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. ABSEAMED INJ.SO.PFS 3.0001U/0,3ML PF.SYR BT x 6 PF.5YR: AT.: 118,61 €

ABSEAMED INJ.SO.PFS 4.0001U/0,AML PE.SYR BT x 6 PF.SYR:
ABSEAMED INJ.SO.PFS 5.0001U/0,5ML PF.SYR BT x 6 PF.SYR:
ABSEAMED INJ.SO.PFS 6.0001U/0,6ML PF.SYR BT x 6 PE.SYR:
ABSEAMED INJ.S0.PFS 8.0001U/0,8ML PE.SYR BT x 6 PE.SYR:
ABSEAMED INJ,SO.PFS 10.0001U/1,0ML PE.SYR BT x 6 PF.SYR:
ABSEAMED INJ.SO.PFS 40.0001U/1,0ML PESYRBT x 1 PFS:
ABSEAMED INJ.SO.PFS 40.0001U/1,0ML PE.SYRBT X 6 PFS: AT 1.474,15 €

XOPHTEITAlI ME NEPIOPIEMENH IATPIKH IYNTAIH

BonBrioTe va yivouv Ta ¢pdppaka mo acgali kat
Avapépere
OAEX 115 avemBUUNTEG EVEPYEIES yia
OAA ta papuaka
ZupmAnpwvovtag v «KITPINH KAPTA»

[

FIA ZYNTATOIPADQIKELZ MAHPO®OPIEL
EMIKOINONHETE ZTA THAEQQONA THE ETAIPEIAL
‘H ZAPOQITE TON KQAIKA QR

ADV / ABS /06 / RAF / 05.2022

RAFARM A.E.B.E. BIOMHXANIA ®APMAKQN
A R M KopivBou 12, 154 51, N. Wuyiko, ABrjva, Tnh.: 211 176 1000, Fax: 210 6776552 « e-mail: info@rafarm.gr
www.rafarm.gr



Emomyoviki Aimyepion

Algniotnpovikn eknaideuon yia tn Bgpaneia
TWV VEONAQOUATUK®DY VOONHATwY

Xmipemioyoe

Ayanntég kot ayanntol Zuvadeidot,
Ayamntég Kol ayamnntol uvepyartec,

Yag KahoUE Kat GETOC oTnV EmoTnuovikn Ainpepida «AlemioTnpovikn ekmaibeuon yla tn
Bepamela TWV VEOTAAOUATIKWY VOOHUATWY» TIou Ba mpaypatonolnBel 0To «puciko» Tng
Xwpo, ota Xavid, oto Kévtpo Apxltektovikng Meooyeiou «Meyalo Apoevaily, otig 21 Kat
22 OktwPBpiov 2022.

Kat p€tog, peAnua tng OpyavwTiknG kal EMoTNHOVIKAG ETUTPOTAG Elval TO TPOYPAUUA va
SLatnPRoEL TOV TTOAU-BEUATIKO TOU XOPAKTNPQ, £XOVTOC GUGCLKA OTO KEVIPO TOU TOV OYKOAO-
YIKO a0BeVn, TG CWHATIKES, PUYLKEG KL KOWWVLIKEG TOU QVAYKEG.

H mavénula mou Blwoape, BornBnoe waoTe va METUXOUE TN SLAKPLON AVAUEST OTA 0UCLWEN
KoL ETTOUCLWEN, EXEL UTIOYOPEVTEL VEOUC TPOTIOUG ETILKOWVWVIOG OTIWG oL UBPLSIKESG HaG OU-
VAVTAOELG. Kal duatkd autr n SoKUAcia EKPLVE YWWOELG KL TIPAKTIKEG KAl TIPOOHEPE VEEG
ETILOTNUOVIKEG SLe€0O0UG Kal oTnV oykoAoyia. ETal, Ta KAQOOIKA yVWOTIKA QVTIKELEVA TNG
XELPOUPYIKAC, XNHEeloBepareiag, aktivobBeparneiag, poptlakng Bloloylag kat avoocobepareiag,
£€pyovtal evioyupéva otn Bonbela tou oykohoykoU acBevr).

Kat ¢€tog, kahoUue OAOUG TOUG OUVASEAPOUG KAl TOUG CUVEPYATEG EMAyYEALATIEG LYElag
va tapakolouBroouv Tnv Atnuepida pag pe tov idlo evBouolaouo mou 8e&av kat oTa mpo-
nyouueva xpovia.

KaAn avtauwaon tov OkTwpLo ota Xavid.

Ot Npdedpot Ot Npdedpot
™¢ OpyavwTikng Emitponrg ™G Emotnpovikng Emtpornng
A. Kapdapakng - N. Av6pouldkng H. MmniopmoAdkn - E. ZaAoUotpog




«# 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

5 CABO-A/MAY2022



Enraayovia Qinyepido
Algniotnpovikn eknaideuon yia tn Bgpaneia
WV VEONAAOUATUKWY VOONUATWY
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OPTANQTIKH ENITPOMH

Npoedpol:

MéAn:

N. AvSpouAdkng, A. Kapdapdxng

ApUEeVAKN
Apoaoitng
Kaotavakn
Kovtomodng

A.

.

A.

E.

M. MrmayAt{avakn
E. MAaitng

N. ZkavoaAdkn
. Xpokiwtakn
N

Jupoepidng

EMIZTHMONIKH ENITPOMNH

Nposdpot:

MéAn:

zzoP®BEREPMT o T >

H. MmopmoAdkn, E. ZoAoUoTtpog

Bappakag
BapBaitng

. Tewpyakdmoulog
IKLOUAUTIOLOAVNG
Kapakwotag
Kapapmealng
Moawuwpoubng
Mrtollovélou
Manayewpyiou
Moodxag
Mopwvn

. ToAa




FIA THN 1" TPAMMH OEPATMEIA ZYNTHPHZHZ

ANTAINOKPIOHKAN

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

HE mAativa rpwTNG ypauung.=

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

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

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

AT. 493426 €.

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

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

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

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

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

©2022 OpiAog etaipeiwv GSK fi Sikalondpoxog Tou Opfiou GSK.

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

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



Emomyoviki Aimyepion

Algniotnpovikn eknaideuon yia tn Bgpaneia
TWV VEONAAOUATUK®Y VOONHATwY

Enigtpovike Mpoypapya

napaskeyh 21 Oktwppiou 2022

09:00-09:30 TMpooélsuon - Eyypadeg

09:30-09:50 AudAeén
Mpoedpeio: E. Matnpaxn, E. Kupiton

Néot voonAeutég og Oykohoyikd Turpata. Aro
Bewpla otnv PA&N A. Nanayswpyiou

IxoAtaopdg: M. Npdamna

09:50-10:10 AidAeén
Mpoebpeio: £. Katoapayakng, . T{iadEpn

Néol voonAeutég: AuakoAieg — MpokAnoeLg I. Toaykavng, K. Zepydkng
IxoAlaopag: O. NkoBiva

10:10-11:30 Ztpoyyulo Tpamel
AmoKATAGTACN KoL KOPKiVOG
Mpoedpeio: O. Kwvatavtwidng, A. Aptepdkn

H dpovtida Twy emilwvTwy Tou Kapkivou wg pokAnon

ylo Ty Kowwvia M. AaBdavitn
NoonAEUTIKEG TAPEUPBATELG OE ETURLWOAVTEG E. Makpakn
0O poAog ¢ Statpodrg Kat TG &oknong otnv

QMOKATAOTACN TWV 000EVWV UE KapKivo . Mepekidou
ONOKANPWEVA TIPOYPAUUATA QTTOKATACTACNG E. OpouBdia
H oupBoAn tou e-health otnv anokatactaon Twyv

acBevwv A. ZTaupouldkn
Kowotikdg NoonAeutn g kat Artokataotaon aocevwy A. Kavya

ZxoAlaopag: A. Mpwapn, N. ZkavSaAdkn
11:30-12:00 AwdAsippa Kadé

12:00-14:00 Ztpoyyulo Tpamel
Kapkivog Mvelupova
Mpoebpeio: £. AyyeAdkn, I. BapOalitng, M. Koukoupdkng

JUyXpovN XELPOUPYLK QVTLUETWTILON TOU KAPKIVOU TOU

Tveuova I. KovAagoulidng
JuprmAnpwpaTikn Bepamneio MMKI N. Katocaolvng
JUyxpova aKTVOBEPAEUTIKA TPWTOKOAAA (MnpLatpLkol

000evelq 2TEPEOTAKTIKN AKTWOXELPOUPYLKY Beparmela) ®. Aupapakn
Avtipetwriion MMKTT pe 08nyeg HETOMALELG E. Kovtomodng

O poAog TG avoooBepareiag oav emkoupikn Bepameia
oToV MPWIHo MMKTI I. Aaiivakng

Sponsored by

14:00- 16:00 MeonuBpivi Atakomnn




TONEOTEPO ANTIANAPOTONO ME TO EYPYTEPO ®AZMA ENAEIZEQN ITON NPOXQPHMENO KAPKINO TOY MPOXTATH '

MAPATEINETE

mHSPC

EKINHETE <
MEXTANDI™ >

'Otav o1 acBeveic oag mapovoialouv mpoXwpnHEVo KapKivo Tou TIpooTdT ivat Kapog yia dpdon.
To XTANDI™ giva i amd Tou otépatog opnyoUpevn Beparneia e amodederyévn anoTEAEOUATIKOTNTA TNy TIPWTN
ypaupr Tou mHSPC, Tou ugniou kivéivou nmCRPC kal To aUUITTWATIKOD / \ima cupmwpatikol mCRPC.

(OAPMAKEYTIKO MPOION 1A TO OMOIO AMAITEITAI IATPIKH ZYNTATH

H atvropin MXM tou npoidvtac Snpociederal otr aerida .28, Tou napéviog sviimou.

Na nepamépw minpogopleg aupfoukeutsite Ty NXM nou Swrifieran and v Astellas Pharmaceuticals AEBE, katémv armjoswe.
ENGiB0: Noookojueians) i (Koutix 112 enveahupiséve e e ujséva Siowia - 40 ma TABY: €2261,67

Kimpog: Ao tip e OMA (Koutd X 112 emmadupyséve pe hermd upsévio Siowda - 40mg/TAB): € 3.009,25

(O mhéov ouyvég avemBiijne evépysieg siva §aoBémary/ 1, E6aeiC, unEpToon, KaTdypaTa, katrwon'.

mHSPC peraoranid oppovasualabiyrog kapkivog rou npooramm, nmCRPC: jn perooTaminGe, ovlexTinig aTov ANVOUXIoHD, KIPKIVES TOU TIpooTaTT)
mCRPCpeTaomamivdc, ovBEKTIRDG OTOV EUVOUXIOYIG KAPKIVOX, TOU TIpoaTaTT

1. Nepirypin Xopaxmypiomaw Mpoitvtog XTAND™, 2.Stetnberg (N et al. NEngl JMed 2020; 38,

Aletal.) Qin Oncol 2019; 37 (32): 297486, 5. Hussain M et al N Engl | Med 2018; 378(26): 24
Yapacmprorwcin Npoitwtoc Aymparepdvnc, 8. Neplhnyn Xapaxmpianxdn Npoidwtog.

2:2197-206, 3. Beer M etal. Eur Ural 2017; 71: 151-54, 4. Armstrong
6, Armstrong Al eal. | Clin Oncol 2022; 40: 1616-22, 7. Mepihrgpn
g, 9. Nepikngn Xapaktnp Tpoidvrog Ntapadourapidiy

g Xtandi
Astellas Pharmaceuticals A. E. B. E.
Aynoihdou 68,151 23 Mapoda, ABriva. o H
o081 5900 e 216000598 enzalutamide
wwwastellas.com/gr

Tonnlich i BonBriore va yivouv 1a pappaka nio aogak kai
omkoe Avtmpdouwn AvagepeTe

N S o i'ﬂwwva?\"ste\las vKirioo: OAEE nqumﬁuwnfgEvgwpsiic 10 OAA Ta pappaxa
o Wmﬁuﬁnk ity 224803?58 po: TpnAnpvovioe v «KITPINH KAPTAs




Emomyoviki Aimyepion

Algniotnpovikn eknaideuon yia tn Bgpaneia
TWV VEONAQOUATUK®DY VOONHATwY

naraskeyh 21 OktwpBpiov 2022

16:00-18:00 Ztpoyyulo Tpamel
Kapkivog Maotou
Mpoedpeio: A. AAe§dmoulog, . Kapayiavvng, M. ToOALa

AAUUOTA 0TN XELPOUPYLKN QVTILETWIILON TOU KapKivou
TOU HaoToU X. Avtwviou

KAludkwon emikouplkng Bepameiag. Yrnepbepamela i Brpa
TPOC TNV Laon; H. MmtoprtoAdkn

JUyxpova aKTVOBEPATTEUTIKA TTPWTOKOAAQ. ATIO TN UEPLKNA
aktwoBoOAnon otnyv «akpaio» uokAaopatonoinon 2. Kaxpng

Nedtepa Sedopéva TNV AVILLETWTTLON TOU ETOOTATIKOU
HER2+ kal TpUTAQ apvnTkoU KapKivou Tou HaoToU A. MaAa

Nedtepa Sedopéva TNV AVTLLETWTTLON TOU ETOOTATIKOU

HR+/HER2- mpoxwpnuévou Kapkivo Tou uaotou. E. Alavdg
18:00-18:30 AwdAsippa Kadé
18:30-19:00 AwdAeén

Mpoedpeio: E. De Bree, K. KAApmnakng

MeAdvwua - Emavampoodlopilovtag to BepameuTiko
aAyOpLOLO 0TV ETIKOUPLKN Beparmeia TOU LEAQVWHATOC A. DwtapéAin

wwwwwwwwwwwwww

19:00-20:45 Ztpoyyulo Tpamel
Oépata AuAg
Mpoebpeio: A. Maupoudng, I. MroukoBivag, I'. Moodkog

O MaBoloyoavatopuog oTny mMoxn TG avoooBepamelag A. Mavvikakn
Tumor agnostic BeparmeuTikn MPOCEyyLon E. ZaAoUaoTtpog
Texvntn vonuoouvn (Al) kat e€atopikeupévn tatpikn (EI).

To péAhov otnv Oykoloyla N. Motapaitfiav
Edapuoyég g vavotexvoloyiag otnv Oykoloyia.

MPOKANOELG Kol AUVOTOTNTEG M. FagoUAn

20:45-21:30 Xoaupetiopol — Evapktipla OptAia
Mpoebpeio: A. Kapdapakng, H. MriounoAdakn, N. Av6pouAdkng
«OyKOAOYLIKOG XApTNG: MTopet va umet taén otn xawdn
EMNVIKN TIPOYUATIKOTNTA; » Z. Zapldakn




W .
M WinMedica

Serving Health for Life

la neplocdTEPe] NANPOPOpPIEG

WIN MEDICA ®APMAKEYTIKH A.E.
Ow6inobdog 1-3 & MNapadpopog ATTiknAg
0bou 33-35, 15238 XaAavdpt

TnA.: 2107488821, Fax: 2107488827
info@winmedica.gr
www.winmedica.gr

" Alymsys ®
25 mg/ml
25 mg/ml i Tukv6 Sidhupa yia
oKV Bicihupia yia o< napaskeur) Slahpatoc
napaokeu) SIONOMATOG | pymniin Tipag éyyuon

TIpOC Eyuan i
#meBaoiCoupdyimn UmeBaoioupdum

MNa evbogpnéPia xpron petd and apaiwon

¥ To @dppoko autd tedel unéd oupninpwiatikh napakoieiBnon. Autd Ba enipéyel 1o ypfyopo
npoabiopiopd véwv ninpogopiiv aopadeias.

Znteital and tous enayyedparties uyelas va avagpépouv onoleodiinote mbavoioyolpeves aveni-
Blpntes evépyeies.

Nooowxopeiaxés Tipés:

ALYMSYS C/S SOLIN 25MG/ML VIAL X 16 ML 726,89 €

ALYMSYS C/5 SOLIN 25MG/ML VIAL X 4 ML 186,89 €

TMpw trv cuvtayoypagnon oupfoudeuteite tv Nepifingn Xaparmpiauiiv tou Mpoidvos.

*00- Bon@iare va yivouv Ta pappaxa mo aogahd kat

Kdroxog Abeiag ¢ - OAEE 115 avemBOpnTes evépyees yia
S > L
KukAogopiag mAbXEsQEE TupnAnptivovras tv «KITPINH KAPTA®




Emomyoviki Aimyepion

Algniotnpovikn eknaideuon yia tn Bgpaneia
TWV VEONAAOUATUK®Y VOONHATwY

saBAT0 22 OktwpRpiov 2022

09:30-10:30 ZtpoyyulAo Tpamél
Kapkivog KedbaAng-TpaxnAou
Mpoebpeio: A. Kwtodakng, X. MNanadakng, M. NavteAdkog

Nwg Stapopdwvetat 0 OpameuTkog alyopLBuoc l. ZToUumAg

JUyxpovol mpoPAnuatiopot otnv AktivoBeparmeia Twv Oykwv
KedaANC-TpoxAou I. TewpyaKOMOUAog

10:30-12:30 Ztpoyyulo Tpamel
Oupoloywog Kapkivog
Mpoebpeio: M. Avelivng, B. MntoQtovélou, I. lewpyaKkomouAog

JUMIMANPWUATIKN Beparela oTov Kapkivo vedpou Kat
0UP08OYOU KUOTEWG K. KoutoouUkog

H avelpeon tou BéAtiotou Beparmeutikol aAyopiBuou
0TNV QVTLUETWTILON TOU PETAOTATIKOV OppovogvaioBntou
KopKIVOU TOU TIpOOTATN E. MapaykoUAn

Sponsored by )aslc]las‘

Oepameutikn Slaxeiplon aoBevwyY e LETACTATIKO

OpHOVOEUALoBNTO KAl N LETAOTATIKO ELVOUXOAVTOXO

KOPKIVO TOU TPOOTATN . MnAdakn
Sponsored by janssen J oncoogy

s b b

E€atouikeuon Beparmelog 0TO LETAOTATIKO KAPKIVO TOU
vedpou. Elvat epiktn; M. NikoAdou

AktwvoBeparneia otov kapkivo Tou mpoatdtn — Oykot
uPnAoU kwdUvou oe ynplatplkolg acbeveig E. MntepoUKkag

12:30-13:00 AwdAsippa Kadé

13:00-14:30 Ztpoyyulo Tpamel

Kapkivog Avitepou Mentikov

Mpoebpeio: X. AgpPévng, A. ABavaoladng, I. Kupylag

H oupBoAr Tng avoooBeparmeiog oTNV AVILLETWITLON TWV

KOPKLWVWUATWY 0100dAYoU, GTOUAXOU, YOOTPOOLCOPAYIKAC

oupPBoAng M. Kapapouing
Sponsored by (I Bristol Myers Squibb

Nedtepeg e€elifelg otn Beparmela Tou xoAayyelokapkivwpatog — A. MatBaiog

Sponsored by )ﬁiENEﬂ?
AKTLVOBEPATTEUTIKA TIPWTOKOAAQ M.A. KaAoyepidn

Oplakd EQLPEGLOG KAPKIVOG TTayKPEATOG E. AwAng

14:30-16:30 MeonuBpivn Atakoni
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The first and only approved TROP-2-directed ADC - TRODELVY'Y
. LT sacituzumab govitecan

O P S P ) TR, T, 7y

~ B&. For 2L metastatic triple-negative breast cal

""‘-11 li

Survival-

Elevated

TRODELVY significantly improved survival in
2L and later mTNBC in'the Phase 3 ASCENT trial'!

Median PFS nearly 4.8 months with TRODELVY (95% CI, Median OS nea rly 11.8 months with TRODELVY (95% Cl, 10.5-13.8)
L C . e e e 4.1-5.8) vs 1.7 months with single-agent R . \vs 6.9 months with single-agent chemotherapy
i a \rr 7 z 4k :
23X L@; EM @ 1= [ chemotherapy (95%Cl,1.5-2.5); HR:043 | ‘l( E ;*.‘51 ]l:% (95% Cl, 5.9-7.7); HR: 0.51 (5% Cl, 0.41-0.62)
= ’ (95% Cl, 0.35-0.54) P<.0001"' 2 : P<.0001"

than chemotherapy

* ASCENT was an international, Phase 3, multicentre, open-label, randomised trial of patients with unresectable locally advanced or metastatic TNBC (N=529).
Patients were randomised 1:1 to receive TRODELVY 10 mg/kg IV on Days 1 and 8 every 21 days, or single-agent chemotherapy of the physician's choice (eribulin,
vinorelbine, gemcitabine, or capecitabine). The primary endpoint was PFS in patients without brain metastases at baseline (88% of the overall study population),
as measured by BICR based on RECIST v1.1 criteria.'

' The improvements in PFS and OS in the primary analysis population were consistent with the ITT population (median PFS: 5.6 months vs 1.7 months; HR: 0.41;
P<.0001; median OS: 12.1 months vs 6.7 months; P<.0001).'

2L, second line; ADC, antibody-drug conjugate; BICR, blinded independent central review; Cl, confidence interval; HR, hazard ratio; ITT, intent-to-treat; IV,
intravenous; mTNBC, metastatic triple-negative breast cancer; 0S, overall survival; PFS, progression-free survival; RECIST, Response Evaluation Criteria in Solid
Tumors; TNBC, triple-negative breast cancer; TROP-2, trophoblast cell surface antigen 2.

BifAioypagpia:

1. Mepidnpn XapaktpioTikav MNpoiévrag, Noéufiplog 2021,

2. Gilead Sciences Press release, November 23, 2021, Trodelvy” (sacituzumab govitecan) Granted European Commission Marketing Authorization for Treatment
of Metastatic Triple-Negative Breast Cancer in Second Line.

Ma v mAnpn NepiAnyn Xapaktnplotikiy Tou Mpoidvrog anotabeite otov KAK.

¥ To papuako auto Tehel umd oupminpwpatikh fapakoiovBnon. Autd 8a emtpéPel To Ypriyopo mpooSlopiopo VEw TANPopopIiv
acpdhelac.
Znreital and Toug emayyeApartieg vyeiag va avagépouv onoleodnnote mbavohoyoUpeve avemBUUNTEG EVEPYELEG,

Tpémog SiaBzong: Me neplopiopévn latpikr Zuvtayr]. Mévo yia Nocokopeiakr) Xprion and yiatpd pe katdhnhn eibikevan kai epmeipia. ﬁ
o

EvSeikTikn Tipr) 2022: 1.100€ ava quahibio. g
Q

—— 5

Napakaheiote va avagépete kaBe eikalopevn BonBrate va yivouv Ta @dpuaka mo acpalr] kat TD-V 8
/ mBavoloyoupevn avemBounTn evépyeia Avagépete AUSTRIA g
anevBeiag otov EO, olpguwva pe To £BVIKG OAEE i avem@UpnTeq evépyeles yia OAA Ta dppiaka e it -
GUGTNHA aVaQopPAc aVEMBULINTWY EVEPYEIDV. Zuuminpuwvovtac tnv “KITPINH KAPTA” _No.: 01010148 %

[g G l L E A D YrnevBuvn we eknpodownog tou KAK yia tn auhhoyry AE:

Creating Possible Gilead Sciences EM\ag M. EME, EBvapyou Makapiou & Mwpditivn 4, 175 64, Nakaié ®aknpo, TnA.: 210 89 30 100

O ouvtayoypagikég minpopopieg Tou mpoidvtog Bpiokovtal ae GAAn ceAida Tow TapovTog,
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16:30-18:00

22 Oktwppiov 2022

ZTpoyyuldo TpaméQ
Kapkivog Maxéwg Evtépou
Mpoedpeio: N. Namakwotag, M. XpltotodouAdkng, I ZhaklwTtdkn

Y€ TIOLOUG 0lOBEVELG LLE XELPOUPYNUEVO KAPKIVO TIAXEOG
evtépou Ba propovoe va mapaAndOsi n XMO M. Osoxdpn

TOTUKOTIEPLOXIKEG BEPATELEG NTTATIKWY HUETACTACEWY X. PoUvtag

Ytoxevouoeg Bepaneieg mépav twv anti-EGFR kot anti-VEGF
TP Ay OVIWY A. Kapaumneaing

Kapkivog opBol — pwktoU o€ ynpLatpikoug acBeveig M. Nopwvn

18:00-18:30

18:30-19:00

19:00-20:00

AwaAegn
Mpoebpeio: X. Koupouong, M. NanakotoUAag

QepameuTIKOC aAyOPLBUOC OTOV TPOXWPNHUEVO KAPKIVO
TWV WoBNKWV A. KaAuKaKn

AvaAeippa Kadé

ZTpoyyulo Tpamel

Yrnootnplktiky Aywyn

Mpoedpeio: I. Apooitng, E. Aayoudakn, A. ApHEVAKN

AvTlika dappoaka kat epBoAa yla COVID-19 o aobBeveig

LE CLUTTAYELG OYKOUC M. MrayArt{avakn
QappakeuTikn kavvapn: MUBol kal TpayuaTkoTnTa E. ZkaAtod

AvTietwrilovtag TN ouvaloBnUATIKY) KATarmovnon Kot
TLG YVWOLAKEG SUCAELTOUPYIEG A. Kaotavakn

20:00-20:30

AwdAegn
Mpoedpeio: A. ApdaBavng, E. MyanAdkng

MpdAngn - NpoPAnuatiopol oto Béua tng npoindne/
TIPWLKNG SLayvwaong tou kapkivou. Mpoypappa Qwbn
FevvnUaTa KAl avaykn yla emumAéov SpAcelg M. Pofibn

20:30-21:00

AwGAegn
Mpoebpeio: E. Zapavtag, |. Bappokdag

OyKoAoyLKn GapUakeLTK: Sarmavn o€ Eva pecaiou
peyeBoug Noookopeio. EEEAEN, Alaxeiplon, MPOTACELG K. Zrmuptdakng




Bon@rioTe va yivouv Ta pappaka mo acpain
Kal AVagpEPETE
OAEE 1ic avemBOpunTeg EVEPYELES YO
OAA Ta pappaka
Zupmhnpwvovtag Tnv «Kitpivn Kaprax»
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Kardiloyoe Odmav - NpoSdpwy

De Bree Eelco

Ayyelakn Zodla

ABavaoladng ABavactog

Ale€omouvlog ABavaclog
Avbpouldkng NikoAaog

Avellvng MAoUTapxog

Avtwviou XapikAela

ApbaBavng AAéEavdpog

Apuevakn ABnva
ApTepdkn Adpva
BauBakag Aaunpog
BapBaAitng lwavvng
FraloUAn Mapta

FewpPyaKOMOLAOC MpNyopLog

FewpyakomovAog lwavvng

Mavvikakn Alvta

MkoBiva Oupavia

AepPévng Xprjotog

Apooitne lwavvng

KaBnyntrc Mevikng Xelpoupyknc - Xelpoupytkng Oykoloyiag,
latpikr) 2xoAn, Maverotiptlo KpAtng, KAWLIKY XeLpoupyLKNG
Oykoloytiag, Ma.l.N.H.

