, 10yaILia Tou uavopéag mpoidvuy Astellas oty Kimpa:
anokhed £ivel T Gid Wupéb)mlupmmk?\l\p\m areaviaiag apmpiag, Novagem Ltd, Tr: 00357 22483858
Zsuuﬂzva‘c | 1oT0piKG 1} Unapén napuvévrlw xnmm yia g 1 phapBavel GAOUS TOUC TPCTIIIEVOUC GPOUG HE Tr) AEEN adiTaypax o7 oaTd.
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MEPIAHYWH TQN XAPAKTHPIZTIKQN TOY NPOIONTOX

To gdpparo auté Tekei U oupTANPWHaTIK TTapakohoUBnaT). Auté Ba emmpéwe: To ypl‘éyopo Tipoadlopiapd viwv TANpogopilv aopakeiag. Zrieital amo Toug emayyeApaTies uyeiag
va avagépouv otroleadrmore mBavehoyoupevee avemBlpnTeg evapvnﬁq, BA. rapaypapo 4 8 yia Tov 1p6TI0 avapopdg avemBUNTLY EVERYEIG.
1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOE: ejula 100 mg axhnpd kayaxia
2. MOIOTIKH KAI NOZOTIKH ZYNQEZH: To kabe akhnpo kaydkio TEpiEyEl povou?t ) ToouIKA Viparrapipmm mou icobuvayei Tpog 100 mg vipamapipmm, ExBoya ye i &paon;:
To kaBe akAnpd kawdkio Tepiéxel 254,5 mg povouBpikn MKT&I? (BA. nﬂpa¥pacpc 4.4). To kéhugog Tou kae axAnpol kayakiou TEQIEYE ETTIOTC Tov YPWATIKG TIAPAYoVTa TapTpativn df
10%2 0,0172 mg]. Na Tov Tr.\% karchoyo Twv ekBoywv, BA. nupz():(xpuq)o 6.1.
3. DAPMAKO IKH MOP®H: TxAnpo kawdkio (kawdkio). ZkAnpo kaydkio mepimou 22 mm x B mm. Asukd owpa gépov ) onpavor «100 mgs exTuTwpévn pe palpo pehdvi kai
noﬁ(lp\upaﬂ Ypluparog kamaki gépov m arjpavon «Nirapariby exutiwpévn pe Aeuko pehavi.
4. KNINIKEZ TAHPO®OPIEY.: 4.1 Bepameutikég evbeifers: To Zejula evdeikvurar. * yia yprion wg povoBepareia yia 1 Bepameia ouvifipnong evihikuy aoBeviy e Tpoxwpnpévo
emBnAiaxd (otadiou Il kai IV kara FIGO) uynhod PaBuou kakorBeiag kapkivo Twy wobnkuwy, me oakmyyag f TpwroTadi Kapkivo Tou TEPIToVaiou, Tou TTapoudialouy aviaTokpion
(mAfpn o% pEPIKN) perd v ohokNpwon xnpeioBepareiag mpwing y&uyur’;g JE Bélclhmv TAdTiva. * yia Xprion wg povoBepareia yia Bepameia cuvipnong evijhikwy aoBeviov
pe euaiodnio omy mhariva unoTporniaovia uynhod BaBpou kakonBelag opwdn EMBNAIKO KapKivo Twv woBnkwv, Te Ui:hmwu%_lr'} Tipwromabn kapkivo Tou TrepiTovaiou, Trou
Nupouoldgouv aviariokpion (mhnpn A pepikn) ot ynueoBeparteia pe faon my TAariva. 4.2 Aogohoyia kai Tpomrog Yopynens: H Bepareia pe Zejula mipéTel va Eexiva kai va
EMBAETIETaN A0 107PO E EPTIEIPIA OTN XPAOT) AVIIKAPKIVIKWY GAPHAKEUTIKWY Tipoidviwy. Aocolovia: Oepaneia cvw?{)qqu TMPWING YPAMIS yia 10V Kapkivo Twy wobhkwy: H
oUVIOTWREVT) apyikn 8o Tou Zejula ivar 200 mg (Blo KG%%KIU Twv 100 mg), n otoia AapBaverar pia gopa my npépa. (aTdgo, yia aoBeveig us%iupcg owparog 2 77 kg kal apyikd
apiBuo aiporerahiny 2 150.000/uL, n cuvioTwpevn apyiki 6oom Tou Zejula sivar 300 mg Tpia kayakia 1wy 100 mg), n omoia Aappaveral yia popa My nEpa. Gcé)aﬂal’u auviripnans
yia urorpomiadovra kapkivo Twv wodnkav: H 8o eival Tpia Ux,\nbpa xkayaxia Twv 100 mg pia gopa npepnoiwg, avrioToiya pe ouvohiky nuepioia doon 300 mg. Or agbeveig
Tipémer va evBapplvoviar va Traipvouy ) Hoar Toug TrepiTou Ty idla wpa kabe pépa. H xT?r']\fr]m] Tipiv amo Tnv karakhion eivar pia mlaviy péBodog diayeipiong g vauriag.
Zuviotaral 61w n Beparia guveyileTal ewg TV epgavion EEAIGNG TG Voaou 1 Togxbmw . lNapadenyn me dong: Eav mapakeigBei pia 5oom, o1 aoBeveig 8a mpémel va Traipvouy
mv emopevn door n;_\'r mvovm‘&npo pappaTiopevn wpa. Mpogappioyés e 56ong yia avemBupnTes evepyeies: O CUVIOTWUEVEG TROTIOTIOINTEIS TNG BO0NG Via avemBUNNTEG EVEPYEIES
avagépovrar otoug [Mivakeg 1, 2 kar 3. Tevikda, ouvioraral 6T ev Tpwroig SiaxoTmetai ) Bepameia (ahha oy yia Siaompa peyaAuTepo Twy 28 GUVEXOEVWY NHEPWY) Yia va ETITPATTE]
otV acBevr) va avavier amo Ty avemiBipnT evépyeia kai mgcuw‘:xe:a va eravapyioe oy idia 86on. Z1my TiepiTTwon emavepgaviong Mg avemBOung evépyelag, auvioTatal
Tpocwpivi Glakor MG Bepaniag kai katomiv emavevapén T Bepameiag o xaunAatepn 5oon. Eav o avemBUunTeG £vépyeie EppEVOUY TiEpa amd T 28nuepn diakomn g doong,
ouvioTaral va TEppﬂ'I’ri'}ETGI n i(o_prwr]crn Tou Zejula. Eav o1 avemBopnTeg evépyeieg Sev eivan Siayeipioipeg pe aut T atpamyiki Siakotig kai peiwang Tng Goomg, cuviaTaral va
Tepparileral n oprynan Tou Zejula.

Mivakag 1: ZuvioTwpeveg TpoToTroinaeig g S6ong yia avemBOPnTEG EVEPYEIEG

v

Apyiko emimedo Soong 200 mg 300 mg
MMptum peiwon g ddang 100 mg/npépa 200 mg/pépa (0o kayékia Twy 100 mg)
Acdrepn peiwor) g doong AIGKOTIT) QUPHAKEUTIKAG QYWyNG. 100 mg/npépa® (Eva kaydakio Twv 100 mg)

*Edv amareital repamépw peiwon g Séong kamw amd 1a 100 mg/nuépa, 1o Zejula Ba pémer va Siakomeral,

Mivakag 2: Tpowomoinon g 86ong yia pn aipatohoyikég avemBUpnTEG EVEPYEIEG

Mn aiparohoyikéc CTCAE* 2 BaBou 3 avemBUpnTeg evépyeleg Rptin? £kdiAwon:
ouayen{opeveg Pe T Bepareia dmou n pogUAatn Bev + To Zejula SiaxomTerar yia péyiato Sidatnia 28 nuepv f Ewg Ty urror)fmpncrq me avemBopnmg; Evépyeiag
Bewpeital eikTn 1} dmou ) avemBUpnTN Evépyela eppével mapa | * Emavevapfn tou Zejula o€ peiwpéve eminedo doong oupguva pe Tov Mivaka 1.

70 O¢permek Aedrepn exdiwan:

* To Zeyula diakomeral yia péyiato Sidamua 28 npepdy f Ewg my unoywpnon mg avemBipnmg; evipyeiag.
+ Emavevapén Tou Zejula ot peiwpévn doan i} diakorn mg Bepaneiag oupewva pe Tov Mivaka 1.

CTCAE 2 BaBuod 3 avemBUpnmn evépyeia auayeniopevn mgs H Bepameia teppariferal.
™ Bepaneia Biapkeiag TEpaV Twv 28 NjEPWV EVW OTOV AOBEVT
xopnyeital Zejula 100 mg/npepnoiwg

*CTCAE= Kpimfipia ZuvriBoug Opohoyiag yia AvemBopnTeg Evépyeieg

Nivakag 3: Tpomoroinon g doong yia aiparoloyikég avemBUPNTES EVEPYEIEG

Kara m Bepareia pe Zejula Exouv n%pmqp_nesi aipaTohoyIKES aVEMBULNTES EVEYEIES IBITITEpa KaTd TV apXiki (aon g aywyric. Emopévig, auvioTérar eBopabiaia TiapakohaiBnon
Tou TTAfpOU mpogfuypuummg (CBC) kara Tov ipwro pnva g Bepaeiag kai n TpoTromoinan g 56ang GTTWG auto YpEKGCeTal va yiver. Meta Tov iptito piiva, guiotaral pnviaia
mapakoholBnon Tou TANpoug aipodiaypdyl Kai oTr) ouvEyEla va yivera epiodikd (BA. mapaypapo 4.4). Me Baon nig epyaopiakég Tipég mg kade aoBevoi, umopei va anarteital
zﬁuﬁmiﬂ TiapakoAoUEnoT) Kail kard Tov GEUTEpO prva.

Aipcrohoyikeg avemBOpnTes evipyeleg | » Na aoBeveig pe apiBpd apomrerahiwy < 10.000/uL, Ba ipémel va eferaleral ) mepitriwor perayyiong aiporerahiwy. Eav ugiotavial
yia TIg OTIOiEG aTTaTEiTal PeTayyion f Mot TrapdyovTeg KivBUvoU yia aipoppayia GTiwg yia Tapadelypa ouyXophynom avIITIMKTIKWY 1) GVTIQIHOTIETOAIKGY APHAKEUTIKWY

umooTApIfn LE aipoTroInTIkG auénTiko TIPOIOVTWY, Va tfﬁtﬁiml N DIGKOTIT| QUTWY TwV CUTIGY f)/Kal PETAYYIOT) O UYnAOTEpC apIBPO aipoTETaAiwy.
Tiapayovia + Emavévaptn tou Zejula ot peiwpévn door).

