OTKONOTIKH
Opydvwon: « EKMAIAEYZH
KAI MPAEH

(EA.O.E.N.)

Le ouvepyaoia: B’ MaBoAoywkn-Oykoloyikn KAvikn,
".0.N.K. «OtAytol Avapyupor»
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Grand Hyatt
ABnva

Yno mv awiba:

- A '.‘_éq xopnynBoUv 15 Mépia Luvexizépevns
Y 4 latpikns Exnaibevons (CME - CPD)

i e Enotnuoviko
? lER - RN e <



Tafinlar. + MeKinist.

(dabrafenib) ametinib)

‘Lectus adv.

12! May/2020/GR2104154902

TAF-MEK “WEB O

Bon@note va yivouv 1o papuaxa 1o aopair (!) N OVA R T I S

Ka1 AVaQEPETE
i ‘;f;‘&ﬁi‘?.”,“ﬂ;ﬁﬁ..‘::“”“ Novartis (Hellas) A.E.B.E. Fpogeio Beooohovikng:
Tuprnpavoviag v «KITPINH KAPTA» 120 yhy. EBvikng Odou Kmjpto Regus,
Agnvav - Aaplag, Baothéwg Hpakheiou 53 & Kapdhou NA
144 51 Metaucpewon, 54623 Beooahovikn,
lpwv mv ouvtayoypdenan ouuBouleuteite Tig [TX1T., mou diatiBetat EAQ Trk: +30 210 281 1712 Tk +30 2310 424049

1. TAFINLAR®, lepiAnuyn Xapaxtnptotikwy Mpotovroc, Adyouatog 2021
2. MEKINIST®, MepiAnym Xapaxmptotikav Mpoiovrog, Adyouorog 2021. OAPMAKOENATPYNNHZH: +30 210 2828812
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OpyavwTtikr Emutponi
Npoedpog: EAévn Peg
Enitipog Npoedpog: ANéCavdpog Apdafavng

MéAn: Fepdotpog ApaBavtvog
MuxanA NikoAdou
ANEEavOpog TloBapag

Emiotnpoviki Enutpornn
Npoedpot: EAévn Peg

MéAn: EAévn ABavaciou
Fepdoiog ApaBavtvog
AAe€avEpog ApbdaBavng
EAévn TkoOyKa
Jtopativa Aepipn
Maptg Koopidng
Baoielog Mmapumouvng
Aéomowa Naon
Anuntplog Mektaoidng
Mapia Mutépn
Kuptakr MAolapyomoulou
lewpyla ZouAwwtn




Nepaitépw wAnpoopieg SiatiBevran amd Tov KAK, kardmy aimfjogws, 1 TepiAapBdavoviar oTn CuvoTTTIKY TIEQIYPUQr) XGPAKTNPICTIKWY TOU TIPoidviog
Mepiknyn XapakmpioTikwy Tou Npoiévtog KEYTRUDA?®, 19 Oktwfpiou 2021
KEYTRUDA C/S.SOL.IN 25MG/ML BTx1 VIALx4ML : 2.610,63 € (X.T) 2.836,45 € (\.T) 2.347,25€ (N.T)

MSD

INVENTING FOR LIFE

MSD A®BEE, Ayiou Anpntpiou 63, AAipog 17456, AtTikn
Ap. TEMH 121808101000

‘BonBrioTe va yivouv Ta gpappaka mo acgahn kal Avagépere OAEE Tig: wm&uuqrsc
evEpyeleg via OAA Ta @dppaka ZuptAnpwvovrag Ty «KITPINH KAPTA»

GR-KEY-00474 1260-04112021-KEY
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XAIPETIXMOX

Me Slaitepn xapd oag kahwoopiloupe otnv 11 EMOTNHOVIKY Zuvavtnon e Titho
«Navigate to the Future Treatments», n omota Adyw t™¢ mavénuiag COVID-19 Ba
nipaypatonoinBel uBPLSIKA, pe SuvatotnTa GuCKAG Tapouaiag Kat SLASIKTUAKNG
ouvbeong otig 18-19 OePpouapiou 2022.

YTOX0G TNG EMOTNUOVIKAG Zuvavtnong elval va CUUBAAEL QTTOTEAECUATIKA OTNV
EVNUEPWON yla TG veotepeg efelifelg otnv mpoAnyn kat otn Bepameutikn
QVTLUETWTTLON TOU Kopkivou KaBwg va SWOoEL KAl €VOUCUA YLO. EMOLKOSOUNTLKN
avtaAhayn arnmoPewy Kat EMLOTNOVIKY) ouTTNoN MAvwW oTa TeEAeuTtaia SeSOUEVA TNG
OYKOAOYLKNG €PEUVAC. AUTO TOU TIAPOTNPELTAL KABNUEPLVA OTNV LATPLKN KowoTnTa
€lval oL VEEC TIPOKANOELG TTOU KOAELTAL VA OVTLLETWITLOEL O LOTPIKOC KAASOC HETA TNV
e€amwon t¢ mavdnpiag tou COVID-19 kat aTov TPOTIO SLAXEPLONG TWV OYKOAOY LKWV
aoBevwv.

Ot OpANTEG SLABETOUY GNUAVTIKA KAWLKY EUTTELQ(A OTOV TOUEQ TOUG KAL N CULETOXN
TouC padl Le Toug TPOESPOUG TWV OTPOYYUAWV Tpamellwv Ba fonbnoouv va yivel n
TIPOCEYYLON TWV BEUATWV LLE KPLTIKT) OKEWN, EVOWUATWYOVTAG TLG VEEG YVWOELG OTNV
KABNUEPWVA LATPLKN TIPAKTLKH.

Oa elval blaitepn xapa KoL T Yo OAOUC MaG va eloTe padl oG yio YoV avioayn
amoPewv Kal TIEOBANUATIOUWY 0T ZUVAVTNON Uag, yWwpllovtag OTL N EMLOTNLOVIKN
ouvepyaoia odnyet oe kavotopia kat Tpoodo.

H Mpoedpog tng Zuvavinong

2 ~

EAEvn Pgg
MaBoAoyoc-OykoAdyog
ErmpeAntola A’

B’ MaBoAoyikn-OykoAoyikr KAk
I.O.N.K. «Ot Aylol Avapyupol»




ETKEKPIMENO MAEON KAITIA TON METAZTATIKO OPMONOEYAIZOHTO KAPKINO TOY MPOZTATH (mHSPC)

=EKINHZTE ME XTANDI™

e

‘Otav ot aogBeveic oag mapovoialouv mpoxwpnpévo Kapkivo Tou mpooTdtn sival Kaipog yua dpdon.
To XTANDI™ giva Lia aré Tou oToatog Yopnyoupevn Bepaneia pe anodedelyévn anoTeEAECUATIKETNTA OV TR
ypauun Tou mHSPC, Tou udnhau kivdivou nmCRPC kal Tou aoUPImwpaTikoU / rima oupmwpankol mCRPCH

©®APMAKEYTIKO NPOION MATO OMOIO ANAITEITAI IATPIKH ZYNTATH

H atvropn MXT tow npoiévog Snpoasteral ot ashida .31 Tou napévreg svtimou,

Ma mepané pw mnpopopieg oupBouleuteite v MXM nou SicriBera and v Astellas Pharmaceuticals AEBE, katémv anrjoswe
Noooxopewawr} np (Kourd x 112 emkahupyéva ps Nemé upévio Siaxia - 40 mg /TAB): €2.261,67

Ormeov ouyvec avemBipnTee evépyeieg eiva EaoBiwion/kdnwan, e6ager, ungpraon, kandypara, kai mwon)',
mHSPC: peraararixds oppovoeuaiofnrog kapkivog Tou rpootatn, nmCRPC: pn peraaande, avBexnag otov euvauyiopd, Kapkivas Tou npooTam,
miRPC:perontaTinag, avieTixog atov Euvouyopd xapkivog Tou npootdTn

1. Nepidnin Xapaxtnpiaixdy Mpoidvr

ANDI™, 2.Sternberg (N et al. N Engl ) Med 2020; 382: 2197-206
4 Armstrang AJ et al. ) Clin Oncol 2019

2): 2974-86, 5. Hussain Met al. N Engl ) Med 2018; 378(26): 2465-7

et TM et al, Eur Ural 2017;71: 151-54
4

BonBroTE va yivouv 10 gdppaka mo aopai kai
AVOQEPETE

OAEL i oveniBOpnTES EVEPYETES pu OAA TO pappoKg
TopnAnpovoviac v «KITPINH KAPTA»

). ‘astellas

Astellas Pharmaceuticals A.E.B. E.
Aynaihaou 6-8, 151 23 Mapouo, ABriva
Tnh. 2108189 900, Fax: 216 BOOB 998
www.astellas.com/gr
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EMXTHMONIKO NMPOIrPAMMA
narazkevh 18 OeBpouapiou 2022

10:15-10:30 MpooéAevon - Eyypadég

10:30-12:00 NuVaLKOAOYLKOG KOLPKIVOG
Mpoebpeio: I. ApaBavtivag, Z. Zapldakn

10:30-11:00  Kapkivog wobnkwv: mwg datvetat va exel Stapopdwbet
0 BeparmeuTikog alyoplBuog pe ta vedtepa Sedopéva. B. MntdAa

11:00-11:30  Kapkivog evdopntpiou: mwg daivetal va €xet Stapopdwbel
0 BepameuTIkOg ayoplBuog e ta vedtepa dedouéva. Oup. Mavayiwtou

11:30-12:00 Kapkivog TpaxnAou UATPAG: Twe dailvetat va xel
Slapopdwbel 0 BepameuTikog alyoplBpog e Ta vedTepa
Sedopéva. M. Zkovépa

12:00-12:30 loviSLakn otdxevon
Mpoebpeio: I. Koupadkng, . NactoUAag

MoLog 0 POAOG TWV YEVETIKWY UTIOYPADWY OTLG
BepameuTikég amodAoELS; A. TiurmAaA€gn

12:30-13:00 AtGAslppa Kadé

13:00-14:30  KapKivog IeNTIKOU CUCTHLOTOG
Mpoedpeio: A. Mnoutng, X. Navénoulog

13:00-13:30  Mwg aA\aZet n BepameuTIKy OTPATNYLKA LA OTOV
KOPKIVO QVWTEPOU TIETTIKOU UE TN UPBOAN TG
avoooBeparneiag. . Nanagoivng

13:30-14:00  Kopkivog Tax€0g EVIEPOU: VEOTEPEC BEPATIEUTIKEG
ETIAOYEC OTNV ETUKOUPLKI XNUELODepareia. N. Atopavtomoulog

14:00-14:30 METOOTATIKOG KAPKIVOG TIAXEOG EVIEPOU: TIWG
Slapopdwvetat To Bepameutikd nedio e Baon
TO Hoplako TpodiA MSI-high,Her2+, BRAF+. M. Mntooytavvn

14:30-16:00 MeonuBpivn Stakonn

16:00-17:30  KapKivog yaoTpEVIEPLKOU
Mpoedpeio: M. MNanakwotag, A. T{oBapag

16:00-16:30  Kopkivog 0TOUAXOU KAl YOoTPoOoLoobayLKnG YWwVLiag:
VEOTEPEG DePaTMEUTIKEG EENEELS Kat TTwG SlapopdwveTal
To medio e tnv eloodo tng avoocobeparelag. A. DwtapéAin
sponsored by i Bristol Myers Squibb

16:30-17:00  Kapkivog mayKkpéQTog: TTOLOG 0 POAOG TNG VEOETILKOUPLKAG
XnueloBepaneiag; M. MNavvakdakou

17:00-17:30 Kapkivog maykpéatog: vedTepeg avaduoueveg Beparmeieg
0TN LETAOTATLKI VOCO. ®. T{oubag




Vi

L]
INNOVIS

: ‘ v 4 L ONCOLOGY
grastim d

Npw ) ouvtayoypagnon cupBouleuteite v Meplinyn Twv Xapakmpiomikwy Tou MNpoioviog
n onola unapxet SraBéaiun and my Tapela, epdooy {moEL.

TevaB.V.,
Swensveg 5,
2031GA, Haarlem,
OMhavdia.

@
Tponos, 5i6Bzonc;: In n0V|s

Nepropiopévn arpi ouvtayn. H Sidyvwon kav n évapEn me Bepaneiag yiveta o€ voookopeio kat Future health today
HMOPE( va OUVEXI{ETaL EXTOG VOODKOYEIOU UG YOOOKOYERKT] TIapakohouBnan
NANIKH TIMH (Aektio npv 25/02/2021): 639,65 €

Zuv-npowbnon:
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narazkevh 18 DeBpouapiou 2022
17:30-18:00  AtGAeippa kade
18:00-20:00 AvoocoBeparneia - MopLOKI) GTOXEVUON OE CUUTIOYELG

OYKOUG
Mpoedpelo: E. Fkdyka, A. MnadpaAoUkog

18:00-18:30  Kapkivog kedaAng kol TpayxnAou: mwe €xel aANAEEL O

BeparmeuTIkOG alyOpLBLOG. M. OwovopomnouAou
18:30-19:00  KakonBeg pehavwpa uPnAol kivbuvou e LN(-): mwg

€Xel aMAeL 0 BepameuTIKOG ahyOpLBUOG. A. NaoKapaKkng
19:00-19:30 Neotepn avtipetwrion RAS wild-type BRAF mutated

LETQOTATIKOU KOAOOPBLKOU KapKivou. I. Mmtivag
19:30-20:00  KakonBeg HEAAVWLLA TOTILKA EKTETAUEVO-ETAOTATLKO:

TWG €XEL aAAGEEL 0 BepaMEUTIKOG AAYOPLOUOG. It. NkoUpa
20:00-20:45 Evapktripla teAeth

Mpoedpelo: E. Pgg, A. ApdaBavng
20:00-20:15  Xatpetiopot
20:15-20:45 H latpkn eyypappoatoouvn Twv EAAAVWY. B. Mnapumnouvng
raeeato 19 OeBpouapiou 2022
09:00-11:00 Kapkivog pootov

Mpoebdpelo: A. AAg§droulog, B. Mrtapumnoivng, M. NikoAdou
09:00-09:30  Mpoeyxelpntikr Bepaneia o€ aobeveig pe HER2 Betikn

kat HER2 apvntikr, 0plovVOBETIKN VOTO. M. @soxapn
09:30-10:00  Mpoeyxelpntikn Beparmeia og aoOeVE(G UE TPUTAQ

QpPVNTLKI) VOGCO. E.l. Nepdikolpn
10:00-10:30  Neodtepa dedopéva oTo mpwipo otadio tou TNBC. A. XplotonoUAou
10:30-11:00  Neotepa Sedopéva 0TnV MPWLLN 0OPUOVOBETIKY),

unAou kwduvou kat HER2(-) vooo. E. FlaAdvn
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D TevaGrastim

somu, 48my "

1

KAK: TEVA GmbH, GERMANY

Tponog 8iaBsong: Mepiopiopévn iaTpikn cuvtayn. H Siayvawon kai/fy n évapgn
Tng Bepaneiag yivetar os voookopeio kai pnopei va cuveyileTal ekTog

VOOOKOHEIOU UNO VOCOKOUEIOKN napakoiouBnon.

Myocet liposomal C)

2mg/ml(50 mg) (liposomal doxorubicin)
KAK: TEVA B.V., THE NETHERLANDS

Tponog BiaBeong: Me nepiopiopévn iaTpikr) ouvTayry.
Maovo yia voookopsiakr xprnon.

Pazenir:

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

KAK: RATIOPHARM GmbH, DEUTSCHLAND
Tponog SiaBeang: Me nepiopiopévn 1aTpikr) ouvTayr.
Mévo yia voookopeiakr] xpron.

Armisarte’

25 mg/ml BTx1VIALx20ML
(pemetrexed as pemetrexed diacid)
KAK: ACTAVIS GROUP PTC EHF., ICELAND
Tponog 81idBeong: Me nepiopiopévn iaTpikr) cuvtayr.
Mévo yia voookoueiakr xpron.

Acti |&®

(fentanyl ci
200 mcg, 400 mcg, 600 mcg, 800 mcg, 1.200 mcg
KAK: TEVA PHARMA B.V., HAARLEM, THE NETHERLANDS

Tponog BiaBeong: Eidikr cuvTayn yia @apupaka nou
unayovrar oTig Siarageg Tou N.1729/87, Mivakag I,

www.teva.gr

Ze nepinTwon ékSoang véou Aektiou Tipdv Qappdkwy, IGXUOUV ol VESTEPES TIPEG.
Nogokopeiaxeg Tipgg: » TEVAGRASTIM INJ.SO.INF 30MIU BTx SPE.SYR: 122,83€. « TEVAGRASTIM INJ.SO.INF 48MIU BTx SPF.SYR: 198,23€.
* PAZENIR PD.SUS.INF 5SMG/ML BTx1 vial x100 mg: 123,74€ » MYOCET P.D.S.CD.| 2MG/ML BT x 2: 698,45€
* ARMISARTE C/S.SOL.IN 256MG/ML BTx1VIALx20ML: 712,92€ » ACTIQ LOZ 200MCG/LOZEN BTx30: 126,65€
* ACTIQ LOZ 400MCG/LOZEN BTx30: 135,51€ » ACTIQ LOZ 600MCG/LOZEN: 136,35€
¢ ACTIQ LOZ 800MCG/LOZEN BTx30: 136,35€ » ACTIQ LOZ 1200MCG/LOZ BTx30: 136,35€
Nepairépw nAnpogopieg diatiBevrar and 1n Specifar A.B.E.E., xaréniv armoews,.

Zuv-npowblnon: Specifar AB.EE.,

Bondiote va yivouy Ta ¢appakd mo ac@aii] Ko E8pa/EpyocTdaio:
Avagiépers 28ng OxTwppiou 1, Ay. BapBdpa, 123 51
OAEX 1ig avemBiuntes evipyaiss yua Ipaspeia Epnopikol Tpnuparog:
OAA ta gpappaxa Aewe. Kngpioiag 44, Mapouai, 151 25
Lopminpovovrag Ty «KITPINH KAPTA» TnA: 211 8805000 Fax: 211 8805120

Ap.T.E.MH.: 000228201000
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19 oeppouapiou 2022

YABBATO
11:00-12:30 METACTATIKOG KAPKIVOG HaGTOU
Mpoedpeio: M. Agpipn, A. Koupaplavol
11:00-11:30 Neotepa dedopéva Bepameiag otn HER2 (-)
LLETAOTATIKA VOCO. K. MAowapxomouAou
11:30-12:00  Neodtepa Sedopéva Bepaneiag otn HER2 (+)
LETAOTATIKNA VOTO. Eu. Molpoywwpyou
12:00-12:30  Neodtepa Sedopéva Bepanmeiag 0To HETACTATIKO
otadio tou TNBC. 2. ZTapotonovAou
12:30-13:00 AGAsippa Kadé
13:00-15:00 Kapkivog oupomoLnTkou
Mpoedpeio: M. Kapapoulng, A. Nektaoidng
13:00-13:30  Kopkivog mpooTatn: mwe €xel aAAAEeL TO TteSL0 0TO
HETOOTATIKO OPUOVOEUALTONTO KAL [N HETAOTATIKO
€£UVOUXOAVTOXO; A. Naon
13:30-14:00  Kapkivog oupoddyou KUOTEWC: TtwG aAAdleL To Tedilo
LE Ta veoTepa SeSOUEVA OTN LETAOTATLKN VOOO. M. Towatag
14:00-14:30  Kapkivog vedpou: veotepa SeS0UEVA OTN LETAOTATIKNA
vOOO. I. Aaivakng
14:30-15:00  Kapkivog vedpoU: Tolog 0 pOAOG TNG ETILKOUPLKAG
Bepaneiag. E. MapaykoUAn
15:00-16:00 MeonuBpvn Stakomn
16:00-18:30  Kapkivog nveupova
Mpoedpeio: M. Koouidng, E. Zapavrdg
16:00-16:20  Nedtepeg oToXeUOUOEG Beparmeleg 0TNV EMIKOUPLKN
Beparneia MMKIM e 06nyoug LetoAagelg (EGFR+). 1. MoUvt{iog
16:20-16:40  Mwg aMalel 0 oXeSLAOUOG DEPATIELWY LLE TOUC VEOUG
ouvduaopolg Beparmeiag oto otadio I MMKIT. N. ZnaBag
16:40-17:00  H 0dnyog petaragn tou KRAS 0TO pn HKPOKUTTAPLKO
Kapkivo Tou TveUpova. N. FKOA€un
17:00-17:20  Kotavowvtag To poAo Tou SUTAOU QVOCOATTOKAELGHOU
otov MMKI. Z. AyyeAakn
sponsored by i Bristol Myers Squibb
17:20-17:40  E€eAloocOpevog alyoplOpog BepameUTIKAG AVTLLLETWITLONG
petaotatikol MMKM pe Bdon To poplakd umdTuTo. N. AAefi{omoulog
sponsored by te\yq
17:40-18:00  MKI extensive: vedtepeg BepameuTikeg evOel&elg
OUVSUAOUWV. B. T{ouéa
18:00-18:20  MeooBnAlwpa: mou BPLOKOUOOTE LIE TG VEEC LLENETEG; . Zadeipn
18:20-18:30  upmepaopata




)'V
"TECENTRIQY

atezolizumab

TECENTRIQ® 1,200 mg nukvé idhupa yio napookeun SiaAbyatog npog £yxuan.

TECENTRIQ® 1.200 mg: * EMNa3a A.T.: 4569,00 € - N.T.: €3799,53 € « Kimpo MAT: 499357 €

TECENTRIQ® 840 mg nukve BiéAuyc yia nepaoxeun Biohdpatog npog éyxuon,

TECENTRIQ® 840 mg: + EN\aBo A.T.: 2934,12 €~ N.T.: 2428,08 € « Kimpog MAT: 312275 €

Tpénog Aidéeang TECENTRIQ™: Me nepiopioyévn iatpisri ouvtayh: Movo yia voooxopeiakr xprian ané yiotpd pe xatdhAnhn eibikeuan kai epneipio,
Neparépw minpogopic SiatiBeval ond Tov kdtoxe T dBerag kukhopopiag kardmv arthcea,

EANada: Roche (Hellas) A.E.
Adapidvag 4 & behgidv,

151 25 Mapadon, Attiks

nk: 210 6166100, fax: 210 6166159
email: hellas.medinfo@roche.com
80011193 00 (Bwpedv ypapyn

v

bepyax0 auTd Tehel i cuymAnppaTac mapakohodBnan. H avaapd mésvokoyolpevav
EVEpYENDY et and T xopiynan d3ens uxhodopias Tou papparsutikol Rpdidvios eiver onpaviik, Entpéne) T
oUVERD TIpakoouinan T oxgong oéhous - kvBUvou Tou HapOKEUTIKOG TpoidvTe, Tpéne) vo yiverol avagopd
T ovemBUpnTy evepyeiv. O1 ovemBoymeg evépyeres Ba npéme: va avodepovta ix eEAc:

EMd3a: otn Movaba Gappexeenayponvang Tng Roche (Heflas) AL, eite anoatéhhoviag e-mail

(hellas. h ), €fte Theduovikidg (+30 2106166100) f péow Gaf (+30 210 6104524).

Kimpog: A, Ixapatng & Eia At.

mk:+357-22766276

Kimpog: ota Tyfpa Gapuaxoenayplminang tn FA. xapdung & Zia Atd, eite anootéhhoviag e-mall
(drugsafety@stamatis.com), eite mheduvings (+357- 22 76 62 76) fi péow Maf, (+357 - 22 2571300),

CONNECT

H PURPOSE

¥ PRIX GALIEN GREECE <&&
Ahiwa 2049

KAANYTEPO BIOTEXNOAOITKO [TPOION

wwwprikgalien gr

BonBiioTe va yivouv Ta @dppaka o ao@alr ka
AvapépeTe:

OAEE Tic avemBUpnTeg evépyeieg yia
OAA 1a pdppaka
ZupmAnpuvovtag TV «KITPINH KAPTA»

TECENTRIQ NSCLC 1 0222
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YABBATO

18:30-18:45

18:45-19:05

19:05-19:25

19:25-19:45

19:45-20:05

20:05-20:25

20:25-20:45

Defpouapiou

AdAsppa KadE

Mpoebpeio: E. ABavaociov, A. Anuomnoulog,
Eu. Mapaykoudakng, M. MavteAdkog

Kapblototikotnta avti-HER2 Bepamneiag oe aobevelg
miou AapBavouv aktivoBepareia. I. ZouAluwtn

Yuvbuaopog CDK4/6 kat aktvoBeparmelag: mola n
B€0n TOUG OTNV TOTILKI) VOGO OTOV KOPKIVO UOOTOU. Ev. Mendvn

Blodeikteg avtanokpioewg atnv aktivobepareia kat
niola N B€on Toug 0TV MPOYVWGT) TOU YUVALKOAOYLKOU
Kapkivou. Awk. DwromouAou

O pOANOG NG OTEPEOTAKTIKAG akTvoBepameiag otnv
OALYOUETAOTATIKN VOOO. 3. T{wpaKAKNG

AvocoBepaneia pe cUyxpovn aktvoxnuelobepareia otov
LA-NSCLC. M. Muépn

Juunepdopata




KANJINTI™

(trastuzumab)

For Intravenous Use

KANJINTI®

T'ia evBopA£pia xprom pdvo
Tponog AiaBeong: Mepopiapevn wrpin ouvtayr). Mdvo yia voookopeiaxi] xprion
ané yiatps e karanin eidikeuon kai eunelpia

Mavikr iiprg: KANJINTI® PD.C.S0.IN 150MG/VIAL BT x 1 VIAL: 466.45€
KANJINTI® PD.C.S0.IN 420MG/VIAL BT x 1 VIAL: 1.284.07€
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el haapows) uncfudsy Fpty 1) ouviayoypdenon ouppouleueie
veilanas AMGEN | e LU 1!ﬂﬂm
o i o v Neplapm Xopaxmpoukan twy NMpodviwy

W Tc pappoka gure TeAod und oupnAnpwRaTI napaxohoufinan. Aute 8o enopéper Tov ToXU Npoadiopop vEwy
rAnpogopiiy popAAEIOG, ZATEITGL M Toug ENdyYEhIGTLES 1ol TopED 1 ¢ LyEwvopKAG AEplBShnG va cvarpépolrv
anoizadtnare miovokoyoiprves avemBiurTes evEpyEiEs,

MVASI™

(bevacizumab)

MVASI®
Ta evBophepia xprion povo.
Tpdnog AiaBeong: Meplopapévn watpikn ouvtayry. Mdvo yia voookopeiaxr] xprion
and ylatpd ye katdAnAn eidikeuan kai epneipia
Novikr Tipn: MVASI® G/S.SOLIN 25MG/ML 1 VIAL x 16ML: 946.44€
MVASI® C/5.SOL.IN 25MG/ML 1 VIAL x 4ML: 273,32€

AMGEN HELLAS ENE

Ay. Kwvotavtivou 59-61 ®
Green Plaza, ktipio ', 15 124 Mapouo
Tnk: 210 3447000 - Fax: 210 3447050
Email: info@amgen.gr, www.amgen.gr
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OMIAHTEX - INMPOEAPOI

Ayyehakn Zodia

ABavaciou EAévn

AAeB{omouAog Nektdplog
AAe§omoulog ABavAactlog
Apafavtivog Fepaotpog
Apdapavng AAE§avdpog
FaAdvn EAévn
Mavvakdkouv Mapia
rkoyka EAévn

rkoAéun NikoAiva

lkoupa Ztedpavia

Agpipn Ztapativa

Anpomnoulog ABavdaciog

ArapavtonouvAog NikoAaog

Zadeipn Mewpyia

Oeoxapn Mapia

Kapapoiing MixanA
Koopidng Mapg

Koupdkng Frewpylog

KaBnyntpla MNaboloyikrg OykoAoylag, Maboloyikn-Oykohoyikn
KAwkn, N.I.N. HpakAeiov, Epyaotriplo MetadpaoTikng
Oykoloyiac, Mavemotripo KpAtng

AktwoBepameUTpla-Oykoloyog, Zuvtoviotpla Aleubuvrpla,
Tunua AktivoBeparmeutikrg OykoAoyiag .O.N.K. «OL Aytol
AvapyupoL»

MaBohoyog-Oykoloyog, EmpeAntnig A, I.N.A. «O EuayyeAlopog»
MD, PhD, MaBoAdyoc-Oykoloyoc, Noookopeio «Yyeta»

Ap, MaBoroyoc-Oykohoyoc, Albaktwp Mavemotnuiov ABnvwy,
JuvtovioTthc AleuBuvtrg, B’ Mabohoyikr-Oykohoyikr KAk,
.0.N.K. «Ot Aylot Avapyupol»

MaBoAoyog-OykoAdyog, AleuBuvtng - Emotnpovikog YreuBuvog,

A’ NMaBoloyikn-Oykohoyikn KAwvikn, M.A.O.N.A. «O Aylog ZaBpag»
MD, PhD, MaBoAoyoc-Oykoloyoc, Av. AleuBuvtpla, B” Oykohoyikn
KAwtkn, Noookopeio «Metropolitan»

Eldikevopevn Nadoloyiag, M.O.N.K. «OL Aylot Avapyupol»

MaBoAoyog-Oykoloyog, Kabnyntpla MaboAoylag-Oykoloyiag,
latptkn, £xoAn, Naverotiuio ABnvwy, A Maboloyikr KAk,
M.I.N.A. «Aaiko»

Eldikevopevn Maboloyikric Oykoloyiag, B' MaboAoyikn-
Oykohoytkr) KAwikr, I.O.N.K. «Ot Aytot Avapyupot»

Eldikeudpevn Maboloyikrig OykoAoyiag, Mavemotnuiakn
OykoAoytkn KAwikn, M.I.N. lwavvivwy

MaBohoyog-Oykoloyog, AleuBuvtpla, B’ Mabohoyikd-OykoAoyiko
Tunua, NA.O.N.A. «O Aylog 2aBpag»
AktvoBeparmneutng-OykoAoyog, Venia Docendi Mavemiotnuiou
Btévvng, ESTRO Faculty Member, AteuBuvtnig, KAwikn
AktwoBepameutikng Oykoloyiag, Noookopeio «Metropolitan»
MaBoAdyog-OykoAdyog, EmpeAntric A', A' Maboloyikn-
Oykohoytkr KAwikn, A.N.O. «Ogayévelo»

MaBoAoyog-Oykoldyoc, I Oykoloyikr KAwikr, M.O.N.K. «Ot Aytot
AvapyupoL»

MaBoAdyog-OykoAdyog, EmpeAntpla A, A’ MaBoloyikn KAk,
M.M.N.A. «\aikO»

MaBohoyog-Oykoloyog, Kabnyntrg, latpikr 2xoAn, E.K.M.A.
MaBoAoyog-Oykoldyoc, AleuBuvtrc, B Maboloyikr-OykohoyLkn
KAwikr, Noookopeio «Yyeia»

MaBoAdyog-OykoAdyog, Emotnovikog Zuvepyatng, B’
Oykohoytkr) KAwikr, Nocokopeio «Yyela»

19




tov ®éflo
tou Tpunnpatos

PELGRAZ ACC 02, 12/2021

v§ (S RERE T, i KdmxacA&aac Kukdopopiag g ‘
1 Accord Healthcare S.L.U. 5%
e
M in e ica accorc - £
(=}
Servmg Health for Life The Evolution'of Generics 32
28
25
H atvtopn NXMN tou npeiévrog dnpogielstal oe GAAN oeNida tou evtinou. (oeA. 32) ; %
Mpw ™ ouvtayoypagenon cupPouieuteite tnv MXMN and v Win Medica A.E. katénwy aitfoewe. 4

KITPINH KAPTA»

TNa nepiagdTepes mAnpopopies amcubuvBeite I
otnv eTaipeio: WIN MEDICA ®APMAKEYTIKH A.E. $3pHOKD M0 00AN] Kot
QOidinodoe 1-3 & Mapadpopog Attikng Odou 33-35 OAEE ic vemiBinTeR
15238 Xahdavdpl Oxmrzz; Lel0
Tl’]h 2107488821 5 Fax: 21074888 ZupmAnpwvovTag Ty

info@winmedica.gr, wi




Navigate to the
future treatments

Koupapiavol Avva

Adivakng MewpyLog

Naokoapdakng Amdotolog

Mapaykoudakng EudyysAog

MapaykoUAn EAévn

Mntooyiavvn Mapia

Motpoywwpyou Evayyshia

Mouvt{og lwavvng

MndAa Bavéoa

Mnappunouvng Bacilelog

MrnadaloUkog AnurTeLoG

Mrnivag lwdvvng

MrnoUtng Avaotaolog

Ndon Aéomnowa

NaoloUAag FewpyLog

NikoAdov MyanA

OwovopornoUAou Mavaywwta

MNavaywwtou Oupavia

MNavonoulog Xpriotog

MavteAdkog Mavaywwtng

Nanakwotag Mavlog

Nanagoivng Mewpylog

Nektaoidng AnuAtpLog

MD, PhD, AleuBuvtpla E.2.Y., MaBoAoyog-Oykoloyocg,
Atpatoloyikn-Oykohoyikr) Movada, A’ MavemoTnuLakn
Mabooytkr) KAwikr, T.M.N.A. «ATTIKOV»

MaBoAdyog-Oykoloyog, Av. AleuBuvtnig, A Oykoloyikr) KAwikn,
Noocokopelo «Metropolitan»

MaBoAdyog-OykoAdyog MD, MSc, AteuBuvtr|g, OykoAoyLKO TR
Kot Kévtpo KAwikwv Mehetwy, latpikd Kévtpo ABnvwv

AktivoBeparmneutrg-OykoAoyog, AteuBuvtng, Kévipo
AkTivoBeparmeutikrg OykoAoyiag, Oulog laow

MaBoAdyog-Oykohoyoc, EmpeAntpia A, M.I.N. Adploag

Edikevopevn Maboloyikrg Oykoloyiag, B’ Maboloyikn-
Oykohoytkr) KAwikr, I.O.N.K. «Ot Aylot Avapyupout»

MD, MSc, MaBoAdyog-OykoAdyog, Noookopelo «Yyeia»

MD, MSc, PhD, MaBoAdyog-OykoAoyog, AteuBuvtnig, A
OykoAoytkr) KAwikn kat Movada KAwikwv Meletwy, «Eppikog
Ntuvav» Hospital Center

Ewdikevopevn Maboloyikrg Oykoloylag, B OykoAoyikr KAWLIKN,
I.0.N.K. «Ot Aytot Avapyupol»

MaBoAdyog-OykoAdyog, AteuBuvtng, I Oykohoyikr KAwikn,
Noocokopelo «Metropolitan»

Opotiog Kabnyntng Mavemotnuiov A. ATtiknc, AtevBuvtrg, A’
Oykohoytkr KAwikr, Nocokopeio «Metropolitan»

MaBoAdyog-Oykoldyog, Noookopeio «Metropolitan»

MaBoAdyog-OykoAdyog, EmpeAntic A, A” MaboAoyikn-
OykoAoytkr) KAwikn, A.N.O. «Qgayévelon

MaBoAdyog-OykoAdyog, EmpeAntpla B’, B” Maboloyikn-
Oykohoytkr) KAwikr, I.O.N.K. «Ot Aytot Avapyupou»

PhD, Emiotnuovikdg AteuBuvtrg Genekor ILA.E.

PhD, NaBoAdyog-Oykohdyog, EmpeAntric B/, A" Maboloyikn-
Oykohoytkr) KAwikn, IT.A.O.N.A. «O Aylog 2aBBag»

MaBoAdyog-OykoAoyog, B” MaboAoyikr-Oykoloyikn KAwikn, M.1.N
CATTIKOV»

MSc, Eldikevopevn Maboloyikng Oykoloyiag, B” Oykoloyikn
KAwkr, I.O.N.K. «Ot Aytot Avapyupou»

MaBoAdyog-OykoAdyog, AteuBuvtrg, OykoAoyLkod Tunua,
«EUpWKAWLKA» ABnVWV

MD, PhD, AleuBuvtrg Tomotherapy, Ophog latpomoAlg
MaBoAdyog-OykoAdyog, AteuBuvtng, B” OykoAoyikr KAk,
Metropolitan General Hospital

MaBoAdyog-OykoAdyog, EmupueAntric B, B’ Maboloyikr KAwikn,
I.A.O.N.A. «O Aylog 2aBBag»

Opotipog Kabnyntnig, latpikr Zyxohn, E.K.M.A., AteuBuvtig, I
OykoAoyikod Tunua, «Eppikog Ntuvav» Hospital Center
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Mendvn Evayyelia

Nepdikolpn EAévn-lobwpa

Mutépn Mapia
M\owapxomovAou Kuplaki
Peg EAévn

Tapavtag Emapewvwvdag

Zapldakn Zévia

Zkovépa Mapia

ZouAypwtn Mewpyia

Inadoag NwkoAaog
Zraportonoulou Zodia

T{oBapag AAEEavdpog
T{ou6a BaotAkn

T{o08ag Dwng
T{wPaKAKNG ZTEPYLOG

TwrAaA£En Afomowva
Towatdg Mapivog
DOwtapéAAn AyyeAwkn
Dwrtonovlou Awkatepivn

XplotonouAou ABnva

AktvoBeparmeutig-OykoAoyog, AleuBuvtpla E.2Y., Tunua
AktwvoBeparmeiag, IA.O.N.A. «O Aylog ZaBpag»

MD, MsC, PhD, MaBoAdyog-OykoAodyog, EmpeAntpla B, I.N.
BoAou «AxIAomoUAEL0»

MD, PhD, AktwvoBeparmeutrg-OykoAdyog, Av. AteuBuvipla,
«latpomoAg» Kévtpo AKTIVOXELPOLPYIKNG-EALkoEIb0UG Oeparelag

MaBoAdyog-OykoAdyog, AdakTwp Maverotnuiou ABnvawy,
«EUpWKAWVLKA» ABnvwy

MaBoAdyog-OykoAdyog, Empehntpla A, B Maboloyikn-
Oykohoykr KAwikn, I.O.N.K. «Ot Aytot Avapyupot»

MaBoAdyog-OykoAdyog, AteuBuvtrg, B” OykoAoyikr KAk,
Noocokopelo «Metropolitan»

MD, PhD, NaBoAdyoc-Oykoloyog, Mpoedpog Etatpeiag
OykoAoywv NaBoloywv EAAGSag (EOME), AteuBuvtpla, A’
OykoAoyikn KAwikr, Nocokopeio «Metropolitan», ABrjva,
ETLotnpovikog YriebBuvoc, OykoAoyikd TUAHA, «ACKANTILOG
AIATNQZIZ»-KAwikn «AckAnmieiov Kpritng», HpdkAelo Kpitng

MaBohdyog-Oykohoyoc, «Eppikog NTtuvav» Hospital Center

AktvoBepamneltpla-OykoAoyog, AleuBuvtpla E.2Y., Tunua
AktwoBepaneiag, I.0.N.K. «Ot Aytot Avdpyupol»

MaBoAdyog-Oykoldyog, Noookopelo «Metropolitanty
MaBoAdyog-OykoAdyog, I.N. Kahapdtag

PhD, MNaBoAdyog-Oykohdyog, EmipeAntric B, A’ Maboloyikn-
OykoAoytkr) KAwikr, I.A.O.N.A. «O Aytog ZaBpag»

Edikevopevn Maboloyiac, Tuvepydtng Oykoloyikng Opadag,
Noocokopelo «Yyela»

Edikevopevog Oykoloyiag, .O.N.K. «OL Aytot Avapyupol»

AkTvoBeparmeutig-OykoAdyog, Turua AKTIVOBEPATIEVTLKNG
Oykohoyiag, I.O.N.K. «Ot Aytot Avapyupot»

MD, PhD, Biol.D, Eldikeuouevn Maboloyikrig Oykoloyiag, [
Oykohoytkr) KAwikr, I.O.N.K. «Ot Aytot Avapyupot»

MD, PhD, BSc, MaBohoyog-Oykolodyog, latpikd Kévipo ABnvwv,
Yuvtoviotrg Opddag Avooo-Oykoloyiag HeCOG
MaBoAoyog-OykoAoyog, Emperntpla B, I Tunua KAwikng
Oykoloyiac-XnueloBepameiac, A.N.O. «Qeayévelo»
AktvoBepamneltpla-OykoAoyog, EmueAntpla B EXY, Tunua
AktwoBepameutikrg Oykoloyiag, M.O.N.K. «OL Aylot Avdpyupow»

MaBoAdyog-OykoAdyog, AteuBuvtpia E.2Y., Movada
XnuewoBepameiag, I.N. MNatpwy, AdAkTwp, latpikr ZXoAn,
Maverotiuo Natpwy
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[ENIKEX NMAHPO®OPIEX

Opyavwon:
EAANvikn OykoAoyikr) Exnaidevon kat Mpaén (EA.O.E..)

Ie ouvepyaoio:
B’ MaBoloyikni-Oykoloyikr) KAwikr, M.O.N.K. «Ot Aytot Avapyupou»

Y7o thv ouyida:
Etatpeia Oykohdywv Maboloywv EANGSag (E.O.M.E.)

Huepopnvia die§aywyng:
18-19 ®ePBpouapiov 2022

Tonog die§aywyng:
Zevoboyelo Grand Hyatt
Newd. Avbpéa Tuyypou 115
ABRva 117 45

TnA.: 2144021234

H Aunpepida Ba mpaypatornotnBet uBptSIKA - pe SLadSkTuaKr) kAl GUGCLKT) GUUUETOXH.

Eyypadec:

H eyypadn otn Awnpepida eivat dwpedav. H mapakoAolOnon emutpénetal povo o€
EmayyeApatieg Yyelag Kol o TPOMTUXLAKOUG/ETAMTUXLAKOUG dottnTéC. Ot doltnTég eivat
anapaitnto va Befatwvouy tnv SLOTNTA TOUC, TPOCKOUI{OVTAG aVTLOTOLXO OMOSELKTIKO
otolxelo.

06nyieg dpuokng napakoAovOnong:

BAOEL TwV LYELOVOULKWY TTPWTOKOAWY TTou elval oe LloxU n €ic060g oTtoug cuvedpLlakolg
XWPOUG EMITPEMETAL LOVO 0€ MARP WG EUPOALACUEVOUG F) VOGHCAVTEG TO TEAEUTALO TPiMNVO
KO aratteital n enidsi§n £ykupou mMLOTONMOWNTIKOU E£UBOALOGHOU I TLOTOMOLNTIKOU
voonong. H xprion HAoKOG TPOOTOOLOG ElValL UTTOXPEWTLKH YLa OAOUG TOUG CUUETEXOVTEG
o€ 6A\ouG TouG XwpPoue. Ma tnv elcodo otnv aibBouca Ba tnpnBei oelpd MpotepaALOTNTAS, N
omola adopd Tnv adn oto cuvedplakd XWPO Kal OXL TO MOTE Mpaypatomnodnke n
NAEKTPOVIKN €yypadr. ZTOUG CUUUETEXOVTEG Ba oTaAel nAekTpoviko badge (barcode), To omolo
Ba MPETEL VOl OKAVAPOULV KATA TNV €l0odo kat £€060 Toug otnv aibouaa.

0bnyieg dradiktuakn g mapakoAolOnong:

Edv eloaote véog xpriotng mapakahoU e akohouBrjote tn Stadikacia dnuoupyiag Aoyaplacpol
cupmAnpwvovtag Ta  amapaitnta nedla oto  www.livemed.gr (natrjote oto medio
Register/Eyypadn). H Snuoupyia Aoyaplacpol eival Swpedv Kal UTIOXPEWTLKY yla TNV
napakoAoUOnon twv opAlwy. Edv éxete n6n Aoyaplacpod oto Livemed xpnoLUOMOLGTE TOUG
KwdLkoug oag yla va cuvoebeite, emAéCte TNV katnyopia Live kol To cuveédpLo Tou BéAeTe va
TIOPAKOAOUBONOETE Kal 0Tn oUVEXELX TO elkovidlo Go Live rj Go Virtual.

A
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[—] YTn ouveéxela yla va ouvdebeite pe tnv aibouvoa, eMNEyETE Qo TO PEVOU TIOU
é, epdaviletal oto KdTw HEPOG TNG 080VNG oag, TNV «AiBouca Zuvedplacewv».

Edv oag evlladépet va mapaAdBeTe MLOTOMONTIKO TtapakolouBnaong, Ba mpémnel va
TIPQYLOTOTIOLN OETE TNV €yypadr 600G 0TO ZEUWVAPLO LECW TNG EkovikAg Mpappateioag,
TATWVTAC To avtiotolo elkovidlo «Eyypadni», wote va apxiosl va kataypadetat o
XPOVOG.

El;

MopiLa Zuvex{opevng latpikng Eknaidevong:
JVudwva e Ta kpthpla tng EACCME-UEMS Ba xopnynBouv 15 popla Zuvexllopevng latpikig
Exnatdevong (CME-CPD credits).

Noapalafn MotonolnTikou:

Bdoel g eykukAlou Tou EOD, Ba UTIAPXEL CUOTNUA KATALETPNONE TOU XPOVOU Ttapakoloudnonc.
To TLoTOMOLNTIKO tapakoAoVLBNong Ba elval SLBECLUO LETA TO MEPAC TWV EPYACLWY TNG AlnUE-
pidag og 6ooug clvedpouc €xouv KAvel eyypadr). Altapaitntn npolnobeon ya thv mapalafn)
TOU TILOTOMOLNTIKOU TIOPAKOAOUONONG ElVAL N CUUTIANPWGN TOUAAXLOTOV TOU 60% TwV GUVOALKWY
WPWV TOU EMLOTNHOVIKOU TIPOYPAUUATOC KA N NAEKTPOVLKI) GUUANPWON TOU EPWTNUATOAOYIOU
agloAoynong g Ainpepidag. O aplBuog Moplwv Tuvexlouevng latpikng Exnaidevong (CME-
CPD), 6a urtoloyLotel Bdoet tou xpdvou mapakolouOnaong mou Ba kataypadpel otny MAATPOpuA
Livemed yla 660ug €xouv SLadIKTUOKI TTAPOUGCLA KOl 0TO CUCTNHA KATAUETPNONG 0TNV €l0060
™m¢ aibouvoag yla 6ooug Exouv Guatkr apouaia. Motomowntikd dev propet va SoBel yia thv
on-demand napakoAouBnon.

OL ouppetéyovteg Ba pmopolv va ToPaAdBouV TO TLOTOTOLNTIKO TOUG Qmno TNV
mhatdoppa Livemed péow tou medlou «MapalaBry Miotomontikou», TO OMolo
€vepYOTOLELTal pe TN Anén g Atnuepidac.

papparteio:

ETS. Events & Travel Solutions A.E.