KaBnyntpla Maboloyikng Oykoloyiag, Maboloyikn -
Oykoloyiknr) KAwvikn, Ma.l.N.H., Epyaotriplo MeTadpacTikng
Oykoloytag, Maverotipto KpAtng

MaBoAoyog - OykoAoyog, ZuvtovioTthg AlevBuvtig, TuRua
Maboloyikng Oykohoyiag, I.N. Adploag

MaBoAoyocg - Oykohoyog, MD, PhD, A.0.K.A. «Yyeia»

MaBoAoyog - OykoAoyog, ZuvtovioTtng AleuBuvTng,
Oykoloyko Tunua, I.N. HpakAeiou «BeviZéAelo - Mavavelo»
Xelpoupyog - Oupoloyog, Entikoupog KaBnyntrg Oupoloyiag,
T. Zuvtoviotng AleuBuvtng, Oupoloyikr KAwikn, I.N.
HpakAelou «BeviléAelo - Mavavelo»

Xelpoupyog, AleuBuvipla, B Xelpoupyikr KAwikr, YrievBuvn
latpeiov Maotou, I.N. Xaviwv «O Aylog lewpylog»

MaBoAoyog - OykoAoyog, AleuBuvtn G- ETLOTNOVIKOG
YrieuBuvog, A" MaBoloyikd Oykohoykod Tunua, MA.O.N.A.
«O Aylog Zappag»

WuyxoAoyog MSc, Oykohoyikr KAwikr), I.N. HpakAeiou
«BeviZéAelo - Mavavelo»

NoonAeutpta, M.N. Xaviwv «O Ayloc Fewpyloc», ZUUBOVAOG
T.N.O.EZNE.

MaBoAoyog - Oykohoyog, AteuBuvtng EZY, MaboAoyikn -
Oykoloyikn KAwvikn, Ma.l.N.H.

MaBoAoyog - OykoAoyog - AoluwELoAOy0og, AteuBuvTng,

A’ Oykoloyikn KAwikr, «Eppikoc Ntuvav» Hospital Center

KaBnyntpla Bloloyiag, Mevvetikng kat Navoiatplkig, latipkn
YXOAR E.K.M.A.

AktvoBeparmeutnq - OykoAOyog, AleuBuvtng
AktvoBepameutiknig OykoAoyiag, K.H.N. «N. KoupkouAog»,
I.A.O.N.A. «O Aylog ZaBBag»

AktvoBeparmeutng - OykoAoyog, Enikoupog KaBnyntng
latpikng, E.K.T.A.

MaBoloyoavatopog, Tuvtoviotpla AteuBuvipla EXY,
Epyaotiplo Madoloyikng Avatopknc, I.N. HpakAelou
«BeviZéAelo -Mavavelo»

NoonAeutpla ME, MSc, PhD, KaBnyntpla NoonAeuTtikig,
MavernoTA o AUTknG ATTIKAG

KaBnyntng Xelpoupytkng, Mavemotrpo Kumpou, AleuBuvtng
KAwvikn¢ Xetpoupytknc Oykoloyilag & Xelpoupykng Hatoc -
XoAnobopwv - Maykpéatog, Nocokopeio «Metropolitan»
Maboloyoc - Oykohoyoc, AteuBuvtric EXY, OykoAoyikd TUAUQ,
I.N. HpakAelou «BeviléAelo - Mavavelo»




v

I LIBTAYO'

cemiplimab

MNptv 1n ouviayoypdgnon cuppouvAeureite Tnv XN nou diatiBeran
otnv 101o0eAida g E.E.: www.ec.europa.eu i aneuBuvBeite oTnv eraipeia

Tponog Bi1GBEaNG Tou appdKou;

sano fi REGENERON BonBiote va yivouv Ta pappaka mio acpalil kar Avagépere

, . ) ] ) OAEE 1ig aveniBupnteg evépyeieg yia OAA 1a pdppaka
Sanofi-Aventis A.E.B.E. Acw. Zuyypou 348, Kripio A, 176 74, KahhiBéa, TupnAnpdvovrag my «KITPINH KAPTA»

Tnh.: 210 90 01 600, Fax: 210 92 49 129, www.sanofi.gr
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KATANODTOI

Qeoxapn Mapia
Opoufaia Elprivn

KaApmakng Kwvotavtivog

Kaloyepion Mapla-Ayyehikn

KoaAukakn Avtwvia
Kapaytdvvng FewpyLog
Kapapoulng Muanh
Kapaumealng ABavactog

Kapdaudkng AnunTpLog

Kaotavakn Avaotaoia

Katoaouvng Mavaylwtng
Katoapaydkng ZTUALavog
Kauya- Maitoylou Avva
Kaxpng Ztédavog
Kovtomodng Eppavouni
Koukoupdkng Muxanh
KouAa&oulibng Mewpylog
Koupolong XapdAaumog

KoutooUkog Kwvaotavtivog

KUpylag Mrewpylog

OMIAHTON - DPOERLPON

Maboloyocg - Oykoloyoc, EmpeAntpla A, A’ Maboloyikn
KAwkn, T.I.N.A «AdikO»

NoonAeutpla TE, MSc, Movada lNnvatkoloyikoU Kapkivou,
M.I.N. — Mateutripto ABnvwv «EAeva BeviZélou»

MaBoAoyog - Oykohoyog, AteuBuvtng EZY, MaboAoyikn -
Oykoloyikr) KAwikn, Ma.l.N.H.

AktwvoBepameutpla OykoAoyog, MD, PhD, EmpeAntpla A,
I.N.A. «AAe€avSpa»

MaboAloyocg - Oykohoyog, MD, PhD, AleuBuvtpla EXY,
Ma.l.N.H.

Xelpoupyog, AleuBuvtnc, Xewpoupytkd Tunua, M.N. Hpak\eiou
«BeviZéAelo - Mavavelo»

Maboloyoc - Oykoloyoc, MD, PhD, KaBnyntnc, latpkr ZxoAn,
E.K.M.A., Mpoedpog A.3. I.M.B.E.

MaBoAoyog - Oykohoyog, MD, MSc, PhD, AleuBuvtrg,
Oykoloyikn KAk, N.I.M.T.Z.

KaBnyntrg AktivoBeparmeutikng - OykoAoylag, AlevBuvtrg,
Movada

AktvoBepameuTtikig OykoAoylog Kal ZTEPEOTAKTLKIG
AktwvoBepareiag,

Tunua latpkng, Maverotnuo MNatpwy

WuyxoAloyog, MSc, PhD, Wuylatpikog Topéag - Kévtpo Wuyikng
Yyelag - Kévtpo Huépag yla WuxoAoyikr) 2Tthplen ATopwy He
Oykoloyika Noonpata, I.N. Xaviwv «O Aytog Fewpyloc»
Maboloyoc - Oykohoyoc, A" Oykohoyikr) KAwikr), Noookopeio
«Metropolitan»

Emikoupoc KaBnyntic Avakoudlotikng Opovtidag,

Tunua NoonAeutikng, E.K.IM.A.

AvarAnpwtptla Kabnyntpta, Turpa NoonAgUTIKNG,
MavermoTAplo AUTKAG ATTIKAG

AktvoBeparmeutn - OykoAoyog, AleuBuvtng EXY,
Tunua AktivoBeparmeutikng Oykohoylag, Ma.M.N.H
MaBoAoyoc - Oykohoyog, EmpeAntnig A, I.N. HpakAelou
«BeviléAelo - Mavavelo»

KaBnyntrc AktivoBepameutikng OykoAoyilag, AlevBuvtrg,
Tunua AktivoBeparmeutikng Oykoloyiag, A.M.0.

Xelpoupyog Owpakog, Ateubuvtnig, I.N. Xaviwv

«O Aylog l'ewpylog»

Maboloyoc - Oykohoyog, AteuBuvtnig, NMaboloyiko -
OykoAoyLko Tunua, «lasis» evikn KAwvikn FaBplakn AE
MaBoAoyog - Oykohoyog, Akadnuaikog Ynotpodog,
Oeparmeutikn KAwikr E.K.M.A., Emiotnuovikd YreuBuvog
OykoAoytkoU Tunpatog, Euyevidelo Oepameutrplo
KaBnyntrg AktivoBeparmeutikng Oykoloyiag, TUApa latpikng
Mavemotnuiov Oecoahiog




@Akynzeo

netupitant/palonosetron

‘Evo kaydkio neptéxel 300 mg netupitant kat 0,5 mg palonosetron

02.2020/AKYNZEQ/adv 01

oy
g‘ Galenica ac. - HE{;S'N.QN

Aerva: EAsuBepiag 4, Knioid 145 64, Tnh.: 210 5281700, Aavéyera katoruv adelag m Helsinn Healthare 5.4, EABetia
©eooahovikn: Kouvtoupiwtou & ®agiavou 2, TnA.: 2310 542685

Emotnpovixé Tpripa Th.: 210 5281731 Bogfiiowear femes w0 glppma tho capak ks _ )

Tunpa ®appakosnaypinvnong tA.: 210 5281805 OAEE g avemBUpnTes evépysies yia Nepauépw nnpogopieg nepthapBavovial otn

www.galenica.gr ouvontiki Meptypaph Xapakmpiotikeav Mpoioviog

OAA 1a @Gy
- ZupmAnpuvovTag TV mﬂﬂ KAPTA»



Emomyoviki Aimyepion

Algniotnpovikn eknaideuon yia tn Bgpaneia
TWV VEONAAOUATUK®Y VOONHATwY

3

KATANOT DI

Kupiton KoukouAdpn EAEvn

Kwvotavtidng Ogoxapng

Kwtodkng ABavaactog

AaBdavitn Mapia
Aayoubakn Ewprivn
Aaivakng FewpyLog
Atavog Eudyyelog
Aupapdkn Eudpociivn
AWANG Eudyyehog
Makpakn Elprivn
MoAd Avaotaoia
MapaykoUAn EAévn

MatBaiog Anuntplog

Maupoubng AnunATeLog

Mepekidou Mukepla
MnAakn Mewpyla

MuixanAdkng Eppavouni
MrayAtZavakn Mapta

MrepoUkag EpvéaTog

Mroltovélou BaatAikr)

MropmoAakn HAlasa

omirwTaN - DPOEDNPON

Opotun Kabnyntpla NoonAeutikng MAAA, Mpodedpog EBviKoL
Juvbéopou NoonAeutwy EAadag (E.Z.N.E.)

Emikoupog KaBnyntng Oykohoyikng Kat AvakoudLoTIKAG
NoonAeutikng, RN, BSc, MPH, PhD, Turua NoonAguTkAg,
EAANVIKO Meooyelako Mavemotnuo

Avarminpwtng Kabnyntrg MaboAoyiag - Oykohoylag, latpikn
YxoAn, Maverotuo Osooaliag, AleuBuvtic, Turpa KAWLKNG
Oykoloytag, M.I.N. Adploag

KaBnyntpla, Tunua NoonAeutikng, AteBveg MavemoTr o Tng
EAadocg

MaBoAoyog, AleuBuvtpla EXY, Mpodedpog Emitporng
Notpwéewy, M.N. Xaviwv «O Aylog Mewpylog»

MaBoAoyocg - Oykohoyog, AvarmAnpwtng AteuBuving,

A Oykoloyiknry KAwikr), Noookopeio «Metropolitan»
MaboAoyoc - Oykohoyog, EmpeAntrg A’ MaboAoyko -
Oykohoyko Tunua, MNA.N.M. «Metaga»

AkTwvoBepareutrg - Oykoloyog, AteuBuvipla E.3Y., Tunua
AktwvoBepameutiknig Oykohoylag, Ma.l.N.H.

Xelpoupyog, EmpeAntg A’, A’ Xelpoupyikny KAwikn, I.N.
Xaviwv «O Aylog lewpyLlog»

NoonAeUtpla ME, MSc, MHA, PhD(c) AlevBuvon Anuootlag
Yyelac, 7n Yyetovopikn Mepibépeta Kprtng

MaBoAoyog - Oykohoyoc, Emikoupikr) latpog, MaboAoyikr -
Oykoloyikr) KAwikn, Ma.l.N.H.

MaBoAoyoc - Oykohoyog, A’ MaboAoyikr) KAwikr, F.N.
TpkdAwv

Maboloyocg - Oykohoyog, MD, MSc, PhD, EMLoTnHOVIKOG
YrnieuBuvog, Movada XnueloBeparmeiag - Oykohoykod Tunua,
I.N. P66ou

KaBnyntrg Maboloyikng Oykoloylag, latpikr) ZxoAn,
MNavemotnpo Kpntng

NoonAeUtpla ME, MSc, PgD, N.N.A.

MaBoAoyog - OykoAoyog, Emotnpovikog YreuBuvog
OykoloykoU Turpatog «Creta Interclinic»

Honorary PhD of Technical University of Crete, Téwg
AleuBuvtng Oykohoyikng Movadag, I.N.A. «I. Fevvnuatdg»

Maboloyog, MSc, EmpeAntpla B', B TlaBoloyikn KAwikn,
N HpakAeiou «BeviZéAeto - Mavavelo»

AktwvoBeparmeutrg OykoAoyog, M.D., PhD, AleuBuvtng,
Kévtpo AktivoBeparmeuTtikng Oykoloyiag Xaviwv «laoigy,
AvarmAnpwtng AteuBuvtnc, KEvtpo AKTVoBEpameUTIKAG
Oykohoyiag, Noookopeio «Metropolitan»

Maboloyoc - Oykohoyoc. EmpeArtpla A', Maboloyikn -
Oykohoyikn KAwvikr Mo.l.N.H

MaBoAoyog - Oykohoyog, AteuBuvtpla, Oykoloyikn KAwikn,
I.N. Xaviwv «O Aylog lewpylog»




A
NUBEQA

(darolutamide) e

BonBrjoTe va yivouv Ta ¢pappaka mo ao@aln Kai
Avagépere

OAEX 1ig avemBupnTeS EVEPYEIES YIa
OAA Ta pdppaka
ZupnAnpwvovrag TRy «KITPINH KAPTA»

Tonikég avr np%émﬂbq

EAAGSa: Bayer ENAag Al

Torikég avrinpdownog T
Kinpo: Novagem Lid, TnX:

Tpripa latpikrig MAnpogpdpnong
TnA: +30 210 6187742, Dok +3@2]Q 61
Email: medinfo. grcy@boyer com

[piv 10 cuvrayoypapnon onpﬁou)\suesﬁ‘@‘*! : oA _
v MepiAnyn Xapakmpiotikéy Tou Mpoidvreg:
PP-NUB-GRO006-1
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MrmoukoBivag lwavvng

NikoAdou MixanA

MavteAdakog Mavaylwtng

Mamayewpylou AnpATPLOG

MNanadakng Xapltwy
MarmakotovAag MavAog
Namnakwotag MavAog
Matnpdkn EAlcaBet
Mooakag MNewpylog
MoTapaATllav NikoAaog

Mopwvn Mapta

Mpamna Mapaokeun

Mpwvapn AyyeAtkn

PoBiBn Mapia
Pouvtag Xprjotog

JahoUoTpog Eppavouni

Japavtag Enapevwvdag

Japldakn Zévia

omirwTaN - DPOEDNPON

MaBoAoyog - Oykohoyog, MD, PhD, Emiotnuovikog YreluBuvog,
OykoAoyikl Movada, «BLlokAwikr» OecoaAovikng

MaBoAoyog - Oykohoyog, MD, MSc, PhD, ErtipeAntng A,
A’ MaboAoytkr - Oykohoyikr) KAwikr, F.A.O.N.A.

«O Aylog 2aBBag»

AktvoBeparmeutnq - OykoAdyog, MD, PhD, AteuBuvtng,
Cyberknife, Tomotherapy, OuAog «latpdmoALg»
Emikovupog KaBnyntric MaboAoyikrg NoonAeuTiknig,
Maveruotiuto Mehomovvioou, MNpdedpog Topa
NoonAeutikrg Oykoloyiag E.2.N.E ., Mpolotauevog,
Oykoloyiknr KAwikn, «EupwkAwikr» ABnvwv

QroplvolapuyyoAdyog, ZuvTovioTtng AteuBuvtng, QPA KAk,
I.N . Xaviwv «O Ayloc FrewpyLlog»

MaBoloyoc - Oykohoyoc, AteuBuvtng, A’ XnUeLOBEPAMEUTIKO -
OykoAoyko Tunua, A.N.O. «Osayevelon»

Maboloyoc - Oykohoyog, AteuBuvtng, B Oykohoyikr KAWLk,
Noocokopeio «Metropolitan General»

KaBnyntpla, Tunua NoonAeutikig, 2xohn Emotnuwy Yyeiag,
E.K.ITA.

AktlvoBeparmeutn - OykoAdYog, ZUVToVIoTAG AleuBuvTng,
Tunua AktivoBepareutikng Oykohoyiag, I.N.A. «AAe€avdpan»

MaBoAoyog — Oykohodyog, MD, PhD, EmtipueAntrg, OyKoAoyLkn
KAwikr, « MHTEPA»

AktvoBeparmeutpla - OykoAoyog, EmpeAntpla A, Movada
AktlvoBeparmeuTtikrg OykoAoylag & ZTEPEOTAKTLKIG
AktwvoBeparneiag, M.I.N. Matpwyv

NoonAeutpla, MSc, PhD, Mpoiotauévn, OykoAoyikrn Movada,
I Naveruotnuiokn MNaboloyikn KAwikn, T.N.N.O.A.
«H Zwtnpla»

NoonAeUtpla ME, AlcuBuvtpla NoonAeuTikig Yrinpeoiag,
Ma.l.N.H.

MNaBoAodyoc - OykoAoyog, I.N. Ayiou NikoAdou

Avarminpwtng Kabnyntrg Aktivoloyiag kot Emeppartikng
Aktivoloyiag, Tunua latpkng, 2xoAn Emotnuwy Yyelag,
Maverotnplo Oecoaliag

MaBoAoyoc - Oykohoyog, Emikoupog KaBnyntrg Oykoloyiag,
Tunua latpknc, ZxoAn Emotnuwy Yyeiag, MaverniotiuLo
@eooalilag

MaBoAoyog - Oykohoyog, AteuBuvtng, B'Oykohoyikr KAwLKN,
Noocokopeio «Metropolitan»

MaBoAoyog - Oykohoyog, MD, PhD, Mpoedpog Etatpelag
OykoAOywv MaBoloywv EANGSag (EOME), AteuBuvtpla,

A’ OykoAoykr KAwikr, Nocokopelo «Metropolitan», ABrva,
Ertiotnuovikog YreBuvog Oykoloyikol TUUatog,
«ACKANTILOG AIATNQZIZ» - KAk « AokAnTieiov Kprtng»,
HpdxAelo, Kpntn
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-

KATANOT DI

Yepydkng Kwvotavtivog
YkaAtod EAévn

JkavdaAakn Nektapia
Jruptdakng Kwvaotavtivog

JTAUPOUAGKN AyyeALKn
JTOuTNG lwavvng
Ydakiwtakn Mewpyia

Tloabépn ZTullavn

TohMa Mapla

Toaykavng Mewpylog
QwtapeAn AyyeAkn
XplotoSouldkng Mavoloog

omirwTaN - DPOEDNPON

NoonAeutng MNE, Nadlatpkd Tunua, «EvpwkAwikn» ABnvwv

KaBnyntpla Topéa Qappakoyvwoiag kat Xnueiag Guotkwy
Mpotovtwy, Tunua GappakeuTikng, E.K.M.A.

NoonAeutpla, MSc, MPH, PhD(c), Topedpxng NoonAguTikng
Yrninpeotag, M.N. HpakAelou «Bevilélelo - Mavavelo»

AeuBuvtrig, Oapuakeio, N, Hpakhelou «Beviléleto -
Mavavelo»

NoonAeUtpla, Epuyxwtpta - ZUpBoulog Wuxikng Yyetog
MaBoAoyog - Oykohoyog, EmpeAntng B, I.N. PeBUpuvou

Maboloyocg - Oykoloyoc, Emperntpla A', Oykoloyikr KAk,
I.N. Xaviwv «O Aylog Fewpylog»

Avarinpwtptla Kabnyntpta Kowotikng NoonAeuTIKAG Kat
NoonAeutikng Emayyeluatikng Yyelag (KNEY), Mpoedpog,
Tunpua NoonAeuTikng tng 2EY, Maverot o Mehomovvicou

Avarminpwtpla Kabnyntpla AktivoBepamelag, latpikr) ZxoAn,
Maverotipo KpAtng, AteuBuvtpla, Epyactrplo
AktwvoBeparmeutiknig OykoAoyioag, Ma.l.N.H.

NoonAeutnc MNE, «EupwKAWVIKA» ABnvwy
MNaBoAoyoc - OykoAoyog, A.N.O. «Oeayevelo»
Xelpoupyog, HpakAelo Kpntng
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[evikée Minpogopise

Opydvwon:
EAAnvikn Etaupeia Mnplatpikig OykoAoyilag

Ze ouvepyaoia pe:

e Movada AktwvoBepareutikrg Oykoloyiag, M.N. Matpwv «Mavayia n BorjBsia»
e OykoAoyikod Tuniua I.N. HpakAelou «BeviZéAelo - Mavavelo»

e Oykoloyikr KAk I.N. Xaviwv «O Aytog lewpyltog»

e Etatpeia ZtnpLEng Avtkapkvikng Epeuvog (E.2.A.E.)

YTo thv awyida:

 Etatpeiog OykoAoywv MaboAoywv EANGSacg (E.O.MM.E.)

e EAAnviKNG Etatpeiag AktivoBeparmeutikig Oykoloyiag (E.E.A.O)
* Topéa NoonAeutwkrig Oykohoyiag (E.Z.N.E.)

Huepounvia dieaywyng:
21-22 OktwPplou 2022

Tomnog Sie€aywyng:

Kévtpo Apxltektovikng tng Meooyeiou «MeydAo ApoevaiL»
Akt Evwoewg & MAateia Katexdkn

T.K. 73132 — Xavia

TnA.: +30 28210 34200

NMwooa:
H enionun yAwooa tg Ainpepidag elval n EAAnvikn

Eyvpadég

H eyypadn kat n mapakolouBnon tng Ainpepldag eival SWPEAV KAl ETUTPETETAL LOVO OF
EMAYYENLQTIEC UYELOC KOL OE TIPOTTTUXLAKOUG/ LETAITTUXLAKOUC POLTNTEG. OL OLUETEXOVTEC lvall
anapaitnto va Befatwvouy tnv SLOTNTA TOUC, TPOCKOUIOVTAG avTLOTOLXO AMOSELKTIKO
otolxelo.

0d8nyieg yra mapakoAouOnon pe GpuUCIKr) GURMETOXN

Ooot cuppeTEXovTe emBupolV va €xouv LK Tapouaia, Ba pémel va poceABouv oTov
xwpo SleCaywyng yla v eyypadn Toug 1] va TTPAYUATOTOLL 00UV TNV TIPoeyypadn Toug
NAEKTPOVIKA LECW TNG LoTOCEASaC www.events.gr. Katory tng eyypadnc, Oa toug amootalel
nAekTpovikod barcode péow e-mail, To omoto Ba capwvouv katd TNV l0odo kal £€080 ToUG TNV
aiBouoa.
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08nyieg Aradiktuakng NMapakoAovOnong:
H Emiotnuovikn ExkSrAwon Ba mpoBaietat tautoxpova StadikTuakd HECW TNG LOTOoEASAG
www.livemed.gr.

Edv elote véog xpriotng mapakahoU e ratrjote oto nedio Register/Eyypadn kol akolouBriote
™ Sadikaoia dnuloupylag Aoyaplaopol CUUMANpwvovTag Ta amapaitnta nedlo. H
Snuoupyla elval Swpeav Kal UTTOXPEWTLKN YLa TNV TTAPAKOAOUONGN TWV OMIALWY.

Eav éxete ndn Aoyaplaopud oto Livemed, XpnoLUOTMOLNOTE TOUG KwOLKOUG 0O yla v
ouvbebelte, emNéfte amo To pevou Tnv Katnyopla Live, To ocuvédplo mou BéAete va
TIapakoAoUBNOETE Kat 0T cuvExela To ekovidlo Go Live i} Go Virtual.

2Tn ouvéxela yla va cuvdebelte e Tnv aibBouaoa, emiNéyete amd To pevol mou eudavileTal oTo
KATW HEPOG TNG 086VNG oag, Tnv «AiBouca ZuveSPLACEWVY

Eav oag evlladépel va mapaldfete moTOMOWNTIKO TapakolovBnong, Ba mpémel va
Tipayuatonolioete TV Eyypadr cag oto cuvedplo pEow TG Ewkovikng Mpappateiag,
TATWVTAC TO avtioTtolyo ekovisio «Eyypadi», wote va apylost va KataypddeTal o xpovoq.

MopLa Zuvex{opevng latpikng Eknaidsuong
YUpdwva pe ta kpuerpla tng EACCME-UEMS Ba xopnynBouv 16 Mopta Zuvextl{opevng latpikng
Exnaidevong (CME-CPD credits).

