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EFTKEKPIMENO MAEON KAITIATON METAZTATIKO OPMONOEYAIZOHTO KAPKINO TOY NPOLTATH

At

37 ZEKINHETE ME XTANDI™

TN

=

‘Otav ol acBeveic oag mapovaialouv mpoxwpnHEvo Kapkivo Tou mpootdrn eival Kaipdg yia Spdon.
To XTANDI™ sival pia ané Tou oTopatog xopnyoupevn Beparneia pe anodedetyiévn QnoTEAEOUATIKOTNTA OTNV TIPWTT
ypapur Tou mHSPC, Tou upnAod kivdivou NMCRPC kal Tou QCUWITWHATIKOU / fma cupmiwpatikol mCRPC'S

OAPMAKEYTIKO MPOION MATO OMMOIO AMAITEITAIIATPIKH ZYNTATH

H atvtopn MXIM rou npoidvtog Snuoaedetal o oehida 3310y napovTOG EVIUNIoU,

Namepartépw mAnpogopie; aupfoukeuteite v XM mou SiariBetai and mv Astellas Pharmaceuticals AEBE, katomv ammjoew.
Nogoxopeiawi) np (Kouri x 172 emxahoijsiva j hermtd upévio Bioxia - 40 mg [TAB): €2.261,67

Ormhéov ouxvec avemBupnTe evépyereg elvan efooBévion/komwon, eédwpeic, uné proon, avaypiota, kai Tuan |
mHSPC: peraovarikc oppovoevaiofnrog kapkivog Tou npoatdrr, nmCRPC: pn peraoTarikdg, avBexmkie oTov Ewvouyiapd, Kapkiveg Tob npooTdTn,
mCRPCeraotaxdc, avBexTIKGC 0Tov EUvOUI0H0 Kaprivog Tou pooTaTy

1. Nepitnipn Xopaxtnpionikdy Mpoid
4 Armstrong AJ et al. J Clin Oncal 2019

XTANDI™, 2.Stenberg (N et al. N Engl ) Med 2020; 382: 2197-206, 3.Beer TM et al. Eur Ural 2017, 71: 15154
7(32): 297486, 5. Hussain M et al. N Engl ) Med 2018; 378(26): 2465-74

BonBiioTe va yivouy Ta @Appaxa nio aopahit kar

OAEL 1 aveniBOpunTeg EV?U\%EL yia OAA 1a pGppaka
TupninpavovTag v «KITPINH KAPTA»

’ astellas

Astellas Pharmaceuticals A.E. B. E.
Aynoihaou 6-8, 151 23 Mapodor, ABriva
TnA. 2108189 900, Fax: 216 8008 998
www.astellas.com/gr




«H OykoMoyia othv
Ka®’ nuépa mpagn»

XAIPETIZMOX

Ayamnntot cuvadeldot kat dpilot,

Elpaote Nén oe pla véa emoxn otn Bepameia tou Kapkivou, Pe TNV €§eALOOOUEVN
QMOKTNON YVWOoNG KAl KATAvONnong tou yoviStakou mpodil kabe dykou kabwg Kat tng
QVOOOAOYLKAG TOUu amavtnong. Mapd Ti¢ EMUTTWOELG TTOU eMédepe n mavdnuia otnv
nepl@aAdn Twv aobevwyv To MEPACUEVO £T0G, oL €eAielg o€ OAEG TLG TTUXEG TNG
Oykoloyiag mapapévouv OUVEXELG Kal Stadopormololv TNV TPOCEYYLON Kol TNV
QVTLUETWTTLON Tou OykoAoytkoU acBevr) otnv Kab' nuépa mpakn.

H Bepatoloyia tou cuvedpiou KAAUTITEL TIG VEEG BEPATIEUTIKEG OTPATNYLKEG OTOUG TILO
ouUXVOUG OYKOUG, TLG MEAAOVTIKEG TIPOOTTIKEG, TNV UTOOTNPLEN Twv acBevwv. Oa
TIPOUCLACTOUY, EMIONG, Ta POoYpAappaTa eEEAENG TwV UTIO €peuva GOPUAKWY Tt
ETALPELEG KaL OL OUOTAOELG Yl TN Slaxeiplon tou OykoAoyilkoU acBevh ev Héow TNG
navénuiag.

AneuBuvOpOoTE O€ LATPOUG KL VOONAEUTEG, LE OTOXO TNV EKMTAEEVON KAl TN cuveEpyaoia
o€ 000U £xouV TV gVBLVN KABNUEPWVA va ¢ppovtilouv acBeveic mou mAaoxouv anod
KapKivo.

Ya¢ kaAdwoopiloupe oto 11° MaveAAnvio Zuvedplo «H OykoAoyia otnv kab' nuépa mpagn»,
and 7-10 OktwBpiou 2021 yia pic SLaSPACTIKN KOL YOVLUN OVTOAAQYH EUTELPLWV KOL
andPewv yupw amod Ti¢ Tpéxouoeg e€eAilelg otn Bepaneia 0oOEVWY LE VEOTTAQOLATLKN
vooo.

Ot Npdebpol Tou Zuvedpilou

Kottéag HAlag Nanadgiin Avactacia Zupiyog Kwvotavtivog
MNaBoAdyog-OykoAdyog MNaBoAdyog-OykoAdyog MNaBoAdyog-OykoAdyog
Av. KaBnyntng Kabnyntng




E€etdote tov aoBevi oag @ IMFINZI

yta PD-L1 otn b6udyvwon! ¥ durvalumab

Injection for Intravenous Use 50 ma/mL

1. Imfinzi XN, @efpoudpiog 2021
MMKIN: Mn Mikpoxkuttapikdg Kapkives tou Mvetpova. ) "
PD-L1: programmed cell death ligand-1, ouvbémg tou unoBoxéa npoypappatapEvoy

To pappoko outd tekel und oupnAnpwpanikn nopakoAoUBnon. Autd Ba enttpéer Tov ypryopo npoobiopiopt véEwv nAnpogopiiv oopakewas. Znteitol ond toug
enayyeApaties uyelog va avagépouv oneteabinots niBavoAoyoupeves avemBipnTeg evépyeie atov EBvikd Opyaviopd Gappakey, Meooyeiwy 284 GR-15562 Xohapyec,
ABrva, Teh: + 30 21 32040380/337, Dag: + 30 21 06549585, lototonog: http://www.eof.gr

/A

A Aynoihou 6-8, 151 23 MapoGan, ABrva, Tnk.: 210 6871500, Fax: 210 6859195, BonBiate va ylvouv ta pappaxa no aopaki kat A OAEL g
AstraZeneca ,) Tnh. napayyehicav: 216 2000000, Fax: 210 5596973, www.astrazeneca.gr evépyetes yia OAA wa pdppoxa ouyn.l.npuvuvm( v «KITPINH KAPTA»




«H OykoMoyia othv

Ka®’ nuépa mpagn»
EMTPOIEX

Kottéag HAlag - MamadiAn Avactaocia - Zupiyog Kwvotavtivog

Evayyélou Fewpylog
Kottéag HAlag
Mrakoyewpyog Mdaplog

Ndon Aéomowva
NwoAaiidou BaotAwkn
MNamnadiin Avaotaoia

Paudidng Baoilelog
Juplyog Kwvotavtivog

Ayyehakn Zodia
ABavaoladng HAlag
Avayvwotakng Magiuog
Avbpeadng XapaAaumnog
ApaBavtvog Nepdotpog
Babuwtng lwavvng
Bappakapng lwavvng
BapBapa Avactacio
Baow\eladou Eutépmn
Beviléhoc Baoilelog
Mkéka Maipn

IkLoZog lwavvng

Ikoyka EAEvn

lopdtou Mewpyla
Ipappovcotidvou Mapia
Aamépyola ABnva
Anpakdakog Eudyyehog
EppavounAibng Xpriotog
Evayyélou Mewpylog
Zayoupn OAwpa
ZakomoUAou Pouprtivn
Zuyoylavvn Avva

Hoalla EAévn-Xplotiva
©dvog AnunTtpeLog
KaBavtlag Nikohaog
Kdkahou EAévn
Kamépda Ahe€avdpa
Kapapoulng Myaing
Kapaumelag HAlag
Klaytd Mopla

Kokkotou EAévn
KoAALog Avaotdolog
KovtoUAn Znvaig

Kottéag HAlog
Kouvadng Mewpylog
KoUtpag Ayyehog
KuplakomoUAou ABavacia
Kwtodkng ABavaolog
Aaivakng FewpyLog
Aaumnpodnuou Mewpyia
Aavitng odokAng
Aavog Eudyyehog
Awapdou EAévn

Aoon Mapia

Awlag Mewpylog
Moakatowpng OWHAG
Mavn Mapia

MapLoAn Avépovikn
Maupoudng AnunteLog
MoUvtllog lwavvng
Mrakag FewpyLog
Mrmakoyewpyog Mdaplog
Mrmaptag ApLototéAng
MripuriAng XapaAapmnog
MrmoukoBivag lwavvng
Mrplavog lwavvng
Muotakibou Kuplakn
Ndon A¢omowva
NwoAoiibou BaotAkn
NwkoAdou BacotAikn
NwoAdou MxanA
NttootoAng OWHAG
NtaAdkou EAeuBepla
MNaldocapn XpucoUAa
MNavaywwtou EppavounA
MNavtalénouvlog Kooudg

Mamnagnong Kwvotavtivog
MamapyanA AnuAteLlog
Mamnavépgou NikdAaog
Mamavépgou Xprotog
MNamna&oivng Mewpytog
MNamnadiln Avaotaocia
MotapoAtliav NikoAoog
MoAitn Awkatepivn
MouAdkou Fapudalid
Mpamna Napackeur-Mapia
Paudidng Baoilelog
PoSoAdkng ANEEavEpog
Jaétta Ayyelkn

Jakkd Bnooapia
Jopavtag Emapewvwvdag
JkoUpag BaoiAelog
YouykAAakog lwavvng
Iteddavou Afuntpa
JToupvapa Aaumpn
Stpatnyog ANEEavEpog
Yuplyog Kwvotavtivog
Tpovtlog lwavvng
ToaykoUAn Zodia
Todung lwavvng
Tolatag Mapivog
Towoupkitoudn BaotAkn
OAwpog Oeodavng
®ouvtinha EAeva
Owtlddng AnuATteng
Xai66mouvAog AnpunTeLog
Xaputidng Kwvotavtivog
Xapmidou AvSpravn




«H OykoMoyia othv

Ka®’ nuépa mpagn»

EMNXTHMONIKO MNMPOIrPAMMA

MEMNTH OKTQBPIOY
08:30-09:00 MpoocéAsuon - Eyypadég
09:00-10:00 Ofpata oy otnv NMNaboloyia-Oykoloyia (1)

Mpoegbdpeio: M. Mavn, A. Etoupvapa
09:00-09:15 OepamevTikeg e€elielg otnv XAM B. Kapavaoiog
09:15-09:30 EVALI: vooog atuiopatog X.A. Agpneywwtn
09:30-09:45 Screening Ca mveupova 2021 B. ZépBag
09:45-10:00 MpoomTIKES Bepamelag aTny KUOTIKY (vwon A. Kopwvadkn
10:00-11:00 Ofpata aypunig otnv Naboloyia-Oykoloyia (I1)

Mpoeébpeio: K. MavralonovAog, I. Kouvaédng
10:00-10:15 EAwkoBaktnpidio muAwpou — Beparmeia I. Koupaprmi
10:15-10:30 BloAloyikég Beparmeleg otn vooo Crohn A. Kokkwidou
10:30-10:45 Hmatitda C KAl HKK E. Kwovon
10:45-11:00 OepameuTIKEG Tpooeyyioelg otov HKK B. Mapauyakn
11:00-11:15 AwdAsippa
11:15-12:15 Ofpata aypung otnv Naboloyia-Oykoloyia (111)

Mpoebpeio: A. KoAAwag, X. MmuppuriAng
11:15-11:30  Kapbtoloyikr ToélkdTnTa Ao tnyv avooobepareia E. Kapapitn
11:30-11:45 Kapbiotoikotnta amno TKI K. Kapaprnivog
11:45-12:00 Awoppayia oe acBeveic pe Kapkivo M.E. KotAdkou
12:00-12:15 Kapkuvikoi Blodeikteg n. Makpng
12:15-13:15 Badifovrag os véa Bepanesutika povorartia (1)

Mpoeépeio: I. EvayyéAou, B. Paupidng
12:15-12:30 BéAtiotn Bepamneia aobevwy pe EGFR+ kapkivo

mvelova M. AvayvwoTtakng
12:30-12:45 AAYOPLOUOC QVTIHETWTTLONG UETAOTATIKOU UEAQVWLATOC I. Todung
12:45-13:00 Neomhaoieg Tou BUpoL adéva: avooobepamela Kat

Bepameieg otOXELONG A. Aamépyola
13:00-13:15 AvaotoAeig NTRK: unxaviopog Spaong kat

BepameuTikeg evbellelg M. Fpappouotidvou
13:15-13:30 AtdAsippa




Npiv  guviayoypdpnon oupBouleuteite v Nepiinyn Xapakinplatkdy Mpoidviog nou GotiBetal oné tov katoxo Gewag Kukhopoping KatonY aInoEwWS

Bristol-Myers Squibb A.E. Bonijore va yivouy Ta gappaxe mo aopuii ket
. e g ATKNGA9-53 & Mponovtiboc 2. TK. 152 35 Bpihviooia, Aty | Mgt
Ll||| Brist M\/EI’S SQUIbb 78 63883 - Bpuhioia. TK, 15203, Atk st

Tnh. 210 6074300 & 210 6074400, ©af 210 6074333 ; .
Ap@poc £ MH 7453601000 e S o

8
=
=]
=2
=
5
=]
=
=]
=~

b
o
]

i
b
Ir:]
]
~
o
o
=
=
=]




«H OykoMoyia othv

Ka®’ nuépa mpagn»

MEMNTH OKTQBPIOY
13:30-14:30 Basdilovtag os véa Bepamneutikd povonatia (11)

NMpoeédpeio: H. Kottéag, B. NikoAaidou
13:30-13:45 O CDK avaotolelg og cupmayelg dykoug:

OL TIPOOTITIKEG TO 2021 E. Navaywwtou
13:45-14:00 Histone Deacetylase (HDAC) avaoToAe(¢ 0 cupmayeic

OYKOUG: BEPATTEUTIKEG TIPOOTITIKEG r. Ffopdrtou
14:00-14:15 Best of ASCO 2021 I. BaBwwtng
14:15-14:30 Best of ESMO 2021 I. Tpovtiag
14:30-17:00 MeonuBpivr) Stakomn
17:00-18:45 Epyaocieg Metantuyiakwv Npoypappdtwv (1)

Mpoeédpeio: A. Xapmridou, B. Zkoupag
17:00-17:15 ZUykplon AoBEKTOUNAC EVOVTL TN UATEKTOWNAG

o€ Tpwipo MMKIM N. Xovépomoulog
17:15-17:30 Owpakoxelpoupyikn avtipetwrion otadiov Il MMKM  E. O£08wpAakng
17:30-17:45 H kAwikn onuaoia tng MRI eykedalou oe

aoBeveig pe MKM E. AlovéAAn
17:45-18:00 Texvikég akTvoBepameiag otov Kapkivo Tou

TVEU LOVQL A. AvayvwaotornoUAou
18:00-18:15 Kputrpla | RECIST otov kapkivo Tou mvelpova ®. AnuntpouAn
18:15-18:30  AfloAdynon Kat TPOYVWOTIKY afla TwY HETAOTATIKWY

eotlwv oe MMKI I. KoUuAng
18:30-18:45 Tovidlako mpodiA oe acbeveig ue MMKI: cuox€tion

LE KAWVIKEC/BEPATTEUTIKEG TIAPAUETPOUC M. Madwvn
18:45-19:00 AwdAsippa
19:00-21:00 Epyaoieg Metantuyiakwv Npoypappdatwv (11)

Mpoeépeio: I. rkiodog, E. Kokkotou, E. NtaAdkou
19:00-19:15 Nedtepec Ogpamneleg otov MK 2. NanapactAeiov
19:15-19:30 H afla g kutTapoAoyiag otn Stayvwon

HecOoBNALWHATOG B. AnuNTPOaKOMOUAOU
19:30-19:45 MikpobopudopLKn YEVETIKN aoTABELA Kal

QVATTTUEN CUUTIAYWY OYKWY Aw. Nanapaociieiov
19:45-20:00 AoddAela, AMOTEAEGUATIKOTNTA KAl

avooOoYyoVIKOTNTA TwV MRNA guBoiiwv I. Moupartiéng
20:00-20:15 O poAog TG emibnuLoloyilag otnv aflohdynon

Kot arolnpiwon VEwv Gapudkwy A. Kappasda
20:15-20:30 TMpwTtokoAa ehéyxou cuokeuaaotag Kat GUAAENG

bAPUAKEUTIKWY TIPOIOVTWY . MmntéAlog
20:30-20:45  AMNAeTUSPAOELC APUAKWY [LE QVTLUTIEPTACIKA

bappaka A.N. ®ulaktomouAog
20:45-21:00 H vl0B£TNON TWV KAVOVWY 0pONAC KAWVLKAG TIPAKTIKAG

Kol n aAAayn mou enédepay otn Ste€aywyn
KAWVIKWV LEAETWV

E. Owkovopou




) BINOCRIT ¢ \ZARZIO

epoetin alfa filgrastim

BonBnote va yivouv Ta pappaxa o aggah
ka1 AvagEpere
OAEE i¢ avemBupnTes evépyEE yia
ONA 1a pappaka
ZupmAnpuvovrag mv «KITPINH KAPTA»

TMpiv m ouviayoypagnon cupBoukeuBeite
v MepiAnyn XapakmnpioTikwy Tou MpoidvToc.

" MpowBeital awo TV eTaipeia:
\

\ DEMO agee

. BIOMHXANIA ®APMAKQN




«H OykoMoyia othv

Ka®’ nuépa mpagn»

MAPAZKEYH OKTQBPIOY
09:00-10:00 COVID-19 Ko KapKivog

Mpoeépeio: I. MouAdkou, O. NitootoAng
09:00-09:20 0Obnyieg avtiBpoupwTtikng Bepameiag otov

oykoAoyLko acBevr) pe COVID-19 E. AnNHOKAKOG
09:20-09:40 AvTlpeTwrion AoLHWEEWY 0g 0oBEVELS e

Kapkivo o€ kAwikry COVID-19 E. KakaAou
09:40-10:00 Avootia o aoBeveig umd avtveomAaopatikr Bepamela B. Zakkd
10:00-11:00 YMOOTNPLKTLKN OyWwYr) 0TOV OYKOAOYLKO aloBevr)

Mpoebpeio: K. Muotakidou, A. Kanépba, A. MapioAn
10:00-10:20 MapofUCHLKOG KAPKLVLIKOG TTOVOG Z. KovtoUAn
10:20-10:40 AcBevnc tehikou otadiou oTo omitt M. Kiayia
10:40-11:00 HOSPICE otnv EAAGSa. MOoo pokpld elpaote; E.X. Hoaia
11:00-11:10 AwdAsippa
11:10-12:30 TUVALKOAOYLKOG KOLPKiVOG

Mpoeépeio: I. ApaBavtivog, X. EppavounAiéng, A. PodoAdkng
11:10-11:30  XelpoupyLKH QVTILETWTILON UTIOTPOTAG KAPKIVOU

woBnKwv A. Xaiéomoulog
11:30-11:50 PARP avacTtoAeic oTov Kapkivo wobnkwv E. ®ouviinia
11:50-12:10 O kapkivog evdopuntpilou oTnv €MOXN TNG

OTOXEUEVNG Bepamelag N. MotapaAt{iav
12:10-12:30 AvoooBepameia 6ToV yuVaLKOAOYLKO Kapkivo E. Atavog
12:30-12:40 AwGAsippa
12:40-14:20 KapKivog MEMTIKOU

Mpoeébpeio: I. SouykAdkog, M. Kapauoulng
12:40-13:00 Avaduopeveg Bepamneleg oe kapkivo yaoTpo-0lo0dayLKng

OUMBOANG N. Nanadiin
13:00-13:20 AvoocoBepaneia os GEP/NET I. EuayyéAou
13:20-13:40 Ewoaywylkn Bepamela oTtov Kapkivo Tou opBou . Aaunpodripouv
13:40-14:00 Immunoscore/HopLaKkd XapaKTNELOTIKA Kat ETBiwon

OTOV KapKivo Tou eVTépou I. Nanaéoivng
14:00-14:20 AvoocoBepaneia oe MSI-H kat MSS kapkivo evtépou A. NarapyanA
14:20-16:30 MeonuBpvi Atakomnn




@AKkynzeo

netupitant/palonosetron

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

02.2020/AKYNZEO/adv 01

22 HELSINN

Building quality cancer care together

§ Galenica ac.

ABrva: EAeuBepiag 4, Kngioid 148 64, tn.: 210 5281700, Atavepera katomv adeiag Mg Helsinn Healthcare S.A, EAetia
Beooalovikn: Kouvroupiwtou & ®aaiavol 2, TnA.: 2310 542685

EmoTnpoviké Turipa TnA.: 210 5281731 Bonexiore va W“":v‘gwm"“ e aopali] kg ) _ )

Turipa ®appakosmaypunvnong TA.: 210 5281805 ONEE 1ig avemBunTeg EVEpYEIES yia Mepauépw nAnpogopieg nepihapBavovial otn
www.galenica.gr OMA Ta @dpy ouvonukn Meptypagpn Xapaktnpiotikwv Mpoidviog

oK
ZupmAnpuvovrag v «KITPINH KAPTA»
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MAPALKEYH
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OKTQBPIOY

16:30-17:30

16:30-16:50

16:50-17:10

17:10-17:30

17:30-17:40
17:40-19:40

17:40-18:00

18:00-18:20
18:20-18:40

18:40-19:00

19:00-19:20

19:20-19:40

19:40-19:50
19:50-20:50

19:50-20:10

20:10-20:30

20:30-20:50

Wndorakr/urohoyiotiki (Navo) Oykoloyia
Mpoebpeio: A. Qwtiadng, K. Xapitiéng

Aviyveuon KapKWIKWV KUTTAPWY TIVELUOVA LE XProNn
Texvntic Nonpoouvng Kot MnXaviknc/YmoAOYLOTIKAC
OPAONG OE ELKOVEC Ao LoTomaBoAoyika Selypota

rveupova (WSIH) . Mmakag

Avarmtuén uBpLOIKWY CUCTNUATWY vavoowpaTidlwy

Yl oTOXeUEVN Beparteia Tou kapkivou B. Tolkoupkitoldn

H amokpumtoypadnon TN YAwooag ToU VEUPLKOU
OUOTNUATOC 0TV avamTuén kat Sladoon Tou
Kapkivou: pta pabnuatikr mpooéyylon . AwAoag

AldAeppa

Kapkivog paotov

Mpoebpeio: A. Mawpoudrig, H. Kottéag, B. Bevi{éAog
Xelpoupytkn mpoogyytlon N+ vooou HETA amod
gloaywyLkr Beparmeia 2. Aavitng
APBI: TeXVLKN KAl KAWVLIKEG EPAPHUOYEC A. Zuyoyilavvn
FovISLaKeG uTtoypadEG Kat ETIAOYH ETILKOUPLKAG
Bepaneiag K. Naragnong
H onuacia tng XMO oTov Kapkivo Tou HaoTou.

AlyoplBuog 2021 M. NwkoAdou

sponsored by t@WQ
Néa BeparmeuTikr) mpooéyylon otov ER+, HER2- MBC:

otoxevovtag otn PEAtotn Slayelplon Twv acbevwv Z. AyyeAakn

AAAAAAAAA

MNwg Stapopdwvetal n Bepamela TNC LETAOTATIKAG
HER2+ Kol TNG TPLUTAG apvnTIKAG vOGOU; ®. Zayoupn

AGAspa

ALOYVWOTIKEG TEXVIKEG OTNV ETOXN TNG
e§aToIKEVLEVNG Beparneiog

Mpoebpeio: N. KaBavtiag, I. BauBakapnc

Next Generation Sequencing: epunveia kat KAWVLKEG
epappoyEg

Yypn BloWia: mAgovekTraTa Kot TEPLOPLOROL 0TN
AN Bepameutikwy amodpacewy

A. Zagtta

A. NoAitn

H 0pBn aflohdynon tou PD-L1: amoduyr] SLoyvwoTKWY
TIEPLOPLOUWY

I. Bappakapng




CABOMETYX
+ NIVOLUMAB

Take control with
the TKI+CPI combination of choice

/ ‘ NEW INDICATION NEW AF

CABOMETYX®, in combination w1
is |nd|cated for the first-line treatment%g
: cell carcinoma.in adul$

Innovation for patient care
. IPSEN MON. EMNE
va yivouv mo aodakn kit . "
R ATIOY AHMHTPIOY 63 , 174 56 AAIMOZ, AGHNA CABOMETYX
" OMA 1o s THA.: 210 9843324, 210 9858930, FAX: 210 9887911 (cabozantinib) tablets
" PUSKERRI TR E-mail: ipsenepe@ipsen.com + NIVOLUMAB
http://www.ipsen.gr

Zuvtayoypa@ikég ANpogopieg Tou TTPOIGVTOG aTnV oeAida
1.Cabometyx lNepiAnwn XapaktnpioTikwy Npoioviog

EMA APPROVED
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«H OykoMoyia othv

Ka®’ nuépa mpagn»

TABBATO OKTQBPIOY
10:00-11:40 Kapkivog oupormotntikol
Mpoeébpeio: X. Manavépéou
10:00-10:20 1" ypappn RCC: n atla tng k&Be emAoync A. Mntapog
sponsored by (Il Bristol Myers Squibb
10:20-10:40 H e&€Nén otn BeAtiotonoinon tg Bepameiag Twv
aoBevwv [e KapKivo TOU OUPOTIOLNTIKOU 0. Makatowpng
sponsored by PNARRTIK
10:40-11:00 Kpttrplo BeparmeuTkwy ermhoywy yla Tnv 17 kal 21
ypaupn Bepaneiag otov kapkivo Tou vedpou I. Aaivakng
sponsored by “S1IPSEN
11:00-11:20 KAwika oevapla kat ertiloyeg Beparmeiag otov mHSPC M. Tolatdg
sponsored by janssenj' oncology
11:20-11:40 AVTILETWTLON OALYOLETAOTATIKAG VOOOU
OTOV KapKivo TOU TPooTATN P. ZakomoUAou
11:40-12:20 Kapkivog 6€ppartog
Mpoebpeio: A. Etpatnyag, E. Mkoyka
11:40-12:00 MeAdvwpa: To 6ENOG TNG ETILKOUPLKAG Beparmeiag E. Mkoyka
sponsored by L'"' Bristol Myers Squibb’
12:00-12:20 H avocoBepamela 0TV QVTLETWTILON TOU
AKAVOOKUTTAPLKOU KAPKWVWUATOC B. NwkoAdou
12:20-12:30 AwdAsppa
12:30-14:30 Avadulpeveg Oepaneieg
Mpoebpeio: A. Koutpag, X. Avépeadng, H. Kapaurmedag
12:30-13:00 Enavamnpocdiopilovtag Tiq OepaMEVUTIKEG TIPOCEYYIOELG
OE GUUTIOYELG OYKOUG A. ZtaBéhov
13:00-13:30 H emLoTtrun OTO MIKEVTPO yLa TN BeAtiwon
KOl TNV Ttapdtocn g {wng Twyv acbevwv N. Aulwvitng
13:30-14:00 Neodtepeg e€ehielg otn Slaxeiplon tou otadiou
[ MMKI A. NikoAdou
14:00-14:30 Mpoodateg e€eAilelg 0TO pOAO TNC avocoBepareiag
yla T Beparmela Tou kapkivou Tou pHaotol B. Kapavtid
14:30-17:00 MeonpuBpvr Atakomn




ONCOLOGY

THE FUTURE BEGINS.

lNa neplooétepeg NAnpopopie aneuBuvBEeite oy Etaipeia LO/ADV_Blank/02-2019 CONVEY

(GD) . OAPMAZEPB - AIARY A.E.B.E.
150 yhy. EBvuiq 0Bow ABviv-Aapia, 14564 Knpwotd THA.: 210 6294600 Fax: 210 6294610

®@APMAIEPB info@lilly.gr www.lilly.gr



«H OykoMoyia othv

Ka®’ nuépa mpagn»
LABBATO OKTQBPIOY
17:00-18:40 Kapkivog mvevpova (1)
Mpoebpeio: 2. AyyeAakn, H. Adavaoiadng
17:00-17:20 Neodtepa dedopéva otn BepamevTIKr MTPOCEYYLON
tou ALK+ MMKN M. Mrnakoyewpyog
sponsored by @ng{-
17:20-17:40 Mnyxaviopol avtioTaong Kal TPOOTITIKEG OTOXEVGNG
Tou BRAF otov MMKI 1. MoUvt{log
17:40-18:00 KRAS G12C: n 08nyog petaAhaén tou KRAS ot
Bepamneia Twv acBevwy pe MMKII 1. Mntoukoivag
sponsored by AiDMGEI:
18:00-18:20 ROS-1 avaoctoAeig otov MMKM A. Kwtodkng
18:20-18:40 Xtoxevovtag To oykoyovidlo RET atov MMKITI 0. ®Awpog
18:40-19:00 AwdAsippa
19:00-20:50 Kapkivog ntveupova (I1)
Mpoeépeio: E. Tauavrdag, B. Paupiéng
19:00-19:20 AvoooBeparneia og otadio Il 2. ToaykoUAn
sponsored by AstraZeneca
19:20-19:40 H povoBepaneia pe Cemiplimab otnv
1" ypapurn tou NSCLC A. Ztedpdvou
sponsored by -/
19:40-20:10 Neotepa SeSopéva otnv 11 ypopury MMKM: SANOFI
eotialovtag otny emBiwaon H. ABavaoladng
sponsored by Q MSD
20:10-20:30 H onuacia Tng SUTANG AVAOTOANG TWV
onuelwv avoooloyikol eAéyxou otn Beparmeia
1S ypappng MMKI E. Awapbou
sponsored by (Il Bristol Myers Squibb
20:30-20:50 To mapov kal to LEANOV TNG CUVOUAOTIKAG
otoxevong ANTI PDL1 pe anti-Tigit otov KN A. Xapnidou
sponsored by
20:50-21:10 Awdhen

Mpoeébpeio: K. Zupiyog

latpikn akplBelag: pubog r mpayuatkoéTnTa
0TN HAxN KATATOAEUNONG TOU KAPKIVOU;

A. Oavog




- KEYTRUDA

(pembr0|lzumab) for Infusion 100mg

Mepairépw TTAnpogopieg SiatiBevrar amd tov KAK, kardmy anfjoews, 1j meprihapBavovTal atn guvoTTiK TIEPIYPAQT] XApaKTNPIOTIKWY Tou TIPaidovIag
Mepiinyn Xapaktpiomikwv Tou Mpoidvrog KEYTRUDA®, 24 louviou 2021
KEYTRUDA C/S.SOL.IN 25MG/ML BTx1 VIALx4ML : 2.610,63 € (X.T) 2.836,45 € (A.T) 2.347,25 € (N.T)

MSD

INVENTING FOR LIFE

MSD A®BEE, Ayiou Anuntpiou 63, Adipog 17456, ATTikR
Ap. TEMH 121808101000

BonBrioTe va yivouv Ta géppaka o aogalr kal Ava@épere OAEE Tig avemBipnTeg
EVEPYEIEG Yia OAA T @dppaka ZupmAnpuivoviag Ty «KITPINH KAPTA»

GR-KEY-00449 1205-20092021-KEY
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KYPIAKH

Ka®’ nuépa mpagn»

OKTQBPIOY

09:00-10:00

09:00-09:20

09:20-09:40
09:40-10:00

10:00-11:00

10:00-10:20

10:20-10:40
10:40-11:00

11:00-11:15

11:15-11:45

H {wn petd tg Oepaneieg
NMpoebpeio: E. BaoiAswabdou, X. Maddooapn

H emBlwaon kat ot kateuBuvtnpLeg 0dnyleg LETA
TO TENOG TNG Bepameiag

Enavodoc atnv kabnuepvn {wn
MapakoAoUBNGoN MAPEVEPYELWY

AcBeveig pe COVID-19 og KAwiki ko Movada
Huepnowag NoonAeiog
Mpoebpeio: I. Mntpiavag, M. Mkéka

Ataxeiplon acBevwv pe COVID-19 og kKAWIKA
OpBn xpron aTopIKoU TTPOCTATEVUTIKOU EEOTIALGHOU
ErBapuven voonAgUTIKOU TTPOCWTITLKOU

AGAspQ

AwdAegn
Mpoeébpeio: MN.M. MNpana

HOWa SIAAppaTa tpLy To TEAOG TG WG

N.M. Npana
M. TKéka
M. Aéon

A. KupLakomouAou
M. Awapavtidov
N. Nanavépéov

X. NaAdooapn




Taflnlar + MeKinist.