EA. Beviléhou 154, 17122 N. Zplpvn
TnA.: 210-9880032 » ®af: 210-9881303
E-mail: ets@otenet.gr, ets@events.gr
Website: www.events.gr

AnayopeUeTaL pnta n avamapaywyn, avadnuooieuan, avtlypaen, arnodnikevan, nwAnon, uetadoon, dtavour,
ékboan, ektédean, Anyn (download), uetappoaon, tpomonoinon e OmoLOVENTOTE TPOTO, YwWPIG TN PNTH
TponyouuEvn Eyypacpn ouvaiveon tng Etaipiag, Tou auvoAou 1 UEPOUG TOU TEPLEXOUEVOU ToU [Mpoypauuatog. H
E.T.S. Events & Travel Solutions €mLpUAdCOETAL PNTWE TTAVTOG VOUIUOU SIKALWUATOG TNG Yo T StapuAaén twv
SIKAUWUATWY MVEUUATIKAG Kot Blounxavikig tStoktnoiag. Mo avaAuTikOTEPEG TANPOPOPIEC EMLOKEPVEITE TO
www.events.gr (TTOALTIkY atopptou).
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Verzenios

abemaciclip

YTn yuvaika pe
HR+, HER2- MBC

VERZENIOS/ADV/11-2021

MOavdtata

N Kataotaon Tng
Ba enbevwObei*
‘Exete to Verzenios'#

- v

. To Verzenios evbeilkvutat yia th Bepaneia yuvaikdy pe BeTikd yia oppovikodc unodoxeic (HR+), apvntiké yia tov unoboxéa 2
o avBpmNIvou ENIBEPLIKOU auentikol napdyovia (HER2-) Tonikd NpoXwpnpévo A HETAoTatikG Kapkivo Tou pactol oe

ouvbuaopo pe évav avactoAfa apwpatdaong (Al) n pouAPeotpavin wg apxikn evbokpvikn Bepaneia 1 oe yuvaikeg nou
£xouv AaBer nponyolpevn evbokpiviki Bepaneia’

. LE NPOELUNVONAUCIAkES N NEPIEPUNVONAUTIAKES Yuvaikes, n evbokpvikn Bepareia Ba npenel va ouvBuadetal pe Evav aywviotn
EKAUTIKIMG OpHOVNG TNG WwXpIvoTponou oppovng'.

*Xapaktnplotikd tng véoou nou peAetnBnkay otig kAwikég doripég kat 8a pnopedoav va obnyhoouv oe AlyGTEPO ELVOIKN NPOYVWOT,
AoBeveig pe onhaxvikn kpion dev oupnepthngBnkav otig KAIVIKES BokipES Tou Verzenios.

1. Verzenios MepAnwn Xapaxktnplotky tou Mpaidvrog.

2. Di Leo A, O'Shaughnessy ). Sledge GW Jr, et al, Prognostic characteristics in hormone receptor-positive advanced breast cancer and
characterization of abemaciclib efficacy. NP) Breast Cancer. 20184:41.

3. Sledge GW Jr, Toi M. Neven P, et al. MONARCH 2: Abemaciclib in combination with fulvestrant in women with HR+/HER2-
advanced breast cancer who had progressed while receiving endocrine therapy. ) Clin Oncol. 2017:35(25):2875-2884

4. Goetz MP, Toi M, Campone M, et al. MONARCH 3: Abemaciclib as initial therapy for advanced breast cancer.

) Clin Oncol. 2017:35(32):3638-3646, (@I)) gé% E

H Nepidnipn twy Xapaktnpiotkay tou Mpoidviog Ppiokeral oe endpevn oeAida ®@APMAZLEPB



TO CHEMOTHERAPY
WITH ZEJULA'

ZEJULA IS NOW
APPROVED

IN FIRST-LINE
MAINTENANCE’

Introducing the only once-daily oral PARP inhibitor
monotherapy approved for all first-line platinum
responders with advanced ovarian cancer, regardless
of biomarker status.”

1 DAILY DOSE

la
b

: : , 0
Find out more at https://gskpro.com/en-gr/deeplink/ b

zejula-prima/zejula-overview/

ZEJULA is indicated as monotherapy for the maintenance treatment of adult patients with advanced epithelial (FIGO
stages Ill and 1V) high-grade ovarian, fallopian tube, or primary peritoneal cancer who are in response (complete or
partial) following completion of first-line platinum-based chemotherapy.'

Overall population: median PFS of 13.8 months for ZEJULA vs 8.2 months for placebo (HR: 0.62 [95% Cl: 0.50-
0.76], P<0.0001). HRd population: median PFS of 21.9 months for ZEJULA vs 10.4 months for placebo (HR: 0.43
[95% Cl: 0.31-0.59], P<0.0001). PRIMA was a randomised, double-blind, placebo-controlled Phase lll trial examining
the efficacy and safety of ZEJULA in patients who responded to first-line platinum-based chemotherapy.'*

ZEJULA (niraparib) 100 mg hard capsules Safety Information

Testing complete blood counts weekly for the first month, followed by monthly monitoring for the next 10 months of treat-
ment and periodically after this time is recommended to monitor for clinically suf;nlflcant changes in any haematologic
parameter during treatment. Blood pressure should be monitored at least weekly for two months, monitored monthly af-
terwards for the first year and periodically thereafter. Adverse reactions of all grades occurring in 2 10% of the 851 patients
receiving Zejula monatherapy in the pooled PRIMA (either 200 mg or 300 mg starting dose) and NOVA trials were nausea,
anaemia, thrombocytopenia, fatigue, constipation, vomiting, headache, insomnia, platelet count decreased, neutropenia,
abdominal pain, decreased appetite, diarrhoea, dyspnoea, hypertension, asthenia, dizziness, neutrophil count decreased,
cough, arthralgia, back pain, white blood cell count decreased, and hot flush. The most common serious adverse reactions >
1% (treatment-emergent frequencies) were thrombocytopenia and anaemia.

Abbreviations: Cl, confidence interval; FIGO, International Federa-
tion of Gynecology and Obstetrics; HR, hazard ratio; HRd, homolo-
gous recombination deficient; PARP, poly(ADP-ribose) polymerase;
PFS, progression-free survival.

References: 1. ZEJULA (niraparib). Summary of Product Character-
istics. March 2021. 2. Olaparib. Summary of Product Characteristics.
2020. 3. RucaParlb Summary of Product Characteristics. 2019. 4.
Gonzdlez-Martin A, Pothuri B, Vergote |, et al.; for the PRIMA/EN-
GOT-0V26/G0OG-3012 investigators. N Eng.' J Med. 2019; 381(25):2391-
2402.

Mpiv TN cuvtayoypddpnon cUPBOUAEUTEITE TV MeplAnn XapakTNPIoTIK®Y
Tou Mpoidvtog n onola EPMEPIEXETAl OTIC EMOUEVESG OENDES.

Bon®ijote va yivouv ta gpdppaka mo acpalr kat Avagépete
OAEX Tig avemBUpnTeC evépyeiec yia ONA Ta pdppaka
ZupmAnpwvovrag Ty <KITPINH KAPTA»

NT. 493426 €.

% emixopiynong and Toug opyaviopous KoIWWVIKWY aohahioswy:
100%, katdmv éviagng Tou Tpoidviog otov  KatdAoyo
AnoZnpioUpevev @appdkwy. Neplopiopévn 1aTpikl cuvtayn.

H évtakn tng Bepamelag ylvetal oe voookopefo kal priopel va ouvexiZetal
EKTOC VOOOKOUEIDU UG TNV mapakoAhouBnon e18ikol iatpou.

Ta avwtépw 1oxtouv Katd Tnv NUEpopnvia alvIagng TNG KATAax@pnang.
NapakaioUpe emikovwviioTe pe TV eTaipeln yia empBepaiwon
nAfpwe evnpepwpEvwy Sedopévwy, yia onoladrinote mAnpodopla f/
kal avagpopd AvemBuuntwv Evepyeinv ato TnAédwvo 210 6882100.
Ta eunopikd cnpaTa avikouv i £xouv mapaxwpenBel atov OpIAo
ETaIPEIV GSK.

©2021 Opidog eTaipeiwdv GSK i dikalondpoxog Tou Opiiou GSK.
PM-GR-NRP-JRNA-210001, loxig 04/2021 - 04/2022

@ A. Kndiolag 266, 15232 XaAdvdpl, ABriva, TnA. 2106882100



HER2+ breast cancer patients may need
up to 100 clinic hours each year for treatment.'?

How can you offer quality care that’s cost-effective and efficient?

PHESGO® combines the benefits of PERIETA® and Herceptin®, but is given
subcutaneously as a fixed-dose injection in as little as 5 minutes’

That's the standard of care in HER2+
breast cancer delivered in a fraction of the
time, %" with the potential to minimise
drug wastage and liberate up to

70% & 90%

of staff of chair
time time*2®

*vs. IV treatment. Time and resource savings extrapolated from time and
motion studies with Herceptin SC vs Herceptin [V %

MAnpopopies yia tnv acpaleia
Ma EmayyeAparieg Yyelag

Oumo ouyvég ADRs (230%) mou avagépBnkay oe acfevelg mou unofArBnkav
ae Bepaneia pe PHESGO 1y evBopAéfia neproudoupdunn oe ouvBuaoud pe
tpactouloupdunn Kai xnuewlepancia Atav n alwnexia, n Sidppowa, n
vaurtia, navayia, n e§acBévion kai n apbpahyia.

Ma meploodtepes minpogopleg mapaxaiolpe énwg mapaneugBeite otny
XM rou papudxou rou mapatiBetal katwbev.

MAnpooples yia Ty kinon
Ma EnayyeAparieg Yyeiag

Edv pia aoBevrig peiver Eykuog eved AapBavel PHESGO, 1 evrdg 7 pnvidiv petd tv
teheutaia &don Tou PHESGO, mapakaAoupe va QVAQERETE QUECWS TNV, EYKUKIO-
auvn) oty tomkr) Movdba Qappakoenaypiivnong tng Roche (HELLAS) AE, site
NAEKTPOVIKG péow TG LotoceAiBag httpsy//www.roche.gr/el/contact/drugsafety.
html, elte péow niextpovikot taxubpopeiou (hellas.drugsafety@roche.com), eite
péow heopototuniag (210 6104 524) elte, téhog, péow tNAepUVOU otov aplBuéd
2106166 100.

EmmpéoBeteg mAnpopopieg Ba {ntnBolv katd tr SidpKeia plag eykupoouvng
ue ExBeon oto PHESGO kal katd Tn Bldpkeia Tou mpwtou xpévou {wiig Tou
Bpéwouc. Autd Ba duwoe otr Roche tn Suvatdtnta va katavoroet kaAltepa
v acpdisia tou PHESGO kal va mapéxel Kat@AAAeS TANpoQopies oTIg
UVELOVOUIKES apXEC, OTOUS TIGpOXOUS UyEovopkns neplBailng Kal otoug
aoBevelg. MNa meploadtepes mAnpopopleg, mapakaholpe avatpebte atny MXN
Tou PHESGO,

i,

¥ PHESGO® %

PERTUZUMAB-TRASTUZUMAB
Go there

References

1. PERJETA Summary of Product Characteristics. 2. Herceptin Summary of
Product Characteristics. 3. PHESGO Summary of Product Characteristics. 4 Tan
AR, et ol Lancet Oncol 202122:85-97. 5. Ditsch N et al. Breast Care 2019; 14
224-245. 6, NCCN Guidelines Version 52020 - Invasive Breast Cancer. Published
July 2020. Available at https//www.nccn.org/professionals/physician_gls/de-
faultaspx 7. Cardoso F et al. Ann Oncol 2018; 29:1634-1657. 8. Cardoso F et al. Ann
Oncol 2019; 30: 1194-1220. 9. Burstein NJ et al Ann Oncol 2013; 30: 1541-1557.10.
Pivot X et al. Ann Oncol 2014; 25:1979-1987. 1, Ismael C et al. Lancet Oncol. 201213
B869-78. 12 De Cock E et al. European Cancer Congress 2013, abstract #P128.13.
Maniadakis N et al. Journal of Cancer Policy 2017. Accessed at: http//dx.-
doi.org/10.1016/).jcpo2017.05.001. 14, Lopez-Vivanca G et al. Clin Trans! Oncol 2017;
19:1454-1461.15. De Cock E et al Cancer Med 2016; 5:389-397.

PHESGO Tpérmog 5iaBeang: Me nEploplopévn Wpkr) ouviayr). MOvVo yia VOOOKOPEIGKY|
xprion ané yiatpd pe kardAhnin ebikeuorn karepneipla.

Phesgo 1200mg / 600mg

Phesgo 1200mg / 600mg
EMScr NT: 571659 € AT:687430 €

Kimpoc: MAT: 7249,43 €

Phesgo 600mg/ 600mg

Phesgo 600mg / 600mg
EMNGSr N.T: 363748 € AT: 437413 €

Kumpog: MAT: 4710,46 €

¥This medicinal product is subject to additional monitoring. Reporting suspected adverse
reactions after authorization of the medicinal product is impertant. It allows continued
monitoring of the benefit/rick balance of the medicinal product. Adverse events should
be reported. Adverse events should also be reported to Roche (Hellas) S A. Please contact
Roche (Hellas) S.A. Drug Safety Unit by emailing (hellas.drugsafety@roche.com), or calling
(+30 210 6166100).

Roche (Hellos) AE.

Ahapdvag 4 & Askpiv

18foTE va yivouv Ta pdppaKa TIo aoeaAr kai 15125 Mapotior, Attikn =
il e T 210 6166100, fac 210 6166159

! ) email: hellas.medinfo@roche com
ONBES avsTmSvl s EviRTHes 1t EAMaba 800 111 93 00 51
OAA Ta pdppaxa (Bwpedty ypappr Emrovwviae) &
ZupmAnpivoviag Ty «KITPINH KAPTA» Kumpog BOD 92 668 E
(Buwpediv ypayipr muoviviac) &



JErleada
(apalutamide) tablets

\Af@ENslz* KAOYITEPHETE THN E=EAI=H THX NOZOY.
MAPATEINETE THN ENIBIQXH."**

Xopnywvtag to ERLEADA® padl pe ADT otov mHSPC, pmopeite

va apatelvete TNV emPBlwon Twy aobevwy Kol va KaBUCTEPIOETE
TNV eEEALEN TG vOoOUL yLa peYaAUTEPO X POVIKO SLATTNUA CUYKPLTLKA
HE TN Xopriynon pévo ADT. =

0 guvsuaopde ERLEADA+ADT:

* pelwoe Tov kivéuvo Bavatou Katda 35% evavrl Tng povoBepamneiag pe
ADT, kaL oxe80V KaTd To fpLou (48%) yia tr) StactaupoUpevn HetaBaor
(crossover) amnod to okEAOG ELKOVLKOU pappuakou+ADT oe ERLEADA+ADT*

* kaBuoTEpnoE anuavTika tnv rPFS ota 2 £tn; 68,2% twy acbeviv
oto okéAog ERLEADA*+ADT &ev napouctadav aktivoloyikr) eEEAEN
kat frav ev Zwr évavtt 47,5% ato okehog Tng povoBepaneiag ADT*

H ETKAIPH ©EPAIEIA ME ERLEADA"+ADT INMPOZ®EPEI
ZHMANTIKA KAINIKA O®EAH ZE AZOENEIZ ME mHSPC.*

MaBete nepioodiepa oto Janssen Medical Cloud.

ADT=8Bepanela atépnong avspoydvwy, Cl=Stdotnua epmotoaivng, mMHSPC=PETAOTATIKGS OpHOVOELALOBNTOS KAPKIVOG TOL TPEaTATY,
0S=ouvohikr erpiwon, rPFS=emPiwon xwplg aktvohoyikr eEeALEn T vooou.
*To ERLEADA" evdeikvutal oe evijhikoug avspeg yia tr) Bepanela tou petactatikol, oppovoevaloBnrou kapkivou tou npoatdtr (mHSPC),
e guvduaapo Pe ADT.
tH Suapeon emiBlwon Sev ExeL akdpn emtsuyBel oto okéAog ERLEADA®+ADT: n mAEloPn@ia Twy acBevwy fitav akdpa ev (Wi Katd tnv oAoKAfpwon
NG teALkrg avaiuong tng PeAETne, HR: 0,65 (95% Cl: 0,53-0,79) p<0,0001. EneLta amnoé tnv Mpooappoyr yLa to crossover, n pelwon tou kivduvou frayv 48%,
HR: 0,52 (95% Cl: 0,42-0,64) p<0,0001.
FEmBlwon xwpic aktivohoyLkn eEEAEN (FPFS): xpoviko SLaoTnua and Tty Tuxalomoinen ewg tn oTypn Twy npwtwy evdeifewy emBefawwpévng,
Héow Twv ouppatikwy peBddwy anewkdvians, eEEAENGS TS vooou A Ewg To Bavato, avaAdyws PE To TL guveRn mpwto. H SLdpean rPFS Sev £XeL akoun
emteuyBel oto okehog ERLEADA+ADT €vavtt 22,1 pnviv oto okeAog tng povoBepaneiag pe ADT, HR=0,48 (95% CI: 0,39-0,60) P<0,001.

W/ Togappaxo autd tehel und oupnAnpwuatiki napakoiolnon, Autd 8a errpedl to ypriyopo

BenBrote va yivouv ta pappaka mo aopai kat N/ Tpoodloplopt vEwy mAnpogopiuv aspdAelac. Znteltal and Toug enayyehpaties uyelag va avagpipouy
Avagpépere ©  onoteodnnote nibavohoyoupeveg averBUpnTeS EVEPYELEG,
OAEL 1ic avemBUpnTEG EVEPYEIES yia
OAA Ta pappaka BifAtoypapia: 1. ERLEADA" MepiAndin twy Xapaktnpiotikuwy tou Mpotovioc.
TupmAnpivovrac Ty «KITPINH KAPTAS 2. Chi KN, et al. ] Clin Oncol 2021 Apr 29CO2003488. doi: 10.1200//C0.20.03488.
3. Chi KN, et al. N Engl | Med 2019;381:13-24,

H Neplhnn Twv XapaktnploTikwy Tou MNpolévtog Bploketal os eMOPEV ceALSa. S

JANSSEN-CILAG @APMAKEYTIKH A.E.B.E. ]a nssen , On(:O|Ogy
Aswipopog Eiprivng 56, 151 21, Medkn, ABrjva, TnA.: 210 8090000

\NWW.JﬂnSSeﬂ‘CDHT.gT PHARMACEUTICAL COMPANIES OF g‘l"‘“ﬁﬂu“ug&}lﬂhull

CP-249677/ERL/0721/004



CABOMETYX
+ NIVOLUMAB

Take control with
the TKI+CPI combination of choice

Innovation for patient care
I — —— IPSEN MON. EME .
ot ATIOY AHMHTPIOY 63 , 174 56 AAIMOE, AOHNA . CABOMETYX
o THA.: 210 9843324, 210 9858930, FAX: 210 9887911 (cabozantinib) tablets
Nt P E-mail: ipsenepe@ipsen.com + NIVOLUMAB

http://www.ipsen.gr

ZuvTayoypa@IKEG TIANpoPopiES TOu TTPOIGVTOS OTnV OeAida 46,47,48,49
1.Cabometyx NepiAnyn XapaktnpioTikwy MNpoioviog

NOW EMA APPROVED

y oy <u—_un

9 CABO-A/MAY 2021




loTopia, a&lonioTia, nyeoia.

O ouihog BIANEE yia pia akopn xpovid oTnv Kopuon
NG EAANVIKAG @appakofiounxaviag.

O1 afieg kal To opapa Tou 1dpuTh TNG BIANEE, Maulou MNavvakénoulou, anoteAolv oxedov évav aiova Tnv KIvnTripio
Suvapn yia Tnv avanTtuén kar Tnv eunuepia Tng eraipiag oe GAoug Toug Toeic TG dpaoTnpIdTnTas TnG. Me noAueth,
Suvapikry napouoia, n BIANE= éxel avanTtuEel 1oxupolg SecpoUs Pe TNV EAANVIKE 1aTRIKI KAl (PUPHAKEUTIKR KOIVOTNTA GAAG
Kal JE TNV naykoopia pappakofiopnxavia, pEow onuavTikay dieBvamv ouvepyaoidv. ZTnpilopevn o YEpEG Baoeig, n eTaipia
ouvexiZel oTaBepd Tnv avodikr Tng nopeia ot eyxwpia kal SiEBv ayopd. Me oTpatnyikous oxediacpols, CUVEPYATIES
KUPOUG Kal napoudia Ot NEPICOGTEPEG and 56 xwpeg, o Opihog napoucialel kGBe xpovo onupavTikr avantugn,
oupfBdaAovtag napdAAnAa atnv £0vikr) olkovopia. £Ta TECOEpPa unepouyxpova epyooTtacia Tng BIANE= anaoxolouvTal
navw ané 1240 epyaléuevol, apiBuds nou pévo auEaveral Tnv TeAeuTaia dekaetia. Méoa and 1o oefaopé via Tnv 1oTopia,
TNV noIéTNTa napaywyns Kal T gpovrida yia Tov avBpwno, n BIANEZ katagepvel va Siatnpei Tov NyeTIKO TNG poAo oTnv
EANGSa, npoofAénovTac oe Eva akSun IoXupoTePo HEAANOV.

BIANE=
_— i
1AN = A.E. www.vianex.gr

BIOMHXANIA  DAPMAKQOQMN
ETAIPEIA TOY OMIAOY FIANNAKONOYAOY

BIANEE A.E. - Edpa : 066 Tatoiou, 18° yAp. E.O. ABnvav - Aapiag 146 71 N. EpuBpaia AtTikiic,
Tay. Qupiba 52894, 146 10 N. EpuBpaia, TnA.: 210 8009111, Fax: 210 8071573

E-mail: mailbox@vianex.gr - WEBSITE: www.vianex.gr

OEITAAONIKH: Akabripou 113, 562 24 Eboapog Oeooahovikng, Tnh.: 2310 861683

AP. LE.MH. 000274201000

VE-21344



BINOZAR/321/1 1112021

&DEMO ABEE

BIOMHXANIA ®APMAKAON

BINOCRIT

epoetin alfa

ZARZIO

filgrastim

BanBaTt va yivouv 1o gpuoxa o copaky
K0l AVOGEDETE
OAEE 1 avemBUumTes evépyees i
AR 76 pUpjOKG
ZLupmAnpuvoviag v «KITPINH KAPTA»

Mpiv m ouvtayoypagnon
oupPoukeuBeite Tnv wANpn Mepitnyn Twy
Xapaxkmpiomik@y 1ou kaBe Mpoidvro,

NpowBeiran amd v eTaipeia:

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

Biochemiestrasse 10, A-6250 Kund), AuoTpia 21° yhy EBv. O8ou ABnviv-Aapiag,
Iroiyeia emikovwyiag otnv EAAaSa: Novartis (Hellas) A.E.B.E./Sandoz division 145 68 Kpuovepl, Atmirg, EAAada
Gpaykokkhnod 78, 151 25 Mapolior, ABfiva, Tnh.: 210 2811712, dat: 210 6857655  T: +30210 8161802, F: +30 210 8161587



NEPIAHYH TON XAPAKTHPILTIKON TOY NPOIONTOL

'W To gpapyoko outo tekel und oupnAnpwyonikn nopakokouBnon, Autd Bo enitpewer 1o ypnyepo npoodioplopd vewy nAnpopopiwy copokews. InTElol ono 10UC enoyyeATTIEs Uyeior va ovopepouv onoicabnmote
niBavohoyolyeves ovenBipnies evépyeice. ONOMAEIA TOY OAPMAKEYTIKOY NPOIONTOL Verzenios 50mg. 100meg ot 150mag enwohuppéva pe Aemia upévio Siakia MOIOTIKH KAI NOZOTIKH IYNBEZH Verzenios
50 ma: KaBe enwohuppévo e Aeno upevio Siokio neptéxer 50 mg opnepoowkhipnn kot 14 mg Aaktadn povoiibpikn. Verzenios 100 mo: KaBe enwahuppévo pe Aenta upévio Siokio nepiéxer 100 mg opnepoomAipnn
Kot 28 mg Aoktodn povoUbpikn. Verzenios 150 mg: KaBe eniohuppévo pe Aenta upevio blakio nepiéxel 150 mg opnepoowhipnn kat42 mg Aaktadn povabbpikn. Bepanevtikes evbeifei To Verzenios evbeikvutal
yio 1n Bepaneio yuvawav jie Beukd yia oppovikeug unoboxeis (HR). opvntka yio tov unofoxéa 2 tou avBpwnvou entbeppixod outntel nopayovia (HER2) tonika npoxwpnpévo n HETCOTOTKO KApKivo tou
pootol oe ouvbuaopd pe evav ovootoAén opwpotdang n pourBeotpavin we opxikn evbokpwikn Bepaneio n oe yuvaikeg nou éxouv AaBel nponyaupevn evbokpwikn Bepaneio. Ee npo- A NEPIEPPNVONOUOLOKES
yuvaikeg n evbokpivikn Beponeio Bo npénetva ouvbudZetat e évov ywvIoT EKAUTKAG oppovng TG wxpivorpanoy oppavng (LHRH). Aooooyin kot tpenog xopynang H évapgn kot n eniBAeyn g Beponeiog
je w0 Verzenios Ba npénet va npoyuatonoiEiiaL ono yiatpods Je eynewpio o xphon avikapkivikwy Bepaneway. Aooohovia To Verzenios oe ouvbuaauo e evboxpvik Bepaneio H ouviatwpevn Goon g
opnepaawAipnng eivat 150 mg 6o popeg v npepo, oav xopnyeitar oe ouvBuaoya e evhokpwikn Bepaneio. Mopokoleiote va avarpetete omv Mepingn twy Xopokinpionkwy tou Npoiovio 1oy nopayovia
g evBokpwikiic Bepaneioc yio 1 ouvietwpevn Sooooyio. To Verzenios Bo npénet vo kopBaveran ouvexae, yia 6oo Sigotnpa n ooBevic onokopifet khiviko dipehog and t Beponelo A £we Ty eppavion pn
onobexing wEwamag. Mpoaagpoyes te boans H oviperwnion kanotwv ovenloyniwy ovubpaoewy propelva anatet Sokonn koun peiwen tng boong ata 100 mg uo popec v npépo we NPWIN npooapyoyn
fioong kat 1o 50 mg duo popég v npepa we Bedtepn npoaoppoyn Boong. uotdoe xeipuoypoy yio wo Verzenios ogopouv: Apatohoyikeg Tofikomeg, Mdppoi, Aunpeves npeg opwotpavopepootv. Aopeon
nveupovondBein (ILD)/nveupovinbo, AMec pn-oyorohoyike tofwatmtes (pe eEoipeon m Buappoi. g ounpéves opwotpavapepaoeg kot Bidpeon nveupovonaBeia (ILD)inveupoviuba) Ebikol nAnBuoyoi Aev
onateat npesappoyn e Béong pe Baan v nhikio. Aev eivoar anapaitntn onotabnnote npooopuoyn ng hoang oe aoBevei pe Ania n Perpa vegpkn duoketoupylo. Aev undpxouv Sebiopéva oxeuka e m
xopnynon ng opnegaowhipnng oe coBeveic pe ooBopn vegpikn GuoAetoupyio, veppikn vooo teAikod otabiou n og ooBeveic nou unoBaihoviat o ewveppikn kaBapan. H opnepookAignn Ba npenet va
Xopnyeital e npoooxn ot aoBeveis pe coBopn veppikn ducheroupyia, pe atevi nopokoroiBnon yio onpeio okdmrag, Aev eival anopain onotabnote npaoapyioyn mg Baanc oe coBeveig pe finto (otabiou A
Kot Chitd Pugh] n pétpto {orabiou B kotd Child Pugh) nnatkn buokenoupyio. e noBeveis pe coBaph fotabiou C kara Child Pugh) nnotkn Suokeroupyia. ouviatatar pelwon ing Soookoyikic ouxvaniag oe pio
popd v npepo. H oopalew kot n onoteAeopoukaia Ing apnepooikipnn oe noubia ko epnBoug nhikiog kot twv 18 ev bev Exouv okopo expnpuwBe Aev unapxouv BoBeowa bebopéva. Tponog
xopiynang To Verzenios npoopilerat yin xpnan and to otopo. H éoon pnopetva AngBe e fi xwpic tpopn. Aev Bo npénet vo hopBaverat je ykpemppout i jie xupo ykpemngppout OtaoBeveic Bo npénetva AopBavouv
11 Booew nepinou wnv ibio wpo kaBe pépa. To bokio Ba npénetvo katanivetot ohakAnpo. AvievbeiEeis YnepevaoBnoio otn Bpaotkn ousio fi oe KGnot ano to exboxn. Ebikég npoetbonowiaer; kat npopulatels
Kad wn xpion Dubeteponevio AvagepBnke oubeteponevia oe noBeveig nou AapBovay opnepoowAipnn. Tponeneinon g Sdang ouviatatat o¢ ooBevels nou eppavidouv oubeteponevia BoBpou 3 n 4. Bavaingapa
ouyBava eppaviotnkoy oe < 1% wv ooBeveov. Ot ooBeveic Ba npénet va koBobnyolvrat va avarpepouv onotobnnote enewobio nupetod atov enoyyeAyaria uyeiog nou g nopukoAouBel. AowEe/nopoonwoel
NoaEeis ovopepBnkav oe noBeveis nou ApBovav opnepoowhipnn ouv evbokpvikn Bepaneia oe uynhatepo noooatd ono o, ot aoBeveig nou AapBavav Bepanein pe ewovikd pappako ouv evbokpvikn
Bepaneio. Mveupoviki AoipweEn ovoépBke oe aoBeveis nou AdpBovav opnepaohipnn xwpi ouvundpxovoa oubeteponevio, Bovonpdpa oupBavia eppoviomkov oe <1% rwv noBeviv, Ot noBeveis Ba npénet
va nopakohouBotviatyia onpeia koroupntapoto AoipwEne kot va aviperwniCoviauatpikws kateAAnAa. @AeBikn BpoyBoepBoin DAcBixa BpopBoepBodika enewdfio avogepBnkav ote 5.3% wy aofevay nou
AdpBaovav Bepaneio pe opnepooikhipnn ouv poulBeotpdvin n avaotoheis opwpotdant, oe obykpion pe 0.87% wv ooBeviv nou AdpBovav Beponelo pe ewovik poppoko ouv poukBeatpdvin N ovooToAEl
opwyardong 0 ooBeveic Bo npénet vo nopokohouBodyiot yio onpeio koi oupmapota ev 1w Babet pheBknc BpopBuwaong kat nveupovikic epBoAc kol va avipetwnifoviol Tpwwe katahAno, Aufnpéveg
apivotpavagepdoes Aunoet aug ALT wat AST avapépBnkay oe ooBeveis nou AdpBovav apnepoaikhipnn. Me Bdon to eninebo ounong g ALT it tng AST. pnopei va onaueital npoaapoyn g Boang g
opnepoowAipnng. Aippota H Bidppota eivatn nw ouxvi oveniBupntn oviibpaon. Eug kAwieg HENETES, o Biajienag xpovog g v Ejigavian tou npaou bappoikol enctoabiou Atav nepinou 6 Ewg B npEpeg Kot
n éuapeon fidpketn g Budppotog oy 9 éwg 12 npépec (BoByod 2| katb éwe 8 npépes [BaByiot 3). H Siappota pnopeiva auoxenorei pe apubatwon. 0t aoBeveis Ba npenetva §ekwvoly Bepaneio pe aviiblappaikoug
nopéyovieg nwg n Aanepogilbin, e Ty Npwn eppavion kanolou onpeios xohapev Konpaviwv, va oudveuy tv npocAnyn uypv ano 10U TIBHOTOS KOL VO EVNHERLVOUY 1oV EnayyeAOtia uyeing nou ug
nopokohouBed Tpononoinon tng ddang ouviotatal oe ooBeveig nou eppavidouv Biappota BuBod = 2. Mupeon nveupovonaBew (ILD)Mveupovinba Aigpeon nveupovondBein (ILD)mveugoviuba avagepBnke oe
noBeveic nou AapBovav opnepoaikAipnn. NopokoouBnate Toug naBeveis yio nveupovika oupmwpata evberkuka me ILD/nveupovindog ka oviyetniote Toug wTpikws katakknAo, Me Baan tov BaByo g
ILD/nveupovinbag. n opnepoowAipnn evbexetal va anauet npooappoyn g boang. Akoyte povipa v opnepooikhipan oe ooBeveis pe BoBpod 3 n & ILD/veupovinbo, Zuyxophynon enoywyewy CYP3AL H
ouyxopnynan enoywyewv. CYPIAL Ba npenet vo onopedyetal Aoyw Ttou KivbUvoU pEWpEVNG onoteAeopeuxomtog mg opnepaotkAipnng._EnAoyxvikn kpion Aev undpxouv GeSopeva oxeuxka pe mv
ONOTEAEOPOTIKOTTO KOt TV 00paReID TG opnepaoikAipnng o aoBeveis pe ankayxvik kpion. AaktoZn DiaoBeveic pe ondvia khnpovopuka npoBAnpata uoovetiog om yohaktodn. ohikng ovendpreiag Aokiaong
fi buoonoppognang tng yAukadng-yahawiodng bev Ba npénet va AopBavouy ouid 1o pappoxo. Ntpio To pappakeunko outa npoidy nepiéxet Myotepe and 1 mmel vatpiou (23 mg) avé biokio, bnAadn cuoioonka
etvot «ehedBepo varpiou». AMnAembpaoers pe aAka pappokeutikd npoidvia kot GAAeS poppec akAnAenibpoong H opnepoowipnn peraBohiderat kupitag ono wo CYP3AL. H ouyxopnynon mg opnepoowhipnng
pe avaotohel CYPIAL propel vo ouEnoe! e ouykevipwogis T opnepaoikAiynng oto nAaopa. H xpron toxupwy ovagtohéwy CYP3AL oe ouvbuoapo pe tv apnepaowAipnn Bo npenet va onogedyerot Eav
ONOMETOL N ouyxopAynon (oxupwy avaotohewy CYPIAG, Ba npénet va pewwveror n Goan tng apnepaokAipnng kat va akoheuBel npooektkn nopakoAotBnon yio tofikomio. Anogedyete v Katavahwon
YKpEINQPOUL i xupod ykpEngpout. Aev onoueitat npooapyoyn g boong oe oobeveic nou AopBavouv perpiouc n aoBeveic ovaotoheic ou CYP3AL. Npene, watdoo, vo undpxet otevi nopokohouBnon yio onpeio
tofwatmag, H ouyxopiynon ioxuptov enaytwyéwv CYP3AL Ba npenet va onopedyerat Adyw Tou Kivbivou PelpiEvng OMOTEAECHOTIKGINTAG TG opnepaotkAiunng, Aev eival yvwota eni 1o NOPOVIOS Kata noooV n
opnepaoikkipnn Pnopel vo Peioen iy onoTeAEOHOTIKOINT Twv OpHOVIKGWY ovVTIoUMNNTKWY custnpotkig Bpdong. fovipdunta, kGnan kat yahouxio Oi yuvoikes pe buvatdinta tekvonoinong Bo npénet va
xpnaponoioly biaitepa onoteeaponkéc peBaboug aviiouAAnyng (nx. oviotAAnyn binkou ppaypod) kord m iapkein tng Bepaneiog kot yia oukaxotov 3 eB5opabdec petd v ohokAnpwan tng Beponeiog. Aev
bioniBeviol khvika Bebopéva oxerikd pe ™ xpiion TG apnepaowkAipnng o€ eykoug yuvaikec. To Verzenios bev npenet va Xpnoionoteitol Kora m Blapkewn g eykupoouvng, KoBAWS Kol oe Yuvoikes g
vONapoYwWyKAG NAKIDG Xwpic Ty xpnon ovrioUAnyng, Aev eivaryvwatd eav n apnepooikAipan anekkpiveta oto avBpwnivo yoha. 0 kivbuvog oo veoyevvnta/Bpépn bev pnopet vo onokheatel 0 noBeveic
nou AoyBavouy opnepaoikhipnn Bev 8o npenetva BnkaZouv. H enibpaon wng opnepoaiAipnng ot avlpanvn yoviomnia eivat ayvwon. Enipageig oy iovetnta efiynong Kot xewpiopod pnxavapdiwy To
Verzenios Exet pkpn enibpaon oty (Kavatnta oBynang kot xeypiopod pnxovnpatwy. OtooBeveic Bo npenewva koBodnyolviat vo embewviouy BIoitepn npoooxn KOTa v 0BAYNON i TOV XEPIONG {NXOVIHATWY
0E NEimwan nou awoBavoviat konwan i {aAn kota tn bidpketo tng Bepaneiog pe to Verzenios. AveniBupntes evépyeteg Luvown tou npogi aopoAeiog O ouxvatepa eppavi{peves aveniBUNTES Evepyeles elval
n buippota, ot AowiwEew, n oubeteponevia, n ovaiio, n KOAWEIN, N VOUtio, o epeto kot n pelwpevn opetn. Ynepbooohoyin Le nepintwon unepbooohoyiog g opnepoowAipnng, PROpEL va EpPaVIOIOUY Konwan
Kot Gappoto. Ba npenel va napéxetal YeVik unootnpukukn ppoviibo. DoppokeSuvopkes bistntes OoppokoBepaneunkn katnyopia: AviveonAoopatikol NOPOYOVIES, OVOOTOAEIS NPWIEVIKAY KIVOOWY,
Kwbukag ATC: LOTEFO3 Katdhoyoc ekboxwv Mupnvac Siokiou koppeAhodn vatplodxog biaaroupouyevn Aokiodn povoUbpikn. pikpokpuataAAkn Kutopivn, vatpio oreotuhogoupapika: Entkahuyn pe Aemo upevio
Verzenios 50 mg emuaAuyéva pe Aentd uuévia Stoxia, nehuBivuhahkadhn (E1203), waviou Biofeibio (E171), noduaiBurevoyhukohn (E1521), tdhkng [ES53b), oibnpau ofeibio kitpwo (E172] . aibipou ofeifio
kakkwo (E172] Verzenios 100 mg emwaAupyéva pe Asnto upévia Siokia nohuBvuhahkodhn (E1203] waviou Giofeibio [E171) noAunBulevoyAukohn (E1521] wahkng (ES53b) Verzenios 150 my emxaduypeva pe
Aemid uyévio StaianiohuBivuhohkooAn (E1203], wwoviou Bio€eibio (E171]. noAuoiBukevayAukohn [E1521), takkng (E553b), o€eibio aibnpou kitpivo [E172] I6witepeg npopuhagels andppupng KaBe axpnoyionointo
{POPHAKEUTIKO NPOiY N UNGAEWHD NPENELVD ONOPAINIETDL UPGLIVA E G KO 10n0uG oxdounes oxenes fiotafei. KATOXDE THE AAEIAL KYKAO®OPIAL Eli Lilly Nederland B.V., Papendorpseweg 83, 35288
Utrecht. DXAavBio. APIBMOE(DI) AAEIAT KYKAO®OPIAL EU/1/18/1307/010. EU/1/18/1307/012. EUI1/1B/1307/014 HMEPOMHNIA MPATHE ETKPIEHL/ANANENIHE THE AAEIAZ Huepopnvio npaing éykpong: 27
TemepBpiou 2015 HMEPOMHNIA ANABEOPHEHE TOY KEIMENOY 19 loukiou 2021 Aenopepeic nAnpomopies yio 1o napov poppokeunika npoiav evor SioBeayes oov buuako tono tou Eupwnaikod Opyoviapod
Doppakwy: hitp:/lwww.ema.europa.eu kat omv wotooehibo mg OAPMALEPB-AMAAY. wwwlilly.gr. TPONOE AIABEIHE TOY NIPOIONTOE DoppoKeEUTKA NPOIGY Y10 10 ONOID ONOENDL NEPIOPWONEVN (OTPIKN
guviayn. MOPOEL/ TIMEE VERZENIDS F.C.TAB 50. 100 kat 150MGITAB BTx28 biokio oe BLISTERS PCTFE/PE/PVC/Alu: X.T.: 1.204,28 €. A.T. 1.340,36€, N.T.: 1.082.78 € ENIXOPHTHEH ANO TA TAMEIA: Mlonogid
onodppiwong: 100%
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MEPIAHYH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOX

1,ONOMAEIATOY OAPMAKEYTIKOY MIPOIONTOE

Xtandi- 40 mg emkahuppéva pe Nemo upévo iokla

Xtandi- 80 mgemiahupyva e Memd upivio Giokia

2.M0IOTIKH KAIMOZOTIKH EYNGEIH

Xtandi- 40 mg emkaly 1314} Giokia

KéiBe emiahupiygvo pe harrbumomdonapmwmg enzalutamide.
Xtandi - 80 mg emiahupyéva e Aermd upévio Gioda

Kafe emiahuppévo e Aermmd upivio Blokio nepiéyel B0 mg enzalutamide
3. GAPMAKOTEXNIKH MOPOH

Emahupévo e Ao upEvio diokio.

Ktandi-40 mg emkaluyiéva pe hermd upévio Giokia

1) ) EheydEwT) unéprran). AuTo Tpémer va hapfaveral unoyn av To Xtand ou-
viayoypageltol o€ auroik Tous aoBevek, H Bepansiaavbpoyovod anokdeioyo
‘mopei vaapareive to Sidotmyia Q. Ee aoBevei; jie 10Topikd 1 Unapén napayo-
mmﬁwnunupdmuntwﬁm@mocﬂmmm&ewkmuwm
TOUTOYPOVI (PAPHKEUTIKA IPOIGVTa ToU EVBEXETaI va TapaTeivouy To Sidotnjia
QT o1 Bepamovreg mpol npénel va aéiohoyol To woliyio opéhoud kvdivou
I, mBavdtrIac yia pdvion kot Tayukapdiag
ik pimiiou (Torsade de paintes) mpwv trvévapén Tou Xtandi
Xprion ye ynpaodepaneia: Haopakeia Kal 7 anoTENEOpTIKGTITI T TouTdpo-
VI Xpriong rou Ktandi e kuttaparou xneioBeparteia Gev éxet tekynpioBel. H
oupoprynen T enzalitamide bev &y kapla vk onuavaich endpaon am

lﬁmmpwvuhn EMKaAUIEVE i€ emrTd upsévio o

iﬁmmow emkahujpEva e AT upivio Biowia, yapaypéva e To E 80,

4. KAINIKEE NAHPOQOPIEL

4.1 @epaneutikéc evbeifag

ToXtandi edeiivutan yia:

=) Bepaneia Tou. pEaoTaTiod, oppovoeuaioBryTou kapkivou Tou mpoaTa)
(mHSPC) oz ouvbuaopo e Bepancia otépnone avpoybuuy (ADT) ae evijeg

avbipec,

~ ) Bepaneia Tou jin pevaorariou uritod kvdivou avBextikoU oTov EoUXT:
o6 kapkivou tou ipoata) (CRPC) oe evihikeq vipeg,

« ) Bepaneia tou petagTamkol CRPC e svikeq dvbipes oronolot eivataoupmu-
ol 1) fjma cuprrwpaTiKol EnErTa and anotuia G Bepaneiag aTépangav-
Spoyduwy Kl aToug omaloug 1 XjeioBepanela Sev evBelkvutal akdpa KAvKd.

- Bepanedaou petaatamiod CRPC oe evrihikec vbpes v onoliav n vioog &t
€eNyBe wad ) Gidpkein A pevaand Bepansia e viooeTag e,

4.3 Avtevbelteig

YrepevaioBroia om SpacTik ouaia f) ot Kkimoio and Ta ékboya, luvaikeg oy
ﬂvmflwmmwwmw

Eidikéc mpoeibomouiaeic ki mpogpuAgEIC Kard m xpiion
&MMHW I enzalutamide Exe1 QUOYETITTE e
emyméC kploec (3. mapdypago 48). H andeaan yia  ouveyon g Bepa- Tiv
el o¢ aoBevel mou eyipaviCouv emhikég kpioek npémel va AapBavetal avd
Tepimmwan,.

fva i TOE 40,

T

J foll] K erior ble
Encephalopathy Syndrome-PRES): Eyouv avapepBel ondviec avapopéc tou ouv-
Spdyiou amioBiac avaoTpéng eykepahondBaiag (PRES) e aoBevel Tiou Aoy
févouv Xtandi (Bhéne napypacpo 4.8}, To PRES eivan pia ondvia, avaotpéipn,
vzupo)\?ym Siaapayry N unciu‘pnopst vua(_éwed wpuyﬁq[ue&]\mgm
oupmdpata, cupnephalavopéway omacyiy, Kepahalyios, yuang Tughu-
o K dhde o o veupoloky Suapi, e 1 Yopk oEntopen
unépaan), Hidywwon tou PRESurmndan&ﬂaiuoqwmmﬁmxécs{am
ToveyKepihou, katd rpatiynon payviyT Tojioypagia tou eykepdhou (MR). Iu-
iordTon Siaxom Tou Xtandi o€ aofeveicnov avarmiooouv PRES.
Aeunepoyeveic Kipieg Karofeiec Exouv avapepBl nepiotatika Seutepoyeviv
Kipiav kakonBewiv o aoBevelc nou éhafavenzalutamide oe khwikéc peNéTeC. Ze
KAVIKES HENETER (paioms 3 Ta THo ouyva avarpepdyeva oupfdvia oe aoBevelg nou
£haPav enzalutamide kai peyaAdtepa amd To EKOVIK (ApHAKo, FTav kapkivg
oupoboyou kbomy (0,3%), abevokapkivuya mayEog eviépou (0,2%), kapkhwya
am perafankd emBriio (0,2%) kan pEtapanké kapkivipa cupodayou Ko
(0,1%). O aoBevei Ba npéne va oupouledovTan GHETT To YITPO ToU EQV T
pamproouy onpabia yaoTPEVTEPIKTI aoppayiag, JakpocKkomii] aysroupiary
M oupnidpaa dm Suooupia ) envtakui] avdyk odprong katd T idp-
ket G Bepaneiac e enzalutamide,

Tautdypown xprion e Ma pappakeunikd npoidviee H enzalutamide eivan vag,
10YUpOC EMaywyEas eV kal jmopel va obinyrioe! oe amiein TG anoTEle-
apaTkGTIag NoANDY EUpEiag Ypricews (ApHAKEUTIKGN TIpOIOVTLYY, EWVenig
o QVaoKTINET) T CUYXOPIYOUEVIV QapHOKEUTIKUV TIPOIOVTLWY MpEMEl va
Suearyeran kand mv évapér) Ty Bepaneia e enzalutamide, H rautdkpovn yprion
g enzalutamide i GappakeUTKA TipoidvTa Miou &lvar euaiobiTa unooTpdipata
ok petaBoNKkv eV ] HETOQOpEIC IDENEl YEWIKA Vo MOgECYETalEAV )
Bepaneutik] Toug Spaon elvan pey@hng anpiaciag yia Tov b, ki edv o1 fipo-
oapyioyéc g Soon Sev nopodv edkoka va nipayyatonoinBolv Pace g na-
pumlu;ﬂlm(nmnmdmmm&nnuc r]mwmm;mnm m?ﬂdﬂp&H
ouyyopiiyron pe fapoapiv kaavrmykTkd opioidovia e Kouaph ipénel va
anogevyeral Eav o ¥tandi ouyyopnyeial e éva avimrgakg nou peafolilera
and To CYP2C9 (6mu 1y Pappapi | acevokoupapohn), npénet va SickayBel em-
TipdoBem mapaxohodnan me AieBvol Opakonoinpévng yéon (intemational
Normalised Ratio-INR).