NapaAaph MiotonontikoL

To TLOTOTONTIKO TtapakoAoUONong Ba amooTalel NAEKTPOVIKA, LETA TO TEPAG TWV EPYACLWV
™G Ainpepldag, oe 66ouUg cUVESPOUG TTapakoAoUBnoav To 60% TwWV GUVOALKWY WPWV TOU
ETILOTNHOVIKOU Tipoypappatos. O aptBpog Mopiwv Zuvexllopevng latpikng Exmaidevong (CME-
CPD), Ba urtoAoylotel Bacel Tou xpdvou mapakohouBnong mou Ba kataypadel 0To cUOTHUA
KATAUETPNONG TOC0 oTnV £l0odo TNg alBouoag yla 6ooug £Xouv GUGLKH TapoUGia, OO0 Kal
otnv matdoppa Livemed yla 60oug apakoAouBnoouv SLadIKTuakd.

pappateio Anpepidog

@ Events & Travel Solutions

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

EA. BeviZéhou 154, 17122 N. Zubpvn
TnA.: 210- 98 80 032, ®ag: 210-98 81 303
E-mail: ets@otenet.gr, ets@events.gr
Website: www.events.gr

AmnayopeveTaL pntd n avanoapaywyn, avadnuooieuon, aviypapr, anodnkevon, nwinon, uetadoon, Stavour,
£kbdoon, ektéAeon, Arjn (download), uetappaon, tpomomnoinon e omoLovERIOTE TPOTTO, XWPIG TN PNTI) TTPONYOUUEVN
Eyypacpn ouvaiveon g Etatpiag, tou ouvoAou 1 U€poug Tou mepLexouévou tou lMpoypauuaros. H E.TS. Events &
Travel Solutions emipUAdOOETAL PNTWG TTAVTOG VOUIUOU SIKAULWUATOS TNG yla TN SlapUAaén Twv Stkawudtwy
TIVEULATIKAG Kol Blopunxaviknig téloktnaoiag. Mo avaAuTikotepeg mAnpogopieg emokepOeite To www.events.gr
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MEPIAHYH TQN XAPAKTHPIZTIKQN TOY MPOIONTOX

1 ONOMB)\TU\'WAPMAKEYTMYHPO!ONTDI
Xtandl -me A

mmluuuﬂvawwrmuwm&m
zrlunnmxmmmmum
7T

tandi - 40 mg EMKaAL
uptvio Biod £

Biaotparog QT km ot aoBeveig Moy Aayfdvouv TaUTGKpOVE GApHAKEUTIKA
nipoidvra mou evbéxetal va mapateivoy To Gidomyo QT (BA. napdypago 45),
o&Bepdmnscyurpmnpémvun{n)«ovowmmCumowﬂw<w&ww
NOPEVIC NG yia ejpdvion koiakric Tayukapdiag
vapmﬂwﬁmsadedepoinles)npwnwtvap{nmu Xtandl.
Xpdon_pe_ynpeoBepaneic H aogdheia Kt N anoTENEDUOTIKOTITTG TG

M 80
upévio Sioklo nepigyer 80 mg enzalutamide
latov kadhoyo v exBoywy, B napdypago 6.1,
3. DAPMAKOTEXNIKH MOPOH
Enmuchuptpiévo pe Nemé upévio Slokio.
-4 ; Kitpva atpoyyuld -

EmKaNUppEVa pe RemTd upévio dioxia, apeT0E40.

‘Xtandi - 80 mg emxkahuppéva e Aemé upévio Sioxda: Kitpiva o - emkauppéva
e hermod upévio Siokia, yopaypéva e To E 80,

4. KNINIKEZ NAHPODOPIEL

4.1 GepameuTike vBeife

Tu)!lsrdi:vﬁsbwmmyn

+Tn] Bepaneia Tou PETACTATKOU, OpYIOVOELGITBITIOU KapKIVOU TOU MpoaTaT)
(mHSPC) ot ouvbuaopd pe Bepaneia otépnang aviipoyovwy (ADT) oe evijhikeg
{vbpec (BA napaypago 5.1).

xpownG xpriong Tou Xtandi pe kutapotofikg xnpeoBepaneia Gev dxel
TexpnpuvBel, H auyyopriynon me enzalutamide Sev éye kapio khivika anpavTi
giipaon o popiiakokmIi T eviogeiag viooetathng (B mapdypago
45). Norooo, bev jmopei var anokkaoTei pia alnon eupavion ouleteponeviat
£EnayOUEVIC and T viooetaghn.

Avnibpdoeic unspeumabnaioc Avridpacei; umepeuaioBnolac exdndvovral s
ouprmTaTa fiou neptappavouy, ald Gev nepiopilovial oidinua npootimou,
yhuooa, yelauc fy papuyya, 1 ebavenjua eyouv napammpnBel e enzalutamide
(BMéne mapdvpago 48). Exouv avagepBel ooPaptc Bepcmike avemBUNTE
avnbpaoe; (SCARS) pe Ty enzalutamide. Kand ) owvtayoypdgnan, of
aoBevels Ba IPENEL Va EVNENWVOVTAN YT TO GREIT Kt TO OUYITTLHATA Kal va

TmapaxohovBolvTal oTevé yia SepjiaTiks avTiGpaoEC.

‘Exboye: To gappako auto mepiéysl Aydtepo amd 1 mmol vatplou (Aiystepo and
23 mg) avd emxahuppévo pe Ao upévio Siaxio, efvan auté nou ovopaloups
ﬁhaﬁcpe vmp{w»

+ T Bepanela Tou pn petaotankod upnal 0 0T
mpx&oumunpomdm(tk?ﬂcmﬂlmﬂvﬁm[ﬂkmpﬁmu@nsn
«m Bepaneia Tou pevaotankol CRPC o evikes dvbpec ot onolor efval
aoupmuyaTkol 1| Ama oupwpaTikel énema ané anotuyia T Bepaneiag
otépnon avSpoydviay kal aTous, onoloug N ynpeoBepaneia Sev evleikvutal
aKéyia ki (B napdypago 5.1).

+Tn Bepancia Tou peracTaTikod CRPC o€ evifAIKeC dvBpec Tuw omoluy 1 vooog Exel
ebehiyBel ward Ty Sidpkeia f petd and Bepaneia pe viooetagihn,

4.3 Avrevbeiag

Ynepevaiognoia oTn mmépmmiedwuh(sdmosmnmmmmnou

VOGEPOVTTL OTIV Topdypaipo 6.1

rwamcnouzhamnmopdmm[wwe\mm:[pknupoww%mﬁﬁ)

44ESKicnp Kal Kandm xprion

Kivbuvog emhnmmin m H xorm e enzalutamide fye ouayenoTel

e emnmmiés, kploeic (BA. napdypago 48). H anbgaan yia m owexion g

Eﬁmpm;emm&wknouewmwammxp{oﬂcmwwm
TIE|

VG NS YREQK g
mﬂ&is.'iwwuw&lﬂﬂdmwmp&m

Exmhahnauw_ﬁmm

owdpdpou omiodiog avaoTpeyinG EykegakondBeiac (PRES) o€ aoBeveic

o MuBavaw Xtandi (BMéne mpdypuq;o 48). To PRES eivat pia ondvia,

WWWWWMMRWWWWWWWWW

EEENIDOBIEVT OUYITIATE, LT onaopdy, Kegahahyiog
nm:unncmmhwomxwmxwupn)wmﬁmupqw '3

o 4, EvépyEIE
mm___m_um&gg Ormhéov augveg avemBlTee evépyetes elvan

£EaoBeéviony kanwan, e§aeic, unéptaon, m'rdwm KaiTTuon, AMEC anpaviIKeg
QVEMBULNTEC EvEpYEIEC TEPUCBAVOUV 10¥0ILIKT| KapSiar) vooo Kal MRS
Kplaex, Enthryr kplon napouoiiaTnke oo 0,5% twv aoBevi niow Eafav
zalutamide, o7o 0,2% Twv coBevi mou Mwemvm cpupumcomm 03%
Twv Godeviov Tou Ehafav f
‘Tou cuvBpojiou omioBa wmmmﬂmwmumoﬂemmuauﬁm
enzalutamide (BAéne napaypopo 44).

en- kal ADT ouykpmka e 1,5% Twv aoBeviov rou ehaBav €

Xtandi

enzalutamide

)

Vv Ve

il
Emiqmmict kpian
Ing eheyyopevee khivikée pehitee 24 (0,5%) and voug 4403 aofeveis nou
umofinkav os Bepania e nusprioia S6an 160 mg enzalutamice epgpdvioay
enthnrike] kpian, va Téooepic aoBeveic (0,2%) nou EhaPav ewxovkd phpuako
Kal évag aoBeviic (0,3%) mou éhafe PirakouTapib eppdvioay eniAnmTi kpion,
H Béan gaiveral va anotehel oNpavTIKG TIpOYWLOoTIKG MapayovTa Tou kivGivou
Eppdvione emAikG kpiong, OMwe avikaTonpileral and o mpokhvikg
Gebopéva kat and 1o Sebopéva and i pehém) Khpdkwang e Sdang. Ing
eheyyOeves KhwKEC pehétec, efaiptfinkav ol aoBivelc e mponyodpien
ek Kplon f e apayovies kvdivou yia Kplong.

v EppaoN ENTIRTC
Ze jia oty jiovod okERoug 9785-CL-0403 (UPWARD) yia Trv adohéynan e
ENTTWONG Ty EMAYITTIKGNY Kpicew 08 QoBEVElC pe
yia exbijhwan emArrikiv Kploewy (and Toug onoloug 1,6% eiyav 10TopIKa
EMANTTIKGY Kpioewv), 8 and 366 (2,29} aoBeveic mou éhapav Bepanela pie en-
zalutamide eppévioay ia emhnik kplo). H Gidyeon Sidpkeia T Bepaneiag
fitav 93 prvec.

e evan YWoTE 0 Prpaviopos péow Tou omolou 1) enzalutamide pnopel va
ENoE1 TOV 0 Twv EMATYTTIKGY Kpioewy, kG Ba mopodoe va oxEToTE pe
Ta Gedoitva and in vitro pekéTeg nou Seiyvou 6n ) enzalutamide ko o evepydc
petafohimg e mpoodévovtal kat umopel va avaTeRouy T SpacTikdTTa Tuv
Biathuv Ty dviwy ghwpiou Tou GABA.

loyaupia kapéiax vooog
&qu[um:muhﬁrdmm‘rmum A Y T ioyaiiTy
Kkapdioki) Voo spgpaviaTke oo 39% Maoﬂawwmuﬂnﬂw enzalutamide
£tovikd pdppaxo ka ADT.
Aexamévte (0,4%) aoBeveic nou ehaPov enzalutamide km 2 (0,1%) aoBeveic ou
Ehafiav ekovKO pApuaKo eppaviocy UPAY KoyaIKIC Kapdiakik; véacu Tou
obiynoe ot Bdvaro.

miav

Avapopd mBavoloyoluEy aVEMBUYITY EVEDYEGY
Kavéhoyoc avemBUpINTWY Evepyeuiv ae mﬂ nivaa: Dlava'rewnrecatm: Havuqropﬂ nﬂwolcwmvwwm&mm EVEPYEIDW WETA and T Yoprynon
Tiou TapampABkay katdm & 5606 KUKNOGOPIOG TOU QOPYAKEUTIKOY TIpOIGVTO, Efva aTuavTIke. EnmTpénel
Qv KaTyOpla CUVOTITAC EJIPAVCT Of KAYODIEC QUYYOTINE EWIK 0 owvey) napakohodfinon TIK oxEang opéhouc-viilvou Tou gappiakeuTIkol
opifoviar w axoholBwe nohl auyvs (2 1/10), ouxvég (2 1/100 & < 1/10), 61 mpoidvTog. ZrTeital and Toug EnayYeENaTicc uyeiag va avapépouv onoweobinote
ouxm: (21/1.000 £10€ < 1/100), onéwviec (2 1/10.000 £w < 1/1.000), mokd omdvieq. mBaVOMOYOUEVEC QVEMBUINTEC EVEDYEIEG Eouy

(< 1/10.000), pn ywwarés (Gev pmopolv va-exnipnBoldy pe Baon Ta Gwbéopa
Evioc ke watnyopiac OUVOTITOE eppaviang ol avemBojnTEq
 nopatiBevial kard gbivouoa oapd coflapotiac.

Nivaxag 1: AVEMBUITEG EVEpYEIEC oy myuwinrqmv OF EAEYXOMEVES
KMVIREG SOKIPEC Kat pETd TV Kukhogop ¢

Katnyopia/opyavike
OUCTHO OUPPWVEL PETO

i AvemBipnTee EVEPYEIES KOl OUNVO!
MedDRA

EAMBa: EBviis, Opyaviopés Gappdki, Meooyeiuv 284, GR-15562 Xohapydc,
ABva Th: + 30 21 320403807337, Mok + 30 21 06549585, lavéomoc; http:/
www.eofgr

Kimpog: Dapyakeutikés, Yrnpeaiee, Yroupyelo Yysiag, CY-1475 Aeukwola, Thk:
+35? 22608607, Dak:+ 357 22608669
loréTomoG wwiw.moh.govcy/phs
7. KATOXOZ THE AAEIAL
Astellas Pharma Europe BV, Sylviusweg 62, 2333 BE Leiden, OMavdia
8. APIOMOE(OI) AAEIAL KYKNODOPIAL:
EL/1/13/846/002 (40 ma emkalupiéva p hermtd uysévio Biakia), EL/1 /13/846/003

fi xwpk ayenléuen unéptaon, H Siéyuwon Tou PRES ananel emfeaiuon  Atcrapayectou aionomuod - O auyyeg Aeukarievia, oubereponevia 80 mig emKahuppEva iE AETTO Upvio Siokia)
JE CMEMOVIOTIEC €EFTG06C TOU EYKEQENOU, KaTd mpotlunan payike)  KGTOU AEpigiod ouoTiuatos M yworec' Bpoionevia 9. HMEPOMHNIA MIPOTHE ETKPIEHE/ANANEQEHE THE AABIAT
mmwmm:&umwm} Euvatdrar Sicwom Tou Xtandioe aoBeveic nou e Nh'rwm:cmdwﬁ .5“ , B mxmnwmctmnmmgmumu -
AvooonoINTIKOG ouaTjiaTos  yNugoac, oiBnjia yefous ofbnpa papuyya
Asutepovevelc Kopie KaxorBeig Exouv avapepBel nepiotatikg SeuTepoyeviy 10, HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY:
iiprav Kakon@euiv oe aoBeveis nou ehaPavenzalutamide oF i pekETeC ey = 24 Malov 2022
KAVIKEC JERTEC @aang 3 Ta To ouyva avapepojieva ouppavia o aofeveic ou L i o v ) eud 1
Ehafav enzalutamide ka1 peyohiTepa ané To elkovikd Pappaxa, ATav mpmoc Tuyvéc kepahalyia, snrpeagpim
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'ﬂ T RO D E L\/Y‘"v IYNTArOrPA®IKEL NAHPO®OPIELZ
. I W To @dAplaKo autd TeRel UTG OULTTAN-
sacituzumab govitecan pwaTKA MapakohoUBnon. Auté Ba
RS e T eipépEl TO YPIYoRo TIPoabloplopd
VEWV TTANPOQOPIWY AOPAAEIAE. ZNTETal amod ToUG eTayyeAUATIEC Uyeiag va
avapépouy onoteabiinote mBavoAoyoUpeveg avemBUuNTeg evépyeled. BA.
mapaypago AvemBULINTEC EVEPYEIEC Yia TOV TPOTTO avagopag avemBopn-
Twv evepyeltlv. ONOMAZIA TOY ®APMAKEYTIKOY NMPOIONTOZE: Trodelvy
200 mg kdVIG yia TTUKVO OKEDAOLA yia Tapackeur| Siahiparog mpag éyxuon.
MOIOTIKH KAl MOZOTIKH £YNOEIH: Eva giahibio pe kovi niepiéyet 200
mg sacituzumab govitecan. Metd Tnv avacuataon, éva mL Siahoparog
nepiéxel 10 mg sacituzumab govitecan. To sacituzumab govitecan eivat
tva ob{euypa avtiowpatog-gappdakou (ADC) 1ou oTpégetal Katd Tou
Trop -2. To sacituzumab sival éva avBpwmonoinUéVo HOVOKAWVIKG avTi-
owpa (hRS7 IgG1k) mou avayvwpilei o Trop -2. To pikpd pépio SN-38 eivar
£vag avaoTtoléag ToNnoioopepaang |, To onoio ouvdEeTal OpOIOTTOAIKA HE
TO aVTIoWA HEow evog OLVSETN IKavol va ubpohuBei. Mepimou 7-8 pdpia
SN-38 eivar ouvbedepéva pe kaBe pépio Tou avtiowparos. KAINIKEE
NAHPO®OPIEL: @spansutikég evbeifeis: To Trodelvy we povebepaneia
evéeikvutal yia T Bepaneia eviMikwy aoBevidv e aveyxeipnTo 1 HeTaota-
TIKO TPIMAG apvnTIKS Kapkivo tou paotot (MTNBC), o1 onoiot éxouv Aafet
BUo 1 TEPIOCOTEPES NPONYOUHEVES CUOTNHATIKEG Beparneieg, cupnepihap-
Bavopévng TouhayioTtoy piag € auTwy yia mpoxwpnuévn vooo. Aoooho-
yia kai Tpénog xopriynong: To Tradelvy npénel va ouvtayoypageital kat
va xopnyeital otoug acBeveic povo and enayyehpartieg uyeiag pe epnelpia
atn Xpron avTIKapKivikov Bepameiiv Kal va Yopnyeital o mepipdiiov
omou eival Sia@éoipog mripng efonMopo avavnpne. Aogodovia: H ouvi-
oTwpevn §6an Tou sacituzumab govitecan elvai 10 mg/kg owpatikou fd-
poug oprnyoUpevn wg evdo@AéPia Eyxuon pia gopa tnv efdopdada v
Huépa 1 kat tnv Huépa 8 twv kUkhwy Bepaneiag 21 nuepiv. H Bepaneia
Banpénel va OUVEXIOTE PEXPLTNV EPPavion Tpoddou Tng vocou fy un ano-
BekTrg TofikatnTag. Avrevdeifeig: YnepevaioBnoia otn dpactikr oucia iy
o€ karmolo and Ta ékdoya. Eibikéc mposibonotosig Kal mpogpulageig
Kara m xpRon: xvnhaowotna: Mpokepévou va BeAtiwBei n ixyvnhaoipo-
TNTA TwV BIOAOYIKWY QAPHAKEUTIKWY TPOIOVTWY, To Gvopa Kat o apifudg
napTidag Tow XopnyoUHEVOU apUAKoU TPETIEI val KATAYPAPETAI PE oapr-
vela. Qubeteponevia: To sacituzumab govitecan pnopei va mpokahéoel
oopapn 1 anetntik yia tn {wrj oudeteponevia (BA. mapaypago AvemB-
uNTEG evépyeie). To sacituzumab govitecan Gev Ba npéner va xopnyeltal
£av o andiutog apiBlég oudeTEpo@IMwWY Elvan kKaTw amd 1.500/mm? T
Huépa 1 omoloudinote kOxkAou 1) eav o apiBudg Twv oudeTepdgihwy eival
karw ané 1.000/mm? Tnv Huépa 8 onoloudnnote kukhou. Na Tov Adyo
autd, cuviotatal va mapakoAouBeital To MARpE; aipodiaypappa Twy
aoBeviv dnwe evdeikvutar kAvika kata tn didapkela g Bepaneiag. To
sacituzumab govitecan Sev Ba npémnel va Yopnyeital o€ mepintwon oude-
Tepomevikol TupeToy. Bepanela pe napayovta SIEYEPSNC aMOIKIDOV KOKKI-
OKUTTApWV Kat Tpononoifoeig tng doang pnopei va anartnfoluv Adyw co-
Bapri¢ oubeteponeviag (BA. napaypapo AvemBounTe; evépyele). Aidppora:
To sacituzumab govitecan pnopei va npokahécer copapry Sidppoia (BN
napaypago AvemBuunteg evépysiec). To sacituzumab govitecan dev Ba
TpEMEL va Xopnyeltal os mepinmtwon Siappoiag BaBpov 3-4 kard tn xpovi-
Kr| OTIypI TNG Mpoypappanicpévng Bepaneiag kai n Bepaneia Ga npénetva
OUVEXIOTED HOvo oTav undp&el anodpopr oe BaBuol < 1 (BA. napaypago
AvemBuunteg evépyeisc). Kard v évapén tne Sidppolag, kat egpéoov bev
pnopel va avayvwpiotel Aoipwdeg aitio, Ba npénel va Eekviioel Bepaneia
He Aomepapidn. Evdéxeran emiong va epappootolv npdobeta uncatnpl-
KTIKG PETPA (Y. UTOKATGOTAOH LYPWV KAl NAEKTPOAUTLV) OTWE EVOEIKVU-
Tar kKAvikd, Ot acBeveic mou mapoucid{ouv uniepPolikr XOMVEPYIKN amd-
kpion otn Bepaneia pe sacituzumab govitecan (m.y. KotiakoUg puikoug
onacpoug, didppola, cieAdéppola KAL) pmopolv va Aaouv KataAinin
Bepanela (my. atponivn) ya Tig endueveg Bepaneieg pe sacituzumab
govitecan. YnepevaioBnaia: To sacituzumab govitecan pnopei va npoka-
Moel oopapr) kar anethnikr yia 1 {wry unepevaicBnoia (Bh. mapaypago
AvemBuunteg evépyeteq). Avapuhaktikéc avtiSpacelg éxouv napatnpenBei
oe kMhwvikéq Sokipég pe To sacituzumab govitecan kalt n ¥prion Tou
sacituzumab govitecan avtevdeikvutal oe acBeveic pe yvwaTh unepeual-
obnoia oto sacituzumab govitecan (PA. mapaypago Avtevdeiéeg). Na toug
aoBeveic nou AapBavouv sacituzumab govitecan cuviotarai aywyrj npo
e éyxuong, n onola Ba mepihapBaver avtmupeTikd, H1 kat H2 amokhel-
ot 1] KopTikoaTepoeidr (my. 50 mg ubpokopTi{évng i 10odivapou, ano
oréparog 1) evbogAePiwg). O1 aoBeveic Ba npénel va mapakohouBovvral
oTEVaA Yia OXeTIZOUEVEG UE TNV Eyxuan avTIOpAoElg Katd T Siapkela kaBe
£yyuang Tou sacituzumab govitecan kai yia Touhdyiotov 30 Aemtd peta
amod v oAokAripwon kabe éyxuonc. O puBudg éyxuong Tou sacituzumab
govitecan Ba nipénet va pewdel 1) n éyxuon va Siakorel eav o agBeviig
eppavios: pa oxen{dpevn pe tnv éyxuon avtidpaon. To sacituzumab
govitecan Ba npéne va diakanteral oploTikd edv napouoiactouv oxeTilo-
HEVEG LE TV £yXUan evTISpAcEL; Tou eivar ane\nTikég yia tn {wr). Nautia

Kal £ueToc: To sacituzumab govitecan sival epetoyovo (BA. mapdypago
AvemBuunTeg evépyetec). MpohnmTikn aviiepenikr aywyr) pe SUo r Tpia pap-
HakeuTika nipoiova (m.y. Se€apeBaldvn pe évav aviaywvioTr) Twy umodaygwy
6 S-ubpofutpuntapivine 3 (5-HT3] f pe évav avTaywvioTr Twy umodoyE-
wv Tng veupokivivng-1 [NK-1] kaBig kat pe akha @appakeuTika mpoio-
vTa omwe evdeikvutal) ouviaTaral yia v npoAnyn Tne vautiag Kat Tou
€pETOU ToU MpokahoUvtal amd T ¥nueloBepansia (CINV). To
sacituzumab govitecan &ev Ba npénei va xopnynBei oe nepintwon vau-
Tiag BaBpou 3 1 epétou BaBpow 3-4 katd Tn Xpovikh oTiypr Tng mpo-
ypappatiopévng xopriynong tng Bepaneiag kai n Bepaneia Oa npémeiva
OULVEXIOTEL HOVO HE TN AfjYn MPpooBeTwY UNOOTNPIKTIKWY HETPWY oTav
umapéel amodpopr os BaBuow < 1. EvbéxeTal emiang va epappootouv
mpooBeTa avTIEHETIKA Kal GAAa UTOOTNPIKTIKA HETpa 6mwg evdelkvutat
KAMvIKQ. Ze dhoug Toug aoBeveic Ba npénel va doBolv pappakeuTIka
npoiévra mou Ba Ta napouv pall oTe ot Toug e aageic odnyieg yia
v mpoAnyn kat T Bepaneia Tng vavtiag kal Tou epétou. Xprion e
aoBeveic pe pewpévn dpaatnpiotnta e UGT1AL: To SN-38 (to pukpo-
HOPIAGKG TURa Tow sacituzumab govitecan) perafolileTal péow g
ovpidwikrig SipwogoyAukoupovulikrig Tpavopepdang (UGTTA1). Meve-
TIKEC Tapaidayéc Tou yovidiou UGT1A1 énwg 1o alknAdpopgo
UGT1A1%28 obnyouv ot peiwpévn evlppikn Spaotnpiétnta g
UGT1A1. Atopa mou eivat opdluya yia to ahknidpoppo UGT1A1#28
mBaveg Siatpéxouv avénuévo kivbuvo yia oubetepornevia, eunvpetn
oudeTepomevia kal avaipia kal evééyetat va Slatpéyouy augnuévo Kiv-
Suvo yia ahheg avemBUPNTEG EVEPYELEC HETA and Tnv évapén tng Bepa-
neiag pe sacituzumab govitecan (PA. mapaypago AvemBounTe evépyer-
£¢). Nepinouw 1o 20% Tou Mavpou mAnBuopoy, To 10% Tou Aeukol
mAnRBuapoU kal To 2% tou mnBuopol Tne Avatolikric Aclag eivat opd-
Tuyo ywa To akinAépopgpo UGT1A1%28, Ze opiopévoug mAnBuopolg
Hmopei va eival mapovra adha aAinAdpopepa pewpévng SpaatnploTn-
Tag eKTOC Tou UGTTAT*28. Ot acBevelc e YW oTr) HEKOHEVN MEITOUPYI-
katnta g UGT1A1 Ba mpénel va mapakoAouBolvtal oTeVA yia aver-
BUpnTeg evépyeiec. Otav n karaotaon e UGTTAT Sev eival yvworrj,
Sev anateital e€£taon KaBie N aVTILETWNION TwY avemBUUNTWY EVER-
YEWY, oupmepthapfavopévwy tpomomoiioewy g §oong, Ba eival (Sia
yia 6houg toug aoBeveic. Eufpuikn toikétnta: Me Bdon Tov pnxaviopé
Spaong Tou, To sacituzumab govitecan punopsl va npokakécel Tepato-
yéveon kal/r) euPpuikr) BvntétnTa dtav Xopnyeital ot pia £ykuo yuvai-
ka. To sacituzumab govitecan nepiéyel éva yovotoiké ovotarkd, To
SN-38, kai oToxeLEl Ta Tayiwe Sialpovpeva KUTTapa. Ot EYKUEC YUVaikes
Kal o yuvaikeg oe avanapaywyikn nAikia 8a mpénel va evipepuvovTal
yia Tov duvnTiké kivbuvo yia To éufpuo. H katdotaon eykupoouvng
TWV YUVAIKGDV Je SuvatoTnTa avanapaywyrc Ba mpénel va emaknBeve-
Taiipv and Ty évapén Tou sacituzumab govitecan. Natpo: H neparré-
PW TIAPACKEUT QuUTOU TOU (PapHAKEUTIKOU TPoidvTog yia opriynon Ba
yivetan pe Sidhupia ou TEPIEXEN VaTpIo Kal auTr 8a npénet va Aappdve-
Tal U OE OXEON HE TN OUVOAIKT) Npepriola TRAcAnyn vatpiou and
OAeG TIg TINYEG and Tov acBevr). AvemBuunTeg evépyeieg: ZUvor Tou
npo@ik ac@éeiag; OLITo CUXVA aVaPEPOHEVES GVEMIBUHNTEC EVEPYEIES
ot aoBeveic mou éAaPav Bepaneia pe sacituzumab govitecan Arav: &i-
dppola (64,5%), vautia (64,2%), oubdereponevia (64,2%), konwaon
(52,5%), cahwmekia (44,3%), avaipia (43,2%), épetog (38,0%), Suokoiho-
Thta (36,3%), pelwpévn 6pegn (28,1%), Prixac (22,7%) kal Koaks ak-
yog (20,8%). Ot mmio ouyva avagepopeveg oofapég avemBUpnTeg evép-
yeleg o€ aoBeveic mou éhafav Bepancia pe sacituzumab govitecan fitav
eumUpeTn oudeteponevia (4,5%) kaw Sidppoia (3,6%). Ot Mo ouxveg
avemBuunTeg evépyeleg fabpou 3 ) peyalUtepou rjTav oudeTeponevia
(49,5%), Meukomevia (12,0%), Sidppota (10,7%), avaipia (10,1%), epmo-
petn oubeteponevia (6,6%), kénwon (5,2%), umogwaogpopicipia (5,2%),
vavrtia (4,1%) kai éperog (3,0%). KaraAoyog avemBUunTwy EVEPYEIWY OF
popen mivaka: To npogik acgaleiag yia To sacituzumab govitecan
TPOKUTITEL a6 OUYKEVTPWTIKA Sedopiéva and 500 KAVIKEG UEAETEG OTIC
onoieq ouppeteiyav 366 aocBeveic, o1 omolot éAapav sacituzumab
govitecan 10 mg/kg owpatikoU Bapoug yia T Bepancia Tou TNBC. H
Siapeon £kBeon oto sacituzumab govitecan oe auté To olvolo Gedo-
Hévwy fiTtav 4,9 prveg. Ztov Nivaka 1 napouaiafovral ot avemBupnTeg
EVEPYEIEG TTOL Exouv avagepBe( pe To sacituzumab govitecan. OLouyvo-
TNTeG avemBupunTwy evepyeunv Bacifovial oTig SUXVOTNTEG TWY aVENT-
BOpnTwy cupPdaviwy onoladrjnoTe arrioAoyiag, Grou £va NoooaTo TWV
oupPdvtwv plag avem@uunTnG evépyelag propel va opeihetal oe GAha
aiTia eKToE Tou sacituzumab govitecan, 6nwg elval n vdogog, alha gap-
HakKeuTika mpoiévra i pn oxeni{dpeva aitia. H Baputnra twv avermnBo-
HNTWV EVEPYEILV TOU appdkou afiohoyriBnke e Baon ta Kotvéa Kpitr-
pla Opohoyiag yia AvemBupnteg Evépyeieg (CTCAE), o1 omoieg opifouv
Tig avemBounteg evépyeieg Babuol 1 = ipmeg, BaBpol 2 = pérpieg, fab-
pou 3 = cofapég, PaBuov 4 = ansinTikég yia Tn {wrj ki Babpow 5 =
Bavarog. O avemBounTeg evépyeieg naparifevral kard Katnyopia Op-
yavikoU ZuoTrparog Kai Katd katnyopia cuyvotnTac.