Ap1Buoc aipomerahiwy Mpturm exdRAwon;

< 105%%0:1.&

+ Miakern) Tou Zejula yia kard 10 uéﬁlmo 28 nuépeg kai rapakohouBnan Tou apebiaypapparog epdopadiaiwg £wg GTou o apiBlg
aiponerahiwy smatpéyer oto = 100.000/uL.

’ Enuvévcspéq Tou Zejula omv idia UCIMHE Boon oupgwva e Tov Mivaka 1 pe Baar Ty kKAVIKA ekTipnon.

+ Eav o apiBpég aipomrerahiwy eivar < 75.000/uL omotedimote, emavévapln ot peiwpévn doan ouppuva pe Tov Mivaka 1.

ApiBog aiporerahivy < 100.000/L Acetrepn exdnhwon;:
+ Miakorir) Tou Zejula yia kard 10 péﬁlmo 28 nuépeg kan rapakohotBnon Tou aipodiaypapparog eBBopadiaiwg Ewg dTou o apiBuog
aipomeraiwy emarpéwer 1o 2 100.000/pL.
+ Emavivapén Tou Zejula ot u:lu:fivn Boan UUU%U.\VG peTov Mivaka 1.
* TepuariCerar n xophynor) Tou Zejula £av 0 apiBuog utgonz}ahiu}v Bev Exel mtmpélggam amodexta emineda eviog 28 nuepdv and my
Tmepiodo diakoTrig g Soong, 1 eav ) acBevitg Exel 16N umoPAnBei ot peiwon mg 66ang ot 100 mg pia Yopa npepnaiwg

Ouderepogira < 1.000/uL iy + Miakorm) Tou Zejula yia kara 1o pé‘lﬂ'{o 28 népeg kol mapaxootBnon Tou aipodiaypapparos epdopadiaiwg wg GTou © apiBLOg TV
Aipoopaipivn < 8 g/dL oudeTepopidwy emoTpéyer ato 2 1.500/uL g ulpocq)uw'wng 01029 g/dL
+ Emavévapén Tou Zejula ot peiwpévn Soon olpguiva e tov Mivaka 1.
' T%ppcniteml 1) Xopnynan Tou Zejula eav 1a ouSETEPOPIAG f/kal N cipocpaipivr Sev Exouv EMOTPEWE! OE ATIOBEXTA ETTiTIEDO £VIGE
28 nueptiv amo v mepiodo diakomg me Boong i eav n aoBevig exel ndn umroPAnBei ot peiwon g Soong ae 100 mg pia opd

NHEPNGICG.
EmiBeBaiwpévn Bid + Tepyariferar povipa 1o Zejula.
pw.fi umggﬁlkouwmpépou %MAE) i i ’
1) ofgiag puehoyevol Aeuyarpiag (OMA)

Oepareia quvTiipang Tou UOTPOTTIAOVIOS Kapkivou Twv wolnkwy gt aoBeveis e xapnAd Bapog owparog: Mepimou 25 % Twv aaBeviov o pehém NOVA eixav Bapog kamw Twy 58 kg kai
Tiepimou 25 % Twv agbeviv eiyav Ba g{&uh’napo Twv 77 kg. H ouyvémra epgavions AED gggpoo 3 r{? firav peyahdTepn uvu:'}bﬁou ot ggécvzig i3 )}gpm;ﬁghpcgﬁ (78 %) mapa
ot uoﬁzveig 1e uynAo Bapog ot mo%o& ). Movo 13 % Twv aoBeviv pe xapnhd Bapog owparog mapepeivay ot oo wy 300 mg iépa amd Tov Ku . Mmopei va eeralerar doon
b 00 mg yia aabeveic g&pﬂg Kamus Twy 58 k%. Hiwpévor: Aev amaneial mpoadppoyf m¢ d0ang yia nhikiwpéveg aoBeveic (= 65 exiv). Yapyouv mepiopiopéva kAvika dedopéva
ot aobveig E.L\IKKI{ 75 e ) peyakitepng nAikiag. lmp%)m 16 VE@pIKiS Aeroupyiag: Aev ararteiTal Tipooapuoyn g 50omg yia acBeveic pe fma éwg PETpia Biatapayr) MG VEPPIKAG
Aermoupyiag. Aev uTrapyouy Sedojeva ot agBeveic pe Bapia diatapayi T veppikrg Asmoupyiag fj veppiki) voao TeAikol aTadiou Trou uTroaiovial ot aipokaBapan. H xpnan ot autég Tig
aoBeveig amartei Tpoooyn (gﬁl\ Tiapaypago 5.2). Aiarapayri mg nrankrc Aemoupyiac: Aev ammaneiTal Tpooapyoyn Mg 66013%?0 aoBeveic pe fma éwe pETpia Glmupg)&' 1'24; ngmlxﬁg
Aemoupyiag. Aev umapyouy Sugs'va gt aabeveig ucgaglu SiaTapayf) m nmarikng Aermoupyiag. H yprion ot autoug Toug aoBeveic amaitei oxﬁt('ﬁgh Tapdypago 5. 1 EVEIS LIE
kardaraon ikavemrac kard ECOG 2 éuws 4: Aev eivan diaBéoipa kAivika Sedopéva oF aoBeveig pe karaataon ikavommrac kard ECOG 2 wc 4. Nmdiatpikos mAnBuopuog: H aopaheia kai n
u'rrom\wummbn];a Mg viparrapipmmg oe Traibia kai epriBous nAikiag kamuw Twy 18 eriv Sev Eyouv akopa Tekunpiwdei. Aev umtdpyouy BiaBEoia Sedopiiva. Tpg f . Amo
oTopanog §g . Ta Kayakio TTPETE! va kaTammivovTan ohokAnpd LE vepd. Ta ch:ﬁxlu Bev TpETTEl va paciolvial f va Bpupparicovial. To Zejula pmmopei va I\agﬂdveral EITE JIET EITE Ywpic.
4.3 Avrev :}cﬁm - Ymepeuaiodnaia ot SpadTiki oucia ) ot kaTolo aTid Ta éxdoya Tou avagépovial oy Tapdaypapo 6.1. Bnhaopo (ﬂg‘ Tapaypago 4.6). 4.4 Eibikég mpozidotroinosig
Kai TTpotpuAaters kara Tn XpAan: Al uu'ro.\oymé& avemBupunTeg evepveieg: Exouv avagepbei aipatooyikeg avemBUUNTES evepyEieg Eepopponwiu‘ avaipia, ouBeTepoTevia) ot aoBeveic TTou
AapBavav Bepareia pe Zejula (BA. Trugdvpu?o 8). AaBeveic e )iugn,\oﬁpo owpariko Bapog ) yapnhdTepo apiBud aipomeralituv kara v évapln me Bepameiag pmopei va Siarpéxouv
uugnpévo kivbuvo Bpoppomeviac BaBuou 3+ (BA. mapaypago 4.2). Tuvioruntar eferdoei TARpoug apodiaypappatog efbopadiaiwg yia Tov TIPWTO pAva, oM Cuvéxela pnvaia



TapakeholBnon yia Toug embpevoug 10 prAveg Bepameiag kar am c'uvé)l(:gm mepioBika yia Tapakoholbnan Twv aoBevaw yia kKAivika onpaviikéG PeTaBohic oTiC GTIOIEG INGTONOYIKEG
Tiapapétpous kard ) Bidpkeia Mg Bepameiag (BA. mapaypago 4.2) Eav pia aoBeviic avarmUer Bapidc poppig eppévouca ai oyiki) TofikomTa, oupTEpIAapBavopEvng G
TavkuTTapoTeviag,  omoia Sev umoywprioe! evtog 28 npeptv perd ) Siakor, n Bepameia pe Zejula Ba Tpémer va TepperiZeral. Adyw Tou kivBlvou BpopBomeviag, avTiTmKTIKG Kai
(PUPHAKEUTIKE TIPOIOVTA TIOU ivall YWWaTO OTI LEIVOUY Tov apiBud BpopBokuTiapuuv TIDETTE! va XenoIHoTToloUVTal pE Trpolﬁgéj‘] A nup(‘xcyrgl(pc 48). MushobuorhagTike alvBpopolofeia
puehoyevAc Aeuyaipiar Exouv TrapampnBel Tepmwoeig puehoBuaTrAaaTiKoU auvBpopou/ io;; JueAoyevolg Aeuyarpicg (| Ot veiG Tou AapBavay govoﬁepa'rrziu Bepameia
ouvduaopio e Zejula Ot khivikeg HEAETeS kai pETeykpiTIkG. H Biaipkeia g Bepameiag pe Zejula o aobeveig mpotol avarmuybei OMA kupanérav armd 0.5 pive éwg > 4,9 ém. O1
TIEPITTTWOEIS Tav XapakmpioTikeg Seuteporrabiv MAZ/OMA guayeniopevwv pe Bepameia yia Tov kapkivo. OAeg or veig elyav AdBer TIOATTAG oyfjaTa YNpEIOBEPATTEITS HE
TIEPIEXOpEVO TIACTIVAG Katl TIOMEC eiyav Eﬂlmﬂﬁﬁl kal akhoug TapayovTes TpokakoUVTES (npia aTo DNA kabiig ke axmvoBepameia. Mepikég ammé g aaBeveic elxav 1aTopiko duoTrhaaiag
Tou pugAol Twv ooTwv, Edv EH‘]%E 1wl fYkar OMA evw pia agBevng AapBavel Bepameia pe Zejula, n Bepameia Ba mpémer va Tepuamideral kar n aoBevic va AapBaver katéhnin
BeparmeuTikr agww oL ihapBavopivng kai UTEQTAOIKAG Kpiong: Me T xprion Zejula éxer uvuqx:g&zi UTIEpTOT), Uumpthup%uyoptvng Kai Umprumn’]aﬂxpicng (BA.
iapaypago 4.8). Npo-umapyouga uméptacn Ba Tpeme! va eAEyyeTan emapkig Tipiv MV évapéy mg Bepareiag pe Zejula. Kara m Bepareia e Zejula, n apmpiokn ieor) Ba Trpériel va
napakohouBeitan TouhdayloTov efbopiadiaiwg yia Buo prveg, m:}‘ OUVEXElT va TrapakohouBeiTal pnviaiuig yia To TIpGTO ET0G Kal 0T ouvexela TiEpiodikd. Miopei va eggTaoTei 1o evdexopevo
TiapakoAedBnaTi TG apTNPIAKNG TTIEGNG TO OTTTI yia kaTahAnAoug aoBeveic pe obnyleg va emmkoivlvgouY e Tov emrayyehpaTia uyeiag ot TrepiTwan alénong g qpmplam(gniwng. Ba
TIPETIEL Va1 TTj TOIETAN ICTPIKT BIAXEIPIOT) MG UTEPTONG PE OVTIUTIEPTAOIKA PApHAKEUTIKG TTpoiovia kaBlg £mmiomg kal pddyion g doang Zejula (BA. Itupm{paiw 4.2), gav aurd
anaieiral. Kard 1o kAwvikd mpoypoppa, AngBnkav LETphaeis e apmpiakig Trieang v Huépa 1 Tou kale 28iuepou kixhou evii n uvﬂwﬂ%guvixm va maipvel Zejula, 21ig nzglcuﬁwpcg
mgarrrrwgm‘ 1) UTTERTAOT) EAEYYBNKE ETApKLWG Je T ypriar) UU]:]EGTIK[]Q QVTIUTTEPTCOTKIG BEPATTEUTIKAS QYWYNG LE 1) YWpic TIposappoyR g door; Tou Zejula &3}\ mpu{pavgo 42). To Zeju-
la Ba mpérel va TeppatiCeTal oMV TIEPITITLIOT) UTIEQTAGIKNG KPIOT 1 EQV |m8$<"ué%onpuw1m urtépraor) bev pmopei va Dei emapkug PE avTiuTiepTaoikn aywyr. L0vdpopo OmigBiag
Avaotpéwipng EvkegpatomaBeiag (PRES): Ymmpfav avagopé yia Zvépopo OmiaBiag Avaarpéyiung Eykegaromabeiag (PRES) oe aaBeveig mou éhapav Zejula (A Trapaypagpo 4.8). To
PRES eivai pia omavia, avaoTpeyipn, VEupohoyikn diatapay) TTou JTTopEi va TIApoUCIaoTE] LE TOXEWS & lotfégwu QUUTTTW) OTwe EMANTITIKEG KpioEig, Kepahahyid, aMoiwpévn
Uik karGoTaon, onmik diarapay 1 }gi\oi@g TL'ISP!\U)O‘IIL, &a 1) Ywpic oxenkr utepraar). H diayvwon tou PRES amantei empepaiwon piow amexovions eykeqahou, kard Tlporiur}on
ameikoviong payvimikod ouvioviopou (MRI). Ze mepimmwon PRES, ouvdréral n diakom 1ou Zejula kai g EQUTIEIC UYKEKPIPEVWY OU| aTWwY GUTTERIAApBavopEVNG TG UTIEpTaaTG.

