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ETKEKPIMENO NMAEON KAI IA TON METAZTATIKO OPMONOE

'‘Otav o1 acBeveic oag mapovcialouv mpoXwpnHéVo KapKivo Tou TIpooTdTn eival Kaipdg yia Spaon.
To XTANDI™ gival Lua amod Tou oToaTos xopnyoUupevn Bepansia e anodedetyiévn anoTeAsTUATIKGTNTA OTNY TIRWTH
ypappr Tou mHSPC, Tou uiniol kivdivou nmCRPC kal Tou acupnTwiatikod / fima cupmwpatikod mCRPC.

OAPMAKEYTIKO NPOION A TO ONOIO ANAITEITAI IATPIKH EYNTAIH

H atwvtopn MXM tou npoiévio Snpoastetal ot oeiba 32, Tou mapdviog sviimou.

Ta nepartépw nnpogopleq oupBouleutstte v MXM now Siari@era and my Astellas Pharmaceuticals AEBE, katomv anrjoswe,
Noookopeiaxi Ty (Kourd x 112 emkahupjiéva e hemtd upévio Sioxio - 40 mg /TAB): €2.261,67

O mhéov ouyvec avemBUpne evépyeie eivar efoliévion/konwon, £Edieic, unépraon, kardypara, kai maon'.
mHSPC: peraoTomingg oppovocuaioBrrog kapkivog Tou npootdrn, nmCRPC: pn peraatanikdg, avBexmkd( oTov Euvouyiopd, Kapkivog Tou MpooTa,
mCRPCueraaranigg, aviexTikdg aTov EUvOUXIopd Kapkivog Tou mpoatdn

1. Mepiknyyn Xopaxnpiomksdy Mpoiévrog KTANDI™, 2.5ternberg (N et al. N Engl ) Med 2020; 382: 2197206, 3.Beer TM et al. Eur Ural 2017;71:151-54
4 Armstrong Al etal. J Clin Oncol 2019; 37(32): 267486, 5 Hussain Met al, N Engl ) Med 2018; 378(26); 2465-74

BonBrioTe va yivouy 1a gdppaka mo aogpai ko
AvQpEpETE

OAEL mic avernBopnTes evepyeieg yia OAA 1a pdppaka
TOpNANpOVOVTAC TV KITPINH KAPTAS

7&.\101!&5

Astellas Pharmaceuticals A. E. B. E.
Aynothaou 6-8, 151 23 Mapotar, ABrjva
Tnh. 2108189 900, Fax: 2168008 998
www.astellas.com/gr




ZTOTLOTIRA ONUAVTIXO OQELOS
ovvohxng emPimong'?

O€ RO~ KO LETEUUNVOTTOVOLOKRES YUVOLIES
ue HR+/HER2- petaotanind vaorivo paotoi =

1. Hortobagyi GN, Stemmer SM, Burris HA, et al. Overall survival results from the phase il MONALEESA-2 trial of postmenopausal patients with HR-+/HER2+ advanced breast cancer treated with endocrine therapy +
ribociclib. Presented at: European Society of Medical Oncology; September 16-21, 2021. 2. Tripathy D, Im 5-4, Colleoni M, et ai. Updated overali survival (05) results from the phase Ill MONALEESA-7 trial of pre- or
perimenopausal patients with hormone receptor positive/human epidermal growth factor receptor 2 negative (HR+/HER2—) advanced breast cancer (ABC) treated with endocrine therapy (ET) + ribacidib. Presented
at: San Antonlo Breast Cancer Symposium; December 8-12, 2020; San Antonio, TX. Poster PD2-04. 3, Slamon DJ, Neven P, Chia S, et al. Ribaciclib plus fulvestrant for postmenopausal women with hormone receptor-
positive, human epidermal growth factor receptor 2-negative advanced breast cancer inthe phase Il randomized MONALEESA-3 trial. updated overall survival, Ann Oncal. 2021:32(8):1015-1024.

HR-+/HER2-: Benikag ae oppovikd umodoyea xar apviTikds atov urodoyéa 2 tou avlpwmvou emdeppiikod auénmixod napdyovia

01 ouyvotepsc avemBUpNTEC £vépyetec kat ol ougvOTEpe avemBiunTeq evépyeies BaBpol 3/4 (o1 onaleg avagépBnkav o auyvoTtnTa =20% Kar =2%, avTiotoiya) oTa ouyKevTpWTIKG Sedojiéva yia Ti omoieg 1 ou-
xvorntatou Kisqali ouv kdBe ouvSuaapd unepBaive T auxvoTnTa Tou ikovike gappdkou auy kabe ouvBuaoyd nTav hopwei, ouetepomevia, heukonevia, kepahahyia, Pryac oogualyia, vautia, konwon, Sidp-
poua, £petog, duokothoTna, ahwnekia, kat ebavBnpa xat hopwEe, oudeteponevia, hevkanevia, avarpia pn guoiohoyikéc dokipaoie nraTikic Aetroupyiac, Aep@onevia, UNoQuUIOGaTAIia KAl EJETOC, QVTIATOINA

IYIKEYAZIA/TIMH: Evéewcrikn A.1.: Kisgali® biisters BTX 63 dioxia 200mg: 3.151,53 € » Evewxrin N.T.: Kisqali® blisters BTX 63 btawia 200mg: 2.614,37 €
(Hugpopnvia beArion yev: 29/06/2021 - oe mepimmwan tponomainons tou AT ayer iy vedrepn T, aupmepidopPavepévou ONA dnw oyie)
Tpdmoc SiaBeang: Neptopoyévi iatpixi) ouvraysj and eidixe \atpo Kei mapaxohovBnon xkatd t iGpKera T aywync

KIS_ADV048_Nov2021/GR2111258362

b N O VA. R T I S T Ty auvrayoypdgnon aupPoueuBeire v Mepidmypn Xapaxtrprotikev tou Mpoioviec, nov rariBerar EAQD.

Novartis (Hellas) A.E.B.E.
12° XAy EBvikrig 0500 ABrvav - Aapiag, “FMWW‘!.‘MJWW aogak
144 51 Metapoppwor, Tnh.: +30 210 281 1712

wein i 0 .
Tpogeio Beaonhovikng: Kmiplo Regus, Supninpisvoviag Ty «KITPINH KAPTA= { q K I S A I I
Baoéwg Hpakheiou 53 & Kapdhou NmA,

54623 Beaoahovikn, Tnh: +30 2310 424049 " To QapUAKEUTIKG Mpoidv i " .
UKELTAL OE EMINpooBeT r] b O C | C [ | 200mg
OAPMAKOEMATPYTNHEH: +30 210 2828812 napakohouBnon. tablets

Lectus adv.



https://www.medicalportal.novartis.gr/proionta/ogkologia/kisqalir/perilipsi-haraktiristikon-proiontos-kisqalir?hash=bdd381c70f4cb376a958055c3e2847a7

Ta véa pdppaka otnv oykoloyia:

xpévos  and my épeuva oty npdén

Entponég

OPTANQTIKH ENITPOMNH

Mpoedpor: 3. Aspipn

A. Tpudwvomouhog
MéAn: M. TkoUPBepng

A. TpiBag

I. Koupdkng

M. Koupdkog

I. Nanagoivng

I. ToupKkavTwvNg

EMIZTHMONIKH ENITPOMNH
Mpdedpou: M. MkoUPepng, . Namaoivng
MéAn:

®

Abdpuou

. TkoUBepNg
MpiBag
Zoukn

. lwavvou
Kapdapa

. Kaplavakng
. Koupakog

IS ®MB >0

. Mnitoag

X. Mavomnoulog

I. Toupkavtwvng
A Tpudwvomoulog

ENIZTTHMONIKH ENITPOMH
MPOZYNEAPIAKHZ HMEPIAAZ
K. ‘E€apxog

2. lwavvou

B. Kapdapa

I. Kopwvakng

N. Ztavpou



Ta véa pappaka omnv oykoloyia:

xpdvos  and Ty épeuva oty npdén

XAPEUOPOC

Ayarnntol cuvadeAdot,

H Etawpeia Mehétng Néwv Qappdkwv otnv Oykohoyia kat n B’ Moaboloyikn
Oykoloyikn KAwikrp tou TAONA «Aylog 2aBBag» dlopyavwvouv ¢pEtog yia 10"
XPoVvLa to MaveArvio TuvedpLo pe titho «Ta véa dappaka 6TV oykoloyia: and
Vv épeuva otnv pagn» mou Ba Sie€oyOel and 16 £éwg 18 louviov 2022 cto
=evodoyeio St. George Lycabettus, otnv ABrva.

O otoxog Tou cuvedpiou pétog mapapével (Slog kal elval n mapouvcioon VEwY
dapudkwv otnv oykoAoyia, KaBwg Kot maAalotepwy GapUAKWY Ot VEEG eVOEIEELC,
O€ CUMTAYT VEOTIAGOHOTAL.

Ta 800 €T MAVONULAG LOG EXOUV KPATHOEL O€ PeYAAO BaBUO pakpld amo tn St
{wong mapakoAoUBnon ouveSpiwy, TTOU KATA YEVLKN Ttopadoxr) ElVaL TEPLOCOTEPO
SLa8paOTIKN, EKTTALSEVTLKN KAl EUXAPLOTN. To CUVESPLO AUTO lval LBPLOLKO, woTe
600l o emBupolv Ba €xouv tn SuvatotnTA va CUMHETAOXouv St {wong,
TNPWVTOG TA OMAPA{TNTA UYELOVOULIKA HETPA. To TpoOypappa mepAapBavel
oxeddOv OAa TaL CUMTIAYH VEOTTAQOHATA KOl LE TOUG Stakekplpuévoug Mpoédpoug
Kol OUANTEG Ba elval pia KaAr) eukatpio ylow ETUKOLPOTOLINoN TWY YVWOEWV HAG.
Ertumihéov €xel mpoPAedBel mapkng XpOvog yLla EMOLKOSOUNTIKA oulTtnon UETA
anod kabe SLaAeln.

Onwg kat malawdtepa, Ba mponynbel plo mpoouvedplakn nuepiba mou
SLOpYyaVWVETAL ATO TOUG VEOTEPOUG, AAAG WOTOoO armeuBUVETAL 0 OAOUC TOUG
OykoAdyoug kat tephappavel e€elifelg otnv OykoAoyia oL omoieg mapouaotaovral
UEOW KAWVLKWY TIEPUTTWOEWV 0.00evwy. Apopouv emtiong véa dapuoka aAld Kal
VEEC MPOKANOELG TNV Aoknon Tng OykoAoylag, Tov Kalpd Tng mavdnuiag Tou v
SARS COV 2.

EUXOMOOTE VO LAG TUUAOETE LUE TN CUUUETOXN 0OC KOl 0TO GETWVO pag Zuvédplo!
OL Npdedpot Tng OpyavwTLknG KoL Emotnuovikng Emtpornig

M. Aepipn A Tpudwvomnoulog

M. NkoUPepPnNg . Nanagoivng



KEYTRUDA'

(pembr()llzumab) forInfusion 100mg

Nepauitépw TAnpogopieg SiatiBevar amé Tov KAK, xatémy anmioews, 1 TepiAapBavovTal oTn guvoTITIK TIEPIYPAPT XAPAKTNPIOTIKWY TOU TTRoidvTog
MepiAnyn XapakmpioTikwy Tou MNpoidviog KEYTRUDA®, 25 AmpiAiou 2022
KEYTRUDA C/S.SOL.IN 25MG/ML BTx1 VIALx4ML : 2.593,03 € (X.T) 2.818,31 € (A.T) 2.332,24 € (N.T.)

MSD

INVENTING FOR LIFE

MSD A®BEE, Ayiou Anuntpiou 63, Ahlog 17456, ATTIKN
Ap.TEMH 121808101000

‘Bon@rjoTe va yivouv Ta gpdpuaka o ao@alr kai AvagépeTe OAEE
EvEPYEIEC Vit OAA Ta ApUaKa EUPTTARPGIVOVTES TNV :KlTPINH KAPTA»

GR-KEY-00577-17/05/2022



Ta véa pappaka omnv oykoloyia:

xpévos  and my épeuva oty npdén

Enotpoviko npdypauua

nemotd 16 louviou 2022

09:00-09:30 Npooéhevon-cyypadEg

09:30-10:00  ‘Evapén - XOUPETLOMOG

Mépog A:
10:00-13:30 1" ouvebpia

Mpoebpeio: I. AAapng, X. Mapaykog

10:00-10:30  AvoocoBeparmeio 0ToV KapKivo GTOUAX0U B.E. Kapdapa
10:30-11:00  AvoocoBeparneio og peAdvwpa B. Addpou
11:00-11:30  AvoocoBepaneio og kapkivo olcodayou N. XoAng
11:30-12:00 AvoooBepaneia og Kapkivo woBAKNG K. kikag
12:00-12:30  AvoooBeparneio otov Kapkivo evéountpiou N. Ztavpou
12:30-13:00 AvoocoBeparmeia otov Kapkivo vedpol 2. TaAayavn
13:00-13:30  AvocoBepareia oTov Kapkivo oupoSOXoU KUOTEWG X. B€pog

JxoAiaotég: E. Mdayyou, E. Tputodakn, I'. koupoag

13:30-14:30 MeonuBpwvn Atakonr - Fevpa

14:30-17:30 2" ouvebpia
Mpoebpeio: A. T{oBapag, I. ToupkavTwvng

14:30-15:00 MetaAhaén PIK3CA - Kapkivog Maotou K. E€apxog
15:00-15:30  HER2 OeTtkdG KapKivog paotol E. KapatpdocoyAou
15:30-16:00 HER2 Oetikog KapKkivog mvelpova A. ZoUkn
16:00-16:30  Avadidtaén yovidiou ALK — Kapkivog Nvebuova H. Mriitoag
16:30-17:00  MetaAhaén KRAS -Kapkivog Mveupova . lwavvou
17:00-17:30  MetaM\agn yovidiou NTRK — Kapkivog Mveupova K. MNepdkapn

IxoAiaotég: M. MnaéeBavog, I. lapepalakng

17:30-18:00 AwdAsiupa KodE
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AstraZenecaC?

FIGHT CANCER

OOOOOOOOOO llI ONCOLOGY
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Ta véa pappaka omnv oykoloyia:

xpévos  and my épeuva oty npdén

nemotH 16 louviou 2022

Mépog B:
18:00-19:30 3" ouvedpia

Mpoebpeio: A. IpiBag, M. NikoAaou

18:00-18:30  Mepleyxelpntikn xopriynon cuvduaopou xnuelobeparneiog
avoooBepaneiag o Kapkivo velpova I. Kaplavakng

18:30-19:00  ImAvia €MUTAOKNA META OO X0pnynon avooobepareiog I. Kuplakidng
19:00-19:30  Xopnynon xnueloBeparneiag oe voorjoavteg and COVID19 I. Kopwvakng
IxoAiaotég: B. Pamtn, K. Pantn, I. Manaéoivng

19:30-20:00 Aopuwopikn dtadeén Sponsored by

Mpoebpeio: A. TpuwvVOonouAog

Néa urtodopLa popodr oto Bepameutikd aAyoplduo
tou HER2-BgTikoU Kapkivou Tou pactou K. MAowapxomouAou

20:00-21:00 AwdAeén
lMpoedpeio: A. ApbaBavng, M. Asuipn

20:00-20:30  Oykoloykdg xaptng tng EAAASoc: MpoPAnpata-MNpokARceLg Z. Zapldakn
20:30-21:00  ulitnon

21:00 AREN mpoouvedpLakng nHepidag
napaskevH 17 louviou 2022
13:30-13.50 Aopuopikn StaAeén Sponsored by Ul Bristol Myers Squibb

Mpoebpeio: X. lewpyavra, N. Mepyavrdag

H oupBoAn tng avocoBeparneiag otn Staxeiplon twv
KapKwudtwy Owodadyou, MES kat Itopdyou I. Aumog

13:50-14:00  XuiAtnon




CRAPHIUMI

Phesgo_08_032022

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

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

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

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

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

70% & 90%

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

MAnpowpopieg yia tnv acpdleia: MNa EmayyeAparieg Yyelag

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

MAnpotpopieg yia tnv kunon: MNa EmayysApartieg Yyeiag

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

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

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

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

W PHESGO® %

PERTUZUMAB-TRASTUZUMAB

Go there

BifAioypagpia

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

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

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

EAMGBa: ROCHE (Hellas) A.E.

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

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

Tnh: 4357 - 2276 6276



Ta véa pappaka omnv oykoloyia:

xpévos  and my épeuva oty npdén

napaskeyn 17 louviou

14:00-16:00 Kopkivog oupomoLnTIkoU CUCTHNATOG

Mpoebpeio: N. Znpag, A. Naon
14:00-14:30 Nwg dtapopdwvetat n B£on tng avocobeparneiag oto

VEPPOKUTTAPIKO KOPKIVWLOL O TIPWLLOL KL LETAOTOTLKA

0TASdLa TNG VOoOU; M. NikoAdou

Sponsored by 9 MSD

14:30-14:50  TLveOTEPO UTIAPXEL OTNV avoooBepaneia oTo

oUpoBNALOKO KapKivwUa; . lwdvvou
14:50-15:00  fuiAtnon
15:00-15:20  Metaotatikd oupoBnALlako kapkivwpua. Mépav tng

TAaTvouxou xnpetoBepareiog kat tng avoocoBepaneiog M. @soxapn
15:20-15:30  fulAtnon
15:30-15:50 METAOTATIKOG OpHOVOEUioONTOC KapKivog TpooTaTh.

TLBa emNé€ou e eV HEOW TTOAAWVY DEPATIEUTIKWY ETUAOYWV; ®. T{oubag
15:50-16:00  fulAtnon
16:00-16:30  Kapkivog kepaAig ko tpaxiAou

NMpoebpeio: . NkouBepng, A. Wuppn
16:00-16:20  AAyOpLlBLOG cUCTNUATLKAG Beparmelag og umotpomdlovoa

I LETOOTATLKN VOCO N. MnageBavog
16:20-16:30  fulAtnon
16:30-17:30  ZTPOYYUAO TpamEQ

KAKOHOEZ MEAANQMA

Mpoebpeio: K. MotoAdg, N. Asooég
16:30-17.00  Emwouptkn avocoBeparneia oTo kakonBeg MeAdvwpa

M. FkouBepn
Sponsored by MSD

17:00-17:20  Yndpyel BEAtiotn aAAnlolxnon Bepamelwy oe

UETAOTATIKO KOKONOEG LEAAVWUQL,; B. T{ouba
17:20-17:30  ruiAtnon
17:30-18:00 AwdAsiupa KodE




KANJINTI™

(trastuzumab) |

For Intravenous Use

KANJINTI®

Ta evdoghepta yprian povo

Tponog AiGBeong: Meptopapévn 1aTpi ouvtayr. MoV yia voookopelakn prian
and yiatpd pe katdhAnn edikeuon kat epmelpia.

Miavikr Tipn: KANJINTI® PD.C.SO.IN 150MG/VIAL BT x 1 VIAL: 437.79€
KANJINTI® PD.C.S0.IN 420MG/VIAL BT x 1 VIAL: 1.194,19€

BanBqors vo y

OALY TI QVETMUBITCS CVGYEIES 1 OAA T JOpR0Ra
supmhnpasveviag i “KITPINH KAPTA”

Avoptgrm ol Gmamn oviranm vEpYoe SuwRe & 10 cimo cdompe

osapde o Titys Averiigmiy Erepyeaty =0y Evnail Dpyovisd doseniod GR-TTZ-0621-00002

(ED®) T 2132040000, Fax 2106349585, o oo T Kiper; Kéomar: Gunliéoun

= ouy ewockiba 100 EDR: wwwsolor vo i) A koeoonnt wolal 8 [pty 1) guviayoypagnon ouppouleuBeite

W To péppann curd rehody und oupnAnpyarixd nepakahodBror. Aurd Ba cnupéyet rov taxi npoobioplops viwy
nAnpo@opuiv coPEAEIOG. ZITEITAL and Toug ENayYEAGTIEG TOU TORED TNE UYEGVORIKAT NepiBEAYNG va ovapeEpou
anowcadfnate miavohoyolyeves avemBujnTes evipyeins,

TV MepRagmn Xopak mmoTxay twv Mpoidviey.

MVASI™

(bevacizumab)

MVASI™®

Ta evBoghépia yprian Hevo

Tponog AiaBeong: Meploplopévn aTpikr ouvtayr). Maovo yia voookopelaxr yprion
ano Yiatpo je KaTaAAnAn edikeuarn kai epnelpia.

Aravikn Tipn: MVASI® C/S.SOLIN 25MG/ML 1 VIAL x 4ML: 254 18€
MVASI® C/S.S0L.IN 25MG/ML 1 VIAL x 16ML: 884,35€

AMGEN HELLAS ENE

Ay. Kwvatavtivou 59-61 ®@
Green Plaza, ktipo T, 15 124 Mapoliot
TrA: 210 3447000 - Fax: 210 3447050 A m N
Email: info@amgen.gr, www.amgen.gr
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napaskevd 17 louviou

L s N

2022

18:00-19:30  ZtpOyyulo TpamEl

FuvaKoAoyIKOG KapKivog

Mpoebpeio: A. MNektaoidng, I ApaBavrtivog
18:00-18:20  TiveOdTEPO UTIAPXEL O UTTOTPOTLA{OVTA KAPKIVO WoBNnKwv

népav Twv PARP inhibitors; l. ZUpLog
18:20-18:30  rulntnon
18:30-18:50 MMwg Slapopduwvetal o Bepameutikog alyoplOpog o

UTOTPOTILATOVTA 1] LETOOTATIKO Kapkivo evdountpiou

avaloya e tnv Ekdpacn BLOSELKTWY; A. KupLokidou
18:50-19:00  XuiAtnon
19:00-19:20  ZUyxpoveg BepameUTIKES ETILAOYEG OTOV TTPOXWPNIEVO

Kapkivo tpaxnAou HATpog I. FrkoUpag
19:20-19:30  fulAtnon
19:30-20:30  TeAetn évapéng

Mpoebpeio: M. Aeuipn, I. Kovuakng, X. @aoctavog
19:30-19:45  Xaupetiopoi
19:45-20:30  Evapktrpla optAia

AvTikapKLIkO-Oykoloykd Noookopeio Aylog Zappag.

lotopla, eMITELYLATA, TIPOOTITIKES E. ®1Admoulog
saBaTo 18 louviou 2022
09:00-09:30 Aopudopikn StaAe§n Sponsored by )ﬁ;ENESIS

MpWipog Kapkivog poctol pharme

Mpoeébpeio: TI. Pryag, X. XptotoboUAou
09:00-09:20  H €§€Agn Twv TKI’s otnv Bgpanceio tou HER2+

KAPKIVOU TOU HaoTol E. Mowpoywwpyou
09:20-09:30  zulAtnon
09:30-10.00 Aopudaop’LKr] GLdAsi? Sponsored by AstraZeneca&

lpoedpeio: M. Asuipn
09:30-09:50 O poAog Twv véag yevidg ADCs oto Bepamneutiko

aAyopLOuo tou HER2+ mBC Z. Aaumnponoulog
09:50-10:00  zuilitnon



IBRANCE Y

palbociclib

= H AYNAMH THX
EMIMIZTOXYNHX

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

v KAivikn AnoteAeopatikétnta’™
v Aebopéva Khvikng Mpakukng®”’
v/ Aeopéva ékBaong ané avapopég agBevav (PRO)S?
v KaBiepwpévo Mpogil AopdAeiag' 0
v/ "Evag ouviot@pevog éAeyxog napakoAouBnong*'

v/ Mia kdyoula, pia popd ™ pépa’

To IBRANCE, 125mg pia @opd tnv npépa yia 21 Hépeg oe kKA 28 npepdv [oxnpa 3/1), evbeikvurat yia n Bepaneia tou tonikd
npoxwpnuévou N Jetaotatikol kapkivou Tou paotou o onoiog eivat Betikdg otoug oppovikolg unoboxeig (HR) kat apvntikog otov
unoboxéa T0nou 2 Tou avBpwnivou enbeppikol auEntikol napdyovra (HERZ):

- og ouvbuaopd pe avaotoAéa NG apwpardong

- oe ouvbuaopo pe poulBeotpavin o€ yuvaikeg nou €xouv AdBeL nponyolpevn eviokpivikn Bepaneia

Le npo- M MEPL-EPUNVONAUOIOKES Yuvaikeg n evbokpvikn Bepaneia npénel va ouvbualerat pe LHRH aywviarh.!

o o nAnpeg Kelpevo mg doooAoyias kal Tou Tpanou Xopnynon¢ oupBouAeuBeite v Mepnyn Xapaxtnpiotikewy Tou fpoidvios nou diariBeral and Tnv eTaipsia

EHMANTIKEE NAHPOQOPIEL ALQAAEIAL

To Ibrance avtevbeikvutol o nepinteioeLg unepeuaioBnaiag otn Gpaotikn ouocia fi oe kKaGNoto and ta ékBoxo, kaBwg kat e aoBeveic ot onolot AapBavouv okevdopara

nou nepiéxouv unepid/Bakoapéxopro [St. John's Wort). O nio cuxvég avemBupnteg evépyeieg (= 20%) onooudnnote BaBpol nou avapépBnrav o aoBeveic nou éAaBay
palbociclib ge twxaonoinpéveg KAIVIKEC HEAETES MTav ouBETEpONEVia, AolpEelc, Asukonevia, kénwan, vautio, otopatiuda, avawia, SiGppoia, adwnekia kat BpopBonevia.

O mio ouxveg (= 2%) avemBapnteg evépyeteg BaBpod = 3 tou palbociclib fitav oubeteponevia, Aeukonevia, AoypdEelg, avapio, ou§npévn aonaptikh apivotpava@epdon [AST],
kénwon kat aunpévn apivotpovopepdon tng ahavivng [ALT].

PP-IBR-GRC-0125-FEB22

"Mpénet va exteheital nARpNg aipatoAoyikdg éAeyxog npwv and tnv évapEn tng Bepaneiog kat katd my évapgn Tou kaBe KiKAou, kaBMOES Kattnv HuEpa 15 Twv npwtwy 2 KUKAWY Kot 6nwg
evbelkvutal KAwika

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

1. IBRANCE, MepiAngn Xapartnponkayv Mpoiévrog 07/2021. 2. Rugo H, et al Breast Cancer Res Treat, 2019;174(3]:719-729. 3. . .
Finn RS, etal. N Engl J Med. 2016,375(20):1925-1936. 4. Cristofanilli M, et al. Lancet Oncol. 2016;17(4):425-439. 5. DeMichele et al. BonBiote va yivouv 1a @appiaka nio agaki kai
Breast Cancer Research (2021) 23.37. 6. Waller J, et al. J Glob Oncol. 2019 May,5: JGO1800239 7. Taylor-Stokes G, et al. Breast fuogtpsx

2019 Feb; 43:22-78. Harbeck N, et al. Ann Oncol. 2016;27(6]:1047-1054. 9. Rugo HS, et al. Ann Oncol. 2018;29(4).888-894. 10. OAEE us aveniBipmes svépyeies yia

8 % OAA ta pappaxa
Dieras V, etal. J Natl Cancer Inst. 2019;111(4).419-430. 11. Verma S, et al Oncologist. 2016;21:1165-1175, upnAnp@vovras v «KITPINH KAPTA»

H ouvtetpnpévn NepiAnyn Xapakmplotiav tou Mpoidvrog Snpootetetal o GAAn oeAiba tou napévrog

P PFIZER EAAAZ A.E. A. Meooyelwy 243, N. Wuyxiké 15451, ABrjva, EAAGSa, TnA. Emkoivwviag 210-6785800, Api8. I".E.MH. 000242901000
: IZ@I"  prizER EAMAT A.E. (CYPRUS BRANCH) Acwoddpos ABahiooag 26, 2018 Acukwola, Kpos, Th, Emkoivaviag: 4357 22 817690

Oncology
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saBeaTo 18 louviou 2022
10:00-10:30  Aopudopukri Stéhedn Sponsored by /) NOVARTIS
Mpoebpeio: K. Manaljong
10:00-10:20  Avadelkvuovtag Tig Suvatotnteg tng PIK3CA
OTOXEUONG OTOV HETAOTATIKO KAPKivo Tou pootol  I. KapayswpyoroUAou
10:20-10:30  ruiAtnon
10:30-11:00 AOpUd)Oleﬁ AldAEEI‘] 5ponsored by @P 1zer
lMpoedpeio: N. Asooég e
10:30-10:50  H oupPoAn twv PARP avaoctoAéwv otn Bepaneia
Tou gBRCA-mut, HER2-mBC A. TpudwvomouAog
10:50-11:00  *uiAtnon
11:00-11:30 Aopudoptkn StaAeén Sponsored by w GILEAD
Mpoebpeio: B. Mnapumouvng, E. Peg
11.00-11:20  Awapopdwvovtog o Beparmeutikd alyoptOpo tou TNBC:
Teleutaieg e€elifelg M. NikoAaién
11:20-11:30  ZuiAtnon
11:30-12:00 AwdAsippa Kopé
12:00-14:00  Ztpoyyulo Tpamel
KAPKINOZ MNEYMONA
Mpoeébpeio: . Koouidng, E. Zauavrag
12:00-12:20  ZUMIANPWHOTLKA KOL TIPOEYXELPNTLKY Bepareia otov MMKI.
H eloodo¢ tng avoooBeparneiag. 1. MoUvt{iog
12:20-12:30  ruiAtnon
12:30-12:50  Néot Fepaneutikoi opifovtes uéow tou SutmAou
avoooanokAeLouoU atnv 1" ypauun
ToU pstaotatikov MMKI A. pipag
Sponsored by U Bristol Myers Squibb
12:50-13:00  zuintnon
13:00-13:20  Tuveotepo umapxeL otnv EGFR otoxeuon 1. AAadng
13:20-13:30  fulAtnon
13:30-13:50  Stdxeuon petalldéewv/avadlatdswy mépav Tou
EGFR/ALK/BRAF M. Zkovépa
13:50-14:00  *uiAtnon
14:00-15:30 MeonuBpvA Atakonn




A
NUBEQA

(darolutamide) &5

BonBrjoTe va yivouv Ta gpdppaka mo ao@aAr Ko
Avoggpere

OAEZ Tig avemBUpNTES EVEPYEIES YIa
OAA Ta ¢pappaka
ZupmAnpwvovtag v «KITPINH KAPTA»

Tpripa latpikiig MAnpogdpnang
TnA: +30 210 6187742, ®ak: +3@ 210 6
Email: medinfo.gr.cy@bayergom =

[Mpiv Tn cuvrayoypaenon oupBouAeubei
v [Nepidnyn Xapakinpietikov Tou [poi
PP-NUB-GR-0006-1



Ta véa pappaka omnv oykoloyia:

and mv épeuva oty npdén

saeATO 18 louviou 2022
15:30-17:00  ZtpOyyulAo TpamEq

H AvocoBepaneia o€ véoug poAOUG

Mpoebpeio:, X. Mapaykog, A. T{oBapag
15:30-15:50 H avoooBepareia oto KakonOeg pecodnAiwpa E. Mdyyou
15:50-16:00  Xuintnon
16:00-16:20 H avoooBepareia 6Tov akavOoKUTTOPLKO Kat

BaoKoKuTTAPLKO KapKivo S£pUaTog A. ZoUkn
16:20-16:30  fulntnon
16:30-16:50  OL TIPOOTTTIKEG TNG VOCODEPATTELQG 0T CAPKWLOTA

UOAQKWV poplwv 2. Kokkan
16:50-17:00  Xuintnon
17:00-19:00  Ztpoyyulo Tpamel

Mpoeébpeio: M. Manakwotag, I. Toupkavtwvng
17:00-17:20 Mot gival n BEATLoTn BepameuTiky TPOCEYYLON TOU TPWLLOU

KOl LETAOTOTIKOU KOPKIVOU TIOXEOG EVTEPOU Kal opBoUl

Ue pikpodopudopikr aotdbela . Nanagoivng
17:20-17:30  fulAtnon
17:30-17:50  OAwn xnueloaktvoBeparneia og kapkivo opOou.