O1 ouvrayoypa@Ikeg mAnpogopicg ouveyiovtai oTnv emouevn oeAida P



O1 katnyopieg cuyvotnrag opifovrar we ¢ mohl ouyvég (= 1/10), ou-
Xveég (= 1/100 £wg < 1/10), ox1 ouyvég (= 1/1.000 éwg < 1/100), ondvieg (=
1/10.000 £wg < 1/1.000), noAo omavieg (< 1/10.000) kat pny yvwotég (Sev
pmopoUv va ektiunBolv pe Baon ta Sabiopa dedopéva). Eviog kabe
opadag ouyveTnTag, ol avemBUpUNTEG EVEPYEIES Mapouotialovral katd @Bi-
vouaoa CEIpa ouxvoeTnTag yia éAoug toug faBpolc faputnrag

Nivakag 1: Katd@hoyog avemBOpnTwy eVEpYEIWV

Enusn e DhototBadiuol | g o, 0
MedORA o tous fadliove | (] el
Papomiy n=366
AoIpEsg Kal TapacTuiaEg
Oupoholjwen oy ourie 153 |11
Qﬂ;ﬂm‘;’f VTEROU aVaTVEUOTIKSD Mokt ougvec 13 03
Pvogapuyyttiba Tupvee 52 |00
Napappwvokahniniéa Fugvés a4 [oa
Bpoyxitda Tuyvés B 03
Tptrm Tuvég 25 05
EIropankdg £pmme ZugvES 25 | 00
Avarapgayés ToU aIIomoINTIKe) Kal Tou AEUgIKod ouoTiHateg
Oubeteponevia MoAo ouxvig 642 49,5
Avaipia Mohy ouyveg 432 | 10,1
Aeukonevia MoAb ouxvec 194 [ 12,0
Agpponevia MokD ouyves 109 |25
EpmnopeTn ouBeteponevia Zuyvég 6.6 66
Awarapayéc Tou avogonoiTiked ovaTiparog
YnepevaioBnaia’ Mokl ouxvee 366 |19
Awrapayés Tou perafoliopan kat me Bpigng ) .
Metwpévn opeén Tohy ouxvEs 281 |14
Ynokahaipia Mokt ouxveg 167 |25
Yropayvnoiapia Mokl ouxveg 15,0 |03
Ynepyhuxaipia Toky ouyvic n7 16
Tropuogopaipia Tuyveg 87 |52
Ynaofeotiapia Eugveg Al 08
Yuyiatpikis Siatapaxis .
Aumvia [Nohu auyvee [117 00
Ayxoc ‘Zux\t:: |ﬁ.3 lo3
apayéq Tou veup jparog

KEQ?E_AVIE Noky ouxveg 194 08
Zdhn Mo cuxvEe 137 0.0
Avoyevoia ZLuyvic 90 0,0
Aatapayic Tou aVanmveusTIKOD GUOTHHATOC, Tou BpaKa Kal Tou pecoBwpdKiou
Brixac Mo cugvee 27 0.0
Pwoppola ZuyvEC 66 |00
Pvir gupgopnon Zugvic 6,0 0,0
Eniforagn Zu;vil: 52 | 0,0
ADOTIVOIA HETA KOTIWOT] Tuyveg 41 |00
Napaywyike Brixac TUXvEC 3B |00
TuvBpopo BriXa TWY aviTEpWY aEpaywyly | Zuxvig 27 00
Awarapayéc Tou yaoTPEVTEPLKOD .
-Aldp-pr.Jl.u“ o S Noko ouyvig 64,5 T 10,7
Nuu‘rl-u [ ﬂm\uau;v:: [ 642 .4.1
Epstog Noku ouyvig 380 30
AvokohioeTia Nokv ouyvec 363 .0,5
KolMako Ghyoc NokG ouxvee 208 22
Zropatinba Tuyveg 96 0.8
YO v KOIMAKAG XUPOg Fuyvic 68 |03
Faorpoowogayiki naAvEpopikn vioog Tugvec 57 |00
Aidraon g koihag Zugvic 55 |00

T Kai Tou 8¢, 0Tol
Adunexia Noko ougveg 443 =o,n
Ei_uvﬂnpu 1 l]u)u ouyvEg 158 :‘\,l
Kvnayiog oAt auves 120 00
Znpobeppla ] ZugveC 9,0 :D.O
Knhbofhandubec eEavenua [ ZugvEC 6,8 ?D,D

TOU PUOOKEALTIKOU QUOTIHATOC KOl TOU OUVSETIKOD I0TO0
Ooguakyta Mo auyvee 183 08
ApBparyia Mok ouvee 137 lo3
MUOOKEAETIKOS MOVOC TOU Bupaxa | Eugvec |63 :0,0
Muixol enaojiol Zugveq 152 198

TWY VEQPWV KaL )popdpwy oSV
Auooupla [Iugvtc |4.4 03
| Aiparoupla | Euyvec |27 03
Tevikég Kal karagTacsi e obol yopriynar
Konwarn) _[Tiaha duyvéc _|525 |52
Novas Tuvic 71 o8
Piyn Tugvee 55 00
| Mapaxhivikec eEeTdoeig
Twpiatiko Bapog petwpivo MoAd ouxvég 10,1 10,0
|Ahkahich guogardan afpatoc avknpévn | Euxvec 85 1.4
e Spoyfoamtine B0 . [0z

1: Ta oupPavra unepevaloBnolac avagéplinkay péxpl To TEAOG TS NHEpag
HETA and T Xopriynon tng Bepaneiag. TupmephapPavouy cupfavta mou
kwdikonoloOvTal pe Toug akohouBoug MpoTpWHEVOLC dpoug Suonvola,
unétac, é6ayn, epuBnua, Bwpakikn duogopia, cUpPIYRGS, olbnua, Kvidw-
on, avaguiakTikij avtipaon, e§éhkwan Tou otépatog, anopolidwan &ép-
parog, SioyKwpévn yAboaa, suogiykTiké aicBnua oto Aayé.

MNepiypapn emheyuévwy avemBuunTwy evepyeiwv: Oudereponevia: O d1a-
HETOG XpOVOg Ewg TNV epgavian Tng oudeteponeviag Hetd and v évapln
TOU TIpWTOU KUKAow Bepaneiag frav 15 nuépec. H Sidpson Sidpkeia Tng
oubeteponeviag ritav 8 nuépeg. Oubeteponevia mapoucidoTnke oto 64,2%
(235/366) twv acBevwy mou xaPav Bepaneia pe sacituzumab govitecan,
oupmepiauPavouévng ovdeteponeviag BaBuol 3-4 ato 49,5% Twv acbe-
vwv. H oubeteponevia fitav n aria peiwong Tng 66ang ato 6,3% (23/366)
Twv agBevav. Eunopetn oudeteponevia napoucidotnke ato 6,6% (24/366)
Twv aoBevivy nou éAaav Bepansia e sacituzumab govitecan, H eumope-
T oubeteponevia fjtav n aria peiwong Tng S6ong ato 1,9% (7/366) Twv
acBevv. Xprion oe acBeveic pe pewpiévn dpaompidtra e UGTIAT: H
enimtwor g oudeteponeviag Babuow 3-4 ftav 57% (40/70) oe aobeveic
opoluyoug yia To alknidpoppo UGT1A1%28, 47% (115/246) oe aobeveig
erepoluyou yia to ahnAdpopgo UGTTAT*28 kai 45% (117/261) oe aoBe-
veig op6luyoug yia To aAMNAGHop@o Jn MeTaAhayuévou Tomou. H emimwon
g eumupetng oudeteponeviag BaBpol 3-4 ritav 19% (13/70) oe aobeveig
opoluyoug yia to alndpopgo UGT1AT*28, 4% (10/246) oe aoBeveic ete-
poluyoug yia To adAnidpopgo UGT1A1%28 kai 4% (10/261) os aoBeveic
opéluyoug ya To aknAopopgo un petaliaypévou Tomow. H emimwon
g avaipiag BaBpot 3-4 firav 24% (17/70) oe acBeveig opdluyoug yia 1o
aMnAopoppo UGT1A1%28, 8% (20/246) o acBeveig etepdluyoug yia To
alnAépopgo UGTTAT*28 kat 10% (26/261) oe aoBeveic opdluyoug yia o
aAAnAGHopgo pn petalaypévou Tomou. Aidppoia: O SIapETog Xpovog €wg
TV epgpawian g Siappoiag HETa and tnv évapén Tou TpwTou KukAou Be-
paneiag fitav 13 nuépes. H dapiean Sidpkewa g Sidppotag fTav 8 nueépee.
Aiappoia mapouciGotnke oto 64,5% (236/366) Twv acBeviv rou é\apav
Bepaneia pe sacituzumab govitecan. Zuppavra BaBpol 3 napouciaatnkay
oto 10,7% (39/366) twv acBeviv. Evag and Toug 366 acbeveig (< 1%) &i-
ko tn Bepanela Aoyw Sidppotag. Queteporevikr| kohmba napatpri-
Bnke oe < 1% (1/366) Twv acBeviv. YnepevaioBnoia: Avtidpaoeig unepeu-
aoBnaiag ot onole avapépBnkav PEXPL To TENOG TNE NUEPAS HETA and Tn
xopriynon g S6ong mapouvoidoTnkay ote 36,6% (134/366) Twv acBeviv
mou £hapav Bepaneia pe sacituzumab govitecan. YnepeuaioBnoia BaBuol
3 kal avw mapouotaotnke ato 1,9% (7/366) Twv acBeviv nou éAapav Be-
paneia pe sacituzumab govitecan, H emirmwon twv avibpdoewy LneEpeU-
aiwwBnaiag nou odriynaav oe oploTikij Siakon Tou sacituzumab govitecan
fitav 0,3% (1/366). Avogoyovikémra: Ta SiaBéopa Sedopéva elval Tieplo-
plopéva, Tuvene, Sev propei va e€ayBel oupmépacpa yia Tic EMMTTWOEK
Twv opehopEvwY oTn Bepaneia avTIowWHATWY Kata Tou gapudkou (ADA)
OTNV GNOTEAECHATIKOTNTA KAt TRV ac@dheia Tou sacituzumab govitecan.
Avagopda mBavohoyouevwy avemBupnTwy evepyeuy: H avapopa mba-
vohoyoUpsvisy avemBUpNTwY EVEPYEIWV HETA amnd T yopriynon adeiag
Kuropopiag Tou QapHaKeuTIKoU mpoidvtog elval onpaviikr. Emrpénel
N ouveyr| TapakoholBnon g oxéang ogéhouc-kivBivou Tou (pappa-
KEUTIKOD TpoidvToc. Znteital and Toug enayyeAparies uyeiag va avage-
pouv omoleadToTe MBavONOYOUHEVES QvEMIBUUINTES EVEPYEIEC LECW TOU
£BvikoU ouatipatog avagopag ENAada: EBvikog Opyaviapog Dappakwy,
Meooyeiwv 284, GR-15562 Xohapyog, ABriva, Tnk: +30 21 32040380/337,
®af: +30 21 06549585, lotétonoc httpy/www.eofgr. Kimpog:
Qappakeutikéc  Yrnpeoleq, Ynoupyelo Yyelag, CY-1475  Aeukwoia,
Tnk: +357 22608607, Qag: +357 22608649, lotdromog: www.moh.gov.cy/
phs. KATOXOZ THE AAEIAZ KYKAO®OPIAZL: Gilead Sciences Ireland UC,
Carrigtohill, County Cork, T45 DP77, Iphavia. APIOMOZE(OI) AAEIAZ KY-
KAOMOPIAE: EU/1/21/1592/001. HMEPOMHNIA ANA@EQPHIHE TOY
KEIMENOY: 11/2021.

Ta v mAnen NXIN tou npoiévrog anotadeite otov KAK.

Tpénog SiaBeong: Me mepiopiopévn latpiki Zuvtayh. Mévo yia Nogo-
KOHEIaKr Xprion ané yiatpo pe katahinhn e18ikevon kal epmeipia.
Ev&eiktikn Tipn 2022: 1.100€ ava piadidio.

MNapakaheloTe va avagépete kabe ewalopevn / mBavoloyolpevn ave-
mBuunTn evépyeia anevBeiag otov EOD, oupgpuva He To eBVIkS oloTn-
Ha avagopadg avemBUpNTWY EVELYEIWDV.

BonBriote va yivouv Ta gdppaka mo ac@ahr) kat
Avagepete
OAEZ tig avemBopnteg evépyeteg yia ONA Ta pappaxa
Zupminpwvovrag Tnv "KITPINH KAPTA"

() GILEAD
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MEPIAHYWH TQN XAPAKTHPIZTIKQN TOY NPOIONTOX

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

Mivakag 1: ZuvioTwpeveg TpoToTroinaeig g S6ong yia avemBOPnTEG EVEPYEIEG

v

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

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

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

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

70 O¢permek Aedrepn exdiwan:

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

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

*CTCAE= Kpimfipia ZuvriBoug Opohoyiag yia AvemBopnTeg Evépyeieg

Nivakag 3: Tpomoroinon g doong yia aiparoloyikég avemBUPNTES EVEPYEIEG

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

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

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

Ap1Buoc aipomerahiwy Mpturm exdRAwon;

< 105%%0:1.&

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

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

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

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

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

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

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



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

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

KTOL.

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

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

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

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

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

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

LuyyuTIKn karaoTaon




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

QUOTPATOS Lovdpopo oTrioBiag avaoTpéyipng eykepaomabeiag (PRES)™

Kapdiakég diarapayig Nokd ouyvég: Aiobnua mahpwy. Luyvig: Tayukapdia

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

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

Heoobupdkiou

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

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

umrodopiou 1aTol

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

OUOTATO Ketl Tou GUVBETIKOU 1aToU

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

KaraaTaceig me odol yophynong

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

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

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

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

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

AouyBaromreg: Aev egappoderal. 6.3 Miapkeia wig:

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

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

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

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

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

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

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



IZYNTAMOrPA®IKEZ NAHPO®OPIEZ TOY MPOIONTOZ

1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOZ CABOMETYX 20 mg emkaAuppéva pe AeTro upévio Siokia CABOMETYX 40 mg eTKaAUppéva pe
AeTTT6 upévio diokia CABOMETYX 60 mg emkaluppéva pe AeTrTo upévio Siokia. 2. MOIOTIKH KAIMOEZOTIKH ZYNOEZH
e AerrTo upévio Siokia. KdBe emkaAuppévo pe Aeimo upévio diokio Trepiéxel kaBolavmiviBn (S)-unhikr ioobuvaun pe 20 mg kapolavmivipng. Exdoxa pe yvwarr
Opaan KaBe eTnkaAuppévo pe AeTTo upévio diokio Trepigxel 15,54 mg Aaktodng. CABOMETYX 40 mg emkalupuéva pe AeTrio upévio diokia KaBe emkaAuppévo
He AeTrTo upévio diokio TrepiExel kaBodavniviBn (S)-pnAikn i0odbvapn pe 40 mg kaBodavriviBng. Exkdoya Lie ywwaorn] dpdan Kabe emKaAUppévo Pe AETITO UpEvio
diokio repigxel 31,07 mg Aaktoldng. CABOMETY X 60 mg emmkaAuppéva e AETTTo upévio Siokia KaBe emikaAuppéve He ATTTé upévio Siakio Trepiéxel kaBodavivin
(S)-pnAikn igoduvapn pe 60 mg kaBolaviviBng. Ekdoxa pe yvwair) dpdan Kabe emkaAuppivo pe AeTro upévio Siokio iepieer 46,61 mg Aaktodng. Ma Tov
TAfipn katdAoyo Twv ekBoxwy, BA. Trapdypago 6.1. 3. PAPMAKOTEXNIKH MOP®H Emkaluppévo pe Aerd upévio Siokio. CABOMETYX 20 mg
emKaAuppéva Pe AeTTTo upévio diokia Ta diokia eival KiTpiva aTpoyyUuhd Xwpig eyXdpagn kal PEpouv Ny £vdeign «XL» o1 pia TAEUPG Kal T EvBeiEn «20» oV
aAAn TrAgupa Tou diokiou, CABOMETYX 40 mg emikaAuppéva pe ATt upévio diokia Ta Siokia gival KiTpiva TRIVwVIKA Xwpig s\(xupc:ﬁn Kal pEpouV mv svézxﬁn
«XL» oTn pia TAgupd kai TV évBeifn «40» oy dAn TTAeupd Tou Biokiou. CABOMETYX 60 mg emkaAuupéva pe AeTrié upévio diokia Ta Slokia eival kitpiva
oPaA ywpic eyxapagn kai @épouv TNV vdeign «XL» ot pia Aeupda kai v évdeign «60» otnv aikn Aeupd Tou diokiou. 4. KAINIKEEZ NAHPO®OPIEE 4.1
OeparreuTikég evbeifelg Ne@pokuTTapiké kapkivwpa (RCC) To CABOMETYX evBeikvutal wg povoBeparreia yia 1o TIpOXWPENUEVO vsrppoxurruplxo
Kapkivwpa - wg Beparreia TPWING-ypapprg ot evijlkeg aoBeveig, pe evdidpeon ] Twyr Tpoyvwon (BAEme mapdypago 5.1), - o evijAiKEG pPETd aTTO
Trpor|yoUpEvn oToxedouoa Beparieia ayyeiakou evbodnAiakol augnmikol Tapdyovia vascular endothelial growth factor (VEGF) (BAéme Trapdypago 5.1). To
CABOMETYX, ot quﬁuucruo pa viBoAoupdpTmn, evdeikvutal yia Tnv BepaTieia TTPWING-YPUHHNAG OF EVANKES aoBeveic pE TTpOXwpnpévo VEthOKUTTC(pIKO
Kupxwmpu (BA. mapdypago 5.1). ‘lrumxl.n‘rdglgo KapKivwpa ]ECC[TO CABOMETYX evBeikvutal we povobepanicia yia 1 Beparieia Tou nIrarokuTTapikod
kapkivipatog (HCC) oe evijAikeg TTou Exouv AdBer TTponyoupévwg Beparmeia e copagevipmm. AlAQOpOTTo) INUEVO Kapkivwpa Bupeoeiboig (D !C) To
CABOMETYX evBeikvutal wg povoBeparreia yia 1 Beparreia eviAikwy acBeviov pe Tommkd TipoXwpnuévo 1] HETAoTaTiko, dia@opoTioinuévo KapKivwa
Bupeoeidoug (DTC), avBekmikd ri P kardAAnAo yia Beparreia pe pabievepyd 1wdio (RAL), Trou Exouv Tapoucidael eEEMEN TG vooou Katd Tn SIApKEId 1) HETA aTTo
mponyoupevn ouatnuankr Bepareia. 4.2 Aoooloyia kai TpoTrog xoprynong H Beparieia pje CABOMETYX Ba mpETiel va TrpayparoTioital amd iarpod
EMTTEIPO O] XOPNYNOT QVTIKAPKIVIKWY QAPHAKEUTIKWY TTpoidviwv. Acgohoyia Ta diokia CABOMETY X xai o1 kayouheg kaBolavrivipng dev eivai Bioioodivapa
kal Bev TTpETEl va Xpnolpomiolodvral To éva avri Tou dihou (BA. Tapdypago 5.2). To CABOMETYX we povo@epareia MNa 1o RCC, 1o HCC kai To DTC n
ouvioTwpevn doon Tou CABOMETYX eivai 60 mg pia @opa nuepnoiwg. H Beparreia Ba mrpétrel va ouvexioTel péxp o aoBeviig va pnv eTfweeAeital mAfov kAvikd
arré T Beparreia i péxp! va eppavioTel pn amodekTr TofikdmTa. To CABOMETYX 0e ouvBuaouo [e VIBOAOULIGUTIN aTnV mpwIn-ypauur mpoxwenuévou RCC
H guvioTiopevn 860 Tou CABOMETYX eivan 40 mg pia opd Tnv NuEpa o ouvBuaopd pe VIBOAOUHGUTTN TTou opnyeital evOopAeRiwG &ite we 240 mg kabe 2
£BBopadeg eite wg 480 mg kabe 4 eRBopadeg. H Beparreia Ba TipETel va guvexioTel péxpl Tnv e§ENIEN TG voaou N Tr pn atrodexTr} To§ikaTnTa. H vifoAoupduTn
Ba TIpETTEl va CUVEXIOTET PHEXPI TNV EEEAIEN TNG vdaou, TN pn armrodexTr| TofikdTnTa 1 £wg kai 24 prveg ot aoBeveig xwpig eEENEN TG véoou (BA. MepiAnyn Twyv
XapoktnpioTikwy Tou Mpoidvrog (MXM) yia T Secokoyia Tng viPohoupaptng). Tpemomoinan g Gepareiag MNa tn Siaxeipion Twy UTTOTTTWY avemBounTwy
EVEPYEILV TOU pappaKou PTTopel va amraimeitar Tpoowpiviy Siakorrr) Beparteiag ri/kai peiwon tng ddang (BA. Mivaka 1). Otav n peiwon Tg S6ong tival ammapaitnTn
oTn povoBeparreia, ouvioTaral va Hewbsi ota 40 mg nuepnoiwg kai kardmv ota 20 mg npepnoiwg, Otav 1o CABOMETYX xopnyeital ot ouvBuacpd pe
VIBOAQUHGHTIN, ouviaTaTal n peiwaon Tng doong ota 20 mg CABOMETYX pia @opd Tnv npépa kai otn ouvéxela ota 20 mg kdBe SeUtepn nuépa (avatpé€te amnv
MXN g viBohoupapTng yia T SuvIoTWHEVN TpoTiaoinan g Bepameiag yia m vifohoupapTm). MNa m Saxeipion g Togikémiag Babuol 3 i peyahitepou
oUP@WVa PE Ta KOIvd KpItnpia opoAoyiag yia avemBuunTeg evépyeieg (CTCAE) i pn avexTrig TogikoTnTag Baduol 2, ouviatara n Siakot g doong. ZuvioTtdra
n Heiwan g S6ong yia gupBdvTa, Ta oTroid, £Gv eppévouy, PTTopoUv va KataoTolv coBapd fi un avektd. Edv évag aaBevrig Tapaleiye pia doarn, n d6on Tou
mrapaheipBnke dev Ba Tipémel va AngBei edv atropévouy Aiyotepeg amnd 12 wpeg péxpl TNV eTtopevn) doon. Mivakag 1: ZUVIOTWHEVES TPOTTOTTOINOEIG BOoong
Tou CABOMETYX yia avemBUPNTES EVEPYEIEG AVETTIBUHNTN Evépvzlu kai OEoTnTa: Avameﬁpmag avTidpdoelg Buepou 1 kal Bcepoﬂ 2 Tou eiven uvsKTég
kal edkoAa avripeTwitiopeg Tpotromoinon Bepameiag: Asv amameital ouvriBwg TTpooapuoyr Bocng I'Ipuoﬂsms Tapoxn urrco'rnplxnxr]g ppovTidag ﬂupcpmva
pe g evBeiteic. AvemBupnTn Evépyeia kai OfumnTa: Averm8upnTeg avnidpdoeig Babpou 2 mou eivar pn avexTég ke Sev ival Suvatd va avTIHETWTIOTOUV He
Helwon ddong i UTIOUTr]p!KTIKI’] @povTida. Tporro‘rroinm] Bepameiag: Aiakoyte T Bepameia £wg dTou n crvcmaupmn avridpaon amokaracTabel ae Babpd
=1.MNpooBEéaTe uTOOTNPIKTIKA ppovTida ouppwva pe T evdeifeag, ECetdoTe 1o evBexopevo emavévaping oe perwpévn déon. AvemedpnTn Evépyela kai
OguTnra: AvemBipnTeg avmidpdoelg (ekTog ammd KAIVIKA pn epyaonpiakés avwpahicg) Tpomotroinon Beparreiag: Aiaxéywte T Bepareia &wg oTou n
avemBupnm aviidbpaon anmokaracTabei o Babud 1. Mpoobéote umoompiknkn @povrida alppwva pe g evdeifeg. Emavekkivijote oe peiwpévn Soor.
Avem8UunTn Evépyeia xar OfUTNTa: AvemBounTeg avnibpdoeig (ekTog ard kKAiviKa pn epyacTnpiakég avwyahiec) Tpomromoinon Bepareiag: AlakowTe T
Bepareia. XopnynoTe kKardAnAn iatpikr] gpovtida. Edv n avemBounm aviidpaon amokaraotabei péxpi To Babud s1, emavekkivijoTe o8 peiwpévn 8oon. Edv n
avemBupnTn aviidpaon Sev emAuBei, SlakoyTe povipa ) Beparteia. Avemi@opnTn Evépyeia kai O§0TnTa: Auvioeg nriamkwy ev{Upwy yia aoBeveic pe RCC
Tou éhapav CABOMETYX oe ouvBuaopé pe vifohoupduTm. Avem@ipnTn Evépyeia kan Ofutnra: ALT rj AST > 3 gopég ULN ahhd < 10 gopég ULN xwpic
Tautéypovr) ohikr] XohepuBpivn 2 2 gopiég ULN Tpomromoinon 8epameiag: Atakdyre 1o CABOMETYX kai ) viBohoupdpTn Ewg 6Tou autég o avermnBupnTeg
eVEPYEIEG UTTOXWPoouV ot BaBpd 1 H Bepameia pe koprikoaTepoeidr] umropsi va e€etaaTel edv umdpyxel uTrowia avTipaang aXeN{OHEVNS LE TO aVOTOTIONTIKG
olotpa (avarpégre oty MXMN g vipehoupapting) Miopei va emmaveEeTaoTei emravekkivnon e éva povo @dppako ) diadoyikr emmavekkivnon kai pe Ta dlo
pdppaKka PeTa Ty avdppwor). Edv EexivijoeTe ex véou pe Tn viBoAoupdpTn, avarpéEre oty MXMN g viBohoupdpTtmg. AvemBuunTn Evépyeia kai O§imra:
ALTAST > 10 gopég ULN i > 3 gopég ULN pe Tautdxpovn oAikr) xoAepuBpivn 2 2 popég ULN Tpomotroinon 8epameiag: Aiakowre opioTika 1o CABOMETYX
kai T viBohoupdpTn. H Bepareia pe kopTikooTEpOEIdr| PTTopEl va efeTaoTei edv uTTdpyEl uTroyia avridpaong oxendopevng He To avoooTroinTikd ouoTnpa
(avarpégre omy NXN g vifohoupdptmnc). Znueiwon: O1 BaBpoi Tofikémrag ouppwvoly pe Ta Kovd Kpiripia Opoheyiag Tou EBvikol Avrikapkivikol
IvaTirouTou yia AvemnBounTeg Evépyeieg ékboon 4.0 (NCI-CTCAE v4). ZuyxopnyoUleva QaQpUaksuTiKd mpolovra Ta ouyxopnyoUpeva QapPOKEUTIKG TTpoidvTa
Trou eival ioxupoi avaoTolsic Tou CYP3A4 Ba TTpETTEl va XpnoioTTolouvTal e TIPOTOXT Kai N Xpovia Xprion CuyXopnyoupEVWY QapUaKEUTIKWY TIPOIGVTWY TTou
arroTeAoUv ITXUpoUG eTTaywyei Tou CYP3A4 Ba Trpémel va amropedyetal (BA. TTapaypdgoug 4.4 kai 4.5). ©@a Tipémel va pHeAeTNOEN n emAoyr evOg EVAAAAKTIKOU
guyxopnyolpevou papuakeuTikol Tipoidviog pe kaBoAou n ehdyioTo Suvapikd va emdyel 1 va avaotéAhe 1o CYP3A4. Eidikoi mhnBuopoi iwEvol Dev
ouvioTdara edikri TTpocapuoyr) Tng 8oong yia m xprion Mg kaBolaviviBng oe nAikiwpévoug aabeveic (= 65 £m). @A Dev arrareital Tipooappoyn Mg 56ong
He Bdon v eBvikéTnTa (BA. Mapaypago 5. 2) EQPIKN GUQAEHUUQM H kaBodavriviBn npam:l va Xopnyeital HE TIpoco)r| ot acBeVEIG HE TTIa 1] HETPIA VEQPIKT
5ucr)\z|mupvlu H Kaﬁoic:\rrlwﬂn Bev ouvioTdTal yia Xprion ot aoBeveic pE cofapr] VEQPIKA Bum\snoup\,'la kabg n aopaleia kai n GTI’OTE)\&G[J(ITIKDTHTG Bev
£xouv TEKpnplmBEl o€ autéy Tov TANBuoub. e uceevzk; HE r‘|1'r|c nmamki} ducAemoupyia dev armarmeitan npoaopuovn ™mg 5ocng
Aedopévou om povo Trepiopiopéva Sedopéva eival SlaBéoipa yia aoBeveig pe pétpia nrrarikn duoAeroupyia (Child Pugh B), dev pmropolv va SoBolv ouoTdoeig
Booohoyiag. Zuviatdrar oTevr TIapakoAoUBnan Tng cuvoAikrg acpdAeiag oe autols Toug aaBeveig (BA. Mapdypago 4.4 kai 5.2). Aev uTrdpyel KAIVIKS egTEIpia
ot aoBevelc Pe coPapr) nankr 6um\:troupv|’u {Child Pugh C), ométe dev ouvioTdral n Xprion ™mg KaBoﬁchlviﬂng o€ auTolg Toug aoBeveig (BA. ncxpdvpmpo
5.2). Kapdiakr} SugAsimoupyia Ta atoixeia yia aoBeveig e kapdiakr] SuoAemoupyia gival Tiepiopiopéva, Aev pmmopouv va npuvpmonulqeouv eI0IKEG OUOTATEIG
bocro)\owug MNabiarpikée mAnBuouds H uocpai\zlc KQll 1} QITOTEAEOPATIKOTATA TNG KaBoCuWivaBng ot TTaidid nAikiag <18 eTtiv Bev £xEl arkopa 1c«pnp|wec: Ta emi
Tou Trapoviog Siabéoipa ﬁzﬁopwu neplvpmpovrm atnv mapdypago 5.2, ahkd Sev prropei va yivel ouoTaon oxeTikd pe 1 docohoyia. Tgm’rg ¥opfiynang To
CABOMETYX mpoopifetat yia Xprion amo 1o otépa. Ta Siokia Ba TpEmel va karaTivovial ohdkAnpa kai va pnv Bpupparifovral. @a trpémer va SoBolv obnyieg
oToug aoBeveic va PRV TPUVE TiToTa yia ToukdyioTov 2 wpeg TIpiv Ewg 1 wpa petd T Afiyn Tou CABOMETYX. 4.3 Avtevbeigeig YrepeuaioBnoia ot SpaaTikn
oucia 1 g kdmolo amd Ta ékdoxa Tou avagépovial oty Trapaypago 6.1, 4.4 Eibikég wpoaiBomoInotis kal TpoguAdEelg kard Tn Xxpron Kaug o
TEPIOTOTEPEG avETIBUHNTES EVEPYEIEG TIPOKUTITOUV Viwpic oTnv Tropeia Tng Bepateiag, o iaTpdg TrpéTTel va afloAoyei oxoAaoTIKa Tov aoBevr] oTIC TIPWTEG OKTW
efdopadeg g Bepareiag yia va Tipoodiopice edv amamouvTal Tpcn'ronnlr'}cclg NG S6ong. AVEmBUUNTEG EVEPYEIEC TTOU YEVIKWG £xouv TTpaipn exdriwon
mrepihapavouy utaoBeaTiaipia, ulokaAiaipia, BpopBotievia, utépracn, alvipopo epuBpoduoaicdnoiac Taapwy-TeApdrwy (PPES), Tpwreivoupia kai
YaoTpevTEpIKG (TE) UupBuvru (Kol)\lum ahyog, tp]\zypovr] BAEWUVDVUU ﬁuoxuwmqm éluppulu Epnug) H QVTILETWITION MBavUY avemBUUNTWY EVEDYEILY
Tl B D ; Z€ VEPPOKUTTOPIKS KapKivwpa HETG aTmo
nponvoupavn o‘rax:uusvn B:pcrrrslu He (IWEIGKD svéoen)ucsu uuﬁq‘nm 'napé(vowu (VEGF) uclwoclg KGI émKo‘rreg g doone Adyw piag avemBipnmg
evépyeiag (AE) ouvéBnaav oto 59,8% kai 70%, avrioToixa, Twy acBevwy Trou EAaBav kaBolavTiviBn atn Baoikr kAivikry dokipn (METECOR). AGo peitioeig g
Booohoyiag xpeidobnkav ato 19,3% Twy acBeviv. O Sidpeaog xpdvog £wg Tnv Tpwn Peiwaon Tng dogoloyiag frav 55 nuépeg, kal Ewg v TTpWwTn SiakoT
Boaohoyiag ATav 38 NUEPeS. Ze VEPPOKUTTAPIKO KapKivwpa Xwpig Trponyoupevn Beparreia, pHeiwoeig doong kal dlakoTrég Tng doang maparnpriénkav oto 46%
Kka 73%, avrioToixa, Twy aoBeviov Trou édaBayv kaBolavnvin oty kAvikn Sokipr (CABOSUN). Orav i kaBolaviivifn xopnyeita oe auvBuaapo pe viBoAoupaprn
€ TIPUWTNC-YLAUME TTOOXWPNHEVO VEPPOKUTIApPIKO Kapkivwpa, peiwan Tng ddong ) diakorr| Tng doong g kaBolavmiviBng Adyw AE ouvéRn ot 54,1% kai
73,4% Twv aoBeviv otnv kAvikr Soxipr (CA2099ER). AmaimiBnkav dUo peiwoeig Tng 8oong oo 9,4% twv aoBeviv. O pegog xpovog Ewg TNV TTPLWTN HEiwon
G Boong firav 106 npépeg kal we Tnv pwmdlakoT g B6ong Arav 68 NuEpES. ZT0 NTIATOKUTIAPIKG KAPKiVwUa JETA aTd TIponyoUuevn auoTtnuikr Bepareia,
ol PEOElG TG doong kai ol diakotrég doong ouveBnoav oto 62% kai 84%, avrioToixa, Twy acBeviyv Trou éAaBav kaBolavivifn atnv KAVIKY GoKipr
(CELESTIAL). Ao peioeig dooewy anaimiBnkav oto 33% Twy aoBeviv. O BIdPEcog Xpovog PEXPI T HEiwaon TNg TTpwTng Soong ftav 38 nuEpeg Kal péxpi




v BiakoTir) g TipwTn d6ang rfitav 28 nuépes. ZuvioTATal oTeveTepn TTapakoAoUBnaon ot acBeveic pe ma i pétpia nrmanikn ducAeitoupyia, Z1o diagopoToinuévo
Kapkiviwpa Tou BupeoeiBouc, o1 peiwasic TN d6ong kai ol Siakotrég Tng ddang ouvéRnoav oo 56% kai 72%, avtiaToixa, Twy aoBeviv Tou éAaBayv kaBodavmvifn
atnv KAivikr) dokipr) (COSMIC-311). Ato peitoeig Sooewvy arrartmBnkay oTo 22% Twv acBeviwy. O BIGHECOG XPOVOS HEXPI T HEIWON TNE TIpWING ddong fray
57 nuépeg kai péxpi T diakoTrr e Tpwing Boong fitav 30 nuépes. Hratorofikétnta Mn @uotoloyikég TINEG oTig efeTdoelg TG nTaTikhg Aemoupyiag (avénon
NG apivoTpavogepdong Trg aAavivng [ALT], Tng aoTraprikrg apiveTpavagepdong [AST] kai Tng XoAepuBpivng) TapatnperBnkav ouxva oe doBeveig Trou EdaBav
Beparreia pe kaBolavnivipn. Zuviotaral n diefaywyr) e€etdoswy nramikAg Aemoupyiag (ALT, AST kai xohepuBpivng) Trpiv amo v évapgn g Beparreiag pe
kapodavTiviBn kai n TTPOCEKTIKA TrapakcAouBnon kara Tn didpkeia g Beparreiag. MNa aoBeveic He emdeivwoT Twy EEETACEWY TNG NTIATIKAG AsToupyiag Trou
Bewpouvtan oxeTildpeves pe T Bepareia Pe kaBolaviiviBn (BnA. ommou Bev eivar eppavric kapia evahAaknikr arria), Ba TpéTel va akohouBolvial ol oupBouMég
TpoTroToinang Tng &6ang otov Mivaka 1 (BA. Tapaypago 4.2). Orav n kaPolavmiviBn xopnyeital og ouvBuagpd pe viBoAoupduTn, éxouy avagepBel guyvoTepa
BaBpou 3 kai 4 augrioeig ALT kai AST ot oxéon pe 1 povoBeparteia pe kaolavnviBn oe aoBeveig pe ipoxwpnuévo RCC (BA, Napdaypago 4.8), Ta nianka
Eviupa TIpETEl va TapakohouBoldvTal TTpiv attd v évapén kal Tepiodika katd Tn didpkeia Tng Bepareiag. Mpémel va akohouBolvtal o odnyieg IATPIKAG
Biaxeipiong kai yia 1a duo gappaka (BA. Mapdypago 4.2 kai avarpé€re oty MXMN yia 1R viBoAoupdpn). H kaBodaviiviBn ammoBaleral kupiwg péow mg
nmarkrig odou. ZuviaTaral aTEVOTEPN TIapakoAoUBnan Tne auvoAikig aopdAeiag ot acBeveig Pe fma i pérpia nmamikr) duokemoupyia (BAETE eTriong TTapdypago
4.2 kan 5.2). Mia uynAdtepn oxeTikr avaioyia aoBevioy pe pérpia nramkn duoAeroupyia (Child-Pugh B) epgdvios nrankn eykeparonddeia pe 1n Beparreia pe
kapolavmivipn. H kapedavmivipn dev ouviotdral yia xprion ot acBeveic pe ooPapr nmamkr duoAemoupyia (Child-Pugh CBA. Mapdypago 4.2). Hmamkd
eykegahotraBeia Zn peAérn HCC (CELESTIAL), n nmarkr| eykepaAomraBeia avagipBnke auyvotepa otnv opdda kaBolaviviBng amd autr) Tou eIKoVIKoU
pappdkou. H kaBolavmviBn £xel ouaxenioTel ye didppoia, EPETo, Pewpévn 6petn kal SiatapayEg nAekTpoAuTly. Ze aoBeveig ue HCC pe emmpeaopévn nmamikn
AeiToupyia, AQUTES Of PN NTTATIKEG EMBPACEIG HTTOPET va eival TTapayovTeg ETHOTTEUONG yia TV eEENIEN TNG NTTamIK¢ eykeaoTidBelag. Or aoBeveic Tipémer va
TrapakoAouBoUvTal yia OnpEia Kal CUPTITGPATA NTTankg eykegalomrdBeiag. Alarprioeic kal gupivyia Zopapég 'E Siarprioeig kat oupiyyia, HEPIKEG POPES pE
Holpaia ékBaan), Exouv TrapatnenBei pe v kapolaviiviBn. O1 aoBeveig Tou £xouv PAeypowvdN vooo Tou eviépou (Tr.X. véoo Tou Crohn, eAkwdn KoAimida,
TiEpiToviTda, exkoATwparinda 1) okwAnkoadinda), Exouv dirfBnon Tou dykou o1 M'E 066 1} Tapoudialouy ETITTAOKEG aTTd TTPONYOUHEVT XEIPOUPYIKN ETTENBacn
TOU YaoTPEVTEPIKOU cuaTruaTog (Biaitepa 6Tav oxeTieTan pe kaBuoTepnpévn 1| ateAr) emolAwaon) Ba TTpémel va afiohoynBolv TIPOOEKTIKA TTRIV apyicouv Tn
Beparreia pe kaBolavnvin kai, oTn ouvexeia, Ba TpETTe va TapakohouBolvTal aTEVA yia CUPTITWHATA SIATPROEWY Kai CUPIYYiWY, CUPTIEPIAUBAvOpEVWY Twy
amoaTnudTwy Kai T ofyn. Emipovn fj emavepgaviiopevn Sidppoia atn didpkeia g Bepateiag pTopei va eival Trapdyoviag kivaivou yid Tnv avdrTugn
TpwkTIKeU ouplyyiou. H kaBolaviviBn mipémel va SlakénTeral ot aoBeveig Tou epgavifouv SidTpnon Tou yaoTpevIEPIKOU oUoTIPaTog 1 oupiyyio Tou dev
pTopei va avmipeTwmaTei eTtapkue. Caotpeviepikég (CE) Siatapayég H Sidppoia, n vauTia/EpeTog, n peiwpévn 6pegn kal n oTopartmba/oToparko dhyog frav
HEPIKEG aTTd Ta Mo ouyvd avapepBivia cupPdavia Tou yaoTpeviepikoU (BA. Tapdypago 4.8). Apeon iatpikn diaxeipiorn, cupmepihapBavopévng g
UTIOOTNPIKTIKAG PPOVTIdag PE avTIEPETIKG, avnidlappoikd f avmogiva, Tipémel va eappooBei yia Tnv TTpeAnwn g agudatwaong, Twv SIaTapaywy Twy
NAEKTPOAUTLOV Kail TG aTtwAeiag Bapoug. H diakaTi 1) peiwon g doang, 1 n povipn diakoT Tng Xopriynong kaBodaviivifng Ba Tipémel va AapBdveral urown
OE TIEPITITWON ETHHOVWY 1] ETTaVaAGHBAVOHEVWV GHAVTIKWV YOOTPEVTEPIKWY avemBupnTwy evepyeiwv (BA. Mivaka 1). ©popBoeyBolika oupBdvia Me v
kapolaviiviBn, éxouv TapartnpenBei gupBavia @AeBikrig BpopBoeuPolrc, oupTrepIAauBavopivwy CUPBAVTWY TIVEUHOVIKNG €UPOARG Kai apTnplaknig
BpopﬁospBoAr‘]g HEPIKES popég Bavarngopa. H kaBodavTiviBn TIpETTEN va XpnaipoTTolETal pe Tipoooyl) 0t aoBeveig Tou Trapouaiadouv Kivduvo f Trou £xouv
I0TOPIKG QUTWY Twv evepyelwy. Zmm peAétn HCC (CELESTIAL), aparnpnfnke trulaia @AeBikr) Bpoppwon pe kapolavnviBn, cuptrepihapfavopévou evag
Bavarneopou guppdvog. AUBzvclg He toTopikG TTuAaiag @AEPIKrg 6|r19r|o1'|§ @dvnke va Siatpéyxouv peyahlTepo kivduvo avammugng TuAaiag tp.\aBlKr]g
Bpoppwong.H kaBelavivipn Ba mpémel va SiakoTrel ot uoﬂavﬁg TIou avarnTiocouy ol Epgpaypa Tou uuoncpﬁlou 1 omroladriTrore GAAN KAVIKG Unpuvnl(!’]
BpopPospBohikr emmirAokn. Aioppavia Me Tnv kafofavrivipn éxel TaparnpnBei coBapry aijoppayia pepikéc gopég Bavammpopa. O aaBeveig TTou £xouv
10TopPIKG ooBaprig aioppayiag TTpiv arro Ty évapén Tng Bepameiag Ba peTTer va agloAoyolvial TIPOCEKTIKG TTpIV aTTo Tnv évapén Tng Beparreiag pe kaBolavnvipn.
H kaBolavmivipn dev rpémre va xopnynBei oe aoBeveig Trou £xouv 1 Biatpéxouy kivbuvo yia cofapr) aioppayia. Ztn pehétn HCC (CELESTIAL), avagépBnrav
Bavarngopa aipoppayikd aupBavta oe uynAdTepn auxvornTa pe kapodaviviBn atmod To eikovikd gdppako. O TTapdyevieg kivBivou TipedidBeong yia coBapr
aipoppayia atov TANBuopo pe TTpoxwpenuévo HCC pmopei va repiapBdvouy Tnv SIRBnon amd Tov OyKo Twy KUPIWY GIHOPOpWY ayYEiWV Kal TNV Trapoudia
UTIOKEIUEVIG KIpPLIOTIG TOU ITTATOG TTOU EXEI WG d'rroré;\ecua n dnpioupyia mompawn«bv KIpOWV, TIUAdiag UTTEPTAonG Kal chpﬁonwiuq. H peAétn CELESTIAL
amékAeioe aoBeveig Pe TaUTGXpOVN GVTITIMKTIK aywyr] i aviiaipoTeTahiakous TrapdyovTes. AoBeveic Trou Sev AauBavav Bepareia r pe eAir Bepareia, yia
KipooUg pe alpoppayia pE uynAd kivduvo alpoppayiag e€aipéBnxav emmiong amd T peAétn auth. H pehétn Tng kaBodavmiviBng o¢ guvbuaopd pe
vioAoupduTm ot Tipoxwpnpéve RCC mrpwrng ypappng (CAZUQQER) aTEkAEITE AOBEVEIG E avTITINKTIKG OF BEpaTTEUTIKEG Eousr-;

H xprion avacTtohéwv Tng VEGF ool ot aoBeveig pe 1 xwpig utréptaon PTTopel va TTpodyel Tov OXNEATIONS aVEUPUCHATWY 1 / Kal apTnpiakwy
Slaywpiopuv. O Kivduvog autag TIPETTEl va AapBAVETaI TTPOCEKTIKG UTTOWN TTpIv amd Trv évapén Trig Beparteiag pe kaBolaviiviBn og aoBeveig rou Trapoucialouy
TIapayovTeg kivdivou 6m.ug UTIEPTTOTN 1] IOTOPIKG GVEUPUOHATOG,. Bmuﬁomzvic Zm pedém HCC (CELESTIAL) kat atn HeAE™ DTC (COSMIC-311), avapépBnke
Bpopporrevia kai pewpiva aiporierdMia. Ta enrimeda aioTieraliwy TTpETTEl va TrapakohouBolvial katd 1 Siipkeia g Bepaieiag pe kapodavivipn kai n Séon
va TpO'ITOT[OIEITﬂI avdhoya pe T cofapotnra Mg Bpopomeviag (BA. Mivaka 1). Enm.\oxsg Tpaupdtwy Me Tnv kaBolavTiviBn Exouv mxpampqﬁcl ETTITTAOKEG
Tpaupdrwy. H Bepareia pe kaBolavrivipn Ba T[pETTE! va DIaKoTTEl TouhdyioTov 28 nuépeg Tpiv amo Ty ﬂpo\,'pcppcﬂupevq XEIpoUpYIKR eTERBaon,
oupTiEpIAapBavopévng TG odovTIaTpIKiG XEIpoupyikig eTTERBaonc 1} Twv emepfamkwy odovriatpikwy TapepPdoewy, edv eival duvatd. H amogpaon va
ouveyIoTei n Beparreia pe KaBodavTiviBn HeTd T Xelpoupyikr) eTépBaan Ba TpéTel va BacioTel aTnv KAIVIKI) Kpion yia Ty ETIapKr £TTouAwar Tou Tpadparog. H
kapolaviviBn Ba TTpémel va SiakoTrei ot aoBeveig pe ETITTAOKES ETTOUAWOTG TRPAUPATOG TIoU aTrairoly aTpikr TTapépBaon. Yrépraan Me tnv kaBolavrvipn €xel
TaparnpnBel utrépracn, cupTTEpIAaPBAvOpEVNG TNG UTTEPTAOIKAG Kpiong. H aprnpiakr Trieon TpETrel va eEAEyxeTal kad TTpIv aTio Ty évapén Tng kapodaviving.
Kard m &idpkeia g Bepameiag pe kaBolavmiviBn oAol ol aoBeveig Ba TrpéTTer va TrapakoAouBoOvial yia UTIEPTAON Kal V& aVTIPETWTTIZOVTON, OTTWG aTTaITETal, BE
TUTTIKI avTiuTTepTaoikr) Bepareia. Zrnv TEpITITwWon éppovNG UTTEpTaang TTapdT yivetal xprion avTiuTiepTacikwy, n kaBolaviviBn Ba pémer va diakotrel, £wg
otou eAeyxBei n apmpiakn TTieon: karémv n kaBolavnivipn piTopel va ouvexioTel oe peiwpévn déorn. H kaBodavnivipn 8a pémer va diakottel £dv n umrépTaon
eival goapr kat emipovn Trapd TV avriuTTeptacikn Beparreia kal T peiwon déang Tne kaBedavnivifng. Ze Tepimrwon uTEpTAOIKNG Kpiong, n kaBodavriviBn
TipETiel va dlakotrel. OoTeovékpwaon "Exouv TrapatnpnBei TEpIOTATIKG ooTEOVEKpWONG NG yvaBou (ONIM) pe v kaBodavTiviBn. @a mpemer va diegayBei
oTopatikr efEtaon Tpiv amé v évapén Tng kapodavniviBng kai Tepiodikd katd Tn Sidpkeia Tng Bepameiag pe kaBolavmiviBn. O acBeveic Ba Tpémel va
evnuepwBolv 6oov agopd TIg TIPAKTIKES oTopaTikig uyievins. H Beparmeia pe kaBolavriviBn Ba mpémel va avaoTaAei TouhdyioTov 28 npépeg Tipiv and v
TIROYpappaTiopévn odovTaTpIKr XElpoupyikr eTTEpBacn i Tig eTepPamikég oSovmiaTpikég TTapepBdatig, edv eival Buvard. ATrareitan Tpoooyn ot aoBeveig Trou
AapBdvouv pappaka Trou oxeridovial pe v ONI, oiwe Sipwogovika, H kaBolavniviBn Ba mpéTre va SiakoTrreTal o aoBeveic Tou epgavifouv ONT. Zovdpopo

epubpobucaioBnoiac_mahapwv-reAudiwy Me my kaBofaviiviBn éxer raparmpnBei ouvBpopo epuBpoducaioBnoiag Tahauy-TeAudrwy (PPES). Crav 10
PPES eivan ooBap6, 8a Tipéten va AngBei utroyn n ﬁlczaom] ¢ Bepameiag pe kaBolavmviPn. Mpéme va yivel Eava cvc:pin meg Kczﬁo(o’vrr\rlﬂqg HE XapnAodTEPN
Soon orav 1o PPES emAuBei oe BaBpd 1. Opwreivoupia Me Tnv KuBnﬁuvnw{sn EXEI Trupmqpnﬁt:mpmmvauplu H mmpwreivn oupmv Ba péTre va TrapakohouBeiTal
TAKTIKA Kcna m Bepareia pe kaBolavtivin. H kaBolavmiviBn Ba Tipéme va Siakotiel oe aoBeveig TTou avamTiooouy VE@pwolkéd ouvbpopo. Zuvdpopo orriodiag