aopakeia g eravévaplyg g Beparteiag pe Zejula ot agBeveig Trou eixav Tiponyoupévig eppavioel PRES Bev ival yvusoTn. K I : To Zejula Bev IpETE] val Ypna1pOTIOIETaI
karma mv KOno) f O€ yuvaike O avamrapaywyki nAikia trou Bev emBugiolv va kavouv xpnon agiomoTng peBoGou aviolAnyng kara mn diapkeia g Bepameiag kal yia 1 piva peta m Afyn
G TeAeuTaiag Zejula (BA. Trglglg:awo 4.6). Mpv n Beparreia Ba TPETTE! var yiveral TEOT EyKUHOOUVIG OF OAEG TIG YUVCIKES OF QvamapaywyIkr nAia. Aqmgn Ta oxhnpa kawaxia

KTOL.

Zejula TrepiEyouv povoudpiki Aa | aoBeveig pe aTravia kAnpovopika TipoBAfara Sugavediag oTn yaAakTodn, ohikn ENeIpn AakTaong f) kakn uwquMumgqq- yahakrodng Bev
TIpEME! va_Tidpouv autd To qappako. Taptpadivn (E 102): Auto To @apuakeuTikd Tpoiov iepiexel Taptpalivy (E 102), n omoia pmopel va EOEI PYIKEG uvnﬁpc'wa% 4.5
AMnAemBpaceig pe aha q;up%gx:unxﬂ Tpoidvta kui aAheg poppéc alnhemidpaong: OBUVaLIKE 16paoeic: O ouvbuaopoe vipamapi pe eppohia
QVOTOKATOTAATIKOUG TTCPAYOVTEG

y X v Exel pehemBei. Ta BeSoptva yia T vipaTiapiuTm o cuvBUAOUO e KUTTapoTogika (papHaKEUTIKG TTpoiovTa eival TEpiopiopéva. ETio , amarneial
nﬁoaoxn €av N vipd apl%z(dpnalpurrotznul ‘ot ouvBuaopd pe epPoMia, avoookaracTaATikolg TIapPAyovTes f G KUTITJTO Ka Ygﬂ AKEUTIKG TIOIGVTAL &zﬁ KOKIVITIKEG
aMnhemBpageic: Ermi v PADLIAKEUTIKWY TTPOIOVTWY aT7) VipaTrapipm: H wpan(;«ggﬂm,‘q»g umdaTpwiia Twv CYP (CYP1A2 ka1 CYP3A4): H vipamapiymm eival UroaTpupd Tuv
kap| m%)c_xrw\f( ) kal wv D -YAUKOUPOVOOUATDAVOTPEPOTLUV ( i vivo. 0] CEIBTIKOG pzraﬁo.\lopog NG VIpATTapipTmg Eival ehayiarog in vivo. Az_v ananeial gueylcm
Boang yiaTo Zejula rav Yopnyeital Tautdypova SE PUPHCKEUTIKG TIPOIGVTa TTOU Elval YWaTd 61 avaaTeMouy (). |3)amvuig)\nhflmvaﬂlpn ka1 khapiBipopiuivn) i emmayouv Ta évgupa CY
(m.x. prpapivn, l«.}o ageTTivn Kar gavutoivn). Nipamapijmn we umooTpupa Tuv d‘lzmsoopnpv ekporis (P-gp, BCRR, BSEP, MRP2 ket MATE1/2: H_wpumpu.fcg EVall UTTBOTPWYIA TG
yhukomrpwrvng P (P-gp) kai g mpweivng avTioraong kapkivou Tou pactou (BCRP). Adyw, dpug, T uwn}\%gumg Biareparamiag kai BiodiaBeoipdmyag, o Kivbuvog KAVIKG OYETIKWY
AMAETIBPAOEWY LE PAPUAKEUTIKA TIPOIOVIC Ta 0TI avacTEMAOUV auToUg TOUg PETAPOpEIS Eival ov arridavog. Emopivg, dev amrarteital puBjion g S6ang Tou Zejula 61av autd
Yopnyeitai _mmo&govu HE ApLIAKETIKA TIPOIOVTA Ta oTToja £ival ywoTo 611 avaoTehouy ) yAukompuwreivn P (P-gp) (1m.y. auodapown, ﬁspawqpligkﬂ mv ngu.nzwq avrigTaang Kapkivou
Tou paotod (BCRP) (.. ooiepnivipmn, BeAriataoBipn kai eAtpopBoriayn). H vipamapi £V £iVal UTIOOTpLIA rlgg avThia MG yoAikwv aAdrwy (BSEP), f| mg mpwreimg 2 mou
ayetileral pe moAugappakeutiki aviotaon (MRP2). Kupi;ﬁ_;%wm;wv perafohime M1 Bev eivar umdoTpuwya twy P-gp, BCRP, BSEP ) MRP2. H vipamapipmm ev eiva umoaTplipia Tou
ToMaThou PETaQOpEQ E OU QApPHAKLY KAl TOGVLY TV ( ) 11712, evi 0 M1 eivan umdotpypa kai Twv Blo. Nipamapium we umoTpwua K}era Wy qmzrmgi 12Joqﬂnwng (OAT-
P1B1, OATP1B3 kar OCT1): Qure n vipamapipmm odre kai o M1 eivar ueoTpwiia Tou ohumemmidiou petagopag opyavikuwy avioviwy 181 (OATP1B1), 1B3 (OATPIB3), A peragopéag
opyavikwy kamoviwy (OCTT). Aev anunzm;:)guﬂwcn g, Boang Tou Zejula OTav YopnyeiTal TOUTOXPOVWG L PAPUAKEUTIKA TIPOIGVTA TIoU eival \WwaTo 0Tl avaoTEAouy TOU; #ITCI?G[J&Q
npoohrgqo,u]; OATP1B1 f 1B3 (. y:pquﬂn ihn, prrovapipn), n OCT1 (m.y. viohouteykpaBipn). ipanc11p1 m ugunompwpa TWV. LIETAQOpEWV VE@PIKTS T /\qg:gi { ATT, OAI3 kai
: 1), 3 (OAT3) kau ToU pETapopEa OpyavIKuV KamovTwy 2 ). Aev amaneiral

OCT2): Oute ﬁ%pmup?nw olte kai o M1 eivar UmoTpLpa Tou peTagopéa opyavikiy avioviwy 1 (OA (C 5 D e DAt ¢ e
poBIon MG ¢ Tou Zejula GTav QUTO YOPNYETAI TAUTOXPAVLIG LE PAPLAKEUTIKA TFROIGVT TIoU Eival yvwoTd 6T avaaTEMOUV Toug LETAQOpES TTPOa; .Y, TTpofevekidn) i
o»%” 3(m. n OCI]{yE ., V%?E 2 &Pfggz &&