Neotepa 6edopéva B. Kapdapd
17:50-18:00  Xuintnon
18:00-18:20  Edappoyec tou KukAodpopouvtog kapkivikol DNA otoug

OYKOUC TOU TIETITIKOU I. FTapedaldkng
18:20-18:30  fulntnon
18:30-18:50  Neodtepeg e€elielc otn cuoTnuatiky Beparmneio Twv Oykwv

nmatog kat xoAnbopwv 2. Nepoukidng
18:50-19:00  fuintnon
19:00-20:00 Zupnepdocparta - Anén Epyaociwv Zuvedpiov




Ta véa pappaka omnv oykoloyia:
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OUANTEG - TpdedPOL-2XONACTEG

ANAdNC lwavvng
ASdpou Baaolhikn

ApaBavtvog Nrepdotpog

ApbaBavng AAEEavEpog

B€pog Xprotog
Fapedardkng Mewpylog
Fewpyavta XapikAela
Mkikag Kwvotavtivog
MkoUBepnNG Mavayuwtng
FkoUpag Mewpylog
MpiBag Avaotactog
Aepipn Ztapativa
AeooEg NIKOAOOG
‘E€apxog Kwvotavtivog
Znpag NikoAoog

Zoukn Alovuoia
Qeoxdpn Mapia

lwavvou Ztedavn

KapayewpyornovAou Todia

Kapatpdooyhou EAEvn
KapSapd Baohikn E.

MaBoAoyoc-Oykohdyog, Emotnovikog Zuvepydatng, A.O.K.A.
«Yyela»

Eldikeuopevn Maboloyiag-Oykohoyiag, MA.O.N.A.
«O Aylog ZaBBag»

MaBoAoyoc - Oykohoyog, AdakTwp Mavemotnuiov ABnvwy,
Juvtoviotng AlevBuvtng B’ Maboloyikrg-OykoAoy LK G
KAwkng, I.O.N.K. «Aylot Avapyupol»

MaBoAoyog - Oykohoyog, MD, PhD, AleuBuvtng -
Emotnpovikog YrieuBuvog, A” MaboAoy ko - OyKoAOyLKO
TuApa, MA.O.N.A. «O Ayloc 2aBRac»

MD,MSc, Eldikeudpevog Oykoloylag, A maboloyikn KAWLKA,
I.A.O.N.A. « Aytog 2aBpag»

MaBohdyog- OykoAodyog, EmpeAntrc B' EXY, ' OykoAoyikr
KAk T.O.N.K. «Ot Aytot Avapyupou»

MaBohdyoc-Oykohdyoc, AleuBuvtpla E.ZY., A" MaBoloyikod-
Oykohoytko Tunua, M.A.0.N.A. «O Aylog ZaBBag»

Eldikeuopevog Maboloyikrg Oykohoyiag, B' Maboloyikr -
Oykoloyikn KAwikn, I.A.O.N.A. «O Aylog ZapRag»

MaBoAoyog - Oykohoyog, EmpeAntrg A, B’ MaboAoyikn
KAwkr, T.A.O.N.A. «O Aytog ZaBBag»

MaBoAoyoc- OykoAoyog, EmipueAntng B' EXY, ' Oykohoyikn
KAwikr T.O.N.K. «Ot Aytot Avapyupol»

MaBoAoyog - Oykohoyog, EmpeAntng A, B’ MaboAoykr-
Oykohoytkn KAwikr, T.A.O.N.A. «O Aytog ZaBpag»

MaBoAoyog - Oykohoyog, AteuBuvtpla, B’ MaboAoyko -
Oykohoytko Tunua, MA.0.N.A. «O Aylog 2aBBag»

MaBohoyog -Oykohoyog, AleuBuvtrg E.2Y., EmpeAntig, A’
MaBoAoyikr-Oykohoyikn KAwikr, T.A.O.N.A. «O Aylog ZaBRac»

Eldikeuopevog Maboloyikng Oykoloyiag, B Taboloyikn
KAwikr, T.A.O.N.A. «O Ayioc SaBBac»

MD,PhD, MaBoAdyog OykoAdyog, EMLOTNUOVIKOG CUVEPYATNG
KAwikwv PEA & Immokpdtng

Eldikeuopevn Maboloyikrg Oykoloyiag, MSc, B Maboloyikn
- Oykohoyikn KAwikr, T.A.O.N.A. «O Aytog ZaBBag»
MaBoloyoc - Oykohdyog, A’ MaBohoyikr KAwikr, M.I.N.A.
«A\QKO»

Eldikeudpevn MaboAoyikng OykoAoyiag, B’ Maboloykn -
Oykohoytkn KAwikr, T.A.O.N.A. «O Aytog ZaBpag»

MaBoloyoc - Oykohdyog, MD, PhD, AleuBuvtpla,
" OykoAoykr) KAwikn «IAZQ»

MD, MSc, PhD, Etdik. MaBoAoyikrg O Aylog 2aBpac»

Ewdikeudpevn Maboloyikrig OykoAoyiag, B’ Maboloykr -
Oykohoyikn KAwikr, T.A.O.N.A. «O Aytog ZaBBag»
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Kaplavakng Mpnyoplog
KokkaAn Ztedavia

Kopwvakng Fewpylog
Koouiéng Maptg
Koupdkng Fewpytog
Kuptakibng Mrepaoctpog

Kuplakiou ABnva

AQUTIPOTIOUAOC STEDaVOG
AUTIaG MewpyLog

Mdyyou EAtiSa
Mapaykog Xapilaog
Motpoylwpyou Evayyehia
MouUvTtllog lwavvng
MrnageBavog Mavaylwtng
Mnapurouvng Baoihelog
Mrnitoag HAlag

Ndaon Aéomowva

NikoAaidn Adapavtia

NikoAdou MixanA

MNanalnong Kwvotavtivog

Eldikeudpevoc Madoloyiag, MA.O.N.A «O Ayloc ZaBBac»

MaBoAoyoc-Oykohdyog, A’ MaboAoyikr) OykoAoyLkr) KAk,
IA.O.N.A. «O Aylog 2aBpag»

Eldikeuopevog Ecwteptkng NMaboroylag, B Maboloyikn
KAwikr, T.A.O.N.A. «O Ayloc SaBBac»

MaBoAoyoc - Oykohoyog, AteuBuvtng, B’ Maboloykr-
Oykoloyikn KAwikn, A.0.K.A. «Yysia»

MaBoAoyoc - Oykohoyog, B’ MaboAoyikr) - OykoAoyLkr
KAwiwkn, A.0.K.A. «Yyela»

Eldikeuopevog Alpatoloyiag, Atpatoloyikn KAk,
IA.O.N.A. «O Aylog ZaPpag»

Edikeudpevn MaboAoyikng OykoAoyiag, MEMATNH

MaBohdyoc-Oykohdyoc, Avaminpwtrg AteuBuvTnc,
" OykoAoykn KAwikn, A.0.K.A. «Yyeia»

MaBoAdyoc-Oykohdyoc, AleuBuvtrg, TuRpa FEVETIKAG
Oykoloyiag, A.O.K.A. «Yyeio»

Edikeudpevn Maboloyiag-Oykoloyiag, A" Maboloyikd -
OykoAoytko Tunua, IA.O.N.A. «O Aylog ZaBRag»

MaBoAoyoc - Oykohoyog, EmpeAntng B', A Maboloyikn -
Oykoloytkn KAk, A.O.N.A «O Aytoc 2appag»

MaBoAoyog - Oykohoyog, MD, MSc, A.O.K.A. «Yyeia»

MaBoAoyoc - Oykohdyog, MD, MSc, PhD, AteuBuvtrg, A
OykoAoytkn KAwikn kat Movada KAwikwv MeAeTwy,
«Eppikog Ntuvav» Hospital Center

MaBoAoyog Oykohoyog, EmipueAntrig OykoAoyLkn g KAWLIKAG,
NauTiké Nocokopeio ABnvwv

MaBoAoyoc-Oykohoyog, AteuBuvtng, " OykoAoyikr) KAwLKA,
«Metropolitan» Hospital

Eldikeuopevog Maboloyiag, B Maboloyikn KAwvikn,
IA.O.N.A. «O Aylog ZaBpag»

MaBoAoyocg - Oykohoyog, Zuvepydatng latplkol Kévipou
ABnvwv- latpeio Kapkivou Oupomoloyevwntikol
JUOTAMOTOC, EMLOTNHOVIKOG Zuvepydtng OYKOAOYLIKAG
Movadag I NMabohoyikng KAIkAG, latpkr TxoAr ABnvawy,
IN.©.A. «H Zwtnpla»

MaBoAoyoc - Oykohoyog, Avaminpwtpla AleuBuvipla,
OykoAoyikn KAwikr, Noookopeio «Mnteépa»

MaBoAoyoc - Oykohodyog, MD, MSc, PhD, EmtipeAntnic B, A’
MaBoloyikn—OykoAoyikn KAwikn, M.A.O.N.A. «O Aylog
2appacy

MaBoAoyoc-Oykohdyog, YrieuBuvog, OykoAoykd Tunua,
«Euromedica» levikn KAwikr ©@eccolovikng
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MNarakwotag MavAog
Namnaéoivng Fewpylog
Mektaoidng AnuAtpLog
Mepyavtag NikoAoog
Mepdikapn Kwvotavtiva
Mepoukibng Ztavpog

MotoAag Kwvotavtivog
MAotapyomovAou Kuplakn

Parttn BaotAtkn

Partn Kheomdtpa
Peg EAévn

Pryag MNEwpylog

Yapavtag Enapevwvdag
Yaptbakn Zévia

Jkovdpa Mapia
YTavpou Nikn

YUplog lwavvng
Tolayavn Zodla
TloBapag ANEEavEpog
TZoUda BaotAkn

Tlovbag Owtlog

MaBohdyog - Oykohoyog, AteuBuvtrc, B” Oykohoyikn KAwikr,
Noocokopeio «Metropolitan General»

MaBohdyog - Oykohoyog, EmpueAntg B, B’ Mabooyikn
KAwikr), T.A.O.N.A. «O Aylog ZaBBac»

OuoTIHog Kabnyntig, latpikr £xoAn, E.K.M.A., AtcuBuvtnc,
" Oykohoykod Tunua, «Eppikoc Ntuvav» Hospital Center

MaBoAoyoc-Oykohoyog, AteuBuvtnig, A’ Maboloyikn-
Oykoloyikn KAwikn, I.A.O.N.A. «O Aylog ZapRag»

Eldikeuopevn MaboAoylag, A'TlaBoloyikn - OyKoAoyLKN
KAwkr, T.A.O.N.A. «O Aytlog 2aBBag»

MaBoAoyog - Oykohoyog, MD, MSc, PhD, YrevBuvocg,
Oykohoytkod Tunua, M.I.N. TpirtoAng

MAaoTKOG XeLpoupyodg, MA.O.N.A. «O Aylog 2aBBag»

MaBoAoyoc-Oykohdyog, AdakTwp Mavemotnuiov ABnvwy,
«EUpWKAWVLKI» ABnVWV

MaBoloyoc - Oykohoyog, A.O.K.A. «Yyeia»

MD, MSc, MaBohoyog OykoAdyoc, ErpeArtpla OyKOAOYIKAG
KAwikrg, 251 TNA

MaBoAoyog-Oykohoyog, EmpeAntpla A, " Oykoloyikn
KAwikn, T.O.N.K. «Ot Aytot Avdpyupol»
MaBoAoyog-Oykohoyog, EmpueAntig A" EZY, ETLOTNHOVIKOG,
YriebBuvog, Movada XnueloBepameiag, I.N. Bohou
«AYIAAOTIOUAELO»

MaBohoyog - Oykohoyog, AteuBuvtrc, B” Oykohoyikn KAwikr,
Nocokopeio «Metropolitan»

MaBohdyog - Oykohdyog, MD, PhD, EmoTnoVIKOG

YrieBuvog OykohoyikoU TUARATOG, «AGKANTILOG AIATNQIIZ »
- KAwikr) «AokAnmieiov Kprtng», HpdkAelo, Kprtn

MaBoAoyoc - Oykohoyog, «Eppikog Ntuvdv» Hospital Center

Edikeudpevn Maboloyiag, B' Maboloyikn KAk,
I.A.O.N.A. «O Aylog ZaBpag»

MaBohdyocg - Oykohdyoc, MD, MSc, PhD, Suvepydtng,
A.O.K.A. «Yyeia»

Eldikeuopevn MaboAoyikng Oykoloyiag, MA.O.N.A.

«O Aylog ZaBBag»

MaBoAoyog - Oykohoyog, PhD, EmiueAntng B’, A" OykoAoyikn
KAwikr, T.A.O.N.A. «O Aytlog ZaBBac»

Eldikeuopevn MaboAoyikng Oykoloyiag, M.O.N.K.
«OL Aylol AvGapyupo»

Eldikeuopevo Maboloyikng Oykoloyiag, I.O.N.K.
«OLAylol AvGapyupow»
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ToupkavTwvng lwavvng MaBohdyog - Oykohodyog, M.D., MSc., Ph.D., ErmtipueAntic B,
B’ MaBoloyikry OykoAoyikn KAwvikn, IT.A.O.N.A
«O Aylog ZaBBag»

Tputobakn EAAN Zodia MaBoAoyoc - Oykohdyog, MD, PhD, Erttkoupikr) EmipeAnTpLa,
A’ MaBoloyikry OykoAoyikr) KAwikn, MA.O.N.A.
«O Aylog 2aBpag»

TpudwVOMOUAOG ANUATPLOG MaBoAoyoc-Oykohdyog, AteuBuvtnic EZY, B’ Maboloyikn-
OykoAoyikn KAwikr, T.A.O.N.A. «O Aylog 2apBac»

Qaotavog Xprotog AvarmAnpwtng Atowkntig, M.A.O.N.A. «O Aytog 2aBpac»

O\omoulog Eudyyehoc Xelpoupyog Maotou, Mpodedpoc tng EAANVIKAC
AVTIKapKLWVIKNG ETatpeiag

XoAng Nikohaog Edikeudpevog Maboloyikrg Oykoloyiag, A'TlaboAoykn -
OykoAoykn KAwikn, I.A.O.N.A. «O Aylog 2aBRac»

XplotoSoUuAou XprioTog MaBohdyog - Oykohoyog, AteuBuvtrg, B’ MaboAoyikn -

Oykoloyikr KAwvikr), Noookopeio «Metropolitan»

Wuppn Apavta KaBnyntpla Maboloyiag - Oykohoyiac, latpikr £XoAn
E.K.M.A., YevBuvn OykoloyikoU Tunpatoc, B’
Mponawdeutikn Maboloyikn KAwikn, M.I.N. «ATTIKOV»
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Opyavwon:
Etatpeia Mehétng Néwv Dapudkwv otnv Oykoloyla

Ze ouvepyaoia pe:
B’ MaBoAoyikr) OykoAoyikr) KAwikn MA.O.N.A. «O ATlOZ ZABBAZ»

Huepopnvia die§aywync:
16,17 & 18 louviouv 2022

Tomnog Ae§aywyng:

Zevoboxeio St. George Lycabettus
KAheopévoug 2, ABriva 106 75
ThA.: 210 74 16 000

Eyypadn
H eyypadn kot n mapakoAolBnon tou Tuvedpiou elvol SwPedv Kol EMITPEMETAL LOVO OE
ETIOYYEALATIEG UYELOG KOL OE TIPOTITUXLAKOU G/ LETATTTUXLAKOUG POLTNTEC.

08nyieg Atadiktuakng MapakoAouOnong

H Emwotnupoviky EkénAwon Ba mpoPAnOel Sadiktuakd MHEow TNG LoTOoEASOG
www.livemed.gr

Edv elote véog xpnotng mopoakaAoUpe akolouBnote tn Swadkacia Snuloupylog
Aoyaplacpol cupmAnpwvovtag ta anapaitnta nedia oto Livemed (ratfote oto nedio
Register / Eyypadn). H Snuioupyia Aoyaplacpou sival Swpedv

3TN cuvéXela yla va ouvSebeite pe tnv aibouvoa, emAéyete amnod to pevou mou epda-
viletal 0To KATtw PEPOG TG 000VNC oa¢, TNV «AlBouca ZUVESPLACEWVY.

Livemed, sival anapaitnto va petafeite otnv ewkovikny «Fpappateia Zuvedpiouv»,
TIATWVTOG TO AVTIOTOL(O £LKOVISLO Kal VoL OAOKANPWoEeTE TtV «Eyypadn»

00lG OTNV EMLOTNUOVLKN eKENAWGCN Tou eTBU UE(TE, WOTE va apxioeL va Kataypadetal
0 XpOVoG mapakoAovBnonc.

®@
Pl
‘% Inueiwon: Epoocov BéNeTe va napaAdBETE ILOTOMONTIKO, LETA TN GUVSECH 0O OTO

Mopra Zuvex{opevng latpikng Eknaidsvong
TOudwva pe ta kpuerpla tng EACCME-UEMS Ba xopnynBouv 21 popla ZuvexlOpevng latpikng
Exnaidevong (CME-CPD credits).
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MNapaAapn Niotomowntikou

Bdoel tng teheutaiag eykukAiou tou EOD, Ba umdpyxel cUOTNUO KATOUETPNONG TOU XPOVOU
napakololBnong péoa otnv mAatdoppa Livemed kat o aptOuog Mopiwv Tuvextllopevng lo-
PG Ekmaidevong (CME-CPD), Ba umoAoylotel BACEL TNG KOTAypodG TOU XPOVOU TTopO-
KohouBnong kabe xprnotn.

OL gyyeypOUUEVOL CUVESPOL UITOPOUV VA TIOPAAABOUV TO TILOTOMOLNTIKO TOUG LECW ToU TIEdiou
«ILOTOTOLNTLKO», TTATWVTOG TO AVTLOTOLXO ELKOVISLO TTIOU BPLOKETAL OTNV ELKOVIKN «Fpappo-
tela Zuvedpiou» Kal To omolo evepyomoleltal Hetd TN AREN TNG EKOAAWGONG KAl TIOPOLLEVEL
€VEPYO WG Kol 6 LAVEG amo TN ANEn g Aunpepidag. Motomotntiko Sev pnopel va S00et yla
v on demand napakoAolBnon.

pappaceio:

@Events & Travel Solutions

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

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

AmnayopeUeTal pntd n avamnapaywyn, avadnuooicuon, avtypodn, anobrkeuon, mwAnon,
uetadoon, Siavoun, €kdoaon, ektéheon, AnYn (download), uetddpacn, tponomnoinon pe
OTIOLOVONTIOTE TPOTO, XWPLG TN PNt Tponyouuevn éyypadn cuvaiveon tng Etatplag, Tou
GUVOAOU I LEPOUG TOU TtepLEXOMEVOU ToU Mpoypappatog. H ET.S. Events & Travel Solutions
eMGUAAOOETAL PNTWE TTAVTOC VOUIMOU SIKOLWUATOC TNG yia T StadUAagn Twv Sikalwpdtwy
TIVEUATIKAG KOl BLOUNXAVLKAG L8lokTnaoiag. MNa avalutikotepeg mhnpodopieg emokedOeiteto
www.events.gr
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Xopnyol

C AMGEN  55naBIOsis
/ENORAS'S Oncology pharmaceuticals

Intuition in Healtl hcare

7a5teﬂa5 Astrazeneca 2 Bayer

= ~\ Boehringer . _—
{3 BIANE=.. l Ingelhei%n U Bristol Myers Squibb
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Ay FARAN & Galenica ac. ) GENESIS

‘HEMATOLOGY- pharma

gore. @Y nnows

-
%lPSEN ONCOLOGY Janssenf Oncology

Innovation for potient care
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Oncology Pierre Fabre
FARMAKA S.A.
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@AKkynzeo

netupitant/palonosetron

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

02.2020/AKYNZEO/adv 01

2 HELSINN

Building quality cancer care together

gi Galenica ac.

ABrva: EAeuBeplac 4, Kngiaid 145 64, TnA.: 210 5281700, Awaveperal katomy adeiag mg Helsinn Healthcare S.A, EABetia
Oecoahovikn: Kouvroupiwrou & Gaoiavol 2, tA.: 2310 542685

EmoTnpoviké Tprpa tnh.: 210 5281731 Bonerjareva V“""‘x“’ pdpjaxa mo aopak kar ) )

Turipa ®appakoenayplnvnong th.: 210 5281805 OAEE Ti¢ avemBUpITES EVEYEIES VIO Nepawépw nAnpogopieg nepthapBavovial otn

www.galenica.gr ouvontkn Mepypagpn Xapaknploukdv Mpoidviog

OAA Ta pdppaka
ZupnAnpwvovrag Ty «KITPINH KAPTA»



«# MAPTE TON EAETXO ME

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

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

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

Neg@pokutTapiké Kapkivwpa

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

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

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

HmrarokutTapiké Kapkivwpa

2" Mpappry’

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

A10QOopOTTOINHEVO KAPKiVWwHa BUpeOEIBOUG

2" Mpappny’

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

To CABOMETYX® £xe1 éva Siayeipicipo TTpo@iA aveKTIKOTNTAG KAl ao@AAEIAg, TO OTI0I0 EXEI
ammoSelxBei oe OAEG TIG KAIVIKEG NEAETEG TTPOCPEPOVTAG OTOUG aoBeveig TroioTnTa {wiig’

IPSEN MON. ENE i

ATIOY AHMHTPIOY 63 , 174 56 AAIMOZ, AOHNA p

THA.: 210 9843324, 210 9858930, FAX: 210 9887911 I . fSEN
E-mail: ipsenepe@ipsen.com Innovation for patient care
http:/fwww.ipsen.gr

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

1. Mepiknwn XapakrmpioTikwy Mpoidviog-AlariBetal ato Tnv eTaipeia mwﬁvw:wm-mw«mm

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

4. DTC: Differentiated Thyroid Cancer, RAI: Radioactive lodine
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ZYNTAIOMPA®IKEZ MAHPO®OPIEZ TOY NMPOIONTOZ

1. ONOMAEZIA TOY ®APMAKEYTIKOY MPOIONTOZ CABOMETYX 20 mg emkahuppéva pe AeTimd upévio Siokia CABOMETYX 40 mg emkaluppéva pe
A6 upévio Biokia CABOMETYX 60 mg emkaAuppéva pe AeTrto upévio Siokia. 2. MOIOTIKH KAI MOZOTIKH EYN®EEH CABOMETY X 20 mg emkaAuppéva
pe AeTrTo vpévio diokia. Kabe emkaAuppévo pe AeTrto upvio Siokio TrepiExel kaBolavnivifn (S)-pnAikr) iooduvapn pe 20 mg kaBolavnvipng. Exdoya ye yvwarr
Opaon KaBe emnkaAuppévo pe AeTiTo upévio diokio TrepiExel 15,54 mg Aaktodng. CABOMETYX 40 mg emkaAupyéva pe AeTio vpévio Siokia KaBe emkaluppévo
pe Aetrd upévio Siokio TepiExel kaodavivin (S)-pnhiki ioodivapn pe 40 mg kaBolaviivipng. Exdoxa pe yvwarr) dpdan Kabe emmkaAuppévo pe AeTTo upévio
diokio epi€xel 31,07 mg Aaktong. CABOMETYX 60 mg emkaAuppéva pe AeTITo upévio Siokia Kdabe rrrma)\uppevo HE AETTTO upmo Siokio repIExE kaBolavmiviBn
(S)}unkikn icoduvapn pe 60 mg kaBolavniviBng. EkSoyxa pe yvwatr] §paorn KAaBe emkahuppévo HE AETTTO upévio Siokio WEpIE)(Cl 46,61 mg haktédne. MNa Tov
hipn katdhoyo Twv exdoxwy, BA. Trapdypago 6.1. 3. ®APMAKOTEXNIKH MOP®H Emkaluppévo pe Aemté upévio diokio. CABOMETYX 20 mg
emkahuppéva pe AeTTd upévio diokia Ta diokia eival kitpiva oTpoyyuAd xwpig eyxdpatn kal pépouv Ty EvOeign «XL» otn pia Aeupd kal TV EvOeign «20» oty
GAAn nAaupd Tou diokiou. CABOMETYX 40 mg emkaAuppéva pe AeTTd upévio diokia Ta diokia eival Kitpiva TpIywviKa Xwpig ayxdpufq Kail pEpouv v r‘;vﬁsl{q
«XL» ot pia heupd kai Ty evbeign «40» atnv dhkn Aeupd Tou Siokiou. CABOMETYX 60 mg emmkaAuppiéva pe AeTréd upévio Siokia Ta Siokia eivar kitpiva
opah xwpig eyxapagn kai gEpouv Ty EvBeign «XL» o pia TTAeupd kai v évdeidn «60» oty ahn Theupd Tou Biokiou. 4. KAINIKEZ MAHPO®OPIEL 4.1
@qu’lTeunKzg evBeieig Nmmmg_ﬂmxm_[ﬂm To CABOMETYX evbeikvutal we HovoBepaTieia yia 10 TIPOXWPNUEVO VEQPOKUTTAPIKS
mpmvau wg Bepa'rrclu TIpWING-Ypappig o€ evrjAikeg aaBeveig, pe evdidpeon i Twyr Tpoyvwon (BAETe Trapdypago 5.1), - o€ evnl\lkaq HETd amd
TIponyoujiEvn aToxebouoa Bepareia ayyeiakol evioBnhiakod augnmikol TrapdyovTa vascular endothelial growth factor (VEGF) (BAéme Trapdypago 5.1). To
CABOMETYX, ot ouvﬁuacpo HE viBoAoupauTrn, evdeikvutal yia Tnv Bepatreia TTpWTNG-ypappng ot evNAIKEG aoBeveig Pe TTpoXwpnUEvo vc:ppoxurrcrpmo
xupklvau (BA. Tapdypago 5.1). W‘ﬂf&l To CABOMETYX evbeikvutal wg povoBeparreia yia 1 Separeia Tou nnmoxurrczplxou
kapkivipatog (HCC) oe evrihikeg Trou Exouv AdPer TTponyoupévg Bepateia P copageviumm. To
CABOMETYX evdeikvutal wg povoBepareia yia 1 Bepareia evnlikwv aoBeviuv pe TOTTIKG TIpOXWPNUEVO 1) HETAOTATIKG, BIa@opoTioiNuéve Kapkivwpa
Bupeoeidoug (DTC), avBexTikd r P katdAAnAo yia Beparreia pe padievepyo iwdio (RAI), Trou £xouv Trapouaidael eEENEN TG vOoou KaTd T SIGpKEeia fi HETA aTTd
TponyoUpevn ouoTnuarikr Bepareia. 4.2 Aoooloyia kai Tporog Xoprynong H Bepameia ye CABOMETYX 6a mpéTrel va TTpaypaTtoTroleital amd 1atpd
EUTTEIPO OTN) XOPYNGN QVTIKAPKIVIKWY PAPHAKEUTIKWY TTpoidvTwy. Aogohoyia Ta Siokia CABOMETY X kal of kayouleg kaBodaviiviBng dev eivan Bioicodivapa
kal 8ev TIpETTEl va Xpnoigomolodvial To éva avi Tou dAAou (BA. apdypago 5.2). To CABOMETYX w¢ povoBepareia MNa 1o RCC, 1o HCC kai To DTC n
ouvioTwpevn d6arn Tou CABOMETYX eival 60 mg pia gopa nuepnoiwg. H Bepareia Ba pémel va ouvexioTel uéxp o aoBevrig va pnv erwgeAeital TTAEOV KAIVIKG
arro 1 BepaTreia 1 HEXP! va EPQaVIOTE] PN atrodexTh TogikatnTa. To CABOMETYX ot ouvBuaouo e VIBOAOUUGLITT) OTRV TTRWIN-ypaupn mpoxwpniévou RCC
H guviotwpevn doan Tou CABOMETYX eival 40 mg pia gopd Tv npépa & auvduadpo pe viBoAoupduTm Trou Yopnyeital evio@AeBiwg eite wg 240 mg kdbe 2
£PBopadeg eite wg 480 mg kaBe 4 efdopddec. H Bepameia Ba TipéTel va guvexioTel péxpl Tnv e6ENEN TNG vooou ) T pn ammodekTr TogikéTnTa. H vifoAoupdutm
Ba TpETTel va ouveIoTEl pExpl TV EEMEN TG vooou, Tn un amedekr TogikdTnTa i EWg Kal 24 priveg o aoBeveic xwpig EEENEN Tng vooou (BA. MepiAnyn Twy
XapaxmpioTikwy Tou Mpoiévrog (MXM) yia ) docohoyia g vifohoupautng). Tporrormoinon m¢ Beparmeiag MNa 1 diayeipion Twy UTTOTITWY AvETBUUNTWY
EVEPYEILV TOU Qappidikou UTropei va amaimeital rpoowpivi) SiakoTrr Bepareiag fi/kan peiwan Tng ddong (BA. Mivaka 1). Orav n peiwon g déong eival amapaitnn
o1 povoBeparteia, ouvioTdral va pewel ota 40 mg nuepnoiwg kal katomv ota 20 mg nuepnoiwg. Otav To CABOMETYX xopnyeital o€ ouvduaopd pe
viBoAoupapTin, ouvioTdral n yeiwon Tng doong ota 20 mg CABOMETY X pia @opa v nuépa kal ot ouvéxeia ota 20 mg kabe evtepn nuépa (avarpégre oty
MXMN Tng viBoAoupapTIng yia Tn OUVICTWHEVN TpoToTIoinan g Bepatreiag yia T viohoupdpTmn). MNa T Siayeipion g TogikéTnTag Babpoul 3 1 peyaAiTepou
olpQwva JE Ta KOVa kpiTrpia opoAoyiag yia avem@iunTeg evepyeieg (CTCAE) i) pn avekrig Tofikomrag BaBpol 2, ouviotdral n diakorm Tng doong. ZuvioTdral
n peiwon e d6ong yia aupBdavia, Ta omoia, EQv eppévouy, UTTopouv va kataaToly coBapd i pn avektd. Edv évag aoBevig rapaleiye pia déon, n doon mou
Trapaheipdnke Bev Ba TipéTer va AngBei edv atropévouv Aiyotepeg amd 12 wpeg péxpl TNy emropevn &oon. Mivakag 1: ZuVIOTWHEVES TPOTTOTTOINOEIG BOoNG
Tou CABOMETYX yia avemBounTeg evépyeieg Avem@iuntn Evépyeia kai OUtnTa: AvemBipnTteg avnidpdoeig BaBpos 1 kan BaBpou 2 Tou eival avekTég
kai elkoha avTipeTwrriopeg Tpotrotroinon Bepameiag: Aev amarreitar auviiBwe TTpocappioyr] 56ang. MpoaBéaTe TTapoyr] UTTOSTNPIKTIKIE GPOVTIBAg oUPPVA
e ¢ evoeifeic. AvemBopunTn Evépyeia kai O§0TnTa: AvemBipnteg avndpdaoeig BaBpol 2 Trou eivan un avekTég kai Gev givar Suvatéd va avTIHETWITIOTOUV pE
peiwan dOoNg i uTToaTNEIKTIKN PpovTida. Tpomromoinon Bepameiag: AiakowTe ) Bepareia £wg 6Tou n avemBupnm aviidpaon amokaractabei oe Babuo
<1.MNpoaBiaTe uTTOOTNPIKTIKY QpovTida aluguwva pe ng evdeiteig. EEeTdaTe To evdexdpevo emavévapine oe pewpévn doon. Avem@upuntn Evépysia kai
OfuTnra: AvemBiunTeg avnbpdoeig (ekTog amd khivikd pn epyacnpiakég avwpahic) Tpomotroinon Bepameiag: Aiakowrte T Bepareia éwg 610U n
avemBounTn avtidpacrn amokaraotabei oe Babpd <1. MpooBiaTe uTooTNPIKTIKA PpovTiIda oupgwva e TG EVOEICE. ETTavexkivijoTe 0 peiwpévn doaon.
AvemBupnTn Evépyeia kai OZUmTa: AvernBounTes aviidpdoelg (ekTog armmd kMvikd pn epyacTnpiakés avwpalieg) Tpotrotroinon Bepateiag: AiakoyTe Tn
Beparreia. XopnyroTe KardAAnAn iarpikri gpovTida. Edv n avemBipnTn avridpaon amokatactabel péxpl To Babud s1, emavekkivijoTe ot pewpévn Boar). Edv n
avemBupnT aviidpaon dev emAuBei, SiakowTe povipa T Beparreia. AvemBupnTn Evépyela kan OEUTnTa: Autrioeg nmankwy evlipwy yia acBeveic pe RCC
Trou éhaBav CABOMETYX ot ouvBuaopé pe viBohoupdpmn. Avem@opntn Evépyela kan Of0tnTa: ALT 1] AST > 3 gopég ULN alhd = 10 gopég ULN ywpic
Tautdxpovn oMikr) XoAepuBpivn 2 2 popég ULN Tpotrotroinon Bepameiag: Aiakowte To CABOMETYX kai T viBohoupdpTn £wg 6Tou QuTEG Of aveTTiBupnTeg
EVEPYEIEG UTIOXWpPRoouv ot BaBuo <1 H Beparreia pe KopTIKOOTEPOEIBH) PTTOPE Va EEETAOTE EGV UTIAPXEI UTTOWIT avTidpOang OXETICOPEVNC PE TO aVoooTIomTIKG
oloTnpa (avatpéfre atnv MXMN g viohoupdptng) Mropei va emravegeTaoTel emavexkivion pe éva povo gdppaxo 1 Siadoyikr emavekkivion kal pe Ta dto
@dpuaKa peTd TNV avdppwan. Edv EekivijoeTe ek vEou pe Tr) viBohoupdpTm, avarpé€re oty MXM g viBoAoupdutng. AvermounTn Evépyeia kai OfuTnTa:
ALT AAST > 10 @opég ULN r} > 3 popég ULN pe tautdypovn o]\mr'] XohepuBpivn 2 2 qmpég ULN TpGTI'O‘ITOI'r]O’I] Bepameiag: AiakowTe opioTikg 1o CABOMETYX
kai T viBohoupdpmr. H Bepareia pe kopTikooTepoeidr) pTropel va efeTacTe edv UTIApYE! u‘rrotplu avTiGpaong oXeTI{OHEVNC HE TO AVOCOTIOINTIKG TUCTNHA
(avarpéére atnv MNXMN g viBoAoupdptng). Znpeiwon: O Babpoi TofikétnTag cupguwvolv pe Ta Kovd Kprpia Opo}\ovlug Tou EBvikou AWIKupKIVIKOU
IveTirodtou yia AvemBopnteg Evépyeies ékdoan 4.0 (NCI-CTCAE v4). ZUyx0pnyoupEva QUpUaKeUTIKG TOOIBVTA Ta GUYXOPNYOUHEVG QUPHAKEUTIKG TTPOTOVTa
Trou eival IoXupol avacToAeic Tou CYP3A4 Ba TpETTel val Xpno1poTIolodvTal ie TIPOOOXT] Kai 1) Xp6vid XPIaT) CUYXOPNYOUHEVLWY GAPHAKEUTIKAV TIPOIOVTWY TTou
armoTeAoOv |cxupou§ emaywyeig Tou CYP3A4 Ba mrpémel va u'nnq:euyrrm (BA. mxpcypuqmug 4.4 ka1 4.5). @a pETEl va HEAETNBE n eTIAOYT EVOG EVaAAGKTIKOU
auyxopr;voupevou <pcpuctksu1mou TpoidvIog PE KaBOAoU 1) eEAdyoTo Buvapikd va emrayel fj va avaoTtéAAel To CYP3A4. Eﬁmu:[ﬁnﬂu:zu;u Aev
ouviaTdTal ik} TTpooappoyn TNg Séong yia Tn Xprion g kaolavTivipng oe nAtKlwpévouq acBeveig (2 65 £1n). DU Aev amrameitar ﬂpocruppovn mg 660r|g
pe Bdon v eBvikatnTa (BA. Napdypago 5.2) Negpikr) dugAsimoupyia H kaBolavTiviBn TIpETTel va xopnyeital B TIpogoyr| ot agBeveic JE fma f pETpIa VEPPIKD
duoAemoupyia. H kaBolavrivipn dev ouviotdral yia xprion o aoBeveic pe ooPapr) veppiki) SuoAemoupyia, kabwg n acgdheia kai n arnoreAecpanikoTnia dev
£youv TEKuNPIWBEl Oe autév Tov TTAnBuops. Hmamkr dugAemoupyia Ze aobeveig e ma nmankl duokemoupyia Sev amameital TTpogappoyr| Tng dGong.
Agdopévou OT povo mepiopiopéva Sedopéva eival SiaBEgipa yia aoBeveig pe pérpia nrrarikr Sucheroupyia (Child Pugh B), dev pmmopoiv va SoBolv guaTtdaoeig
dogoAoyiag. ZuvioTatal oTevi] TrapakoholBnan Tng ouvoAikig acpaAeiag ot autolg Toug agBeveig (BA. Mapdypago 4.4 kai 5.2). Aev UTIAPXE! KAIVIKI] EUTTEIDIT
ot agBeveig e goBapr] NTTaTIKY ﬁucl.\srroupw‘a (Child Pugh C), omrére &ev ouviatdrai n xprian mg KcBo(,{:leBr]g ot autolg Toug aoBeveig (BA. ﬂupdypeq)o
5.2). Kapdiakr) dugAgmoupyia Ta otoixeia yia aoBeveic pe kapdiakri SuoAemoupyia gival Trepiopiopéva. Aev priopolv va Trpcwumonorqaouv EIBIKEG TUOTAOEIG
éoool\oylug MaidiarpiK6¢ mANBUTLIOS H umpuAem Kain u‘rm'rs.\sopu'rmom‘m ™me m[so(c\rrlvi[iqg oe TTadid nAikiag <18 eTav Bev EXEI m(opa TEKpr]pILIJBEI Taeri
Tou TrapovTog Siabéoipa ﬁcﬁopsva wsplvpacpowal otnv Trapdypago 5.2, ahhd Sev pTropei va yivel oUoTaon ayXeTika pe T dogohoyia. To
CABOMETYX ﬂpOOpICETCII yia Xprion aTio 1o oTopa. Ta Siokia 8a TpETE va KaramivovTal ohokAnpa kat va pnv Bpupparidovial. Oa Tipéer va SoBouv odnyieg
oToug aoBEVEC va PNy TPWVE TITTOTA yia TouAdyioTov 2 WEEG TPV £wg 1 wpa petd T Ayn Tou CABOMETYX. 4.3 Avtevdeiteig Y mepeuaioBnoia ot SpacTiki
ouoia rj o€ KdTolo aTo Ta éxdoya Trou avagépovial oty Tapdypago 6.1. 4.4 Eibikég mpoabotronioeig kai TpoguAdEeig kard Tn Xprion Kabug o
TIEPIIOOTEPES AVETTIBUUNTEG EVEPYEIEG TIPOKUTITOUV Vwpig oTnv Tropeia Tng Bepatieiag, o iarpog TipéTel va agloAoyei oxoAaoTika Tov aoBevr) OTIG TIPWTEG OKTW
epdopadeg ¢ Bepameiag yia va Tpoodlopioel edv amamoivTal Tpononolﬁaalg G B6aNE. AVEmBUNNTEG EVEPYEIES TTOU YEVIKWIG EXOUV TTPLWIHN exﬁr‘]}\murg
ncpw\ap[?:uvouv uTraoBeoniaipia, uttokahiaipia, BpopBoTrevia, utréptaan, olvdpopo epubpoduoaicBnaiag Tru.’\apwv TreApdrwv (PPES), pwreivoupia ko
yuo‘rpzwepim (I'E) ouchtV'rct (Kod\lm(o chvog q)AEvpovn EAewovovou 5UUKDI)\IDTI’]TC1 5|uppo|u :prrog} H avmyer@mon mBaviv avemBounTwy EVEPYEILY
i A, [ 4.2): Ze VEQPOKUTTAPIKG KAPKiVWHA PETA aTmo
rrporwoupsvn OTOXEUHEVN eepmreicx HE QyYEIOKO avﬁoeq.’uaxo uuf,mlxo napavowa (VEGF), pslwcren; Kt éluxonag me doong Adyw piag uvcmeupmng
evipyeiag (AE) ouviBnoav oto 59,8% kan 70%, avrigtoixa, Twyv aoBeviov Trou EAaBav kaPolavTiviBn atn Baoikr kAvikr dokipr) (METEOR). Auo peiwoeig mg
Sooohoyiag ¥peidobnkav oo 19,3% Twv acBeviov. O didpeoog Xpovog Ewg TNV TIpWwTn peiwaon Tng doooloyiag frav 55 nuépeg, ka £we Tnv TrpwTn SlakoT
Booohoyiag frav 38 nuEPEG. Ze VEQPOKUTIAPIKG Kapkivwpa Xwpig TrponyoUpevn Beparreia, peioeig doong kal diakotrég Tng 6éong Tapatnpribnkav ato 46%
ka1 73%, avriotoixa, Twv acBeviov rou EAaBav kaBolavmiviBn otny khivik Sokipr (CABOSUN). Orav n kaodaviviBn xopnyelal ae ouvauaapo e vifoAouudurn
OE TTPWTNG-YPauUNG TTROXWPNUEVO VEQPOKUTTAPIKO Kapkivwya, peiwarn g doong i diakorr g 86ong me kaBolavnviBng Adyw AE ouviBn oe 54,1% kat
73,4% twv aoBeviov otnv kAwikr) Sokipn (CA2099ER).AmanmBnkav dlo peroeig g doong oto 9,4% twv aoBeviav. O pEcog Xpovog Ewg TNV TIPLITN PEiwon
e Boang frav 106 nuépeg kar wg Tnv TTpwndiakoTr Tng d6ang frav 68 nuépeg. Z10 NITATOKUTTAPIKO KAPKiVWHA PETA armd TTponyoUpevn auoTniikr Bepareia,
ol peErbaEIS Tng Bodong kal o1 diakotrég doong ouvepnoav oto 62% kai 84%, avrioToika, Twv aoBeviv Tou éhaBav kaBodavTiviBn aTtnv kAvikr) Sokipr
(CELESTIAL). Ao peiwoeig dooewy amrarménkav oto 33% twy acBeviy. O Bidpeaog xpévog PExp! T Weiwon Tng TTpwng doang frav 38 nuépeg Kai PEXP!