Nepoudi Sugherroupyia: Anaefrat npocoy| o¢ aoBeveic e oofiapr) veppia)
duoherroupyia kabiix ) enzalutamide dev éya pekemBel oe autd Tov mhnBucje
aoBevin,

ToBapr rmamkr} Suckerroupyia: Mia adénon Tou ypdvou nuiceag {wig S
enzalutamide éyei nopampnfel oe acBevelc pe cofiapr) namik] Guakeroup-
Via, mBavd cuayEniopaT e TV aunjvn Katavop oToug 1otodc. H k)
anpiaoia autrg TG napatipnang napapiével dpwaT). (oTéoo, avapeveTal éva
TIOOTETOEVE YOV GIG0Tra i Vel IA000Y O1 OUYKEVTDUEIG 0T 0TafEpo-
Tioljsévr KITGOTOOT Kal O YpovOl i va emteuyBel n péviom) pappiakooyi)
Spdon kaBlk ka1 ot Ypbvol o TV évepfy ko eiuan TG vy enayrc ¥
nopei enorc va auérfod.
Tipdogam kapSiayyaiai woog; Erig peNeTe; ghong 3 anokheiamiray aoBevei
ETIDOGTTO £ Py TOU LuokapSion (ad Toug TeNeutaiouc pived) | aota-
Wrrrﬂam (e Toug vehevtalou 3 pveq), kapbiaki) avendpkeia Kanyopiag
MlnNm New York Heart Association (NYHA) exroq av To kMo efabnong
apioTepri, koikiag (Left Ventricular Ejection Fraction-LVEF) > 45%, Bpabukapbia

pappiakoknTk] e svbophéPiag viooetaéghry, Cotdoo, ey pmopei va ano-

Xtandi

w enzalutamide

Pavopévuy Twv akdhouBv Tiponjpevuy Spx Tiou apamprBrkav o Tou-
Myiotov Bl aoBevei; oe TUYmONOIN{IEVEC ENEYXOHEVEG L EIKOVIKO (GApHaKo
EMTEC (pdon 3: omBiayym, otepaviaia Voo, éugpaypa Tou puokapbiou, ofd
Epppaypia Tou okopbioy, o) oTepaviaio aivbpopo, aoTaBric amEiyin,
aympa Tou puokapiou ke aptnpiookkipuvon ategavaiac aprplag.

# Meplayidver Ghou Toug MpoTiyievouC Gpous pe T M aidtarpion ot
00T,

epypg] ey cvemBi o evegyei: Eryrae ko g ke
LEveG KAIKEG pehéreg, 22 (0,5%) and Toug 4168 aoBeveic mou umofhinkav og
Bepancia e nepraia S6or) 160 mg enzalutamide eppivioay emnmi) kpion,
‘£vid Tpeig aoBeveic (0,1%) nouf‘)«:ﬁmﬂmmwuwummevu(uuﬁwmm%]
miou hafe B eppdv k) kplon. H d6on gaivetaivaane-

‘hetorel i acérion eppen oueTsponeviacenayopemcano EEN
Avmbpfoe unepeuachingiog AviSpices unEpeaicnglag exsnvovial e
oyt rou meptapfavou, akha dev nepoplovial oibnpa ipoaditou,
yudooag yelhous ) gdpuyya, ) efdvera éxou napampnBel e enzalutamide
(BMéne napaypago 48).
Exouv avarpepBel coPapéc eppaiic avemBiyinTex avidpoe (SCARS) pe v
enzalutamide. Kara m n} ot aoBeveic Ba npéme: va evnpeptivo-
VIal yia Ta orjeela Kl Y GupITjaTa kot va napakchouBodvial oTevd ya Bep-
pamkéc avribpaoe,
4.8 AvemBo e evépyeieg
Depfhngn 1ou npogih acxpdteiac; On mhéov ouxve avemBupTEG evepyeies eival
ebanBéviarykanwor, s6ayer, unépracn, Katdypara, kai Trwon. ARk onjia-
VIIKEG avemBoprTec. evépyaec nepiapfvouy vorytu) Bieapay kot ouere-
ponevia. Emrmixe kpion TapoucidaTiike oo 0,5% Tuwv aoBewiw mou éhapav
enzalutamide, 100, 1% Twv aoBeviv iou haPav exovikd papjiako kaioto 0,3%
T aofeva nou Ehapav Prakoutaitn. Bxouv avagepbel onivieg nepmuoeig
Tou oniofias avaoTpéyng eykepalondBeiac ot aoBevelc mou Eha-
ﬁuvenzalmamlde (ﬁMns Tapéypago44)

T nhvaka
Olmmﬁupm( mémns(noumpcrmpﬂﬂnkﬂvmmm Siupumc\wuﬁwua\s

<. Otarnyopi-
£ oupvOTITaG menm\m&:muumtz 110}, oupvéc
!2mmmc<l.'10] 1 ouve > 1/1.000 ¢ < 1/100), ondvieg (2 1/10.000 &
< 1/1.000), moN) amémie (< 1/10.000), jn ywwore (ev pmopoumamurﬁvae
fan o Suabéaa Sebopéva). Fvig KiBe katryopiac auxveTITIag eppamars, of
e BTG vepyeteg Taparifevian kad gBivouoa ceipd oofapdmrac,
Mivaxkag 1: AVemBOUNTES EvEpYEIES Mou avayvuipioTKaV o€ EheyyGpeves
KANVIKEC SOKIpIEC Ko HETA TV KuKkAO@Opia TOU pappdKou

Kemyopla/opyavike
aboTnpa zﬂ].uﬁuvu peto | AvemBupnrec evépyetec Kal ouyvoTnTa
MedDRA
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Ayyeiaéc Siatapayég Tohd cuyveg efdyeic unépaon
Awmapayég Tou X
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ERLEADA® NMepitnyn twv XapaktnpioTikwy Tou lpoidvog

Topappako autd ekl und qupmAnpuyaTIkd) RapakokodBnon. Aut Ba enpépe o vp."..,,u l
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Zyreltal ant Toug enayyepaTieg byela vo avagépou anoieadiiore vépyetec, By

ONOMAEIA TOY ®APMAKEYTIKOY NPOTONTOX: Erleata 60 mg enkuhupiéva s hemtd upévio Gioxia. NOIOTIKH KA1
MOZOTIKH IYNOEZH: Kafe emaduppévo e Aemtd upévia Siaxla mepiéger 60 mg apalutamide. QAPMAKOTEXNIKH

MOP@H: Enahupévo e hentd upivio Sioxlo (Sioklo). ERoppd xitpmnd npoc YK
JE hemd upévia Biakla (16,7 mm pifkog x 8,7 mm mATq), e gupayuévn Tov £vbeiEq «AR 60» ot ila heupd. KAINIKEZ
NAHPOOOPIEL: Bepanevnikis evbelfeic: To Erleada evdebovutar » yio ) Bepancia T yn peraotankod, avBextixod
oTov Ewvouyiopd Kapkivo tou npootaty (nm-CRPC) os evijhukaug GvBped, ot onofor Siampéyouy unhd kivbuvo v avamigom
ETagTanKr voao. » umnmoucavﬁp&(wu ) Bepanclo 1ou petaoToniko, oppovocvaioBnrou kapkivou Tou npoatdm (mHSPC)
0E owbuanjid pe Bepanela aTépnong owdpoydvi (ADT). | 5p
1o £kBoya. Fuvalkeg nou efval 1 evBExeral va pefvouy eykuec. Eldikég lrpnmnmﬂnm Kal nmmulﬂﬁncmﬂm xefan:
Emanmiéc kploi: To Erleada Sev evdelvvunal osnnﬂsvucwmmmmmnmm kpiocwy fj AAav npod

YODYEVE paypap EVEDYEIEC YK TOV TPONIO QVagopa avemBUTa evepyeidy.
Tevikéc Siatapayéc kal katacTdael ¢ bl nokD URVEG: kamtwar
e, " xopaynon
Napakhivikég sEeTaoelg T QURVEC [ieropiéva owpanikd Bépog
Kakao1g, Snhnmpidosic kai emmhoke A Quyvec: mon
Bepanevtikev yapiopav
* 01 QUVOTITEC T £VEpYEIN TIOU T oot EIKOVIKD PApYOKD Teplod
1 ouola f o€ kanow and TaV KAVEKIY JENETGN
Nepthapf 04, ouénpiéve OpuovIC oo alya, ipogivn, autadvoon

v peragh dhuwv j YKep Tpalpatog, ayyeakol eykegahikold mnnuﬁlnu
lmb( &vle £1oug), npwronau Oyrav eykegpdhou 1) eykepakixev petootdoeay. Eav eninmTik) kplon katd m
Biipxein ¢ Bepanelag e Erleada, n Bepanela Ba npémel vo Slavonel opiomikd. O kivSuvoc yia EnTTKEC Kploer; evbéyeTalva
Elvar ouEryiévac o€ noBevelc o AapBavouy TaUTaRpOVD PapUaXEUTIK MPUIVTR T omola EGNVOUY TOV 0US0 Tuw Enin

Jegpsévry eheuiepn Bupogivn, peiaévn TpuaSoBupaviv
*NepihapPaverar napodixd inyaipixd ensiodsio, ayyeaxd eykepahikd eneindbio, Siatapayr) v oyyelwy tou sykepdiou,
1oyaiped ayyeard 0 eneiodbio, i6ac, atifag, nindpeon, fofprtd

£pppoKTo, Bobpuatd oyyekd sykepahikd enenddio,

A &
-HPPOKID, OYy

puhik ioyarpio

Kplogwy, ¢ S0 Tuymonoipévec pehérec (SPARTAN kai TITAN), enidnmmikég kplogi; eppavioniav ato 0,6% Twy aoBeviv
nov éhafav apalutamide ki oo 0,2% ttov aoBeviv nou Eopav Bepancla pe ewovikd @OpHaKD, Ze QUTEC TIC KhvikEC PENETEC

IKE 1 Oujts€ toy R aoBevioy (g 10Topikd Kpiogwy fi npobioBeotole napayovie, yia sMAITIKEC kploels, Aev
undpxel khvik eneipla otV ek véow yopriynan Erleada oe aoBevelc iou epgpdvioav emnmmd kpion. TToei kol kardvare:
Tioeig kot Kardypata onpeBrvav o ooBeveic nou Shofav ap (Bagne vipyeisc).
01 aoBevelc Ba mpemel va agIAOYOUVTI DYETIKA € TOV KIVSUNO Yia TITIHOEIC ka1 KaTaypiaTa rpw TNV évopér) Tou Erleada ka1 n
napakoolBnan kai 1 Siayelpior Toug Ba pénerva ouveyiCeTal adjipLve i T kaBiEpwpévec ouaTaoe Bepaniac ki Ba npénel
v 610 CeTat 10 evBeyOyEvo Yo NpaYGVTGY aTEYeuON v DOy, Joxeuid KapBionden vol i GratapoytC 1y
ayyelv Tov eyxegahou; loxayna kapSonddeia ko ioxanikés BITOpayEC Twy ayyekov Tou eykeqpdhou, oupnephapPavopévuy
oupBdviwy Moy obfynoav o¢ Bdvato, epgaviomrav oe aoBevelc nou E\aBav Bepanela pe ap (B

Hop PEYKER YKEQAAIKD £ Y

* Nepihoypaver Saykuyia ¢ yhdooag

* NepihapBaver oy, aotadi otmAdyy, Hopay)a 10U jiuokapsion, nf,u £4ippayjia Too puokapblou, omdgpan
arEgaviaias aprmplac, atévioon otép apmpiac, o£0 otegavialo oivdpoyio, af puvan
doxipoola onwasw i guoiokoyik, auénuévn lponoqu, wm\u!u Tou jiuokapéiov

* Bhéns «Mepyuamikd e€avBras oy evaTnio «llepipagl SEPYENND

* AvemBonTn evépyeia mnwxumwm

* Nepihapdvera kdrayia Theupdy, kiToyja ooquikod anovdihoy, CupmETIKS kdayyia oovSukIKfC oTAG, kdtaya
anowdukirlc, aTAANG, kATaypa dkpou nod6e, kitayue iayioy, katayua Bpayioviou ootod, kataypa Bupakikod onovsihoy,
KiiTayja Gvw AXpou, KATayja 1Epod oatad, kitayja dxpag yelpac, kdtaypa nBikod 6aTol, kitayya kotoAn, kdtayje

opmpla,

i Ll

AvemBlpneg evépyeiec). H mietognela twv aoBeviw efgov napdyoviec Kvaivou kapBiokic / ayaiikic ayyeuarnc eykepahikic
viaov. O ooBevelc Ba npéngl va Bodvial yio onpela Kai ¢ ) 10yaikAC g KAt WoyauKY
Sumapayww Twv ayyeluov 10u eykepdhov. H Biayelpian mopayévry xnvSivou, Gnw n unépraon, o SiaBhme f n Suakmbailn
Ba nipéel va BeAnIoTonoiEfral, objpwva e TV kaBiepipévn ppovtia, Tautdypovn ¥pdon jue 63 papyaksutikd mpotdiTa:
To apalutamide £lva vac ioyupdc enayuyéad ev(Opiav kal mopel va odmyrog! e andikesa T aROTEAEDHATIROTITTAE RORAGY

pay KTaYo, KaTayya nAEUpIKOL: mﬁpou, xmu'(uu 0TIV T0U AP0CLINOY, KATaYE KATW dkpo,
QTTEONOPLITIED KATayji0, KATaypa kapnod, Y, [ VNG, ATy KOKKUYA, KATOY)a TUEkoD,
witoyia kepridac, umwuu rpvou, kitoypa and unepBohif enBdpuvon, petatpoupiatikd kdtaypa, kiTayyo augeviol
anovBiAoy, KITayya Tou auyva ToU pmpiaiou 0aTod, kiTaypa kNG BAETE napakiTa.
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Qeprypogr e ypéuty avemBOTTY EVEQYENDy; Aeppiarkd e5dvbiyia: To & ha mob ayETICEran i
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(apjareuTIKGN npoltvTy upelag Xproewd. Zuvenax, Ba npénerva yivera enavetETaan Twv ouykopryol
npatbvray katd T évapén e Bepanela e apalutamide, H rautdypovn xpron Tou apalutamide pe pappaxeutikd npoidvia oy
elvar voiofita unooTp@paTa Nokhaw eraBehinay el f jeTagapéay Ba npéne yevixd vo anopedyerar v iy

PpagNKE oG we kABUGEC ibibec. 10 6 Dopfé
etavinpa, yevikeupdvo €6avonpo, wibwon, Knopudbec Aidvﬁrwu Knhibedes itﬂvsquu Emnﬂpuxmﬁu nalupoplpn eplinya,

ToU Bpdon et puahn( anpiaalac yia Tov ooBevi) ki Sev imopady va npayuatanainBoby edxoha npacappioyéc Trc Gaanc
fooer g nap TG ANOTENEQ]) 1) TV OUYKEVTPG om0 nhdgpa. H ovyyophynan Tou apalutamide
Ve Bapgaplvr) kar koupapikd ovtimnkTkg Ba npénei vo Eav 1o Erleada JIE £u1 QVTTIRETIKG MO
perafahiZerar and o CYP2C9 (énex; 1 Papeapivn f n ooevoraupapdhn), Ba npénar eninpooBét va napaxohouBelal o
DeBiic Kavovanompévog Adyoc (INR). [lptapam kapbiovyeigke vaog AaBeveis e khvikd anpoviiki kapdiayyeiak v(!uu
Katd Toug 6 Ve, ¥, Ty cofapc/aatafiod; ommBaYIc Tov EpppdyaTos Tou

handisbec eéivinuo, anopohiSwon Béppatac. eEavbnua yewnmiiv opydvaw, epubnuatedec e&ivnua, oropatinga,
opyareutikd e5dvEnita, mopatikd e, phuktavases evnia, phokramed, PhatiBec nepgosiiéc, SidBpwon Tou Sépuatod,
bepparinn kar kuoTivd edvBpa svepyetec Beppamixol e€avBnjioTos avagépBrkav ata 26% Twv aoBevav moy
£xapav apalutamide. BoByod 3 Geppanikd efavBripoa (oploTkay we £KEVD RO KAADTTTOUY > 30% TG EmMpAvEs oDpaTos
[BSA]) avapepBkav e ) Bepancla pe apalutamide oo 6% 1w ooBievin. O Sideoog ypoves dwg T gipdvion Seppanikol
tavOparog frov 83 npépec. Eto 78% Twv aobendv 1o efavBnua anebpayic, pe iopeao ypdvo éwq i anabpoyn 78 nuépec

TG CUpMTWATIKC COBPOPTTIKAC mp&suumwmg;mc T apTRPMIKEY f @AePiKov BpoyBosyBakixay mmoélm (my,
mvepjiovit epfod, ayyeakd eykepadid enewddio, oupnepihapBavopévy TV napobikiy ooV ENEOSIN) f Tuy
KAk OnjiavTaDy koNaKiv appuBpiy anokheioTnkav omd T Khwvikég pekéTeg, Q¢ ex Tolou, Sev ExertekunpiwBel n oogdhsin
Tou apalutamide o& nutol Toug anbevei, Eav 1o Erleada ouviayoypopndel, o1 aoBevelc pe kwikg onuavn kopiayyelax)
vooo Ba npéner vo napaxohoubodviat yio opdyovies kvBivow Gnwg unepyohnoTeR epTpiyhukepiGaipia 1 ahkeg
rapbioyerafokikéc Siatapayéc (BA. napaypapo AvemBiunec evépyeiec). Or aoBevels Ba npcm va Aoyipavouy Bepanela yio
QUTEC TIG KATAOTAOEIC, EPOADV amareial, €Ta v évapén Tou Erleada, adipuvo e TiC KaBiEpwiEves auoToaer; Bepanziac.
H Bepaneia atépnong avEpoyowwy ymapel va nopatelvel o Siotnua QT Tr aoBevels e 1atopid ) mapdyovreg kvbvou yin
napéroon Tou Siaatpiaroc G, kol kar o coBevel; nau hapavouy Tautdypova pappaxeuTikd npoivia Ta onola evbkyeral
va napatebvouv to Sidatnya QT, ol atpol Ba npénei va afiodoyody Ty avakoyl ogéhoug-kivaivou, oupnepihapfavopévng g
mibavarmrog euplviong kolak ToyurapSios Slkny pimidioo (Torsade de polntes) npw Ty fvapél 1o Erleada, AvemBdpntec
evépyete: lephnibn tou nipoglh copdheia: O mo ouxveC avemBOITEC evépyelee eival kinuwan (26%), Sepyarid savenjio
(26% onoloudijnors Pabyiod ka1 6% BaByiod 31 4), unépTaon (22%), éEagn (18%), apBpakylo (17%), Siappoia (16%), muon
(13%) ket pelwon owpotikod Bopoug (13%), Mkec onpaviikée oveniBipntec evépyelec nepihoypavouy katdypata (11%) kai
unoupeoaidiod (8%). Kardhoyod avenlunmun evepvenn ok Lopgf ivaka: O1 Urytec vépyéte Mow apaTnpBn

1o popy 4 npoidvia nou Tomkd anb aojiatec i
X0l T 19% T aoBeviy EMopav ouoTATIK KopTIKOITEPOEISH. ZTouc aoBevel (1 Seppatid sEavBnpa, n Bbon. Siekdnn oTo
28% Twv aofeviv ka1 ehaTTionke oto 14% uw aoBevay, To Seppamikd eEovBnpa enaveppaviotnke ato 59% Twv 0oBEVY
T0UC 0olou npayjiaTonawinKe npocwpi diakont Te oong. Ta Seppativd eSaveinya odyrnoe ot diokom e Bepanelag
i€ apalutamide a1 79 Twv ooBevav mou eupdviooy Seppatikd e&vbnyo. Mrdaer kal krdyiara; T wern ARN-509-003,
xitoypa avopépinke ow 11,7% Twv aoBevav nov Ehaflav apalutamide ko 0w 6,5% Twv coBeviv Moy Eafiav aovikd
@appiaxo. Or ool aofievel elyav midan péoa o SidaTnue 7 niepiv i and To kiTayua ko oic 800 opddes Bepanziac. Mrageic
avapépBrkav oto 15,6% Tuw aoBeviv mou Ehapov apalutamide, évavm 9,0% Ty aoBeviy miow Ekafiav Enovikd appoKD.
(P Eibikic Banaifioeic kat Kard 1) xpAan). foyaysa Kapdanadein xka ioyannéc Siatapayés rav
ayvela oy éykepdiou: ¢ pia Tugaionoinpévn pekém (SPARTAN) oe aoBevelc pe nmCRPC, wogaipi kapdiondBeia enpaviotnke
010 4% Twv ooBevaw niob EAafav Bepancia pe apalutamide kol a1 3% Twy noBevov nou EAapav ewovikd pdpuao. I pin
Tuyaromomévn wekém (TITAN) o€ aofevelc ue mHSPC, oyaipui kapbiardBeia epgaviamnKe oro 4% Tuv aoBawi nou Ehafav
Bepaneia 4 apalutamide ka1 010 2% Twv aoBeviy nov Ehafav eovikd. qapparo. Tovakid, oTic pehérec SPARTAN wa TITAN,
6 aaBevelc (0,5%) mou EhaPav apalutamide kai 2 aofevel (0,29) nou EhoPov wovixd pdppaxo ameBluooy My ioxaipig
(. napdypago Eiéixés npoaibononroels kal NipopuAdEeic kad 1 xprian). Z1m pehém SPARTAN, pe piia Suiyieon
Enﬁwq 32.9pnvivyio mapalulamide ¥al 11,5 pnviay yato EXOVIKD Ppraxo, (oyanukic Siarapayte v ayyekv 1ou eykegdhon

Katd ) Sibpreia kAwikiov peheTiw nopatiBevial napakdt avd katnyopla ouyvamIyTac ppdvianc. Or katnyopie auyvoT
igdvione opiCovial we akohoUBe: nokd ougvéc (= 1/10), auyvég (= 17100 &g < 1/10), by oupvée (2 1/1 000 fux <
10100), ondvieg (= 1/10 000 &g < 1/1.000), mokd amdvieg (< 1/10 000) ka1 pn ywwaté () ougvimra pavians Sev pmopel
va extignBel pe paan 1 Siabéonn Sedopéva). Eviog kaBe katnyoplac oUVGTITAC ENEAVIONG 01 OVEMIBOPMTEC EvEpYRIEC
naparifievial xar gbivouoa veipd oofapdmac.

4% Twv aoBeviy Tiow K01 070 1% Tav aoBeviv now EhaPav £xovid papparo

EJ}A nupunam) Im peNen TITAN, m;ummké\ampﬁxé(m ayekw Tou eykepdhou pgavioTnay o nopdyoio avahoyla oToug
aaBevelc omic opadec Tou apahutamide (1,5%) kai Tou exaviol papydrou (1,5%). Tuvoki, anic pehirec SPARTAN ki TITAN,
2 aoBevlc (0,2%) nou £Aapav apalutamide Kt kavévag and Tou; aoBevelc nou EXafav Elovid pappakn angPluoav Aoyw
ki 5mwpm(m1mv uwﬂmv Tou eykepdron (BA. napdypago Ebikéc nposibononioe; kar npoguiateic kotd w xpran).
gepBnke om0 B% Twv aofevav nou £hafav apalutamide xai 610 29 Ty ooBeviv

o Ehafav zlwm q;éppnm. 3 ﬁdun i ofiohoyfoei i Bupeoaborpanon oppdvi (TSH) av 4 pivee, Aev mopomprBnkay

ivakac 1: pYELEC TTou lamoTwlnKay ot PEMETEC
il M v o Biam L = Gyinytec evépyesec Babyod 3 1 4. YnoBupeoaidiopdc engavioTnre oto 30% Twv coBevav nou AduBavav f6n Bepaneln
Kamnyopla/Opyaviké Edotnpa T Evepy { ol Lt bl UMOKGTAOTION, Tob BpE0EIBO0G OTO @kENOC Tou apalutamice ka1 010 396 T Q0BEVAIN TO ORENOCTOU ENOMIKOD (UpUAKDY, ET0LC
ipayéc Tou Kp! iy UG unadiupeoidiayiod aofevel moy Sev AdyiPavav Bepanela unoxatdoTaong Tou Bupeoeioik, unoBupeoeidiaudc eupavioTke ota 7% Twv cobeviv
Matapayé Tou perafoNopon kat T Bpépng TiohD QuyveC: pepv dpeén fiov ehapav apalutamide kal oTo 2% 1wy aoBeviv nou Ehafiay eovikd papjiako, tav evielivutal khwikd, Mpénel va Eexvd
oupic . Epi | \uu&:p&uﬂ&ugwu npouapudEtai  S6on . Avagopd nibavohayoliewav aven BTV EVEDYEIEN:
_ e e Havagopd mBovahoyoly I EQYEIGV LET aRG T Yopriynon dBeia kukhomepiag Tou pepUaKTIKG NpoivInG
Burvapayi Tou e pINDD GUOTRITO ougvéc Buayeoln, YOIk BOpoyEC T aYYELN T £l onyavTIKY, EMTRénE T Guveyr apakoha0Bon TG axons opéAoac-KIVAINOD TOU QpHOKEUTIKDD MpOoVToG, ZTeftal ond
epeadiov TOUC ENGYYENIOTIEC UYEIQE VO QYOGEpOLY I JWITEG EVEPYETEG 140k ToU EBVIKO0 Opyavioyiod
Gt ouyvéc; emnmike) kpior’ (BA. niapdypago Eifiké eappnm Meaoyeluw 284, GR-15562 Xohapyoe, Adiva. Tnk: + 02 32040380/337, Bag; + 30 2106549585, lotoranac:
I KoL npoguAdEeIc katd T phor) . KATOXOE THE ABEIAE KYKAOOPIAE: Janssen-Cilag International NV, Turmhoutseweq 30, B-2340 Beerse,
Kapblaéc Siatapayéc DUYVEC: YOI Ko Behyio. APIOMOEZ(01) MEI;\E_ KYKAO®OPIAE: EU/1/18/1342/001. HMEPOMHNIA MPOTHE ErKPIZHE/ANANEQEHE
1 ooTE: Mapanao Tou dioarfjatog 0T (B Mapdypaga "I'Hil Aﬁgﬁﬁﬁmﬁm npdmg £ykpiong 14 lﬂvﬂuﬂpm 2019, HMEPC’;M:NE ﬂllllﬂ}'.(}l]’"6 “::5 ‘I'r:Y KEIIEKERDYEEK;D)
EifC TpoBaToNoEic Ko ApogUAGEER Katd 1 yohor) lowlou 2021. 11070 Tapdy papy poidy efvor SioBéy e aTov BikTuaKA TOMO Ta Eupeanal
- Opyavioyioo Dopydkwv hitp://www.ema ewrapaeu. TPONOL AIAGEIHE: MNepiopiopévr) taTpin) ovTay and edig iatpd kai
Ayyelakéc Satapayéc ToND auyvEc 46aipn, unépraon Nabfnon kard m Sidpke TG .
Biatapayé( Tou yaoTpevIEpKoD TIoD Quyvéc: Biappoia
Biatapayéq tou Séppatog kai Tou f 1ok QuyvEC: Sepuatikd e€dvlnuo’ IVEKEYALIEE/ TIMEE
OUpVEC KVopoc, ahunexia MepiekiétnTa Luoxevaoia Noooxopera Tigny Aavir Tip
Jin yvotéc ok embeppi vekpdhuar FCTAB 60MG/TAB BTx112 Gioklo oe blisters PYC/PCTFEfalu 2597,08€ 3.13069€
o0 AETIKOD o0 | 1ok - kiTaypa, appadyia
RN umB L ) — . Spoool fia mep 1pogoplE; nopaKah e v Evaipeta Janssen-Cilag @appaksumid AEBLE, A, Eipivng 56,
e i i Sl 15121 Neli, T 2108090000,



a'z I E\ TE NZD“’ FYNONTIKH NEPIAHWH TON XAPAKTHPIZTIKQN TOY NPOIONTOX
a ¥ To pdppako autd Tekei und oupnAnpwyankr napakoholBnon. Autd Ba emtpEPet To ypriyopo
npoodioplopd véwv Tnpogoplav agpaleiag. Znteital and Toug enayyehpatieg uyeiag va

pegfilngﬁm avagépouy omoleodnnote mBavoloyoUpeves averuBUunTee evépyeles. BA. Tapaypago 4.8
yla Tov Tporo avagopds avermBuunTwy EVEPYELWY.

1. ONOMAZIA TOY GAPMAKEYTIKOY NMPOIONTOZ: Ziextenzo 6 mg evéoo didAupa oe mpoyepiopévn olptyya. Pegfilgrastim (pegfilgrastim). 2. MOIOTIKH KAl
NOZOTIKH ZYNOEIH: KdBe mpoyeopévn alpiyya nepiéxel 6 mg pegfilgrastim® (pegfilgrastim) og 0,6 ml evéowou SiakOpatog. H ouykévipwaon, Bdoel pdvo
me mpwteivng, eivat 10 mg/ml**. * Mapayetar oe kuttapa Escherichia coli, e epappoyn Texvohoyiag avacuvBuaopevou DNA, akohouBolpevn ané ouleugn
ue ToAuaiBuhevoyAukodn (PEG). ** H ouykévipwaon eivat 20 mg/ml edv oupmnepihngBel to tprpa PEG. H dpaotikdmra Tou npoidviog autol dev Ba nipénet va
OUYKpiveTal je T BpacTIKOTTA GAAWY TIEYKUAWUEVWY 1] |1 MEYKUMWHEVWY pWTEVOVY G (Blag BepaneuTikig kamyoplag. Ma MeploodTepes mAnpogopieg, PA.
napaypago 5.1. ‘Exdoya pe yvwot Spdaon:

KaBe mpoyepiopgvn auptyya nepiexel 30 mg ooppiteAng (E 420). MNa tov nAnpn katdhoye twv ekdoxwv, BA. napdypago 6.1. 4. KANINIKEE NAHPO®OPIEL: 4.1
BepomeuTikeg evdeigelg: Melwon ™G didpkelag ¢ oudeTEpOMEVIaE Kal TG OUXVOTTAS EPQAVIONS ™S eumUpeTou oudeteponeviag oe eviiAikes aoBevels
Tiou akoAouBoUv KUTTapoToEkn) XnueloBepaneia yia v aviipeTomnion kakoriBoug vooou (ke eEalpean T ypovia uehoyev) Aeuxailia Kal Ta JUeAoBUOTAQOTIKG
olvdpopa). 4.3 AvrevaeiZeig: YnepsuatoBnola otm Gpaotikn ouoia 1} og kdrolo ano Ta £kdoya mou avapepoviat oty napaypagpo 6.1. 4.4 Eidikég mposidonoijoelg
kol mpoguAaEeic kata T XpRon: xvnhaawdtna: MNpokewevou va BehniwBei n yyvnhaoyda Twv napaydviwy SIEYEPOTC anolkiwy KokklokuTiapwy (G-CSFs), 1o
6vopa Kat 0 aplOp6g napTidas Tou XopnYoULEVOU GapUAKou MIPETIEL Va KaTaypageTal te oagnvela. FEVIKES POEIBOTOOELS Kat POQUAGEEIS: Meploplopéva KAVIKA
dedopéva umodelkvuouv iapopola enidpaaor e peofilgrastim gvavr mg filgrastim otov ypovo avavnyng and cofapn oudeteponevia oe aoBeveic Le de novo ofela
pughoyevr) Aeuyaipia (AML) (BA. mapaypago 5.1). Qotdoo, Ta pakponipoBeopa anotehéopata mg pegfilgrastim omy AML dev £xouv TekunpwBei kal ouverng Ba
TIPETEL VA XPNOIHOTIOIELTAL JE TIPOOO)T] OE QUTOV Tov MAnBuopd acBevav. 0 napdyoviag DIEYEPONG QMOIKIOY KOKKIOKUTIAPWY HMOpE( va evioyUugel v avartun
HUEAOYEV@V KUTTAPWY /N Vitro kai mapopola emidpaar) propel va mapampenBel o€ oplopéva un Huehoyevi) KUTTapa /n vitro. H aogpaheia kal ) aneTeAEolatikeTTa
me pegfilgrastim Bev £youv BiepeuvnBel oe aoBeveig pe puehoduomhaotiké alvBpopo, ¥povia puehoyevr Aeuxawia kat oe acBeveic pe Geuteporabry AML,
ouvenwg Oev Ba Mpemel va yprowlonoie(tal oe autolg Toug agBeveiq. Idiaitepn npoooyr Ba npénet va divetal poxeevou va yivel Budkpion g didyvwong Tou
HETAOXTUATIONOU Twv BAQOTGV TG Xp6vIas puehoyevoug Aeuxawuiag and mv AML. H aopdAeia kal n anoteAeopatikémTa e xopnynong pegfilgrastim oe aoBevelq
ue de novo AML nhikiag < 55 etwv pe kuttapoyevetikn t(15,17) Gev éxouv tekunpuwBei. H aopahein kal n anoteAeopankdmra me pegfilgrastim oe aoBeveiq
Tou unoPaihoviat oe ugmAES Gooelg ynuetoBepaneiag Gev xouv BiepeuvnBel. AuTta To QappuakeuTikd rpoidv Gev MPEMel va yprowonoleital yia avgnan mg domg
kuttapoto€ikng ynueloBepareiag nepa and 1a kaBoplopéva dogohoyikad oxnipata. Mveupovikd averuBupnta oupBavia: NMveupovikeg averuBUUNTES EVEPYELES, Kal
OUYKEkpLUEVa dlapean Tveupovia, £xouv avagepBel petd m xopriynon G-GSF. AoBeveig pe poopato 0TOPIKO TIVEUHOVIKGY dnBrigewv 1) Tiveupoviag evogxeTal
va BlatpExouv LYnAoTepO Kiviuvo (BA. mapdypago 4.8). H epavion nveupovikdy onpeiwy, omwe Brixasg, MUPETOS Kat SUaTvola, 0& OUVDUAGKO HE OKTIVONOYIKA
onpeia mveupovikov dmengewv kat 1 emdeiviwan ™S TVEUHOVIKNC Aermoupyiag oe ouvbuaapc pe auénuévo apiBpo oudetepogwy evBEXETAL va anoteholv
nipwipes evdeitelg okgog ouvdpdpou avanveuomikne duoyepeiag (ARDS). Ze 1€Toleq ouverikes, Ba mpénel va Sakdnretal n xopriynon me pegfilgrastim katd mv
kpion Tou 1atpol kat va didetal katdahnin aywyn) (BA. napdypago 4.8). Inewpapatovegpinda: Exel avapepbei onelpaparoveppinida oe aoBeveic nou AdpBavav
filgrastim kat pegfilgrastim. 'evikd, Ta oupBdvta omelpapatoveppindag emAuBnkay peta m pelwon me doong fj ™ dakor xoprynong filgrastim kai pegfilgrastim.
Zuviotdtal n mapakoAouBnan pe avaiuan aupwy. Zivapopo Slaguync Tpixoedwy: Exel avagepBel olvapopo Haguyc TpiXoeIbwY EMELTA amo Xopiynan napdyovia
OIEYEPONC AMOIKIWV KOKKIOKUTTIAPWY Kal To omoio apakmpietal and undtaor, unoheukwpativaiia, oidnua kat aipocuykévipwar). 01 aoBeveic nou epgavifouy
ouPnTOUATa oUVBPGHOU BLaguyng TpiXoetdwy Ba Mpénet va napakohouBolvial 0TevA Kat va hapBavouv Ty KaBlepwiévn oupmwpatiki Bepaneia, 1 onoia propel
va mepihayBavel Ty avaykn yia evianiki gpoviida (BA. mapdypago 4.8). ZrAnvopeyahin kat prgn omAnves:

eVIKQ OUUMTWHATIKG MEPLOTATIKA OTIANVOEYAAIOS Kal IEPUTTOEIS PIENS OTANVOG, GUMMEPIALBAVOUEVWY OPIOPEVIV TIEPOTATIKWY |1 Bavampopo KataAngn,
gyouv avapepBel petd and yoprynon pegfilgrastim (BA. nopdypapo 4.8). Emopévwe, to peyeBog Tou omhnvag Ba mpenel va napakohouBeltal MPOOEKTIKA
(Y. KAk eEétaom, umépnyog). Ba mipénel va eEetdletal To evdexopevo pRENG OTANVGE 0E Q0BEVEIS TOU avapepouv MOvo O0To MAvw aploTePd pPEPOS
G KONAKTG XWPAag n oTo akpo Tou @hou. BpopBorevia kar avaiio: H Beparela povo pe pegfilgrastim dev amoxkAeiet ™ BpopBorevia kat v avaia dioT
TAnpng d6on puelokataotaATikie xnueloBepaneiag dlamnpeltal 010 KABOPIOPEVO MpOypappa. Xuviotdral TakTik napakoAoUBnon tou apBpol aonetahivy
Kal Tou awlatokpim. IGwitepn npoooyr] npénel va divetal katd my xoprynon egdnaf n ouviuaopol ynueloBepaneuTikdy mapaydviwy ol omofol gival yvwoTtd
6T nipokakolv ooBapy BpopBortevia. MuehoduoThaoTikG oUvGpoLo Kat ofeia puehoyevis heuxaiia oe aoBevelg Pe Kapkivo ToU Pa0TOU KAl KAPKIVO ToU
nivedpova: 21o Aaiolo PeAENG Mapampnane Hetd v kukhogopia, n pegfilgrastim oe ouvbuaapo e ynpeloBepaneia ry/kal axTivoBepaneia EXeL CUOKETIATEL e
avantuén puehoduomhaotikol ouvdpdpou (MDS) kau okgiag puekoyevoug Aeuyapia (AML) oe aoBevei pe kapkivo Tou paotol kal Kapkivo Tou mveUpova (BA.
napaypago 4.8). Na napakohouBelte Toug aoBevels e Kapkivo ToU HaoTou Kat Kapkivo Tou Tivelpova yia onueia kat oupnt@pata MDS/AML. ApenavokuTTapikn
avala: ApemavokuTIapikeS kpiaelc xouv axeTlaTel e m xprion pegfilgrastim oe aoBeveic pe otiypua Spemavokutrapikic avaliag 1 SpenavoKuTIapikt vooo
(BA. mapdypago 4.8). Ma tov Adye autd, ol 1atpol Ba mpénel va eival Wiaftepa mpooekTkol Katd ™ ouvtayoypdpnon e pegdfilgrastim oe aobevelq pe otiyua
DpenavoKUTIapIknG avaidiag r SpenavokuTIapikn vooo, Ba npénet va napakohouBolv Tig KatdhAnAeq KMVIKES NApaUETPOUS KAl TIC EPYAOTNPIAKES avaAUoels Kat
Ba npémel va mpoogxouv my Tueavi oUOYETION ToU papuakou autol pe DIGYKWwar omAIVa Kal ayyELoanoppakTIKES Kpoels. AeukokuTTapwon: Exouv mapatnpnfel
aptBpoi Aeukokuttdapwy (WBC) 100 x 10%1 i peyakitepot, o8 Aiy6tepous and To 1% twv acBevov mou éAapav pegfilgrastim. Aev éxouv avagepBel avemBuunTeg
avridpaoelg nou va anodidovial dueoa oe autov Tov BaBud AeukokuTtdpwong. Autr) i augnon Twv AeukokuTTdpwy eival napodikn, epgaviietal ouvnbwg 24 pe
48 wpeg Petd and m xopriynan kat ouppadiZel pe TIg papuakodUVapIKES ETOPAOELS aUTOU TOU Gapyakou. ZULPWVa HE TIC KAWIKES emDpAoelg kal Ty mbavetma
AEUKOKUTTApWONG, Ba Mpémet va Tpaypatoroleital €AeyYog Tou aplBpol Twv AEUKOKUTTAPWY O£ TAKTA Xpovika dlaoTnuata katd m didpketa e Bepaneiag. Av
0 apiBpog Twv Aeukokuttdpwy Eenepaael Ta 50 x 10%1 petd and 1o avapevopevo vadip, To pdpuako auté Ba mpénet va dlakomTeTal Gueoa. YnepeuaoBnoia:
Ze noBeveic und Bepaneia pe pegfilgrastim exel avapepBei unepevaoBnoia, oupnephapBavopevay avaguhaktikay aviidpaoewy, Nou napouolaletal katd my
apyIkn 1 v enakoAoudn Bepaneia. H pegfilgrastim mpémet va Slakonel povila oe aoBeveiq pe KAVIKG onpavikg unepevateBnaia. Mn yopnyeite pelfigrastim o
aoBevelg pe 0TopIKG unepeuaodnoiag omy pegfilgrastim fi o filgrastim. Tmv nepintwon eppaviang copapric akkepyiknc aviiGpaonc, Ba npenet va yopnyeital
xatdhnAn Bepaneia kat o aoBeviq va napaxohouBeital oTEVA Yia apKETES NUEPES. ZUvpopo Stevens-Johnson: Zuvdpopo Stevens-Johnson (SJS), To omoio pnopei
va elval anethniko ya m {wn f Bavamecpo, £xel onaviwg avapepBei oe ayean pe m Bepaneia pe pegfilgrastim. Av o aoBevrig xel avamtigel SIS pe m xpron
¢ pegfilgrastim, 1) Bepaneia pe pegfilgrastim dev mpénel oe kapia MepimTon va EEKIVa eK VEOU 0TOV OUYKEKPIEVO aoBevi). Avoooyovikdmra: ‘Omws ouppaivet
Jle GAeg TIG BEPAMEUTIKES TIPWTEIVES, UNdpYel TBavotnTa avoooyovikdtnTag. Ot puBpol mapaywyng aviiowpdtwy evavit mg pegfilgrastim eivat yevikd xapnhol.
EpgpaviCovral SEgpEUTIKA avTIonpATa Onwe avapeveTal je oha Ta flopappakeutikd npoidvia. Qotdao, dev £XouUv OUOYETIOTEL EMi TOU TIAPOVTOS [e EEOUDETEPWTIKT
Bpaompiémra. Aoptinda: Exet avagepBel aoptinda petd m yopnynon tou napayovia G-CSF oe uyn) dtopa kal o& kapkivonadeiq aoBevelq. Ta oupmwpata
TiepapBavouv UPETO, KOAaKo Aryog, kakouyla, oopuakyia kat augnuevoug deikteg pAeypovng (. C-aviibpaon MpWTEiv Kal ENIMeda AeUKWY apoopaipioy oto
aiji). £TIG NEPIOOGTEPES MENITTWOELS 1) 00PTITIGA BIaYVROTIIKE |1E AEOVIKT TOHOYPAPIa Kal AVIETWITIOTNKE i aTopdKpuVaT ToU apayova G-CSF. BAéne emiong
napaypapo 4.8. Alkeg nipoeidonoimoelg; H aopdheta kain anoteheopanikémra me pegfilgrastim omy kwvntonoeinon twv npédpopwy aocpalpiwy oe aoBeveic n oe
UYIEIG BOTES BeV EXOUV aloAoYNBEl eMaPKWMG. AUENUEVT QILOTIOMTIKY GpaoTnPIOTNTA TOU HUEAOU TWV 00TV WG AVIATAKPLoN oTn Bepaneia He auénTikd napdyovia
EXEl OYETIOTE( e TIAPODIKES BETIKEC AARAYEC TNC AMEIKOVIANC Twy ooTwy. To Yeyovag auté Ba npenel va Aappdvetal unoyn dtav aflokoyolvial Ta anoteAéopata
S aneikoviong Twv 0oTwy. AUTO TO PaPUOKEUTIKG npoidv nepiéxel 30 mg oopBoAng oe kaBe npoyeplopévn olptyya To onoio wwoduvayei pe 50 mg/ml. H
QBpoLOTIKY) EMIGPaOT) ™E TAUTOXPOVNS XOPNYNONG TPOIOVIWY TIOU TIEPLEXOUV 0OPBLTOAN (1) GPOUKTALN) Kat 1) pe v dlatpogr Afyn oopBroAng (1 poukTolng)
Tipénel va AapBavovtat unoyn. To gapuako auto neptéxet Ayotepo ané 1 mmol vatplou (23 mg) avd doon 6 mg, eival auté mou ovopdloupe «eAeUBEQ0 vatpiour.
4.8 AvemBupnTeg evépyeieg: Zuvoyr tou ipogiA acgaAeiag; 0L Mo ouxva avagepoieves avernBUUNTES EVEPYEIES TIOU avagepBnkav nrav néveg ata oot %mm
gUXVES [= 1/10]) kat pUoGKeAETIKOS TOvoS (ouxveg [= 1/100 €wg < 1/10]). O névog ota ootd iye kata kavova fima Ewg PETPIA EviaoT, fTav naposikeg
Kal PUrMopouce Vel QVTIHETWITIOTEL JE KOG avaAynTIka 0Toug MeplaooTepous aoBeveis. Avnidpaoelg TUMou unepeuaabnoiag, auunephayBavouéviy deppatikol
eEavbrpatog, kvidwong, ayyewoodnyatog, dUomvalag, epubnuatog, eEayng kal UMGTAOTIC TIPOEKUYAV KATA TV apyikr 1 TG eMakohouBeg Xopmynoelc e
pegfilgrastim (6t ouxveg [= 1/1.000 éwg < 1/100]). ZoPapeg akhepyikeg avudpdoeig, oupnepthappavopevng me avaguiagiag pnopei va eppavioBolv e
aoBeveig mou happavouv pegfilgrastim (o1 ouxveg) (BA. mapdypago 4.4). To oUvBpoyio Slapuyng TpLoeldwWY, To onoio evBEXETAL va £ival anethnTko yia m {wr) edv
kaBuatepnjoel n Bepareia Tou, £xet avagepBel oyt ouxva (= 1/1.000 £wg < 1/100) oe aoBevels He kKapkivo Tou AapBavouv ynuetoBepaneia €netta aneé Xopriynon
napaydviwv GIEYEPOTIC amolKIKV KoKKLoKUTTGpwY. BA. mapdypago 4.4 kat v napaypago «(lepiypagn emheypevay avemBUpnTwy EVepyeldv» mapakdtw. H
arhnvopeyahia, YEVIKG aoupmTwpanikn, eivat axt ouyvr). H prifn emnveg, oupnepihapBavopévuv pepikay Bavampopwy MEPUTIWOEWY avapepBnKe Ayl ouxva etd
anoé T opiynan pegfilgrastim (BA. mapaypago 4.4). ‘Exouv avagepBei 61 OUXVES TIVEULOVIKES aveTuBUpNTeS aviidpdoelg, oupnepthapBavopéwmg me dldpeong
TIVEUOVIG, TOU TIVEUPOVIKOU O1BNuatog, Twy TVEUHOVIKGY SinBrioewy kat g mveupovikig vwong. Oyl ouxva, KATolES TIEPIMTWOELS eiXav WC anoTéleoua
avanveuaTikn avendpkela i ARDS, Ta onoia pnopei va xouv Bavamgdpa katdhngn (BA. napdypago 4.4). MegovapEves MEPITIWOELS BPENAVOKUTIAPIKWLY Kpioewv
£xouv avapepBei oe aoBeveiq pe otiypa GpenavokUTIapikhG avayiac 1 pENavokUTIapik vooo (dx1 oUxveg oe aoBeveig pe Gpenavokuttapikn avaipia) (BA.
napaypapo 4.4). Katdhoyog avemBUUNTWY EVEPYELWY O£ LOp@N Mivaka:
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Ta Gebopéva oTov napakdtw mivaka Neptypapouv avemBUPNTeS EVEPYEIES TIou avagépBnkav oe Khvikég Bokipég kal auBopunteg avapope. Ze kGBe kamyopia
EpQaviong auxvamrac, ol averuBopunteg evépyeleg napartiBevial katd gBivouoa osipd oofapdmrag.