(dabrafenib) (trametinib)

Lhﬁqs:adv.

Jay/2020/GR2104154902

TAF-MEK *WEB. 01210

v

Bon@riote va yivouv Ta ¢apuaxa mo aoga d) N O VA R T I S

K0l AVapEDETE

L %“Jﬁ‘i‘?ﬂ"{,‘;ﬁﬁ:{:"“'“ Novartis (Hellas) A.E.B.E. Tpogeio Beooahovikng:
Suprhnpavoviag my «KITPINH KAPTA» 12° . EBviknc OGou Kmpto Regus,
ABnvav - Aaplag, Baoéwg Hpakeiou 53 & Kapohou NmA
144 51 Metapdppuon, 54623 Beooalovikn,
Mpw mv ouvtayoypdenon oupBoukeuteite ug MX.M1, nou dariBerar EAQ Tk +30 210 221 1712 ThA. 302310 4;4049

1. TAFINLAR®, MepiAnyn Xapaxmpiotiay Mpoidvros, Avyouatog 2021
2. MEKINIST®, NepiAnym Xapaxmpiotikev Mpaiovog, Adyouotog 2021. OAPMAKOENATPYNNHZH: +30 210 2828812


https://www.medicalportal.novartis.gr/proionta/ogkologia/tafinlarr-mekinistr/tafinlarr-mekinistr-perilipsi-haraktiristikon-proiontos?hash=6ff72e0d9cafc67d094a78b5475f93f3

«H OykoMoyia othv

Ka®’ nuépa mpagn»

Ayyelakn Zodia

ABavaoladng HAlag

Avayvwotakng Maguog

AvayvwotonoUAou Avaotaoia
AvSpeddng XapaAapmog

ApaBavtvog Mepdaoipog
AuAwvitng NikAaog
BaBuwtng lwadvvng
Bappakdpng lwavvng
BaotAeldSouv Eutéprn

Bevilélog Baoilelog

Mkéka Maipn
rkL6Zog lwavvng

Fkoyka EAévn

Foudrou Mewpyia
Ipappovotidvou Mapia
Aamnépyola ABnva

Agpneywwtn Xplotiva-Abavacio
Anpokdakog Eudyyelog

AnpntpakoroUAou BactAkn

AnuntpoUAn davi
Awapavtibov Mupodopa

AlovEAANEAAN

Avarinpwtpta Kabnyntpla Maboloyikng Oykohoyiag, latpkn
TxoAn, Navemnotriuo Kprtng

OykoAoyog-TMabohdyog, AteuBuvtrig OykoAoyikig KAWIKAG,
Noookopeio «Mntépar, Emikoupog Kabnyntrg, Northwestern
University, H.IM.A.

Ewdikeuopevog Maboloyikric OykoAoyiag, OykoAoyikod TUAua,
" Naverotnuakn NadoAoyikr) KAwikn, F.N.N.©.A. «H Zwtnplo»
Texvohdyog AKTIVOAOYOG

MaBoAdyoc-OykoAdyog, AleuBuvtic, I TuRua KAWIKAG
Oykoloyiog XnueloBepareiag, A.N.O. «OeayEvelo»
MaBoAdyoc-OykoAdyog, Abdktwp Mavermotnuiov ABnvawy,

Juvtoviotg AteuBuvtrg, B’ MaboAoyikr-Oykohoyikr KAwikr,
.0.N.K. «Ot Aylot Avapyupol»

Medical Advisor Oncology, Greece & Cyprus, Merck
Edikeudpevog Maboloyikric Oykoloyiag, Oykoloyikr Movada,
I’ Naverotnuiakn Mabohoykn KAwikr, I.N.N.©.A. «H Zwtnpio»
MD, MSc, PhD, MaBoloyoavatopog, Mpoo. MpoicTdpuevog
MaBoAoyoavatopkol Tuuatog, MN.N.N.O.A. «H Zwtnpia»

RN, MSc, NoanAeUtpLa, Mpoictapévn I MaverniotnuLokng
MNaBoloykng KAwikig, M.N.N.©.A. «H Zwtnpia»

Xelpoupydg Maotou, MD, MPhil(UK), FACS, AleuBuvtrg
Movadag Maotou kat Xetpoupytkng KAwikrc Maaotou,
Oeparneutnplo «Metropolitan»

RN, MSc, NoonAeutpia, Mpototapévn Mad/Aotuwswy A',
Kowwvikr) AvBpwroAoyog, I.N.N.O.A. «H Zwtnpia»

MD, PhD, FCCP, Mveupovohoyog, Oykoloyikry Movada I
MNaveruotnuiakn Nadoloyikr KAwwkn, I.N.N.G.A. «H Zwtnpila»
MaBoAdyoc-OykoAdyog, Kabnyrtpia MaboAoyiag & OykoAoyiag,
latpkn ZxoAn, Naverotro ABnvwy, A’ Madoloyikr) KAwikn,
[.N.A. «AdikO»

Ewdikeuopevn latpdg Maboloyikrc Oykoloyiag,
MNaverotnuiaxn NadoAoyikr KAwikr, F.N.N.©.A. «H Zwtnpla»
Edikeuopevn Maboloyikng Oykohoyiag, OykoAoyko Tunua, I”
MNaverotnuiaxn NadoAoyikr KAwikr, F.N.N.©.A. «H Zwtnpla»
Edikeudpevn Maboloyiag, I’ Naverotnpakn Maboloyikn
KAwikn, IT.N.N.©.A. «H Zwtnpia»

Tetaptoetnc dottitpLa, latpikr IxoAn, E.K.M.A.
MaBoAdyoc-Ayyelohdyog, YrielBuvog AyyeloloyikoU latpeiou, I
Maveruotnuiakr Nadoloyikr) KAwikn, I.N.N.©.A. «H Zwtnpia»
latpocg, MSc «Oykohoyia Owpaka:, [ MoVEMLOTAULOKN
MNaBoloywkn KAk, I.N.N.©.A. «H Zwtnpila»

latpOC AKTIVOAOYOG

NoonAeUtpia TE, KAwikr B ' Aotpwéewy, MN.N.O.A.
«H Iwtnpio»

Etdikeudpevn Mveupovoloyiag, MN.N.O.A. «H Zwtnpio»




PharmaZac
Clrse tr your patients

[aolin®

vinorelbine

Zaolin® 20 mg Zaolin® 30mg Zaolin° 80 mg
pohakd kodkio 4 poAakd Kadkio Hoakd Kayakio
vinorelbine / vinorelbine vinorelbine
Ons)mﬁ Kaipirin / 0||nmiuﬁm
_ éfl 4
R & 5 S
Pharmazac = et ’—\-'
Zaolin 20 mg/tab Zaolin 30 mg/tab Zaolin 80 mg/tab

AT:€31,48 AT:€48,03 AT.: € 104,03

Ve
PharmaZac

Pharmazac A.E.
ABriva; Nootong 31, 104 47 Botavikég
TnA: +30 210 34 188 89 - 97 - Fax: +30 210 34 188 87

goahovikn: M. Matpiy Meppavod 27, 546 22 Geavarovik BonBiors va yivows 0 eéppara mo copakd Ko
Tn: +30 2310 253 867 - Fax: +30 2310 251 886 ' )
e-mail: pharmazac@pharmazac.com S s TR e

www.pharmazac.com Mpw tn ouvtayoypdgnon cupBouleutelte Tnv M.X.M Euurdnpdvaviag Tav KITPINH KAPTA,




«H OykoMoyia othv

EppavounAidng Xpriotog

Evayyélou Mewpylog
Zayoupr OAwpa
ZakomoUAou Pouprivn

ZépPBag Baoilelog
Zuyoylavvn Avva

Hoaiia EAévn-Xplotiva

Odvog AnuATpLog
Oe06wpakng EppavounA
KaBavt{ag NikoAaog
KapBada Aplotéa

KdakaAou EAévn

Karnépda AAe§avdpa

Kapapitn EAeuBepio
Kapapoiing MxdAng

Kapaprnelog HAiag

Kapaurmnivog Kwvotavtivog
Kapavaoiog Bacilelog

Kapavt{a BaotAwkn

Kayid Mapia

Kiouon Eutuyia
Kowdkou Mapia-EAévn
Kokkwisou Audia
Kokkotou EAévn

KoAALag Avaotaolog

Ka®’ nuépa mpagn»

MaBoAdyoc-OykoAdyog, latpkd AlaBakavikd Kévtpo
Oeooahovikng, pwnv AvarmAnpwtng Kabnyntrig Navemotnuiov
UCLA

MaBoAdyoc-OykoAdyoc, Emikoupkog EmpeAntrg B, I
MNaveruotnuioakn Nadoloyikr KAwwkn, F.N.N.G.A. «H Zwtnpla»

MaBoAdyoc-OykoAdyog, Av. Kabnyntpla E.K.M.A., Ogpameutikn
KAwtkr, T.N.A. «AAeEavEpar»

MaBoAdyoc-OykoAdyog, ETiotnovikog Zuvepydtng B’ MK,
CATTIKOV»

Tetaptoetng dotntrg, latpikr 2xoAn, E.K.M.A.

Avarminpwtpta Kabnyntpla AktivoBepareuTtikrg Oykoloyiag,
E.K.M.A., M.I.N. «Apetaisio»

MSc, MD, AvaeBnaotoAdyog, EmipeAitpla B', YriebBuvn
latpeiov Movou, Nocokopeio Osiag Mpovolag
«H Nappokdaplotogy»

Epeuvntig A, Mpoedpog Emotnpovikot ZupBouliou, 16pupa
latpoBloloyikwv Epguvwv Akadnuiag ABnvwv (IIBEAA)

MD, MSc, PhDc, EL8IKEUOUEVOC OWPAKOXELPOUPYLKNG,
IN.N.©.A. «H Swtnpia»

Kabnyntg, A’ Epyactriplo MaboAoyikig AVaTopLknG, latpikr
X0 EK.MLA., T.N.A. «Adiikd»

Xnukog, PhD, Yrondia MSc «M.M.2. Avartuén NEwv
Doappakwv», latptkng ZxoAng E.K.M.A.

MaBoAdyoc-Notpuwéoloyog, EmpeAntpia A’ EZY, 7
MNaveruotnuokr Nadoloyikr) KAwikn E.K.M.A., I.N.N.©.A.
«H Zwtnpla»

AvailoBnaolohdyoc, PhD, AleuBuvipla EZY, latpeio Xpoviou
Movou, I.N.N.G.A. «H Zwtnpia»

Tetaptoetng dowtntpLa, latpikr) IxoAn, E.K.M.A.

MaBoAdyoc-OykoAdyog, Kabnyntrg Oykoloyiag, latpikn ZxoAn,
E.K.M.A.

MD, MSc, Eldikdg MaboAdyoc, EmipeAntr)g OyKoAoyLKnG
Movadag, latpikd Kévtpo ABnvwv

Tetaptoetnc doltntrg, latpikr TxoAn, E.K.M.A.
Tetaptoetnc dottntrg, latpikr ZxoAn, E.K.M.A.

MD, PhD, Associate Vice-President, Global Clinical Development,
Women'’s Cancers, Sub-Section Head for Breast Cancer, Merck
Sharp & Dohme Corp.

MD, MSc, PhD, MaBoloyog, E€elbikeuBeioa otnv AvakoudLoTikr
latpikry, OykoAoyikd Tunua, KAwikn Yyeiog MéhaBpov TYMNET

Tetaptoetig pottitpla, latpikr ZxoAn, E.K.IM.A.
Tetaptoetig pottritpla, latpikr ExoAn, E.K.M.A.
Tetaproetng dowtntpLa, latpikr) ZxoAn, E.K.M.A.

MD, MSc, Mveupovoldyog-Oupatioddyog, Emotnpoviki
Juvepydtng, OykoAoykn Movada I’ Mavermotnakng
MNaBoAoywkng KAwikng, M.N.N.©.A. «H Zwtnpio»

MaBoAdyoc, EmpeAntrg B’ EXY, " MaBoloyikr) KAwikn, latpikn)
Zxohn E.K.M.A., T.N.N.O.A. «H Zwtnpio»




v

LIBTAYO

cemiplimab

Mpwv Tn cuvtayoypagnaon oupBoulcuteite Tnv NXN nouw diariBeral
otnv 10To0€Aida Tng E.E.: www.ec.europa.eu 1i aneuBuvBeite otnv eTaipeia

REGENERON | S A N O F | G E NZVM E ‘3 BonBriote va yivouv 1a pappaka nio aopaln kai Avapepere
. _ o : - g OAEE 1ig aveniBupnteg evépyeieg yia OAA 1a pdppaka
Sanofi-Aventis A.E.B.E. Aewqp. Zuyypou 348, Kiipio A, 176 74, KakhiBéa, TupnAnpdvovrag my «KITPINH KAPTA»

Tnh.: 210 90 01 600, Fax: 210 92 49 129, www.sanofi.gr
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«H OykoMoyia othv

KovtoUAn Znvaiig
Kopwvadkn AyyeAkn
Kottéag HAlag
KoUAng Mewpytog

Kouvaéng Mrewpytog
Koupapuri IoAap
KoUtpag Ayyehog

KuptakoroUAov ABavacio

Kwtodkng ABavaolog

Aaivakng Frewpylog

Aapurnpodrpou Mewpyia
Navitng ZodokArg

Awavog Evdyyelog
Awapbdou EAévn
Adon Mapia

AwAag Mewpyrog
Maxkatowpng OwHAg
Makprig Mavayuwtng
Mavn Mapia

Mapavydkn BaotAkn
MaploAn Avépovikn

Moaupoudng AnurtpLog

Mouvt{og lwavvng

Moupartidng lwavvng

Mrmakag MFewpylog
Mrnakoyswpyog MdptLog

Ka®’ nuépa mpagn»

MD, MSc, PhD, FIP, AvawoBnolohoyog, AteuBuvipia, latpeio
MNévou, Metropolitan Hospital

Tetaptoetng dottntpLa, latpikr) IxoAn, E.K.M.A.

MaBoAdyoc-OykoAdyoc, AvamAnpwtig Kabnyntrg
MNaverotnuiov ABnvwv, Oykoloyikr) Movada, I.N.N.G.A.
«H Zwtnpia»

Texvohoyog PadLoAoyog-AktivoAdyoc, Turuo AEOVIKAC Kat
Mayvntikng Topoypadiag, «Blototpikr»

FaotpevtepoAdyog, Akadnuaikog Yriotpodog E.K.M.A.
Tetaptoetnc dottitpLa, latpikr IxoAn, E.K.M.A.

AvarAnpwtrg KaBnyntng NaboAoyiag-Oykoloyiag,
MNaveruotruto MNatpwv

RN, KAwikr Aotpwéewy B, I Mavemotnuiaxn MNadoloyikn
KAwkr, T.N.N.©.A. «H Zwtnpio»

Av. KaBnyntrig NadoAoyiag-Oykoloyiag, latpikr ZXoAr,
MNavernotruio Osooahiog, AteuBuvtrg, Oykoloyikr KAwikn,
MN.I.N. Adploag

MaBoAdyoc-OykoAdyoc, Av. AteuBuvtrg, A’ Oykoloyikr KAwikn,
Nocokopeio «Metropolitan»

MaBoAdyoc-OykoAdyog, AleuBuvtpla EXY, I.N. Adploog

Xelpoupyadg, AteuBuvtrc, B’ Xelpoupykr KAwikn, I.N.A.
«KopylaAévelo-Mmevakelo» E.E.Z.

MaBoAoyog-OykoAdyog, Empehntrig A, MaboAoyikd-OykoAoyikd
TunAua, E.AN.M. «Metaga»

MD, PhD, Awddktwp Imperial College London, AleuBuvtpla, A
Oykohoytkr) KAwvikry, Nocokopeio «Metropolitan»

NoonAeutpia ME, I Naveruotnuioakn Naboloyikn KAwkn,
IN.N.©.A. «H Zwtnpio»

JuvtovloTtrg Opadag Zuotnpikng latpikig, Oykoloyikr) Movada,
" Naverotnuakn MNadoloyikr) KAwikr, F.N.N.©.A. «H Zwtnpio»

Avarminpwtng KaBnyntrig Naboloyiag-Oykohoyiag, latpkn
SXoAn, Navemotuo Natpwv, Oykohoyikd Tunua, M.rN.
MNatpwv

Tetaptoetig portntc, latpikn ZxoAn, E.K.M.A.
Mveupovoloyos-Pupatiohoyog, OykoAoyikry Movada, I
MaBoloykn MNaverotnuakn KAwikr, F.N.N.©.A. «H Zwtnpla»
Tetaptoetng dowtntpLa, latpikr ZxoAn, E.K.M.A.

PhD, El61ko¢ MaBoAodyog, EmpeArtpla OykoAoyikng Movadacg,
latpikd Kévipo ABnvwv

MaBoAdyoc-OykoAdyog, Kabnyntrg Maboloyikrg Oykohoyiag,
latpikr) ZxoAn, Mavernotripo KprAtng

MD, MSc, PhD, MaBoAoyog-Oykohdyog, AteuBuvtnig A
OykoAoykn g KAwikng kat Movadag KAwvikwv Mehetwy, «Eppikog
Ntuvav» Hospital Center

MSc, KAwikog Qappakoroldg, Mavermotniakd Noookopelo
KapoAivoka, ZTOKXOAUN

Duokog Epappoywv, YrievbBuvog Epeuvag Aedopévwy, IRES

MaBoAdyoc-OykoAdyog, EmipeAntrg, OykoAoyikr KAwikn,
latpikd Kévipo ABnvwv
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Mrmépag ApLototéAng MaBoAdyoc-OykoAdyog, Kabnyntrg Osparmeutikrg-Madoloyiag-
Oykoloyiag, AtevBuvtrg, B’ Mpomaudeutikr) MaBoloyikr) KAwikn,
latpwkn) ZxoAn E.K.M.A., M.I.N. «ATTkOV»

MmnéAAog MewpyLog Texvohoyog latpikwv Epyaotnpiwv, KOMEP A.E.

MrupurtiAng XapaAoprmog MaBoAdyoc, AteuBuvtng EZY, I' Naverotnpakn Maboloyikn
KAwkr), F.N.N.©.A. «H Zwtnpia»

Mrnoukoivag lwavvng MD, PhD, PharmaD, NaBoAdyog-OykoAdyog, ETLaTnOVIKOG

YrnieBuvog, Oykoloyikr) Movada, «BlokAwikn» @ecoahovikng

MrnpLavag lwavvng RN, MSc, NoonAeutrg, Mpoiotdapevog KAwikng Aotpwéewy B, I’
MNaverotnuiakn MNadoAoyikr KAwikr, F.N.N.©.A. «H Zwtnpla»

Muotakidou Kuplakn Kabnyntpla Avakoudlotikrc Aywyng, latpikr ZxoAn E.K.M.A.,
Movada Avakoudlotikng Aywyng «TZévn Kapeln» (Mapdptnua
M.I.N. «Apetaielo»)

NwoAaidou BaoctAkn MD, MSc, MaBoAdyog-OykoAdyog, EmLotnoVIKOG ZUVEPYATNG,
Oykohoyikr) Movada, I.N.N.O.A. «H Zwtnpia»

NwoAdouv Aploteidng MD, MSc, Medical Science Liaison Oncology Lung/Head & Neck,
AstraZeneca Greece

NikoAdov BaotAkr) Aeppatoloyos-Adpodiololdyog, Akadnuaikn Yrotpodog, A’
MNaveruotnuiokr KAwikn, Noookopeio Abpodioiwv &
Agppatikwyv Noowv «AvSpEag Zuyypoc»

NwoAdov MxanA MaBoAdyoc-OykoAdyog, EmipeAntrg B, A’ MaBoloytkr)-
Oykohoyikr) KAwikr, I.A.O.N.A. «O Aylog 2apBag»
NitootoAng Owpag MaBoAdyoc-EvtatikoAdyos-AotuwéloAdyoc, EmpueAntrc A" EXY, I

MNaveruotnuiokr Nadoloyikr) KAwikn E.K.M.A., I.N.N.©.A.
«H Zwtnpia»

NtaAdkou EAeuBepia MaBoAdyog, EMotnovIKOG ZUuvePYATnG laTPLKAG ZXOANG
E.K.M.A., Oykoloyikry Movada, I.N.N.O.A. «H Zwtnpia»

Owovopou Evayyehia XnUwog Mnxavikog

MNaAdooapn Xpucoula RN, MSc, NoanAeutpLa, Oykohoyikry Movada Hueprolag

NoonAetag, I Mavernotnpokr Mabohoykn KAwikr, I.N.N.G.A.
«H Zwtnpla»

Mavaywwtov Eppovouni Ewdikeuopevog Maboloyiag, M.N.N.O.A. «H Zwtnpia»

Mavtalonoulog Koopdg MaBoAdyoc, Akadnuaikog Yrotpodog, " MaboAoywkr KAk
latpikng ZxoAng E.K.M.A., T.N.N.©.A. «H Zwtnpia»

Nanapaciheiov Awkatepivn BloAoyog, Doutrtpla MetarmtuyLakol Mpoypaupatog
«Oykohoyia Owpakay, latpkn ZxoAr ABnvwv

NanapaciAeiov ZwTAPLOG Ewdikeuopevog Maboloyiag, A’ Maboloywkn KAwikn, I.N.O.
«T. MamavikoAdou»

Nanagiong Kwvotavtivog MaBoAdyoc-OykoAdyog, YrielBuvoc, OykoAoyiko TUNUa,
«Euromedica» levikn KAwikry ©@ecoalovikng

NaropyanA AnpRtpLog MD, FRCP, AleuBuvtrg Turipatog MNadoloyikrg Oykoloyiag,
OykoAoyko Kévtpo Tpamelag Kumpou

Namnavépéou NikoAaog MSc, NoonAeutnc, I Maveruotnuiakn MNadoloyikr KAk,
I.N.N.@.A. «H Zwtnpia»

Namnavépéou Xpriotog MD, PhD, KaBnyntrg Maboloyiac-Oykoloyiag A.M.0.,
AtevBuvtng, KAwvikr MaBoAoyikric Oykoloyiag, I.N.O.
«MNamayewpylou»

Nanagoivng Newpylog MaBoAdyoc-OykoAdyoc, Empehntrg B, B’ MaBoloyikr) KAwikn,

IA.O.N.A. «O Aylog 2&BBag»
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Nanadgiln Avaoctaocia
MwotapaAtfiav NikoAaog

MoAitn Awatepivn

MouAdkou Mpudaiiia

Npana Napackeun-Mapia

Papudidng Baoilelog
Po&oAdkng AAE§avSpog
Taétta AyyeAkn

JaKKA Bnooapia

Sapavtdg Enapevuvéag
Jkoupag BaoiAelog
ZouykAdkog lwavvng

StaféNou NeukoBéa
Ztedpdvou Afpntpa

Stoupvapa Aopmnpvy

Ztpatnyog ANE§avEpog

Jupiyog Kwvotavtivog

Tpovtiag lwavvng

ToaykoUAn Zodia

Todaung lwdvvng

Ka®’ nuépa mpagn»

MBBS, BSc, MSc, PhD, MRCP(Onc), MaBoAdyoc-OykoAoyog,
latpkd Kévtpo ABnvwv

MD, PhD, NaBoAdyog-OykoAdyog, EmpeAntrig, Oykoloyikn
KAwikr), Noookopeio «Mntépa»

Avarminpwtpta Kabnyntpla Kuttapoloyiag, latpikn ZxoAn
E.K.M.A., AleuBUvtpla Kuttapoloyikou Epyactnpiou, M.I.N.A.
«Apetaielon»

MaBoAdyoc-NopuwéLoloyog, Entikoupn KaBnyrtpla, I”
MNaveruotnuioakr Nadoloyikr) KAwwkn E.K.M.A., .N.N.©.A.
«H Zwtnpia»

MSc, PhD, Mpoiotapévn Oykohoyikrg Movadoag Huepriolag
NoonAeiag, " Mavermotnuiakh NadoAoyikr) KAwikn, I.N.N.©.A.
«H Zwtnpia», KaBnyrntpta (ZEM) XN 64, EAANVIKO Avolxto
MNavemnotruio

MD, MSc, MaBoAdyog-OykoAdyoc, 251 evikd Nocokopeio
Ageporopioag

KaBnyntrc Muvatkoloyikrig OykoAoyiag Mavemiatnuiov ABnvawy,
A M/T KAwikn, T.N.A. «AAe€avEpa»

BloAoyog, Avarinpwtpta Kabnyntpla, A’ Epyactrplo
MaBoloyikng AVaTopLkAG, latpikr ZxoAn, E.K.M.A.

MaBoAoyog-Notuwéloldyog, Erpelntpla A’ EXY, I
MNaveruotnuiakr Nadoloyikr) KAwikn E.K.M.A., I.N.N.©.A.
«H Zwtnpia»

MaBoAdyoc-OykoAdyog, AleuBuvtrc, B” Oykoloytkr) KAwikh,
Nocokopeio Metropolitan

MD, PhD, FCCP, MveupovoAoyog, Mveupovoloyikr KAwikn,
401 I'ENA & A’ MNvevpovoloyikn KAk, A.0.K.A. «Yysio»

MaBoAdyoc-OykoAdyoc, Avaminpwtrig Kadnyntric Madoloyikrg
Oykoloyiag, latpikr) ZxoAr, Mavemotiuo KpAtng

Medical Franchise Head Oncology, Novartis Hellas

MaBoAdyog-OykoAdyog, Emtikoupikr Emipuelrtpia, I’ Maboloyikn
KAwkn latpikng 2xoAng ABnvawv, M.N.N.©.A. «H Zwtnpla»

MveupovoAoyog, Emotnpovikog Zuvepyatng E.K.M.A.,
Oykohoytkr) Movada, I.N.N.O.A. «H Zwtnpia»

Aeppatoloyos-Adpodiololdyog, Kabnyntrg Aepuatoloyiag
Adpodiololoyiac, AteuBuvtrig, A’ Mavemotnuakn
Agppatoloyikr) KAwikn, N.A.A.N «AvSpéag Zuyypocy, latpikn
YxoAn E.K.M.A.

KaBnyntric NaBoloyiog & Oykoloyiac, latpikn ZxoAn E.K.M.A,
AtevBuvtng, I’ Maverotnuiakr MNaboAoywkn KAwikr, I.N.N.©.A.
«H Zwtnpla»

Edikeudpevog Oykoloyiag, I’ Mavemotnuiakn Moaboloyikn
KAwwkn, T.N.N.©.A. «H Zwtnpio»

MD, MveupovoAdyog, Emotnpoviky Zuvepydtng, latpikr] IxoAn,
E.K.M.A., ErtipeAnitpla, Oykoloyikr) KAwikn, latpikd Kévtpo
ABnvwv

Edikevopevog Maboloyikric Oykohoyiag, I.N.N.O.A.
«H Zwtnpla»
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Towatdg Mapivog MD, PhD, BSc, MaBoAdyog-OykoAoyog, latpikd Kévtpo ABnvwv,
Juvtoviotrg Opadag Avoco-Oykohoyiag HeCOG

Towoupktovdn BactAkn Postdoctoral Researcher, Department of Microbiology, Tumor
and Cell Biology, Karolinska Institutet

DAwpog Osodavng MD, NaBoAdyos-OykoAoyog, ZTpaTwTkdg latpog, AteuBuvtnc,
E’ OykoAoykr) KAwikry Metropolitan General Hospital,
AvarAnpwtng AteuBuvtng, Oykoloyikr) KAwikry NawwTikou
Noocokopeiou ABnvwy, t. ResFac, University of Pittsburgh Cancer
Institute (UPCI), University of Pittsburgh School Of Medicine
(UPSOM)

®ouvtinAa EAeva MaBoAoyog-OykoAdyog, Mevikn KAwikr Euromedica, Clinical
Assistant Professor, European University Cyprus

®ulaktormoulog ANE§avEpog Dappakomnolog, Tunpa Averbupuntwy Evepyelwy, AleBuvon

NwoAaog DappoakeuTikwyv Meletwv & Epguvag, EBvikdg Opyaviopog
Qopuakwy (E.0.0.)

Dwtadng Anpnateng KaBnyntr¢ Blolatpikig Texvoloyiag, TuRpo Mnxovikwy
EruotApung twv YAtkwv, Naverotiuto lwavvivwy, ITE-IMBB/BE
(FORTH)

Xaii6moulog AnurtpLog AvarAnpwtng KaBnyntrc Nuvaikoloyknc Oykoloyiag E.K.M.A.,

A’ Mateutikn kot Fuvatkoloytkr) KAwikn, F.N.A. «AAeEavdpa»

Xaputiéng Kwvotavtivog KaBnyntric Navopnyavikrg & Navotexvoloyiag, ZxoAr Xnukwv
Mnxavikwv, EBvikd Metooflo MoAuteyveio

Xapnidou Avéplavi MD, PhD, FCCP, Mveupovohoyog, AKadnuaikog Yrotpodog
E.K.M.A., Oykohoywkry Movada, I Maveriotnuakr Nadoloyikn
KAwkr), F.N.N.©.A. «H Swtnpioa»

Xovdpomoudog NwkoAaog EL81keUOUEVOC OWPAKOXELPOUPYLIKNC, OWPAKOXELPOUPYLKNA
KAwtkr), I.N.N.©.A. «H Swtnpio»
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ALUNBRIG?Y

BRIGATINIB

180mg | 90mg | 30mg

TABLETS
Meproplopévn watpixry ouvtayr. H évapén g Bepaneiac yivetal 0To voookopeio
Kat pmopel va guvexi{etal KTo¢ voookopeiow und Tnv mapakohouBnan e1biko atpou,
EVSEIKTIKA EV3£IKTIKE
Zuoksvaoia Noookopeiak TiuR Aravikr Tign
Bon@rjote va yivouv Ta pdppaka mo acgaln Kat Alunbrig 180 mg emkaAvppéva pe AenTd upévio Biokia 3.703 € 4.453 €
Avapépere: Alunbrig 90 mg emkahuppéva pe AenTo upévio Stokia 2277 € 2751€
OAEE Ti¢ avemBUUINTEG EVEPYEIES yia Alunbrig 30 mg emkahuppéva pe Aentd upévio Stokia 759€ 948 €
OAA Ta pappaka Luokevaoia évapéne e Bepaneiag pe Alunbrig 3.703€ 4453 €

Zupmhnpvovtag Ty «KITPINH KAPTA» 90 mg Kat 180 mg emxaluppéva pe Aemo upévio Slokia =
(7 x 90 mg + 21 x 180 mg Siokla ot kouTl) '

MNa neprocotepeg mMAnpogopieg, aneubuvBeite oty etaipeia.

Karoyog adeiag Kukhogopiag Takeda Pharma AS Tomkdég Avtimpdéownog Takeda EXAag A.E.
Green Plaza, Ktipio B, Ay. Kwvotavtiveu 59-61, 151 24 Mapouot

TnA. kévipo: 2106387800, Fax: 2106387801 - www.takeda.gr
Takeda & Takeda logo are trademarks of Takeda Pharmaceutical Company Limited used under license, ONCOLOGY
Copyright © 2021 Takeda Hellas SA. All rights reserved.
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I Mavermuotnuiokn NadoAoyikn KAwikn latpikng 2xoAng EKMA, I.N.N.G.A. «H Zwtnpia»
OykoAoyiko Kévtpo latpoBloloyikng Eknaibeuong kat Epeuvag (OKIBEE)
EAAnvikn Etoupeia Kapkivou Mvevpova (EAEKAM)

EBvikoU kat Kamodiotplakou Mavemniotnuiov ABnvwy

7-10 OktwpPpiov 2021

Hinitsa Bay Hotel
Xnvitoa, Mopto XéAL
TnA. 27540 57401

H eyypadn kat n mapakoAouBnon Tou cuvedpiou eival SwpPeav Kol ETMUTPEMETAL LOVO OE
enayyeApatieg vyeiog Kot o€ pomtuxLakoUG/UeTamtuxlakoUg pottntég. Ol GUUUETEXOVTEG
givatl anapaitnto va BeBalwvouy tTnv ISLOTNTA TOUC, TPOOKOWI{OVTAS AVTIOTOLXO AOSEIKTIKO
oTOLXELO.