v BlakoTTr TG TpwTn d6ong fTav 28 nuEpeg. ZuvioTdTal oTEVOTEPN TrapakoAolBnarn ot acBeveic pe fmar péTpia nramkr SucAemoupyia. ZTo diagopoTroinpévo
Kapkivwpa 1ou BupeosiBoug, ol pEIoEelg TG doang kai ol BlakoTTég Tng Boong ouviBnoav ato 56% kai 72%, avrioToixa, Twv acBeviov Trou EAaBav kaBolavrivipn
atnv kAivikr} Sokipr (COSMIC-311). Ato peroeig Sdoewv amamninkav oto 22% Twy acBevioy, O BiduEcog Xpovog PHEXPI TN PEiwon TG TTpWTNG Boong fTav
57 nuépeg kar PExp Try SiakoTTr) g TTpwTng doong rfrav 30 nuépeg. Hmarotofikéinta Mn @ualoAoyikeg TIHEG OTIG EEETATEIG TNG NTTATIKNG Aeroupyiag (augnon
NG apivoTpavapepdong Tng ahavivng [ALT], g aomraptikic apivetpavopepdons [AST] kai Tng xoAepuBpivng) TapatnpriBnkav ouyvd ot aoBeveic ou EhaBav
Beparreia pe kaBolavnvifn. Zuviatdrar n diegaywyr] e€eTdcewv niramkng Aermoupyiag (ALT, AST kai xohepuBpivng) Tpiv amo v évapén g Bepareiag pe
kapodavmiviBn kol n TpooekTKr TTapakoAolBnon kard T didpkeia Tng Bepareiag. Na aoBeveig pe emdeivwon Twy efeTdoswy TG nIamkrg Aemoupyiag Trou
Bewpouvral oxenfopeveg pe Tn Beparreia pe kaBolaviviPn (8nA. 61Tou dev eival epgaviic kapia evalakikn arria), Ba pérer va akohouBoivial of dUPBoUAES
Tpotromoinong g doang atov Mivaka 1 (BA. Tapdypago 4.2). Otav n kapolavriviBn xopnyeital og auvduaoud pe viBohoupduTm, éxouv avagpepbel ouxvotepa
BaBpol 3 kai 4 avénoeig ALT kai AST oe oxéon pe T povoBeparteia pe kaBolavivifn oe aoBeveig pe mpoxwpnpévo RCC (BA. MNapaypago 4.8). Ta nrranka
éviupa TpéTrel va TrapakoAouBolvTar Trpiv ammd v Evapdn kal TTepIodika katd Tn didpkeia Tng Bepareiag. Mpémer va akohouBolvtar o 08nyieg 1ATPIKIG
Biayeipiong kai yia Ta dUo gdappaxa (BA. Mapdypago 4.2 kai avarpégre omy MXM yia ) viBoAoupdpmm). H kaBodavniviBn amoBdAieral kupiwg péow mg
nTaTikig 0doU. ZuvioTdTan oTEVOTEPT TTapakohoUBnon Tng ouvoAikng ao@aheiag ot acBevelg Pe rimma i HETpia nramikr dugAemoupyia (BAETTE eTriong Tapdypapo
4.2 kat 5.2). Mia uypnAotepn oxenikr avadoyia aoBevivy pe pérpia nrarikr SuoAemoupyia (Child-Pugh B) epgavioe nmamikr eykepalomdbeia pe 1 Bepareia pe
kapolavnvipn. H kapofavrivipn dev cuviotdral yia xprion oe aoBeveig pe ooPapr} nmankr dugAemoupyia (Child-Pugh C BA. Mapdypago 4.2). Hmatkn
gszg:g)\umiﬂzm Zm geAaérn HCC (CELESTIAL}. n r]m:mKr'] vaf.:pu)\(rrrdﬂr:itl avapipbnke ouxveTepa oy opdda kaBolavmiviBng amod autr) Tou EIKOVIKOU
pappdrou. H KuBot’,u\man Exel OUOKETIOTEl pE 5Iﬂpp0IG £peTo, psiwpevn opcﬁn kal Siarapayég nAekTpohutiav. Ze aoBeveic pe HCC pe emmpeaapévn m'rrmKr]
Aermoupyia, auTtég ol pn nrrcnmet; zmépom:lg WTIOpEI va gival TTapayovreg crri:msucrnq yia TV zts)\iin MG NIankrig eykepaiomadeiag, O1 aoBeveig T!pE'!TEI va
nﬂpcxKo.\ouSouwcz: yia onueia Kol QUPTTTLHATA NTIATIKIG EYKEQAAOTIABEIOC. ZoPBapég ME 5IGTpr|U£K; Kal gupiyyid, HEPIKES QOPES HE
Hoipaia ékBaorn, £xouv TaparnenBei pe My kaolaviiviBn. O acBevei Tou Exouv @Aeypovidn véoo Tou eviEpou (T1.x. vooo Tou Crohn, eAkwdn koAimda,
Teprovimda, exkoATrwparinida ) okwAnkoedimda), Exouv dinénarn tou dykou ot ME 066 1) Tapouaiddouv TITTAOKEG aTTd TIPONYOUHEVN XEIPoUpYIKN ETTEUBacn
TOU YaoTREVIEPIKOU ouaTrparog (iBiaitepa drav oxetiferal pe kaBuoTepnpévn 1 areAr] emovAwaon) Ba TpéTel va aglohoynBoly TTPOTEKTIKA TTIPIV apyicouv TN
Bepameia Ji mBo{;uvnviBn Kal, oTn quélea. Ba Tpétel va TrapakoAouBolvTal OTEVA yia CUPTITWHATA SiaTpiioewy Kal ouplwiuv, OUPTTEPIACH BAVOHEVIIV TWV
urroc'rnputwv kal TN anyn. Emipovn i emavepgavidopevn didppoia otn Sidpkeia g Beparieiag prropel va eivai Trupcrvovrug kivdUvou yia Tnv avdamTugn
TipuKTIKOU oupiyyiou. H kaBofaviviBn Tpémer va SiakéTTTeTal o crcsaeva!g Tou eppavifouv BidTpnon Tou yaoTpevTEpIKOU ouoTHpaTOg 1) cuplyyio Tiou dev
HTTOPET Va aVTIHETWITIOTE! ETTAPKGIS. H Sidppoia, n vautia/épetog, n perwpévn Opetn kai n otopatimda/oTopanike dhyog frav
HEPIKEG aTTd Ta MO ouxvd avagepBévia oupPdvia Tou yaoTpeviepikou (BA. Trapdypago 4.8). Apeon larpikr diayxeipion, gupmepihapBavopévng me
UTIOOTNPIKTIKAG PPOVTIONG HE QVTIEUETIKG, avridlappoikd fi avriogiva, TTpEmel va epappooBei yia Tnv pdAnyn e aguddnwong, Twv dlatapayiv Twv
NAEKTPOAUTWV Kai TNG aTrwhelag Bapoug, H Siakotm 1 peiwon g doong, f n pdviun diakotim Tng opriynang kapolavrivipng Ba Tpémel va AapBdvetal utroyn
O TIEPITITWOT EMiHOVWY ) EMavaAapBavopEVWY ONPaVTIKWY YaoTPEVTIEPIKWY avemBupnTwy evepyeiwv (BA. Mivaka 1). @popBosyBohika ouyBdvia Me v
kapodavnviBn, éxouv TraparnpnBei oupBavia @AePikric OpopPoepfolrg, cupTepIAapBavopévwy TUPBAVTWY TIVEUPOVIKAG EUPOARG Kal apTnpiokhg
BpopBoepPoliic pepikég gopég Bavamngopa. H kaBolaviivifn TTpETTEl va XpnolpoTroieital pe TTpogoyxr| o acBeveig Trou TrapouoiGdouv kivbuvo 1) TTou Exouv
10TOPIKG QUTLOV Twv EVEPYEILY. ZTn peAémn HCC (CELESTIAL), mopampnBnke uAdia @AeBiki Bpoppwon pe kaBolavrivipn, oupmepihapBavopévou evog
Bavarngdpou oupBdviog. AoBevei¢ pe ioTopikd TIuAaiag @AeBikig BiNBnong @dvnke va diatpéxouv peyalliTepo kivbuvo avdTTuéng Tuhaiag QAEBIKAG
Bpoppwone.H kaBolavriviBn Ba TrpéTTel va diakoTel o acBeveig TTou avaTTiogouy ofl Epgpaypa Tou puokapdiou ri oTrolaBATTOTE AAAN KAIVIKG anpavTikn
BpopBoeppolikr| emimAokr). Aloppayia Me v kapolaviiviBn éxel TraparnpnBei coPapr| aipoppayia pepikés gopéc Bavarngpopa. O aoBeveic Tou Exouv
1aTopIke oopaprig aipoppayiag Tipiv ammo Ty Evaptn Tng BepaTreiag Ba TipéTel va afloAoyolvTal TIpOTEKTIKG TTRIV ammo Tnv Evaptn Tne Bepareiag pe kapolavivipn.
H kaBodavmvipn dev TipéTiel va xopnynBei oe aoBeveic Tou éxouv i diatpéxouv kivduvo yia coapr] aipoppayia. Zin peAémn HCC (CELESTIAL), avagépBnkav
Bavarngopa aipoppayikd oupPdavia oe uynAdtepn guyvornta pe kaBolavriviBn aro 1o eikovikd edppako. O mapdyovteg kivBivou TipedidBeong yia coBapn
aipoppayia oTov TANBuapo Pe Trpoxwpnpévo HCC ptopei va repi\apBdvouv Ty diiBnon atmo Tov OyKo Twv KOpIwy diopopuwy ayyeiwy kai Ty TTapoucia
UTTOKEIJEVNG KippWaong Tou (TTATOC TIou EXEI WG aTroTEAETa T Snpioupyia oloopayikwy Kipowv, Tuhaiag uttépraong kal Bpopfotreviag. H peAém CELESTIAL
arrékAeioe aoBevEig PE TaUTOXpOVN avTITINKTIKY aywyr) ] aviiaigoTeradakoUg TrapayovTeg. AoBeveig Trou dev AdpBavav Bepartreia i He eAAiTTy Beparieia, yia
Kipooug pe aipoppayia 1 pe uypnAd kivBuvo aipoppayiag s€aipéBnkav ermiong amd T peAétn aut. H peAémn g xaBolavtivipng oe ouvduaopd pe n
viBohoupdpTn oe poxwpnuévo RCC mpwing ypappns (CA2099ER) amékAeioe acBeveig pe aviimmkTika oe Bepameutikég dooeig. Aveuplopara kal apinpiakoi
Siaywpiopoi H xprion avactoAéwy Tng VEGF odol ot aobeveig pe i} Xwpig uTiEpTaOn PTTOpEl va TIPOGYEl TOV OXNHATIOHG avEUPUOUATWY 1) / KOl apTnplakiv
Siaywplopwy. O KivBuvog auTds TIPETTEl va AapBAVETal TTPOCEKTIKG UTIOWN TTPIV attd T évapén Tng Beparreiag pe kaBolaviiviBn ot aoBeveig Trou TrapouaiGdouy
TrapdyovTeg KivBivou 6TTwE UTTEPTAOH f I0TopIKG aveuploparog. @pouBomevia Z1n peAétn HCC (CELESTIAL) kai otn peAérn DTC (COSMIC-311), avagépBnke
BpopBorevia kai pewpéva alpoTieTdAia. Ta emmimeda aipoTreTahivy TTpETer va TrapakoAouBolUvral katd 1 Sidpkeia Tng Beparreiag pe kaBolavriviBn kai n déon
va TpoTtoTroieiTal avdAoya pe Tn gopapdtnta g Bpopporeviag (BA. Mivaxa 1). EmmAckég Tpaupdtwy Me v kafodavtivifn éxouv TrapatnpnBei eTITTAOKEG
Tpaupdrwy, H Bepameia pe kafolaviiviBn Ba wpémel va Siakomel TouAdyioTov 28 nuépeg TIPIV AT TNV TIPOYPAUHATIOUEVN XEIPOUPYIKY eTTEpBaon,
gupTrEpIAapBavopévng TNG odovTaTpiKAG XeIpoupyikng emépBaong i Twy emepPfanikiwv odovTiaTpikwy TapepBacewy, £dv eival duvatd. H amégaon va
guvexloTel n Bepatreia pe kaBolavTiviBn peta Tn Xeipoupyikn) emépBacn) Ba TpéTel va BacioTei oTnyv KAIVIKN Kpior yia Trv TTapkr) eToUAwaon Tou Tpadpartog. H
kafolavmvipn Ba TpéTTer va diakoTrel ot aoBeveig pe eTTTAOKES £TToUAwaNG Tpalpatog Trou amraimolv atpikn TTapépfaor. Yoépragn Me v kaBolaviiviBn £xel
naparnpnBei uniépraon, oupTrepiAapBavopEvng Te uTTEpTacIkig kpiong. H apmpiakn Tiieon péme va eAéyxeral kahd wpiv ammo Tnv Evapén Tng kafolaviving.
Kard 1 didpkeia mg Bepameiag pe kafodavivipn 6Aol o1 aoBeveic Ba TipéTTel va TTapakoAouBolvTal yia UTIERTACT Kal VA GVTIHETWITI{oVTaI, OTTWG CTTQITENaI, JE
TUTTKr avnuTiepTaoikr Bepareia, Zmnv mepimmwon éupovng UTTEPTaoTG TTapdn yiveral xprion avriumeptacikwy, n kaBodavivipn Ba ipémer va SiakoTrel, Ewg
61ou eAeyyBEi n aptnpiakr Trieon- karémv n kaBodavTiviBn pTTopei va guvexioTel oe peiwpévn door. H kaBodavmiviBn Ba mpémer va Siakotiel £dv n utépraon
eival coBapry kai emmipovn Trapd My aviiutTepTaoikr] Bepartreia kar T peiwarn doang Mg kaBolavrivifng. Ze TEPITITLWION UTIEPTATIKNG Kpiong, n kaBolavrviBn
Tpémel va Biakotel. Oateovékpwan Exouv TapatmpenBel TepioTanikd ogTeovékpwang TG yvaBou (ONF) pe v kapolaviiviBn. Ga mpémer va diefayBei
aTopanikn e&€taon Tpv amd TNy évapén g kaBolaviviPng kar Tepiodika kard Tn Sikdpkela Tng Bepameiag pe kaBolavivipn. O aoBeveig Ba Tpémel va
evnUepwBolv 600V agopd TIG TTPAKTIKES mopu'nxﬁg uvl:lvr]g. H Bepameia pe kaBolavniviBn Ba TpéTTel va avacTaAel TouAdyioTov 28 nuépeg TIpIv aTod TV
npoquupcmopzvq oBovTiatpIkr XEipoupyikr emEuBacn f TIC ETepBaTkEg 0doVTIATPIKES TTAPEPPAOEIS, £GV eival Buvatd. ATTaiTeiTan TTpoooXn OF qcesvelg TIou
AapPdvouv dppaka Trou oxetifoval e Ty ONT, émmuwe Sipuopovikd. H kapodaviivipn Ba mpéme va diakoTretal ot aoBeveic Tou epgavifouv ONI
gguegoﬁutmluﬂgmug nuﬁugmv—ng!\ucmuv Me Tnv kaBolavniviBn £xer TapampnBei ouvBpopo Epuapoﬁumjlnﬂnmug TraAapwyv-reApdTwy (PPES), Orav 1o
PPES eival cofapd, Ba mpétmer va AngOei UTTOL]JI'| n ﬁlaxonn g Bepameiag pe kaolavmivipn. Mpémer va yiver §avd cvapin me KaBot’,uvanr]g pE XapnAoTepn
860n orav 1o PPES emAuBei oe Badpo 1. Mpwreivoupia Me tTnv Kuﬂo{u\mwﬂn EXEI nupmnpnﬁcirrpwr:wouplu H pwreivn oupwv Bampéma va TrIapakohouBeital
TAKTIKG chrc TI"[ espcmsla e kaBolavmivipn. H kaBolavmiviBn Ba Tipérel va SiakoTrei o€ agBeveic TTou avarTiooouy VEQPWOIKG cUvEpopo. oo
AomdaBeiag ‘Exel rapartnpnBei ouvdpopo orrlchlug c:vuo'rpcwlprlg vascpqumeslug (PRES) pe mv kapolavTivipn. Autd 1o ouvﬁpouo Ba
TIPETTEl vl sgsm(eml Ot KGBe aoBevr) TTou ep@aviCel TTOAATTAG CUPTTTWHATA, OTTWG OTIACHOUC, TIOVOKEPAADUG, OTITIKEG DiaTtapaxEg, olyxuan ) aAAOIWHEVT
vonmikn Aemoupyia. H Bepareia pe kaBofavrivipn Ba e va Siakaeral ot acBeveig pe PRES. Emunkuvon tou diaotparog QT H kaBolaviviin Ba Tipémer
Va XpnoIHOTTOIEITaI JE TIPOCOXT OF adBevEiG PE I0TOpIKG TrapdTtacng Tou Siaotiparog QT, oe aoBeveic Trou AapBdvouv avTiappuBIKa, i o€ aoBeveig Pe OXETIKN
TpoUTapxouca kapdiakr vooo, Bpadukapdia, f Siarapayxég nAekrpoAutiov. Otav yxpnoipgotroieital n kaBodavrivipn, Ba mipémel va e€etaletar n eplodikn
TapakohouBnon kard T didpkeia g Bepameiag Tou HKI kai Twv nAekTpoAutiav (aoBéaTio, kdhio kal payviiaio opou). AugAemoupyia Tou BupeoeiBoug
Zuviotdtal Booikn epyacTnpiakr pETpnon NG Asitoupyiag Tou Bupeoeidolc oe Oloug Toug aoBeveic. AoBeveic pe Trpolmdpyov uTToBupecEdIoPO N
umepBupeoediopd Ba TIPETTE! va avTipeTwTTi(ovTal cUpgwva Pe Trp ouvriBr aTpIki TTPakTIKe TTpiv amd v évapén Tng Bepareiag pe kapolavnivipn. OAol ol
aoBeveig TTpEmel va TrapakohouBolvral oTevd yia onpeia kal oupmitwparta duoAemoupyiag Tou Bupeoeidolg kata Ty Sidpkeia g Bepameiag pe kaolavrivifn.
H Aermoupyia Tou Bupeoeidolg Ba TipéTel va TrapakoAouBeital Trepiodikd ka€' 0An Tn didpkeia TG Bepameiag pe kapolavtivipn. O aoBeveig TTou avamTiocouv
SuoAeiroupyia Tou BupeoeiBoug Ba TTPETTE! va QvTIHETWTTIZOVTAI oUPQWva e T ouvien arpikr Tpaktikr. Mn guaiohoyikéc TiuEC BloXNUIKWY EDYOTTNRIKGN
e€erdaewy H kaBolavnviPn £xel CUOYETIOTE pE QUENPEVN TUXVOTNTA EPPAVIONGS U PUOIOAOYIKWV TIHWV NAEKTPOAUTWV (CUHTTEPIAQUBAVOUEVNG TNG UTTO- Kai TNG
umepkaAicIpiag, TNG utTropayvnoiaipiag, g uttagBeomicipiasg, TR utrovatpiaipiag). Me tnv kaBolavmivifn éxel aparnpnBei utracBeoTiapia ot uYnAGTEPN
ouyvornTa kai’ i augnpévn cofapotra (cupmepthapBavopévwy BaBuou 3 kai 4) ot aoBeveig pe kapkivo Tou Bupeoeidoug ot olykpion pe agBeveig pe dAoug
Kapkivoug. ZuviaTdral n TrapakoAotBnan Twy Bloxnuikwy TTapapéTpwy katd Tn Sidpkeia g Beparreiag pe kaBolavnviPn kai n eioaywyr) katdAAnAng Bepareiag
QVTIKATAOTAONG OUPpWVa HE TNV KABIEpWHEVN KAVIKA TIPaKTIKY, edv amaieital. MepmTwoeig nramikig eykepalomdBeiag oe aobeveig pe HCC prmopei va
amodoBolv otnv avdTTugn nAektpohutikwy Siatapaywy. H Siakotm fi n peiwon g déong fi n opiaTiki diakoTn TNg Xopnynong kapolaviviBng Ba Tpémel va
eEeTaCeTal OE TIEPITITWON EMiHOVWY M eTTavaiapBavopevwy onpavikwy diatapaxwy (BA. Mivaxka 1). Emaywyeic kar avaatoAeic CYP3A4 H kaBolavrivipn eivai
umréoTpwpa CYP3A4. H ouyyopriynon kaBolavmiviBng pe Tov ioxupd avaatohéa CYP3A4, tnv ketokovaldhn, eixe we amotéhecpa pia atfnan tng éxkBeong
kaolavnviBng oto mAdopa, ATaireital Tipogoxr Karda m xoprynon kaBolaviviPng pe pappaka Tou gival ioxupoi avaoTtohsic CYP3A4. H ouyxopriynon
kaBolavTivipng He Tov Ioxupd emraywyéa CYP3A4, T pipapTikivn, €ixe w¢ amotéAsopa pia peiwan Tne ékBeons kafodavniviBng oto TTAdopa. ZUVETIWG, TIRETTE!
va amo@euyBei N xpovia Xopriynaorn Twv gapudkwy Tou eivar iaxupoi emmaywyeig CYP3A4 pe v kaodavriviBn (BA. mapaypdgoug 4.2 kal 4.5). YTogtpwuara