‘Exer maparnpenBei ouvdpopo omoalug AVaoTPEYIUNG szs&pqum:leut; (PRES) pe my kaBolavivipn. Autd To uuvﬁpopc fa

TIPETTEI Va :ﬁe*ruizwl og KaBe aoBevr) TTou epgavifel TTOATTAG oupTTWHaTa, 6TTwWe oTIaopoUE, TIOVoKEQAaAoug, oTmikég diatapayés, alyxuan | ahhorwpévn
vonTikr Aertoupyia. H Beparreia pe kaBodaviiviBn Ba Tipémel va SiakoTreral ot aoBeveig pe PRES. Emiurikuvon tou Slagtiparog QT H kafolavriviBn Ba Tipémel
va XprolgoTioleital He Tipoooyr) ot aoleveig LE I0TopIkG TTapdTaorng Tou diaaTtrpatog QT, ot agBeveig TTou AapPdvouy avriappuBikg, 1) ot aoBeVEiG PE OXETIKR
TipoUTTapyouca kapdiakr vooo, Bpadukapbia, 1§ diatapayic nAextpoAutwy. Otav xpnoipotroieital n kapofavtiviBn, Ba mpermel va efetaletal n TepIodikn
TapakoAouBnon kard Tn didpkeia g Bepameiag Tou HKM kal Twy nAektpohutwv (aoféoTio, kdMio kai payvriolo opol). AugAsitoupyia Tou Bupeoeibolg
Zuvigtdral Baoikr] epyaomnpiakl] pétpnan Tng Aermoupyiag Tou Bupeoeidolc ot Ghoug Toug aoBeveic. AoBeveic pe TpoUTiapyov uTToBupeoeiBiopd
uTrepBupeoeBiopo Ba TIPETTE! VO avTIHETWTTICOVTaI CUP@WVA PE Tr) GUVAG IaTPIKM TIPAKTIKF TIpiv amro v évapén g Bepareiag pe kapofavrivipn. Ohol of
aoBeveig TpéTel va TapakohouBolvTal oTeva yia onpeia Kai oupTTTipara Sughemoupyiag Tou BupeoeBoug kata T Bidpkeia e Bepareiac pe kafolavTivign.
H Aermoupyia Tou Bupeoeidolg Ba nps:m:l va TrapakoAouBeiral m:ploélxu kab' 6An T diapkeia g Beparreiag pe kapolavnviBn. O acBeveic Tou avanTicoouy
Buohemoupyia Tou Bupeoeibolc Ba TPETE va QVTIPETWTTIZOVTAN CUPQWVA HE T ouviBn laTpikr TTpakTikr). Mn @uoloAoyIkEC TIHEC BIOYNUIKWY EQYATTNEIOKGV
eerdoewv H kaBolavmvipn éxel Uuuxt:‘ncmzl HE QUENEVT OUXVOTNTA EPPAVIONS N PUOIOAOYIKIIV TIHWV nAsK‘rpoAurmv (oupmepiAapBavopévng g UTTo- Kai ng
umepkaAicipiag, TG uTTopayvnalaigiag, Tne umraoBeomiaipiag, g umovarpiaiyiag). Me v kaBolavtivipn €xel mapatnpenBei untacBeoTiaipia gg uYnAGTEPN
ouxvarmra kai/ i augnpévn oofapotnra (oupmepihapBavopéviwy BaBuou 3 ki 4) ot aoBeveig pe kapkivo Tou Bupeoeidoug oe oUykpion PE aoBeveig He GAoug
Kapkivoug. ZuvioTdral n TrapakoAouBnon twv Bioxnuikiwy Trapapétpwy kard tn Sidpkeia g Beparreiag pe kafodaviviBn kai n eloaywyr katdAAnAng Beparreiag
QVTIKATAOTAoNG aUp@uva He T KaBiepwpévn KAVIK TTpakmiki, eav amameitar. Nepimmwoeig nrmankis eykepalomadeag ot aoBeveig pe HCC propei va
amodoBolv otnv avamTugn nAekTpohuTikiv Siatapaywy. H Siakotrm A n peiwon g ddong fi n opiomiki diakeTrr TG xeprynong kaBolavmvipng Ba Trpémel va
egeraleTal o8 TEPITITWOT) £TTIHOVWY ] eTTavaAapBavopevwy onpavtikwy Siatapayay (BA. Mivaka 1). Emaywyeig kar avacToheic CYP3A4 H kaBofavmivifn eiva
umdoTpwpa CYP3A4. H ouyyopriynon kaBolavmviBng pe Tov 1oxupd avaotodéa CYP3A4, v xetokovaloAn, eixe wg amotéheopa pia aténon tng ékBeong
kaPadavTiviBng oto TTAdopa. ATraiteital Tipoooyr| Kara T xopriynon kaBolaviiviBng pe qdppaka Tou eival igxupoi avaaTtoAei CYP3A4. H ouyyopriynon
kapolavriviBng pe Tov Ioxupo emaywyéa CYP3A4, T pipapikivn, eixe we ammotéheopa pia peiwan g ékBeong kaBolaviviBng oto mAdopa. ZUveTTig, TIPETTEl
va amo@euxBEi n xpdvia xoprynan Twy gapudkwy Tou eival iIoxupol emaywyeis CYP3A4 pe v kafolaviiviBn (BA. Tapaypdgoug 4.2 kai 4.5). YToaTrplipara




F'-y.lumﬂgm‘r;lmg H kaBolavivifn fitav évag GVDOTOAEG{; (IC =7.0 pM), aArd 6x1 uTTdOTpWHA, TwY BPACTNPIOTHTWY pr.mcpopug P-y‘)\uxunpm‘rf\rqg (P-gp)oe
SiKaTeuBUVTIKG TUTTNUA TIPOTBIOPITHOU XPNOIHOTIODVTAG KUTTC(pd MDCK-MDR1. Zuvemmtog n kaBofavmivin prropei va £xel v IkavotnTa va augavel Tig
CUYKEVTPLITEIG TUYXOPNYOUHEVWY UTTooTpWwUdTWY P-gp aTo mAdopa. O aoBeveic 8a trpéme va TTpoeidotoinBolv doov agopd Tn Afjyn utrooTpwpartog P-gp
(17.x. pe€opevadivr, ahiokipévn, aptipioeviavn, etegihikr] daiyartpavn, Siyogivn, kohxikivr, papaBipokn, rooakovalon, pavoialivn, catayNiTrrivry, orrayArive,
TahivoAdAn, ToABarrravn) evis AapPavouv kaBolavmiviBn (BA. TTapdypago 4.5). Avagroieic MRP2 H xopriynon avactoAéwv MRP2 propei va odnyrioel oe
AuENOEIG TWV OUYKEVTPWAOEWY TNG KaBolavriviBng oto mAdopa. Emopéviug, n tautdypovn xprion avaotoAiwv MRP2 (1.X. KukAooTropivn, e@aBipeven,
eptpionaBivn) Ba mpérel va mpooeyyiletal pe ipoooxr (BA. apaypago 4.5), Exdoxo NAak1odn AoBeveic pe omavia kAnpovopika poBAripara Suoavetiag ot
yahaktodn, ohikry aveTrdpkeia Aaktdong i pe ducamoppdgnaon yAukodnc-yahaktodng Sev TTpETTEl va TIdpouv autd To PapHakeuTikd Tipoidy. NdTpio Auté To
QApHOKEUTIKO TTpoiGV TrEPIEXE! AiyoTepo amd 1 mmol vaTpiou (23 mg) ava Siokio, dnAadr| ougiaaTika eival «ehelBepo vaTpious. 4.8 AVETIBUMNTEG EVEPYEIEG
Kapocaviivign wg povoBeparreia NepiAnwn Tou pogik acepdAeiag O1 Tro ouyvig coapég avemBupnTeg evépyeieg aTov TAnBuopo RCC (21% ouyvornra) eival
To kothiakd Ghyog, n Sidppoia, n vautia, n uEpTacn, n egfoAr, n uTTovaTEICIMIa, N TIVEUHOVIK] EUPOAR, 0 EpETog, N apuddTwor, n KéTTwar, n efaoBévion, n
HEIWHEVT OpEEn, N eV Tw BABel APk Bpdupwan, n {aAn, n uTopayvnaiaipia kai 1o olvdpopo epubpoducaioBnoiag TraAapwy-TreApdTwy (PPES). O1 mo
ouxvég avemBipnTeg evépyeieg omoiaodimoTe auxvornrag (Tou epgavifovial o TouAdyiotov 25% Twv agBeviav) otov TAnBuopd RCC mepidappavav
didppola, kéTrwan), vautia, peiwpévn 6pegn, PPES, umépraon, peiwpévo Bapog, Eueto, Suoyeuoia, SuokoihioTnTa kal auénpévn AST. Ymiéptaon TraparnpriBnke
mo auxvd atov TANBuopo pe RCC xwpig rponyolpevn Beparreia (67%) ot olykpion pe aoBeveig pe RCC petd ammd TponyoUpevn aToxeupévn Beparieia pe
VEGF (37%). O1 o ouyvég ooPapég avemBupnTeg evépyeieg atov TTAnBuopo tou HCC (2 1% guxvornra) eivar n nramki eykepahomabeia, n eEaobévion, n
k6mwan, 1o PPES, n Sidppoia, n umovarpiaidia, o EUETog, To KolAlakd dAyog kai n BpopBotevia. O1 o cuxvég avemBipunTeg avndpdaoslg omoioudiToTe
BaBuol (Tou TrapoudidaTnkav ot TouAdyioTov 25% Twv agBeviav) otov TTAnBuopd HCC mrepiddpBavay didgppola, peiwpévn opegn, PPES, kémwor, vautia
utTtépraorn kai épeto, O1 o ouxvég coBapéc avemBipnTeg evépyeieg atov TTANBuopd DTC (21% emimwan) eivar n Sidppoia, ) Tiveupovikr ePBoAr, n SuoTrvoia,
n ev 1w BdBer pAePikr) BpopPwon, n utrEptacn kai n utragBeomiaipia. O Mo ouyvég avemBUpNTEG evEPYEIEG oTToloudrTToTe BaBuol (TTou epgdvios TouAdyiaTov
10 25% TWwv agBeviuv) atov TTANBuapé DTC mepieAapBavav Sidppoia, PPES, utréptacn kai k6TTwor. AVEmBUPNTEG EVEQVEIEG OF Lop@ Trivaka Or avemBUpnTeg
EVEPYEIEG TTOU avapépBnkav oTo oUYKEVTPWTIKG olvolo Sedopévwy yia acBeveig Trou éAdaBav povoBeparreia kafolavriving yia RCC, HCC kai DTC (n=1043)
i avapépbnkav pe 1 xprion kaBolavmiviBng petd Tnv kukhogopia Tng avapépovtal otov Mivaka 2. O avemBipnTeg evipyeieg TapaTiBevial COPQWVA JE TNV
KaTnyopic opydvou cucTiPAToG Kal T ouxvoernTa katd MedDRA. O1 ouyvotnteg Baoifovial ot GAoug Toug BaBpoug kal opidoviar we e£n¢: TIOAU ouyveg (21/10),
ouyvég (21/100 £wg <1/10) 61 ouxvég (21/1.000 éwg <1/100), pn yvwortig (Bev pmopoly va ekipnBouy pe Baon ta diabéoipa dedopéva). Eviag kade karnyopiag
TUXVOTNTAG EPPAVIONG, ol aveTBUNNTEC evEpyeleg TTapatiBevial katd @Bivouca oeipd cofapdrnrag. Mivakag 2: AvEmBUpNTEG evEpyeleg pappdkou (ADRs)
Trou Exouv avapepBei o€ kKAIVIKEG HEAETEG I} O€ Xprion PETA TNV KukAogopia ot aoBeveig Trou AdpBavav Bepameia pe kaBolavTivipn wg povoBepareia.
NOIPWEEIS Kal TTAPACITWOEIS Zuxvég: amoaTnua. AlATapayég ToU aijoTroinTIkoU Kai Tou Aep@ikol ouaTiparog Mold ouyvég: avaipia, BpopBormevia,
Zuyvég: oudeTepotievia, Aepgorevia. AlarapayEg Tou evBokpIvikoU cuoTjpartog Mol ouyvig: uTroBupeceBIoHOS” . AlaTapayEg ToU HETABOAITHOU Kal TNS
Bpeync lMohl ouyvéc: pewpévn Opetn, umopayvnoiapia, utokahiaipia, uttooABoupivaipia Zuxvég: aguddrworn, uTTogwogaTaipia, uTrovarpiaiyia,
utracfeomaipia, urepkahicipia, uTrepxoAepuBpivaipia, utrepyAukaipia, uttoyAukaipia. Alarapayég Tou veupikolU cuoTrparog MoAl ouyvég: Suoyeuoia,
keahahyia, Zakn Zuxvéc: Tiepipepikn veuporraBeia® Ox1 ouxv:g aTracpiol, ayyeiako eykepahikd emmeioodio Mn yvwotée: ouvépapo omioBiag avaoTpéyiung
eykegaronaBeiac AlaTapayE Tou wrdg kal Tou AapupivBou Zuyvec: epBoic Kapbiakéc Siarapaxég Mn yvwotéc: épgpaypa puokapdiou AYYEIKEQ
Biarapayeg Mokl ouyvég: U"ncpmcr', aipoppayia”Zuyvee: phepikn BpopBuwor, apmpiakn BpopBwan Mn yvworéc: aveuplopaTa kal apTnpiakoi Siaywpiopoi
Ox1 ouxvé:c UTEPTACIKI| Kpiar AlaTapayEG TOU aVaATTVEUOTIKOU ouu'rnpmog TOU BUpaKa Kal TOU pmosmpaxlou Mokl ouxvig: duaguvia, SloTvoia,
Brixag Zuxvic: Trveupovikn egfolr) Alatapaxég Tou yaoTpevTepikol MoAl ouxvig: Sidppoia®, vauria, Epetog, oTopatinda, SuckoiNdTnTa, KoiNakd daAyog,
duotrewia Zuxvég: yaoTpeviepikn Bidtpnon’, maykpeatinda, oupiyyio®, vachoolaotpaymﬁ TraAvBpopnan, mpoppo"lﬁcg oTopankd @yog, EnpooTopia,
Bduogayia, yswoooduvia Alatapayég Tou RTTATOG Kai Twv XoAngopwv Zuxvic: niankr eykegahomaBea® Oy ouyvég: xohoatamkr nraTinda Alarapayég
Tou BépPaTog Kal Tou uTrobopiou 19700 Mol ouxvée: ouvdpapo epuBpoducaoBnoiag Tiakapwy-eApdrwy (PPES), e8avlnua Zuxvic: kvnapos, ahwiexia,
Enpodepyia, Seppatinba uTTd pope akpig, alhayn xpipatog paAhiiv, uTrepkepdTwan, £pUBnpa AlATAPa)EG TOU JUOTKEAETIKOU wompcrrog Kai Tou
OUVBETIKOU 10TOU MoAU cuyvEg: TTOVES OTa GKpa ZuXveg: puikol amaopol, apBpadyia Oy ouyves: ooTeovEKpwaT TG yvdBou AlaTapay£g TWV VEQPLIV Kal
TWV oUpopopwY obwv Zuyvic: Tpwreivoupia Mevikég dlatapayéc Kol KaraoTdoelg Tng obol Xopnynong MoAl ouxvég: KOTIwOn, GAEypOvVY) Twv
BAevvoyovwy, eéaoBéviar), Trepipepikd oibnua NapakAivikég e§eTdoeig® MoAl ouxveg: pewpévo Bapog, augnpéva ALT opol, aufnpévn AST Zuxvég: ALP opol
augnuévn, auénuévn GGT, augnuévn kpeartviv aipartog , au€nuévn apuddon, au§nuévn Amdon , auénuévn xoAnaTtepoAn aiparog, auinuéva TpiyAukepidia
aipaTog Kakoeig, SnAnTnpidoelg Kai ETTITAOKEG BEPATTEUTIKWY XEIRITHWY ZuyVEG: ETITTAOKEG TpalpaToc® * BAETTe evamTa 4.8 Mepiypagr Twv eMAEYHEVIWY
aveTIBUHNTWY EVERYEILDV VIO TIEPGITERW XAPAKTNPIONO.® Zuwcpl.\upﬂuvopévng TNG TIOAUVEUPOTIABEITS. I TIEPIPEPIKT VEUPOTIABE £lvan Kupiwg aioBnmpiakn
® ZupTrepihapBavopévng TG EMOTAENG WG TNG IO TUXVA aVAPEPOHEVTIG qumBuquqg EVEpYEIag © Aeg ol QAePIKEC BpopPWOEIg, cupTIEPIAAUBAVOLEVNC TG £V
W (30951 pAeBikic BpopPwong ¢ Me Bdon Tig avagepBeioeg uvcmﬂuuqtec evEpYEIES © AiaTapaypEvn eTToUAWO, ETITTAOKI| OT0 ONEIW TOpNG Kai SidoTTaan Tou
Tpuuucnog H kafodaviiviBn oe auvBuaco e viBoAOUUGUTTT Te TIPWINS-ypaupns mpoxwpnuévo RCC Nepilnwn Tou Tipogi aogaAeiag Otav n kaBolavmivipn
Yopnyeital oe ouvduaopo pe vifohoupdpTn, avarpegre atnv MXM g viBohoupdprng mpiv amé v évapén g Bepameiag. MNa TEPICOOTEPES TTANPOPOPIES
OXETIKG HE TO TTpogiA aopdieias Tng povoBepareiag pe viBohoupdptm, avarpétre oy MXMN g viBoAoupdptng. 1o olvoro SeBopéviwv TG kafolavivifng
40 mg pia gopa Ty npépa ot ouvduaopd pe viBohoupdptn 240 mg kdBe dlo efSopddeg oto RCC (n =320), pe eAdyiotn Tepioo TrapakoAotBnaong 16pnvay,
ol Mo ouyveg ooBapég avemBuunTeg evépyeleg (2 1% emimmwon) frav didppola, Tveupovitida, Tveupovikr] epBolr), Tveupovia, uttovarpiaipia, TTupegia,
QVETTAPKEIT TWY ETMVEPPIBIWY, EpeTog, apuddiwaon. O1 o ouyvig avernBOpnTeS EvEPYEES (2 25%) frav didppoia, kdTwon, civBpopo epuBpoduoaiodnoiag
TIGAQUUNV-TIEANATWY, cnopcninécx, puoake.\snkég Tévog, urrépwan, £EavBnua, unoeupsomﬁrcpc’:g. peiwon 6peéng, vauTia, KOIMaKS c’n\vog. H mAeiovémnTa Tewv
avemBUpNTWY EVEPYEILY MTav rimeg Ewg péTpie (Babuog 1 A 2). Nivakag avemBupniwy evepyeiwy O1 avemnBupnTeg E\rsp\rsmg TIOU EVIOTIOTKAY TTNV KAVIK]
HEAET Tr]g kapolavmvipng oe cuvduaopd pe vipohoupapTm avagépoval oTov MNMivaka 3, oUPPWVA HE TNV KATNYOPIa 0pyAVoU GUCTALATOG Kal TT) OUXVOTHTa

RA. O1 ouxvarnteg Bacifovial ot oAoug Toug BaBpols kal opicovral wg §c: oA ouxvig (21/10), ouxw:g (21/100 £wg <1/10) 61 ouyveg (21/1.000
Ewg <1.’1 00), pn yvwotég (dev pmropolv va exkmunBolv pe Bdaorn 1a diaBéoipa dedopéva). Evidg kdbe karnyopiag ouxvotnrag epgaviong, ol avemeuunTeg
evEpyEiEg TrapartiBevial katd @Bivouoa oeipd coPapoTnTag. Mivakag 3: AvemBuunTeg evépyeieg Pe kapolavmivipn ot ouvBuaopd pe viBoAoupdumn
Noipwéeig ko TTapadimwoelg MoAl ouxves: ACIHWEN Tou aVWTEPOU avVATTVEUTTIKOU OUATAHATOS ZUXVES: TIVEUHOVIa AIOTapaxEG TOU QIHOTTOINTIKOY Kal Tou
Aepgikol ouoTiipatog Zuyvic: nwovogihia Alatapayéc Tou avogomoinTikol ouoThparog Zuxvic: umepeuaicBnoia (cuptepihapBavopévne Tng
avaguAakTIKig avTidpaang) Oxi ouxveég: oxenifopevn pe v £yxuon aviidpaorn umepeuaioBnoiag AlaTapayEg Tou EvBOKPIVIKOU ouoThparTog MoAl guyveg:
uTroBupeoeiBIoNGG, UTIEPBUPECEIBIoPOG ZUXVEG: ETIVEQPIDIaKr aveTtapkeia Oy ouxvég: uToguainda, Bupeoeidimba Alarapayég Tou peTafoMopol Kai TG
Bpéwng Mohi ouxvég pewpévr dpefn Zuyvig: aguddrwan AlaTapayég Tou veupikoU auoThiparog Mol cuyvéc: Buayeuoia, {GAn, kepahadyia Zuyveg:
TepIPEPIKN veupordBeia Oy ouyveg: autodvoon eykepadimda, ouvdpopo Guillain-Barré, puaoBeviké olvpopo Alarapayég Tou wrdg Kai Tou Aapupiviou
Oy ouxvéc: epfoic OpBaApikég Siatapayég Zuxvég: EnpogBaipio, Baptm| opaocn Oxi ouxvéig: payoeidimda Kapbiakés Siarapayés Zuxveg: KOATIIKN
Hapuapuyr), Taxukapdia Oy ouyvig: puokapdinda Ayyelakég Siarapayég MoAu auyvig: utrépraan Zuyveg: BpopBwon® AlaTapay£g ToOU AVATIVEUCTIKOU
ouoTHHATOG, TOU Bwpaka Kai Tou pecoBwpdkiou Mol cuyvég: Buapuwvia, BuoTvoia, Prixag Zuxveg: TIveupoviTida, Trveupovikl epfolr, emiotagn,
uTtedwkoTk guhhoyr) Alarapayég Tou yaoTpeviepikoU MoAl ouyvég: didppoia, €petog, vautia, SuokoihiomTa, otoparinda, , kohiakd dhyog, SuaTreia
Zuyvig koinida, yaoTpinda, alyog Tou atdparogEnpoaTtopia, aipoppoibeg Oxi ouxvég: Traykpearinda, Siatpnon Aerrmol eviépou®, yAwoooduvia AlaTapayég
TOU {ITATOg Kai TwV XoAn@opwy Zuxvic: nmatimda Alarapayég Tou SEppaTog kal Tou urodopiou 10Tou MoAU guyves: ouvBpopo Tahapo-TeApanaiag
epuBpoducaioBnaiag, efavenua’, kvnopoe Zuxveg: ahwTekia, Enpodeppia, EptBnpa, aAhayr Xpwpatog Tpixwy Ox ouxvés: wwplaon, kvidwan AlaTapayég
TOU HUOOKEAETIKOU CUOTIHATOS Kal ToU ouvBETIKOU 10ToU Mol ouxvig: puookeAeTikog TTovog?, apBpalyia, puikoi oTraopoi Zuxveg: apBpinda Oy ouyveg:
puoTdBeia, oaTeovékpwon TG yvdBou, oupiyyio AlaTapayEg TWV VEQPWY Kal Twy oupopopwy obwv MoAl ouyvic: Tpwreivoupia Zuxvec: VE@PIKN
averrdpkela, ofgia vegpikr BAABn Oy ouyvég: veppimba Mevikég BiartapayEg kal kaTaoTaoelg TG ool xopriynong MoAl ouxveg: kéTiwarn, Trupegia, oidnpa
Zuyvig: ahyog, Bwpakikd ahyog MapakAIVIKEG eEeTAoEeI MoAl ouxveg: augnpévn ALT, auénuévn AST, utroguaogaraiia, uTracBeaTicipia, utTopayvnaiaidia,
uTtovarpiaipia, utrepyAukaipia, Aeppotrevia, augnuévn aAkahikn guogardon, augnuévn Amdon, avgnuévn apguldon, BpopBormevia, augnuévn kpeamviva,
avaipia, AeukoTievia, umrepkaMlaipia, oudetepormevia, umepaoPeomiaipia, uToyAukaipia, uTokahiaipia, auénuévn olikr XoAepuBpivr, uTTEppayvnOIaipic,
UTIEpVaTpIaIYia, PEWpEVO OwpaTikG Bapog Zuxveg: auénuévn xoAnoTepdAn aipatog, utreptpiyAukepidaipia. O1 ouyvoeTnTEG TWv avemBUPNTWY EVEPYEILV TTOU
mrapouaialovral otov MNivaka 3 pmopel va pnv amodiBovial TAfpwe Hovo oy kaBolavTiviBn, aAhd evdExeTal va epTrepIKAEioUY T ouVEICPORd TG UTTOKEIPEVNS
vooou 1 aTré T VIBOAOUHGHTTN TIou XpnoljoTToleital g guvBuaopo. °H 8poppwon eival évag ouvBeTog dpog Trou TTEpIAapBaver BpopBwaon TG TruAaiag eAERag,
Bpoppwon g Trveupovikig @AEBag, Tveupovikr) BpopBwan, aoptikr) BpopBwon, apmpiakn Bpdppwon, ev Tw Babe @AeBikn BpopBwan, BpopBwaon g
TrueAIKNAG @AERag, BpopBwon e koikng PAEBag, pAEBikr BpopPwan, gAeBikr Bpoupwan dikpou "Exouv avagepBei Bavatnedpeg Trepimmioeig “To egavenua
eivan évag olvBeTog Gpog Trou TiepiAapBdver Tn depparimda, Tnv opoiddouaa pe akpn depparinda, Ty TopgoAuywdn Seppartinda, To amopohidwnkd eEavBnua,
T0 epuBnuaTwdeg eEavBnua, 1o Bulakiwdeg e§avBnpa, To kNAIBWBEG e€avBnpua, To knAidoBAaTidwdeg efavBnua, To BAanduwdeg efavBnpa, To KVNOPWOES
eEavenpa kai To puppakeuTIko efdvOnpa. ‘O HUCOKEAETIKGE TIGVOC eival évag oUvBeTog dpog Trou TrepIAapPdvel Tv oogualyid, ToV 00TIKS TIOVO, TO HUOGKEAETIKO
Bupakiko dAyog, T HUOOKEAETIKN) Buogapia, Tn puaAyia, Tnv auxevadyia, To GAyog oTa akpa, To dAyog oTTovOUAIKG aTriANG “O1 CUXVATNTEG TWY EPYTOTNPIaKV
OpwWVY avINTPOTWTTEUOUY TO TTO00OTO Twv acBeviuv TTou epgavioayv emMdEivwaT OTIG EQYAcTNPIaKES PETPIOEIC OE OXEON HE TNV Evapén TNG PEAETNG e EEaipean



