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KEYTRUDA'

(pembrthumab) for Infusion 100mg

Tia Ty TTAAEN TIEPIANYN TWY XEPAKTHPIOTIKWY TOU TIPoIGvTog, TTapakaioUpe va ameuBiveaTe otnv MSD A®BEE,
Ayiou Anpnrpiou 63, 174 56, Alipog. TnA.: 210 9897 300, Ap. TEMH 121808101000

KEYTRUDA C/S.SOL.IN 25MG/ML BTx1 VIALx4ML - 2.593,93 € (X.T) 2.818,31 € (A.T) 2.332,24 € (N.T.)

INVENTING FOR LIFE

Bon@iore va yivouy Ta gdppaxa o aogak Kl Avapépere OAEE Tic avemoynres
 evipyeleg via OAA 10 phpuaka ZupmrAnpavoviag T «KITPINH KAPTA»
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«H OykoMoyia othv
Ka®’ nuépa mpagn»

XAIPETIXMOZ

Ayanintol cuvadehdol kat pidot,

Evw Badiloupe mpog To TEAOG TNC mavdnpuiag, mpoomaboUpe OAOL VO AMOKATACTHOOUUE
TNV KAVOVIKOTNTA KOG KOL N KAVOVIKOTNTO TWV EMLOTAROVWY TIEPNAUBAVEL TN cLVEXLLOUEVN
ekmaideuon, TNV evnuépwaon, TNV avtolayr anoPewy kal Tn cuvepyacia. Méoa o auto
To mAaiolo, To petvd cuvedplo otn Xwitoa, Sivel éudacn otic St {wong MAPOUCLATELS,
Sivovtag BEPRata Tn Suvatodtnta, o€ GOOUC TO EMOULOUY YLl SLASIKTUAKT CUUUETOXN.

H Bepatoloyia Tou cuvedplou KAAUTITEL VEEG BEPATTEUTIKEG OTPATNYIKEC KOl UEANOVTLKEG
TIPOOTITIKEC. Oa MAPOUCLACTOVY, ETIONG, TA MPOYPAUUATA EEEAENG TwWY UTO €peuva
dapuakwy and etalpeieg kat ot BepameuTikol alyoplOpol Twv MAEOV GUXVWY HoPDWV
Kapkivou. H EEALlOOOUEVN QTIOKTNON YVWONE KOL KATAVONGNE TOU YOVISLakoU TipodiA KaOe
OYKOU KaBWE KAl TNG avOGOAOYLKNG TOU aoBevn amoTeAoUV POKANCELC OTLG OTIOLEG TIPETTEL
va avtamokplBolpe. Napd Ti¢ kaBuoTePOELg TTou emédepe N mavdnuia atny epibain
TwV acBevwy Kal 0TV €peUVNTIKY TipooTabela, ol eEeAEelg o8 ONEC TIC TITUXEC TNG
Oykoloyilag Tapapévouy ouvexelc kal Sladopomololv TNV TPOCEYYLON KAl TV
avTlpeTwrion tou OykoloykoU acBevr otny Kab' nuépa mpaén.

Yo¢ Kahwoopilovpe oto 12° MaveAhrvio 2uvedplo «H Oykohoyla oTtny Kob  nuépa pdn»,
and 6-9 OktwPpiouv 2022 yia pla S1adpacTikh Kol YOVIUN avToAAQyr EUTIELPLWY Kol
armoPewy YUpw armo TIC TPEXOLOEC e€eAifelg oTn Bepamela AoBEVWY e VEOTTAAGLATLKY
vOOO.

Ot Npdedpot tng OpyavwtikAg EMtportig

lwavvng Mkoog BaotAkiy NikoAaiSou
MD, PhD, FCCP, MveupovoAoyog MD, MSc, MaBoAdyog-OykoAdyog

R \TTRYLTY

Ol MNpodedpol tng Emotnuovikng Emttpornrg

Kwvotavtivog N. Zupiyog Frewpylog Evayyélou
Kabnyntng Naboloyiag-Oykohoyiag MD, NaBoAdyog-OykoAdyog
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trastuzumab deruxtecan

plopd vEwy aopaiewac. Znteital
1«6 Opyaviapo Qaopuakwy
pwv N
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BonBrote va yivouv 1a @dppaka nio aopain Kat

Kdtoxog Abeiwag Kukhogopiag: Daic > GrnbH Avapépete =
Tonkég Avunpdownog; Astra, OAEL 1g aveniBOpNTeG EVEPYELEG Yla
OAA 10 pappaka
ZupnAnpdvovtag tnv «KITPINH KAPTA»

XovBikn Tiph: 1654 46€ | Nocokopetakn Tipn: 1487 55€ | Aavikn Tiph: 1819 49€



«H OykoMoyia othv

Ka®’ nuépa mpagn»

EMNXTHMONIKO MNMPOIrPAMMA

MEMNTH OKTQBPIOY
08:30-09:00 MpoocéAsuon - Eyypadég
09:00-11:10 AoOeveig pe kakonOeta kat tavénuia COVID-19

Mpoegbpeio: M. KorteAwa, B. NikoAaiibou
09:00-09:20 Emibpacn tng mavdnuiag otnv mapakoloubnaon

XPOVIWV voonuatwy - Avadopd otn BLpAloypadia

(ZA-Kapbiayyetakd-IONE) A. Mévtn
09:20-09:40 Emibpaocn tng mavdnulag oe screening Kat SLayvwon

OTLC KakonBeLleg TveLUOVA 2. Mayyevakn
09:40-10:00 EpPoAlacuog évavtt COVID-19 oe aoBeveic pe

KakonBeleg E. loupboumdpn
10:00-10:20 Mapouciacn mepimtwong (Aépdwua AmAToq) A. Mnovoda
10:20-10:40 Mapouciacn mepimtwong (cakxapwdng StaBATng

amno avocoBepareia) I. Mapkdkn
10:40-11:00 AcBeveic pe aLUOTONOYIKEC KaKONOELEC KAl

COVID-19 A. NamavikoAomouAou
11:00-11:10 >ulntnon
11:10-11:30 AwdAsppa
11:30-13:00 YmootApLEn Twv acOevwv e KOPKivo

Mpoeépeio: I. Nkiodog, A. payga
11:30-11:50 Edappoyr mpoypAaupatog Slaxelplong Tou OTPES

o€ aoBevelg e xpovio tovo M. Apxovtakn
11:50-12:10 O pohoc Tng Stadepuikng tomobeTnong evbompodBeaong

otnV KAWIKA €kBacn Twv aoBevwy e kapkivo Tveupova

Kot cUvOpopo avw KolAng dAERaC M. Fpappouotidvou
12:10-12:30 H kataypadr) TG CUCKETLONG AUTOAVOOWY

VOONUATwY o aoBeVe(C Ue KapKivo mvelpova

und avoooBepareia I. Toaung
12:30-12:50 O pohog TNG avoooBepameiag 0ToV LETAOTATIKO

KOpKivO TOU HaoTou r. Floudrou
12:50-13:00 ulntnon




" WLUIBTAYO

cemiplimab

MNpiv 1n cuviayoypagnon cupBouvAeuteite tnv XN nou diatiBerm
oty 1oToogAida g E.E.: www.ec.europa.eu i ansuBuvBeite oTnv etaipeia
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sanofi REGENERON Bon@iaTe va yivouv 10 @appaka nio aogakil Kai Avagépete
’ . ) . , OAEE 11 avemiBupnteg evépyeieg yia OAA 10 @appaka

Sanofi-Aventis A.E.B.E. Acwp. Zuyypou 348, Kripio A, 176 74, KahhiBEa, Tupnhnp@vovrag v «KITPINH KAPTA»

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

Ka®’ nuépa mpagn»

MEMNTH OKTQBPIOY
13:00-15:10 MNpoogyylon cuviBwv MaOOAOYIKWY VOGHUATWY and TV MAEUPA TOU

KAWVLKOU LatpoU

Mpoeébpeio: M. Mdavn, B. koUpag
13:00-13:15 AwayvwoTLKr TPOGEYYLON AOKITIKAG OUAAOYAC A. ZodLavidn
13:15-13:30  YmelwkoTLKr) GUAOYH 0g KaKONBELEC: SLayVWwOTIKA

T(POCEYYLON E. Xpavwwtn
13:30-13:45 Mveupovia kovoTnTag A. XapaAdpmoug
13:45-14:00 AwayvwoTikr mpoaéyylon Slappoikol cLVEPOUOU I. MapkomouAog
14:00-14:20 AwayvwoTLKn Tpoaéyylon dnANTnpLacewy amno

opyavobwaodoplkoUG ECTEPEC n. Evpopdomnoviov
14:20-14:40 TMVEUHOVIKO HKpoBiwpa: 0 pOAOG TOU OTLC MABNOELC

TOU QVATIVEUGTIKOU GUOTIUATOC A. Biokog
14:40-15:00 Mup€eTOC AyVWOTOU altloloyiog A. Kapaytavvakou
15:00-15:10 Xulntnon
15:10-16:30 MeonuBpivr Atakomn
16:30-18:30 KakonOsia: éva voonua e MoAAEG KAWVLKEG EKONAWOELG

NMpoeépeio: E. Kokkotou, @. ZapponoUAou
16:30-16:45 FUvdpopa anpoadopng Ekkplong avtdioupntikng (SIADH) M. Mowion
16:45-17:00 KUpla vEUPOAOYLKA TTAPAVEOTIAACUATIKA CUVOPOLLA N. MAakoritng
17:00-17:15 Ynepaofeotialpia o kakonBeLeg A. Anpuntpakomoulog
17:15-17:30 QOubETEPOTEVIKO EUMUPETO A. XaBapomnoUAou
17:30-17:45 Awayxeipion aoBevouc pe Ca mveupova Kat Brxa X.-MN. BouBouoca
17:45-18:00 AvermBupuntec avtidpaoelg avocobeparmeiog I. Favva
18:00-18:15 ‘Exel Béon n avocobeparteia 6TOV YUVALKOAOYLKO

KapKLVO; M. Nanadnuntpiov
18:15-18:30 >ulntnon
18:30-19:00 AtGAsippa
19:00-20:30 ZTOXEVOVTOG TO LLOVOTIATL TNG VEOOYYELOYEVESNG

Mpoeébpeio: K. MavralomouvAog, £. ToaykoUAn
19:00-19:20 Juppetoxn tou povoratiou VEGF aTnv kapKvoyeveaon E. Wappog
19:20-19:40 MpoyvwoTikr onpacta tou povornatiol VEGF oe

aoBeveic pe pecodnAiwua l. KuptakoUAng
19:40-20:00 MpoyvwaoTikr) onpoacia tou povornatiou VEGF oe

aoBevelg e Kapkivo Tou mvelpova A. NamavikoAomouAou
20:00-20:20 OepamevTikn 0TOXEVON TOU povornatiol VEGF oe

VEOTAQOHATO TOU Bwpaka N. Moakpng
20:20-20:30 sulntnon




=
TECENTRIQ

atezolizumab

7 WITH PURPOSE

CONNECT

TECENTRIQ® 1.200 mg nukvé idAupa yio mapaokeun SiaAupatog mpog Eyxuan. w PRIX GALIEN GREECE @
TECENTRIQ® 1.200 mg;: * EMG50 N.T: 321,90 € - AT 3.951,72 € + KUmpoc: MA.T: 4.073,42 € Adiwa 2079

TECENTRIQ® 840 mq mukvé 8idAupa yia mapaokeur Siahlpatog mpog Eyxuan. KAAYTEPO BIOTEXNOAOITKO TIPOION
TECENTRIQ® 840 mg: * EMdBa: N.T.: 2.053,66 € - A.T.: 2.618,66 € * Kunpog: MA.T.: 2.873,55 € wwwprixgalien.gr

Tpomog AidBeang TECENTRIQ™: ]
Me mepiopiopévn 1aTpikA ouvtayn: B@WWWW:W pappaka Mo aopahr kal §
Mavo yia voookopelokr xprian and yiatpd VRgepaTE: 5
e kataMnhn eidikeuon kai epneipio. mmmmmﬁjﬂﬂm g
Nepartépw minpodopieg SiatiBevial and Tov TupmAnpivoviag TV «KITPINH KAPTA» =
Kkdtoxo Tn¢ G3eiac kukhodoplag Katémy ormhoews. g

EAAdSa: Roche (Hellas) A.E.

Ahapdvag 4 & Ashgav, 15125 Mapoual, ATTIKA

nh: 210 6166100, email: hellas.medinfo@roche.com
800 11193 00 (Swpedv ypappn emikoIvwviag)
Kinpog: A, Itapdeng & Zio Atd.
mA:+357-2276 6276
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nAaPALZKEYH / OKTQBPIOY
09:00-10:00 E&eAiterg otnv avocoBepaneia

Mpoebpeio: H. KapaumneAag, E. NtaAdkou
09:00-09:20 KapblotofikoTnTa amo Tnv avocobepameia A. TooukaAdg
09:20-09:40 MpoyvwoTikol Seiktec avoooBeparmeiag otov

Kapkivo Tou paotol M. FpappouvoTidvou
09:40-10:00 O poAog tn¢ avocobepareiag ota veonmAdopata

TOU TIETTLKOU B. KoAwrtZikng
10:00-11:30 ZImAvVLO LOVOTIATLOL CTOXEVONG

Mpoeédpeio: @. Kwvotavrivou, M. Mcdvn
10:00-10:20 O podhocg tou olaparib otov kapkivo Tou maykpéatog M. AvayvwoTtakng
10:20-10:40 O pohog Tou olaparib oTov Kapkivo Tou TPOOTATN I. Todung
10:40-11:00 Ztoxevovtag To povonatt HER2 otov MMKN E. Navaywwtou
11:00-11:20 toxelovtag To povomdtt bRAF oTov Kapkivo Tou

TIOXEOG EVTEPOU A. Aantépyola
11:20-11:30 >ulntnon
11:30-12:00 AtdAsippa
12:00-13:00 Eé&eAigelg ota veormAdopata tou KNZ

Mpoebpeio: &. NaunponouvAog, Z. KaAaitin
12:00-12:20 T\owoPAdctwua: n Béon Tng akTvoBepameiag otny

UTIOTPOTTN E. MapaykouSakng
12:20-12:40 OgpameuTIKOS aAyOPLOUOG LN eEALPETLULOU

YAoLOBAACTWUATOC M. Mnakoyswpyog
12:40-13:00 OepaMEUTIKOG AAYOPLBUOG PN EEALPETLUOU

QOTPOKUTTWHATOG Z. Aaunponoulog
13:00-15:00 Research advances in neuroendocrine tumors

Chairs: M. Skala, G. Evangelou, A. Marioli
13:00-13:20 Molecular profiling of lung neuroendocrine tumours A. Sexton-Oates
13:20-13:40 Organoid models of neuroendocrine cell growth

and tumorigenesis T. Dayton
13:40-14:00 More effective treatment planning for neuroendocrine

cancer patients using zebrafish tumor xenograft diagnostics L. Jensen
14:00-14:20 Regulatory heterogeneity of neuroendocrine tumors Y. Drier
14:20-14:40 Autofluorescence imaging of treatment response

in neuroendocrine tumor organoids A. Gillette
14:40-15:00 Discussion
15:00-16:30 MeonpuBpivr) Atakonn
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«H OykoMoyia othv

Ka®’ nuépa mpagn»

MAPATKEYH OKTQOBPIOY
16:30-18:30 E&eAi&elg oTA VEOTTAQGHATO TOU OUPOTIOLNTLKOU

Mpoebpeio: A. Kovuaptavou, B. NikoAaibou
16:30-16:50 OgpAMEUTIKEC EMUAOYEC OTNV EVIOTILOUEVN VOO0 Kapkivou

TOU TIPOCTATN: PLILKI TIPOOTOTEKTOMN I. Kuptdkou
16:50-17:10 OepAMEUTIKEG EMAOYEC OTNV EVIOTILOUEVN VOCO Kapkivou

TOU TPOOTATN: PLUKN akTvoBepareia I. KputoéAng
17:10-17:30 OgpAMEUTIKEG ETUAOYEC OTOV EUVOUXOAVTOXO HN

LLETAOTATIKO KAPKIVO TOU TIPOOTATN P. ZakomoUAou
17:30-17:50 MMepleyxelpntikn Bepamela oTov Kapkivo Tou vebpou A. AaoKapAKNG
17:50-18:10 OgpameuTIKEC eTAOYEC Yo MRCC PETA TNV TIPWTN

VOO H.-A. Maupoeldi
18:10-18:30 Kapkivog vedpou: mwe petadppalovral ta Sedopéva

TWV KAWIKWY LEAETWV TNV Kabnpepvr kKAwikn paktikn; K. Koutoolkog

sponsored by %! =N

18:30-18:50 AldAsippa
18:50-20:45 OykoAoyik Npaktik 2022 state-of-the-art (1)

Mposépeio: 5. AyyeAakn, A. Wuppn
18:50-19:10 OepameUTIKOG OAYOPLBOG O N €EALPECLUO Kal

LETAOTATIKO NTTATOKUTTAPLKO KAPKIVWLOL M. Kapapoulng
19:10-19:30 OgpAMEUTIKOG OAYOPIBLOC TOU UETACTATIKOU

EUVOUXOAVTOXOU KOPKIVOU TOU TIPOCTATN M. Awovtog
19:30-19:50 OegpamMeUTIKOG QAYOPLOLOG TOU LETACTOTIKOU

Kapkivou tou otoudyou/rOz 0. Makatowpng
19:50-20:10 OgpAMEUTIKOG OAYOPLBUOC TOU UETAOTATIKOU

Kapkivou Tou oloodayou A. Nanadiin
20:10-20:30 OepamMeUTIKOC aAYOPLOUOC TOU UETACTATIKOU

KOpKIVOU TOou HaoToU ®. Zayoupn
20:30-20:45 >ulAtnon




CRAPHIUMI

Phesgo_08_032022

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

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

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

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

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

70% & 90%

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

MAnpowpopieg yia tnv acpdleia: MNa EmayyeAparieg Yyelag

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

MAnpotpopieg yia tnv kunon: MNa EmayysApartieg Yyeiag

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

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

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

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

W PHESGO® %

PERTUZUMAB-TRASTUZUMAB

Go there

BifAioypagpia

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

141 224-245. 6. NCCN Guidelines Version 52020 - Invasive Breast Cancer.
Published July 2020. Available at: httpsi/www.ncen.org/professionals/physi-
cian_gls/defaultaspx 7. Cardoso F et al. Ann Oncol 2018; 29: 1634-1657. 8.
Cardoso F et al. Ann Oncol 2019; 30: 1194-1220. 9. Burstein NJ et al. Ann
Oncol 2019; 30: 1541-1557.10. Pivot X et al. Ann Oncol 2014; 25: 1979-1987. 11,
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¥ To pappaxe autd telel und oupminpwpartikn napakoholBnon. H avagpopd
mBavoroyolpevilvy avemBUpnTwy EVEPYEWNV PETA and Tn xoprynon dbeag
KukAowoplag Tou papuakeuTikol Tipoidviog elval onpavtikr. Emrpenel Tn ouvexn
napakoAclBnon tng oxéong opEAous - KIVBUVOU TOU (PApHaKEUTIKOU TTROIGVTOG.
Mpénmel va yivetar avapopd twv avemBiuntwv evepyewsy. O1 avemBipnteg
evépyeieg Ba mpéner va avagpépoviar wg efng EAAGba: ot Movada
Qappakoemaypumvnong tng Roche [(Hellas) AE, eite amootéAlovrag e-mail
(hellas.drugsafety@roche.com); glte tnAspuvikig (+30 2106166100). Kimpeg: ato
Tufpa OQappaxkoemaypunvnong tng etaipelag LA, Itapdrng & Lia A, eite
arnootéAdovtag e-mail (drugsafety@stamatis.com), eite tnAsgpuvikae  (+357
22-257200) fj péow Oak (+357 22-257300).

EAMGBa: ROCHE (Hellas) A.E.

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

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

Tnh: 4357 - 2276 6276
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TABBATO OKTQBPIOY
09:00-11:00 E&eAi&eLg oTOV KOLPKiVO TOU TtVEU OV
NMpoeédpeio: H. ASavaoiadng, E. Sauavrdag
09:00-09:20 H etepoyévela Kol oL BEPATTEUTIKEG TIPOKANOELG
oTNV QVTLPETWTTLoN tou otadiou Il tou MMKTI M. NOKKa
sponsored by AstraZeneca
09:20-09:40 Néol Bepameutikol opllovteg LEOW TOU SUTAOU
QVOOOATIOKAELGUOU 0TNV 17 ypO KA TOU HETACTATIKOU
MMKIM E. Awapbou
sponsored by i Bristol Myers Squibb’
09:40-10:00 Atlomowwvtag tn Suvapn Twv BloSelkTwy yla va
VIVEL TpaypaTIKOTNTA N LATPLKY akpLBeiag otov
Kapkivo tou mvebova - MET alterations A. Xaprmidou
sponsored by IARRT K
10:00-10:20 KRASG12C peTtdAAagn, VEOC DepATIEUTIKOG OTOXOG
yla toug aoBevelg pe MMKTI I. Aaivakng
10:20-10:40 Neotepa dedopéva otn Bepamela mpwWTNG YPOUUAS
ALK+ MMKTT Z. AyyeAdkn
sponsored by
10:40-11:00 Mote va eEetaletal n xoprynon povo-avocoBepareiag
évavtl cuvbuaouou xnueloBeparmeiag-avooobeparmeiog
o€ aoBevelg ue MMKIN 1. MoUvt{og
sponsored by §Q nOﬁ
11:00-11:30 OykolAoyikA Npaktikn 2022 state-of-the-art (11)
Mpoeébpeio: E. Mkoyka, A. Kwtoakng
OepamEeUTIKOG aAyopLlBpog peTaotatikol SCCHN A. Wuppn
11:30-12:00 AtGAsippa




AT

ALUNBRIG?Y

BRIGATINIB

180mg | 90mg | 30mg
TABLETS

Mepropiopévn) laTpIky cuvtayr. H évapén ¢ Bepaneiag yiveral oto vogokopEio
kai unopel va ouveyileral kT voookopeiou und v napakoAotBnon eidikod watpod.

Noookopeiakn Tipur;  Awavikr Tipr

Bon@rjote va yivouv Ta @dppaka mo acgaln kat ALUNBRIG F.CTAB 180MG/TAB BTx28 3443,56 € 4140,94 €
Avagépete: (7 iokia x90 mg+21 Siokia x 180mg) ouokeuaoia évaping

OAEZ 11 avemBUHNTES EVEPYEIEC VIO ALUNBRIG F.C.TAB 180MG/TAB BTx28 Sioxia ot blisters Aclar/Alu 344356 € 414094 €

OAA ta gdpuaka ALUNBRIG F.C.TAB 30MG/TAB BTx28 &iokia oe blisters Aclar/Alu 705,79 € 886,16 €

Tupminpwvevrag v «KITPINH KAPTA» ALUNBRIG F.C.TAB 90MG/TAB BTx28 &iokia ot blisters Aclar/Alu 211734 € 256486 €

Na neplocotepeg minpogopleg, aneubuvBelte otnv eTaipeia

Kdaroyxog adsiag Kukhogopiag Takeda Pharma AS Tomkog Avinpoownog Takeda EAAag ALE.
Green Plaza, Ktipio B, Ay. Kwvotavtivow 59-61, 151 24 Mapouot

TnA. kévtpo: 2106387800, Fax: 2106387801 - www.takeda.gr
Takeda & Takeda logo are trademarks of Takeda Pharmaceutical Company Limited used under license. ONCOLOGY

Copyright © 2022 Takeda Hellas SA. All rights reserved. C-APROM/GR/ALUN/0020/10/2022
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ZABBATO OKTQBPIOY
12:00-14:30 Pipeline otnv OykoAoyia 2023
Mpoebpeio: H. Kottéag, A. Xapridou
12:00-12:20 OegpameuTikeg emhoyEg otov ALK+ NSCLC. Eukalpieg
KOUL T(DOKANGELG E. FaAdvn
sponsored by GP{F
12:20-12:40 Kouwvotopeg AUOELG 08 OYKOAOYLKA TTPOBARaTa l. AnunTPLadng
12:40-13:00 Avaduopeveg BepameUTIKEG ETIAOYEG 0TV oykoAoyia.
Alapopdwvovtag To PéAoV, Twpa A. Kapadnpou
13:00-13:20 H avocoBepamela kot To HEANOV TwV OepATEVTIKWY
emiloywv otnv Oykoloyia B. Mpappartikov
13:20-13:40 ITOXELUEVEC Bepameleg yla OYKOUC HE UTIEPEKDPATN
Tou utodoxéa HER2 kat yoviSlakég Slatapaxeg Tou
umodoyea FGFR2 N. Avtwvokomnoulog
13:40-14:00 E&eAl€elg 0TNV QVTLLETWITLON TWV OUPOAOYIKWY
Kapkivwv: veotepa dedopéva amod to 2022 A. Naon
sponsored by 7%&‘“&5
14:00-14:20 To mapdv Kat To pLéAAoV Twv TKI avaoToAéwv oTN
Beparmela TwV CUUTTOYWY OYKWV I. AeSAkn
14:20-14:30 Zulntnon
14:30-17:00 MeonpuBpvr) Atakonn
17:00-18:00 E&eAigelg oTOV KAPKiVO TOU HACTOU
Mpoebpeio: X. MNanadnuntpiou, X. XptotodouAou
17:00-17:20 Evbokuttdpla otoxeuon tou HER2. Zemepvwvtag
TLG TPOKANoeLg otn Beparmeia tou HER2+ kapkivou
TOU HaoTtol @. Ztaupidn
sponsored by ﬁ;ENES'S
17:20-17:40 Neotepa Sedopéva tou Sacituzumab Govitecan
amno ta Sebvr) ocuvédpla ESMO BR, ASCO & ESMO 2022 3. Zadeipdtou
sponsored by [(J GILEAD
17:40-18:00 ‘Eva Brpa yia tnv Oykoloyia, Eva GApa ylo Tov
udpniou kwduvou vmotponrg HR+/HER2- EBC A. Tpudwvonoulrog
sponsored by (QQDD)M;%Z?
18:00-18:50 OykoAoywk Mpaktik 2022 state-of-the-art (111)
Mpoebpeio: X. MNanavépéou, A. Mrtoutng
18:00-18:20 H afla tng avoooBepamelag cav eMKOUPLKN
Bepamneia oto MIUC . A\omag
sponsored by U Bristol Myers Squibb
18:20-18:50 Makpoxpovia dedopéva tng avocobepameiag
otov MMKT] H. ABavaoladng
sponsored by 0:0 Mﬁlﬁ?mm
18:50-19:00 AwdAsippa




I
D IMFINZI

¥ durvalumab

jection for Intravenous Use 50 mo/ml

0 xpdvog eivar noAitipog atn Bepaneio 1" ypappic tou extetapévou
otabiov pixpoxutrapixod kapkivou nvedpova (EE-MKI)

H YNEPOXH THE LYNEPTEIAL IMFINZI+EP*
@ *(cisplatin or carboplatin)

Anobebetypévo opehog atn ouvolikn eniBiwaon pe to IMFINZI ota 3 xpdvia. 4
Aratipnon tng noiétntag wng twv acBevv yia neplogdtepo xpovikd didotnpa ‘
€vavt ng xnpetoBepaneiac. '

ES-SCLC
—T

ENEPTONOIHEE TH AYNAMH TOY ANOEOMOIHTIKOY?
LTOXEYZE XTHN EMIBIAZH

Itauiouika onpavuko Lmnv avdAuon twv Sedopévwv Jetiag 10
opelog otn ouvolikn opehog ot ouvolikn emiPiwon dianpeital
empiwon. >3 popég nepioodtepol aoBeveis napapévouv ev Zwn
Sidyieon 03 13 pvec (95%C, 11.5-14.8) ota 3 xpovia e 1o IMFINZI+EP .

pe 1o IMFINZI+EP évavu 10.3 pnvav 1 7. 6% 5. all/o

(95%Cl, 9.3-11.2) pe EP povo' )
HR=0.73: 95% Cl, 0.59-0.91: P=0.0047 He 1o IMFINZI+EP e EP pdvo

[ENA AL®AAEIAL: Exnv peAétn CASPIAN, o mio ouxvér avemBupnteg evépyeiec (20%) nepieAdpBavav oubeteponevin, avaiplo, vautio, ohwnekio kol BpopBokuttaponevia.' O
JPEVET ono To avogonointikd cuotnpa avemBipntes evépyeiec hwv 1wy BoBpdy, aveCopritwe aimokoyiog, fitav 20% otoug aeBeveic nou EhaPav IMFINZI+EP ko 3%

u éhaBov EP pdvo.?

MFINZI 6g auvbuaopd pe etonosibn kot eite kapPonhativn eite swonhativn evbeikvutal yio tn Beponeio npditng ypappic oe evihikeg pe EXTETapEVOY
u nvedpove (EL-MKN).

Nepiypopn NpoTdviog Atavied Tiph XovBpikd Tiph Noooxopeiaki Tipd

A
AstraZeneca &

Bonfiiate va yivouy ta pappaka no aogeAn kat A¥n:tf\gﬂg 28211?02? Mﬂf?;%léggﬁ:g
ovagépere DAEE uig avemBupntes evépyeieg yio DAA 1a A EM”UJJ ?116 ’JUI‘;[]E)[]U- F:)-- 2 185
papyaxa augninpwvovrag tn KITPINK KAPTA NA. apayy + 216 2000000,

www.astrazeneca.gr

IMF/00050/1/0522
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TABBATO OKTQBPIOY
19:00-20:45 OykolAoyik Npaktikn 2022 state-of-the-art (1V)
Mpoeépeio: I ApaBavtivég, B. Mrtapumnouvng
19:00-19:20 Tud&Aage otn Staxeiplon Tou PEAAVWUATOC TOV
teleutaio xpovo; E. Fkoyka
sponsored by i Bristol Myers Squibb
19:20-19:40 TuaMhage otn Slaxelplon Tou kapkivou pooTtdtn M. Tolatdg
19:40-20:00 TudAAage otn Slaxelplon Tou Kapkivou Twv wobnkwv X. Mamadnuntpiov
20:00-20:45 sulAtnon
KYPIAKH OKTQBPIOY
09:30-11:00 E&eAi&eLg oTa VEOMAGOLOTO TOU TIEMTIKOU
Mpoeébpeio: I. ZouykAdkog, M. MavteAdkog
09:30-09:50 MPOCUUMTWUATIKOG EAEYXOC TOU KOPKIVOU TOU
TIOXEOG EVTEPOU l. ZouykAdKkog
09:50-10:10 Kapkivog max€og EVIEPOU GE VEAPOUG EVAALKES l. EvayyéAou
10:10-10:30  HmaTkog xnpetopBoAopdc (TACE): evdeifelc kal
QTOTEAECUATIKOTNTA N. Mtwxng
10:30-10:50 O pohog Tng avoooBepameiag otn pullkn Bepameia
OTOpGYOU M. @=oxapn
10:50-11:00 uintnon
11:00-12:00 Evolving targets for the treatment of NSCLC
Chairs: C. Emmanoulidis, A. Grivas
11:00-11:20 Therapeutic management of NSCLC patients
harboring EGFR Exon 20 insertion mutations A. Passaro
sponsored by 0 1
11:20-11:40 MpoKAACELC KaL TTEPLOPLOPOL OTNV TAUTOTIONGON
BlobelkTwy oToV kapkivo Tou mvevupova pe NGS.
To mapadetypa tou cMET A. Zaétta
11:40-12:00 O pdAog TNG avocoBeparmeiag oav EMKOUPLKN
Bepamneia ota Mpwipa otadla tou MMKIM l. Tki6Zog

sponsored by




® RYBREVANT V¥

(@amivantamab)

MNa Toug acBeveic cag pe pn HIKPOKUTTAPIKO
Kapkivo tou mvevpova (MMKIT) pe
pevaAlaéeig évOeong oro e§wvio 20 Tov
EGFR.2

To RYBREVANT® elvat To povo dleidikd avtiowpa
v MMK[.#

EGFR kat MET, Spivtac eVAVTIQ O€ £Va UEY

£0POG EVOOYEVWV Kal EMKTNTWY HETAAAEEWY yia

TNV QVTILETWITION KN TRORAE

Maywyns Kat Slaguyrig Tou oy

To ouvol ot1o avtanokplong (ORR) frav

¢ e MMKIT pe petan

évBeonc oto E&wvio 20 Tou EGFR, petd v

Beparneiag e nv mhativa. °

(3

*To RYBREVANT® w¢ povoBepaneia evdeikvutail yia 1 Bepaneia evijlikwy aoBeviv e TOMIKA TPOXWPNHEVO I} HETAOTATIKG HI| HIKPOKUTTAPIKO KAPKIVO TOU
nveOpova (MMKI) pe evepyonoinTikég petardateig évlsong oto e€wvio 20 Tou unodoyéa Tou emdeppikol avénTikou mapdayovta (EGFR), peva v anoruyia
Bepansiag pe faon Tnv mhariva.'

#*To ORR, To guvolikd mocoaTd avtandkpiong, eival To MocoaTo Twv acBevuv mow METuXaivouy HEpIKN avranokpion (peiwon 230% oto afpoiopa Twv SiapéTpwy
Twv PAaBav- otoxwy) i mhipn avrandkpion (e§apavion OAwv Twy BAaBuv- otoxwy) pe Paon ta kpirrpia RECIST k6. 1.1, 1

TKUpio kataAnkTiké onpeio T paonc | tng peAétng CHRYSALIS, dnwg afiohoyriBnke pe Tuphonomnpévn avefaptntn kevipikr afloAéynon (BICR), cupgpwva pe Ta
kpitjpia RECIST £kS. 1.1. ORR 43% (95% AE, 34-53)." BICR: tuglononpévn avefaptn kevipikr afioAéynon, AE: Aiaotnpa Epmotooivng, EGFR: unoboyéag Tou
embeppikou avnrikeu napdyovra, MMKN: pn pkpokuttapiké Kapkive Tou nvedpova, ORR: cuvolkd mogooto avranokpiong, RECIST: Kpitnpia a§ioAdynong tng
AVTanokplong 0& CULITAYEIG OYKOUG

1, RYBREVANT" Summary of Product Characteristics. 2021. 2, Neijssen J et al. ) Biol Chem 2021. 296 {100641); 1-13. 3, Baum| J et al. Abstract presented at the IASLC
2020 World Conference on Lung Cancer. 28-31 January 2021. Singapore, worldwide virtual event. FP07. 4, ESMO clinical practice guidelines. Metastatic non-
small cell lung cancer: ESMO Clinical Practice Guidelines for diagnosis, treatment and follow-up. Updated version published 15 September 2020. 5, AWMF clinical
guidance, 53-Leitlinie Pravention, Diagnostik, Therapie und Nachsorge des Lungenkarzinoms. Langversion 1.0. 6, NCCN. Clinical Practice Guidelines for Non-Small
Cell Lung Cancer V.8.2020. Available at: https://www.nccn.org/store/login/login.aspx?ReturnURL=https://www.nccn.org/professionals/physician_gls/pdf/nscl.
pdf. Accessed February 2021. 7, Passiglia F et al. Crit Rev Oncol Hematol 2020; 146: 102858. 8, Haura E et al. J Clin Oncol 2019; 37(15_suppl):9009. 9, Park K et al.

J Clin Oncol 2020; 38(Suppl. 15): 9512-9512. 10, Sabari J et al. Mini oral presentation at the IASLC 2020 World Conference on Lung Cancer. 28-31 January 2021.
Singapore, worldwide virtual event. OA04.04. 11, Ricordel C et al. Annals of Oncolegy 2018; 29(suppl. 1):128-i37. 12, Arteaga C. Nat Med 2007; 13 (6): 675-677.13,
Eisenhauer E. et al. EJC 2009; 45: 228-274

v To @dppako autd Tedei uné cupminpuwpatiki napakohotBnon. Auté Ba entpéel Tov ypriyopo mpocdioplopd vEwY mAnpogopiwy adpdaleiac.’
O1 enayyeApartisg uyeiag kalouvral va avagépouy mBaveg avemBupunteg evépyetec.] BA. map 4.8 mg Nepiknpng Xapakmnpiotikwy MNpoidvrog tou RYBREVANT®
Yici TOV TPSTIO avagopac avem@uinTwy eVEPYELWV.

H MEPIAHWH TON XAPAKTHPIZTIKONTOY MPOIONTOX MEPIEKTIKOTHTA METEQOZ ZYIKEYAZIAL | NOZOKOMEIAKHTIMH | AIANIKH TIMH
BPIZKETAI ZE EMOMENH ZEAIAA. .
/5.SOL.IN
350MG/7ML/VIAL BT X 1 VIAL X 7ML 122476 € 1.505,28 €
BonBrioTe va yivouv Ta pdppaka mo acpalij Kat o
Avapépete JANSSEN-CILAG ®APMAKEYTIKH A.E.B.E.
OAEX tig avemBUpnTe; evEpyEie yia Aewgodpac Eiprivng 56, 151 21, Nedkn, ABriva, TnA: 210 8090000 Ja nsse n OHCOIOgy
OAA 1a papuaka WWww.janssen.com.gr
ZupmAnpdvovrag Ty «KITPINH KAPTA» aLc {oh fob

CP-340325/RYB/0822/001
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Dayton Talya
Drier Yotam

Gillette Amani

Jensen Lasse

Passaro Antonio

Sexton-Oates Alexandra

Skala Melissa

Ayyeldkn Zodia

ABavaoladng HAlag

Avayvwotdkng Magiog

Avtwvakonoulog NikdAaog
Apapavtvog Mepdoipog
Apxovtakn Mapia

Biokog Anpftplog

BouBouoa Xpucoula-Mapackeur
FaAdavn EAévn

ravva Ipyévera
rkL6Zog lwavvng

rkoyka EAeva

Fopdrou lewpyia

Group Leader, EMBL Barcelona

Assistant Professor, Lautenberg Center for Immunology and
Cancer Research, Faculty of Medicine, The Hebrew University
of Jerusalem

Postdoctoral Research Associate, Morgridge Institute for
Research

Associate Professor, Department of Health, Medicine and
Caring Sciences (HMV), Division of Diagnostics and Specialist
Medicine (DISP), Linkdping University, Sweden

MD, PhD, Medical Oncologist, Division of Thoracic Oncology,
European Institute of Oncology, Milan, Italy

Postdoctoral Scientist, Rare Cancers Genomics Team, Genomic
Epidemiology Branch, The International Agency for Research
on Cancer/WHO, Lyon, France

Professor of Biomedical Engineering and Investigator,
Morgridge Institute for Research

KaBnyntpta MaboAoyikric OykoAoyiag, MaboAoyikr-
Oykohoywkn KAy, M.T.N. HpaxAeiou, Epyaotrplo
Metadpaotikig Oykoloyiag, Mavemothpio Kprtng

MaBoAdyog-OykoAoyog, Aleubuvtrg, OykoAoyikn KAwikr),
Nocokopeio «Mntépar, Emtikoupog KaBnyntrg Oykoloyiag,
Northwestern University, H.M.A.

Edikeudpevog Maboloyikrg Oykoloyiag, OykoAoyikd Tunua,
" Mooy KAwikn kat Opwvupo Epyactriplo latpikng
xoAnG E.K.M.A., I.N.A. «H Zwtnpio»

MD, lotpevtepoAdyog, Medical Director,
Immunology/Oncology, Genesis Pharma
MNaBoAdyoc-Oykolodyoc, Asdktwp Mavemiotnuiov ABnvwy,
Juvtoviotrg AteuBuvtrg, B’ MaboAoyikr-Oykohoyikr KAwikr,
I.O.N.K. «Ot Aytot Avapyupol»

MSc, Ekmatdevtpla yLdyka Kot Staxeiplong otpeg tou movou
Aeutepoetrc Qoutntig, latpkn ZxoAn, E.K.M.A.