H emotnuovikn ekdnAwon Ba Sie€ayxBel Aapupavovtag OAa Ta POANTITIKA HETPA KATA TNG
Slaomopdg tou COVID-19 kal pe ToV EAAXLOTO EMITPEMOUEVO APLOUO CUUUETEXOVIWY OTN
ouvedplakn aibouvoa, cUpdwvaA e TLG LOXUOUOEG SLOTALELG.

Ma tnv eicodo otnv aibouvoa Oa tnpnbsi oelpa npotepatdotnTag Bacel tng wpag adiing
OTOV CUVESPLOKO XWPO KOl OXL TO TATE payuatonotiOnke n eyypadn oto cuveédpro. Oool
CUUUETEXOVTEG EMLOUMOUV va €Xxouv UK Tapouacia Oa PEMeL va MpoceABouv oTo XwPo
Sle€aywyng yla tnv eyypadn Toug f va PO LOTOTIOL 00UV TNV TIPOEYYPadr TOUG NAEKTPOVIKA
HEOW TNG LoTooeAiSag www.events.gr. SToug CUMHETEXOVTEG Ba oTaAel nAekTpovikd barcode
TIou Ba PETIEL va 0aPWVOUV KATA TNV €i0080 Tou¢ otnv aibouoa.

H elocobog otn cuvebplaky aibouvoa emiTpémetal HOVO ot TANPWE UPBOALACUEVOUS 1
Voonoavteg to teleutaio e€aunvo kal amalteital n emnideln €yKkupou TLOTOMOLNTIKOU
eUBOALOCHOU 1) TILOTOTOLNTIKOU voonong. H xprion LAoKOG mPOooTaciog lval UTTOXPEWTLKN
yLot OAOUG TOUG CULIETEXOVTEG.

BAOEL TWV VEWV UYELOVOULKWY TIPWTOKOAAWY, To cuveéSplo Ba MPoBAAAETAL TAUTOXPOVA
SladIKTUaKa PEow TG LotooeAidag www.livemed.gr. EQv loTte VEOg XPROTNG TTOPOAKAAOU LLE
akoAouBrote tn Sdtadikaoia dnuoupyiag Aoyaplacpou oto Livemed, cupmAnpwvovtag ta
anapaitnta nedia (matote oto nedio Register / Eyypadn). H Snuioupyia Aoyaplacpou sivat
SWPEAV Kal UTIOXPEWTLKH YLOL TNV TIOPOaKOAOUONGN TwV OMALWVY.

Edv €xete n6n Aoyaploopd oto Livemed xpnolpomotote toug KwdikolG cag yla va
ouvbebeite, emAé€te and to pevol TNV Katnyopia Live, To ouvédplo mou BéAete va
TIPAKOAOUBNCETE KAl 0TN CUVEXELX TO ELKOViSLO Go Live 1) Go Virtual.
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| I 3TN OUVEXELX yLa va ouvdeBeite e TV aiBouoa, EMAEYETE Ao TO PEVOU TTOU
===y eudaviletal oto KATw PEPOG TG 006VNG oag, TV «AiBouvca ZuveSpLAcEWV»

‘ Inueiwon: Epoocov emtBupeite va mapaAdPETE MLOTOMOLNTIKO, £IVOL AMAPAITNTO UETA

™ ouvdeon oag oto Livemed va petaBeite otnv elkovikr «Ipappateio Zuvedpiou» kat
va oOAokKAnpwoete TNV «Eyypadn» ocag otnv €MLOTNUOVIK EKSHAWON TATWVTAG TO

D avtioTtolyo elkoviblo, Wate va apxioel va kataypadetal o xpovog mapakoAolOnong.

JUpdwva pe Ta kputnpla tng EACCME-UEMS Ba xopnynBouv 24 popla popla Tuvext{ouevng
latpwng Eknaibeuong (CME-CPD credits).

Bdoel tng eykukAiou tou EOD®, Ba umdpxel oclUOTNUO KATAMETPNONG TOU XPOVOU
napakololBnonc. To MLOTOMOLNTIKG apakoAouBnong Ba elval SLaBECLUo UETA TO TEPAS TWV
£pYaoLWV Tou Zuvebpiou g 6ooug olVeSPoUG ExouV KAveL eyypadn. Altapaltntn npoundbeon
yla tny mapaAafn Tou motonotnTikol mapakoAolBnaong elval n UUMANPWGCN TOUAGXLOTOV TOU
60% TWV CUVOALKWY WPWV TOU ETILOTNOVIKOU TIPOYPAUUATOG KAl N NAEKTPOVIKA CUITANPWGN
ToU gpwTtnuatoloyiou afloAdynong tou cuvedpiou. O aplOpog Mopiwv Zuvexl{opevng latpLkng
Eknaidevong (CME-CPD), Ba umoloylotel Bdoel tou xpovou mapakoAouBnong mou Oa
kataypadel otnv matpopua Livemed ylo 6ooug €xouv SLASIKTUOKN Ttapousia KL 0To CUCTNHA
KATOUETPNONG 0TV €l0080 TG aibouoag yla 6ooug €xouv GuOLKA Ttapouasia. MoTOMOLNTIKO
S¢e pmopel va 600¢l yia tnv on-demand napakoAouOnon.

OL ouppetéxovieg (eite pe puoikn elte pe Stadiktuakn mapoucia) pumopolv va
TapaAdBouV To TILOTOMOLNTLKO TouG aneuBeiag amno tnv mAathopua LéEow tou nediou
«IMoTononTke», To omolo evepyomoleital petd tn AREn tou Zuvedpilou. To
CUYKEKPLLEVO TES0 Ba elval evepyo €wg Kal 6 uiveg amd tn Anén tng ekdnAwaonc.

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

EA. BeviZéhou 154, 17122 N. uopvn, TnA.: 210- 98 80 032
@W””ﬁ & Travel Solutions Poag: 210-98 81 303 ¢ E-mail: ets@otenet.gr, ets@events.gr

Website: www.events.gr

AnayopeUeTaL pnta n avamapaywyn, avadnuoaieuon, avtypapr, anodnkeuaon, nwinan, uetadoon,
Stavour, ékboan, ektédean, Anyn (download), uetappaaon, tporonoinon Ue omoLovSNIOTE TPOTO,
Xwpic ™ pntn mponyoUuevn Eyypapn ouvaiveon tng Etaipiag, tou ouvoAou n UEPOUC TOU
nieptexouévou tou lMpoypauuatoc. H E.T.S. Events & Travel Solutions emipuAdooetal pntwe mavtog
Vouipou Stkatwuatog tneg yla ™ Stapudaén twv SIKAIWUATWY TVEUUATIKNG Kol BLOUNXAVIKNG
tétoktnolag. Mo avaAutikotepeg mAnpoopliec entokepVeite To www.events.gr.




11

«H OykoMoyia othv

‘aﬂ‘idea

—rmévu and éa stval n uysla

AstraZeneca

& DEMO asee

BIDMHXANIA ®APMAKON

N
janssen )' oncology

Goh Goh

€9 MSD

INVENTING FOR LIFE

PharmaZac

Ka®’ nuépa mpagn»

AMGEN

§ Galenica ac.

CD L,

®APMAZIEPB

) NOVARTIS

SANOFI GENZYME g

W
M WinMedica

Serving Health for Life

7astellas

U Bristol Myers Squibb®

S IIPSEN

Innovation for patient care

MRRCK
@ Pfizer

Oncology

SANDOZ ;"

teva




pelgraz:

pegfilgrastim

W Bon@rjore va vivuuv'ru Qappaka mo acgakr kai
M I" e Ica OAE!nqavemBup:gsqwépvmqm
Serving Health for Life SupminpiovoToq 1 SITPINH KAPTAS

Ia mepioodrepeg nAnpopopies ancubuvBeite oTnv eTaipeia
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NEPIAHWH TQN XAPAKTHPIZTIKQN TOY MPOIONTOX

1.ONOMAZIATOY OAPMAKEYTIKOY MPOIONTOL

Xtandi- 40 mg emkaluppva e Ao upévio diokia

Xtandi- 80 mg emkahuppEva e Aemd upgvio diokia

lﬂOIO'I’IIGIKAIMEOTIﬂ'I[YNGEDI

Xtandi- 40 T3 3110

Kﬂﬂzmmluwéunpsknﬁumm&maumplt)@mmgmmmm

Xtandi- 80 mg emahupyva e Ao upevio Hiok

Ku&mmhmﬁvo;zknmum&mompﬁx&@ngmlmmm

3. DAPMAKOTEXNIKH MOPOH

EmmahupLvo e N upévio Sioklo.

Xtandi - 40 mag emkahupéva e Aero upivio Siowda
c'rpow.z\d mmmmmmuuémﬁoﬁmmw&nmmm

Knpwuo;m mmmw&vugmqﬂmqunm\ummzao.

4, KAINIKEE NMAHPO®OPIEL

4.1 Gepaneumikéc evbeifeg

ToXtandievbelionaiyie

« Bepansia Tou 0, opiovoeuaioBinTou Kapkivou Tou MpooTaT
(n\wgpseiq ot ouvbuaoyd e Bepaneia atépnang avipoydvy (ADT) ot evhikeg

«Tn) Gepanela Tou pin peraotatikod urho kvdivou avBekmiol aTov evouyt
a6 kapkivou Tou npoarim) (CRPC) oe evhikeg dvbpeg

«m Bepareia tou pevaotanios CRPC og evifikeg vlipeq o1 omoiot eival aoupmm-
ool i oupy Kol énena and anonuyia my: epanelac otépnanc av-
Wmmcmqmm@mmﬁmzﬂlmmm
17| Bepameda Tou petaaramikol CRPC oe evihieg avpeg Twv ool 1 vooog Exel
E&M&{mﬁmﬁwnwﬂmmnu&m&m

43 Avrevbeifer

Ympwanﬂrﬂumﬁmmﬂwhﬂanﬂnommémémmmmcnou

mnmwwmmz\m

44 Eibig

mmw H Yoton T m.;mmemélﬂ CUOYETIOTel |
emhrymikéc kpioeic (B mopdypago 48). H andgaor) yia 1 uvéygan) me Bepo-
Telng o€ aoBeveic nou eppaviCouy emnTTKEC Kploek; péel va AappaveTal av ¢

mw
Encephalopathy Syndrome-PRES}: Eyouv avapepBei omawes avapopég Tou ou-
Bpdpou omioBin avaoTpéUHNG quu)\om&tmc (PRES) o€ aoBevelc mou hay-
Bavouy Xtandi (Bhéme nopéypapo 48). To PRES eivan pla ondvia, avactpéyir,

veupoloyc Biatopayr ) ool mopel vo exBiuBel e paySala efehoodyueva

unépraon. H bidywo Tou PRES anartel emepaiuon pe anedviomicé eEenaoei
Tou eykegahou, ki poriynar payvik Tojoypapia Tou sykepdiou (MRI. 2u-
igarTal Siawon m)ﬂand"ueuo&vacnwuvmmmouwaﬁ

1 i eheyydyewn unépraon, Autd npéner va hapéveral unoyn av 1o Xtandi ou-
viayoypargelta oe autod toug aoBevelc, H Bepanieia avbipoyovikod anokheioyiol
mopei v niaparefvel o Siomya Q. 2e aoBevel e iotopikd ) inapén napayd-
viww kvdivou yaiapdraon Tou diaotparog QT kaioe aoBeveicmou hayfdvouy
Tautéypova MIanotavmmuaﬁsmmmmpmmmemm
T, ol Bepdnovreg yiatpol npémet va afiohoyolv o woliyio opéhouckndivou
aumeplapfavoang TG mBavomIa yia gpipdvian koihiakig Taxukapbiog
Sikry pmibiou (Torsade de pointes) mpiv mv évap€n Tou Xtandi
Kofion e ynueioBepaneio: H oopdleia kol ) anoTeAeopiamkGTIia g TauTdypa-
VI Xprion tou Xtandi e kuttapoto€ui) ueobepaneia Sev e Terunpiobel H
ouyyopimon g enzalutamide Gev éxa kapia khviké onavaik enibpaor) om
pappakokwriTik g evBoghBia vicaeraéhny, Qlotdoo, Sev junopel va ano-
KAEIOTEL i aléon ppivionc ouGeTepomeviag Enaydpecanc 1 viooetagéhn.
Avnbpdond unepevaiobinoiag Avibpaoc unepeuaisBnoiac exbhavovtal e
oupmmipata niou nepthapfdvouy, akka bev nepiopiovtar oibnya npoadmou,
yhooag, xeous rf pipuyya, f ebdvnpa éyouy nopampnBe e enzakutamide
(énerapiypagods)
Exouv avagepBei aoPapéc Seppaniéc avemBipnTes avidpaoek, (SCARS) pe v
enzalutamide. Kard m ouvtayoypdgpnan, o aoBevei Ba ipénel va evpeptive-
\TCH WA Tar OAEia KO1 T GUHITTLaTa Kol va iapakohouBodvral oTevd yia Gep-
HamKég
48 AvemBUpnTeC evépyeieg
Tepihnibn tou npooih aopdhaiac Ot mhéov ouyvic avemBIpITIEC avpyetss eival
etaoBéviony/konwon, e6aYEl, unéptaon, Katdypata, Kal mdon. AME onpa-
VIIKEG aveTIEUpTES evépyetec neplapdvouy vonike Siatapay kol oubere-
ponevia. Emryrmikr) kplon nopouaidoTie oto 0,5% Twy aoBewi mou Ehapav
enzalutamide, 0o 0,19 v aoBeviw nou ENaav eovikd pdpjako kataTo 0, 3%
Twv doBewin ou ehafav Pikahouraidn. Exouv avogepBe amdvisg mepimTu
Tou ouwipdyiou onioBiag avaoTpéaung eykepalandBeing ot aoBevels nou Eha-
favenzalutamide (Bhéne napdypago 44)
Kantihoyoc avemiyiTuy evepyeiiy oé Lopgr ivaka
OvavemBUpITEC evépyeieg Mou napatnprBrkay katd ) Bidpkeia kAVIKGV ieke-
TV MopXITIEVTl TAPAKATL ava KerTryopin ouyvoTI Tag eppawang, Ot kamyopi-
g eppavien opilovral we axohouBug okl ouyves (2 1/10), mvé:
{2 100 &g < 1/10), & ouxvéc (2 1/1.000 g < 1/100), oniéaeg (2 1/10.000 éux
<1/1,000), nok omamied (< 1/10.000), jn ywwoteg Ewmupowwamprﬁuwps
ﬂumm&uﬂiﬂlm &mmmquwmmcwmm
cepaooflapomiag

Mivaxag 1: Mm«w@mmmw»bmmud&ymmc

Beutepoyeveic Kipiee Kakorfeiec Eyow el meploTakd G
mmmm&mmm&ﬂnwﬂmﬁwmzﬁmmmmm:wﬂm It
KAVIKEC peNéreq qpan 3 Ta mo ouwd avagepdyeva cupfavia oe aofeveg mou
é?wﬂuvenzdmarmde ka peyahTepa ané To Ewovik (dppako, fitav kapkivog
oupoddyou ko (0,3%), abevorkapidviupia naygoc evmépou (0,2%), mpmwm
an6 perapamko emBihio (0,2%) kan perafamikd kapkivwpa oupodeyou KioTG
(0,196). On aoBevelc Ba npéne va awﬁou?\amla;ma T0 yiaTpd Tou £dv nia-
panprioow oA YaoTpeVIEpI|C aoppayiag HaxpooKamik aatoupiar)
N ougrmisparTa G Suooupla 1y emTakTkT avéykn obpnong katd m Biap-
kel G Bepaneiag e enzalutamide.

[ { t H enzalutamide eiven évag

10yUpGC Enaywyéc evipuy kat pmopel v obiyricet o€ andheia G anoteke-
opameTyIag nokhv eupelag YpRcEWS PApHaKEUTIKUY TpoitvTwv. Zuvenux
i QVagKANTan Twv CUYYORMYOUEVWY appakewTIkV rpcldviuy npére va
Sictayeron kaa v vapén T Bepamela i enzalutamide. Htaurdypovn yprian
G enzalutamide e appakeuTa npoiova mou eval vaioBira UnogTp@}aTa
NG peTofohikiv ev(Opav ) HETapopeiC Tpémet yevikd va arogedyetar edviy
Bepaneumia] Toug Bpaan lval peydhng onyaaiog yia Tov aofevi, kai v ol Tpo-
oappioyéc Ty Soang dev pnopol edkoka va npayuatononfodv fdoe g na-
paxcholBnang g anoteheoy RO 1) TuV OUYKEVTpOOERN oTo mhdopia. H
ouyoprynon b= Pappapin kel aviKTkG ojio GlovTa L Koupaplv pérel va
anogedyeral Edv To Xtandi ouyyopryeral e £va avimnKTik Tiou etafoNieTal
and o CYP2C9 [muc n Bapgaphn f aoevoxkoupapdhn), npéme va SiekayBel em-
np6otem g pmm)nu&mmmeﬁvoucoimoﬂmnpm Iyéanc (intemational

Normalised Ratio-INR).
Megoua Suchemoupyia: Anarefial mpocoy o€ aoBeveic e coflapr veppik]
mmmmh Kabig n) enzalutamide Gev éxel pehemfel o umomrrhneuam

[sgmnmm ahemougyia: Mia aGénan Tou ypévou nioeia (s TC
enzalutamide £z napampnBel oe aofevels e coflapr nrami duckeroup-
yio, v quoyEnopew) pe T quéguévn Karavola oTouc ool H ki
On)aoia QUTC T TApATPAOTK; TAaLEVEL s, DoToc, QvayEveTal éva
TIOPATETV0 pOVIKO BIGOT]a y1a vl (00N O\ OUYKEVTpGOES o aTabepe-
TIolN ) KaTAGTaOT) ka1 0 YpONOG ot va mtzuyBet ) HEVOTN qaippakohoyk
Bpdor ka6 kat ot Ypovo a TV évapén Kat pekar) TG eWaKiiC enayusrc

pmopEi Emiongva uﬂﬁm
I pehénec paong 3 anokhelomkav aoBevel;
JE MpoopaTO ELigpaypa Tou puokapdiou (K Toug TekeUTalous 6 jirved) f aota-
mmrﬁﬂvxn (amd Toug Teheutaioug 3 puvee), kopdia avendpkein kamyopiag
M1y IV xereas New York Heart Association (NYHA) extoc av To khdopia e§isnang
apioepric koliag (Left Ventricular Ejection Fraction-LVEF) > 45%, Bpaduxapia

KAk Bokipég ket peranv gop
K
uﬁu?rtr]n;rx: gvn OF:T:ED'ID AvemB0jineg evépyeieq kal guyvoTta
Quatapayéc Tou
2 Oy ouyvEc: Aeukomevia, oubeteponevia
apoToINTKOU Kol Tou .
Meupikog QU Mn ywwotec’ 6paponevia
Auaropayéc ou Mn ywwotéc: oiénpa npootinou, oy
aVOTOTIOITKOY uaTaTos,  yhooac, oibnua yehous, oibnya papuyya
Huparpeéchampaies oy crux?zcx%cmh yeubaiofnon
ﬂmvéinwdﬂmermwﬁ'n v,
auna mﬁmﬂmn u.mm
g Tpoooxn, olvdpoyo aviauywy
m‘“‘m" Op cmmmémmmmmm
I yvwaTEc’ olvpopo oriofia
avooTpéyng eykepatondBeing
) Zuyvec oy kapdiaki vooos!
Kapbiaés iatapayes n yWwoTec ' napdnaon Tou Gaotrjiaro QT
[PX.mapaypépoug 44 kai43)
Ayyeiaéc SlaTapayéc Mok ouyvec efdpeig, Unéptaon
] M yworéc:vouta foc Bippo
Mtopayécoudéppiato;. Eupvic i, KVNOHSC
mmmﬁpmnm qu:gn&aa:guuvﬂmﬂ
Qiaapayéc To Mok augyéc kadypoma®
i " Huakk i |
R A | A s
Aueropyéc Tou
OVanapayyIkol Tuyvéc ywvaiopaotia
CUOTIHATOG KAl TOU {O0To0
Tevikég Siarapaygc kal
GEI; TG 0000 Tokd uyvéc e€avinan, komwon
Kakwozig, SnAqmpidoe

mamﬂo«é:&pqneunm Toh ouyvéG mrijan

‘Mownﬁcmwwméwmw IV KukOpopia Tou papyidkou
¥ Om afohoyriBrike and Tunonomjiéva epwiipara MedDRA (SMQs) Tuv
AoV CUymEpMapBaVOUELN TV GTIGDHLN, GIGOHGN  YEVIKEUPEVN Nl
Al oOVBETLY EoTIAKGV EMATIGV KpIOEwY, ECTIKAV EMANTTTIKNY Kploe-
v Kau status epilapticus. Auto mepiapPave OAviES TepITTWOEK, ETITIKGY
Kplogww pe emmhokeg mov obyolv oe Bdvato.

+ 0o afiohoyrifrke amd Tumonomnpéva epwricta MedDRA (SMQs) «Ep-
Gpaypa Tou puokapSious kan <Ak 1o Kapdia wbaos, aupmepilaj

Y Xtandi

“enzalutamide

Mwwmmm"mwwnpwmummpﬁeqmmw
Myorow Slo aoBeveic 0 TUYTIOIOINIEVES ENEYXOHEVE |1E EKOVIKO (apHaKD
HeNTeg don; 3: omBayyn, otepavicia voco, Bugpaypa Tou puokapdioy of)
Ejlgpaypo Tou puokepdioy, of oteavalo divdpoyo, aotafic amBidy,
yalarTou JwokapSioy kol apTpiookNouvon oTe apmpieg,

+ Meplhapfidver GAouc TOUS NPOTIEVOLC OPOU e TN MG exdnayjar ova

oot
Teprypapn emheyyiévuy avemBunTun evepyeiiv, Emrmi kpior: £ ehepy-
EVEG KAVIKEG pehéreg, 22 (0,5%) and Toug 4168 aoBevels mou umohrifnkav oe
Bepaneia pe npeprioia Soan 160 mg enzalutamide eppavioay emhnyri) kplon,
vt Tpeic aobieveic (0, I%nwﬂqiuvawm«mmmmwucmﬂmkmj%]
riow éhafe fikaouTain epipd | onH
TENE] ONIaVTIKG TIpOWWTIKG TiapdyouTa Tou mﬁuwu ppivong endeyc
Kplang, G eviikaronpileran and Ta npokhvika Sedopiéva ke arid 1a Sede-
HEva and pia pehe Khiiaroon TG S6anG. Z1ic eNeyYOHEVES KAMKEC HENETE,
e€aipéBriav o1 aoBevelg e mponyoUpevn emni kpion ) pe napdyovTeg
KMBUVOU Yic TV ipévion emhrTTC Kplon, Ze i Sokapr jovol okENoug
9785-C1-0403 (UPWARD) yia Trv afiohdynion Tr; enmmiuons, T eminikiy.
Kpioeww o aoBevel; pe MpoSicBeowouc Tapdyovte: yia exBiipwon emhry:
KW Kploguw (amd Toug onoious; 1,6% el 1oTopikd emhrymixiv kpioeun), 8
and 366 (2,2% acBevei; mou ehaPav Bepaneia |is enzalutamide gppdvioay jia
emhnrrmic kplon. H Giyiean Sidpweia g Bepaneiag frov 93 pives. Aev elval
YVWOTEK 0 Jnyaviopos éow Tou onolou 1) enzalutamide ymopel va peioe Tov
0uli6 Twv emAnTmikv kpioewy, aANd Ba unopoboe va oxenioTe e Tadeopéva
and in vitro pehévec niow Sefyvouy 6T 1) enzalutamide kat o evepyds petaBohfmg
menpoobévovTal kal propel va avaoTehouy m SpactkdTra Twv Siaihuv Twv
1OvTuV Yhupiov Tou GABA.
ookt kapéiai) voo0: Z& THCIOMOINEVEG KAVIKEC, PEAETEC heyyOpevec
HE EROVIKG (GpYAKD, 1 10y} KopBiakr) v6oas, Ejiaviomie oo 3,7% Twv
aofeviv nov éhaPav enzalutamide ke ADT ouyxpmxa pe 1,5% Twv aoBeviv
miou éhafav eovikd @dppiako kat ADT, Aekanévre (0,4%) aoBevei; o ﬂuﬁuv
enzalutamide xon 2 (0,1%) aoBevelc mou Ehafav ewovikd gdppiako epgavioay
ouppav ioykTiG Kapiakric vooou Tiow offynoe ot Bavato,
Avagopd néiavoloyoiew avemBiptuy evepyain: H avagopd nvolc-
YOOUEVV OVEMEUITLLY EVEDYEIGN JETA and T yopriynan Abein; kukkogopiag
ToU QapyaKeuTIKOU Tpoidviog eivar onpavTike. Enmpémel T ouvey) napaxo-
‘AotBron TG oyEong ogEhouc-kIVBIVOU TOU POPHCKEUTIKO) TIpOIGV TG, ZnTeiTal
0 TOUG ENayyETiEG UyElag va avaipépouy oroteadirote mBavohoynHeve
CVEMUITIEC EVEPYERES JECR:
EA\aba: EBvikdc Opyaviopioc Gapydkuwy, Meooyeiwv 284, GR-15562
Abrjva. Tk + 30 21 32040380/337, Gak; + 30 21 06549385, lavdronoc; hitp://
wwweofgr
Kumpog: Dappaxeumiéc Ympeoies, Ymoupyelo Yyeiog, CY-1475 Aeukwola, Tnh:
+357 22608607, (ot + 357 22608669, lovoronog www.mohgovcy/phs
7.KATOXOE THE AAEIAZ KYKNOQOPIAE
Astellas Pharma Europe BY, Sylviusweg 62, 2333 BE Leiden, ONavbia
8. APIOMOE(OI) AAEIAX KYKAODOPIAL
EU/1/13/B46/002 (40 mg emualupipéva pe Nermd upévio diowia)
EU//13/846/003 (80 mg emchupipsév e emmo upévio Biowia)
9, HMEPOMHNIA NPOTHE ErKPIEHE/ANANENEHE THE AAEIAZ
Huepoynyia ripurmc éyepong 21 lowviou 2013
Huepopnvia teheuralag avenvéwang 8 Qefipouapiou 2018
10. HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY: 30 Anpihiou 2021

mpspskmnpo‘pwﬂswnmnqmmmunmﬂmmmémasM
otov BikTuakd Tamo Tou Eupumaikol Opyaviopiol Qappdxuww: hitp

europagl.
OAPMAKEYTIKO TIPOION 1A TO OMIOIO AMAITEITAIIATPIKH EYNTATH
EANdGa*

Mepiexnwdmma Méyebog ovakeuaaiag Nogokopeiaxr
40mg /TAB Koutt X 112 emkahuppiéva €2.26167

e AemTo upevio Siokla

Mepiextkdmra  MéyePog ouokeuasiog Auavikr) iy pe QA
40mg/TAB Kouti X112 emwahuppéva €300925
e hemo pgvio Siokia

*Kurhogopoiv pévo 1a 40 mg emkahupipéva pe Mero uyiévio Siakia

BonBriore va w’vouv TEI q:dppuxn 1o ao@ahr kal

a OAA T gdppum

OAEL ng avemipn e |s
3 I-' Bﬁ PVI iNH KAPT

ZupnAnpavovrag Tv «Ki

,astellas

Astellas Pharmaceuticals A.E.B.E.