P-yAukompwreivng H kaBolavnviin rfitav évag avaaToAéag (ICS‘J =7,0 M), ahAd 6y1 uTTOOTpWHA, TWY SPacTNPIOTTWY HeTagopdg P-yAukotrpwreivng (P-gp) o€
SikateuBuvTikd ouaTnua TTpoodiopiopol Xprnoipomoiviag kuttapa MDCK-MDR1. Zuventwg n kaBolaviviBn propel va £xel Ty IKavoTnTa va augavel Tig
OUYKEVTPLIOEIS OUYXOPNYCUHEVWY UTTOOTPWHATWY P-gp oto Thdopa. O1 aoBeveic Ba rpémer va TrpoeidotroinBolv 6gov agopd ) Afjyn utroaTplpatog P-gp
(T1.X. pecopevadivr, akiokipévn, apTrpigevTavn, eTeihikr daPiyarpavn, diyogivr, koAxikivn, papaBipokn, Trooakovalon, pavohadivr, oagayArTrivn, arrayAmTrivn,
TahivohoAn, ToABartdavn) evid AapBdvouv kaBolavmiviBn (BA. Trapdypago 4.5). AvacTtoAeic MRP2 H xopriynon avacTtohéwv MRP2 prropei va odnyrjoel oe
QUEOEIC TWV OUYKEVTPWOEWY NG kaBolaviviBng oto TAdopa. Emopévg, n Tautdxpovn Xpron avaotoAéwv MRP2 (.. kukhooTiopivn, epaBipévin,
eptpiomaBivn) Ba pétel va Tipooeyyiletal pe Tpoooyr (BA. TTapdypago 4.5). ‘Exdoxo AakTodn AoBevei pe aTidvia kAnpovopikd TTpoBAjpara ducavegiag atn
yahakTodn, oMk aveTrdpkeia AakTdong fj pe Suoarmoppognorn YAUKO(NG-yaAakTodng Sev TIPETTEI va TIGPOUY QUTO TO QPUPUTKEUTIKG TTpoIGV. NATpIo Autd TO
QPUPHAKEUTIKG TTPOidV TIEpIEXE! AiydTepo amrd 1 mmol vatpiou (23 mg) ava Siokio, BnAadr ougiaaTikd eival «eAelBepo vaTpiou». 4.8 AVETTIOUUNTEG EVEPYEIEG
Kapodavnvin wg povoBeparreia Nepil Tou TipoiA agpdAeiag O1 o ouyvég coBapiég avemBupnTeg evipyeleg otov TAnBuopd RCC (21% ouyvornra) eival
10 Kolhiakd Ghyog, n Bidppoia, n vauTia, n uTTEPTAar), n epBoAr, n utrovarpiaidia, n TIVEupovikr) ePBOAr, o EHETOG, N aguddrwan, n kbTwon, n e§acbévion, n
HEIWPEVN OpEEn, N ev Tw BdBer pAeRikn BpdpBwan, n {dAn, n utopayvnolaipia kal To oUvBpopo epuBpoducaicbnaiag TTakapwy-TreApdrwy (PPES). O1 o
ouxveg avemBiunTeg evépyeieg omroiaadrjmore ouxvornrag (trou epgavifovral o TouAayiotov 25% Twv aocBeviov) otov TAnBuope RCC mepihapBavav
Sidppoia, kéTrwan, vautia, pewpévn opegn, PPES, utépraon, peiwpévo Bdpog, épeto, Suoyeuaia, Suokoniétnra kar au§npévn AST. YTrépraon TaparnpriBnxe
o ouxva atov TTAnBucpé pe RCC xwpic Trponyoupevn Bepareia (67%) oe auykpion pe aoBeveig pe RCC perd amé mponyolpevn oToxeupévn Bepareia pe
VEGF (37%). O1 mo ouyvég ooPapég avemBupnTeg evépyeieg otov TTANBuapd Tou HCC (2 1% ouyvetnTa) eival ) narikn eykepalomdbeia, n e§aoBévion, n
koTwan, To PPES, n didppoia, n umrovarpiaipia, o £PETog, To kolhiakd diyog kai n Bpoppotevia. O o ouyvig avemBupnTeg aviidpaasig oTroloudrTToTE
Pabuol (ou rrapoucndmnmv ot TouhdyioTov 25% Twv coBcvu'Jv) oTtov TTAnBucpd HCC mepihdufavay ﬁldppou:(, peiwpévn 6pefn, PPES, kémwar), vautia
uTTEpTaon Kai £PeTo. O1 To guxvig UoBung avemBupnTeg evipyeieg otov TAnBuopd DTC (21% emitrwan) eival n Siappoia, n Tiveupovikr epBohr, n duoTvoia,
n &v 1w BdBel pAePikn BpopBwon, n utépraon kal n unaoBeoiaipia. O1 Trio ouxvég avemBupnTeg evépyeieg omoioudiTote BaBpod (mou epgavioe TouhdyioTov
10 25% Twv aoBeviwv) otov TAnBuopd DTC ﬂspzs.\u;lﬁuvnv Sidppoia, PPES, utrépraon kai koTTworn, AvemBopnTeg evépyeieg oe popen mivaka O avemBupnTeg
£VEPYEIEC TTOU avapépBnkay oTo ouyKevTpwTikG alvoho Sedopéviuy yia aoBeveig Tou Edafav povoBepareia kaBolaviviing yia RCC, HCC kai DTC (n=1043)
i avagépBnkav pe T xprion kaBolaviiviBng petd Ty kukAogopia g avapépovial otov Mivaka 2. O1 avemBOunTeg EVEPYEIES TTapATIBEVTAl oUWV PE TRV
KaTnyopia opydvou ouoTiparog Kai T ouxvornta kard MedDRA. O1 ouxvétnTteg Baagidovial oe dAoug Toug BaBpoug kal opidovial we e€Ng: TTOAD ouxveg (21/10),
ouyvég (21/100 Ewg <1/10) 6x1 ouxvég (21/1.000 £wg <1/100), pn yvwaoTég (Sev prropouv va ekTipnBoulv pe Baon Ta dioBéoipa dedopéva). Eviog kabe katnyopiag
oUXVATHTAg ERPAVIoNG, o avemBupnTeg evépyeieg Tiaparifevial kara @Bivouoa ceipd coBapdrnrac. Mivakag 2: AVETIBUNNTES EVEPYEIEG pappdrou (ADRSs)
Trou Exouv avapepBei o€ KAIVIKESG JEAETEG ] OE Xprion PETA TV KukAogopia ot aoBeveig Trou Adupavav Beparreia pe kaodavTivipn wg povoBeparreia,
NOIPWEEIS Kal TTAPATITWOEI ZUXVES: AMOCTNPa. AlATapayég TOU aipoTroiTIKOU Kal Tou AepgikoU cuoTrjparog Mol cuyvig: avaipia, BpopBorevia,
Zuyvég: oubeTepoTtevia, AeppoTrevia. AlaTapayEg Tou EvBoKPIVIKOU ouaTrjparog MoAl cuyvig: uTroBupeoeiBionos”. AlaTapayEg Tou HETaBoAITHOU Kai TNG
Bpeyng Mohd ouxveg: peiwpévn Opeln, utopayvnoiaipia, umokahaipia, umoaABoupivaipia Zuxveg: aguddiwon, uTo@wogarapia, uTovatpiaipia,
unraoBeonaipia, unepkahicipia, utepxoAepuBpivaipia, utrepyAukaipia, uttoyAukaipia, AlaTapaxés Tou VEupIkoU ouoTiparog MoAd ouxvég: Suoyeuoia,
ke@ahahyia, aAn Zuxveg: TIEPKPEPIKT VEupoTTaBeo® OXI ouyvé:g oTracpol, ayyeiakod eykepalikd eTeioddio Mn yvwaoTég: ouvBpopio otrioBiag avaoTpéyipng
eykeparotrabelag AlaTapayeg Tou wrég kal Tou AafupivBou Zuxvec: epfoéc Kapbiakéc Siatapaxéc Mn yvwoTéc: épgpaypa puokapdiou AyYEIaKES
Biarapayég Mokl ouyvie: utépraon, aipoppayia®™Zuxves: QAeBIKr Bpoupwon?, aprnpiaxr 8pdpBwon Mn yvwaTéc: aveuplopaTa Kal apTnpidkol Siaxwpiopoi
Oy guyve:g uTrepTaoikr kpion AlaTapayég ToU avaTrvEUdTIKOU OUCTHPATOG, TOU Blwpaka Kai Tou PecoBwpdkiou MoAl ouyvee: duogpwvia, duoTvoia,
Brixag Zuxvég: Tiveupiovikn) egfolr) Alatapayég Tou yaoTpevTepikol MoAl guyvég: didppoia®, vautia, EpeTog, atopatinda, SuakoNioTnTd, Kolhiakd GAyog,
Suomewia Zuxveg: yaoTpevTepikry Siatpnon®, Taykpearinda, gupiyyio®, yaoTpooigogayikr TraMvEpounon, aijoppoideg oToparikd diyog, EnpooTopia,
Bduagayia, y\woooduvia Alarapay£g Tou HITATOS Kol TWV XoAN@opwyv ZuxvES: Nmatiki eyKeparoTrdBeia” Oy ouxveg: xohoatarikr nrrartinda Alarapayég
Tou SéppaTog Kal Tou utroSopiou 10700 Mokl ouyveg: olvdpopo epuBpoducaicBnoiag TaAapwv-TreApdrwy (PPES), efavinua Zuyveg: Kvnopog, ahwiekia,
Enpodeppia, Sepparinda uttd pop@r) akpig, aAlayr) Xpuparog HOANWY, UTTEpKEPATWOT, eplBnua AldTapay£G ToU HUOOKEAETIKOU CUOTIHATOG Kal ToU
ouvBeTikoU 10ToU Mol guyvE: TTOVOG OTa GKpa ZUXVEG: puikei aTragpei, apBpahyia Oy cuxvig: ooTeovekpwan Tng yvaBou AlaTapayEg Twv VEQPWYV Kai
TWV oUpoPoOpwV OBV Zuxvig Tpwieivoupia MEVIKEG BlaTapayEg Kai KATaoTdoelg Tng obol xopnynong MoAl cuxveg: kaTworn, gAeypovr) Twv
BhAevvoyovwy, efaoBévion, TTEpigepiko oidnpa MNapakhivikég e§eTacelg® Mokl ouyvée: peiwpévo Bapog, augnpéva ALT opod, auEnpévn AST Zuyvég: ALP opol
augnpévn, auinpévn GGT, auEnuévn kpeanvivn aipatog , auEnuévn apuhdon, augnpévn Amdon , auEnpévn xohnotepohn dipatog, augnpéva TpiyAukepidia
aipatog Kakwaoeig, SnAnTnpidoeig Kal ETTTAOKEG BEPATTEUTIKWV XEIPICHWY ZuXvEG: eTITTAOKEG TpalpaTog® * BAETTE evoTnTa 4.8 Mepiypagr Twy EAEYpEVWY
QVETTIBUUNTWY EVEPYEILV VIO TIEPAITEPW XOPAKTNPIONO.? ZupmepihapPavopévng TN TToAuveupoTiGBelag. n TepIpepIKN veupoTrabeia sivan kupiwg aioBnTnpiakn
b ZupmrepidapBavopevng TG ETHOTAENG WG TNG THO TUXVA avapepdpevng avemBUPNTNG evEpyeiag © Aeg ol AePikéG BpouBwotig, cupTiepIAapBavouévng g ev
Tw Baber pAeBikrig BpopBwong ? Me Baon Tig avagepBeices avenBUPNTEG EVEPYEIES  Alarapaypévn eTTOUAWON, ETIITITAOKN OTO ONMEiW TOPRG kKal BidaTTaon Tou
Tpatparog H kaBodaviiviBn ae ouveuaaud Le VIBoAQUUGHTTN ae MPWING-ypapung mpoxwenuévo RCC MepiAnwn Tou TipowiA ageaheiag Otav n kaBodaviivipn
xopnyeital oe cuvduaopd pe viBohoupdpTn, avarpéére oty MXM g vifohoupduting mpiv atmo v Evapén g Bepameiag. MNa TeplocoTeEPE TTANPOPOPIES
OXETIKA HE To TIpoQIA aopdAeiag Tng povoBeparreiag pe ViBohoupdutin, avarpé€re atnv MXM g viBoAoupdurmeg. Zio auvolo dedopévwy g kaolavrivipng
40 mg piax popd TNV nuépa ot ouvBuaoud pe viBohoupduTn 240 mg kabe duo efdopadeg oto RCC (n =320), pe eAdyioTn mepiodo rapakoAolBnang 16punviby,
ol o ouxvég goPapég avemBupnTeg evepyeieg (2 1% emimwon) frav Sidppola, Tiveupovinida, Tveupovikn ePBoAr, TIveupovia, utrovaTpiaipia, Trupegia,
QVETTAPKEIR TWV ETTIVEQPIGIwY, EPETog, aguidTwar. O o ouyveg avemBuunTeg evEpyeieg (2 25%) frav didppoia, koTwaor), alivBpopo puBpoduoaiotnaoiag
TaAapWV-TTEAPdTWY, oToparinda, HUooKeAeTIkOg TTOvog, uTTépraon, e§avBnua, uttoBupeoediopdg, peiwon 6pegng, vautia, KoIAlako aAyog. H mAsiovotnTa Twy
aveTIBUUNTWY EVEPYEILV Tav fTTIEG £wg péTpies (BaBudg 11 2). Nivakag avemBiuntwy evepyeiy O avemBUPNTEG EVEPYEIES TTOU EVTOTTICTNKAY OTNV KAIVIKT
pehétn Tng kaolavmving oe ouvduaopo pe viBohoupdurn avagépovral otov MNivaka 3, olugwva PE TNV KaTNyopia opyavou CUOTAHATOG Kal Tr) ouxvetnTa
kard MedDRA. O1 ouxvétnreg Bagifovrai oe dhoug Toug BaBpoug ka opifovTar we e&rig: TToAG ouyvég (21/10), ouyxvég (21/100 £wg <1/10) 6x1 ouxveg (21/1.000
£wg <1/100), pn yvwotég (dev pmopolv va exnpnBoulv pe Bdon 1a dabiopa dedopéva), Eviog kdBe karmnyopiag ouxvotnrag eppaviong, ol avemBipnTeg
evEpyeieg TrapatiBevial kard @Bivouoa ogipd coBapétnrac. Mivakag 3: AvemBuunTeg evépyeieg pe kafolavnivipn oe ocuvBuaoud pe viBoAoupdumn
NOIPWEEIS Katl TTAPATITWOEIG MOAU ouxvEG: ADIHWEN TOU aVIWTEPOU avaTIVEUOTIKOU OUOTANATOG ZUXVEG: TIVEUHOVia AlaTapayEg Tou dipoTroinTikoU Kai Tou
Aegpgikol ouoTriparog Zuxvie: nwoivogihia AlaTapayxéc Tou avoooTroinTikoU cuaThiparog Zuyvég: umepeuaioBnoia (oupmepidapfavopévng Tng
avaguAakTikig avTidpaong) Oxi ouyveg: oxemfOPEvn PE TNV Eyxuaon avTidpaor utepevaicBnoiag AlaTapayeg Tou EvBOKpIVIKOU ouoThparog MoAl ouyveg:
uTToBUpEOEIDIONOG, UTTEPBUPEOEIDIOHOG ZUXVEG: ETIVERPIBIOKN aveTrdpkela Oy ouxveg: uoguainda, Bupeoeidimda AlaTapayég Tou perafoMopol Kai Tng
Bpéyng MoAs ouyvég: perwpivn opegn Zuyves: aguddtwon AlaTapayég Tou VEUpIKoU ouoTrhpatog MoAl auyveg: duoyeuoia, {GAn, kepahahyia Zuxveg:
TIEPIPEPIKT VEUPOTIGBEIt Ox1 OuXVEG: auTodvoar eykepalitida, ouvdpopo Guillain-Barré, puaotevikd oluvBpopo AlaTapayEg Tou wrdg kal Tou AafupivBou
Oy ouxvig: eppoic OpBaApikeég diarapayis Zuxvig: EnpogBahuia, Baptm) opaon Oy ouxvig: payoedimda Kapdiakég Siatapayic Zuxveg: KOATTIKN
papuapuyr, Taxukapdia Oy ouxvég: puokapdimda Ayyeiakég Siatapayég Mokl ouyvig: utrépraon Zuyvég: BpopPwon® AldTapay£g TOU avaTVEUaTIKOU
OUOTIHaTOg, TOU Bwpaka Kal Tou pecoBwpdkiou Mohi ouxvég duoguwvia, Suomvoia, Prixag Zuxvég: Tveupovinda, Trveupowvikr epBold, emiotagn,
uTieCwKoTIK aulhoyr) AlaTapayEg ToU YyaaTpevTepikoU Mokl auyvég: didppoia, éperog, vauTtia, duokolNidTnTa, otoparinda, , koiNakd alyog, duatreyia
Zuyvig: kohinda, yaoTpmba, dhyog Tou otépatocnpoaTopia, alpoppoideg Oyl ouxvée: Taykpearinda, Sidtpnon Aetrol eviépou®, yhwooobuvia Alatapayég
ToU ITATOG Kal TWY XoAN@opwy Zuxvég: nrarinda Alarapayég Tou Séppatog Kal Tou utredépiou 10Tou Mol ouxvég: olvdpopo TTaAapo-TreApaTiaiag
gpubpoducaiobnaiag, eEavBnua, kvnopode Zuxves: ahwekia, Enpodeppia, epUBnpa, alayr xpwparog Tpixwy Oyl ouxvés: Ywpiaon, kvidwan AlaTapayég
TOU HUOOKEAETIKOU CUOTIHHATOS Kal ToU CUVGETIKOU 10700 MoAD ouxvES: PUOOKEAETIKOG TTOVOGY, apBpalyia, puikoi oTracuoi Zuxvis: apBpinda Oy ouxveg:
puoTIdBeia, oaTeovékpwan TG yvdbou, auplyyio AlQTapayég TWV VEQPWY Kal TWV oupo@opwv odwv Mol cuxvés: Tpwreivoupia Zuxveg VEQPIKH
aveTTdpkeia, ofeia veppikr) BAaBn Oy ouxvég: veppinda MevIKES SIaTapayEg Kal KATAOTATEIS TNG 0500 Xopiynong Mol ouxvis: kémwar), Trupegia, oidnua
Zuyvég: GAyog, Buwpakikd diyog MapakAivikég egeTacec MoAl auyveg: aufnuévn ALT, augnuévn AST, uroguwogataipia, uTaoBeoTiaipia, uTTopayvnoiaibia,
uTrovarpiaipia, utrepyhukaipia, Aeppotrevia, augnuévn akkakiki @uogardor, aufnpévn Antdon, aufnpévn apuhdon, BpopBorevia, augnuévn kpeamvivn,
avaipia, AeukoTrevia, uTTEpkahicipia, oudeTepoTievia, umepacBeomiaipia, umroyAukaipia, utrokahiaipia, auénpévn olikfl YoAepuBpivn, uTEeppayvnoiaipia,
uTepvatpiaipia, Heiwpévo owpamké Bdpog Zuyves: aufnuévn xoAnoTtepdAn aipartog, utreptpiyAukepidaipia. O guyvoeTnTEG TLV QVETBUUNTWY EVEPYEILV TTOU
Tnapouoiialovial atov Mivaka 3 pmopei va pnv amrodidovial TAfpg pove oty kaBedaviivipn, ald evBEXeTal va EPTTERIKAEIOUV T OUVEIOPOPA TNG UTTOKEINEVNG
vOo0U 1} aTto T viBoAoupduTin Trou XpnaipoTroleital o ouvduaopo. *H BpopPwon eival Evag ouvBeTog 0pog TTou TrepiAapBdvel BpopBwon Tng TruAaiag eAEBag,
BpopBwan g Tveupovikng QAERag, Trveupovikn BpopBwon, aoptikn BpopBwon, aprnpiakd Bpopfwon, ev Tw Bada @AeBikr) BpopBwon, Bpoppwon Mg
TueikiG QAERag, Bpoppwan e koiAng AERag, GAePikr Bpoppwan, eheBiki Bpoppwaon drpou YExouv avagepbel Bavarneopeg Tepimrmwoslg “To efavBnua
eivan évag ouvBeTog Gpog TTou TiepihapPaver T depparinda, Tnv opoiadouoa Pe akpr Seppatinda, Tnv TopgoAuywdn depuatinda, To armogohidwiikd eEavenua,
10 EpuBnuaTwdeg efavlnua, To Bulakiwdeg efdvBnua, To kKNABWASES efavBnua, To kKNABORAATIBWSEG efdvBnua, To BAaTdwdeg efGvBnua, To KVNOPWSEG
£EavBnpa kal To pappakeuTiko e§avBnpa. “O puookeAETIKOG TIOVOG Eival Evag cUVBETOG OpOg TTOU TTEPIAaBAVE! TNV 0OpUaAYia, TOV 00TIKO TIOVO, TO HUOTKEAETIKO
Bwpakikd diyog, Tn puookeAeTIKn Buogopia, TN puahyia, Tnv auxevaAyia, To dhyog oTa akpa, To dAyog aTTovBUAIKGT) OTHANG 01 GUXVOTNTES TwV EPYACTNPIAKWY
OPWY QVTITTPOTWTTEUOUY TO TTOOOOTH TWV AoBEVIOV TIOU EPQAavIoay eTIBEIVWOT OTIC EPYACTNPIAREG HETPMOEIC OF OXEaN PE TNV évaptn Tng PEAETNG pe eCaipeon




10 PEIWHEVO TwuaTIKG Bdpog, Ty augnuévn xoAnotepoAn aipatog kai v uneptpiyAukepidaipia. Nepypaen Twv emAeypévay avemBounTwy evepyeitwy Ta
Bedopéva yia diagpopenké avnidpaoei Baaifovial oe aoBeveig TTou eAdpBavav CABOMETYX 60 mg pia gopd nuepnaiwg armé To oTépa wg HoveBepareia aTig
Baoikég peAéreg ato RCC petd amé mponyoupevn otoxeupévn Bepareia pe VEGF kai oe RCC xwpig mponyoupevn Bepamneia,=oto HCC perd armd mponyoipevn
quatnpikr Bepareia ket ato DTC ot aoBeveic avBekTikoUg 1] pn kataAAnAoug yia BepaTeia pe padievepyd wdio (RAI) Trou mapoudiacav e§ENIEN TNG vooou KaTd
N SIGpKEIT I} HETA a6 TTponyoUuEvn ouaTniki Beparreia i o€ aoBeveig TTou EhaBav CABOMETYX 40 mg pia gpopd nuepnoiwg amé 1o oTopa ot ouvBuaoud
HE VIBOAOUPGWTIT O TIPWINE-ypappng rpoxwpnpévo RCC (rapdypagog 5.1). FCaorpeviepixi} (ME) Sidipnarn (BA. mapdypago 4.4) Tt pehém tou RCC petd
amd TrponyoUpevn atoxeupévn Bepameia pe VEGF (METEOR), avagépbnkav ME diatprioeig oo 0,9% (3/331) Twv aogBeviov pe RCC Trou eAdpBavav
kaBodavnvipn .Ta oupBavra frav BaBpou 2 f 3. O didpecog xpovog ewg v évapgn frav 10,0 efdopades. Moipaieg diatprioelg ekdnAwbnkav aT1o KAVIKO
Tpoypappa yia Ty kaBoZavniviBn. Zrm peAétn Tou RCC xwpig rponyolpevn Beparreia (CABOSUN), avagépBnkav I'E diatprigeig oo 2,6% (2/78) Twv aoBeviav
pe RCC mou AapBavav kaBolavtivifn. Ta cupBavra ritav BaBpou 4 kai 5. Zm pehérn HCC (CELESTIAL), avagépBnkav diatprioeig ME oo 0,9% Twv agBeviov
Tou £haBay kafolavivipn (4/467). OAa Ta oupBdvra fitav BaBpol 3 1} 4. O didpeoog xpovog eppaviang frav 5,9 efbopddeg. Zrn Hehétn DTC (COSMIC-311),
n Biarpnan Tou yaoTpevTEpIkoU owArva BaBuol 4 avapépbnke ot évav aoBevr (0,8%) amd Toug aoBeveig Trou EAaBav kaBolavniviBn kal ep@avioTnke PETd amro
14 efdopddeg Bepareiag. Ze ouvduaoud pe viBoAoupdpTmn ot Tipoxwpnpévo RCC ae miplwtng-ypappnc Bepameia (CA2099ER) n ouxvotnta eppaviang
SIaTPAOEWY TOU YaoTpevTEPIKOU owhrva fitav 1,3% (4/320) oe aoBeveig Trou éAaBav Beparreia. 'Eva oupfav frav o BabBuod 3, Suo cupBdvra frav faduol 4
Kau Eva gupPav Atav BaBpod 5 (Bavarmgopo). Z1o kAviké Tpdypappa TG kapodavmiviBng ekdnAwBnkav Bavameopeg Siatprioelg. Hmankr eykepatomdsia (BA.
rapdypago 4.4) Zin peAérn HCC (CELESTIAL), n nmamkn eykepahonaeia (namkr) eykepahonadeia, eykepalomabea, uTrepappwviaipikn eykepalomrabeia)
ava@iépBnke oo 5,6% Twy aoBeviuy Trou EAaBav kaBolavTiviBn (26/467). Ta aupBavia BaBpol 34 firav ot Trogoatd 2,8% kal éva oupBav (0,2%) BaBuou 5.
O diapeoog xpovog eppaviong frav 5,9 efdopddec. Asv avagEépBnkav TEPITITWOEIG NTTATIKAS eykepaAoTTdBeiag omg peAéteg RCC (METEOR, CABOSUN kai
CA2099ER) ka1 atn pehétn DTC (COSMIC-311). Aidppora (BA. mapdypapo 4.4) T pehétn RCC petd améd mponyoUuevn atoxsupévn Bepareia pue VEGF
(METEOR), n &idppoia avagépbnke ato 74% Twv doBeviuv pe RCC mou éAaBav kaBolaviivin (245/331). Ta oupBdavia BaBpou 3-4 fitav ato 11%. O Sidpeaog
Xpovog epgaviang frav 4,9 eBdopdadeg. Zmn peAétn RCC ywpig mponyoupevn Beparreia (CABOSUN), n diappoia avagipbnke oo 73% 1wy agBeviov rou
£haPBav kapolavmvifn (57/78). Ta ouppdvia BaBpou 34 ftav oto 10%. Zm peiém HCC (CELESTIAL), n Sidppoia avagépnke oto 54% Twv aobeviov Trou
thaBav kaBolavrivin (251/467). Ta oupBavia BaBuold 3-4 rirav oto 9,9%. O Sidpecog ¥pévog epgpaviong ohwy Twy oupBdviwy Arav 4,1 efdopddec. H
Bidppoia 0drynoe o TpottoToioeis Séang, SiakoTieg Kai opioTikr) SiakoTrT o 84/467 (18%), 69/467 (15%) kai 5/467 (1%) acBeveic, avrioToixa. I peAm
DTC (COSMIC-311), avagépBnke Siappoia a1o 51% Twv aoBevivv Trou eAapav kaBolavivipn (64/125). Ta oupBdvra Babpou 3-4 frav ato 7,2%. H diappoia
odiynot ot peiwon g doane kai Siakorm o 13/125 (10%) kan 20/125 (16%) acBeveic avrioToixa, Ze ouvbuaouo pe viBohoupapTm ot Tpoxwpnpévo RCC oe
TpwING-ypappng Bepameia (CA2099ER), n emimmwon didppoiag avapépbnke ato 64,7% (207.'320) Twy aoBeviuy Trou EAaBav Beparteia, cupBavia BaBuou 3-4
ot 8,4% (27/320). O péoog Xpovog yia Ty évapén dhwv Twv cupBdaviwy nrav 12,9 eBdopadeg. KabBuoTtépnon ) peiwan tng S6ang ouvéBn oto 26,3% (84/320)
kai Siakorry oTo 2,2% (7/320) Twy aoBeviuv pe Sidppola, aviioToixa. Zuplyyia (BA. mapdypago 4.4) T peAémn Tou RCC petd amd mponyoupevn oToxXeupévn
Bepameia pe VEGF (METEOR), 1a oupiyyia avagépBnkav ato 1,2% (4/331) Twv aoBeviav Tiou eAdufavav kafolaviviBn kail repiAdpBavav TTpwkTiKd oupiyyia
oto 0,6% (2/331) Twv aoBeviuv rou AdpBavav kaBodavrivipn. Eva oupBdv fitav BaBpol 3 kai 1a utroAoima frav BaBpoo 2. O Siapeoog xpovog Ewg Tnv évapén
frav 30,3 epdopddeg. Ztn peATn Tou RCC xwpic mponyoupevn Bepatreia (CABOSUN), dev avagépbnkav Tepmmmwoelg pe ouplyyia. Zrn pehétn HCC
(CELESTIAL), Ta oupiyyia avagpéplnkav ot 1,5% (7/467) twyv acBeviov pe HCC. O didpecog Xpovog eppaviong frav 14 efdopadeg. Zin perérn DTC
(COSMIC-311), Bev avapépBnkav TEPITITUIOEIG Cuplyyiwv ot aoBeveig Trou EAaBav kaBolavnvifn. Ze cuvduaopd pe viBohoupdptn ot poywpnuévo RCC ot
TpWING-ypappng Bepameia (CA2099ER) n ouxvotnTa Epgaviong ouplyyiou avapépdnke oto 0,9% (3/320) Twv acBeviuv ou EdaBav Beparteia kal n ooBapdTnra
firav BaBuol 1. @avamgdpa oupiyyia exdnAwbnkav oto kKAviké Tipdypappa g kaBolavmivifng. Aioppayia (BA. mapdypago 4.4) It pehérn tou RCC peta
aré Tponyolpevn oToxeupévn Bepameia pe VEGF (METEOR),To TTogoaTo epgavion oupBdviwy cofapric aipoppayiag (Babuou 2 3) firav 2,1% (7/331) ot
aoBeveig pe RCC mou AdpBavay kapodavivin . O &idpeoog ¢ xpovog Ewg vy évapgn nrav 20,9 efdopadec. Zim peAérn 1ou RCC xwpig rponyoupevn Bepareia
(CABOSUN), 1o ToooaTé epgaviong cuppaviwy ooBaprig aipoppayiag (BaBuou 2 3) frav 5,1% (4/78) ot aobeveig pe RCC ou AduBavav kaBoavrivipn. Zm
peAéTn HCC (CELESTIAL), n ouxvamTa epgaviang goPapuv aljoppayikwy emeioodiwy (BaBuag = 3) nrav 7,3% oTtoug agBeveig Trou éhapav kaBolavmiviBn
(34/467). O 6|c’1paoog Xpovog eppdviang r']mv 9.1 EBEopdﬁcg. Ze ouvbuaoud pe vifohoupdptn oe Tpoxwpnpévo RCC ot mpwtng-ypappnis Bepameia
(CAZDBQER) n cuxvmnm EQPAVIONG alpoppﬂv:ag 2 BaBuoul 3 firav o1o 1,9% (6/320) twv acBeviov Trou EhaBav Beparreia. Zin peAémn DTC {COSMIC 311),n
aUXVOTNTA EpPaviong coBapwv aipoppayikiy eneidodiuy (Babpog 2 3) frav 2,4% oe acBeveig rou éhaBav cabozantinib (3/125). O didpeaog xpovog évaptng
frav 14 eBdopddeg. @avarneopes aipoppayieg exdnAwBnkav o1o kAvikd TTpoypappa yia v kaBolavnivifn. Zuv8popo onioBiag ave HLING EYKEPAAO, flo
(PRES) (BA. mapdypaqo 4.4) Aev avagépBnkav mrepioTatika PRES orig peAéreg METEOR,CABOSUN, CA2099ER r] CELESTIAL, opuwc £xel avagepBei PRES
ot Evav aoBevr) atn peAémn DTC (COSMIC-311) kan omravia oe GAAeg kKAvikég Bokipég (oe 2/4872 dropa, 0,04%). Auénuéva nimarikd Evupua Kard 1 xopriynon
1n¢ kaBolaviviBng ae ouvéuaaud pe viBoAouudurn ato RCC Ze pia kKAviKI) HeAETn aoBeviov pe RCC ol oTroiol dev eixav AdBel Tponyoupévwe Beparreia kai
£haBav kaBolavTiviBn oe ouvduaopo pe viBoAoupdpTn, TapatnpRBnke vwnAdtepn emitmwon BaBuol 3 kan 4 augnuévng ALT (10,1%) kai augnuévng AST
(8,2%) ot oxéon pe T povoBepareia pe kaBolavniviBn otoug acBeveic pe Tpoxwpnuévo RCC (nALT augiBnke kard 3,6% kai n AST augri@nke katd 3,3% o
pehétn METEOR). O didipegog Xpovog éwg Tnv epgpavion g Babuol > 2 abénon mg ALT ) ng AST fitav 10,1 priveg (edpog: 2 £wg 106,6 efdopddeg, n = 85).
Zroug aoBeveig pe BaBpol 2 2 avgnon tng ALT rj Tng AST, o1 auérioeig uroxwpnoayv otoug BaBpolg 0-1 oe 91% Le Sidpego xpdvo Ewg Tnv amokardotaan2,29
epBopadeg (elpog: 0,4 £wg 108,1 efdopddeg). Metagl Twv 45 aoBevtov pe BaBuou = 2 adfnorn g ALT i ng AST aToug omoioug £yIve ETTAvATIPOKANGT HE
kaBodavnvipn (n = 10) fj pe viBohoupduTn (n = 10) pepovwpéva fi kai pe Ta doo (n = 25), emaveppavian avénuévng ALT 3 AST BaBpou 2 2 onpewenke ot 4
aoBeveic Tou EhaBav kapolavmiviBn, oe 3 aoBeveig Tou éAafav viBohoupdpmn kai 8 aoBeveic Tou éAaBav kaBolavmiviBn kai viBoAoupduTm padi.
Yrro8upeoeidigudg Zn pehétn oto RCC petd armd TponyoUpevn otoxelouoa Beparreia pe VEGF (METEOR), n emiriwon tou utroBupeoeidiopoul frav 21%
(68/331), Zin peAétn RCC xwpig rponyoupevn Bepatreia (CABOSUN), n emtimrwon Tou umoBupeoeidiopol ftav 23% (18/78) ot aoBeveig pe RCC mou éAaBav
Bepameia pe kaBolavivipn. Zm perén HCC (CELESTIAL), n emitrmwon Tou utroSupeoeidiopol frav 8,1% (38/467) ot aoBeveic ou thaBav Bepareia pe
kaBolavvin kai Ta oupBdvra BaBpou 3 oe 0,4% (2/467). Zmn peAétn DTC (COSMIC-311), n emitriwon Tou utroBupeoeidiapod firav 2,4% (3/125), oha 1a
guppdvia Buepou 1-2, yia kavéva amod Ta otoia Sev amaimriBnke TpoTToToinon g Bepareiag. e ouvBuagpo pe viBoAoupduTn ot TTpoywpenuéve RCC om
Bepameia mpwing ypapung (CA2099ER), n emitmwon Tou utroBupeocediopot frav 35,6% {114!320) Twv acBeviov Trou EhaPav Bepameia, Avagopd
m ngg/\_qyguug@u gg_:mﬂugnmg EVEDVE! 1wy H avagopd chvoJ\ovouusvqu uvemeupnru.w EVEPYEILDV PETE ammd T Xopriynon 058I0§ KukAogopiag Tou
QuppaKkeuTIKOU TipoIGVTOG eival onuavikr. Emmpémer Tn ouveyr) TapakoAoUBnon g oxEong opihoug- kKivdivou Tou papuakeuTikol TIpoiovTog. ZnTeital amd
TOUG ETIAYYEAPATIES UYEiaG va avagépouy oTroleadiTToTe TTBavoloyoUHEVES aveTHBUNTES EVEQYEIES HEOW TOU £BVIKOU OUOTHHATOS AVAPOPAES TIOU TIEPIYPAPETAI
oto Mapaptnua V. 8.4 I51aiTepeg TPOPUAGEEIS Kard Tn @UAAEN Tou TRoidvTog Aev uTTdpxouv EBIKES 0dnyieg Biatrpnong yia 1o poiov autd, 7. KATOXOE
THE AAEIAZ KYKANO®OPIAZ Ipsen Pharma 65 quai Georges Gorse 92100 Boulogne-Billancourt FaAAia 8. APIGMOZ(Ol) AAEIAZ KYKAO®OPIAZ
CABOMETYX 20 mg emnkaAuppéva pe AeTTo upévio Siokia EU/1/16/1136/002 CABOMETYX 40 mg emkahuppéva pe Aetrto upévio Siokia EU/1/16/1136/004
CABOMETYX 60 mg emkaAuppéva pe Aetro upévio diokia EU/M/16/1136/006 9. HMEPOMHNIA MPQTHEI ErKPIZHI/ANANEQIHI THI AAEIAL
Huepopnvia pwng éykpiong: 09 ZerepBpiov 2016 Huepopnvia teAeutaiag avavéwong: 21 AmpiAiou 2021 10. HMEPOMHNIA ANA@EQPHIHE TOY
KEIMENOQY Aemrmopepeic TTAnpopopieg yia 1o TTapdv QappakeuTikd Trpoiov eival SiaBEompeg otov diktuaka 1omo Tou Eupwmidikol Opyaviopold ®appdkwy:
http:/imww.ema.europa.eu.
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SYNTETMHMENH NEPIAHWH TON XAPAKTHPIZTIKQN TOY MPOIONTOX