Extoetrg Doutrtpla, latpikn ZxoAn, E.K.M.A.
MaBoAdyoc-OykoAoyog, AvarAnpwtpla Aleubuvrpla, B’
Oykoloyikn KAwikry, Noookopeio «Metropolitan»

Extoetri¢ Dountpla, latpkr ZxoAn, E.K.M.A.

MD, PhD, FCCP, MveupovoAdyoc, AKadnuaikog Yrotpodog
latpkng 2xoAng E.K.M.A., OykoAoykr) Movada I’ MaBoAoyikng
KAk g kot Opwvupou Epyaotnpiou latpikig ZXoAnRg
E.K.M.A., T.N.A. «H Zwtnpio»

MaBoAoyog-Oykoloyog, Kabnyrtpla Maboloyiag-Oykoloyiag,
latpkny ZxoAn, Maveruotruio ABnvwy, A’ Maboloyikr) KAwikn,
M.I.N.A. «Aaiko»

MD, MSc, PhD, ElSikeuopevn MaboAoykng OykoAoyiag,
I" NaBoAoyikr) KAwikr kot Opwvupo Epyactrplo latpikig
IXoAng E.K.M.A., I.N.A. «H Zwtnpio»




A NAPTE TON EAEFXO ME

YCABOMETYX' | TocABOMETYX®rIA
(cabozantinib) tablets | TOYZ AZ@ENEIZ AZ

To CABOMETYX® wg avacToAfag Tupooivikng kivaon (TKI) kai
aTTO TOU OTOPATOG BEpaTTEia ETTEBEIEE OTATIOTIKA OTJHAVTIKN
BeAtiwon Twv PFS,0S5,0RR? péow Tng avaoToAng Twy

mmapayoviwyv MET, AXL, VEFGR ® og 6A&g TG KAIVIKEG HEAETEG!

NegpokutTapiké Kapkivwpa

1" M'pappr’
Ze eVAAKES QOBEVEIG HE TTPOXWPNHEVO VEPPOKUTTAPIKO KapKivwpa evBidpeong i
PTWYNG TTRPOYVWANG, ol oTToiol Bev Exouv AABEI TTponyoudevn Separeia.

Ze ouvOUQOHO pE VIBOAOUNAUTTN, EVDEIKVUTAI YIa TNV BEpATTEi TIPWTNG YPOUHNG OE
EVIAIKEG QOBEVEIG e TIPOXWPNHEVO VEQPOKUTTAPIKG KapKivwHd,
2" Tpappn’

Z& eVAAIKEG OOBEVEIG HE TIPOXWPNHEVO VEQPPOKUTTAPIKS KApKivwpa PETA amd
TrponyoUevn oToxeUouoa Bepatreia ayyeiakou evdoBnAiokol augnTikou Trapdyovia
(vascular endothelial growth factor, VEGF).

HrratokutTapiké Kapkivwpa

2" Mpappry’

EvSeikvuTtal w¢ povoBepaTreia yia Tn BepaTieia Tou NTTATOKUTTAPIKOU
KapKIVWHaToG o€ eVijAIKEG aaBeveig TTou £xouv AdBEl TTponyoupevn Bepartreia
UE COPAPEVIYTTT].

Ala@opotroinuévo KapKivwpa Bupeogidoug

2" Mpappry’

Z& eVIAIKEG QOBEVEIC PE TOTTIKA TTPOXWPNHEVO N HETAOTATIKO, SIAPOPOTIOINUEVO
KapKivwpa Bupeogidolg (DTC), avBexTiKG f un KatdAAnAo yia Beparreia pe
padievepyo 1Wdio (RAI), TTou éxouv Trapoucidoel eEENIEN TNG VOTOU KaTtd Tn
SIdpKeIa 1] HETA aTTd TTponyoUHEVN CUTTNHATIKA BEpaTTEia.

To CABOMETYX® £xe1 éva Sia)elpioipo TTpo@il aveKTIKOTNTAG KAl Ao @AAEIag, TO OTT0i0 £XEl
amrodelyBei oe OAeC TIG KAIVIKEG HEAETEG TTpOOPEPOVTAG OTOUG aoBeveic TroidoTnTa Jwiig’

IPSEN MON. ENE .

AT10Y AHMHTPIOY 63 , 174 56 AAIMOZ, AGHNA p

THA.: 210 9843324, 210 9858930, FAX: 210 9887911 I . SEN
E - Innovation for patient care

E-mail: ipsenepe@ipsen.com

http:/iwww.ipsen.gr

TnAépuva papuakoeTaypimvnong: 210 98 43 324, 210 98 58 930

1. Mepidnyn XapaktnpioTikwy Mpoidviog-AlaTiBeTal amo Tnv eTaipeia WWWWU:WMMMM
2. PFS:Progression Free Su_rwvaL 0OS:Overall Survival, ORR:Overall Response Rate OAEE 115, avemBUpnTES EVEpYELES i
3. MET:Receptor Tyrosine Kinase, AXL:Receptor Tyrosine Kinase, OMT
VEGFR: Vascular Endothelial Growth Factor Receptor, BURRAENOVIDS THY SKITPRN KAFTAS
4. DTC: Differentiated Thyroid Cancer, RAI: Radioactive lodine

5 CABO-A/MAY2022
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Foupdounapn Eutuyia

Fpappatikol BloAéta
Ipappouotiavou Maipn

paya Ajpntpa

Mpifag Avaotdoiog

Aantépyola ABnva

AnUNTPAKOTIOUAOG ANHATPLOG

AnuntpLadng lwavvng
EppavounAiéng Xpriotog
Evayyélouv Mewpylog
EuvpopdornovAou MNoAa
Zayoupn) DAwpa
ZakomoUAou Pouprtivn
Zadepdrov odia
Oeoxapn Mapia
KaAaitn Zwn
Kapaytavvakou Avva
Kapasdrnpou AAe§avépa

Kapapoilng MydAng
Kapapmnelag HAiog

Kokkotou EAévn

KoAwstlikng BaoiAelog

Edikeudpevn Maboloyiag, I Maboloyikr) KAk Kot
Opwvupo Epyaotrplo latpkng ZxoAng E.K.M.A., I.N.A. «H
Jwtnpla»

MD, Senior Scientific Advisor, Oncology Medical Affairs, BMS

Edikeudpevn Maboloyikrig OykoAoyiag, Oykoloyikr) Movada
" NaBoloyikrg KAwikng kat Opwvupou Epyactnpiou latpikrg
TxoAng E.K.M.A., T.N.A. «H Zwtnpla»

MD, PhD, KuttapoAdyog, EMLoTtnovIKOG Zuvepydtng,
OykoAoyikr) Movada I’ MaBohoyikng KAWIKNAG kot Opwvupou
Epyaotnplou latpkig ZxoAng E.K.N.A., I.N.A. «H Zwtnpio»

MaBoAoyog-OykoAoyog, EmpeAntrig A, B’ Mabohoyikn-
Oykohoykn KAwikn - Movada Metapdoyxeuong, A.O.N.A. «O
Aylog 2appag»

Edkeuopevn Naboloyiag, ' Nabohoyikr) KAwvikn kat
Ouwvupo Epyaotrplo latpikig 2xoAng E.K.M.A., T.N.A. «H
Swtnpia»

Eni Ntuxiw Oowtntng, latpkr ZxoAn, E.K.M.A.

MD, MSc, MBA, MaBoAdyoc-OykoAoyog, Oncology Medical
Lead, MSD

MaBoAdyog-OykoAoyog, latpikd AtaBalkaviko Kévipo
Oeooatovikng, Mpwnv Avarinpwtng Kabnyntig
Mavemniotnuiov UCLA

MaBoAdyoc-Oykoloyoc, Emikoupkog EmypueAntng B, I
MaBoAoykr KAwikr kat Opwvupo Epyactriplo loTpikig
YXoAng E.K.M.A., T.N.A. «H Zwtnpla»

Tetaproetig Qoutitpla, Tuipa Gappakeutikng E.K.M.A.

MaBoAdyoc-Oykolodyoc, Kabnyntpla latpikng £xoAng E.K.M.A.,
I.N.A. «ANe€avEpa»

MNaBoAdyoc-Oykoloyoc, Akadnuaikdg Yrotpodog, B’ MK,
M.I.N. «ATTIKOV»

MD, PhD, MNMveupovolodyoc, Associate Director, Oncology,
Gilead Sciences Hellas & Cyprus

MaBoAdyog-Oykoloyog, ErpeAntpla A, A’ MaboAoykn
KAwkn, M.IENLA. «Adiko»

AktivoBeparmeutrg-OykoAoyog, ELoTNOVIKOG ZUVEPYATNG,
latpikd Kévtpo ABnvwv

MNepmnroetng dottitpLa latpkng, Pavol Jozef Safarik University,
Kosice, ZAoBakia

MNaBoAdyoc-Oykoloyoc, PhD, Medical Lead Oncology/
Hematology, AstraZeneca

MaBoAdyog-OykoAoyog, Kabnyntng, latpikr) ZxoAn, E.K.M.A.
MD, MSc, El81ko¢ MaBoAoyog, EmpeAntrig OykoAOyLKAG
Movadag, latpikd Kévtpo ABnvwv

MD, MSc, NveupovoAdyoc-Dupatiohdyog, Emotnuovikn
Juvepyatng, OykoAoyikr) Movada I MaBoAoyikng KAwIKAG Kot

Ouwvupou Epyaotnpiou latpikrg £xoAng E.K.M.A., I.N.A. «H
Swtnpia»

Eldikeuopevog Maboloyikrg Oykohoyiag, 251 .N. Agpomopiog
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KAK: TEVA GmbH, GERMANY

Tpoénog diabeang: MNepiopiopévn iaTpikn ouvtayr). H Sidyvwon kai/n n évapgn
Tng Bepaneiag yiveTal oe voookopeio kal unopei va ouveyileTal ekTog

voookopeiou und vocokopelakn napakohouBnon.

Myocet liposomal Cﬁ

2mg/ml(50 mg) (liposomal doxorubicin)
KAK: TEVAB.V., THE NETHERLANDS
Tponog SiaBeang: Me nepiopiapévn 1aTpikn) ouvtayr.
Mévo yia vogokopeiakn Xpnan.

Pazenir:

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

KAK: RATIOPHARM GmbH, DEUTSCHLAND
Tponog 81aBzang: Me nepiopiapévn 1aTpIkf) guvTayr).
Mévo yia voookopeiakn xpron.

Armisarte®

25 mg/ml  BTx1VIALx20ML
(pemetrexed as pemetrexed diacid)
KAK: ACTAVIS GROUP PTC EHF., ICELAND
Tponog 8iaBsong: Me nepioplguévn 1TPIKn CuvTayr.
Mévo yia voookopeiakr xprion.

Acti ﬂ@

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

KAK: TEVA PHARMA B.V., HAARLEM, THE NETHERLANDS
Tpoénog BidBeong: Eidikr ouvrayn yia ¢pdppaka nou
unayovTai oTig Biatageig Tou N.1729/87, Nivakag T.

www.teva.gr

Ze nepinTwon ékSoong viou Aektiou Tipdv Qappdxwy, I0XUOUV Ol VESTEPES TIHES.
Noookopeiakég Tipgg: * TEVAGRASTIM INJ.SC.INF 30MIU BTx SPE.SYR: 122,83€. « TEVAGRASTIM INJ.SO.INF 48MIU BTx SPF.SYR: 198,23€.
* PAZENIR PD.SUS.INF SMG/ML BTx1 vial x100 mg: 123,74€ « MYOCET P.D.S.CD.I 2MG/ML BT x 2: 698,45€
= ARMISARTE C/S.5OLIN 25MG/ML BTx1VIALx20ML: 712,92€ « ACTIQ LOZ 200MCG/LOZEN BTx30: 126,65€
* ACTIQ LOZ 400MCG/LOZEN BTx30: 135,51€ ¢ ACTIQ LOZ 600MCG/LOZEN: 136,356
* ACTIQ LOZ 800MCG/LOZEN BTx30: 136,35€ « ACTIQ LOZ 1200MCG/LOZ BTx30: 136,35€
Nepairépw nAnpopopieg SiatiBevrar and 1n Specifar A.B.E.E., katdomv armjoews.

Zuv-npowbnon: Specifar AB.E.E.,

Bontijote va yivouy Ta @appoke mo ao@oii Kot Edpa/EpyooTdaoio:
Avagépere 28n¢ OxTwppiou 1, Ay. BapPapa, 123 51
OAEL 1ic avemBOpnteg evépyeies yia Ipaepeia Epnopikot TuAparog:
OAA ta gappaxa Aew. Kngpioiag 44, Mapoual, 151 25
Zopminpavovrag nv « KITPINH KAPTA» Trh: 211 8805000 Fax: 211 8805120

Ap.T.E.MH.: 000228201000
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KomeAid Mapia

Kottéag HAlag

Koupaplavou Avva

KoutooUkog Kwvotavtivog

KpttoéAng Mewpylog

Kupidakou lewpylog

KuplakoUAng lwavvng
Kwvotavtivouv ®pocw
Kwtodkng ABavaoiog
Aaivakng Frewpylog
Naprpomouldog Stépavog
Naokapdakng AmtOoTtoAog
Nedakn lwavva
Awdpbou EAeva

Advrog MxanA

AUkka Mapia

NUnag FewpyLog

Mayyevakn Zodia

Moakatowpng Owpag

Makpn¢ Mavayuwtng

Ka®’ nuépa mpagn»

MNaBoAdyoc, Empentpla A, ' MaBoloyikr) KAwikn kot
Oupwvupou Epyaotriplo latpikng £xoAng E.K.M.A., I.N.A. «H
Jwtnpla»

MaBoAoyog-OykoAoyog, AvarAnpwtrg KaBnyntng latpkig
TxoAng E.K.M.A., " MaBoAoykn KAwikr) kat Opwvupo
Epyaotrplo latpikng ZxoAng E.K.M.A., .N.A. «H Zwtnpia»

MD, PhD, AleuBuvtpia E.2.Y., MaBoAdyog-OykoAdyoc,
Awpatoloyiki-Oykoloyikry Movada, A Mavemotnuakn
MaBoloywkn KAwikn, M.I.N. «ATTKOV»

MNaBoAdyoc-Oykoloyoc, Em. YrielBuvog OykohoytkoU
Turuatog, Euyevidelo Oeparmeutriplo, SUVEPYATNG
Oepameutiknc KAwvikng E.K.M.A., T.N.A. «AAeEavSpa»

AktivoBepareutrig-Oykohoyog, Zuvepydtng Kévtpou
AktwvoBepareutikric Oykoloyiog A.0.K.A. «Yyeio»

Oupohoyog Xelpoupydg, AteuBuvtrig Kévtpou EAdxlota
EmepBatikrc OupoloyLknG XELPOUPYIKAG, latpikd Kévtpo
ABnvwv

MNepmtoetric PowtnTAg, latpikn LxoAn Adploac, MavenioTio
Oeooahiog

Ed1ko¢ Nabolodyog, latpikd Kévtpo ABnvwv

AvarmAnpwtr¢ KaBnyntrg Naboloyiag-Oykoloyiag, latpkn
YxoAn, Navemnotiuo Osocahiag, AleuBuvtrg, OyKoAoyiKn
KAwikn, M.I.N. Adploag

MNaBoAdyoc-OykoAdyog, AvarAnpwtnc Aleubuvtng, A
OykoAoyikr) KAwikr, Nocokopeio «Metropolitan»

MNaBoAdyoc-Oykoldyog, Av. AleuBuvtrc, I" OykoAoyikn
KAwikn, A.0.K.A. «Yyeio»

MD, MSc, NaBoAdyog-Oykoloyog, AleuBuvtrg, OyKOAOYLKO
TurAua kot Kévtpo KAvikwv Meletwy, latpko Kévrpo ABnvwv

Molecular Oncologist, BSc, MSc, PhD, Medical Advisor, Ipsen

MD, PhD, MaBoAdyog-OykoAdyog, Addktwp Imperial College
London, AleuBUvtpla A" OykoAoyikng KAwikng, Noookopeio
Metropolitan

MNaBoAdyoc-Oykoloyoc, Emikoupkog Kabnyntig
Oeparevtikrc Oykoloyiag, E.K.M.A., Oykoloyikr) Movada,
I.N.A. «ANe€avEpa»

MNaBoAdyoc-OykoAdyog, Avarinpwtpla Aleubuvipla A’
OykoAoyikr) KAwikn - Movada KAwvikwv Meletwy, «Eppikog
Ntuvav» Hospital Center

MNaBoAdyoc-OykoAoyog, AleuBbuvtrc, Turpa NEVETIKAG
Oykoloyiag, Noookopeio «Yyeia»

Edikeudpevn Maboloyiag, I’ Maboloyikr) KAk Kot
Ouwvupo Epyactrplo latpkng ZxoAng E.K.M.A., T.N.A. «H
Jwtnpia»

Avarinpwtng Kadnyntrig NaboAoyiag-Oykoloyiag, latpikn
YxoAn, Naverotriuo Natpwv, Oykoloyikd Turua, M.r.N.
Matpwv

Mepmnroetng dotntng, latpikr) ZxoAn, E.K.M.A.
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Mavn Mapia

Mapaykoudakng Eppavouini

MaploAn Avépovikn

Mapkakn lovAia

Mapkomoulog lwavvng

Mavposdy HAéktpa-Aviwvia

Mévtn Apladvn

MoUvt{og lwavvng

Mrnakoyswpyog Mdapiog
Mrmapurnouvng Bacilelog
Mrmovodad Arovuoia
Mroutng AvaeTtdoLog
Ndon Aéomowva
NwoAaidou BactAkn
NtaAdkou EAeuBepia
Navaywwtou EppavouiA
NavtagénouvAog Koopadg
MavteAdkog Navaytwtng

Nanadnuntpiov Madprog
Mamradnuntpiou Xpiotog

Namravépéou Xpriotog

MamnavikoAoroUAou ApaAia

Nanadiln Avactacia

MveupovoAdyoc, Emotnpovikdg Tuvepyatng E.K.MA.,
OykoAoyikr) Movada I’ MaBohoyikng KAWIKNAG kot Opwvupou
Epyaotnplou latpknig 2xoAng E.K.M.A., T.N.A. «H Zwtnpia»

MD, MRCP(UK), AktivoBepareutric-OykoAdyog, ETLOTNLOVIKOG
Juvepyatng, «laow» Mevikr) KAwkn

PhD, Eldkog MaboAdyog, Empelntpla Oykoloyikng Movadag,
latpko Kévipo ABnvwv
Edikeudpevn MaboAoyiag, I Maboloyikr) KAwikn Kot

Opwvupo Epyaotrplo latpkng ZxoAng E.K.M.A., I.N.A. «H
Swtnpio»

Tetaptoetig Poutntng, latpikr ZxoAn, E.K.M.A.
Edikeudpevn Maboloyikrig OykoAoyiag kat Aluatoloyiag,

Internal Medicine (Tumorresearch), West German Cancer
Center, Essen University Hospital

Edikeudpevn MaboAoyiag, I Maboloyikr) KAwikn Kot
Opwvupo Epyaotrplo latpkng ZxoAng E.K.M.A., T.N.A. «H
Swtnpio»

MD, MSc, PhD, MaBoAdyog-OykoAdyog, AteuBuvtnig A
Oykohoytkng KAwvikng kat Movadag KAwikwv Mehetwy,
«Eppikog Ntuvav» Hospital Center
MNaBoAdyoc-Oykoloyoc, EmpeAntrg, OykoAoyikr) KAwikr,
latpko Kévtpo ABnvwv

MNaBoAdyoc-Oykoloyoc, AteuBuvtrig E” OykoAoytkng KAWLKNAG,
Nocokopeio «lacw»

Edikeuopevn Naboloyiag, [ Nabohoyikr) KAwvikn kat
Ouwvupo Epyaotrplo latpknc ZxoAnc E.K.M.A., I.N.A. «H
Swtnpia»

MNaBoAdyoc-Oykoloyog, AleuBuvtrg E.LY., A.N.O. «Oeay£velon»
MNaBoAdyoc-Oykoloyoc, EmpeAnitpla B, B’ MaboAoyikn-
Oykohoyikn KAwikr, I.O.N.K. «Ot Aytot Avapyupol»

MD, MSc, NMaBoAdyoc-Oykoloyoc, Emikoupikry EmipeAntpla B,
I.N.N.©.A. «H Zwtnpia»

MaBoAdyog, Emiotnuovikog Zuvepydtng, Oykohoyikry Movada
" MaBoloyikrg KAwvikrg kat Opwvupou Epyactnpiou latpikhg
YXoAng E.K.M.A., T.N.A. «H Zwtnpla»

Edikeuopevog Maboloyiag, MN.N.O.A. «H Zwtnpio»
MaBoAdyog, Akadnuaikog Yotpodog latpikrg ZXoAng
E.K.M.A., " MaBoloyikn KAwikn kot Opwvupo Epyactriplo
latpkig 2xoAng E.K.M.A., T.N.A. «H Swtnpia»

MD, PhD, AleuBuVvTrg ZTEPEOTAKTIKNAG AKTLVOXELPOUPYLKAG KalL
AktwvoBeparteiog, Ouhog latpdmoALg

latpdg, Naveniotruto tou Miami

MNaBoAdyoc-OykoAoyog, Kabnyntng latpikng E.K.M.A.,
YrieuBuvog, Oykohoyikr) Movdda, I.N.A. «Apetaielo»
Ouoétipog Kabnyntrg Nabohoyiag-Oykoloyiag, A.M.0.

Edikeudpevn Maboloyiag, I MaBoloyikr) KAk Kot
Opwvupo Epyaoctrplo latpikrg ZxoAng E.K.M.A., I.N.A. «H
Swtnpia»

MBBS, BSc, MSc, PhD, MRCP(Onc), MaBoAdyog-OykoAdyog,
latpko Kévipo ABnvwv




OMINOZ AIATNQZTIKQN KENTPQN

AMNEIKONIZH | ANAAYZH | AIATNQEH

H Affidea orjuepa amnoterel tov kopudaio BuwTKS dopia
TICPOYT|G IOTRIKWY LTI PECIV TRwToRABag TepiBaAyng oTtnv
Euptonr. Apaotnplonoteltal o8 16 Xpeg pHEoa amo eval ikTuo
319 wTpkwy kevipwy & 11 xA. emayyeAuaiy Lyelag.

Iy EMaéa Aettoupyet and to 2005 pe oToXo TV TOPOXT
ochokAnpwpEvwy TIpWTORAOUIWY UTINPETILY  LYElag  LYNANG
TIOOGTNTAG i OAOUG,

1o TAaiolo g Swiprols avaBaBuong TWY TIAPEXOUEVWY
umneeoidy TG Snuicbpynoe  éva lMovehhadikd  Alktuo
AoyvwoTikiy Kévipwy o8 TROTUTIoUG [TpIkols XWPous, oy

@ offidea

—mnéavw and 6Aa eival 1 vyeia

OUVEXWG ETIEKTEIVETAL, HE EUTIEDO LOTPIKO KOl VOOTAEUTIKO
TEOOWTTKG, efaadallovtag Ta uynAdtepa emtineda aadAAe.
H aptidtnta tou olyxpovou efomhiopol, n emBefaiwpévn
afloToTia kol N SleBvriq avayvwpLaT) TWY QTIOTEAECHATWY NG
Affidea katabervbovtal amd Tig SIakplTelg Kat TIC OTPOTNYIKEG
OLVERYAOLEG TNG OTO WO TNG LYEC,

Ola 1a kévipa tng Affidea eival motonomnpéva kata 1o
SleBvég mpdtumo 1ISO 2001 kat ta PlomaBoloyikdt epyaaTripial
Samoteupéva amod 1o EBvikd Zuatua Awmioteuong (E.XY.A)
kotd 1o ISO 15189.

\

affidea.gr [} O
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Mwowion Mapia
MAakortitng NikoAaog
Mtwyng NikdAaog

Jagtra AyyeAkn

Zapavtdg Enapevwvéag

ZappornoUAov Dwrtewvn

JKkoupag BaoiAelog
ZouykAdkog lwavvng

JodLavién Apadia
Itawpién GAwpa

Jupiyog N. Kwvotavtivog

Tpudpwvonoulog AnUATPLOG

ToaykoUAn Zodia

Todung lwavvng

Towatdg Mapivog
TooukaAdg Aloviolog
XaflapornovAou Avactacio
XapaAdpnoug AnpATpLog
Xapmidou Avépravr)

Xpavuwtn EAévn
XplotodouAou Xprotog

Wappog Eppavouni
Wuppr) Apavra

Ka®’ nuépa mpagn»

latpog, Mtuxlouxog latpkng ZxoAng E.K.M.A.

latpog, Mtuxlovuxog latpiknc IxoAng, E.K.M.A.

EnepBatikoc Aktivodoyog, MD, MSc, PhD, EBIR, EmpueAntig
A’, Tunua EmepPatikng Aktivohoyiag, I.N.A. «I. Fevwnuatdg»
BloAdyog, Kabnyntpla, Emot. YrebBuvn Movadag Moplakrg
MaBoloykng Avatoptkng, A' Epyaotrpto NMaboloyikng
AVaTOUIKAG, latpikn ZxoAn, E.K.M.A.

MNaBoAdyoc-Oykoldyog, AleuBuvtr|g, B’ Oykohoyikn KAwikr,
Nocokopeio «Metropolitan»

MNaBoAdyog, Emotnuovikn Zuvepydtng, OykoAoyikry Movada
" NaBoloyikrc KAwvikAg kat Opwvupou Epyactnpiou latpikng
YxoAng E.K.M.A., I.N.A. «H Zwtnpia»

MD, PhD, FCCP, Mveupovohoyog, 401 I.2.N.A. & Nocokopeio
«Yyeio»

MNaBoAdyoc-OykoAdyog, AvarmAnpwthic Kabnyntng
MaBoloywknc OykoAoyia, latpkn ZxoAn, Maveruotrpo Kpntng

MNepmtoetric PowtrtpLa, latpikn IxoAn, E.K.M.A.

MNaBoAdyoc-OykoAdyog, AleuBuvtpla A’ MaboAoyikAc -
OykoAoyikrc KAwiknc, Noookopeio «Yyeia»

KaBnyntrg Maboloyiag & OykoAoyiag loTptkAg SXoAAg
E.K.M.A., AtcuBuvtic I’ MaBoloyikng KAwikrg kat Opwvupou
Epyaotnplou latpkig ZxoAng E.K.M.A., I.N.A. «H Zwtnpia»

MNaBoAdyoc-OykoAoyog, Aleubuvtrc, B’ Maboloykn-
Oykohoytkn KAwikn, T.A.O.N.A. «O Aytog ZaBpag»

MD, Mveupovoloyog, EmoTtnuoviKh SUVEPYATNG lOTPIKAG
YxoAng E.K.M.A., EmpeAntpla, Oykohoyikn KAwikr, latpikd
Kévtpo ABnvwv

Edikeudpevog NMaboloyikric Oykoloyiag, I Mabohoyikn
KAwikn kat Opwvupo Epyaotrplo latpkig 2xoAng E.K.M.A.,
I.N.A. «H Zwtnpio»

MD, PhD, BSc, NaBoAdyog-Oykohdyog, latpikd Kévipo ABnvwv
Eldikeudpevog Naboloyiag, M.N.N.O.A. «H Zwtnpia»
Antddorrog latpikig ZxoAng E.K.M.A.

Tetaproetrig Qowtntrg, latpikr ZxoAn, E.K.M.A.

MD, PhD, FCCP, MveupovoAoyog, Akadnuaikog Yrotpodog
latpikng ZxoAng E.K.M.A., Oykohoyikr) Movada I’ MaBoAoyikrg
KAWIKA G kot Opwvupou Epyaotnpiou latpikig SXoARg
E.K.M.A,, T.N.A. «H Zwtnpio»

Tetaptoetric DowtrtpLa, latpikn IxoAn, E.K.M.A.
MaBoAdyoc-Oykoloyoc, AleuBuvtig, B’ Oykohoytkr KAwikn,
Noookopeio «Metropolitan»

Tpuroetrig Poutnthg, latpukr IxoAn, Mavernotrpio MNatpwv

KaBnyntpla NaboAoyiag-OykoAoyiag, latpkn ZxoAn E.K.M.A.,
AlevBuvtpla, B’ Npomawdeutikry MaBoloyikr) KAwwkn, M.I.N.
CATTIKOVY
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" MaBoloyikr) KAwvikr kot Opwvupo Epyaotrptlo latptkig 2xoAng E.K.M.A.
Oykoloyiko Kévtpo latpoBroloyikng Eknaibevong kat Epeuvag (OKIBEE)
EAAnvikn Etaupeia Kapkivou Mvevpova (EAEKAT)

6-9 Oktwpplou 2022

Hinitsa Bay Hotel
Xnvitoa, Mopto XEAL
TnA. 27540 57401

H eyypadn kat n mapakoholOnon tou ouvedpiou gival SwpPedv Kol EMITPENETAL UOVO OE
£TOYYEAUQTIEG LYELOC KAL OE TIPOTITUXLAKOUC/LETATTUXLOKOUG POoLTtnTEC. Ol CUUUETEXOVTEG
elval anapaitnto va BeBalwvouy Ty LBLOTNTA TOUC, TPOCKOWI{OVTAS AVTIOTOLXO AmOSEIKTIKO
oTOLXELO.

‘Ocol ouppEeTEXOVTEG eMBUMOULY va £xouv PpuaLKi Ttapouoia Ba Tpénel va mpocéABouv oto
XWpPo Sle€aywyng yla TNV gyypadr Toug | vo TPOYHATONOLCoUV TNV IPOEYYPAdT TOUG
NAEKTPOVIKA HECW TNG LoTooEAiSag www.events.gr. STOUG CUMUETEXOVTEG Ba oTaAel
NAEKTPOVIKO barcode mou Ba mpEmet va capwvouv KaTd Tnv £i00806 toug atnv aibouoa.

Ma tnv elcodo otnv aibouoca Ba tnpnBel oelpd mpotepaloTNTAC BACEL TNG WPAG ADLENG OTOV
OUVESPLAKO XWPO Kol OXL TO TIOTE TpayatomnolOnke n eyypadr oto cuvédplo.

BAOEL TWV VEWV UYELOVOULKWY TIPWTOKOAAWY, To cuvédplo Ba mpoBAAAeTaL TaUTOXPOVA
Stadiktuakd péow TG LotooeAibag www.livemed.gr. Edv lote véog XproTng apakaAoU e
akoAouBrjote tn Sladikacia dnuoupyiag Aoyaplacpol oto Livemed, cupmAnpwvovtag ta
amnapaitnta nedia (moatote oto nedio Register / Eyypadn). H Snuioupyia Aoyaplacpou sivat
SWPEAV KAl UTIOXPEWTLKH YLOL TNV TIOUPAKOAOUONGN TWV OMALWVY.

Edv €xete nén Aoyaploaoud oto Livemed xpnolUOMoOLAOTE TOUG KWSLKOUG 0O¢ yla va
ouvbebeite, emAé€te amd to pevol Tnv Katnyopla Live, To ouvédplo mou BéAete va
TopakoAouBoETE Kal 0TN CUVEXELA TO £lKoViSLo Go Live ) Go Virtual.

M 2tn cuvéxela yla va ouvdebeite pe tnv aibouoa, EMIAEYETE Ao TO PeVOU TTOU
eudavileTal 0To KATW HEPOC TG 000VNG oag, TNV «AiBouoa ZuveSPLACEWVY»

Inueiwon: Epocov embupeite va nopaAdBEeTe MLOTOMOLNTIKG, E(VOL AITOPALTNTO HETA
T oUvéeon oag oto Livemed va petafeite otnv elkovikn «Mpappateia Zuvedpiou» katl

va oAokAnpwoete tnv «Eyypadn» cog otnv emotnpovikn ek6AAwaon matwvtag to
QVTLOTOLKO €LKOVISLO, WOTE Va apXLoEL va KataypddeTtal o xpovog napakololBnaong.
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JUpdwva pe Ta kptripla tng EACCME-UEMS Ba xopnynBouv 22 popia Zuvexllopevng latpikig
Eknaidevong (CME-CPD credits).

Bdosl tng eykukAlou tou EO®, Ba umdpxel olOTNUA KATAUETPNONG TOU XPOVOU
napakololBnonc. To motononTIko mapakoAouBnong Ba elval SLaBEoLpo PETA TO TEPAS TWV
£pYAOLWV ToU Zuvebpiou g 60U olVeSPOUG EXouV KAvel eyypadn. Altapaltntn npoundbeon
yla tnv mapaAafn Tou motonotnTtikol mapakoAolBnong elval n cUUMANPWGCN TOUAGXLOTOV TOU
60% TWV CUVOALKWV WPWV TOU ETILOTNHOVLKOU TIPOYPALUATOG KOL i NAEKTPOVLKT) GUUTIApWoN
Tou gpwtnuatoloyiou afloAdynong tou cuvedpiou. O aplBpog Mopiwv Zuvexl{opevng laTpLkng
Eknaidevong (CME-CPD), Ba umoloylotel Bdoel tou xpodvou mapakoAoubnong mou Ba
kataypadel otnv matdopua Livemed yla 6ooug €xouv SLadIKTUKN Ttapoucia KoL 6To CUCTNHA
KATOUETPNONG 0TV €l0od0 TG aiboucag yla 6ogoug €xouv GpuOLKA Ttapouasia. MoTOMOLNTIKO
6¢e pnopel va 600¢tl yla tnv on-demand mapakoAouOnon.

MapaAdBouV To TILOTOMOLNTLKO TOUG aneuBeiag amno tnv mAathopua LEow tou niediou
«IMoTonoNTkO», To omoio evepyomoleital petd tn ARén tou Zuvedpiou. To
OUYKEKPLLEVO Tedi0 Ba elval evepyo £wg Kal 6 uiveg amd tn Anén tng ekdnAwaonc.