Aynoidou 68, 151 23 Mapodar, ABriva. T\ 2108189 900, Fax: 216 8008 998
wwwastellas.com/gr

Tomadg Avinpdawniog/Mavopiéag npoidviy Astellas ot Kinpo:
Novagem Ltd, Tyk: 00357 22483858



ZYNTArOrPA®IKEZ MAHPO®OPIEZ TOY MPOIONTOX

To @dppako auto TeEAEr UTTO Uupnmpwpunm TnapakoholBnon. Auto Ba emTpéwel To vpnvopo Trpocélopropo VEWV ﬂquocpoprwv aopaheiac. ZnTem:u amod Toug
cﬂuwd\punzg uyeiag va avagépouv otroieadrimote mBavohoyoUpeveg avemBupnTeg evepyeieg, BA. Trapdypago 4.8 yia Tov Tpémo avagopds avemBuunTwy
evepyeiv. 1. ONOMAEZIA TOY ®APMAKEYTIKOY MPOIONTOZ. CABOMETYX 20 mg emkaAvppéva pe Aemio upévio diokia. CABOMETYX 40 mg
emikaAuppéva pe AeTtd upévio Siokia. CABOMETYX 60 mg emkahuppéva pe AeTro upévio Siokia. 2. MOIOTIKH KAI NOZOTIKH ZYN@EEZH. CABOMETYX
20 mg emkaAvppéva Pe AeTTTo upévio Siokia. KaBe emkahuppévo pe Aettod upévio Siokio repigyel kaPofavmivipn (S)-pnhikn ioodivaun pe 20 mg kaBolavmvipng.
Exdoya pe yvwain 0pdon. Kabe emkaluppévo pe Aetrmo upévio diokio mepiExel 15,54 mg Aaxrodng. CABOMETY X 40 mg emkaAuppéva pe AeTTté upévio Siokia.
Kdbe emkaluppévo pe Aemmo wpévio diokio TepiExel kapolaviivipn (S)-pnhikn 1oodivaun pe 40 mg kaPolavnviBng. Ekdoya pe yvwaorr Spdor. Kabe
emKahuppévo Pe AeTTo upévio diokio Tepiéxel 31,07 mg Aaktodng. CABOMETYX 60 mg emkahuppéva pe AeTTo upévio Sioxia KaBe emkahuppévo pe AeTrTo
upévio diokio TrepiExel kaPodaviviBn (S)-pnAikr ioodbvapn pe 60 mg kaBodavnviBng. Exkdoxa pe yvwarn) Spdar. Kabe smkaluppévo He AETTTo upévio Siokio
TepiExel 46,61 mg Aaxtodng. Na Tov ARpn katdhoyo Twy exdoxwy, BA. mapdypago 6.1. 3. PAPMAKOTEXNIKH MOP®H. Emkahuppévo pe AETITo upévio
Siokio. CABOMETYX 20 mg emkahuppéva pe Aetrto upévio Siokia. Ta Siokia eival kitpiva oTpoyyuld xwpig eyxdpatn kai pépouv Ty evdeign «XL» ot pia
TAeupd kai Tnv EvBeign «20» atnv dAAn TTheupd Tou Siokiou. CABOMETYX 40 mg emmkaAuppéva pe AeTiTo upévio Siokia. Ta Siokia eival KiTpiva TpIywvIKG Xwplg
eyxdpatn kai pépouv Tnv évdeign «XLy» ot pia TTAeupd kai v EvBeign «40» oTnv GAAn TTAeupd Tou Siokiou. CABOMETY X 60 mg emkaAuppéva Je AETITO Upévio
Siokia. Ta Siokia eival kitpiva opdA ywpic eyxapaln kar @épouv v Evdeign «XL» atn pia TAeupd kai Tnv €vBeifn «60» otnv dAAn TrAeupd Tou diokiou. 4.
KAINIKEEZ NMAHPO®OPIEE. 4.1 ©@epartreutikég evBeiteic. NeppokutTapikd kapkivwpa (RCC). To CABOMETYX evBeikvutan w¢ povoBepareia yia
Bepareia Tou TIPOXWPENHEVOU VE@POKUTTapIkoU kapkiviwpatog (RCC). - ot evijhikeg Trou Bev Exouv AdBer TTponyoUpevn Bepatreia pe evBidpean 1y TImwyr
Tipéyvwarn (BAETE Tapaypago 5.1), - oe evijAIKEG HETG aTTd TiponyoUpEevn aTo)elouoa Bepartreia ayyeiakol evdoBnAiakol augnrikol TrapdyovTa vascular
endothelial growth factor (VEGF). To CABOMETYX, ot guvduaopé pe viBohoupdpTrn, evOeikvuTal yia TV Bepartreia Tipwing-ypappnig ot evijAikeg aaBeveig e
TIPOXWPNHEVO VEQPOKUTTAPIKG KapKivwpa (BA. Tapdypago 5.1). HmarokutTapiké kapkivwpa (HCC). To CABOMETYX evBeikvuTal wg povoBeparreia yia T
Beparreia Tou nTraTokuTTapikoU Kapkiviparog (HCC) ot evijAikeg Trou £xouv AdBel Tiponyoupévwg Beparreia pe oopageviptm. 4.2 Aogoloyia Kal TpoTTog
Xopriynong. H Bepareia pe CABOMETYX Ba TipéTel va TipayparoToleital amo 1atpd EUTIEIPO OTr) XOPrYNoT avTIKAPKIVIKWY QAPHAKEUTIKWY TIROIOVTWY.
Aoooloyia. Ta diokic CABOMETYX (kaBolavmiviBn) kai o1 kayouheg COMETRIQ (kaBodavTiviBn) dev eival Bioicodivapa kai dev TIpETTE! va XpnoipoTrololuvial
10 £va avTi Tou dAhou (BA. Tapdypago 5.2). To CABOMETYX wg povoBeparreia. Ma to RCC kai To HCC, n ouviaTwpevn &6an Tou CABOMETYX eival 60 mg
pia gopd nuepnoiwg. H Bepameia Ba Tpémmel va ouvexioTei pExpl 0 aoBeviig va unv eTiwgeAeital TTAEov KAIVIKA arrd Tn Beparteia 1) pEXPI va EUQAVIOTE] Jn
amodexTr| TogikoTnTa. To CABOMETYX 0¢ guvbuaguo LE VIBOACUUGHTTIN TNV MRWIN-ypapun Tpoxwpnuévou RCC. H guviotwpevn doon tou CABOMETYX
eival 40 mg pia gopa Tnv Nuépa ot guvBuaopd PE VIBoAoupauTn TTou Xopnyeital evdogAeBiwg eite wg 240 mg kaBe 2 efdopadeg eite wg 480 mg kGBe 4
efdopadec. H Bepameia pe CABOMETYX Ba mipémel va auvexioTel péxpl Tnv €EEMIEN Tng vooou 1 T pn amodekTr) TogikotnTa. H viBoAoupdpTm Ba mpémel va
OUVEXIOTE HEXPI TNV EEEMIEN TNG vOOOU, TN pn aTTodeKT TOIKOTNTA 1] Ewg Kai 24 priveg o aoBeveig xwpig eEENEN TG vooou (BA. MepiAnwn Twv XapaknpioTikwy
Tou Mpoiévtog (MXM) yia ) Sogoloyia g viBohoupdpmng). Tpomoroinan e Geparelag. MNa T Siayeipion Twv UTIOTITWY AVETTIBUHNTWY EVEPYEILIV TOU
(pappdkou pTTopel va amarteital TTpoawpivr) Siakotr Beparreiag f/kail peiwaon Tng déang g Bepameiag pe CABOMETYX (BA. Mivaka 1). Otav n peiwan mg
86ang eival atrapaitnn o poveBepareia, ouviaTdTal va peiwBei ata 40 mg npepnaiwg kai katoTiv ota 20 mg npepnoiwg. Otav To CABOMETYX yopnyeitat
o€ ouvduaopé He viBohoupdpTrn, ouvioTdral n Heiwon g déong ota 20 mg CABOMETYX pia gopd Tnv nuépa kal otn ouvéxeia ata 20 mg kdBe deltepn
nuépa (avatpéére oty NXM g viBoAoupapTIng yia T CUVIGTWHEVT TpoTroTroinan g Bepareiag yia 1y viBohoupdpTtmn). Ma 1 diayeipion g TogiIKATNTAG
BaBpol 3 1) peyahiTepou oUp@vVa HE Ta KOIVA Kpirpla opohoyiag yia avemBopnTes evépyeieg (CTCAE) r pn avektrig ToikotnTag Babuol 2, ouvioTtdral n
SiakoTr| Mg ddang. Zuviatdral n peiwaorn g déong yia cuppdvTa, Ta omoia, £dv eppévouv, PTropolv va Karaatolv coPapd ri pn avektd. Edv évag aoBevrig
Tapaheiyel pia d6on, n 86an Tou Tapaheipbnke dev Ba TpETTEl va AngBEi edv amopévouv AiyoTepeg amd 12 wpeg péxpl v emopevn boon. Mivakag 1:
TuvIOTWHEVEG TpoTToTroInoEl 56ong Tou CABOMETYX yia avemBopnTeg evépyeie. AvEmBupnTn Evépyeia kai O§UTnTa. AvemBipunTes avndpaaoeig
BaBuou 1 kat BaBpol 2 Trou eivan avekTég kar eOkoAa avTigeTwiTiopeg. TpotroTtroinon Bepatreiag. Aev amrameitan ouviiBwe Trpooappoyr ddang. NpooBéoTe
TIAPOXT) UTTOGTNPIKTIKIS GppovTibag oupgwva He TiG evoeiteig. Avermn@upnTn Evépyeia kan O§uTnTa. AvemBipnTeg avnidpdoeig BaBpou 2 Trou eival pn avekTég
Kkal Gev elval SuvaTo va avTIHETWTTIOToUY e Peiwan BOang f UTIooTNPIKTIKN gppovTida. Tpotrotroinan Beparreiag. AlakoyTe Tr Bepatieia £wg 6Tou N avermBupnTN
avTidpaor amokaractabei oe Babud <1. MNpooBéate urooTnpiknkn @povTida olpgwva pe Tig evieifes. EEeTdoTe 10 evdexdpevo emmavivaping O PEWPEVT
Boon. AvemiBupnTn Evépyeia kan OF0TNTa. AvemBupnTeg avidpdoeig BabBpou 3 (extdg amrd KAIVIKG pn OXETIKEG EpyaaTnpiakés avwpalies). Tpotromoinon
Bepamreiag. AakdyTe T Beparteia £wg 6tou n avemBOunTn aviidpaon amokaractalei o BabBpd 1. MpooBEcTe UTTOTTNPIKTIKY GPOVTION CUHPWVA [E TIG
evoeieic. EmavekkivijoTe ge peiwpévn doon. AvemBounTn Evépyeia kai Of0tnTa. AvemBopnteg avnidpdoeig Babpol 4 (exTdg atmd KAIVIKG pn OXETIKEG
epyaoTnpiakés avwypahies). Tpomomoinon Bepareiag. Aiakdwrte ) Bepameia. Xopnynate kardAnAn arpiki gpovrida. Edv n avemBopntn aviidpaon
amokaraoTaBei pExpl 7o Babpo =1, emavekkiviiote o€ peiwpévn 8oon. Eav n avemBopnin avridpaon dev emiluBei, dakoyTe povipa to CABOMETYX.
AvemBupnTn Evépyeia kol OZUTnTa. Augioeig nramikwy eviipwy yia acBeveig pe RCC mou éAaBav CABOMETYX o ouvBuaopd pe viBoAoupdurm.
AvemiBupnTn Evépyeia kal OEUTnTa. ALT 1 AST > 3 gopig ULN ard = 10 gopég ULN xwpig Tautdxpovn oNki xoAepuBpivi 2 2 opég ULN. Tpotrommoinon
Beparreiag. Aiaxowte 1o CABOMETYX xai T viBohoupdpmn éwg 6Tou autég ol avemBUUNTeG eVEPYEIES uTioxwprioouv ot BaBpd <1 H Bepameia pe
KOPTIKOOTEPOEIDN PTTOPET va EEETaOTE £dv UTIAPXEI uTToWia avTidpaong oXeMI(OUEVNG HE To avoooTioinTiko ouoTnua (avarpégte atnv MXM 1ng viBoAoupdpTng).
Mrropei va emmavefeTaoTei eTTavekkivnon pe éva povo @appako fi Siadoyikn ETIaVEKKiVIon Kal PE Ta BUo pdppaka PETd Tnv avdppwor. Edv EexivijoeTe ek vEou
pe M viBoAoupdapTm, avarpégre oty MNXM g viPoAoupduting. AvemeounTn Evépyeia ko OfUTnTa. ALT rj AST > 10 gopég ULN 1} > 3 gopég ULN pe
TauTéxpovr oAk XohepuBpivny 2 2 gopég ULN. Tpomomoinon Bepameiag. Aiakdwrte opiomikd o CABOMETYX kai 1n viBohoupdprmn. H Beparmeia pe
KopTKOOTEPOEIGH PTTopEi var eEeTaoTel edv uTTdpyEl uTowia avTibpaong oxendOpEVNS HE To avoaoTroinTiké clotnpa (avarpéEte atnv MXM mg viBoAoupdpTng).
Znpeiwon: O Babpoi TofikéTTac cupguvouv ke Ta Kova Kpmjpia Opohoyiag Tou EBvikod AvtikapkivikoU lvamitodtou yia AvenBipnreg Evépyeieg éxSoon 4.0
(NCI-CTCAE v4). ZuyxopnyoUpeva @apuakeuTikd Tpoiovia. Ta cuyyopnyoUpeva @appakeuTikd Trpoiovta Trou eivarl ioxupol avaaToeig Tou CYP3A4 Ba mpémer
va XpNoIPOTToIUVTaI HE TIPOCOXT KAl N XPOvia XPrion cuyXopnyoUHEVWY (PapUOKEUTIKWY TTPOIOVTWY TTou amoteAolv Ioxupols eTraywyeig Tou CYP3A4 Ba
TIpETTEl va atto@elyeTal (BA. Trapaypdpoug 4.4 kat 4.5). Oa Tpémel va HeAETNBEN n emAOYT EVOG EVOAAIKTIKOU GUYXOPNYOUHEVOU PAPHAKEUTIKOU TTPOIOVTOG HE
kaBoéhou f) eAdyioTo duvapiké va eTrayel rj va avaoTtéhhel To CYP3A4. Eidikoi mAnBuapol. HAiwpévor agBeveic. Aev ouviotdrar ek TTpooappoyn g d6ong
yia tr Xprion g kaBofaviviBng ot nAikiwpévoug (2 65 €mn). GuAr. Aev amameital Tpooappoyn Tng Boong pe Bdon v eBvikdtTa (BA. Mapdypago 5.2).
AoBeveic pe veppik BugAemoupyia. H kaBolavmiviBn Tpéme va yopryeital Je Trpoooyr| ot aoBeveig Pe ima f pérpia veppikn Suoheroupyia. H kaBolavivipn
Bev auvioTdral yia xprion ot acBeveic ye coBapr veppikr] Suohemoupyia, KaBug n ao@aAela Kal n aTroTeAEapaTIKOTNTa Sev £Xouv TEKUNPIWBEl O auTév Tov
TAnBuopo. AoBeveic pe nankr duoAsroupyia. Te aoBeveig pe ma nramkr duchsmoupyia dev amaiteital Tpooappoyr Tng doong. Aedopévou 611 pévo
Tepiopiopéva dedopéva eival SlaBéoipa yia aoBeveig pe pétpia nakr dugAemoupyia (Child Pugh B), dev ptmopolv va doBolv ouotdoelg Socohoyiag.
ZuvigtdTal oTevr) TrapakoAoUBnon g cuvohikng acpdaleiag oe autoug Toug aoBeveig (BA. Mapdypago 4.4 kal 5.2). Aev uttdpyel kKhivikr] epTreipia oe agBeveig
pe gopapri nanikn ducAemoupyia (Child Pugh C), omére dev ouviatarar n xprion g kapodavmivifng oe autolg Toug acBeveic (BA. Mapdypago 5.2). AgBeveic
ue kapdiakr) duaAsmoupyia. Ta oToixeia yia aoBeveic pe kapdiakr SuoAemoupyia eivar Trepiopiopéva. Aev pmopoulv va TpaypartoTroinBoulv eibIkég TUOTATEIG
Sooohoyiag. Madiarpikoc mANGuaudc. H aopdAeia kai n amoreheopamkdTnTa TnG kapolavtiviBng ot Traidid nAikiag <18 eTwiv Bev £xEl aKOPT TEKUNPIWOEL. Agv
uTrdpyouv Siabéoipa Sedopéva. Tpdtog xopriynong. To CABOMETYX mpoopileral yia xprion amé 1o otépa. Ta diokia Ba pémel va kataTrivoval oAdkAnpa
Kai va pnv Bpupparitovral, @a TrpéTel va doBouv 0dnyieg oToug acBeveig va PNy TRWVE TITTOTa yia TouAdyioTov 2 wpeg TIpIv Ewe 1 wpa peta Tn Ayn Tou
CABOMETYX. 4.3 AvrevBeifeic. Ymepevaiobnoia ot dpaoTikr oudia fj ge kdmolo ard Ta éxdoxa Trou avagépovtal oy Trapdypago 6.1. 4.4 Eibikég
TPOLIBOTOINOEIC Kai TIPOPUAAEEIC KaTd Tn Xphon. KaBug 1a Trepioadrepa oupBdavra mpoekdTriouy vwpic aTtny Topeia g Bepareiag, o 1aTpde Tpérer va
ctE,lvovai oxo)\ao'rmc’x Tov aoBevr) aTIg TIpWTES OKTW efBopddeg TnG Bepameiag yia va TTpacdiopioer edv amraimoUvTal TpOTIOTIOIROEIS TG doang. ZupRdva TTou
YEVIKWG EXOUV TTRWIKN s&éﬂ.\won ncpll\ayBuvow uraoBeomiaipia, umokahiaipia, BpopBorrevia, uméptaon, ouvdpopo epuBpoducaiodnaiag ncl.\uuwv-
TEAPATWY (PPES). TprTslvouplcl KQll YAOTPEVTEPIKG (I'E) oupBavra (koiakd ahyog, pheypovry B.'\zwovovou Suokoikioma, ﬁmppom EPETOG). H uwmemmcg
Lol SlakoTt i Booi B A Ma 4.

VEQPOKUTTOPIKG KapKivwpa JETd amd TrponyoUuevn oToxeupévn Beparreia pe uwemxo avﬁuﬂn.\iam augnnko Trapayovia (VEGF), pewaeig kal SIakoTiég g
Boong Adyw piag avetnBupnTng evépyeiag (AE) ouveBnaav oto 59,8% kai 70%, avrioToixa, Twv agBeviov ou EAaBav kaBolavniviBn o Baoikr) kAivikr doxipn
(METEOR). AU peioeig Tng dooohoyiag xpeidodnkay oto 19,3% 1wy agBeviov. O didpecog Xpovog £wg TNV TIPWTN HEiwan Tng docoloyiag rrav 55 nuépeg,
Kal Ewg TNV TIpLuTn SiakoTir) dooohoyiag fTav 38 NUEPES. Ze VEPPOKUTIAPIKG KpKiVPa Xwpig TTponyouuevn Beparreia, peiwatig doang kai SIakoTteg TG d6ang
naparnpeidnkav oo 46% kai 73%, aviioToixa, Twy aoBevivy Tou EAaBav kaBolavniviBn atny kAwikr) dokipr) (CABOSUN). Orav ) kaBodaviiviBn xopnyelral og
ouvouaaopo PE VIBoAOUNGUTTT OF TTRUWINS-YRAULIS TTROXWPNLEVO VEQPOKUTTapPIKG Kapkivwya, peiwon Tng doang i diakotrr Tng doong Tng kaBolavtiviBng Adyw
AE ouvEpn oe 54,1% kai 73,4% twv aoBeviv atnv khivikr dokipr) (CA2099ER). AmanmiBnkav SUo peioelg Tng doong o1o 9,4% Twv acBeviv. O pégog xpovog
£wg TNV TTpWTn pEiwon Tng doong fitav 106 nuépeg kal wg Ty TTpwTndiakeT Tng S6ang ritav 68 nUEPES. ZT0 NTIATOKUTTAPIKG KAPKIVWHA HETA AT TTPONYOUHEVT
ocuaTnuikn Beparreia, o1 pawoelg g doang kal o dakotég doong auvipnoav oto 62% xai B4%, avrioToiya, Twy aoBeviov Trou éhafav kaBofavnviBn atnv
kAwvikry dokipr) (CELESTIAL). Avo peiwoeig d6oewv amairiBnkav ato 33% Twy aobevisv. O SIGPETOG XpOvog HEXPI TN peiwan Tne TTpwIng doong frav 38



NHUEPES KAl PEXPI TNV IAKOTIN TNG TipWwTn doong Nrav 28 nuépeg, ZuvioTaral oTEVOTEPN TrapakoAouBnon ot aoBeveig pe fma f pérpia nrianikn SuoAemoupyid.
Hmatorofikétnta. Mn quaotohoyikég TIHES oTIg EEETATEIC TNG NTTaTikng Aemoupyiag (avénon Tng apivotpavogepdong g aiavivng [ALT], g aomapTikig
apvotpavopepaang [AST] ko g xoAepuBpivng) TrapatnpnBnkav ouyva oe aoBeveig Tou éAaPav Bepameia pe kaolavriviPr. Zuviotaral n diegaywyr)
egetdoewy namkric Aerroupyiag (ALT, AST kai xohepuBpivng) Tpiv amd v évaptn tng Beparmeiag pe kaBolavTiviBn kai n TpooexTikn TTapakoholBnon kard T
didpkeia g Bepamneiag. MNa aoBeveic pe emdeiviwon Twy EETACEWY TNG NTTATIKAG AeToupyiag Trou Bewpouvral oxen{opeveg He Tn Beparreia pe kaBolavrivin
(dnA. 6mrou Gev eivan epgavic Kapia evahakTikn amia), Ba Trpéel va akoAouBouvtal ol gupBoulég TpoTromoinang Tng doang otov Mivaka 1 (BA. Tapaypago
4.2). Otav n kapodavrivifn xopnyeral oe guvduacpd pe viBoAoupdpTm, £xouv avagepBei ouxvoTepa BaBpol 3 kai 4 au€noeig ALT kat AST o oxéon He T
povoBeparreia pe kaBolavnviBn oe aoBeveig pe Tpoxwpnuévo RCC (BA. Mapdypago 4.8). Ta nmarikd éviupa TpéTer va TTapakohouBolvTal TIpIV aTo TV
évaptn kar Trepiodika kara tn Sidpkeia Tng Bepameiag. Mpémel va akohouBouvtal ol 0dnyieg laTpikng dlayeipiong kai yia Ta o gdppaka (BA. Mapdypago 4.2
kai avarpé€re atnv MXN yia ) viBohoupdpTmn). H kaBolavnviPn amoBdiheral kupiwg péow Tng nmamkng odol. ZuviaTtdral oTEVOTEPN TTapakoholBnan g
ouvoMiKiG ao@aAeiag oe aoBeveig pe fma r) pétpia nrankr duoAemoupyia (BAETe eTtiong Trapdypago 4.2 kai 5.2). Mia uwnAoTtepn OXETIKI) avahoyia aoBevioy
pe pérpia nmarikr) Suohemoupyia (Child-Pugh B) epgpdviae nmamkr eykepalomdBea pe T Beparreia pe kaBolavnivipn. To CABOMETYX &ev ouwviatdral yia
xprion oe aoBeveic pe ooPapr) nraTiki duaAemoupyia (Child-Pugh C,BA. Mapdypago 4.2). Hanikr eyke@arorrdBeia. £ peAérn HCC (CELESTIAL), n nmarmikn
eykeqahomrdBela ava@épBnke cuyxvotepa atnv opdda kaBodavTiviBng amd auTr| Tou elkovikoU gpapudkou. H kafodavriviBn éxel cuayeioTel pe didppola, £uETo,
Helwpévn opeén Kai diarapaxég nhexkTpoAutwy. Ze aoBeveic pe HCC pe emnpeaopévn nmarikr Aeiroupyia, autég o1 pn NITATIKEG ETMIOPACEIS UTTOPET va Eival
TIaPAYOVTEG ETTIOTTEVONG Yia Tnv eEENIEN Tng nmamikig eykepadomrdBeiag. O aoBeveiq TipéTel va TTapakoAouBoUvTal yia onpEia Kal UPTITWHATA NIaTkig
eykepahoridBeiag, AlaTpAOEIC Kai UU[.]iy_\[IU. ZuBupég I'E BiaTprioeig kal oupiyyia, PEPIKES popég HE polpaia ExkBaar), Exouv ﬂupumpnﬂsi HE TNV KGBOC(IV’HViﬁrL
Q1 aoBeveig Tou Exouv qn\t:\,'pcvwﬁr] vooo Tou eviépou (1. vooo Tou Crohn, eAKwiSr] kohimida, Tepmovinda, E.KKoAnwummBG n UKw,\r]xoaﬁhléu) Exouv
B1{Bnon Tou dykou atn ME 0d0 1 Trupouomiouv ETTITTAOKEG QTTO TIPONYOUHEVT xenpoupvu(r] ETEPPaATT TOU YAOTPEVTEPIKOU QUCTHHATOG (|6|an'epu orav oxeﬂ(erm
He kaBuoTepnuévn urs)u’] enoquuq) Ba Tpémel va agioAoynBolv TTpooEekTIKG TTpIv apyioouv Tr Beparreia HE KaBoCuvann Kal, OTn GUVEXEIT, Ba mpémel va
TapakohouBoUvTal OTEVA Yia CUPTITWHATA SIOTPACEWY Kal oUpIYYiwy, oupTTEpIAGpBavopEVWY TwWY aTTooTnudTwy Kai T orjyn. Emipovn r emavepgpavifopevn
Bidppoia ot didipkeia TG Bepartreiag PTTopei va eival TrapdyovTag KivBuvou yia Tnv avamruén pwkTikol oupiyyiou. H kaBodavTiviBn mpéme va SiakoTrreTal og
aoBeveig Trou epgpavifouv BiIdTpnon Tou YaoTpeVTEPIKOU CUOTHHATOS 1 oupiyyio Trou Sev PTTopei va avTipeTwmoTel eTrapkwg. FaoTpeviepikég (TE) Siatapayéc.
H Bidppoia, n vauTia/EPETOG, N HEIWHEVN OPEEN Kol N OTOHATITISA/OTOPATIKG AAYOS NTAV HEPIKES AT TA TTIO CUXVA ava@epBEVTa OUHBAVTA TOU YOOTPEVTEPIKOU
(BA. Tapdypago 4.8). Apeon iatpikr| Siayeipian, cuPTTEPIAAPBAVOPEVNG TNG UTTOOTNPIKTIKAG PPOVTIONG HE AVTIEHETIKG, cvnﬁluppo‘lkd 1 avmiégiva, Tfpém:i va
EQappooBE yia TV TIPOANYN TNG aQUBATWONG, TWV JIATAPUKWY TWV m\empo.\muv Kal TG crrrw:\zlug Bctpoug H diakot 1y peiwan g ﬁoor;g nn povu.rr]
Biakot| TG Xoprynong kapolavmvifng Ba Trpémmel va AapPaverar uTroyn Ot TIEPITTTWGON ETTHOVWY 1} ETTavaAQUBaVOHEVWYV CNHAVTIKWY YOOTPEVTEPIKWY
avemBupnTwy evepyeiov (BA. Mivaka 1). @pouBospBohika oupBavia. Me Tnv kaBolaviviBn, éxouv TapampenBe oupBavia eAeBixic BpopBoeBon,
oupTepiAapBavopévioy cupBAavIwy TIveupovikig epBoAng kai aptnpiakis BpopBoepBolis pepikés @opic Bavameopa. H kaolaviiviBn mpeme va
Ypnoiporroleiral e Trpocoxr) ot agBeveig ou Trapouaialouy Kiviuvo I TIou EXouV IOTOPIKO QUTWY Twv evepyerv. Zin pehérn HCC (CELESTIAL), maparnprifnke
TruAdia @AePikr BpopPwon pe kapodavmiviPn, cupmepihapBavopévou evog Bavarngopou oupBdviog. AaBeveic pe i0Topikd Trubaiag @AeBikrig BIRBnong eavnke
va Biarpéxouv peyahlTepo kivduvo avamTuéng TTuhaiag ghefikic BpopBwong.H kaBolavriviBn Ba Tipémel va diakotrel oe aoBeveig Trou avamTiocoouv o§u
Epgppaypa Tou puokapdiou fi omoladriTroTe AAAN kKAivika onpavTik OpopBospBolikn emmhokr). Aigoppayia. Me Tnv kafodavriviBn éxer rapatnpnBei coBapn
aipoppayia HEPIKES popég Bavatngdpa. Or aobeveig TTou £xouv IoTopikd aoBaprig aioppayiag Tipiv amé Tnv évapén Tne Bepateiag Ba TipéTel va agloAoyouvTal
TIPOOEKTIKG TTpIv atré Tnv Evapén Tng Bepamreiag pe kaBolavmivifn. H kaBodaviivifn dev ipémrel va xopnynBei oe aoBeveig Trou £xouv i Siatpéxouv kivduvo yia
cofapr) aioppayia. Zn peAén HCC (CELESTIAL), avagépbnrav Bavamgopa aipoppayikd oupBavia oe uynhdtepn ouxvetnia pe kaBodavmvipn armé 1o
EIKOVIKO @dppako. O Trapdyovieg kivdivou TipodidBeong yia coBapr aipoppayia atov TANBuopd pe ipoxwpnuéve HCC prropei va mrepidapfavouy Tnv
oiiBnon amd Tov Oyko TwV KUPIWY HOPOPWY AyYEIWY Kal TNV TIApousia UTIOKEIPEVNS KIppwong Tou ATaTog Tou £XEl we aTtoTéAeca T dnuioupyia
olgogayIkwy KIpowy, TTuAaiag utrépraang kai BpopBoreviag, H peAétn CELESTIAL amékAsioe aoBeveig pe TauTo) povn aviiminKIiKn aywyr f avriaipoTreTaNiakoug
TapdyovTeg. AoBeveic rou Sev AddpPavav Beparreia fj pe eAMTIr BepaTieia, yia KipooUg He aipoppayia rj e uywnhd kivduvo aipoppayiag efaipéBnkav eTiong amo
™ peAérn autry. H peAétn Tng kaBolavriviBng ot ouvduaopd pe tn viBoAoupdpTn ot mpoxwpnpévo RCC mpwrng ypappric (CA2099ER) amékAeios agBeveig pe
avTITnKTikd o€ BeparreuTikég Booelg. AveupUopara kai aptnpiakoi Siaxwpiopoi. H xprion avagtoAéwv g VEGF 0doU ot aoBeveig PE 1 wpig uTTEpTaon YTTopei
va TTpodiyEl TOV OXNUaTiopd aveupuopdTwy i / Kal aptnplakwy diaxwpiopwy. O kiviuvog autdg TIpETTE! va AapBAvETal TIPOTEKTIKG UTIOWN TIpIV aTid TNV Evapén
™G Bepameiag pe kaBolavTiviBn ot agBeveig Trou TTapouaidlouy TrapdyovTeg KIVBGVOU GTTWG UTTERTAOT 1 10TopIKG aveuplUoparog. ©poyfBorevia. ZTn peAéTn
HCC (CELESTIAL), avagépBnke BpopBomevia kai peiwpéva aigometdhia. Ta emimeda aipotmeraliwy Tpémel va TTapakoAouBolvtal kard Tn didpkeia g
Bepareiag pe kapodavrivipn kai n déan va TpoTroTrolEiTal avdhoya pe T gofapdtnia Tng BpouBomeviag (BA. Mivaka 1). EmmrAokéc Tpaupdiwy. Me v
kapolavmiviBn éxouv TrapatnenBel emThokég Tpaupdtwy. H Bepameia pe kafolavmviBn Ba mpémer va Siakotrel TouAdyioTov 28 nuépeg Tpiv ammd TNV
TIPOYPAUPATIOHEV XEIPOUpYIKN ETTEPRACN, CUPTIEPINAUBAVOREVNG TNG ODOVTIATPIKAG XEIPOUPYIKG ETTENRACNG 1 Twv ETTEURATIKWY ODOVTIATRIKWY
TapepPacewy, edv eival Suvard, H amdpaon va cuvexioTei n Bepareia pe kaBolaviviBn petd mn xeipoupyikn eméppaon Ba Tipémer va BaciaTel oTnv kKAvIKY
Kkpion yia TNV £TTapKi EToUAWan Tou Tpadpatog. H kaBodavTiviBn Ba Tipérrel va SIakoTIEl 08 aoBeVEIG e ETITTAOKES ETTOUAWONG TRAUHATOS TIOU ATTamouV IaTPIKA
Tapéppaon, Ymépraan. Me v kapolaviiviBn £xel rapatnpnBel utrépracn. H apTnpiakr Triearn TPETTE va EAEYXETAI KAAG TIpIV aTtd TNV Evapén Tne kaBolaviviBng.
Kara tn diapkeia ¢ Beparreiag pe kaBolavivifn 6hol of acBeveic Ba Tipéel va TrapakohouBouvTal yia UTIERTAOT Kai va avTIPETwTTovTar, GTIwE aTraimeital, pe
TUTTIKT| avriuTrepTaaikn Beparreia. Zny MEpiTTWaon Eppovng uTIEpTaong TrapdT yivetal Xprion avTiuTreptacikwy, n doon kaBolaviiviBng Ba Trpétrel va peiwBei.
H kafolavnivipn Ba Trpémrel va diakoTrei av n utiEptaaor eivar coapr kai ETTipovN Trapd TNV avTuTTepTacikr Bepareia kar Tn peiwon 86ong g kaBofavnviBng.
Ze TIEPITITWOT) UTTERTATIKNG Kpiong, n kaBolavTivipn mpémer va diakorrei. Qoteovikpwar. ‘Exouv rapatnpnBei TiepioTanka ooTeovekpwang Tng yvdadou (ONI)
pe v kaBolavtivipn. @a Tipémel va dietayBei otopankn e€éraon piv ammd v évapén Tng kaodavriviBng kal Trepiodikd kard Tn Sidpkeia Tng Bepareiag pe
kaBofavnivipr. O agBeveic Ba Tpémel va evnpepwBolv 6cov apopd TIG TIPAKTIKEG aTopaTKAG uyievnic. H Bepamreia pe kaBodavmviBn Ba Tpéme va avaoTahei
TouAdyioTov 28 nuEpPEG TTPIV aTTd TNV TTPOYpappaTopévn oSovTIaTpIKe) XEIpoupyiKr emEpBaan ) Tig eTepParTiké oBovTiarpikég TTapepBaoEig, edv eivar Suvaro.
Amraiteitan Trpoooyr ot acBeveic Tou AapBdvouv pdpuaka Trou oxeTiovral pe v ONI, émwe Sipwaopovikd. H kafolavriviBn Ba mpémer va SlakéTreTal o
acBeveig Tou epgpavifouv ONIT. Zivdpopo epubpoduaaiotnoiag mahapwv-reAudrwy. Me Tnv kaBodavriviBn £xel TapatnpnBei ouvBpopo epuBpoducaiobnaiag
maAapav-TreApdTwy (PPES). Orav to PPES eival goBapd, Ba rpéter va AngBei utrdyn n diakoTrr Tng Bepameiag pe kaBolavniviBn. Mpémer va yivel §ava évapén
NG kaBodavTiviBng pe xapnAdtepn doon étav 1o PPES emAuBel oe Babpd 1. Dpwreivoupia. Me Tnv kafolavTiviBn £xel TaparnpnBei puwreivoupia. H mpuwteivn
oUpwv Ba TIpETTEl va TTapakohouBeital TakTIKG katd T Beparreia pe xaBolaviviBn. H kaBolavtiviBn Ba Tipémel va Siakotrei o& agBeveig Trou avarTiooouy
VEQPWOIkG alvdpopo. Zuvpopo omigbiag avaoTpéwiung evkepalomidBeiag. ‘Exel mapatnpnBei ouvdpopo omioBiag avaoTpéyipng eykepahordBeiag (PRES)
pe v kaBolavTiviBn. Autd To ouvdpopo Ba TipEmel va egetaleral oe kaBe aoBevr) Trou eppaviel TTOAAATTAG QUUTITWHATA, OTTWG OTIACHOUG, TTOVOKEPAAOUG,
onTikég diatapayg, auyxuar 1 aAloiwpévn vonTikn Aermoupyia. H Bepameia pe kafolaviiviBn Ba péme va diakomretan ot aoBeveig e PRES. Emipikuvon tou
diaomuarog QT. H kaBodaviivipn Ba Tipéme va xpnoigomoieital pe Tipodoxr| ot aoBeveic pe 10Topikd TTapdraong Tou diaoTiparog QT, ot aobeveig Tou
happavouv avnioppubpika, | oe aoBeveiq pe OxeTIKN TTpolmapxouca kapdiakr vooo, Bpadukapdia, 1 diatapayig nhextpoAutwy. Orav xpnoipotroiEtal n
kaBolavmvipn, Ba Tpémel va efetaderan n epiodikr) TapakoAoUBnon katd T didpkeia Tng Bepamreiag Tou HKM kar Twv nAextpolutiov (aoPéoTio, kdhio Kal
payvriolo opou). AugAeiroupyia Tou Bupsoeidoug. Zuviotaral Bagikr epyaoTnpiakr] pérprnon Tng Aemoupyiag Tou Bupeoeidols ot dhoug Toug aoBeveic. AoBeveig
pe TrpolTidpyov uTroBupeoEBiopo 1 uTiepBupeoEBIouG Ba TTPETTE! va avTIPETWTTICoVTal oUHQuYVa e T ouvriBn IaTpIKh TTPaKTIKA Tipiv atrd v évapén g
Bepareiag pe kapolavmivipn. Ohol o1 agBeveic TipéTel va TTapakoAouBolvtal oTevd yia onpeia kal guptmwpata dugheitoupyiag Tou Bupeoeidols Kard
Gidpkeia TG Bepamreiag pe kaBodavTivipn. H Aemoupyia Tou Bupeoaidolc Ba Tpémel va TrapakolouBeiTal Trepiodikd kal' 6An Tn Sidpkeia Tng Bepatreiag pe
kapolavmivipn. O1 agBeveig Trou avarrriocouv SucAemoupyia Tou Bupeoeidous Ba TIpETTEl va avTigeTwiTi{ovTal oUp@wva pe Tn guvren iarpikr TpakTikr. Mn