X. rpoPevekidn, dikhopavakn), (1. orpemidivn, kividivn). Emidy e vipamapipmng ot GMa aKeuTIKG Tpoidvra: Avaatolrj rwv C YP1A2, CYP2
CYP2C9, CYP2C19, CYP2D6 kar CYP3A4): Olre  vipammapiymm otre o MT eivan avagTohéa Twv Gmmoiwy ev l'Jgva CYP peraPohiopot Spacmikuiy ouait, ol CYP1A1/2, CYP2B6, CY-
P2C8, CYP2CY, CYP2C19, CYP2D6 kan CYP3A4/5. Aképn ki av kan Bev avapéveral ny 6mola avaatohr Tou C 4 oo fimrap, n Suvnrikdmma avaotohng Tou CYP3A4 o eviepikd emmimedo
Bev £xel efakpiBuilei ot ayen{Bpeves oUYKEVTPLITEIS TG vipaTrapiummg. ETropévug, ouviaTaral ipoooyi 6Tav N vipamapiymm cuvdudaceTal Pt SpacTikéG ouaieg o PETaBONOHGS Twv oTToiwy
efapraral amé 1o CYP3A4 ka, ibiaitepa, exeiveg Tou Eyouv oTevo BeparmeuTikd paopa (Y. kikhooTopivn, TakpoMpoug, akpeviaviin, szogom Ivr), TpOCiBn, KOUETIaTTH mwfim).
Avacrodj rwv UDP-yAukoupovogutotpavagepaaiv (UGTS): H viparrapiymm Bev eppavioe avaataktiki Spaar) évavri Twv igopoppay UGT IGTTAT UGT1A4, UGT1A9 ko UGTZ2B ) g
200 pM in vitro. Emopgveag, n miBavdTia yia khivika oxemikn avaaTohn Twy UGT amd m \npunﬂ)iwm eivan ehayiom. Emaywyr} rwv CYP (CYP1A2 ka1 CYP3A4): Olre n vipamrapipmm) olre
o M1 eivar emaywyéag Tou CYP3A4 in vitro. In vifro, E \\(f;g)cnupi emayei aoBeviog 1o CYP1AZ o uynAég ouykevipligeig kal  kAivikf) oxgon aurng g emidpaang Sev ba pmopoloE va
amoxheroTel TAnpug. O M1 Sev eival emmaywyeag Tou CYP1A2. ETopévs, ouvioTaral ipocoyr érav n vipaTrapiimm ouvBualetar 4 BpacTikeg ougieg 0 PETOROAICHOC TV OTTOIL Rgrzdml
amd 1o CYP1AZ kau, 1BiciTepa, EKEIVES TTOU EXOUV OTEVO BeEpmr:mlxb paaya (.y. kholamivn, BeopuAhivn kai portvipohn). AvaoTodr v psmxnpéwvzxporjg (P-&o. CRP. BSEP Kai
MATE1/2): H viparrapipmm) Bev eivar uvuo%\éu\; g BSEP 1§ MRP2. In vitro, n vipammapiymm avaoTeMel 1o P-gp oAl aoSevi; kai Ty BCRP pe IC. = 161 pM ken 5,8 pM, avmigroiyug.
Eopévug, pia aMnfmiﬁpam JE KAIVIKI) onjpaoia Trou Exer oyEoT) HE TNV QVaOTOM) QUTLV Twv PETCQOPEWY EKPORG, av kai amifiavn, ev propei va amokheioTei. Emopévwe ouviaTaral
TIpogoy1) oTav r&wpurruglm ouvduaderal e urootpupara e BCRP (ipivorexavn, pooouacrarivn, aippaorarivr, aropBaoTarivr ka peBotpetam). H vipamapipmm eival avaaToléag
Twv MATE? ke 2 e IC, 0,18 M kan < 0,14 uM, avmioToiyug, Aev imopolv va amiokAEIgTooY nuE’\!}uiueg OUYKEVTPUITEIG OTO TIAGOT GUYXOPMYOUEVWY agjuxzunxdwnpoiéwmv TaoToid
EIVaI UTTOOTPWHATT QUTLV TwV perotgﬁimv (n.é ertp%)im), 0 kUpiog Tipwtedwy petaBohimg M1 bev paiveral va eival avaoTohéag Twv P-gp, BCRP, SS P, MRP2 | MATE1/2 Avaorolj
yzgspopzwv T‘m’nm{ npdoAnng (OATP1B1, OATP1ES kai OCTH): Oure n vipamrapiumm oute o M1 ivar avaaTohéag Tou roAUTIETTIBIou LETapOpPaG opyavikiy avioviuwy 181 V%EATM B1,]
g 1B3 (OATP1B). In vitro, n vipamapipmm avaoTéMer aoBeviug Tov peTagopéa opyavikuy kamoviwy 1 (OCT1) pe IC, = 34 4 uM. Tuvioraral ipogoy otav ]ﬂz\llp(]ﬂclplpﬂ'l] LI GIT

IKEG OUGTEG TIOU UgpioTavTal HETagopd TipdaAnyng amma OCTT o n peTgoppiv. AveaToAr LETagopéwy Veppik rg)éoAqung (OAT1, OAT3 ket OCT2): Olime ) vipamapiprm) oUTe o
1 avaoTEMouv Tov peTagopéa opyavikiwy aviovwv 1 (OAT1), 3 (OAT3) kan Tov PETOQOPE OPYaVIKGY KamOVTWY 2 EO T2). Ok 01 KAIVIKEG peAETeC ExoUv TipaypieromoinBel pove ae
evijhikeg. 4.6 FovipoTnTa, KUnon ke yahouyia: [uvaikes o avamapaywyikn nhikic/avriguhnwn oTic yuvaikeg: O yuvaikeg O avamapaywyikn nAiia Sev TIpETTE va PEVauY EYKUES Vi)
umoBarovral oe Bepameic kal Bev Ba Tpémel va eival EyKUES KaTa Ty évu% g Bepameiag. Mpivm Bepameia Ba TpETE! va yiveTal TeoT eyKuHooUVIG GE OAEG TG Yuvaieg OE avamapaywy Ik
%\IKIG, ["uvaikec ae avamapaywyikn nAlkia TpETEl va pgglmmloﬂv aTOTEAEOATIKA avTIoUAAN YN Kaé T Sidpkeia Tg Bepameiag kal yia 1 piva perd m Afyn g TeAeuTaiag ﬁmg Tou
ejula. Kinan: aw SicmiBevral A eivan TEplopIapEva Tal éc LEVC OTTO TN XPAGT TG VIPATITPITITG OTIC £YKUEG YUVaiiKeg, AeV EXOUV YivE! IEAETES avaTrapaywyig Kal TOZKOTNTES OV avarTul
o€ {wa. MrE Baan, opwe, To pnyaviopt Spaang Mg, n vipamrapiym 8a pmopolae va TipokaAeae! BAGBN aTo éupuo, cuTEPIAPBAVOREVILY KOl TEPOTOYOVWV EVEPYEKDY KOl EVEDVEILY
Bavamopwy yia 1o £upuo, aTav yopnynBei ot iykus%&uvuing. ToZejula Bev pénel va XpryoipoTIOIEITal KaTa T DIGpKEIa rgg eykupoouvng. Anhaopoc: Aev eival ywoTd £V T vipaTapipmn
f ol perapolitee g arekkpivovial oTo avBpwriivo yaka. O BnAaopog avievdeikvutal kata Tnv BIGpKEI xopi) 10U Zejula kal yia £va piva perd m Aqyn mg teAeutaiag doomg éBA.
pago 4‘33. ovipomma: Aev utiapyouv khivika dedopéva yia n yowpéw]qm_ Le eMmipueg kal okuAoug Hapcrrr]p% NKe QVaoTPEWIHN Peiusor TG Umppmoymmﬁ égA Tapaypago 5.3).
4.7 Embpaoeig oty IkavotrTa obiynong kai Xeipiopou pixqvnpinwv: 0 Zejula Exel pETpIa eidpacn oy IkavomTa oBiynang kai XepIopou pnyevnpanwy. AaBevei Tiou Tiaipvouy
Zejula prmopei va exdnAwoouy efaoBEvion, Kamwan kai (aAn. AoBeveig Tou exBnAuwvouy auta Ta oupTITiaTa Ba TIPETTEl va Eival TIPOOEKTIKES GTav oég&ﬂv 1 ewpilovral unxcvﬂg[um. 48
AvemBopnTes evépyeiec: [epiAnwn tou mpogiA aogakeiag: O1 avermBUpnTeg evépyeieg (AED) ohuv Twv BaBudn mou anpeiiBkav ot 2 10 % rwv 851 aobeviv mou Emaipvay povodepateia
pe Zejula oTig peAeteg PRIMA (apyixn doon 200 mg 1 300 mg) kai NOVA auykevipwrika gmv vautia, avaipia, BpopBomevia, kériwan, duakoiMoma, EpeTog, kepaAahyia, aimvia, Peiwpivog
apiBpog ciporietaliuy, ouderepomevia, koakd ahyog, peiwpévn opet, Bidppoia, duoTvoia, uniEpiaar), efaoBévion, (ahn, pelwpEvog apiBLog epopihwy, Brxag, apBpahyia,
oopuakyia, PEIWpEVOS up:Bpég Aeukiiv aipoogaipiuay kal efapeic. O mo ouyveg coBapé avemBOpnTe evipyeleg > 1 % (ouyvomeg eppavifopeveg kara rg Bepameia) frav Bpop&)urrzviu
ka avaipio. Karahoyoc avemBupniwy evepyeiwy o poppr Trivaka: Or rapakamw avemiBUpnTeg EVEPYEIES Exouv TTpoadiopioTei P Ao Ta ouykevipwiika dedopéva TTou TIpoEKUYaY aTio
TG kAvikég peréTe PRIMA kai NOVA oe aoBevei ou Adppavav k?voec o pe Ze'eia (BA. Nivaka 4). Oy wxvé&angr. (VoG Twv avemBUpnTWY £vepyerv Bacilovial O ouyKEVTpWTIKG
Bedoyeva avemBUpnTwv evepyeiwv Trou TrapryEnaav aro i peAtreg PRIMA kai NO' A(u'raﬂotapﬂ apyixn doarn 3 mg#]uépu) oTrou r) éxBeor) Tou aoBevn eival | kat Tpoadiopifovral
we ECAG: oAU ouxvéga(z n ‘! auyvig (= 11100 £wg < 1/10), Gy cuyvg (= 1/1.000 £we < 11100), omavieg (= 1/10.000 éwg < 1/1.000) ke moAu oméwvieg (< 1/10.000). Evrog g ke opadag
guyvaTTac, ol avembupnTes EvEPYEIES Trapoudia{oval kara gBivouoa oeipd Baplmiag.
Mivaxag 4: szmﬂgglm uvnﬂgﬁmg o070 (pappako Tou avapépBnkav oe aoBeveig mou EAapav Bepameia pe otabepn apyiki Soon Zejula 300 mginpépa (ouykevTpwTIKG
Kal