Ketnyopio/ ) AvemBipnTeg evépyeies
0pyaviko oUoTNa OUHQuVa MoAu ouxvég ZUXVES ‘0x1 OUXVES Inavieg
Ke To MedDRA (= 1/10) (= 1/100 £wg < 1/10) (= 1/1.000 éwg < 1/100) (= 1/1?1.033['»;@(;
< 4
NeomAdopote keAori@n, kakori@n kol MuehoBuoTIAQOTIKG OUVOPOYD
Hn koBopioyeva (nepihapfavovTal OEgia puehoyevic Aeuyawia
KUOTEG Kal moAunodeg)
Aintopoy€ég Tou aiponoinTiKol Kol BpopBonevia’' ApernavoxuTtapiki avaliag?
TOU Aep@IKoU oUOTPaTOg Neukokuttapwon' IrAnvopeyahia®
Prign omAnvec?
AlTapaxEg TOU avoooToINTIKOU Avtidpaoelg unepsuniobnoiag
guoTAPaTog Avaguhatia
Aiaopayég Tou petafohiopou Kol AuEnoelg Twy emmedY ToU oupikol o&gog
g BpEyng
ATapuyEs Tou veupiKou Kegahahyia'
guoTAPaTog
Ayyelokég dlaTapoayEg ZUvBpopo Blaguyng TpIXoeBey' Aoptinida
AioTopoyég Tou avonveuoTikol ZUvBpopo okelag avanveuotikig duoyépelag® | TIveupovikr awoppayia
OuOTHHATOC, TOU BuWpoKa Kol Tou lMveupovikeS avemBUNNTES VEPYELES (Blapean
JeooBwpakiou NVEUOVia, TIVEULOVIKG of@nua, MVEUHOVIKES
BmBNoeLg Kal MVEULOVIKT (vwor)
Awdrriuon
AinTopoygg TOU yaoTpPEVTEPIKOU Nautia'
Awatopaygg Tou dEppaTog Kai Tou Z0vdpopo Sweet (ogeia epnipem ZUvdpopo
unodopiou 10ToU oudeTepoiAKn Seppdtwon)'? Stevens-Johnson
Aeppartiki ayyeinda'?
Aintopoygg Tou puookeeTIKOU Ootkog MuogkeheTiKag dvog
OUOTAaTog Kol ToU QUVAETIKOU TIovog (1wakyia, apBpakyia, Tovog
1070l ota akpa, ooguadyia,
LUOOKEAETIKOG TIOVOG,
auyevahyia)
AloTopoxEG TWV VEQPGV Kal TWV Inepapatovegpiuda?
oupoRopwY 08wV
FevikéG dloTapayEg Kal KAaToOTAOEI Névog o B€on mg éveong' | Aviidpdoelg om BEom ™G Eveang?
NG 0dou XopAynong Mn kapdiakeg Buwpakikog
nevog
Nopakhivikég eEeTaoelg AuEnoelg Mg yahakTikig apudpoyovaang kat
¢ aAKaAKNG puogataong'
Napodikée auEnoeig me ALT R ms AST oTig
doKiaoieg nnankng Aettoupyiag

' BA. mapdypago «eptypagn eMAEYHEVOV QVEMIBUMNTWV EVEPYERDV>» TIAPAKATW.

2 AU 1) avemBuun ) vEpYELa npoodlopioTmKe and T rapakoholenan Peta v Kukhogopia akha dev napampiBnke og TUXQLOMOUEVES, EAEYXOHEVES KAVIKEG
BoKIHES o€ eviAkeg. H kamyopia ouxvomTag mpoodlopiomke and évav oTaTIOTIKG urioAoylopd e Bdon 1.576 aoBevelq mou €hapav pegfilgrastim oe evvéa
TUXALOTIOMHEVES KAWVIKES BOKIPES.

Meptypagn emheyuévwy averuBipntwy evepyeiwv: Oyt ouxva neplotatika ouvdpopou Sweet £xouv avagepBel, av Kal 0€ OPLOPEVES TIEPUTIWOELS, UTIOKE(IEVES
alatohoyIKES kakonBeleg propel va dadpapatifouv karoto poho. Oxt ouyva oupBavia depuatiknc ayyeutdag £xouv avapepBel oe aoBeve( mou £hapav Bepaneia
pie pegfilgrastim. O pnyaviopog mg ayyeindag otoug aoBeveig nou AapPavouy pegfilgrastim eival dyvwotog. Aviidpdoeig mg BEong £veong, oupnephappavopévou
Tou epuBrpatog G Beang £veong (01 auxves) Kabwg kai dAyoug ot BEang TS Eveonq (OUXVEQ) EXOUV MAPOUCIAOTEL oV apyikT| 1} 08 enakohoubeg Bepameieg
\te pegfilgrastim. ‘Exouv avagepBei ouxva nepiotatikd Aeukokuttdpwang (apiBudg Aeukokuttapwy > 100 x 10%1) (BA. napaypago 4.4). AvaoTpeipes, rieg Ewg
PETPIEC AUENOEIG TOU ETINMEGOU TOU OUPIKOU 0EE0G Kal TG AAKAAIKTG puaQaTaons, Xwpi§ OXeTOPEVES KAVIKEG ETUOPAOEIS 1iTaV OX1 OUXVES. AVaOTPEIHES,
NMEeg Ewe HETPIES QUENTEIG TOU ETMEGOU TG YAAGKTIKNG agudpoyovaong, Xwplq oXeTI(OPEVES KMVIKES eTuBpAoElg fiTav 01 oUXVES ge aoBeveig mou EAapav
pegfilgrastim petd ano Kuttapotokikn ynuetoBepaneia. Ze aoBeveig nou haupavav ynuewBepaneia, napampriBnke moAl ouyva vautia kat kepahahyia. ‘Oxt ouyveg
auEroelg e apvotpavogepdong me akavivig (ALT) 1| Mg aonapTikig apvotpavagepaang (AST) oe Soxipaoleg nratikig Aertoupylag €xouv mapampnBel
oe aoBevelq petda m Anygm pegfilgrastim Ootepa and kuttapoto€ikn ynuewBepaneia. Ot auENOEl] aUTES NTav MAapodIKES KAl ENEOTPEYAV OTIC APYIKES TIHEC.
‘Exouv avagepBel ouyva neplotanikd Bpopponeviag. AuEnpévog kivduvog MDS/AML £netta amo Bepaneia pe To Ziextenzo oe ouvduaolo e npetoBepanela ry/kat
akTivoBepaneia £xel napampnBel oe pa erdnuoAoykr HeAET o€ aoBeveiq pe kapkivo Tou paotol kat kapkive Tou nvedpova (BA. napdypago 4.4). Nepotatika
ouvdpopou Blaguyng TPIXOEIBWY £X0UV avapepBel ETA TV £YKPLOT) TOU papudKoy He T XpHon mapayoviwy SIEYEPaNG arnolkiGVY KOKKIOKUTTApwY. Ta Neplotatika
auTa £xouv Yevika ouypel oe naBeveiq e mpoxwpnuéva kakorBn vooruara, orjgrn, oe agBevelg mou Aappdvouv makAamAd pappakeuTika poidva ynueloBepaneiag
1 unoBaihovtal o€ agaipeon (BA. napaypago 4.4). Nadlatpwog MAnBuopds: H eyrelpia ota nadid eivat neplopopéwn. Exet napampnBel ugniotepn ouxvétta
coPap@v avemBupNTwV EVEPYEIMY OE pIkpdTepa mawbid nAkiag 0-5 etwv (92%) ouykptuka pe peyahutepa nawbid nhkiag 6-11 ka 12-21 etav (80% kat 67%
avtiotona) kat evijhikeg. H mo ouyva avapepouevt averBupuntn evépyela frav ootk novog (BA. mapaypdgoug 5.1 kat 5.2). Avagopd mBavohoyoUpevwy
avemBuunTwy evepyeusv: H avapopd mbavoroyolpeviov avemBUpnToV evepyewmy PeTd amo m yopriynon abelag kukhopopiag Tou HappaKEUTIKOU TIPOIOVTOG
eival onpavtikn. Enpénel m ouveyr) napakoholBnon mg ox€ong opéAoug-Kvolivou Tou gpappakeuTikol ipoidvtog, ZnTeltal ano Toug enayyeApatieg uyeiag va
avagepouv onoleadnote meavohoyoUEveS avemiBUUNTES EVEPYELES LEOW TOU £BVIKOU OUOTIIATOC avagopag mou avaypagetal napakdtw. EBvikée Opyaviopdg
Oappdkwyv: Meooyeiwv 284, GR-15562 Xohapydg, ABrva, Tnk: + 30 21 32040380/337, ®ak: + 30 21 06549585, lotdtonog;: hitp://www eof gr

7. KATOXOZ THZ AAEIAZ KYKAO®OPIAZ: Sandoz GmbH, Biochemiestr. 10, 6250 Kundl, Auotpia

8. APIOMOZ(0I) AAEIAZ KYKAO®OPIAZ: EU/1/18/1327/001
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1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOE KEYTRUDA 25 mg/ml mukvé SiaAupa yia rapaoeur SiaAiparog mpog éyyuan. 2. MOIOTIKH KAI NOZOTIKH EYNOEEH Eva giakibio wy 4 ml mukvod
BiaAupareg mepiéxer 100 mg pembrolizumab. KaBe ml ukvol SiaAUparog mepiéxer 25 mg pembrolizumab. To pembrolizumab eivan éva efavBpwmomoinpévo HovokAWVIKG QuTiowa KaTa TOU TIpOYPapHaTICHEVOU
xuttapikod Bavarou-1(PD-1) (lgG4/ioérumiog kamma pe oTaBepomoinmiki akhayn Mg aknhouyiag omv Tepioyr Fc) To amroio mapdyeral o kimrapa wobnkng Kivedikou kpiknrol (Chinese hamster) pe rexvohayia
avaguviuaopévou DNA. MNa Tov mARpn karakoyo Twy exdoywy, BA. mapaypago 6.1. 3. PAPMAKOTEXNIKH MOP®H MMuxvo Gidhupa yia Trapaokeun SiaAuparog mpog eyxuor). Alauyeg Ewg eAagpug Ip1Gifov,
Gypwpo Ewg eAagpug xitpivo Biahupa, pe pH 5,2 - 5,8. 4. KAINIKEE NAHPO®OPIEE 4.3 Avrevbeiteig YmepevaioBnoia o SpacTiki ougia f o xdmolo amd Ta éxSoya Tiou avagépovial aTny Trapaypapo
61.44 Eﬁucsg 1'rpos1ﬁowolr|os|g L] ﬂpowu.nutclg Kata m ¥phon lyvnhaoipomia Hmnmvou va PeATiwBei i xvnAagipommia Twy BioAoyIKav Wpuuuunwv npomwwv T0 ovouu Kal o apiBpog rrupnbuq
ToU Xopnyoupevou wuppumu TIPETEI VO KaTaypagetal pe oagrveia. AfioAdynon g sxgmg 1ou PD-L1 Kara mv a§lodynon g ékgpaong Tou PD-L1 Tou ovmu Eival crqpmmm va emAEYETal pia kaAcig
£mkupwyivn kan 1oyuph peBodohoyia wore va ehayiatoniomfedy of weubwg apunTikol f) ol yewdlug Berikol TpooBiopiopol. ZYETIZOUEVES L 10 QVODOTIOINTIKO QVEMBUINTEC EVEDVEIES TYETICOPEVES e TO
avooomoinTikd avemBipnTeg evépyeicg, oupmepiAapfavopévwy oofiaptov kal Bavampopwy TEpIGTATIKUV, EXOUV EppavioTel ot aoBeveig ou Aapfavouy To pembrolizumab. O1 meplogdrepeg, ayem{opevES pE To
avoooTIoINTIKG QVEMIBUNNTEG EVEPYEIES TIoU eppaviomkav kara m Siapkeia g Bepameiac pe pembrolizumab Arav avaoTpéyipes kai avmiperwmiomkay pe Siaxomég Tou pembrolizumab, yoprynan
KOPTIKOOTEPOEIBWY KQIT) UTIOOTNPIKTIKI PPOVTIda. IXETI{OHEVEG UE TO OVOTOTOINTIKG avemBUpNTES EVEQYEIES EXOUV ETTIOTIG EPQAVIOTEI HeTd TV Teheutaia Boom Tou pembrolizumab. Iyemiopeves pe 1o
avoaoToInTIKG avemBUpTEG EVEPYEIEG TTou enmpealouv TIEpIOTGTEpT amid £va opyavika cuCTHpaTa, HTTopolv va eppavioTolv Tautaypova. [a mBavohoyoUpeveg OYETI(OHEVES [IE TO QVOTOTTOINTIKG QVEMBUHNTES
evipyeieg, Ba ipémel va SlacgakioTe n emapkig agloAdynon wate va empBefaiwdei n amoloyia i va amokAeioTolv ahkes arrieg. Me Baan m coBapdmra T avemBuunmg evipyeiac, Ba mpéme va yivel radon
Tou pembrolizumab kai Xopfiynon koprikooTepoeidiov. Me ™ BeAtiwon ot BaBpo < 1, Ba mpémer va yivel n évapn me BaBuiaiag peiwong Tou KoprikeaTepoeiBolg kai va ouvexioTei yia SidoTnua Touhdyiotov 1
piva. Me Baon ta meplopiopéva Sedopiva amd kAivikéG peMiTe o aoBevelg, aToug omoioug of oyENOpEVES HE TO avoooToINTIKG avemBUpNTES evépyeie, Bev mmopolgay va eheyxBody pe T xpfion
KopTikooTepoeidole, prropel va eeTaoTel 1o evdeydpevo xophynong Ghwy cuaTnuarikwy avoookaraaTtakTikuy. Etravévapl Tou pembrolizumab prmopei va yiver eviog 12 eBdopaduwv perd my reAeuraia 36on tou
KEYTRUDA, eqooov n avemBUpnTn evépyeia ummoywpnoe! ot BaBpo < 1 xai n 660 Tou KoprikooTEpoeiBoUg Exer penwbel ot < 10 mg pedvifovng fj icoBlvayiou ava npépa. To pembrolizumab Ba mpéTel va
BiakorreTan opml«': o€ omeladnToTe BaBpol 3 oyenfopevn pe 10 uvounrmlnrmo avemeupmm cvapvsqu TTou srruvtuww(ﬂm Kaawg Qi OE oToIadATIoTE Badpol 4 oyeTICOPEVT JE TO uvuuonclnmw TofikomTa
amd avemBounm evépyela, Efaipoupiviy Twy evBOKPIVOTTGBEILY, Of OTTDIEG zhfxcmal JiE oppioveg uTrokaraaTaang (BA mpm,'pu:poug 4.2 xa1 4.8). Zyen{ouevn e 10 avogomomnikd mveupovinida Exel
avageplel Tveuovitida gt aoBeveig ou Aapavouv pembrolizumab (BA. apaypago 4.8). Or acBevei Ba Tl va ehéyyovTal yia onjueia kal oupTIGpaTa Trveupoviidag. MiBavohoyolyewn Tveupovinda Ba
TIpEMEl va emBeBaiuveral pe akTivohoyik m'rzmowcvn Kai va amokheiovral a)u\z; airieg. Xoprynon KOPTIKOOTEPOE| 1Buwv Ba Tpimel va VIVEKII ot cruyBuuam BaBpol = 2, (apyixn doan Twy 1-2 mg/kg/npepnaiwg
npedvifovng fj iooBlivayou uxohoueuup:vq amo Buﬂpsusupnmcrq} Bampémel vu\lw:muucrn Tou pemb b o Babpou 2 rveupovinda ket opiaTik Biakorm Tou o BaBjow 3, BaBlol 4 1 ot umotpomiafouca
Babyod 2 Tiveuyovinida (BA. Trapdypapo 4. 2). Zxen{ouevn ue to OIToIT! inda Exel uvucpcpatl KkohinGa oe aoBeveic Tou AﬂpBuvuuv pembrolizumab (BA. mapaypago 4.8). O1 aoBeveic Ba mpéme va
ehéyyovial yia onpeia kal oupTwpata koAimidag kal va amokheiovial GAkeg um'eg Xoprynon koprikooTepoeidiv Ba TpEmer va yiverar ot oupfapara BaBpol 2 2 (apyik doon twy 1-2 mg/kginpepnaiug
Tipedvifovng f icodivapou akohouBouyevn amo BaByiaia peiwan), Ba mpémel va yiver madon rou pembrolizumab oe BaBol 2 f BaBuod 3 xeAinida kai opioTikn diakom 1ou ot BaBuol 4 fj ot utrerporriajouaa
BaBpoi 3 xoAinda (BA. mapaypago 4.2). O mBavag kivBuvog SiaTpnang Tou yaaTpeviepikol awhiva Ba wpéme! va AapPaveral umoyn. Zyendouevn ue 1o avooenolnnko nirarinda Eyer avapepBei nmarinda ot
aoeveic Tou AapBavouv pembrolizumab (BA. Tapdypago 4.8). O aoBeveic Ba mpémel va eAéyxovtal yia petaBoréc oty natiki Aermoupyia (kard Ty évapén g Bepamieiag, mepioBika kard T BiGpkeia TG
Bepameiag kal omwg evdeikvuTal pe Baan my khiviki a§iooynon) kabli kal yia cupTTwpaTa nraritidag kal va amokkeiovial aAkeg aimieg. Ga TPEME! va Yivel YopRynoT KopTikooTEpoeidiw (apyixr doon Twv
0,5-1 mg/kg/npepnoiwg [or BaBpol 2 ouppapare] kai 1-2 mg/kg/nuepnoiwg (oe Badpol 2 3 ouppapara) mpedwidovng f icodlivapiou akohouBolpevn amo PaBiaia peiwen) ke pe Baon m cofapsmra mg
AUENONG TWV TIPWY TWV NTTCTIKWY tv(uuwv Ba Tipémel va yivel mavon A & axorm Tou pembrolizumab (BA. Tapaypago 4.2). WMEW (Nl]QEDHEi veppiida ot aoBeveic oy
AapBavouv pembrolizumab (BA. rapaypage 4.8). O aoBeveic Ba mpémer va eAfyyovral yia petafokés om vegpiki Aemoupyia kai va amokAsiovial Ghheg armieg vegpikig Suahermoupyiag. Xopfiynan
KxopTikooTepaEiSiwv Ba TpéTEl va yiveral ot oupBapara BaBpou = 2 (apyikn doon Twv 1-2 mg/ka/nuepnaiwg mpedwidovng f 1oodivapou axohouBolpevr amo Babyiaia yeitwar) kan pe Baar T aofapdmra mg
abfnong Twv Tipwy Mg Kpeamvivng, Ba Tipémel va yiver Tadon Tou pembrolizumab oe BaBpol 2 kai opioTiki Siakomm Tou ot BaBpol 3 fj ot BaBpod 4 veppinda (BA. mapaypago 4.2). Zyendduevec LE 10
gvocomolnTixé evdokpvorraBerec Exouv mapatnpnBei copaptg evbokpivomaBeieg e Tv aywyi pe pembrolizumab, oupmepihapBavopévng mg ETIVEQPIBICIKAC QVETIAPKEICE, me Lrnoqpucmﬁug, TOU GaKYapwdOUg
SiapAm Tomou 1, g BiapnTikrg keTofEwang, Tou umoBupeoibiopol kai Tou uTepBupsosiBiopol. Maxpoxpovia BepaTieia oppOVIKG UTIOKATAOTAONS HTOPEI va Elval aTapaiTIn g€ TEPITTUTEIC TXEN{OPEVWY
E TO avoooToiNTIXG evBokpivoTaBeiwy. Exel avapepBel emiveppidiakn avemapkeia (TpwiomaBig ke SeutepomaBng) o aoBeveic rou AapBavouv pembrolizumab. ‘Exel avagepBei emiong umoguainda ot
agBeveic Tou AapBavouv pembrolizumab. (BA. mapaypago 4.8). O1 agBeveig Ba mpémer va eEyyovTal yia oTEia kol CupTTTWPaT EMVERPIBIAKTS QVETIApKEIaG Kal uToguainiBag (cupmepihapavopévou Tou
uTiolimoguaiopoy) kal va anokAeiovial aAeg arrieg. Ba WPEME va yiveran Xopfiynon kopTikooTepoeibwy yia T Separteia g emvegpibiakic avemrdpkeias kaBwe kal GAANG opuoVIKAG UTIOKATACTAOTIC OTTWG
evBeikvutal kAvika, Mavon Tou pembrolizumab Ba peme! va yivel ae BaBpol 2 emvegpibiaki avemapkeia fy ot umopuoinida péxpl va emmeuyBei éAsyyog Tou oupBaparog pe oppovikr utiokaraaTacn. Madon f
Biaxorm) Tou pembrolizumab Ba Tpémel va yivel oe BaBpol 3 f 4 emveppidiaxn avemdpkeaia f gupTmwpaniki utroguainida. Zuviyion Tou pembrolizumab mopei va eferaaei, pera tn Babpiaia peiwan Tou
xoprikooTepoeidou, eav yperageran (BA. mapaypago 4.2). H Asmoupyia g umdguong kai Ta emimeda Twv oppoviv Ba Tpémer va eAgyyovial WoTe va e§ao@aAiaTzi 1 karahAnAn OpLOVIKY UTTOKATAOTAOT.
Zaxyapuwdng Siaprmng Timou 1, oupmepihapfavopévng g SianTikng keroféwang, £xel avagepBei os aaBeveig ou Aapfavouv pembrolizumab (BA. mapaypago 4.8). O acBeveic 8a mpémer va eAéyxovial yia
umepyhukaipia i} ahha onpeia kar cuptrwpara SiaBim. Oa mpéTel va yivel opriynon voouhivng ot Siafim Timou 1 kai va yivel aton Tou pembrolizumab o mepiTTioErg Blaim TUmou 1 ou axetifovral
e BaBuou = 3 umepyAukaipia fj kevoggwon péxpi va emmeuyBei perafolikag Eheyxog (BA. mapaypago 4.2). Exouv avapepBei diatapayég Tou Bupeoeidols, oupmepihapBavopévwy Tou uTroBupeoeiBiopol, Tou
uTiepBupeoe1diopol kai g BupeoeiBimidag, oe agBeveig mou hapBavouv pembrolizumab kai priopoy va epgavioTely omoiadATIoTe Xpoviki aTiyun katd 1 Sidpkeia Tng aywync. O umoBupeoeiBiopos avagépBnke
Mo guyval ot aaBevei pe kapkivuapa kepaAig kal TpayriAcu ex TAakwdiv kutidpwy (HNSCC), Trou éxouv AaBer ponyoUpevn Bepameia akmvoPediac. O aoBeveic Ba mpéme va eAéyyovial yia petafohéc omn
Aemoupyla Tou Bupeoeibolg (kata my évapln mg Bepameiag, mepiodika kara m Siapkeia Mg Bepameiag ko o evBeikvutar pe faon my kAwiki agiohdynon) kabuig kan yia khvika opela kal gupTTdpaTa
Siarapayv Tou BupeoeidoUc. O umoBUPECEIBITNOC PTTOPE Va CVTINETWITIOTE! e BEPATIEIQ UTTOKATAGTAOTS XWpig TN BIAXOTIT TE aywyric Kal Xwpic T XopAynon KopTikooTepoeiduv. O uTrepBUPECEIBIONOC JTIopE|
va mmpmumo'n:l oupTTwyaTIkG. Ga TpEmer va yiver Talon Tou pembrolizumab o uepBupeoeidiopo Badpou = 3 pexpr ) BeAtiwan Tou oe BaBpol < 1. H Aermoupyia Tou Bupeoeidolc kat Ta emiTESa TwY
opplovay Ba TIpETE! va eAEyyovial wate va e{aoqaNioTel 1) katahAnAn oppovik utiokataaTaon. Ze aobevels pe Bablol 3 1) Babyou 4 evBokpiveriaBeleg Tou BeAmiwlinkav oe BaByod 2 /) xaunAdtepo kal
eAEyyovTal JE oppovikn UTrokaTaaTaan edv evbeikvural, u'rrupn va efgraorei n a'uv:xwoq Tou pemhmhzumab p:'ru m BaBiaia peiwan Tou xapﬂxocm:pozlboug ey xpeiaderal. AAg Ba rrme va diakorei
Bepareia (BA. mapaypagoug 4.2 xai 4.8). Zyenlouev: GOMOINTIKG QVE! Ggelc Zyen{Opeveg pe 10 avogomonTikd oofapé depparikég u\mépumg Eyouv avapepBei ot
aateveic Tou AapPavav To pembrolizumab (BA. Tapaypago 4.8)‘ O1 aoBeveic Ba mpéme va nupuxo.\ouﬂoiswm yia miBavohoyoupeves ooBapéc Seppatikéc avniGpaceis kai Ba péTel va amokAeiovTal hAeg aTieg.
Me Baon m oofaparma mg avemBuunmg evépyeiag, Ba wpémel va yiver maton Tou pembrolizumab oe BaBuol 3 Sepparikég avmiBpaceig péxp My umowpnon Toug ot BaBuou < 1 opioTikA Siakorn ot BaByou
4 depparikég avribpaceig kar Ba mpemel va XopnynBolv kopTixoatepoeidn (BA. mapdypago 4.2). Mepioarika ouvdpapou Stevens Johnson (SJS) xai Tofikng emideppikig vexpohuarng (TEN) éxouv avagepBei ot
aoBeveic ou AdpPavav To pembrolizumab (BA. mapaypago 4.8). Ze mepimwon mBavohoyopevou SJS 1 TEN, Ba mpémer va yiver radion Tou pembrolizumab kai o aoBeviic Ba mpénel va Tapameyplei ot
£fideeupévn povada yia aflohoynan xai Bepameia. Eav emBeBaiwdei To SIS fn TEN, 161 Ba mpémei va yiver opiaTiki Siakotm) Tou pembrolizumab (BA. Tapaypago 4.2). Ba Tipémer va emBeKVIETal TTPOTOXN
orav eeralerai n ¥pfon Tou pembrolizumab ot évav agBevi, o anmoc EXEl Eppavios! aTo TapeABOV pia aofapn f amehnTikn yia Tn {wi avemBounm Sepparikd avidpaon katd m Aqwn mpenyoiyevng Bepameiag
e Ghhoug avogodieyepTikoUs avTikapkivikolg Trapayovteg, AMec ayeni{opevee pe To avogomonTike avemeuunTes evépyerec O akdhouBeg EMMPOOBETEC KAVIKG OTIHAVTIKEG, OXETI{OLEVES JE TO GVOTOTIOINTIKG
avemBOPNTES EvEPYEIES Exouv avapepBei ae KAVIKES PENETEG ) KaTa T XpriaT) Tou TPOiovTeS PETa Tnv KukAogopia: payoedimda, apSpinda, pueainda, puokapdinda, maykpearinda, olivdpopo Guillain-Bame,
puaoBevikd ouvbpopo, alpohutik avaipia, capkoeidwan, eykegakinda, puehinda, ayyeiinda, oxhnpuvriki xohayyeimda, yaotpimda kal pn Aoipwdng kuotinda (BA. Tapaypagoug 4.2 kal 4.8). Me Baon m
oofapamra kal Tov TUTo TG avemBupnTng evépyeiag, Ba TpEme! va yivel Taton Tou pembrolizumab ot BaBjou 2 i BaBpol 3 oupfapara kar yopAynon KopTikoaTepoeiBtov. Mopei va yivel emavevapén Tou
pembrolizumab eviog 12 edopadiuv pera myv TeAeutaia Soon Tou KEYTRUDA, eqacov n avemBipnm evépyeia pAoEl o BaBpo < 1 kai n) 560m Tou kopTiKoaTEpoEIdoUS Exer peiwbEi ot < 10 mg Tpebvilovng
1 1godivapou ava npépa. To pembrolizumab mpémel va Siakomei opioTika ot omoladimoTe BuBum’: 3 oyendopevn peTO avoooToINTIKG QveEmBUpNTY evEpyEia Tou Emavepgavileral kaBug kal ot omluﬁf}nm:
BaByou 4 oyen{6uevn JE To avoooToinmke avemBupnTn evepyeia. To pembrolizumab Ba péme: va Siakomei npmmu ot Babpol 317 4 puuxupﬁmba eykepahinba fj oUvBpopo Guillain-Barré (BA. Trupavpaqzoug
4.2 ka1 4.8). ZyenCoyeved Le peraudoxeuon avemBUUMIEC evEQYEIEG AOppI HOOXEGUATOS cupTaYol opydvou Iim gdor) mou Eneral mg xoprynong abeiag kuxhogopiag avagépBrxe amdppiyn pooyedpatog
crup'rrm{uug opyavou ot uoﬂsmg Tou éAafav Etpcm'm pe avacTokeig PD-1. H Bepameia pe pernbmhzumab pmopei va auéfoz: Tov kiviuvo uﬂupplq}n; Tou cruymvuug opyavou aToug aToBEKTEG HOOKEUPATLY,
Ze qurolig Toug aaBeveig WpETel va eferaleral n oxéon ocpel\ouq mg Bsp(m:[ug pie pembrolizumab évavn Tou kivdivou mlavig unvppupng Tou opyavou. Ei ¢ mg aAA ¢ Merapooyeuong Apyéyovwy
Aiporromrikav Kurrapwv (HSCT) AMoyevig HSCT pera amé aywyr pe pembrolizumab Mepirioei vooou avridpaang Tou poaxedparog Evavi Tou §eviom) (GVHD) xa w\zﬁounoqpummg nnaronaBelag
(VOD) éxouv rapamnpnBel ot acBeveic pe khaaiko Mpgwya Hodgkin (cHL) rou uroBakhovial ot ahroyevi) HSCT peva amo mponyoUpevn éxBean oe pembrolizumab. ‘Ewg érou kataoTolv diabéoipa TiepioodTepa
Gedopéva, Ba wpEmer va Bievepyeitar TPOTEKTIKR efETaon Twy evdeyopeviy ogehdv amd my HSCT kai Tou mBavig aufnpévou KIvBUVOU ELPAvIONS OXETICOPEVWY LE T PETAPOOYEUOT ETITAOKMY yia kaBe
TepiTTwon &exwpiaTa (BA. mapaypago 4.8). AMoyeviac HSCT mipiv amd aywyn pe pembrolizumab e aoBeveic pe 10Topiko aMoyevolg HSCT, xer avagepBei ofeia GVHD, qupmepiAapfavopivng Bavameapou
GVHD pera amd aywyn pe pembrolizumab. AuBevzlg mou (wuwcruv GVHD perd amd emépPaon PETapoayEUaT|C PTopEi va Exouy uuinuwo kivbuve epgavions GVHD perd amd avwm 3 pembwllzumab Ba
Tipémel va e€eradeTar 1o 6@eEAOS aTTd TV aywyi pe pembrolizumab évavn Tou mBavol kivbivou epgavions GVHD ae aoBeveic pe 1oTopikd akoyevolg HSCT. Eyendoueve avnidpaoeig Fofapig
TETOEVES P TV Eyyuan cvmibpagelc, upmEpiAapBavoptvng TG UTTeg yinoiag kai mg avaguAatiag, éxouv avagepel ot aoBeveig TTou AapBavouy pembrolizumab (A wupavpt:‘po 4.8). 2 BaBpoi 37 4
avniBpacei; kard mv éyxuor, Ba mpEmEl vau'rapumcm n éyxuom kai va SIakoTiE opIoTIKG TO pembn:llzumab (BA- mapaypago 4.2), AoBeveig He ﬂuﬁpuu 1) 2 avtiBpaon kara v éyxuar pmopolv va guvexigouv
va AapPavouv 1o pembrolizumab pe oTev TapakoAoUénar). To evBeydpevo 'rrpaqmpunxclqug uymyng pE a\rrmupmkb Xal QVTHOTAMIVIKG pmpn va cf,nuom MMW
¥nueioBepaneia To pembrolizumab ot guvBuaopo pe xnpno@tpmm ba npewzw va xpn:npcrrmluml 3 rrpooaxn oE cu:rﬂtvz:; J'|MI(ICI§ z 75 mw pera and npocrzmxn 5&70011 me Ux:cn; mBuvau up:Aou;f
KkivBlvou gt efaropikeupévn Baan (BA. nupuvpuews 1) pe £ gt oA
xnueioepaneia¢ rou mepieiye nAariva O arpoi Ba mpériel va AapBavouv umioyn My xuﬂumzpqun amv zvuptn Tr|g iipuang ToU pambrahmmab rrpw &Klvnuouv rrw aywyn oe aoﬂmlg |.IE xr::pm:pn npovvuamu
XapaxmpioTika fikar emBerixi vooo. Z1o kapkivwya Tou oupofinhiov, apamprBnke peyakitepog apiBpog Bavarwy eviog Siaariparag 2 unviv pe To pembrolizumab ot odykpion pe m xnpeioBepaneia (BA.
nupuvpmpo 5.1). Q1 mapyovreg Trou axm{owm HE TOUg TIPUNLIOUS Bcrvmoug Arav 1 Tayiwg ;E;.\lauouevn vooo; Ot TIponyoupEvn Bcpcm:na ue rmanva kai ol n‘rmng uzmmﬂmc X_mgn T0U pembrol.'zume
pas g 8 0 =210 Ta
xupum]plmlm umopug Kai Ta Trpovvwmmu xapuxmplo‘nxu MG VogoU yia Toy rrl\neuuuo mg ue)\f.rng KEYNOTE-052, rrtplh{xuﬁuvav Eva woaomo uu&cvwv ncu frav mqu.\m yia cmvﬁuutmm
¥NueIoBEpaTEia pe Baan mv kapfomAariv, yia Toug cmomug 10 6@EAOC el oﬂoho\rnea ae pia guykpmikh pedém (KEYNOTE-361). Zmv KEYNOTE-361, mapampnBnke peyahltepog apiBpos Bavamay evieg
Siaomparog 6 pnvawv amé mv Evapin e aywyig, o omcio uxn}\oueqﬁnxz amo éva pakpoypovio ogerog emBiwang oToug aceveig ou éhaav m pmn@s.pnmn Je pembrolizumab oe oUykpion pe
xnuunﬂsprmsm (BA. mapaypago 5.1). Aev pmopeae(av) va TautoToin pipevn(es) m:pnusmog{ow) TIoU va TXETICETaI(ovTaN) PE TOUS TIPWIHOUS Buvmoug O Bepamovieg iatpoi Ba Tpémel va Aaouv
umoyn Toug v kaBuoTepnpévn Evapln g emibpaong Tou pembrolizumab rrpw &mvr]uuuv mv avan ot agBeveic e Kapkivwpa Tou oupaBndiou, or omoio B:mpuwrul KuruMnAol yia ouvBuacTiki
ynueloBepameia pe paan mv kapfomAarivn. H KEYNOTE-052 oupmepigafe emiong aoBeveic Tou firav karahAnAol yia ynpeioBepareia pe povoaspamm yia Toug omoioug Sev cival SiaBeaipa Sedopiva
Tuyalomeinong. EmmpooBénwg, Sev urrélpxouv BiaBeoipa dedopiva aopaleiag xal umrz?u:upmmémmg 13 :unuﬂtcm'puu; uu'Btvzig (rr X kataaraan Asﬁaupyluﬁn‘p@; kara ECOG 3) mou 8ev Bewpolvial
xarahhnhal yia xnueioBepaneia. Amouaia autwv Twy Sedopévwy, To pembrolizumab Ba mpémel va ypnoipoToiEital pe Tpoooyr Ot autd Tov TAnBuapd peta amd TpooekTikn £fEtaar) Tou mbavol kvdivou-
ogéhoug ae efarropikeupiévn Baon. Xprion Tou pembrolizumab yia aywyi) MpAINS yoapur ge qoBeveIC e i LIKPOXUTIGRIKG KapKiva Tou TTveugiova (NSCLC) Mevika, n OuxvoTIa Twv avemBopnTwy evepyeiiv
pe v ouvBuaTikr aywyr pe pembrolizumab, maparnpeiral an eival peyahrepn oe ayéon pe 1 povolepanteia e pembrolizumab A 1 ynueoBepania pévo, aviavakhinTag T oupfohi kaBevos amé autd Ta
quaTamikd (BA. rrupaypaq:ou; 4.2 ka1 4.8). Aev eivan SiaBEoipn pia Gueon obykpian Tou pembrolizumab drav pnaiomoieital o ouvduaoud pe ynpeioBepameia o ayam pe Tr p P pe pembrolizumab.
Q1 1arpoi Ba mpéTel va AapBavouv umdwn m oyéon opéhoug/kivbivou Twv BiaBéaipwy Bepameunkwv emhoyuy (povoBepareia pe pembrolizumab f pembrulnzumah o€ ouvduaopd pe xnpeioBepameia), T TV
£vapln Mg aywyng ot aoBeveic pe pn pikpokuTIapikG kapkive Tou Tvedpova (NSCLC), Twy omolwy o1 dykol ekgpalouy To PD-L1 kai o omioiol dev Exouv AdBer mponyolpevn Bepameia. ZTmv KEYNOTE-042,
TapampRBnke peyakitepog apiBuos Bavémuy evidg SiaoTiyartog 4 nviv amé n'|v zvupf,n me u\cmng, T0 omoio houBiBnke amd éva pakpoypdvio dgerog empBiwong aToug uuetvslg nou e.\uBclv m
povoBepameia e pembrolizumab o€ auykpion pe m ynpeicBepareia (BA. mapaypapo 5.1). e umab ITOC V0 i Bevei i




Kurrapwy (HNSCC) Tevika, n ouyvomTa Twv avemBupunTwy evepyeitv pe my ouvduacTiki ayuyi pe pembrolizumab, nupumpe‘rmn o eival peyaAltepn ot oxéan pe T povoBepareia pe pembrolizumab )
¥nueioBepameia povo, aviavakhwvrag T oupBon kaBeva and autd 1a auatarikd (BA. apdaypago 4.8). Oiiatpoi Ba mpemer va AapBavouy umroyn  oxtan ogéhoug/kivBivou Twy BiaBégipwy BepaTrEuTIKGY
emoyiw (povoBepaTieia e pembrolizumab A pembrolizumab ge nuvﬁmpo HE ¥npetoBepaneia), Tpiv My zvupﬁ]mg aywyng o¢ aoBevei] e kapkivwpa Kepang kal Tpaxrhou ek Thakwdiv kurapuwy (HNSCC),
TWY OTToIWY ol ovml exppalouv 1o PD-L1 (A Trapnypnqx: 51). embroiizumab yia emkoupn i aoBeviv pe peAdvwpa MNapamphénke pia Taom uuﬁqpqug nuxvn'rnmg Twv gofapuv
nw:mﬂupmwv r:vspvuuw ot uchevzlg nlnmug = 75 :m.lv Ta Esbupzva uocpu.\z;u; l,‘lu 10 pernbrohzumah cnriv rrrlxouplm Bepantia yia 1o peAavuwpa o uuan; n.\lxlaq 275 grav, eival w:pmplr.rpcvu Xorion
rolizumnab X (s el RCC) Exouv avapepbei peyahinepeg amo Tig avn,u:vop:veq uuxvornmg EppAviong Buepou 3
xcu 4 auﬁnmg mg ALT xm mc AST ae wezvng u: npoxwpnpwo mp«wua rwv v:qapwv (RCC) owv 10 pembrclmab Biverar padi pe 1o axitinib (BA. mapdypago 4.8). Ta nmamika éviupa Ba Tipémel va
£hEyxovial Tpiv Ty Evapln kal TEpIoBikG kara m Sidpkeia me Bipc‘l'it iag. Mmopei va e€etaatei To evBexOpEvo MO GUXVOU EAEYYOU TLV NTaTikiy ev{ipwy, 8 GUYKPIOT HE T0 TV Ta QApaka xpnoipoTololvial
we povoBepameia. O1 mrsuaqupls; obnyieg yia My IaTpIKA avTpERaTTan Kal yia Ta 8o pappaka Ba mpimel va akohoubolvral (BA. Tapaypago 4.2 kai avapepeire amy XM tou axitinib). Xeron rou
mbroli; ot ooBeveic pe MSI-HIAMMR oAikd kapxivo (CRC) Emv KEYNOTE-177, Ta mocooTd kivBivou yia ouppayara guvohikig empiwong f frav peyahitepa e 1o
pembrolizumab Uuy:pmm e M XnueoBepameia oToug TpwToUS 4 PVES me aywyng, 1a omoia uuu?\uuenﬂqmv ano éva pakpoypovio mpshnq empiwong e 10 pwbrcllmmab (BA. apaypago 5.1). guﬁ..\:;l_;
oy amokheiomkay amd Khvikee uehéteg AoBeveis e Tig axohouBeg kataaTdoeig amokAsioTkav amd khvikeg BEAETe: e evepyég peraotaatig 1o KNE, pe BaBuohoyia katdaaong Asiroupyikémmag kara ECOG
2 2 (efaipoupéviuy ToU KapkiviupaTog Tou oupaBnAiou kai Tou kapKiviopare Twy vegpuv (RCC)), pe Aoipwén HIV, pe hoipwn nmatimdag B A nmarindag C, pe evepyd cuoTaTIKG autodvoan vooo, Pe Siapeon
TIVEUPOVOTIABEID, |E TTponyoUEVn TIVEUHOVITISE TToU aTiartolde QUOTNATIK BepaEia e KopTikooTEpoEibEC, e 10TopIKS ToPaplc uTEpeuaioBnaiag o GAAo povokhwvikd avrigwya, Tou AdpBavay Bepameia
avogoxaragTohg Kai JE 10TOpIKO CoBapliv, OXENI{OHEVWY JE TO QVoaoTIoINTIKG aveEmBUNNTWY evepyeitwv and Bepameia pe iplimumab, ou opiferar wg omaladimote BaBpol 4 tofikamra 1y TofikGmra BaBuol
3 mou amanei Sepaeia pe koprikoaTeposiBég (> 10 mginuepnaiug TpedviCovng f igobivapiou) yia mepiaoorepo amo 12 efSopabeg. AoBevei pe evepyeg AopwEeig amokAsioTnkav amo Tig KAIVIKEG PEAETES kai
amarmBnke va Bepanedoouy T Aoipwén Toug Tpiv T Afqwn Tou pembrolizumab. AoBeveic Trou eppavioav evepyé AoipwEeis kara m Sidpxeia mg Bepareiag e pembrolizumab avripeTwTioTKay e kataAAnAn
iarpixi] Bepameia. AoBeveig pe KAIVIKG anuavTIKES VEPPIKES (kpearivivn > 1,5 X To aviutepo guaickoyikd opio (ULN)) i) nmamikég (xohepuBpivn > 1,5 x To aviutepo guaiohoyikd opio (ULN), ALT, AST > 2.5 x 1o
aviTepo puaiohoyikd opio (ULN) pe amougia nmamikiwy PeTaoTaoewy) avwpakieg kara Ty évapén, amokAeioTnkay amé Tig KAVIKEG PEAETEG Kal ETTOpEVWC EVaI TIEPIOPITHEVES Of TIANPOPOpiES OF aaBeveic pe
uoﬂupn VEQPIKA ke péTpia Ewg coapn nrrunxn Buahermoupyia. Ymapyouv mploplc'psvu &Bopz\ru yia my uuq:uhm xai u'no‘fc,\wpmlknmru Tou KEYTRUDA ot aoBeveig pe opBahpikd pehdvipa (BA.
mapaypapo 5.1). To pembrolizumab u'rropci va xpnulpum:ln&ﬁ e karaAnAn lmpmn uwmz'rwmuq ot autolg Toug aoleveig, karemy TpogEekTikAg £EEraong Tou evBExopEVOU ouﬁquuu KkivBivou. Kapra
mpotidomoinong rou acBeviy Thoi ot yiarpoi ou guviayaypagoiv ro KEYTRUDA mpémei va eivar aﬁumslmpcvol peTIg mnpnqpopu:; yia tov MNarpd kai 1ig O8nyieg Aiayzipiong. O yiatpag ou To guvtayoypagei
TIPETTEN va CUGNTATEI e Tov aaBevr Toug kivBivoug g Bepameiag Tou KEYTRUDA. ©a mpémer va mapéyeral atov agBevi) n kapra mpoeiSoTroinang Tou agBevr pe kaBe auvtayoypagnon. 4.8 AvemBopnreg
evipyeieg Nepihnwn Tou mpogih aogdAsiag To pembrolizumab £xer ouvBeBel mo uyva pe oxenlopeves He T0 avoaomoinTikd avemBOpnTEC svépyeles, O epioodtepe amd autég, oupmephapBavopévioy Tuw
oofaptuv avEMBUNTWY EVEPYEIV UTIOXWANTav u:w v évapln Mg katdMnAng iatpikic Bepameiag fj g Tadang Tou pembrohzumab (BA. «Meprypap emheypévioy avnnﬂuurrrwv EVEPYEIVY TTapakdTw). H
agpakeia Tou pambmtnzumab g povoBeparreia, Exel afiohoynBei ot khivikég peAéreg, oe 6,185 aobeveig pe npaxmpnpzvo peAavwpa, pe peAdviopa Zradiou Hll mou Exer :&:up:a:l (emkoupik Bnpmma) un
HIKpOKUTTAPIKG kapkiva Tou Tvedpova (NSCLC), khaoikd Aépguwpa Hodgkin (cHL) apkivwjia Tou P Brjhiou, epamg ka1 Tpayijhou ex TAGKWSwWY xurrﬁpum (HNSCC) ; opBoxohixé kapkivo (CRC)
ot Téqoepic 500t (2 mglkg BE xaBe 3 epdopabdeg, 200 mg kabe 3 efBopadeg 1y 10 mg[kg BY ke 2 ] 35550pu6£g) o auxvomreg Trou mepihapPavovial mapaxérw xai otov Mivaka 2, Bum(cvrul OF Oheg TIG
avagepBeioe avemBipnTeg evépyeies, avefaprituwg mg afjohdynong e amddou oyéang and Tov epeuvniA. Ze auid Tov mhnBuopd doieviv, o Bidueaog ypdvog apakoholBnong frav 7,6 pive (edpog: 1
npépa éwg 47 pnveg) kar o1 o ouXVES avemBupnTe evépyeieg Je To pembrolizumab Arav kémwon (32 %), vautia (21 %) kar Siappoia (21 %). H mheioyngia Twy avemBUpnTwy EVEPYEIUY TToU avagépBnkay je
m povoBepameia frav coPapormrag Babuav 1 7 2. O1 mo coPapéc avemBURINTES EVEPYEIES TaV TXETICOIEVES PE TO VOTTTIOINTIKO QVEMBULNTES EVEPYEIEC Kal TOPaPES TXETICOPEVEC JE TV EYXUOT QVTIDPATEIS
(BA. mapaypago 4.4). H aopaheia Tou pembrolizumab ot ouvBuaopd pe xnpeioBepaneia, éxer aflohoynBei ot kAvikég pehéteg, oe 2.033 aaBeveic pe NSCLC, HNSCC, kapkivuwpa Tou oigogayou 1 TNBC ou
happavav 200 mg, 2 mg/kg BE f; 10 mg/kg BZ pembrolizumab a8 3 epdopadeg. Or guyvotnTes mou mepihappavovial mapakamw kar gtov MNivaka 2, Baoifovral o 6heg Tig avagepBeioes avemBUpNTES EVEPYEIES,
avegapTitwg g afioAoynang me amwdoug axEong aTro Tov EpeuviT. ZE auto Tov TAnBuoo agBieviv, of TNo ouyvig avemBipnTeg evepyeie nrav avaipia (52%), vauria (52 %), kommwaon (37 %), Suakoiiomra
(34 %), oubereporevia (33%), Biappoia (32 %), pewwptvn opedn (30%) kan Epetog (28 %). Ot ougvenreg eppavians avemBupnTwy evepyeluv BaBuwy 3-5 oe agBeveic pe NSCLC firav 67 % yia 1 ouvbuaariki
ayyn e pembmlizumab a1 66 % yia m nueioBepaneia povo, ot uuBivalg].: HNSCC firav 85 % yia T cuvduaaTikn cwmm e pembrolizumab kai M%wu m ynueoBepameia padi pe cetuximab kai o aoBeveic
E KapKivwpa Tou owm:rq;uyou r|mv 86 % yia m Uw&mmq ayu:!m pe pembrolizumab xai 83 % yiam xr]usluaep:mtm pova kar ot agBeveic pe TNBC frav 78% yia m uuvﬁuaﬂmn aywyn pe pambmilzumab
K 74% yia m yng povo. H aheia Tou p b or auvBuaapd pe axiinib, £xer aflohoynBei o pia kAvikd perémn pe 429 aoBeveic pe TpoxwpnpEvo kapkivwpa Twy vegpwv (RCC), ou
happavav 200 mg pembrolwmab KaBe 3 tBBouuﬁtc KGI 5 mg axitinib SU0 @opéc npepnaiwg. T autd Tov TAnBuopd agBevioy, ol o auyvic avemBipnTeg evépyeie frav Bitippoia (54 %), umiptaar (45 %),
xkomwor (38 %), umobupeoeibiopog (35 %), peiwpevn opefn (30 %), ouvBpopo maapo: rr:Apu-rluiug :pquo&ucolaﬂnmm; (28 %), vauria (26 %), aufnpevn ALT (27 %), auénuevn AST (26 %), Suopuvia (25 %),
BrAxag (21 %) kai SuoxokicTra (21 %). O cuyvammreg :pq;cwtmg avemBupnTwy evepyeiwv BaBpwy 3-5 Arav 76 % yia m guvBuaoTikn aywyn pe pembrolizumab kai 71 % yia m povoﬂtpu'nzta pE sunmmb
Zuvormioe Tiivaxkae avemBounTwy evepveiiv Or avemBUpnTes evépyeieg Tiou rapamprnkav ot khwikég pehéteg Tou pembrolizumab w povoBeparteia f ot ouvBUAOWG pe X 1) pe GAAa oyKoA
pappaka 1y avagépBnrav kara m Yenorn Tou pembrolizumab perd My kukhogopia, TapariBevral otov Mivaxa 2. Ot cwmlaupm:,q EVEPYEIEC TIOU £ivan yvwat on epgavifovial pe 1o pembrolizumab iy ].I: g
AMHEIOBEPATTEIES XOpNYOUpEVES HOVEC TOUG, PTIOpEi var EppavigToly kaTd T SIGpKEIa TN ayWwYAG PE QUTA Ta GappakeuTika Tpoidvia gt guvBuacyo, akopn kai eav autéq ol avmidpaatis Bev avagépBnkav ot
KAIVIKEG PEAETEG e TUVBUQOTIKN aywyr. AUTEG 01 QvemBUpNTES EVEPYEIES TIAPOUTIAlOVTTN aVa KaTNYOpia Opyaviko oUCTNIG Kat ava guxvatnTa. O1 guyvoTnTeS opifovial we: ToAU guyvig (= 1/10), ouyvég (2
1100 éwg < 1/10), 6y1 guyvég (= 1/1.000 £wg < 1/100), omavieg (= 1/10.000 Ewg < 1/1.000), mohd omavieg (< 1/10.000) xar pn ywwotg (Bev pmopolv va exipnBouv pe Baor) 1a Siabéoipa Gebopéva). Eviog g
KBt katnyopiag guyvoTnTag, ol avemBipunTe evépyeieg mapouaialovTal kard geipd ¢Bivoudag gofapommrag.
Nivakag 2: AvemBupnTeg evépyeieg ot aobeveig Tou Ehapay To pembrolizumab®
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Tuyvig [ mveupovia | | mveupovia
Aiarapayég Tou aipoTroInTIKO( Kai Tou AEP@IKOD ougTRpaTOS
TMoA0 Luyvic avaipia avaipia, ouletepomevia, BpopBomevia
ZUyVveg Bpopfomevia, oubetepomievia, Aepgomievia epmipemn ouderepomevia, Asukomevia, Aepgomevia avaipia, ouBeteponievia, Aeukomevia, BpopBomevia
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| Movob: ia | TuvBuaapoe pe xnuetobepameia | I g pe axitinib