ugiohoyikéG TIHEG Bloxnpikwv epyaoTnpiakwy efetdoswy. H kaBodavnviBn €xer ouoxeTioTel HE QUENUEVN OUXVOTNTA EPPAVIONG HN PUOIOAOYIKWY TIHWY
nAekTpoAUTWY (gupTrEpIAGpBavopévng TNG UTTo- Kal TNG UTrepkaliaipiag, TG uTropayvnoiaipiag, e uttacfeoTmididiag, TG utrovarpiaipiag). ZuvioTdral n
TrapakehoUinon Twy BIoxNUIKWY TapapéTpwy karda ) didpkeia e Beparreiag pe kaBolaviviBn kai n eloaywyr] Kar@AAnAng Beparreiag aviikardoTaong
CUPPWVA PE TNV KaBIEPWHEVT KAIVIKI] TIPOKTIKT, eav arrameital. Mepmmwotig nrramkii¢ eykeparotiddeiag oe aoBeveig pe HCC pmopei va ammodoBolv otnv
avdTTugn nAekTpoAuTikwY Biatapaxwy. H diakotrn ) n peiwon g S6ong i n oplaTiki dakotir g Xopnynong kapolavivipng Ba mrpérme va egetaleral oe
Trepitrmwan emipovwy 1 emavahapBavopevwy onpaviikwy diatapaywy (BA. Mivaka 1). Emaywyeic kat avagroheic CYP3A4. H kaPolaviviBn eival uréaTtpwpa
CYP3A4. H auyyopiiynon kaBolavniviBng pe Tov ioxupd avaatoléa CYP3A4, Tnv ketokovadohn, eixe we amotéAeopa uia atgnon g ékBeonc kapolaviivipng
o1o TTAGopa. ATiaieital Trpogoyr Kard Ty xopriynon kapodavTiviBng pe pdppaka Trou eival ioxupoi avaoTtoheic CYP3A4. H ouyyopriynon xaBolaviviBng pe Tov
1oxupod emaywyéa CYP3A4, T pipaptikiv, eixe wg amotéAeopa pia peiwon g éxBeong kaBolavnviBng oto TTAAopa. ZuVETILG, TIPETTEI VO aTTopeuxBei n
XPOViIa Xopriynorn Twy gappdkwy Tou eival 1oxupoi eTmaywyeig CYP3A4 pe mnv kaBolavriviBn (BA. Tapaypdgoug 4.2 kai 4.5). Yrrogrpipara P-yAUKOTTPWIEVNG.
H kapodavriviBn Arav £vag avaotoréag (IC,; = 7,0 pM), aMd ox1 uTréoTpwid, Twy SpacTnploTiTwy peTagopds P-yAukopwreivng (P-gp) ot BikateuBuvTikd
ouoTnpa Tpoodiopiopol Xpnoipotowvtag kuTTapa MDCK-MDR1. Zuvetig n kaolaviviBn pTiopei va EXEl TNV IKQvOTNTA va QUEGVEL TIC OUYKEVTRWOEIS
guyxopnyoupevwy uTrooTpwpdtwy P-gp oto TAdopa. O1 acBevelg Ba mpémel va TpoedotroinBolv 6oov agopd Tn Afyn umooTpwparog P-gp (..
peCopevadivn, ahiokipévn, auTipigevidvn, eTegiAikr daBiyarpavn, iyogivn, koAxikivn, papaBipokn, ooakovaloAn, pavoiadivn, aafayhitrrivn, arrayAimivn,




TahivoAoAn, ToABarrtavn) eviy Aappdvouv kaBolavmiviBn (BA. Tapdypago 4.5). Avaotohsic MRP2. H yopriynon avaoTtoAéwv MRP2 pmopei va odnynosr ot
aufiosig Twy ouykevtpwaoewv e kaBolavmiviBng oto TAdopa. Emopévwg, n Tautéxpovn xprion avaoTtohéwv MRP2 (.. kukhootropivn, eqafipéven,
epTpiomaBivn) Ba TrpéTer va Trpoaeyyiletal pe rpoagoxr| (BA. Tapdypago 4.5). Mposdotromoeic rou axetidovial pe éxkdoxo. AcBeveig pe oTdvia kAnpovouikd
TrpopAfparta ducavegiag otn yahaktodn, pe Lapp aveTidpkeia AQKTAGNG 1) He Suoammoppdgpnarn YAukOEng-yahaktddng Sev TTpETTel va TTdpouv autd 1o pappako.
4.8 AvemBounTeg evépyeieg. Kafodavnvifn we povoBepareia. Nepiknwn Tou Tpogih acgdheiag. O1 o ouxvéc cofapéc avemBUPNTES evépyeieg aTov
TANBuopd RCC (21% ouyvornra) eival To kothiakd dAyog, n didppola, n vautia, n urépTact), n epgBoAR, n uTTovarpiaiyia, n TIVeupovikr) eUBoAr, o EHETOG, N
apuddTwar, n KoTwan, n eEaoBévian, n pewpévn Opetn, n ev Tw Babel pAePikr) BpopBwan, n daAn, n uTopayvnoiaipia kal To ouvdpopo gpubpoduoaioBnoiag
Trahapwv-reApdrwy (PPES). O1 mo guyvég avemBopnTeg evépyeieg omroiaodrimote ouyvornTag (Tou epgavifovial e TouhdyioTtov 25% Twv aoBeviov) atov
TAnBuopo RCC mepihapBavav didppoia, KOTTwaon, vautia, pewpevi) opetn, PPES, uniépraon, peiwpévo Bapog, Epeto, duoyeuaia, BuakoiNeTnTa kol augnuévn
AST. Ymépraon maparnpiBnke o ouxvd atov TTAnBuopd pe RCC xwpig Tponyoupevn Beparreia (67%) ot olykpion pe aoBeveig pe RCC perd amo
TrponyoUuEvn aToxeupévn Beparreia pe VEGF (37%). O1 mo guyvég ooPapég avemBounTeg evépyeieg otov TTAnBuoud Tou HCC (2 1% guyvonTa) eival n
nraTikr eykepalotrdBeia, n e§aoBivion, n kémwaon, 1o PPES, n Sidppoia, n umovarpiaiyia, o £UeTog, To KolAlakd dAyog kal n BpopBotevia. O1 o cuxveg
avemBopnTeg avridpdoeig omoloudnore Babpol (TTou TTapoudidaTnkay ot TouhdyioTov 25% Twy aoBeviiv) otov TAnBuoud HCC mrepiddpBavav Sidppoia,
Hewwpévn open, PPES, komwon, vautia utrépraon kal épeto. AvemBuunteg evépyeleg g Poper) mivaka. O avemBUpnTeS EVEPYEIES TTOU avayvwpioTnKav ot
khivikég peAéTeg pe kaBodavmvipn we povoBeparteia 1y avagépBnkav e T Xprion kafolavmiviBng petd Tnv Kukhogopia Tng avagépovtal atov Mivaka 2,
olppuva e TNV KaTnyopia opydvou guoTripatog Kal T ouyvotnTa kard MedDRA. O ouyvétnTeg Baoifovral o dhoug Toug BaBpolc kar opilovral we eEhg:
oAU ouyvEg (21/10), auyvég (21/100 £wg <1/10) oy ouxvég (21/1.000 éwg <1/100), pn yvwoTég (Sev pmropolv va exTipnBouyv pe Bdon Ta SiaBéaipa Sedopéva).
Evroc kdBe karmnyopiag ouxvotnrag epgdaviong, ol avemBOunTeg evépyeieg TrapatiBevial katd @Bivouca oeipd coPfapétnrag. Mivakag 2: AvemBUpnTeg
EvEpYEIEC pappdkou (ADRs) ou éxouv avapepbei oe KMIVIKEG PEAETEG 1} OF Xprion HETd TNV KukAogopia ot aoBeveic Trou AdpBavav Bepameia pe
kapodavTivifn w¢ povoBepameia. Aoipwéeig kal Trapaamooelg. ZuXveg: améoTnpa. AlaTapayég Tou aigoTroinTikoU Kal Tou Aep@ikoU cuaTtriparog: MoAu
OuxVEC: avaipia, BpopBotevia®. Euxveg: oubetepomevia®, Aepgotrevia®. Aiatapayég Tou evBokpivikol cuatripatog. MoAl guyvég: umoBupeoeiBioPac.
Aarapayée Tou petaBohiopol kal TnG Bpéwng. MoAl guxvég: pewpévn dpegn, umopayvnoiaipia®, utrokahiipia®, utioahBoupivaipia®, Zuxvég: aguddiwon,
uTropwapataipia®, utmovatpiaipia,’, urracBeomicupia®, utrepkahiaipia®, uTTepxohepuBpivaipia®, uTrepyAuKaipia®, uTroyAukaipia®, Alatapaxéc Tou VEUPIKOU
ouaTipareg. NMoAU guyvég: duoyeuaia, kepahahyia, {dAn. ZUXVES: Trepipepiki veupoTraBeia (cupmepihapBavopévng e aioBnrkig). VX1 ouXVvES: oTracpoi.
M YVWOTEG: ayyelako EYKEQAAIKO eTTEICO0I0, AlaTapayée Tou wrdag kar Tou AaBupivBou. Zuxvég: epfotg. Kapdiakis diatapaxés. Mn YVWoTEG: épgpaypa
Huokapdiou. Ayyelakég diarapaxés. MOAU CUXVES: uTtépTaon®, aigoppayia®. ZUXVEG: ev Tw BaBer @AeBIkr BpopPwon, APk BpopBwon, aptmpiakr
Bpoppwon. Mn yVwoTES: aveuplopaTa Kal apTnplaxoi diaxwpiopoi. AilaTapayEg Tou avaTTveuaTIKoU ouoTrpaTog, Tou Bupaka kal Tou peooBwpdkiou. MoAd
ouxvig: Suoguwvia, Buatvoia, Brixag. ZUXVEG: Tiveupovikr epBoAr. Alarapayég Tou yaoTpeviepikou. MoAU ouyvig: didppoia®, vautia, EPetog, otoparinda,
BuokoNidTTa, KolAiakd dAyog?, BuoTrewia, dAyog Gvw kolNiag. ZUXVEG: yaoTpevTEPIK SIATPNon®, oupiyyio®, yaoTpooioogayiki TTaNvEpounon, aipoppoides
aTopaTikd dAyog, gnpooTopia, duopayia, yhwoooduvia, VX1 ouxvég: Taykpeatinida, Aatapayéc Tou ATITOC Kal Twv XoAngodpwy. ZUXVEG: mimamikd
eykearoTdBeia™, xohootamki) nratinda. Alarapaxé Tou dépuparog Kal Tou utreddpiou 1oTod, MoAU guyvég: olvdpopo epubpoducalaBnoiag TraAapwy-
mehuaTwy (PPES), egavBnua, Zuxvég: kvnopds, aAwTekia, Enpodeppia, Seppatimda utd poper akung, aAlayr] XpWHarog HaAMMY, UTTEPKEPATWOT).
Atarapayéc Tou pUOOKEAETIKOU guoTipaTog Kal Tou ouvdenikol 1oTol. MoAd ouyveég: Tovog ata dkpa. ZUXVEG: puikei aTracpol, apBpakyia. VX1 ouyveg:
OOTEOVEKPWON TNG yvabou, Alatapaxé Ty VEPPWY Kal Twy oupogdpwy odwv, ZUuXVEG: TTpwieivoupia, Mevikég diatapayég Kl KataoTdoelg g odou
xopriynong. MoAd ouxveg: koTwor, @Aeypovr] Twv BAevvoyovwy, eEaoBévion, TTepIgepKG oidnpa. MapakAivikég eEeTdaceic®. MOAU OuxXVES: peiwpEive BAapog,
aunuéva ALT opou, augnuévn AST. Zuxvég: ALP opoU augnpévn, augnuévn GGT, augnuévn kpeamvivn aiparog , auénuévn apuAdon, augnuévn Amdan ,
augnuévn xoAnoTepdAn aipartoce, auEnuéva TpiyAukepidia aipartoct, Kakwaelg, SnAnmpidoeic kal ETITTAOKES BEPATTEUTIKWY XEIPIOPWY. OXI CUXVEG: ETTITTAOKEC
Tpavpatog®. *BAETe evotnTa 4.8 Mepiypagr Twv emAgyUEVWY avemBUUNTWY EVEPYEILV YIQ TIEPAITEPW XapakTnpiopd. O akdAoubol 6pol £xouv ouvBuaaTei,
TIPOKEIPEVOU va TIPOKUWE! 1 katdAAnAn karnyopiotroinon ouxvétntag: ° Mewwpévee aipatohoyikég Tapdperpol: AeppoTievia ko pemwpévog aplBpog
Aepgpokuttdpwy. Oubetepotievia ko pewwpévos apilBudg oudetepdpihwy. Opopforevia kal peiwpévog apiBuog aipometaliwy. ® Mewpéveg Bloxnpikég
TrapdpeTpol: YmoaABoupvaidia kal peiwpévn aABoupivn aipatog. Ymaoeomiaipia kal peiwpévo aoBéoTio aipatog. YTroyAukaipia kan peiwpévn yAukdZn aiparog.
Ymokahaipia kai pewpévo kdhio aiparog. Yropayvnoiaipia kai pewpévo payviioio aiparog. YTrovartplaipia Kai Helwpévo vaTplo dipatog. YTroguwogataipia Kal
HeEwpEVOS pwogopog diparog. © Augnpéveg BloxnpikéG TrapapeTpor: Augnuévn xohnotepoAn aiparog kal utrepXohnaTtepoAaipia. YTepxohepuBpivaipia kai
augnuévn xoAepuBpivn aipatog. YmepyAukaipia kan au§npévn yAukddn aiparog. Ymobupeoediopog kar augnuévn oppovn ifyepong Tou Bupoeadolc oo aipa.
Ymeprkahiapia kal au§npévo kdAio aiparog. Aufnuéva TpiyAukepidia kai YeptpiyAukepidaipia, ¢ Koihiaké dAyog, koihiakr) Suagopia, kothiaké dhyog atnv dvw
KoINia Kal KOIMaKG GAYOS oTrv KATW Kohia, *YTrépTaon kal augnpévn aptnpiakr Tieon, ‘Alatapaypévn eTTo0AWGn Kai ETIITAOKY aTo onpeio Topng. Hkapolaviivipn
o€ guvOUaoo e VIBOAOUUIGUTTT O TTpWING-ypappns mpoxwpnpévo RCC. Nepl Tou TrpoiA acpaleiac. Otav n kaBolaviiviBn xopnyeital o€ cuvduacuo
He vipohoupapTmm, avatpégre otnv MXMN g viBohoupdptng mpiv amd v évapén Tng Beparreiag. Ma TEPIOTOTEPES TTANPOPOPIEC OXETIKA HE TO TIPOQIA
aopaAeiag TG povoBepatTeiag pe viBohoupapTn, avarpégte oty MXMN ¢ viBoAoupdung. Z1o olvoho dedopévwv g kaBolavtiviBng 40 mg pia gopd Tnv
nuépa oe ouvduaopd pe viBoAoupapTrn 240 mg kaBe duo efdopadeg oto RCC (n =320), pe eAdyiotn mepiodo apakoholBnong 16pnviwy, ol Mo UXVEG
ooBapig aven@upnTEG EVEPYEIES (2 1% emitrwan) Arav Sidppoia, TIVEUHOVITIBA, TIVEUHOVIKT EPBOAN, TIVEUpOVia, uTTovaTpidipia, TTUPESia, avETIApKEID TwWV
emveppIdiwy, Epetog, aguddiworn. O1 o ouxveg avemBupnTeg evépyeleg (2 25%) firav didppoia, koTIWan, ouvdpopo epuBpoduoaioBnoiag TTaAapwv-
TEAPATWY, OTopartinda, HUOOKEAETIKOG TIOvog, umEptaon, efavinua, umobupecediopdg, peiwon opegng, vautia, kolkiokd aiyog. H mAelovomnTa Twv
avemBOpNTWY EVEPYEIV rTav Aeg éwg pérpieg (Babuog 1 f 2). Divakag avemBuunTtwy evepyeiy. O avemBUPNTES EVEPYEIES TTOU EVTIOTTIOTNKAY OTnV KAIVIKA
peAétn g kaBolavivipng oe ouvbuaopd pe viBohoupdpmm avagépovial otov Mivaka 3, oOpPPWvA PE TNV KATNyopia opydvou CuoTAHATOg Kal Tr ouxvoTnTa
katd MedDRA. O1 ouyvotnTeg Bacifovial ot 6houg Toug BaBpols kal opifovial wg e£Ag: oAU ouyveg (21/10), ouxvig (21/100 £wg <1/10) oy ouyveg (21/1.000
£wg <1/100), un yvwotég (Bev pmmopolv va ekmipnBolv pe Bdon Ta SiaBéoipa Sedopéva). Eviog kdbe karnyopiag ouyxvetntag epgdviong, ol avemBuunTeg
evipyeieg TrapariBevral kard @Bivouoa oeipd cofapotnrag. Mivakag 3: AvemBOunTeg evépyeieg pe kapodavTivipn o ouvduaopd pe viBoAoupduTrn.
Noipweeig kal mapaoitwoeig. MoAd guyvég: Aoipwén Tou avrepou avatveuaTikod cuaTriparog. ZUXVEG: Tiveupovia. Alatapayég Tou aigoTroinTikol Kal Tou
Aepgikol ouaTriparog. Zuyveg: nwavogihia. Aiatapayég Tou avogotroinmikol guaTipatog. ZuXvEg: utepeuaiotnoia (oupmepihap Bavopévng e avapuAakTIKiG
avTibpaong). Ox1 ouXvEg: axenildpevn pe Tnv éyxuon aviibpaon utrepeuaictnoiag. Aiatapayéc Tou evBokpivikol ouaTtipatog. Mol ouyvég: utroBupeoeiBiopog,
utrepBupeoediopog. ZuxvEg: emveppibiakr avemdpkeia. Ox1 ouyveg: utrogpuoinda, Bupeoeidinda. Aatapayég Tou petaBohiopol kai TG Bpéyng. MoAu
OUXVEG: peiwpévn Opefn. Zuyveg: apuddrwan. Alatapayég Tou veupikoU cuoTripatog. MoAd ouyvig: duoyeuoia, (AN, kepuhahyia. ZUXVEG: TTEPIPEPIKY
veupotiaBeia. Ox1 ouXVvEG: autodvoaon eykegahimba, atvBpopo Guillain-Barré , puacBeviké olvdpopo. AiatapayEg Tou wrog kail Tou AaBupivBou. DY ouxveg:
epPoéc. OpBahpikég diatapayéc. Euxveg: EnpogBahpia, Baumr épaon. VX1 ouyvég: payoeidimda. Kapdiakéc diarapayéc. ZUXVES: KoK pappapuyr,
Tayukapdia. VX1 ouxveg: puokapdimda. Ayyelakés diatapaxéc. MoAG guyveg: utrépraon. ZUXVEG: BpopBwon?. AlaTapayEg TOU avaTIVEUTTIKOU OUaTIHATog,
Tou Buwpaka kai Tou pegoBwpdkiou. MoAU cuxvég: duoguvia, duoTivola, Brixag. EUXVEG: TiveupoviTida, Tiveupovik epBoAr, emioTagn, uTelwkoTIkn cuAAoyr.
Aatapayég Tou yaoTpeviepikou. MoAU auxvég: Siappoia, EETog, vauTia, SuokoiNoTnTa, oToparinda, , kolAiako dAyog, duaTrewia. ZUXVEG: koAiTda, yaoTpinda,
dAyog Tou aTopartogEnpoatopia, alpoppoides. OXI ouxvég: Traykpearinda, didrpnon Aetriol eviépoub, yAwoooduvia. AlaTapaxEg Tou NTIATOC KAl Twy
xohngopwv. Zuxveg: nmatinda. Alatapaxég Tou dépparog kai Tou utrodopiou 1oTol. MoAG ouyxvig: olvdpopo Trahapo-TreAparidiag epuBpoducaicBnoiag,
ebdvBnua® , kvnopoc. EuyvEg: aAwmekia, Enpodeppia, epiBnua, alhayr] xpwpartog Tpixwy. VX1 oUXVES: ywpiaon, kvidwar). AlaTapayEg TOU HUOOKEAETIKOU
ouoTrpaTog Kai Tou ouvdetikol 1oTol. MoAU ouxvEg: puookeleTikdg Trovog?, apBpahyia, puikoi omraopoi. Zuxvig: apBpimda. VX1 ouyvig: puotddeia,
OOTEOVEKPWON TNE yvaBou, oupiyyio. AIITapayEg TWVY VEQPLIV Kai TwY oupo@opwy odwv. MoAU ouxveég: Tpwieivoupia. ZUXVEG: VEQPIKT aveTidpkeid, ofgia
vepikr) BAGRn. Ox1 ouyvég: veppinda. Mevikég Siatapayég kal kataatdoelg g odol xopriynong. MoAl guyvég: kémwan, Tupetia, oidnpa. Zuxveg: diyog,
Bwpakikd dAyog. Mapakhvikég efetdoeic”. MoAw ouyveg: auEnuévn ALT, au€npévn AST, uToguwogaraipia, uTraofeamiaipia, uTropayvnaaipia, utrovaTpicipia,
uTrepyAukaipia, AeppoTrevia, augnpévn aikakikn euwaogardon, augnpévn Aimrdon, auénpévn apuldon, BpopPotrevia, augnpévn kpearivivr, avaipia, AeukoTrevia,
utrepkaMiaipia, oudeTepoTevia, uTTepacBeaTiaipia, uToyAukaipia, utrokahiaipia, augnuévn olikr) XoAepuBpivn, uTTeppayvnoiaipia, utTepvaTpiaipia, Heiwpévo
owpankd Bapog. Zuxveég: augnuévn oAnaTtepdhn aiparog, utreptpiyAukepiSaipia. O ouxvoTnTES TWV aveETMBUPNTWY EVEPYEIWV TTOU TIApoudidGfovTal aTov
MNivaka 3 prropei va pnv atrodidovral TAfpwe pévo otnv kaBolavTiviBn, ahhd evBEXeTal va EPTIEPIKAEIOUV T OUVEICQOPG TNG UTTOKEINEVNG vOoOU 1| aTTd T
VIBOAOUUAUTIN TTOU XpnaldoTroieital o auvBuaopd. * H Bpoppwon eival évag alvBeTag 6pog Trou repidapBdvel BpopBwaon Tng TTuhaiag eAEBag, BpopBwan g
TIVeUpoVIKAG pAEBag, TvEupovikr Bpoppwaon, aopTikr) Bpdupwon, aptnpiakr Bpoppwan, ev Tw BdBel AeRIk BpopBwar, BpduBwan Tng TTUEAIKRG PAEBAC,
BpopPwon g koiAng AERag, pAeBikr) BpopBwon, pAeBikr BpopBwon drpou. “Exouv avagpepbei Bavamgopeg Trepimwotig, © To eEavBnua eival évag ouvBeTog
6pog Tou TrepiAapBaver T depparinda, TNy opoialouca We akur) depuatinda, TNy TTopgoAuywdn depuatinda, To amo@ohiBwTiko egavinua, 1o epubnuarnwdeg
egavlnua, To Bulakiwdeg egavBnua, To kNAIBWBEG e&avBnua, To kNABoPAaTdWEES eEavBnpa, To BAaTdWdES eEavBnua, To Kvnopwdeg egavinua kai o
PapUAKeUTIKO eEavBnpa. ¢ O puookehetikg Trovog eival Evag alvBetog opog Trou TrephapPdver Tnv cogualyia, Tov 0oTIKG TTOVO, TO PUOOKEAETIKG Bwpakiko
dAyog, Tn puookeAeTikr duopopia, T puadyia, TV auxevadyia, To @Ayog oTa dkpd, To dAyog oTrovBulIKer) oTHANG. © O1 TUXVOTNTEG TWY EPYTOTNPITKWY OpWV
QVTITTRPOCWITEUOUV TO TTOO0OTO TWV QCBEVIIV TTOU EPQAVIoay ETNBEIVWON OTIG EPYOCTNPIOKEG WETPrOEIG OE OXEON WE TNV Evapgn TG HEAETNG pe e€aipeon 1o
HEIWHEVO owHaTikd Bdpog, Tnv augnuévn xoAnotepohn aiparog kai Tnv utreptpiyAukepidaipia. Neplypaer Twy eTnAeypévwy avemBouniwy evepyeiwy. Ta