@ OL ouppetéxovteg (gite pe puoikn elte pe Stadiktuakn moapoucia) pumopolv va

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

EA. BeviZéhou 154, 17122 N. Tudpvn, TnA.: 210- 98 80 032
Events & Travel Soutions— Qag: 210-98 81 303 ¢ E-mail: ets@otenet.gr, ets@events.gr
Website: www.events.gr

ATnayopeUeTaL pNTd N avamapaywyn, avadnuoaleuon, avtypapr, arnodnkevan, mtwinan, uetadoon,
Stavour, €kdoon, ektédean, Anyn (download), uetappacn, tporomroinon Ue omolovénmote TPOmo,
Xwpic t™ pntry mponyoUuevn Eyypaen ouvaiveon tng Etaipiag, tou ouvoAou 1 UEPoUG ToU
niepLexopévou tou lMpoypauuaroc. H E.T.S. Events & Travel Solutions emipuAdoostal pnTtwe mavtog
VOUIHOU SLkawUaTog TG Yl TN StapuAaén Twv SIKALWUATWY TVEUUATIKNAG Kol BLOUNXAVIKNG
téloktnolag. Mna avaAutikotepes mAnpoopieg emtokedeite To www.events.gr.
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MEPIAHYH XAPAKTHPIZTIKN MPOIONTOX
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LYNTATOTPAQIKEZ TAHPOQOPIEX
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EYNGEZH: Alunbrig 30 mq emwahuyyiiva i herd upévio Siokla: Kdbe emkahuppivo e hemd wiévio Biaklo mepiékel  [BpoBurapdio | Sopmopang » To Alunbri ipéniva Siaxoiel g Ty enavopapd o Goumpan
30 mg pmprykarvigmn. Edayo pe ywem) dodor; KaBe emkaluppiévo pe Aermd upsvio Sioklo REpEGEN 56 my pavoldpikic {Kapiai Bpadukapdia Fpaburapbia o rapSiasi) ranpeio 60 bom f upnaepn.
Aaxtodpc. Alunbrig 90 mg enwahupévg ue hem b Biowa; Kie emmmduppévo e hemd updvo Biodo mepitge | ouywirn . Ewm wyxwmvmpowummmmw To G700 thv a0TH G0 pokahe
90 mag pnprykativijng, Exdoro ue woer pdon: Kabe enwaluppiéve pe hemtd upevio Sioxlo nepiéxét 168 my povoiBpirc Joprdtepn T Bo Biar) 1ou npoanpyotel, o Alunbrig
Aaxtodpc. Alunbrig 180 mg nwohypéve pe hentd utvio Giora; Kol emmhupiévo pe hentd ubno Giokio nepitge |60 bpm) mawmwﬂmvmmmwwpuammmﬂ]
180 mg pnpryrarrvipinng. Endoye we ywari) dpdor; Kibe emahuppéve pe Aentd upévio Sioxio nepiéyer 336 mg povoDpixric Boobukapbia f oe xapSiakr] ouyvimta fpepiac 60 bpm f grdtep)
Aaxtid. Oepamsumikég evBeifeic: To Alunbrig evbieliunal wg povoBepansia yia ) Bépanzia eviihikuv ooBevi e i oo oupopyOlL b o T oolo eivan
Hemikd oy Kivéon 0 heppayrarog (ALK) npaywpnpsévo pn pixpokuTiopikd kapkivo tou nvedipova (MMKIT) nou an maWMmm avappiatel i sdv ta auppoviaom
Bev eiyav npanyoupavwe unofhnBei oe Bepancia pe avaatohéa g ALK To Alunbrig evbelivumar we povoBepancia yi 1 WWUWVWMWW ﬁcv&ummm 108601 M m
fepanein avihikwy asBavov jie Berind ary ALK mpoxwpnjiévo MMKF rou éxow nponyoupiévia unofhnfl ok Bepaneia e Ay yoprhoTepy 5
kpiCotwiymn). Aogoloyia kai ypomog Xopiiynang: H 8zpancia e To Alunbrig npénel va exider kol va enhénral ana &gmwmmm ﬂwm 1, JETG TV EVOpOpd G COVTTWHITIKG
£vav 1Tpd e Eumepla o) Yprian oVTIKapKNVIKAV gappakeuTIkGY TipaidvTiv. H kavaoraon Berixoi oty ALK MMKT npéngt W@W“‘E@w ouenra e \ucﬁﬂ mg sphtept.
v lval yvuaT npre T évapén T Bepaneiag e to Alunbrig. fia v enthoy Tov cofevay e era ot ALK MMKN evan Bpaburaphio pe . EWMWWW""T" pSia cuyopnyotiero gop npoity
anapaitn po enkupwpévn Saxipaaia ALK, H Goxiaaia yia Bernd oty ALK MMEN npénei vo Sieédyetar and spyaotipia amehTike yia ayapHTEl ki & ytef 1 660 Tou, 1o Alunbrig npéne va
3¢ KetodeBerypEvn endpKeia o1 DUYKERpIMEVT Tevahoyia now ypnarponoreitar oookovia: H ouwiotapewn Soon évapsng Tou 0 Qo) ouvneses, OWVEROTEL 010 A, yayinAdtepo eninebo Blark '-'" vo e o Mivako 1, e
Alunbrig eivar 90 ma i opd T nuépa yia s putes 7 nisépec kat 180 ma jio gopa Ty nsépa rkatdn. Edv 1o Alunbrig évbien nefyouoas, TV ENVIgopd 1B Bl 1) 0 ki) ougwmTa npepia
Siokongiyia 14 nuépec 1 nepioodiepo yia Ayoug dkhoug ana mm[nﬂuuqﬁq EVEpYEIEG, 1} Bepanein npénel va ouveyioTe pe napépfaany b urihdtepn, i ouper napaxodoifinon omo evBeirvutal Khakd.
560 90 ma pla gopd Ty nysépa yia 7 npépec npv T auénon atv nparyou crr) &don. Edv napahewplei pia 6don 1) -ToNunbng mlwﬁmwmuww v bev avapopiorel oupBakiov ot
TIapOLIAOTE! EPETOC jETa 1) N piag Boong, Bev npénet va yoprynBei emnhéov Sdan ki mdpwq Baon npénet va Anplel Japy npmﬁv
T paypaypaTiopEvn wpa, HBepancia npéne va owveyi(enal, pooov naparnpetal Khwid dpedoc. [podapoysc e ianc: . {,a im v 10 Aluy va Dikor
Niakom e yoprynanc f/ka pekaon T doong evbéyeral va anamodvial pe Bdon Th aopdAeia ki TIv avoy Tou KiBE Aténan g CPK | Aunon e CPK * To Alunbrig npéneiva Biawone fu i enovapapd oe adnon me CPK
aoBevoii;. Ta enineda peiuonc g doang Tou Alunbrig oworpidovrar arov Nivaka 1. fobpoi3n4 fafipoi < 1(< 25> ULN) A oo eninebo ovagopac kar Kamomm vo owveyiTel
(> 5,0 % ULN) pe am ifio Sor,
Nivakag 1: Iwviotopeva enineda peiwong me boong tou Alunbrig jwohyia 1 obovopla [+ Edv n adénon e CPK Paipod 3 4 emavepspaviote yie pualyia § aduvopia
n fabpoi = 2 Pafiod = 2, to Alunbrig npéne v Siokonel ¢ Gtou enavéMBet adgron T
s ;’;:::" P mfw,m = i< 15 25>¢ LN e maapop i e capopic
90 mayiio popd TV pépa | pexiaTe o€ 60 mg jia qapd | SiakdyTe povika Sevepappoderal m‘g:“;,x:'él' N ST e QUECKOC A ATEDD TETE A T LN
(mpeec 7 népec) T Tpépa 2 - o
180 ma i pope T épa | peciare o 120 mg i gope [ pesere o= 0 mg i gopd | =o€ 60 m i gope ;‘fﬂ;"“m mm::mh ) Tﬂ*'ﬂﬂbr@mv?mf"imwwwmwwgﬂws‘ (<15
R - e ajubdong (>20xULN) B &vﬂmuqmwmwmcm&mncﬁuﬂmiwmm
T Alunbrig ripénel va Siaxonel v, edv o aoBeviic Be propel va aveyBel m Sdany 60 mg pia gopd v npépa. O aumdasi; P TV Enavapop ‘UEWNUSHS 15 ULN)
i Tpomanowioer, T Soomg Tou Alunbrig yia T Siayeipion Ty BTV EVEpYERDY ¢ arov Mivaka 2. 1} 00 ENinEdD VOROPAC Kl KITOMY v auvey HEQLIC YOUIATEY
ningbo dong oipguva pe vov Mivoka 1.
Nivakag 2: Tuviotapeveg ponononjoeig g Boang Tou Alunbrig yra avem@GpnTeg evépyeieg Aunon trc Amdong 7| * To Alunbrig npéneiva Biakone éu iy novapapd o fafiud < 1
— [P E— T - T apuhdon BaBpod 4| (< 1,5 > ULN) wanand JEYITTE] 070 QLG {tepo enineo
el pamonoinan e Séang (>50 U] o iguva e o Mo 1
% 7 o Tl : i
Qidyeon BaSjiol 1 * Edvmpoxiel upBav KTl T SIapKEI Tww npdTwy 7 Ruepoy T mma fﬂ:ﬂﬁn ¢ ﬁum "pﬂ'mér:ﬁ': S’firﬂ” mwfﬁaﬂw?mm
meupovoniBe Bepaneioc o Alunbilg npénei va Sioxonel < T encvagopd T i ; P X p—
an/ KATAOTa0N Qvagopdc, KITOMNY va auveioTe| 07o Il enineBo S6an; Kaiva (‘{lT} srnm;( Xounhorep [
TEUoviTn v auingel oc 180 mg pria popd Tr npsépa. aomapriKdg
= Edv ) All/mveupovindo EpgavIoT peraTic TS 7 jiépeg e Bepanzia, CUNOTRYOREOT
o Alunbrig mpémétva BITKOMET WG TV ENGVOPOPG BTNV KATAGTAGN AST) Bofo = 3
avaopde, kandniy va owvegoTel aro lbio eninedo boong 550 ULN) e
* Eavn ANl/mveupovimde enovepgaviatel, To Alunbrig npénel va Siaronel m‘us i 25 ULK
pivipa R - - —
Bafipai 2 * Ev ) All/nveupovina eppaviarsi katd 1) Sidpkeia v npdrwy 7 npepav :‘:5::? mﬁgjl : To Alunbrg péner v Siawoneldva.
i Bepaneiag, o Alunbrig ripéne va Siakonei &wg TV emavagopd oy (533 ULN) e
KTA0TO0N QVaGopdc, KITOMNY VO OUVEYIDTE! GT0 DjIE0WG XapnMTEpo Taurégpavr avénon
aninebo boone anw nepypdgera otov Mivaka 1 kaiva iy auénfe oe e ahic ohepudpi-
180mg i papd 1 népa. v, > 2% ULN enf
= Edvny Allmveupovindo eppavionz perd i npare: 7 uépec me Bepaneing, anouslag yohdanaanc i
‘1o Alunbrig npéneiva Siakonel &g Ty enavapopd oTy kaTaoTaon apdhuor
uvuwupuc: To thﬂq npa'{elvuuwagmlémouuem yapnhoTepo Taeppoapia | Boduod 3 = EEw Gy e BT 1 Ve EYOpRADK TR0 QU
H_'mm Gbang unqc nepuypigetaiotov flvasa 1. . (uymhdTepn Twv (ékmiorn mpu) Siayeipian, T Alunbeiq ipénz v Siakone &g T emitesy
= Equﬁﬂiwmpwnﬁemwuwmd.mAluﬂhilg Tipénglva diakoned 250 mg/dif mpmmemmudm Mmmv ovapapt, T Akmbrig gl
— JVpL — - 13,9 mmalfl) e YapnhdTEpo ninedo boang wy Tou
— 30_9@1 3 a:e - . -T[u ::::ntb:lg m:m va :nme! :mgﬂg - — et i i m[wﬂ\amﬂma G O0jpna pe
nEpTan ‘népraon fabijad = To Alunbrig npénei va Siakans éuw Gtou 1 unéptaon éxe enavidfe oe = . = == ¥ z r
(EAN= 160mmilg | Bofiu < 1 (AT < 140 mmiig xal AN < 90 mmbig) kat karémy va 3:::;“"“ T | obpod 243 ;m@m%ﬂﬁ:;ﬁmmu%ﬂﬂmgﬁ
N AAT 2 100mmHg, | ouveyiotel amy ibia Séan. aygana v a1
b imping = Edv) unépraon ool 3 enavepgpoviotel, 1o Alunbrig npénelva Siaxonel Babit T Mot mie i BT A
nopéyfaone, £ 01ou ) unépraon éxe enavéNBet oe Pofipd < 1 ko katdm v ouveioTel e Balai 3 T Munmewn—ng b S S T R T s
TEPIOOTTER TOU ato apéow yopnhirepo eninebio Soane oippuve e tov Nivaxa 1A va 8 e e iveykE o i Do B
ok bz Sxpal iy mép-me; . Eﬁu To Uiy Mpw 3 enovepanorzl, 1o Alunbrig npénelva ﬁnmnexétm:
[ oPHmR: PO 10 ENiNESD CVIQOPA KN KCITOMMY VI 01 i
npnmr‘n fisbetn mm\nrs@mmsﬁuéﬁng:ym e Tow Tlhvawa 1 gw&umnel@@
';va[pc;ﬁ:ﬂ(ﬂmv Babiod 4 * To Alunbrig npmnwﬁnmmancrqv enavopopd aTo enliedo avapapac
| 010 opén o inedio o I .--m.wn
:‘poqwu,mtu( e tow Mivawa 1. e
“"“"'“’,’:d”““ * v o ouppav Bcﬂpw 4 enoveppanionl, 1o Alunbrig npéner va ﬁnmm
[epaneis S - - - = - v G a1o enied PG K KON VL
Ynépraon flabuod 4 | = To Alunbrig npéner va Siokonzi éw G1ou n unéptaon) éxe enavire oe o ;\lﬁﬁu&nn:uqq;u;u e o v 1 v B L
| (enimdae; anethrjriéc | fofu < 1 (EAN < 140 mmHg xoi AT < 90 mmHg) ko karémw va Bom = op e v e, (PR = Ko &wmwm BAT =B, apmpia i iv\ﬂ:mm:nlx!n
Y G éviely el omapnas oy esoo s Sbon apuna peor a1 apimpiaxd i, ULN:M!{M (puaiohoyikd Gpio
| enefyouoac iaTpikic i va Biawonel pavipo. -
nopéypaonc) = Edvr) unépraon flaByod 4 enaveyigoviatel, 1o Alunbrig npénel vo Biaxonel *Badpohoyio oiypuva e Ta Kowd Kpiripia Opphayiac yia ic Avemdipnrec Evépyeies, (Commaon Terminology Criteria for
judvisa. Adverse Events) 1ou National Cancer Institute. Exdoon 4.0 (NCI CTCAE vé)




EiducoimAn@uaitor; Himapivor agBeveic: Tanepopiopéva deSopéva yia Ty ospdhea Kty anotel 0 Alunbrig

€ aoBeieic NAIKIGE 65 TGV Kl ave UmoSakyOOY OTI S6v amamenal nposapyoyn T Siorg o nlimmpmuc aaBevel (B)\
napcypopo "AvemBlymiec svépyaec’). Aev undpyouv SioBéosa Sedojiva oe oaBeveic nikioc avw T 85 edwv. Anamkg
Suodemoupyia: Aev anameitol npooapyioyr| W Baang tou Alunbrig 0z aoevelc e fima ok Suakemoupyia (kamyopia A
kard Child-Pugh)  pérpa qrani Suakemoupyia: (kammyopia B kara Child-Pugh). la coBevel pe Papid nramikg
Suakertoupyia (kamnyopia C kata Child-Pugh) ouviodton pewopévn 8oon évapéng 60 mg piia gopd TV niépa yia Tic Tpate;
7 npépec wan amdmiv 120 mag yia popd T nyépa. Neponf Guokertavppla: Aev ananefial npooappoy e &ang Tou Alunbrig
ae aodeveic pe fima 1 pérpio vegpiki Suokemoupyia (extpdpevo; pulipac onepapankic Sibnong (e6FR) 2 30mi/min). ia
aoBeveic pe Papid veppikr Suakemoupyia (eGFR < 30 mi/min) owviardrar pewapévn Sdon Evapsig 60 mg pia popd Ty npépa

Kanva ypnoy [ ik supéad paayiaro YnepusBoug A (LVA)/ Ynepudboug B (UVB) kaw npootarsuniko yetiaw (SPF
= 30) yi umooTrigién oy npaaaia omd méavd nhiakd éykaupia. lia fapiéc ovnbpaoelc puToeuaiodnoia: {fasipos = 3),10
Alunbrig Ba mpénei vo Gawdmzrar éwe Ty unoydpnon oty kardataon ovagopds. H Goon Ba apéner va Tporonoieim
avihoya (. napdypago “Aocokoyia ko Tpémos, yopdynong”). [ovydrro; Mpéner va Siverar n oufoul ani; yuvaikes nou
[piokovTal oz avanapaywyid fAKia v YpRoyianaioty anoTehEouaTik i oppovii avmokkngn Katd m Sidpraa T
Bepaneiag pe to Alunbrig kat yie touhayiatov 4 pives perd v Teheutaia oo, iwoc QVOPEC J1E YUVaKeS QUVIPOPOUG oY
Pplorovral o¢ avariapaywyikr nhida npéne va Siveral n oupBouli vo gpanoyx i) oA kot 1)
Gidpeein g Bepansiog pe 1o Alunbrig kot yio Touhayiatov 3 pivee pend v veheutaia doan tou Alunbrig. ux@n To
‘Alunbrig nepiéyer povobptka) Aakeodn. Or aoeveic iz anavia khnpovoyia mpaihipava dunavegac o yakakroly, nhipn

i Tig mpateg 7 uépec kar 90 mg pia papd T npépa karanw. O aoevei e Popia veppiky TIpENEl va
napurkoouAolvTOl GTEV yia véa ) EmBENDUEVD QVOTVEUDTINY DULTITLOJIITG T ool jmopel va eival svetikg A/
mvevpiovitibag (my. Goomvoia, Py khn), eibika Ty npdm efdopada (BA. napaypago “Eifike; npoebomonoel; kat
npopuAdEer; kara ) xpron”). Madiarpwdc mnfyaudc: H aopdhera kat 1 anateheoparivdtyta tov Alunbrig og aoBeveic
i ki Twv 18 erwv dev Exow ardyo Tekpnpiube. Aev unopyou SiaBéoia dzbopéva. Tpduog yopivnong: To Alunbrig
npoopiCror yia and 1ou owpatad xpron. Ta Soxla npéne va kaanivoviar okoxhnpa kot pe vepd. To Alunbrig mopei va
Aappaverar pe 1) ywpic Tpopr. To ykpémppout i o yopoc ykpémppout evBEETl va auEfoow TIC DUYKEVIPWGEN

JmptyxaTiviG ot MAGopa kal NPENEl va anopey YnepevmaBnoln o Bpoori) cuola ) o¢ kinow

and a £xboya nou avopépoviar oty napdypago 6.1. Ebikéc mpoeonowjoei; kot npopuddéeic katd m ypRon:
AveniBUyINTEC EvEpYEIEC aMD ToUC TVEDUOVEC B¢ aoBevels ou umoPakhoviar oz Bepancia jie Alunbrig, EVﬁ{)(!'mi va

TapoudiaoTaty apiés, amehnTikéc yia T (an kol Bavanpdpec mv £ i BNEpyEE, ih

dprein Aaxtaang 1 i ippogron yhukodne-yahaktolng Bev npéner va hapfiavouy aUTo 1o QOpPHOKEUTIKG MoK
Nerpio: Aud To pappareuTikd npoidv nepiéyer yérzpo and 1 mmol vapiou (23 mg) avd Siokio, efval autd nou avopiddoupse
«ehe0Bepo vapious. AvemBupnTeq evépyetec: [lepinin Tou npopih aopdheac: Ot ma cuyvés avemBUINTES evépyeier
(= 25%) nov avagépankav ae aoBeveic o omoiot umofikBrav o Bepancia pe Alunbrig ato owiotayieva Socokoyiko ayfjia
firav aunpvn AST, oufnuévn CPK, unepyhuxaisi, aubnjsévn Amdan, uneprvooulivaipia, Sidppoia, auinpéwn ALT, aufnuévy
apuddon, avaipia, vauria, xdnwon, uropwoopayiia, pawpever apiBuoc Aeppokurtapay, Bixog aunpén akkahir
puogataan, e5avéinyin, avénuéwn APTT, juakyia, kepakakyi, unémmaan, peropivos apiBo hevkov ayoogaipluy, Soomvor
Kai éperng, O mo ouyvéc ooPopé, avemBupntes evépyete (= 2%) nou avapépBrrav oe aoBevel, nov urBhinrov e
Bepaneia e 1o Alunbrig o1o ouwaTwpevo Soookoyikd ayijjn exnog and oupfavio axerdopea e eEENEN Tou veomAdopaTog
it mveupiavia, iveupovinida, Boamvoia kai nupeSia, Kardhayoq ovemiiipnmay evegyeidy uni i nivaka: To SeBopéva nou

aurv e yapaktpioTikd oupfara pe Al/mveupovitiba (BA. mapaypago “AvemBuTEC EvépyiEc). D| nepmmp((
£ avemBOLINTEG evépyeice naparnphBrKay S7T0G Ty npaTy 7 qu{-pmmgeepanmg& U}0

p TIOPAKETL AV TV éxBean) ato Alunbrig ato ouvioTiapeve Soookoyikd oyja oo TAIGIo TpKY
Khiviy Bokapuov: piag Soxuui pdong 3 (ALTA 1L) oe aoBeveic e npoxopnpevo, Berwd oty ALK MMKI nov Bev eiav

cvépwzcﬂuﬁuuu 1-2 unogupnoav e 1) biaxom g Bepaneiac f v Tp nan Tk Baan. H peyahirtepn nhikia mnu
awropdrepo Sibotpa (MkpbTepa Ty 7 nyepv) pernfl e tekeuraiag Sang xprlonwinng kai e npdng Béong Tou
Alunbrig ouoyeriomray avefaprira pe auipévo MOOOTG QUTAV TV TIVEUPOVIKGY. aveniBipmTLy evepyeidy. Autol ol
niapayovTec npénel va AoyPdvoviar undyn, drav Eekwder n Bepanela e to Alunbrig. AoBeveic pe 1otopud AN f )|

poryoupévies unofhndel o Bepaneia e avaotohéa e ALK (N = 136), wag Soxipic gaong 2 (ATA) oz aofeveic pe Benwa
orv ALK MMKN mou unofiAqBnkav oe Bepaneia jie To Alunbrig ki efygav iponyoupévios napovaidoer ebehdn vy frav und
Bepaneia pe kpiotwipnn (N = 110), kan pa Bokprc khpakwanc/enéxtoong eaong 1/2 o¢ aoBevels e npoywprpéves
karorBeies (N = 28). Ze ohec ouréc i pehéreg, n Bidpeon diapreia éxbeong Ty aoBeviov nou hapfavav 1o Alunbiig oo

ano pdppiaka mvevyovinidac anoxheiatrrav ano Ti; faawe pehite. Mepioi EIDEEV[I( nnpnunmnv Twsupmim&u up\mqm
Kared T Bepaneia pe o Alunbrig. O aoBevei; mpénelva VTl yia véa f emibenolia

(my. Soomvor, Brya kAR.), £idika v npa £Bbopdda Bepanciac. Tuyov evieiba nveuovinda s onolovérnote amkvn I3
Emdenoipeva avamvevatikd oumTwpata npene va Siepeoviviar apdowe, Eav undpyer unodla mveupovindag, 1 yopiynon
Saang 10u Alunbrig npéner va Saxdmmerar ko o aofieviiq va afoAoyeiral yia GNkg armie Twv oUPITWHGTLY (1., IVEUHOVIKT
£pPoh, £€£hEn Tou dykou kan howkidig mveupovia). H 6on npéne vo tpananaindei avaraya (Bh. napaypago * Aoookayio kar
Tpdmoc xophynang”). Ynépraon; Ee aoBeveic rou unophiBinkav o Bepaneia e To Alunbrig éxei napavaiaotei unépraon (BA.
Tiapdypopo “AvemBiynree evépyere”), Kad ) diapen T Bepanelog e To Alunbri, 1y optnpiaki nieon npénel va

DWITIHEVD SonohoyiG w:nfavllﬁpnm v £€ evEpyEle Tiou avagépln taiotov Mivakn 3
Kal NopaTifevial ova KaTTyopia/apyavika BaTRjia, IpOTi}iEvD po Kt ouyvoTrra: O1 kaTnyopiec ouyvoTyTac Evar nokd
ougvés (= 1710}, ouxvée (= 1/100 éwq < 1/10) kar byt ouyves (2 1/1.000 éwg < 1/100), Evide nifle opddac ougvatitog, o1

OVETIBOITEC £VE pyéIec IapOUBIALOVTEN e 0EIpd BUyVaTTEC.

napauaiad

Nivakag 3: AvemBopntec evépyeie¢ mou avapépBnkav oe aoBeveic mou unoPAifnkav of Bepancin pe
Alunbrig (cUpguwva pe Ta Common Terminology Criteria for Adverse Events (CTCAE), éxboon 4.03) oto
Gocodoyixd ayfipa 180 mg (N =274)

z K

naparodouBefiar 1oxtikd. H unépraan npénet vo ol alyigova i TC Koipiy fptes ypapic yia yopia/ opy yop e evépyetec’ dhav | AvemBUpnec evépyerec
Tov Eheyyo T, apmpiawic mizong. H wapSiowi ouyvarmTo npénel va napakadouBeirn ougvirepa oroug aobevel, £dv Gev | odoTnpa guyvaTTag Twy fabpov Bafpou 3-4
jumagel (Bl 1} ToUTdpovI) ypron £v0C GapparEUTIKGD Rpaitviad T onalo elval oot ant ipoxnhel Bpoduraplia. [ Aowidéec ki napaomooer; | Makdougves | Mveupovia®, Aofaty Tou
e nepinmwon Popsic unépraang (= Pabped 3), o Alunbrig npéne va Siaxonel, éwg TV enavagopd TG URERTAAN OF VTEPOL aVaMVELTTINOD
PoByod 1 1 ato eninedo avagopas, H Soon npéner va tpononownfel avadova (BA. nopdypago “Accahoyia xar Tpénog BugTHaToL
Yopfynanc”). Bpabuxapdia: Z& anfeveic mou unofhi@nka oz Bepancia e to Alunbrig éxe1 napovaiare! Bpabuxapbia (k. Tupvég Tﬁvﬂmviﬂ’
napdypaga ‘AvemBiyntes evipyeisc”). Anameitan npeaays, Grav 1o Alunbrig yopnyeftal oe awuaopd pe dhoug napdyovte; [ Aitapayéc o aigonourikod | Mahd ougvée | Avaipia, Mexsjsévoc apio Meuwpévog apiByiog
Tiou Elvan YwaaTd 6m mpoxahaiv fpadiapdia, H kaphiaxi) ouyiTiTa kan 1 opTnpiaK) Tiean npéme va Taparohouolvtar [ KaITOU Aejigikal ouaTpaTog heygarumiapor, Autnévn APTT, - | ReykpokurTipuy
TaxTikd, Edv mapovowotel avpmapann Ppadukapbio, 1o Alunbrig mpéne vq ﬁmmnéi Kl vo n&n}mnﬂn{m Tugdw Menaysévoc apijoe Aeuray
CUYYDPNYOUNEV (APUAKEUTIKG TIPOIGVTA Tiow £ival Yoo 6Tt npokaholv fpad 0. Mera v popd, 1B 3 arpoopaipioy, Mewpévo opBiic
va tporonoinBel aviloya (BA. nopdypage “Acookoyin kar Tpénoc yopiynond”). Ee mepimuwon anehkAc via ™ iuq Berepopih
fpaburapbiag, edv bev avaywopiatei raviva oupBdNlov o Bpaburapbia ouyyopnyalpeve gdppakn 1) oe nepimunn Juyvic Menopévnc apiBjioe oonerchiny | Aubnuévn APTT, Avapia
enaveppaviong, 1) Bepancia pe 1o Alunbrig mpéner va Sakonel (BA. nopaypago “Aoookayia kan Tponeg yopriynone”). Oyt ougvec Mewyévor agiuoc ouberepdgiuy
Miatapayr mg dpannc: Ee anbevelc now unofihrkav o Bepaneia pe 1o Alunbrig xow napovoiatel avemBipnres evépyees | Mnapayés oy perafiokiopiod | Mok Ynepyhuaiia, Ynepnoouhvapia’,
“Siarapayfc 1 dpaan (BA. napdypago “AvenBpnies evépyeec). Npéna va Siverar 1 oupBoul otoug aobeveig va | ke Bpéng Ynoguogopaiia,
avagépauy Tuyby oupmTwpaTa oyeniopeva e Ty dpoar. Ze nepimtwon véwy ) embenoipevoy fapéuv oupmTwpaTIY Yopaymoiayia,
agETpey e TV Opaon, Rpénel va £6eTalaTal To evdiexdievo ogialiohayikic aEohéynons k koong TG Boong (BA. Ynepaaeatiayin, Ynovatpiayla,
napdypapo “Aooohoyio ki Tponoc yopfynan’). Auénon e kpeatwikfc guoporivdons (CPK): e aofeveic nou Yrokahiaipia, My opety
unafikrifinkav oz Bepanein e ro Alunbrig épw napovaiaotel auéfoeic e CPK (Bh. nopaypago “AvemfiiunTec evépyec’). Tuywég unogapopayia, Ynepyhukaipia,
Mpénetva Giverat n oupiBouhr) otoue noleveic va avapépauv onowvBirate ave iyt puikd ndvo, exaiolnaia f aduwvopia. Ta Ynavarpianiio, Ynokahiaiia,
ningda CPK npénexva napaxohoubotvrar taxtea katd m Siapreia m Bepaneiog pe 1o Alunbrig. Me Baon ) Baptimra mg Menopévn opedn
ad€nong me CPK xon 1o av ovayererar e puakyia fy abuvopia, 1 Bepancia e to Alunbrig npéne va Siaronei xain Goqva | PupiaTpikéc BloTapayéc Luyvéc Aimvia
Tpononam@el avdhoya (A napiypago *Socohoyia kat Tpomog yopiynonc’). Avifioelc Ty naykpeariay eviopov; Se | Monapoxécrouveupikon | Mok ougvéc | Kepahakyic®, Meprpepnci
aoBeveic, nov unofiNiBrav e Bepanela e 1o Alunbrig éxouv napovotaate aufjoei; G apuldong kal i hindong (B, | SUaTjOTOG sponidBint, 26k
nupcvpmpn “AvemBic evépyerec). Kotd  Eipycn T Bepareia e o Alunbrg, ) Amdon ] ayuhdon Tpénet va Tuvec Avaherroupyia g pving Kegahakyid', Nleprpepixi
(vron Taxig. Me Boar T faplrmra Twy avupakidy Tiw & 18 e 1o Alunbrig Avoysuoia veupondfeia’
npcrrﬂ vo Giaxonel km 1 Goon va tpononomfel avakoya (BL mpwpawu Aouon\wlu xai Tpnoc yopiynonc. O ougvic Ziy
Hnototaéudint: ¥z aaBeveic nou unoﬁid]ﬂqmv ot Bepancia pe 10 Muﬂlmg éyouy mpouoiaotel auERoE Twy ﬂllﬂTlKhW Opliahpuréc Siatapayéc Mohougvéc | O Siatapayi™
ey (aonaprixig apwoTpavoepdang, ahavivikg cuvoTp 1) K yohepulipivng (BA. napdypag Jupvég Ommig Siarapay”
svépyac”). H nnamiel eroupyia, nuunzpmuu&wnpwqr. g AST, rn: ALT var g ohikiic yohepulpivg péner va oiodoyeltar | KapSiakéc Buapayéc Tuyuég Bpaduapdia’, ”ﬂPﬂTﬂﬂPﬂ“ Naparerapévo 0T avo
npwv amd T &vapén Tou Alunbrig ki katomw ke 2 BSopade katd Toug mpwroug 3 pivee g Bepanciag. Em owiyeo, Qloro 0 i, |nhek DIoypdgnpn
npénel va yieral nepiobi nopaxohofinon. Me Bdan ) Bapiina Ty avapahidy Twy epyaoTTpiKGY EvpnpiiTay, 1 Tayukapbia?, Alofia 'IUAIJMV
Bepaneio npéner vo dakonel kan fy Gdon va TporenomBel avakoya (BA. napdypago "Aocohoyia kai Tpdnog gopiyRonc”). Oyt ougvéc FMUM
Ynepyhuraila: S aoBevelc nou unofAdBnKav 0 Bzpaneia e To Alunbrig éou napouninarel auéfioeic me oksinctow [ Ayeonéc Baopagic  [Mokouyvie | Yéptaan® Ynépraoy’
opoit. H yuks{n opod vioTeiac npémet wa ofiohoyertar mpw amd Ty évapén Tou Alunbrig kai va raparahoufieiral nepiofikg | Alatapayéc oy Nok ougvéc, | Bifja, Adomvoia’ |
ot owéyen. Haviumepyluralyien Bepansia npéne va £ekwde ) vo fektiotonaiefta onax; anametton, Edv Gev evonovarf | GVAIVEVOTIKDD oLaTfjuats, | Yugveg Mveupiovimida® Tveuoviniba®, Avamvoia!
enitelf Enaprode unspyhukagikal Ehéyyou e Tr) Békniom) mpmﬁ Siayeipion, 1o Alunbrig npéne va Siaxonel &gy | 100 Bidpara kat tou
eniteut) enaprolc unepyhukaikel ehdyyou. Mend popd, pnopel va s€eranrel 1o avbedpevo jefwon e Soon: peaofupdriou
G nepiypdperal orov Mivaka 114 1o Alunbrig unopei va Biakonel péwia, Sapuoseunkic aNnhenibodoec: H taurdypovn | Alomapayég o Tokiougvés, | AuErpéwm indan, Mdppoto, Auénpén hmaan
Apho Tou Alunbrig iz ioyupad avaotohelc rou CYP3A npéner va anoelyerar, Eiv n Tauttypo ypfion iyupcy ovaotohéwy | YODTPEVIEpIDD AuEnjén apuhdan, Nouria,
Tou CYP3A Bev pmopei va anogeuyBel, n Sdon tou Alunbrig npénerva peioverar and 180 mg oe %0 ma f and 90 mg a¢ 60 mg. Eperac, Kothaxdc mévoct,
Merd ) Siaxom evoc iayupod avaarohéa Tou CYP3A, 1o Alunbrig mipéna va ouveyiotel ot Sbon mou NV avekTh npw TIv fTryra, Zopirinida”
Aapkn Tou ioyupol avaotohéa Tou CYPIA, Hrourdypovt) ypiion Tau Alunbrig jie isyupoic Kkl pETpious enaywyeis vou CYPIA ujvéc =npoarojio, Auoe i, Auénpéw apubdon, Nouria,
nipénel va anogedyerar. Eav n toutdypovr xpron petprv enaywyéwv tou CYP3A Bev pnopel va anogeuyBel, n doon tou Metetapiopde Koware névock, Aidppoia
Alunbrig ymopei v auénBel oe frpaa twv 30 mg perd and 7 uépec Bepanciag e v tpégouan Soor Alunbrig avihoya e O ougvéq llaykpeatinba Eperoc, Zopatinba”, dvancpia,
IV QVERTIKGTII, €wq 10 péyioTo Blo popéc Ty Goor Alunbrig nou yvGTay GVEKTR) v and TV eXKivIon ToU PETpIoU Naykpeatitiba
enayuyéatou CYPIA. Mexd and Siawom evoc pérpiou enaywyéa tou CYP3A, o Alinbrig B npénenva awveioneiom Soan nou | Meopaxéctov matocwar | Mokoouvec [ Auééun AST, Autnpé ALL
YWBTGY aVEXTH, gy and T eKkinon Tou pETpioy Enaywyéa Tou CYP3A. GunosuaioBola ke guroSeppidoon; e aofevelg [ T0¥ XOM@Op Aukuéyn chwoid guogardon
now hapfavov Bepancia e To Alunbrig éxe napouniaatel paoeaiofoia oto hiakd gu Tou fhiou (Bh. napéypago Tuyvis A'-"ffli-'l‘“l W‘UK’"W Autgpéim ALT I’“"fﬂl-“"'rl-"‘fI
“PvemBipmnrec evépyeser”). OranBeveic Ba npénerva oupfouksliovTol va anopedyoy Ty napaterapévi) xBean oTov o katd PERpOYaL o Aunpévn ok | o)
T M Tou Alunbrig ki yio Touhdyiorov S népeq ped T Siokom) i Bepanelac, 01 aobeveic 8a mpénel va ""_MML
aupfouedovtaegouy evnjiepoR] GOTE v pOPOUV KAMEND KTl MPOSTATEVTIXD POUTYO, GTav piokovTal o eEWTEIKD Ywpo, Oyt ougvéc Tnepyohepubpnapia
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Kamnyopia/ opyaviis Katnyopia | AvemBopntec evépyeiec' ohav|  AVEmBUjNTE EVEpYEIEC aolev napausioav nvewovitiba apyotepa kard T Bepaneia. By ALTA, 6,4% 1w aofleviow nopousiaaay mveupovikig
oloTpa suyvoTTag TV BaBpav paByion 3-4 avemBipTizs evépyelec wdnaiou Babjuod, oumzpiepavopéunc e All/mveavinbac, T mveupioiag xal Tic Sbamveiag
hiatapoyéc Tou Séparokan | Mok ouyvé | E€avnua®, Kvnauoc® vaple xmd I|'| Bepaneia (evrdc 9 nyepiv, Bidiecc ypévoe Evapnc gupdvion 2 nppec)-2,7% Tov aofevaw siyav
Tou UMOBApIOY 18Ta0 Tupvic = npobepyio, Aveibpan] EéavBne®, Avtidpaon pner evépyeiec fagyod 3-4 ki 1 aodieviie (0,5%) eiye Bavamgapo mveupiovia. Merd and veuioviki
purevaibnoiac” gusmoingiac” nua!ﬂupmic evépyaec Pobyod 1-2, eite  Bepanri e To Alunbrig SiakomoTav kal kmomw Eavipyile, e ) Saan
O auyuic ZnpoBeppio, Kymopic® JegvaTav. pnpiEC TVEDHOVIRES, OVEMEOITES. EVEDYEIEC equvlu'mmv zmnr}( [ I"ﬂﬂ'ﬂ KNV Boong o
iaropayés Tou pooawehenos | ok cuyvéc. | Avigaevn CPK auarog, Moakyie?, | Auéayivn CPK aiparog onBaek, (= 137), (Mekem 101), anmepibapfavotn Jpcy B (imofia, oiubpoyn ofioq
cugTijTDG Kat o Apbpiyia avanveuaTikI|G Suayépein ki mveupovia). Enmhém 2,3% v aoBeviv (mw ALTA TapouTInnmY MVEXIOVITISA TpyGTEDa KITG
auveTioi oTod Topvi MuooKeAETIG BopaKid dhyog, 1) Bepamel, e 2 aoBevel va Egouy Tveupovimba BaByod 3 (k. nopaypdpon Amo)mm KaLTponog xnpn\lqum’n‘m Eibikég
owoc ot dkpo, MuookeETed npoeibonawoek; kai npaguidter; xord T ypdan”), Himcugvor. Npiwn mveojioviky O evépyeia pBIKE 0
i noooaro 10,1% Twv cofeviv mlmczﬁim.wnrnwxpmp( 31%nmuwum rp\\mm 65 erwy, Ynspraan; Yrépraan
ThiouE — T¥3v0% 0 G, MOOONEMETID avagpépdnie ato 309 Twv aobeviv ] ¢ Bepanla e 1o Alunbrig oo axa tay 180 ma, jeTo 1% vo dour
Blapakikd dhyog Muc.km‘ unépann ﬂaﬂpau 3. Melwan e ﬁofmg Aoy umégraong £hae yapa oo 1,5% ato oyfpa Tww 180 mg. H péon uum-mﬂ
iGTapONES Ty VeGP Kal | 0N OUvE, | AUEnsév KpeaTivi aipotos, Kal Biootolikr aptmpiax miear, o dhouc Tou nofleveic, auéavinav i Tov ypovo (Bh. nopaypdpous *Aocckoyia wat Tpdnog
T sopyron"wo “Eibik vspotwﬁcnulfmcbq Kainpopuhater katd m yprion”). Bouduapdie. Bpuﬁu,wpﬁl‘nuvaépﬂnn-zmu 814%-:
Teviréc BiaTapagéc Kal Tlohd ouyvée__| Konwan?, Dibnyic®, Nugefia mwuo&mmrw Ltnuﬁ.\rﬂnxuv U_z Bepareia e 1o Alunbrig r.m_: oyipa mw 180 ma. Kapdakég m:x@ﬁmtec N‘W'EDEF and
Kataotdoei; T b6oi Tupic M xapbiakd Buaparikd dyor, Komaor” 50 opiter, 10 hertd bem] avagépBnray oo §,4% twv aoBeviv oo oyfya Twv 180 mg (BA. napaypdgou *Asockoyio ko
xopiynonc Avagapia ooy Bipaxa, Alyo panoc yoprynang” kar El&wé(npoelﬁmwmozl( rat mpouha€ei katd 1 yprion’). Qe biatapayr; AvenBopnTeC evépyetec
Ty oupvic Tlupetia, O, M7 Kapbiaka OITTIKAG payrc ovapépBnray oo 14% twy aoBeviv nou urofhidnwav oe Bepaneia e o Alunbrig oto oyt Ty

fuaparid Ghyog 180 mg. Mm{&uﬂwmwspenm :ph:i( 5k t;f;:l;ﬂﬁ( ?’DﬂIJEDU3“ I%l] E, P _,,aw.v;(:uz\rew;rE 0;?:
= - 116wy knhibag kot Tou katappdt. Meiwon e Soong Myw onmixic Biatapayrc £aPe ypo oe Blo aobeveic (0,7%) oo
Tlopartyc Rerdock i mgmngmu?ﬁummlr oyfua tav 180 mq (BX. napaypdpouc "Aoockayia ki TpanaC §opriynong ml'ﬁémé{ npan&ummun( K Ipoguiager kma
O oupic Mewyivo oagarsd Bipo. ) wpron”). Depipeonc) veupandteia: EVEDYEIEC TIEIPEINTY g pepbn uwlﬁl% Tuvuuewm

00 ouyvamrres Tw dpay Tww AF nou ouayetiZoviar e perafiohés ava anotehéopara oy Kka aiatohoyikiy 010 oyt oy 180 mg. 1o tpidvia tpic 0k exand mwauaswwukcm MILE EVEDYEIEC PEpHPEDING velp s
yaomplakiy e€erdacwy npoaiopiomxoy e Bdan T ougwdtma pn puaichoyika erafokdv Twy epyaoTnpaxiy unejtap ot H uteon Endpkens i AoV 6, ivec e péyonn Bpreia
sk Gyt Y 4 R, 28,9 pivec. Aliénan 1 xpermvictc gooparndanc ((PK): Sy ATA 1L rn iy ALTA, auéiioa e CPK avapépfnrav oto

64% v aobevev nou unofhiBnkav oe Bepaneio pe 1o Alunbrig ato ayfpa Twv 180 mg. H enmwon ouéfaewy me CPK
fiabpod 3-4 firav 18%. O Sidpenog ypovod fwg Ty sppdwian Tuv ouiaewy e CPK frav 28 nyépeq. Melwon e Goong
Royw avEnong e CPK éhafie ypa oo 10% tuv aofevav ato oyua Twy 180 ma (Ph, napaypdpou “Sooodoyia ki Tpdnog
§ophynong” kan *Exbikéc npoerSonomae kar npospudgic kad T xpron”). AuEfaic T noysparmirav sl AvEnae
TG OpURGTRG ka1 TG Amdan ovapépfinkay oo 47% kot ato 54% Tuv aoBeviv mov unofhiBnrav oe Bepancia s 1o
Alunbrig avo oy Twv 180 mg, avriotoy, Na ovgfae ae Pabd 3 ko 4, o enmTeoec yio TV apuhdan kai T Amaan
fitav 7,7% wan 15%, avriatoia, O Gidpeond xpdvoc fwe v epkpavion yia Tic augioer; e apuhdon kn yio Tic avEfaer g
hméong frav 16 npépec war 29 nuuépeq, avtiatoro. Meiwan TG Sdong Miyw abénang e Améong kg apukdon éape
Aipa o1 4,7% kor 010 2,9% vwy ooBevay, avrioTorga, ate ayfpa Twy 180 mo (BA. ropaypdgou “Aacokoyia kol Tponog
§opiynang” kan "Eidixé mpoedomarierc wkat mpogudgelc katd T ypran”). Aunan Twv aremke iy, Aufoer Twy
ALT vt AST avagpépBrkav o 49% ko oTo 68% Taiv aoBeviv nob uroPAABinkav oz Bepanein e To Alunbrig oto oyfipa Ty
180 mg, avrioronya. o avgioe; oe fabya 3 ka4, o emmosic yia v ALT kot AST fitav 4,7% xa 3,6%, aviiotaiy.
Meiwan g doane Moyw adgnong me ALT kat the AST Ehae yipa ato 0,7% w1 oto 1,1% v cofievay, avriowigg, oto
oyfipa v 180 mg (X, napaypagouc “Aoockoyia ki Tpanag koprjynons” ko *EiBikEC npoeibonoiiser; kol npoguiGEE kmd
) yphen’). eeophukowia: To e€ivea éva Toig exatd Twv ooflewdv nopovaigoay unepyhusasia. Ynepylusayia fatiod 3
oquzmﬂnxz ful 6 696 Twv aoBevav. fia xavévav uuewn Gev pewaBnre 1y Goon Adyw unepyhuraioc. Dwrosuarotai ki
vy avahuar £md kAvikay Soxgay e Sebi ,,_' um804uuemlcnuuhépﬂuwv Bepaneia

puuﬁlunbr\gozﬁluwupﬁmu &mhw:m Dgr[mmaﬁcl&i am Kl ora 5,8%
v aoBeviv ko Bafipdc 3-4 nopovoidotrke ato 0,7% Tav uuB{vm Mumq e &:urr, awéf a1 04% Ty aoBeviov
(BA. napaypdgaouc “Mooohayia war Tpomo yoprynang” kot “Exdiég npasdanoitoe kar npoguMitec katd T ypron’).
Avagopd mBavohovoluevay avemBiyntuy evepyeiy: H avapopd mBavohoyoipevy avemBlyuuy svepyey ped ang
) yopiynon dbeiag kukhopopiag Tou papuareuTkod npeiovio vl onpaveiks). Ennpéne try ouvexR nopakohovBnon Tr
uxeargmq;muc krvBivou Tou pappaxeuTiked npaidviod. ZnTetal and Tous enayyEAITIE, LyEing va avapépotn anpieodiote
WITES SUEpyEiEG, péow Tou efivikod guotiuarog avapopds: EMiSa: 1ou EBvuol Opymnopon
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Nepypapn enheyudvay avendiunTay evepyensy. Mveuovieg avamBiumed evepyae; Ty ALTA 1L, 2,9% 1wy aoBeviv
napovaiaoay AN/mvevpovinga onoioubrncte foBpod vapic katd ) Bepaneia (evidg 8 nuepen), pe ANfmveuovinéa
Papod 3-4 oto 2,2% Twv oobevav. Aev unipyav nepiotativa Bavarnpopou All/mveupovitidac. Enmhéov, 3,7% Twv

mpﬁmv Mmayzlm 284, GR-15562 Xohapyoe, ABiva, Tik: + 30 213 2040380/337, Gu€: + 30 210 6549585, lordronug:
http:/fwwweofgr. Kimpog: v Qappaxertirdv Ynnpeoiiy, Ynoupyeio Yyelag, CY-1475 Aeukwaia, Tnk: +357 22608607,
at; -+ 357 22608669, lovironog: www.moh.gov.cy/phs. KATOXOE THE AAEIAZ KYKAODOPIAL: Takeda Pharma A/S,
Delta Park 45, 2665 Vallensbaek Strand, Aavia. Tomixdg aviimpbawmog e Adeiag Kukhogopiag oty EXAGBa:
TAKEDA EAMAZ AE, Trh: 30 210 6387800, grinfo@takeda.com. Tomkog avrinpoownog g Adeiac Kukhogopiag
amv Konpo: A. POTAMITIS MEDICARE LTD, Trj: +357 22583333, info@potamitismedicare.com. APIOMOE(O1) AAEIAT
KYKAO®OPIAE: Alunbrig 30 mq emrahupnéva e hentd vyévio Sioxia: EU/1/18/1264/011 28 iaria a¢ koutl Alunbrig
90 mg enhunséva e hemd vydvio Sioia: EU/1/18/1264/008 28 &l oe koutl. Alunbrig 180 ma enkahupyéva e hemd
upvia Biavia: EU/1/18/1264/010 28 iokia o€ wouti, Zuakevanto évapéng g Bepaneiac e Alunbrig: EU/1/18/1264/012
7x90 mg + 21 x 180 mg Swwia o¢ kour. HMEPOMHNIA ANABEQPHEHE TOY KEIMENOY: 02/2022

TPONOZ AIABEZHE: [IEPIOPIZMENH IATPIKH EYNTAH. H ENAP=H THE GEPATTEIAS TINETAI EE NOXOKOMED KAI MNOPH
NA EYNEXIZETAI EKTOE NOZOKOMEIOY YTIO THN NAPAKDAGYBHEH HAIKOY IATPOY.