To gappako autd Tehel uné ouprinpwpatiki mapakoAot8non. Autd Ba emTpEYe! TO YPIYOPO MPoodioplopd vEwy Mnpodopiiv agdaheias. ZnTeital and Toug emayyeh-
parieg vyelag va avagépouv omoieadioTe miBavokoyoUpeveg avertBUNNTES evépyeles, BA. napdypado «Avembuuntes EvEpyeteg» yia Tov TpoTo avadopag averdi-

HNTWV EVEPYELDV.
IBRANCE (palbociclib) ZKAHPA KAWAKIA 75 mg, 100 mg kai 125 mg

ANTENAEIZEIZ: YrepeuaioBnola om SpaoTikn ouoia i) 08 kdnoto and Ta exkdoya. Xprion okeuaoudTwv rou repléxouy unepikd/Bakaaudyopto (St. John's Wort). EIAIKEE
NPOEIAOMOIHEEIZ KAI TPOGYAAZEIE KATA TH XPHEH: [po/nepieupnvonauaiakég yuvalkes. ‘Otav 1o IBRANCE XOpnye(Tal & MPO/MEPIEPHNVONAUaIaKES YUVaiKeg
oE cuvéuumm HE avaoToAéa apwiaTdong, Eival UNOXPEWTIKT I woBTKEKTON 1) 1} KATAOTOAN NG AetToupyiag Twv wobnkmv pe Xoprynan aywviot LHRH, Adyw Tou
unxuvtcuau Bpaong Twv avaoToAEwy TG npmpurdunq o] uuvbuuupoq Tou palbaciclib pe T pouABeoTpavTn 08 NPOMEPIEPUNVONAUCIAKES YUVAIKeS EXEL pEAETNBEL
Hovo og guvBuaoud He éva aywviot LHRH. . H anoteAeopatikbTnTa KAl naq:é]\eta TOoU palbocachb Sev éxouv ueAen Bzl o agbeveig ue Kpi-
own ormayxviki vooo. Aatohoyikég Siatapayec. Ma aoBeveiq mou :p:auv[(cuv oudeteponevia BaBuou 3 1} 4 ouviotaral daxkom g &oong, peiwon g doong N
kaBuatépnon omy évapln Twv KUkAwy ™S Bepanelag. Ga npéret va dieEayetal katdhinAn mpaKoi\ouBn{m (BA. mapaypado «AveruBuuntes Evépyeieg»). Adueon

. Mnopel va mapouoaotel Baptdag Hopdng, anetinTir ywa n fwn 1) Bavamedpa ILD fy/kal veupoviTida o= acBeveig mou AaBav Bepaneia
e IBRANCE, otav .\uuat’lvsml OE OUVBUQOHO e EvBOKpIVIKY Bepameia. Ze kAvikeG pehéteq (PALOMA-1, PALOMA-2, PALOMA-3), To 1,4% Twv aaBevv rnou hafav
Beparela pe To IBRANCE napouoiace ILD/mveupovitida onoloudnnote Baduod, 0,1% napouaiaoe Babuol 3, eva dev avapépinkav mepimraoslg Badpol 4 ) Bavarn-
$opeg TEpmeoElg. Emmiéov nepiraoeig ILD/Mveupovitidag éxouv mapampenBel petd v kukAogopia otnv ayopd, ue My avagopd Bavampopwy MEPIOTATIKMY
(BA. mapaypago «AvemBuuntes Evépyeieg»). Oi acaevelq 8a npénet va mpnm)\ouﬂoiw'rm yia MIVEULOVIKG CUPMTGpaTa evaeikTiKa ILD/mveupovinidag (. uniokia,
Brixas, duorvola). Ze aoBevelg nou apouadialouy vea ) ETIBEIVOULEVA QVATVEUOTIKG OUUNT@MUATA Kal uridpxe: N urioyia avarmuéng ILDveupovinidag, To IBRANCE
Ba npénet va Sakdrmetal apéowg kat o acBevilq Ba npénet va aklohoyeltal. To IBRANCE 8a npénet va Slakérmetal opioTika oe aoBevelg pe Baplag popdig ILD 1)
nveupovitida. AowmEele. Kadug To IBRANCE éxel puehokatagTaATIKES (BI6MTEG, Uropel va npodiaBéoel Toug uuﬁevck; yia AolpaEelg. AoIpmESIg £xouv avapepbel
oe uYnASTEPO MooooTo ot acBeveic nou EdaBav Bepaneia pe to IBRANCE oe Tuyalononpéves KAVIKES HEAETEG OE alykpion pe aaBeveig nou éhafav Beparela ato
avrigrowo okéhog olykpong. Aoipwieg BaBpod 3 kat BaBuos 4 epgaviomxav avtiototxa 1o 5,6% kai 10 0,9% twv aoBeviv rou Ehafav Bepaneia pe to IBRANCE
OE OTOIOVONTOTE CUVBUAoHO (BA. mapaypago «AvermBuunteg Evépyeieg»). O1 agBeveig Ba mpérel va rapaxeAoudolvral yia onpeia kat oupropata Aolpwing kai Ta
onoia Ba npéreL va aviipeTwrifovral odpdwva pe Tig latpikég evbeifers. O yiatpol Ba npénel va eviephaoouy Toug aoBeveis @OTe va avadépouy apéows onoladnnote
EMELOOBIA NUPETOU. Hmmmmmmm To IBRANCE 8a npénel va xopnyeital pe npoooyi ot aoBeveiq pe uérpm 1) coBap) NRATIKA ﬁuohelroupvln umd D'revn
mpuKnAouBnnn yia DI'“.IEI.CI ToEIKOTNTAG. NEMMEMHH&!M To IBRANCE Ba npénet va xopnyeital pe npogoxr) o aobeveic pe pé‘rp;u 1| cofapr| vedpikn duo-
Aettoupyia, unb otevi) apaxoholBnon yia onpela ToEkoTTag. Tautoxpovn Bepareia ye avaotos(s i enavwye(g Tou CYP3A4. Ot loxupoi avaoTolelg Tou CYP3A4
Wropel va odnyfoouy oe auEnuévn ToSikdnTa. Oa NpEnEl va anodeUyETaL T TAUTOXPOVT XPNon IoXupwv avacToAéwy Tou CYP3A katd T Sidpkeia g Bepaneiag pe
10 palbociclib. To evdexopevo auyxopiynong Ba npére va £E£TATETAl HOVO PETA ANd TROCEKTIK AEIOAGYNOT) Twv EuvnTuubv opehv katKivduvwy. Eav n ouyyopnynon
ME 1oXUpo6 avaoToAéa Tou CYP3A Sev unopel va anogeuydel, pewwate ™ 560n Tou IBRANCE ota 75 mg pia ¢popd tnv nuépa. ‘'Otav dlakoTel o 1oxupdg avacTtoheag, 1
&6an Tou IBRANGE 8a npénel va augaveral (uetd and 3 — 5 nuinepiodoug {wng Tou avaotohéa) Ewg Tn 6o nou XpnoworoleiTo mplv v Evapkn Tou oxupol ava-
otoAéa Tou CYP3A. H ouyxopiynon enaywyewy tou CYP3A propel va c&nmc:t ae pelwpévn EkBeon ato palbociclib kat kata ouvéneia oe K(vﬁuvclmlmnq anoTeAe-
OHATIKOTHTAG. Zuvendg, n Tautdypovn xprion Tou palbociclib pe 1oxupols enaywyels Tou CYP3A4 Ba npénet va anodelyetal Aev amuteital kapla npooappoyn mg
doang yia ™ ouyxepfynon Tou palbociclib e pétploug emaywysiq Tou CYP3A. [uvalkeg oe avanapaywyikh nAkla oL ouvipogol Toug. uvalkeg oe avanapaywylky
nhiia ) oL avBpeg olvTpogol Toug nipénet va xprotponololy pia peBodo aviioUAANYNG uynhig anoteAeopatikémrag evo mipvouv to IBRANCE. Aaktdln. Auto To
DAPUAKEUTIKG TIPOIOY NEPLEXEL MK'[an‘ OraoBeveis pe onavia kAnpovouika npoBAfpata ducavetag on yahakTdln, minpn avertipkea Aaktaong 1y Kom anoppddnon
YAUKOZNG-yahakTégng Bev MPETEL va Ndpouv auTé To pappakeuTIkd Tpoioy. NATplo. AUTS TO QapUaKEUTIKS MPoioY MepIEXEl AydTepo and 1 mmol vatplou (23 mg) ava
Kaydkio, elvai autd mou ovuut‘x{ouu&: «ehe0Bepo vatplour. ANENIOYMHTEE ENEPTEIEL: ﬂapjgmm_my_rummmmgg To ouvolikd mpodih aopaielag Tou
IBRANCE BaoiZetal oe ouyKevTpwTIka dedopéva and 872 aoBevelg mou EAapav palbociclib oe ouvduaoud e eviokpvikh Bepanela (N = 527 oe ouvduaouo e AeTpolohn
kat N =345 oe guvBuaopo pe pouABECTPAVTN) OE TUXaIOTOINHEVES KAVIKEG pEAETES ot HR-BeTikd, HER2-apvnTiké mpoywpnpeéva 1) HETAOTATIKG Kapkivo Tou paatoy.
Ot mo ouxvég avernBuunTeg evépyeieg (= 20%) onoloudfneTe Baduol nou avapépbnkav oe aoBevelg mou £AaBav palbociclib os TuyalOTOMUEVES KAVIKEG HEAETEG
fitav oudeteponevia, AolpwEeig, Aeukorevia, kérwon, vauTia, otopatinda, avaia, Siappoia, ahwnekia kal Bpopporevia. Ot me ouyVveg (2 2%) avernBUpNTEG EVEPYEIES
BaBuou = 3 tou palbociclib nrav oudeteponevia, Aeukonevia, AopwEerg, avatpia, auEnpévn aomaptk agivotpavogepaaon (AST), kérwon kat aunpeévn apvoTpav-
ogepaon g ahavivng (ALT). Mewboeig tng 6ang N TporomoroElg g 500mg AGyw omoIaodhNoTE avernBuunTg evépyelag avadépbnkav ato 38,4% Twv aoBevav
riou éAaBav to IBRANCE ot Tuyalonompéveg kMvikég peréteg aveEaptitwg ouvduaopou. Opiotik Siakom) Adyw avemBiupnng evépyelag avapeplnke ato 5,2%
Twv aoBevav nou £Aafav 1o IBRANCE oe tuyatononpéveg kKAvikég HeAETeg aveEaptiTwg ouvduaopod. Mapaxkdtw avapépovrat ot avernBOunTeg evépyeteg and To
OUYKEVTPWTIKOG oOvoAo Sedopévwy 3 Tuxaloromuévuy pehetawv. H Siapeon Sidpkela tng Bepanelag pe palbociclib oto cuykevTpwtikd olvoho Sedopévwy Katd TNy
TeAkn avahuon g ouvoAlkig empiwong (0S) ntav 14,8 pfveg. Ot avernBipnTeg evépyeieg apatifevial ava katmyopia ouxvomrag. O katnyopleg cuxvoTnTag opi-
fovTtal wG axkoAoUBwE: MOAL ouxvEg (= 1/10), ouxvég (= 1/100 wg < 1/10) Kat 6yt ouxveée (= 1/1.000 Ewg < 1/100). MpoTipdpevog 6pog? (PT) MoAu ouxvég: AoIpbEEIC?,
oudeteponevia®, Asukonevia®, avaiuia®, Bpopfonevia®, pewpévn 6pekn, otopatinda’, vautia, Sidppola, épctog, eavBnua’, ahwnekia, Enpodepuia, k6rwon, eEaobe-
vian, nupekla, ALT auEnpévn, AST auEnpévn. Zuxvég: Epmipet oudetepomevia, duoyeuoia, 6pacn Bapmy, Sakplppola auEnuévn, EnpodBaula, enlotaln, ILD/Mveu-
povitida*®, ‘Oxt ouxvég: Aeppatikog epulnuatwdng Alkeg . ALT= apvotpavopepdon mg akavivng, AST= aomapTik apivotpavopepaan, ILD=bidueon nveupovonabea,
N/n = aplBpog acBeviv. N/A=Bev epappdletat. ‘AvenBiunm avtidpaon oTo ¢appako nou evroniZeTat HETa Tnv kKukAodopla oty ayopd. Ot PT avaypddovral olp-
dwva pe To MedDRA 17.1. RO AouiEeig neptiappavouy 6Aoug Toug PT nou anotehadv pépog ng Katnyoplag Opyavikod ZuoTipatog «AQIHMEELS KAl MAPACITHOOEIS».
*H oudeTeporevia nepthappavel Toug akdAouBoug PT: Qudeteponevia, ApiBuag oudeTepodilwy peiwpivog. *H Aeukorevia nepihapBavet Toug akoAouboug PT: Agu-
Komevia, AplBpog ASUKOKUTTApWY pelwpévog. “H avalpia nepihapBavel toug akoAouBoug PT: Avaipia, Ayoopaiplvn pelwpévn, Alatokpitg Helwpévos. ™H BpopBo-
nevia nepihapBavel Toug akdhouboug PT: ©popfonevia, ApiBpog aiponetakiny peiwpévog. *H atopatitnda nepihapfavel Toug akoiouBoug PT: AgBmdng atoparitida,
Xewinda, Mwooinda, Mwoooduvia, EEEAkwon Tou atdoparog, PAeypov BAevvoyovou, AAyog Tou otopatog, ZToparodapuyyikn duagopia, Zroparodapuyyikod
ahyog, Ztopatinda. “To eEavBnua nephappavel Toug akdhouBoug PT: EEavenua, KnhdophaTidwdes eEavanua, Kvnopwmdes eEavenua, Epudnuatwdes eEavlnpua,
Bhatdwdeg eEavBnpua, Aeppatinda, Aeppatinda opoialouoa pe aky, ToEiko eEavBnpa déppatog. *H ILDMveupovinida nepihapfaver kaBe avapepopevo PT nou
anotehel pépog Tou Turoroinpévou Epwthpartog MedDRA yia ) Sudpeon nveupovonaBeta (e ) atevi) évvola). ZTov napakdte Mivaka avapépoval ol EpyaaTnplakés
naBoAayIKEQ TIHEG MO Tapatnprdnkav oe CUYKEVTPWTIKO olvohe GeSouévay 3 Tuxalonomnpévey peketov (N = 872).

Ibrance ouv AeTpoloAn f| poulBeaTpavrn ZkEAn ouykpiTikol napayovra*
EpyaoTnpiakég Kabe BaBpou 3 Babpou 4 Kabe Babuol 3 BaBpol 4
naBoloyikég TIHES BaBpol % % % BaBuoul % % %
WBC pelwpéva 97,4 41,8 1,0 26,2 0.2 0,2
Qudetepodiha petwpéva 95,6 57,5 11,7 17,0 09 0,6
Avaipia 80,1 56 AN 421 23 Al
AlponeTdAia pelwpéva 65,2 1,8 05 13,2 0,2 0,0
AST auEnpévn 55,5 39 00 43,3 21 0.0
ALT auEnpévn 46,1 25 0,1 33,2 04 0,0

WBC peiwpéva 97,441,8 1,026,202 0,2 Oudetepodiha pewpéva 95,6 57,5 11,7 17,0 0,9 0,6 Avawpia 80,156 Al 42,1 2,3 Al AoneTaAia pewpévass,21,8051320,20,0
AST auEnpévn 55,53,90043,32,10,0 ALT qunuévn 46,12,50,133,204 00 WBC=Aeuka aipoogaipia, AST=aormpTikn apvotpavopepaon, ALT=apivoTpavopepaon mg
ahavivng, N=apiBég aoBeviy, M=Bev woyet. Znuelwon: Ta anoTeAéopata Twy £pYaoTNpIaKGY EeTAoEwy BaBuokoyouvTal avahoya pe Tov BaBué BapimTag g £k-
Boong 4.0 twv NCICTCAE. * As'rpol,o.\n 1 poulBeotpdvn.

Neplypadn ETAEVLE . ZUVOAIKA, oudeTeponevia onoloudnnote Baduol avadépnke ae 716 (82,1%) uoﬁsvelq Tou £Aapav IBRANCE ave-
EapThtwg cuvbuaoyod, e oubeteponevia BaBuou 3 va éxel avagepbel ae 500 (57 3%) aabevelg kat oudeteporevia BaBpol 4 va £xel avagepBel o 97 (11,1%) aoBe-
velg. O Sidpeoog xpovog uaxpl TO NMPWTO ENEIOOBI0 ouGempomvinq omnoloudnnote Badpol nrav 15 nuépeg (12-700 nuépeg) Kai 1 diGpeon diapkeia oudeTeponeviag
BaBuol =3 omiq 3 TuaoNoIMEVES KAIVIKEG HEAETES Tav 7 Nuépeg. Eunipen cudeTeporevia avagépnke ato 0,9% Twv acBevov nou EAaBav IBRANCE os ouvduaopd
pe poukBeotpavin kai oTo 1,7% twv agBevay nou ehafav palbociclib oe cuvBuaops e AeTpofoin. Epripen oudeteporevia avagépBnke o neplnou 2% twv acBeviv
ToU EKTEBNKav aTo IBHANCE Kata m BIAPKEIQ TOU OUVOAIKOU KAVIKOU TPOYPAHATOS. &mmmﬂqmﬁgmuggmm&mmmy_mmx H uqu;opd ndavo-
AoyoUpevwv uvr-:mBu;.lnrmv EVEPYEIWV LETA amd T xophvnan d&smq KUkAogopiag Tou ¢pappakeuTiko TIpoidvTog Elvat onpavTikn. ETuTpEnEe: T ouvexn mapakoAol-
Bnon mg ox£ong opEAoug-kIVEUVOU Tou GapRAKEUTIKOU TPOIdvTOG. ZnTeital and Toug enayyeApatieq uyeiag va avagépouv onoieadinote méavoloyolpeveg
avermBUuNTES evEPYEIEQ Peow: EAMGSaQ: EBviKGG Opyaviopog ®apudakwy, Meooyeinv 284, GR-15562 Xohapyog, ABfiva, TnA: + 30 21 32040380/337, @ak; + 30 21
06549585, lorotonog: http:/Awww.eof.gr. Kinpog: ®appakeuTikég Yrmpeoieg, Ynoupyeio Yyeiag, CY-1475 Aeukwaia, TnA: +357 22608607, dak: + 357 22608669, lotréTornog:
wwow.moh.gov.cy/phs. KATOXOZ THZ AAEIAZ KYKAO®OPIAE: Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles, Behyio. TONIKOZ ANTINPOZQNOZ ITHN
EAAAAA: Pfizer EAMGg A.E., A. Megoyeiwy 243, 154 51 N. Wuywao, ABrva, TnA.: 430 210 6785800. TOMIKOX ANTINPOZOQNOZ ETHN KYNPO: Pfizer EAAGg A.E. (Cyprus
Branch), Aswdopog Aecm‘mom; 26, Kmplo Ztegaviy, 2°¢ 'Opogog, 2018 Aeukwola, Kinpog, Tnh.: +357 22 817690. APIOMOZ(0I) AAEIAZ KYKAO®OPIAZ:
EUMM6/1147/001, 003, 005. HMEPOMHNIA ANAGEQPHZIHZ TOY KEIMENOY: 07/2021. HMMMESW&E&AMNIKH
KAl NOEOKOMEIAKH TIMH - EAAAAA: AT.: 2 818,72 €, N.T.: 2.332,58 € AIANIKH TIMH - KYNPOZ: A.T.: 2.764,36 €. TPONOZ AIAGEZIHE: Meploplopévn @TPIKY
ouvtayn ano eidikd 1aTpd Kal napakoAoubnan katd tn Bldef;lCl ™G aywyn

FIA NAHPEIZ ZYNTAMOrPAQIKEE NAHPO®OPIEE NAPAKAAEIZQE NA AnEVB\'NeEITE ZTON TOMIKO ANTINPOZONO.



MEPIAHWH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOX

1.ONOMAZIATOY QAPMAKEYTIKOY NPOIONTOE

Xtandi- 40 mg emxaujyva pie hermd upivio Siokia

Xtandi- 80 m emxahupiéva pe hermo upévio Siokia
2.MOIOTIKH KAI MOZOTIKH ZYNGETH

Xtandi-40 mgem e Siokia
Kd&emmﬂupq.&évouehanbwém&monsptm#umgenza!m»de
Xtandi- 80 mg emkahuy iva e hermd upévio Siokia

K emahuppvo e Remo upévio Biokio iepiéye1 80 mg enzalutamide
3. QAPMAKOTEXNIKH MOPOH
Emyaupévo e o upEvio diokio.

Xtandi-40 mg emiahy Xermd upévio Siokla
Kumun-rpnwlm smmﬂm&wmkﬂﬁu;ﬁm&mﬂaxamﬁmmﬂm

Kirpwoﬂ@\ mmo]\uyuévumkméuﬁwo&ado.xapnvﬁw peToE 80.
4.KAINIKEZ NAHPOQOPIEE

4.1 Gepameutikéc evbeieic

To Xtandi ewdeiivutan e

«Tn) Bepameia Tou eTaoTATIKOY, OpyOVOEVaioBTOU KapKivou Tou mpoaTam)
{mHSPC) oe auvbuaoyé pe Bepancia ovépnory; avbpoyway (ADT) ot eviike

dvbpee,

«) Bepaneia Tou jin peracrankol umhod kndivou avBekToD oTOV EUVOUYH
o6 kapkivou Tou nipootdm) (CRPC) o evrukec dvbpec,

« T Bepanelaou petagTamiod CRPC ot evrihikeg avbpec ot omolol eva aoupmu-
amikol f rima guymwyamkol énema and anotuyla me Bepaneiag oTépnang av-
Bpoyvu K aToug omolou r yneloBepantla Sev evbeikvuna axoyn KAMKG.

«n) Bepaneia Tou petagTankod CRPC ot evrihikeg dvipeg Twv onoluv n vooog el

é&\wamﬁ:;qémnmmmmmmwn

YrepevaioBroia o) Spaarix ousia i o€ kinoio and Ta ékdoya. Muvaikeg nou

elval f) pmopel v peNouv Eykueg

4A5ﬁmwuﬁmmmnwm&:mﬁmwm
 H yprion mg enzalutamide éxer ouayenotel e
enhryec kpioec (B napéypago 48 H andpaor yia m cuveyon T Bepa-

Tigiag oe aoBeveic nou eppaviouy emAnTrS Kpioeig pénel va hapfdveta ava

Tepimmon.

n o
Encephalopathy Syndrome-PRES): Eyouv mwa:uvuwpécmuw
Bpdpiov onioBiag avumpﬂpum eyxepaonaBeia (PRES) oe aoBeveic nou hap-
[évouy Xtandi (Bhéne napaypatpo 48). To PRES eivar pia omdvie, avaoTpéyiun,
Vesgolo| baapay 1 orola ropl v o oo éphoodyea
ouprdpara, cupmeptayavopéviy omacyw, kepahahyiag, cbyyuong, Tiphu-
0 ke @hNw ORI Kat veupohoyiv SHaTapaya, i  yuwplc oyen(opevn
unépraan). H iyvwon Tou PRES amarrel emBefakoon 1 anemoviomkéc e€etaoe;
Tou Eykegéhoy, kad mporiyron uﬂwnﬂmwwmwwlﬂu(m -
iorérman Stakom Tou Xtand o aoBeveic mou avarmionouy PRES.
Qeurepoyeveic Kipiec KakorBeec Exow avagepBel nepiotamika Seutepoyewiv
Kupiuv kakonBewv o aoBevel riou éhapav enzalutamide o KAVIKEC pehETec, B
KAWIKE pehéTeC paong 3 Tamo cuywd avaepdyieva cupfavia ot aoBeveic oy
Ehafiav enzalutamide kn peyaNitepa and To EkovIkS (ppako, firav kapkivog
0upodGyou koo (03%), adevokapkivwpa Tagéog evrépou (0,295), Kapkiua
and perapamid emBiriio (0,29) ka pevafianikd kapkivwpa oupobiyou Ko
{0,1%). On aoBeveic Ba npénet va oupBouledovial jiEca To YIATPO Toug v na-
patnpricouy njadia YOTEVTEDIKC A 0ppAYiac, HakpoaKomI| ayjaToupiar)
Ma oupmipara G Suooupla rj enraxmikr aviykn olpnong kad ) Bip-
kel Bepaneiag e enzalutamide.
Tauréypovn Xprion pe Mha papuokeuTikd ripoidva: H enzalutamide efval évag
1oyuptc enaywyéad ev{ipov ki ymopel va oo ae andikaa e anotehe-
ummmmc oAk Eupeiag xorpzmc PAPLIAKEVTKGN TIpORSVIL, Tuvenux,
avackanmon Twy ou UV (OpHGKEUTIKIN
65&&\€rmmdnwamp£nmcaspmhqﬁmtutamlde Hrmmxpommcn
e enzalutamide i pappiaxeLTiA mpoidvTa ou eival euaioBiiTa urooTplpaTa
TG peTaPokikiiv el i i HETOOPEIC MpENEl yEVikG v anogeuyeTal edvn
Bepaneumi Toug Spdon elven peydhng onpiaciag yio Tov aobevr, katedv oimpo-
oappoyéc G SdorG Sev ropoin edkoa va ripayyiatonoinfouv Bdoe T na-
paxohodBnang T anoTEAEOPATIKGTTA I T OUYKEVTpGOEWY aTo Thdapa. H
ouyyopiynon e fapgaphn KalaveIm kKA oy oiGlovTa PE Kouapiv TpETEL va
anogedyetal B 1o Xtandi ouyyopryeitan e éva avimmycnikd ou perafoli(etal
am6 To CYP2C9 (Gmwg  Pappapiv 1} acevokoupapahn), npmuwﬁuﬁuxsdm

1) i Eheyydpewn unépraon, Autd npénei va hapPaver unbyn av To Xtandi ou-
viayoypapettal o autoig Toug aoBevel, H Bepania avbpoyovikol anokheicod
\mopsi v napateivel To Siciommya Q. Ye aoBeveid jie iotopikd 1 inapé) napayd-
v knvOvou yia mapdraon Tou SiaoTrjatog O kaioe aoBeveic o AayBivow
TAUTGYPOVE POPHAKEUTIKG TpaidyvTa 1ou evéyeralva upateivou To Sidompa
T, o1 Bepdnovreg yanpol npénel va afiohoyolv 1o 10oliyio ogpéhouc kvbivou
aupnephayifavopiing e meavonIac yia eipdvion koakric Tayukapiag
diknv pmbiou (Torsade de pointes] mpiv Ty évapén Tou Xtandi.
Xpriar pe ynpeioBepaneia: Haopdhein kai n anoTeAEopamKGTITT TC TaTaypo-
G xpriong tou Xtandi pe kuTtapotogiTy o dev e TequnpwBe. H
auyyopfynen g enzalutamide dev éxel kapla khwikd onuavriv enBpaon) o
mmmmmnrmmwncwmnﬁﬂﬂcﬂmwu Sev ymoped va ano-
KAEIOTE i )0} Ao, OUBE TEpOMEVID ENayOpEVIC amo T VIooETaEEhT
Ambpaoe; unepevaindnolac exdnivovral e
jata ou nepihapfavouy, akha dev nepiopiovian oibinpia npootmoy,
mwn‘;ﬂmnemmmw Tapampnfel e enzalutamide
(BAéne mapaypago 48],
‘Eyouy avapepBel oofapéc Seppamcéc avemBiyrteg avribpdoec (SCARS) e Ty
enzalutamide, Kata m ouvrayoypdepnan, of aoBevel; Ba mpéme va evipepve-
M|mmnqp:&1mmmmmmmunmpumkotmumM&p-

Ghetac: Ot mhéov ouyvEG avemBUpITEG EVEDYEIEC Eival
ebaoBévony/komuon, e§aper, unéproon, Kandypata, kal Tiwor. ARk onpa-
VIIKEC, QVEMBU{INTeC EVEpyEEC n.sptlnpﬂd\mv vor} Siarapayr kar oudee-
ponevia, Emirymi) kpion napouadommke oo 0,5% twv aoBevaw nou Ehapav
enzalutamide, 100, 1%wua€emnwéhﬂmammq>ﬂpmm Kot 0.3%
T doBevin mou ehaBav B 15, Exouv avagepBei C MEPITTWOEN,
Tou ouvBpdyiou amiobiag u\.wmptlpm; mepalunr.‘ﬁw:oc aoBeveic mou éha-

Pavenzalutamide (B\éne nopaypopo 44).

i

Kardhoyoc avemiiunTuw evepyeiv ot Lopari rivaxa
Onmﬂupnmcmplpﬂa; noU napatnEKay KaTa T SIApKED KAVIKIN ERe-

TV TIOPCTIBEVTON TapAKETL VA KaTTyopla cuyviT TG £pdvonc, Cr kemyop:
£ OUVOTTOG Eppavion; opiovial i archoiBkuc okl Guyves (> 1/10), ouvég
(21/100 éwe < 1/10), Gy ouxvés (2 111000 ¢ < 1/100), omdvieg (2 1/10.000 éu
< 1/1,000), nohd omdvieg (< 110,000}, jn ywworéc (Sev pnopobv va excrinBodv pe
[iion Ta BloBéona dedopéva). Evtog ki katnyopiag auyvomac pipdviong ol
vEmBOpITTEG Evépyetec napamiBevra Kad Bvouoa ceipd oofapdTag,
Nivaxag 1: AvemBUpnTes evépyetes mou avayvupioTrkav o€ eENeyXGpEves
KA Boruég ke petd T KukhogoplaTou pappdkou

Tipdatem rapakohodBon ¢ Aebvolc Opahomompuig Exéor (i

Normalised Ratic-INR).