BedopEVA YIa DIGPOPETIKEG amﬁpdot:lg Booi(owcl o€ agBeveig TTou eAdpBavav CABOMETY X 60 mg pia ¢opd nuepnoiwg armo 1o oTopa wg povoﬁt:p(maiu aTig
Baokég peAETeg oto RCC peta amd mponyoupevn otoxeupévn Bepareia pe VEGF kai o RCC xwpig ﬂponvoouzvn Beparreia kal oto HCC pera amd
nporwoupcvn TUOTNHIK Bspm'ralc 1} ot aoBeveig Tou EAafav CABOMETYX 40 mg pia gopd npepnclwg amd To oTOHA ot guvbuacuo je wBvoupupm] o3
TIPWTNG vpcppng Tpoxwpnuévo RCC (mapdypagog 5.1). [agrpeviepiki (FE) didrpnan (BA. mapdypao 4.4). Zm peAémn Tou RCC petd amo mponyoupevn
OTOXEUHEVN Elp:pcmslcl pe VEGF (METEOR) avucpépBr]Kuv 'E Biarprioeig o1o 0,9% (3/331) Twv aoBeviov pe RCC trou ehdyBavay kaofavmivipn .Ta oupBdvra
firav BaBpou 2 i} 3. O didpecog xpovog éwg v Evapén frav 10,0 eBdopadec. Moipaieg Siatprigeig exdnhwenkav oto khiviko TTpoypappa yia Tnv kafodavmiviBn.
Zm peAétn tou RCC ywpig ponyolUpevn Bepareia (CABOSUN), avagépbnkav E Siatpriiceig oto 2,6% (2/78) twv acBeviv pe RCC tou Adupavav
kapodavtivipn. Ta cupBavra ritav BaBpol 4 kai 5. £1n pehétn HCC (CELESTIAL), avagépbnkav Siarprioeig ME aTo 0,9% Twy acBeviv Trou éAafav kaBolavnivipn
(4/467). OAa Ta oupPavra fitav BaBpol 3 fi 4. O Sidpecog Xpdvog eppaviong frav 5,9 efdopddec. Ze ouvduaopé pe viBoAoupauTn oe Tipoxwpnuévo RCC ot
TpWING-ypapurg Bepameia (CA2099ER) n ouxvetnta epgdviong Siatprioewv Tou yaaTpeviepikol owhiva ftav 1,3% (4/320) oe acbBeveic Tou éhapav
Bepareia. Eva oupBav frav o BaBuou 3, duo oupPavra rav Babuou 4 kai Eva oupBav frav Babuo 5 (Bavarngopo). Zro khiviko Tipdypappa g kaBolaviiviBng
exdnAwbnkav Bavarngopeg daTprioelg. HITATkKr) eykepatordBeia (BA. mma 4.4). Zin pehétn HCC (CELESTIAL), n nmamkr eykepahomrdadeia (nmarikr
SVK&WJ\D‘I‘ICIBEIEI eykeahomiabea, urrspuppwwmpmn eykeqaiotrabeia) avagipBnke ato 5,6% Twv aoBeviv Trou EhaBav kaBolavniviBn (26/467). Ta oupﬁu\nu
Bquou 34 rrav ot mooooTo 2,8% kar éva oupPav (0,2%) Babpou 5. O didpecog xpovog epgaviong frav 5,9 efdopddeg. Lev avc@spﬂnmv nepﬂnuxssu;
NTaTIKIG eykepaAotrdaBeiag omig peréreg RCC (METEOR, CABOSUN kai CA2099ER). Aidppoia (BA. mapdypa@o 4.4). Zmn pehém RCC peTd ammd TrponyoUpevn
oToxeupévn Beparreia pe VEGF (METEOR), n didppoia avagépBnke ato 74% Twv acgBeviov pe RCC mou éAafav kaBodavrivipn (245/331). Ta auppdvra
BaBpol 34 ritav oto 11%. O Sidpecog xpovog eppdviang rtav 4,9 efdopddec. Zm pehétn RCC xwpic ponyolpevn Bepameia (CABOSUN), n Sidppoia
avapépBnke oto 73% Twv acBeviv Tou Ehapav kaBolavriviBn (57/78). Ta oupPdvra BaBpol 3-4 fAtav ato 10%. I perérn HCC (CELESTIAL), n Sidppoia
ava@épinke ato 54% Twv acBevwv Trou EAaBav kaBolaviiviin (251/467). Ta oupPavra BaBuou 3-4 fitav 610 9.9%. O SIGUECOC XPAVOG EPPAVIONG AWV TWV
oupBaviwy frav 4,1 efdopdades. H didappoia odrynoe e TpoTioTonoelg 6o, dlakoTreg kar opiaTikr) diakotrr ot 84/467 (18%), 69/467 (15%) kai 5/467 (1%)
Twy aoBeviyy, avriotoixa Ze ouvduacpd pe viBoloupdpTtm oe Tipoxwpnpévo RCC oe mpwing-ypappng Bepareia (CA2099ER), n emimrwon didppoiag
avagépdnke ato 64,7% (207/320) Twv acBevwy Trou éhapav Bepareia, cupBdavia BaBuoul 3-4 ot 8,4% (27/320). O picog Xpovog yia TV évapgn GAwv Twv
oupBavTwy fitav 12,9 efdopdadeg. Kabuotépnon ri peiwaon tng doong ouvifn ato 26,3% (84/320) kai diakoTr oto 2,2% (7/320) Twy acBevivv pe Sidppoia,
avrioToiya. Zupiyyia (BA. mapdypapo 4.4). I1n peAémn Tou RCC perd amd rponyoUuevn otoxeupévn Beparreia e VEGF (METEOR),1a oupiyyia avagépBnkav
oro 1,2% (4/331) Twv aoBeviov Tou ehdpBavav kaPolavmiviBn kar TrepihdpBavav TpwkTIkG cupiyyia oto 0,6% (2/331) Twv aoBevibv Tou AdpBavav
kapodavnivipn. ‘Eva oupBdv rirav BaBpou 3 kai Ta utrdAorma fitav BaBpou 2. O didpecog xpovog £we v évapén frav 30,3 pdopddeg. I peAétn tou RCC
xwpig Trponyoupevn Beparreia (CABOSUN), Sev avagpépBnkav mepimmuoelg pe oupiyyia. Zmn peAétn HCC (CELESTIAL), ta oupiyyia avagépBnkav o 1,5%
(7/467) Twv acBeviov pe HCC. O Bidpecog ypovog epgdviong nrav 14 efdopddeg. Ze ouvBuaapd pe viBohoupduTmn oe TTpoxwpnpévo RCC oe mpwTng-
ypappng Bepameia (CA2099ER) n ouyvotnta epgdviong ouplyyiou avagépbnke ato 0,9% (3/320) Twv acBeviyv TTou EAapav Beparreia kal n cofapdtnTa fTav
BabBpou 1. ©avatngdpa cupiyyia ekdnAwBnkav aTo kKAIVIkG TTpoypappa Tng kapolavmivifng. Ao, ia (BA. ma; 4.4). Zrn pehérn Tou RCC petd améd
TrponyolUuevn oToxeupévrn Bepareia pe VEGF (METEOR), 10 Trogoatd epgpdvions cupBaviwy oofaprig aipoppayiag (BaBuou 2 3) frav 2,1% (7/331) ot
aoBeveic pe RCC mou AdpBavav kapodaviviPn . O Sidpeoog ¢ xpovog Ewg v évapén ftav 20,9 eBopddeg. Zn peAérn Tou RCC xwpic mponyoupevn Beparreia
(CABOSUN), To TrogoaTo epgaviong oupBdvTwy cofaprg aipoppayiag (Babuou 2 3) itav 5,1% (4/78) ot aoBeveig pe RCC trou AdpBavav kaBolavmiviBn. Zm
peAérn HCC (CELESTIAL), n ouxvoTtnTa epgdviong cofapuv aijoppayikwy emeicodiwy (Babuog 2 3) rfirav 7,3% oTtoug acBeveic Tou éAaBav kaBolavmivipn
(34/467). O Bidpeoog ¥povog eppaviong nrav 9,1 efdopdde. Ze ouvBuaopd pe viBohoupdptm ot Tpoxwpnpévo RCC o mpwtng-ypappng Bepareia
(CA2099ER) n ouyvémnta epgavions aipoppayiag = Babuol 3 ftav oto 1,9% (6/320) tTwv acBeviov Trou éhaBav Bepateia. Gavatngopeg aipoppayieg
ekdnAwBnkav ato kKAIvIKO Tipdypappa yia Tnv kapolavrivipn. Zuvdpopo omioBiac avaoTpéyiung sykepatondbsias (PRES) (BA. mapdypago 4.4). Aev
avagépbnkav TepioTanka PRES otig peAéteg METEOR i CABOSUN rj CA2099ER i CELESTIAL, 6pwg éxer avagepBel PRES omidvia o GMeg kKMVIKEG
BoKIpEG (o 2/4872 dropa, 0,04%). Auénuéva nrianika Eviuua Kkard 1 Xoj on m¢ kapodaviviBng ag guvouaoud e vifoAouudurn ato RCC. Ze pia KAVIKS
peAETN aoBevibv pe RCC o1 omoior Sev eiyav AdBel mponyoupévweg Bepameia kai éAaBav kaBolavivipn ot ouvduaopd pe viBoAoupdpTn, Trapartnprionke
uynAotepn emitmwon BaBpou 3 kar 4 augnuévng ALT (10,1%) kar auEnuévng AST (8,2%) ot oxéon pe T povoBepareia pe kaBolavTiviBn otoug agBeveig He
mpoxwpnuévo RCC (n ALT augriBnke kard 3,6% kai n AST auriBnke kata 3,3% atn peAétn METEOR). O Sidueoog Xpovog Ewg TNy egeavion Tng Babuod > 2
avgnon g ALT rj Tng AST ritav 10,1 priveg (ebpog: 2 éwg 106,6 efSopddeg, n = 85). Zroug aobeveic pe BaBpol 2 2 atgnon g ALT 1) Tng AST, ol augroeig
utroxwpnoav atoug BaBuoug 0-1 og 91% pe diduego xpovo Ewg Tnv amokardoTaon 2,29 eBdopddeg (eUpog: 0,4 £wg 108,1 efdopddeg). Metafl Twv 45
aoBeviov Pe BaBpol = 2 augnon g ALT 1j Tng AST aToug omoioug éyive emmavartpokAnan pe kaBolavtivipn (n = 10) ) pe viBohoupdpTtmn (n = 10) pepovwpéva
1 kai pe Ta duo (n = 25), emavepgavion auénuévng ALT | AST BaBpou 2 2 onpeiwbnke ot 4 agBeveic Trou EdaBav kapolavriviBn, oe 3 aobBeveig Trou éhapav
viBohoupdpTtm kai 8 aoBeveic Trou éAaBav kaBolavTiviBn kal viBohoupduTn padi. YmoOupeoeldioudc. Ztn peAétn oto RCC petd ammé mponyoUpevn aToxelouca
Bepareia pe VEGF (METEOR), n emimmwon Tou utroBupeoediopou ritav 21% (68/331). Zm perérn RCC ywpig mponyoupevn Beparreia (CABOSUN), n
eTmiTTwon Tou utroBupeoediopol nrav 23% (18/78) ot acBeveic pe RCC tou éAaBav Beparteia pe kaBofaviviBn. Zin peAétr HCC (CELESTIAL), n emrintwon
Tou utreBupeoeidiopou ATav 8,1% (38/467) ot aoBeveig Tou EAaBav Bepareia pe kafodavriviBn kai Ta oupBdvia BaBpou 3 ot 0,4% (2/467). Ze ouvBUaopo pE
viBoAoupdapTn o€ ipoxwpnuévo RCC an Beparreia rpwrng ypappnig (CA2098ER), n emitmwaon Tou utreBupeoaidiopou frav 35,6% (114/320) Twv aoBeviov
Tiou éAaBav Beparreia. Ava@opd mBavoloyoupeviwy avETIBULNTWY EVERYEKDY. H avapopd BavoloyoUpevwy aveTTiBUUNTWy EVEPYEIWV PETA aTTO TN XOPrynon
adelag Kukhopopiag Tou pappaxkeuTikol TrpoidvTog eival anpavTikr. Emmmpémer T ouveyr) TapakohotBnon g oxEong opEAOUG-KIVBUVOU TOU QUPHAKEUTIKOU
TIpoiovTog. ZnTeitan arré Toug eTayyeApaTies uyeiag va avagépouv omroiecdrrote mBavoAoyoUpeves avemBUPNTES evEpPYEIEg pHECW Tou EBvIKOU ouaTrApaTog
avagopdg Trou TepiypdgeTal oto MNapdprua V. 6.4 ISiaitepeg TpoguAdgeig kard Tn @UAagn Tou TpoidvTog. Aev utrdpyouv eidikég odnyieg Biatfpnang yia
To TTpoidv autd. 7. KATOXOZ THEZ AAEIAZ KYKAO®OPIAE. Ipsen Pharma, 65 quai Georges Gorse, 92100 Boulogne-Billancourt, MaAAia. 8. API@MOZ(OI)
AAEIAL KYKAO®OPIAL. CABOMETYX 20 mg emkahuppéva pe AeTré upévio Siokia. EU/1/16/1136/002. CABOMETYX 40 mg emkaluppéva pe AeTITo
uuévio Biokia. EU/1/16/1136/004. CABOMETYX 60 mg emkaAuppéva pe Aetrtd upévio Siokia. EU//16/1136/006. 9. HMEPOMHNIA MPQTHE EFKPIZHZ/
ANANEQZIHZ THE AAEIAZ. Huepopnvia Tpwng £ykpiong: 09 ZemrrepBpiou 2016. Huepopnvia TeAeuTaiag avavéwaong: 26 Maprtiou 2021. 10. HMEPOMHNIA
ANAGEQPHIHI TOY KEIMENOY. ActrTopepeic TTANpopopies yia To TTapov QUpHaKeUTIKG TTpoidv eival SiaBéoipeg atov dikTuakd TéTTo Tou Eupwidikol
Opyaviopol appdxwy: hitp://iwww.ema.europa.eu.
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To dppoko autd 1ekel und aupmhnpapanki neparahodBron. Autd Ba enmpaipe o ypiyopo npoadiopiopd véwy hnpogopudy aopdhewag, Zreial and Toug nayyehpatie; uyelog pég il yolpeveg
v avenBiyntec evépyeis. BA. napdypago 4.8 yia tov tpdno avapopag avemBlyna evepysudv.
ONOMAZIA TOY GAPMAKEYTIKOY NPOIONTOE: Alunbrig 30 mg emkahupyiéva te emd upévio Biakla. Alunbrig 90 mg Avemboynrec | Bapimma® Tpononoinan e éang
EmKahUEVa [ AEMTO upévio Siakla. Alunbrig 180 mg emkakupéva e kema upéwo Siokio. NOIOTIKH KA NOZOTIKH | evépyeeg
ZEYNOEEH: Alunbrig 30 mg emkohupyiéva e AenTo upévio Siaxin: Kade entkahujyievo e hamd upévio Siokio nepiéyer 30 Sugmapia By . +ToAlunbrig pmm vnﬂmmm&wimﬂwm o
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mo ovyvéc oofapés avemlitpnes evépyaes (= 296) mou avapépnkav o anBevels now umofiqtnkay os Bepaneia pe To obod wonivnc T | Buwiec My mgﬁ]mcn paic Ao uopopla | Komaon
Alunbrig oo owioTayee Secoloyikd oy exrac and ouBavia ogerdopeva pe NS hGapaToc frav nveupovio, FRIYREE - ovow Bispara, Abjog — -
mvewyoviTiba, oomvota kai mupe o, Katdhoyog aveniBoumnTioy Evepyeit M popiph mivika: Ta Sedopiéva mou naparifevTal Dyroupvé Topetla, .Uférlﬂﬂ"- Mn rapbiaxd
nopakdie avimpoownebowy Ty ékbean o Alunbrig oto cuviat@per Sooohoyid oy oto mhoioin TaKY KANIKIY Bupaxixd dhjoc




avemifiujnteg evépyeisc BoBaod 3-4 xar 1 aoBeviic (0,5%) ey Bovarnpopo mieupovia. Merd and nveupioviké avemBigintec
EVEpyELEg Bcﬂmu 12, efte 1) Bepaneia iz 1o Alunbrig Siarnidrav kal mmnw EavapriCe, fte 560r| uzluumm' Mpaipeg
nianG ¢ pia pehétn Khipokobpevng 0o oe aob =137) (Mehérn
I(ﬂ} oupmepihajifavopivy Tpiy BovaTedpuy NepmmdEy (umoéia, sdvbpapin ofgiag uvuwmnmc Buayépeng kot

mveupovia). Emmhéoy, 2,3% v aoBeviw orv ALTA napovoiaoav nveupovinda opyétepa kond m Bepansio, pe 2 aoBeveic

42 ko 4.4). Hlgevor: Npwin mveupovid] avemipnmy evépyaa

anateheopdty o€ oyéan pe TV TR avagopdc.
* MepapBdvel 1 drunn nveuovia, Iveyiovio, nveupovia and eopogrion, Iveupovia and Kpummokokxo, aiweén 1ou

Karnyopia/ Karnyopka AvemBoeec v 4 Avau%pqr:‘(mpvm(

OpYaviko supmIC dhuy Tov fabpiy Pabpou3 -4 3 ;

avompa e EVEpYEIEC EipavioT

Taparhwikés Juyvic Aohnorepohn aijarog auénpevr,

ekerioerg Mexapévo otwpamied fapoug 2 =
O ougvic Metspévo owpianikg fipou \a gwy neiyonfibe feiund 3 (9. mpopde

0 ougvmte T Gpay Tav AE ou ouaxetiCavian pe peraPohés ora Eapinta oy ke kal aysaTohoyiK HAR

pyaatnpiakav eftdoewy npoadiopiatKay e Baon T oupvGiia n ipuoiahoyima petafoliov Twv epyaoTrp

o rioaootd 10,1% twv ooBevav nhikda = 65 emov ae oiykpion pe 3,1% twv aoBeviv nhikiog < 65 erav,
Ynégroan. Ynépraon avagépfinke ata 30% Tww aoBeviv mou unofhiBnkav of Sepaneia e To Alunbrig oto oyipa Tav 180
mg, peo 1% va éxuw un!plmn ﬂoﬂpﬂu 3 Méluuq ¢ dang Adyw unépraong Ehape ywpa oro 1,5% aro ayipa Ty 180
ma. H pean japtnpiaxs rieon, o€ Ghou 1ous aoBevels, auavitav pe tov ypovo (A napaypaipous 4.2
Kal44). MQ@ Bpadukapbia ﬂvmp{pﬂqxf o0 8,4% Twv aofeviav nou uofirfnKay oe Bepaneia e o Alunbrig oto
oo v 180 mg. Kapbiokég ouxvormre pkpdrepec and 50 ogogac 1o heamtd (bpm) avagépBav oo 8,4% Twv cobeviy
om0 oyfpa Twv 180 mg (BA. napaypdpoug 4.2 wor 4.4), O} darapayd; Avendiunie svépyaiec ammiic b
avagépbnkav ato 14% tuwv aoBeviv nou unofikifinkav oe Bepaneia p to Alunbrig oto oria ruv 180 mg. Meragh auriy

avagépnKay Tpei, avemBUpnTeC vépyeieg fadiiod 3 (1,1%), cupmepiayPavopiéuay To aibAaro; TS wypds KNMBac kol
Tou kaappdx. Melwan 1 Soong Adyw omxg dkmapayric éhafe ywpa oe ilo aofevel (U 7%) an ayfjpa Ty IBD mg

KT TEROU QVIMVEVGTIKD OLOTRTO, 10yev hoijHalh Tou Kaitep TTIKOG DT povike) Aofpwgn

" Nepiapfave ouppavia fabpon 5

* 0 Babpic bev epoppdleral

“MepapPaveang xzrpu)sa)m:: keqahalyla and nupnppwnm\nnﬁu buoavcilu uqmn(. qwnpovla. kepuhaylo and don

“Mepihayfi EPRpEPIKT] aioBnrik i I paiobn oia, veupakyio,

TEPIPERIK) vzuponaﬂém vsupomE\mmru QIQEPIK KIvITTRG vEuponad huveny aiofinon eykail (BA. nopaypaep
eBepmrrike vevpahyia

" Mephaypaver Ti; peraforés g avribngi PaBoug Tou omkod nebio, karappdi, eniktm aypupatodi, Smhwnia, TEPIPEPIKIIG

4.2 v 4.4). Neprpepns] veypondbeo. ILEC EVEDYEREC NEDIPEDIKIIG VEUp P
om 20% mv uosevwv ato mgqpa Twy 180 mg. Eto 1piivia tpla i ekntd Tuv aobeviv dhe ol avenBopinte; wmue:

yhadxwpa, aunyiévn ewbobihyia nison, ofqua me wipds knhibag, putogapia, putopia, oinua o Bnatpoas,
Gpoon Baym), pewspévn om ofum T, Ehepa ota omikd nebio, [hdfn mg paong, anokiMinan Tou vaheadolc
auparaq, eEiBpayara tou vakoeBols odyato, napodig uuuupuuq

C Mepiapivernc: Bpaburopbia, whePoxoyBixi fpad

"ﬂzpli\apﬁliwlmqﬂsﬁumuﬂtm ukapd
Mepthapfidve Tic: auénpe 1) nieon, SiaoTok
*NMepihapave vic: Blomvoi, Glomvoia perd konuan
“Neprhappave Tic: Sidpeon meeupovondBei, mewovinta

*#Mepthapfive Tic: ko) Suaopia, Sidracn ¢ koihiag, koidiard dhyog, dhyog xdtw koliaxig yapad, dkyag dv
Kotk yipac, enyaatpi Suopopia

"MepihayPava ric: agbiin aropariniba, aroparinda, agBudec Ekrog, ££5\kwon Tou oTdpaTor, ghiktanes Tou oropaTiod
reviaydvou

“lepthayifave Tic: Seppiatinda opioiidouoa e aky, epiBinpa, anogohibuind eEdveinia, eEvBna, pUBYIMTGBES
kv, knhibaie s€avBnyia, knhibophanbadec eEdvBnpia, PAamibide; eCavenjio, wnopwdec ebdvinjia,
phuxtowides sEavaino, beppatinda, abhepyii depyaimba, Seppatinba ond o, yevikeopévo epllnpa, sEavnun
Sukaribec, kiibwon, poppaxeutikd ekavBnyia, Tofmd Seppiamikd efdvnyia

*TlephapPave Knopd, ERAELYIKG KVITO]0, YEVIKENIEVD kunoj0, Kuopd YewnTIY apydvay, aibaiokahikd knopd
epihepBavel Tic: pooaxeXeTd mivo, pualyla, puikolc anaguodc, puikd apiéio, ik Seapbaoei, HuoakereTo
Guoavetio

“Nephoppava nic Eaotiévion, mimaon

"Mepthoyfavel Tic: oiSnpa Bhegdpou, oibnpa ApoctRoL, oifnia NEpIPEpIKD, NEPIOYKIKD 0i51a, Ipnojévo npdawno,

Noi\mm i, audnpévn rapbiaxd ouywimra®
i UNEpTaQY), UMEQTa0T], GUGTARIKT UNEpTaoT)

YEVIKELEvD 0iBTj0, TepigEpIK DidyKwor, ayyerooibina, ofbryia e, MEpopYINd oiéya, Beppiamikd oibpa, oibpo
Pegipov
MepihayPiver e aijioToc auényséun, unej waio

lepipagn nhevpévuy avendiumtay evepya; (Tveuuovikec avambiumec evipyerec Ty ALTA 1L, 2.9% 1wy aoBeviv
napouaiasav AM/mvevpovinda onoioubinoTe fafjod wapic kard ) Bepanein (evidc 8 npepiov), pe A/mieuovina
faBpou 34 ot 2,2% Twv ooBevav. Aev umipyav nepiotariva Bavamgopou All/mveupovindac. Enmhéoy, 3,7% tuv
aofeviv napouoionay vewiovinda opyotepa kard T Bepaneio. Sy ALTA, 6,4% Twv aofevav napougiooay AveEUHoVIKE
avemBoynTeG evépyeies, kamoiow BoBod, supmepiapBavojivic e Allfnveuy T veupoviag kol TG Biamvolag,
vuwpic kmd 1 Bepanzia (vioc 9 npepdv, &idyeoog ypavo vapénceppavions: 2 npépec) 2,7% T aoBeviv eiyay nveUpOVIKEC

pnoav. H Bidyeon Siapxe tav iy EVEQEI TEPIPED fiavh,6
Ve, px p&vmq Sidpraia 28,9 pivec. Auénon mekpramac puopormianc (CPR): By ALTA 1L ml amy ALM auéfioei g
(P avagépfinkay oto 4% twv aolieviv nov urrofhnBnrav oe Bepaneia jie 1o Alunbrig oo ayfija Twv 180 mg. H enintwan
augrasov me CPK BaBuod 34 frav 18%. O Sidyieoog ypdvoe & TV eugdvion Tov avifoeay me CPK frav 28 npépec.
Meiwon tric S6one My aténone e CPK éhafe yapa oto 10% tuv aofleviav ato ayrya wy 180 mg (Bh. napaypdpaug 4.2
K 4.4). Aubraer rov naypsanrady svdiuay; AvERoe e apuddong kar g indang avapépBray oto 47% kat 1o 54%
Ty ofevaw nob unofhiBnkay o Bepariin pe o Alunbrig oo oyipe Twv 180 mg, avtiatong. Tia au§ioer s fabisd 3 km
4, ol EMTTROEIC Y1 TV apuhdan kai Ty Andor) frav 7,7% kar 159, avriotorya. O Gidjiecng ypovoc Ew TV Eppavian yia T
aufae e apuhdong kai yia 1 avéoes e hmdang frav 17 nuépec kar 29 npépec, avtiatoga. Meiwon g Sdone Myw
augnong T Mndong kau tri; apukdenc éhae ywpa oto 4,7% kat oto 2,9% twv ooBevay, avtiototyd, 1o oyfua twv 180 mg
(BA. napaypdpoug 4.2 kan 4.4). Apon rwv nramrow s Audhioe v ALT kar AST avagpépBnrav oto 49% ko oto 68%
Tuv aofevdy mow umofikiBnxav o£ Szpaneia e to Alunbrig oto ayAua Twv 180 ma, aviloTon. No avéfoe; o faba 3
4, o emmridoei yia v ALT wan T AST drov 4,7% xat 3,6%, oviiotoryo. Meiwan T Soang Adyw abénong e ALT kat g
AST érafe ywpa ot 0,7% karato 1,1% tww coBevay, avriotona, ot ayfipa wwv 180 mg (BA. napaypdgoue 4.2 ki 4.4).
Trepyuwaipia; To e€ijvia &va o exatd Twv aoBeviv napovoiooay unepyhukaipia. Ynepyhukaia Pafipot 3 anueBnxe
om0 6,6% Tov cofevan, No kavévay aoBeviy Sev pewbnre 1 S6on Myw unepylukaipiac Avagopd mBavohoyoleviy
el evepyeiy: H avapopd mbavoNoyo iy ovemBOpNTLY EvepyEKiv JETa and Tr) xopiiynon dbeig kukhopopiag
T0U. papyakeuTIO) ipoioviog enva onpavti, Enmpéner m owey naparodedfinan e ogéong wﬂnu( m&wr:u
T0U papuaREUTIRDG ApaidvToC. ZEiTal amd Tou enayyehyaties uyeiag va avagep
ovemIOITEEC EvEpyEiEC ot Tou efivikod ovoThjaTac avagapdc ERda: Emmwpvwlaubmcppﬂmv Mzmvum 284,
GR-15562 Xahapyoe, ABriva, Ti: + 30 21 32040380/337, ®ak: -+ 30 21 06549585, londronog: http://www.eofgr Kimpog:
Dappaxeutikes Yimpeoiec, Ynoupyelo Yyelag, CY-1475 Aeurwala, Bal;: +357 22608649, Imﬁfom(:»mmh.gmmhs.
KATOXOL THE AAEIAY KYKNO®OPIAZ: Takeda Pharma A/S, Delta Park 45, 2665 Vallensbaek Strand, Aovia. Tomikég
pb ¢ ¢ Abeiac Kuihopopiag oy EAMGSa: TAKEDA EAAAT AE, Tnk: 430 210 6387800, APIOMOZ(O1)
AAEIAT KYKAO®OPIAE: Alunbrig 30 ma enwahupyéva e hed uuévio Sioxia: EU/1/18/1264/001, 60 Biaxia oe gudhn,
EU/1/18/1264/002, 120 Sioxda e piah. EU/1/18/1264/011, 28 Sioxia oe rout. EL/1/18/1264/003, 56 Skia e kouti
EUA/18/1264/004, 112 Biokia g wouri, Alunbrig 90 mq emwahoyysévn s hemed ojsévio Siavia: EU/1/18/1264/005, 7 Biavia
oF ik, EU/1/18/1264/006, 30 il ae qidhny. EU//18/1264/007, 7 bioxla oz kouti, EU/1/18/1264/008, 28 Biaxla oe
xouti. Mmmmmmtg EU1/18/1264/009, 30 Buaia o quthy, EU/1/18/1264/010,
28 biowin £ roul. Fuoxsuaaia évapéne me Bepansiac ue Alunbrio: EU/1/18/1264/012, 7 x 90 mg + 21 x 180 mg Bioxia
o¢ voutl. HMEPOMHNIA ANAGEQPHIHE TOY KEIMENOY: 09/2020. TPONOE AIAOEEHE: NEPIOPIEMENH IATPIKH
ZYNTATH. H ENAP=H THE BEPANIEIAT MINETAI EE NOZOKOMEIO KAI MNOPE] NA ZYNEXIZETAI EKTOZ. NOZOKOMEIOY YTIO
THN NAPAKOAGYOHEH EIAIKOY IATPOY.