Gebopeva peheTiwv VA)
Kamyopia/opyaviko oloTnpa TuyvotnTa oAwv Twv Pabpwv kara CTCAE* Tuyvornra Pabpod 3 1) 4 kara CTCAE*
NoIpwEEIG Kal TTapaoITWOEIG Mok vag%: Noipwén Tou oupomioinTIkG. Luyvég: Bpoyyirida, Oy1 ouyvig: Noipwin Tou oupomomikod, Bpoyyimida
EMTIEQUKITI
Dicrapayég Tou aipotoinriked kai | MoAo wxv';r:]epupﬁomviu. avaipia, oubereporievia, Acukortevia. | MoAd ouyveg: OpopPorevia, avaipia, ouderopomevia. Iugvég:
Tou AepIkoU guoTAparog Oy ouyveg: MNavkutrapomevia, EpmUPET OUDETEPOTIEVIO Aeukomrevia. Oy ouyvég: Mavkurraporevia, epmmipeT ouOETEPOTIEVIO
Aerapayéc Tou avooorromnTikoy Tuyvig: Ynepevaiofnoial Oy1 ouyvis: Ymepevaiobnaia
ouaTmnuarog
Alareuguxég Tou peraohiopol ki | MoAu ouyveg: Merwpivn opetn. Zuxvig: Ymokahiaipia Luyvig: Yrokahiaipia. Oy ouxvig: Meiwpevn opetn
S Upeyng
Wuyiatpikég diatapayég MoAu ouyvég: Aumvia. Zuxveg: Ayxog, karaBhn. Oy ougvig: | Oxi ouxveg: AuTivia, ayxog, karaBAign, ouyxuTiki karaoTaon

LuyyuTIKn karaoTaon




Ajarapayég Tou veupikod oAU ouyveg: Kepahahyia, {ahn. Euyvég: Auoyeuoia. Imavies: | Oxi ouyveg: Kegahahyia

QUOTPATOS Lovdpopo oTrioBiag avaoTpéyipng eykepaomabeiag (PRES)™

Kapdiakég diarapayig Nokd ouyvég: Aiobnua mahpwy. Luyvig: Tayukapdia

Ayyeiakég Biarapayég Moku ouyveg: Ynépraon. Iwavieg: Ymepraoiki kpion Yuyvig: Ynépraon

Alarapayég Tou avamveuoTikol Moko ouyvég: AloTvoia, Briyag, pivogapuyyinda. Zuyveg: Oy ouyvig: Avovola, emmioTaln, Trveupovinida
ouaTparog, Tou Bwpaka kai Tou | Emigagn. Oxi ouyvig: Myveupovinda

Heoobupdkiou

Aiemapayég Tou yaaTpeviepixol Moku ouyveg: Nautia, SuokoihidmrTa, £uetog, kothiakd aAyog, Tuyveg: Nauria, £petog, kothiakd hyog. Oy ouyvig: Aidippoia,
Biappola, Suomrewia. Luxvig: =npoatopia, kohiakn Sidraan, Suakoihiotnra, pAeypovn Twv Bhevvoyovwy, otoparinda, &npoaToyia
pAeypovi) Twy BAevvoydvwy, atoparimda

Aierrapayég Tou Bépparog kai Tou | Zuyvég: QwrocuaioBnaia, efavBnpa Oy ouyvig: Dwroevaiobnaia, efavbnua

umrodopiou 1aTol

Aiamapayé Tou HUOTKEAETIKOU Moku ouyvég: Ooquakyia, apBpakyia. Zuxveg: Muakyia Oy ouyvig: Oaguakyia, apBpalyia, puakyia

OUOTATO Ketl Tou GUVBETIKOU 1aToU

Tevikég Biarapayég kai MNokd ouyveg: Komwan, efaaBivion. Zuyveg: Mepigepikd oidnua | Luyvég: Komwon, efaobévian

KaraaTaceig me odol yophynong

Napakhivikég eEeTaoeIg Tuyvig: Alnon ¢ y-yhoutapuhtpavogepaorg, aiénon Tuyvig: Algnon TG y- y.\oumpu)ﬂfuvqg:pdong, alfnon me
QOTIGPTIKAG CUIVOTpaVOPEPAcTIS {] . Oyi1 auyvig: Augnon

AST), aufnon g kpeamvivig | aAavivikAg apvotpavogepaong (Al
aipanog, augnom e ahavivikrg UIVOTPAVOGEPQaNS ﬁ?\LT aaTapTIKAG apivotpavagepaong (AST), alénen mg ahkaAikig
alénon g aAKaNKNG QuOoPATAcnG Tou aiparog, Heiwon Bapous | GWEPaTAanS Tou dipatog
* CTCAE=Iuviibn Kpimpia Opohoyiag yia AvemBopnta ZupBavra, éxSoon 4.02. ** Baoe Sebopévuv khivikig Bokipn e vipamapipmm. Autd Bev mepiopilerar o Baoiki pehétn
povoBepareiag Ef GOT—S\HE, 1 MepihayBave: umepeuaiotnoia, apuakeuTiki umiepeuaiotnoia, Cl\lCltpU]\ﬂKTOETgI% avTi Opaon, :pappoxsunTc]; efGvBnpa, ayyeiooionua kal kvidwan.
Or avemBipnTeg evépyeieg Trou TrapampnBrikav oty opada aoBevwy oTig oTToieg qé?]pngpnxs apykn) 560 Zejula 200 mg Bace! Tou awpaiked Bapouc 1) Tou apiBol apomETaAiwy
amy évapén, fjrav TopopoIag i YapnAQTEPNG CUXVOTITOG OE GUYKPIOT) HE TNV OHAD QOBEVWY OTIG OTIOES xoprlvﬁar'% oTadepn upﬁlxr’] oan 300 mg ﬁ'lwuxug 4). BAémre mapakdmw
YIO OUYKEKPILEVEG TANpOQOpIES OYETIKA pe T auyvéTia g Bpopfomeviac, Mg avaipiag kar mg ouderepatreviag, [epr | emAsyuEvwy avemiBOuNTWY EVEQVEILWV: AILCTOAOYIKEG
avemBUpNTEg evépyeieg (Bpopforievia, avaipi, OUBETOPOTIEVIA) QVAETT TOUG Kl KAVIKEG 5|ﬂwmuzhh;Ar‘y‘m| EPYOOTNPICKA EUPUATA YEVIK exdnAwbinkav oTa apyika atadia T Beparieiag
HE VIpTTQPI|TIT) He Tr) GUYVOTI|Ta Va HEIVETC e TV TTapoda Tou ypoveu. ZTig pekéteg NOVA kan PRIMA, o1 agBeveic ou firav kemahhneg yia Bepameia éxz Z%lfa n)(uvTE: fi¢ CIPIATOAOYIKEG
TIapapETpoug oy Evapéy): amoAutog apiBpog ouderepogihwy (ANC) 2 1.500 kimopa/pL, aipomerahia 2 100.000 kirrapa/pl kan arpootpaipiviy 2 9 g/dL (NOVA) ) 2 10 g/dL (PRIMA) rpiv
amd T BeparTeia. ZTo KAIVIKG TTpOypappa, of aipaTohoyikés avemBUpNTEG EVEPYEIEC QVTILETWITIOTTKAV LE EpYaTNRICKR TTapakohoUBna kai Tponomlﬂomgmg Boang (BA. mapdypago 4.2).
Zm perém PRIMA o€ aoBeveic aTic omoieg )§o1pnvf]ﬂr1|<z UJ;I}(IKﬁ Goon Zejula gc'xozl Tou mn};a'nxcd Bapoug Ay Tou apiBpol aipomerakiwy amy évapén, BaBuol 23 n BpopPotrevia, avaipia
ka oubeTepoTevia peitwBnkav amd 48% ato 21%, amo 36% o1o 23% kar amo 24% oo 15% avtioToiya gE GUyKpIOT Le T opada agBeviv oTig OTTOIEG X0 rwr']BEKa OTaBtéJr'] apykr doorn
300 mg. H Bepameia Teppariomre Adyw B%Bomviag avaipiag kai oudeTepotreviag o1o 3%, 3% kai 2% Twv acBeviv, avrioToixa. GpopBomevia. Tm perem PRIMA, 39% Twv aoBeviv
Tou EAaBav Bepareia e Zejula ngtpﬁ\nuuv B0l Bpog.u?omviu Ot alykpion gs 10 0,4% Twv aoBeviv Tou EAapav eikovikd gppﬂm, e Bidpeoo povikd Siaompa amd my T;f(m‘!]
Boan éwe my Tpm exdnhwon 22 nueptiv (ebpog: 15 Ewg 335 npépec) kan iapear) didpkeia 6 rlp:pdw (e0pog: 1 wg 374 npépec). H Bepameia Teppariomme Adyw BpopBomeviag oto 4% Tuwv
agfeviv Trou AdpBavay vi pipmm. Zm peaér NOVA, Trepirrou 1o 60 % twv aoBeviov rou AduPavav Zejula z:gﬁl\mauv Bpurgfmviu onmouﬁr'énms BaBpol kai To 34 % Twv acBeviv
exBihwoav Bpopporrevia Babuou 3/4. T aoBeveic pe apiByo agomeraNitv kard Ty évapi e PEAEMG glxpc’m:po cmo 180 x 1090, cmgelmeqxz popporevia tmcmuﬁ?nom BaBol kai
Bafipot 3/4 onpeiwenke ot 76 % kai 45 % wv acbeviv avmiaoiywe. O péaog ypovog Ewe my Evapln mg BpopPomeviag avetapmrwe Babpol ko BpopBomeviag BaBuod 3/4 Arav 22 ki 23
HEPEG uwmoiﬁng. H ouyvommra vewv TEpioTaTikiv 8pojBoTTEviag LETG TV EPAPHOYI EVICTIKV TROTIOTIOIN OtV 0T SocoAoyia katd Toug TrpwToug blo |1.| veg T Bepameiag ammo Tov Kukho
4 rrav 1,2 %. H pEon Siapkeia TEpIOTATIKUWY Bpoéjﬁomwag amoioudiote Badol frav 23 pépeg kal n péan Biapkeia Bpol viag Babpou 3/4 nrav 10 pépec. AoBeveic Trou AapBavouv
Bepareia pe Zejula kai ol uﬁoieqﬁg\aumﬂcmw popPomevia mopel va SiaTpexouv aufpevo Kivbuvo alpoppayiac. I1o khvikd Tpdypaupa, N diayeipion mg BpopPoreviag yivoray e
EpyaaTnpiakr TapakoholBnon, Gooohoyik TpoTIOTIOINGT) KaI ETaYYIOT) QIpOTTETaAiWY GTTou auTd firav appodov (BA. nupc‘rvpustgo 4.2). Teppamayiog Ty Bepameiag Adyw TEpIOTATIKWY
BpopBomeviag (Bﬁouﬂomviqm Jelwpévos aptBpoG arpoTreTakiuy) éyive ag Tiepimou 3 % Twv aaBeviv. Im pehém NOVA, 48 amo 367 (13 %) aoBeveis ejipavioay aioppayia e Tautoypovn
BpopBorrevia. OAa Ta auppdvta mmppuyiugu}m Taurdypovn BpopSorievia frav Babod 11 2 wg mpog m Bapimra, £kT6¢ ad éva auuBav BaBjiol 3 mETEXEIAC kan ipaTiaTog TToU
nupmrﬁnenxs TauTYpOVa pE goBapo avemBupnTa ouppav TravkuTiapoTreviag, GpopBoTievia eupaviaTKe OUXVOTEPT OTIC aoteveig TTou e%u_v apyiké apiBd cipomerakivwy YapnAOTepD
amo 180 x 10°L. Mepitrou 10 76 % Twv aoBeviv xc}ml\ompo apyiko apiBué cipomreraliwy (< 180 x 109/L) of ommoieg s.\céay Bepareia pe Zejula eppavioav Bpopotevia oToiou aﬁorz
goeaému Kai 10 45 % Twv aoBeviv eppavioay Bp&fou I Bpopggrrcwu. avkuTTapoTevia TiapamprBnke ot < 1 % Twv agBevay Tiou J\upl!ilcclvw vipaiapiymm. Avaipia I perém PRIMA,
1% Twv aabeviov Tou éAaPav Bepameia pe Zejula epgpavioav BaBuol 34 avaipia ot alykpion pe 2% Twv aoBeviuv Tou ém?ﬂv EIKOVIKO PAPHIAKO, PE BIGETO XPOVIKG Blaompicl amd Ty
Tpuwn Boan éwg 111\{ Tpwm EKﬁr’]ﬁm‘{] il ngtpwv (0pog 15 g 533 nuepec) kan Biapeon Bidpkeia T nuepwy (s0pog 1 éwe 119 nugpec) H dpcmna TeppaTioTnKe Abyw avaipiag oTo 2
Twy acBeviy Trou AdpBavay vipariapiumm. 2 pehém NOVA, miepimou 50 % Twy acBeva exdiiwoav avaiia onoioudnote Badod kat 25 % exdiAwoav avaipia BaBuod 3/4. O peuog
Xpovag éwg My éva avaipiac omoioudiore Babod frav 42 pépeg ke 85 pépeg yia mepioTamka BaBpod 3/4. H péon diapxeia avanpiag omroloudiriote abpol firav 63 pépeg, kai
EPEC Yia TIEPIOTATIKG 0 34, Avaipia omolouBnoTe Badiol pmopel va %MVE' Kana m Sidpkeia mg Bepareia e Zejula. £10 kKAVIKG Trpén)appﬂ. 1 Slaygipian g avaliag yvatav pe
EpyaaTnpIak Tapakoholtnam, Sooohoyik Tponono’:llun (BA. mapdypago 4.2) kai Grou autd appode i petayyioei epubpliv aipoatpaipiwy. H Bepameia Adyw avaipiag TepuatioTnke o 1
% Twv aoBevuv. Ouderepomevia: £ perém PRIMA, 21% Twv aoBevi Trou éhaBay Bepareia pe eiula eppavioav BaBpod 34 ouderepomevia ot ouykpian pe 1% Twv agBevwy ou Ekafay
EIKOVIKO '&puxo‘ e B0 Kpovikd BIaompa amd Ty mpam doon wg my mpu exdiAwon 29 nuepu (edpog: 15 éwg 421 npcpc8 kai iapeon diapkeia 8 npepov (edpog: 1 éw 42
nEpeg). H Bepaeia teppariommke Adyw ouderepomeviag 010 2% Twv aoBeviv Tiou AduBavav wpmmfipnn. T pehém NOVA, meepirrou 30 % twv aoBeviov rou AdpPavay Zejula exdiiwoay
ouderepomevia omoioudnote faol kai 20 % Twv aoBeviuv exdijwaay ouderepomevia Babiod 3/4. O péoog xpévog Ewg my évapln g oudeteporieviag omoloudnore BaByou rrav 27
pEpeg, ka1 29 gz’pcg yia epioTanka BaBuoo 34, H péon Bu':gmu me ouémgﬂm:viug ormoloudnore Rabuou frav 26 pépeg kai 13 pEpeg yia mepioTanka Bauod 3/4. Emmhiov éopqu']@rlxs
apdyoviag DIE F) g%‘