Oy ouyvég I pumcup&mba mepikapdiakn auMoyn, mepikapdinda | puokapditida’, mepikapdiakn culhoyr [ puokapdinda

Ayyeiakég Siarapayég

MoAl guyveg uTEpTaan

Zuyvég umiépragn umtépiaon

Inavieg ayyelimda

Aiarapayg TOU QVATIVEUTTIKOU OUCTAPATOS, TOU BUWpPAKA Kail TOU pecoBwpaxiou

ToAl guvig | Bugmvoia, frixac | SuaTvaia, BAxac \ Suomvoia, Brxac, Suogwvia

Tuyvig I TIVEupovimida” | Tveupovinida® I TIveupoviTiGa"

Aiarapayég Tou yagTpevTEIKOD

lohi ouvé Glﬁppﬂlt}: koihiako akyog?, vauTia, £Jetog, vautia, éperog, Siappoia, kolAlako aAyog?, ﬁldppmu: xothiako ahyo?, vautia, Euerog,
Suokoihiemra SuakoihiGTnra SuokolhidTnTa

Zuyvég kohinda®, Enpoatopia kohinda®, fnpoaropia, yaorpinda kohitida®, §npocTopia, yaoTpinda

01 ouyveg TIAYKPETITIOA", yaoTpimda, yaoTpeviEpiKr EEEAKWON" | TIaykpeEaTITIBA, yaoTpevTepikn eiEAkwan’ TIGYKPEQTITIOA', YaOTPEVTEPIKS EEEAKWON"

ITavieg Biarpnan Tou Aol eviEpou

AiarapayEg Tou RITATOS Kal Twv YoAN@opwy

Zuyvig narinda® nreinda®

Oy1 ouyvg nmarinda®

ITavieg TKANPUVTIKT XoAayyelimiba oxKANpUVTIKN XoAayyelimBa

AMiarapayic Tou Séppatog kai Tou uToGopiou 1gTol

Mok guyvég £GavBnua¥, kvnopog® chwekia, e§avenpa’, kvnapoc® SUE, ?Qpﬂlﬁ: mpuﬁ;vmummlug B
gofapic deppatikéc aviidpaoeic®, epliBnpa, - . ” . ool | Kkég aviidpaoeic®, e, inda

Zuyvig ﬁipau‘::l‘:‘eéﬁu‘,)g]pqﬁgppiu, )?Eﬁxq?éx%&ug‘uu?\unnklu, ::uﬁguilcé ﬁmﬁé;ﬂ Whigtons:, ipoSepii, uuogsi%?uqu&uzkp%‘ &wp;;irlg, E,n[?uu;f:gpia.
SepparinBa opoidfouda pe akpi o ahwmekia, éxgepa, epuBnpa

Oy ouyic Wwpiaon, AEnvoeidiig kepamwon™, Bharida, ahhayh Ywpiaan, Ek(epa, Aerynvoeibig kepaTwan, mwn Xpapatog iy, AErXnvoEIBRg kepaTwan,
XPUIPATOE TRIYWY Sepparinda opoialouoa pe akpr, Aedkn™ Bhariba, ywpiaon, Aevkn™

Inavieg Eﬁ;&?gﬁ Igl::"l Ev:ztgm\uo‘n, ooy Stevens ofuwdeg epuBnua, BAatida, ahayn ypwyarog TpWY

QiarapayEg Tou PUOTKEAETIKOU QUOTAPATOS Kal TOU CUVBETIKOD I0TOU

Mokl guyveg puogkeheTIkog ToVOC™, apSpalyia HuoaxeETIKOE TIOvac™, apBpakyia uooKEAETIKOG TIOVoC™, apBpalyia, nwog TWY aKpwy

TuyvEg TOVOS Twy GKpwv, Yuoainda™, apBpimba™ puoainBa®, movog Tuv axplv, apBpinda™ Juoginda®®, apBpinda™, 1e Kinda

Oy ouyvég TevovtoBnkinda® TevovioBnkinda™ olvBpapo Sjogren

Imavieg auvdpopo Sjogren ouvdpopo Sjogren

Aigrapayég TwY VEQPWY Kal TwY oupo@opuy obwv

Suyvéc | [ ofeia vegpixi BAapn | ofcia vewpixd BAGBN, veppimBa™

DOy ouyvég ] vEpiniBa™ ] ve@pinda™ I

Tevikeg Siatapayés kal karaoTaoeig g obol XopRynong

Mokl ouyvie | komwon, efacBivion, oidnpa®, Tupetia | komwan, efaoBévion, Tupetia, oibnua®™ I komwan, efaaBivion, Tupedia

Zuyvig [ yemrmissng auvBpon, piyn [ vormmisgng ouvpow, pivn [ oiBnua®, yprmmdBing auvpop, piyn

MapakAviKig e¢eTaoeig

GUIVOTPAVOPEPATT) TN ahavivig audnpévn, apivoTpavapepaan g akavivig augnpévn,
MoAl ouyvig acmcpnm apIvoTPavaPEpAOT) QuENPEVN, KPEQTIVIVI) | GOTTOPTIKA QIVOTPAVOPEPGOT QuNUEVT, KpEaTIVivY
aiparog aufnuévn aiparog aufnuévn
aoTIaPTIKA apIvoTpavopEpaan aufnpevn,

Euyiég ﬁ":gxm?ﬂfﬁﬂ:ﬁﬁﬂ%mm umepacpeoTiaiyia, akkakiki uiogaraan aijatog Aok guogaTion aijiatos augpévn, )
Ui, yohepuBRivn aiaTog CUEuEw, KpEGTY aufnuévn, yohepuBpivn aijiaTog aufnuévn umepageomiaipia, yohepuBpivn aiparog augnpévn
aiparog augnpévn

Oy ouyvég apuhaon auénpévn apuAdon aufnpévn pukaan aulnpévn

*O1 guyvomTES Twv avemBUPNTWY EVEpYEILY Tou Tapoudiadoviar otov Mivaka 2 pmopei va pnv amodiSovial Afpuwg péve oo pembrolizumab, aAra pmopei va rr:plAupBavuuv m auupu?u'[ me urrump:vng
vooou fi GMWY PUPHOKEUTIKIY TIPOIGVIWY Trou XpnoipoTiololvral we auvduaaTiki aywyll. TMe Baon éva Tumomoinuéve epimpa (standard query) oupmepihapBavopévuy Twy BpaduappuBuiiy kan Tuwy
TayuappuBpiwyv. O1 akohouBol dpol avimmpoowTEdouv pia opada oxenopevwy ouppapdrwy TIou TIEpIYPaQOUV TIEPITTOTERO Wi IATPIKY KATAOTaOT) Tapd éva pepovwyivo cupBav: a. oyem{opevn pe my
Eyyuon avridpaar (unepeuaiolnaia ot gappako, avaguakTiki aviidpaan, avaguiaktoeidiic aviidpaan, umepeuaiobnaia ka1 auvdpopo ameAeuBépwarng kutrapokivio) B. umoBupeceiBiapog (putoibnua) y.
Bupeoeiditida (autodvoon Bupeoeidinida, Siarapayn Tou Bupeoeidoic kal Bupeoeibinida ofsia) . umepBupeoeidiods (voaog Tou Basedow) £. emveppidiakn avermdpkeia (vooog Addison, ofgia phoioemiveppidiakn
QVETIAPKEIT, SEUTEPOTIBIG AVETIAPKEIT Tou pAoiol Twv emvegpidiwv) ¢, uoguainda (umolToguaroudg) . cakyapwdng Siapamg Timou 1 (BiaBnmikn keroEwan) 8. eykepakinda (autodvoon eykegakinda) 1.
oivBpopo Guillain-Bamé (afovik veupomaBeia kai amopuehivwrikl TeAuveuporiaBeia) k. pueAinda (oupmepihapBavopévng g eykapoiag puchindag) A puaoBevikd olvBpopo (puacBéveia gravis,
oupmepihapBavopivng e Tapdfuvong) J. aonmn pnviyyinda (pnviyyida, pn Aoiphdng pnviyyitida) v. payoeibinda (xoptoappiBAnatpoeidinida, pimda kal ipidokukAinda) §. puokapinda (autoavoan
Juokapdiniba) o. ayyeinda (ayyeinda Tou kevipikol veupikod ouoTAEaTos) T. TveupoviTida (Bidpean TveupovoTiaBeia kol opyavwTike TIveupovia) p. koIAkake ahyog (koiAiakn Suagopia, GAyog aviw KOIMOKAG
yupag xai ahyog kamw kolhiakiig ¥wpag) 0. koAimda (pikpookomikf koAinida, eviepokoAinida, aipoppayik eviepokohitia, autoavoar kohimida kai emaydpevn amd To avoooToINTIKG eviepokoAiTda) 1.
mayxpeatinda (autodveon Taykpeatinida xar Taykpearinda ofgia) u. yaoTpeviepik) efiAkwor (yaoTpikd éhkog kal duwdexadaxtuhid Ehkog) @. nmarinda (autodvean nmarinda, emayouevn ame 1o
avogoTroNTIKG NITaTinGa, emayducvn ano gappake Amariki BAGRN kai offia nmatmda) ¥, etavBnua (epuBnparwdes efavBnpa, efavenua Bukariwdeg, efavlnpa knhidwdeg, efavBnpa knhidophamBubdeg,
efavBnua BAandwdeg, efavBnpa kvnopwdeg, efavBnpa pAuktavides kan eavBnpa yevwnTikiov opyaviwy) y. kvnapdg (kvidwan, kvidwan BAanBwdng kal kvnopog YEwnTikuy opyavuy) w. coPapég Sepparikég
avndpdiosic (depparinda Toppoluyidng, yevikeupévr amogoidwriki Seppatinda, amogoAbwrike efavBnpa, TEpgya kai Badpod = 3 Twv axdhouBuwv: ofgia epmipetn oudetepdgiAn deppdtwon, pwhwmag,
Ao karakhioew, cmmogohibuikn Sepparinida, Ywpiaodpopen Gepuatinida, pappakeuTiko e§avenia, ToAUEOpgo EpUBNIA, ikTEPOS, opaAGS AEIXAVAG, OpaAGS ALTXVAS TOU aTGpaTO, TIEHQIVOEBES, KVNapos,
KVNOH6G yewnTikiy opyavwy, e§avBnpa, epubnparwdeg efavBnpa, knhiBoPhandwdes séavenpa, kvnopwdes efavBnpa, efavBnpa pAuktaviudes, BAGPn Sépuarog, vékpwar) Bépparog kal Tofiko efavlnpa
Gépuarog) aa. AsUkn (amoxpwiatiopos déppares, uToxpwiaTiapes Séppatog kair utroxpwpatiopos BAepdpwy) af. Aeixnvoeidig kepdrwan (opakég Aeyivag Kar oxkANpUVTIKGS AEIiivac) ay. HUOCKEAETIKGS
Tovog (puoakeheTikr duoaveia, ooguakyia, pUoTKEAETIK Buoxappia, HUOCKEAETIKOG TIovog Tou Bwpaka kai paiBokpavo) ad. puoainda (pvakyia, puomraBeia, VEKpWTIKY puoginda, peupaTiki TaAupuayia
kai papdopudhuon) ae. apBpinida (oidnpa apbpwong, TohuapBpinda kai edidpwpa apBpwang) al. revovroBnkinda (revovritiSa, upevinda kar aAyag Tévovra) an. vegpinda (autoavoan vegpinda, Biapeon
veQpimda Twy oupopodpuwy cwAnvapiwy Kol VEPpIKN aVETIapKela, oftia veEppIK avemapkeia f| ofeia veppikn BAGBN pe evdeiteig vegpimdag, veppwoxd olvdpopo, ameipapatovegpinda kai pepBpavidng
omelpapatoveppimda) ab. oinpa (mepigepikd oibnpa, yevikeupévo oibnua, umeEppopTwON P Lypa, Karakpamon uypy, oidnua BAepapou kai oidnpa yekéwy, cibnua TpootTou, eviomopvo olBnya kal
mepikoyy Ik oidnua) Oepivpagn emAsypévwy avemBupnTwy evepyeiiy Ta BeBopéva amd Tig akdhouBeg aETICOPEVEG PE TO QvoooTIoNTIKG avemBUPNTEG EVEPYEIEG ﬁum(uvrm ot aoBeveig ol U‘ITUIO] EAapav 10
pembrolizumab oTig TéUOEplg Bocohoyies (2 mg/kg BE kabe 3 eflouddeg, 10 mg/kg BI kabe 21 3 eB&opdﬁag 7200 mg th 3 cpﬁopﬁﬁeg) aE mvmg ue)\mq (BA paypago 5.1). O ka \pieg odnyieg
VIO TV QVTIHETWTION QUTWVY TWv QVEMBUHNTWY EVEPYEIWY TTEPIYpAYOVTaI oTrV TIapaypago 4.4. 2 ol VE| B 4.4) ZxenOLEVS) LIE TO GVOTOTIOITIKD
mveupovinga MNveupovinda eppaviotnke ot 286 (4,6 %) acBeveic, oupmepthapBavopévwy 'rreplo'rmmwv Equﬂu 2 3 41 r1 S50 126 2, 1 %) oe73 (1 2 %] [+ 17 (D 3 %) kai g 90,1 %) aoBeveig aviooiya,
Tiou hapBavav To pembrolizumab. O Biapeoog xpovog éwg Ty TIpWIN epgavian g veupovindag firav 3,5 pnveg (ebpog 2 fpepeg Ewg 26,7 piveg). H Biapeon diapkeia firav 2,0 prveg (edpog 1 npépa éuwg 33,0+
piveg). H Trveupovinba epgaviomKe o ouxva gt agBeveig pe 1aTopiké TponyoUpevne aktivoPohiag ato Bwpaka (8,2 %) ot oxEon pe aoBeveic Trou Sev EhaBav Trponyolpsvn akmivoBohia ato Bwpaka (4,2 %)
H mveupovinda obiynae ot Siakomm g aywyAg Tou pembrolizumab ae 117 (1,9 %) agBeveic. H mveupovinida umogwpnoe o 166 aoBeveic, atoug 4 pe emmhokeg. Ie aoBeveig pe NSCLC, mveupovinba
epgavioke ae 160 (5,7 %), oupmepihapBavopévwy TepioTaTikiv BaBuou 2, 3, 4 i1 5 0 62 (2,2 %), ot 47 (1,7 %), e 14 (0,5 %) kai ot 10 (0,4 %) aoBeveic avrioToixa. Ze aoBeveig pe NSCLC kai e ioTopixd
TponyoupEvns akTivoBohiag aTo Bupaka, TveupoviTida epgavioTnke ot 8,9% Twv aoBeviy. T aoBeveig pe cHL, n ouyvoTTa epgaviang T Tveupovitidag (OAor o BaByoi) mapouaiade éva elpog ame 5,2 %
£wg 108 % o aodeveig pe cHL omy KEYNOTE-087 (n=210) kai otnv KEYNOTE-204 (n=148) avtioroixa. Zyen{opevn pe 1o aveoomoinnixké koAinda Kohinda eppaviomke ot 121 (2,0 %) aoBeveig,
oupmepihapBavopivwy TepiaTankay BaBuou 2, 3 1 4 oe 35 (0,6 %), o€ 67 (1,1 %) ka1 o 5 (0,1 %) aoBeveic avriarolya, Tou AdpBavav To pembrolizumab. O Siapeaog xpOVag Ewg TV TPWM ERQavion g
Kkohimdag firav 4,7 prveg {e0pog 7 nuépeg éwg 24,3 pnveg). H Siapeon Siapxeia frav 1,0 privag (eupog 1 nuépa éwg 12,4 piveg). H xokinda obynoe ae SiaxoT g aywynAg Tou pembrolizumab ot 34 (0,5 %)
aoBeveic. H xohitiBa umoxwpnoe ot 99 aoBeveig, otoug 2 pe emmhokég. Ze aoBeveic pe opBoxohid kapkivo (CRC) mou éAaPav To pembrolizumab weg poveBepameia (n=153), n ouyvomra epgaviang me
koAindag firav 6,5 % (6ol o1 Baboi) pe 2,0 % Babuol 3 ka1 1,3 % BaBuol 4. Zyen{ouevn pe ro avegomoimnmkd narinda Hraritia eppavionke o€ 61 (1,0 %) aoBeveic, oupmepirapBavopéviuv TEpIaTaTIKGY




BaBpou 2,314 oe 8 (0,1 %), ae 41 (0,7 %) ki o€ 8 ( 0,1 %) agBeveig avrioTorga, ou Aapavav 1o pembrolizumab, O SIGUETOS XpOVOS EWG TV TIPWTN EPpAvien e nrarinidag Atav 3,8 prveg (e0pog 8 npEpeg
£wg 26,3 prveg). H Siapean Siapkeia firav 1,1 prveg (ebpog 1 npépa éwg 20,9+ prveg). H nmarinda offynoe ot Siakonn T aywyrg Tou pembrolizumab ot 24 (0,4 %) acBeveic, H nnarinba unoywpno: o 46
aoBevelc. Zyeri{opevn e To avogomoniiké vegppinda Negpimda epgavionke ot 25 (0,4 %) acBevei, oupmephapfavopévwy TepioTarik@yv Badpol 2, 3 1 4 0e 5 (0,1 %), ot 15 (0,2 %) ka1 gt 2 (< 0,1 %)
aoBevei avtigroiya, mou AduBavav to pembroli b we povob: ia. O Siauegog Xpovog Ewg T Tpw) eppavion g vegpindag frav 5,1 prveg (ebpog 12 npépeg éwg 21,4 pAveg). H Siapeon Giapkeia
frav 3,3 prves (ebpog 6 npépeg Ewg 19,6 wiiveg). H veppimda odiiynoe ot Siakotm g aywyng Tou pembrolizumab oe 10 (0,2 %) aoBeveic. H veppitiGa umoywpnoe ot 15 aoBeveig, atoug 4 e emmhokig. Ze
aoBeveig e pn mhakawbn NSCLC, ou éAaBav To pembrolizumab ot ouvBuaoyd pe ynpeioBeparreia pe TepeTpefidn kai whariva (n=488), n ouyvornta epgaviang g vegpmdag Arav 1,4 % (6Aor o Babyoi) pe
0,8 % BaByol 3 xa1 0,4 % BaBpol 4. Zyendopeves pe ro avogomoinnko evioxpivorrdfeieg EmveppiBiaxy avemapkeia epgaviatnke ot 52 (0,8 %) aaBeveic, oupmepihapavopiviy mepiotarikwy Balped 2, 3
f4ot23 (04 %), oe 21 (0,3 %) kan ot 4 (0,1 %) agBeveic avrioTora, Tou AdpBavav 1o pembrolizumab, O Sidpeaog ¥pdvog Ewg Ty TIpWTT £Peavion T emveppiBiakng avemrdpkeiac Atav 5,5 piveg (edpog 1
npepa éwg 23,7 prveg). H Siapeon Siapkeia Sev emmedyBnxe (e0pog 3 nuépeg Ewg 324+ pveg). H emveppiBiaxn avemapkeia obiynoe o Siakomn ¢ aywyng Tou pembrolizumab ot 5 (0,1 %) aoBeveig. H
emivegpidiakn) avemapkeia umoxwpnoe ot 18 aoBeveig, otoug 5 pe emmhokic. Ymoguoinda epgaviomke oe 38 (0,6 %) aoBeveic oupmepihapfavopivwy repioTanikuy BaBuou 2, 317 4 o 15 (0,2 %), 0 19 (0,3
%) kai gt 1 (< 0,1 %) aoBeveic avrioorya, rou AdpBavav 1o pembrolizumab, O diapEgog Xpovog Ewg TV TTRWTN eygavion g uTroguainidag frav 5,9 pAveg (e0pog 1 npépa twg 17,7 piveg). H Biapean diapkeia
frav 3,6 privec (e0pog 3 nuépeg Ewg 30,4+ prveg). H umoguain8a oBfynoe ot Siaxo Tng aywyng 1ou pembrolizumab ot 9 (0,1 %) aoBeveig. H unoguoimda umoywpnae o 17 acbevei, atoug 8 pe emmhokég.
YmepBupeosiBiopos eppaviaTnke ot 261 (4,2 %) aoBeveig gupmepiiapBavopévuy Tepiatanikwy BaBpol 21 3 ot 64 (1,0 %) kai ot 7 (0,1 %) aoBeveic avioTolya, mou AdpBavav To pembrolizumab. O Siapsoog
¥POVOG WG TV TP ERpavIoT) Tou uTrepBupeceidiopiod firav 1,4 prveg (E0pog 1 npépa twg 23,2 priveg). H Siapeon Siapkeia fArav 1,8 prveg (edpog 4 nuépeg éwg 27 6+ prveg). O umepBupeoeiBiojiog obiynoe
g Giaxomm m¢ aywyig Tou pembrolizumab o 3 (< 0,1 %) acBeveic. O umepBupeoeiBiopdg umoywpnoe ot 207 (79,3 %) aoBeveic, otoug 5 e emmAokég. YmoSupeoeidiopos epgaviommxe ae 699 (11,3 %)
aoBeveic oupmepihapBavopivioy TepioTamikiv BaBpol 2 ) 3 ok 510 (8.2 %) kai oe 7 (0,1 %) aoBeveig avrioToixa, Tou AapBavay To pembrolizumab, O Biapecog ypovog éwg T TIpWw Eppavian Tou
unoBupeoeiBiopol firav 3,4 prveg (edpog 1 nuépa £ux 25,9 piveg). H Siapeon diapkeia dev emmelyBnke (e0pog 2 npépeg Ewg 53,9+ prvec). Alo aoBeveic (< 0,1 %) ixowav mv aywyr) Tou pembrolizumab Adyw
Tou umoBupeceiBiopol. O unoBupeosBiopog umoxwpnae ot 171 (24,5 %) aobeveig, oToug 14 pe emmiokég. Ze aoBeveig pe cHL (n=389), n emitmwen umoBupeoeidiopol firav 17 %, ue BaBuo copapommiag 1
1} 2 ot dAeg ig mepmTwoEiG. Ze aoBevei pe HNSCC mou EhaBav aywyr povoBepameiog pe pembrolizumab (n=809), n emimwon umoGupeoeiGiopod firav 16,1 % (yia ohoug Toug BaBpels copapdmrag) pe 0,3
% yia BaByol 3. Ze aoBeveic pe HNSCC mou ehaBav To pembrolizumab ot auvduaopt pe xnueioBepareia pe mhartiva kar 5-pBopiooupaiin (5-FU) (n=276), n emimwon tou uroBupecediopol Arav 15.2 %,
e BaByol 1 1 2 g Gheg TIg MEPITWOEIC. ZYETICOMEVES LIE TO QVOTOTOITIKG BUpNTES Seppaminés avnidpaoes TYETICOMEVEG i To avogoToinTiko ooBapé deppatikég aviidpaoeig eppaviomkav o 102 (1,6
%) aoBeveic, oupmepihapfavopivwy Tepiotarikwy BaBpou 2, 31 5 ot 11 (0,2 %), oe 77 (1,2 %) kan e 1 (< 0.1 %) aoBeveic avriaToiya, mou AdapBavav To pembrolizumab. O Siapecog xpovog wg v Tpwim
Eppavion Twy coPapwy Sepparikiy avdpaoswy frav 3,5 pveg (E0pog 3 nuépeg Ewe 25,5 prveg). H Siapean Sidpkeia Arav 1,9 prAveg (e0pog 1 npépa éwg 33,0+ prveg). Or ooPapéc Beppamikés avdpaaeig
obfynoav ot Siakor Tou pembrolizumab ot 13 (0,2 %) aoBeveic. O1 copapig Sepparkég avndpaaeig umoywpnoav ot 71 aoBeveig, otov 1 pe emmAokég. Imavia mepioTanikd SJS kai TEN, opiopéva amo Ta
orfoia pe Bavarngopo éxBacn, éxouv apampnBzi (BA. mapaypaypoug 4.2 kai 4.4). EmimAokéc mg aMovevouc HSCT aro kAagixo Aé a Hodgkin (¢HL) And toug 14 aoBeveic oy KEYNOTE-013 rou
Tipoywpnoav ot akhoyevi) HSCT pera amo aywyr) pe pembrolizumab, ot 6 aaBeveic avapépdnke ofeia GVHD kai gt 1 agBev avagepbnke xpovia GVHD, kapia amé nig omoieg Bev frav Bavamgépa. Ato
aoBeveic napougiagay phefoamoppakTiki vooo Tou fmareg VOD, n pia amd Tig omoieg frav Bavarnpapa. Evag acBevig mapouciaoe 1o oUvOpopo epgUIELOTG PETa T pErapoayeuan. Ao roug 32 aoBeveic
oty KEYNOTE-087 ou mpoypnoav ot ahkoyev) HSCT yera amo aywyi] pe pembrolizumab, ¢ 16 aoBeveic avapépBnke ofeia GVHD kai gt 7 agBeveig avagépBnke xpovia GVHD, amé Tig omoieg ol Sl
frav Bavamgapeg. Kavévag aoBevrig Sev mapougiaae phsfoamoppaktiki vooo Tou fimatog VOD. Kavévag aoBeviig Bev mapouciace 1o oUvdpopio epgUTeUonS HeTa Tr) petapcaysuon. Ama toug 14 aoBeveic
oy KEYNOTE-204 rou mrpoywpnoav ot ahhoyevi) HSCT perd amé aywyi pe pembrolizumab, oe 8 aofeveic avagépBnke ofgia GVHD kai oe 3 aoBeveic avagépbnke xpovia GVHD, kapia amo 1ig omoieg Sev
frav Bavamgapa. Kuvtvcg aoBeviig Gev rrupaumcm qmsﬂoanoqppamxn vm mu fimarog VOD. Evag aoBevig mapoudiadt To oUvBpoyo EppUTEUOTG HETA TN pETapoayeuon. Aufnuéva nrankd &viuua kard
To guvBuaoLd Tou pe b pe 10 C) Ze pia khviki pehétn aoBeviov pe kapkivwpa Twy vegpuv (RCC) Trou Bev eixav AaBer rponyolpevn Bepameia kal Adppavav
10 pembrolizumab ot ouvBuaoué pe 1o axitinib, Trupumpnenxz HEVUMITE;JI] ano rnv avapevopevn ouxvotnra spgavians BaBuuv 3 kai 4, aufnuévn ALT (20 %) ka1 aufnpévn AST (13 %). O Biapecog xpavog éwg
™V U epgavion g augnpévng ALT Arav 2,3 prive (e0pog: T npépeg Ewg 19,8 priveg). Z¢ aoBeveig e ALT= 3 gopég To aviutepo guaiohoyikd opio (ULN) (BaBuei 24, n=116), n ALT ummoywpnot ot BaBjoig
0-1 a10 94 %, MogoaoTd mevAvTa evvéa Toig exard Twv aoBeviv pe au§npévn ALT, éAae ouatnuariki Bepameia pe koprikoaTepoeidn. Ao Toug agBeveig Tou avappwoav, otoug 92 (84 %) Eyive emavévapén g
puvuazparremg eite Tou pembrolizumab (3 %) eite Tou axitinib (31 %) i ka1 Ty dUo (50 %). Ao aurolg Toug aoBeveig, To 55 % dev eixe kapia unotpom g ALT> 3 gopéc 10 uvunzpu Quatohoyixd uplo (ULN)
a1 amd exeivoug Toug aoBevelg pe umotpom Mg ALT> 3 popég To aviTepo puaiohoyikd dpie (ULN), dlor avppwaay. Asv ummpéay nmamka oupBavra BaBuol 5. IaKE
aoBeveig mou éAaPav povoBepaneia pe pembrolizumab, Ta TogeaTa Twy acBeviy Tou epgavioav peraBoln ot pn puolohoyixr epyaaTnpiakd TipA Babpol 3 1 4 ot uxacrr] pe mv :vcpﬁn MG HeAETNS firav Ta
akéhoua: 10,8 % pe pewpiva AepgoriTTapa, 8,3 % pe peiwpévo vimpio, 6,4 % pe peiwpévn aipoogaipivn, 5,4 % pe peiwpéva puwogopikd, 5,0 % pe augnuévn yAukadn, 3,1 % pe augnpévn AST, 3,0 % pe aulnpévn
ALT, 2,7 % pe aufnpévn aikahik gwogdraan, 2,4 % pe peiwpévo kahio, 2,1 % pe peiwpéva ouBetepopira, 2,0 % pe peiwpiva aipomerada, 1,9 % pe aufnpévo aopiario, 1,9 % pe aufnpévo kahio, 1.9 % pe
auinuévn xohepuBpivn, 1,6 % pe perwpévn Aeukwpariv, 1,5 % pe peiwpivo aoBéomo, 1,5 % pe augnpévn kpearivive, 0,9 % pe peiwpéva Aeukokimapa, 0,7 % pe aufnpévo payvijaio, 0,6 % pe peiwpévn yAukodn,
0,2 % pe peiwpévo payvioo kar 0,2 % pe aufnpévo varpio. Ze agBeveic ou thaav pembrolizumab oe ouvGuaapd pe xnpEioBEpaTEia, Ta TOT0OTA TwY aoBEVIY TIOU Eppavioav PeTaol] O pn guatohoyikh
epyaompiad iR BaBol 3 1y 4 ge oxEon pe my évapfn g peAémg frav Ta akéhouBa: 37,7 % pe peiwpiva oubetepdgira, 25,8 % e peiwpéva hepgokutapa, 25,2 % pe peiwpiva Aeukokuriapa, 20,3% pe
pelwpévn aipoogaipivr, 13,3 % e pewpéva argometaNia, 11,3% pe peiwpévo varpio, 8,9 % pe peiwpéva guogopikd, 7,2 % pe peiwpévo kahio, 6,7 % pe aufnpévn yAukoln, 5,8% pe aubnpévn ALT, 5,4 % pe
aufnpevn AST, 3,6 % pe peiwpévo aoBéoTio, 3,4% pe aufnpévo kahio, 2,8 % pe peiwpivn Acukwyariv, 2,7% pe aubnuévn kpeanvivy, 2,3 % pe aufnpévn arkakikn guogaraan, 1,9 % pe aufnpévn yokepuBpivn,
1,7% e aufnpévo aoBéamo, 1,0 % pe peiwpévn yhukddn, 0,6 % pe augnpévo varpio kai 0,1% pe augnpévn aipoagarpivn. Ze aoBevei mou édafav 1o pembrolizumab o ouvduaopd pe 1o axitinib, 1a mogoota
Twv aoBeviuv Tou epgavioay peraol ot pn guatohoyixi epyacTnpiakd TR BaBuol 3 A 4 frav Ta akoAouba: 20,1 % pe augnpévn ALT, 13,2 % pe augnuévn AST, 10,8 % pe peiwpéva Aepgoximrapa, 8,9 % pe
autnuévn yhukéln, 7.8 % pe peiwpévo varpio, 6,4 % pe peiwpéva puwogopikd, 6,2 % pe aufnpévo kahio, 4,3 % pe aubnpévn kpeamvivr, 3,6 % pe pewpivo kakio, 2,1 % pe aufnpévn xohepuBpivn, 2,1 % pe
pEiwpEVn aipoagaipiv, 1,7 % pe aunpévn ohkahiki pwogaraon, 1,5 % pe auinpévn mv mpoBpopBivny Aevolg Opalomonpévng Zyéong (INR), 1.4 % pe peiwpéva Asukokimapa, 14 % pe perwpéva
apomerahia, 1,2 % pe maparerapivo Xpovo evepyomoinuévng pepiki BpopBomhaativng, 1,2 % pe pewwpéva oudetepaqira, 1,2 % pe auénpévo varpio, 0,7 % pe peiwpévo aoBiatio, 0,7 % pe avnuévo aoBéoio,
0,5 % pe penwpévn Aeukwparivy kai 0,2 % pe perupévy ylukodn. Avoooyovikomra Ze khivikég pehéteg o aoBeveig rou éhafav pembrolizumab 2 mg/kg BE kaBe tpeig efBopades, 200 mg kaBe Tpeig efdopades
1 10 mg/kg BE xkaBe Blo 1) Tpeig efbopddeg, wg povodepareia, ot 36 (1,8 %) amd Toug 2.034 aoBeveig Trou afiohoyrBnkav, aviyveuBnkav avniowyaTa, oy aywyn He pembrolizumab, amd Toug oToioug o1 9
(0,4 %) aoBeveic eixav eSoubeTepwika avigwyara kara Tou pembrolizumab. Aev utmpée xapia évBeifn perafoAns TG PUpHAKOKIVITIKAG f) Tou TIpogiA aoPAAEITS He TNV AVATITUEN QVTIOWHATWY KaTa Tou
pembrolizumab f :{ou&'rtpwrrxuw avnuwuurwv Daibiarpikée mAnBuaues H OUWJIEIO Tou pembrolizumab wg povoBepameia Exer afiohoynBel ot 161 maidionpikols aoBeveic nAiiag 9 pnviov fwg 17 ety pe
TipoywpnpEvo pehavwpa, Adpewpa f pREvOUC, pomalovreg f ave ¢ oupTrayeic oykoug pe Beniki ékppao) Tou PD-L1, ava 2 mglkg BE xae 3 efopabeg om pehim @aong Il KEYNOTE-051.
0 mAnBuopés Tou Khagikol Aq.urpumm’o; Hodgkm (cHL) (n=22) aupmepiEaBe aaBeveig nhikiag 11 éwg 17 ertov. To Tpogik aopaieiag o Tadiatpikols aoBevei fTav YeVIKA TAPGUOIO PE EKEIVO TTOU
TrapamprBnke ot evijAikeg ou EAaav Ty aywyr pe pembrolizumab. O1 mo cuyveg avemBipnTes evépyeles (avapépBnkav e mooooTd Toukayiotov 20 % Twv TaiBiatpikiy acleviy) Arav Tupetia (33 %),
éperog (30 %), kepahakyia (26 %), kethiakd aiyog (22 %), avaipia (21 %), Prxag (21 %) xai BuokoiiiomTa (20 %). H mheiovomTa Twv avemBupnTwy eVEpYEILY TTOU avagépBnrav pe T | paTEi r']ruv
agopapdétnrag BaBpol 1 A 2. ERdopivia £ acBeveig (47,2 %) eiyav 1 | mepioadTepeg avemBOpnTeS evipyeieg BaBpol 3 éwg 5, ammd Toug omoioug of 5 acBeveic (3,1 %) eiyav 1 | mepioodTepeg avemBipnTeS
evépyeie ou odynaav oto Bdvare. Or guyvomieg Baaiovrar ot oheg i avagepBeioeg avemBOpnTeg evipyeieg Tou gappdkou, avefapritwg g afioAdynong Mg amwdoug axéong amd Tov EpEuVATH.
Avagopd miBavokoyouusvuy avemBounTwy evepveiiw H-avapopa mBavohoyoUpevioy avemBUpNTWY EVEPYEILV HETG T T XopAynan adeiag kUKADPOPIaS TOU QAPHAKEUTIKOU TIPOIOVTOC Eival aTpavTIkr.
Empémer T ouvey] TapakoAolBnon mg oxEong o@éous-kIvBivou Tou pappaKeuTIkoU TpoidvTog. ZnTEiTal amd Toug emayyeAparie uyeiag va avagépouv omoieabimore MBavoAoyolpeves avemBUpunTEg
evipyelec otov EBvixo Opyaviapd Qappakwy, Megoyeiwy 284, GR-15562 Xohapyog, ABnva, Tnh: + 30 21 32040380/337, ®at; + 30 21 06549585, looramrog: hitp:/iwww.eof.gr. 7. KATOXOL THI AAEIAL
KYKAO®OPIAX Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, OhhavSia. 8. APIOMOE(OI) AAEIAL KYKAO®OPIAE EU/1/15/1024/002 9. HMEPOMHNIA MPQTHE EMKPIZHE/ANANEQEHE
THE AAEIAL Hyepopnvia mrpwing éyxpiong: 17 loukiou 2015 Huspopnvia TeAeutalag avaviwang 24 Mapriou 2020 10. HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY 19 Oxtwppiou 2021 TPONOE
AIAGEIHE TMepiopiopivn iatpikn guvrayn. Movo yia Noookopeiakr Xpion amd yiatpd pe karahAnAn eiSikeuan kai epmeipia. Nia my whnpn mepiAnyn Twy XapakmpioTIkwy Tou TTpoidvTog, apakahodpe va
ameuBiveate otov Tomké Avrimpoowna MSD A@BEE, Ayiou Anuntpiou 63, 174 56, Ahipog, EAAGSa, Ap. MnTpdou MEMH 121808101000, TnA.: +30 210 9897 300, dpoc_greece@merck.com

Bon@rjare va yivouv Ta @dppaka o aogali kal Avapépere OAEE nig avemBipnieg
evEPYEIES Yia OAA Ta pappaka ZupTrAnpavovtag Ty «KITPINH KAPTA»



MEPIAHYH TQN XAPAKTHPIZTIKON TOY NPOIONTOX
¥ To gapyaxo auTod Tehei ummd oupmAnpwyank TiapakohodBnon. Auté Ba emTpéyel To ypiiyopo TTpoaBiopiaud viwy TAnpogopiwy aggakeiag. Zreital amd Toug emayyeAuaries uyeiag va
avagépouv oroieadrimore mbavohoyolpeves avemBupnTeg cvépgcn:g. BA. mapaypago 4.8 yia Tov 1paTI0 avapopag avemmBUHNTLY EVEPYEILV.
1. ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOE: Zejula 100 mg akhnpd kayakia
2.MOIOTIKH KAIMOZOTIKH EYNOEEH: To kafe akAnpd kaydkio epiéxel povoiBpikd Toouliki vipamapipmm ou igoduvael rpog 100 mg vipamapipmm, Exdoya e i 6paon;: To kabe
mo\r]?é Kawdkio mepityel 254,56 mg ggvoﬁﬁpm"; Aakroln (Bh. mapaypago 4.4). To kéhugpog Tou kabBe okAnpol kayakiou TepIEXEr £mTiong Tov XpwoTikd Tapayovra taptpalivn (E 102) [0.0172
mg]. Na Tov AR karahoyo Twv exdoxwv, BA. Trapaypapo 6.1.
3. QAPMAKOTEXNIKH MOP®H: ZxAnpo kaydkio (kaydkio). Zxkhnpd kawakio mepimou 22 mm x 8 mm. Aeukd awpa gépov m onpavor) 100 mgs extummwpévn pe pabpo pehavi kal Toppupod
¥pu Kamaxi gépov T ofpavon «Niraparib» exTutiuiévn pe AEUKG peAd
4. KAINIKEZ NAHPO®OPIEZ: 4.1 @(:;pu‘lrsu‘rlni; evBeifeig: To Zejula eveikvural: * yia xpiion we povoBepantia yia m Bepameia auvripnong evijAikwy aogBeviov pe TIpoxwpnpEvo
emBnhiaxd (otadiou Il kar IV kara FIGO) vynAol BaBuou kakenBeiag kapkivo Twv wobnkwy, m¢ ocaAmyyag f mpwronali kapkivo Tou TEpITovaiou, TTOU TTApoUGIA(ouY QVIATIOKPIOT)
{mAfipn f) Pepikn) peTé Ty ohokAfpwon xnuEioBepameias TpUNG ypappnAg He Paon Ty TAaTiva. + yia ¥pon w povoBepareia yia Bepameia cuvipnong evijhikwy aoBeviv e evaioBnro
omyv mhativa urtotpommialovia uynhol BaBpol kakonBeiag opwdn emBnAiakd kapkivo Twy wobnkwy, m¢ odAmyyag i Tpwionabl kapkivo Tou TEpITovaiou, Tou Tapoudialouy
avrarokpion (mAfjpn | pepikn) o ynpeoBepaneia pe Baon my mhariva. 4.2 Accoloyia kal TpéTog Yopiynong: H Bepameia pe Zejula mpémel va exava kal va emBAETETal amd 1atpd
EE ETIEIpia TN XPAOT) QVTIKAPKIVIKWY QOPUAKEUTIKGY TipoiovTwy. Aogokovia: Beparreia quviripnans MpWwme ypapG yia Tov Kapkivo rwv wolnkav: H ouvioTwpevn apyiki &oon Tou
ejula eivar 200 mg (Buo kayakia Twy 100 mg), n omoia Aappaverar pia popa Ty nuépa. QaTooo, yia aobeveic pe fapog atpatog 2 77 kg kal apyiko apiBpd aporerakiwv 2 150.000/
uL, n ouvigripevn apyikn oor) Tou Zejula eivar 300 mg (tpia kawakia Twy 100 mg), n omoia Aapdaveral pia gopa my %%pu. Qepameia ouviipnang yia umotpomadovia Kapkivo Twv
woBnkav: H Boon eival Tpia okAnpa kawaxia Twv 100 mg pia popa nuepnaiug, avriaTora pe ouvohikr nuephaia Soan 300 mg. O acBeveic mpémel va evBapplvovTal va Tiaipvouv T
Soon Toug TEpiTIOU Y idIa Wpa kaBe pEpa. H xopiynon Tpiv amo Ty katakhion eivar pia mBavi peBodog Biayeipiang g vautiag. ZuvioTaral 6T n Bepareia ouvexiZeral Ewg v
eppavion e&ENigng e vooou i Tofikamrag. MapaAeiyn mg doons: Eav mapakeigBei pia &Urg:l aoBeveig Ba TTpEmEl va Taipvouy My emdpevn BO0T) TNV KAVOVIKT) TIPOYPUPHATIOPEVN WPa.
lNpooapoyéc me doone yio avemBupnTes evépyeies: O CUVIOTWHIEVES TPOTIOTIOMTEIG TG Boamg yia avemBupnTes evépyeieg avagépovian atoug Mivakeg 1, 2 kan 3. Mevika, ouvioTdral
OTIwG £V TIpWTOIC BlakoTTeTan n Bepareia (ahhé oy yia SioTnua peyaUTepo Twy 28 GuVEXOUEVIY NHEPWV) Yia va emTpamel oTny acBevi) va avavijyer armd Ty avemBipnin evépyeia
Kal 0T ouvEEla va ertavapyioel omy idia doon). MY MEPITTTWOT ETaVEPPavIonG TG avemBupnTng evepyelag, ouvioTdaral poowpivi SiakoTr Tng Bepareiag kal karomy eravévapén
g Bepameiag om xuu%?é(mpn Boan. Eav o1 avemBupnTeg evipyeIeg eppévouv TEpa amd my 28rpepn iakorr mg Boong, ouviaTaTal va Teppari(eral n xopiynon Tou Zejula. Eav of
avemBipnTES EvEpyeieg Oev eivan Siayeipioipeg pe auth Tn oTpamyiki SlakoTmg kan peiwang g Séang, ouviotdrar va Teppatiletal n xopRynon Tou Zejula.

Mivakag 1: ZuvioTwpeveg TpoTromoIotig Tng 86ang yia avemBipnTeg evipyeieg

Apyiko emrimedo Soang 200 mg 300 mg
Mptom peiwan mg Soang 100 mg/npépa 200 mginuépa (Bo kaydkia Twv 100 mg)
Aeiepn peiwon g doong LiaKoTIT QUPHOKEUTIKAS aYWYIS. 100 mglnuépa* (Eva kayakio Twv 100 mg)

*Edv amameital mepamépuw peiwaor me Soong kémw and ta 100 mg/npépa, To Zejula Ba mpémer va SiakoTeral.