1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOZ KEYTRUDA 25 mgiml iukv Siahupa yia apaokeur Siahdpatog mpog éyyxuon. 2. NMOIOTIKH KAl NOEZOTIKH EYNOEZH Eva giaAibio rwv 4 ml iukvol
SiaAuparog mepiéxel 100 mg pembrolizumab. KaBe mi ukvol Siahuparog TEpiéyer 25 mg pembrolizumab. To pembrolizumab eival éva £§avBpWITOTIOINUEVO HOVORAWVIKO GVTIOWHA KATA TOU TTROY Pp|TTIOHEVOU
kumtapiked Bavarou-1 (PD-1) (IgG4/iodrumog kamma e oraBepomomrik ahhayry g ahnhouyiag atnv mepioyi] Fc) To omoio Tapayeral ot kimrapa wobrkng Kive{ikol kpiknrol (Chinese hamster) pe
Texvohoyia avaguvbuaapévou DNA. Tia tov mhfpn katahoyo Twy exBoywy, BA mapaypago 6.1. 3. GAPMAKOTEXNIKH MOP®H MMukvé Biakupa yia rapackeur Siakipartog mipog Eyxuorn. AlauyEg éwg
ehagpasg ipididov, aypuwyo Ewg EAappug kitpivo diakupa, pe pH 5,2 - 5 8. 4. KAINIKEEZ NAHPO®OPIEL 4.3 Avrevbeifeig YnepeuaioBnoia om Spaamiki ougia ) ot kamolo amo Ta éxdoya mou avagépovial
amv mapaypago 6.1. 4.4 Eibikég mpoeifomonjoeig kai wpopuhakeig kara T xpRon [yvnAaowomnia Mpoxeipévou va PehniwBel n ixvnhaaipomnra Twy BIoAOYIKWY GAPUGKEUTIKWY TIPOIGVTWY, To Gvopa Kal
o apiBuog mapTidag Tou opnyoUpevou gappdkou TPETE! va kataypagetal pe ocaghveia. AfloAdvnan me Ekepacng Tou PD-L1 Kata v afiohdynon m¢ ékgpaong Tou PD-L1 Tou dyxou, ival onpaviikd va
emAEYETaI pia KaAtg EMKupwpEvn kal Ioxuph pebodoAoyia wate va eAayigToTronBolv ol weubtuc apvnikoi f o1 weudtig Berikoi TipooBiopiopol. IXENOUEVEC LE TO QVOOCTIOINTIKG GVETIBUUNTEC EVEDYEIES
IyenOpeveg ue To avooomoinTikd avemBupnTeg evépyeieg, aupmepihapfavopévwy cofapv kai Bavam@opwy TEpIgTATIKWY, Exouv EppavioTei ot agBeveig ou AapBavouv To pembrolizumab. Or mepiogdrepeg,
OXETICOPEVES PE TO QVOOOTIOINTIKG QVEMBOPNTEG EVEPYEIES Tiou Ep@avioTnrav kara T Sidpkeia g Bepameiag pe pembrolizumab fAtav avaoTpéyipeg kal avripstwmiomray pe Siakomég Tou pembrolizumab,
¥OPAYNOT] KCPTIKOOTEPOEIBWY KO/ UTTOOTPIKTIKA @povTida. ZXET{OUEVES JE TO QVCOOTIOINTIKG avemBUpNTEG EVEPYEIEG EXOUV ETTIONG EUQAVIOTEI pETa v TeAEuTaia S60m Tou pembrolizumab. Eyen{opeves e
TO avoooTIoNTIKG avemBUpNTES £vEpyeieg Trou emmpeddouy TIEPICTGTEPT Ao £va OPYAVIKA OUOTAKAT, PITOpOUY va eppavioToly Tautaypova. MNa mBavoAoyoUEVES OXETICOUEVES PE TO AVOTOTIOINTIKG
avemBopnTe evépyeieg, Ba pémel va BloagpalioTel n emapkig afiohdynon wote va emBeBaiwdei n amokoyia f va amokheioToly Gheg arrieg. Me Baon m aoBapdrnta Tng avemBipnmg evépyeiag, Ba Tpémel
va yivel maton Tou pembrolizumab kal xoprynon xoprikooTepoeibu. Me T BeAtiwon ot BaBpé < 1, Ba mpémel va yivel n évaptn mg Badpiaiag peiwang Tou koprikooTepoeiBolc kal va ouveioTei yia Siagmpa
Touhayiatov 1 piva. Me Baon Ta Trepiopiopéva Sedopéva ammo kAVIKE pehéTeg ae agBevEig, OTOUG OTI0IOUG Of OYETIOHEVES HE TO GVOTOTIOINTIKG avemBupnTes evEpyeieg, Sev pmopoloav va eheyyBolv pe
xpron koprikeaTepoeidolc, priopel va efeTaoTel 1o evdeydpevo Yopynong dAMuv cuompankiy avocoxkaracTahtikwy. Emravévaptn Tou pembrolizumab popei va yivel eviog 12 epBopaBuy perd Ty reheutaia
Soon Tou KEYTRUDA, epocov n avemBupnm) evépyela umoywpnioe ot BaBuo < 1 kai n 6o Tou koprikoatepoeiol Exer peiwbei o < 10 mg mpedwifovng ) ioobivapou ava npépa. To pembrolizumab Ba
TipEmel va SiaxaTrieTal opiaTikd o€ omoiadiore BaByol 3 ayeniopevn pe 1o avogoTroinTikd avemiBipn evépyeia Trou emavepgavileTar kabuis kai o€ omroiadimore BaBuol 4 oyeni{opevn pe To avooomomikg
To§ikamra amd avemBupnn evepyeia, efaipoupéviy Twy evbokpivoTiaBeity, of oToieg eAbyxovTal pe oppdveg urokaraaTaong (BA. Tapaypagoug 4.2 ka1 4.8). Zyen{ouevn We 1o avogomointixd veupovinda
Exer avagepBei mveupovinida ot aoBeveig ou AapBavouv pembrolizumab (BA. mapaypago 4.8). O1 agBeveic Ba mpétel va eAéyxovial yia onpEia kal oupTTwyata TveupovitiSag. MiBavoloyolpevn Tveupovinda
Oa mpérrer va emPefaiwveral e akmivohoyikn amrEikOvion kai va aTiokheiovial GAAeg arties. Xoprynon koprikooTepoeidv Ba péme: va yivera ot cuppapata Babpod 2 2, (apjikn S6an Twy 1-2 mgkg/
npepnaiwg Tpedvifovng i Igodlvapiou akohouBoupevn amd faBuaia peiwon), Ba Tpemer va yivel alar) Tou pembrolizumab o Badjol 2 Tiveupovimda kai opioTikn Siakort Tou o BaBpol 3, Babpol 4 1 ot
umorpomalouaa Babpol 2 veupovima (BA. mapaypayo 4.2). Zyen{ouevn pe 1o avogomoinnxo koAinda Exer avapepBei xohinda ot acBeveig ou Aappavouv pembrolizumab (BA. mapaypago 4.8). O
aoBeveic Ba mpéTel va eAfyyovial yia onpgia ka gupmipara kohindag kal va amoxheiovial ahdeg artie. Xopriynon koprikooTepoetBiy Ba mpémiel va yiveran ot aupBapara BaBpol 2 2 (apyikn 8don twv 1-2
mg/kginpepnaiug mpedwigovng i icobivapou axkohouBolpevr and Bayiaia peiwan), Ba WpEmel va yiver Tauom Tou pembrolizumab ot BaBjol 2 i BaBpol 3 koAinba kai opioTik) Siakom Tou ot Babjou 4 i
oe unotpomalouda Babpod 3 kohinda (BA. mapaypapo 4.2). O mBavis kiviuveg Biatpnang Tou yaaTpeviepikol owhiva Ba wpémel va AapBaverar urroyn. Zyendopevn e 1o avogomomnsd nrarinda Exel
avagepei natinda ot acBeveic mou AapBavouv pembrolizumab (BA. mapaypagoe 4.8). O1 aoBeveic Ba pémel va eAéyyoviar yia peraohé omy natikd Aertoupyia (kata T évapén Tng Bepareiag, Tepiodika
xara m Sidpreia mg Bepameiag kar dmwg evbeikvutar pe Baom v khivikd agiohdynon) kaBug kal yia gupTITwpaTa nTaTindag kar va arokAeiovial aMeg ammieg, Ba TpETEl va yivel YopAynon kopTikoaTepoeibiuv
(apyixr Soon Twv 0,5-1 mghkgnuepnaiwg [oe BaByou 2 oupfaparal kar 1-2 mglkgmuepnaiwg (oe BaBpol = 3 oupBayara) mpedvifovng fi 10odivayiou akohouBoupevn amd Pabpiaia peiwon) kai pe faon
oofapdrnra g alfnong Twy TIpwWY Twv nranikwy ev{ipwy, Ba mpéel va yiver aton f Siakorm Tou pembrolizumab (BA. mapaypago 4.2). Zyen{ouevn e 1o avogomoinixd veepinida Exer avagepBel veppinda
ot aodeveic Tou Aapfavouy pembrolizumab (BA. mapaypago 4.8). O aoBeveic Ba mpEmel va eAéyyovian yia peraBohis ot veppikn Aerroupyia kai va amoxheioviar ahke armieg veppikilc Suahemoupyiag.
Xopriynan kopTikooTepoeiduv Ba Tpémel va yivetal gt oupBapara Babpol = 2 (apyixn doon Twv 1-2 mgkg/nuepnaiwg mpedvilovng 1 ioodlvapou akohouBoupevn amo BaBuiaia peiwon) kal pe Paon m
cofapdmra mg alfnang Twy Tipwy ™S kpeanvivig, Ba Tpémel va yivel madon Tou pembrolizumab oe BaBpol 2 xai opiomikA Siakomim) Tou ot Babpod 3 fy or Babpol 4 vegpimda (BA. mapaypago 4.2).
Zyen{opeves pe 1o avocomoinnkd evlokpivordfeec Exouv mapampnBei oofapég evBoxpivomabees pe My aywyr pe pembrolizumab, cupmepiapBavopivng Mg emveppidiakig avemapkeiag, g
uroguainidag, Tou oakyapiwdoug Siafim Timou 1, mg Siapnmikig keTofiwong, Tou uoBupeceibiopod kai Tou uTepBupeceidiopol. Maxpoypovia BepamEeia oppOVIKIG UTIOKATACTACNS [TopEi va Eival
aTapaimn O MEPITTWOEIS OXETICOPEVWWY E TO uvwononmmé dokpivorraBeniy. Exel avagepei emveppidiakn averdpkeia (mpwrorradrc kai Seutepotrabiic) ot aoBeveic mou Aapavouv pembrolizumab.
Exer avagepbi emiong uToguoimida ot agiveic mou Aappavouy pembrolizumab. (BA. mapaypago 4.8). O1 agBeveic Ba TpEmel va eAEyyovTa yia aTEia KOl GUPTTTWHATG EMVEQPIBIOKAC QVETAPKEIAE Kal
umopuoimidag (cupmepihapBavopévou Tou umolmoguoiopol) kal va amokAeioval GAkeg aitieg. Oa pETel va yiveral yopfiynon kopTikoaTeposiBuy yia T Bepameia g emvegpiBiakis aveTrapkeiag kabug xal
ahng oppovikng umokaraaTaang omuwg evdeikvutal kAivika. Madon Tou pembrolizumab Ba mpémer va yiver ot BaBuol 2 emvegpidiakn avemapkeia f oe umoguoinda péxpr va emreuyBei EAeyyog Tou
ouppaparog ye oppovikij uiokaraotacn. Mator 1) Siaxomm Tou pembrolizumab 8a wpéme va yive oz BaByol 3 A 4 emveqpidiakr avemapkeia fj oupTmwpariki umopuginda. Zuvéyion Tou pembrolizumab
pmopei va efetaarei, perd T BaBpigia peiwon Tou koprikooTepoeiBols, eav xpeidleral (BA. mapaypage 4.2). H Aeroupyia Tg umdpuong kai Ta emimeda Twv oppoviy Ba Tipémel va eAéyxovial WoTE va
etaopaiate n kat@AnAn oppovikn uTrokaTagtaon. Zaxyapwdng diapimg Timou 1, oupmepihapBavopevng g Siafnmiknig keTofwong, Exel avagepBei oe aoBeveic Tou Aappavouv pembrolizumab (BA.
mapaypago 4.8). O1 aceveig Ba TpETEl va ehéyyoval yia umepyAukaipia | Ghha onpeia kai oupmmpara Siafim. Oa mpémer va yivel xopynon woouhiviig oe SiaBim TiTou 1 kai va yivel Tadon Tou
pembrolizumab o€ mepmrwoeig Siafiqm imou 1 Tou oyeridoviar pe BaBpod = 3 umepyhukaipia f kerofiwon péxpr va emeuyBei peraBoikag Eheyxog (BA. mapaypapo 4.2). Exouv avagepBei Siatapayég Tou
BupeoeiBolg, oupmepihapBavopévwy Tou umroBupsoeiBiopod, Tou umepBupeoeidiopol kai g Bupeoeidindag, oe aoBeveig Tou AapBavouy pembrolizumab xai popoly va epeavIaTolY OTOIGBATIOTE XPOVIKN
oTiypr kara m Sidpkeia Mg aywyng. O uroBupeotiBiopog avagepBKe o ouKva Ot aoBevEiG P kapkivwpa KepaAng kai TpaxiAou ek mAakwSwy kurapwy (HNSCC), Trou éxouv AdBel ponyoupevn Bepareia
akmivoBohiag, O aoBeveig Ba mpémel va eAéyxovrar yia peraPohég otn Aemoupyia Tou BupeoeiBol (kara Ty Evapln mg Bepareiag, mepiodika kara m diapkeia g Bepameiag kan omwg evbeikvural pe Baon Ty
Kkhiviki} aglohoynon) kaBug kai yia kKAvixa aneia kai oupmwpara Siatapagtiv Tou Bupeoeidoug. O umreBupeosiBiapas Pmmopei va avTIPeTwoTei ye BepatTeia uTrokaTaaTaons Xwpic T SIAKOTT) TG aywyns Kal
Xwpic T ¥opynom kopTikooTepoeidiwy. O uTrepBUPEOEISITPOE PITOPET va QVTIPETWITIOTEI CUpTITWHATIKG, Ba TTpETE va yivel Tador) Tou pembrolizumab ot umepBupeoeibiopo BaBpod = 3 péxpr T BeAriwen Tou
ot Buepcu < 1. H Aermoupyia Tou BupeoeiBols kai Ta emimeda Twv oppovioy Ba TpEmEr va eAfyyovral wate va efaogakioTel i karaAlnAn opyoviki urokaraaTaor. Ze aoBeveic pe BaBuou 3 fj BaBuol 4
p aBeieg Tou PeAivBnkav o Babpol 2 f YapnAGTEpo Kal EAEYXOVTON HE OPHOVIK UTIOKATAOTAOT) EGY cvbsnkvuml wmopel va efetaoei n ouvéxian Tou pembrolizumab, perd m BaBpiaia peiwon Tou
xoprlxompmﬁwg eav yperaderal. AMiwg Ba mpémel va Siaxoei n Bepameia (BA. Tapaypapoug 4.2 kai 4.8). Iyen i€ 70 avogomoinnikd avemBiuntes Seppankec avnidpaaeic IXETI{OHEVES pE TO
avoooToinTikG goPapég Gepparikég avnidpaoeig Eyouv avagepBei ot acBeveic ou AdauBavav o pembrolizumab (BA. mapaypago 4.8). O1 agBeveic Ba mwpéme! va mapakohouBolvan yia mBavohoyoupeveg
ooPaptg Beppatikeg avnidpaceis kal Ba mpEmer va amokAsiovial aAkeg autieg. Me Baan T coBapdrra mg avemBUpnmg evépyeiag, Ba wpémel va yivel adon Tou pembrofizumab oe BaBuol 3 Sepparikég
avmBpaceg pExpl TV uTroywpnan Toug ot BaBpol < 1 1 opioTikn Siaxorm oe BaByol 4 Sepparixég avnidpaceig kai Ba pémer va xopnynBolv koprikootepoeidh (BA. mapaypago 4.2). NepioTarika ouvdpdpou
Stevens Johnson (SJS) ket Tofikig emdeppikg vexpohuang (TEN) éxouv avayepBei ot aoBeveig mou AapBavay To pembrolizumab (BA. mapaypago 4.8). Ze mepimwon mBavohoyoupevou SIS 1) TEN, Ba mpémel
va yivel rabor) Tou pembrolizumab kai o aoBeviig Ba peTel va mapanepeBel at e&ibeeupivn povada yia afloAéynon ket Bepameia, Eav emBeBaiwBei o SIS A n TEN, 101¢ Ba wpéme! va yivel opioTikr BiakoTr
Tou pembrolizumab (BA. Tapaypago 4.2). Ba peme va embeikvieTal Tpogoyr orav efetaeral n xpron Tou pembralizumab ot évav agBeviy, o omoiog Exel eppavioe! oo TapeAdov pia oofaph f ameknTikg
yia ) {wn avem@ipnn Seppamkn aviidpaon xara m Ajyn mponyolpevng Bepameiag pe ahhoug avooodieyeptikols aviikapkivikols Tapayovies. AMec ayendoueves e 1o avogomoinrikd avemduunres
evépyereg O1 axdhouBeg EmmpOTBETES KAIVIKG OTIUAVTIKEG, OXETICOUEVEG HE TO avooTIOINTIKG avETIBUNNTES EvEpyEEs Exouy avagepBel ae kAIVIKEG PEAETES f) kaTa T XpAoT Tou TpoidvTog Perd Ty kukhogopia:
payoeidinda, apBpinda, puooinda, puokapdinda, Taykpearinba, ouvBpopo Guillain-Barré, puaoBevikd oivdpopo, aipohutik avaipia, ooprosidwon, eykepaAinda, puehinda, ayyainda, oxhnpuvmi
yohayyeiitida kar yaorpinda (BA. wapaypagoug 4.2 kar 4.8). Me Baon m coPapdmra kai Yov 1o Mg avemBUpunmg evépyeiag, Ba mpémel va yivel Tradon Tou pembrolizumab oe BaBuod 2 i BaBuol 3
oupBapara kal xopAynon koprikaoTepociduy. Mopei va yivel emavivap Tou pembrolizumab evrog 12 epbopaduv pera my TeAeuTala H6om Tou KEYTRUDA, egogov n avemBupnTn EvEpYEIa UTIoXWPAOE! OF
BaBpo < 1 kan n Boon Tou koprikooTepoeiBols Exel peiwdei oe < 10 mg wpedvifovng N 1oodivayou ava nuépa. To pembrolizumab mpémer va Siakomei opiaTika ge omoiadimore BaBpod 3 ayeni{opevn pe To
avoooToinTIKG avemBUunTn evépyeia Tou emravepgaviferar kabug kal ot otroladimore BaBuol 4 oxendopevn pe To avogomoinTikd avemBiunm evépyeia. To pembrolizumab Ba pémel va Siakotei opiaTixd
o BaBpou 3 Ay 4 puokapdiniba, eykegakinda i ouvSpopo Guillain-Barré (BA. mapaypapoug 4.2 kai 4.8). Eyendd) ETOLIOTKEY! mBULNTEC EVEDYEIEC ATTOpRIYN HOOXEULIATOS QUpTIaYOUS Opyavou
Im gdon mou émetal TG XopAynang adeiag kukhogopiag avagipBke amoppiyn oo XeUpaTos cupTayols opyavou ot aaBeveig Trou éhaBav Bepameia pe avaaroheic PD-1. H Bepameia pe pembrolizumab
pTropei va augfoer Tov KivBuvo amoppiyng Tou oupTayolc opydvou oToug anodéktes pooxeupdtwy. Ze autols Toug aoBeveic mpiner va eferaleral n oxéon ogéAous g Bepameiag pe pembrolizumab évavn Tou
Kkivbivou mBavng amoppiyng Tou opyavou. EmmAckés e aMoyevois Merapdayeuons Apxéyovwy Arpomoinmuy Kurrapwy (HSCT) Akhoyevng HSCT pera amé aywyr pe pembrolizumab Meprimuoeig vogou
aviiGpaong Tou poayedpatog Evavn Tou Eeviom (GVHD) kar gAeBoamroppaktikig nraronabeiag (VOD) éxouv mapampnBei o aoBeveic pe kAaoikd Aépgwya Hodgkin (cHL) Tou uroBaloviar oe ahoyev
HSCT perd ammd wponyolpevn £xkBeon ot pembrolizumab. Ewg 6tou katacTolv SiaBégipa mepioadrepa Sedoptva, Ba mpémnel va Sievepyeitar mpooexTiki] eféraan Twy evBexdpevwy ogeuy and myv HSCT kai
Tou mBavug aufnpévou KIvBUVOU EpAvIoNG TXENOPEVWY PE TN HETaUOOYEUOT EmMTAOKWY Yia kaBe mepimwon Exwpiota (BA. apaypago 4.8). AMoyevig HSCT mpiv amo aywyn pe pembrolizumab Ze
aoBeveic pe 10Topikd ahhoyevoig HSCT, éxer avagepBei ofgia GVHD, oupmepiAapBavopévng Bavarngopou GVHD perd and aywyr pe pembroli . AoBeveic Tou eppavioav GVHD pera and emépBaon
perapoayeuang pmopei va Exouv augnpévo kivBuve epgaviang GVHD pera amd aywy pe pembrolizumab. Ba mpémer va eferaleral To ogehog amod v aywy pe pembrolizumab Evavi Tou mBavod kivbivou
eppaviong GVHD o agBeveic pe ioTopike akhoyevolg HSCT. Zyendopevec pe v évyvon aviidpaoers Tofapég oyen{opeveg ye my eyxuon avndpaceig, cupmepiapBavopévig Mg umepeuaioBnaiag kai mg
avaguhaéjag, £xouv avapepBei o aoBeveig ou Aapfavouy pembrolizumab (BA. mapaypago 4.8). T BaBpod 3 f 4 avndpaoeig kara my éyyuor), Ba TipEmel va oTaparigel n éyxuor) kai va Siakomei opigTika
1o pembrolizumab (BA. mapaypago 4.2). AoBeveic pe BaBpol 1 A 2 aviidpaon katd v Eyxuon pmopodv va cwsxiuouv va happavouv To pembrolizumab pe aTevh Tmpukm\ouencn. To evBexopevo
TIPOPAPHAKEUTIKAC AYWYNG HE QVTITTUPETIKG Kal QvTiaTapIvIKO popei va efgracei. MpoguAdteic eibikég we mpog T vago Xprian rou pembrolizumab ge agBeveic pe kapkivipia 1o jou, ol omoior Exouy
AdBei mponyoUuevn aywyr ¥nueoBepaneiac mou mepeiye wAariva Or atpoi Ba ipémel va AapPavouv utrayn Ty kaBuoTépnon omy évapén mg Spaang Tou pembrolizumab Tpiv &xlvnuuuv MV aywyh ot
QOBEVEIG PE XEIPOTEPA TIPOYVWOTIKG XapaKTTPIOTIKG A/ken EMBETIKA véoo. ET0 kapkivwia Tou oupoBnAiou, mapatnpfBnke peyaiTepos apiBpoc Bavamwy eviog SiagTipatog 2 pnviav s To pembrolizumab o
olykpian pe m ynpeoBepareia (BA. mapaypago 5.1). O1 nupuyamg Tou :rxnl{ovml He Toug TpWIHoug Bnn'u'roug fravn Taytwg sﬁducruop:vq vocog O TiponyoUpevn Bepateia Pe TAATIVA Kal 01 MITATIKEG
peraoTaoeis. Xpron rou pembrolizumab gr agBevei OV TIEQIEYE! CIOTTAGTIVI KAl Twy OTToituy o1 GyKol
exppalouv 1o PD-L1 pe CPS 2 10 Ta apakmpiomka uvuqnopﬁg Kaita rrpevwn:mxu XAPaKMPIATIKG TG VOooU Yia Tov TTAnBuapo e peAime KEYNOTE-052, mepidapBavay éva TogooTd aoBeviuv Trou firav
karahnol yia ouvBuaoTikf ynueioBepameia pe Baan mv kapBomharivn, yia Toug omoioug To ogeag Exel afiohoynBei ot wa cuykpimkn peAém (KEYNOTE-361). Zmv KEYNOTE-361, mapampnénke
peyahurepog apiBpog Bavatwy eviag diaotiparog 6 pnvav ame Ty évapdn g aywyng, 1o omeio axohouBiBnke amd éva pakpoypdvio agekog emiPiwong atou aoBevei ou éhaPav T povoBepareia e
pembralizumab gt GUykpion pe T xnpeioBepaizia (BA. Tapaypago 5.1). Aev pmépect(av) va TautomioinBei(olv) auykekpipiwn(es) Tapdauerpog(ol) Tou va oxetideTai(ovial) pe Toug Tipwipous Bavétoug, O1
Bepamovres 1aTpoi Ba Tpénel va AdBouv uTrdyn Toug v kaBuaTepnpév évapén mg emidpaong Tou pembrolizumab mpiv §ekivijcouy Ty aywyn ot agBeveic pe kapkivwpa Tou oupoBnhiou, of oToicl Bewpolvial
kar@AAnAal yia ouvBuacoTik Ynueio: ia pe paon mv kapfomAarivn. H KEYNOTE-052 aupmepieaPe emiong aoBeveic ou frav karakAnAor yia xnueioBepameia pe povoBepameia, yia Toug oTioioug dev
tival Biadéorpa Sedopiva TuyaioTroinang. Emmpoobinwg, Sev umapyouv BiaBéaipa BeBopiva aopaleiag kai aMOTEAEOUATIKOMTAS OF EUTTaBETEPOUS aoBkveic (1. karaoTaon Acroupyikomrag kara ECOG
3) mou Bev Bewpoivral karahnAo yia ynpetoBepareia. Amouoia autwy Twv Sedopéviuy, To pembrolizumab Ba Tipémel va ypnoigonoIETal JE TpogoyT] Ot auté Tov TAnBuapd peTd amo MpoaekTIkn e&ETaon Tou




mbavod kivBivou-opiioug oE sip'roplxsupivn paaon. va (NSCLC) Tevika, n guyvommia Twy
avemBOpNTWY EVEPYEILV PE TNV uvd | aywyh pe pembroli mpmnpcxml on :hn:u ucva.\mpq o€ oxEon pe ™ paeia pe pembroli 1] T XnHero: i povo, aviavakhivrag m
guppoln kaBevog amd autd Ta guatarika (BA. mapaypagoug 4.2 kai 4.8). Aev tival SiaBéaipn pia dpeon olykpion Tou pembrolizumab 6Tav xpnoiponoieiTal ot swﬁuuopo pe xnp:loﬁepmuu ot oxtan pr 1'r|
povoBepameia pe pembrolizumab. On 1apoi Ba Tpémer va AapBavouv umidyn ™ oxEon ogéhoug/kvbivou Twy BiaBiotpwy BepamreuTikiv emhoywy (povoBepameia pe pembrol
guvBuaapd pe xnperoBepaneia), Tipiv Ty évapln Tng aywyng ot aoBeveic Pe PN pIKpoKuTTapiKG kapkivo tou Tivedpova (NSCLC), Twv omoiwy of dykor ekppalouv 1o PD-L1 kai o1 U‘ITUIDI Bev Exouv m&:l
Tiponyoljevn Bepareia.
Imv KEYNOTE-042, mapamnpiifne peyakinepog apiBiog Bavamwy eviog Siaomparog 4 pnviov amd my évapén Mg aywyi, To omoio akohouBiBnke amé éva paxpoypdvio dpehog emBiuong oToug aoBeveig
Tou éhapav T povoBepaneia pe pembrolizumab ot olykpion pe m xnueioBepanzia (BA. mapaypapo 5.1). Ta Sedopéva anoteAeapanixkdmag kal agpaheiag yia aoBeveis nAikiag 2 75 erav eivai Teplopiapéva.
e aofieveis nAikiag 2 75 etiwv, n ouvBuaaTikg aywyn BE pembmhzumab 8a rrpm:l va x_nnmpnnoazlmx HE TIPOOOXT ETG TG TIPOCEKTIKT z&muq Mg oyEong mBavol o@Ehoug/kivBUVOU OE EETTOMIKEUpEVT
Baon (BA. mapaypago 5.1). Xpdon rov pembrofizums EQ ok K Tevika, n ouxvotmia Twy avemBopnTwy
EVEDYEILV JE TNV OUVE fj aywyn pe pembroli pampeital omi eivan peyallmepn ot uxtuq i3 rr| poveBepaneia p: pembr I b i n1 " ia povo, Mvrag T oupfohn kaBevog
amé autd ta guatanika (BA, mapaypago 4.8), Oriatpoi BaTipéme va AapBavouy unoqnn m oyéan opioug/kivBivou Twy BiaBEalpuwy BepaneuTikiv emAoyuv (povebepaneia ye pembrolizumab | pembrolizumab
aE mfvﬁuuouﬁ pE xnp:luetpurr;m) TpIv TNV Evupﬁq me uvan; 0: aoBeveic pe kapkivispa kepaig xai Tpayihou ex mhakwdwy kutrapwy (HNSCC), Twy omoiwy o1 dykar exppalouy 1o PD-L1 (BA. mapaypago
5.1). Xprian pemb 3] ar wiia NapamprBnke pia Taon auénpévng ouxvammTag Twv oofapv uvtmeupnmw Eu:pvzmw 3 cuswuq n.hmag 2 ?5 erav. Ta
beﬁomvu aow\mg \na ro pembmllzumab o‘mv tmmupmn ezpumlu yia 1o pehdvipa ot aoBeveic nhikiag 2 75 ey, eival mepiopiopéva, L axitinit
e yoopuic e aoBeveic pe kapxivua 1wy vegpuv (RCC Exouv avogepBei peyahUTepes amid Tig avapevoyeves ougvormies epgaviong Babuod 3 kai 4 uumﬂtrc g ALT xa1 g AST ot aobevei e
TIPOXWPNKEVO KapKivwpa Twy Veppwv (RCC), oTav To pembralizumab iveral padi e To axitinib (BA. Tapaypapo 4.8). Ta nmamika éviupa Ba mpeme! va eAéyxovtal mpiv M évapén kai mepiedika kara m Siapkeia
¢ Bepaneiag. Mmopei va eferaotei 1o evleyopevo o cuxvol eEAEYXOU Twy nTamkiw ev{UpwY, GE GUYKPIOT HE To 6Tav Ta Papuaka xpnmurmunoumn wg uovoetpcnma Ow xmzueuvmpug odnyieg vru mw
laTpik avmipéTwmon kai yia 1a Slo pappaka Ba mpimel va akohouBolvral (BA. Tapaypayo 4.2 kar avagepBeite gy MXIN Tou axitinib). Xardon rou pem 1fe] 76
MSI-H/dMMR _opBokohiko kapxivo (CRC) Frmv KEYNOTE-177, 1a TocoaTa kvdivou yia ouppapara ouvokikic emBiwang frav peyahlTtepa pie 1o pembmllzumab auvxpmw us m Knuclaecpumle u‘raug
TipwTouG 4 PNVES TG aywyng, Ta oroia akohouBnBnkav amd éva paxpoypavio ogedog emBiwang pe To pembrolizumab (BA. wclpuvpuq;o 5.1). Xprion rou pembrol ab " pa ofey
ugmmmu_gmgpﬁm Ta &Eupcvu n'rrm:?«:auu'rmannuq a1 aogakeiag yia aoBeveic nhikiag = 75 erwv eivar meplopiopiva. e aoBeveig nAikiag 2 75 etwv, n quvduaaTikg wuwn pe pembroli tmah
Ba mpémer va Xpnoip & Tpodoyf| PET@ and mp | e§éraon Mg oyéong mbavol opéhougkivBivou o efotopikeupévn Baon (BA. Tapdypago 5.1). i 0
ueAETeG AoBeveig pe Tig axdhouBeg kataoTaosig amoxkAsiomkav amd kAwikég pehiteg: pe evepyég peraaraoeis oo KNI, pe Babuoloyia karaoraong Aemoupyikomrag kara ECOG = 2 (efaipoupévuav Tou
KapKVPATOS Tou oupoBnAiou kal Tou kapkivipatog Twv vegply (RCC)), pe Aoipwdn HIV, pe Aoipwén nmarindag B A nmarimibag C, pe evepyd ouompaniki autodvao vooo, e diapean Tiveupovoageia, pe
TponyoUpEn TveupovitiBa Trou aTramodoe guaTnpanixn Bepameia pe kopTikooTEPOEIDES, e 10TOPIKG coPapl umEpEvaioBnaiag o aAho povorhwvikd avriowya, Trou AyBavay Bepatieia avoooKATAOTOARG
Kal {E IGTopIKO coPapiv, OXETI(OHEVIIV JIE TO QVOOOTIOINTIKG avemBUpnTwWY Evepyeiwv ama Bepameia e ipiimumab, Tiou epiferar we omoiabimote BaByol 4 tofjkomra f 1ofkoémra BaBpol 3 mou ananei
Bepameia pe kop i (> 10 mgin iusg Tipedvifovng A 10080 yia TEplogoTepo and 12 efopadg. AoBeveic pe evepyEg honwlEig amokAsioTniay amd g kAIKEG PEAETEG Ko amramiBrke va
Bepamedoouv 1 Aoipwén Toug mpiv T Afyn Tou pembrolizumab. AaBeveic Tou epgavioav evepyEg hoipwieic kara m Siapxeta mg Bepameiag pe pembrolizumab avriperwtioTrav pe karahnhn 1aTpixg
Bepamreia. AcBeveic pe kAIVIKG onpavTIKEG vegpikEg (kpeamvivy > 1,5 X To avitepo guatchoyike opio (ULN)) f nmamikég (yoAepuBpivn > 1,5 X To avistepo quotokoyiko opio (ULN), ALT, AST > 2,5 x 1o avirepo
quaichoyikd opio (ULN) pe ia Nk peraoTd ) avwpahkisg kata v évapén, anokAsioTnrav amd Tig kAviKEG peEMTES kal ETopEvWE Eival TEpIopIapEVEG oI TTAnpogopies ot aoBeveic pe aoaph
VEQPIKI Kol PéTpia Ew ooBaph nariki BuaAemoupyia. Ymapyouv TEplopiopéva Sedopéva yia My aogaieia kal amoreAeopanikamra Tou KEYTRUDA of acBeveic pe ogBahuikd peAdvwpa (BA. Tapaypago
5.1). To pembrolizumab pmmopei va ypnoipomoinBei pe katahhnAn IaTRIKT QUTIKETWTION OE aUToUS Toug aaBeveig, kaTdomy TIPOOEKTIKAG eETaang Tou evlexopevou augnpévou kivdivou. Kapra mpoeiomoinang
10U agBevny OAol o1 yiaTpai Treu guvtayoypapoly To KEYTRUDA mipéme! va eivan efoikeiwpevol pe Tig NMAnpatpopieg yia tov MNatpd xai 1ig OBnyieg Aiayeipiong. O yiatpag Tou To guviayoypadgel Tpéme va
aulnmae pe Tov agBev Toug kivdivoug Trig Bepaneiag Tou KEYTRUDA. Ba mpémel va mapéyerar ooy aoBevij n kapra mpoeiBomroinong Tou acBevr pe kaBe ouviayoypdpnar. 4.8 AvemBipnteg evipyeieg
i Tou TIpoiA aheiag To pembrolizumab éxer ouvBeBei mo ouyva pe oxen{opEveS e To avogomoinTke avemBupnTeg evépyeieg. O1 MepIoooTEPEC T QUTES, cupmepihapBavopéviuy Twy coBapin
QVEMBUHNTWY EVEPYEILV prioav pera mv évapdn g karaMnAng iarpikng Bepamsiag fj g madang Tou pembrolizumab (BA. «Mepiypagn emAeypévwy avemBd EVEpYEILOY TIapakdTw). H aogpaieia
Tou pembrolizumab, wg povoBepameia, £xel afiohoynBei ae kAVIKEG peAETEC, e 6,185 aoBeveig Pe TIpoxwpnpévo peAdvipa, e pedavipa Eabiou Il mou Exel eEalpeBel (emKkoupikr BepaTieia), un PIKPOXUTTPIKG
xapxivo Tou Tvedpova (NSCLC), khaaiko Aéepgupa Hodgkin (cHL), xapkivipa Tou oupoBnhiou, xapxivuya kepakng kar tpayiicu ex mhakwdiv kuriapuy (HNSCC) 1) opBokohixd kapkivo (CRC) ot 1égoepig
Boaeig (2 mg/kg BE kabe 3 efbopadeg, 200 mg xabe 3 efbopadeg ) 10 mglkg BE xaBe 2 1} 3 efbopadeg). O1 ouyvamnreg Tou mepiappavovial mapakdtw kai otov Mivaxa 2, Baaifovial oe oheg ig avagepBeiozg
avemBupnTe evipyeleg, avefapTitwg Mg agioAdynong me aimi oyéang amé rov epeuvnr). Ze auto Tov MhnBuoud aoBevay, o Biapecos Xpdvog mapaxohoiBnang frav 7.6 prveg (e0pog 1 npépa éwg 47
piveg) kai of mo ouyvég avemBGpnTes evepyeieg e To pembrolizumab Arav kémwon (32 %), vauria (21 %) kar Sidppoia (21 %). H mheioyngia twv avemBopnwy evepyeiiv mou avagéplnkav pe m
povobepaneia Arav copapomrag Babuw 11 2. O1 mo copapég wmsBﬂpqmg EVEPYEIEC fTaV OXETICOPEVES JE TO QUOTOTTOINTIKG GVEMBUNNTEG EVEQYEIES KA1 COBAPES OXETICOPEVEG |IE TNV EYXUOT) GVTIBPATEIS
(BA. mapaypago 4.4). H agpaleia tou p lizumab g ouvb 16 e ynperoBepaneia, £xe) afohoynBei o khivikig pehéTes, e 1.437 aoBeveig pe NSCLC, HNSCC ] kapkivipia Tou oigopayou mou Aappavay
200 mg, 2 mgfkg BZ 10 mg/kg BE pembrolizumab kae 3 eﬁbupuﬁeg 01 guyvomTeg Trou Tepthapfavovial Tapakarw kar atov Nivaka 2, Baoifovral oe 6Aeg Tig avagepBeioeg avemBUpNTES EVEPYEIES,
aveEapTTwg MG agoAGYNaTS TNE QIMUIBOUS OXECC TG TOV EPEUVITT. ZE QUTH Tov TTANBUTS Ao BEVWY, 0 IO OUXVEC avemBUUNTES EvEpyEiEs firav vauTia (55 %), avaiyia (51 %), kémwan (39 %), SugkoihieTia
(37 %), penupévn opedn (34 %), Diappoia (33 %), ouSerepomevia (29 %) kai éperog (28 %). O1 quyvomeg eppaviang avemBupmuy evepyeiiv BaBuuv 3-5 or aoBeveic pe NSCLC frav 67 % yia m ouvbuagTiki
aywyn pe pembrolizumab ka1 86 % yia T xnpeioBepareia povo, ot aoBeveig pe HNSCC 1 qmv 85 % yio m ouvBuaaTikq aywyn pe pembrolizumab xai 84 % yia m xnpuuatpumm pali pe cetuximab kai ot
aoBeveic pe kapkivuwpa Tou oicopayou firav 86 % yia m ouvd f aywyr pe pembroli b kai 83 % yiam xnpeioBepameia pévo. H acgdhsia tou p nab o€ W6 pe axitinib, £xe1 afjohoynBei
ot pia kAvikn) peAém pe 429 aoBeveig pe mpoxwpnpEvo kapkivwpa Twv vegpiv (RCC), mou AapBavay 200 mg pembrolizumab ka8e 3 efSopades ka 5 mg axitinib Sio popég nptpnmwg It quid Tov mAnBuopd
agoBEVLV, O TTIC uXVEG avemBUpNTeS evepyeies frav Biappoia (54 %), umeptaan (45 %), komwar (38 %), umoBupeoeiBiapog (35 %), petwpévn opedy (30 %), olvbpopo makapo-neApaniaiag epuBpoducaiotnoiag
(28 %), vautia (28 %), aunuévn ALT (27 %), auénuivn AST (26 %), Suopwvia (25 %), Biixag (21 %) kai Sugkohiomra (21 %). O1 ouyvdmTeg eypaviang avemBounTwy evepyeit BaBpt 3-5 Arav 76 % yia m
ouvbuaoriki aywyn pe pembrolizumab ka1 71 % yia T povoBepameia pe sunitinib. Zuvormkde mivaxag avemBounTwy evepyeiav Or avemBipnTeg evépyeieg Trou TapatnpBnkav o KAIVIKEG PEAETEG Tou
pembrolizumab wg povoBepaneia f ot ouvBuaoud pe ynpeicBepameia i e Akha oykohoyika @appiaka i avagépBnkay katd T XpAon Tou pembrolizumab yerd mv kukhogopia, TapariBevial otov Mivaka 2. O
avemBUUNTEC EVEQYEIEG TTOU £ivar ywwaTO OTI eppavifovral e To pembrolizumab f) pe Tig ynpeioBepaTieies XopnyoUHEVES HOVEG TOUC, UTTOPET VO EPQAVIOTOUV KaTd TN SIAPKEIT TG AYWYAS HE QUTA TA QOPUAKEUTIKG
TipoiovTa ot guvBuaapo, akGHn kai edv autég ol avnidpactig bev avagépBnkav ot kAIKEG peAETeg pe auvBuaaTiki aywyr). Autég o1 avemBUpNTES EVEPYEIEG TTAPOUGIGLOVTaI ava KaTyopia opyaviko glapa
xai avé guyvornra, O ouyvamnreg opifovial we: Tohd auyvg (2 1/10), ouyvic (2 1100 fwg < 1/10), by auyvég (2 1/1.000 £wg < 1100), omawvieg (2 1/10.000 éwg < 1/1.000), mohd omavieg (< 1/10.000) kai pn
ywaég (Bev pmopodv va exmipnBolv e Baan Ta SiaBéoipa Sedopéva). Evidg g kale kamyopiag cuyvamnTag, ol avemBopnTe evépyeieg Tapoudialovial kara oeipd glivousag cofapdTnrac, Mivakag 2:
AvemBipnTeg evipyeieg ot aofieveig Trou EAapav To pembrolizumab*
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*O1 guyvoTTEG TWV avEMBUPNTWY EVEPYEILV TTou Trapouadialovral atov MMivaka 2 pmopel va pnv amedidovial TAfpwg pévo ato pembralizumab, akAa pmopei va TiepihapPavouy T gupfold g uTokeipevng
VOGO 1) GAMUY QOPPOKEUTIKWY TIPOTOVIWY TTou XpRoipoTrolotvial we ouvBuacTikl aywyl. TMe Baon éva tumomoinpévo epwmpa (standard query) oupmepihapBavopéviy Tuv BpaBuappuBpiy kat Twy
TayuappuBpiiv. O1 akdhouior dpor aviirpoownedouy pia opada oxen{opevuy gupBapdruy TTou TEPIYPAPoUV TIEPICOGTERD HIG IOTPIKA KATAGTAOT TIapd Eva pepovwpive ouppav: a. axendopevn pe mv
£yyuon avribpaon (umepeuaioBnaia ot appake, avaguiakTiki avtidpaan, avaguAaxtoeiiic avtibpaon, unepeuaioBinoia xar olvBpopo ameAeudEpwang kutrapokiviy), B. umoBupeoeBiopog (pufoidnua), y.
Bupeoeidinda (autoavoon BuptoeiBiniba ka Siarapayr Tou BupeoeiBoig), 8. umepBupeoeiBiopds (vooog Tou Basedow), €. emveppidiai avemapkeia (voaog Addison, oftia @hoioemivegpiBiakr avendapkeia,
SeuteponaBig avemapkeia Tou ghoiod Twv emveepiditv), {. unoguainba (uToiToguaiapag), n. cakyapwdng SiaBAtng rimou 1 (SianTikn ketoféwon), B. eyrepalinda (autodvoon eykegalinda) 1. alvdpopo
Guillain-Barré (afovikr veuponaBeia kal amopueAvwrixn mohuveupomaBia), k. pusAinSa (oupmepihapBavopivng T eykapoiag puehindag), A. puaoBevikd olvdpopo (puaoBiveia gravis, oupmepiAapBavopevng
TG Trapotuvang), P. Gonmm prviyyinida (pnviyyimida, pn Aoipwdng pnviyyinda), v. payoerdinda (xaplnsucplﬁ.\nmpoz\ﬁméu 1pimba kat ipidokukAmBa), € puokapbitida (autodvoar Binda), o. ayyeinda
(ayyeriinda Tou kevipikol veupixol ougTparog), . Tiveupovimida (Siapeon i adeia ko opy povia), p. korhiakd ahyo (xoihiak Mowopla ahyog v kohIaKiS Ywpag ka ahyog kamw
kothiakrig xwpag), o. xohinda (Hikpooxomiki kohinda, eviepokoAinda, aipoppayikr eviepokohinda, uuzouvoaq kohitida kal enayopevn aTmd 1o aveooToitike eviepokohinda), 1. TaykpearinGa (autodvoor
maykpearinba kai maykpearitida ofgia), u. yagTpeviepikn efgAxwan (yaoTpikd EAkog kal Swdekabaxtulika EAxog), ¢. rarimia (auroavoon nmarinda, emaydyevn aTmé To avooomoINTIKG nTTaritida, emayauevn
amd gappaxko nratik BAagn kan ofgia nmatinda), x. efivenua (ep deg egavBnpa, e6avenpa Bukakiwdeg, efavenpa mhibideg, efavBnpa knhidoBAaridiwdeg, efavenpa PAaiduides, efavenpa mapades,
efavBnpa ghuaviBeg kar eEavBnpa yEVWATIKIY opyavwy), Y. Kvnopd (xvidwan, kvidwon BAaniBudng kai kvnapog yevwnrikwy opyavwy), w. coPapés Sepparixic avndpaaeig (Seppartinda mopgoluyidng,
yevikeupévn anogohBwnikn Sepparinda, amopohdwike £iavnua, mépgiya kar Babpol = 3 Twv akohoubuy: ofgia epmipem ouBerepopiAn Bepudrwon, pwhwag, éAkog xu‘iasdiacug‘ amogohBuwik
Bepparinda, wmplnanpupq)n Bepparinida, pappakcutikd efavBnpa, ToAlpoppo £plBnua, ikTepog, opahkog AEvag, opakog MI){I‘]VO; TOU OTOpATOC, mwwom&v; KVIOPOG, KVNOUOC VEVVITIKLIV OpYavuy,
efavBua, epuBny 0, knkiBop, weg efavBnpa, knopdeg ekavBra, efaviinga phuxtanideg, BAGBn dépjiatog, vikpuaon Béparog kal Tofiko ekavinyia Béppanog), aa. Alkn (amoypupaTiopog
Béppartog, urlcxnwpcrno‘uog ﬁzpucno; ml umoxpwyatiopog Phegapuv), a. Aenvoeidig keparwon (opahds AeXivag kai akAnpuvTikag Aeivag), ay. puookeAeTikag Tovog (pvooxehenkr duoavefia,
oogualyia, puogkeAETke Suckapia, pUodKeEAETIKGG TTOvog Tou Buwpaka kai paidxpavo), ab. puoainda (puakyia, puomadeia, vekpuwrikA puosinda, peupankn mohupuakyia kal paBBopudiuon), as. aplpinida
(oiBnpa apBpuong, TohuapBpinda kol efibpwyua apdpwong), af. Tevoviodnkimda (tevoviinda, upevinda kai uAvoq rzvovru} an. vegpinda :uumuvncm valnﬁu Biapeon vzq;pmﬁu TWY OUPOROPWY
owhnvqpnwvm vEQPIKT apreia, of,emtvplm apkeia f ofeia veppirn PAGRN pe evbeifEig veppimbag, vepp gpindaxal B¢ OTIEIpaj ppinda), ab. oidnpa
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avemBiumuwy evepyeiwy Ta SeBopiva amé 11g axdAouBeg ayenifopeves e To avocomoiTikd avemBipnTeg evépyeies Pagifovial or acBeveic o1 omoiol EAaBav To pembrolizumab oTig TEGoEPIG
Boaokoyies (2 mglkg kiBe 3 efdopadec, 10 mglkg kaBe 2 f 3 pdopades f 200 mg KaGe 3 epSopadiec) e KAWIKES peAETEG (BA. Tapaypage 5.1). O ApIEG OBNYIES Yia TIV CNTIPETGITION QUTGY Ty