VTo (PAPUAKO QUTO TEAEI UTTO OUPTTANPWHATKA TrapakoiolBnon. Auto Ba
ETITPEWYE! TO YPryopo TTROCDIOPICHOG VEWY TTANpogopIwyY agpaieag. Znreital
aTmé Toug ETTAYYEAUUTIES UYEIQG VA vVU@EPOUY OTTOIECDNTIOTE TTEavoAoyou-
Heveg avemBUUNTES evipyeieg. BA. Tapdypago 4.8 yia Tov TpATO avagopdg
AVETBUUNTWY EVEPYEILIV.

Phesgo 600 mg/600 mg evéoipo SidAupa

Phesgo 1200 mg/600 mg evéoipo SidAupa

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

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

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

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



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

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

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

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

Kvnoupég, =npo-

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

MNupegia, K-

TTwar,

EfaoBévion, Avri-

Spaan oTo onpeio

| TNg Eveong™®

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



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

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



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

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

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

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

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

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

10. HMEPOMHNIA ANAGEQPHEIHE TOY KEIMENOY: 13 lavouapiou 2022
AeTrTopEPEIC TANPOPOpIES YIa TO TTAPAV PUPHAKEUTIKG TTpoidy eival SiaBéoiueg
oTov BIKTUaKS TOTI0 Tou Eupwitaikou Opyaviopol ®appdkwy http://www.ema.
europa.eu.



ZYNTAMOrPA®IKEZ NAHPO®OPIEZ TOY MPOIONTOZ

1. ONOMAEIA TOY ®APMAKEYTIKOY MPOIONTOE CABOMETYX 20 mg emikaAuppéva pe AeTro upévio Siokia CABOMETYX 40 mg emKaMuppéva pe
AETITO upévio Siokia CABOMETYX 60 mg emmKaAuppéva pe AETTTo upévio diakia. 2. MOIOTIKH KAI MOZOTIKH ZYN®EIH CABOMETYX 20 mg eTnkaAuppéva
UE AeTTTo wpévio Siokia. KdaBe emkauppévo pe AETITo upévio Siokio TrepiExel kapolaviiviPn (S)-pnAikr iooduvaun pe 20 mg Kc:ﬂo(uwwiﬁng. Exdoya pe yvwain
Opaan Kabe emKaAuppEvo Pe AeTiTo upévio Siokio TrepiExer 15,54 mg AakTodnc. CABOMETY X 40 mqg emxaAuppéva pe AeTird upévio diokid Kabe Emm)\uppsvo
HE AeTTTO upewo Biokio epigxel kaolavnviBn (S)-pniikr icodivapn pe 40 mg kaBolavtivipng. Exdoxa ue yvwarr) dpdaon Kabe :mm)\uppsvo pe AeTITO Upévio
Siokio mepigxel 31,07 mg Aaxktolng. CABOMETY X 60 ma emkaAuppéva pe AeTro upévio Siokia KaBe emkaAuppévo pe Aerro uusvno Siokio epiExel kaBolaviviBn
(S)-pnAikr |006uvc=|.|n pe 60 mg kaBolavmiviBnge. Ekdoya pe yvwatr Spdon KaBe emnkaAuppévo pe AeTTo upévio diokio TrepiExel 46,61 mg Aaktodne. Ma Tov
mAfjpn KatdAoyo Twv ekdoxwy, BA. Tapdypago 6.1. 3. PAPMAKOTEXNIKH MOP®H EmkaAuppévo pe Aemrtd upévio diokio. CABOMETYX 20 mg
emkaAuppéva pe AeTTo upévio Siokia Ta diokia gival KiTpiva oTpoyyuAd xwpig eyxapatn kal gépouv Tnv EvEeign «XLy otn pia TTAeupd kai Tnv EvBeign «20» otnv
GAAn Theupd Tou Siakiou. CABOMETYX 40 mg emKkahuppéva e AETTTO UUEVID Sigkia Ta Siokia eival KiTpiva TRIYWVIKG XWwpig evxdpqﬁn Kal Epouv mv év6£|§n
«XL» ot plu TIAEUPG Kot mny vdeagn «40» otnv aAAn Tr]\(»:upo Tou diokiou. CABOMETYX 60 mg emkaAuppéva pe Aetrrd upévio digkia Ta diokia eivar kitpiva
oBdA ywpic eyxapagn kar gépouv Tnv évaeifn «XLr» otn pia TAeupd kan Tv évdeifn «80» atnv dAAN TTAEupd Tou Giokiou. 4. KAINIKEZ NMAHPO®OPIEEL 4.1
Oeparreutikeg evbeifeis Ne@pokuTTapiko kapkivwyd (RCC) To CABOMETYX evdeikvutal wg povoBepatieia yia 10 TIpOXWENHEVO VEQPOKUTTOPIKG
Kupmvmpu wg szcrnzm TIPWING-ypappng ot eviiAikeg aoBeveig, pe zvéuipzcrr] M TTwyr Tpoyvwon (BAEme mapdaypago 5.1), - o zvni\mag HETA amd
TponyoUpevn oToxedouoa Bepareia ayyeiakol evboBnAiakol augnrikol Tapdyovia vascular endothelial growth factor (VEGF) (BAéme Tapdypago 5.1). To
CABOMETYX, ot ouvduaouo pe viBoAoupdprn, evdeikvutal yia v Bepaneia pwing-ypappng o evijiikeg aoBeveic pe Tipoxwpnuévo vnppcxuzmptko
Kupxwwpc (BA. mapdypago 5.1). Hngmxu‘mxgl_m KapKivwua ||;ICC[ To CABOMETYX evdeikvuTal wg povoﬁspcmeru yia T Bepareia Tou r]nm'onu‘mxpmou
kapkiviparog (HCC) oe evijlikeg TTou Exouv AdBer Trponyoupévwg Bepareia pe Uopatpswuﬂn To
CABOMETYX evbeikvural w¢ povoBeparreia yia 1 Beparmieia evnAikwy aoBeviov e TOTTIKG TTIPOXWPENHEVO ] HETAOTATIKG, DIG@OpPOTIOINUEVO KAPKIVWHA
Bupeoeidolc (DTC), avBexTikd i un kardAAnAo yia Beparreia pe padievepyo tdio (RAI), Trou éxouv Trapouaidoe e6EMEN TG veaou KaTd Tr SIApKeId 1 ETA aTtd
mponyoupevn cuoTnuanikr Beparreia. 4.2 Aogoloyia kal TpéTTog Xoprynong H Bepareia pe CABOMETYX Ba mipéTiel va TipaypaioTioleital and 1arpod
EQTTEIPO OTN XOPTiyNon QVTIKAPKIVIKWY QapHUKEUTIKWY TTpoiovTwy. Aocohoyia Ta Siokia CABOMETYX kai o1 kaouheg kapolavriviBng dev eivar Bioiocodivapa
Kal Bev TPETTEN va XproipoTololvTal To éva avii Tou dhhou (BA. Tapaypago 5.2). To CABOMETYX w¢ povoBepareia Ma 1o RCC, o HCC kai to DTC n
ouviaTwyevn d6an Tou CABOMETY X eival 60 mg pia popd npepnoiwg. H Bepareia Bc TTpETTel va CUVEXIOTET HEXPI 0 aoBeviiG va pnv eTTwEeAETal TTAEOV KAIVIKG
ammo m eepanaia 1 HEXPI VO ELQAVIOTEI pir aTTOBEKTT TofikoTTa. To CABOMETYX og ouvbuaoud pe viBoAoupdprm aTnV TRWIT-ypan mpoxwpnEvou RCC
H cuwmw;;avn oo tou CABOMETYX eivar 40 mg pia gopd nv nuépa ot ouvﬁuucg.m HE wﬁu.?\oupdprm oy xopqvt:iml evopAeBiwg eite we 240 mg kabe 2
epdopadeg eite we 480 mg KkdBe 4 efdopadeg. H Bepareia Ba wpémer va cuvexiaTei pExpr TNV eGEMIEN TNS vOoou 1 T pn atrodekTr TogikoTia. H viBoloupdptm
Ba Tipémel va cuvexiaTei pExpl TNV EEEMEN TN vooou, T pn amoBexTr To§ikoTnTa 1) £wg Kol 24 priveg ot acBeveig Xwpig eEENIEN TG vagou (BA. Mepiinywn Twv
XapakmpiaTikwy Tou Mpoiovog (MXM) yia Tn degoloyia g viBohoupauing). Tpormeroinan ¢ Beparielag Na 1 Sayeipion Twy UTOTTWY avemBuunTwy
EVEPYEILV TOU pappdKou PTTopEi va amrameital mpoawpivr) SlakoTtr Bepareiag f/kal peiwan Tng S6ong (BA. Mivaka 1). Otav n peiwon tg déong eivar amapairnTn
o7 povoBeparteia, ouvioTdTal va pewBel ota 40 mg nuepnoiwg kai kardmmy ota 20 mg nuepnoiwg. Otav To CABOMETYX xopnyeital o cuvduagud pe
viBoAoupapTin, ouvioTdaral n Yeiwon g 86ong ota 20 mg CABOMETY X pia @opd v nuépa kal atn ouvéxeia ota 20 mg kae Se0tepn nuépa (avarpégte oy
MXM TG viBoAOUPANTIMG YIa TN CUVIOTWHEVT TpoTroToinan Tng Bepareiag yia T vifoAoupdutm). Ma n Siayeipion g TofikétnTag Babuol 3 1) peyaAlTEpOU
oUPQuva e Ta Kova kprmpia opoAoyiag yia avemBopnTeg evépyeleg (CTCAE) ) pn avekTrig Tofikotntag BaBpou 2, cuviotdral n Slakettr Tng Soong. ZuvioTaral
N Heiwon g doong yia oupBdvra, Ta otrola, edv eppévouy, pTropolv va katacTolv aofapd r pn avektd. Edv évag aoBeviig Trapaleiyer pia 86an, n déan mou
mrapadeipdnke dev Ba TipéTTel va AngBei edv artropévouv Aiyotepeg amd 12 wpeg péxpr TNy emopevn doon. Mivakag 1: ZuVIOTWHEVEG TPOTTOTTOINOEIG 5oang
Tou CABOMETYX yia avemiBUPNTEG EVEPYEIEG AVETIBUUNTN Evépvem Ko OEUTNTA: AvemBUpnTEG AVTIBPACEIS Bqum‘; 1 Kkat Baapou 2 Tiou eival uvcxrég
Kai ekoha avmipeTwiopeg Tpotromoinon Beparreiag: Asv amarmeital ouvriBwg TTpocappoyr ﬁéang F‘IpocﬁwTe Tapoyn UT!ou'mleTlKr]g ppovTidag uupq:mva
pe Tig evieiteic. AvemiBupnTn Evépyeia kal Of0mnTa: AvemnBopnteg avnidpdoeig BaBpou 2 mou eival in avekTég kal dev eival Suvatd va avTIPETwITIoTOOV Pe
Heiwon déong n unoo'rr]pﬂcnkr] ppovTida. Tporronou]a'n Bepameiag: AiakoyTe T Bepareia Ewg GTou N cvmlBu;:r]Tn avTidpaan amokataotabel ot Pabud
<1.MpooBEoTe UTTOOTNPIKTIKY @POVTIdN cUppwva pe Tig evieiteg. EEeTdote To evOexOpevo emavévapgng ot peiwpévn 86on. AvemBopnTn Evépyeia kai
oguTnra: AvemBiunTeg avridpdoelg (EKTOE amd KAIVIKG pn epyaaTnpiakés avwpahieg) Tpotrotroinon Bepommeiag: Aiakowte Tn Bepareia Ewg étou n
avemBounT avtidpaon amokaracTabei ot Pabud <1. MpooBioTe uTtooTNPIKTIKY) povTida cuppuwva pe Tig evdeifelg. EmavekkivijoTe o peiwpévn Soor.
AvemBUpNnTn Evépyeia kar OF0TnTa: AvemBounTes avidpacei (ekTOg aTmo kAVIKG un epyacTnpiakig avwpalieg) Tpotromoinon Beparreiag: Alakoyre m
Bepameia. XopnyroTe kardAAnAn 1aTpikr gpovtida. Edv n avemBopnTn aviidpaon amokatactabel péxpl To BaBub <1, eTmavekkivijoTe ae pewpévn doan. Edv n
avemBupnTn avridpaor Sev emAuBei, Slakowre povipa 1 Beparreia. AvemBopnTn Evépyeia kai OfuTnTa: Augnoeig nrankwv eviipwy yia acBeveic pe RCC
mou éAapav CABOMETYX ot ouvbuaopd pe vifohoupdpr. AvemBopunTn Evépyeia kan OfutnTa: ALT rj AST > 3 gopég ULN alid = 10 gopég ULN xwpic
TauTaxpovn oAiKr XoAepuBpivn = 2 popég ULN Tpotrotroinon Beparmeiag: Aiakowte To CABOMETYX kai r) viBohoupduTin £wg 6Tou auTég ol aveTniBUpnTeg
evépyeleg uTroxwpnoouy ot BaBuo =1 H Bepareia pe KopTikooTepoeidr Prropei va egeTaaTel £dv UTIApXE! UTToWia avTidpaong OXETICOPEVNG HE TO QVOTOTIOINTIKG
ouoTnpa (avatpéEte otnv MXMN Mg viBohoupdpTng) Mmopei va emavetetaoTel emmavekkivnon pe éva povo @dppako i Siadoxikr emavekkivion kal He Ta 0o
pdppaka PeTd TNV avdappwon. Edv EexiviioeTe ek vEou pe T viBoAoupdpTn, avatpégte oty NXMN g viBoAoupapTng. AvermnBuunTn Evépyeia kol OZumra:
ALT | AST > 10 @opég ULN 1> 3 gopég ULN pe Tautdxpovn ok xoAepubpivn 2 2 gopéc ULN Tpotrotroinon Bepameiag: Alakdyte opioTika To CABOMETYX
kal T viBohoupapmn. H Bepameia pe koprikooTepoeidr] uTTopel va eEETaOTE! edv UTIAPXE! UTTOWia avTidpaang OXETIOUEVNG HE TO GQVOOOTIOINTIKG CUCTNUA
(avarpégre amv NXM g viBohoupapTing). Znpeiwan: O Babpoi TogikaTNTag cupgwvoly pe Ta Kovd Kpitiipla OpoAoyiag Tou EBvikold AvTIKapKIVIKOU
IvomtouTou yia AvemBipnTeg Evépyeieg ékdoon 4.0 (NCI-CTCAE v4). Zuyyopnyouusva Qapuakeunkd poidvia Ta ouyxopnyouHeva QappaKeUTIKGE TIpoiovTa
Trou eival ioxupoi avacToAeic Tou CYP3A4 Ba TTpETTEl va XpnoipoTIoioivTal BE TIPOCOXT Kal N XPOvia Xprion ouyXopnyoUHEVWY QUPHaKEUTIKIV TIROIOVTWY TIoU
amoteholv IoXupols emaywyeig Tou CYP3A4 Ba Tipétrel va amogedyetal (BA. TTapaypagoug 4.4 kai 4.5). @a TpEmel va HEAETNBET ) eTHAOYT £vOG EVOAAKTIKOU
ouyxXopnyoUUEVOU QapHaKEUTIKOU TTpoidvTog HE kaBoAou 1 eAdyioTo Suvapikéd va emdyel i va avacTtéAel To CYP3A4. Eibikoi mAnBuopoi HAikiwuevor Aev
ouviaTdaTal eidIKr) TTpocappoyr ¢ 5oong yia T Xprion e kaBolaviiviBng oe nAikiwpévoug aoBevei (2 65 £n). PuAf Asv amarmeitar TTpoaappoyr Tng 56ong
He Baon v BvikotnTa (BA. Mapdypago 5.2) Negpikr) SugAsiroupyia H kaBolavTiviBn TipéTrel va xopnyeital ye Trpocoyr| ot aoBEeVEIC Pe AT ) HETPIO VEQPIKN
duoAemoupyia. H kaBolavniviBn &ev ouviotdrar yia xprion ot acBeveig pe coBapr) vegpikr) duogAemoupyia, kaBwg n acgedAsia kai n amoTeAeoUanxkoTTa dev
£xouv TekunpiwBel oe autdv Tov TAnBuopd. Hmamnkn dugAemoupyla Ze aoBevelc pe fima nmankn SucAemoupyia dev amaiTeital Tpooappoyr TG G6ang.
Aedopévou om poévo Tepiopiopéva Sedopéva eival SiaBEgipa yia aoBeveic pe péTpia nramikr SucAermoupyia (Child Pugh B), dev pmropouv va SoBouv ouoTdoeig
Booohoyiag. ZuvioTdral oTEVI] TTapakoAolBnon Tng ouvoAikig aogaisiag ot autolg Toug aoBeveig (BA. Mapdypago 4.4 kal 5.2). Aev uTrapxel KAIVIKN) epTTelpia
ot aoBeveig pe ooPapr) namki GuoAeroupyia (Child Pugh C), omote Sev ouviataral n xprion g kaBofavivipng oe autolg Toug aoBeveig (BA. Mapaypago
5.2). Kapdiakr) dugAciroupyia Ta oToixeia yia acBeveig pe kapdiakr) ducAermoupyia eival TTepiopicpéva. Aev pTiopolv va npuvpummm&ouv €I0IKEG OUCTATEIG
Eocoz\ovlug aidlarpikdg mAnBuousés H oaqxx)\siu Kain u‘rrm:)\t:opmlxomm meg mBochmﬁng ot TTaidic nhikiag <18 etwv Bev £xel akdpa Tsquplwﬁcl Ta e
Tou TIapavTog diaBiaipa dedopiva ﬂcplvputpovrql otnv Tapdypago 5.2, ahAd Gev puTropei va yivel oUaTaon oXETIKA pe T dooohoyia. Tgorrog yopriynong To
CABOMETYX mrpoopilerai yia xprion aré 1o otépa. Ta diokia Ba mpémel va kararrivovtal oAkANpa Kai va pnv Bpupparifoviar. @a mipérel va doBouv odnyieg
oToug aoBEVEIG va NV TPUWVE TITTOTA Yia TouAdxioTov 2 Wpeg TpIv éwg 1 wpa petd T Afyn Tou CABOMETYX. 4.3 AvtevBeifeig YmepeuaioBnoia otn SpaoTikn
oucia 1} oe kaTolo ammd Ta ékdoxa Tou avagépovtal oty Trapdypago 6.1. 4.4 EiBIKEG TTPOEIBOTIOINCEIS Kal TTPOQUAGEEIS Katd Tn Xprion Kabug ol
TEPITOOTEPEG AVEMBUUNTEG EVEPYEIEG TIPOKUTITOUV Vwpic aTnv Tropeia g BepaTreiag, o 1aTpdg TpETEl va afiohoyel axohaoTikd Tov aoBevr) OTIG TIPWITEG OKTW
epdopades g Bepareiag yia va Tipoodiopiel edv anarmoivial TpoTIoTToNaES NG 50T, AVEMBUUNTEG EVEPYEIES TTOU YEVIKWG EXOUV TIpWIHN eKBNAWOT
TepihapBavouy uttaoBeaiaipia, utokahiaipia, BpopBorevia, urepraon, olvdpopo epuBpoducaioBnoiag TaAapwv-TreApdTwy (PPES), Tpwreivoupia kai
vau-rpwrapzm (FE cmpﬂcmu (kothiakd u)\yog q:.u\sypovr] BAevvoyovou, duokoiéTnTa, Sidppoia, spsmg) H avnyetwmon mBaviy uvrrrlBL':ggva waggad:v
UTTOPE} va aTrauTei ﬂ@ﬂmglvg Siakorm 1 peiwon 1ng déong g Beparieiag pe Kuﬁgiuvnylﬁg BA. Mapdypago 4.2): Ze VEQPOKUTIAPIKO KapKivwpa HETA aTro
TponyoUpevn aToxeupévn Bepameia pe ayyeiakd evdoBnhiakd aufnmikd mapdyovia (VEGF), peawoeg kar Siakotég g 86ong Adyw piag avemBopnne
evépyeag (AE) ouvéBnoav oto 59,8% kal 70%, avrioTolxa, Twy acBeviuv mou EAaBav kaBolaviivipn ot Baoikn khivikr Sokiur] (METEOR). Alo peiwoeig g
Booohoyiag xpeidabnkav oTo 19,3% Twv aogBeviv. O didpecog xpovog Ewg TV TTPWTN peiwon Tng dogohoyiag ftav 55 Nuépeg, kal Ewg TNV TIPWTN SiakoTTr
Booohoyiag ATav 38 NUEPES. Ze VEQPOKUTTAPIKG KapKivwpa Xwpig Tiponyoupevn Bepareia, pewoei doong kal Siaketrég Tng doong maparmprinkav oto 46%
ka1 73%, avrioToixa, Twy acBeviwv Trou eAaBav kaBolavTiviBn otnv kKhivikr) Sokipr (CABOSUN). Orav n kaBodaviivin xopnyeltal os cuvauaauo e viBoAoupduTn
OE TMRUWTNE-YPAUUIS TTROXWRNUEVO VEQPOKUTTApPIKG Kapkivuwpa, pelwon Tng déong ry Siakot Tng ddong e kaBolavmiviBng Adyw AE ouvéfn oe 54,1% kai
73,4% 1wy aoBeviy oTnv KAk Sokipn (CA2099ER). AmrariBnkav BUo PEKVOEIS TG BOang oTo 9,4% 1wy aoBevibv. O péoog Xpdvog Ewg TNV TIPWTN pEiwon
G d6ong fitav 106 nuépeg kai we T mMpwrndiakoTim TnG déong fitav 68 nuépeg. ZTo NITATOKUTTAPIKG KapKivwpa PETd atrd TTponyoluevn ouomuikn Bepareia,
ol peiboeig ¢ 86ong kal ol Slakorég doang ouvepnoav ato 62% ka 84%, avrioToixa, Twy aoBeviuv Trou EAaBav kaBolavTiviBn otnv kKAviki Sokipr
(CELESTIAL). Ato peiwoelg doaewv amamibnkav o1o 33% Twv aoBeviv. O Bidpecag xpovog PEXp! T HEIWaT TG TIpwInG doong frav 38 nuEPES Kal HEXPI




v SiakoTm Tng W d6ong fTav 28 nuépeg. ZuvioTdral aTevoTepn TrapakoholBnon ot aogBeveig Pe fma r pétpia nrraTikr SucAemoupyia. Zro SiawopoToinuévo
kapkivwpa Tou BupeociBoug, ol PHEWOEIS Trg d6ong kai o BiakoTrég g d6ong ouveBnoav oto 56% ka1 72%, avrioToixa, Twv aogBevwy Tou Ehapav kaBolaviiviBn
amnv kAvikr Sokipr (COSMIC-311). Ato pewoelg dooewy amrarmBnkay oto 22% Twy aobeviy. O Bidpecog xpovog PEXP!I T JEiwan TG TTpwTNg Soong ATav
57 npépeg kan péxpr T Srakotri e TIpwInG doang frav 30 nuépeg. HiratorofikdrnTa M QuUOIOAOYIKES TIHEG OTIC £EETATEIC TNG NTTATIKAS AtiToupyiag (augnon
NG apvoTpavapepaang g akavivng [ALT], Tng aomraptikic apivotpavagepdonc [AST] kol Tng xoAepuBpivng) TrapatnpriBnkav ouyvad ot aoBeveic Trou EAaBav
Beparreia pe kapolaviviBn. Zuviatdral n Sieaywyr) e¢eTdoewv nramkig Aemoupyiag (ALT, AST kai xohepuBpivng) Tpiv amé v évapén g Bepareiag pe
kaBolavrivifn ki n TpoasekTIki TrapakoholBnon kard ) didpkeia Tng Bepateiag. MNa aoBeveic pe emdeiviwon Twy eEETACEWY TNG NITATIKNG AEToupyiag Trou
Bewpolvial oxendopeveg pe 1 Beparieia pe kaBolavTivipn (BnA. otou dev eival epgavnig kapia evalAakTik armia), Ba pérrel va akoAouBouvial o1 cupBouAég
TpoToToinong g déong otov Mivaka 1 (BA. Tapdaypago 4.2), Otav n kaBolavnvin xopnyeital ot ouvduaopd pe viBohoupdprm, Exouv avapepBei ouxvotepa
BaBpou 3 kai 4 augioeig ALT kai AST ot axéon pe Tn povoBeparreia pe kaBolavmviBn oe aaBeveig pe mpoxwpnuévo RCC (BA. Mapdypago 4.8). Ta nrramikd
Eviupa TpEmEl va TapakohouBolvTal Tipiv oo v évapén kal TepIodika katd Tn didpkeia TG Bepareiag. Mpémer va akohouBolvial o odnyieg aATpIKAg
diaxeipiong kal yia Ta dlo @appaka (BA. MNapdypago 4.2 kal avarpé€re atnv NXM yia m viBoAoupdptm). H kaBofaviviBn amoBaAAetal Kupiwg péow NG
nraTikrg 080, ZuvioTaTal OTEVOTEPN TIapakoAoUBnan TG ouVOAIKIG copdAeiag ot aoBeveig Pe iTa A pETpia nTramikn Sughemoupyia (BAETTE eTriong TTapdypago
4.2 kat 5.2). Mia upn\otepr) oXeTiki avahoyia aoBevisv pe pérpia niarikry uoAemoupyia (Child-Pugh B) epgavioe nriarikr eykegahotaBela pe tn Bepareia pe
kaBolavniviBn. H kaPolavivipn dev ouviotdral yia xprion oe aoBeveic pe ooBapri nmankr ducAeitoupyia (Child-Pugh C.BA. Mapdypapo 4.2). Hmamkr
:ygz@Am'es a_Zmn pehétn HCC (CELESTIAL), n nTarikr evkztpcxt\ondﬂm avapepbnke ouxvotepa otny opdda kaBofavTiviBng ammd autr Tou ikovikol
pappdkou. H Kaﬁo(cnmwﬂn EXEl OUOXETIOTET JE BIGppoIa, EPETO, PEWPEVT] opzﬁn kal diaTapayég nAektpoAuTlv. Ze aoBeveig pe HCC e emmpeaopévn nmarikn
AerToupyiat, QUTEG o1 LN NTTATIKEG ETOPAOEIG PTTOPEI va Eival TTAPGYOVTES ETTIOTIEUONG Yia Ty EEENEN TG nTaTikic eykegaromdBeiag. O aoBeveig TTpETel va
TrapakoAouBouvial yia onpeia Kai oupTITwpaTa NTaTikic eykepatomaBelas. Alatpnoeic kai oupiyyia ZoPapég ME Siatpnoeig kai oupiyyid, HEPIKES YOPES PE
Hoipaia ékBaor), Exouv TTaparnenBel pe Ty kaBolaviviBry. O aoBevelg Trou £xouv @AeypovwdN vooo Tou eviépou (T1.)X. vooo Tou Crohn, eAkwdn koAimda,
Treprovinda, ekkoAmwparinda f okwAnkoedinda), £xouv BiBnon Tou dykou ot ME 06 1} Tapouoialouy emTAOKEC aTié TIponyoUpEevn Xelpoupyikr eTTépBaon
TOU yaaTpevTepIKoU guaTrpatog (Biaitepa drav axeTilerar pe kaBuaTepnpévn 1 areAr eTrolAwaon) Ba Tpémer va afiohoynBoly TIPOTEKTIKG TTpIV apxigouv TN
Beparreia pe kaBolavnviPn kay, ot ouvéxeia, Ba TipETtel va TapakoouBoivial OTEVG yia CUNTITWATA BIATPROEWY KAl CUPIYYiWY, oupTrepAapBavopevwy Twy
amooTnpdTwy kai T ofyn. Emripovn | emavepgavicdpevn Sidppoia ot Sidpkeia g Bepameiag pmopei va eivar Tapdyovrag KivEivou yia Ty avdrugn
1TpuJKTIKOU oupiyyiou. H kaBolavmiviBn mipémel va SiakomTeral oe aoBeveig Trou epgavifouy SIATPNOT) TOU YaOTPEVIEPIKOU OUTTAHATOG 1 oupiyyio TTou Bev
prropa va uwrusrwmcm:l errqpkwg [aotpeviepikég (CE) Siatapaxéc H Bldppom 1 VauTia/EHETOG, N HEIWHEVN opagr] Kal n oToparmda/oTopanikd GAyog fitav
HEPIKEG aTTO Ta MO guyvd uvmpt:pez\nu gupBdavia Tou yco‘rpz\neplxou (BA. Tapdypago 4.8). Apeon arpikn diaxeipion, cupTeptAapBavopivng Mg
UTTOOTNPIKTIKIG @POVTIBAG e aVTIENETIKG, avTidlappoikd i avridgva, Tpéter va epappooBel yia v TpdAnyn g aguddiwong, Twv Slatapaxby Twy
nAsKrpm\uﬂuv Kail mg unw.?u:fug Bapoug. H diakotm pslmcr] e doong, i n| povipn dlakotr g xuprwnaqt; kaBolavnving Ba Tipémel va AapBavera utroypn
g€ TEPITTTWOT cmpovmv 1 eTavaAapBavOpEVIOV ONHAVTIKIV YOOTPEVIEPIKWY avemBupnTwy evepyeiwv (BA. Mivaka 1). _mu[ﬂ_o_gu@mu@g Me mv
kaBolavmivifn, éxouv rrcpurnpr}Bcl oupBavia QAERIkiG BpopBoeuBo:\nq. uupnspl.\upBuvopcvwv OUpPGVTWY TIVEUPOVIKAG epBoNig Kai cp‘lnplaknq
BpopPoepPolic pepikés gopig Bavarngopa. H kaolavrviBn TIpETTE va XpnoIpoTIoIEiTal e TIpOoOXT) 0t aoBeveig TTou Trapouoiadouy Kivouvo f TTou exouv
IOTOPIKO QUTWYV TwV evepyeilv. Zm peiétn HCC (CELESTIAL), mapampenBnke muhaia @Ak Bpoppwaon pe kaBolavmiviPn, cupmepiAapBavopévou evog
Bavamgopou cupPdvriog. AoBeveic pe 10Topikd TTuAdiag @AeBikig diBnong @dvnke va diatpéyouv PeyaAiTepo Kivduvo avdarrugng TruAdiag @AeBIkig
Bpoppwong.H kapolavriviBn Ba Tpémel va SakoTel o aoBeveig TTou avarriogouv ofl Epgpaypa Tou puokapdiou f OTTOIGBATIOTE GAAN KAIVIKG OnUavTiKh
BpopPoepPolikry emnimthokr]. Aigoppayia Me v kapolavnvin éxe raparnpnBei coPapn aipoppayia pepikég gopig Bavarngopa, O1 aoBeveig Trou Exouv
iaTopiké oopapr|c aipoppayiag TTplv amd Tnv évapén Tng Bepameiag Ba ipéTel va agloAoyouvTal TIpOTEKTIKG Tipiv amd Ty Evapén Tng Bepareiag pe kaBodavrivipn.
H kaPolaviviBn Sev ipéTTel va xopnynBei oe aoBeveig Tou Exouv ) Siatpéxouy kivduvo yia ooBapr] mipoppayia. Zrn peAémn HCC (CELESTIAL), avagipBnkav
Bavamngopa aipoppayikd guppavta g uynAoTepn ouxvoTnTa pe KaolavriviBn amo 1o exovikd pdppako. O1 TTapdyovieg kivBivou TrpodiaBeong yia ooBapr
aipoppayia atov TANBuop6 pe Trpoywpnuéve HCC ptropei va TrepihapBdvouy v dinénan amd Tov oyko Twy KUPIWV aljo@opwy ayyeiwy kal Tnv Tiapoucia
UTTOKEIHEVNG Kippwiang Tou fTraTog Trow £l we atroTéAeapa T Snuioupyia oigogayikwy Kipowy, TTuhaiag utrépraorng kar BpopBotreviag. H peAétn CELESTIAL
amékAeloe aoBEVEiG PE TAUTOXPOV QVTITINKTIKG aywyn i} avriaijoneTahiakeUg Trapayovieg. AoBeveig Trou dev AduBavav Beparreia 1) pe eAimi Bepaneia, yia
KipooUg pe aipoppayia fi pe uynAd kivduvo aipoppayiag sfaipédnkav emiong amd T peAén autdi. H peAérn g kaPodavmiviBng ot ouvbuaopd pe
viBoAoupdpTin oe ipoxwpenpéve RCC mpwrng ypapprig (CA2099ER) amékAsioe aoBeveig pe avniminkTika ot Bepareutikég dooeig. Aveuplopara Kai apTnpiakoi
diaywpioyol H xprion avactoAéwy g VEGF 0dol oe agBeveig e 1 xwpig utréptaan propel va TTpodyel Tov oXNUATIOHO aveupuopdTwy i / Kai apTnpiakmv
diaywpiopwv. O kivduvog autdg TTPETTEN va AapBAVETaI TIPOCEKTIKG UTTOWN TTPIV aTtd TV évapén Tng Bepateiag pe kaBolavnviPn oe aoBeveig TTou Trapoudialouy
TIapayovTE KivBUvVoU OTTWE UTTEPTAOT 1 I0TOPIKG AVEUPUCHATOG. 9poyBomevia Im perétn HCC (CELESTIAL) kan ot peAém DTC (COSMIC-311), avagépBe
BpopBotevia kar peiwpéva aipoTrerdAia. Ta emireda aipoTreTahiwy TTpETel va TrapakohouBolvtal kaTtd Tn Sidpkela g Bepareiag pe kaBolavtiviBn kai n 66on
va TpoTroTTolEiTal avdAoya pe Tn coBapdtnta Tng epcpﬁoﬂcwc\g (BA. Mivaxa 1). ETrm.\oKég Tpauudtwy Me Tnv kaBodavtiviBn éxouv nupu‘rr]prlBEi ETNTTAOKEG
Tpaupdarwy. H Beparreia pe kafolavrvifn Ba npﬂm va diakoTiel TouAdylotov 28 nuépeg TPV Ao Tnv npuypuppmlups\rq XEIpoupyIKr| emépBaor,
oupTepiAapBavopévng TnG odovTIaTPIKIG XEIpoupyikrg ETMEPBaong | Twy emepPankiyv odovTiarpikwy Tapeppdoewy, edv eivar duvard. H amdgaon va
ouveyIoTel ) Bepareia pe kaBodavTiviBn HETA TN XEIPoupyIK EMEpBacn Ba TTpETTEl va BaaiaTel aTnv KAIVIKI) Kpion yia Tnv eTrapkr] eToUAweon Tou Tpadparog. H
kapodavnviBn Ba Tipémel va SiokoTre 0t aoBeveig Pe ETTITAOKEG ETTOUAWONG TPaUPATOS Trou amrairolv 1aTpiki TapépBacn. Ymeépraon Me v kaBolavnivipn xel
TapatnpnBei uTTEPTacn, CUPTTEPIAAPBAVOREVNG TNG UTTEPTAOIKAS Kpiong. H aptpiakn Trieon Tipémel va eAEyyeTal kaAd TTpiv ammd Ty évapén Tng kaBodaviiviBng.
Kara m Sidpkeia mg Bepareiag pe kaBolavmiviBn 0Aol ol aoBeveig Ba TTpETTEl va TTapakoAouBoivTal yia UTTEPTAOT Kal va QVTIHETWITILOVTaN, OTTWG ITaITeital, e
TUTTIKA avTIUTTEPTAOIKN] Bepatreia. Zinv TEpiTTwon éUPovng UTTEPTACNS TrapdTi yiveTal Xprion avTiuTTepTacikwy, n kaBolavTiviBn Ba Trpérmel va diakoTrel, éwg
otou eAeyxBei n aptnpiakn Tiiean- kardmv n kaBolavTivipn ptropei va cuveyioTel oe peiwpévn doon. H kaBolavmiviBn Ba péme va Siakotrel edv n uTrEpTaan
eivar ooPapr ko eTTipovn Tapd Tnv avTiuTrepTacikn Bepateia kai Tn peiwon d6ang NG kaBodavmviBng. Ze TEPITTTWON UTTEPTAOIKAG Kpiong, n kaolavmiviBn
mpémrel va Siakotrei. Ogreovékpwaon Exouv TapatnpenBei TepioTankd ogTeovekpwaong NG yvdBou (ONIM) pe v kaBolavrivifn. @a mpémer va dietayOei
aToparikl eEétaon mpiv atrd v évapgn g kaBolavTiviBng ka Tepiodikd katd T didpkeia TG Bepameiag pe kafodavriviBn. O aogBeveig Ba TpéTel va
evnuepwBolv 600V agopd TIC TIPAKTIKEG oToparikic uyievrc. H Bepareia pe kaBodavmiviBn Ba Tpémel va avaoTtahei TouhdyioTtov 28 NUEPES TIpIV aTTO TNV
Tipoypappanopévn oboviatpiki Xeipoupyikn emrépBacn i Tig emepPanikéc odovniaTpikéS TrapeBactlg, edv eivar duvatd. Amraiteital Tipogoyr) ot agBeveic Trou
happdvouv pdppaka Tou oxetigoval pe v ON, 61w Sipworpovika. H kaBolavnvipn Ba rpéme va SiakéTTeTal ot aoBeveic Trou pgavifouv ONI. ZovBpopo
guﬁgggugmg noiag ngguwv -meApdTwy Me v kaBolavmviBn éxel Tapatnpnel ouvdpopo Epu&poﬁuculcrﬂnaluq TaAapwv-Trehpdtwy (PPES). Orav 1o
PPES civan ooBapo, Ba TipETmel va AngBei utrown n énumrrn Mg Bepaneiag pe kaBodavriviBn. Mpéme va \,'IVEI tava avup{n mg quvavrlszr]g HE xapnAdtepn
Bo6on 6rav 1o PPES emAuBei og BaBpd 1. Npwreivoupia Me Tnv Ka{ioc’,czwwlﬂn £xeITTapaTnpnBel npuJTcwouplu H rpwreivn oupwv Ba mpéTrel va rapakoAouBeital
TAKTIKG Kom Tr| Beparreia pe kaBofavnivipn. H kaBolavtiviBn Ba TrpéTel va diakoTrei 0 aoBeveig TTou avarmTiooouV VEQPWOIKG auvdpopo. Zuvpouo omigiag
‘Exer maparnpnBei abvdpopo omioBiag avaoTpéyipng eykeparomdBeiag (PRES) pe v kaBodaviiviBn. Auté To oUvdpopio Ba
TIPETTE! VO etcnﬁ{ewl oe kaBe aoBevri TTou eppavifel TOAaTTAG oupTITWpaTa, 61w aTracuodc, novoxchq)\oug OTITIKEG DlaTapayEg, ouyyxuan GAAOIWEVT
VonTIKr .\snoupym H Gspcmslu pe kafodavmivipn Ba npmal va diakoTeTal ot aobeveic pe PRES. Emunkuven tou Siaoriuarog QT H K::t[&o(uwrvlﬁn Ba npu‘rsl
va )(pnclponmt:ﬂql HE ﬂpo(mrxr] ot aoBeveig pe |m0p|Ko Tiapdracng Tou SlaoTrjparog QT, oe c:cﬂ::v::lg Trou Aappdvouv av‘nuppquiKG 1] o€ aoBeveig PE OXETIKN
Trpolmdpyouoa Kupﬁlcmn vooo, Bpadukapdia, 1 Slatapayéc nAEkTpoAuTwy. Otav ¥pnoipoTioleal n KaBo{uvnw!}q. Ba TpéTEl va cﬁzmtcml n Trepioﬁmn
TrapakoAouBnon kard Tn 6|upsza mne Bepameiag Tou HKI kai Twv nAextpolutiov (aoPéoTio, kAo kai payviiolo opod), £l
ZuvioTdral Badikr} epyaoTnpiakr pétpnon Tng Aaoupyiag Tou Bupeoeidols ae Oloug Toug aabeveic. AabBeveiq pe TpoUTIGpXOV uvoeupsoaﬁlcuo n
uTTEPBUPECEIBITNG Ba TIPETTEI Va aVTIMETWITICOVTAN OUppWva HE TN ouvriBn aTpikn TTpakTiki TIpIv amd Tv évapin g Bepameiag Pe kaBolavnvipn. Aol ol
aoBeveic TTpETTEl va TTapakoAouBoUvTal aTevd yia anpeia kal oupTTwpara duohemoupyiag Tou Bupeoaidoug kard T didpkeia g Beparreiag e kafodavrivipn.
H Aemoupyia Tou BupeoaiBolg Ba Trpémel va apakoAouBeital Trepiodika ka®' 6An T didpkeia g Beparreiag pe kaBolaviivipn. O aoBeveig Trou avamTiooouy
BuoAemoupyia Tou Bupeceibols Ba TrpETTel va avmPETWTICoVTaN CUP@UVA JE T TuvriBn 1aTPIK TIPAKTIKI. UgIOAOVIKEC TIEG BIOYNUIKWY EQY \QKLV
e€erdoewv H kaBoaviiviBn £xel OUOXETIOTE! pe QUENPEVN CUXVOTNTA EPPAVIONG PN QUOICACYIKWV TIWY NAEKTPoAUTWV (oupTEpIAapBavopEvng TNG UTTo- Kl TG
uTrEpKaAiaipiag, TG uTTopayvnotaipiag, Tng umacPeoTiaipiag, TRG utovaTpiaipiag). Me Tnv kaBolavmvipn €xel TapatnenBel umaoBeoTiaipia ot uywnAdTeRn
ouyvornTa kai/ 1] augnpévn cofapérnra (oupmepihapBavopéviuy BaBuol 3 xai 4) ok aoBeveig pe kapkivo Tou Bupeoeidolg ot ouykpion pe aoBeveig e dAMoug
Kapkivoug. ZuvioTdral n TrapakoholBnon Twy Bloxnuikwy TapapéTpwy katd T Bidpkeia Tng Beparreiag pe kaPodavnviBn kai n eicaywyr karahAnAng Bepameiag
avTikatdoTaong olp@wva PE Tnv KaBiepwpévn KAVIKI TTPAKTIK, edv amaiteital. MepmTwoeig nimaTikhg eykegaiomabeag oe aoBeveig pe HCC pmopei va
amodoBouv atnv avdTugn nAekTpoAuTtikiv Siatapaywy. H Siakotm| ) n peiwon g Séang 1 n opioTikr diakoTm Tng Xopriynang kaBolavmviBng Ba Tpemer va
eEetadeTan oe MEpITITWOT EMiHovWY 1 eTavaAapBavopevwy onpaviikwy diatapaxwy (BA. Mivaka 1), Emaywyeig kai avagtoleic CYP3A4 H kaBolavnviPn eival
umrécTpwpa CYP3A4. H ouyyopriynon kapolaviiviBng pe tov 1oxupé avaotohéa CYP3A4, Tnv keTokovadoin, eiye we amotéAeopa pia aténon g ékBeang
kaBolavnviBng oto wAdopa. ATaiteital Tipogoxr| Kard T xopriynon kaolaviviBng pe pdppaka Trou eivan 1oxupoi avaoToheic CYP3A4, H ouyyopriynon
kaBolavmivifng pe Tov Ioxupo emaywyéa CYP3A4, T prpapmiivn, eixe we amotéAsopa wia peiwarn Tng ékBeong kapolavTiviBng oTo TIAGopA. ZUVETTWG, TTPETTE!
va amo@euxBei n xpévia xoprynon Twv gappdxkwy TTou eival igyupoi eTtaywyeic CYP3A4 pe Tnv kaBodaviiviBn (BA. Tapaypdagoug 4.2 kai 4.5). YTrooTrpwpara