10 HEIWHEVO owpatkd Bdpog, TNV augnuévn XoAnoTepoAn aipatog Kal Tnv uTrepTpiyAukepidaipia. MNepiypa@n Twy eMAEYUEvwY avemBuunTwy EVEQVEILY Ta
Sedopéva yia diagopetikég avTidpdatlg Baaifovial oe aoBeveig Tou eAdppavav CABOMETYX 60 mg pia @opd nuepnoiwg amé 1o oTépa we povobepareia oTig
Baogikég pm\éﬁzg oT1o RCC pera armé mponyoUpevn crrnxt:upévr] Beparreia pe VEGF kai o RCC xwpic rponyotpevn Bepareia,=ato HCC pera amd npurwofjpr;vn
ouaTNHIKN szcmad kai o1o DTC o€ aoBeveig uvﬁsk‘nmug 1] Hn KaTdAAnAoug yia Bepareia pe padievepyo wdio (RAI) TTou ﬂupOUO'IC!GCN eﬁ:.\lﬁn mg véoou Katd
N BidpKeIa i JETA aTTd rrponyoupevn ouaTtnikr Bepareia rj ot aoBeveig rou EAaBav CABOMETYX 40 mg pia gopd npepnoiwg amo 1o otopa ot ouvﬁuucpo
HE VIBOAOULGHTIT) OE TTpWTNG-ypappng poxwpnpévo RCC (apaypagog 5.1). Caotpeviepr (TE) didronan (BA. mapdypago 4.4) Zin pehém tou RCC perd
amo Tponyoupevn otoxeupévn Bepameia pe VEGF (METEOR), avagépBnkav ME Siatprioeig oto 0,9% (3/331) 1wy aoBevioy pe RCC Tou eAdpBavav
kaBodavnvifn .Ta cupBdvra frav BaBpou 2 r 3. O diduecog xpdvog Ewg v Evaptn Atav 10,0 eBdopddeg. Molpaieg Siatprioeig ekdnAwbnkav oTo KAIVIKO
Trpoypappa yia v kaBodavivipr). £1n peAét Tou RCC xwpic Tiponyoupevn Beparreia (CABOSUN), avagépBnkav ME Siarpioeig a1o 2,6% (2/78) Twy aobevioy
pe RCC mou AdpBavav kapolavrivin. Ta oupBdvra ftav BaBpol 4 ka 5. Zn peAétn HCC (CELESTIAL), avagépBnkav diatprioeig M'E ato 0,9% Twv aobeviov
Trou EAaPav kaPBofavriviBn (4/467). OAa ta oupBdvia fitay BaBuou 3 i 4. O diapegog xpovog epgaviong Arav 5,9 epdopddeg. Zrn peAé DTC (COSMIC-311),
n diarpnon Tou yaoTpeviepikoU owArva Babpol 4 avagépbnke oe évav acBevr) (0,8%) amé Toug acBeveig Trou éhaBav kafolavTiviBn kal EpgavioTnke HETA aTio
14 £fdopadeg Bepameiag. Ze ouvduaopd pe viBohoupdpTmn oe TTpoywpnpévo RCC ot mpuwtnec-ypappnc Bepareia (CA2099ER) n guxvotnta epgdviang
Biarpricewy Tou yaaTpevTepikol cwhrva frav 1,3% (4/320) oe aoBeveig Tou éhaBav Beparreia. ‘Eva oupPdv ftav o BaBuou 3, 6Uo cupfavra nrav Babpol 4
Kal éva aupfav frav Babpol 5 (Bavarneopo). Zro kAviké Trpodypappa Tng kapolavmivipng exdnhwbnkav Bavarngopeg datprioels. Hmatikr eyke@aAomaeia (BA.
mapdypago 4.4) ) pehétn HCC (CELESTIAL), n nrmamkr eyke@ahotrabeia (nTramkr) eykeqalomdBeia, eykealoTrdBeia, UTTEpappwviaipikn eykepaotadea)
avapipBnke oto 5,6% Twv acBeviwy Trou EAaBav kaBolaviviBn (26/467). Ta oupBavia Babuod 3-4 Arav ot TooooTo 2,8% kal éva oupPav (0,2%) BaBuou 5.
O Giapegog Xpovog epgaviong rfitav 5,9 efdopddeg. Aev avagipBnkayv TIEPITITWOEIG NTTATIKAG eykepaioTrabeiag omig peAeteg RCC (METEOR, CABOSUN kai
CA2099ER) kai o peAérn DTC (COSMIC-311). Aigppoia (BA. mapdypapo 4.4) Zm pehétn RCC perd amé mponyoupevn atoxeupévn Bepameia pe VEGF
(METEOR), n dicppoia avagépbnke oto 74% twy acBeviuy pe RCC trou EAaBayv kaBolavmiviBn (245/331). Ta gupBdvia BaBpou 3-4 frav oto 11%. O didpecog
Xpovog epgaviong fitav 4,9 eBdopddeg. In pehétn RCC xwpig ponyoupevn Beparreia (CABOSUN), n Sidppoia avagépbnke oto 73% Twv aoBeviv TTou
£haBav kaBoZavTivipn (57/78). Ta guppdvra BaBuolt 34 ftav oto 10%. Zmn peAétn HCC (CELESTIAL), n Sidppola avagépBnke oto 54% Twv aobeviv Tou
EAaBav kafolaviviBn (251/467). Ta oupBavia BaBuol 34 frav ato 9,9%. O diapecog xpdvog epgaviong ohwy Twy oupBdaviwy frav 4,1 efdopddeg, H
didppoia odijynoe ot TpoTroToNoEIG dbaNG, dlakoTE Kai opiaTikr SiakoT) ot 84/467 (18%), 69/467 (15%) kai 5/467 (1%) acbeveig, avrioTolxa. 1 peAém
DTC (COSMIC-311), avagépBnke Sidppoia oto 51% Twy aoBevidv Trou éhapav kaBolavmiviPn (64/125). Ta oupBdvra BaBpol 3-4 fitav oTo 7,2%. H didppoia
odriynoe ot peiwaon g d6ang kal diaxorrr ot 13/125 (10%) kai 20/125 (16%) aoBeveic aviioToxa. Ze ouvduaopd pe viBoAoupduTtn ot Tipoxwpnuévo RCC ot
TpWING-ypappng Bepateia (CA2099ER), n emritrworn Sidppoiag avapépbnke ato 64,7% (207/320) Twy aoBeviov TTou EAaBav Beparreia, cupBdvra BaBpou 3-4
ot 8.4% (27/320). O pégog xpovog yia TNV evapgn ohwy 1wy cupBavtwy frav 12,9 efdopades. KaBuotépnon i peiwon g d6ong ouvepn oto 26,3% (84/320)
kai diakotr oto 2,2% (7/320) Twv aoBevwv pe didppoia, aviioTorxa. Zuplyyia (BA. mapd 4.4) T peAen Tou RCC pera armé mponyoUpevT OTOXEUHEVT
Bepameia pe VEGF (METEOR),Ta gupiyyia avagépBnkav ato 1,2% (4/331) Twy agBeviv Trou eAdpBavay kaBolaviivin kai epiddpBavay TIpWKTIKG gupiyyia
ato 0,6% (2/331) Twv agBeviuv Trou AapBavav kaBolavTivipn. Eva cupBav ritav BaBpot 3 kai Ta utrdAoima frav BaBpol 2. O Sidpecog Xpovog éwg Tnv évapen
firav 30,3 epBopddec. Zin peAén tou RCC xwpic mponyoUpevn Bepameia (CABOSUN), Sev avagépBnrav TEQIMTWOEIC pe oupiyyia. Zn pehémn HCC
(CELESTIAL), ta aupiyyia avagipbnkav oe 1,5% (7/457) Twy aoBevivy pe HCC. O didpecog xpovog epgdviong firav 14 efdopdadeg. Zmn pe)\ém DTC
(COSMiC 311), Bev ava@épBnkav TIEPITITWCEIG OUpIWIbJV oe aaBeveig TTou EAapav kaBolavTivipn. Ze cuvduaopod pe viBoAoupdpTn ot TTpoXwpenpévo RCC ot
Trpwmg ypappnig Bepatreia (CAZOQBER) I GUXVOTNTA EPPAvIONG UUpIWIOU avagépbnke aTo 0,9% (3/320) Twv aoBeviy TTou EAaBav Beparreia kai n coBupo?r]Ta
firav BaBpot 1. @avarnpopa cupiyyia exdnrawlnkav oo khiviko mpoypappa g kaBolaviviBng. Ailoppayia (BA. mapdypaeo 4.4) Zim peAérn tou RCC pera
aTé Tponyolpevn atoyeupévn Bepareia pe VEGF (METEOR),T0 TrocoaTé epgpavions auppaviwy copapr aipoppayiag (Babuou = 3) frav 2,1% (7/331) o
aoBeveig pe RCC mou AdpPavav kaBolavivipn . O Sidpegog ¢ xpovog Ewg Tnv évapén nrav 20,9 efSopadeg. £1n peAén Tou RCC xwpic rponyolpevn Beparreia
(CABOSUN), T0 TrogoaTo epgdviang ouppdviwy aoBapric aipoppayiag (BaBued 2 3) fitav 5,1% (4/78) oe acBeveig pe RCC mou AdpBavav kafolavTiviBn. Zm
HeAétn HCC (CELESTIAL), n ouxvétnta epgdvions oofapuv aipoppayikwy emeigodiwy (Badudg = 3) ritav 7,3% oToug aoBeveic Trou Ehafav kafolavmivipn
(34/467). O diduecog xpovog epgdaviong fnrav 9,1 efdopddeg. Ze ouvduaopd pe vifohoupdutn ot Tpoxwpnuévo RCC oe mpwine-ypapprs Beparreia
(CA2099ER) n ouyvotnTa epgaviong aigoppayiag = BaBuou 3 frav oo 1,9% (6/320) Twy aaBeviov Trou éAaBav Bepareia, Zim peAérn DTC (COSMIC-311), n
ouxvoTnTa ERPAvIonG coBapuyv alpoppayikwy emelcodiwv (Badpog = 3) fiTav 2,4% ot aoBeveic Trou EAaBav cabozantinib (3/125). O Sidpecog xpovog Evapéng
frav 14 eBdopddec. @avarneopeg alpoppayies exkdnAwBnrav aTo kKAVIKS TTpdypappa yia v kaBodavnvin. ZUvopouo omioBiag avadrpéwiung eykepalondBeiag

Aev avagépBnkav TepioTanika PRES omig peAéteg METEOR , CABOSUN, CA2099ER 11 CELESTIAL, opwg éxel avapepBei PRES
ot évav agBevr) otn peAétn DTC (COSMIC-311) kan omrdvia ot dhheg KAIvikEg Bokipég (o€ 2/4872 atopa, 0,04%). Aufnuéva nrarikd Eviuua kard 1n xopnynon
¢ kaBodaviviBng oe auvduaous pe vioAouudummn aro RCC Ze pa kAwvikr) peAétn aobeviov pe RCC o1 omoiol Sev eixav AaBel mponyoupévwg Bepareia kai
EhaBav kaBodavmiviBn oe ouvduaopd pe viBoAoupdpTn, TrapatnpnBnke uynAétepn emmitiwon BaBpou 3 kai 4 au§npévng ALT (10,1%) kar augnpévng AST
(8,2%) o oxéon pe T povoBeparreia pe kaBolavmivipn otoug aoBeveic pe Tpoxwpnuévo RCC (n ALT au€ridnke kard 3,6% kai n AST auériBnke katd 3,3% amn
peAéTn METEOR). O &idpegog xpovog Eweg Tnv epgavion ne Babuou > 2 adgnon g ALT f ng AST Arav 10,1 priveg (0pog: 2 Ewg 106,6 efdopadeg, n = 85).
Zroug acBeveig pe BaBpou 2 2 augnon g ALT 1 Tng AST, o1 augriaeig uttoxwpnoav otoug BaBpoig 0-1 o 91% pe diapedgo xpdvo £wg Ty armokaraataon2,29
epBopadeg (eUpog: 0,4 £wg 108,1 efdopddeg). Metafl Twy 45 aoBeviov pe BaBuou 2 2 atgnon g ALT i Tng AST oToug otroioug £yive eTravaTTpokAnon pe
kapolavivipn (n = 10) i pe viBohoupdpTmm (n = 10) pepovwpéva r kar pe 1a duo (n = 25), emmavepgavion avénpévng ALT i AST BaBpou 2 2 onueiwbnke ot 4
aoBeveig Tou éAaBav kafolavmiviBn, oe 3 aoBeveig Tou éhaBav viBohoupdptn kai 8 aoBeveic Tou éAafav kaBolavriviBn kai viBoAoupdpTn padi.
YmoBupeoeidigudg Tn pehétn oto RCC petd amo mponyoupevn aTtoyelouoa Beparreia pe VEGF (METEOR), n emitriwan Tou utroBupeoeibiopol ritav 21%
(68/331). Zmn peAérn RCC ywpig mponyoupevn Beparieia (CABOSUN), n emitriwon Tou unioBupeoeidiopou rtav 23% (18/78) ot aoBeveig pe RCC mow éAaPav
Bepameia pe kaBolaviivipn. Zmn pehérn HCC (CELESTIAL), n emimwon tou utroBupeoeidiopol frav 8,1% (38/467) oe aoBeveig Trou haBav Beparieia pe
kapolavniviBn kai Ta oupPdvia Babpol 3 ot 0,4% (2/467). Zmn peAérn DTC (COSMIC-311), n emimrworn Tou utoBupeoeidiopou frav 2,4% (3/125), 6Aa Ta
ouppBdvra Buepou 1-2, yia Kavéva ana Ta omoia dev anaiiBnke TpoTroToinon mne Beparreiag. Ze ouvduaopo pe viBoAoupauTn oe Tipoxwpnpéve RCC om
Bepameia wpwng ypapurc (CA2099ER), n emitmwon Tou utroBupeoediopol firav 35,6% (1141‘320) Twy aoBevidv Tou éAafav Bepameia. Avagopd
mBavohoyolpevwy avemBiuntwy evepyeiwv H avagopd mbavohoyolpevwy avetnBOunTwy EVEPYEDY PETA amd T xoprynon ddeag kukhogopiag Tou
QappakeuTikoy TTpoidvIog sival onpavTik. ETTpérmer T ouvexr TrapakoAoBnon Tng oxéong o@éAous- KivDUVOU TOU QapUAKEUTIKOU TIpoidviog. ZnTeital amé
TOUG ETTaYYEAHATIEG UYEIaG va ava@épouy oTroleadijTioTe TTBavoloyoUpeveg avemBUUNTEG EVEPYEIEG HECW TOU £BVIKOU CUCTANATOG AVapopds TTOU TIEPIYPA@ETAI
oto MapapTnua V. 6.4 IBIKITEPES TIPOPUAGEEIS KaTd Tn QUATEN Tou TTPOIOVTOE Aty UTIApxouY EBIKEG 0dnyieg Biatipnang yia To Trpoiov autd. 7. KATOXOZ
THE AAEIAZ KYKAO®OPIAZ Ipsen Pharma 65 quai Georges Gorse 92100 Boulogne-Billancourt MaAhia 8. APIOMOEL(Ol) AAEIAZ KYKAO®OPIAL
CABOMETYX 20 mg emkaAuppéva pe AETTo upévio diokia EU/1/16/1136/002 CABOMETYX 40 mg emkaluppéva pe Aertod upévio Siokia EU//16/1136/004
CABOMETYX 60 mg emkahuppéva pe Aetro upévio diokia EU/1/16/1136/006 9. HMEPOMHNIA MPQTHE EFKPIZHI/ANANEQIHI THI AAEIAL
Huepopnvia mpwing éykpiong: 09 ZetrrepBpiou 2016 Hpepopnvia teAeutaiag avavéwong: 21 Ampiiou 2021 10. HMEPOMHNIA ANAGEQPHIHZI TOY
KEIMENOY Aerropepeic TTAnpo@opieg yia To TTapov QapuakeuTiké Trpoidy eival SiaBéoipeg otov BikTuakd TéTo Tou Eupwaikol Opyaviopol @appdkwy:
http:/fiwww.ema.europa.eu.

XOPHIEITAI ME NEPIOPIZEMENH IATPIKH ZYNTAMH AMO EIAIKO MATPO KAI MAPAKOAOY@HEIH KATA TH AIAPKEIA THE ArQrHE
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_ OMA a dépuaxa CABOMETYX 20MG T.MN.: 4755,63€ THA.: 210 9843324, 210 9858930, FAX: 210 9887911
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v - o  LYNOIMNTIKHMEPIAHWH TQN XAPAKTHPIZTIKQN TOY [MPOIONTOZ
6 2 I E (%} I E N 2 D ¥ To papuako auto Tekei umd cupTrAnpwyarixi TapakohoiBnan. Autd Ba emTpéyei 1o ypiyopo TRoodIopITHO VEWY
mhnpogopiiy aogaheias. Znieital amé Toug emayyehparies uyeiag va avagépouv omoieaBATIOTE TBavohoyoUpEvES

pegfl |gl‘0 Sh m avemBpnTeg evépyeie. BA. apaypago 4.8 yia Tov TpATIo avapopag avermBUpNTWY EVEPYEILV.

1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOE Ziextenzo 6 mg evéaipo Siahupa ot Tpoyepiopévn aupiyya Pegfilgrastim (pegfilgrastim) 2. NOIOTIKH KAI NOZOTIKH EYNGEIH Ka6e mpoye-
piopEvn alpiyya mepiexer 6 mg pegfilgrastim® (pegfilgrastim) ot 0,6 ml evéaipou Siahuparog. H ouykévipwan, Baoel pova mg Tpwreivng, eival 10 mg/mi™. * Napayerar oe kitrapa Escherichia coli, pe
egappoyT Texvohoyiag avacuvBuaopévou DNA, axolouBolpevn amd culeufn pe touaiBulevoyhuxohn (PEG). ** H ouykévipwan eivar 20 mg/ml eav oupmepihngBei 1o Tpnpa PEG. H Spaaikamra
Tou TrpoiovTog autod Sev Ba Tpémer va guykpiveral pe Tn BpaoTikdrnra ahhwy TEyKUAWPEVWY f BN TrEyKUAWHEVWY TIpWTETva TN iBlag Bepameutikig kamyopiag. MNa mepioadrepes Anpogopieg, PA.
napaypago 5.1 Exboya pe vwwwarr Spaon: Kae mpoyepiopévn oUpiyya mepiéxer 30 mg copPitoAng (E 420). Na tov mAApn kataAoye Twy exBoxwy, BA. mapaypapo 6.1. 3, PAPMAKOTEXNIKH
MOP®H Evéawo SicAupa (Eveon). Miauyég, axpwpo éwg ehappug kiTpivwmo eviorpo Siaupa. 4. KAINIKEE NAHPO®OPIEL 4.1 Ocpameunkég evbeifeig Meiwan g Siapkeiag mg oudetepomeviag
Xal Mg ouyvaTTyIag epgaviang e epmipetou oudeteporreviag o evijhikes aoBeveig Tou akohouBolv kuTtapotoikn xnueioBepameia yia My avmipeTwion KakonBoug voaou (pe efaipean m ypovia
puehoyev Acuyaipia kai Ta puehoduohaoTik ouvBpopa). 4.2 A hoyia ka1 Tpoog Yopiynong H Bepameia pe Ziextenzo Ba mipémel va apyifel kai va TrapaxohouBeitar amd yiarpolg eidikolg
omy oykohoyia kaij mv aipatohayia. Aogohoyig Mia S6on Twy € mg (pia mpoyepiapEvn oUpiyya) Ziextenzo eivar n 86an mou quvioTarar yia kaBe kixho xnyeioBeparreiag, xopnyoUpen Toukayiotov
24 wpeg pera ana my kutrapotodikn xnueioBepaneia. Eifikoi mhnBuouoi Naidiarpikos minBuopog H aogakeia kai n amoreAeapankemra mg pegfilgrastim oe maiBia Sev exouv axopa texpnpiwdei. Ta
Tapovra Siubioipa Sedopiva Tieplyphgovial aTig Tapaypdgous 4.8, 5.1 ka1 5.2, aAha Sev pmropei va yivel laraon yia m Sogohoyia. AoBeveis pe vegpixn Suodeimoupyia Aev auiatarar ahhay] Mg
Soang o aoBeveig pe vegpikl SuoAemoupyia, oupmepikapBavopviuy auTiy e veppomasela Tehikou oTadiou. Tpdtog yopAynong To Ziextenzo mpoopileral yia umobopia ypAom. O1 evégeig Tipémel
va yopnyolvral atov pnpé, mv kelhiakn xwpa f 1o avw pépog Tou Bpayiova. Ma obnyieg oxetika pe Tov x:lpicuo TOU PapPakeUTIKed TIpoIGvVTOg TrpIv amd T ¥opriynan, BA. mapaypago 6.6. 4.3
AvrevBeigeig YnepeuaioBinoia omn Spaomiki ouaia f ot kamolo amo Ta ékdoya Tou avagépovtal aTny Tapaypago 6.1. 4.4 Eibikég mpoeiboTroinoeig Kai poguhadeis kara m Xprion hnhaoiye-
1mra MNpokeévou va BeAniweel n igvnhaaipdrmra twy Trapayoviuwy Sifyepong aTrokiwy KokkiokuTiGpwy (G-CSFs), 1o dvopa kai o apiBpdg rapTidag Tou YopnyoUpevou @appakou TRETEL va Kataypa-
geran e oaprvela. [evikéc TpoeiBomroingeic kar mpoguAateig Mepiopiapéva khivika Bedopéva urodeikviouy Tapdpoia emidpacn mg pegfilgrastim évavr mg filgrastim atov xpovo avavnyng amo
oofapn ouBeteponevia o aoBeveig pe de novo ofgia puehoyevi Acuyaipia (AML) (BA. mapaypago 5.1). Qatooo, 1a pakpompoBeapa amoreAéopara mg pegfilgrastim omy AML Sev Exouy Texpnpiwdei
xa1 guverug Ba TTRETE va XpnaipoTioieiTal je Tpoooy g auTtdy Tov TAnBuapd acBeviwv. O Tapdyoviag SiEyepong aToIKIUY KOKKIOKUTTAPWY PTTOpPET va eVioxUoE! TNV avarmuln Juehoyeviv Kuma-
puwv in vitro ka1 Tapdyoia midpacn pmopel va Tapampn8ei ot opiopéva pn pushoyevr kiTtapa in vitre. H aogaleia kal n amoteAeopaTikomTa mg pegfilgrastim Sev éxouv BiepeuvnBei ot aoBeveic pe
puehobuaTrAaoTikd aUvBpopo, povia puehoyevi Aeuyaipia kai ot agBeveig pe Seutepomrabn AML, ouvemnig Sev Ba Trpéne va ypnoipooieital ot autods Toug aoBeveic. IBiaitepn Tpogoyr Ba wpémel
va Giveral TipokelpEvou va yivel Biakpion g didyviwang Tou peragynpanopol Twy BAaoTwv Mg ¥poviag pueAoyevois Asuyaipiag amo mv AML. H acgakeia kai n amoteAegpaTikGmTa MG Xopiynong
pegfilgrastim ot aoBeveig pe de novo AML nhikiag < 55 eawv pe kuttapoyewverikn t{15,17) Bev Exouv TekpnpiwBel. H aopdhsia kai n amoreAeapankémra g pegfilgrastim os aoBeveic mou umofailovral
o€ uynAig Booteig ynpeioBepaeiag dev Exouv diepeuvnBei. AuTo To PappaKeuTIKS TTpaidv Bev TpEME! va ypnoipoToieiTal yia aufnon g Boang kuTtapotodikng xnpeoBepaneiag mEpa amd Ta kalopt-
opéva dogohoyika ayipara. [veuuovika evemBounta guuBavra Mveupovikec avemBOpnTeg evEPYEIE, Kal CUYKEKpIpEVA Biapean Trveupovia, £xouv avagepBei perd T xopiynon G-CSF. AoBeveic e
TIPOCPATO ITTOPIKG TIVEUMOVIKWY BinBratwy n veupoviag evbexetal va Siatpéxouv uynhotepo kivbuvo (BA. mapaypapo 4.8). H eppavion TIVEupovIKwY omjgiwy, omwg Bxag, Tuperog kat GiaTvoia,
ot guvBuaopo Pe akTIVOAOYIKG onpeia Tiveupovikwy SinBnoewy kai i emBeivwon g TIVeupovIKng Aermoupyiag oe ouvBuaopo pe au§npévo apiBpo oubeTepopilwv EVBEXETaI Va aTOTEACDV TIPWINEG
evbeifeig offoc ouvBpapou avamveuaikig duoyépeiag (ARDS). Ze téroieg ouvnkeg, Ba mpémel va Siakdmeral n opriynan Tng pegfilgrastim kard mv kpion Tou 1atpol kai va diderar kata@iAnAn
aywyn (BA. mapdypago 4.8). meipauaroveppinda Exer avagepBei omeipapaTovegpitida ot acBeveic Tou Aappavay filgrastim kai pegfilgrastim. Mevika, Ta cupavia omepapiaToveppitidag emAUen-
xav pera m peiwan mg 86ang 1} T Siakorm yoprynong filgrastim kai pegfilgrastim. Zuvigrarai n TapakchouBnon pe avaiuar olpwy. Zovipopo Siaguyig Toiyoerduv Exel avagepBei ouvdpopo Bia-
QUYIG TPIXOEIBLY ETIENT aTTO YopAYNon Tapayovia SIEYEpang aTmoIKIy KOKKIOKUTIGpWY kal To oToio Yapakmnpileral am umotaon, uTioAsukwianvaipia, oidnpa kai aipoguykévipwen. Or aoBeveig
TIou Epavifouv gupmTuaTa quvdpdpou Siaguyig Tpixeeidv Ba TpEmel va TapakoAouBolval aTeva kai va AapBavouv Tnv xaBigpuwpévn gupmTwianiki Bepareia, n omoia pTopei va mepihaupaver
v avaykn yia eviatiki @povrida (BA. mapaypago 4.8). EmAnvopeyahia kai pAfn orAnvoc Mevika QOUPTITWATIKG TIEPICTATIKG GTTANVOPEYAAIQS Kal TTEPITTWEES pRENG aTmAnvog, aupmepihapfavopE-
VWV OpIOPEVWY TEpITTATIKWY pe Bavamgapo kataAngn, éxouv avagepBei pera and xoprynon pegfilgrastim (BA. mapaypago 4.8). Emopévwg, To péyeBog Tou omAnvog 8a Tpéme va mapakohouBeital
TIPOOERTIKG (TT.X. KhivikR eEETaon, umiEpnyog). Ba mpéme: va eeraderal To evlexopevo pigng anvag ot aaBeveis TTou avagépouv MOV a0 AV TPIOTERS PEpOS TS koIAKaKiS Xwpag f) aTo akpo Tou
wiou. BpopBormevia kan avaipia H Bepameia povo pe pegfilgrastim Sev amokheier T BpopBomevia kar mv avaipia di6Ti wARpng doom puehokaracaTalTikig xnpeoBepaneiag diampeitar oTo kabopiopt-
Vo TIpGypappa. ZuviaTaral TakTIKA Tapakehoudnan Tou apiépol alpoTETaAiWY Kal ToU QIpaToKpiTh Iﬁ:arn:pn npouaxr] rrpzml va ﬁlvrrm kard ww xopqmcrn :q)u'naé i auvﬁmcpau xnpcloBcpum:u-
TIKWY TIapayovTwy ol oTroiol givar yvwotd on mpokakolv ooBapr BpopBonevia. Mue
TiveUpova Ivo Thaioio PeAETNG TTapaTipnong WETa v kukhogopia, n pegfilgrastim oe uuvéuucuo Je xnpeioBepamieia nhml uxnvosepo‘rmu cxn oucrxeuum ue avamuf,n pus)\c&vumwlmu cuvépe-
pou (MDS) kan ofeiag puehoyevous Acuxaipiag (AML) o aoBeveig pe kapkivo Tou paatol kal kapkive Tou Tivedpova (BA. Trapaypapo 4.8). Na mapaxkohouBeire Toug aoBeveig e kapkivo Tou paaTol Kai
Xapkivo Tou Tivedpova yia anpeia ki ouptmwpara MDS/AML. Apemavokuttapikn avaipia ApemavokuTtapikeg Kpiaeig Exouy ayeniaTei pe m ypnon pegfilgrastim oe aoBeveic pe oTiypa Spemavokuma-
pikig avaipiag ) SpemavokuTTapiki voao (BA. Tapaypago 4.8). I'a Tov Adyo aud, ol iaTpoi Ba TpéTe va eival 1BigiTepa TPOOEKTIKOI kaTa TN guvtayoypapnon g pegfilgrastim oz aoBeveig pe oTiypa
BpemavokuTIapIKAG avaipiag i SpemavokuTTapikn vodo, Ba Tpémel va TapakohouBoly Ti¢ kataAnAeg kKAIVIKEC TapapETpoug Kai TiS Epyaampiakes avaAloeis kal Ba TIREME! va TTpogExouv TV TBavh
CUOYETION ToU Gappdkou autol pe BIoykwan oTAfva Kal ayyeloamogpakTIKE kpigeig. Acukokutrapwan Exouv maparnpnBei apidpoi Acukokurapwy (WBC) 100 x 10%1 q peyakitepol, o€ Aiyotepoug
and 1o 1% Twv acBevwy ou éAaBav pegfilgrastim. Aev éxouv avapepBei avemBupnTeg avmidpaceig Tou va anodifovral dpeaa oe autov Tov BaBuc AeukokuTtapwang. AUTr 1 abEnaom Twy AEUKoKuT-
Tapuwv eivar Tapodiki, epgaviferal ouviBug 24 pe 48 tipeg petd ammo m yopynan kar oupBaBilel pe TS pappakeduvapikE emdpaoei autol Tou gappdrou. E0pguiva We TG KAIVIKE EmBPAcEIS Kal
™V mBavaTTa ALukokUTIapWONS, Ba TRETTE va TIpaypaToTIolEiTal EAEYXOS ToU apiBUol TwWV AEUKOKUTTApWY O TaKTa Xpovikd diaoTipara kard tn Siapkeia mg Bepameiag. Av o apiBOS Ty AcUKOKUT-
Tapuwv Eemepaoel 1a 50 x 10 perd amd To avopevopevo vabip, To pappako autd Ba péme va Slakameral apeoa. YmepeuaioBnoia Ze aoBeveic umd Bepameia pe pegfilgrastim Exel avagepBei umepeu-
aioBnoia, oupmepihapBavopévwy avapuACKTIKWY avriBpacEwy, Tiou TrapoudiGerar kara Tnv apyikr / mv emakohoun Bepameia. H pegfilgrastim wpémer va Siaxomei povipa oe aoBeveig pe khvika
anpavTiki unepeuaioBnaia. Mn xopnyeite pelfigrastim oe aobBeveic pe 1gTopikd unepsuaiotnaiag omy pegfilgrastim i o filgrastim. Zmv mepitTmwon eppdviong cofapic allepyikis avidpaang, Ba
TIPETIEI va Yopnyeital karaMnAn Bepameia kai o aoBevic va TapakohouBeital oTeva yia apketég nuépeg. ZUvBpouo Stevens-Johnson EuvBpopo Stevens-Johnson (SJS), 1o omoio pmopei va :Ivul
ameihnTiko yia ) Jwr) fj Bavarngopo, £xel omaviwg avaepBei ot axéon e m Bepameia pe pegfilgrastim. Av o agBevic éxer avammiuge SJS pe ™ xpron mg pegfilgrastim, n Bepameia pe p