; Amameir npoooy| o aoBevel; e cofapr) vegpir
Buoheroupyia kabix; r enzalutamide ev éxer pekemBel o aurd Tov nnBuod
aoBevin,

Zopapi ramike) Suakenoupyia: Mia auénon Tou ypdvou npioeiag Gar; TG
enzalutamide £ye1 iapampniei o€ aoBeveic pe cofiopr ramua) uakertoup-
yia, mbav auayerdopevn = my aulnpuén katavou oToug o, H ki
onpacia autr; T, TapaTprong napapével dywsom. (atooo, avapéveral éva
TIAPATETAEVO XPOVIKG BIATTIA Y10 VO @TA00UV Of CUYKEVTDLICEIG OTr aTaBEpo-
TIOH} 9 KITGOTaGT Kol 0 YOV EYpI va enTeuBed 1 o papyiakahopi}
Bpdon kaix kai ot ypovor yia Ty évapdn kar peiwan T evupiKiic Enapyiq

prlopalmcmvawmew

T eNETe (paong 3 anokdeioTrkav aoBeveig
ETpiop o oy ke e o el g e
B} oy (ki Touc Tekeutalou 3 prive), kapdiaki] avendpkeia kamyopiag
M IV ke New York Heart Association (NYHA) extox av To khdopa eEtBiong
apaTepfic konlag Left Ventricular Ejection Fraction-LVEF) = 45%, Ppadukapdia

Kertnyopic/opyaviké
ump?\ﬂ o) '-;VWE 10 | AvemBupnres svépyeiec kaiouyvitnra
By Oy avpveg heukonevia
Sepwocepane | Mnywoc: o
Aatopogéciov. Mn yvuwotéc: oléinpanpootimou, oifnya
‘avogonoiTikoU cuaTaToS,  Yhwaoag, oidipa xeious, oifnja pdpuyya
HoyaToRss apalEs mlouﬁqég%cmm yewbaiofinan
apm]ulf m?mh;qﬁ.?wq il
mmmo Wlwmvemmﬁémmm e
YWUGTEC: ovBpoo omiaBia
M ywwaTec oy
avaoTpéyinG eykeparondBieinc
Zuyvec; toyaipir) kapdiaia] vooog,
v K ar
TIpOGVTL TIpéTet apbiaké Siemapayec m!;’wmﬁ “mmﬁmwmc
Ayyeaxéc Slamapayéc ok ouyveg eéae; unépraon
Auaapayécou S
VOOTREVTEpHKOD My ywwoTec vauTia, éuetog, Sdppoia
AinapaycrouBéppato;  EuyvEG lu.wnwéc
KalToy unodépiou IaTol Mr| YWOTEC: €
Aapayécou mmmwm'
uuomedmumml-mﬂ( Mn ywoTeC: puakyia, puikof amaopiol
KAl ToU ouvdy wmﬁwﬂ‘mwmw
Aarapayéc rou
avanapayLyikol ZuyveG yuvaikopaoTia
OUCTIaTOC KA ToU HooTol
Tevikeq Siatapayec kal
KanagTaoe G odol Tlokt) ouyvéc e&avinan, konwan
Joprynong
Kawtoeig,

Kat mﬂnxﬂcﬁapunzumw Mok quyvéc man

mwnﬁcmwpécmémmm perd T kukhopopia Tou gappdkou
¥ Onux; adiohoyriBnke ané Tumomoinpiéva zpm‘u.mu MedDRA (SMQs) Tuv
«naopiwe mmapmapﬁuvq.ﬁwwm ormm / OGN ywmwm}cm
Mg, o0vBETWY EoTiaki Emiy piocw, eona y Kploe-
v kai status epilepticus. Auto mepthapPaver ONAVIEC TEPITIATEI ENATTIKIY
Kplogwy e emmhokéc mou obnyolv og Bdvaro.

'+ O afjohoyriBnke and Tunononpéva epwmpara MedDRA (SMQs) «Ey-
gpayua Tou puokapbions kal <AMn 1oy} Kapbiakr) wooos, oujmephoy-

Xtandi

w enzalutamide

ﬁmm:wnmwm@uﬂwnpwmrmépwmmpanmenmocrw
Myiorov 600 aoBeveic 0t TUyaIOMOINEVES EAEYYOEVEC | EKOMKD plptiaxo
ehéTeC oy 3: omBdyyn, aTepaviaia Voo, éigpaypa Tou juokapdioy, ofy
&gpayua Tou puokaplioy, ofb aregaviaio ovipoyo, aotafic ombdyn,
ioapia ou puokapbiou kot aptpoakipuvon aTagaaniag apTplag.

# Nepihapfiver Ghou Tous TpoTEV0UC Gpouc P T M ety ota

ooTd.
Teptypaqr emeyivy avemBonTLy evepyeiiv: Emnprer kpion; Zni eheyy-
Heveg KAIKEC PehéTeg, 22 (0,5%) amd Tou 4168 aoBeveig mou unofiBnkav oe
Bepaneia e npeprioia S6or) 160 mg enzalutamide eppdvioay emrrmia] kplon,
owd TpeicaaBevelc (0,1%) mou EhaPav elkovikG qpdppiako ka vag aoBevric (0.3%)
Tiou Ehae Pucathoutepibn gy mhayr kpion. H 66an gaivertat vaarc-
Tehel OTPAVTIKG TIPOYWLIGTIKO TIapGYOVTa Tou KIVGUvOU eppéman; emiinmialc
kpiang, 6nuw avikarompieTal and Ta mipokhvikd GeSopéva kot and T Sebo-
HvaLand i HEREm ichidxtaan T Bdang. Zic ekeyyopeved Kvikéc pehéteg
efaipétnka of aoBeveis | miponyoiyiawn emAnmki) kpion f) e TopdyOVTEG
KvbUvou yia T epipdvian emdryric Kplorc, Z€ pia Sokyr povod akEhoug
9785-CL-0403 (UPWARD) yia v afiohdyrion TG enfrmuwan Tuw enyTokgy
pios o toBEve e TpOBRIKDLX FOpAYOVTEC 1 exdiuc) emdvye
Kaw kplogww (and Toug omolou 1,6% elyav 10Topiko emAnikiv Kplogwv), 8
ant 366 (2.2%) aoBeveic nou éhapav Bepaneia pe enzalutamide epgévioay pia
emhnyikr} kpion, H idpeon Gidipkeia ty, Bepanelag frav 93 prives, Aev elvar
YVWOTGX O nyavicy o ot Tou omoiou 1) enzalutamide pnopel va peiwoe Tov
0ul6 T emnTv Kpiogwy, ahMd Ba pnopodoe va ayenoTel pe Ta edojitva
and in vitra pehétec ou Seiyvouv dm iy enzalutamide kai o evepyds peTaBoNimg

e mpocSévovtal Kol pmopei vaavaoteihouy ) SpaomikdTma wv Siatkwy Ty
VT yhwpiou Tou GABA.
loyaya} Kepdiarj voooc; T Tuynonoimpueves, KKEG peMETEC Eheydeve
1 EMomkd QApaKD, 1 0K KapBiai vBoog, Eupadame 010 3% T
aofevin mou éhafov enzalutamicle kr ADT ouykpmKd e 1,5% Tuv aoBevinv
mou EhaPav ewovikd gapyako ki ADT, Aekanévre (0,4%) aoBeveic nov Safav
enzalutamide km 2 (0,1%) aoBevelc nou EhaPav exovikd pappako gipdvicay
OUpfdV oYaIpIKTG mpﬁmmkmuounou obifynot ot Bavaro.

v VERYEIN: H avagopd mBavoho-

YOUUEVaY aveTTELTLY EVEpYEIGN LETd A T yoprynan dBeias kukhogopiag
TOU (ApHAKEUTIOU MpoidvTOG iva onpaviik), Empénel T owex napaxe-
‘AotBnon g axéans opéhouc-kmB ivou Tou pappakeuTKod mipoidvToc, ZnTefal
QNG TOU EnayyENIaTIEC UYElaG va avagépouv omoieadrnoTe moavoNCyOUEVES
CNETIRITTEG EVEPYEIES JECRS:
ENae EBvikog Opyaviopds Qappdru, Meooyeiwy 284, GR-15562 Xohapyde,
Abriva. Tk + 30 21 320403801337, Bak; + 30 21 06549585, lowéonox; http/
www.eofgr
Kimpog; Qappakeunixég Yrmpeoieg, Ynoupyelo Yyeing, CY-1475 Aevkwoia, Tk
+357 22608607, Dat; + 357 22608669, latdronog wwwmoh.govy/phs
7.KATOXOZTHZ AAEIAZ KYKAOQOPIAL
Astellas Pharma Europe B, Sylviusweq 62, 2333 BE Leiden, ONhavSia
8. APIOMOL(Ol) AAEIAE KYKAODOPIAZ
EUN/3/B46/002 (40 mg emmalujapiéva e A
EU/13/B46/003 (80 mg emichupéve pENETT Ui i)
9. HMEPOMHNIA NPOTHI EMKPIZHE/ANANEQZHE THE AAEIAE
Hyepeynvia npamg éykpionc 21 lowiou 2013
Hyepopnvia teheutaia avavéwanc: 8 Oefpouaplou 2018
10.HMEPOMHNIA ANAGEQPHEHZ TOY KEIMENOY: 30 Ampihiou 2021

Rerropepeic TinpoyopieG i T0 apO YappOKEUTIKG Tipoidy elvan SicBéoieq
atov Siktuaxd 16mo Tou Eupwnalkot Opyaviapod appidkuwy: htpy/wwwema.
auropagt.

(APMAKEYTIKO NPOIONTIA TO ONOIO ANAITEITAIIATPIKH TYNTATH
EMdba*
Mepexkomra  MéyeBogouakevasiag

6 upvio Siokia)
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40mg/TAB Kouti X112 emkahuppéva €2261,67
pedemd upévio Siokia
Kimpoc*
Mepexrommra MéyeBog ouorkevasiog Aivikg OMA
40mg/TAB Kouti X 112 emkauppéva €3009.25
pehemd upévio Siokia

*Kurhogopov idvo ta 40 mg emkahuppéva Pe AEmo upévio Siokia
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Astellas Pharmaceuticals A.E.B. E.

Aynothdou 68, 151 23 Mapodo, ASveTrh. 2108189900, Fax: 216 8008 998
wwwastellas.com/gr

Tomkac Ammpoatnog/Aiavoyéag npaidvuy Astellas ommy Kimpo:
Novagem Ltd, Try: 00357 22483858



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.



1. ONOMAZIA TOY ©APMAKEYTIKOY MPOIONTOE KEYTRUDA 25 mg/mi Trukvo Bicilupia yia Trapaokeur Siahdpatog Tipog éyyuon. 2. TIOIOTIKH KAI NOZOTIKH ZYNOEZH Eva giakiio Twv 4 mi Tukvol
Siahparog mepiéxer 100 mg pembrolizumab. KaBe mi mukvod Siakduarog epiéyer 25 mg pembrolizumab. To pembrolizumab eival Eva efavBpumomoinyévo povokAwyikd aviiowla Kard Tou poypajaTiopivoy
rutrapiol Bavérou-1 (PD-1) (lgG4Nadrumog kamma pe oTaBepoTomik akayn mg aMnhouyiac oy Trepiox Fc) To ool rapayerar o€ kimiapa wobrkng Kivelikol kpikmiol (Chinese hamster) pe Texvohayia
avaouvBuaapevou DNA. Tia Tov Tikvjon karahoyo Twv exBoxwy, BA. rapdypago 6.1. 3. ®APMAKOTEXNIKH MOP@H Mukvo Sidhupa yia rapaokeur Siahiparog mpog éyyuon. Alauyes £ws ehagpdss IpiBifov,
QYo Ews EAaPPUIC KiTpivo BiaAupa, pe pH 5,2 - 5,8. 4. KAINIKEE NAHPO®OPIEE 4.3 Avrevbeiteis YmepeuaioBnaia o SpacTiki oudia i OF KATolo armo 1a sxboxuwouuvuumul omy Tapaypago 6.1. 4.4
Eiixeg mpoeiborroioeis kai ﬂpowﬁ.u{ug xard m xpijon Lyniaowdmia Mpokerpévou va PeAtiwbei n ivhaoipdmra Twv Piokoyikiv @appakeLmkii TIpoiovTy, To Gvopa kai o apiBuog TapTidag Tou
Yopnyolpevou qmppaxm TPETTE! VO KaTaypageTal e gagrivela. Alihoynon mg ékepagnc Tou PD-L1 Kara my afjohdynam mg éxgpaonc Tou PD-L1 Tou éyxou, eivan ampaviikd va emAéyeral pia kahiic smkupupévr
Kal 1axupr p yia GoTe va hay 1Bolv of Weubl ap r|0| wu&n;&mxompwﬁlopmw ZYETICOUEVEC LIE TO QVOTOTIOMTIKS Mmmuuggwmmgixnﬁmvzgmmmommnm avemBlpnTeg
Mpyzlzg uuum'pnl\qlﬁuvoptvw oofaptiv kat Buvmnwpmv n':plcmmmw Exouv zpq;uvml o aoseveig TTou AapBdavouv To pembrolizumab. O mplmp:g oyen{opeveg pz TO QVOOOTIOINTIKG uvcrrlBuprm:q
EVEpYEIEG TTOU eppavioTrkav kara m Biapreia m Bepameiag u pembrolizumab frav avagTpéwipes kal aviiperwiomkav pe Siakomég Tou pembrolizumab, xoprynom KopTIKOGTEPGEIBLY KaIf UTTOGTIKTIK @povTiDa.
ixm;op:v:g pE TO uvoaunmr]nm avmeupnn:g m.p\gm; Exouv mtar}g EHQAVIOTE] HETa TNV !tkurma Soon Tou pembrolizumab. Zyen{6peve pe To avooomoinTkG avemBUpNTES EVEPYEIES TTou ETmpealouv
nzpmmepa amb éva opyavikd cuo‘rnuc;u TTOPOUV Va EpG ypova. Ma ek axm:oumc pemavwomln‘nxé avmeumregevcp\rzlzg Ba mpémel va ﬁmm\ml nemapkns agohdynon
ate va empePaiwdei n amodoyia i va anokheigTodv AAEG armieg. Mc paon m oofapomma Tng crvrm&lmmq cv:pvmq Ba mpéel va yivel matom Tou pembrolizumab kai xopqupn Kopnxoo'r:pu:zbw Mem
PeAriwon oe Babyo < 1, Ba mpéet va yivel n évapln mg BaBiaiag peiwang Tou kopTiKoaTEpoEiBoUS Kal va ouveIoTe] yia BiaoTua ToukdyioTov 1 uiva. Me Baom Ta Tiepiopiopiva Bedopeva aTio KAvikég PEAETEG OE
ach:\mq oToug omoioug o1 axtn(opm; JE TO QVOOOTIOINTIKG uvsrnﬂuprrm; mpy:l:g, Bev pmopoloav va zAn[xSuuv HE ™ XpAon mpnxm'r:pottﬁoug, pmopei va cﬁ:mcn'n T :vbc)(ng:vu Yopiynong akhuwv
rakmikaw. Emavévapln rou pembrolizumab wopel va yivel wrog 12 efdopdduwy perd my TeAsuTaia 60011 Tou KEYTRUDA, sgboov n avemBipnm evipyeia umoywphoe ot BaBpo < 1 kai

n buun Tou xopnxoa'rspauﬁou; Exel penwBei oe < 10 mg Tipedvifovng n iooBlvapou ava npépa. To p i b 8a mpémel va diaxd ! npumn'z ot u‘nniuﬁqm'l: BaBpou 3 ayendopevn pe mawonmlmlxo
avemBuunTn evépyeia Trou emavepgaviferal kabi ka ot omoladiore BaBjol 4 oyenddpevn ue‘roavwovowrnxo TogkéTTa and NN evpyela, e5aIpoupéviuv Twy evbokpivoTaBeiiy, o1 oTioieg EAEyXOVIa
VE OpHOVEG unnnm')a'mg BA ﬂupaypﬁqmuq 4.2 ka1 413). MMM&M&M@@ Eyel uvaq;ch:i nvmpovi'nﬁa ot aoBevei Tou ,\o:.ﬁc'muv pembrolizumab (BA. mpﬁvpaq)a 48). Q1

aoBeveic Ba pémEl mahwxml yia anpEla kal oupTiwpata TveupoviTidag, MBavokoyolpevn veupovinda Ba TpEmer va emBeBatveral Pe akmvoroyikn cm'umwcrn i va aTrokAeiovial GAMeg umu; Xopfiynon
xoprikoaTepoeidi Ba TpémEt va yiveral ot oupBapara Babpod 2 2, (apyixn Goom Twv 1-2 mglkglhpcpnmm; mipebvifovng fj 10od0vapou akohouBodpevn amd BaBpiaia peiwon), Ba TpémE va yivel malor) Tou pem-
brolizumab o BaByol 2 mveupiovinda kai opioTik Siakor Tou oe BaByol 3, BaBuol 41 oe pomalouca BaByou 2 mveupovind (Mmmvpmm 4.2). Zyen{ouevn Le 1o avogomointikd koinida Exer avapepBei
kohimda usoaBzvngrmu happavouv pembrolzumab (BA. mapaypago 4.8). O1 aoBeveig Ba ipémel va d\zyxuwal yia anpeia kai uuu'mummu xoAmdag ka1 va anokAsiovTal nMa;am:; Xopfiynan KopTIKOOTEPOEIBLV
Ba Tpémel va yivera ot oupBapara BaBuod 2 2 (apyiki 6wnmw 1-2 mg/kg/npepnaiwg mpedwiddvne 1 |uo§uwucu axohouBoupewn amo Badiaia peiwan), Ba Tipémel va yivel Tavam Tou pembrofzumab o BaBjol
2 1} Babyol 3 kohinda xar opioTikr Siake Tou ot Babpol 4 fj o unorpomalouaa BaBol 3 kohinda (BA. maptypapo 4.2). OmGuvogxIvéuvnq Bidrpong Tou yaoTpeviepikol owhijva Ba mpémet va Aappaveral
umown,. Exen{ouen pe ro avogomoinniké nrarnda Exel avwcpeei nmarinda oe mecvng Tiou hapBavouv pembrolizumab (BA. mapdypago 4.8). O1 acBeveic a npem:l va eMéyyovial yia perafohéc oy zmcmxn
N:ncup\uu (kama rnvmpf;] g Bepaneiag, mepiodika kara m Siapkeia mg Bepareiag kai omuwg evBeikvural pe Baam my khivik aflohdynon) kabu kal yia gupmTupara nrarmiag kar va anokAeiovral AMeg arieg.
©aTpETel va yiver Xopiynan koprikooTepoedav (apxiki 5oam wv 0,5-1 mg/kg/npepnariwg [ot Badol 2 oupaparal kai 1-2 mg/kg/npepnoiwg (ot Bablol 2 3 oupBapena) mpebvicovng i Igodivajiou akohouBoupev
amd Babpiaia peitwon) kal pe faom m gopapdimia me augang Twv TPy T iaTikiy eviipw, Ba mpéne va yivel madon f Biakom) Tou pembrolizumab (BA. rapdypago 4.2). Zyen{6uevn Le 10 Qvooomoiniko
muﬁq ‘Exel ovagepBel veppinda oe aoBeveic mou ,\cuuﬂclvouv pembrohzumab (BA. mapéypago 4.8). Or aoBevel Ba mpémel va eAEyXovVTal yia PETABOAEG am veppi) Aemoupyia kan va amrokAslovial GAReS artieg
vegpixiig Suakermoupyiag. Xopriynan kopriootepoeiBin Ba mpéner va yivera ot oupBayiara Badpod 2 2 (apyiki 86an rwv 1-2 mglkgipepnaitg mpedvdoune i ioadivapou akohouodyevn and Babinaia peiwon)
kai e paon m auﬂuwnmmguumummv ﬂpwvmg Kpeamvivng, Ba TipéTEl va yivel Travon Tou pembrolizumab o Baljod 2 kal opiaTikn diakotr Tou ot BaBjod 3 1) ot BaBpol 4 veppmda (BA. Tapéypago 4.2).
TOITIA “Exouv maparmpngei copapég evBokpivomraBeies i Ty aywy e pembrolizumab, oupmepthapBavopéng me emveppidiaki avenapkeiag, mg utioguainidag, Tou
oakyapwdous éauﬂnrn Timou 1, w; 6mﬁ|1'r|mg mo&ewng Tou wompswémpou Kal Tou uTiEpBupeceidiopol. Makpoypovia BepaTieia 0pPOVIKIAC UTTOKATGOTACTIC ITTOpE] Va EVal aTTapaiTTym O TIEPITTRUOEIS
OYETICOPEVIY LE TO aVOC Exer | emveqpiBiaKT avemipela (puTomaiic kai Seuepomraiic) oe aoSeveig mou AajiBévouy pembrolizumab. Exer avagepBel emiong uroguatnida
ot aoBeveic mou AapBavouv pemolizumab BA nup(:vpuw 48).01 aoBeveic Ba pémer va eAfyyovral yia onpieia kai wﬁwmu ETMVEQPIBIOKIC QVETTEPKEIOG Kot unoq;uo*méug (oupmrepihapBavopEvou Tou
uTIoUTIoQUOIOH0U) Kal va amiokAeiovral GAeg aimieg, ©a TTPETIES va YiVETal XOpAynoT] KOpTIKOOTEROEISWV Yia Tr) Siaxng ¢ Kabuwg kal GMNG OpHOVIKIG UTIOKITATTAGTIG TTWG
evBeikvutan khivika, Madon Tou pembmhzurnab Ba mpémel va vwzl ot BaBpou 2 mwapplﬁluxq cm:nnpksm | ge umwumnﬁu EXPI Va Errrltustl n\z\rxog Tou aupﬁapmog '3 opuwmq umokaraartaar). Madan f
Siaxorr vou pembrolizumab Ba pémer va yivel o€ Bagod 3 fj 4 emveppiSiaxh avemdpkeia fj cupmwpaTk uTiopuoinda. Zuvéion Tou pembrolizumab pmopei va eferooTe, pera T BoBaia peiwon Tou
KopTIKoTEPOEIBOUS, £V XpEKaCETal (BA. Tapaypago 4.2). H Aeroupyia mg UTroUGNG kai Ta eTimieda Twy oppoviiv Ba TpETTE va ehéyyovTal tote va efaopakiotel n katahAnAn opHoviKr) uTiokaTaaTaon. Zakyapwdng
5luﬁqmqnmnu 1 uumpmupﬂuvm:vngm&uﬂmm; KeTofEwanc, Exel avapepBei m:auecv:l;mu l\npﬂuvwv pembrolizumab (BA. nupavpmpu 4.8), Or aoBeveic Ba mpémel va EAEyyovral yia umepyAukaipia f ahha
ompeid ki oupTmapara Siapim. a mpeme va yiver yopiynon woouhivng ot Siafim rimou 1 kal va yivel Tadan Tou pembrolizumab oe TepTTGEIS Biafim riTou 1 mou uxmiuwm pie BaBpou 23 u‘rr:pyhumlplﬂ
1 keroffwan péypl va emmeuyBel perapohikog eheyyog (BA. Tapaypago 4.2). ‘Exouv avagepBel Siarapayec Tou Bupeoeidols, aupmepihapavopivay Tou PECEIBITYIOU KaI TG
Bupeoeidindag, o acBeveic ou AapBavouy pen'bmﬁzurrm Kai uvopnuv Va eppavioTolv oToladiTToTe Xpovik oTiypA Kerd ) Sidpkeia e aywyig. O umaupmeléocuéc ach)épenn mo auyva gt mﬂmxc e
Kkapkivwpa kepalng kal Tpayrhou ex TAakwdwy kuridpwy (HNSCC), mou :xouv AaPer mponyodpevn Bepamieia akmivoPohiag. Or aoBeveic Ba péme: va eAéyyovian via peraBohég om Aemoupyia Tou BupeoeiBolc (kara
mv évapl M Bepareiag, Trepiodikd kard m Sidpkeia g Bepameiag kar o evBeikvurar pe Baon my khivik afiohoynon) kaBli kai yia kAwika onia xai guprdpara Siarapayiv Tou Bupeotioic. O
UTIoBUPEOEIDICHOC HTTOPEI Va GVTIETWITIOTEI HE BEPQTTEI UTIOKGTGOTAGTIG Xwpi Tr) BKIKOTIT ¢ aywyAS Kal Xwpic T XOpAYNON KopTIKoGTEoeiBiv, O UTTEpBUPESEIBICOC HTTOPE va QVTIHETWITIGTE] CUTITWHATIKG.
Ba péTiel va yivel nadon Tou pembmfmxmab ot umepBupeoe Biopd BaByol = 3 péxpl T BeAtiwan Tou at BaBpol < 1. H Aeoupyia tou BupeoeiBodc kai Tutrrrntﬁurwv opuovuw Bu TIPETIEN val EAEYYOVIOI LOTE va
tetgopakiaTei n karahAnAn oppioviki) uTrokaTacTaan). ZzuuBzv:i;mBuﬂpauSnBuﬁuuudwﬁoxplvam@mgmu““ w8y uzBuSpoqu,, HNAGTERO Kat EAEY Y uTrokaraaTagT) eav evBeikvuTal,
pmopei va e&rwrei r| cruvlean Tou pembrolizumab, perd m PaBuiaia pEiwan Tou koprikooTepoeiBolc, edv ypeiaeTal. AMix Ba Tipemel va Siakoei n Bepameia (BA. nupm,'pcmug 42 ko 4.8). Zyen{opevec Ue 1o
e o] agElc IXEMICOHEVEG PE TO QVOOOTIONNTIKG Tofapé ﬁeppunu; avridpaceig Exouv avapeplei o aoBeveic Tou Aapfavav To pembrolzumab (BA. mpuypu:po 48). 01
ochMiun rrpmet va mpumMuSouwul yia nleuw)mvoumt; coﬂupeq EZDLKXTIKK avTiBpaoEls kal Ba npcns va amokAeiovial aAheg arrieg. Me Baan m cofapomra e avemBupnTnS evépyeiac, Ba mpEme) va yiver
Travor Tou pembrolizumab oe BaBol 3 Seppamikég avnBpaceig pExpt MY UTToxwpnon Toug ot BaBuot < 11 op:mlm Biakor| oe BaBpol 4 Seppankés avnibpaatig kal Ba mpémer va yoprynBouv KDQ‘III(OCI'I'EQDEiﬁn
(B mapaypago 4.2). MNepioTamiké guvBpdyiou Stevens Johnson (SUS) kal Tofikng emdeppikic vekpduang (TEN) éxouv avagep@el oe aaBevei¢ Tiou Adpavav 1o pembrolizumab (BA. mapdypago 4.8). e mepimuon
mBuvoAnvnu;zvnu SJS ) TEN, 8a mpéme: va yivel radon Tou pembrolizumab mromﬁwqgeunpcrrzl va nupmr:pq;&:l ot efideieupévn povada yia afiohdynon xa Beparreia. Eav mﬂsﬁulmazl 10 SJS fin TEN, 161
Buwpcntl va yivel opioTi Siakomm Tou pembrolizumab (BA. Trapaypapo 4. 2) Bapéme va emBeikvieTal Tpoooyn orav eEraleTal n xpnunmupe’nbfulzumabuz fvav aoBev, 0 G'I'I'OIO(E.)(EI EPPaVioEl aTO mpcwov
pia ooPapi f) amenkd) yia m Jwn avemBipnm Seppaid aviiSpaon kara m Afyn Tponyolyevng Beparieiag pe GAloug avoood!
avemUpnTEC evépyeies Or akOAOUBEC ETTTTPOTBETEC KAIVIKG OTIVTIKEG, OXETI(GIIEVEC JE T CVOTOTIONTIKG CVEMBUITEG EVEQYEIEG YOV uvuglspeﬂ o rJuvng PEMTEC ) KQTdl ) XPAOT] TOU TIPOIGVTGE ETA TNV
Kkuxhogopia: payoeidinda, apBpinda, puoainda, puokapdinda, n'uvkpzu'nnﬁu auvbpopo Guillain-Barre, puacevikd ouv6pq.m alpoAuTIkr uvulpu aupxcléuﬂn vazqmmﬁu pughiniba, ayyeimda, axAnpuviki
Yohayyeimda, yaorpinda kai unl\m;mﬁng KuoTiTia (BA. nupuvpuwug 42 xan 4.8). Me Baon m u'oﬁuponnu Kat Tov TUTTo Mg avemBUpnmg evEpyerag, Ba mpéme va yivel Travom Tou pembmizumab ot BuBuou 2n
BaBsou 3 auppdpana ka yopriynan koprikooTepoe Biv. Miopei va yiver emavévapd Tou pembrolizumab evig 12 efopaBuv pera my teheuraia 86an ou KEYTRUDA, epdaov n avem@ipnm Evepvm UTIOKWPNTE!
e BaByd < 1 kai n 86on Tou kopTikoaTepoeiBols Exel pewdel ot < 10 mg TpEdVICowNG A 1goBivapiou avd nuépc To pmrbmimrmh TpETEl va BiakoTrel opioTika ot oTiorabiTrore BaBjol 3 oyenopevn e T
uvmowolmlxo avemB0pnTm evépyeia Tou eTavepgavideTal kaBwg kal ot u'rnmﬁnm BaByol 4 ayenifopevn pe To avooomoinTiko avemBopnm evipyeia. To pembmhza.md: Ba pémer va Siaxomei op|crrum oE
Badyoo 3 ) 4 puokapbimda, syxegakina i ohvBpopo Guillain-Barrs (BA. mapaypaqoug 4.2 kai 4.8). JYEn(oEVES Le LeTaIooyEUaT) QVEIBILITTES EVEDVEIES ATTOppIYI LIOOYEUTOS GULTTaYoUC opyavou I gaon
Tiou £NETal MG YopiynoT; aBeiag kukhogopia avapépbnke aTGppiyn HooyedpaTos oupTayols opyavou ot aoBeveig ou EhaPav Bepania pe avaoToeic PD-1. H Bepaneia pe pembrolizumab pmopei va augoel
Tov KivBUvo aToppIyING Tou CUTIYOUS 0pYavou OToUG ATTOBEKTES HOTXEUHATWY. L QuToUC Toug aaBevelg TIpEne) va efeTaleral 1) oxtan ogéhoug g Bepareiag pe pembrolizumab évavr) Tou xwﬁuunu mlavig
amdppiyng Tou opyavou. Emimiokéc me aroyevolc Merapoayeuons Apyéyoviov Avyonclr;rmwv Kurrapuwv (HSCT) AMoyeviig HSCT pera amd aywyr pe pembrolizumab Mepmmuoeig véoou uwtﬁpuurg Tou
poayeyatog Evavn Tou geviarr (GVHD) kan gheoamogpakTikii; nmatomagela (VOD) éxouv rapampn@el ot agBevelc pe khaokd Mpgwya Hodgkin (cHL) oy uropaMovial o aMayevy HSCT pera amo
TiponyoUpevn éxBean ot pembrolizumab. Ewg oTou karagTodv SiaBécipa epioodTepa Sedojitva, Ba mpimer va Sievepyeital TpodexTKN eEiTaon Tuw evbexdpevu opehtv amd Ty HSCT kai Tou mBavids aufppévou
KIVBUVOU EJaVIONG OYETICOLEVIWY i T HETapbaYEuaT emmAokG yia ke Tiepitmwan) Eexwpiata (BA. Trapdypago 4.8). AMoyeviic HSCT mpiv amo aywyr e pembrolizumab Ze aofeveic pe 1070pid ahMoyevoug
HSCT, £xer avagepbei ofgia GVHD, auymepiayBavopivng Bavamgopou GVHD pera and ayuwyr pe pembrolizumab. AoBeveig Trou epgavioay GVHD perd amd enéyipaon petapdoyeuon pmropei va éxouv auinpivo
kivbuvo epgaviong GVHD pera amo aywyr ;zpmnhmlmmmb Oa nipémer va efgradeTal To 6gerog ammd Ty aywyr pe pembrolizumab Evavr Tou mBavol kivBivou epgaviong GVHD ot aoBeveic e 1aTopikd alMoyevolg
HSCT. Zyenloyevec ue my Eyyuon avidpaoeis Zopapig oxeniopeves e mv éyyuan aviidipaatic, oupmepihayiavopivng me umiepeuaiaBnaiag kai mg avapuhatiac, Exouv avagepBe ot aoBeveic Tou Aappavouv
pefnbrdizurm’a (BA. mpuvpucpo 4] 8) It BaBu:u 31 4 avmiBpaoeig kara v Eyxuom, Qun'p:nzl va gTapaTioel n éyyuon kai va Siakorel opioTika 1o pemhroiz:.mah (BA. mpuvpum 42). AuBM!q 3 Bquuu 102
uvnépuun Kara mvev)(uun prrlopouv va cwexlunw va Aupﬁuvwv 10 pembrolizumab pe oTevi) rapakoAodBinon. To evexdpevo TTpogappakeuTiKil; aywyrG HE QVITTUPETIKD KAl QVTIOTOUIVIKG JITOpE va EGETaaTEi.
Bepareia To pembrolizumab oe guvBuaopo pe xnpeioBepaneia Ba TIpETEl va xprmmm:nm e TIpogoyT| ot acdeveic nkmag 275 enwu pm: QT TIPOCEKTIKN
:&mmmcuxtmxmeumwéhmméumoemmmmmmmmsn [poeuhdtic e1dikiC we ToC T v600 X; g€ agbevel 0l oroiol
£xouv Adfe) mponyouwev) aywyr] Xnueiofeparreiac mou Trepiciye mAativa Ot atpol BammwuMwwmwmxﬂmmmmmpmmcémcmmrdwmﬂw&mnmumvuvwnct
QoBeveic e YeIpOTEpa TIPOYVWOTIKA XapaxmpIaTIKd fifkal emBenii) vogo. 1o kapkiviwa Tou oupodnliou , mapampifnke peyaAlrepoc apiBuos Bavimuwy eviog Siagtiparog 2 pnviv e 1o pembrolizumab ot
oUYKpIan PE T xmmneapumn (B)L nupaypuq;u 5.1). 0| nupuyumg TIoU OXETiCoVTal PE TOUG nptnlpou; (-)marw; !T!ml r| m;(émq zt;:)\amcpm vncmg CE rrpurwwpem Beparreia P TATIVa Ka Of NITGTIKES
e pO6Y €10/ i

peracTaaeic. Xorion rou pemb & g

PDL1pe CPS 2 10 Ta xupumplunm uvmpopog ai m rrpa\r\maﬂxu xapuxmplo'rl:u g vegou vm nw nAnQucruu pcArlrg KEYNO'FE-OSQ TIEpI Mpﬁamv evu mcnmo aoBevov Trou frav xmuMn?\ul yia
OUVBUAOTIKI) ¥uEroBef 1 e Baon pp 1, Yia Toug oTioioug To dpeog Exel afiohoynBei Ot wia GuyKoITIKY pﬂ.{m (KEYNOTE-361). Zmv KEYNOTE-361, mapampnBnke peyahirepog apiBog Bavaruwy
mo;ﬁmnpmogﬁmmmmvmpﬁmmmg,mmpam fnke amo éva pakpoypovio opeAog Em mmgmnuguaﬂ:v:ngmuduﬁavm mmBr.pmmu p:pem’nmhn.mabts:auvnpﬁn pem
xmmoeepmrm (BA. mapaypapo 5.1). Asv pmopeae(av) va TautomoinBei{olv) auykexpipévn(ec) rrupuunpot;(m] TIou va oxmmm(awm] E TOUg “mljﬂu‘; Bavimoug. Or Bepémovreg iampoi Ba pémel va AiBouv
umoyn Toug v kaBuaTepnuévn évapén mg emidpaang Tou pembrolizumab mpiv &mvrpowmv aywyr ot aoBeveic je kapkivpa Tou oupoBnAiou, of ommaiol Bewpolvial karaAnAo! yia auvBuaaTikr xnpmet:pa'rrnu
e Buon ‘mv kapBomAarivn, H KEYNDTE-DSZ cruumpsé.\aﬁe mﬂaqg aoBeveig Tou firav kar@AnAol yia neioBeparTeia e povolepaneia, wumuqm'rmuu; Bev eival SiaBéonpa Sedopéva Tuyaiooinang. E

Bev umapyouv SiaBéaipa Bedopiva aog G Kal € Tag ot euTrabéoTepoug aoBeveis .y, karaaTaon Aemoupyikémrag kara ECOG 3) rou Bev Bewpolvral karaAAnAo! yia ynueioBepareia. Amouaia
Wmv&eﬁq}:v&w 10 I Burrpm:wu,,,_, v ' u:npwoxnotuummmnsuupo HETa amio TTPooEKTIKT E6ETaoT Tou mBavol kvdivou-opEhoug o e&rrcmmucvq paon. Xprdon rou pem-

i Kapkivo LC) T'evikd, 1) OUVOTIO T avemBOUITLY EVEpYEKQlV i TV CUVBUGOTIKA aywyi pe pembrofizumab,
nmampcnml o eival mmmm ceuan TN mvoe:pamlu 1.: per!u'olwmab Am mumoﬂepmm povo, awcmuumag M oupBol kaBevag amd autd Ta cuaTarika (BA. mpavaougd 2 kan 4.8). Aev eival
GiaBéapn pia Gpeon olykpion Tou p 11 o€ guvBuaopo pe )mpzloﬂzpmma Gt oyEon pe T povoBepareia pe pembrolizumab. O1 iampoi Ba 'r!ptn'al va Aapfdvouv umoyn m u)(su?]