P-yhukompwreivig H kaBoZavivin frav évag avaoTohéag (IC,, = 7,0 uM), ahha by1 uTréoTppa, Twy SpacTnpioTrTwy HeTagopds P-yAukoTipwieivng (P-gp) ot
BikaTeuBuvTIKG guaTnua TTpoadiopiopol ypnagoTrowvTag kuTtapa MDCK-MDR1. Zuveriwg n kaBofavmiviBn ptmopei va Exer v ikavotnta va augdver Tig
OUYKEVTPLOEIG TUYXOPNYOUHEVWY UTTOOTpwHdTWY P-gp ato Adopa. Or aoBeveig 8a mpémel va poeidotroinBouy éoov agopd ) Afjyn utrooTpopatog P-gp
(17.x. pegogevadivn, ahiokipévn, apTipigevTavr), eTe§IAikn daBiyarpdvn, Siyogivn, koAyikivr, papaBipokn, rooakovaloAn, pavoAadivn, cagayAmrrivn, arrayAmive,
TahivohoAn, ToABarrravn) evid AapBdvouv kapolavrivifn (BA. TTapdypago 4.5). Avagtoheic MRP2 H xopriynon avagrohéwv MRP2 pmopei va odnyroel oc
aufnoeig Twv ouykevipwaewy Tng KaBolavrivipng oto mMAdopa. Emopévwg, n tautdxpovn xprion avactoAéwv MRP2 (m.y. xuxhootiopivn, egaBipevin,
epTpiomapivn) Ba Tpéel va Tpoaeyyietar pe poooxr (BA. apdypago 4.5). Exdoyxo Aaktddn AcBeveig pe advia kAnpovopikd TTpopAripara ducaveiag o
yahaxtodn, ohikr] averrdpkeia Aaktaang 1 pe dugamoppognan yAukedng-yalaktodng Sev TPETTE! va TIAPOUV auTtd TO QAPHAKEUTIKO Trpoidv. NdTpio AuTé To
(PAPPAKEUTIKO TIPoIGY TEPIEXEI AiyoTEpo atréd 1 mmol vatpiou (23 mg) ava diokio, dnAadr] ouoiaoTikd eivar «eAeUBepo vatpioux». 4.8 AVETIBUNNTES EVEPYEIEG
Kapodavriviin we povoBeparrela NepiAnwn Tou Trpogik acgdAeiag O1 o ouxvég copapég avemBOpnTeg evépyeieg oTov TTANBuopd RCC (21% ouyvoTnTa) eival
10 Koihiaké @Ayog, n Sidppola, n vautia, n umépraorn, n eYBoAr, n uTrovaTpiaibia, n TVeupovikr) ePBoAR, o EPETOg, N apuddTtwan, n kéTwon, n eEagbévion, n
pcnwpévn Opegn, n ev Tw BdBe @AeBikn BpdpPwon, n {aAn, n uTopayvnaiaiyia kai 1o cuvdpopo epubpoducalobnaiag TaAapwy-TreApdrwy (PPES). O1 o
OUYVEG qu‘rneuumag EVEPYEIEG OTTOIQCONTIOTE ouxvornm-; (TTou cucpavm(owul ot Touhdyiotov 25% Twv aoBeviov) otov TTANBuopo RCC mepihapfavav
Bidppold, KOTIWAT), VAUTId, HEIWPEV GPEEn, PPES, urraprctcn HEIWPEVO Bapog £pero, duoyeuaia, ﬁucKmMOTnTc. Kai uuf,r]pr.vn AST. Ymépraon maparnprionke
Mo ouyvd aTov Tn\r]euupn e RCC ywpig Tiponyoupevn Bepareia (67%) oe olykpion pe acBeveig pe RCC ys.m amo TponyoUEvn oToxeupévn Bepantia pe
VEGF (37%). O1 Tno ouyvég ooPapég avemBupnTeg evépyeieg atov TAnBuopd tou HCC (2 1% ouyvétnra) eivar n nrmamikn eykepaiomabea, n e€acBévian, n
koTmwan, To PPES, n diappoia, n umovarpiaipia, o £petog, 1o kotkiakd dhyog xai n BpopBorevia. O o ouxveg avemBUpnTeC avidpacelg oTToIoudITIOTE
BaBpou (Trou TTapouTidaTnkay Ot TouAdyioTov 25% Twv aoleviyv) atov TANBuopod HCC mepiapBavav Sidppoia, pewpévn opegn, PPES, kémwan, vautia
uTtépTaan kai £peto. O1 o ouxvég coPapig avemBupnTeg evépyeieg atov TANBuapd DTC (21% emimrwon) eivai ) Siappoia, n Tveupovikr epBoAr, n duotvoia,
n &v Tw Babel @AePikr) BpopBwaon, n utrépraon kai n uttacBeomiaipia. O mo cuyveg aveTmBUpnTEG evépyeieg otroloudriroTe BaBuol (Trou epgavios TouAdyioToV
10 25% Twv aoBeviwv) atov TTAnBuopéd DTC mepiedpPavay didppoia, PPES, utiépracn kai KOTTwaon. AVETBUUNTES eVEPYEIEC OF Pop@f TTivaka O avemBUpuNnTES
EVEPYEIEG TTOU avagépBnkav oTo ouyKeVTpwTIKG oUvoAo deSopévwv yia agBeveig Trou EAaBav povobBepareia kapodaviiviBng yia RCC, HCC kai DTC (n=1043)
fj avaeépbniav pe T xpRon kaBedavmvipng petd Ty KukAogopia Tng avagpépovral otov Mivaka 2. O avemBOUNTES EVEPYEIES TIAPATIBEVTA OUPQWVA HE TNV
Kamyopio opydvou ouaTApaTog kal Tn ouxvornTa kard MedDRA. Or ouxvarnteg Baoifovial o 0Aoug Toug BaBpois kai opidovtar wg eEAc: TToA ouyvig (21/10),
ouyvEg (21/100 Ewg <1/10) by ouxveg (21/1.000 £wg <1/100), pn yvwoTég (Bev pTropolv va ekTipnBoly pe Bdon Ta diabéoipa Sedopéva). Eviog kdBe katnyopiag
ouXVOTNTAS EPJPAVIONG, O aveTTIBUUNTEG EVEPYEIEG TTapaTiBevTal katd gBivouoa oeipd coBapotnrac. Mivakag 2: AvemBUunTeS evépyeieg pappdkou (ADRs)
Trou EXouv avapepBEi o€ KAIVIKEG HEAETEG 1) OE XPrioT HETA TNV KUKAogopia ot agBeveig Trou AduBavav Beparreia pe kapodavTivifn wg povoBeparreia.
NOIPWEEIC Kal TIOPACITRIOEIS ZuxVES: armooTnua. AlaTAPAXEG TOU CIHOTTOMTIKOU Kol Tou Aepgikol ouoTipaTog MoAd ouyveg: avaipia, BpopBorevia,
Zuyvéc: oubeTepoTtevia, AepgoTrevia. Alarapayég Tou evBokpivikou ouoTrjparog MoAd ouyveg: uroBupeoeibiopoc®. Alatapayég Tou petaBoAiopou Kai g
Bpéwng MoAl ouxvig: pewpévn Opefn, uTopayvnolaipia, uTrokahiaipia, umoaABoupivaipia Zuyvec: aguddrworn, uTo@wogaraipia, uTovatpialpia,
unragBeomiaipia, utrepkahaipia, umepxohepuBpivaipia, uTrepyAukaipia, uttoyAukaipia. Alarapayég Tou veupikoU guoTriparog MoAl ouyvég: Suoyeuaia,
keadadyia, daAn Zuyves: TrepipepIk veupotraBeia® Oy ouyvé:g oTraopol, ayyeiakod eykepahikd emreioddio Mn yvwatég: ouvBpopo omioBiag avaoTpEwiung
eykeqahoTraBeiag AlatapayEg Tou wrog Kal Tou AapupivBou Zuxvec: epfoég KapSiakég Siatapayéc Mn yvwaoTig épgpaypa puokapdiou AYYEIOKEG
Slarapayég MoAl cuyvig: uTrépTaon, aipoppayia®™Zuxveg: @AeBikr Bpoppwaons, aptnpiakr BpopBwaon Mn yvwaoTéc: aveuplouara Kal apmpiakoi Siaxwpiouol
Oy ouxvé:c UTTEPTAaIKY Kpion AlQTapayEg TOU avaTTVEUOTIKOU OUCTHHATOG, Tou Bwpaka Kol Tou HegoBwpdkiou Mohd ouxvég: duopuvia, duoTrvoia,
Brixag Zuyxveg: Tiveupovikn epBohr AlaTapayég Tou yaoTpeviepikoU MoAl ouyvig: didppoia*, vautia, Euetog, otoparinda, SuokoNioTnia, koiNako dAyog,
duomewia Zuxvég: yaoTpeviepikr) didmpnon®, Taykpearinda, oupiyyio®, yaoTpooico@ayikr TahivBpounon, aijoppoides oTopankd diyog, EnpooTopia,
Bduogayia, y\wogoduvia AlTApaxES TOU TTATOG KAl TWV XoAn@opwyv Zuxvis: nmarkr eykepatomadeia* Oy ouxvig: xohoatamnkr nrarinda Alarapayég
Tou SEppaTog kai Tou utTroBopiou 10ToU MNMoAl auyvis: alvdpopo epubpoducaioBnaiag Tahapwv-TreApdrwy (PPES), eEavBnua ZuyvEeg: kvnopog, ahwTTekia,
Enpodeppia, deppatinda utd Hop@r akprg, alayl) Xpapatog HaAAIY, UTTEpKepdTwar, epiBnua AlaTapayEG TOU HUOOKEAETIKOU OUOTIIHATOS KX TOU
ouvBEeTIKoU 10ToU MoAd ouxvEg: TTOvog oTa dkpa ZuXVEG: PuIkoi oTraapol, apBpalyia Oy quyveg: ooTEOVEKpWAOT NG yvdbou AlaTUpayEg TWV VEPPWV Kal
TWV oUpoPopwV obwv Zuxvic Tpwitivoupia TEVIKEG BlaTapayfg Kal KATAOTAOEIG TG obol XopAynong Mohl ouxveg: KOTIWOT, QAEYHOVY) Twv
BAevvoyovwy, eEaoBévian, TepipepIKO oidnpa MapakAvikég e§eTacelg MoAl ouxveg: pewpévo Bdpog, augnuéva ALT opoU, aunuévn AST Zuyvég: ALP opol
auénuévn, augnuevn GGT, auénuévn kpeartivivr aipatog , avgnuévrn apuhdon, augnuévn AmTaon , augnuévn XoAnoTepoAn aipatog, auénuéva TpiyAukepidia
aipaTog Kakwoeig, SnAnTnpidoeig Kal ETITAOKES BEpUTTEUTIKWY XEIPIOHWY ZUXVES: ETITTAOKEG TpaUpaToc” * BAETTE evotnTa 4.8 Mepiypagn Twy ETIAEYHEVWY
QVETTIBUUNTWY EVERYEILIV VIO TTEPUITEPL) XAPAKTNPIoHO.? Zuuvzpi.\apﬂuvoyévng me no:\uvaupowdeemg N TIEPIPEPIKN VEUPOTIABEIX Eiva Kupitwg cloBnTrnpiakn
" ZupmepidapBavopévng TG ETTOTAgNG W TNG o SUXVE avapepOHEVng ovzmﬁuuq‘rng evipyelag © Aeg ol pAePikég Opoppwoeig, ouynsplﬁqppuvnpzvnq g ev
Tw Buezz PAePikric Bpdppwone Y Me Bdon Tig avapepbeiosg uvzmﬁupmcq evipyeieg ® Aiarapaypévn eTrolAwarn, EMTTAOKN OTo onpEiw Toprg kal SidaTraan Tou
Tpavparog H kaBodavivifn oe auvauaao (i VIBOAOULGUTTI OF TpWING-ypapng Trpoxwpnévo RCC NepiAnwn Tou pogih aogaheiag Orav n kapolavivin
Xopnyeital og ouvduaopd pe viBohoupdptn, avarpé€re atnv MXM ¢ viBoAoupduTmg Tipiv amé Tnv évapén ¢ Bepameiag. MNa TeploadTepeg TTANpogopieg
OXETIKA pE TO TTpopiA aopaeiag g povoBepaneiag pe vifoAoupapmn, avarpégte atnv MXM mg viBohoupdpmng. Zro oivoho Sedopévwy g kapolavivipng
40 mg pia popd TNV NUEpa ot ouvduaopo pe viBoAoupduTn 240 mg kabe 0o efdopddeg oto RCC (n =320), pe eAdyioTn Tepiodo TTapakoAotBnang 16pnviy,
ol o ouyvég oofapég avemBOunTeg evépyeleg (2 1% emmitmwon) frav didppoia, TIVeupovinda, TIVEupoviKr epBoAr, TIveupovia, utrovarpiaipid, TTupegia,
QVETTAPKEIT TwY ETNIVEQPIBiWY, EPETOG, aguddTwaon. O o cuyvig avemBUPnTES eVEPYEIES (2 25%) fTav didppoia, koTTwar, ouvdpopo epuBpoducaioBnaiag
TIGAQPWV-TTEAUdTWY, OTopaTindd, JUOOKEAETIKGS TTOVOG, uTTEpTaor, e§avBnua, uttoBupeoeidiopog, Heiwaon opegng, vautia, kolkiakd GAyog. H TTAeiovoTnTa Twv
avemBUUNTWY eVEpYEILV Tav ATHES £wg péTpies (BaBuog 1 A 2). Divakag avemBupnTwy evepyeiwy O avemnBUPNTES EVEPYEIES TTOU EVIOTTIOTIKAY OTNV KAIVIKH
HeAETn g KaBolaviiviBng ot ouvBuaopd pe viBoAoupduTn avagépovral atov Mivaka 3, oOppuva PE TNV KaTnyopia opyavou cucTiparog Kal T guxvornia
kard MedDRA. O1 ouyvorneg Bagifovial oe 6Aoug Toug Babuolg kai opifovtal we €rg: oA auxvég (21/10), ouxveg (21/100 éwg <1/10) 6x1 ouyvég (21/1.000
Ewg <1/100), pn yvwatég (Bev ptropolv va exmpunBouv pe Bdon Ta diaBéoipa dedopéva). Evidg kabe katnyopiag ouxvotnTag eHpaviong, ol avemaupunTeg
evépyeieg TrapariBevial kard @Bivouoa oeipd coPapotnrag. Mivakag 3: AvemBupnTeg evépyeieg pe kapolavTivipn oe ouvBuaopd e viBoAoupdpTn
NoIpwEEIg ka1 TTapacmAoEg Mokl auxvéc: Aoiiwén Tou avWTEPOU avaTIVEUCTIKOU CUCTAUATOG ZUXVEG: TIVEUHOVIa AlaTapayEg TOU QIHOTTOINTIKOU Kal Tou
Aepgikol ouoTiiparog Zuxvic: nwaovogikia AldTapayéc Tou avoooToinTikoU cuoTripatog Zuxvés: umepeuaioBnoia (cupmepihapBavopévng e
avaQuAaKTIKiG avTidpaong) Oy ouxvig: oxendopevn pe TV éyxuon avTidpaon umepeuaioBnoiag Alarapayég Tou evBoKpIVIKoU ouaTipaTog MoAs auyveg:
uTToBUPELOEIBIONOG, UTIEPBUPEOEIBIONGE ZUXVEG: ETTIVEQPIDIaKT aveTidpkeia Oyl ouxvés: utropuaimda, Bupeoeidinda AlaTapayég Tou petafoAiopol Kai TG
Bpéwng MoAl ouyveg: pewpévn 6pefn Zuxvic: aguddtwon AlaTapaxég Tou veupikol ouoThipaTog MoAl ouyveg: duoyeuoia, {aAn, kepahahyia Zuxvec:
TePIPEPIK veupotrdBela Oxi ouvic: autodvoon eykepahinda, cuvdpopo Guillain-Barré, puacBeviko olvopopo AlaTapayég Tou wrég Kal Tou AaBupiviou
Oy cuxveg eppoic OpBalpikeg Siatapayég Zuxveg: gnpogBatpia, Baptm opacn Oy ouxves: payoeidinda Kapbiakég Siartapayég Zuxveg: KOATTIK)
Happapuyn, Taxukapdia Ox1 ouxvig: puokapdinda AyYEIOKEG ﬁlmupuxsg Mokl auyvée: umrépraon Zuxvés: BpopBwon® AlaTapay£g ToU avaTIVEUCTIKOU
ougTiparog, Tou Bwpaka kai Tou pecoBwpdxiou Mol ouyvig duoguvia, duotvoia, Prixag_ Zuxvég: Tiveupovinda, Trveupoviki epBohr], errioTagn,
umredwroTikiy cuhhoyri Alarapayég Tou yaoTpevTepikoU MoAl ouyvig: Bidppoia, £petog, vautia, dugkoiligTmTa, oTopatinda, , koihaké dAyog, SuaTrewia
Zuxvig: kohiTda, yaoTpinda, GAyog Tou oTépatogEnpoaTopia, aipoppoideg Ox1 ouxvée: Traykpearinda, Sidtpnan AeTrmol eviépou®, yAwoooduvia Alarapayég
ToU fjTraTog Kal Twv XoAngopwv Zuyveg nmatnda Alarapayég Tou Sépparog kai Tou uTroSopiou 10Tol Mokl ouyvég: alvBpopo Trahapc-TrEAYaTaiag
epuBpoducaiodnaiag, eEavBnua®, kvnopdg Zuxves: ahwrekia, Enpodeppia, epubnua, aAkayr] xpuwparog Tpixwv Ox ouxvis: Wwpiaan, kvidworn Alarapayég
TOU HUOOKEAETIKOU OUOTHHATOG Kal TOU OUVBETIKOU 10ToU MoAl ouyveg: puookeAeTIKGG TTovog, apBpalyia, puikol oTracpol Zuxvés: apBpimba Oy guyveg:
puoTiaBeia, oateovikpwon g yvaBou, ouplyyio AlATAPAYEC TWV VEQPWY Kal TWV OUpopopwv oBwv Mol ouyvig: Tipwieivoupia Zuxveg: VEQPIKN
avemdpkeia, ofeia vegpikr BAGRN Oxi ouxvig: vegppinda Mevikég BiatapayEg kal KaTaoTaoEelg Tng 0500 Xopriynong MoAl ouxvig: kémwarn, Trupegia, oidnua
Zuyveg: dAyog, Buwpakikd dhyog MapakAIvIKEG ESETATEIC MoAU ouyveg: augnpévn ALT, augnpévn AST, uTropuwoataipia, uTraoBeoTiaipia, uTropayvnaiaipia,
uTrovarpiaipia, utrepyAukaipia, Aepgotrevia, augnuévn ahkahikn guogardon, avEnuévn Amdon, augnpévn apuhdon, Bpopfomevia, augnuévn kpearvivn,
avalpia, Aeukomevia, umepkahiaipia, oudeTepotrevia, uTepaoBeoTiaipia, uTroyAuKaipia, utokahiaipia, augnuévn oAiki] xohepuBpivn, uTeppayvnaolaipia,
UTTEPVATPICIMIa, HEWPEVD CwpaTIKO Bapog Zuxves: augnuévn xoAnaTepon aiparog, ureptpiyAukepidaipia. O ouxveTnTES TwWyY avemMBUPNTWY EVEPYEILV TTOU
Trapouoiadovral otov MNivaka 3 ptropel va pnv armmodidovral TTARpwG péve otnv kaBolavTiviBn, aA\d eviExeTal va PTTEPIKAEIOUV TN OUVEIOQOPT TNS UTTOKEIJEVNG
vooou 1 aTré 1 viBoAoUPGUTTT TTou XphoijoTioicital o ouvduaopo. °H BpéuBwon eival évag oUvBeTog 6pog Trou TrepidapBaver Bpoppuwon Tng Tuhaiag eAEBag,
Bpoppwan g Tveupovikhg AEBag, Trveupovikry BpopBwar, aoptikr BpouBwan, apmpiakr BpépuBwon, ev Tw Bdber ARk BpouBwan, BpépBwan g
TTUEAIKNG PAERag, BpopBwon Tng KoiAng @AEBag, Aefikr) BpopBwon, gAeBikr Bpoppwon dkpou "Exouv avagepBei Bavarngopeg epimmuoelg “To efdvBnua
efva évag ouvBeTog 6pog Trou TepiAapfdver Tn deppartinda, Tnv opoiddouoa pe akpn Sepparinda, Tnv TopgoAuywdn Sepparimda, To amopohidwTikéd efdvBnpa,
10 epubnuarwdeg efavBnua, To Bulakiwdeg egavBnua, To knAdWdeg eEavBnua, To knAdoBAandwdeg efavBnua, To BAanddeg egavinua, To kvnouwdeg
edvBnpa ko To pappakeuTiko £6dvBnua. ‘O puooKeAETIKGS TTOVOG Eival Evag ouvBETOG 6pog TTou TIEpIAAUBAVE TV ooQualyid, ToV 0OTIKG TIOVO, TO HUOOKEAETIKG
Bwpakikéd dAyog, Tr puookeAeTIKr Buagopia, T pualyia, Tnv auxevadyia, 1o dAyog oTta dkpa, To GAyog oTrovBUAIKGR oTrANG *O1 CUXVOTITEG TWV EPYRCTIRIaKWY
OPWV QVIMTROTWITEUOUY TO TTOC0OTO TwV QoBEVIIY TTOU eppavioay ETIBEIVWOT OTIG EPYAOTNPIAKES PETPOEIG OE OXETN WE TNV Evapgn Tng HEAETNG PE EEaipEon



TO PEIWPEVO OwpaTko Bapog, Ty augnuévn xoAnoTepoAn aiyartog kal v umepTpiyAukepidaipia, M i TW IAEYLIE EMBOUNTWY £V

Sedopéva yia SiagopeTikég avTidpdoeig Baaifovial ot acBeveig rou eAdppavay CABOMETYX 60 mg pia qopd npepnaiwg atrd To oTopa we povoBepareia oTig
Baoikég peheteg 010 RCC pera amé mponyoUpevn otoxeupévn Beparreia pe VEGF kai e RCC xwpic Trponyoupevn Beparreia,=oto HCC petd amd TIPONYOUHEVT
ouotnikn Bsparreia kal ato DTC ot aoBeveic uvlecnKoug 1 pn katdAAnAoug yia Bepatreia pe padievepyo iwdio (RAI )'rrou TIapougiaoay e?,eluﬁn NG vooou Katd
N DIGPKEIT 1] HETA aTTd Trponvoupcvn CUTTNHIKA Bapcrrrzlu 1) o€ aoBeveig TTou EAaBav CABOMETY X 40 mg pia gopd npepnoiwg amd To aTépa o cuv&uacpo
pe viBoAoupapTin o€ TIpWING-ypapprs Tpoxwpenuevo RCC (mapdaypagog 5.1). [aorpevrepin (TE) didtpnan (BA, mapdypago 4.4) Zmn pehern Tou RCC petd
amd Tponyoupevn otoxeupévn Beparteia pe VEGF (METEOR), avagépnkav ME Siatprioes oto 0,.9% (3/331) twv aoBeviv pe RCC mou eAdpfavav
kaBodavmvipn .Ta oupBavra rfitav BaBuou 2 1 3. O didpecog xpovog ewg Tnv Evapén Arav 10,0 eBdopadeg. Moipaieg Siatprioeig exdnAwbnkav oto KAIVIKG
Tipdypappa yia v kaBolavnivin. Zm peAém Tou RCC xwpig Tponyoupevn Beparreia (CABOSUN), avagépBnkav I'E Siarprioeig oTo 2,6% (2/78) Twv acdeviov
pe RCC mou AdpPavav kaBolavriviBn. Ta cupBavra ritav BaBuoul 4 kai 5. Zin peAém HCC (CELESTIAL), avagépBnkav diatprigeig ME oto 0,9% Twy acBeviov
Tou éaPav kaBolavrivipn (4/467). Oha ta oupBdvra fitav BaBpol 3 1 4. O Siapegog xpoévog epgaviong ritav 5,9 efdopddec. Ztn pehémn DTC (COSMIC-311),
1 diaTpnon Tou yaoTpeviepikol cwArva Baduou 4 avagépBnke ot évav acBevr] (0,8%) aTmd Toug aoBeveig TTou EAaBav kaBolavTiviBn kai EQgavioTnKe HETd amo
14 efdopadeg Beparmeiag. e ouvBuaopd pe viBodoupduTn ot Tpoxwpnuéve RCC oe mpwing-ypappric Beparmeia (CA2099ER) n ouxvoemTa EPQAVIONS
dlaTprioEwy Tou yaoTpevTEpIKoU owhnva frav 1,3% (4/320) oe aoBeveig Tou EAaBav Beparreia. ‘Eva oupPav rirav o Babuol 3, dUo oupBdvia ritav Babuou 4
kai éva oupfav firav BaBpou 5 (Bavarngopo). Z1o kKAVIKG Tipoypappa Trig kaBolaviviBng ekdniwBnkav Bavamedpeg Siarproeig. HImarikr sykepaAorrdOeia (BA.
mapdypago 4.4) It peAétn HCC (CELESTIAL), n amikr eykepalotrdOeia (nramikr eykepaAoTiaBeia, eyKEQAAOTIABEIQ, UTTEpUUHWWIGIHIK EYKEQaAOTIGOEIT)
avagépBnke oto 5,6% Twv aoBeviwv Tou EdaPav kaBolavnivipn (26/467). Ta oupPavra BaBpol 34 firav ot ooooTd 2,8% kai éva oupPav (0,2%) Babpou 5.
O didpegog xpovog eppdviong fiav 5,9 eBdopadec. Acv avapépBnrav TEPITTWOEIG NTTATIKG eyKepakoTddeiag amig peAéteg RCC (METEOR, CABOSUN kai
CAZ2099ER) kan ot pehérn DTC (COSMIC-311). Aidppoia (BA. mapdypago 4.4) T perérn RCC perd amd mponyoupevn atoxeupévn Bepareia pe VEGF
(METEOR), n Bidppoia avapépbnke ato 74% Twv aoBeviov e RCC mou éAafav kaolaviviBn (245/331). Ta oupPdavia BaBuol 3-4 frav ato 11%. O Sidpecog
xpovog epgdviong Atav 4,9 eBdopadeg. Zrn peAém RCC xwpig mponyoupevn Beparreia (CABOSUN), n didppoia avapépbnke ato 73% Twv aoBevawyv Tiou
£haBav kaBolavriviBn (57/78). Ta cuppdvia BaBpol 3-4 fitav oto 10%. Zin peAérn HCC (CELESTIAL), n Sidppoia avapépbnre oto 54% Twv aobevivv TTou
Ehapav kaBodavmiviBn (251/467). Ta ouppdvra BaBuol 34 ritav ato 9,9%. O Sidpecog Xpdvog epgaviong oAwv Twy gupBdviwy frav 4,1 epdopddeg. H
didppoia odfynoe ot TpoTroTioInoelg d6ong, SiakoTtég Kal opiaTikr iakoTf ot 84/467 (18%), 69/467 (15%) ka1 5/467 (1%) aoBeveig, avriotoixa, Zm peAén
DTC (COSMIC-311), avagépbnke Sidppolia oto 51% Twy acBeviov Trou éAapav kaBolavrivipn (64/125). Ta cupBdvra BaBpod 3-4 fitav ato 7,2%. H didppoia
oBrynoe ot peiwan g doong kai dlakorm| o 13/125 (10%) ka 20/125 (16%) aoBeveic avrioToixa. Ze ouvduaopé pe viBohoupdaptn ot ipoxwpnuévo RCC ot
TpWwS-ypapprc Beparreia (CA2099ER), n emitriwaorn Sidppoiag avapépsnke oo 64,7% (207/320) Twy acBeviv Tou EAaBav Bepareia, oupBdvia BaBuol 34
ot B,4% (27/320). O pécog xpovog yia Tnv Evapgn ohwv Twv oupBaviwy frav 12,9 eBdopddeg. KaBuatépnon f peiwan Tng d6ong auvéRn ato 26,3% (84/320)
kai Siakotr oTo 2,2% (7/320) Twv aoBeviov pe Siappoia, avrioToixa. Zuplyvia (BA. mapayoago 4.4) Zin pehém Tou RCC peTd amé TrponyolpEVn OTOXEUPEVT
Bepamieia pe VEGF (METEOR), 10 oupiyyia avagépBnkay oto 1,2% (4/331) Twy aoBeviuv Tou eAdpBavav kaBolavivipn kal mepiddpBavay TipwkTikd ouplyyia
oto 0,6% (2/331) Twv agBevivy TTou AapBavav kaBoavtivipn. ‘Eva oupBdv ftav BaBpol 3 kai Ta uttdAoima rfitav BaBpou 2. O didpecog xpovag Ewg Tnv évapén
nrav 30,3 eBdopadeg. Zmn peAémn tou RCC xwpic mrponyoupevn Bepameia (CABOSUN), Sev avagépbnkay TepmTwoeg pe gupiyyia. Zmn peAémn HCC
(CELESTIAL), 1a oupiyyia avagépbnkav ot 1,5% (7/467) twv aoBeviov pe HCC. O Bidpecog xpovog epedviang frav 14 efSopddeg. Zin peAém DTC
(COSMIC-311), dev avagipBnkav TIEPITITLWOEIG CUPIyYiwv ot aoBeveic TTou EAaBav kaBodavTiviBn. Ze ouvduaopo pe viBoAoupdyTin ot Tipoxwpnuévo RCC ot
TIpWING-ypapurc Beparreia (CA2099ER) n ouxvotnTa epgdaviong auplyyiou avapépBnke ato 0,9% (3/320) Twv aoBeviov Trou Ehafav Beparreia kal n ooPapotnta
fitav BaBpoul 1. @avarngopa cupiyyia ekdnAwBnkav oto KAVIKG Trpdypappa Tng Kaolavrivipng. AlUo, a (BA. TTay 4.4) Zrn peAérn Tou RCC perd
amé TrponyoUHevn aToxeupévn Beparreia pe VEGF (METEOR), 10 TrogooTo epgavion cupBdviwy ooPapric aipoppayiag (BaBupou 2 3) frav 2,1% (7/331) oe
acBeveig pe RCC 1mou AdpPavav kaBodavnvifn . O didpeoog ¢ Xpovog £wg Tnv evapén nrav 20,9 eBdopddeg. Ztn peAétn Tou RCC ywpig Tponyoupevn Bepartreia
(CABOSUN), 1o ToogoaTo epgaviang oupBaviwy oofapric aipoppayiag (Babuou z 3) rirav 5,1% (4/78) ot aoBeveig pe RCC mou AduBavav kaBolavnvipn. Zm
pehétn HCC (CELESTIAL), n ouygvotnTa epgdviang coBapuv aipoppayikwy emeicodiwy (Babudg 2 3) frav 7,3% otoug aobeveig Trou EAaBav kaBolavmvipn
(34/467). O diapeogog xpovog epgpaviong Arav 9,1 efdopdadeg. Ze guvduaopd pe viBohoupdptn ot Tpoxwpnuévo RCC oe mpwing-ypappng Bepareia
(CA2099ER) n ouxvoTnTa ENpAVIONG aluoppcyim; 2 BaBpou 3 Arav ato 1,9% (6/320) Twv acBeviov Trou éAapav Beparreia. Zmn peAétn DTC (COSMIC-311), n
ouxvmnm Eppaviong cofaptov clpoppclewv emeloodiwv (BaBuog 2 3) nrav 2,4% oe aoBeveig ou EAafav cabozantinib (3/125), O 6|<iyscrog xpt’)vog évupﬁng
frav 14 eBdopddec. @avarnpdpes aipoppayieg Exﬁnl\wenmv oo kKAvikd TTpoypappa yia v kaBolavmivipn. Zuvdpopo oniofiag avagrpiy,
(PRES) (BA. mmapaypago 4.4) Aev avagépnkay TrepioTarika PRES arig peéteg METEOR,CABOSUN, CA2099ER 1 CELESTIAL, 6pwg Exel GV(ItPEpeEI PRES
ot évav aoBevi atn peAén DTC (COSMIC-311) kan oravia o dAeg kAivikég dokipEg (oe 2/4872 drapc: 0 04%) Auénueva nmankd Eviuua Karda 1n xopnynon
¢ kaBodavivifng os auvbuaaud pe vifoAcupdurrn oro RCC Ze pia khivikr) peAérn aoBeviov pe RCC o1 otroiol dev eixav AdBel rponyoupévig Bepateia kai
EhaPav kaBolavnvipn o ouvduaopo pe viBohoupapTrn, TapampriBnke uwnAdtepn emimTwon BaBuol 3 ki 4 augnpévng ALT (10,1%) kai augnuévng AST
(8,2%) ot oxéon pe T povoBepameia pe kaBolavriviBn oToug aoBeveig pe Tpoxwpenpévo RCC (n ALT au€nbnke katd 3,6% kai n AST augrBnke kard 3,3% om
peAétn METEOR). O Sidpegog xpovog Ewg Ty epgavian g Babpod > 2 asgnon g ALT 1 tng AST rijrav 10,1 priveg (e0pog: 2 éwg 106,6 efdopddeg, n = 85),
Zroug aoBeveic pe BaBpol 2 2 at§non g ALT fi Tng AST, ol auéfoeig uTroxwpnoay atoug BaBpolg 0-1 ot 91% pe Sidpeco xpévo £wg Tnv ammokardoTaon2,29
epBopadeg (eupog: 0,4 £wg 108,1 efdopddeg). MeTagl Twy 45 aoBevwv pe BaBpou 2 2 augnon g ALT 1} m¢ AST aToug otroioug £yive ETTAVATIPOKANGT) HE
kapolavnviBn (n = 10) fj pe viBohoupapTn (n = 10) pepovwpéva i kai Pe 1a Bo (n = 25), emmaveppavion aufnpévng ALT | AST BaBpou = 2 onpeilnke ot 4
aoBeveig Tou EAaBav kaBolavivipn, oe 3 aoBeveig Tou éAaBav viBohoupdptn kai 8 aoBeveic Tou EhaBav kaBolavmviBn kai vioAoupdpmn padi.
YrroBupeoediouss Zim peAétn oo RCC perd amd mponyolpevn atoxedovoa Beparreia pe VEGF (METEOR), n emitriwon Tou unoBupeoeidiopol firav 21%
(68/331). £1n peAén RCC xwpic mponyoupevn Bepateia (CABOSUN), n emtitiTwan Tou utroBupeoeidiopol frav 23% (18/78) oe aoBevei pe RCC mou éhaBav
Bepameia pe kaBolavmivipn. Zmn peAém HCC (CELESTIAL), n emimmwon tou unoBupeoediopou fitav 8,1% (38/467) ot aoBevei ou EhaBav Bepameia pe
kapolavnvipn kal Ta oupPdvra BaBpol 3 ot 0,4% (2/467). Ztn peAétn DTC (COSMIC-311), n emitriwon Tou utioBupeoeaBiapol frav 2,4% (3/125), dha Ta
cupBavia BaBuol 1-2, yia kavéva arro Ta otroia Sev amanmBnke Tpotrotroinon Tng Bepareiag. Ze ouvduaapd pe viBohoupdpTn ot poxwpnpévo RCC om
Bepameia Tpwg ypappig (CA2099ER), n emimmwon Tou umoBupeceidiopol ftav 35,6% (114/320) tTwv aocBeviov Tou eAaPav Bepareio. Avagopd
mBavehoyolpevwy avemBounTwy evepyeiwy H avagopd mBavohoyolpeviy avemBUunTwy evepyelloy HETG amd T xopriynon adeiag kukhogopiag Tou
pappakeuTikoU TIpoiovTog eival anpavTike. EmimpéTe T ouveyr] TrapakoAoUBnon g oxEens opilous- KIVBUVOU TOU QUPUAKEUTIKOU TTpoiovTog. ZnTeital amd
Toug ETTAYYEAHATIES UYEIQG va avagépouy oTToleadrjroTe MBavoAoyoupeveg avemBUNNTES EVEPYEIEG HEOW Tou EBVIKOU OUOTAHATOG avag@opdg TTou TTEplypdgeTal
oro MNapapmua V. 6.4 IGiaitepeg Tpo@uAGEEIS kard T UAagn Tou TpoiévTog Aev uTidpyouv eidikég odinyieg Siarrprong yia To Tpoidv autd. 7. KATOXOZ
THE AAEIAZ KYKAO®OPIAZ Ipsen Pharma 65 quai Georges Gorse 92100 Boulogne-Billancourt MaANia 8. APIOMOZ(Ol) AAEIAZ KYKAO®OPIAZ
CABOMETYX 20 mg emkahuppéva pe AeTrTo upévio diokia EU/1/16/1136/002 CABOMETYX 40 mg emkaAuppéva pe AeTmo upévio diokia EU/1/16/1136/004
CABOMETYX 60 mg emkahuppéva pe Aetrro uwpévio Sioxia EU//16/1136/006 9. HMEPOMHNIA NPQTHE EFKPIZHI/ANANEQIHE THE AAEIAZ
Huepopnvia pwmg éykpiang: 09 ZermepBpiou 2016 Hpepopnvia teAeutaiag avaviéwong: 21 Ampidiou 2021 10. HMEPOMHNIA ANAGEQPHIHE TOY
KEIMENOY Aerrropepeic TrAnpogopieg yia To mapdv gappakeutikd Trpoiov eival SiaBéoipeg atov Siktuakd To1T0 Tou Eupwrdikol Opyaviopold Sappdkwy:
http:/Mmww.ema.europa.eu.