Mivakag 2: Tpotromoinon g doong yia pn wpareAoyikeg avemBupnTeg EVEPYEIES

Mn aiparohoyikég CTCAE® 2 BaBpol 3 avemBUpnTEG evEpyeie I'Ipthrg £kBhwoN:
ouoyETICOEvEG pe Tr) Bepameia Giou n TpoguAagn Bev Bewpeital + To Zejula diakomreral yia péyioTo SidoTnua 28 nuepv 1 £wg mv unorgl(tbpnuq NG avemBUpnmG; EvEpyEIag.
EQIKTT f GTToU N avemBUpNTN EvEpyELa EppEvel TTapa T Bepameia. + Emavevaptn Tou Zejula ot pelwpévo emimedo S6ong olpgwva pe Tov lMivaxa 1.

Asmtgq exBiAwarn:

+ To Zejula diakoeral yia péyioTo SiaoTnpa 28 nuepv f £wg TV UTIOKGENOT TG QvemBiUNTG; Evépyeiag.
+ Emavevapgn ou Zejula ot peiwpévn oo fi diakom mg Bepaneiag oupguva pe Tov Mivaka 1.

CTCAE = BaByou 3 avemBipnmn evépyeia ouayen{opevn pe H Bepameia tepparieral.

m Bepareia Siapkeiag MEpav Twy 28 NUERUV EVW OTOV a0DEVT
yopnyeirar Zejula 100" mg/nuepnaiwg

*CTCAE= Kpimipia Zuviifioug Opoloyiag yia AvemiBUpnTeg Evépyeieg

NMivakag 3: Tpomomoinon g 86ong yia aipatohoyIkég avemBOpnTeg evEpyeieg

Kara m Bepareia pe Zejula éxouv Tapampn@ei aiparohoyikeg avemBUpnTe evepyeieg 1BiaiTepa kard v apyik) @aon mg aywyre. Emopévie, ouviodral efdopadiaia rapakohoiBnan
T0U rr.\gggug aipodiaypapparog (CBC) kara tov Tipwro prva Tng Beparieiag kai n TpoTrorioinon g 5oong bﬂuﬁiourb xpclgzzrul va yivel. Mera Tov nptmggg\cfu, ouvIoTaTal pnvidia |
Tiapakohalfnan Tou TTAfpoug aipodiaypdy Kai o7n ouvéyEia va yivera mepiodika (BA. rapaypago 4.4). Me Baon Tig epyacTnpiakeg Tipég e kaBe acevols, pmopel va anarteial
£ diala TrapakoholBnon kai ked Tov GelTERo pva.

Agarohoyikés avemBOpnTeg evépyeieg | + Mo aoBeveic pe apiBpo aipomreraliov < 10.000/uL, 8a mpénel va egeraderal n mepimuwon petayyiong aponerakiwv. Eav upioTavral

y1a TIG OTI0iEG aTIQITERTaN PETayYIon Mol apdyovTeg KivBlvou yia aipoppayia 6w yia Tapabelyua auyxopAynon CVTITMKTIKWY 1) avTIaIOTIETGAIGKIY Pap|aKEUTIKWY
UTTOOTHPIEN JE QIHOTIONTIKO AUENTIKO TPOIOVIWY, vt EEETACETAN 1) BIGKOTT QUTWY Twv OUCILY ffkal JETaYYION Ot UgnAdTEPO apIBUO alpoTieTaAiby.

mapayovia + Emavévapén tou Zejula ot peiwpévn door.

Ap1Bpoc aipomeralivv Nptm exdihwon;:

< 1066)&)0/&

+ Aiakotm :\qu Zejula yia katd 10 "?Hﬁ}%&rﬂ Euépsc Kai TapakohoiBnan Tou aipodiaypappatoc epdopabiaiug éwe 6Tou o apiBpoe
aiporrerahiwv emaTpéyer oo 2 100, )

' E#uvtvup? Tou Zejx‘jleawccrrnv iblan prlwbué'lvr] doaon crﬁgq;wvu pe Tov Mivaka 1 pe Baon v khivikd exTipnarn,

+ Edv o apiBuog aiporrerahiwy eivar < 75.000/uL omrotediymore, emavévapln ot pewpév Soom ouppuva pe Tov Mivaka 1.

ApiBpog arpomrerahiwv < 100.000/uL Aedrepn exBihwor;:
PrRvq s ' AICBEIDIITIﬂ TgU Zelj]ula yia kard 1o péalma 28 nuépeg kar mapaxohoiBnon Tou aipodiaypapparog £pdopabiaiwg Ewe dou o apiBjog
aiponerahiuy emoTpéyel oto 2 100.000/L.

+ Emavévapén Tou Zejula oe mu%nivr] doan alp peTov Miveka 1.

+ Tepyaricerar n Xoprynar Tou Zej

jula edv 0 apiBpog ayomerahiwv Bev Exel emaTpéwer oe amodexa eTimeda evidg 28 nueptov amé my

mepiodo Biakomig Tg doong, 1) etv n aoBevig Exer RGN umoPAnBei ot peiwon mg 6oang ot 100 mg pia popa nyepnaiwg

Ouderepopira < 1.000/uL + Aiaxorr Tou Zejula yia karé 1o péyiao 28 nuépeg kar TapakoholBnan Tou aipodiaypapparos efdopadiaiug Ewg oTou o apiBpog Twy

Aipoopaipivn < 8 gidL oudetepoilwy emoTpéyEl oo = ¥.5001qu|1'|qu§ alpompall_ﬁ)ivng aro29g/dl.

+ Emavévapdn Tou Zejula ot mwqu oo uﬂp(g.g:rtu pe Tov livaka 1.

+ TeppariCeral ) xopnynan Tou Zejula eav 1a ouberepogiAa fi/kal ) aipoapaipivn dev Exouv mmpitgz; oE anodekta emimeda eviog 28
nEepwv amd mv epiode Siakommg T doong 1 eav n acBevi exel fdn umoPAnBei ot peiwon e 6éong oe 100 mg pia gopd npepnoiwg.

EmBeBaipévn Sidr * Teppariferal povipa 1o Zejula.

JuE Uﬂ)illﬂTlKOl\irvUU popou (MAE)

1) ofgiag puehoyevous heuyaipiag (OMA)

Bepamzia ouv) Tou uTToTpomadovTos kapkivou rwv woBnkwv oe aoBevelc e xaunAé Bdpos owparog: Mepimou 25 % Twv aoBeviv £m NOVA eiyav Bapog kamw Twy 58 kg kai
nigiﬁ)u 25% ?gvmu%%evw :i)(a":’\'rJ Bdgo; gyu.\i% v 77T kg.ml-l ouyvornTa su%(ﬂgng ﬂ)lsgggod f i ﬁnavilsyuhﬂm n avipeoa ot aga?vﬁgznxam\é Bépogggmm (78 %) ﬂa;?d OF
aofeveig pe uynAd Bapog apatog (53 %). Mavo 13 % Twv aabevoy pe yapnio papog awyarog Tapépeivav ot doom Twv 3 rng TiEpa amd Tov Kiko 3. Mmopei va eteralera doom évapgng 200
mg yia agBeveig pe Bapog kamw Twv 58 kg. HAmiwpéver: Aev amaieital ipooappioy TG 86ong yia nhikiwpéves aaBeveic (= 69 erwv). Yndpyouv meplopiapéva kAvika Sedopiva ot aobeveic
nAikiag 75 excov ) peyahirepng nhikiag, Aiarapayri mg veppikic Asiroupyiag: Aev amarteita mpoaappoyr T 86ang yia aoBevei pe fma éw prpia dlatapayi Mg veppikig Aemoupyiag, Aev
umapyouv BeBopeva oF aobe) igys Papia Bicrapayr) T vegpikig Aemoupyiag i Vepikr voao TeAikou aTadiou Tou uTroBdMovar ot aipokaBapan). H xpron o auteg i aoeveic amarei
Tipoooy (BA. Tapdypago 5.2). Aiarapays) m qmamikag Aerroupyiac: Aev ananeial mpooapyoyl) g Soong yia agleveic pe fma g pérpia Siarapayf) MG nmaTikig Aemoupyiag. Aev uTidpyouv
Sedopiéva ae aoBeveic pe Papia Siatapayn Mg namikng Aemoupyiag, H yprion ae autols Toug aoBeveis amartei mpogoyn (BA. Tapaypago 5.2). Aobeveis pe karaotaon ikavomiag kara ECOG 2
£wg 4: Aev givan SiaBEa i kAvika Sedopiva ot aoBeveis pe karaaTaon ikavormiag kard ECOG 2 éwg 4. Madiatpixog mAnBuaisog: H acgaeia kal i amioTeAETHamIKOTTANTIG VIDATIGPIKTITG OF
mianBian kan £griBoug nhikiag kimw Twy 18 eriv Bev Exouv axdpa TerpnpiwBei. Aev undpyouv BioBéoipa Sedopéva. Tpomog yopiynang; Amo atoarog xpAon. Ta kaydkia TETEN va katamivovTal
ohdkhnpa pe vepd. Ta kawaxia Sev pémel va paciotviar fj va Bpupparifovran. To Zejula propei va AapBaverar eite pe Tpogn efe ywpic. 4.3 AvevBeiteig: YmepeuaioBnaia om SpacTiki ouaia f
OE KaTolo amd Ta ékboya Tou avagépovial oty apdypago 6.1, Onraapos (BA. Tapdypago 4.6). 4.4 Eidikég wpoeiBotroinoeig kal mpoguhageig Kard T Ypion: Aiparohoyikec aveiBu

svépyeree: Eyouv avagepBei aianohoyikég avemBupnTeg evipyeieg (BpopBomevia, avaipia, oudereporevia) o aobeveic ou AapBavay Bepareia pe Zejula EA: napaypago 4.8). Meswig 59:
YapnAotEpo owpamko Bapog f xapnAdrepo apiBud apomerakiwv kara my évapén mg Bepaneiag pmopel va diatpéyouy aulnuevo Kivbuva Bomeviag Babou 3+ (BA. mapaypago 4.2).
TuvigTinal eferaatig mRpoug apodiaypdppiarog efSopadiaiwg yia Tov TpwTo priva, o ouvxela pnvaia TapakokouBnom yia Toug emdpevou 10 piveg Bepameiag kai o ouvEyeia TEpIoBIKG



a TrapakohoUBnan Twv acBevioy yia kAVIKG anpavIKES HETABOAES aTIC GTIOIES QIPCTOAOYIKE TIAPCLETPOUG KOTA TN SIApKEI miﬂepumiug (BA. mapdypago 4.2). Edv pia aoBeviyg avanmigel
GG Popgnc EupEvouca aipatohoyikr Tokamia, cupmepihapPavopévng g TavKuTIapoTeviag, n oTroia dev uTroxwpAae! eviog 28 npeptv perd m diaxor, n Bepameia pe Zejula Ba mpérel va
TepparifeTar. Adyw Tou Kkiviivou 6y TIEVIAG, OVTITITKTIKG Kal GKEUTIKG TTPOIGVTA TTOU EIVal YVWOTO 6T1 PEILIVOUY Tov piBG B KUTTAPLWY TIPETTE! v YpnoipoTrololvTal ie Tipoaoyr (BA.
n%éaepo 4.8}'.wMutAoﬁuc'rr.\uo%?<%Bgﬂv§ = Ti?m A q?‘:Ipl\uz aupia: Exouv TraparmpnBei mplmdnol;':t[g uu:hoﬁuo-rr%.g'rmgf ﬁ'ﬁméﬁo@%‘g puc.\a)s,zr\}roul? )@uxuluiugp(M&%m)(%A:
agbeveig Tou AapBavav povoBepameia f Bepameia guvduaopol pe Zejula ot KAVIKEG PEAETEG kal Em}xa\pmxﬁ. H Sigpkeia mg Bepareicg pe Zejula ot aoBeveic potol avarmuyBei MAZ/OMA
Kupavorav amo 0,5 piveg éwg > 4,9 &m. O1 mepmTiEig fiTav xapakmpiaTikég SeutepoTraliov ouayen{opeviwy pe Bepameia yia Tov kapkive, Oheg ol aotieveic eiyav Adpel mohamha
oyfpara xnpeioBepaneiag pe mepieyopevo TAaTivag kar TIOAEG eiyav emmiong Adper kar @Moug Tapayovieg Tipokaodvieg {npia oto DNA xaBix kai aknvoBepaneia. Mepikég amo 1ig aoBeveig
elyav i0Topiké BuaTiaaiag Tou puehol Twv oatiy. Edv emBePaiwbei MAZ rykar OMA ev pia aoieviic Aappave Bepareia pe Zejula, n Bepatieia Sa TpETel va Teppariceral kai f) acBevi va
happaver karahnin Beparreutikn aywyr,. Ymépraan, oupmepiiauBavopévng kai umeptaaikng kpiomg: Me m xprion Zejula Exr avapeptel umiépraon, gupmepIAGUBaVOEVG Kal UTIEPTOTIKAG
kpiong (BA. apaypago 4.8). Mpo-umrapyouoa umiépiacT) Ba TipTTe! va eAéyyeTal emrapkag Tipiv Ty évapén g Bepameiag pe Zejula. Kara m Bepareia pe Zejula, n apmpiaxi mieon Ba mpémei va
TiapakohouBeital TourayiaTov efdopadiaiwg yia dio pnves, o ouvExeia va TrapakohouBeital pnviaiwg yia To TIPWIO £Tog kal oTn ouvixela Trepiodixka. Mropei va efgTaoTei To evbexopevo
TrapakoholBrong TG apimpiaig Trieong ato aTrin yia karalnAoug agBeveig pe odnyies va emKovwyigouy pe Tov EmayyeAuaTia uyeiag oF reEpiTwon algrong me (fgmplum’]r; Trieong. Oa Tpé el
va TIpaypaTOTIoIETal IaTIKT SiayEipion me uTEpTaong JE avTIUTIEpTaOIKG pappakeuTikd mpoidvia kafiug emmiang kal puBan me Béong Zejula (BA. mapaypago 4.2), edv autd amantital. Kard
T0 kAIVIKG TpGypapipa, MeBrkav perpieig T apmpiaii ieang mv Hygpa 1 Tou xéfe 28epou kikhou eviu n agBevig ouviyioe va miaipvel Zejula. Ti¢ TEQIOOGTEQES TIEPITTWOEIC, 1) UTIEQTAGT)
EAEyYBNKe ETAPKLIC HE TN YpOT CUPBATIKAC CVTIUTIERTAOIKAC BEPATTEUTIKIG CywyG E 1) XWpig Tipocappoyi me doang Tou Zejula (BA. mapaypapo 4.2). To Eq‘uia Ba mpémel va TeppariCeral oty
TepiTTLoN UTIEPTao ikig kpiomg f £av IaTpIKig onpaviiki uTéptaor) Bev pmopei va eAeyyBei emapkui pe avriumeptaaik ayuwyr). 2ovd OmioBiag Avaotpéwipng Evkepahonabeiag (PRES):
Ymipéav avagopég yia 2vdpoyio Oriaiag Avaotpeyiung Eykeparomibeiag (PRES) oe aabeveic mou EAaPav Zejula (BA. mapaypago 4.8). To PRES sivar pia ommavia, avacTpéwipn, veupoAoyix)
Biarapayr) Tou PTTopE va TapoudiaaTe] He Tayéwg EEEAITTOpEV GUUTTTWHATT OTIWG EMANTITIKEG Kpigeig, kepakaAyia, ahoiwpEvn Wuyikn kardotaan, ormiki Siatapayf f Aol gmt‘;ﬁdﬂ 13
| XWwpig ayETIK wrépruog H Bicryvwor) tou PRES amaitei empePaiwon ptow ameikoviong eyKepahou, kaTa TpoTiUnaT aTieikoviong ko ouvtoviopol (MRI). Ze mepimwor PRES,
ouviaTaral n HIaxoTTr Tou gula Kal n Bepareia QUYKEKPIPEVWY OU| amwv oupiepiAapPavopgvng mg umEpraong. H acpakeia me emavévapng me Bepaneia pe Zejula o aoBeveic ou eiyav
Tponyoupévwg eppaviael PRES Bev eival fl. KO 10U : To Zejula Sev mpémel va ypnoipoTrolsitan kara my kinon ) Ot yuvaikeg ot avamapaywyik nhikia mou Sev emBupoly va
Kkavouv yprion abiomomg peBodou avmatAhnyng kara m Bidpkeia e Bepaeiag kal yia 1 pva peta m Afyn mg rr)q:umlag%éang Zejula (BA. mapaypago 4.6). Mpiv m Bepareia Ba mpémer va
glvrrm TEOT EYKULOOUVNG OF OAEG TG yuvaiikeg OF avamapaywyikn nhikia. Aaktoln: Ta oxhnpa kaydkia Zejula epiéxouv povoddpiki AaxTadn. Or aoBeveis (e aTravia kAnpovopika ipohiuara
voavefjag mq yahakrodn, EMeiyn Aakraang Lapp i kakn amoppognon yAukong- yahaktodng dev ipémel va rapouv auté 1o gappako. Taptpadivn (E 102); Autd 10 guppakeuTIKo TTPOIOV TTEDIEXE!
taprpadiv (E 102), n omoia pmopei va mpokakéoe aMepyikég avnbpaaeig. 4.5 AMnAemdpaceig pe ahha pappakeuTika wpoidvTa ko GAAes poppég ahnAemiBpaans: Qapyakoduvapikeg
ageig: O ouvbuoopog vipamapijmmg pe ejBoNia 1) avocokaraoTaATiKolg Tapdyovies Bev Exel peAETBeI. Ta dedopiéva yiam vipaTtapipmm de guvBuaopS HE KUTTOPOTOEIKA GappOKEUTIKA
TpoibvTa eival Teplopiapéva. Emopévg, amaireital wpodoyl £dv n vipamapipmmn xpnoipoTioieital oe ouvBuaopd e epBohia, avoookataaTaATikolg Tapayovie f) dAa kutiapotofika
gappakeuika Tpoidvia. DapuiakokvnTikee alnkermibpaoeic. Emidpaon aAAwv gapuakeyrkwy mpoidviwy or viparrapilimn: H viparrapiumm we uméotpwpia rwy CYP (CYP1AZ ka1 CYP3A4): H
&pm'rupquq sivgé UTIOOTpWHA o lau'[spumiw (CE) kar Twv UDP-yhuxoupovoauhtpavagepaotu (UGT) in vivo. O ofeibuwikog petaBoAiapiog g b\:punupipnpg civu:\.\dxémog i vivo.
v amareial pidp doar; yia To Zejula Gav xopnyEiTal TAUTGXPOVA e GapUAKEUTIKA TIPOIoVTa Trou eival YvwaTo &l avaoTEMUY (T, mpako , prrovapipn kai khapiBpopukivn) f
ETTAYOUV Tal £V upupCUYIF?r?.xA piw]‘ﬂnivn. Kc{pﬂnuaﬁsg(ﬁmul pauraivn). Nma'rqr)gpimq we u;rlggrpw o Twv pETagopéwy exporic (P-gp, BéRé, BSER M qu.'(gf MATE1/2:H w;gnupium] :nc\iul
uTeoTpWHG TG YAukompwienmng P (P-gp) kal mg Tpwieivng avriote kapkivou Tou ool (BCRP). Adyw, dpuwg, e uyniig g Slamepearomrag kai BiodiaBeoipdmag, o kiviuvog khivika
OXETKWY AAANAETTIBPATEWY JE PapHaKEUTIKA TIPOIGVTA Ta oTToia av v auTolig ToUg PETAgopEic eival Jaikov urliéuwg. Emopevug, Sev amareitai puBpion mg doong Tou Zejula dtav autd
xopqvgir(cg c{ggjls(mm e rpapgaksu‘ré:)‘d npoq:ﬁ\(ro Ta oré(\)ia Eiu;gl yvun'rl_él on uvwmb\oéng ™ yAukompuwreiun P (P-g;; (my. upuqﬁugg\vn..&mapikgsr%v TIPWIENT cwia‘rgong xupx@zgu T0U
agTol .. ogipepTvipTm, Behrrataopipn ka €AY mayn). H v i £ival UTTGaTPWHA MG avTAIag Efayw! IKWV CAATWY i TIPWTEI Tou oeTieTal
go)\uq)uqumc'u‘nkﬁxuwiql':u%n MRP2). O Kbpﬁihpu;gﬂ? u'ctu%?\)img Mpfg? m uﬂémpsuﬁpg ﬁng —g?q BCRP?%éEE %%PZ H vlpcmap!p'm'! ﬁcvnlsvf\icgn S:rmngr:gépp% F%ﬁgﬁ
apopéa e§oBou KWV KQI TOGIVIOV TV , eV o M1 eival umrdaTpupa kan Twy Blo, Nipamay UTBOTOWI LIE WV ITATIKNG T j Kai
%%%mmpgnﬁggﬁm olre !?ugl oM ciw(:‘.l urrﬁc.?nptrhpa Tou TToAuTTETTIBiou p?::;opdg OpyavIKwY ﬂﬂ&%ﬁomf;ﬁ 1&?&0\%1 Bg), | ;ggtpopggag 'ﬁugy?ur\.mhv Kﬂ';iﬁ\{va (B%Cﬂ ).
Aev amaneitan pudyi oanc Tou Zejula 6rav yopnyeital Tautoxpd KEUTIKA TIPOIGVTA TTOU £ival YvwaTd o1 avaoTEMoUV Tou: DEIC TIPOON OQATP1B1 1} 1B3 (my.
yqu;lunpomn.%ngvgnﬂi;]& %1 {mx. lvro.\uum\ripa ipn). N:mnég?;?rﬁ &ﬁ%pwuu rw\?flerawpéwv veppikiic mpooAning (OAT1, OA'ISS Kai 861?}: Og.u;gnn\:tlgémpium 0025 Kai t() hﬁl
glval UTIOOTpwa Tou peETapopéa opyaviktv avidvwy 1 (OAT1), 3 (OAT3) kai Tou peragopéa opyavikay kamoviwy 2 (OCT2). Aev unamimi_rgﬂeplon g doarg Tou Zejula otav autd &%ﬁiml
TAUTOXPOVWG |IE (PAPUIAKEUTIKG TIpoidvTa TIou ival yvwaoTo 6T avaotéAhouv Toug petapopeic TpdaAnwng OAT1 (mry. wpoBevexidn) i OAT3 (my. Trpo&va(lgq, Sixhopanvan), f (my.
alpendivn, kvidivy). Emidpacn ing i q papuakeuTikg mpoiovia; Avaotodrj twv CYP (CYP1A2, CYP2B6, CYP2C8, CYP2CY, CYP2C19, CYP2D6 xar CYP3A4): OUte n
viparmrapipmm otte 0 M1 givar avaoToAéag Twv dmoiwy ev{ipwy CYP peraBohioyol dpaamikiv ouaiwv, firol CYP1A1/2, CYP286, CYP2CB, CYP2CY, CYP2C19, CYP2D6 ka1 CYP3A4/5. Axdun
K av kai Bev avapéveral n omoia avaotoh Tou CYP3A4 ato fimap, n Sunrikémra avaaToic Tou CYP3A4 ot eviepikd emimedo Bev exer efakpifwBei oe ayenlBlEVEG TUYKEVIPWOEIS TG
vipamapipmmg. Emopévig, guviaTénal Tipocoyf) 61av n vipariapijmm ouvBualeral pe SpacTikég oudles o peraBoNiapoe Twy orolwv efaptarar ard To CYP3A4 ka, idiaitepa, EKEIVES TTou %_xouv
0Tevd Beparmeutikd Qaapa (m.y. KIKAooTiopivr), TakpOMpOUG, avikn, epyorapivn, Tripodidn, KoueTiaTiv kal a piv). Avaatoq rwv UDP-yAukoupovooulotpavagepaouy (UGTs): H
vipamapipmm Gev eppavioe avaaTahTiki) Spdon Evavn Tuv |aopo‘?3¢hv UGt S.JGT1A1 , UGT1A4, UGT1AS ka1 UGT2B7) mi' 200 pM in vitro. Emopévig, n mBavotTa yia kAiviKa oyeTik avaoToh
Twv UGT amd m vipamapiymm eival eAayiom. Emaywyij rwv CYP (CYP1AZ2 ka1 CYP3A4): Olte n vipamapipmm olte o M1 eivar emaywyéag tou CYP3A4 in vitro. In vitro, ) vipamiapipmm emayel
aoBevtug To CYP1AZ gt uynhég ouykeviptaaeig kai N khivik ayeon autrig mg emidpaang Gev Ba pmopouce va amokeioel mhipwg. O M1 Bev eivar emaywyéag Tou CYP1AZ. Eropévug,
cuviaTaTal mpoooyr Grav n vipanapipmm ouvbualetal pe SpaaTikég oualeg o perafohaliés Twy omoiwy efapratal amd 1o CYP1A2 kai, idlaitepa, exeiveg Trou Exouv aTevd Bepameurikd paopa
(m.y. khodarmivr), Beoguihivn kal pormvipon). Avaorodr ruwv unwopéwvekfor;‘% (P-gp, BCRP, BSEFP, MRPZ xa1 MATE1/2): H vipamapiymm Sev eival avagiohéag mg BSEP ) MRPZ. Jn vilro, n
viparrapipmm avaoTébel To P-gp ok aoBevi; kai v BCRP pe IC,, = 161 pM kai 5,8 pM, avnomoiywg, Emopévu, pia ahnhemiGpaon pe khiviki) onpacia mou exer oxéan pe my avaoTor
autiv Twv Hetagopéwy expoiic, av kai amifiavn, Gev pmopel va amokheioTel. Emopévig ouviataral mpoooyr orav n viparapipmm ouvBudlerar pe Urmmpuﬂrru me BCRP (ipivorexdvn,
pogouBaoTarivn, aipacTarivy, aropBaararivn kai pebotpetdm). H vipamrapiumm eivar avaoTohéag Twv MATET kan 2 pe IC. 0,18 M kai < 0,14 uM, avrioToiywe. Aev pmopodv va amokeioToly
QUENPEVEG CUYKEVTPUIOEIS 070 TIAGO G auvybopqywuevwv WRP UTIKWY TIPOIOVTWV Ta OTT0la £ival UTTOOTPWHATA QUTLY TWY Arrucpc.?xuw Tg’% yﬁ@u&ivn), O kipiog Tpwredwv petaBohime M1
Bev gaiverar va eival avacToréag Twv P-gp, BCRP, BSEP, MRP2 ij MATE1/2. Avaorolr peragopéwy nmanis mpooAnyngs (OATP1B1, OA kar OCT1): OUre n viparapipmm olre o M1 eivar
uvamol\égi Tou ToAuTTETTIBiou HETapopag opyavikuv avioviwy 1B1 (OATP1B1) i 1B3 (OATP1B3). In vitro, n wipamrapipmm avaatéMel aoBeviog Tov perapopéa opyavikiv karioviuwy 1 (OCT1)
pe IC, = 34,4 pM. Zuvioraral mpogoyn oTav 1y vipammapiymm cuvBuadeTar e BpaaTikéc oudieg Trou ugiaTavial peTagapd TpéaAnyng amé OCT1 émug n pergopuivn. AvaoTodr peragopéwy
vegpikiic mpoaAnyins (OAT1, OAT3 kai OCTZ2): Oite n vipamrapimn oUte o M1 avaaTéMouv Tov peragopéa opyavikuy avioviwy 1 (OAT1), 3 (OAT3) kai m\.}xzmpopéa OPYAVIKWY KaTIOVTWY 2
(OCT2). Oheg 01 KAVIKEG PEMETEC ExOUV wpcvpmomnréei H6vo ge evihikec. 4.6 MovipéTnTa, kinon kat yahouyia: [uvaikee o€ avamapaywyiki nhikicaviiouhnn anic yuvaikee: O1 yuvaikeg ot
avamapaywyixi nAkia dev TpETe! va pévouv Eykueg evey uioBarhovtal ot Bepaneia kan Gev Ba TpEME! va eivar Eykueg kard my évapér mg Bepameiac. Mpiv m Bepameia Ba mpéme va yivera TeaT
EYKUHOOUVNG OF OAES TIG yuvaikeg o avarrapaywyiki nhikia. Muvaikes ot avamapaywyikd nhikia Tpéme! va ypnapomolodv amoteAeapankd avnoUMnyn kara m Siapkeia mg Bepameiag kan yia
1 pfiva pera m Aqyin g TeAeuTaiag Boang Tou Zejula. Kinan: Asv SiariBevral 1) eival mepiopiopéva Ta Sebopéva amé m Ypion TG VIPATapipTNG aTIC EYKUES yuvaikeg. Aev Eouv YiVer PEAETEC
avarapaywyr kal TgkamTag oty avammuly ot fwa. Me Baan, dpu, To pnyaviops dpaorng g, n wpmmpiun%cﬂu pmopoioe va pokahEoer BAGBN aTo éufpuo, oupmepiauBavopévy Kal
TEPATOYOVLUV EVEPYEIWV Kall EVEpYEILY Bavam@opwy yia 1o epPpuo, orav yopnynBei ot Eykueg yuvaikeg, To Zejula Oev TIpETEN va ypnoipomolsital kata T SiGpkeia TG eykupoauvng. EnAaopoc:
Qv givan yvwad eav n vipamapipmm f ol peraBoiteg e amekkpivovral oto avBpumve yaha. O Brhaopéc avievdeikvural katd my Sidpkeia &’Iopﬂmor[g Tou Zejula kal yia éva prva pera m Anyn

me Tci\:umiﬂg bang (Bh. mapdypapo 4.3). Tovipdmnra: Aev utrdipyouv khivika Sedopéva yia Tr) yovipomTa. Ze emipiueg kai okUAoug TTapampnBnKe avaoTpéyipn Peiwon MG oTeppaToyéveans (BA.
Tiapdypago 5.3). 4.7 EmBpaaeig atny IkavoTnTa 0BAYNONG Kal XeIpiapol pnyavnparwy: To Zejula Exel pérpia emidpaan oy IkavarmTa odiynarg kal elpiopod pnyavnuarwy. AoBeveic mou

Tiaipvouv Zejula pmmopei va exdnhwoouy etaoBivian, komwan kai (aAn. AoBeveig mou exdnMvouv auTd Ta oupTTwpaTa Sa TIPETEN va Eival TIPOTEKTIKES GTav odnyouy N yeipifovial pnyavipara.
4.8 AvemBopnreg :vép*glag: [epiAnwn Tou rr%gil\ ug%ﬂigr; Or avemBopnTeg evepyeteg (AED) dhwv Twv BByt Tou onpeiwBnkav ot 2 10 % Twv 851 aoBevuv Tou emaipvav povoBepareia
pe Zejula omig peAereg PRIMA (apyixr doon 200 mg f 300 mg) kan NOVA ouykevtpwnika nrav vauria, avaipia, 8popBomevia, komwar, duakoikoma, Eperog, kepakalyia, aimmvia, pelspivos
apiBuée aipomeTahiuy, oudetepotevia, koiMako aAyog, peiwpévn opefn, Siappoia, Slomvola, uméptaon, efaoBévian, {akn, peiwpévog apiBpog oubetepopihu, Prixag, apBpakyia, oogualyia,
ﬂatwpévog apiBude Aeukwv aipoagaipiwv kai egayeic. O1 o ouyvig ooPapéc avemBupnTeg evipyeies > 1 % (guyvormies epgavidopeveg kard 1 Beparteia) frav BpopBorevia kar avaipia.
PuR'EdM)ﬁ ﬂ\g&fu 1£ EVE A Ag: i Tgvvgexu: o] Tlupméc'lr_wl av:}"n?_l;mng j;nig{:l:q Efouv nposléﬁ{opm\:i pE Baor) E wwzwpumx@ Ecﬁopvgq TIoU TIpOEKUYaY I.‘.‘1TE'.\’\T'I§ K.\IVI_KE'(,‘ pﬁ)ﬁ‘gﬂ;
Kal ot aoBeveic Tou Aappavav epaneia e Zejula (BA. Mivaxa 4). O1 ou EK TV avEmMBUUNTWV EVEPYEIDY TipoobiopilovTar wg egie: TOAD ,
auyvég (= 11100 éwg < 1/10), g)o auyvig (= 1/1.000 bmgpﬂﬂ DH)i Ole'ﬁ\n'IE(g(Z 1/10.000 éuig < 1.5‘/00{%! Eﬂl Tﬁrghuwgﬂnsmug (<11 U.O%B). Ewégpxgg Kdﬁﬁpg].lﬁﬁﬂ? guvarﬁ?ﬂg,% uvmamé E(\i'p\'zlz)g
Tapovoialovial kara gbivouoa ozipd Papimrag.
Mivakag 4: AvemBupnTes avnipaceis o1o @appaxo wou avapépbnkav o aoBeveig ou EAafav Bepameia pe orabepn apyikn Soon Zejula 300 mg/npépa (ouykevipwrika Sedopéva
peheriv PRIMA ke NOVA)

Karnyopia/opyaviké ataTnpa TuyvomnTa oAwy Twv Babuwv kara CTCAE* TuyvornTa Babpol 3 iy 4 kara CTCAE*

NoIpGEEIS ka1 TTapaoITLOEIG MoAd ouxvggu Noipwén Tou oupomomTikG. Euyvig: Bpoyyimda, Oy ouyvig: Noipwén Tou oupomomikod, Bpoyyinida
ETTTIEQUKITH

Aiarapaygg Tou aigoTioITIkoD Kal Tou Aeppikod NoAu ouyvé: BpopBorevia, avaipia, oubeTeporevia, AeukoTrevia. MoAu ouyvég: Opoppomevia, avaipia, oudeTopatevia.

OUOTAHATOS Oy ouyveg: TlavkuTtapomevia, EJTIOPETN OUBETEPOTIEVIO Luyvig: Acukomevia. Oy guxvig: Mavkumapomevia,

EUTIUPETT OUBETEPOTIEVIQ

Aiarapaygg Tou avogomainTikal guaTipartog Luyvég: YmepeuaioBnoia’ Oy ouyvig: YmepeuaioBnoia

Aiarapayég Tou peraBohiopiod kol g Bpéyng MoAd guyvg: Meiwpivn opetn. Zugvig: Ymokahiaipia Luyvig: Ymokahaipia. Oy ouyvig: Meiwpévn pedn

Yuyiarpixég Siarapayég MoAu auyvég: Almvia. Zuxveg: Ayyog, karaBhiyn. Ox1 ouyveg: Oy ouyvig: Aumvia, ayyog, kataBAiyn, ouyyutiki
ZuyyuTIKN KaTAoTaoT) KaraoTaon




Aiarapaygg Tou VEUpIKOU GuaTApaTog MoAb auyvée: Kepahalyia, {akn. Zuxvég: Avayeuaia. Emavieg: Oy ouyvig: Kegahahyia
Zivbpoyo omioBiag avaoTpéyipng eykeqaomadeiag (PRES)™

Kapdiakég Biatapaygg MoAu auyvég: AioBnpa makudv, Zuyveg: Tayukapbia
Ayyeiakég diarapayég Noho ouyvig: Ynépraon. Imavieg: Ymepraoikn kpion Tuyvig: Ymépraon

Aiarapayég Tou avamveuoTikol uaTAUaTog, Tou Noko auyvig: Abomvoia, Brixag, pivogapuyyinida, Euxvég: ETiotatn. | Oy ouxveg: AdaTivoia, emioTaln, Tveupovinida
Bwpaka kai Tou pegoBwpdkiou Oy ouyveg: Mveupovinda

Niarapayég Tou yooTpeviEpIKoU Mohi ouyxvég: Naurtia, duokaihiomra, £etog, kothakd akyog, Zuyveg: Nauria, éuetog, koihiako ahyog. Oxi ouxve:
Bidppoia, buotrewia. Luyvig: =npoaTopia, Kothiakr didrac, Aiappoia, Sugkothiomia, pAeypovr Twy BAEWOYOVWY,
@Aeypovr Twy BAevvoydviwy, oTopatinda oroparinda, fnpoaTopia

Niarapayég Tou déppatog kal Tou umodpiou ool | Zuyvés: PurosuaioBnoia, efavBnpa Oy ouyvis: Quroevaiodnoia, efavlnua

Awarapaygg Tou puookeAeTikod guaTiparog kai Tou | MoAd auxvég: Oaguakyia, apBpahyia. Zuxvég: Muahyia Oy ouyvig: Ooguahyio, apBpakyia, puahyia

auvBETIKOU 10700

levikig diarapaygg kal karaoTaoeig g ool Nohb auyvis: Komwan, efacBivion. Zuxvés: Mepipepikd oidnpa Luyvig: Komwon, eagBvian

Xopnynang

Napakhvikég eGeraoeig Luyvig: AlEnon g y-yhourapuhipavogepaong, adfnon aorapnikis | Zuyvés: Algnon mg y- yhoutapuhtpavogepaonc,

apivorpavaepacrg (AST), augnon TREK vivng aipatag, alfnon | adgnan mg aAavivikig apivorpavogepaong (ALT).

g ahavivikiis apvotpavagepdong (ALT 'O)g guyvEg: AUENOT) AOTICRTIKNG AUIVOTPONOQEPGaTIG
aufnor g akkahikic puapardong Tou aiparog, peiwan Bapoug (AST),

alénan e akkalikig puwaopaTaang Tou aipartog

* CTCAE=Zuvfifin Kpiripia Opohayiag yia AvemBiopnTa ZupBavra, éxBoon 4.02. ** Béae: SeBopévw khivikrg Sokipng He vipammapimm. Auto Bev epiopileral I pEAE) povoBeparei
ENGOTOV%\E?T :gu\?pﬁdvgla un!paﬁglaencia, wlégpuxcgﬁgﬁ urrspcuulgﬂquia_ uvuq;u)\unolzfﬁﬁ uwi&pﬁanmg A vu%ﬁmmﬁgmu, ﬂWEIOOiﬁI‘]?.IGFI,(CCII mlsnwnan&,’g i
O avemBpnTes evipyeieg Tou TapampnBnkav oy opdda agBeviv aTig or:;cé xopnynBnke apyki doon Zejula 200 mg Paver Tou owparikoy SdpougBllsmu apiBpol apomerahiwy oy
Evapén, frav Tapopoiag 1) XapnAdTEPNG CUXVOTTOG GE TUYKPIOT E TNV opada VGV OTIS OTI0iES XopnyiBnke aTabepr apyiki 3oon 300 mg (Mivakag 4). BAETE Tapakdrw yia GUYKEKpIpEveg
TAnpopopieg OYETKA pe T ouyvamTa Mg BpopBomeviag, T avalpiag kai TG QUBETEPOTEVIAS, i 3 I . ApaTohoyIKEG QVETBUNITES EVEPYEIES
(BpopBomevia, avaipia, oudetopomevia) avapeoa Touig Ka KAVIKEG Diayvidoeig fifkal epyaampiakd eupnpata yevikd exdnAwlnkav oTa apyika otadia g Bepameiag pe vipamapiumm pe
quyvoTITa va PEiiveTal e Ty Tiapodo Tou Xpovou. Tic pedéteg NOVA kai PRIMA, o1 aoBeveic mrou firav katainheg yia Bepameia pe Zejula eiyav Tic e8¢ aipatohoyiké TIAPAETPOUS OV
evapy): amohurog apiBuog ouderepdpihuv (ANC) = 1.500 ximapa/ul, aporrerahia = 100.000 kimapa/ul kar aipoopaipivy = 9 g/dL (NOVA) f = 10 g/dL (PRIMA) Trpiv amd m Bepareia. Z1o
KAWIKO TTpOYpappa, of aiparohoyIkég avemBUPNTES EVEPYEIES QVTIPETWTTIOKAY e £pyaoTrpiakr TrapakoholBnan kai Tpomorroinoelg me Soong (BA. mapaypago 4.2). Tm pehim PRIMA oe
aabeveic OTIG OTIOIEG xcpngﬁ&nxz uﬁ)&;xr'] Baar Zejula Baoe) Tou owparikol Bapoug fj Tou apiBuol aipomerakiuv amy Evapln, BaBpol 23 n BpopPomevia, avalpia kar ouderepomevia peBnkav
am6 48% oo 21%, amd 36% oo 23% ka1 amd 24% oro 15% avrigTora o olykpion e my opada aoBeviov aTig omoieg xcpqvﬁ%gxz otaBepi) apyikn G6an 300 mg. H Bepaneia teppariommxe
Aoyw Bpffamvix. avaipiag kai ouﬁsreponeviaimo 3%, 3% ka 2% Twv aoBeviv, avtiaTolye. OpopPorevia: Tm) %n\nr\ PRIMA, 39% Twv aabieviov Tiou EhaPav Bepareia pe Zejula epgaviaay
Egepol.gs . BpopBomevia o alykpion ;.IEBTO 0.4% 1w au81:vﬁw g%ir EAaPav EIKOVIKO QappCKD, PE BIaET0 XpovIKO BitoTa a'jr‘m TNV TIpLwT B0 €L TV TIPLTN EKBHAWOT 22 NPEpWV (0pog:
15¢ tpec) xan Diapeon diapkeia B nueptov (edpog: 1€ Epec). H Bepameia reppartionke Adyw meviag o1o 4% Twv agBeviuv Tou AapBavay vipamapigm. & £m NOVA,
m;'r,gou 0 %CTJuN ac&:'ﬁglrulr HOLFIJ )‘duﬂar\ll%\ﬁxjiﬂa ps:gﬁhsg%v Bpgﬁsglsn):viu amﬁﬁn;”fﬂou xcmo %TB-?MV u%ﬂ:vd)v exdfhwoay Bpopﬁogjvia Ba %g @uaﬂrgvgm? apibpo
aipomeTahiwy kard mv Evapén me pelémg pikporepe amd 180 x 10°1L, onpeiwbngke BpoyBomevia onmouﬁr’]rronguﬁpoﬂ a1 Badyo 3/4 onpeicstinke ot 76 % kai 45 % Twv aoBeviv avnaToiyug,
O péaog ypovog Ewg Ty Evapi) Mg Bpouddomviag avefapriinwg Pabuol kai BpopBomeviag BaBuol 3/4 Arav 22 kai 23 pépec avmoTolywg. H ouyvommTa viwy mepioTamikiw BpopPoreviag pera
TNV EpApHOYT] EVIATIKY TpoTroTIoINaEw o Socohoyia katd rouglrrpd;rou Buo pives me Bepaneiag amd Tov Kukho 4 frav 1,2 %. H péon Bidpkeia epioTatixuv BpopBonieviag omoloudimore
faBuod frav 23 pépe; kat n péor) Sidpkeia BpopBorreviag BaBpod 3/4 frav 10 pépeg. AaBeveig rou AapBévouv Bepareia e Zejula kai ol omoies avammiogouy Bpopomevia pmopei va Blatpéyouv
aufnpévo KivBuvo alpoppayiag. ZTo kKhvikd Tpdypappa, ) Siayeipion mg BpopfoTEviag yivoTav | epyaampiakn TapaxoholBnom, Sooohoyikr TpoToTIOINCT) Kal HETAYYIOT CIHOTTETaAILY OTTOU
autd frav appotov (BA. mpdy,pac%o 4.2). Tepparmiopog me Bepameiac Adyw TepioTamikiv BpopBomreviag (BpopPommevia kai peiwpivog apiBpdg aiomeraAiwy) Eyive ae TeEpou 3 % Twv aoBevy.
Im B;;Acm NOVA, 48 amd 36 “ﬂd%) E::.%ﬁavgi% elgdviaay aipoppayia pe Tautdypovn Epoggcmviu, Oha o m:pﬁdpvgl;énpopprévﬁiog 3 muéchpmn Bpopporevia r’]1ém ngpou‘j 1) 2 wg, Tipog
0mra, €kTOg aTé éva oupBav 0 3 meExeiag kar ay TIoU TIqy KE TQUTOXPOVD LE OO) avemBupnTo guppav TavkuTrapoTeviag. TIEVIa EPAVITTIKE
&xvé’ir:énu E‘I’IQEIDD?BEVEEQ o :i)lfav apxlxc'g?:pleeuo ulﬁm‘rgmi\iwv Wﬁe Bcrm': 1&]‘1111 iS% I'It:piﬁggE 0 ?6”% Tuv aoBeviv w:iupnhétlipo up)(lxr? apl%:b ulpgmﬁwv (< 180 ?%Suﬂ;?%
oTroieg £Ad epameia e Zejula epgpavioav Bpopforrevia omoioudrmore 0 Kat 10 TWv aoBEviuY eppavioav oU via. Mavkur ntviarrugcn'n fiBnKe ge <
Twv ugﬁivggv nm%?ﬂuulzvz\f?pﬁnug?fm Aw:fﬁai Im pehém PRm 3 ﬁfgmﬁo;aﬁcvuw Tiou Ehapav Be ime}zla ?ﬁé’g\;w E?ggﬁo% avaipic ot g%oy«plcrn e 2% npurhagaﬁtvw oy
EAaBav EIKOVIKG QEPHAKO, |iE BIGHETO XPOVIK BIGama cmmd My Tipwin ﬁéollé v T ekdniwon 80 nuepuv (eupog;: 1 éw%g% népeg) kat Biccon didpkeia 7 nuepv (edpog: 1 éwg 119
LEpEC). H Bepareia teppariomre Adyw avaipiag oo 2% Twv aoBeviov iou c'x:?uvav vipamapipmm. Zin peAétn NOVA, mepimou 50 % v aoBeviw exdilwoav avaipia omroloudrmore Pabpod
ke 25 % exdrhwoav avaipia Baod 3/4. O péaog ypbvag éwg my évapén Tll avaipiag orroloudirote BaBuo firav 42 pépeg ko 85 Epeg yia TepiaTamika Badyiod 3/4. H péon Bidpkeia avaipiog
omoloudrjmote BaBpol frav 63 pépec, kai 8 pepeg yia mepioTamika BaBou 3/4. Avaipia omoioudrimote Baipol mmaazva eppével kard ) Bidpkeia g Bepameiag pe Zejula. X1o kAviko Tipoypapa,
| Biaygipion me avaipiag yiveTav pE epyacTmpiak TapakoAouBnom, dogokoyikr Tpotromroinar (BA. Trapdypago 4.2) kai orrou autd appole ioeic epuBpuv alpoagapiwy. H Bg ia
nggmlyigzpumwos 1 %ufva\(;oﬁzvgwu%u&prgwmvfm gpn pedim PRIMA, 21% m?v VGV % ngw Bepareia pe Zejula cﬁvﬁmw&fou%mmviucg Ul‘J\,‘KpIUT]p},(IIC“';:%
Twv ua61:vuw Egu r'.l\a&;v Ifllgewmo QAPHCKO, PE 6:6}‘1500 xpugv&xé Biaomnpa un;vmv m;f"w(rani Boom £we A;n‘é(rlrpunn ekBrihwar) 29}1: npcpp&wﬁ#ﬁm 15¢uc 42;61;';‘émq K((ljla Biapeon 6|ﬁpxzégm%pdlw
elpog: 14 £pec). o TeppomiaTnKe Adyw oudeTepoMEviag aTo 2% Twv aoBeviv Tou AdpBavay viparapipmm). £ , Tiepimou 30 % 1wy aoBeviuy Tiou Ady jula
(x 'Aunavwglﬁeg%pﬁcgv?u onmﬁno?m&mﬂ kai 20 % vaﬁw‘)ﬁ exdihwoav oudeTepoTevia Bgapnﬁ 34.0 piugg“n xpﬁ:ﬂog Ewe Ty évupt?l?}m OUBETEPOTTEVIAG GﬂOIO\Jﬁf]ITD‘IIEJ Babpol ?]ixnv
27 pépeg, kan 29 pepeg yia mepioTankd BaBpod 3/4. H péon Siapkeia mg ouﬁsrc/Pomviag oroiouiimote BaBpod frav 26 pépeg kan 13 pépeg via mepiaTamika Babpot 3/4. Emmhéov xopnyBnke
Trapayoviag SIEYEPOTC CTTOIKILY TWV KOKKIOKUTTApWY (G-OESF) ot TiepiTiou 6 % Twv aoBeviw o omoieg ehapBavav Beparreia pe vipamapipTm we Tautdypovn Bepameia yia ouberepomevia. H
Beparreia TeppaTiomie Adyw TEpIOTATIKWY oudETEpOTIEViag ot 2 % Twv aoBeviv. Ymépraon: ETlgpc)J:m PRIMA, BaBpou 3-4 umépraon epgaviamke o 6% Twv aoBeviov Tou éhaBav Bepareia
Ve Zejula o olykpion pe 1% Twy aoBeviv Tou éﬁﬁav EIKOVIK QaippaKo, pe Biapeao ypovika didoTmya amd my Tpam Soon éwe my Tplm exchiwon 50 nueplv (edpog; 1 éwg 589 nuépeg)
Kkai Bicyeon didpkeia 12 nuepuv (eupog 1 éwg 61 nuépec). H Bepameia teppariomke Adyw uépraong oe 0% Twv aoBevav. £ peAém NOVA, uniépraon onoioudimore Babol onpeiwbnke ot
19,3 % Twv aoBeviwv Tou AapBavav Bepaeia pe Zejuia. Yméptaan Bugg:nﬂ 3/4 onpenibnge oz 8,2 % Twv aoBeviv. H Biayeipion me UTEPTOON EYIVE EUKOAA HE NTIUTIEPTOTTKA QAPHCKEUTIKA
Tpoidvra. H Bepaneia teppariomke Adyw unépraong oe < 1 % Twv aoBeviv. Naibiarpikdg TAnBuapoe: Aev Eyouv BiegayBei pehétec oe maibiarpikolc aoBeveic. Avapopd mBavoloyolyevuy
Mﬂ*‘oulm%mw H avagopd mBavoloyopevwy avemBUpnTwy EVEPYEILY HETA aTid T XopAynaT aBelcg KukAOpOpIag TOU papHaKEUTIKOD TTPOIOVTOS Eival oMpaviKr. Emmpémer m ouvexs
TiapakoAoliBnan g oxEong ogEAUG-KIVDUVOU TOU papPAKEUTIKO) TIpoiovTog. ZnTeiTal aTmd Tou EApaTiES uyeiag va avagépouy oToiadimore mBavohoyoUpeves avemBupnTes evipyeieg
oTov EBvikd Opyaviopo Gappdaxwy (Mecoyeiwy 284, GR-15562 Xohapydg, ABrva, Tnk: + 30 213 2040380/337, dat; + 30 210 6549585, laéromog; hitp:/iwww.eof gr). 4.9 YmepBogohoyia: Aev
uTrapyet exdikn BepameEuTIK aywyr oy TEpiTTwar) umepbocooyiag pc%ejula it Bev Eyouv efaxpiPwhei Ta oupmmwyara uepSooohoyiag. Ze mepitmuon umepbogohoyiag, of iatpoi Ba TpéTEl
va akohouBolv YEVIKG Unmmg:;nkd g’rm Kl GUTITLOCTIK QVTILETWTION
6. GAPMAKEYTIKELZ NAHPO®OPIEL: 6.1 Katahoyos ekBoywv: [epiexduevo kayakiou: Ireapixd payviono. Movoibpiki haktoln. Kéhugog kawakiou: Aiogeidio Tou tmaviou (E 171).
Zeharivn. Mrie ypwaoriki Brilliant blue FCF (E 133). Epu poai\rg E 127). Taptpadivn (E 102). MeAdwi ektimwong;: ZeAax (E 904). MporuhevoyAukohn (E 1520). Y8po€eidio Tou kahiou (E 525).
Madpo ofgibio Tou o1diipou (E 172). Ybpogibio Tou varpiou (E 524). Moidéwn (E 1201). Alog.iﬁlo Tou Timaviou (E 171). 6.2 Aoupﬁmt‘nnﬁé: Dev Efpﬂpﬁgﬂut 6.3 AI('I%KENI (wr';?: I ypovia_6.4
I510iTepe¢ poguhddeig kard ™ ?uhut Tou TpoiavTog: Mn puidooer mavw ard 30 °C. 6.5 uon ka cuaTamka Tou TrepiEkTn: AciarPVCipuho aloupiviou Sicmpro blister, povaduv
Boang oe kouna Twv 84 x 1, 56 * 1 xai 28 x 1 akAnpiv kawakiwy. Mmopei va pnv kukhogopoly Gheg 01 ouakeuaoics. 6.6 IBiaitepeg mpoguAatels amoppiyng kai dAhog yeipiopog: Kade
aYPNJILOTIOINTC PAPHCKEUTIKO TTPOIOV f UTIOAEILIA TIPETIE! VO ATOPPITITETal CURpWVA PE nf KaTal TOTIOUG 1Y UOUOEG TXETIKEG Gmul?;ig
7. KATOXOL THE AAEIAZ KYKAO®OPIAL: GlaxoSmithKline (Ireland} Limited, 12 Riverwalk, Citywest Business Campus, Dublin 24, Iphavdia
8. APIOMOE(Ol) AAEIAZ KYKAO®OPIAE: EU/1/17/1235/001. EU/AT7/1235/002. EUNM/1711235[003
9. HMEPOMHNIA NMPQTHE EMKPIEHE/ANANEQIHE THE AAEIAX: Hyepounvia mpwmg éykpiong: 16 NogpBpiou 2017
10. HNEPOMHNIA ANAGEQPHZIHE TOY KEIMENOY: 5-3-2021

Nerrropepeic TAnpogopieg yia To Tapdy pappakeuTikd Tpoidv eivel SiaBéoipeg atov Bikruaxd ToTo Tou Eupwmaikod Opyaviopod Gappakwy: hitp:/fwww.ema.europa.eu.