Wcl\oug‘nwéuvw Twv BIaBEOTHIV Bepu'nwnmv m.\ovuw Wpa!rslu e perrbrolizmnab f pembroltwrnab OF oUVBUAOHO e MPEIOBEpaTTEia), TIpIv TV EVapl TS aywyTg OF QOBEVEIS PE [N PIKPOKUTTAPIKG
kapkivo tou Trvedpova (NSCLC), Twv amroituy ol dyxor exppalouy 1o PD-L1 kai oi ommoiol Bev éxouv Aaper mponyolpew Bepanzia. Zmv KEYNOTE-042, mapampinke peyakirepog apiBuog Bavamuy evios Slaariarog
4 pnviv ané my wupm me uwjvng, 0 oToio uxomwneqxz amnd evcx uuxpoxpowo 6@:.\0; empiwong aToug cnuemig oy a,\uBuv m uwo&pmem pe pembrolizumab ot oUykpion pe ™ ¥npeioBspaneia (BA.
Tapaypago 5.1). Xprion rov pembrolizuma U 8 paA IKWOLV KUT] SCC) levika, nuuxvmmumwmnmwwmpyﬂmptm
wvﬁuumucn aywyn e pembmllzumab rrupumlml on slvcn psvu.\ua'epn GE GYEON |E 1:] puvcaspumlu T3 pernbrohzumab ] TI'} mwo&mm ;mo uwuwx,\umu;m uuuﬁoAn KaBEVOg amio auTd T TUOTAMKA
(BA. mapaypago 4.8). Or icpoi Ba mpémei va AauBavouv umoyn m oxeon opthougkivdivou Tu Blabéopuy Be EmAoywV (jx pembrolizumab i pembrolizumab oe ouvBuaoud pe
mloﬁepmmu) npw mv wupi:] me avmmg oe ouﬂzvzlg p: mpanq.n uq:a)uﬁg xm Tpayrihou ex TAaKWSWY x;rnupuw (HNSCC) TWY OTTOIWY 01 oyml txq:par;wv 1) PD-U (BA. mpuvpuq:o 5.1). M
s Bevelc po oy Apeor} ouykpion Tou pembrolizumab Grav Xenoiy iTal OF , T3 EVCN'H 17];
uwoﬁcwnsiug e pembrcilzm\ah ﬁcv ival bmetmun [o]] |mpa: eu rfpé'rru va Mchrvnw urréwwm mo(uvlo nqnt.\oug’xwﬁuvou Twv iaBéoTpwy Bepx AoV (p £ i
brolizumab oe ouvBuaopd pe lenvafinib) TipIv MY £vaply aywyrig o aoBeveic pe Tpoxwpnpevo n mmpo‘mu{uv MSI-H A dMMR kapkivwia Tou evBopmipiou. MMmmpﬂm
ao8evwy pe peAdvwpa NapampriBnxe pa 1aom augpévng ouxvomrag Twy gofapuv avemBipnTwy evepyeiwy ot aoBeveig nAikiag = 75 enwv. Ta debopéva aopaleiag yia 1o pembrolizumab omy EmKoupikn




Bcpu'rmuvmmus.\awwuzwﬁwﬂgnhmugzﬁaw clvmmpvoprsutvu itinib we aywyr mou i 7 X
avageplei peyahUTepes o TIC avapEvOpEVes ouyvoTTIES epgaviong Babuod 3 KCII 4 uuﬁl]ai:lgmg ALT Kai mgAST oF auﬁevug e npoxwpqpm Kupmvwnmv vr:cppuw (ROC) umv Top@nﬁm!tzwndl Biverar palj
e 1o axifinib (SA mpaypnq:o 48).Ta nr;r.mm eviupa Ba 1'rpf:r|z| va cA:vxovmmprv v Evapln xalmploﬁmb Karam E\npmu me Bepameiag. Mrmopei va le To evBEXOpEVD THIO cruxvou EAEYYOU Tw NTTaTIKWY

ev{pwv, OE OUYKPIOT] JE TO GTaV Ta QappaKa Xproip T WG | p 1. 01 s/ ¢ oBnyieg yia v |o'rp1m] wnmwmun Kmvmm Blo ¢ Burrpcrrcwa A Bkm-, Ypog 42
a1 avagepBeite oy MXM Tou axitinib). Xorion rou pembrolizumab we aywyi} mpw ot aofeveic e M. M K6 Kapivo {CRC,

OUVOAIKNG mnﬂ\umﬁnruv mmAurepop:ropeerwmabouwmu uam xnumﬁzpmium:g mgd umm;w;m

zumab (). mapaypago 5.1). AgBeveic rou amokheigmerav and khivikic peNTEC Aoeveic pe Tic axGhouBeg kaTaoTaoEIg crrmslmxm amd kAviKEg uimf Je evepyEg peraoaoeic oto KNE, pe BaBjoloyia

mmwnq AEIIOUNIKOTI]N; kard ECOG 2 2 (efaipoupéviuy Tou xapxrkuuro; Tou oupolnAiou kai Tou Kupxlkumog Twv veppiv (RCC)), pe Aoipwén HIV, e hoipwén nmarindag B f nﬂmm&x; C, pe evepyd
OUTTNUATIKT] QUTOavoaT) VT, je BidEan TIveupovoriabela, pe iponyoUjuev TIveupovinida Tiou amartodat auaTnpaTiki Bepatreia e KoprixooTepoeiBig, W 10TopIk oofaprs unzpevataBnoias ot aMo povorhuwvik
avriowpa, Tou AapBavav Bepareia umoxmutmhng Kl JE 10TOPIKO COPapV, OXETICOHEVIUY LIE TO QVOTOTIOINTIKO QVEmBUUMTWY Mpvuwu'rm Bepameia pe ipiimumab, nwopn(ml w omoiadimore BaBpol 4
Tofjkamra fy Tofikamma BaBpod 3 mou amansi Bepamzia pe kopmikooTepoeidig (> 10 mginpepnaiug mpedvidovng f iooBivapiou) yia mpluucﬁ:po and 12£ﬁéopb6cq Aobeveig pt:vspv:; Aopueig umxszmxuv amd
TIC KAIVIKEG PeAETeG kol aTramnBne va Bepamedoou m Aoipwéy Toug piv T Afyin Tou pembrolizumab. AcBeveig Tou epipaviaay evepyE Aoiieic kard m Bidpkeia me Bepatrelag pe pembrolizumab avriperwTTioTKay

pe kardhndn iarpiid Bepaneia. AoBeveic e kKAvika onuaviike vegpikid (kpeamviv > 1,5 x 1o avirepo quoiahoyixd pio (ULN)) i nirarikéc (yohepuBpiv > 1,5 X 10 aviirepo guatooyikd pio (ULN), ALT AST > 25
X TO QVIITEPD WUDDAOYIK{) opio (ULN) pe ammoucia nTaTKwy JETACTAOEWY) ov:a.n.mltg Kara my Evapén, amokhsigmkay amd TIC KAVIKEG PEAETEG kai ETIOpEVLIG Elval TIEPIOPICHEVEG O TANPOQOpIES O uoemu; pE
cofapi vegpii kai péTpia éw oopaph amiki Suchertoupyia. Ymapyouv iepiopiojuiva Sedopéva yia v aopakeia kal amotekeopanikommia You KEYTRUDA ot aoBeveig e uq:BuAumo pehavwpa (BA. nupuvpmpu
5.1). To pembrolizumab mopei va ypowaTroingei P karakhnAn iaTpikf) GVIIPETUTION OF auTolc Toug acBeveic, katomv TIpoaekTIKi]; e&ETaan Tou evBexdpevou aufpivou kvbivou. Kpra TipoeiBomoinong 1o
aoBevii Ohoi o1 yiarpoi Trou ouviayoypapoly 1o KEYTRUDA mipémel va eivan efoikenwpévor pe Ti MAnpogopieg yia Tov Matpd kai Tig OBnyiec Alaygipiong. O yiarpds o 1o guviayoypagei mpénes va oulnmoe u:
Tov agBevi) mu«;m&wougmg Beparreiag Tou KEYTRUDA. ©a rpémre) va mapéyeral oTov aaBevi) n kapta mpoeidaroinang Tou aaBevi) e kabe auviayoypagnon. 4.8 Avcrrﬁwrmg evipyeieg Nepihnyn 10U TIpogi
aoeakeiag To pembrolizumab éxer ouvBeBEi o guyva e OYENOEVES P TO aVOOOTIONTIKD avemBUpITE evepyeies. Oi TIEPIOGGTEPES aTTO QUTEC, uuumpu\upﬂuvwm_uv GV aVEMBOHTLY EVERYEIL
uTowpnoav WETa v Evaply) S karaAnAng iaTpikig Bepamziac i mg Tador; Tou pembrolizumab (BA. «Mepiypapd emAeypEVY QVETBUMNTLV EVEpYEILV TIap ). Or quyveTEg TIou. s happ
Tiapaxamw ko otov Mivaxka 2 Bagifoval ot 6Aeg Tig avagepBeioeg avemBipnTes evépyeie, avefapmitwg me afiehdynone me amudoug axéong amd Tov epeuvnym. Pembrolizumab dr

4.2) H aopaheia Tou pembm]mun w povoBepaneia, £xel afiohoynBei oe kAIVIKEG m'mg‘ o 7.148 aoBeveig pe rrpoxmpqpévn peAdvipa, pe peadvipia Zxabiou Il wou éxen efaipeel (mlmupim Bcpmzm) n
IKPOKUTTAPIKG mpxivo TOU meupovc (NSCLC) Khagikd )\euwuu Hodghn (cHL), mmvmpa Tou oupoBnhiou, xupxwwuu Kegahic kai Tpayihou ex mhakwdiw kutrépwy (HNSCC), opeoko)-lxo Kapkivo (CRC),
svbcpmpiuu yaaTpikod, Aetod eviEpou, xoAn@opwv, Traykpeamikd kapkivo fi we emkaupikn Beparreia Tou RCC ok téooepi; Sooeig (2 mg/kg BE kabe 3 Eﬂ&opuﬁ:g 200 mg kabe 3 epGopadeg fj 10 rnglkg B kabe 21
3 ). Zwurowvnm&ww agBeviy, oélumvog)(povognupuml\ownom n‘ruv?'ﬂunvsg (evpog 1 nucpuswg?.gynw;) KOl 01 TTO OUYVEG HITES EVEPYEIES PE TO P b frav kémwon (32
%), idppoia (22 %) kai vauria (21 %) H mAsioyngia Twv ave PYEIDV TIoU avagépBnkav He T jic 1 fTav o'oﬁapcmru; Bagpwv 17 2. O1mio oofapég ml&mr{mgw:pyzm;qruvaxm{m;
JE To QVOCOTIONTIKG QvEMBUNNTES EVEPYEIES Kal coBapé cxm{ou:vc; e TV éyyuon aviibpaaeig (BA. ﬂupuvpuwo 4.4). O1 oUYVOTTTES T OYENICOPEVWIY HE TO aVOCOTIOINTIKG avemBUpNTwy evepyeiwv fitav 36,1 %
Ghuv Twy BaBywv kai 8,9 % atoug Badoig 3-5 yia m povoBepameia pe pembrolizumab g emkoupikri Sepameia (n=1.480) kar 24,2% ohwv v BaBpdw kai 6,4 % o1oug Babjiolg 3-5 ws Bepareia peraciaaTikiis
vbaou (n=5.375). Aev avayvwpioTIKaV VEEG OYETICOPEVES JE TO QVOCOTIONTIKG aVeTNBUpINTES EVEPYEIEG OTNV XOPAYNON Wi ETMKaupikr) Bepaeia. Pembrolizumab ge 10 LIE YTILIE Eia

4.2)Oravio perrbmhzumab Xopnyeita o uvbuaapo, avapepBeite oV ﬂXﬂmumo'rmxwmpavwmwm M&Jumlmguyuwngnuv v évapén Mg BEpﬂTI'EI(Jt; H uow.\mmu pembrolizumab uzo'uvbuuum
e YnpeioBepameia, E)(EI afiohoynBei ot K.\:vmeg peAgTe, oE 3.123 aoBeveig pe NSCLC, HNSCC, mpmvum Tou eigogdyou, TNBC 1 Kupmo Tou Ipuxni\wm pimpag o Aappavav 200 mg, 2 mgkg BE i 10 mglkg
B pembrolizumab kae 3 efifopddec. Te auto Tov mAnBuapd aoBieviy, of o auyveg avemBULINTES evépyeies frav avaipia (55%), vautia (54 %), kamwen (38 %), oubereportevia (36 %), ﬁmxcmmmu (35 %),
ahwmexia (35 %), Biappoia (34 %), Epetog (23%) Ka1 PEipEvn Opetn (27 %) O1 guyvoTTTEG EppavIong avemBopn Babpwy 3-5 ot aoBeveig pe NSCLC frav 67 % yia m ouvduaariki aywyr pe pem-
brolizumab kot 66 % yia m xnueioBepareia povo, ot aoBeveic pe HNSCC frav 85 % yia m ouvBuaaTix aywy pe pembrdm:mab a1 84 % yia m ynpeioBepaneia pali pe cefuximab kai or aoBeveic pe xapkivwpa
Tou oi0ogayou firav 86 % yia m ouvbuaaTiki aywyr) e pembrolizumab kai 83 % yia m ynpeioBeparieia povo, oe aoBeveic pe TNBC firav 78% yia m ouvBuaoTikn aywyr pe pembrolizumab kai 74% yia m
XneioBe parTEia Jovo Kal OF aoBeveig e kapkivo Tou Tpayihou Mg piTpag frav 82 % yia m auvbuaaTik aywyn pe pembrolizumab kal 75 % yia 1 xnueioBepanzia povo. Pembrolizumab oz ouvuaguo ue avaotoléa
¢ rupoaiviktic kivaong (TKI) (BA. mapéypago 4.2) Orav To pembrolizumab opnyeita oe wvﬁmoua e 1o axitinib 1o lenvatinib, avagepBeite orryv MXIN Tou axitinib f muienvannlbnpwmv Evapn mg aywyng. Na
TipdaBetes TANnpogopies aopdaksiag yia 1o lenvafinib Tou axerifovial e To TpoxwpNEVO Kapkivwpa Tw vegpu (RCC), Seite my MXM Tou Kisplyx kai yia 1o rzpnxumm mpxwuw Tou zvbupmpm (EC), Beire
v MXIT 1ou Lenvima. MNa npoaﬁmg nhnpupopueg aogakeiag yia To axifinib yia augnuéveg TipEg nnm\mv av(upwv Beite emiong mv mapdypago 4.4. H ) e axitinib 1
lenvatinib mnpcxmpqpsvn mpn\mpu Twv vegpiw (RCC) kar o ouvBuacyd pe lenvatinib oto Trpu)(mprurvo Kapxivwpa Tou :vﬁom'lgbu (EC)q:: uf;u}ameza ot xAlwm; pnhmq cmvcwmm: 1456 aoBeveic pe
npoxwpnpcvo RCC ri mpoywpniévo EC mou AdpBavav 200 mg pen'tbmhamab ka8t 3 £pbopadeg eite e axitinib 5 mg 800 opég npepnoiwg eite e lenvatinib 20 mg pia wpu nuepnaiwg, omuc Kpiveran kaméhnho,
ZE auTolic Toug TTANBUapOUC OBEVGY, 01 TTIo QUXVEG avemBUpINTES evépyeles frav Sidppoia (68 %), utrépraam (54 %), utroBupeoeiBiapog (46 %), komwan (41 %), eiwptwn opedn (40 %), vautia (40 %), apBpakyia
(30 %), éperog (28 %), peiwpévo Bapog (28 %), Buapuvia (28 %), kohakd akyog (28 %), mpwreivoupia (27 %) ouvbpopo Trakapo-TeApamiaiag :Mmﬁumwﬂnmuc (26 %), emvenuﬂ fzs %), u'loumrnh (25 %),
waalmunnn (25 %), puooehenikog movog (23 %), kepahakyia (23 %) kar Brixac (21 %). Or avemBGpnTeg evépyeie BaByod 3.5 utwﬁsvalq e RCC rirav 80 % yia T auvduaaTiki aywyr pe p b eite pe
axitinib efte pe lenvatinib ka1 71 % yia m povoleparreia pe sunitinib. Ze aoBeveig ye EC, or avem@upneg evépyeiec Badpol 3-5 firav 89 % yia 1o pembrolizumab gt ouvBuacyd pe lenvatinib kai 73 % yia m
ynpeiodepaneia povo. MepiAnyn Twy avemBUUNTWY EVEPVEIGV OE Yopar Trivaxg Or avmﬁuvnﬁs EVEpYEIEG TTou TrapammpAfinkav ot kAwikig peAiTeg Tou pembrolizumab we povoBeparteia f oE quVBUTG pE
xnmoﬁspunmn pe aMa www.um wpmmnuvuqtpenmv Kama m xphon Tou p 1ab peTa My Kukhogopia ncpmﬂawm arov [Mivaka 2. AuTég of ava'rn&mnreg cvcpva:sg Tapoudialovial ava xmnvopm
opyavikd oUoTNA Kai ava auxvuTr[m O1 guyvomeg opifovial we; oAU ouyvig (2 110), uuxveg (2 1100 éuwg < 1f10) Ox1 ouvEg (= 1/1.000 £wg < 1/100), omavieg (= 1/10.000 ¢ g < 1/1.000), mohd omavieg (<
1/10.000) ke pn yvewaric (Bev pmmopoliv va ekTipnSoly e Baon Ta Siadécipa Sedopéva). Evicg e kaBe kamyopiag cuvemTaS, ol aVEMBULINTES Evépyeleg Tapouaialovial kata geipd géivouaa aofapdmag. O
avemBupnTeg mpvurg TIOU Eival ywwato an :uwl(cwul mpemhmllzumab e Toug Tapayovieg Bepaneiag guvBuaapiol opnyodjevol povoi Toug, pmpu va gjpaviaToly Kard m bmmu MG aywyrig pe uu‘rn
0 GAPAKEUTIKA TIPOIOVTa Ot GUVBLAOHS, akopn kal eV uurég ol avemBupnTes evépyeteg Sev avagépBnrav ot khvikég peréTeg pe Bepameia ouvBuaoyoy. Ma TpooBeTes TANpogopie aopaleiag otav To pembroli-
zumab yopnyeital ot ouvBuaoys, avapepBeite amy MXM Twv avrigTowy Tapayoviwy Bepareiag auvduaoyiol.

Mivakag 2: AvemBipnTeg evépyeieg o€ aoBeveig wou EAaBav To pembrolizumab®

I MovobBeparreia | Le ouvBuaopo pe xnueioBepameia l Lt ouvBuaopo pe axitinib 1 lenvatinib

Nopwieig kal TapaoITwoeg
Mohl ouyvég oupohoipwn
Zuyvic TIVEUpOVia TIVEUPOViT TIveupovia
Aiarapayég Tou aip TIKOD Kai TOU AEpQIKOD parog
MoAl guyvig avaipia oudeteporevia, avaipia, BpopPomevia, Aeukomevia avaigia
Zuyvig Opoppamevia, oubetepomievia, Aepipomevia epmipe) ouSetepomevia, Aeppomevia ouberepomevia, BpopBomevia, Aeppomevia, A la
Dy quyvig heukomevia, nwoivogihia nwowogihia nwaovogihia
Imavieg avoaohoyixi] BpopBOTIEVIa, QIOAUTIKA pohuTiki avaipia, Aoyiki OpopBomevia

avaipia, apiyAs amhaoia g epuBpag oeipdg,

QIHOPAYOKUTTAPIKI AEUQOITTIOKUTIGPWOT
Marapayég Tou ave ITIKO0 oUOTARATOS
Zuyvig axenigopewn pe mv éyxuon aviispaar® OXENGopevn pe v Eyyuon aviidpaon’® Oyengopevn pe My Eyxuon aviidpaan®
Oy ouyvig oapkoeidwon
Emévieg ocapKoeiduwon
Mn yvwaréc amoppIyn ToU HoTXEUNATOS TUPTTaYOUS Opyavou
Aiarapayig Tou evioxpivikol gugTijparog
TMoAl ouyvig umroBupeceiBiopod’ umoBupeoeiBiopog’ uTToBUpEOEIBIONOE
Zuyvig umepBupeoeidiopog emvegpidiaki] averrapkeia’, umepBupeoeiBIopGC emveppiBiaxi) avemapkeia', umepBupeoeiBiopc,

Bupeoeidinda®

Oy1 ouyvig €mveppIdiaki aveTrdpxeia’, utopuaitidal, utropuoinidat umoguoitidat

Bupeoeidinda’
Asarapayég Tou peraohiopod kai g Bpéyng
Mol quyvég PEIpEVD Opedn uTrokaAiaipia, penwpévn opetn penwpévn opetn
Zuyvig uTio! i Maipia, ofeomaipia uTrovarpiaipia, uraafeoTiaipia uTrovaTpiaipia, utroxakiaipia, utraoBeaTialpia
Oy guyvig gakyapwdng Siapimg rimou 17 oaxyapwing diapimg imou 17 gakyapadng diaimg rimou 17
Yuyiarpikég Biarapayég
Mohi guyvég aimvia
Tuyvic admvia almvia
Miarapayég Tou veupikol fparog
Mokl ouyveg keqahahyia TEPIPEPIKT veupoTaBela, keqaralyia, {aAn, keparakyia, Suoyeuoia

Buoyeuaia




ZuUyvEC

CaAn, mepigepixn veupomiaBela, MiBapyog, Suayeuaia

MBapyog

{ahn, meplgepIkn veupomaBela, Mdapyog

EMBEPHIKT VEKPOAUTT)

Xplparog Tpixwv

Oy ouyvig emAnyia eykegahinda’, eminyia puaaBevikg ouvBpopa, eykepakinda

LTavieg oUvdpopo Guillain-Barré®, eykepakinda®, puehinda’, ouvBpopo Guillain-Barre®,, puacevikd oivdpopo
puagBevikd oivdpopol, pnviyymbda (Gommm)®

OglaApikég iarapayic

Zuyvig Enpogbalyia fpogBakpia npogpBalpia

Ox1 ouyvig payoeidinda payoeiBinda”

Zmavieg aivdpopo Vogl-Koyanagi-Harada payoeibiTidav oovdpopo Vogt-Koyanagi-Harada

Kapbiakég Siarapayés

Luyvig kapBiakf) appuBpia’ (oupmepthapBavopévng mg kapbiaxi) appubyia’ (oupmepirapBavopivng Mg kapBiaki) appubjia’ (oupmepiAapBavopivrg mg
KkoAmikfic papyapuyric) KoK pappiapuyAg) KoATTIKfC pappapuyig)

Oy ouyvig puoxapbinda, mepikapiaxi ouhheyn, mepikapsinda | puokapSimda’, mepikapdiakn oubhoyr, Tepikapbinda | puokapdinda, mepikapdiaxi cukhoyr

Ayyelaxig Siarapayig

MoAl guyvég umépraan

Zuyvig umEpTacn umépraon

Oy1 ouyvig ayyelinba® ayyeimbda®

Imavieg ayyeimda®

AiarapayEg TOU aVaTTVEUOTIKOU CUTTIHATOS, TOU Blpaka Kal Tou pegolupdriou

Mok guyvég SuaTvoia, Piyag duomvoia, Brixag Suomvoia, Priyag

LUYVEG TIVEupoviTiba™ TIvEupoviTiBa® TIVEUpOVITIOO™

AiarapayEg ToU yagTPEVTEPIKOD

Mokl auyvég Biappota, kothiakd akyog?, vautia, EpeTog, vautia, Sidppoia, Eperog, kothiakd ahyoc?, Biappoia, kothiakd dhyoc?, vautia, Epetog,
Suokoihiomra Buaxoihiomra Suokollidmra

Zuyveg kohimda®, Enpogtopia keAinda®, yaorpimida, fnpooTopia kohinda®, maykpearinida’, yaorpinda, fnpoaTopia

Oy ouyvég Taykpearinda’, yaotpiTida, yaoTpevepikn egiAkwon” | maykpearinida', yaoTpeviepiki eftAkuwon® yaotpeviepixn eEEAkwon®

Tmavieg Bicpnon Tou AETITOd EVIEPOU iarpnon Tou AeTmod eviépou Bicmpnom Tou Aetrio £viEpou

Awarapayég Tou fjTrarog kai Twv XoAnpopwv

LZUXVEG narinida® narinda®

Ox1 ouyvig nmarinda®

Inavieg OKANPUVTIKT] YoAayyeliTida okhnpuviki xohayyeiinda*

Awarapayég Tou Sépparog kai Tou uroBopiou 10To0

Mokd auyvég Kvnopoc® efavBnua® ahwmekia, eEavBnpa, kvnoude! efavlnua®, xvnapog?