bl YEPOTIG QTTOIKILV TwV KOKKIoKUTTapWY (G-CSF) gt mepitou 6 % Twv aoBewvtuv o1 omoieg eAapBavay Bepareia e vipamapipm ) we Tautdypovn Bepameia yia oudeTepoTievia.
H &?:»Ycrmic: TEPHOTIOTNKE AOYW TIEPIOTRTIKGY uuﬁvpomviag ot 2 % Twv aoBevav. Ymépraon: £ peAé IMA, BaBuol 3-4 umrépraon epgaviomke ot 6% Twv aobeviov Tou EhaBay
Beparteia pe Zejula ot obykpian pe 1% Twv aoBeviy ou EhaPay £1kovikd @appaKko, Pt BIGETO0 XpovIKG BIdaTa antd my Tpim 6oon Ewg my mptim exbiwor) 50 npeptov (E0pog: 1
£we 589 npépec) kar Bidpeon Giapxeia 12 nuepiv (edpog: 1 éwg 61 npépec). H Bepamieia reppariomeke Adyw unépraang ot 0% wv aoBevioy. Zrl_r|| g ém NOVA, umepraon otroioudfmore

ol omperadnge oe 19,3 % Twv aoBeviuv mou Aapavav Bepameia e Zejula. Ynépraon BaBou 3/4 onpeiwdnke oe 8,2 % 1wy aoBeviwv. H Gloxeipion mg unepraong éyive edkoha
HE QVTIUTIERTATIK QapUaKeuTIka Tpoidvra. H Bepaeia teppariomnke Aoyw umiepiaong ot < 1 % Twv aogBevivv. [laibiarpikos mAnuayog; Aev éxouv BietayBei peAeteg o TaiBiatpikoUg
aoBeveic. Avagpopd TavoAoYOULEVL BpnTwy evep 9 - H avagopd mibay )?Dhoyaﬁ#ﬁeywv CQVETTIBULNTWY EVEPYEILY HETA u'r&u ™ xoprynon adeiag Kun;\:\oqogpiag TOU QIpHICKEUTIKOU
TIPOIGVTOG Eival ampcivTIK. ETTITPEMEN T OUVEXT] TrapakoAoUBnon g oyeomg ogEAOUC-KIVBUVOU TOU PapTKEUTIKOU TIpOIOVTOS. ZNTEiTal aTmo ToUg muyz £C UyEiac va avapépouv
OTIOIEGDITIOTE THIBAVOAOYOUHEVES uvsrneug.u TEG EVEPYEIEG movrIEavtT;};;Opyuwung Dapudrwy (Maaoyz?wv 264, GR—155§§ Xohapyog, AB?JU, Tnh: + 30 213 5'6%5&'6‘[‘33? dat; g‘gﬂvgm
6549585, lodromog: hitp:/iwww.eof.gr). 4.9 YmepSogohoyia: Aev umapye £i5ikn Bepamreuikg aywyr) omv mepitiwon utepbooohoyiag pe Zejula kan Sev Exouv efakpiPubei Ta oupmTpaTa
utepSooohoyiac. IE TEpi UTIE R hoyiag, ol iarpoi 8a TpETTE! va akohouBolv yEvIKa UTOOTNPIKTIKG LETPa Kal uug.m'qukmlx_' um&ﬂd:mcm.

ipIKA) AGKTO(N. KEAU

=

6. DAPMAKEYTIKEE NAHPO®OPIEE: 6.1 Kcm‘ongog ekBoywv: [epiexduevo kayakiou: Ireapiko payvioio. Movol }g_;gg}m;mo{siﬁm Tcumuviou(E171E
Zeharivn. Mmhe xgummr'] Brilliant blue FCF %33%. pubpooivr (E 12?[}. aprpadi ;E 102%. MeAdwi exi - ZEAGK §E Udg.ﬂponuhf_vov ukoAn (E 1520). YSpokgidio Tou kahiou
526). Mad 610 Tou a1dApou (E 172). YSpoZeidio Tou varpiou (E 524). Mopion (E 1201). Aiofgidio Tou tmaviou (E 171). 6.

AouyBaromreg: Aev egappoderal. 6.3 Miapkeia wig:

3 ypovia. 6.4 diairepeg mpotpuAadelg katd T pUAagH Tou Tré)dl'évrog: Mn quAdogete mavw amd 30 °C. 6.5 ®Uon kel GUGTATIKA TOU TEPIEKTT: AIGTPNTEG KUWEAEG ovaduy 00

icklfrfPVthUMo c::\(qu iviou O kouTid Twv 84 1,56 % 1 ka1 26 x 1 q‘ﬂnpdw Kayakiwy. Mmmopei va prv kukho@opoty GAeg of CuoKeuagies. 6.6 Iﬁian_:pgg q%oq)uku(:ig amoppIyng Kal
0¢ YEIpIopoc: Kabe aypno1poTioinTo gappakeuTikd Tpoidv f) UTOALIUa TIPETTE! Ve aTTOPPITITETAI GUPQWVA [IE TIC KaTA TATIOUG 1Y UOUCEC aYETIKES SlaTdteig

(& KA% OX THE AAEI KAOG:EJP : GlaxoSmithKline Iilrteln Eil:nited‘ 12 Riverwalk, Citywest gusiness Campus, Dublin 22?%)«3\.'6?:: :

8. APIOMOZ(Ol) AAEIAY KYKAO®OPIAE: EU/M/17/1235/001. EU/M/17/1235/002. EU/1/17/1235/003

9. HMEPOMHNIA MPQTHE ETKPIZHEZ/ANANEQTHE THE AAEIAT: Huepopnvia mpuwmg éykpiong: 16 NoepBpiou 2017

10. HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOQY: 30/5/2022

Nerropepeic TANpagopies yia To Tapoy PapyakeuTIkd Tpoioy eival BiaBEape oTov BikTuakd TTo Tou Eupwidikol Opyaviopol Gappakwy: hitp://www.ema.europa.eu



SYNTETMHMENH NEPIAHWH TON XAPAKTHPIZTIKQN TOY NPOIONTOZ

To @appako auTd Teel und oCUPTANpWHATIKA TapakoAolBnon. Auté Ba erTpEPEL TO YPIYOPO TPOOBIOPLONO VEWY MAnpodopiby aodaelag. Znteltal and Toug enayyeh-
patieg uyelag va avagépouy onoieadnriots mubavohoyolpeveg avernBupnteq evépyees. BA, napdypado «AvemBuiunte¢ EvEpyeiecs yia Tov Tpono avapopas averubi-
UNTWY EVEPYELDY.