XOPHIEITAI ME NEPIOPIZMENH IATPIKH ZYNTAMH AMNO EIAIKO MATPO KAI NTAPAKOAOYOHIH KATA TH AIAPKEIA THE ArQrHE

 IPSEN

Innovation for patient care

e AT 231202021 IPSEN MON. ETIE
ONET 1 aveniBDjuess evipyeies via ATIOY AHMHTPIOY 63 174 56 ANMOZ, AGHNA

OMA ta pkppaxa CABOMETYX 20MG T.N.: 4755,63€ THA.: 210 9843324, 210 9858930, FAX: 210 9887911
FATavEYIRCT SRITHINH KARTAS CABOMETYX 40MG T.MN.: 4755,63€ E-mail: ipsenepe@ipsen.com, http:/fwww.ipsen.gr

CABOMETYX 60MG T.IM.: 4755,63€ Tnhépuva gappakoetraypumvnong: 210 9843324, 210 9858930



NEPIAHWH TON XAPAKTHPILZTIKQN TOY MPOIONTOL

O IMFINZI

*To pépparo autd Tehel und oupnAnpwioTtkA napakoholBnan. Autd Ba enitpéei Tov Ypiyopo npoabiopiopd véwy nAnpo@opitiv 0o@aAeiag. Znteftal and Toug enayyehjatieg durvalumab
uyelag va avapépouv onoteabnnote niBavoAoyolpeves avemBUpntes evépyeie. BA. napdypago 4.8 yia tov 1pdno avagopdc avemBopntwy evepyeiv. Irfoctn o rmvancn e 50 gL
1. ONOMAEIA TOY @APMAKEYTIKOY MPOTONTOE: IMFINZI 50 mg/ml nuxvé GifAupio yio nopaokeuf
Biohdpatag npog £yxuan, 2. MOIOTIKH KAl MOEOTIKH EYNOEEH: Kafe ml nukvol Bighipatog yia AvenmBipnteg » ::'E.mﬁ'"'." Bepancla jie i extbe oy
nopookeun Stahdpatog npog éyxuon nepiéxer 50 my durvalumab. Eva grakifio 1wy 2,4 ml nukvod cvipyeieg = pe IMFrINZI ﬂpllﬂﬂl Su'mnpmm
Sunhiparog nepiéxer 120 mg durvalumab. Eva giakiio Twv 10 ml nukvod Siokdpatog nepiéxan 500 mg
durvalumab. To durvalumab napdyeta ce kGtiopa Bnhaouktv (woBfikeq and KiveJiolg kpikmalc) MiapeoohaBolpevog Dabin o
ye texvohoyia avaouvbuaopévou ONA. Ma tov nhApn katdhoyo twy exboxwy, BA. nopaypogpo 6.1. 8. ﬂ':lﬂ 10 GVOOONOINTIKG : B6ong péxpt Tupntuwyomk Bepancia, BA
@APMAKOTEXNIKH MOP®H: Mukvo Bidhuga yia nopaokeun Siakipatog npag éyxuon (oelpo nukvé olownpa BaBjod 2-4 Dbl nopypapo 4.8 '
Biahupa). Aauyés éwg 1pilidov, Gxpupo éwg ehappi kitpiva Bidhupa, ehedBepo and opard (1 SOEINTIG maBeponoinon
To Bidhupa éxet pH nepinou 6,0 kai oopwukdma nepinou 400 mOsm/kg. 4. KAINIKEE MAHPO®OPIEL: Bupeoeibinbo
4.1 Bepaneunikés evbeifeig: To IMFINZ we povollepanela evbelkvutal yia ™ Bepaneio Tou Tonikd NiopegohaBolyevo ‘Evaptn Bepaneiag
npoxwpnyEVou, aVEYKElpnTou pn piKkpokuTIapikol Kapkivou Tou nvedpova (MMKI) oe eviike, Twv and 10 AVOTONOINTIKG Buod Xeapic unokardotaang Bupeoeibikiv
onoiwv of Gyxol exppaouv to PO L1 oz = 1% v Kapkivikiv KUTIpwY Kai twv onoiwv n véaog bev abompa BaBjad 2-4 petaBoréc oppoviv 6w evbeikvutat
eEeMlxBnke petd ond xnpeio-oxuvoBepaneio pe Péon mv nhativa (B napdypogo 5.1). To IMFINZI ce unoBupeceibiopdc Khvikd
ouvbuaopd pe etonooifin kot efte kapflonAativn eite monhativn evbeikvutar yio ™ Bepansio npimg A =
Vpapu(’\( OE EVAIMKEG PE clmupévuu orabiou pikpokuTtapikd Kapkivo tou nvedpova (EL-MKN). 4.2 N%ueaolaﬂwucvn X o .Emagﬁn ! é“";z ':g'fkg""“wu
Aoyia kat tpénog xopfiynong: H évapen e szuna{a: wai n enfBAegtt e npéne va ivetai and O T0 tVUdOROIIKG NG Npebvzove h igoSvaou
101p6 i epnepla om Bepancia mu KopKivou. oUoTnpa avendpkeia BaBod 2-4 Bdong péxpt axoAouBiodpevn and foByiaio
S . Twv envepptbiwy v KNVIKA peiwon kai Bepanelo oppovikic
(MMKT1): Or aoBeveic pe tonikd npoxwpnyéva MMKI nptn:l va afiohoy yia m Adpn B RIC
PP o 5 f otofeponolnon | unokatdotaong Gnwe
pe Bdon v éxppaon tou PO-LT nou emf e pa £pyoomp pébobo (BA. unnﬁnoq:uslnpﬂq evElkvUTal KAIKE
napéypago 5.1).: Aogohoyin: H ouwigtpevn boon yia 1o IMFINZI we povoBepaneia kol To IMFINZI oe
ouvbuaopd pe xnpeioBepanein napoumaZera otov Nivoka 1. To IMFINZI xopnye(tan we eviophéfia éyxuon Niopecokafolpevos
e higotnpa 1 wpac. Mivaxag 1. Euviorwpevn G6on tou IMFINZI and 10 QVOoONOINTIKO B0l 2-4 Xwpig ‘EvopEn Bepaneiag pe ivoouhivn
‘Evbeifn Euviotdopevn 66an IMFINZI Aidpkeia tng Bepaneiag aym gy | . peraBohéc Spic bt Kk
¢ Biaprimg
Tonied 10 my/kg K6 2 epSopibes f 1500 mg ki | ME@ TV ebEAEn g vboou, v BaByou 2 e
npoXupnpEvog | efbopdbec” ALY o kpeauvivnopod | Mation g
MMKN 1 yia éva péyiora 12 pnvav® >1,5-3x (ULN A Baonc
1.500 mg" o€ ouvBuoaps pe apxikh extipnon)
xnpetoBepaneio® kdBe 3 efSopabec (21 . BaBuod 3 “Evapn | éwg 2 mg/kg/npépa
EL-MKN npépeg) yia 4 kiihoug, axohouBodyevn Mgt e g vigoy i oy Aiapeoohafoiipevn po[: e npebwdévng A 100b0vapou
£pdvion pn anoSexTic Toikdmrag ané 1o avogononkd | KPEATIVIVR 0poy ;
ané 1.500 mg kaBe 4 efdopabec wg odomin vepaiia >3 opikih axohouBolyevn ond BoByaia
HovaSepaneia ke ekTipnon f Optomike pelwon
3-6xULN, biaxani
* haBevelg pe owpamikd Pdpog 30 kg fh hiydrepo npénet va hapfidvouy oookoyia fdoel fipouc, wwobivay Euﬁpaz 7 oot
pe IMFINZI 10 mg/kg vaBe 2 efibopabeg fi 20 mg/kg kdBe 4 epfopabec we povoBepanela éwg 6tou 1o Kpeamivivn opots
Bépog aunBel oe peyaritepo and 30 kg. * Zuvatduar n ouvéxon g Bepaneiog yio khvikd araBepodc >6xULN
aoBeveic pe apxiki évbedn £EMENC Mg vooou éwg dtou enBefaiwBet n eEENEN ™ vboou. T AoBeveic pe - =
owyauké Bépog 30 kg A Aydtepo npéner va AapBévouv BoooAoyla Béoer Bapouc, woBivapn e IMFINZI Mapeoohafodpevo Bafjiod 2 yio>1 il
20 mg/kg oe ouvbuooys pe xnpetoBepancia kaBe 3 efibopabies (21 npépeg) yia 4 kikhoug, akol i and 1o KG efbopiba ﬂ:::: " ‘Evopn 1 éwg 2 mg/kg/npépo
ond 20 mo/kg waBe 4 efbopdbeg we povoBepaneio éwg 1o 1o Papog aunBei oe peyoritepo and 30 ovompa efévnga Balyot 3 PEB"“E’"’," i 100BUvayiou
kg. * No xopnyzhe 1o IMFINZI i ané  xnpeioBepaneia v iSia npépa. * ‘nmv 10 IMFINZI xopnyeftal fi WWT"'E'“ pevn ond faBala
o ouvbuaapsd pe xnpetoB va éxete oug Mnpogopie Iuviayoypdpnanc yia mv (o ' | Babpot & Epumuﬁ pelwon
¥ai tv KopBorhativn A alonAativn yia nAnpaipopiec oXeTikd e T Bogahoylo. Aev ouviatdtar auEnon A ot akonf
usEum e Géong, H nadon fin blumm‘n xophynong g bong pnopel vo anarmBodv pe faon mv atopkn Aafiod “EvapEn 2 éwg & ma/kg/npépa
Kol 01 kateuB ofinyieg yia tv ovupetonion wwv Giopedohofolpeviv and MZ"EW Polyen ¢ | BaBuos 2-4 Opoukn npetviévng 1 wwobivapou
0 avuuanmnnxb avompa avenBopntwy svewt:twv nepiypagovear atov Mivaka 2 (BA. napaypogo &.4). 0!:| e pois Gioxonfy axohouBolpevn and foBiala
Mivaxag 2. G g B {og pe IMFINZI kot cugvhoeig avuiperdmong e piokigtinb peiwon® ’ !
Tpononainan Bepaneia pe Atopeooraolpevn BaBuod 243 "de me ‘EvapEn 1 fwe 2 ma/kg/npépa
A““i "::::m Baplnta® wng Bepaneiog | KoprixaotepoetBh eXTog by and 1o ke 3 Saaner npedviZdvng i 100B0vaou
e IMFINZI opiferm Biogopetikd ovotnpa puooiuba/ . Opiomikih okohouBolpevn and foBpala
“Evaptn 1 g 2 mg/kg/npépn noAupuooiubo BaByou & Sioxontt peiwon
) . Mation g npebviZévng f 1oobivapou X Mnopei va eEeraotei 1
Liapeaohofodpevn Bobynd 2 Gbang okohouBoupevn and PaByioia Auarondi f sv&zs:pw:gpmym}usww
and 1o avooonoInTikG pelwan . enifpabuvon : .
clompa S e BaBpou 112 tou pulyod g (POPHOKEUTIHGY aywywv yia
nveupoviuba/ Bidgeon 1 éuwg 2 mglkg/npépa évxuunpuvnﬁpﬁu:xc Epiionic npoguhatn ond avbpaoeg
nveupovondBea Babyo 31 & Opiomixiy npebwiZévng f 1wobivapou éyxuong
Giakoni akohouBoUpevn ané BaBala . Optomi
pefoon Bafou 311 4 Siiinh
BaBpou 2 pe ALT Naten g
AAST >3-5 x ULN . Béone uex
aut ohkd Aofpwén BaBpou 34 wxﬁm:‘
xohepubpivn owBeponolnon
>15-3xULN Motion me Nod =
il . auon T
?po:é e Séang BaBod 2 Stone <
n
> §-< Bx ULN f Onotoufifinote Evapn 1 éwg 2 malkg/npépa
g ok xohepufiph ‘Evapfn 1 Ewg 2 mofka/npépa i BaBpol pe onpela npebviZévng fi 1oabivapou
2:2-!‘5? Do | s satin oo f 006ivayy MunoBéveia gravis avanveuoTIKHiG Opionkh axohouBotyevn ond foBiaia
ovotnpa nnatitba BaBpot 3 pe AST ::?:u:swpm e et gvitr‘.?pmg o patan
AALT>8xULNA =
ot xohepuBpin Babpod 34 4
>5xULN 4 Madan mg
—| Opionwit . BaBpod 3 ‘EvapEn 1 mgikg/npépa éwg
Toutdxpovn ALTA | Giaxonin ?:::mt‘;‘:m i bdang 2 mg/kg/npépa npebuZovng i
AST>3x ULN ki siplinscl il . Opiomikh 1006vapou axohouBotyevn and
nhzlnn Jmﬁpuaf[‘m iy éﬂ‘!:ﬁ'«' M BaBuou & Sitint faBynaio peiwon
>2x% xwpic
kapia dikn airdo
: - *Kowd Kpiipia Mpoabiopiopiot AvemBUpntwy Evepyeidy, éxboon 4.03. ALT: apvotpavagepdan e
MiopeoohaPolysvn BoBpod 21 3 TMaden g ‘Evapén 1 éwg 2 mo/kg/npépa ohovivng, AST: oonopukd opivotpovapepdon, ULN: oviotepo quoiohoyid dpio. "Edv Bev undper
and 1o avooonoInTikG 86ong npebvidavng i wobivapou Behriwon eviéc 2 éwg 3 npepwv nopd m xopfiynon kopukootepoeibiv, dpeon évapbn npdoBemng
ouotnpa kohinba i — Opioukh akoAouBoUpevn and foBpiala avogokataotakukng Bepanefac. Metd mv unoxwpnon (BaBpdg 0), évapfn foBpaiog peiwong Tov
Bidppon Hou Sigkonn peloon KopuKoaTepoelbtv Kal va cuvéxion yia toukdxiotov 1 priva. 'Opiotikn Siokonh tou Imfinzi edv n




avemiBipnm evépyein Sev unoxwphoet oe < BoBud 1 evidg 30 npepdov n €dv undpxouv onpefa
avanveuoTikig avendpreiag, NMa niBovodoyolpeveg BropeoohoPolpeves and to avedenomnuké olompa
aveniBupnteg evépyeies, npénet va BievepynBel enapkng Siepedvnon, wote va empefaiwBel n omooyio f
va anokhetatodv dAke evalhawukeg amohoyles. Me Bdon m oofapémta g avemBipnng evépyeiag,
npéner va yivetar nadon tou IMFINZI kat xopfiynon kopukootepoeibiv. No efetdetal 1o evbexdpevo
oifnong g Gbong v KkopTKooTEpoeid@v  Ka/i  xphong  emnpooBeTwy  oUOTRPOTIKGV
avocokataotakuikav, edv nopampeitol embeiviwon i Gev nopatnpeltar PeAtiwon. Me  Pektiwan o <
BaBpo 1, npéner vo dpxetar PoByiain peiwon wv Kop poeby Kot va i yia Bidotnpo
Touhdxiotov 1 pfiva. Metd T nadan, pnopel va yive enavévapén tou IMFINZI evidg 12 eBopdbuv, edv ot
aveniBipnteg evépyeieg feknwBodv oe < BoBpé 1 kai n bdon twv Kopukootepoebov éxer pewwel oe <10
mg npebvifévng i 1oobuvapou ova npépa. To IMFINZI npéner va Biakonel optotikd oe unotpomaouoes

£haBav IMFINZI (BA. nopaypapo 4.8). Exouv avagepBei oupBavia ouvbpdpou Stevens Johnson f to§ikig
5n=.6w|.m(m: vekpdhuong oe oaBevelc nou éhaPav Bepaneio pe PD-1 ovaotoeig. 01 aoBevei npénel vo
f :Euvﬁr‘lpu‘m:; fi beppotinbog kot vo aviperwnifoviol 6nm:

yia onpiela kot ouy
uuwu'rmm omv napdypogo 4.2. Auw
A AaPolpevn and 1 uumnun HuoKap n onola unc-p:n va eival Bﬂvammépo
uvénuq;s e aoBeveic nou ékafav IMFINZI (BA. napéypago 4.8). Or nuEw:h; npénel va napakoouBotvior
yio onpela kot oupm@para SiapesohoPolpevng ané 1o 4 otompa puokapbinbag ko va
avupetwnifovial dnmc uuw:rrﬂms omv ﬂupﬂ‘rpnwo 427 1

fhebopévou Tou pnxavicpol ﬁpuﬂnc tou IMFINZI, evbéxetor vo
uvnnuuauv GAheg mﬂuvéq Biopecohaflolpevec and to ave 6 ooy 80 Epyetec. Ot

2% 3

Bodyeves ané 1o avooonoinmikd obatnyia avemBipmEg evépyeie napamnpifinkav oe

BaBpou 3 (ooPapéc) b EVES NG 10 & ovotnpa EVEPYEIEG KOl OF
c f BaBpol 4 (anelAnmikég yio m {wit) Siopeooiafiod and 1o ¢ 6 olomnpa
aveniBupneg evEpyeieg, extac and ug wﬁo«plvundﬂzlac nou eAéyxoviat ye unokatdotoon oppoviav. Mo
pn biopenohoPol and o olotmnpa avenBopntes evépyeieg, vo yivetol naton twou
IMFINII yia Bnapnu 2 kol 3 avemBopntes evépyeieq éwg anokawdotaong oe < BoBpd 1 A apxikig
m’ipnon( To IMFINZI npénei va Giokonei eni BaBpod 4 avemBopnteg evépyeieg (ue efaipeon t Bafipod 4

A php yio ta onofa n andpaon Biakenng npénel va Buuiﬁstm o

Y plakd

aoBeveic nou elaﬂev povoBepaneia pe IMFINZI: uuquévetu gravis, uuoultlﬁu nnMuuoohlﬁu. unvm[nﬁo
eykeqahinba, olvipoyo Guillain-Barré, avoan BpoyBonevia kar pn Aoipd
(BAéne nopaypapo 4.8). Or ooBeveic npénet va napakohouBodvral yio onpeio kal oupnTpaTa Kal va
ovpetwnifovial onwe ouviotdtol yio GMeg Hlopecohap ¢ ond 1 6 alomya
avenBlpnteg evépyeieg omnv napdypago 4.2, ExendOpevec pe v éyxuon avibpaoeic: O aoBeveig npénet
va nopakoAouBolviol yio onpeio kai oupntpata oxendGpevav pe v éyxuon aviibpdoewy. Lofopéc
oxen{bpeves pe mv Eyxuon avudpdoei; éxouv avagepBel oe ooBeveig nou hapfdvouv IMFINZI (BA.

Kuotiufo kat 1

A oo lenh e Bt saenios oGipm o

a npénel va iCovial dnwg

H aopdieia kai n tou IMFINZI oe nmﬁu& Kkat ephfioug nhixiag mfm.u wy 18 :tmv Eev
exouv texpnpiwBel. Aev undpxouv biaBéoa bebopéva. HA 3

pdypogo 4.8). O axenildpeveg e T éyxuon
omv napdypago 4.2. AgBeveic nou anokheiotnkay ond khwikég Sokipgc: AoBevels pe ta akdAouBa
and g kKAVIKES Eamps; PoByohoyia Aerroupyikag ikavitmag kavd ECOG Katd mv opxiki

: Bev mg
béang yia Toug nhkiwpévous aoBevelg (265 etv) (Bh. nnm’nrpunpu 5.1). Ta Gebopéva oe uoeevelc nhikiag
75 ewiv fi peyohintepwv eivar nepropiopéva. Negpiki Suaderoupyia: Aev ouviotdtal npooappoyh g
Bdang tou IMFINZI oe ooBevels pe finia i pétpio veppikh buohertoupyia. Ta Gebopéva and ooBeveic pe
Bopudg poppic veppikh Suahetoupyia efvar noAd f éva yia va eEaxBol 6 yio autdv
1ov nAnBuopé (A nopaypopo 5.2). Hram 5ua.!mﬂupwa Ta ﬁsﬁnuéw and uuﬂmit: e pPETpIa Kal
coPaph nnotkn GuoAeroupylo eivar neplopiopéva. Adyw ™G PIKPAC OUPPETOXAC TWV ANOUKWOV
Biepyaoiwv omv kaBapon tou durvalumab, Bev cuviotdtal npoaappoyn tng bdong Tou IMFINZI oe aoBevei;
pe nnonkn Guohemoupyio, koBeg Gev avopéveral blagopd omv éxBean (BA. napdypogo 5.2). Tpdnog
xopiynong: To IMFINZI npoopiZetar yia evboghéfia xprion. Mpénel va xopnyeftal wg SidAupa evbophéfiag
éyxuong ot Sidompa 1 wpag (BA. napdypapo 6.6). Mo obnyleg oxenkd pe v apalwon Tou pappakeunikol
npoidvtag npiv and tn xopiynon, BA. napdypogo 6.6. 4.3 AvtevBeiferg: YnepeumoBnolo omlotic)
Gpooukh(éc) ousioleg) fi o kdnolo and ta ékboxa fou avapépoviar oy nopdypapo 6.1. 4.4 Eibikég
npoeibonoinoeig kat npopulderg katd tn xphon: vnhooipdmia; Mpokeipévou va fekuotonoinBel n
pvnhaoipaTa 1wy PIoAoYIKIV POPHOKEUTIKIY NPOIAVTWY, NPENEL VO KOTOYPAPETTL OOPLIG 10 EXMOPIKG
Gvopa Kot o opiBpdc nupﬂﬁu; 'auu xupn\guupevw npoidvios. AoyeoohaBoluevn and 1o avooonoinukd
glgmnya_mveupovitiba: A and 0 cuo-mua nveupovindo f idpeon
nveupovenaBeia, n onolo npl{eml and v Xphon ouoTny poetbv Kal
xwpic ooph evahhakukn auooyio, ovéxuye oe aoBevels nou éhaPav IMFINZI Mveupoviudo ond
akuvoflohnon nopampeltar ouxva oe aoBeveic nou unofalhoviar o axknvoBepaneia otov nvelpova koL n
khvikh epgdvion nveupovitbag kai nveupovinbag ané aktvofidhnon elval noAd napépota. T pedém
PACIFIC, oe aoBeveic nou elxav ohakAnpoer  Bepanela pe rouhdxiotov 2 kikhoug Toutéxpovng Xnpelo-
oxuvoBepaneiog eviog 1 éwg 42 nuepv npwv and v évapfn me pekétne, ovékuge nveupovinba f
nveupovitiba ond aktivofiohia oe 161 (33,9%) uuﬂweh: amy nmﬁu nou éAaPe Bepaneia pe IMFINZ) ko1 oe

58 (24,8%) aoBeveis otnv opdba Tou pBavopévawy BaBpol 3 (3,6% évavn
3,0%) war BaBpol 5 oupfdviov (1,1% évavn 1,7%) {ﬂl nupuvpu:pu &B) 01 aoBeveis npénel vo
napakohouBiolvial yio onjeia Kot oupnTa nveupovinbog f povinbog ond okuvoPéinon. H

mbavohoyolpevn nveupoviuo npénet va :r:lﬁzﬁmdlmm PE aknivoAOYIKN aneEKOVION Kol MPENEL va
anokAeioviar Aownol Aoipoydvor napdyovieg kai oxeudGpeves pe t vooo amohoyleg, kal ovipetwniZetat
énwe ouviotdral oy nopdypogo 4.2. AlapeoohoBoduevn ond to gvogonowniké olotpo pnavino:
Aiapeookaoiyevn and To avogenointiké abamya nnatiuba, n onola oplderar and mv anarodyevn xpfion
CUOTPOTIKGY. Kopuikoatepoelby kol xwplc cogh evakhakukh amoloyia, nvsxuqn: ot aoBeveig nou
éhafov IMFINZI (BA. napdypago 4.8). Oi aoBeveic npénet va nopakohouBouviar yia pn guotohay

nnanké e§erdoeig npiv kot nepiodikd katd t Sidpxein tg Bepanelog pe IMFINZ| kat dnwe evbeikvutol pa
fBdon mv khvikn extipnon. H Siopeoohofolpevn and o avogonointiké olompa nnotiubo npénet va
avipetwnifetal Gnwe ouviordtar omnv napdypogo 4.2. Aiopecolafolyevn and 1o avodonomnmké olotnya
woMiuba; MopeaoraPolivn and To avosonointikd obotnpa kohinba f Sidppate, n onola opideral 6u anarel
™ Xpon CUSTNUOTIKIDY KopTikootepoetbwv kat xwpl oo evalhakuki amooyla, avékuye oe aobleveic
nou €haBav IMFINZI (BA. napdypapo 4.8). Oi aoBeveic npéner va nopokohouBolvian yia onpelo kat
ouummuum KDMHBOL‘ n Biappotag kat va avnuetmnf(nvtm ém.x ouvigtdtal oy nupdypuqm t.z

mup:nolnﬂouusvo: and 1o
ovuuunomnm’: ovotnpa unuﬂupauﬂﬁluuéq. unspﬂupeucsﬁiouuc o Bupeoeibiuba avékupav oe aoBeveic
nou ¢hafav IMFINZ! kai o unoBupeoeibiopéc pnopel va éneral Tou unepBupeosibiopod (PA. napﬁypamo

etipnon 2 2, evepyi i NponyoUpeva TEKUNPIWYEVN aUToGvoan vOoog evIGg 2 etdw and v évapEn me
pekéng, 1otopikd avoooavendpketag, iotopiké oofapuv biapecokofolpeviov and to avoconoINTKe
olomnpa aveniBOunTwyV EVEPYELGV, IOTPIKEG nmuu'tqu nou éxpn{uv CUOTNPOTIKAG OVOOOKATaoToAAG,
€KT6¢ and ™ guoohoyikn Sdon twv ibev (= 10 mg/npépa npebwiovn
wofiivayo), pn Elméum:q ToUTdXpoveg naBnosig, n.-sayﬁ pupatiwon f nnatiuba B A C i HIV Aoipwén A
aoBeveic nou éAafaov epBdhio Ziviwy eEaoBevnpéviov v evidg 30 npepdv npiv A petd v évapEn Tou
IMFINZI. EMAeiger Bebopévioy, to durvalumab npénel vo xpnoonotital ye npoooxi o€ QUTOUS TOUG
nAnBuapiolis petd and mpooektikh afiohdynan Tou Suvntikol ogéhaug/kivbivou oe atopikn Bdon. H
aopdiein g tautdxpovng npoguAaktkAg Kpaviakng akuvofohiog (PCI) pe IMFINZI oe aoBeveig pe EL-

MK bev elval yvworh, 4.5 AMnkembBpdoeig pe dda gap ) 4 npoldvta Kat AAkeg popipéc
alAnAenibpaang: H xprion A poetbuv fi Atikeov npiv and mv évapfn
tou durvalumab, extdg A B Edmv TWY GUOTNHOTIKG P p ov (< 10 rng.'nuépe
npebwiddvng f1oobvopou), ev dra1 Adyw ng evbexdyevng flokig Toug o gapy

bp dtnra kou pankéTnTa Tou dur b. Dordoo, pnd v évapén tou durvalumab pnnpnw
Vo xpnoi} Bolv ouomnp Kop poetbfy i dAAa yio m Bep
Biopeaohafouy ané 10 6 olgmpa avemBOpmuwy evepyeriv (BA. nopdypago 4.4). Aev

éxouv bie€axBel enionpeg papy £¢ (PK) pehétec ok iGpaong pappdwy e 1o durvalumab.
Aebopévou du o npanupxmé: obal unuﬂuAh;wu durvalumab eivat o katafohapée Twv npuwreivv péow

tou b W Joupevng and To otdxo evandBeanc, Bevcvuuavoml
peraPokikéc aXAnenibpdoeic gopy wﬂwﬂmu H nkh aAnhenid

peragl duntalumab kol xnpeioBepaneiog ekupnBnke om ;J:Atm CASPIAN kot KataBeb@nke 6u n
tovtdxpovn Beponeio pe 1o durvalumab bev 3 m h g bng, g

kapfonAativng i g monkativng. EmnAéov, pe fidon ™ papy n avdiuon nAnBuopod, n
mméxpnvn xnpetoBeponelo bev ennpéaoe onpavukd ™ lpupuuxumvrrnm twu durvalumab. 4.6
I , xinon km yohouxio: [uvoikec o€ avanopoywyikn nhikio: Muvoikeg o avanopaywyikh
nhikia npéna va xpnoiy Gv anotel avr y katd  Bidpkeia Tng Bepaneiag ke yia
Touhdxiotov 3 piveg petd mv eheutaln S6on tou durval b, Kinon: Aev Giari6 AviKkd B
oxetkd pe T xphion Tou durvalumab ce w«upuvodua: yuvaikeg. Me fdon tov pnxaviopd Gpdong :rn:. 10
durvalumab éxer m Suvatémta va p Blompnon g eykup: G Kal 0 éva poviEo
aMoyevolig eykupiogivng o novtikd, n Hidonaan Tou onpatog Tou PO-L1 ﬁnnﬂsbtﬂnlts 6u obnyel oe pa
aubnpévn epPpuin andieio. 01 peéreg oe Joa pe durvalumab Gev sivar evbemxég g avanopaywyikig
tofwatmag (BA. napdypagpo 5.3). Eivar yvwotd éu n avBpinivn avooooparpivn 1961 Bianepvé tov ppaypd
Tou nAakoUvia Kat n petogopd tou durvalumab péow tou nhakotvio emPeforBnie o pedéteg o fwa.
To durvalumab pnopel va npoxohéoer fAGBNn oto épPpuo btav xopnyeitmn o éywuo yuvaika kor Gev
ouviotdtal n xopiiynaf Tou katd  Bidpketa TG eykupooUVNE Kal G Yuvaikes o€ avanapaywykn nhikia
nou Bev xpnotponoiotv anoteAsapotikh avaodMnyn kotd m bidpkeia g Beponeiog kot yio toukdxiotov
3 priveg perd v teReutoio Soon. BnAaoudc: Aev elvar ywatd edv 1o durvalumab anexxpiverar oto
avBpwnivo pntpikd yaha. Ta BiBéopo tefikohoyikd Gebopéva oe kuvapordyous miBfikoug katébeifov
lug.m)ui enlnsﬁu durvalumab oo pntpikd yéAa v Hpépa 28 petd m yévwnan (BA. napdypapo 5.3). Itoug
A nopodv va petagepBody ato pmpixd ydka, alhd n mBovénta anoppépnong
Kot npmdnunq PBAaBnc ato veoyéwnto 5Ev efvar yvwor. lotdoo, bev pnopel va onokAewotel évag nilavég
wivbuvog yia 1o naibi nou BnkaZew. Mpéne: vo anopaootei edv Ba Giaxanei o Bnhaopdc i Ba Giokonel/ Ba
nnmvsuxael n Beponeio, AapPavoviag unéyn to dpehog tou BnAaopod yio o naibi kol To dpekog Tng

e

4.8). 0 aoBevel npénet va nopakehouBolvial yia pn @ yiKég Aemoupyké b
npw a1 neptobikad wad n Bidpkern g Bepaneiog kot onwg evielkvutar pe faon mv khiviki nm;mun 1]
Aafolpevos and o 6 ovompo unoBupsoaiblopds, unepBupsoeibiopds Kot

ep ¢ yio mv yuvalka. [ovigdmra: Aev SiatiBeviar Sebopéva oxenwa pe tg mBavég smbpdoeig Tou
durvalumab o yovipémra oe avBpdl f {wa. 4.7 Emibpa omv 6 obiynong xat

Bupsnslémﬁc: npENE va avTipeTonifovial 6w suviotdtal amv napaypapo 4.2 ﬂmmgﬂaﬂgmmmd
10_avooonoinukd enveppiiak avendpkeia: Aiopecolefolyevn ané to avooonointKg odothpa
enveppiblakn avendpreta avékuye ok aaBeveis nou ehaPav IMFINZI (BA. napdypago 4.8). Or acBeveig
npénel va napokolouBodvar yio kKhivikd onpeia kel oupmy piblaxiic lia m
oupnTwpaukn enveppiblaki u\n:ndpxstu ol uaﬂzvric ngém:l va nvnpermn[{uml 6nm: mmmﬂml omv
napéypogo 4.2, JGIIC X
AtapeooraBoipevog unﬂ 0 uvounnalnuuﬁ otompa wnou 1 uu«xcpwﬁnc 6|uﬁﬁ1m; 0 onolot pnopel va
eppaviZerar we Siafrrn keroféwon nou propel va eival Bavatngépa edv Gev avixveulBel vipis, avékuye
oe aoBeveic nou £kaPav IMFINZ! (BA. nopdypago 4.8). O1 aoBevelc npéner va napakohouBolvial 'rlu
KAiIKa anyiela ka1 aupmipota tnou 1 ookxapeboug baBhm. Mo tov gupl 4 wnou 1
Giaprm o1 aoBevelg npéne va oviiperwnifovial Gnuwg ouviaTdtal omv napdypago 4.2. AiguecodoBodievn
WELM_UMMMMLMMQ MopeoohaBotpevn and to avogonantikg obompa
unoguainba f unoi oe aoBeveis nou éhaBav IMFINZI (BA. napdypago 4.8). Ot
oofevel npénet va nupumi\auﬂnuwm yio kAvikd onpelo wat oupmdyata unoguoinbag A
unolnoguaiopod. Mo m uupmmpmlmﬁ unoguatuba f tov unolnoguaiopd or coBevely npéner va
avupetwnig 6w y 4.2. Moyegohofodyevn oné 1o gvegonoinuxd
olomya vegpiuba: mauwuknﬁuuym and 1o avooonointiké auotnya veppiniba, n onofa opifstal on
onaitel ™ xpion ougMpaTIKDY KopTkootepoeritv Kot xwpig caprh evahlakuxn oimoAoyio, avékuye oe
ooBeveic nou éhafav IMFINZI (BA. napdypago 4.8). Oi aoBeveic npénel vo napakehouBodveal yia pn

hoyikés Aemoupyiméc b VEQPGV NP Kat NeploBikd katd m Bidpkeio g aepuneiuc pe
IMFINI] Kol va uvnpsn.nnl(nvml dnmq ouviordral omv napéypago 4.2,

Aiopecohafoipeve and 1o o 6 otomnpa efdvBnpa A

Seppativbo (oupnephopBovopévou tou nepgryoeibods), 1@ onola and v anaioUpevn Xphan
ougmpaTIK@Y Koprikootepoeibiov kai xwplg ooph evahhoktikh amoloylo, ovékupav oe aoBevels nou

prapod | I To durvalumab Bev éxel kaplio n el oonpavin enfbpaon amnv muvdmm
obfiynang kol Xeipiopoy pnxavnpdtwy. &, ! ] oY
H oopdhera tou IMFINZ! we p paneio Bacifetal oe oukevip K6 Bed péva oe 3.006 aoBevelg pe
noAManhoig wnous dykwy. To IMFINZI xopnynBnxe oe Soon twv 10 mg/kg kabs 2 efbopabeg n 20 mg/kg
wae 4 efSopabec. 01 mo ouxvég (>10%) aveniBUpneg evépyeieg firav frixag/napaywyikdg frixag (21,5%),
Gidppoia (16,3%), efavBnpa (16,0%), nupefio (13,8%), AoipdEec Tou ovirepou ovanveuotikod
ovotpatog (13,5%), kothaxd ahyog (12,7%), kvnopdg (10,8%) kot unoBupeoeibiopoc (10,1%). H aopakeia
1ou IMFINZI xopnyodpevou o€ ouvbuaopo pe Bep foaigerar oe Geb and 2465 ooBevels pe
MKIN. To IMFNZI xopnynBnke oe Gdon 1.500 mg kdBe 3 efbopades oe ouvbuoopd pe xnpeioBepancio
akohouBoUpevn and povoBepaneio ke 4 efGopdbeg. O nio ouxvés (>20%) avemBupntes evépyeieg fitav
ouﬁmpunsm 148,7%), avoum (33 5%), voutia (33,4%), wénwon (32,1%), ohwnexio (31,3%),
pBonevia (21,1%) kot A fa (20,0%). Kadhoyoc aveniBUuntwy evepyeiy o€ woppf nivoko: 0
NMivakag 3 anapiBpel  ouxvétnto epgavions avemBipntwy evepyetiv am féan Gebopéviov aogohelag
‘e povoBepansing kol ot aoBeveic und Bspundn pe IMFINZI o m:vﬁuuaué pe xnpewoBepancia ond m
pehémn CASPIAN. 01 aveniBUpnteg evépyeieg p ppwva pe mv Kamyopl
Opyavikat Euotiporog (SOC) oto MedDRA. Evioc kaBe katnyoplag opy i fipatog, ot 80
evépyeies poppdkou nopatiBeviol katd @Bivouon ouxvitnta. H avtiotoun katnyepia ouxvarmag yia kife
avemBUpnTn evépyeia oppdrou oplferar we: noAG ouxvég (= 1/10), ouxvés (= 1/100 fwg < 1/10), bx
ouxvég (= 1/1.000 éwg < 1/100), ondwvie (= 1/10.000 éwg < 1/1.000), nohd andvieg (< 1/10.000), pyn
yvwatkg (Bev pnapodv va exupnBotv pe faon ta b bebopéva). Eviag kiBe katnyoplag ouxvémntag,
ol avemBUpnteg evépyeies pappdxou nopotiBeviol katd oeipd @Bl ¢ aoflapdintag.