avemBUpnTwY EVEpYEILY TEpIypagovTal oy Tapaypapo 4.4. Zyendope £ 10 QVOCOTQINTIKG QVETIBULINTES EVEDYEN q 0 4.4) Exeni{opevn e To avooomoinTikd mveupovinda MveupoviniSa
epgavioTnke o€ 286 (4,6 %) aoBeveic, oupmepiAapBavopévwy mepioTarikiv BaBpol 2, 3, 4 1) 5 oe 128 (2,1 %), oe 73 (1,2 %), oe 17 (0,3 %) ka1 o 9 (0,1 %) aobeveic avrioToiya, mou Adpfavav o
pembrolizumab. O BiGpEdog Xpovog Ew TV TRWT Eppavian e Tveupovinidag frav 3,5 pnveg (eVpog 2 Npepeg éwg 26,7 prveg). H diapean Biapkeia frav 2,0 pveg (ebpog 1 npépa éwg 33,0+ prveg). H
Tveupovinda EpgavioTNKe O ouxva ot aoBeveig e I0TOPIKG TTponyoUpevnG akTivoBoAiag ato Bwpaka (8,2 %) ot oxton pe aoBeveig ou Bev Ehafav mponyolpevn akmivoBohia oto Bwpaka (4,2 %). H
Tiveupovinda odfynoe oe Siakomi Mg aywyng Tou pembrolizumab oe 117 (1,9 %) aoBeveic. H miveupovinda umoywpnoe ot 166 aoBevei, otoug 4 pe emmAoké. Ze aoBeveic pe NSCLC, mveupovinida
spgaviornke o 160 (5,7 %), oupmepihapBavopévwy mepioTamkwy BaBuod 2, 3, 4 1 5 08 62 (2,2 %), 0t 47 (1,7 %), o 14 (0,5 %) ko o€ 10 (0,4 %) aoBeveic avriotoya. Lt aoBeveig pe NSCLC kai pe 10TopIKd
mponyoUpevng akTivoBoliag oto Bwpaxa, TveupoviniBa eppaviomke ot 8,9% Twv agBeviv. Ze aoBeveig pe cHL, n ouyvarnta epgaviang mg mveupovindag (6Aoi o1 BaBioi) mapouciaoe Eva edpog amo 5,2 %
£ 10,8 % ot aoBeveic pe cHL omv KEYNOTE-087 (n=210) ka1 omv KEYNOTE-204 (n=148) avriotoiya. Zyen{ouevn pe 1o avogomomriké koAinda Kohinda sugaviomke or 121 (2,0 %) aoBeveic,
oupmepihapBavopévwy MeEpioTaTiKuy BaBpol 2, 3 /4 ot 35 (0,6 %), ot 67 (1,1 %) ka1 ge 5 (0,1 %) aoBeveic aviiatoiya, Trou AapBavav To pembrolizumab. O Siapecog Xpdvog £wg TV TP ppavian me
xohimiBag firav 4,7 prveg (ebpog 7 npépeg éwg 24,3 prveg). H Siapeon Siapkeia Arav 1,0 prvag (edpog 1 nuépa éuwg 12,4 prveg). H koAinda ebiynoe ot Siakomm g aywyrg Tou pembrolizumab ot 34 (0.5 %)
aogBeveic. H koAinda umoywpnoe ot 99 acBeveig, atoug 2 pe emmhokés. Ze aobeveig pe opBokoAikd kapxive (CRC) mou éhaBav 1o pembrolizumab wg povoBeparteia (n=153), n ougvemmra epgaviong mg
Kohimdag firav 6,5 % (6hoi 01 BaByoi) pe 2,0 % BaByol 3 kai 1,3 % Babuou 4. Zyenlopevn pe To avogomoinmixkd nrarinda Hiatinda epgaviotnke ot 61 (1,0 %) aoBevelg, aupmepIAauBavopévuy TEPICTATIKGWV
Babpol 2, 3114 o€ 8 (0,1 %), oe 41 (0,7 %) kai o€ 8 ( 0,1 %) aoBeveic avriaToiya, ou Adpf To pembrolizumab. O SiGpedog Xpovog Ewg T Tpwm) epgavion g natindag frav 3,8 piveg (edpog 8 nuépeg
£ 26,3 priveg). H Siapeon Biapkela firav 1,1 prveg (ebpog 1 npépa éwg 20,9+ piveg). H naninda odijynax ot Sickomn mg aywyrg Tou pembrolizumab oe 24 (0,4 %) aoBeveic. H nmarinda umoywpnoe ot 46
aoBeveic. Zyen{opevn e To avooomoinikd vegpinda Neppitida eppavionke ot 25 (0.4 %) aoBeveic, oupmepirappavouivuv TepioTaTiky Baduou 2, 3 1 4 o 5 (0,1 %), ot 15 (0,2 %) ka1 gt 2 (< 0,1 %)
aoBeveig avrioToiya, Tou AapBavav To pembrolizumab we povoBepaneia. O Siapegog Xpovos Ewg TV TpLT eEppavion g vegpinbag frav 5,1 pAveg (edpog 12 nuépeg ewg 21,4 prveg). H Biapean Sitpkeia
fivav 3,3 pjveg (edpog 6 npépeg Ewg 19,6 prvec). H veppinda odiynoe ot Siakomr Tng aywyic Tou pembrolizumab oe 10 (0,2 %) aobeveig. H veppinda umoywpnoe oe 15 aoBeveic, oToug 4 e emmAokéc. e
aagBeveic pe pn mhaxwdn NSCLC, mou éAaBav To pembrolizumab e ouvBuagpd pe ynpeioBepameia pe Tepetpegidn kan mhativa (n=488), n auyvdtnTa epgaviang Te veepitidag fitav 1,4 % (ool o1 BaBol) pe
0,8 % BaBpol 3 kai 0,4 % Babpol 4, Zyenddueves e 1o avogomonmkd evSoxpivorderes Emveppibiakn avemapkeia eppaviotnke oe 52 (0,8 %) aoBeveic, oupmepihapfavopévwy mepioTarkwy Badpol 2, 3
114 o€ 23 (0.4 %), oe 21 (0,3 %) ka1 o 4 (0,1 %) aoevei avriaToiya, mou AdpBavav To pembrolizumab. O Biapeaog xpdvog Ewg TV TIpWT eppavian M emve@piBiakig avetiapkeiag irav 5,5 prveg (edpog 1
nuépa éwg 23,7 prveg). H Siapeon Siapkeia dev emmedyBnke (e0pog 3 nuépeg Ewg 32 4+ prveg). H emveqpidiaxn avemrapkeia odiynoe ot Siakommn g aywyig Tou pembrolizumab ot 5 (0,1 %) aoBeveic. H
emveQIBIakn avemrapxkeia umoywpnoe ot 18 aoBeveig, atoug 5 pe emrAokég. Ymoguainda eppaviomke ot 38 (0,6 %) aoBeveic oupmepiAapBavopévwy mepioTankiv BaBpot 2, 37 4 oe 15 (0,2 %), e 19(0,3
%) ka1 o 1(< 0,1 %) aoBeveic avrioToiya, mou AdpBavay 1o pembrolizumab. O Siapeaog Xpovog Ewg Ty TTIPLWTN epgavion e unoguaindag frav 5,9 piveg (epog 1 nuépa éwg 17,7 pAveg). H diapeon Sidpkeia
firav 3,6 pAveg (e0pog 3 nuépeg Eug 30,4+ prveg). H utioguoinda odiiynoe ot Siakom g aywyiig Tou pembrolizumab ot 9 (0,1 %) acBeveic. H umoguainida uTroxwpnoe ot 17 aoBevei, oToug B jie ETTTAOKEG,
YmepBupeoeibiopog eppaviommke ot 261 (4,2 %) aoBeveig oupmepihapPavopéviy TepioTaTikwy BaBpol 2 1) 3 ot 64 (1,0 %) xai ot 7 (0,1 %) aoBeveic aviatorya, Tou Aappavav To pembrolizumab. O &iapeoog
¥pavog £wg Ty TRt epgpavion Tou uepBupeoeBiapol firav 1,4 piveg (edpog 1 nuépa éuwg 23,2 pveg). H Siapeon Siapkeia Arav 1,8 piveg (eupog 4 nuépeg &wg 27 6+ prveg). O umrepBupeceidiopag obiynae
e Biaxomm ¢ aywyrhg Tou pembrolizumab oe 3 (< 0,1 %) aoBeveic. O umepBupeoeiBiopos umoywpnoe ot 207 (79,3 %) aoBeveig, otoug 5 pe emmiokéc. YmoBupeosidiopog epgavioTnke ot 699 (11,3 %)
aoBeveic oupmepihapBavopévy TrepioTamikwy BaBuol 2 A 3 o 510 (8,2 %) kai oe 7 (0,1 %) acBevei avrioToya, ou AapBavav 1o pembrolizumab. O SiGpecog Xpovag Ewg TV TIPWTT ERPAVION Tou
erluBupconﬁluuou ntm 34 unvz; (evpog 1 npzpu £wg 25,9 priveg). H Siapeon Siapkeia dev emmedyBnke (edpog 2 nuépeg éwg 53,9+ privec). Ato aoBeveic (< 0,1 %) Giékowav Ty aywyi Tou pembrolizumab Adyw
TOU UTIEBUP: 0. O umroBupeoeiBiapog umoxwpnoe oe 171 (24,5 %) aoBeveic, otoug 14 pe emmAokéc. Ze agBeveic pe cHL (n=389), n emimwon umoBupeoediopol frav 17 %, pe Babpd oofapérnrag 1
11 2 gt bheg Tig rr:prrnumn( It aoBeveic pe HNSCC Tiou ehafav aywyn povoBepareiag pe pembrolizumab (n=909), n emimwan umoBupeoeidiopod frav 16,1 % (yia Ghoug Toug Babpolc cofapdmrag) pe 0,3
% yia BaBpou 3. Ze aoBeveig pe HNSCC Trou eAapav To pembrolizumab of auvﬁmauo e xnpswespumlu Jie hariva kai S-pBopiooupaxiin (5—FUJ (n=276), n ETiTTL0T) Tou UTroBupeoeidiapod frav 152 %,

pe BaBpol 1 A 2 oz OAeg Tig MEPIMTTWOEIS. Zyen{Bpeves pe 1o ¢ avnidpdoers Iyen{Opeveg Pe 10 1Ko coPapég & ¢ avnidpaaeig eppaviomkav ot 102 (1,6
%) aoBeveig, oupmepihauBavopéviy TepioTatikiy BaBuol 2, 31 5 oe 11 (0 2 %), CIE ‘.’7 (1 2 %) ke oe 1(<0.1 %) uuemh; avrioTolya, Tou Adppavav ro pamhroinzumah 0 Biapecog Xpovog Ewe TV TTpWm
epgavion Twv goPapliv Beppamikiv avnidpaoswy frav 3,5 pAves (ebpog 3 npépeg éwg 25,5 pveg). H Biapeon Siapxeia Arav 1,9 pives (e0pog 1 nuépa fwe 33,0+ piveg). O ooPapé Beppanixéc aviidpaaeig
odiynoav ot Siakorm Tou pembrolizumab oe 13 (0,2 %) acBeveic. O1 coPapég Sepuanikéc avridpaoeis umoxwpnaav ot 71 aoBeveic, otov 1 ye emimAokéc. Zmavia mepioTarika SJS kai TEN, opiopéva amd 1a
omoia pe Savampapo éxkBaocr, éxouv TapampnBei (BA. Tapaypagoug 4.2 kan 4.4). EmmmAokéc T aAoyevouc HSCT oo kAagikd Aé Hodigkin {cHL) Amo Toug 14 aaBeveic oy KEYNOTE-013 mou
Tpoywpnoav ot ahoyeviy HSCT peré amd aywyn pe pembrolizumab, o 6 aoBeveic avagépBnke ofgia GVHD kai oe 1 aoBevi) avagépbnke xpovia GVHD, kapia amé Tig omoieg Sev firav Bavamedpa. Alo
aoBeveig mapouciacay phefoamoppakTiki voao Tou fmates VOD, n pia amd ig omoieg Arav Bavamgapa. Evag aoBevijg mapouciact 1o oUvBpopo epgUTELOG HETA TN peTapdoyeuon. And Toug 32 aoBeveic
amnv KEYNOTE-087 ou poywpnoav ot akhoyevi) HSCT perd amd aywyr) pe pembrolizumab, o 16 aobeveic avagépnke ofeia GVHD kai ot 7 aodeveic avagépbnke ypovia GVHD, amo mig omoieg o1 dlio
firav Bavatngopeg. Kavévag agBeviig Sev mapougiace ghefoamoppakTiki véae tou Amrarag VOD. Kavévag aabeviig Sev mapougiace 1o alvipopo eppUTeuang perd m perapdoyeuon. And toug 14 aoBeveic
amv KEYNOTE-204 Trou mrpoytpnaav at ahhoyevi) HSCT pera amd aywyi pe pembrolizumab, o 8 aoBeveic avagiplnxe ofgia GVHD ka1 ot 3 aoBeveic avapépBnxe xpovia GVHD, kapia and 1ig omoieg dev
fArav Bavamgopa. Kavivag aobeviig Sev mapouaiaoe gAsfoammogpakTikr vooo Tou fmatog VOD. Evag aoBeviig mapouciage 1o olvipopo epgUTeuong pera m petapoayeuan. Aubnpéva niatixd éviupa kard
70 guvBuaguo rou pembrolizumab pe o axitinib oTo xapkivupa rwy vegpwy (RCC) Te pia kAivik peAétn aoBeviov pe kapkiviwpa Twy vegpuv (RCC) mou Sev eiyav AaPer mponyolpevn Bepameia kar Adpfavay
To pembrolizumab ot cuvduaoud pe o axitinib, rapampnBnke peyakiTepn aTé my avapevopen ouxvomTa eppdavions BaBpdv 3 kar 4, aufnpivn ALT (20 %) kan augnuévn AST (13 %). O Sidpeaog Xpovos Ewg
TV TIpLTN Eppavion Mg aufnuévnc ALT Arav 2,3 pAveg (eipog: 7 npépeg £wg 19,8 prveg). Ze aobevei ye ALT2 3 popég To aviITepo PuaiohoyIKd opio (ULN) (BaBoi 2-4, n=116), n ALT utroywpnoe ot BaByolg
0-1 o710 94 %. MooooTd Tevivia evvéa Toig exatd Twv agBeviwy pe aufnpévn ALT, EAaBe cuaTnparikn Bepareia pe koprikoaTepoeldr), Ao Toug aoBeveis Tiou avappwaay, atoug 92 (84 %) éyive emavivapén g
povoBeparteiag €ite Tou pembralizumab (3 %) eire Tou axitinib (31 %) fj kai Twv 3o (50 %). Ao autolc Toug aoBeveic, To 55 % dev eixe kapia umratpoTt TS ALT> 3 popéc To avirepo uaiohoyikd opia (ULN)
Q1 QO EKEIVOUG TOUG OOBEVEIC e UTToTpoT] TN ALT> 3 gopéc To aviiTepo puatoAoyikd Gpio (ULN), okor avappwoav. Aev utmpgav nmamika ouppavia BaBpou 5. M @uaiodovikéc epyaotnpiakéc Tiuec e
agBeveig mou éhaBav povoBepaneia pe pembrolizumab, Ta TocooTd Twy aoBevav Tou epgdvicav perafoln ot pn guoiooyiki epyaopiaxi Tipn Badpos 3 i 4 ot oyéon pe Tv évapln g peAEng Arav Ta
arohouBa: 10,8 % e pewpiva keppokirrapa, 8,3 % pe peiwpévo varpio, 6,4 % pe peiwpévn aipoopaipivn, 5,4 % pe peiwpéva puogopika, 5,0 % pe aufnpévn yhukoln, 3,1 % pe augnuévn AST, 3,0 % pe aufnpévn
ALT, 2,7 % pe aufnpévn ahkaAiki puaparaarn, 2.4 % pe peiwpévo kahio, 2,1 % pe perwpéva ouBeTepogiha, 2,0 % pe peiwpiva aipomerahia, 1,9 % pe aufnpévo aoBeomo, 1,9 % pe auénpévo kahio, 1,9 % pe
aunpévn yohepuBpivn, 1,6 % pe peiwpévn Aeukwyparivn, 1.5 % pe peiwpévo aopéario, 1,5 % pe aubnpiévn kpearivivn, 0,9 % pe peiwpéva AeukokiTrapa, 0,7 % pe aufnpéve payvioio, 0,6 % pe penwpévn yAukadn,
0,2 % pe penwpévo payviato kai 0,2 % pe aufnpévo varpio. Ze aoBeveig mou éhaBav pembrolizumab ot ouvBuaopo pe xnpeioBepanteia, 1a ooooTa Twy acBeviov Trou epgavicav peraBoln ot pn uaichoyikn
£pyagmplakn TPR BaBuou 3 f 4 ot axéon pe Ty Evapln me peAEmg Arav Ta akdouda: 33,0 % pe perwptva oudetepdpiia, 25,5 % pe peiwpéva heppokiTrapa, 20,3 % pe peiwpévn alpoapaipivr, 19,3 % pe
peiwpéva AeukokuTrapa, 13,9 % pe peiwpivo varpio, 10,8 % pe peiwpéva aipomerakia, 9,7 % pe peiwpiva pwopopika, 8,4 % pe pewpivo kakio, 7,6 % pe aufnpevn yhukodn, 3,9 % pe aufnpévn AST, 3,8 % pe
aufnpévo kahio, 3,7 % pe peiwpévo aoBéamio, 3,6 % pe au§nuivn ALT, 3,1 % pe aufnpévn kpearivivr, 3,0 % pe pewpévn Aeukwparivn, 2,2 % pe auippévo aoPeatio, 1,6 % pe auénpévn alkakikn guogaraon,
1,2 % pe auénpévn xokepuBpivn, 0.8 % pe perwpévn yAukodn kan 0,4 % e augnpévo vampio. Ze aaBeveic ou éhaBav To pembrolizumab ot guvBuaayd e To axitinib, Ta TOOOATA Twy AODEVUN TIOU EPQAVIoTY
petaBodn o pn guatohoyikn epyaoTnpiaxs Tip BaBuol 3 A 4 frav ra akdhouba: 20,1 % pe aufnpévn ALT, 13,2 % pe aunpévn AST, 10,8 % pe peiwpiva Aepgoximapa, 8,9 % pe aulnpévn yAukodn, 7.8 % pe
pEIWpEVO vaTpio, 6,4 % pe peiwpiva puogopikd, 6,2 % pe augnpévo kakio, 4,3 % pe aufnpévn kpearivivn, 3,6 % pe peiwpéve kaio, 2,1 % pe aubnpévn xohepuBpivn, 2,1 % pe peiwpivn aipoogaipivn, 1,7 % pe
auénpévn akkahikn puogaraan, 1,5 % pe aufnpévn Ty TpoBpopBivn AeBveig Opalomoinuévng Ixéong (INR), 1,4 % pe peiwpéva Asuxkokimapa, 1,4 % pe peiwpéva aipometahia, 1,2 % pe TapareTapévo ¥pove
evepyoTroinpévng pepikng Spopfommiactivig, 1,2 % pe peiwpéva ouBerepapiAa, 1,2 % pe aufnpévo varpio, 0,7 % pe peiwpéve aofeomio, 0,7 % pe aufnpévo aoBéomio, 0,5 % pe penwpévn Ascukwpariv kai 0,2 %
e pewpévn yhuxodn. Avooovovikormia Ze kAvikég peréres o€ aoBeveig mou éhaBav pembrolizumab 2 mglkg ka@e Tpeig efdopade, 200 mg xabe Tpeig efdopades fj 10 mg/kg kaBe duo ) Tpeig efBopdlg, we
povoBepaneia, o€ 36 (1,8 %) amé Toug 2.034 aoBeveic rou afjoloyrBrkav, aviyvelBnkav aviigwpara, aTav aywyr e pembroli ib, amod Toug omoioug o1 9 (0,4 %) acBeveig eiyav efoubeTepwika avriowpara
Kkata Tou pembrolizumab. Aev utmpée kapia évbeifn perafong TG pappakoKIviTIKAG | Tou TpopiA aogaAeiag pe TV avammuén aviiowpdrwy kard Tou pembrolizumab f efpuleTEpwTikLY AVTICWHATWY.
Nadiarpixeg wAnBuopég H aopakeia 1ou pembrolizumab wg povoBepameia éxer afohoynlei oe 161 maidiatpikols aoBeveic nAikiag 9 pnviov éwg 17 erlv pe Tpoxwpnpévo pehdvwpa, Apgwya f
TipoXwpnuévoug, utoTpomialovies f avBekTikols oupmayeic oykoug pe BeTikn exppaon Tou PD-L1, ota 2 mg/kg kaBe 3 £fdopadeg o peAém @aong VIl KEYNOTE-051. O AnBucpog Tou kAagikoU Aeppuspiarog
Hodgkin (cHL) (n=22) oupmepiéhape aoBeveig nhikiag 11 &wg 17 ertwv. To mpogik aogakeiag ot maidiatpikols agBeveic fTav YEVIKG TTapopoio pE Eeivo TTou Trapamnpnénke ot evijAikeg Trou EhaBav Tv aywyn
pe pembrolizumab. O1 mio ouyvég avemBUpnTeg evepyeieg (avapépBnkav ot To000TO TouAdyiaTov 20 % Twv Taidiatpikiy aoBevivy) frav mupegia (33 %), Epetog (30 %), kepahahyia (26 %), kothiaka akyog (22
%), avaipia (21 %), BAxag (21 %) kar Buoxkahiomra (20 %). H mAciovommia Twy avemiBUpNTWY EVEPYEIIV Trou avagépBnKay pe T povoBepameia fitav ooPapdmrag BaBpou 1 | 2. ERBoprva €6 aoBeveic (47,2
%) eixav 11 mepiagorepeg avemBipnTeg evépyeieg BaBpol 3 éwg 5, amd toug omoioug o1 5 acBeveic (3,1 %) eixav 1 fy mepioodTepeg avemBUpnTeg evépyeieg Trou 0dynoav ot Bavaro. O1 cuyvammreg Baaifovral
ot Oheg TIG avagepBeioeg avemBupnTeS evEpyeieg Tou gappakou, avefapTiiTug g agioAbynang g aimwdoug ayéong amd Tov epewvTi. Avagopd mbavohoyolueviuy avemBiunIWY evepyeiy H avagopd
miBavohoyoUpevwy aVEMBUPNTWY EVEPYEILV LETA aTTO T XopRynar adsiag kukAogopiag Tou QapiokeUTIKol TIpoidVTog ival onyavTikn. Emmpémer m auveyr TapakoholBnon g oxiong ogéhoug-Kivbivou
TOU QApPaKEUTIKOU TIpoiovTog, ZNTeiTal amo Toug emayyeApaTieg uyeiag va avagEpouy ooleadimote Bavohoyolpeves avemBupnTe evépyeies atov EBviko Opyaviopd Qappdxwy, Megoyeiwy 284, GR-15562
Xohapyag, Adiva, Tnk: + 30 21 32040380/337, Qat: + 30 21 06549585, lotaromog: htip/www.eof.gr. 7. KATOXOL THE AAEIAL KYKAOC®OPIAZ Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN
Haarlem, Ohavbia 8. APIOMOE(OI) AAEIAZ KYKAO®OPIAL EU/1/15/1024/002 9. HMEPOMHNIA NMPQTHE ETKPIEHI/ANANEQEHE THE AAEIAZ Hpepopnvia mpumg éykpiong 17 louhiou 2015
Hpepopnvia teheutaiag avavéwang: 24 Mapriou 2020 10. HMNEPOMHNIA ANAGEQPHIHE TOY KEIMENOY 24 louviou 2021 TPONOE AIAGEIHE Mepiopiapevn iatpiki guviayn. Movo yia Nogokopeiakn
Xprian amo yiarpd pe karahhnAn eidikeuon kai epmeipia. TNia my wAflen TEpiAnyn Twv XOpaKTEICTIKWY Tou TpoidvTag, TTapakakoipe va ameuBiveare otov Tomke Avimpéowmo MSD AGBEE, Ayiou
Anpntpiou 63, 174 56, Alipog, EAaBa, Ap. Mnrpiwou MEMH 121808101000, TnA.: +30 210 9897 300, dpoc_greece@merck.com

BonBrioTe va yivouy Ta @dpuaka e aogali ko Avagépete OAEE Tic avem@upnTeg
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