1BRANCE (palbo::lcllb) IKAHPA KAWAKIA 75 mg, 100 mg ka1 125 mg
ANTENAEIZEIZ: Yrepeuaiofnola om Spactikn ouaia ) 0 kanolo and Ta £x50xa. Xprorn OKEUaoRAaTwV Mou NepiExouy unepikd/Bakaapdxopto (St John's Worl). EIAIKEZ
NPOEIAONOIHZEIZ KAIMPO®YAAZEIZ KATA TH XPHZH: Dagﬂmmamummum&auum ‘Otav 1o IBRANCE xopnyeital og npokmpleuunvomuslukeq yuvaikeg
oe auvﬁuuupu HE avaoTOA£Q ApWHATACNG, EiVal UTIOXPEWTIKN ] manKsKmpn 1} N KATAOTOAN TG AELTOUPYIAG TWV WOBNKMY HE )(npnvnun aywwviatn LHRH, Adyw Tou
unxaviopol apdcmq Twy avaoToAwy G apwuaraans. O ouvduaouos Tou palbociclib pe T PouABEOTPAVTN 08 MPOMEPIENHNVONAUOIAKES Yuvalkes £Xel peAeTnBEL
povo oe cuvéuqcuo pe éva aywviom LHRH. Kpign omhayyvikf vogog. H anoteAsopaTikdnTa Kal agpdAeia Tou palbociclib v xouv pehemBel oe aoBeveig ue KD[-
olgn arhayxvikn vooo. Aatohoyikes Siatapaxés. Ma aobeveig mou eppavifouv oudeteponevia BaBpod 3 1) 4 ouviotdral Slakom g S6ong, peiwon tng ddong f
Kabuotépnon otnv EvapEn Twv KUKAwY Tng Bepaneiag. ©a npénet va dieEayetal kataAAnAn napakoAounon (BA. mapaypado «AvemeuunTteg Evépyeieg»). AlGUETT
Tveuovorabeia/mveupovitida. Mropel va mapouaiaoTel Bapldg popdng, anenTikd yia T {wh 1 Bavam@opa ILD fiikat veupovitida oe aoBevelg nou éAapav Beparneia
e IBRANCE, 6tav haupavetal oe ouvBuaoud pe evBokpivikn Bepareia. Ze kMvIKEG pehéTeg (PALOMA-1, PALOMA-2, PALOMA-3), T0 1,4% Twv aoBevay rou thaBav
Bepaneia pe To IBRANCE napouoiace ILD/mveupovitida omoioudinote Babuow, 0,1% mapouciace Babuol 3, evm dev avapépbnkav repimmoelg fabuol 4 1) Bavarn-
®Opeg TEPITIA0ELS. EmrmEov meprmrdoetg ILDMveupovitidag exouv mapatmpnBei ueTa tTnv kukhopopla oty ayopd, pe v avadopa Bavatnpopwy TEPICTATIKAV
(BA. mapdypadgo «AvemBuunTes Evépyelegs). OL aoBevels Ba npémeL va napakoiouboldval yia TIVEUHOVIKA OuPT@paTa evasIKTIKG ILD/mveupovitidag (L. unokla,
Bnxag, dtorvola). e acBevelg ou napouaidlouv vea 1 emMGeIvoUPEVA VATVEUOTIKA CULMTWHATA KAl UTApXEeL 1] unoyia avarmugng ILDmveupovitidag, To IBRANCE
Ba npérel va SlakérmeTal apgowg ka o acBevig Ba npénel va aflooyeltal. To IBRANCE Ba npénet va Slakdrmetal opIioTIKG o8 uchzvs[r.; ue Bapidg pepdng ILD f
TveupoviTida. Amnmﬁm Kafwg 1o IBRANCE £XE1 HUEAOKATAOTOATIKES 1BIOTNTES, Unopel va npodladéosl Toug uoeevefq yia Aol Eeig. AonEeig éxouv avadepBel
oe UPnAGTEPO MoooaTd oe aoBeveig ou EAapav Bepaneia pe To IBRANCE ot Tuxaionoinuéves KMVIKEG HEAETEG 0 aUYKpIoT e acBevelg mou éhaPav Beparnzia oto
avrioroixo okéhag olykplong. AopwEeig BaBpol 3 ket BaBpol 4 epgaviomkay avriotoixa o1o 5,6% kat 1o 0,9% Twv acBeviv nou EhaBav Bepaneia pe o IBRANCE
O€ OToIOVONTOTE CUVBUATHO (BA. mpdwputpo “AveriBuunTee Evépyetee»). Ot aolevelq Ba rpéret va mpuml\ouﬂouvml yia unusu: Kal QUPIMTWHATa AolpwENG kat Ta
onola 8a npénelL va avTipeTwnifovial oUpgwyva e TIC 1aTpikég evBeiEelg. Ot yiatpol Ba npéret va cvr]pspmonuv TOUG aue:v:iq MOTE va auu:atpnuv apéowg nmluﬁqmre
enew6dia upetol. Hoatik dughetroupyia. To IBRANCE 8a npénet va yopnyeitat pe npoooy!| ot aoBevelg pe pétpia f) oofapn nnatikn uchettoupyla, unb otevi
napakoholBnan yia onpeia ToEwémTag. Negpi ducheroupyia. To IBRANCE Ba ripénet va xopryeital pe mpogoxm ot agBevelg je petpia fj copapr) vepikn Sug-
AetToupyia, und otevi napakoAolBnon yia onueia tofikoTNTag. memﬂﬂwmm O1 oxupoi avaotoAeiq Tou CYP3A4
priopel va ednynoouyv oe auEnuévn ToEiom Ta. Ga mpenel va anodelyeTal n Tautoéxpovn xpran wxupiy avastohéwv Tou CYP3A katd tn Sidpkela tng Bepaneiag pe
To palbociclib. To evexopevo auyxoprynong Ba nperet va eEeTAZETaL HOVO HETA and TMPOCEKTIKN aEOAGYTON Twy SuvnTiK®V o@eAGV KalkivBUvwy. EAv n auyxopiiynan
He oyupo6 avaotoréa Tou CYP3A dev pnopel va anogeuxBei, pewbore ) d6on tou IBRANCE ata 75 mg pia ¢popa v npépa. ‘Otav Slakomei 0 1a)upos avaoToAeag, n
déon Tou IBRANCE 8a npénet va augavetal (Hetd and 3 — 5 nuinepiédoug Zwng Tou avactohéa) £wg T 360N NoU XPNOILOTIOIELTO TipLY TNV £VapEn ToU 1oXupol ava-
otoAta Tou CYP3A. H ouyxopnynaon :rm\,'mvt’:mv Tou CYP3A propei va cﬁrwnozl oe pelwpévn EkBean oto palbociclib kal kata cuvéneia oe kivBuvo EAAEIYNG anoTeAe-
oparkéTTag. Zuverig, n tautdypovn ¥pnon tou palbociclib pe 1oxupole enaywyelg rou CYP3A4 Ba mpénel va anodedyetal Asv anareltal kapla TIPOOAPHOYT ™mg
&éong yia T ouyxopiiynon Tou palbociciib pe pétploug emaywyeic Tou CYP3A. Cuvaikeg oe avanapaywyiki nhikia i ol ouvipogol Toug. Muvalkes oe avanapayw! IKT]
nAia 1 o1 Gvdpeg alvTpodol Toug PENEL va Xprotuonolaly ia péBodo avTioUAANYNG UYPnARG anoTeAEouaTIKOTNTAg v Taipvouv To IBRANCE. Aaxtdin. Au
$apUAKEUTIKG TIpoid rEPIEXEL AakToln. Ot acBeveis pe andvia kAnpovopika npopfuara Sucavetiag otn yahaktdZn, mipn averipkela AaKTaong i Kaxr ur:nppntpnun
YAUKOZNG-yahaktolng Sev pénel va TEPOUY AUTO TO YaPHAKEUTIKO TPOTOV. NATEL0. AUTO 10 GapUaKeuTIKG NPoidy nepiexet Atydtepo and 1 mmol vatplou (23 mg) ava
Kayaxio, eival auto nou ovopaloupe «ehet8epo varpiou». ANENIOYMHTES ENEPIEIEE: Neplinyn Tou nipodil aopaleiag, To ouvohiké Tpodik aopdheiag Tou
IBRANCE PaoieTai oe ouykevTpwTika Sedopéva and 872 aoBeveiq nou éAaBav palbociclib oe ouvBuaopo pe evBokpivikn Bepareia (N = 527 oe ouvBuaopd pe AeTpoloAn
kat N = 345 ge ouvBuaoud pe GOUABEATPAVTN) OE TUXALOTIOMUEVES KAIVIKEG peéTeg oe HR-BeTikG, HER2-apvnTIKG MpoXWENUEVO 1) HETAOTATIKG Kapkivo Tou pactol.
O1 mo ouyvEg avernBUpNTES EVEPYEIES (= 20%) onoloudnnote Babpol mou avapéplnkav ae aoBeveic mou eAaBav palbociclib oe TuxatonoINUEVES KAIVIKEG HEAETEG
nrav oudeTeponevia, AoipmhEeig, Aeukonevia, kormwar, vauTia, otopartinda, avapia, didppota, alwnekia kal Bpopponevia. Ot Tuo ouxveg (= 2%) avernBuunTes EVEPYEIES
BaBuou = 3 Tou palbociclib fitav oudeteponevia, Aeukonevia, AolpdEeig, avala, auEnuévn acmaptiky apivotpavopepdan (AST), kérwon kat auEnuévn auvotpav-
ogepaon g akavivng (ALT). Mewwoelg g d6ong i Tpononomaelg g 86ong Adyw onowaadnnote averuBounTng evépyelag avagépbnrav oto 38,4% Twv acbBeviv
miou £AaBav 1o IBRANCE oe Tuxaionoinuéveg kKAWIKES uehéteg aveEaptiTwg ouvbuaopol. Opiotiki Slakom) Adyw avermBiunng evépyeiag avageplnke oto 5,2%
Twv agBevav nou £Aapav To IBRANCE 0t TuXQIoToINpEVES KAIVIKEG HEAETEG aveEapThTwe ouvduaopol. Napakdtw avapépovial ol avembuunTeg evEPYELES and TO
OUYKEVTPWTIKG oUvoho Bedopsviy 3 uxanomuevuwy peetov. H didpeon Sidpkeia me Bepaneiag pe palbociclib ato uuwsv‘rpmnkb oluvoho Sedopévay Kata v
TEAKI QvAAuor TG OUVOAIKAG sruBlmanq (OS) fitav 14,8 prveg. OL avenBiunTeg evepyeieg napatiBevTal ava Kom\,'calu guyvomTag. OL katyopleg ouxvotnTag opl-
Lovrat wg akoAoUBwS: AL CUXVES (= 1/10), guxvég (= 1/100 £wg < 1/10) kat bt uxveg (= 1/1.000 Ewg < 1/100). MpoTipdpevog 6pog® (PT) IToA ouxvés: AodbEe?,
oudeteporeviaY, Aeukonevia®, avayia®, BpopBonevia™, pelwpévn bpsln, otopatinda’, vautia, Biudppoia, Spsmq e&uverlpn" ahwnekia, Enpodeppia, konwon, eEaoBe-
vion, rupegia, ALT augnuévn, AST auEnuevn. Zuxvég: Eumipetn oudeTeporevia, duayeuaia, 6paon Baum), dakpUppoia auEnuévn, npodBaipuia, enlotagn, ILD/mvey-
povitida“®. ‘Oxt ouxvég: Aeppatikog epuBnuatadng Alkog . ALT= apvotpavadepdon g aiavivng, AST= aorapTix apvotpavodepao, ILD=8iapeon rveupovoraBea,
N/n = apiBpég aoBeviv. N/A=Bev edpappéietal. ‘AvernBUpn T avTidpaon oTo GApRaKo Tou evTOMZETAl META TNV KUuKAodopla oTnv ayopd. 01 PT avaypapovtal alp-
dwva pe To MedDRA 17.1. FOL Ao Eeig mepiAapBavouy 6Aoug Toug PT rou anoteiolv pépog Tne Katnyopiag Opyavikol ZuoTipaTtog «ACIUMEEIS Kal NapaciTMoEIg»,
¥H oudeteporevia nephappavel Toug akdrouBoug PT: Oubeteponevia, ApBuoS oudeTepodilwy pelwpévog. ®H Asukorevia nepihapfavel Toug akdAouBoug PT: Asu-
komevia, AplBude AEUKOKUTTApWY HElmpévog. “H avaiuia nepthapBavel Toug akbAouBoug PT: Avaiula, Ayoopapivn peiwpévn, Aipatokplme peiwdévog, ™H Bpoppo-
Tevia tepihapBaver Toug akéhouBoug PT: @popponevia, ApiBlog aiponeTaliny pewwpévog. *H otopatinida nepiAapBavel Toug akdAouBoug PT: A@BOSNG aTopatitida,
Xelhitida, Mwooinda, Muooooduvia, EEEAkwon Tou atéparog, ®Aeypovi) BAevvoydvou, Akyog Tou oTopatog, ZToparodapuyyik’| duogopia, ZToparopapuyyikd
aAyog, ZTopatitida. "To eEavBnua mepiAapBavel Toug akdiouBoug PT: EEGvBnua, KnAbdopAaTidmdes eEavanua, Kvnopwdeg eEavenua, Epudnuatwde egavenua,
Bhanidwdeg eEavlnua, Acppatinda, Aepuatitida opoalouoa pe axpr, ToEikd eEavBnpa éppatog. ?H ILDMveupovinda nephapfavel kaBe avagepopevo PT mou
amotelel pEpog Tou Turornoinpévou Epwmparog MedDRA yia tn &idpeon nveupovonabela (pe ) atevn évvaia).
Z1ov napaxdtw fivaxka avagépovtal o1 pyaompiakés TaBOASYIKES TIHES THU TapaTTphBnKkay o8 CUYKEVTPWTIKG olvoho Sedopévwy 3 Tuxalerompévoy pEAeTOV (N =872).