MEPIAHWH XAPAKTHPIZTIKON TOY MPOIONTOX

W To gappaxo qutd TeAsi uma A il hou 1. Aute Ba 10 ypriyopo
TRooBiopiopt vEwy TIANPOPOpILY GOPAAEINS. ZnTelral amid Toug ETayyeApaTieg uyeiag va avagépouy
omoieabnmore mbavohoyoupeveg avemBupnTeg evipysieg, BA. opdypago 4.8 yia Tov TpOTIO avapo-
pdg avemBUUNTWY EVEPYEIDY.

Phesgo 600 mg/600 mg evioipo SigAupa

Phesgo 1200 mg/600 mg evéoipo SidAupa

Evéapo &ahupa. Alauyig Tipog pidifov BiaAupa, dpwpo Tpog EAapplig kaotavo, pe pH 52-58,
wopwnkémra 270-370 kay 275-375 mOsmolikg yia 1a Sighopara 1200 mg/600 mg ko 00 mg/600
mg, avrioToiya. 2. MoloTike Kai TrogoTikn oUvBeon: Phesgo 600 mg/600 mg evéoipo SiaAupa:
“Eva qioAiio 10 mL SiaAuyparog mepigxer 800 mg meproufoupapTng ko 600 mg 1pacTtoudoupapTnc.
KaBe mL BiaAlparog mepiExel 60 mg meprouloupaptmg ka B0 mg Tpaatouloupaptng. Phesgo
1200 mg/600 mg evéaipo SidAua: Eva giahibic 15 ml Srahiparog mepitxel 1200 mg mreproudoupd-
WTng kat 600 mg Tpaarouloupdumng. KaBe mL SiaAdpatog mepiExer 80 mg meproufoupdauTng kai 40
mg rpﬂamu{uuuupnq; H mteproudoupdym© kai n rpncmm',’nupuunq elvan eEavBpwioTronpéva povo-
KAWVIKG avTigwyaTa avogoopaipivig (1g)G1, Ta um:ltz nupuvcw'ml ot kUTTapa BnAaoTikwy (aTd NG
woBnkeg KIVEOKOU KpiknToU) pe TEXvohoyia u seheivikol oftog (DNA).
[t Tov Thijpn kaT@Aoyo Twy exdoxwy, BA. Tapaypago 6. 1

4.3 AvTevBeiSeig: YmepeuaisBnoia arig BpagTikés ovgies 1| ot KdTrolo amd Ta éxBoya Tou Gvagépovial

Phesgo propei va arokaractalel. Mveug P ‘Exouv pepBei cofapd

ogupPdavia pe m xpnun NG TPATTOU{OUPAPTING PETE TNV KukAogopia omy ayopd. Autd Ta uuuﬁuvm
utrfipfav mepioTaciaka Bavatnpopa. EmnmAtovy, Exouv ava@epBel TEpNTILOEIS SIGUEOTS TIVEUPOVIKG
vooou, gupTrepihapBavopévy Twy SinBrigewy Tou Tvedpova, Tou guvBpdpoy ofeiag avaTveuaTikeg
BuoxEpeiag, g TIVEUHOVIag, TG TIvEupovinBag, Tng UTIEQWKoTIKAG OUAOYNC, TS GVaTTVEUSTIKAG Gu-
axépelag, Tou ofEog TTVEUpOVIKOU DIBNPATOS Kal TNE avaTTVEUSTIKAG GVETTApKEIas. O TapdyovTeg Kiv-
BUvou Trou oxeTifovTal e T BIGHEOT TTVEUPOVIKT Voo0 TrepAapBAavouy TTponyoUpEVn f TauTeXpOVT
Bepatreia pe GAAeg avTi-veomhaopankig BepaTieies Trou eival ywwaoTo én d)(s?l{p\m:l HE auTAv émcu; al
Tagaveg, n yeporraBivn, n fivopeABivn kai n Auta Ta gupp pTTopei va T

wg pEpog piag avridpacng mou axtm:tml pe Ty Eyyuan i uc raBuarepnpévn Evapgn. O aoBeveig Tiou
Blwvouv SoTvolr gt npepia Adyw TTTTA T 1 Kal gu WY PTro-
pei va Siatpéxouv augnpévo KivBUvo TIVEUPOVIKWV mlpﬁuwmv Emopéviic, autoi o acBeveig Sev Tipé-
el va Aappavouv Phesgo. Mpémer va Sibetan mpogoyn atnv Tveupovimba, edika oe aoBeveig Tou
hapBavouy Tuu'réxpuva Tagaveg 'Exﬁuxu' AUTO T0 PApUAKEUTIKG TIROIGY TIEPIEXE! ArydTEpo arrd 1 mmol
vatpiou (23 mg) ava S6an, SnAadi £ival ouTIoTIKG «eheUBEPO vaTpious. 4.8 AVEMIBOUNTEG EVEPYEL-
£¢: Zuvoyn rou mpogiA acpdAsiag: Ol Mo ouyveg ADRs (230%) Tiou avagépBnxav at aoleveig rou
uTroBAfiBnkav ot Bep He Phesgo P TrEpToUfoUpGUTIN OF ouvBuaopd pe TpacToulou-
papTm ko ¥nueioBepareia frav n nM.um:qu n ﬁ;nppmu n vautia, i avaiyia, n efaofévion xai n ap-
Bpadyia, Ta mo ouyva coPapd avemBupnta cupBdvia (SAE) (2 1 %) TTou avapépBnxay ot aoBeveig
Trou uroPAn@nkav at Bepareia pe Phesgo ﬂ ev rePia Tep JGpTIN OF oUVBUGopS PE TPaaTOU-

oty mapdypago 6.1. 4.4 EISIKEG TP Kal TPpo@uUAAGEEIS KaTd ™ xprwr[ IxvnAaoiuo- JoupdpTn ATav n epTIdpeTn oube p ) dpkeia, n Tupekia, n oudeTepomevia, n
rra: MNpoxkeipévou va BeAnwdel n |xvr|Anmuérma Tu.\v ACYIKLWY Pap) TIKWOV TP , 70 Qvo- ] oy, 0 PERUpE uprﬂpég Kl ) Tveupovia. To TipogiA aopdieiag
Ha Kal 0 apiBiuog TTapTIdag Tou Yepnyoupevou TIROIGVICG Ba TIREME! va KaTaypA@ETal e OuprvEd Tou Phesgo frav :mval\mi uuvrm':q HE To yWwoTo Tpopih agpaheiag Mg evBopriPiag Treptouloupa-
AuoAsiroupyia apioTepnc KoiAlag (auy LEVIC NS ¢ ave- HTmM¢ ot ouvBuaoyud P Ypumw(ouuupnn uE Hia mpooBem ADR me uv’riﬁpc:am;m onuEio Mg éve-

MApKEIC): Exouy avapepBei PEILOEIC OT0 KAGOWA EEGANGNG GPITERG Koihiag (LVEF) JE pappaKey-
'rmu vpulmu mou nuprumﬂl{uuv m quuTnpmnTu Tou HER2, guptrepidapBavopévng Tng Teprou-

Joupapmng. H ouxvernra syq)évlm}; me oupmmpmlxﬂ; ouaTolKng
éu:rlslrwpvmg me aplmtpng KulAfclt; (LVD | ave! ]) Atav uywnAéTepn ot
u:iG:vE»q uTTG Bepartia pe ns.muu:uupupmr} aE uuvﬁumrpu |.u: TpooToufpUPGHT Kal XNpEioBEpaTiEia
ot gUyKpIon HE TV TP SUEPTTT TUV X Zro TAGioI0 TNG EMKOUPIKAS BepaTreiag, n
TIAEIOVETITE TWY TEPITTTUIIEWY cmp'rmupmllﬁﬂg kapBiakrig aveTrapkeiag Tou avagepBnkayv frav yia
ac&:vzi«; Trou éAaBav xnpeo8eparreia pe Baon Ty avepakukAivy (BA Tapdypago 4.8). O uoﬁ:v:l(;ol

ang (14,8% évavri 0,4%), UG popen mivaka: H aopahcia
™me ntpmu(ouuﬁmg or cuvbuacuo HE TpaoToudoup uu'rm Exer aflohoynBei o 3344 aoBeveig pe
HER2-8emko kapkivo Tou paoTou aTig Bacikés Sokipeg CLEOPATRA, NEOSPHERE, TRYPHAENA ka1
APHINITY. Hrav yeviKG ouvenTic PETagl Twy PEAETWY, OV KOl ) QUXVOTATA ERPAVIONG KaI Of TTO CUXVES
avemBupnTeg evipysieg gappaxwy (ADRs) mroikiday avahoya e 10 edv [ TiEprououpdpT) o ouvBu-
aopd PE MY TpagToufoupduTn xopnyRBnkav. PE 1| Xwpic ouyXopnyoUHEVOUS avTIVEOTTAGOUATIKOUG
Tapayovtes. To npocpm aopaheiag Tou Phesgo éxel afiohoynei oe 248 aoBeveig pe HER2-Bemikdg nptb
Ho xupxivo Tou uumou o Paagikn Sokipr FEDERICA O I'llvczxm; 2 mapoumidde m;ADRs ToU EXouv

ofoiol éxouv MiBer Tponyoupevn Bepamieia pe avBpakukAiveg 1 Exouv BAnBsi oz i
aknivoBepareia omy Tepioxh Tou Bupaka evBixeral va SiaTpixouv uynAGTEPD KivBuvo peiwung Tou
LVEF Baat peheriav pe evBogAEBia TepToufouPaUTIN OF OUVBUAOYG WE TPATTOUCOULGYTIT KAl XNpEo-
Bepamneia. O aoBeveig Je i0TopiIKG coPapric kKupSIaKng voou f GAAWY ISTPRIKLY KATAGTETEWY, I0TOPIKG
Kothiakv SuopuBuiuv i Trapdyovieg kivBuvou yia v avaTTugn kothiaka SuopuBpiiv efaipéBnkav
and v (vEo) snkoupikr] Bepareia yia Tov NKM ot Baoikq Sokipn FEDERICA pe Phesgo. To Phesgoe
Bev Exel peAcTnBei oz agBeveig pe: Tip LVEF < 55% (MKM) q < 50% (MKM) mpiv amé Tn Bepameia-
TTPONYOUPEVO ITTOPIKG CUPPOPNTIKIG KapBiaknig Uvmcp«aug (ZKA) karaoTageig Tou Ba uTropou:ruv

pepBei oxETIka pE ™) Xprion Mg evSorp foupapTmg oe o pe TpacTouloupd-
urrr| Kal XNUEIOBERATIER OTIG TapaKdTw BACIKEC KAWIKEG SOKILEG (N = 3344) Ka HETd TNV KUKACPOpia
. EmmpogBera, pwia ADR eidikr yia v 080 xopriynong Tou Phesgo n omoia éxel avapepBei ot
un\ﬁrn FEDERICA Trepthappaveral otov Tivaka 2.
# CLEOPATRA, omv oTrofa n TeptouioupdpTm opnyrBnke oe ouvBuaopd je 1pactoulpupapTm kal
Bogerafehn o aoBeveig Pe pETAOTATIKG KAPKivO Tou paatol (n = 453)
« NEOQSPHERE (n = 308) ka1 TRYPHAENA (n = 218), omig omoieg 1 epToudoupapTn XopnyRenke we
sloavwwm Bepameia o8 uuvﬁucuuu pe 1puoTuuCauuuy1‘rr1 Kol xnpeoBzpareia o aoBeveic pe Tomka

va emBapivouy TN Asoupyia g apioTeprg xal)uu;. g :ivul 1 HN EAEYXOHEVN P . TO TIPS~
awu'ru EPPaypa Tou ji Siou, n ooPapr ppuBuia, n omoia xpender Bepameiag i n n aBpoi-

ponyoupevn t:chon ot p 1 Ewg > 360 mg / m2 BofopouBikiviig f dAANg avrigTokng.
Em'm\tav n nlp‘mu(puuum'm ot wv!ﬁuuupo HE 1pumou§uuuuu'rrn Kat xnptmezpmlu Bev EXEI PEAE-
Bl oe nabeveic pe penwoeig ota LVEF <50% kara 1 Sidpkeia TponyoUpevng emxoupikig Bepameiog
e TpagToufoupdyn. EknipiaTe 1o kAdopa e§ibnong apiaTepng koikiag (LVEF) mpiv amé tnv évapén
Tou Phesgo kal avd TakTa Xpovika Siagmipara kard mm Sidpkea g Bepameiag (m.X. pia popa kata m
Bidpkeia TG eigaywyikng Bepameiag kol kaBe 12 efBSopdadeg oy emKoupikl BepaTEia Kol OTo pETa-
oranké o1abio) yia va Siaogahicere on To LVEF Bpioketal eviog Twy puaiohoyikwy opiwy. Edv 1o LVEF
Exer penwBel omwg utoBevieTal omy Tapdypapo 4.2 ko Sev Exer BeAnwBel, 1 €xer pewwBei Mepigad-
TEpO OTNY EMOMEVN £KTiUNGDT, Ba Trpéa va eferdderal iSiamépuwg n SiakoT Tou Phesgo, exTog £dv Ta
opEAN yia kGBe aoBevr aropikg Brwpeital 611 uTiepTEpoUY Twy KIVBUVLY. O Kapdlakdg Kivbuvog Ba
TipEmel va AapPdveral uTdyn TTPOCEKTIKG Kal va I0OPPOTTETTal EVavTl NG iaTpIkAg avadykng kdBt aoBe-
voUg aTopIKG TTpIv ammo 1M Xprion Tou Phesgo pe pia avBpakurkivry. Me Bdan nig papuakahoyikés Spa-
OEIg TWY TTapayovTwy TTou gToxedouv aToy HER2 kai Twy avBpakukAiviiv, o kivBuvog kapBiakrig 1o
KOTNTAg QuopiveTal MBavwg va tival PeyahUTepog katd Tnv Tauteypovn xpran Tou Phesgo xai
avBpakukAviv aTre om kard T Sadoxikr Toug xprion. H Siadoyikr xpnan Tou Phesgo (ot ouvBuaoud
pe Tagavn) abiohoynBnke petd To oxéhog g dotopouPikivig Blo axnpdtwy pe Baon TN avBpakukAivy
an peAém FEDERICA, evi n SiaBoxixd xprion g evBoghifiag weproufoupdptng (o€ auvﬁuuuuﬁ e

T PNHEVO, PAEYHOVWEN ) TTPUNKO KAPKIVO TOU PagTou

-APHINITV oMV oTToia M TER! HEHTIT XOPMYNEnNKE wi P ia ot ouvBuaopd pe
TpaaTouloupdpTIn Kai XnpEcBepanieia iicamvaq f pn ge wﬁpuxuu}\wq n omoia mepieAGpPave Taga-
vn ot aoBevEiS e Tipuipo kapkivo Tou paatol (n = 2364)

» FEDERICA, oy omoia 1o Phesgo (n=248) fj evBophéfia meprouloupapmm kai Tpagrouloupapmn
(n=252), 5é4Bnkav oe auvBuaopd pe xnpeioBepartcia oe aoBevel pe TPAIKO KapKivo Tou paoTod

Emeidi n mepTouloupduTn xpnmuoﬂo«clrm ac ouvBuaopo P TpaaTouloupdyTn Ko XMpeoBEpaeia,
eivan SUokoho va n axean piag avTiSpacng pe Eva ouykekpl-
pévo gappakeutikd Tipoidy, Oi ADRs TrapatiBevial Tapakdrw alpguva de My Karmyopia/opyavike
gUompa (system organ class, SOC) tou MedDRA kai i kamyopieg ouxvornrag: MoAl guxvig (=
1/10) - Zugvig (= 11100 £wg <1/10) - Oxi ouyvég (= 1/ 1.000 £uwg <1/100) - Indvies (= 1/ 10.000 &wg
=1/ 1.000) - Nohd omawieg (<1 / 10.000) - Mn yvwaorég (Bev pmropodv va exmipnBolv pe Baon ta Sia-
Béowa Bedopéva). Ze kabe kamyopia guxvoTATwy Kal Kamyopic/opyavike cuatnpa (SOC), ot ADRs
Tapoudiddovial Ue otipd glivoucas cofapdnrag.

Nivakag 2 Edvoyn Twv ADRs ot agBevei ou m&w Bepatreia pe mMepTOUIOUNENTIT, TPaTTOU-
zoupup*rrq 13 Bumxé; Mlvmtg Gomui:g-‘ Kai unu mv kuxmoopin : 4

Ku'rrwumulopvuvum Zuyvic ]! oyl

vpumuuﬁ:upﬁpﬁq kan pia Tagavn) agiodoynBnke peTd To okEAog TG Empoufikivng 1 g &
Vg TioMG axnudtuy Badiopévwy ot avBpakukhivn omig pehéteg APHINITY kai BERENICE. Ta Sedo-
Héva aopadAeiag Tiou eivon SwBEmpa yia v xpovn xpnrm g evBopAéBiag Teproufoupdymng oe
OUVBUAGHS e TpAcTOUToUNGKTIN Kal pia avBpaKukAVY tival Mepiopiapéva, T1m peAémn TRYPHAENA,
n evBo@AERia TTEPTOUCOUNGNTT OF OUVBUOONG JE TPACTOULOUPGHTIT XOPNYNBMKE TOUTEXPOVE HE ETTI-
poupikivry, we pEpog Tou oxnpatog FEC (5-pBopiocupakiin, empouikiv, kukAogwogapidn) (BA. To-
paypdpoug 4.8 kan 5.1). Mévo aoBeveig Trou Sev eixav AdPel Tponyoupévig XnpeoBepamtia EAaBay.
Bepaneia kai EhaBav xauniés aBpoiaTikég Soaeig empoupikivig (Ewe 300 mgim2). Ze aut m peem,
GpOIa WE EKEIVT) TTOU TrapaTnprBnke ot aoBeveis oToug oTioloug Xopn-

n firav

\mﬂnu 0 IS uxqpu ahha pe Biadayikr xoprynon e TiepToulpupauTng (PeTa T xnpaoBepaneia pe
FEC). AvniSpdozic mou oxerifovial pe v Eveon/avndpaosis mou axerifovral pe v Eyxuan
(IRRs): Ta Phesgo éxer ouoyenatel pe avndpaoeic oXen{Opeveg pe my Evean (BA. apdypagoe 4.8). O1
avnBpdgEelg Trou OXETI{oOVTaN JE TRV EVEDT] 0pioTNKaOY W 0TIOIGBATIOTE CUCTNHATIKA avTiSpacn WE ou-
HTTWHATA OTTWG TIUPETAE, piyn, kepahahyia, MBaVIG ASyw ATTEAEUBERWONG KUTOKIVLY, TIOU EHpavi-
oBnkav evrog 24 wpwv ammd m xopfynon Tou Phesgo. Tuvigtatal oTevi) TapakohouBnan Tou coBe-
voug kata 1 Sidpreia kal yia 30 AeTTTa peTd and T Xopiynon g S6ang epadou km kata T Bidpkeia
Kai yia 15 AeTrTd petd amé 1 xopriynon Tng Séang ouvinpnongs Tou Phesgo. Edv anpeiwBei onpavTikig
avtibpaan Tiou oxetifeTal e Trv Eveon, n évean Ba TipéTrel va empPpaliuvBei A va Biakotrel kal a xoprt-
ynBouv kavaAAnAeg watpikig Bepameies. O aoBeveic Ba Trpemel va afiohoyou Kl va T

VA TIPOCEKTIKG PEXPI TNV TIAAPR aTrodpopn Twy opeiuy Kal Twy uuumwpunﬂv, Oa mpémel va efeTa-
otel 1o evBEXGHEVE BPIaTIKAG BiakoTG GToUS GoEVEIS We coPapés aviBpaae oXENlGHEVES HE TV
&vearn. H kAvik auTr exripnon Ba wpéme va Baoiferal o faputnia g mponyolpevng aviibpaans
Kal aTnV avTandkpian o xopnyoupevn Bepatieia yia my avemBounTn evépyeia (BA. mapdypagpo 4.2),
Mapdio Tou dev Exouv TTapatnpnBel Bavamneopes exPAaoEl; o1 oToieg TpokUTTTOUY amd avnBpacelg
oyenidpeves pe Ty éveon pe 1o Phesgo, Ba pémrel va Sidera mpoooyr, kabg Bavamnpapeg avndpa-
OEIG OXETICOPEVES PE TNV £yXUOT| EXOUY TUOXETIOTE HE rr|v :w&o@.&:ﬁlu namau(ouuapnn e ouvauucm
pe evBophtfia 1pagTouloupdyTn Ka xnpeioBepaneio. Av fia
O aoBeveig Ba TTpETEl va nnpwm.\ouaouwm mcva \'ICI avnidpaatg Lmspt:uumenuluq Zoﬂung avT
Bpaaeic ®
eBaag, Exouv mpumpn&:l y: mv mprou(nupuuﬁn Ot oUVBUAOHE e TPaCTOUZOUNGHTIN KAl XNHE-
oBeparreia (BA. mapaypago 4.8). H mAsoywngia Twy avopUAGKTIKWY avTIBPAEOEWY TUVERN EVIOS Twv
TpwTwy 6-8 Kikhwy Bepamielag, éTav n WepTououpduTIn Kai N TeaoTouloUNGRTIN XopnyliBnkav ot
ouVBUaopo pE xnusruatpu'rlclu Ba 'rrpt:na\ va BiatiBevrar yia spzun xpnun PAPPAKEUTIKG 'ripolovTu yia
TNV QVTIHETUITION QUTWY Twy O b Kal ;

\ouoTnua NoAd guxvég LZmavieg
AoipwEeig ka Tapa- | Pivogapuyyimda nupovuxlu
OIHATEIG Moipwén Tou avis-
Ttpou AVATIVEUDTI-
| kU ougTpaTog
Aiarapayég Tou Epmipern oubeteporre- |
aigoTroinmKoy kai Tou | via*, QudeTepoTTevia
ﬂﬂkﬁl‘l ouotpatog | Asukomevia, Avaipia |
Qiarapaygs Tou Avnbpunq amv | YmepeuaioBn- Avaguhaktiki | ZovBpopo
aAVoooTTOINTIKOU Eyxwon®, |gia®, * avtigpaan®, * heuBEpwang
ouoTApaTog | YTepeuaiobnaia KUTOKIVEIV™®
|o70 gdppako’, * )
Aiarapayég Tou Merwpévn opegn ZuvBpopo
peTafohiopol Kai e | Auang dykout
Bpéyng
Wugiaipikég Siata- | Admvia |
LPOXES .
Qiarapayég Tou VEUpI- mplwm‘; v:upcmw
. Kou jHatog Baa, Kegp

Auwwm !'It:pqw:pmn
aigBnTikn veupoTiafea
Zdhn, NapaigBnaia

i

orng. To Phesgo Tpétre: va Siakamretar aplcnmn OE TIEEPIMITWAT avTISPAOEWY UTTEPEL )

hatia) 4ou BaBpod kard NCI-CTCAE, BpoyxooTiacyiou i) ouvBpapou ofeias avamveuaTikig Suoéper-

ag (BA. Tapaypago 4.2). To Phesgo avrevBeikvuran ot aoBevelg pe yvwaoTr umepeuaioBnoia oy

TEpToUlOUARTI, 0TIV TPaCTOU{OUNGHTIT 1 O OTIOIOBIITOTE aTvé Ta ExBoxd Tou (BA. apaypapo 4 3).

Epmropern ouderepomevia: O aoBeveig umd Bepamieia ye Phesgo oe ouv&uaopc ye Tagdvn Satpé-
by

youv aunpive kivbuvo epmiperng ouberepomeviag, O aoBeveis und HE
Goupdyumm gt ouvBuaopé pe TpaaToudoupdpTn kan SogeTafEAn SiaTpéxouv aubnuévo Kivﬁuvo EH@aVI-
ONg EYTIUPETNG OUBETEPOTIEVIAS TUYKPITIKG BE TOUG aoBeveig uTTe Bepatieio pe EIKOVIKG @appako,
TpaoToudoupdumn kai SocetakeAn, eifika kata T SIGPKEID TWY TTRWTWY 3 KUKAWY TNG B:pﬂwein; (BA.

Trapaypapo 4.8). I peAéty CLEOPATRA, otov peTaoTamikd kapkivo Tou pagrol, o
oG ouBETEPO@IAWY fTaV TIAPOPOIOG TToUG aoBEVEIS UTTG BepaTitia He MEPTOLTOUPENTT Kal Toug uoﬂ:—
veig uTTd BepaTreia PE £IKOVIKG @ApHaKo. H UYNAGTERN CUXVOTNTA EPPAVIONS TNG EPTIUPETNG oudeTepo-
Teviag oToug aoBeveig ume Beparicia pe TepTouloUPGNTI OXETIOTNKE pE UPNAGTEPN CuXvéTRTa
eppaviang BAevvoyovinbag kai Sidppoiag aToug ouykekpipévoug acBeveis. @a mpemel va e§eTaoTel To
evBexOPEVD XOPMYNong oupTTwuaTikig Bepameiag yia T BAevvoyovitida kan 1n Sidppoia. Aev avapip-
Bnke kavéva gUPPGv EPTTIUPETNG QuUBETEPOTTEVIQE PETA amd Tn Siakomn e SooetagéAng. Ardppoia: To

'Owea.\ulxtg Biara- Aaxpuppoia auinuévn |
Kapdiakég Siatapayés | BugAemoupyia api- | ZUPGOPNTIKY
|oTeprig koNiag™ | kapbiakn
avemapkaa*t
Fioe ka1 oupBaviwy pe Bavarnpopes | Ayyelokég Biaapaxs | ELayn
Qiarapayég Tou ava- | Brxag, Emiotagn Aidpeon mvey-
TIVEUOTIKOU ouoTipa- | AvoTvoia | povorraBeia,
Tog, Tou Blupaxa Kai YTredwroTKg
Tou pEcoBwpdKiou (guhhoyr]
mang !:n;:vnuaa; KaTaoTa- |
¢ (avaQu-  Thirapaxéc Tou Aidppoia, Epetog,
YOOTPEVIEPIKOU ZIroparinda, Nautia,
AugroindTnTa,
Augmeyia,
Kothiakd Ay
nalliliaig Alcrmpu:xo; TOU Ahwekia, EZdvenua
xai Tou Twy
umroSdpiou ioTol wﬂxuv Kvnapdg
| Znpodepypia
Diaiapayég Tou Muahyia, ApBpahyia
HUOOKEAETIKOU Ahlyog oTa dxpa
atog Kal Tou
ouvBeTikod 10ToU
Fevikég Siarapayeg Ko | Sheypovi Bhevvo- Piyn, Akyog
kataataoeig g ooy |yévou, Mepipepiké | OiBnpa

Phesgo pmapei va mpoxakéaci copapn Sidppora. H SiGppoia eival ouxvoTepn KaTa 1 Sidpkela TauTe- Xopnynome uiﬁnpu, ﬂlépcﬁlu.
XPovng ¥opfiynang pe Bepaeia pe Tatdvn. O1 nAikiwpévor aoBeveic (= 65 erwv) Exouv uqml\crepu Kiv- A Kémoam, Efaobévien
Buvo Siappoiag OE GUyKpIon Pe veatepoug aaBeveic (<65 eiwv). H Siappoia Trpéme va v"EP‘:"C"'I gy G"'Illﬂn
oOppuVa WE TIg ouviiBeig TTpakTiké kal odnyieg. NpeTe va £& i 0 TpLan ) HE AoTrepa- g dveame”™

pidn, uypd kai amokaraoTaon nhektpolutwy, Biaitepa Ot nAKwpEvoug ooBeveic kal e TEPITTWON
ocoPaprig | mapaterapévng Sidppoiag. Mpéme va e§eraaBei n Siakomn ¢ Bepantiag pe Phesgo edv
Bev emrevyBel Petiwon T kardotaong Tou aoBevolg. Drav n Sidppota TeBei uTtd EAeyxo, n aywyr pe

A O Mivaxag 2 mapoudialel 1a uuyxcwpunm Eeﬁopéva ané ouvo)\mﬂ n:pfo&a Br_pcmelwg om uaM
n CLECPATRA (karahnktikr nuepopnvia 1P apiBpde ku-
KAwv Tng TreproudoupapTms ftav 24)° ko amé mv Tiepiodo uuavwwxn; Bspm'rau; crrr| NEOSPHERE




(o Biapecog apiBpog kikAwy TG meproufoupdpng fArav 4, oc 6Aa Ta okéhn Bepameiag) ko oty
TRYPHAENA (o Siapegog apiBudg kikhwy TG TepToufoupapmg fitav 3 — 6 oe 6Aa Ta oxéAn Beparei-
ag)’ kaBuxg ka amd Ty Tepiodo Beparreiag omy APHINITY (o Siaucoog apiBiuog kikAwy g TEpToU-
foupdprng Arav 18), Emmhtoy, o Nivakag 2 wapouotader pa ADR &Sike yia Ty 686 Xophynang rou
Phesgo wou éxel avagepBel atn perén FEDERICA (o Sidpecog apiBpag kixkhwy Tou Phesgo rrav 7).
* MeprAappavovial ADRs yia Tig orroieg £xe avagepBel Bavamgopog exfaan.

** Na m ouvohikq Tepicdo Bepameiag onig 4 peAiteg (CLEOPATRA, NEOSPHERE, TRYPHAENA,
APHINITY). H ougvorra eugaviong tng Suchemoupyiag aploTepric kokiag kai )¢ OUPQOPITIKGG
kapBiakig avemdpKkeiag aviavakhd Toug Tpompwpevous Gpoug katd MedDRA Tou pEp ang

nHEPQ, 01 o TuXVEG avIIBPATEIS TIOU cxm(uwul p: my tvxuu'n (21 0%) cnnv opada umd Btpd'n:iu pe
TrEpTOU{OUPAUTIT fTaY KOTIWOT), UTIEPE 1 Buayeuaia , puaylia
Kal €petog (BA. mapaypago 4.4.) Eng pehéreg clcuvwv!mg Kai ETKOUPIKTS Bcpumlu;. n ﬁap?ouduupu-
prm ;(ngr]\mﬂnu. Ny iBia nuépa pe TIg akhes Bepaneisg e HEAETNG. EXETTOPEVES PE TNV EyXUOT) avil-

Spdaoeig Tapouciace To 18,6% - 25,0% Twv agBevi)v KaTd TNV TTPWIN NEépa XopAyNang TNg TiepTou-

foupapTing (oe ouvBuaopo PE TpaaTouloupapTn kal XnpeioBepaTicia). O TUTIOS kal N coPapaThTa Twy
oupPdvTwy fTav OUVETT PE auTd Trou TrapatnpiBnxav omy peAén CLEOPATRA, e Tnv mAzioyngia
Twy avndpaoswy va ival e f PETpIEg o cofapaTnTa.

EMPEPOUG PEAETEG.

* H uniepeuaioBnoia/avaguiakiiki aviibpaon Bagiferal o pia opdBa opuv,

* H aviibpaon amv eyxuon Tepthapfave éva e0pog SIGQOpETIKWY Spwy Of Eva Xpovikd TrAaloio, Trou
opifovial we omoiadiiToTE QUOTNHATIKG CUPBAVTA Tou avagépBnKay we UTrepeuaiaBnoia, avaguAaKT-
ki avTidpaor, ofela avriGpaon oty Eyxuon f advBpopo amEhEudEPWANG KUTOKIVIMY TIOU Eppavitovtal
Katd 17 BApKEIa TG EyXUOTS 1} EVIGE 24 WwpLv airé v Eyxuan.

“** NaparnpnBnke povo pe 1o Phesgo

1 ADRs rrcu Exouv nvaq::petl unﬂ my numoqulcl oy ayopd

lepiypagn av

AvoAeimroupyia apiaTephic mM!ﬂc

Phesgo ot ouvBuaous pe xnueiobepaneia

Zmv Baoiki Soxipry FEDERICA, n guxvotnTa ep@aviang CupTITwankig KapSiakig avemdpkeiag (ka-
myopiag (Il 0 IV kata NYHA) e peiwon Tou LVEF touAdyiaTov kad 10% amo my Tipn evapéng mg
HEAEMNG Ko oe Tipr < 50% fitay 1,2% Twv aoBeviuy Tiou uToBARBnKav ot Bepantia pe Fhe.'.go Evavn
0,8% 1wv aoBeviv Tou BAROr oe Beparneia pe evBogAiBia xopriynan TepTou] Kall
TPaaTOUZOUNGHTING. ATIS Toug QOBEVEC TIOU ENPAVICAY TUNTITWHATIKY KapSiak avemrdpKed, Kave-
vag ano Toug aoBeveig TTou eiyav umoBAnBei oe B:puﬂz{n e Phesgo Bev EiXe nvuxuuwﬂ Kara mv
KATGANKTIKR qp:pounvkx auhoyrig Tuwv étﬁou:wwv Kai wug auecvq; amogUpenke amd ) Bepatieia

o C umEp noiag/
Phesgo o auvSuaopd pz xnueioBepareia
Zmv Baciki Sokiur FEDERICA, n ouvohikn ouxvotnia Tuwv avapepBiviuy oupaviwy utrepeuaiobn-
oiag/avaquAatiag Trou oxeTifoviav pe T otoxeupévn oto HER2 Bepaneia frav 1,6% otoug aoBeveig
Tou unoPAfiBnkay ot Bepamreia e Phesgo évavn 1,2% otoug aoBeveic Tou uTropAfiBnkay ot Bepa-
izia pe evBopAEPIa TEPTOUOUNGYTIT KOl TRAOTOULOUPGTIN, £K TwWY ooy kavéva Sev Atav Jou- dou
BaBpol kard NCI- CTCAE (éxBoon 4.0) (BA. mapdypage 4.4). Evag aoBevrig epgavios éva guppav
unepruaoBnoiac/avaguiaiag kara T SIGpKea | aETWE PETa T Xopriynon Tou Phesgo” otov Tiptito
KUKAQ TO crreic obfjynoe oE aWEoUPan aTmé TN ecpcmtlu (BA. rrupdvmwe 4.2 ka1 4.4).
E 1 o8 16 e TP UG Kai XnpEiodep
Ty Bagwn Soxipr CLECPATRA g0 HETAOTATIKG KAPKIVO TOU pagTod, nawo.\u{] CUXVETTA TWY ava-
pepBévY aTo Tov epeuvTn cupBavTwy utepeuaioBnaiag/avapuhagiog kard T Siapkeia ohdkhnpng
TN TepiGBau Bepameiag frav 9,3% oy opada umd Bepaeia Pe Emovikd @dppako kai 11,3% oy
opaba uTio Beparmeia pe TEPTOULOUPGNTIT, £X ToU OTToiou To 2,5% kai To 2,0 % rtav 3ou-4ou BaBpou
kard NCI-CTCAE, avrioToixa. Zuvohikd, 2 aoBeveig oy opdda uTo BepaTreia PE EIKOVIKO QAPPaKo Kai
4 aoBeveic otnv opaba uTre Beparreia pe TEPTOUOUPANTIT EpQaVIoay oupBavta, Ta omoia TEPYPAQr)-
Kav amé 1ov epeuvn T we avaguiatia (BA. Tapdypago 4.4).
Zuvohikg, n @i Twy a slag frav Ameg ) peTpieg oe coPapdmmia kal
i v KQTd ia. Bdoe Twv Tou n,'wnv o Bepameia NG PEAEMG, of

pe Phesgo Aoyw zvng ouPBAvVTOg TUUTITWI AgupT 0 fima
TUUTITWHATIKEG PEIwaEig (kaTnyopiag Il katd NYHA) rnu LVEF Kata Tourdxiotov 10% amé v npf
EvapEng TG PEAETNG Kan o€ Tipn <50% (emPeBaiwpévn Seutepn pérpnan Tou LVEF) avagépBnkav oto
0.8% Twv agBeviav ou utroBARBNKav ot Beparreia pe Phesgo xar oo 4% Twy acBeviov TTou umrofhr-
Bnkav o Bepameia pe evBopAEBia TEPTOULOUNGETIT| Kl TPAOTOULDUHATIT, OTIO TOUG OTIoioUG Evag
amé Toug agBeveig mou eiav uToBAnBel ot Bepanicia pe Phesgo eiye avakapyer katd Ty karaAnkmiki
npepopnvia sulMoyng Twv SeBopéviy kay buo aoBevelc eiyav amooupBel amd T Bepaneia pe Phesgo
(5& nupuvpawn 4.2 xai 4 4)

PEG nwrﬁpﬂm|§ EKTIINBNKaY W ﬁcmzp:uuuwr.; oTig eyyUoEl; BooETatéing.

Eﬂ; HEAETEG EITayWYIKIG Kal EmKkoupikrig Bepameiag, Ta gupBdavia utiepeuaioBnoiag/avaguiatiag frav
QUVETTT| JIE QUTE TToU TIapaTnpABnkay o pehém CLEOPATRA. I peaém NEOSPHERE, uo acBe-

VEIC oV opdda g TrepTouloupdauTIngG Kal oty opdda Tow EAape Bepamieia we SogeTabEAn EpQavioay
avaguhagia. Toogo o perétn TRYPHAENA 6oo kai oty APHINITY, n ouvoMki] ouxveTnTa uTrepeuai-
afnoiag/avapuiatiag fitav uynAcTepn atny opdda mou éAaPe Bepameia pe meptououpdpTn kai TCH
(13.2% ke 7,8%, aviicToiga), ek Tou omolou 10 2.6% ki To 1,3%, avrioToixa, apopoice ouppdavra
3cm-dou Badpol kard NCI-CTCAE.

ot 5 g TP xai )

Iy pﬂmm 6omyr’| CLEDFATF!A n nuxvarnru EPQAVIONG TNG Euohmoupviﬂ; ms apl:rr:pnq Kowhiag
(LVD) kata 1 Sidpkeia TG peAETng rTav uynAarepn oy opabda Tou EAape Bepameia pe £iKOVIKG pap-
Hako ot ayéon pe v opaba Tou EhaPe Beparreia pe meproufoupapTm (8,6% ko 8,8%, avrioTaixa).
H guyvénta eugdviong Tng oupTmwyanknig LVD fArav emiong pikpdTepn oty opdda mou éAape Be-
paneia pe meproudoupdpT (1,8% otny opdda Tou Ehafs Bepamein pe exovikd @appake Evavn 1,5%
atnv opdda Trou EAape Beparieia pe mepTouloupduTn) (BA. Mapdypago 4.4).