Bev PEMEI @€ Kapia TEpiTTwon va kiva ek vEou aTov guykekpipévo acBevi. Avooovovikémia Dmwg aupPaiver ue OAeg T BepateuTiki Wpwrelveg, umiapyel TbavoTnra avocrovamc’:mmg. O
PuBpO TTapaywWYAS avTiowydTwy Evavt TG pegfilgrastim eivar yevika xapnAei. Epgavifovral BECPEUTIKG QVTICWHATA OTIWG AVAPEVETA JE OAG Ta BIOPOPHAKEUTIKG TTpoidvTa. QoToo0, Bev £Xouv Ou-
oyenoTel emi Tou Trapovrog pe efoubetepwnik Spaompictra. Aoprinda Eyer avapepBei aoprina pera m yopfynon rou mapayovia G-CSF ot uyif dropa ka ot kapkivamradic aoBeveis. Ta oupmw-
para TepihapBavouy TUpeTd, kothiakd aiyog, kakouyia, ooguakyia kar aufnpévoug Seikteg heypoviic (.Y C-avnidplioa Trpwreivn kai emimeSa AUk aipooPaipiwy oTo aipa). ZTig TEPIOTOTEPEG
TEPITTWOEIS N copTinida diayvwome pe afovikn Topoypagia Kai aviIHETWTTIOTNKE pE amopdkpuvan Tou Trapayovia G-CSF. Bhéme emiong mapaypago 4.8. AMe¢ ipoeiSomoifaeic H aogdiheia kan n
cmoTeAEopaTikamTa ME pegfilgrastim amy kivnromoinon Twy TpoSpopwy aipoogaipiuv ot aobevelg fy ot uyieic Boteg Gev Exouv afiohoynei emapkwe. Aufnpévn apoTroinTiki SpacnpioTTa Tou
puehol Twv oaTwy we aviamokpian ot Bepameia pe aufTiké Tapayovia éxel oxenaTei pe mapodikés BeTikég alhayig TG ameikGviong Twy ooTwy. To yeyovog autd Ba mpEmE! va AapBaveral umdyn
orav afiohoyolvral 1a aTOTEAETHATA TG ATIEIKAVIONG TwY 0aTwV. AUTO To QappakeuTIko Tpoidv Tepiéxel 30 mg copPitdAng o kale Tpoyepiopevn oUplyya To omoio iwoduvapei pe 50 mg/ml. H
aBpoiaTiki EMBPACT TG TAUTOXPOVNG XOPYNONG TIPOIOVTWY TTou TIEpIEXoUV TopPITOAn (1i ppoukTeln) Kai n pe TV Siatpogn Aqyn gopBnoAng (1 GpoUKTANS) TIpéME! va AapBavovral umdyn. To
pappako autd TepiExer Aydtepe amé 1 mmol varpiou (23 mg) ava S6on 6 mg, eival autd Tou ovopadoupe «eheuBepo varpiour. 4.5 AMnAembBpaceig pe aAda upuppuxzum& rrpo“lé\m: Kan @Aheg
popipés aAAnhemridpaang Adyw g duvnnikig evaioBnaiag Twv Tayéwg Siaipolpevwy pueAoKUTIGpWY Ty KuTTapotofik XnpeioBepaneia, n pegfilgrastim Ba wpéme: va xopnyeital Touhayiarov 24
WPE PETA TN Xopriynon e kuTrapoTofikng ynpeioBepameiag. Ze kAvikég Soxipég, n pegfilgrastim yopnyrBnke pe aopaAeia 14 npépeg mpiv ama m xnpeioBepameia. H vautaypovn xpron e pegfilg

e omolovdATIoTE TIapayovTa XrueloBepaeiag Sev éxel afiohoynBei ot aoBeveic. H Tautdypovn ypriam g pegfilgrastim pe 5-gBopooupakiAn (5-FU) f aboug aviperaBoAitec Exer amodeiyBei om evi-
ayUer M puehokaragToh o fwika povréAa. O mbBavég aAnAembpaceig pe ahoug aiparomroinTikolc aufnTikolg Tapdyovieg kal Kutokiveg Bev Exouv yivel avmikeipevo eidikAg Epeuvag oTa mhaioia
khivikwv Soxipuv. To evdeydpevo ahnieridpaong pe 1o AiBio, Trou emriong Tipodyel my ameheuBépwan cudetepogihwy, Bev Ee vivel avmikeipevo eidikig Epeuvag. Aev uTdapxouv oToixeia o jia TEToiou
TuTou aAnAeTridpaan Ba firav emBAapng. H aggakeia kai n ameteAeapamkomra g pegfilgrastim Sev Exouv afjohoynBel o aobeveic Tou AapBavouy xnueioBepameia n ooia oXETICETaI pe KaBUaTE-
pnpévn puehokaraoToAr, Y. vitpofoupies. Aev Exouv mpayparoromBel eidikég peAiteq aMnAemBpacewy A perafohiopol, wotéoo, ot kAwikég Sokiég Bev umrobeixBke aMnhemriSpaon g
pegfilgrastim pe @Aho pappakeutikd poiov. 4.6 TovipoTnTa, KUNOT KAt yahouyia Kinon Aev GiariBeviar f civar meplopiopéva Ta kAvika Bedopéva oyenika pe m xphon g pegfilgrastiim oe éykueg
yuvaikes. Mehéreg ot {iva karédeifav avamapaywyiki Tofikomra (BA. mapaypago 5.3). H pegfilgrastim Sev mpémel va ypnaipomoiar kard m ﬁu‘.lpmc M eykupooUvng KaBuC Kal O Yuvaikes ava-
TapaywyIkng nAkiag xwpic my xpAon avrioUMnyng. Bniaguég Ymapyouv avemiapkeic TANPOPOpPIES OYETIKA PE TNV CTIEKKPION TN | Amiyv Tg aTo avBpirmvo yaka. O kiviuveg
oTa veayivvyta / Ppégn Bev propei va amokAeioTei. Mpémer va amopaciore £av Ba Siakomei o BnAaopog n Ba SiakomeiBa anogeuyBei n B:pumlq |JE peg'ﬁlgrashm Aappavovrag umoyn To ogeAag Tou
Enhaoped yia ro maidi kai To dgerog Tng Bepameiag yia m yuvaika. Covipdmra H pegfilgrastim Gev emmpeadel mv avanapaywyiki amoBoar n m yoviHoaTTa 0T0UG GPUEVIKOUG 1} Toug Bnhukads emiju-
£¢ o€ aBpotomkés epBopadiaies Soaeig mepiou 6 pe 9 popéc uynAdTEPES AT TN CuvioTw eV avBpumivn Boam (Baoiopévn oo pPaddy emedveiag owpatos) (BA. mapaypago 5.3). 4.7 EmBpaoeig
omy KavotTa obiynong Kai Xeipiopol pnyavnparwy H pegfilgrastim Gev £xer kapia 1 £ge1 aofpavin emiBpaon amy avomyra obiynang kan yeipiopol pnyavaparwy. 4.8 Avemi@ipnTeg evip-
yeieg ZUvoyn Tou Tipogid aogalciag O o ouyva avagepdpeveg avemBupnTeg evépyeieg ou avagépBnkav firav Tovog aTa eatda (mohl auyvig {2 1/10]) kai puookeeTikag movog (ouyvig [2 1/100
£wg < 1/10]). O mévog oTa o0cTd Eiye kaTd kavova fima £wg BETPIA Eviaan, fTav Tapodikdg Kail PTopoUce Va avTIETWITIOTE e koIva avakynnika oToug TEpIcooTepou aoBeveic. AVTiBpactig TiTou
UTTEf joiag, cupmepihapBavopivi depparikol efavenpareg, kvidwaong, ayyeiooidiparag, Blamvelag, epuBhparog, EEayng Kal UTIGTAATS TIPOEKUWAY KaTa TR apyiki f Tig eTakdAouBeg xopn-
vnazlg e pegﬁlgrashm (oxl mxvzr; [2 1/1.000 éwg < 1/100]). ZoBapés ahepyikés avndpaoeig, oupmepihapBavopivng mg avaguhatiag pmopei va eppavioBolv oe aoBeveic mou Aapfavouy
pegfilgrastim (a1 ouyvéc) (BA. mapaypagpo 4.4). To ouvBpopo Siaguyng TpIxoeIBuv, To oToio evBExeTal va gival aneinTiko yia T {wh eav kaBuoTepiiot! ny Bepameia Tou, éxer avagepBei 0X1 ouyva (2




1/1.000 £wg < 11100) o€ aoBeveig pe kapkivo Tou AapPavouy ynueioBepameia Emema armd yopAynorn Tapayoviwy SIEYEpONS aToIKILY KoKKIoKUTTGpLWY. BA. mapaypago 4.4 kai v mapaypago «epi-
ypagr EmAsypEVWY avemBUpNTWY EVEpYERUVS Trapakamw. H amAnvopeyaNia, yevia aouptrwyanikn, eiva oy ouxviy. H pRén amnva, oupmepiAapBavopévwy Pepikiv Bavam@opuy TEPITTUCEWY
avagipBnke o1 guyva pera amé m xopfyna pegfilgrastim (BA. mapaypape 4.4). Exouv avagepbei 6)1 ouyvig mveupovikég avemBapnTes avnidpaosig, oupmepihapBavapévng g Sidpeang mveupo-
viag, Tou TIVEupoVIKOD oIBfparog, Twy Tveupovikiy SinBAoewy kai g TiveupovikAg iviweng. Ty cuyva, KATolEG TEPITTWOEIS Eixav we amoTEAeTia avaTveuaTikn aveTrapkeia i ARDS, 1a omoia
Jmopei va éxouv Bavarngopa kataAngn (BA. mapaypagpo 4.4). MejovwjEVeS TTERITTTWOEIS SPETIAVOKUTTOPIKWY KPITEWY £XOUV avagepBei g aoBeveic jiE OTiya SpETaVOKUTTapIKAS avaiyiag f Spema-
VOKUTTapIKI voo0 (6)1 uyvig ot aoBeveig je SpemavokuTrapixn avaipia) (BA. mapaypago 4.4). Kardhoyog avemBiuntwy EEpyEIwY oF pop@n Trivaka Ta Seopéva oTov TTapakaTw mivaka Tepypd-
pouv avemBUpnTeS evipyeieg Tou avagipBnkav o kAvikég dokipég kai auBapunres avagopés. Ze kaBe kamyopia eppaviong ouxvanTag, ol avemBuunreg evépyeies TapariBeviar kara plivouoa
oEipd goPapdmrag.

Kamyopia/ AvemBupnTeg evépyeieg
:dp\t’iquRT CUGTNHT CUHPLVA PE TO Mohl ouyvig Tuyvig Oy guyvig Emavieg
e (2 1110) (2 11100 éwg < 1110) (2 1/1.000 éwg < 1/100) (2 1/10.000 éwg < 1/1.000)
NeomrAaopara kakonBn, kakorén kai MuehoduamhacTikg oUvdpopo’
un kaBopiopéva (wepihapPavovTal Ofgia puehoyevig Aeuyaipia’
KooTelg Kai moAdmodeg)
ArarapayEg TOU AIPOTTOINTIKOY Kal Bpoppomevia’ ApemavokuTIapiki avaipiog
TOU AEPIKOU TUTTAPATOG Acukokurrapwan' ZImAnvopeyahio®
Prgn amhnvac?
Aiarapayig Tou avogomoInTIKol Avmidpaceig umepeuaioBnaiag
ouoTipaTog Avaguratia
Aiarapayig Tou perafohiopol kar Auffjgeig Twv emméSwy Tou oupikol ofgog
g Bpéyng
Awarapayg Tou VEUpIKOU Kepakakyia'
guaTijpatog
Ayyeiakig Biarapayég ZTlvbpopo Biaguyng TpixosiBuv! Aopriniba
Aiarapayig ToU aVamvEUoTIKOD ZivBpoyo ofgiag avamveuoTikig SuayEpeiag’ Tveupoviki aipoppayia
guoTijpaTog, Tou Bwpaka kai Tou Mveupovikig avemBlpnTeg evépyeieg (Siapean
pecoBwpikiou TIVEUOVIQ, TIVEULOVIKG 0iBrjd, TIVEULOVIKES
Binrigeig kal TveupovIK ivwan)
Aipomuan
AlarapayEg YOU YAOTPEVIEPIKOD Navria'
Awrapayég Tou Sépparog Kai Tou Zivbpopo Sweet (ofeia epmmipem ZuvBpopo Stevens-Johnson
utroBopiou 10Tol oudetepopihiki Sepparwan)'?
Aeppaniki ayyeimda'?
Alarapayg ToU HUOTKEAETIKOU QaTikdg Tovog MuooxeheTikag Tovog (Huakyia,
OUOTIHATOS Kai Tou ouvBETIKOU apBpalyia, movog oTa Gkpa,
10100 oo@ualyia, HUOTKEAETIKGG TTOVOC,
auyevahyia)
Alarapayig TwY VEYPUWV Kai Twy Ineipapatovegpinda®
oupopopwy odwy
Tevikg SiarapayEg ka1 KATACTACEIG Novog o Béon g éveang' Avnidpaceig o Béon Mg éveang’
¢ obol yopiynons Mn kapBiako Buwpakikes Tovog
NapakAwikeg eeTaceig Auffgeig g yahaxTikiig aguipoyovaang kai
M aAkahiki puagardong’
Mapodikés auffoeig me ALT A Mg AST amig
Bokipaaieg naTikig Asmoupylag!
'BA. allepiypag emAeyuty U EVERYEILN LT
2 Auth n avemiBlOpnT) evépyeia TpooSiopioTnke aTié Ty UBnon perd v anha Sev ] ot héveg, eheyydpeves kAvikeg Boxipés oe evijhines, H kamyopia ouyvémiag mpoaBioploTnxe amé évav
aranonké unohoyiopd pe Baon 1.576 aoBevtic Tou EhaPav pegfilgrastim oe evvia Tuyaiomoinudves khivikég Boxipig,
Nepypagn emAeyuivwy avemBupnTwy evepveiwy Ox1 ouyva TepioTarika guvdpdyou Sweet Exouv avagepBel, av kol o€ opIOPEVES TIEPITITWOEIS, UTIOKEIIEVES QIpaTOAOYIKES KaKONBEIES PTTopE va

Biadpaparifouv kamoio poho. Oy ouyva oupBavra Seppariknig ayyeindag Exouv avapepBei o aoBeveig ou éAaBav Bepameia pe pegfilgrastim. O pnyaviopdg g ayyeimdag aToug aoBeveig Tou
AapPavouv pegfilgrastim eivar ayvwotog. Avndpaceis g Béang éveong, oupmepiAapBavopéveu Tou epuBiparog mg Béang éveang (01 cuxvic) xaliug kai Aiyoug atn BEong TG Eveang (guyvic)
EXOUV TIAPOUTIATTET oMV apyIKN i OF eMakGAouBeg Bepameieg pe pegfilgrastim. ‘Exouv avagepbei auyva TEPIOTATIKG AEUKOKUTIGpWIOTS (apiBlGg Aeukoxutrapuy > 100 x 10%) (BA. mapaypago 4.4).
AvaoTpéyipeg, mieg Ewg peTpies aufioeig Tou emmESoU Tou oupikod offog kal TG akkakikig puopartaang, Xwpig axenlopeves kKAvIkES emBpactig frav oyl ouyves. AvaoTpEgipes, fTMES Ewg PETPIES
augfoeig Tou emmidou TG yahakTikig agulpoyovaong, xwpic oxeniopeves kKAvIkE emBpaatig firav 0x1 ouyvis ot aoBeveic mou éhaBav pegfilgrastim pera amo kurtaporofikyg ynpeioBepaneia. e
aoBeveig Tou AapBavav ynueioBepaeia, TapampeRBnke ToAl guyva vautia kan kepaiakyia. Oy ougvig auifotis mg apivotpavogepaong Mg akavivig (ALT) f TG acTiapTikAg apvoTpavogepacTc
(AST) oe Gokipaaieg nmarnkig Aemoupyiag £xouv TapampnBei o€ acBeveig perd m Aqun pegfilgrastim taTepa amo kurtaporofikn ynueioBepaeia. O1 auffoeig autég firav Tapodikeg kal EMECTpEYAY
oTig apyikég TipEg. Exouv avagepBei ouyva mepioTamika BpopBomeviag. Aufnpévog kiviuvog MDS/AML énema amd Bepameia pe To Ziextenzo o€ ouvbuaoyo pe ynpetoBepameia f/kar akmivoBepameia
Exel mapampnBei o pia EmBnuioAoyIkn PEAET) o€ aoBeveig P kapkivo Tou pagTol kai kapkivo Tou Tvepova (BA. Trapaypago 4.4). Mepioamikd ouvdpapou diaguyng TpIxoeiBLV Exouv avapepbei
HETG TV EYKPIOT) TOU QAPHAKOU BE T XpRan Tapayoviwy SiEyepong amoikiwy KokkiokuTtapwy. Ta mepiaranka autd éxouv yevika cuppei ot aoBeveic e Tpoywpnpéva kaxonBn voorpara, onyn, ot
aoBeveig rou Aappavouv ToAamha pappakeuTika poiovra xnpeloBepareiag A umoBakAovial ot agaipean (BA. mapaypago 4.4). Naidiarpikdg mAnBuouds H epmeipia ota Traidia eivar Tepiopiopévn.
‘Exel mapampnBei uynhdrepn ouyvitnra coPaptiv avemBupnTwy EVEPYEILY OF pikpaTepa Tradid nAikiag 0-5 evwy (92%) ouykpmikd pe peyaktepa Taidid nhikiag 6-11 kan 12-21 evaw (80% xai 67%
avrioToiya) kal evijAikes. H o cuygva avagepopevn avemBuunTn evipyeia fitav oamikeg Tovog (BA. mapaypagoug 5.1 kai 5.2). Avapopd mBavohoyouevwy avemBipntwy evepyeiwy H avagopa
m8avoloyoUpeviuy avemBOPNTWY EVEPYEKUV PETa aTio T Xophynon adeiag kukAogopiag Tou pappaKeuTikol TipoiovTog eival onpaviik. Emmpénei m ouvexn mapakeAouBnan g oxEoTs opEAQUG-KIV-
Blvou Tou pappakeuTIkoU TTpoidvTog. ZnTeital aTmd Toug EmayyeApaTies uyeiag va avagépouy omoieaBiTToTe mBavoloyolpeves avemBUPNTES EVEPYEIES PECW TOU EBVIKOU OUCTAPATOS aVaPOPAS TToU
avaypageral Tapakatw, EBvikag Opyaviopos @appakwv Meooyeiwy 284 GR-15562 Xohapyog, Aériva TnA: + 30 21 32040380/337 @a; + 30 21 06549585 loaromog: hitp://www eof gr

7. KATOXOE THE AAEIAZ KYKAO®OPIAL Sandoz GmbH Biochemiestr. 10 6250 Kundl Augtpia

8. APIOMOL(Ol) AAEIAL KYKAO®OPIAE EU/1/18/1327/001

9, HMEPOMHNIA MPQTHE EMKPIZHE/ANANEQEHE THE AAEIAE Huepopnvia mpumg éykpiong: 22 NoepBpiou 2018

10. HMEPOMHNIA ANA@EQPHEHE TOY KEIMENOY 10 louviou 2022

Aetmapepeic TAnpOQOpiES yia TO TTAPOV PAPHTKEUTIKG TTPOIGV eival SiaBéopeg oTov BikTuakd 1omo Tou Eupwraikod Opyaviapou Gappaxwy: hitp://www.ema.europa.eu.