Tuyvig oofapég Sepparikéc avniBpaoeic™, eplBnpa, aoPapég Seppamkic avidpaceic™, ooPapég Seppamikég avniBpaceic™, Seppatimba,
SeppariniBa, fnpodeppia, Aeuxkn™, alwmekia, éxlepa, | eplBnua,Beppatinda opoialouaa pe akpr, Enpodeppia, epiBnpa, Sepparinda opoidlouca pe
Sepparinida opoialouca pe axpn Bepparinida, npodeppia, ixlepa akp, akweia

Oy ouyvig Wwpiaon, Aenvoeidic kepémwan™, BrariSa, aMayn | ywpiaan, Aenvoerdiig keparwon™, AeGkn™, PAatida | éxlepa, Aenmvoeidng keparwan®, ywpicon, Aeikn™,
KPEPATOG TRIXWY BAarida, aMayr] xpwparog TpIxwWY

Imavieg auvipojio Stevens Johnson, ofwdes eplBnua, Tofik | olivBpopio Stevens Johnson, ofdeg epiBnua, ahhayr | Tofiki emdeppiki vekpdAuom, olvdpopio Stevens

Johnson

Atarapayég Tou pUOOKEAETIKOD OUTTIHATOS KAl TOU TUVBETIKOD 10700

Mokt guyvég HuookeAeTIKGG TTOVOC™, apBpakyia apBpalyia, puooxeAeTiko Tovoc™ puoainda™ apBpakyia, puookeAeTikog Movos™, puoaitida™, Tovog
TWV GKpUV

Tuyvic TIOVOS Twv dKpav, puoginida®, apBpimida® TOVOC Twv aKpwv, apBpimdo® apBpimda

Oy1 ouyvig TevovTobninda™ TevovToBnkinba™ TevovToBnkimda™

Inavieg auvdpopo Sjogren ouvdpopo Sjogren oUvBpopo Sjogren

AlaTapayEg Twy VEQPWY KaI TWY 0UpOPoOpWY 0w

Zuyvig oftia veppikn BAGBn wapioloc

Oy ouyveg vegpinda® VEQpITIBa®, un Aoipwdng kuarmda

Inavieg i Aoipwdng kuotinba pn Aoipwdng kuarinida

Fevikég Brarapayég xa KaragTaoeig e obod xopiynong

oAb guyvég xamwon, efaoBévion, oibnua®, Tupefia kamwar, efaoBivian, Tupekja, oibnpa® komwar), efacBévion, oidnpa®, upefia

Zuyvig yprmmrabng ouvBpopi, pivn ypiTmidng ouvbpopd, piyn YpiTmadng ouvBpon, pivn

Napaxhivikig eferaoag

Mok ouyvég apivotpavegepao g akavivng aufnpéwn, Airéion augpév, auvoTpavogepaor Trg ahaviving

aoTIapTIKI aVOTpaVOGEpao augnpévi QUENEVN, COTITPTIKT CVOTRAVOPE RGO auiTEwT,
Kpeamviv) aijiarog augpivy

Tuyvig apIvoTpava e Tng akavivig augnuévn, Kkpearivivn aiparog auénpévn, akkakiki pwogaraon | apuhdon au§npévn, xoAepuBpivn aiparog
AOTIAPTIKT apivoTpavagepaan auénuévn, alkaMir aiparog auinuévn, umepacBeamiaipia, XoAepuBpivn aufnpivn, ahkaiki Quogaraan aiparog augnuévn,
QUOPATAOT) aijiarag aufnuévn, uTref Tiaipia, aiparog aufnuévn umepacfeamiaipia
yohepuBpivn aiparog aufnuévn, kpeativiviy aiparog
aufnuivn

Oy ouyvig apuAaon aufnpévn apuraon avgnpévn

*O1 QUYVETITTES Twv QVEMIBUHNTWY EVEpYEIIV TTou Trapauaialovial aTov ivaxa 2 mopei va pny amrobiBovial Apuw pévo oTo pembrolizumab, aMa pmopei va iepikapBévouy T oupBol g uTiokeipevrc vooou
1 ALY QappC i ||pu|uu|wv‘TfDLl KPnonj we ouvduaoTikg aywyr. TMe Bua'n :vanmcmlnuzvo £plmnpa (standard query) wmpMpMM Twv BpaduappuBiit kai mmxuappuaum

O axdhouBol opol uwmpoammuouv pia q.nba oyen{opevwy cmpﬁupumw TIOU TIEPIYPAGOUV mpﬂucn:po Wia iapikn mamuun TIapa v pepovwpEVO oupBav: a. oyeTiiopEVT) pe TV Eyxuan QVTI5pclﬂT|
(umepeuaiotinaia ge @apy QuhakTIK) AVTIGPaOT), avaQUA 1BA¢ avridpaon, uTepeuaioBnoia, ayeTCopEVN pe My Eyyuom avridpaon umEpeualoBNaiag oUWGPO0 CTEALUBEPWOTIC KUTTAPOKIVAN, Kal
aoBéveia opou) B. uTroBupecaiBiopog (pugpibniia kai ETayOpEVOS aTTd To avoaoTTromTik uTroBupeoeiBiopog) v. emveppidiakn averrapkeia (voaog Tou Addison, oftia phooemvegpibiar avemapkeia, Seutepomradric
QVETIApKEIa TOU ool Twv emveppidiwy) 8. Bupecerdimba (aurodvoon Bupeoeidinda, ﬁlmcpuxq Tou eupewﬁmg kal Bupeoeidinda oftia) €. un:pﬂupewﬁwmc (vooog Tou Basedow) {. umoguoimda
(uTroUTropualapoE, AeppokuTTapikr uoguaimida) . oaxyapwdng SiaBimg Timou 1 (BianTikn 8. ey Ga (autoavoar) eykepahinda, pn hopwing eykeqakinda) 1. puacBevid ouvbpoyio (puaoBéveia
gravis, oupmepthapBavopgvng mg Tapotuvong) k. ouvbpopo Guillain-Bamé (afoviki v:uponuazm Kai crrrouw\rvumm ToMuvEupoTaBela) A puehinda (eykapoia puehinda) p. am'rrrrn urrv:wnm (pnviyymida, pn
hoipwdng pmviyyinda) v. payoeidimda (yopioappiBhnatpoeidinda, ipinda kai ipiSokukhinda) & puokapdinda (autodvoan puokapdinda) o. ayyeimba (ayyeimnda Tou KEVIPIKOU VEUPIKOU GUOTIPATOS, aoprinda,
YIYavTOKUTTapIKT) apmmpimida) . Trveupovinda (Siapeom TveupovorTaliia, OpyaviTIK TIVEUOVIQ, ETTAYGHEVT) OTIO TO QVOOGTIOINTIKG TIVEUoViTIBa, Kal ETayGHEVr aTid To avoaomoinTik Tiveupovorraleld) p. Kothiakd




ul\voc (kothic 6uuwop1o ahyog v KoINGKAC XWwpag kai ahyog Kaw KOIAKIKAG XWpac) 0. KoAinda (umpom:umxn kohinda, eviepoxohinda, aipoppayik eviepokohinida, uu‘rouvoon Kohimida kai emaydpewn
aTo TO avosoTIoINTIKG EviEpokoAinda) 1. maykpearinda (mouvoun nuvxpﬁmmﬁu nuwpmrlﬂ&u ofgia kai srravq.wn ano 1o avnocmmwca maykpearimda) u. yaotpeviepiky efghkwan (yaoTtpiko kkog kal
BSuwdekadakTuhikd m(o;) @. narimda (autodvoar) naTinGa, ETayspEvn oTid To wwo‘rromﬂm mm'rmbu ETIQYOPEVN CmTo pdppako nmramikn BAGRN ko oftia nmarinda) x. okAnpwik ohayyeimda (emayopevn
and 10 avogoroinTiks xohayyeima) y. kvnopdg (kvidwan), kviduwan BaniBibng kai kvnauac yewnTkiy opyavwy) w. eiavinua (epubnuanides sfivBnpa, efavenua Buhakiwdes, efavinua knhidide, eiavenua,
rnhidophanidirdec, efavenua PhamBudec, efavenua knopwdes, efavenua ghuktavides kai efavenua yewnTikiv opyaviuv) aa. aoPapeg Seppatikes avidpaatig (amogohiBunx eavenua, TPy kol Batiold
Z 3wy um.\ouew offia emUpEm oUSETEPOPIAN BeppaTwon, pwhwa, eAkog Katakhiotw, Seppatima Troppoluywdng, amogoAibuiki Gepyarinida, yevikeupévn amogoduwik Seppatinda, YupiadoLopen
Beppiarinda, pappaxeuTixd efdvinua, ToAdpopgo :pusnm. ficrepog, opahog Aeiyrivac, opahdc AEvag Tou oTouaTos, TIEPRIVORIBEC, KVNOOS, KGOS YEWITIKUN opyaviy, EGavenja, epuBnpaTiideg aﬁwﬁnm.
xnhiBopharidudes egavnya, kvropdBes efavenua, efavenua huktanvwdeg, BAaPn Sepparog, vixpuar Séppatog ka Tofiko efavenua Gépparag) of. Aedkn (amoxplopaniopog BEppatoc, UTToXpuaTIoNOS Béj
Kal uTroxpwpaTIouos BAepapuv) ay. Aeignvoeiing kepdror (opahds Aenyfivag kal a'm]pwrlm; Aetyfivag) ad. puooxeAenikog Trovog (puookeheTikn duoavegia, coguakyia, pmmmm Buoxapyia, wom:lmlmg
Tovog Tou BpaKa kal paifokpavo) at. puoainda (puakyia, puomaseia, VEKpWTIKA puooimda, psup\'mm m.\wuw\ylu Kal puﬁﬁouuo)\uun) al, upepmﬁu (0|6quu opﬂpwong Tro)nuupapmbc Kal etjéptq.n upepwm)
an). revovroBnkinGa (evovrinda, upevinda kai GAyog Tévovia) ab. veppinda (autoavoon vegpimida, SiGpeor vegpitida Twy ou IVapiLv Kl VepIKT avemdpkeia, ofgia vegpike avendpkeia ) oftia vegpikn
BAGPN pe eveifgic vegpinBac, Veppuioiko gUvBpopo, TIEIpapaTovERpITIBa Ko pepBpavbng oTre pumchwmbu) a. ol&npu (?TEDI‘]IEDIIW 0idN}a, YEVIKEUPEVO clﬁrpu UTIEPQOPTWON PE UYPA, KATaKPAOT UYpUN,
oidnpa Bhegdpou Kai 0idnua Xeikéwy, 0iBnua TpOaLITOU, eviomajivo oidnua kar TEpIKoyIKS oidnua) [epivoar emAsyuevwy avemBuniu evepyelil Ta deBopéva amd Ti um‘w&c OXENGopeveg e 1o
AVOOOTTOINTIKG GVETTIBUNNTEG EVEPYEIEC Bam;owat o€ acbeveic ol omolol éhaBav 1o p b oTi¢ r:ctr:plg Boaohoyieg (2 mg/kg BE kabe 3 :ﬂﬁouuﬁe;, 10 mgf!(g B kdBe 2 1 3 efSopades fy 200 mg kaBe 3
€fBopades) o KAVIKEG udmc (BA. mpuvwo 5.1). O kareuBuvrrpieg obiyieg yia TV CVTIUETUTION QUTGY T GVETIBUNTIN EVEPYENGN TIEpIYpEGOVTal GTIV TIopaypago 4.4, ZYETCOUEVES LIE TO aVOoOTToINTIKG
i XETICOLIEVT) LJE TO GVOTOTIOMTIKG TIveujoviTida Nyveupovimida eppaviamke ot 314 (4,4 %) aoBeveig, oupmepihapBavopévuwy TEpIoTaTikiy BaBuol 2, 3,4 1508 138 (1,9
%), 0180(1 1%), ot 19(03%) Kai etg (D1 %)aast:lguvnm:xu nwhuuﬂuvuvxopen'hro[zumah 0 5ruptoogxpdvng:m;rr|v1rpwn'|Epwwanmgmupwmﬁugmuv&?unvzq(:uponggxpcguu;ZH
piveg). H iapeon Sidpxeia firav 2,0 piveg (ebpog 1 népa éwg 51,0+ wfveg). H nveupovinda epgavianie 1mo ouyv o aoBeveig pe ia1opikd Trponyolpewng aknvoBokiag oo Sdpaxa (8,1 %) ot axéon pe aoBeveic
Tiou bev EhaBav iponyoupevn axmivoBoAia oTo Bwpaka (4,1 %). H TvEUpoviTISa oBiyNaE oE BiakoT TG aywyric Tou pembrolizumab aE 129 (1,8 %) agBiveic, H veupiovinda umoxwpnge oe 188 acBeveic, oToug 6
ve emmhokég, Ze aoBeveig e NSCLC, mveupovinda epgaviompke oe 160 (5,7 %), oupmepihapfavopévwy epiotarixiwy Babuod 2, 3,4 1) 5 0e 62 (22 %), o 47 (1,7 %), ot 14 (0,5 %) ka1 ot 10 (04 %) aoBeveic
avtioTolya. 2 aoBeveig pe NSCLC kan e 1070pixd iponyoupevri axnivofioliac ato Buwpaxa, Tiveupovina epgaviamke oe 8,9% Tuwv ‘aoBeviv, Te aoBeveig e cHL, n ouxvémTa eupaviong g Tveuovindag (Ghot
ol BaByof) mapouaiaae éva edpog amo 5.2 % éwg 10,8 % oe aaBeveig pe cHL omyv KEYNOTE-087 (n=210) ka1 omyv KEYNOTE-204 (n=148) avrigToiya. thm,'uptvn e 10 avogomomTikd keAinda Kokmda
eppaviame gt 140 (2,0 %) aoBevel, oupmepiapBavopéva TepioTaTikv Bablod 2, 3 1) 4 ae 42 (0,6 %), 0z 74 (1,0 %) ka gt 6 (0,1 %) aoBeveic avrioTorxa, Tou AapBavay 1o pembrolizumab. O Biapeao xpovog
£wg v TpGim eppavion g kokitiBag frav 4,5 prives (edpac 2 nuépec Ewg 24,3 pived). H Bidpeon Siapkeia frav 1,0 piva (sdpog 1 népa éug 45,2 pveg). H kohinda obiynoe oe Siakom mg ayuyrig Tou pembroli-
zumab gt 41 (0,6 %) aoBeveic. H koAnda urroxwpnoe gt 115 aoBeveic, oToug 2 e emmAokéc. Ze aobeveig pe opaoxol\mu xapkivo (CRC) rou £AaPav To pembrolizumab wx povoBeparteia (n=153), n auyvemra
EpQAvIOTI me KkoAindag 1 frav 6,5 % (6ho1 01 BaBpoi) e 2,0 % Babuol 3 kar 13 % Buepnu 4, Zyendoevny e To avogomomike nrarinda Hnatimda :pcpuvmp{z oe 70 (1,0 %) aoBeveic, aumpu}auﬂaqu
TepioTamxiv Babyol 2,34 oe 11 (0,2 %), 0e 47 (0,7 %) ka1 0e 8( 0,1 %] uoeevag avigioiya, Tou Aapfavav To pembrolizumab. O Siapeaog Xpovog Ewg TV TIplm epgavion g nmarmdac Arav 3.9 unv:c (ebpog
8 nuEpeg éwg 26,3 prjveg). H Siapeon ﬁlupmc firav 1,2 prveg (gpog 1 r||.u:pu Ewg 22,5+ prvec). H nmarinda odiynot ot muxann'rngavmng Tou pembrolizumab o 29 (0,4 %) aoBeveic. H narinda umoxwpnoz ot
54 aoBeveic. Zyeni{opevi) e To avogonointikd veppimda Negpimda smuvlmnco: 30 (0,4 %) acBeveic, gupmepiAapBavopévy ncpno'runmw Babpoi 2,374 0e8 (0,1 %) ot 16 (0,2 %) kai gt 2 (< 0,1 %) weev:wg
avrioToixa, Trou AapBavay To pembrolizumab w LovoBepartela. O BIaPETDS ¥pavog Ewg TN TP Eppavion T, vegpimdag frav 4,6 pives (edpog 12 npepeg éu 21,4 |.r|wg) H Giapeon Siapkeia frav 6,9 prveg
(eupog B nppeg éwg 28 2+ prwzg) H vegpitiGa odrynoe oe Siakomi mg aywyrg Tou pembrolizumab o 13 (0,2 %) aoBeveic. H veppimda umoywpnoe o 18 acBeveic, atoug 5 pe nﬂnﬁmq Ze aoBeveic e pn nMn-JBr]
NSCLC, ou éhapav 1o pembrolizumab ot auvﬁuuapbps YMHeI0BEpaTTEIQ e TE(ETpeEjBn kal Aariva (n=488), n GuyveTTa epgavion me vegpimaag firav 1,4 % (Aol of Babyoi) pe 0,8 % Badiuod 3 kai 0,4 % BoBjiou
4. ZyenBjueves e 10 av TTiKO EvBoKp i e -zpwvlumm:ﬁztog%) ooBeveic, aupmepihapBavopiviuy mepioTanikiy BaBod 2, 3|'§40:2T(04%} 01:27(04 %) xai ot 4
(0,1 %) aoBeveic CNTIOTDI)(!J Tiou hapBavav 1o pembroﬁzm\ab O&luucoog XPOVOG £wg TV TIPUIT £V on Mg emveppidlakn avemdpkeiag firav 5.5 piveg (edpog 1 nuépa qua 7 piveg). H Siapean Sidipkeia Sev
emmelydnke (e0pog 3 npépeg éwg 40,1+ piveg). H emveppibiaki averrapkeia obiiyne ot Biakor mg aywyrig Tov pembrolizumab ae 10 é[) 1 %) aoBeveic. H emvegpiBiaxs avemapkeia umroytpnoe ot 24 aoBeveig,
aroug 10 e emmrhokéc,. Yropuoinida supaviotnke at 40 (0,6 %) aoBeveic oupmepiAapBavopévwy Tepiotanxwy Badod 2, 3 4 oe 15(0,2 %), 0z 21 (0,3 %) xai oz 1 (< 0,1 %) aoBeveig avrioToika, mou MpBavav 1o
pembrolizumab. O BIapE00g XpOvos Ewg TV TIpW eugavion TN uropuaindag firav 5,9 pives (epog 1 nuépa tux; 17,7 pive). H Bidpeon Bidpkeia frav 3.3 piveg (e0pog 3 npépeg £ 48,1+ piveg). H umogpuainda
obnynoe ge Siakotm TG aywyric Tou pembrolizumab gt 10 (0,1 %) aoBeveic. H uTroguainda umoxwpnae ok 19 aoBeveic, oToug 8 pe emTAOKES. YriepSupeoeiBiopds eppaviaTke aE 344 (4.8 %) aoBevei
|.\nuﬂmoutw.w TepioTamikiv Babod 273 0e 93 (1,3 %} xan oe 8 (0,1 %) aaﬂmng uvnmxu Tiou hapBavav To pembrolizumab. O Bidpecog ¥povog &ug Ty TpLITN eppdavion Tou umepBupeoeidioiol frav
1 4 Ve (EUpog 1 npépa Ew 23,2 pive). H Biapeon Sidpkera frav 1,6 pAves (e0pog 4 npépeg fu 43,1+ piveg). O umrepBupeceidiopog oBiyrot ot iaxoTm e aywyfi Tou pembrolizumab oe 3 (< 0,1 %) acBeveic,
o umpeupeoa&a'pog umxwrm oe 282 (82,0 %) aoBeveic, aToug 11 pemmhng IwoBcve\; e RCC xan pehdwvwopia Tou haBav povoBepaeia pembrolizumab we emkoupikd Bepameia (n=1 480; n ouyvoTTa
eppavian umepBupeoeidiaol frav 10,9 % n TAsloyngia mg omiolac frav Bablod 11 2. YmoBupeoeidiouds eppaviomke ot 856 (12,0 %) aoBevelc oupmepiAapBavopévwy TepioTaTikiy Baod 2 1 3 oe 630 (8.8
%) kai gt 8 (0,1 %) aoeveic avtioToiya, mou AapPavav 1o pembrofizumab. O Biapecog xpdvog Ewg My Tpdim epavian Tou unioBupsoeidiopod frav 34 pves (edpoc 1 npépa éug 25,9 pivec). H Siapean Siapkeia
Bev emmedyBnKe (EUpog 2 npeEpeg ewg 62,9+ pveg). Téooepeig aobeveic (0,1 %) Biexoyav TV aywyr Tou pembrofizumab Adyw Tou uTioBupeceidiajiol. O uTioBupeoeidioluos uToxwpnat ot 199 (23,2 %) aobeveic,
aroug 16 pe emmhokéc. Ze aoBeveic pe cHL (n=389), n emimwon umoBupeoeiBiopod firav 17 %, pe Babud coBapémrag 11 2 ot dheg 1ig nepimioeis. e aobeveig pe HNSCC ou éaav aywyi povoBepareiag pe
pembrolizumab (n=909), n emimrwan umcBupeoeidiapod frav 16,1 % (yia dhoug Toug Babuolc ooﬂapo'rmug) pe 0.3 % yia BaBod 3. Ze uoecmg e HNSCC mou éAaBav 1o pembrollzumab g uwﬁtmm
p:loBEpmun e whariva kal 5-¢Bop|oaupunltq (5FU) (n=276), nmrmnoq Tou umoBupeoeiBiapol firav 15,2 %, p:ﬂu&puu 1R 2 0edhegTic n':pmmu:lq Ze aoBeveig rou tAapav 1o
E axﬂmlb 1) lenvatinib (n=1. 456) 1) ETTITITWOT) TOU unoeupcoslbmuou firav 46,2 % (y1a Ghoug Tou¢ BaBpolc oofapdmac) pe 0.8 % yia Babpod 3 | 4. Ze aoBeveic pe RCC kan pehdviupa Trou EAaBav mvoeepumu
mab wg emkoupikr) Beparteia (n=1.480), n ouyvotma epgaviang una&}piu::ﬁlupou firav 17,7 % n mAsioyngia g omoiag firav BaBpou 1 f 2. Zyendbpeves pe roavoaunofnnxu avemBupnTes SeplamKe
avniBpacels IYETIGOMEVES e To avoaarroiniké cofapéc deppiarikés avnidpaoeis epgaviomnkav o 116 (1,6 %) uuesvng ownepll\up[!uvopcvuvmpmunnw BaBpod 2,31 5.0t 11 (0,2 %), 0e 91 (1,3 %) ka1 o2 1 (<
0.1 %) aoBeveic avrioToiya, Tou AapPavav 1o pembrofizumab. O SiapEcOS Ypovog Ewg TV TIPWM Elp avnbpaaewy frav 3,3 prveg (edpog 3 nuépeg Ewg 25,5 prveg), H Siapeon
émpmu frav 1 Qynwg(eupog 1 npépa fux 47,1+ piiveg). O1 ooapéc Geppamxég avidpaateic odiynoav o ﬁluxorm Tou pembmlmah oe15(0,2 %) oaﬂmng O1 ooPapéc Seppatikg avnidpaaei; uTotwpnoav oe
83 aoBeveic, oToug 2 pe emmrmhokés, Eavia epiatarika SJS kal TEN, opiojiéva ammd 1a oTroia e Bavamgapo éxpaam, éxouv apampn@ei (BA. mapaypagoug 4.2 kai 4.4). Emmaxés e aMoyevouc HSCT oto kAagixd
Mpgwpa Hodgkin (cHL) Amo Toug 14 aoBeveic omv KEYNOTE-013 mou npoxwprmvct ahhoyevr) HSCT pera amo aywy pe pembrolizumab, ot 6 uaeevﬂg avapépBnke ofgia GVHD kan o 1 aoBev avagépBnke
xpovlu GVHD, sumuc‘rru g omoieg Bev frav Bavarngdpa. Auo aoBevei Tapougiooav q;)\:ﬂouﬂwpumn VOO0 TOU nnamt;VOD n plu ané nig oToleg frav Bavarmgdpa. Evag aoBevig Trapouciaot 1o civBpopio
EPQUTEUOTIG pna  peTapsoyevar. Ao wu;32 uoﬂemgcmv KEYNOTE-087 Trou mpoywpnoav ot akhoyevi) HSCT pﬂum‘m uvwm pe pembrolizumab, oe 16 aoBeveic avagépBnke ofeia GVHD kai ge 7 aoBeveic
avagépbinke xpovia GYHD, amd Tic omoieg o Sba firav Bavamgdpec. Kavévag aoBeviic dev rapoudiaat ghefoamogpakTiki vooo Tou fmvarog VOD. Kavévag aoBeviig Sev Tapouadiaae 10 gUvBpopio ENgUTEvonG LeTa
m peraubayeuan. And toug 14 aoBeveic amy KEYNOTE-204 rrou ipoxtpnoav o ahloyevi HSCT perd and aywyr pe pembrolizumab, ot 8 aoBevei avagépBne ofgia GVHD kai oz 3 aaBieveic avagépBinke ypovia
GVHD muiu cmo n; omm; Eev frav eava'rmpdpu Km.-tm; wﬂwqg 5:v rrupoucrbcm @A:Boumppumm v Tou fimarog YOD. Evag aoBevig mapougiage 1o aUvDpopo eupUTeuanG HETa T umq.mxeuo‘q
At vouagy em 1a b RCC) e pia khvik pehém aoBeviov e kapkiviupa Tww vepptv (RCC) Tou Bev eiyav Aael rponyoupevn
Bf.pu'rrm K Muﬂavav 10 pen'brolzumab ot awéuqouo ps 10 axmnib mpmnmmke uquerzpn (mo TNV QVAUEVOLEVT) GUXVOTITIA €] Hpaviang Babptv 3 kan 4, aufnpévn ALT (20 %) kar auénpéwn AST (13 %). O
Biapeaog xpovog g T T eppavian Mg aufpévng ALT frav 2,3 priveg (ebpog: 7 nuépeg Ew 19,8 prives). Ze aoBeveic pcALTESw; ™o avitepo guatahoyiko épio (ULN) (Badyoi 24, n=116), nALT umoywpenoe
o BaBpoig 0-1 010 94 %. Mogood mreviivia svvia Toig exard Twv acBevuv pe cufuéwn ALT, éhaBe ouampani) Beparteia e koptikooTepoeidi). And Toug acBeveic mou avappwoav, atoug 92 (84 %) éyive enavévapl)
G povoBepameiag EfTe Tou pembrolizumab (3 %) eite Tou axiinib (31 %) A kai T 600 (50 %). AT auToUC Toug agBeveig, To 55 % Bev ciye kapia umorpo Mg ALT> 3 popég 10 aviTepo puaiohoyikd bpio (ULN) kai
amo exeivoug Toug aofieveig e utrarpor] mg ALT> 3 gopéc 1o aviitepo guaiohoyixd opio (ULN), kol avappwaay. Asv umiiplav nmanka oupavia BaBluol 5. Mn guoiohoyikéc covaommpiaxés nieg Ze aaBeveic Trou
Ehaflav povoBepareia pe pembrolizumab, Ta Tog0TA TWY aoEviN Tou eppaviaav peTaoN| o un guatoloyiki epyacpiak T Babjiol 3 A 4 o oxéon e TV évapé TS PEMEMG ATav Ta akohoua: 8,9 % pe
penpéva Asppokimmapa, 7,9 % pe peiwpévo varpio, 6,2 % pe peiwpivn apoapaipiv, 5,5 % pe aufnpévn yhukddn, 5,4 % pe peiwpiva puapopikd, 3,3 % pe aufnpévn ALT, 3.2 % pe auénpévn AST, 2.7 % pe aufnpévn
uMqumwmcrn,H%ummummNo 2,1 % pe aufnpévo kahio, Zu%mmwmouﬁmpwu\u 19%mucmucvcxaluanm.hlu 1,9 % pe aunpévo aoBéoio, 1,8 % pe augnuévn xohepuBpivn, 1,5 % pe
penwysivn) Aeukwparivi, 1,5 % pe peiwpévo aoféamo, 1,4 % pe aufpévn kpeamvivn, 1,0 % pe pespévn yukadn, 0,9 % pe peiwpéva hsukokitrapa, 0,8 % pe aupévo payvioio, 0,5 % pe aufnuévn aipoogaipiv, 0.5
% pe uumu:vo vcrrpso kai 0.2 % pe ymwo payviolo. Z& aobeveic Tou EAapav pembrolizumab o€ ouvBUGOUO e XNHEIOBEPATTEID, Ta TIOCOOTa TWV QUBEVIDY TTOU EPGAVIcaY pETaBoN] OF Ln @wnhuwm
epyaompiaxs Tipf) Babyod 3 4 ot oyéon pe myv évapén g peAEmG ATav Ta akohouda: 44,0 % pie peiwpiva nu&xzpoqnhn 29,4 % pe peiwpéva AeukokuTrapa, 26,9 % pie peiwpiva Aepgokatrapa, 22,1 % pe pewpévn
aipoopaiphn, 13.2 % pe peiwpéva aipomerakia, 11,0 % pe penwpivo varpio, TT%uzuemuévu@mqmplm Es%pwumuéquLT 6,8 % pe pewnpiévo kahio, 6,1 %p:m.mpévnﬂumm 5,6 % pe aufppevn AST, 3,5
% pe peopivo aopéorio, 3,2% pe aufnpévo kakio, 2,9 % pe aufnpévn kpeanvivn, 2,2 % e peiwpivy Aukwpiarivi, 2,1 % e aufnpévn alkakikn guagparaan, 2,0 % pe augnpévn xohepuBpivn, 2,0% pe
aopéamio, 1,3 % pe augnpévn my poBpopfivn Aleavoug Oparotrompévng Zyéong (INR), 1,2 % pe peiwpévn yAukdln, kai 0,5 % pe augnpévo vampio. It aoBeveic ou éhapav 1o pembrolizumab oe auvduaopo pe 1o
axtinib f) To lenvatinib, T TrocoaTA TWV aoBEVLV TIou Eppavioay pevaBo) ot in guatohoyiid) epyacTnpiax TiuA BaBuol 3 ) 4 firav Ta axhouda: 23,0 % pe Amaon auénuén (Bev Exel eheyyBei oe aoBevels Tou
Ehapav 1o pembrolizumab kai 1o axitinib), 12,0 % pe penopéva Aepgoxuniapa, 1,4 % pe pewpivo varpio, 11,2 % pe augnuivn apuaon, 11,2 % e uuﬁnpévu TpiyAukepidia, 104 % pe augrpévn ALT, 8,9 % pe aufppéun
AST, 7.8 % e aufnpévn yhuxdln, 6,8 % pe pewpiva quuwpltu 6,1% pe peropévo Ku)uu 51 %uauu&psvomho 4.5 % pe aulnpévn YoAnoTepoAn, 4,4 % pie aufnpévn kpeamvivy, 4,2 % pe Perspévn umouwlprvn,
4,0% pe penwpivo payvioio, 3,5 % pe peiwpéva ouberepopina, 3,1 % pe aufpé paraon, 3,0 % pe pewpéva aiporerakia, 2,8 % pe aunuén yohepuBpivy, 2,2 % pe peiwpivo aopéorio, 1,7 % pe
pewpiva Aeuka aipoopaipia, 1,6 % pe auinuévo payiaio, 1,5 % pe wmuévn TV TiooBpopBin MMJ; Ouahomronpiévng Exéong (INR), 1,4 % pe peiwpitvn yAukodn, 1.2 % pe perupiévn Aeuxwpariv, 1.2 % pe
aufnpévo CII:I'BEDTID 04% pzuumpcvo varpio kai 0,1 % pe uuf;qpcvq aipoogaipiv. Amm kAvIKEG pehETeg o aobevei ou EAafav perrbmllzumab 2mg.’kgEZ xa6e Tpeig efbopadeg, 200 mgquE TPEI
eBdopabeg ) 10 mg/kg BE kabe 800 f Tpeig tﬂbouaﬁcc. we povoBepareia, ot 36 (1,8 %) urrom; 2.034 aoBevei Tou agohoyribrkav, uwxvcuarmv QUTIOWLATA, TNV aywyr e pen'lbrollzunﬁb Qm6 TOUS OTIOIOUG 01
9(04 %J aoBeveic eiyav efoudeTepwika avmiolpara kara Tou pembrolizumab. Aev utmpEe kapia évBeif perafohig me QAPPAKOKIVATIKAG f Tou TIpogik aopaAeiag pe My avamTuly uwn:lurucmuv Kana 1ou pa"nlmlb
zumab ) efouderepwniiv avnowpdmuv Jaidiapide nBuauée H aopdleia Tou pembrolizumab we povoleparreia £xe agiohoynBei ot 161 Taidiarpikolc aoBeveig nAiiag 9 pnviv éw 17 £1iv pe mpoxwpnpévo
HEAGVI}EL, AEPpWHIG ) TIPOYWPNEVOUS, UTIOTPOMGLOVTEG f} aVBEKTIKOUG TUYTTAYEIS BYKOUG pE Bmm £KQPaOT] TOU PD—L‘i o1a 2 mg/kg BE kaBe 3 efdopadeg om pehim Gaong Vil KEYNOTE-051 O mhnBuapds Tou
xhaokod Aepguspatog Hodgkin (cHL) (n=22) oupmepiéraBe aoBeveic nAikiag 11 éu 17 eruv. To Tipogik aogakeiag szlﬁlmplméq aoBeveic firav YevIka TIAPOHOIO JiE EKEIVO TTOU TTapamprBnKe OF EVAAIKES TIOU
éhapav my aywyr) pe pembrolizumab. O1 o ouyvés avemBuyneg evepyeieg (avagépinkav ot TToo0aTd ToukdyioTov 20 % v TaiBiatpikuv acBewiv) rav Tupetja (33 %), épetoc (30 %), kepakahyia (26 %), kothakd
ahyog (22 %), CIVQI|.|I0 (21 %), Piyag (21 %) kai éuuxomowu (20 %) H ﬂ.\mvé‘rmu TWv avemBUpnTwWY Ev:pvimv Tou mwp&]:uv e M) povoBeparteia firav coBapdmTag BaBuod 117 2. EBEiupnvm £f) aoBeveig
(47,2 %) eiyav 1 1 MEpIoodTEPES avmveuum'u; EVEPYEIES Bamou 3 £w 5, amé Toug omoioug o1 5 aaBeveig (3,1 %) gixav 17 ntplucrurepcc mm&mﬁgmpvcm; Tou oﬁnvncuv aro Buvcrro (o] wxvomng chnﬂowal
o Oheg Tig avagepbeioes avemBUpNTES evipyeieg Tou gappdkou, avefapriug me afiohéyrong Mg amwdoug oxéong amd Tov epeuvn. Avago T L H avapopa
mBuvoiwouwvuw avcrnauww EVEPYEIWNV PETA amd ) xopnwpn aﬁcm; KUKAOPOPICG TOU QOPUCKEUTIKOU TIPOIOVTOS Eival OMuavTIKr,. ETmpéme: n'| cuwxn nwo)\ouenon ms oxwryg aq:erug-mﬁuvou Tou
QAPPTKEUTIKOU TTPOIGVTOS, ZITEITaH OTI0 TOUG ETOYYEALITTIEG UYEICS va avagépouy omroieodijore mSavohoyoupeves avemB0punTes evépyeieg aTov EGvikd Opyaviopo Qappaxwy, Meooyeiwv 284, GR-15562 XoAapyog,
Adrva, Tnk: + 30 21 32040380/337, ®at; + 30 21 06549585, laotomog: hitp: .‘immeorgr 7. KATOXOE THE AAEIAZ KYKAO®OPIAZ Merck Sharp & Dohme B.V. Waarderweg 39 2031 BN Haarlem OMavbia 8.
APIOMOE(Ol) AAEIAZ KYKAOGOPIAE EU/15/1024/002 9. HMEPOMHNIA NIPQTHE ETKPIEH/ANANEQEHE THE AAEIAE Hpr:popq\nu npum]g gyxpionc: 17 louhiou 2015 szpuynm TeAEUTaIOg avavewarg:
24 Mapriou 2020 10. HMEPOMHNIA ANAGEQPHIHE TOY KEIMENOY 25 Ampihiou 2022 TPOMOEL AIAGEIHE MNepiopiapévr iampikn) auvtayr). Movo yia Nogokopeiakr Xpiam ammo yiarpd pe karahhnin eidikeuon
xai epmeipia. Ma my AP TEIANYN Twv XapaKMPICTIKWY Tou TIpoiovTog, TrapakakoUje va ameuBiveaTe atov Tomiko Avimpéowmo MSD AGBEE, Ayiou Anprpiou 63, 174 56, Akipog, EMada, Ap. Mrpwou FEMH
121808101000, TnA.: +30 210 9897 300, dpoc_greece@merck.com
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