Ibrance ouv AeTpoZoAn i pouABeoTpdvrn ZIKkEAN ouYKpITIKOU Mapdyovra®
EpyaoTnpiakég Kabe BaByol 3 BaBpou 4 Kaee BaBuol 3 BaBuou 4
naBoAoyikég TIpég BaBuou % % % BaBpol % % %
WBC pelwpéva 97,4 41,8 1,0 26,2 0,2 02
Qudetepogiha petwpéva 95,6 57,5 11,7 17,0 0.9 0,6
Avaipia 80,1 5,6 Al 42,1 23 A
AIHOTETAALG LEIWUEVA 65,2 1,8 0,5 13,2 02 0,0
AST auEnpévn 55,5 3.8 0,0 43,3 2,1 0,0
ALT augnpévn 46,1 2,5 0,1 33,2 0,4 0,0

WBC=heukd aipoogaipia, AST_aomp'nKh apwvotpavogepdon, ALT=apvotpavadepdon g aravivng, N=apiBuog aoBevav, Al=dev ioxleL aneimcn Ta arote-
A£opata Twv epYaoTNPIaKmY e&:tﬁoamv BGGI.IDRDVOUVTGI avaioya pe Tov BaBpo BaputnTag e ékdoaong 4.0 Twv NCI CTCAE. ™ AetpoloAn 1 ouABeoTtpavn.
UuNTWY EVEPYELDY. Zuvohikd, oudeTteponevia oroloudnnote BaBpol avadépbnke oe 716 (82, 1%) aoBeveig nou Ehafav IBRANCE
aveEapTnTwg ouvduaopod, e oudsTeponevia BaBuol 3 va éxm avadepdel o 500 (57,3%) aobevelg kal oudeTeponevia Babuol 4 va éxsL avapepbel og 97 (11,1%)
acBevelg. O BIGHUECOS XpOVaG HEXPL TO TPWTO EMEICOBI0 OUGETEPOTEVIAG oToloudNnaTe Babuol fitav 15 nuépeg (12700 nuépes) kat N S1apEan BIApKEIa OUBETE-
poreviag Bueuou =3 011G 3 TUYaIonoINUEVES KAVIKES usi\ér:q fArav 7 nuépeg. Eundpetn oubs‘rspunzv(n avagépbnke oto 0,9% Twv acBevav nou Ehafav IBRANCE
0e ouvBUAoUo pe GOUABETTPAVTN Kal oTo 1,7% Twv agBevav nou éAaBav palbociclib oe ouvduaoud pe AeTpofoAn. Eundpetn oubewporu:viu uvuspépanxe ae
m:plmu 2% Twv aoBevov rou extéBnkav oto IBRANCE kard Blﬁpma Tou guvollkol kKAwiKal MpoypaupaTos.
. H avadopd mbavohoyolpevwy averuBiunTwy evepyEelby HETA and T Xopnynon adsiag kukhodopiag Tou pappakeuTikol NMEoiGVTOS Eivat anpavTikn.
Erutpénel T ouvexn napakohoUBnan g ax£ang opEAOUG-KIVEUVOU Tou pappakeuTikol rpoidvTog. ZnTeltal and Toug enayyeApatieg uyelag va avadpepouy orol-
£odnnoTe mBavoloyoupeveg avernBupnTeg evépyeleg péow: EAAGda: EBvikoe Opyaviopog ®appdkwy, Meooyeiwy 284, GR-15562 Xohapyog, ABnva, TnA: + 30 21
32040380/337, ®a&: + 30 21 06549585, lotéTonog: hitp/iwww.eolgr. Kinpog: ®dappakeutikég Yimpeoleg, Yroupyeio Yyelag, CY-1475 Aeukwoala, Tnh: +357 22608607,
©ag: + 357 22608669, loToTorog: www.moh.gov.cy/phs. KATOXOZ THZ AAEIAZ KYKAO®OPIAZ: Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles,
BéAyio. TONIKOZ ANTINPOZQNOE ZTHN EAAAAA: Plizer EM(D; A.E., A. Meooyeiwv 243, 154 51 N. Wuxma ABnva, TnA.: +30 210 6785800. TOMIKOZ ANTINPOZQNOZ
ITHN KYMNPO: Pfizer EAAGG A.E. (Cyprus Branch), Aewdbdpog Aambuouq 26, Kmpio Itegavn, 2% ‘Opodog, 2018 Asukwola, Kinpog, TnA.: +357 22 817690.
APIOMOZ(0Ol) AAEIAZ KYKAO®OPIAZ: EU/1/16/1147/001, 003, 005. HMEPOMHNIA ANAGEQPHZIHEZ TOY KEIMENOY: 07/2022. 75 MG BT X 21 CAPS, 100 MG BT X

AIANIKH KAl NOZOKOMEIAKH TIMH - EAAAAA: A.T.:2.818,72 €, N.T.: 2.332,58 €.
AIANIKH TIMH - KYMPOX: A.T.: 2.764,36 €.

TPONOZ AIAOEEHE: Neploplopévn TPk ouvtayn and £idikd 1atpd kal mapakoholBnan katd ) SidpKela g aywyng.
[IA NAHPEIZ ZYNTAIOMPA®IKEZ MAHPO®OPIEZ MAPAKAAEIZOE NA ANEY@YNGEITE ZTON TOMIKO ANTINPOZAMNO,



EUROMEDHTA

zva ana Ta Mava)\urepa

ATIA MAPAZKEYH, FAAATEI, KEPATZI A, MEPI ANAPOYIOAH,
HPAKAEIO, OEXXAAONIKH \APIZA, PEGYMNO

euromedica.gr