Nivakag 3. 8 Epycieg a oe aaBeveic noG éhafav IMFINZI wg povoBepancio kat IMFINZI oe ouvbuaopd pe xnpsioBepancio

| IMFINZI MovoBepaneia | IMFINZI o Euvbuaopo pe XnpeioBepancio
| Onotwebiinow: BaBpdc (%) BaBpdc 3-4 (%) | Onotoobiinote BaBydc (%) BaByéc 3-4 (%)
Aawpdo€eic kot napagidorig
AoipwEn Tou avidrepou avonvevauikod oS ouvéc 135 02 Tuxvée 9.1 04
ouoThyoTog
TMveupovia"* Tuxvég 89 35 Tuxvég 5,7 19
Kavuvtioon tou ordpatog Tuxvég 2.1 0 D1 ounveg 0,8 0
Notpedeig 1oy oboviwy kel pohakdv Tuvic 17 <01 Fivie " 0
popiwv tou otépatog’
Tpinmn Tuxvég 1.6 <0,1 D1 ouxvg 0.4 0
Awanapaxég Tou aiponoinTxal Kai tou Aeppinol ouatiparog
Qubeteponevio® oAl ouxvég 48,7 291
Avaipia MoA ouxveg 385 9.1
BpopBanevias ToAl quxvég 21,1 58
Aeukoneviat TMoAd ouxvég 20,0 7.9
Epnipetn oubeteponevi Tuxvig 6.4 53
Mavkurtog i Tuxvig 3,0 15
‘Avoon BpopPonevio® Indvieg <01 <0,1
Awanapaxég vou svbokpivikod ougthparog
‘YnoBupeoeibiopdc” ToAl guxvég 10,1 0,2 Tuxvég 9.4 0
YnepBupeoeibiopde® Tuxvig b6 0 Tuxvig 9.8 0
Bupeoeibiuba’ Ox1 guxvg 0.8 <01 Tuxvég 1.5 0
Avendg Wy Pppid Tt ouxvég 0,6 <0,1 Tuxvég 11 0
Tonou 1 pwing bioPing Indvieg <0,1 <0, Dt ounvég 0,8 0.8
vﬁ‘i’“”‘”’"&:’ Indvieg <01 <1
‘Anoiog BB, Indvieg <0,1 <0,1
Awavopaxés tou perafiohiopod Kot tng Bpéyng
Mewwpévn 6pekn \ [ | Mohd ouxvég [ 1 ] 08
Aratapaxég 1ou veupikol pateg
MuooBéveia gravis Inawvieg® <0,1
Mn howpobng eykepohin Mn yvwotéc?
Mnvryyluba® Indvieg <0,1 <0,1
Iivbpopo Guillain-Baré Mn yvwoteg
Muokapbiubia ] Indvieg | <01 I <0,1
Aratapaxég Tou npatog, Tou Bdpaka Kat Tou peooBuwpdl
Brixag/Mopaywyikdg Bixag Mol ouxvég 215 0.4 oAl guxvég 14,7 0.8
Mveupovinba” Tuxvég 38 09 Tuxvég 2,6 0,8
Auopwvia Tuxvég 31 <0,1 D ouxveg 08 0
Aidpeon nveupovondBei Ot ouvég 0.6 0,1 0t ouvég 08 0
Aravopaxé Tou yaotpeviepikol
Aidppoia ToA guxvég 16,3 0,6 Tuxvee 9.8 1,1
Kothiaké dhyog® Mok guxvég 127 1.8 Tuxveg 8.7 0.4
Kohinba" ‘Ot guxvég 09 0,3 D1 ouxveg 0,8 0
Nautig TMoAl ouxvég 336 04
Auokotiinta Noku guxvig 16,6 08
‘Euetag Mokd ouxvég 14,7 0
Itoparinba* Tuxvég 6.0 04
Naykpeatinda® Dyt ouxvég 0,2 0;2
Aratopaxég Tou ANATOE KO TwWV POy
Aanapukh opivotpavopepdan aunpévn
i Apvotpavogepdon g aAavivng Tuxvég 81 23 Tunveg 8.7 1.9
aufnpévnt™
Hnarinba“* Dxt ouxvég 0.8 04 Tuxvéc 19 11
Aavopaxég tou Gépparog kai Tou unobépiou otol
EfavBnpo* TMoAd ouxvég 16,0 0,4 Tuxveg 9.4 0
Kynopbe Mok guxvég 108 <01 Tuxvég 15 0
Nuktepwvol ibpuneg Tuxvég 1.6 <0,1 D1 ouxvég 0,4 0
Aepyatinba Ot guxveg 0,7 <0,1 Tuxvég 15 0
Ahwnexio oAl ouxvég 313 11
Nepguyoeibéc™ Indvieg <0,1 0
A £¢ 10U A ougtfipatog Kat tou auvbstiked totol
Muakyia Tuxvég 59 <0,1 Tuxvég 34 0
Muogiuba Dt ouxvég 0,2 <0,
Molupuosinbo Inbvieg™ <0,1 <0,1
ApBpadyia oAl ouxveg 103 03 Tuxvég 2.6 04
Aiavopaxég TWY VEPPWY KAl TWV oupoRopwy obwv
Kpeomvivn aipatoc aunpévn Luxvéc 35 <0,1 Tuxvég 1.9 0
Augoupia Tuxvég 13 0 Yuxvég 19 0
Neppiubo® Vi ouxvig 03 <0,1
Mn Aoipiéing kuatinba Indvieg <0,1 0
levikég Siatapaxég kot Goeig g ool xophynang
Mupetia ToA guxvég 13,8 0,3 Tuxvég 8.3 0
Nepigepikd oibnpa Tuxvéc 9.7 0.3 Tuxvég b4 0.8
Kénwan™ TMoAd ouxvég 32,1 34
Kaxwoeig, GnAntnpiéoeig kat ennhokéc Bep GV XEYPLOYE:
EXendopevn pie TV €yxuon aviipaon | Tuxvég [ 16 | 0,2 | Tuxvég || 0.4
Aappéve hapuyyitio, pivopapuyyiuba, nepiapuySahiké anbomnya, popuyyfuba, pivitbo, nopappivokehniuba, apuybaliuba, tpoxeiofpoyxinba kat halpwén tou avinep ouotiparoc. nepthopf
holpwEn Tou nvedpova, nveuovia and pneumocystis jirovecii, nveupovia, nveupovia and obevoid, nveupovia P fi o ané kuttapopeyahoid, povio ané cipdgiho, NVEUpOVia ané NVEUPOVIGKOKKD,

nveujiovia and aTpeToKoKKo, Mveupiovia and kivivea kat iveupovio ané heyiovéAha. * aupnepirapfavopévng mg Bavampdpag ékBaong. * nepihapPdver oulinba, Aoipwén Tou otépatag, nepiobovtitibe, pheypovi Tou



obovukot nokpod, obovikd anéatnpa kar obovukn AofpwEn. ¢ nepthapPaver oubetepanevia kat apiBud
oubetepbgriwyv pewwpévo. “nepihopBaver BpopPonevia kat apiByo o i uaw;xévn.‘ piAapfd

P’

Bev unnpEav neplototika BoBpol 3 n 4. O Bidpeoog xpovag £we v npd:m gpavion fitav 43 npépeg
(supnc 1 196 npépec). 39 and toug 43 ooBevelg éAafav 1aTpiki B (BeropaZohn, kapfibaloin

Aeukonevia ko opiBpé Aeukokumdpwy peiwpévo. " nepthapBaver i) i
unoBupsoetbiopd. ¥ nepihapfaver unepBupeoeibiopd kai vooo tou Basedow. ' ntpﬂnuﬂuvsl autodvoon
Bupeoeibinbo, Bupeoeibiubo kot Bupeoeibiubo unokeia. “ n avagepBelon ouxvdTnta OTIG XOPRYOUREVES
oné v AstraZeneca khivikéc pedéteg extds g ouvBuaopévng Bdong Sebopéviov oopakelag elval
ondvia xwpic oupBévia BaBpod > 2. ¥ n avagepBeioa ouxvimia oug xopnyoUpeves and v AstraZeneca

nponuhoBetoupakiAn, unepxhuwpikd, hewotéc GloGAwv aofeotiou f B éc), 12 aoBeveic
€haPav Bupoivn 6rav o unepBupeoeibiopdc peréfn oe unoBupeoeibiopd, 11 aoBevels éAaBav cuonponkd
wopuikootepoeibn kot 4 and touc 11 ooBeveic éhofov Bepaneio pe uynAi Boon ouoTnpaTIKiV
opukootepoetbv (roukdxiatov 40 mg npebwiZdvng fi woobivapo ava npépa). To IMFINZI Sev Biakdnnke
0 Kuvsvw uuﬂwﬂ Aoyw un:pEupenElﬁmuuu Ynoxwpnon enfiBe ae 35 ooBevelc. Aexaokta uuﬂsvsil:

KAvIKER peheTeg extos g ouvbuaopévng faong Sebopéviwy oopoleiag elval ondvia kot nepthapfdver bio
oupfévia eykepaAnbag, Ta éva fitav BaBpol 5 Bavampépo (Bapecohafolpevn and to avooonoinmikd
ovompa eykegahinba) kot to Ghho fitav BoByov 2 (autodvoon eyxkepakiuba). ¥ nepthapPave pnviyyiuba
Kol pn Aotpwbn pnviyyinba, ® nepthapfaver kothiokd Ghyog, GAYoC kitw KoMOKAG xdpag, GAyog Gvw
KoIMOKAG XWpag kat névo om paxn. * nephapféve kohlubia, evieplubia, eviepokohinba kol npwktinbo.
= nepihapPaver oropatiuba kar pAeypovn Bhewoydvou. * nepthapPavel naykpeatinba kot nu\'nptannﬁu

v 6 petd and unepBupeoeibiopd. A jpev and To
&Jpaaﬂﬁnﬁa Im uuvéuaupéwx Bdon bsﬁopévuw ouq:u)«:lu: uu@evmv nou éhafav povoBepanelo pe
IMFINZI GiopeoohaBolpevn and to av 6 oliomnpo By o avékuye oe 11 (0,4%) aoBeveis,
oupnepthapfavopévng BaByod 3 oe 2 (<D, 1%) acBeveic. 0 Bidpeoog xpdvog g Ty NP eppdvion fitav
41 npépec (ebpoc: 14-106 npépec). And toug 11 aoBevels, 9 aoBeveic éhofav Bepanela oppovikig
unokataataong, 1 aoleviig éhafle uynAn Bdon kopuikootepoeib@v (toukdxiotov 40 mg npedwidévng fi

ofgio. " nepthapPhver apvorpovopepdon g akavivng au§ppévn, aonapukn opIvotpavogep Enpévn, o ovd npépa) akohouBolpevn and oppoviki ur v . To IMFINZI Buakdnnke oe évav
nnatkd éviupa ougnpéva kat pavoapvaoeg aufnpévec. ® nepthopPaver nnarinba, outodvoon nnatiuba, aoBeviy Abyw SiapeoohaBolpevng ané 1o avooonointikd Bupsnzlﬁinﬁu: Ado aoBevelc napouaiaoav
nnatiuba 1N, nnotokuTIopiKa ﬁluBn. nnmnlﬁu u&m nnu'turuEluémtu ka1 Siopeoohafatpevn ond unuEupsu:lﬁwpﬂ petd and Bupcoclﬁ[uﬁo Aiapeaoafoly ané w i ouomnpa
10 GVOOONOINTIKG iuba. * il By G, £EdvBnpa v eEtviinpo @p i In pevn Paon Bebopés posiog pe io IMFINZI
knhibabeg, efdvBnpa Knhﬁoﬂlmﬁmﬁsq, sﬁuvﬂnpu mmﬁmﬁsc. efdvBnpa wvnopmbes, e§dvlnpa Siopecohafiotpevn and o ¢ ouompa emveppibiakn avendpkeia avékuye oe 12 (0,4%)

phuktaivedbeg, epibnpa, éxlepo kan efdvBnpa. = nepihapPaver kvnopd vmxeuu:vu Kkal kvnapd. ¥

ooBevelc, oupnepihopfovopévng BaBpod 3 oe 3 (<0,1%) ooBeveic. 0 Gidpedog xpdvog éwg Thv npdin

nepihapPavel nepgiyoaibéc, Gepuatiuba nopgoluywbng Kot népgya. H ovagep 6 ang
oAokAnpuwypéveg ko eEeMaodpeves Sowipég elvar xi ouxvit. * noAupuoainba (Bavatngdpa) napatnphiBnke
ot évav aoBevii nou ékape Bepanela pe IMFINZI and pa efehioodpevn xopnyoupevn kKAvikn pekémn extig

Hpa ftav 145,5 npépec (edpog: 20-547 npépec). Dhot o 12 aoBeveic éhaflav ouotnponkd
kopuikootepoeibin, 4 and toug 12 ooBevelc éhoflav Bepanefo pe upnAn Bdon woprikooteposibiov
(rouhdxiotov 40 0 mg npsﬁm{évnl; fi 1gobivapo ava npépa). To IMFINZI bev Biokénnke oe kavévav aoBeviy

g ouvbuaopévng Paong &Eouevuw uuq;uhlaq ondvia oe onolodnnote foBus, umwa I]E BaBpo 3 |'| 4 Aoyw 9P n ennABe o I aoBeveis. ArgpeoodaBoduevoc and o
fi 5. * nepihappd (ppinb ﬁlﬂpeun ppiub tmv p0@éf , VEpp kG odompa runou Ianxxapménc Siaprime: Tm ouvbuaopévn fdon Gebopévwv aopakeiag

ppiuba kat pay fub 06 pihapfd ulﬁnpu NEPIPEPIKO Kal aaBeviv nou éAafav povoBepaneio pe IMFINZI SiapeacAaBolpevog and to avadonointikd clatnpa winou
neptwpmﬂ Gibykwon. " nepthapfaver nénumn um. EEuuBa'wun “UnepihapBavel oxeuddpevn pe mv Eyxuon 1 oaxxapmbng bioBing avéxupe oe 1 (< 0,1%) aoBevn (BaBpod 3). D xpdvog éwe v npum Epmﬁvmn
ovrifipoon kot kvibwan pe evapén Ty npépa xopiynong Tng Bidang 1 1 npépa petd m xopiynan mg boang. fitov 43npépeg. 0 aoBevng ¢haPe evborpvik Bepaneio kai to IMFINZI biokannie Adyaw &
Nepiypoph enheypévioy  avenBipniwy  evepyewov: To IMFINZI éxer ouvBeBel mo ouxvd pe and to avooonointkd winou 1 oakxopdboug BofAm. To wa&v unmu.npnu: y:u Tov auﬁ:vh
Guapec ané wikd ovotnpa avemBOpntes evépyeies. O neploodtepes and A AaBod cmdm micmwa puainbe P ¢ Im ,_’ Bdon
autég, oupnepihapPavopéviwy Twv aofiapoy PoBjol avemBlpntwy evepyeidv, unoxwpnooy petd T Bedopéy P A ¢ pe povoBepanela IMFINZI GiapeoohaBolpevn and m avogonoinTiké ouotnpa

Evapn g katdAnAng watpikig Beponefag i Bioxonn tou IMFINZI. Ta Sebopéva ané g akdhoubeg
S:npmnknﬁuupwsq and o OVOOONOINTIKG QUOTNIO GVENIBUMNTES EVEPYEIES OVTKOTOMpIdouv ™
évn Poon bebopé Agiag 3.006 aoBevidv, n onoio nepihapfaver T Mehém PACIFIC
Kkal eninpdoBeteg peAéteg o nchvelc e Giapopoug aupnmic Gykoug o ME[EEIC ¥10 G onoieg 1
durvalumab Bev elval eykexpipévo. Ie Gheg Tig peAéeg, to IMFINZI xopnyiinke oe Gdon wv 10 mg/kg
k6B 2 efibopdbec, 20 mg/kg kabe 4 efbopdbe i 1.500 mg wdbe 3 n 4 efSopalec. Aentopépeies yia
g onpavakég avemBopntes evépyeieg tou IMFINZI drav xopnynBinke oe ouvbuaopd pe xnpeoBepaneia
nopoudidfovial omv nepintwon nou napampiBnkav kKAvika oxgukég biogopég oe uwup:an pETo iMFINII
wg povolepaneio. 01 kateuBuviipieg uﬁn\dsc Yia T ava nIoN UtV Wy a Py
nepiypapovIal oty napdypogpo 4.4, i i
ouvbuoopévn Pdon Bebopévuv mwi\aiﬂc ooBcvwv nou ﬂnﬂuv unvoﬂspuneiu pe IMFINZL (n = 3 006
nokonhol tdnot dykwv), ﬁtnpzouhuﬂoﬂpwn ond 1o avogonointiké olompa nveupovinbo avékuye o
107 (3,6%) aoBeveic, oupnepthopf v BaBpou 3 oe 23 (0,8%) aoBevelc, BoBpol 4
ot 2 (<0,1%) aoBeveig koi BaByiol 5 as 6 (0,2%) aoBlevelg. O Hidyedog xpdvog £wg TV NPATN epgdvion
fitav 57 npépeg (edpoc: 2 785 npépeg). EEvia téaoepis and toug 107 aoBevels EAaPav Bepanela pe
uynhi béon kopukootepoeibiav (toukdxotov 40 mg npebwiddvng f 10oBlvapo ava npépa), 2 aoBeveic
£haPav enlong wohEpdpnn ko 1 acBevig Ehoe enfong kukhoonopivn. To IMFINZI Biakénnke os 38
aoBeveic, Anokatdotaon onpelnBnke oe 58 aoBevelc. MopeoohaBolpevn and to avoconointikg olotnya
nveupoviuba avékupe ouxvitepa otoug aoBeveic om Mehém PACIFIC, oi onoloi eixav ohokAnpiooer
m pe XNYEID OK eviog 1 éwg 42 npepdv npwv and v évapfn g
p:?&tmc (10,7%), on' 6u oroug GAAoug aaBevels om ouvbuaopévn Bdon bebopévwy aopakeiag (2 2%),
Ern pehém PACIFIC (n = 475 oto uwé)wc IMFINZI ®at n = 234 oo okéhog 1o

puolopds avéxuye oe 2 (< 0 l%}uuﬁmk, ket atous buo BaByod 3. 0 xpévoe éwg v
npw:n eppavion yia 1o oupfidvia fitav 44 npépec kat 50 npépeg. Kai ot 8o aoBeveig éAapov Bepaneia pe
uynAn bbon kopukootepoeibiv (touhdxotov 40 mg npebwiZvng i wwobivapo uvé nyépa) Kol 1o tMFINZI

Biokdnnke ge évav aoBevn Advu pegohafoup unﬁ to avac 6 ouompa ur i
unolnoguaiopod. AguegaAaBod eonatnkd alamya veppinba: T ouvbuaopévn faon
bebopévwv aopohelag uuﬂszv nou éhafov povoBepanei p: IMFINZI hafolpen and 1o

avooonointikd chetnpa veppluba avéxuye oe 9 (<0,3%) aoBeveis, uuuntlepﬁuvuuivnc BaByod 3 0e 2
(< 0,1%) noBevelc. 0 Sidpeoag xpf:vn: £WC TV NPATN EP@aVIon nmv B? npépeg (edpog: 29-393 npépeg).
“E€1 {0,2%) aoBeveig ¢hafav B M ugnAn baon Kkop P (touhd: 40 mg npebwidbvng
fi 1gebivapo ava npépa) kat 1 uuﬂt:\rn( £hape tni‘.um; HUKO . Ta IMFINZI ok och uullzm:
Ynoxwpnon enfA8e oe & aoBevels. Arapegodafioy o

ouvBuaopévn Bdon Gebopéviv aogaeiog aoBeviiv nw BmB:w pmaﬂapmwfu p: IMFINZI ﬂmpmoﬁcﬂnupm
oné o ik ovompa efaviinpa i 6 b Aapfovopévou Tou 1 i) avé

o€ 45 (1,5%) aoBeveic, auunspthuuﬁuvuuavw Baﬁmu 30e12 (M%) aofleveig. O Biapenog xpbvog éwg T
npcin eppavian fitav 41 npépeg (edpoc: 4-333 npépec). Elkoo and toug 45 aoBeveis éhoPav Bepaneia pe uynkn
boan kopurootepoeibuv (toukdaotov 40 mg npedwiddvng i wn&.vvuuu avd npépa). To IMFINZI Gakdnnke o€ 3
oofevelc, Ynoxpnon enfirBe oe 31 ooBeveic, - Im ouvbuaopévn
fdon bebopévwv oopakelog aoBeviov nou Ekaflav povoBepaneia pe IMFINZI oxendopeveg pe v éyxuan
avubpéoes avikupay oe 49 (1,6%) ooBeveic, oupnepiiapBavopévwv BaBpol 3 oe § (0,2%) aoBeveic. Aev
unnpav oupBdvia BaByol 4 f 5. Epyaomnpioxd supfyare pn puoodoyixd: Le aoBeveis nou £hoPov
Bspune(u pe durvalumab w¢ povoBepaneia, To nogootd Twv coBevav nou eppdvicav petatdmion pin

AoBodpevn and to ¢ olomnya nveupovitiba avékuge oe 51 (10,7%) ouﬂeve{c omv
npﬂﬁu nou €hafie Bepaneta pe IMFINZI ka1 o 16 (5,8%) aoBevelc oty opdba Tou ewovikol oppdrou,
oupnepirapBavopévev BaByou 3 oe 8 (1,7%) aoleveic und IMFINZI évavn 6 (2,6%) aoBeviov und eikovikg
pappako kot BaBpod 5 (Bavatngdpac) oe 4 (0,8%) aoBeveis und IMFINZI évava 3 (1,3%) aoBeviov und
EIKovIKD @appake. 0 Bidpecog xpdvog £we v npwn eppdvion omv opdba nou éhofe Bepanela pe
IMFINZI firav 53 npépeg (edpog: 1 341 npépe) évavn 55,5 npepaov (elpoc: 0 231 npépec) omv opaba
TOU EIKOVIKOU QApUAKOY. Emv uyﬂﬁu I‘iDU £hafle Bepaneia pe IMFINZI, 44 and toug 51 aoBeveic EhaPav

6 KOPTIKS pévwv 28 aoBeviov nou éhaov Bepanelo pe uynhd
B6an Kowxomeponﬁmv (mqumw 40 mg npebwidévng f 1ooblvapo avd npépa) kat 2 acBeveic
£hafoy eniong lvaEluaunn [trw opdo 1ou ekovikoU gappdkou, 11 and toug 16 aoBeveic haPav
pPavopévoy 9 aoBeviov, ar onoiol éhafiav Bepaneia pe ugnih
B6an nap'nmcrr:pnnﬁmv (muldxumw 40mg npeﬁm{évnl; i 1gobUvapo avd npépa). Ynoxwpnon enfibe

plakcv eupnpdiwy BaBpol 3 f 4 oe oxéon pe mv opakdh extipnon ftav we egig:
2 4% ylu mw qunuévn opwotpavopepdon ¢ ohavivng, 3,6% yio mv oufnpévn aonaptikh
opvotpavopepdon, 0,5% yia v ougnpévn kpeanivivn alparog, 5,7% yia v au€npévn apuldon kai 5,6%
yia mv aunpévn hindon. To noaoatd twv aaBev@v nou nopouciaoav petatdnion me TSH e oxéan pe v
apxikn extipnon nou fitav = ULN oe onotoSnnote BaBué > ULN ftav 18,8% ka1 peratdmon g TSH o
OXEON JIE TV OpXIKA extiynon nou ftav = LLN ge onoiobiinote PoBpé < LLN Aitov 18,1%. Le aoBeveic nou
¢hofav Bepaneia pe durvalumab oe ouvBuaopd pe xnpetoBepaneia, 1o nooootd nou eppavioe petaténion
n puolchoyIKWY EpyagTnpiakmy eupnpdtwy BaBpod 3 n 4 o oxéon pe v apxikn extipnon ftav we eEAg
49% yia wv oubnpévn opvotpavogepdon e chavivng, 4,6% wyia v oufnpévn oonaprikn
apvotpavopepdon, 3,4% yia v cufnpévn kpeauvivn alparog, 4,8% yia v cubnpévn apuldon ka 8,1%
yia mv ounpévn Aindon. To nooootd Twv aoBeviv nou nopouocinoay petaténion me TSH oe oxéon pe v
apxiki extipnan mou fitav < ULN ge onotodfinate faBpé > ULN ftav 17,7% ka1 petatdman g TSH o
oxéon pe TV npmﬁ ektipnon nou fitav = LLN oe onotobrinote BoBpd < LLN fitav 31,3%. Avogoyovikdtna:
H

0e27 uuﬂm:h:crw ugﬁﬁu nou ﬂuﬁz ﬂzpum—:lu |.|: IMFINZI évavu & otnv opdba Tou eikovikol il
ariba: Im ouvbuoopévn Pdan Bedopéviv
and @ 6 olompa nnatiulo
avéxue ot 36 (1,2%) aoBeveic, suun:plﬂnuﬁmﬂuémv BaBpal 3 oe 19 (0,6%) aoBeveic, BaByou 4 oe 1
(<0,1) aoBevi ko1 BoBpou 5 (Bavonpdpa) oe 2 (<0,1%) ooBeveic. O Gidpeoog xpovog wg Tv ApdIT
eppavion ftav 67 npépes (eGpog: 7 333 npépec). Eikoot névte and toug 36 aoBeveic ehafav Bepaneia pe
uynhn Boon kopukootepoeibv (roukdxiatav 40 mg npebvifévng 1 100blvapo ava npépa). Ato ooBeveic
€haPov enfong Bepuncio HE puKopoivoAdTn. To IMFIN?.I Grakannke oe 7 aoBevelg, Ynoxdpnon enfiNBe oe 22
aoBeveic. Aig A pAlda: Ttn ouvbuaopgvn Bdon Sedopéviov
aopaeiag uuﬂevwv nou é\afav povoBepanein pe IMFINZI Biopeaohafodpevn and 1o «
ovompa kohiuba fi Bidppoia avéxugav oe 52 (1,7%) aoBeveis, oupnepidapPavopévwy BaByol 3 oe 9
(0,3%) aoBevei ka1 BaBpou 4 oe 2 (<0,1%) aoBeveic. O Sidpecog xpévog £we Tv npdim epgavion fitav 73
npépeg (ebpoc: 1 394 npépec). Tpidvea téouepig and toug 52 aoBeveis éhafav Beponeio pe uynkd Gon
Kopukootepoeibuay {touhGxiatov 40 mg npebwnidévng i 1oobivapo ava npgpo). Evag aoBevig Ehafie eniang
Bepanelo pe wohi§popnn kai 1 aoBeviic éhaPe enlong pukopaivohdm. To IMFINZI Giakénnke oe 9
ooBeveic. Ynoxdpnon enfikBie oe 39 aoBeveic, Mmaﬂaﬁa@mmu_mmud_mmm
evliorpuvonddeiec: A haPodyevoc and ro Im
febopévav {IDW)\EIUC aoBeviy nou €haPav povoBepansia pe IMF{NZI &npsuoloﬂoupsvu( nnﬁ o
avogonoinuké olotnpa unoBupeoaiiopds avékuye oe 222 (7,6%) ooBevelt, oup

EVI]_ano Ic in .' ‘J ia
umpci\r.in( Je povoBepanei IMFINZ! Biopzool Boy

yovikémta 1ou IMFINZI we povoBepaneia Pooierar oe ouykevipwnkd Gebopéva and 2.280
aoBzvelc, o1 onoioi Ehaav Beponela pe IMFINZI 10 ma/kg kdBe 2 efibopddeg h 20 mg/kg kaBe 4 efbopdbeg
w¢ povoBeponein kat fitav ofohoyfiopol yio mv nopoudia oviiowpdtwy Katd Tau goppdkou (ADA).
E€hwvia evvéa aoBeveic (3,0%) nou eferdotnkav ftov Beuxoi omv avixveuon ADA om Bepaneia.
E€ouberepwrikd avniomyata (nAb) katd tou durvalumab avixvedBnkav oto 0,5% (12/2.280) wwv aoBeviv.
H napouolo ADA Sev efxe khvikd onpavukn enifpaon omv aogdheia. Aev undpxer enapkic opiBpog
aoBeviv yia tov npoodiopiopd g enibpaong twv ADA omv anoteAeopaukémio. Me Bdon m
papp ki avaAuon nAnBuopol, ovapévetal ehagpls xopnAdtepn ékBeon oe ADA Beukolg
aoBevelg, wotdoo, n pelwon g poppakokivntkhc ékBeang eival pikpdtepn and 30% oe olykpion pe évav
wniké aoBevit kot Bev Bewpeital kKhvikd onpoviikn. L perém CASPIAN, and toug 201 aoBevels nou
¢hoPav Bepaneio pe IMFINZI 1.500 mg kéBe 3 epbopdbes oe auvbuaopd pe xnpcioBeponeio kol ftov
afiohoynowol yio mv nopouala ADA, 0 (0%) ooBeveic nou efetdotnkav fitav Betkol omv ovixveuan ADAs
om Bepaneia. H enimwon tou Benkol anoteAéopotog omv avixvevon ADA o Bepaneio eni g
PAPPAKOKIVATIKAG, N KAvIKA aopdleia kot anoteleopatikimta tou durvalumab Bev fitav aflohoyhoipes,
kB¢ kavéva Belypa rwv ooBeviv nou efetaomkay bev frav Beukd atnv avixveuon ADA otn Bepanela pe
durvalumab. Hhwuwpévor: Aev avapépBnkav ouvohikd Biopopéc omv cogaheia perafl twv niKiwpévy

BaBpod 3 ot 4 (< 0,1%) aoBeveic. O BiGpeoog xpdvog Ewe v NpWm eppévion muv 35 ;uéprat; {supm: 1
562 npépeq). And Toug 222 ooBeveig, 218 aoBevei EAoflav Bepancia opp ¢ g, §

aofeveic éhaBav ugnAn Bdon koprikootepoeibav (mu,\ﬂxlumv 40 mg npebwiévng A

Guaopévn foon (= 65 £1v) Kol T vedtepwy ooBevav. Ta 6£6t:|ptva and uoﬂwsk; pe MMKI'I wat EL MKR nhikiag 75 ety
fi psyulunspmv eivan neplopiopéva. A C g ov: H avogopd

youp aveniBlpntwv Evepyeitv pztd ané m mpﬁynun d&eluq Kkukhogopiag tou

pay 0 Npoid efvar ony . Enipéner m ouvesnt nopakohouBinon g oxéong opEloug-

Givou Tou papy ' npniévmq, Zmieltor ond Toug enayyehparieg uyelog vo avagépouv

Givapo avi Bih Bavol ¢ avemBipntes evépyeieg péow tou efvikol ouothpatog avagopds nou

npépa) yia biapeoohaodpevo and 1o ave biopo akohouBoldpevn and oppovikn
unokardotaon. To IMFINZI Gev ﬁlanénnus o8 kavévav aoBevi Adyw 5lupsunhnﬂnupmu uné 10
avogonointikd unoBupeoeiipot. A ¢ and o - Im
uuvﬁucuum Baon Bebopéviov uuq)uk:[uc uo&svmv nou s.lmﬂuv uuvuﬂepune[u 113 IM?INII

0 and 1o 6 aligmyio unep ibioydg avéxuye oe 43 (1,4%) aoflevelg,

avaypapera oto Mopdpnpa V. 4.9 Ynepbooeloyia: Aev undpxer kopia nAnpopopio oxeukd pe v
unepbooohoyla pe durvalumab, fe nwlmmon unep%nn)\cwnq. ot aoBeveic npénet va napakohouBolvial
otV yio onpela i oupnTa PYELOV Kol NpEnet va egappéletal apéows katdknkn
oupmuwpanki - oywyn. 5. OAPMAI(MDFIKEI IAIOTHTEL: 5.1 @appaxobuvapikés 1Bidtnreg:
QoppaxoBepansutixh kamyopia: PO 1/PDL 1 (NMpwreivn 1 npoypappaniojévou kumapikol Bavatou /




ouvbémg Bavarou 1) ovaotoheic, kwbixog ATC: LOTFFD3. Mnxaviguac Spdong: H ékppaon g nputeivng

ouvbém npoypappanopévou kutapiked Bavdtou 1 (PD-L1) eivar pla nposappolopevn uvnuohnwuﬁ Npwrapxikh Avaluon® Avikuan :'E':‘ﬂ":'hﬂ“""-’
avtanékpion nou BonBa toug Gykoug va anapedyouy mv avixveuon kat v eEakeiyn and 1o
obompa. 0 PD-L1 pnopei va enaxBei and gheypoviobn ofpara (n.x. IFN-y) kai pnopei va ekppaotei oo IMFINZI Etxovixé IMFINZI Ewovixd
O€ KOPKIVIKG KUTIOpa 600 Kal 0 oxeTdjieva Ji Tov GYKO 0voooKUTIOpa OTo PikponepifiéAov Tou GyKkou. (n=476) pdppaxe (n=476) pappaKe
0 PD-L1 anoxheler m Aermoupyia kai v evepyonoinon twv T-kumdpwy péow aMnAeniBpaang pe Toug (n=237) (n=237)
unoboxeic PD-1 ka1 CDB80 (B7.1). Me m atvbeon otoug unoboxeit tou, o PD-L1 ennpedel apvnuka v PES
£ 4 ankiank 2 ’

m‘;‘fﬂ:ﬂ"gmjm nMpm:wVT . ,;Tpmmm ! mfc mn‘;w:ph'mc';? A (,gﬁﬂ; ApiButc oupPovioy () | 214 4S.0%) | 157(66.2%) | 268(56.3%) | 175(738%)
nou anokheie: exAextikd v aMnAenibpaon rou PD-L1 ! e voug PD-1 kot CDBO (B7.1). To durvalumab bev Didpean PFS (phveg) 168 5.6 16,9 5,6
Eﬂﬂ‘ff.l Sap and o aviiowj potofikdta (ADCC). O exhextkog (95% C1) (13,0,18,1) (4,6,7.8) (13,03,23,9) (4,8,7,7)

6¢ v alknAemibpd P{}LIIPD 1 K PD-L1/CO80 mthEl TG OVOIKAPKIVIKES
uvuuuhovluéc avianokploei; kot aufdver v evepyonainon twv T-KuTtpev. HR (5% C1 0.52(0.42,0.65) 0.55(0.65.0.68)
Kot gopdheia: O B6oers durvalumab 10 mg/kg kaBe 2 epbopdbiec A 1.500 mg kaBe 4 efbopdbes p-upi p<0,0001
afodoyiBinkay ae khivikég peAétec MMKN kar EZ-MKI. Me fdon m poviekonoinon kai v npooopoiwan PFS otoug 12 piiveg
mg él(ﬂ:unq. mc axéong uutpﬂlt:ac -ekBeang ka1 wv ouykpioewyv Twv BeSopévwv éuBeunc- (%) 55,9% 35,3% 55,7% 34,5%

bBev PEVOHEVEG KAVIKG Blopopés oty anotehe (95% CI) (51,0%, 60,4%) | (29,0%, 41,7%) | (51,0%, 60,2%) | (28,3%, 40,8%)

Kol TV aogakeia petofl T Béogewv durvalumab 10 mafkg kéBe 2 efbopdbec n 1.500 mg KkaBe & =
efbopdbes. MMKIT — MeAém PACIFIC: H cnoteheopanikéia Tou IMFINZI ofohoyffnke om pehém ";5 ovoug 18 piveg 4.2% 27.0% £9.1% 275%
PACIFIC, pa tuxaionomnpévn, Binkd tughi, eheyxdpevn pe elkovixe pdppoko, noAUKeVTpKA pshi'm oe713 (%) (37,7%, 50,5%) | (19.9%, 34,5%) | (64,2%, 53,8%) | (21,6%, 33,6%)
ooBevelg pe Tomikd npoxwpnyévo, aveyxeipnto MMKI. 01 aoBevels elxov oAokAnpa 2 (95% 1)
Kkikhoug nAfipoug xnpeioBepanelog pe Bdon tnv nhativa kot okuvoBepanelo evidg 1 éwg 42 npepdv npv PFS aroug 48 phveg B % 1
ané my évapEn mg pekémng kat eixay kardotaon andboong katd ECOG 0 1. Evevivia GUo toig ekatd twv (%) ot 7%
aoBeviov eixav AdBer ouvohiki bon 54 £we 66 Gy aktvofohiac. H perétn anéukeice Tv éviogn ooBeva, (95% CI) (29.9%, 40,1%) | (14,4%, 26,1%)
wv onoitv n véoog eixe e§ehixBel perd and xnpeio-okuvoBepanein, aoBeviov pe nponyolpevn éxBeon oe
onaiobfinote ovtiowypa anti-PD-1 A anti-PD-L1, aoBeviv pe evepyni npunvuuum emfefaiwpévn :;?::;;’: ::; whve (28 03:‘ 135: | g3 J;l?; )
outodvaon vioo evidg 2 etiv and v évopén g PeAéng, e 10TOPIKD PE 1OTOPIKG S o
ooflaptov Biapeoohafolpeviov and 1o avooonointikd clotnpa avemBUpnTwv EVEpYEILY, HE 1OTPIKEG PFS2"
Kataatdoelg nou éxpnfov QUOTNPATIKAG OVOOOKATogtoAfc, ektds ond tn puaiohayikii GAon cuTTNEOTIKGY
KopuKootepogibuv, pe evepyd qupatiwon f nnatiuba B A C f HIV AoipwEn i aoBeviv nou éafay epfdio :;:::::;)PFSZ (hvec) (25 2]8.56 7 (14, ]57';[, 7
Zuviwy efooBevnpévay 1ov evidg 30 npepwv npv A ped mv évapfn tou IMFINZL Or aoBevels — .
wxatonouiBrkav 2:1 yia va AdBouv eite 10 mg/kg IMFINZ! {n = 476) 1 10 mg/kg ( papptwou (n= HR (75% CI) 0,58 (0,46, 0.73)
237) péow eviophéPiag Eyxuang kaBe 2 efSopdbeq yia fwg kat 12 piveg fi éwg Ty eppavian pn anoBekthc p-uph p<0,0001

roidmrag A emBefawwpévng eEEAng me vioou. H wxaionoinon otpwpatonaiBnke kard guko, nhikia
(< 85 ety évavn = 45 EWV) KOl KOTGOTOONS Kanvioyatog (KamvioTig évava pn Kanvioth). Ztoug aoBeveic
nou napouaiadav éAeyxo g vioou otoug 12 prveg 568nie n enthoy va enavahdBouv t Bepanelo éwgmy
efEAiEn g vaoou. O exupiaeig Tou dykou Bie§ayoviav kaBe B efibopdbeg yia toug npawrtoug 12 piveg kai
okohotBwe k68e 12 efbopdbeg perénera. O1 aoBevels evidxBnkav ovefdptnto ané 1o eninebo éxppaang
tou PD-L1 tou bykou touc. Onou fitav SioBémpa, apxeaxd Sefypata 1oty dykou nou eAfipBnaav npiv and
m Bep ANYEID paneia eAéyxBnrkav avabpopikd yia v éxppaon tou PD-L1 oe kittopa dykou
(TC), xpnowponowdviag  bokipoofa IHC VENTANA PD-L1 (SP263). And toug 713 aoBeveic nou
wxatonoiBnkav, o 63% 1wv aoBeviv napeixe Befypa 10100 enopkodc noidmTag K.EI noodniag yia tov
npaobiopiopt e éxgpaong 1ou PO-L1 ko oto 37% ftav pn yvward. To Gnpoypapikd kot

@ Npwrapxikn avhuon g PFS katd mv anokond GeBopévev (data cut-off) oug 13 Defpouaplou 2017.
Mpwrapxiki avaiuon e 0S ke e PFS2xotd v anokonn Sebopéviv (data cut-off) oug 22 Mapriou
2018, P Avihuon g 0S kot g PFS amv enavefétaon, kotd mv anokonh Sebopévwv (data cut-off) onig 11
lavouaplou 2021. ¥ H PFS2 opldetan we o xpdvog and v npepopnvia Tuxaionoinang éwe v npepapnvia
Bedrepng e§eEng g vooou (nou opifetar and ta tonkd npdruna khivikiig npokukAc) i tov Bdvato. NR:
Bev enerednBn. i kapnoheg Kaplan Meier tng ouvohikig enifliwong kat g eAelBepng npodbou véoou
enifiwong and mv avdhuon g napokehatBnong 5 etdv nopoumadovear onig Eikdveg 1 kai 2,

Eikéva 1. KapniAn Kaplan-Meler tng Euvolkng Empiwang

mc voOou Kotd v apxikA etipnon fitav KuM 1oopponnpéva petofd twv okehdv g ue)uhnc Ta

JoYpapIKG oToiXElD ToU Aikod nAn G pehémg Kotd v apxikd extignon fitov ta effig:
Mpac (70%), nhikio 2 65 ewv (45%), nlikia 2 75 encav (8%), Aeukof (69%), Acidneg (27%), dMhar (4%),
evepyol kanviotég (16%), nptonv kanviotéq (75%), aoBeveis nou Bev unnpfav noté kanviatég (9%),
Katdotoong AndBoon kard ECOG 0 (49%), Kondotaong AndGoang katd ECOG 1 (51%). To xapakmpionxa
g véoou fitav ta efnc: Irabio 1A (53%), Irabio IIB (45%), uncopdbeg nhakmboug iotoloyiked winou
(46%), pn nhakboug totohoyikoU Tinou (34%). And toug 451 aoBeveic pe BiaBéopn éxppaon tou PD-LT,
o 67% napouciofav ékppaon TC = 1% [PD-L1 TC 1 24% (32%), PD-L1 TC = 255 (35%)) kai 1o 33%
napouafale éxppaon TC < 1%. Ta Blo npwiedovia kotohnkukd onpela me pehémg fitav n ehelBepn
€EEMENG g vooou emfiwon (PFS) kot n ouvolkn emBiwon (0S) oto oxédog tou IMFINZI évava tou
EIKOVIKOU (apy Tab ) 4 anpeio AEGaTIKG nepteAdppavav v PFS

Andyseon DS (95% CI)

s
il IMFINZI 47,5(38,1,52.9)
Emovind pappaxa 29.0 (220,350

Hazard ratio{HR) (35% CI) 0,72 (0,59, 0.89)

R mt

MBovétnta Luvakikhg Eniweng

atoug 12 piveg (PFS 12) kat :ou: 18 prveg (PFS 18) and v wxatonoinan, tov Xpévo and mv Tt
éwe  Aedrepn EEEMEn (PFSZ). H PFS exupiiBnre péow Tuph évng Avefapng Kevipikic
Enitpond A§ioAdynong (BICR) olppuvo pe 1o kphpia ofiohdynong tng aviandkpiong oe oupnoysls
dykoug (RECIST) v1.1. H pehém korébeie plo orationké onpavukn Pektiwon omv PFS omv opdba nou
€hape Bepaneio pe IMFINZI oe alykpion pe v opdba Tou emovikod gpappdkou [avohoyla kivbivou (HR) =
0,52 (95% CI: 0,42, 0,65), p < 0,0001). H pehém warébeife grononkd onpovaki BeAtiwan me 05 oy
opdba nov ehape Bepanela pe IMFINZI o€ olykpion e tnv opdba Tou ekoviked pappaxou (HR = 0,68 (95%
Cl: 0,53, 0,87), p = 0,00251). Imv ovaluen nopokoholBnong 5 excv, pe Bidpeon nopakoAouBnon 34,2

. v v
IEEREEEEEEEE) x ] M EEEEEEE]
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Ao e e s
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Eikéva 2. KapniAn Kaplan-Meier tng EAe(8epng NpodBou Néoou Emifiwong

whves, to IMFINZI ouvéxioe va enibewviier Behnwpévn awvohikh enfficoon (05) kar hecBepn npodbou L 5 SegrathoAth
vioou enifiwan (PFS) ce oUykpion pe to elkovikd pappaka. Ta anotehéopata g 0S kai g PFS and v g IMFINZI 1690130, 239
nputopxikh avéhuon kai ty avihuan napakohotfinang ouvowiZovrar otov Mivoka 4. 2 o I f{‘;’;ﬂ""www%%m ;-:;‘li:‘-ﬁ;-"'l?m
Mivakag &. AsGopéva anoteAcoparikdtniag yia tn MeAétn PACIFIC £3 Y
4 Avéhuon NapaxoAediBnong 5 ":
Npwrapxikd Avaluen® 5 Evov® g g :
. . 5= |
IMFINZI ::‘:I::: IMFINZI :‘;::;:: g = =
= = 1 e,
(i=k1b) (n=237) (9=476) (n=237) S| F—
e
as P34 r s oW N N N D NN O “ ¥ B2 oM oen
ApiBpde Bavanwy (%) 183 (38,4%) 116 (48,9%) 264 (55,5%) 155 (65,4%) Xpdvog and v wxaionoinan Wn'm
Audpeon (pfiveg) NR 28,7 47,5 291 A D) 4 Y W B W N M D MM NN QM KT W u M
(95% CI) (34,7, NR) (22,9, NR) (38,1,52,9) (22,1,35,1) L oo Bl By G- R L LI AT S T
HR (95% C1) 0,68 (0,53, 0.87) 0,72 (0,59, 0,89)
appinkeupn 00251 H Pektiwon omv PFS kat mv 05 unép twv aoBeviov nou éhaPav IMFINZI os olykpton pe exelvoug
p-tipf (95% CI) 0,0025 nou €hoflav ekovike pdppako nopampriBnkav otaBepd oe G6Aeq nig npokaBopiopéves unoopdbes nou
= avaMiBnkav, oupnepidapBovopéviov g eBvikig npoéheuang, g nhiiag, Tou gllou, Tou 1oTopIKoD
05 oroug 24 piveg (%) 66,3% 55,6% 66,3% 55,3%
(95% CI) (61,7%, 70,96 | (60.9%, 61.39%) | {61.9% 70,4%) | (o606, o140 |  ‘riauerec, me kadaroon perikhafs tou unaboréa tou enieppikad cuipnad nopdyovia (EGFR)
Kar Mg yiag. Y pn avdAvon uno-oudbac ova émppaan Tou PO-L1: Exouv GiefoxBel
p-uph 0,005 emnpéoBeteg avahdoerg uno opdbuv yia v afloAéynon e anoteh avd eninebo & c
0s 48 ph % 9.7% 36.3% tou PD-L1 tou Gykou (= 25%, 1 24%, = 1%, < 19%) ko yio toug aoBeveis wov onoiwv n katdotaan tou PD-
m:‘.‘,g% cunvcc o) (45,0%, 54.2%) | (30,1%, 42,6%) L1 Bev pnopel va koBopiotei (PD-L1 pn yvwotd). To anoteAéopata mg PFS kai g 0S and v ovaAuon
Lo = napakohotBnong 5 ety ouvoyiZoviar ouig Ewdves 3, 4, 5 kai 6,
0S otoug 60 prveg (%) 42,9% 33.4%
(95% CI) (38,2%, 47.6%) | (27,3%, 39,6%)




Ewéva 3, KapniAn Kaplan-Meier tng Euvohuig EmBiwang yia PD-L1TC2 1%

104 Bupean 05 (95% )

i IMFINZI 63,1 (43,7, NR)

ad Enovocd ghpjiono 29,6 017,7,44,7)
Hazard ratio(HR) (95% CI). 0,61 (0,44, 0.85)

MiBovétnta Iuvehwdic EniBlwang
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Eixdva 4. KapniAn Kaplan-Meier g EAelBepng Mpodbou Nooou EmBiwang yia PD-L1TC 2 1%

Aibeon 05 (95% C)

Twv oy tou IMFINZ| koi Tou eikovikol pappdkou. KaB' 6An  Bidpkewa tg pehéng éwe my EfSopdba
48, Gev unfipge khvikd onpaviikn Glagopd peral twv opdbuy Tou IMFINZ] kat tou eovikol papparou
ota oupmapaa, m Aenoupykdtia kat  HRAoL (Gnwe exupdror and Stapopd peyalitepn and f fon pe
10 povdbieg). MKIT — MeAém CASPIAN: H CASPIAN fitov pia pehémn nou oxebidatnke yio va a€iooyhoer
mv anoteAeopotikéna tou IMFINZ pe f xwplg tremelimumab oe ouvBuoopd pe iBn ko efte
kapfonAativn eite otonAativn. H CASPIAN ftav pia PEVN, OVOLKTAG fipavong, ok pIKi
pehén oe 805 aoBevelc pe EL MK nou Gev eixav Adfer nponyoupéve Bepaneio, pe .lnmoupmn
katdotaon kavd [10Y/ECOG 0 1 1, owpankd Bapag > 30 kg, karahAnkoug yia Afyn B

anpeioBepaneiag pe Baon mv nAativa we Bepaneia npanmng ypappng yia MK, pe npuuﬁéuzpu {whg =12
epbopabeg, Touhdxiotov pla PAGEN-oTéxo oUpPwVa e @ Kplmplu RECIST 1.1 Kot snupnﬁ Aewoupyfa
opyaveov Kol puehod Twv oottov. Ot aoBevelc pe
fitov enthéfipor. H pekén unbd\aot: uaﬂwd( PE 10TOPIKD Ezpnnsfu: pE mmvoBuRIu rm) Bipaka,
IOTOPIKG  EVEpYOU nip ave Ip unephopPavopévou
Tou napoveonhaoponikol ouvbpdpou (PNS), m:pyéc fi nponynupavzq KOTOYEYPORPEVES OUTOGVODES
11 pAeypovidbers Biatapaxée, xphon d mé: 14 npepov npu and mv
npttn béon m¢ Bepanelag exeds and tn guoiooyikn §6on twy cuomp 9V, EVEPYN
pupatiwon fi nnatinba B f C A HIV doipwén f ooBeveic nou éhaBav fwvtavd zﬁunﬂwnut\’o epBoio evidg
30 npep@v npiv f petd v évapEn tou IMFINZI. H i irBnke olp@uva pe T
npoypappauopévn Bepaneia pe Baon mv nhativa (kapBoniativn i muno\m[\rn} otov KUkho 1. Ot aoBeveig
wxaonomBnkav 1: 1: 1 yia va Adfiouv: = Zkéhog 1: IMFINZI 1,500 mg + tremelimumab 75 mg + etonooitn
ka1 efte kapfonhativn efte monhativn. « Zkéhog 2: IMFINZI 1500 mg + etonioaifn xai efe kapBonAativn
eite oionAativn. « Ikéhoc 3: Eite kapBonhativn (AUC 5 1 & mg/ml/min) eite oronhativn (75 80 mg/m?) v

£¢n Bape

IMFINZI
Emovind pappana
Harard ratio{HR) {95% CI}

233 (172,414
5,6(3,6,11.0)
0,49 (0,36, 0.66)

Néoou EniBiwong

MBavatnta EAedBepng Npodhiou
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Ewxdva 5. AcvBpéypappa tg Luvohikng Enipiwong ava enincbo éxppaong tou PD-L1

TupBdvia/N (%)
IMFINZI Eikovikd pppako

Dho of AgBeveic @ 2641476 (55,5%)  155/237 (5.4%)

PO-LITC= 1% —e—i 103/212 (48,6%)  56/91(61,5%)
PO-L1 TC=25% —— SIS (663%) 27/ (61,4%)
PD-L1 TC 1-24% —— 5297 (53,6%) 29/ (61,7%)

PO-LITC< 1% bt | S9/90(56%)  35/58(60.3%)
PO-L1 Mn yvuorh bt 102174 (58,6%)  64/88 (72.7%)

025 075 15 175

Eikdva 6. AevBpoypappa tng EAelBepng Mpodbou Néoou EmPiwong ava eninedo éxpp Tou

Hyépa 1 kol eronooibin (80 100 mg/m?) evbopAéBia g Hpépeg 1, 2 kot 3 kdBe kikhou 21 npeptav yio 4 éwg
6 kiikhous. Ma Tou aoBeveig nou wxolonoiBnkav oto Exéhog 1 kot 2, n eronoaibn kai efte n kapBonAativn
Eite n mcmmdvn nepiopiomiav oe 4 kikhoug oe npéypappa kéBe 3 eBbopdbec perd v wxatonoinon. H
ponelo pe IMFINZI ouvexi K6Be 4 epBopdbec péxpt v e§EAIER T vdoou v eppdvion pn
um&:mhc rofikdmroc. H xopiiynan povoBepaneiog IMFINZI entpendrav népav g efEMENG e vdaou,
edv 0 aoBevic ftav kAvikd oraBepog kat anoxdpfe khivikd dpedag 6w kaBopiomke and tov epeuvnri.
01 ooBeveic nou twxaionolBnkav oto Ikéhog 3, eixav tn buvatdtio va Adfouv ouvohikd fwe Kai &
Kukhoug kot eite kapPonAativn ehe Aativn. Metad v ohokhfpwon g etonooifing +
nhotivag, n npopulakukh kpoviakn oktivofiohlo (PCI) enpdnnke pévo oto Inéhog 3 katd mv kpion
tou epeuvn. 01 aiodoynoers twv dykewv Sie€ixBnoav mv Efbopdba 6 kar tv ERBopatio 12 and mv
npepopnvia e tuxaionoinong kai o ouvéxela kafe 8 efbopdabec, péxpt va emBefaiwBel n ovakeyieviki
eE¢MEN e vooou. 01 uEwAwﬁoelc tnlalmnc Biekayovtav kdBe 2 piveq perd tn Biokonh tng Bepaneiog.
Ta npuwred 4 onpela firav n Zuvohikt Enfiwon (0S) twv IMFINZI + etanooifin + nhativa
(Zxéhog 2) évav eronooibng + nAativag povo (Exédog 3) war IMFINZI + tremelimumab + exonooifn +
nhativa povo (Exéhog 1) évavn etonooibing + nhativag povo (Tkéhog 3). To Paoikd Seutepedov kotahnkukd
onpeio fitov n eheliBepn e§EMENG ™ vaoou eniBiwon (PFS). AkAa beutepetiovio kataAnkuid onpeio fitav
1o Mogoatd Avtikeipevikng Aviandkpiang (ORR), ta opéonpa GS kot PFS kat o1 Exfidaeig nou uvmpcp&'muv
o aoBeveic (PRO). Oi PFS ka1 ORR ofohoyiBnkav G TIG EKTINTEIS TOU £p
pe Ta kpimpia RECIST v1.1. To Bnpoypatpikd Kl Ta XGpOKNPIOTIKG TG vE00U KaTd TV apXikn :xrlg.mun
fitav kaAd oraBpopévo petagl twv Blo okeAov e peAéng (268 ooBeveic oto Ikéhog 2 kat 269 noBeveic
ato Lxéhog 3). Ta bnpoypogikd aroeio tou ouvolikel ninBuopod tne pehétng Katd v opxikh extipnon
friav 1o €€ dvbpeg (69,6%), nhikia = 65 etdov (39,4%), Gi6pean nhikio 63 ewdv (edpog 28 £wg 82 exdhv),
Aeukof (83,8%), Amdreg (14,5%), poUpor o1 Appoapepikavol (0,9%), dhhoi (0,6%), pn lonaviguvar fi
Aativor (96,1%), evepyol i npnv kanviotég (93,1%), aoBeveic nou Bev unipEav noté kanwiotés (6,9%),
Kotdotaong AndSoong katd NOY/ECOG 0 (35,2%), Kotdotaong AndGoong katd MOY/ECOG 1 (64,8%),
Erdbio IV 90,3%, 24,6% twv aoBeviv eixav AdPer oionAativn kai to 74,1% twv ooBeviv eixav AdBer
wapPonAarivn. Ito Ixéhog 3, 1o 56,8% £Aafav 6 kikAoug etonoaibng + nhotivag kai to 7,8% twv aoBeviv
€hafie PCI. ££ o npoypappatiopévn eviidyeon (np 1) avahuon, n perémn katebeife pia oranonikg
onpoviiknh Bektiwan om ouvohikh emiBiwon (0S) pe 1o IMFINZI + etonooibin + nAativa (ZxéAog 2) évava
eronooifng + nhativag pévo (Txéog 3) [HR=0,73 (95% CI: 0,591, 0,909), p=0,0047]. Napého nou bev
eferdomie enfonpo we npag ™ anpavikdnta, 1o IMFINZI + etonootbn + nhativa katébeife PeAtiwon
omv PFS évavu etonoaifing + nharivag pévo [HR=0,78 (95% Cl: 0,445, 0,936)]. Znv npoypappauiopévn
avéhuon napaxohotfinang (Sidpeon Bidpreia: 25,1 pive), To IMFINZI + etanooifin + nhartiva (Zxéhog 2)
¢vavn etonoaibng + nhativag (Ekéhog 3) auvéxioe va kotabeikvier BeAntwpévn ouvokih enifiwon (05).
Ta Aé ™¢ ouvoAIKAG emipi (0S), me eAedBepng e§Ehigng tng véoou emBiwong (PFS),
Tou nogootold ovikepevikig aviandkpiong (ORR) kat me Bidpkeiag g aviandkpion (DoR) ané mv
poypappanopévn avaluon AovBnang ouvoyiZovial arov MNivaka 5, oi kapniheg Kaplan-Meier

PD-L1

yia ™ ouvolikh enifiwan (0S) kai mv eAedBepn efEhifng g véoou emiBlwen (PFS) nopoumdovral onug
Eikoveg 7 kol 8. Mivaxag 5. AcGopéva anoreAeopanikétnrag yia n Mehétn CASPIAN®

ZupBavta/N (%) Ixéhog 2: IMFINZI + etonooibin | Exéhog 3: cronooibn Kat
IMEINZ! o xat efte xapPon)ativn eite eite kapfonharivn eite
M Eixevmd pipyokn ownAativn owenAativn
‘Aot o1 AoBeveig @ 268/476 (56,3%)  175/237 (73,8%) (n=268) (n=269)
0s
PD-L1TC= 1% —e— 111/212 (52,4%, 69/91 (75,8%)
® ¢ ) 7588 ApiBpdc twv Bavdtwy (%) 210(78,4) 231(85,9)
PO-LI TC=25% = 61/115(53,0%) 33744 (75,0%) Aiépeon 0S (pfives) 129 105
(95% CI) (11,3, 14,7) 9.3,11,2)
PD-L1TC 1-24% r——t 50/97 (51,5%) 36/47 (76,6%) HR (95% CIP 0,75 (0,625,0,910)
p- gt 0,0032
PD-L1TC< 1% i 55/90 (61,1%) 41/58 (70,7%) 05 oroug 18 phveg (%) 20 24,8
(95% CI) (26,5,37,7) (19.7,30,1)
PD-L1 Mn yvwar —— 102/174 (58,6%) 65/88 (73,9%) PFS
| PR T
04 06 08 1.0 12 ApiBp6c Twv ouppaviwy (%) 234 (87,3) 236 (87,7)
Tuvohikd, To npopih aopdheing Tou durvalumab oty unoopdbe aoBeviby pe PD-L1 TC = 1% nopouslofe Aiépeon PFS (phveg) 5.1 54
ouvénela pe tou nAnBuopod pe npdBeon Bepaneiag, dnwe kot g unoopdbag aoBeviv pe PD-L1 TC < (95% CI) 47,62) (4,8, 6,2)
1%. ExBégeic nov avopépBnkav oe oabieveic: Ta oupmupata nou avagépBnkav and toug aoBeveis, n
Aemoupywdtnta kat 1o debopéva g oxetddpevng pe v uyein notdmia {wig (HROoL) ouhhéxs HR o6k P 0.8040,545. 0.95%)
nheKTpovikd, xpnatponoibviog to epwmpatahdylo EORTC OLO-C30 kai v evétnta autod yia Tov Kapkivo PFS otoug 4 piiveg (%) 454 458
ou nvedpova (EORTC QLO-LC13). To LC13 kai to C30 ofohoyiBnkav Kotd mv opxik extiunon, kaBe & (95% CI) (39,3, 51,3) (39.5,51.9)
efbopdbiec yia tg npaneg 8 eBbopabies. axohotBug kibe B epbopdbe éwg v ohokhipwan me nepiébou PFS oroug 12 phiveg (%) 17.9 53
Bepanelag i m E'tuxnnﬁ Tou IMFINZI Mvm tofikémrag h eféhfng e vooou. H ouppdpguwon fitav yevika (95% CI) (13,5, 22.8) (2,9,8,8)
nopépoia petafl twv opdbwv Bepaneiog pe IMFINZI koi eoviké gdppako (83% évavu 85,1% twv
ouvohikmv afohoyhiopwy evidnwy nou oupninpiBnkay). Katd ty apxkd extipnon, bev napompnBnkav ORR n (%) i 182 (67.9) 156 (58,0)
iapopéc ata qupntwpata nou avapépBnkav and toug aoBevels, m AemoupyikotTa kai T HRAoL perall (95% C1) (62.0,73.5) (51,8, 64,0)




bebopéva yo v sopdheta: Kapkivoyéveon ko yerahafioyévean: H evBexdpevn apkivoybvog kat
yovoro€ikn Spdon tou durvalumab Bev éxouv exupnBei. Avonapaywyiki TofikoAoyia: Dnwe éxet avogpepBei
ot fihioypaipio, To povendu PD 1/PD L1 BiabpapatiZer kevipiké poho otn diatipnon e eykupooivng,
Giotnpaviag ™ pntpikn ato épfipuo km o poviéha alkoyevols eykupoolvng oe
navukd, n Gidonaon tou anpatag tou PO-L1 anoBeixBnke dn obnyel oe pa aubnpévn eppuiih anmAeia.
Le pehéteg avonapaywyng oe {wa, n xophynan tou durvalumab oe £ykuoug kuvopohdyous mBhkoug, and
mv enifefalwon me eykupocivig éwg Tov Toxerd, o enineba éxBeong nepinou 18 popég uynhdtepa ond

MAfipng Avtandkpion n (%) 7(2,6) 2{0,7)
Mepwn Aviandkpion n (%) 175 (65,3) 154 (57,2)
Awapeon DoR (pnveg) 51 5.1
(95% CI)** (4,9.5,3) (4,8,53)
“ Avahuon tng nopakohoUBnang twv 05, PFS ORR at DoR pe cnoxunﬁ uw Bebopévuv 27 | p
2020."H avdhuon SievepyhBinke xpnor patonomnpévn bokiy hoyapiBpkii kararagng,
npogoppdlovIag TV NPoYpaPaTopEVn Ecpunzlu nhativag otov Kdkho 1 (kapBonativn A hativn)

exefva nou nnpumpnﬂnnnv omv khivikn Sdon twv 10 mg/kg durvalumab (e Baon mv AUC), suoxetlotnke
Ve peTapopd otov (vta, ahAd G pe pnrpik Tofikomia n entbpdoeig omv eppuikn avamulp, my

oL Xpnoiponoiviag Tg bokipaoies kotdto§ng tng npooéyyiong ouoxétiong. ' Katd v evbidueon
avdduan (onokonn Sebopéviy 11 Maptiou 2019) n p-tiph g 0S fitav 0,0047, n onola nAnpolioe to bpio
yia tn Sfkwon oteucuknc onpavikdmrac tou 0,0178 yio 4% ouvolikd oppindeupn uph o, pe Bdon m
Guvﬁpmun bandvng nupuunpuu a Lan-DeMets us Gpio oy 0 Bnen Fleming pe rov npaypanké opiBpd
dkpian. * EK TV uoTépwy avahuon.

Ly Nau nopamp HEVD AVTIKE

Ewcdva 7. KapndAn Kaplan-Meier g Zuvohixng Emfiwong (0S)

£kflaan ™G eyKupoouvNg A TV peTayevvnukh avantuEn. A ¢a eninebo durvalumab PpéBnkov oto
yaha KuvopoAdywv mBhkwy v Hpépa 28 petd  yévvnan. 6 QAPHAKETHI(E}: NAHPO®OPIEE: 6.1
Karahoyog exBoxwv: loubivn, loubivn ubpox) fi Ubpikn, T Zn bwbpikn, Nohugopfikd B0,
Yowp yio svéoipo. 6.2 Awuﬂmémm;; EMeliper ua?\stwv uxmmﬁ pe 1 oupParénia, to nopov
poppoKeuTIKG npoiby Bev npénel va avapelyvietal pe GAAa goppoxeuTIKG npoidvio. 6.3 Aidpxeia Jwhg:
Mn avoypiéve giohibio: 3 xpévia. Apawoptvo Gihuyia: H xnpiki kai puotkn ataBepénta katd m xphanéxel
worabendBel yio éwg 30 npépeg oroug 2°C éwe B°C Kat yia £we 24 wpeg oe Beppokpaoia dwpatiou (Ewg
25°C) and m ouyph g npoetoipaciod. And pikpoflickoyikn anoyn, To apowwpévo Sidhupa yia éyxuon
npénet va xpnowonoiefial apéowe. Edv bev xpnaiponoinBel opéowe, ot xpovol piAabng katd mv xpfion
Kot o1 ouvBnkeg npiv and m xpnon elvar euBivn tou xphotn kai Sev Ba Ntav kavovika nepoodiepo and

24 tpeg 0 2°C éwg 8°C 12 tpeg oe Beppoxpaoin bwpariou (éwg 25°C), extds edv n apalwon £xel

Hebon 05 | (70
(1] AMFINZ) s eronooi b+ nkative e M3 wn
o -
ownogiin + nAaiva ns 3,11, &
k. Lieebdec) paypatanoindel oe €A Kat

Auashoyia Kuvbivou (75% C)
IMFINGT + ranoalie + nkasiva bvovn cwnsaibng + nhatve; .78 ILAZS. 0.510)

MiBavénta g 05

éveg donmeg ouvBikeg. 6.4 16witepeg npoguldaerg
xata tn poAakn tou npoidvrog: Muldooere o yuyelo (2°C - B°C). Mnv kataylxete. Duhdooere oty
opxiK ouoKeuaaia yia va npoototedetal and 1o puwe. Ma T ouvBikes Slathpnong petd my apoiwan Tou
poppakeuTiKod npoidvioc, A napdypago 6.3. 6.5 @don ko ouotanikg Tou nepiéxtn: 2,4 ml nukvod
&uhupm;uc ot qiahifiio and yuohi Tinou 1 pe ehaoTopepEc NWHD EI0XWANANG KAl Pia YKPL anoonwpevn

fou nou nepiéxer 120 mg durvalumab. MéyeBog ouokeuaoiac tou 1 giokidiou. 10 ml

numuu GiohUparog ce @uoAibio ané yuoAl Tonou 1 e ehagtopiepég nibpo Ewxpnong Kat pia AEukn
Hevn ogpdyion ohoupiviou nou nepiéxer 500 mg durvalumab. MéyeBog uuuuzuualnc tou 1

Kpivog and v Tuxaronoinon (piveg)
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Avdhuon unoopsboc: O Beknaeg omn Euvohikh EmiBiwan (0S) unép twv aoBeviav nou éafav IMFINZI

+ gronoofbn + nhativa ot olykplon pe exeivous now éhaPav exonoaibn + nhativa pévo napamphBnkay
pe ouvéneia o€ 6heg Tig npokaBopiopéves uncopdbeg pe Phon T Snpoypoikd atoixelo, T yewypogikh
nepioxr, t xpfion kapPonAativng i olonativng kat 1a xapakinplotikd te vaou. Naiiotpikde nAnBuopdc;
0 Euvpwnaikég Opyaviopds Goppérwv éxer buoer avafodi and v unoxpéwoen unofioMic twv
onoteheopdrwy Twy peketiov pe To durvalumab oe GAeg g unokatnyopleg Tou noibiatpikeld nAnBuapot
om Bepanela Twv kakdnBwy veonhaopdtwy (extd and Tou GyKoug Tou KevIpikol VEupIkod auoThjiatog,
T0U OIPONOINTKOL CUOTAPATOS Kai Ta veonhdopata tou Aepposbodc 1otow) (BAéne nopdypago 4.2 yia
nAnpogopies oxenkd e Tv naibiotpikn Xpihon). 5.2 DapHoKoKIVITIKES |6t6mu¢: H @opucxo«mmm
{PK) Tou durvalumah exupnBnke YT IMFINZI we povoBep Kai we B io o ouvb pe

p fi (PK) tou durvalumab pehetiBnke oe 2. 903 aoBeveig pe uuuncydq
6yxouq pe boaeig nou Kupaivoviay and 0,1 éwe 20 ma/kg xopnyoUpeves evbogréfia pla popd kabe blo,
eig h téooepig efbopdde. H pappakokvntikh £kBeon oufiBnke nepoodrepo and Booo-avakoyka
(un ypoppikh PK) oe 8oeic < 3 mg/kg xai avaoyikd pe t Boon (ypoppua PK) ot ddaeg = 3 mo/kg.
H otoBeponoinpévn kotdotaon eniceixlnke oe nepinou 16 efbopdbec. Me Pdon t goppokokvnTKn
avahuon nAnBuayod nou nepieAdpfave 1.878 ooBevelg, ol unnlm ¢hapav pwnﬂzpunsiu e durvalumah og
e0pog booewv = 10 mg/kg kéBe 2 efbopabeg, o YewpETpIKOG PéTag dykag Wi 0e évn
wavdoraon (V) fivav 5,64 1. H kdBapon (CL) Tou durvalumah perwBnKe pe Tov xpovo, Pe unmﬂswuu pin
YEWPETPIKN uéon kdBopon o€ oraBeponoinpévn katdotoon (CL_) 8,16 mUh tv Hyépa 365, n pelwon tng
CL,, Bev BewpriBinke khivikd onpaviiki. O tehikdg xpovog nu(u:mq Qo (t, ), pe fdon v apxwd extipnan
cL fav nepinou 18 npépec. Aev unfipxe KAVIKG onpaviiki Elawpﬁ pcruﬁu NG PApPOKOKIVATIKAG
1ou durvalumab w¢ povi napdyoviag kou og ouvbuaopé pe xnpetoBepansio. D1 npwrtopxiké oboi
anoflolic tou durvalumab efvor o katafohiopdc npwiEiviv péow BixtuoevBoBnhiokod ouothpatog A
SiapeaoraBotpevng and tov atdxo evandBeong. Erfikol mAnBugyol: H nhiia (19 96 etv), 1o owpomkd
Bapog (31 149 kg), 1o goko, n Betmn Katdotaon avicwydwy katd u pappakou (ADA), ta enineba
aMouplvng, 1o enineba yohakukiic agubpoyovaong (LDH), o enineba kpeanvivng, o Sahutdg PD
L1, o winog tou Gykou, n puid A n katdotaon kard ECOG Bev elxav khvikd onpaviikd enfGpaon om
goppakokivntkn tou durvalumab. AcBeveic e veppikd buohenoupyio: H ima (kdBapan kpeativivng
{CrCL) 60 £og 89 ml/min) kai n pétpia vegpikn bughemoupyia (kdBapon kpeanvivng (CrCL) 30 éwg 59
ml/min) Bev elxav khivikd onpovikn enibpoon om gappakekivntkd tou durvalumab. H enibpoon mg
ooPopnc veppirng SuoAertoupylag (kdBapon kpeanvivng (CrCL) 15 éwg 29 ml/min) om goppakokvTKA
1ou durvalumab Bev eival yvooth, ;. H fima nnaukh BucAemoupyio
(xoAepuBpivn sULN wot AST >ULN 1y xohepuliplvn > 1,0 éwg 1,5 x ULN kar onotabiinote tiph AST) bev elxe
whwika onpavrikii enibpoon ot gappakakivikn Tou durvalumab. H eniBpaon me pérplac (xohepuBpivn
> 1,5 éwg 3 x ULN ko onowabninote tpn AST) fi tng ooPaphc (xohepuBpivn > 3 x ULN kai onowabinote upn
AST) nnauxiic Suahertoupyiog omn gappakokiviTiki Tou durvalumab Gev efvar yvwotn, wotéoo, kelig n
wdfBapon twv 1g6 povokhwvikav aviowpdrwy Bev yiverol nputiotwe péow v 0By, n petafold

omv nnatikn Aertoupyia Bev ovapéveral va ennpedoel tnv éxkBean oto durvalumab. 5.3 Mpoxhivika

piokibiou. Mnopei va pnv Kukhogopolv 6Aeg oL ¢. 6.6 I6iaitepsg npogp PRUPNG
Kai GAAeg xewpropéq: Npoeroiyaoia Tou Sighdyatoc: To IMFINZI NOPEXETDl WG lpmMﬂm pnvnq Bdong kat
Gev nepiéxer kavéva ouvinpntikd, npénel va mpeltal danan Texvikh. « EAEyETe ontixd To pappokeunika
npoidv yio owparibia kot anoxpwpanopo. To IMFINZI eivar Siouyég Ewg 1p16ilov, dxpwpio éwg sluq:pm:;
itpivo Bidhupa. Anoppiyre to qiakibio, edv to GidAupa eivar Boko, P
opatd owpatibia. Mnv avoxivelte 10 piakibio. « AGPete tov anaitoipevo dyko undmte)mnc?\iﬁm(u) IMFiNZI
KOl PETAQEPETE Tov EVIGC evdg odkou evbopAéfiag (IV) xopfiynong nou nepiéxel xhwpiolxo vitpio § mg/
ml (0,9%) evéoo Bidhupa fi yAukdZn 50 mg/ml (5%) evémipo Siahupa. Avapifte 1o apawpévo Bidhupa
pe fma avaatpogn. H tehiki ouykévipwan tou apaiwpévou biokdpatog npén:l va ivar perags 1 mg/ml
kot 15 mg/ml. Mnv katayixete f avakivelte 1o Gi6Aupa. « Anopply ponoinyévo
npoiv nou éxer napapeiver oto puokifio. Xophynan: « Xopnyeite to Gidhupa i'\pcunnc wﬁuqﬂtﬁm ya 1
wpa pEow piag evbophéiag ypappng nou nepiéxer éva ev-cerpd (in line) oteipo, xopnAfg NPWIEVIKAG
oivbeang giAtpo 0,2 10,22 ym. » Mn ouyxopnyelte GAka pappakeuTiKG npoidvia péaw T iblag ypappng
€yxuon. KaBe oxpnoyonointo sTikd npoi6v f undheippa npénet va anoppintetol olppWvVa PE TIg
watd 1noug 10xouoeg oxenkéc SiatdEeic. 7. KATOXOL THE AAEIAL KYKAO®OPIAE: AstraZeneca AB,
SE-151 85 Sadertalje, Lounbio. 8. APIBMOE(01) AAEIAE KYKAO®OPIAL: EU/1/18/1322/002 120 mg
piakifiio, EU/1/18/1322/001 500 mg piakibio. 9. HMEPOMHNIA NPOTHE ETKPIZHE/ANANENIHE THE
AAMEIAL: Hyepopnvia npiomg éykpiong: 21 Eentepfipiou 2018. 10. HMEPOMHNIA ANAGENPHIHE TOY
KEIMENOY: 13 louviou 2022.

Aemopepeic nAnpogopies yio 1o nopév goppakeutikd npoidv ival SioBéapeg atov Siktuakd tono tou
Eupwnaikod Opyaviopod Qappixwv: hitp.//www.ema europa.eu.

Maviki Noooxapeiokn
Meprypagh Mpoiévrag ik XovBpwka Tiph T
IMFINZI C/S.SOL IN 50MG/ML 1 vial x 10 ml 248734€ 2.28375€ 2.05335€
IMFINZI C/S.SOL IN 50MG/ML 1 vial x 2.4 ml 62747€ S4810€ 49280€

BonBrote va yivouv ta pdpuaka nio aopakn kai Avagpépete
OAEE nig aveniBpinteg evépyeieg yia OAA 1a
pappaka. Tupninpwvoviag v «KITPINH KAPTA»