Im perén sioaywyikng Bepameiag NEOSPHERE, oy omoia o acBeveig éhaBav T1Eooepis kukhoug
TepTOLZOUNANTITG WG El0aywyiKA Bepaela, n ouxvaTnTa Eppdviang Tng LVD (xmm BIdpKeia TG ou-

Phesgo oz cwauaa.ua e xny:mezpmm’cr

Zm Baowkn dokipr FEDERICA, 10 8,5% Twv aoBeviv Tou
umoBAnBnkav oe Bepaneia pe Phesgo kai oto 5.6% 1wy rmﬂn:vu.vv Tiou unoBARBnrav ot Beparneia pe
evBOPALRIa TTEPTOUOUNGHTIN Kal TRAGTOULDUHGHTTN. DTTwG Kai oTig Badikég SoKIpHEg :véoep?u:ﬂ\u; mEp-
ToudoupdpTIg Ka TpacToulpuPGETING, TrapaTnERBnKe UYNAGTEPN OUXVETITA EPEAVIONG EPTIUPETAG
OUBETEPOTIEVIAC PETAED Twy ATIATWV aaBEVV mou tl\uﬂﬂv :vﬁwl\eﬁlu Bepaneia pe n:mnulou;lﬁu‘rm
kan paaToudoupap (13,0%), opoiwe, n ouy! MUPETNG G Tay uyn-
M:n:pn a'!ou; AgidTeg uaewai; nou :hnﬁcw Lrnoﬁopm szcmzlu u: Fhesgn (13. T%)

vohkrg TTEpIoSou BepaTieing) Arav uypnAdrepn oty opdda mou Aafie B s
TpactoufoupdpTn kal Sooctatan (7,5%) ouykpmikd e Tnv opdda Trou \'_M:E: B:prmz{u HE TpagTou-
Zoupdpm kan Booeratehn (1,9%). Ynnpée éva mepiotanks aupmmwpankis LVD omy opada Tou EhaBe
Beparreia PE TEPTOULOUHGHTIN Kai TpadTou{oupdyTT.
Im pehétn soaywyikng Bepameiag TRYPHAENA, n ouxvornra spgdviang g LVD (kava T Siapkeia
NG ouvohikiig TepidGou Bepameiag) fitav 8,3% oty opdda Tou EAaPe Bepatreia e TepToufoupdpTIT)
ouv TpactouloupapTn kai FEC (5-pBapooupakihn, smpoupmkivy, kukhopwopapibn) akohouBodpevn
amé meproudoupdyumn cuv TpaoToufoupdpTrn kai Sooetagehn, 9,3% oty opdda Tou éAape BepaTreia
|.|[ TrEpTouloupGTI oY TpaaTouloupdpTn Kai Bogstatihn perd ad FEC, kar 8,6% omv ojdda mou
AaBe HE TIEpTOU ot oL 6 pe TCH (Sooeratehn, kapBorthativi kai TpagTou-

HE TP ) Kai X

Zmy Pagikr Cmmpn CLEOPATFM r| mmlumpia Tuv a0Beviv Kk u'nr, oo oudlésc szam:lﬂc cppav-

ae ToukdyioTov éva oupfav heukomeviag (63,0% Twy aoBeviov oTnv opada umo Bepameia pe TIEpTOU-

JoupdpTrn kai 58,3% Twy aoBeviv aTny opdBa UTe BepaTTEin HE EIKOVIKG PAPPAKD), EK TLIV OTTOIWY N
Aeioynpia firav oupfdvra oubeteporteviag (BA. mapaypago 4 4). Napamprfinke epmiper oudetepo-
Tevia oo 13,7% Twy aoBeviv UTd Bepamiela pe TEpTOUZOUAWTIN Kat aTo 7,6% Ty aoBeviv UTTd Be-
pantia pe Exovike gappako. Km ang 800 opddeg Bepaneiag, 1o TOCOTTa Twy Q0BEVIWY TIOU EPQEVIoE
EMTIUPETN OUBETEPOTIEVIO fTAY TO UPNAGTEPO TToV TTRWTO KiKAO TNg Bepamreiag kai PeuBnKe aTadlakd
OTN SUVEXEID. AUENUIEVT OUXVETITA EPQAVIONS EPTIUPETNG OUBETEPOTEVIag TapaTtnpiBnke petati Aci-
atiyv aoBeviv kai oTig o opddeg Bepaticiag CUYKITIKG We Toug aoBeveig amd GAAES QuAES xai dhAeg

{ouuup?rn) H ouxvernra eugaviong Gupt LVD (guppop! | kapdiakn ) fTav
1,3% omnv opdda mou EAape Bepameia pe n:pmu(ouuuutm ouv mdmau!,eupuprm Ko BooeTaEAn
pera ané FEC (autd anoxheiel évay acBevr), o omeiog epgavics oupmwpankd LVD kard m Sapkeia
me er_pamlcrq He FEC mpiv amé Tn Aqyin TepTououpdpTng ouv Tpaatououpdumm kal Soactaén)
kai emiong 1,3% amy opada mou EhaBe Bepaneia pe Teprouloupaunn oe ouvBuaopo pe TCH. Kave-
vag ucﬁevn; atnv opdba Tou £AaBe Bepamela pe TEpTouloUNGUTI CUY rpumou(oupnpnn kai FEC

ypopikés meployeg. Merafl Twy AgiaTiv acBeviyy, N CUXVETITG ERQAVIONS TNG EPTTURETNG ouBETE-
powevng ATav uynAdTEpn oTnv opdda ud Bepamteia pe TEpToudouPAET (25,8%) OUYKPITIKG PE TNV
opada umo Bepameia pe axovikd pdppako (11,3%). Im pehétn NEOSPHERE, 1o 8,4% Twv aoBeviv
mou éAafe agaywyikn Bepameia pe TeptoudoupdpT, Tpnmout'.oupamrq Kal 5cu:rd§b\n tuqn\na:
EPTIUPETN CUBETEPOTTEVIL OUYKPITIKG ME T 7,5% Twv aad Tou EAa ME TpaT
|.|m1 xai SooeTaféAn. ITn pEAE™ TRYPHAENA n eRTTUpET ouéa:port:viﬂ onuenuBnke oto 17, }% m:v

Boupevn ammo Tep papTn ouv 1pactouloupapTmn kal SooetateAn Bev Epg T

pamkn LVD.
Im mepiodo sioaywyikrg Beparreiag g peiétng BERENICE, n ouyvémra epgavions oupmmwpar-
K¢ LVD ¢ kamnyopiag 111/ 1V kard NYHA (oupgopnmki kapbiakn avendpkeaa glpguwva Je 1o NCI-
CTCAE, éxboon 4) firav 1,5% o1y opada mou éAape Bepaneia pe dose dense Soopoufikivn kai kukA-

puapapidn (AC) JHEVN aTTd TrEpTOULOURGHTIN GuV TpagTouloupdpuTn Kai TTakAITagen kan
Kavevag ane Toug acBeveig (0%) Sev eppavioe ouptwpank LVD amnv opdda mou éae Beparreia
pe FEC, akohouBolpeve amd TeptoudoupduTm oe ouvduagud pe Tpagtoufoupdutm kal Soogetagghn.
H ouyvoma eppaviong aoupTwpatikic LVD (peiwan 1ou khagpatog efwenang oupgwva pe 1o NCI-

Tou EhaBav i ME TEpTOU + TCH ka1 @10 9,3% 1wy aoBeviy

Trou EAafav EITaywyikn E:pu'rrrlu HE mpmu(ouuuwm TpacToufoupdpT kal SogcTatehn peta amo
FEC. I perén TRYPHAENA, n emimrwan g spmmupemg oudetepomeviag frav uynhoTepn oroug
aoBeveic Tou EAapav £6 KiKhoug TrEPTOUCOUHAPTING CUYKPITIKG HE Toug aoBeveic Tmou EAafav TpEIG
KUkhoug TreprouloupapTing, aveaptra ana T xopnynBeioa ynpeoBepaneia. Omwg xal o1r pehim
CLEOPATRA, wia ugnAGTEPN OUXVETNTO EPPAVIONG OUBETEPOTTEVIaS Kal EPTIUPETS ouBeTEpOTTEVIaC
mrapamprifinke petalu Aoiativ aoBevisv ouykpITIKG Pe dAAous aoBeveic OF GUQATEPEG TIG PEAETES &-
gaywyikng Bepameiag. Em peréTn NEOSPHERE 1o 8,3% Twy Aoty agBevioy Trou EAape eioaywyikn
sl e 1M, TPOOTC G xen Sooeratehn supavioe emipe oubereporrevia

CTCAE !nbom} 4) mcv T% omv ouubu Tou £AaPe Bepameia pe dose dense AC, Boupevn amd
papT Ken makhragedn kai 3.5% omy opada Tou Ehafe Bepameia pe
FEC axmueaupcva cmo m:pwu{ouuuurm ouv TpagTouloupapTIn KCI] 5mnutz)\n
Zm perén APHINITY, n ougvétnia eppaviong oup {
1 IV kard NYHA) pe peiwaon tou LVEF 'rou»\uxlo'mv 10% amd mv TR :vupén(; ms uthnnc xul m:
Tipn <50% frav <1% (0,6% Twv coBeviov atoug omoioug xopnynen HE TTER
évavm 0.3% Twv aoBeviv oToug omoioug xopnl,'nsnxf. EIKOVIKG qaupuuko) Amé Toug aoBeveig mou
Tapougiaoay oupTTTWpGTIKA Kapdiakr aveTrdpkea, oo 48,7% 1wy agBeviiv GTOUS oTToioug XopnyT-
Bmtz Bepameia pe rr:p!ou(uuudu'rm kat o1o 57,1% Twv uuﬁwuv TTOUG OTToloUg xupn\{qanu EIKOVIKG
priBnKe ) (n omoia opiferan we 2 Siadoyikeg perpnoeg Tou LVEF navw amd
TO 50%) Kcm:t my. Kum?\nmkn nuepopnvia ourhoynic Twy SeSopévav. Ta TEPICOGTEPA OUPBAVTa ava-
pépBrkav oe acBeveig Trou AdpPavav Bepaneia pe avBpaxukhivn, AvapEpBKay COUPTITWHATIKEG f)
fma gupTmwyankeg (katnyopia Il katd NYHA) peiwoeig Tou LVEF katd touddyiotov 10% g Tipng
Evapng Mg peAEmg kar oe T <50% 010 2,7% v aoleviv arous omoiaug yopnyinke Bepatrela
HE TTEQTOUCOUNGHTIN Kol aT0 2,8% Twy agBeviv aToug oTroloug opnyNBnKe EIKOVIKG @APHAKO, EK TV
omolwy 79,7% Twv aoBeviy aToug omoloug xopr]vnﬂqnt Bepareia pe n:pmugnupupwn xen 80 E%

yKpIMKd pe 1o 4,0% Twv Agiatwy aoBevioy Trou zl\afi: :luuvwvlm E:pmlu HE 1pumau(oupdum1
ke Booeragihn, I pergm APHINITY, epmupern 10 12,1% 7wy aab
aToug omoioug xopnyi8nke Beparreia pe 'n:pmu(ouuuprm Kai o 11, 1% Twyv aoBevily aTOUG OTIoloug
xopnynBnke exovikd pappaxe. DT kal amig pehereg CLEOPATRA, TRYPHAENA kay NEOSPHERE,
nupampanK: anhm:pn auxvo'rn'm :utpuwunq EuTrupzan nuﬁnspoﬂwl-ug aToug ACIATEG QoBEVEIQ
aToug aTTRioug P! 'upm] OE OXEon pE Toug GoBevels GhAwY puliy
™G HEAETNG AF'HINIT‘Y (15 8% Twwv uaB:vu:v gToug omoloug YopnyrnBnke TepTouloupdauTn Kai 9,9%
TwV aoBEVLIV GTOUG OTIoIoUG XOPNYTBNKE EIKOVIKG GApUaKa).
Aidppoia
Phesgo ot ouvBuaous pe xnpetoBeparsia
Im paockn Sokipfi FEDERICA, Sidppoia unucmenxs m 61,7% Twv ucrecvmv uTo Bepareia pe
Phesgo kai 010 59,1% Twy by uTIG AT KOl TPaCTOU-
Eouyuu'rm AvagépBnke Sidppoia 2 3ou BaBuol oto T 3% va uaEcvwv wu D'I:E'Auu; TOU F'hasge
evavn 5,2% oto okéhog Mg SVMMBH:; WEPTOUOUPAETITG Kal TP
T ﬂvatpcpezv'rwv oupBavtwy firav 1ou fj 2ou Babuod weg Tipog TN Bcp\nnm mu; H unpq.\mepq
augvemnia eppaviong Siappoiag (GAwv Twy BaBpwv) avagépBnke katd TR SIGpKED TG CTOXEUPEVIC

Twy aoBEVIW TTOUG OTTOIOUS XOPMYNBRKE EIKOVIKG I eixav HWE! KaTd TNV KaTaAnp i Kkar xnpeioBepameiag pe Tagdvn (57,7% Twv aoBeviav U axéﬁou(; mJu EMB: Elcpcmzlu HE

qpepﬂunvm auhhoyng Twy SeBopEviuy. Phesgo évavn 53,8% twv acleviyv Tou okéhoug Trou Ehafe Bep 3 proufoupapTm
{opeves pe TY VEyxuan Kal TpaOTOUG ) (BA. Tapdypago 4.4).

Phesgn s uwﬂuﬂupﬂ ME XnuEioBsparrsia o WG e Tpac Zrn pa-

Zmv paoxr bamun FEDERICA, pia avridpaon uxzn(puevn He mv évwnﬁc\rxu:m opifeTan W oTola-
dAmote GuoTpankn aviibpaan Tou avagEpBnke £vTog 24 wpty and xupﬂ\dr‘oq Tou Phesgo 1 g
evBopAERiag TrEpToulouPaUTING OF auvﬁuucpa e TpagToufoupduT (BA. Tapdypapo 4.2 kai 4.4).
Ixendopeveg pe Ty Eveon avndpdaeg PEP o710 0,8% Twy ach Trou EAafav Beparreia
He Phesgo kar oxen{opeveg Pe Ty Eyxuon uvuﬁp&tm(; cvuw(pﬁnxcv aro 10,7% WY aofeviuv Tou
EhaBav Espmmu pe evBoghEfi TEpTOLoUpGNTIN Kal TpOT saprm. O ¢ amo TIg
oUITNUATIKES avTIBpdaeic axenfopeves ye Ty Eveanyéyxuon Trou mpmnpnenxuv HETO Phesgo Ay
evBophiBia TreproudoupapTn kar rpumou(uuuuunn firav piyn, upegia n eperog. O avndpdoug ato
anpeio TG Eveang opionkav wg omoladriToTe Tomk avTidpaan mou uvawwafwe EVTOC 24 Lpv ammd
™ Xopfiynon 1ou Phesgo kat pépbnkay oto 14,9% Twy acb ARSI oe Bepareia
HE Phesgo Ko Arav dha gupBdvra fou fi 2o0u ﬂuepuu =]} n:pluum:peg ané m; mmns; ﬂ\mﬁp&anq
aTo anyeio me -:vmn; Tapampriénkay pe to Phesgo fjrav eite GAyog oTe onpeie Tng Eveang f epiBnua
o anpeio msé Eveonc.

T3 1pac
H chm‘,opzvn p: m xopﬂvnuq mmﬁpaan opqcmsz OTIg PATIKES 5ox||.|cg wq orrom&nvmv: ouppav

wg u \aia, TIKN uvv’lépuur]‘ ofeia avtidpaan otnv Eyxuan f oivipopo
mAauBtpwa‘ng KUTOKIVIOY Trou eppaviferan kard m Sidpkeia Mg éyxuong fi My idia nuépa pe mv
Eyxuor. I Bacikn Sokipf CLEOPATRA, n apyikr Saon g meprouloupdyting xopnyrnBnke Ty nuépa
TRIV o Y Xopfiynan g Ypﬂmou(oup&uwn; ®an Tng SooeTakéAng yia va emTpariel n eféTaon Twy
GYENOPEVY PE TNV TTEpTouioupdpT aviiBpdotwy. Kara my mpum npépa mou xam\lflen:t Hovo
TEQT Ha , N CUVOAIKR ouxvaTnTa Twy avTibpde Trou oXeTifovTal pE TV tyxucm frav 9, B%
aTny opada umé Bl:pn'm:kx HE EIKOVIKO QAPPAKD Kal 113 2% omy opada und

o Bokipn CLEOF'ATRA OTD JETACTATIKG KAPKive TOU uumou 6|appo|a rmp:wuanx: aro 68,4% Ty
aoBeviuv uTTé Bepareia pe TeptououpapTT ke oo 48 7% Twy aoBevioy uTo BEpaTieia HE EIKOVIKO
(pappaxe (BA. TTapdypago 4.4). Ta TepioodTEpa cuqu‘wu fArav fAma éwg PETpia OF BapuTnra Kai
onpEIWBNKay Pokic aToug TIpWTouS kukAoug Beparteiag. H ouyvétnia epgpaviong Sidppoiag 3ou-dou
BaBuol kard NCI-CTCAE ritav 8,3% oToug aoBeveig utro Bepameia pe meproufoupdyprm évavn 5,1%
aToug acBeveig uTid Beparreia pe eovikG pappake. H Siapeon Sidpkaa Tou peyaMitepou eneioodiou
firav 18 nuépeg aoug aaBeveic umé Bepareia pe rrcmou{ouuuprrq «ai 8 nuépeg oToug aoBeveic uTe
Beparncia pe eoviko gappako. Ta 5 oupfavia a Kav Kahd ot TTpaAny 1 Big-
Xeipion pe qvn&lappmncug nupcrvwr:g Im Sokipry NEOSPHERE, Sidppoia onperi8nke oto 45 B%
Twv aab Tou Ehafe He eproufpupapT, TpacTouloupapTn kal Booetagéin
QUYKPITIKG HE TO 33,6% Ty uch:vuw nau Ehape Bepatieia pE TPOOTOULOUNANTIN Kal Eooau{t,\n m
Bowpn TRYPHAENA, Sidppoia anpeniBnke oo 72,3% 1wy aoBeviov Tou ehaBe aigaywyikr Bepareia
pe meproufoupdpTm + TCH kan oto 61.4% Twv acBeviyv Trou éAafle eigaywyikn Bepameia ye TEpTou-
foupdptm, TpacTouloupapn kai Socetaféhn peta amd FEC. Ee appotepeg Tig JERETES Ta TFEPIOTG-
TEPA ouuﬁavm fitav fima éwg pétpia ot Bapimra. Im Soxipf APHINITY, avapépBnxe uwnAdtepn
auyvoTnra sulpuv:m]g Bidppoiag oo okehog Twy aoBeviay oTOUS aToicug XopnyrBnke BepaTeia pe

pTm (71,2%) o€ oUykpian PE To OKEAOG OTO OTTOIO YoPNYTIBNKE EKavIKG papuako (45,2%).
Avagipbnks Siappoia = 3ou Bnﬂpou a1o 9,8% Twv aoBeviuy Tou okEhoug TG TIEpToUloUPGTITG EvayTt
3,7% gTo okéAog Tou :movmcu lpuppdncu Ta weplacol:pcl avutp:p&:wu oupfdvia Arav 1ou f 2ou
BaBpol we Tpog m Pap H uymn, P ; XVaTn :uwdrviun( {6hwv Twv BaBudv)
crvuwpsnxz Kard mv mepiodo me i i paTteiug pe Tadvn (61,4% Twv

uéyTn, pe Ty Thsloyngla Twy aviBpdotwy va tival AES ) PETPIEC. O1 o ouyvég cvnépclazlq Tiou

oxeriZovrar pe Ty Eyxuon (21,0%) oy opada umd Beparieia pe TreproufoupapTm frav Trupekia, piyn,
KOTTWAT), hahyia, eaoBivian, Noia K EPETOC,

Kata 1 Gidpxeia Tou Seutepou xikhou, 6Tav oha Ta PUPPCKEUTIKG TTpoidvia YepnyRBnkav my iBia

Tou oKEMOUS TG WEPTOIJQEUW‘"TH( EWJV‘“ 33 8% TV aoBeviv You OKEADUG TOU EIKOVIKOU
gappdxou). H ouxvétnta epgdviang ¢ Sidppaiac Arav ToAd xaunAotepn petd Tn SiakoT TG xnueio-
Beparneiag, emnpealoviag 1o 18,1% twyv acBeviyv Tou okEhoug TS mepTouloupapuTing evavn 9,2% twv
agBeviuV TOU OKEAOUG TOU EIKOVIKOU Qappdkou KoTd Ty TrEpindo Tng oToxeupévng Bepameiag PeETa To
TEhog NG XnpeloBepareiag.



Etavenua

Phesgo ot guvBuaoué pe xnuelobepaneia

Imv Baoikr Soxiui FEDERICA, efavBnua onpeBnxke oto 18,1% Twv aoBeviv utrd Bepameia pe
Phesgo kai oTo 21,8% Twv acBeviv umme Beparreia pe evBophéPia TreprououpdpTm kal Tpaotoulou-
papTTn H TIAEIOWNPH TwY Uuquwmv efavBnparog ritav 1ou rj 2ou BaBuoo.

HETP 7 Kal X
21r| Bamkn anlpn CLEOPATRA rno unamu'r\xn mp«ivo mu pnomu Tmpclnpnenxc efavinpa ara
1.7% Twy

P HE TIER JHGHTIT), CuyKp HE 10 38,9% Ty aoBeviy uTd
He mavrm a . Ta 6 uBdvTa ftav 1ou ﬁ 200 Busuau ae Bapumnra, on-
pewBnkav atoug TTpwroug Suo Kuxmut; Kai nu iBnkav oTig G BTG eivan

1 TOTHKA ) N GTI6 Tou oTépaTeg Beparteia yia TV axyd,

£ Sokipn NEOSPHERE, efavBnpa onpawenke ato 40,2% Twy acBeviov Tou AaPe eicaywyikr Be-
patieia pie meproudoupdpTm, TpaaToudoupdpTm kai SoocTagéhn ouykpiTiKG e To 29,0% Twv aoBeviuv
Trou ¢haife Bepareia pe Tpagtoufoupdunn km Socetagéin. Zm Sokpr TRYPHAENA, efavenua on-

perBnke oto 36,8% Twy oV TIou tp\uBz EITTYLWYIKT ia pe mep sapmm + TCH xan
o1 20,0% Twv aoBeviy Trou EhaPe sioayty KR Oep pe TPacTouL | kel
Booetafédn pera and FEC. H ouxvémta eppaviong Tau e§ it o ) GToUg uUBwEl;‘

Trou EAafav £ KUKAOUG TIEPTOUOUNGHTING CUYKPITIKG HE TOUG wB:v:ig Trou EAaPav TREIS KUKAOUG
meprovdoupapnng, avetaprnra ané n xopnynBeioa xnpeioBepareia,

£ Sokip] APHINITY, 1o avemBiunTte ouppdv e§avBrjuarog epgaviomke oTo 25,8% Twv aoBevivov Tou
uxi}mug g TeproufoupapTtrng évavn 20,3% Twv aoBeviuv Tou OKEAOUG Tou £ikovIKoU pappakou. Ta
mpnmolcpa ouuﬂa\m: eEavBriparog fArav 1ou ) 2ou BaBpol.

Mn ¢
Phesgo ot GUVSUATNO e mpuoozpmiu

T Bacikn Bokipr FEDERICA, n guxvornia spgpaviong oubeteponeviag 3ou-4ou BaBpoy, katg NCI-
CTCAE éxboon 4, firav |cnppo'rmu£vn r.mr; Bio eudbtn; a:pcmemq (14 5% Twv aoBeviv uTid Beparicia
pe Phesgo kar 13,9% Twv IGHTIT Kai TpacToulou-
papmn).

N oE WO pE Tpa Kat
Im ﬂuulm Bcnupn CLEOPATRA oto PETQOTATIKG Kapkivo Tou pno'mu n quvmrnu EHQAviong T
oudetepoTieviag 3ou-dou BaBpou, kata NCI-CTCAE éxBoon 3, Arav icoppommuévn omig duo opadeg
Bepareiag (86,3% Twv aoBeviiv utro Bepameia pe TeptououpapTin kai 88,6% Twy acBeviv ue
it JE EKOVIKG Qapp \appavopévou Tou 60,7% Kai 64,8% pe wﬁmpomvm 4ou
Babyou, aviiotoa). Tm Enmuﬁ NEOSPHERE n 0 G TG oud 3ou-
4ou BaByou, katd NCI-CTCAE éxSoon 3, frav 74,5% criou; uuB;v:u; m:m Ehapav cioaywyikn Bepa-
Tieia pe neproudoupapTm, Tpactouloupaptn ka SooeraEAn ouykpiTka pe To 84,5% otoug acBeveig
Tou Ehapav Beparmeia pe TpaoTouloupduTn kal Sooetagihn, oupTEpilapBavouévou Tou 50,9% Kot
80,2% oudetepomreviag 4ou BaBpou, avtigroxa. Im Sokipr) TRYPHAENA, n ouxvemra epgaviong
oudereponeviag 3ou-4ou BaBpod, kard NCI-CTCAE ékboon 3, fiterv 85,3% oroug acBeveig Tou éha-
Bav eicaywywr) Bepameia pe mepToufoupdpTm + TCH cuykpimkd pe To 77.0% atoug aoBevels mou
&hapav sioaywyikn Bepareia pe meproufoupapT, TpaoTouloupapTn ko Sooerakein pera amo FEC,
oupnepihapBavopévou Tou B8,7% kar 59,5% % oudetepomeviag dou BaBuod, avriatoa. I Sok-
pn APHINITY, n ouxvénnra epgavions oudetepotieviag 3ou-4ou BaByou, kata NCI-CTCAE éxdoon
4, frav 40,8% otoug aoBeveic aToug oTToioug xcplwﬁsnxt TiEpToUfpUNGTT, TpaaTouloupapTn Kai
¥nueioBepaTreia Evavn 39, 1% aToug ooBeveig aToug oToioug xuprwnenxz EIKOVIKO QAPHAKO, TROTTOU-
Loupapmn kar xXnp HEVIG TN P ¢ 4ou BaBpou ot TooooTd
28.3% Kai 26, 5!6 uwmolxu Avol:royowxomm’ Omwe o GAgg Tig Gt:pu'rrunm:t; TIPWIEIVES, UTTdp-
XE1 N mMBaveTnTa avoooADYIKNG OTTOKPIANG aTNY TTEPTOU{OUNGHTIT) KAl OTNV TPAoTOUOUNAHTIT) OToUg
aoBeveig TTou Aappdvouy ecpemciu HE Phesgo. Ern HEAEM FEDERICA n auxvo'rnm EHQAVIONG Ty
Exhuopgvwy amo L} Katg me TIng Kai KaTd g TpagTouloupad-
wng frav 3% (7/237) kai O 4% (1/237), avrioToixa, atoug aoBeveig uTid Bepameia He EvBO@AERIa TTER-
ToULoUPGRTIT kel TpaOTOL{OURANTIT. H QUXVOTTa ELQAVIaNG TwY EKAUSEVWY aTid Tn Bepameia avri-
CUWHATWY KATE TNG TTEPTOUGOUNATING, KATd TG TpAoTOUfoUPAHTING, Kal KaTd T Bopuakoupovibdong
ahga firav 4,8% (11/231), 0,9% (2/232), km 0,9% (2/225), avtiotonga, otoug aoBevei utrd Bepamsia
He Phesgo. Metag Twv aoBeviov ol oTroiol Siayviatnkay BeTikol oTa aviigupaTa Katd g Meprou-
praum]: €COUBETEPWTIKG QVTIOUWIHATT KATA THG TIEPTOU{OUNGNTING uvmvsulnmv ot évav acBevr}
Tou €hape Beparieia pe evBo@AEPia TIEPTOUCOUPGHTIN KAl TPACTOUTOUNARTIN kKal & Evav aoBevi Tiou
Ehafie Bepamreia pe Phesgo. Metagl Twy aoBevisy o otolol Siayiomray BETIKOI OTa OVTIOWHATT KaTd
Mg, TpagTofoUpGUTIG, LSoUBETEpWTIKG avTiowpaTa XaTd TG TpaTouioupdpTIng avixvesBnkay oc
Evav ucezvﬂ Tou Ehafe Bepcmziu HE Phesgo H ouxvoTnTa egeaviong Twy avTigwpdTwy Katd me
oUpAPTING Ka KaTd TG TPOT JGPTITG TTou avixveuBnkay ge omioiadiroTe xpov:xﬁ amypq
{Uupmpl?uuuﬁcwoutvng g Evapéng g Beparreiag) frav 7,1 % (18/252) kai 1.2 % (3/252), avrioToxa,
oroug aaBeveic uTia Bepatreia pe evBoghifia TeproudoupauTn kol TpaaToudoupdpTn. H uvxv(nqm
EUPAVIONC TWV OVTICWHETWY KATA TG TEPTOUfOUNGNTING, KOTd TNE TPaoTOUZOUNGUTING, Kai KaTd Tng
Bopualoupowvibaanc dhpa TTou avixveuBnkay oe omoiabTIaTe XPOVIKA oTyuR (oupTrepiAapBavopévg
™ évapgng g Bepameiag) frav 8,5% (21/248), 2.4% (6/248), km 6,7% (16/240), avriaTonga, aToug
aoBeveig uTrd Bepareia pe Phesgo. Metafy Twy aoBeviov ‘o1 ommoiol SiayvisoTrkay Benikoi o1 avTIow-
pata katd g meptououpapTmg, efouBETEpLnKG pata Kata 106 TIE GUTING avIYvEd-
Bnkav oe Suo aoBeveig Tou EAafay pE ™
Kai g€ 500 aaBeveic Tou EAaPav BepaTieia pe Phesgo. Mnaiu Twy QoBEVGY o1 OTIoIol BiaywaTrKaY
BeTiKol OTO AVTICWATA KaTA TN TPACTOULOUNGRTING, EEOUBETEPWITIKG QVTIOWHATA KATA TG TRATTOU-
Loupaprmg avigveuBnkav o Evav aoBevn Tou Ehafe Bepamein pe Phesgo. H khivikd unpumu me
uvam\.rﬁnr, TWY AVTIGWUGTWY xard mg TiEpTOUfoUpGHTIG, KaTd T TRAaTOUZOUPALTING Kal KaT T
1 dMpa pETG TN B pe Phesgo eivar dayvwarn. AAAayn) mg Gepameias amo
mv Mowdtpm foup N Kai paprn oro Phesgo (n avriotpoga): H pehém
Mmoeza ﬁlr.peuvrpr. ™"v uulwk.uu ™mg nMavn; mruuzcm ml'[v eviopheBia eprovloupdumn kal Tpa-
aToufoupapTn Kai ato umloSopio Phesgo (ZxtAog A) kai avrioTpopa (Zxkéhog B) HE Mpwiapxike moxo
va aflohoyngel Ty Wpotipnan Twy agBeviov yia 1o Phesgo (BA. mapdypago 5.1 yia Tig Aemtop
OXeBIaoPoU TG HEAETNG). MeTagu Twy aoBeviv aTo IkEAog A, n guyvérmta tpmdwun; Twv AES Katd
m &dpkea 1wy Kokhwy 1-3 (evBogphzPia Bepareia) firav 77,.5% (62/80 aoBevzig) ouykpinkd pe Toug
Kikhoug 4-8 (uoBopia Beparreia) mou frav 72,5% (58/80 aoBeveic). Merafd Twy aoBeviv oto Iké-
hog B, n ouyvetnTa eppaviang Twy AEs kard T Sidpkeia Twy Kikhwy 1-3 (utoBopia Bepameia) frav
77,5% (62/80 agBeveic) guykpiting ye Toug Kokhoug 4-8 (evBoghefia Bepameia) Trou ftav 63,8% (51/80
aoBeveig), kupiwg Adyw Mg UYNASTEPNS CUXVOTNTAG EPPAVIONG TWV TOTTIKWY avTISpAoEWwY T anutio
g éveong (Gheg Padpou 1 1 2) kara m Siapkea g xopfynong Tou Phesgo. Ta mocoota mpo g
ahayng (KukAol 1-3) yia 1a goPapa avemBipnta ouppdvra, 1a avemBounTa ouppdvia BaBpol 3 kai
Twy Biaxkommoy ™ Beparreiag Adyw avemBupnTwy gupBaviwy frav yapnAd (<6%) xai TTapopoia pE
Ta TIOOOOTA PETA TNV akhayri (KikAoi 4-6). Aev avapépBnkay avemBuunTa oupPdvia Baduou 4 f 5.
HAKiapgvor aobzveic: Tm FEDERICA, ev mapampriéinkav ouvoikeg Siapopés omv aogakeia 1oy
Phesgo or aoBeveig nhikiag = 65 £1wv Kan < 65 £Twv. ﬂcnuuo cmg Paoikég khwlkzg BoKINEG. mg TEP-
Touloupdpmng pe evbogAEBia TTEpTOLE 3 ot MO [E TpaOT on i
Heiwpévn Opegn, avmplu peiwon Bdpoug, ego 1, Buoyeuaia, , UTTOHG-
yvnoaipia kar ﬁuppom HE T oUXVOTNTG EPPavIong va eival = 5% uynidtepn o ooﬁwsl; nNch«; z65
€Twv (n=418) oe ouykpion He aoBeveic < 65 eTwv (n=2026). MNepiopiopéva Sedopéva KAVIKWY SoKIpWY
elvar BiaBéapa yia aoBeveig nAikiag >75 ety ol omralor éhaBay Beparieia e Phesgo A evBogAtBia
TEp JHEPTIT Kai Tp spaptm. Ta SeBopéva perd 1y Kukhogopia oty ayapa Beixvouy 6n
écv urrapyouv Siapopég 0TV OOPAAEIR TG nzpruu(,uupnpﬂn; =13 uwﬁuunuo pe Ipumnu(oupduuq (.13
aoBeveig nhikiag = 65 ety kai < 65 etdv. Pop
H avagopd macwchuvuuuwwv uvrmﬂupmmv Mwmuv ur:ru cn'ru m xopriynan adeiag Kum\oq:opr-
ag Tou QUpUCKEUTIKOU TIpoIGVTog Eival onpavnikn. Emrpéne T ouvexn mapaxohou@nan g oxéong
oq;t:hou; KivBivou Tou wcpuun:wmw npolav':og Znrefta cmu Toug ETIQYYEAUQOTIES TOU TOPET NG UYE-
OvOIKNG TIERIB: peveg avemBupnTeg evipyeieg (BA.
Jncmayepmg rmpaxdnw) Klmpa;, wappuxewkf.g Yrrnpeule;,Ynoup\rm Yyeiag, CY-1475 Acuxkwoia,
Tnh: +357 22608607, Dok + 357 226808668, loTdTomoc: www.moh.gov.cy/phs
EANGSa: EBvikog Opyaviouos Sapudkwy, Megoyeiwy 284, GR-15562 Xohapyog, ABhva, Tnh: + 30 21
32040380/337, ®af: + 30 21 08549585, loréromog: hitp/iwww.eof gr
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IZYNTAMOrPA®IKEZ NAHPO®OPIEX TOY MPOIONTOZX

1. ONOMAZIA TOY PAPMAKEYTIKOY NMPOIONTOZCABOMETYX 20 mg emkahuppéva pe AeTté upévio Siokia. CABOMETYX 40 mg emkaluppéva pe
AeTITS upévio Siokia. CABOMETY X 60 mg eTmikaAuppéva e AeTrTo upévio Siokia. 2, MOIOTIKH KAI MOZOTIKH ZYNOEZH CABOMETYX 20 mg emKaAUppEVa
e AeTITS Upévio Biokia, KdBe emkahuppévo pe Aetrto upévio Siokio Tepigxer kaBodavniviBn (S)-pnAixr icobivaun pe 20 mg kaBolavmiviPng. Exdoxa e yvwarr)
Spdan. KabBe emikaAuppévo Je AeTTTo upévio Biokio TTepigxel 15,54 mg Aaktolng. CABOMETY X 40 mg emmikaAupuéva pe AeTITo upévio Siokia, KaBe emkaiuppévo
HE AETTTO upEvio Biokio epiEyel kaBodavniviBn (S)punAikr iIoodlvagun e 40 mg KqBoCuvrlviBng. Ekboyxa ye yvwarr) dpdon. Kabe z'rrlxc:\uppf.vo He AeTrTo Uévio
oiokio Trepixel 31,07 mg Aaktolng. CABOMETYX 60 mg eml(u.\uu;._lévu ue AeTrTo upévio Sigkia. KaBe emikaAuppévo pe AETITO Upévio Siokio TTEPIEXE!
kaBodavTiviBn (S)-pnhikr igoduvapun pe 60 mg kapolavmivipng. Ekdoxa ye yvwori Spdan. KaBe emkahuppévo pe AeTréd upévio Siokio Trepiéxer 46,61 mg
hakrédng..Ma Tov TARPN kardAoyo Twy ekdoxwy, BA. Tapdypago 6.1. 3. PAPMAKOTEXNIKH MOP®H. EmikaAuppévo pe Aettd upévio Siokio. CABOMETYX
20 mg emkahuppéva Pe AeTTé upévio Siokia. Ta Siokia eival kitpiva aTpoyyuhd xwpig eyxdpatn ko pépouv Tnv Evdeign «XL» atn pia TAeupd kal Tnv EvBeign
«20» atnv GAAN TTAgupd Tou Biokiou. CABOMETYX 40 mg emkaAuppéva pe Aetrrd upévio Siokia. Ta Siokia elval kitpiva TRIYWVIKE Xwpig eyxdpagn kal pépouv
Tnv évdeign «XL» atn pia Agupd kai Tnv éveign «40» otnv dAAn TTAeupd Tou Siokiou. CABOMETYX 60 mg emkaAuppuéva pe AeTrtéd upévio Siokia. Ta Siokia
gival kitpiva ofdA xwpic eyxapagn kai cptpouv v évdeign «XL» omn pia TAeupd kai v EvBeidn «60» oty dAAn TTAsupd Tou Biokiou. 4. KAINIKEEZ
NMAHPO®OPIEL. 4.1 @epameuTikég evBeifeig. NegpokutTapikd kapkivwpa (RCC). To CABOMETYX evBeikvutal wg povoBeparteia yia To Trpoywpnpévo
VEQPOKUTTOPIKG KapkivwHa - W¢ BeparTeia TTRWING-YPappng oe evijhikeg aoBeveig, Ye evBidueon i TITwxr TTpdyvwan (BAéTTe Tapdaypago 5.1), - og eviidikeg
METG aTTd TIpOnyoUpEVn OToxeUouoa Bepatreia ayyelakou evdoBnAiakou augnmikol Trapdyovta vascular endothelial growth factor (VEGF) (BAETre Trapdypago
5.1). To CABOMETYX, o¢ awﬁuuapé He vIBohouauTIR, evBelkvuTal yia Ty Beparela TRWING-YPAWLIS O eVANKES QGBEVEIS Le TTROXWPNHEVO VEPPOKUTTARIKS
Kapkivwpa (BA. rapdypago 5.1). HmarokuTrapikéd kapkivwua (HCC).To CABOMETYX evdeikvuTal wg povoBepareia yia 11 BepaTieic TOU NTTOTOKUTTERIKOU
kapkivwparog (HCC) oe evijAikeg Trou éxouv AdBel TTponyoupévwe Bepareia He copageviut. 4.2 Aocoloyia Kal TpoTTog Xopnynong. H Bepareia pe
CABOMETYX 8a TrpETTel va TTRpayHATOTTIOIEITQI OTTO IATPO EUTTEIPO OTN XOPrYNOT QVTIKAPKIVIKWY QapHAKEUTIKUWY TTRoiovTwY. Aogoloyia. Ta diokia CABOMETYX
Kkal ol kdwouAegkaBolavtiviBng dev eival Bioiooduvaua kal Sev TTRETTE! va XpnaoipoTroloUvTal To éva avti Tou dAhou (BA. mapdypage 5.2). To CABOMETYX wg
povoBeparneia. MNa 1o RCC kai To HCC, n guvioTwpevn 66on Tou CABOMETYX eival 60 mg pia gopd nuepnoiwg. H Bepameia Ba Tpémel va ouveyioTel péxpl o
aoBevrig va pnv eTweeAeiTal TTAEoV KAIvikG atrd T Beparreia rj péxpi va eppavioTel Un ammodexTr Tofikétnta. To CABOMETYX oe auvduaaud pe viBoAouudurmn
aTnv mpuwrn-ypauul mpoxwenuévou RCC. H ouviotwpevn d6on Tou CABOMETYX eival 40 mg pia gopd v npépa ot ouvBuaopd pe viBohoupduTrn Trou
xopnyeital evoopAeRiwg efte wg 240 mg kdabe 2 efdopddeg eite wg 480 mg kdBe 4 efdopddes. H Bepameia pe CABOMETYX Ba TTpémrel va guvexIoTel péxpl TNV
eEENIEN TNg voaou fy Tn un amodekTr TogikéTTa. H vifoAoupdpTrn Ba Trpétel va guvexioTel pExpl TNV eEEAIEN TNG voaou, T Un atrodekTr TOgIKOTNTA 1) £Wg Kal 24
priveg oe aaBeveig xwpig eEEMEN Tng véoou (BA. Mepiknyn Twv XapakmpioTikwy Tou Mpoiévtog (MXMM) yia T Socokoyia Tng viBohoupduTtmg). Tporroroinon
¢ Beparreiag. MNa Tn Slaxeipion Twv UTTOTTTWY aQVETTIBUNNTWY EVERYEIWV TOU QAPUAKOU HTTOPE] va aTTaiTEiTal TTpocwpivr) Biakoettr Bepameiag ffkal peiwon g
B86ong g Bepameiag pe CABOMETYX (BA. Mivaka 1). Otav n peiwon tng d6ong eival amapaitnt o HovoBepateia, ouvioTdtal va pelwlel ota 40 mg
nuepnoiwg kal katémv ota 20 mg nuepnoiwg. Otav To CABOMETYX xopnyeital ot ouvBuaoué pe viBohoupdpTm, cuviotdral n peiwen Tng 8éang ota 20 mg
CABOMETYX pia qopd Tnv nuépa kal omn ouvéxela ota 20 mg kaBe Seutepn nuépa (avatpégre atnv MXM g viBoAoupapTmg yia Tn ouVICTWHEVN TpoTToTToiNen
Tng Bepareiag yia T viBoAoupdutn). MNa T Siayeipion Tng To§ikéTnTag BaBuou 3 rj peyahlTEpou oUppUVa HE Ta Koivd Kpitripia opoAoyiag yia avemBUopunTeg
evépyeieg (CTCAE)f Hn avekTAg TogIKGTNTAG Buﬁpou 2, ouviardral n Siaxorr Tng Sdong. Zuviardral n Peiwaon Tng S6ong yia cupﬁd\na Ta oTTola, Qv EppEVOUY,
uTropouV va katacTolv gofapd f un avektd. Edv évag aoBevrg mapakeiyel wia oo, n Soon mou Trapaheipbnke Sev Ba Tpétel va AngBei edv aTropévouv
Ay6TEPES aTTd 12 WpEg pEXp! TV £Topevn déan. Mivakag 1: ZuvioTwyeveg Tpotromroinoeig 56ong Tou CABOMETYX yia avemmBUpnTeg evEpyeleg.
AvemiBounTn Evépyeia kai OfuTnTa. AvemBopntes avnidpdoeig BaBuou 1 ke BaBpol 2 Trou elval avekTég Kal eUKoAG avTipeTwTTigiueg. Tpotrotoinon
Bepameiag. Aev amaireital cuviBuwg TTpocappoyr doang. MpoaBéaTe Tapoyr| UTTOOTNPIKTIKAG GPOVTIBAg CUHpWVA He TIG evaeifels. AvemBupnTn Evépyeia
kai 0§0TnTa. AvemBupnTeg avridpdasig Babpou 2 Trou eival Hn avekTég kal Sev eival BuvaTé va avTILETWITIOTOUV He Peiwan B60NG 1 UTTOGTNRIKTIKA GpovTida.
Tpomomoinon Bepareia. Alakdyte T Bepareia £wg 6Tou n avemBUpunTn avTidpaon amokaraoTabel oe Babué <1. MpooBiate UTTOOTNPIKTIKA @POVTIBA
CUNPWVA PE TG evOEIEEIS. EEETAOTE TO eVOEXOUEVO ETTAVEVOPENG OF peiwpEvn Bdon. AvemBUunTn Evépyeia kai OZUTnTa. AvermBupnTeg avridpdoei BaBuou
3 (eKTOG aTd KAIVIKA W OXETIKEG epyaoTnpiakés avwpahieg). Tporromoinon Beparmeiag. Alakdyrte T Beparreia €wg 6Tou n avemBupnTn avtidpacn
arrokaraoTaBel ot BaBuod 1. NMpooBEoTe UTTOSTNPIKTIKS GPOVTISa oUMPWyva We Tig evBeilelg. ETravekkivijoTe oe pelwpévn ddan. AvemBounTn Evépyeia kai
0goTnTO. AvemBUpnTeg avidpdaels BaBuoU 4 (eKTag atmd KAIVIKG Hn OXETIKES EPYOCTNPIAKES AVIWHOAIES). Tporlorloinon Beparreiag. Alakére T Beparreia.
XopnyrioTe katdhAnAn 1aTpikr ppovTida. Edv n avemBopntn c\niépucn atrokaracTabel PExpl To Buepo <1, ETTAVEKKIVI|OTE OF HEIWHEVT d6on. Edv n avemBupnTtn
avtidpaaon Sev emAuBel, diakowTe povipa To CABOMETYX. AvernBupn‘rn Evzpy:la Kal Of,umm Auﬁncslg NTTQTIKGY ev{Upwv yia aoBeveic pe RCC Trou
éhafav CABOMETYX ot guvduaopd pe vifohoupdpTm. Avmlﬂuunm Evépyeia kai Ofumnra. ALT r AST > 3 gopég ULN aAAd < 10 gopég ULN xwpig
Tautdypovn ohikr xohepuBpivn = 2 gopég ULN. Tpotrotroinon Beparreiag. Alakéyts To CABOMETYX kal T viBoAoupdpTn £wg 6Tou auTég of avemeuunTeg
evEpyeieg uTroxwpnoouv as BaBué 1. H Beparreia pe kopTikooTepoeiBr YTTopei va e€eTacTel edv uTIdp)El uTTowia avTidpaong aXeTICOHEVNG HE TO AVOCOTIOINTIKG
ouarnua (avarpégre oy MXMN g viBohoupdpmng). Mopei va emraveEetaoTel emavekkivnon pe éva povo gdppako r) Sladoyikr eTTavekkivnan kai pe 1a 0o
QAapHaka Yetd TV avdppuwarn. Edv EekivioeTe ek véou pe T viPohoupdpTn, avarpéére otnv MXM 1ng viBoloupdpTmng. Avem@upnm Evépyeia kai OuTnTa.
ALTHAST > 10 popég ULN 1y > 3 popég ULN pe Tautéypovn ohikr| XohepuBpivn 2 2 popéc ULN. Tpotrotroinon Bepameiag. AiakoyTe opioTikd To CABOMETYX
Kal T viBohoupdpTrn. H Bepamela pe KopTIKooTeEpoeIdn PTTopEl va eEeTaoTEl edv UTTAPYXE! uTTowia avTiBpaaong axeTIONEVNS HE ToO avoooTToinTIKG auoTnua
(avarpégre amnv MXMN g viBoAoupduTmg). Znueiwan: O Babpoi To§ikéTTag cup@uwvoly Ye Ta Kova Kprmipia Opohoyiag Tou EBvikoU AVTIKApKIVIKOU
IvomitouTou yia AvermnBupnTeg Evépyeieg ékdoon 4.0 (NCI-CTCAE v4). ZuyyopnyoUueva @apuakeurikg mpoiovra. Ta guyXopnyouNEVa QapHOKEUTIKA TTpoiovTa
Tou gival Ioxupoi avaaToAeis Tou CYP3A4 Ba TTpETTEl va XpnaiHoTIoloUVTal JE TIROCOXA Kal N XPOVIa Xprion ouyxopnyoUHEVWY QUPHAKEUTIKWY TTROIGVTWY TToU
arroTehoUV IoXUpoUg eTTaywyei Tou CYP3A4 Ba Trpémel va atrogedyetal (BA. TTapaypdipoug 4.4 kal 4.5). Oa TipéTrel va HeAETNBEl n) eTAYT EVAC evarAakTIKoU
OUYXOPNYOUHEVOU QUpPHAKEUTIKOU TTPOIGVTOS e KaBdAou i eAdyiaTo Buvapiké va emrdyel fj va avaaTéAhel o CYP3A4. Eidikoi TAnBuopoi. HAikiwuévor Aev
ouvioTdaral eidikr) TTpooappoyr g doong yia Tn xprion Tng kaBolavTiviBng ot nAikiwpévoug acBeveig (2 65 £mn). PuAd. Aev atrarreitar Tpocapuoyr g doong
pE Bdon Tnv eBvikotnTa (BA. Mapdypago 5.2). Negpikr duogAeiroupyla. H kaBolavmiviBn TrpéTel va xopnyeital He TIPOCOXT| O AOBEVEIG HE AT i} HETRIA VEPPIKT
GucAemoupyia. H kaBodavmiviBn Sev ouviaTaral yia xprion ot aoBeveig Ye ooPapr] veppikr Sugheimoupyia, kaBwe n ag@dAeia kal n aTroTEAECHATIKOTNTA BEV
£xouv TEKUNPIWBEI OE autdv Tov TTANBuoWd. Hrmranky SuoAeiroupyia. Ze aoBeveig pe Amia nmankr SugAemoupyia dev arrameital Tpogapuoyr TNg Soong.
AeBopévou 611 pévo Tepiopiopéva Sedopéva eivar SiaBéaipa yia aoBeveig pe pétpia niramikr SucAemoupyia (Child Pugh B), ev ptropouv va doBolv cuoTdaelg
Booohoyiag. Zuviotdral aTevi) TTapakoholBnan Tng cuvolikrig acpdAeiag ae autolg Toug aoBeveig (BA. Mapdypago 4.4 kan 5.2). Aev uTidpyel kKAvikr epTTeipia
ot aogBeveig pe ooPapr| nramkr duchemoupyia (Child Pugh C), omére 8ev ouviardrai n ¥prion Tng kafodavTiviBng ot autolg Toug aaBeveig (BA. Mapdaypago
5.2). Kapdiakt SugAsiroupyia. Ta atoiyeia yia acBeveig pe kapdiakr Suahemoupyia gival Trepiopiopéva. Aev HTTOpPOUV va TipaypartoTioinBolv eI8IKEG CUTTATEIG
Booohoyiag. [laidiarpikés mAnBugude. H acpdheia kal n amoreAeapankérnta Tng kafolavmiviBng oe Tradic nhikiag <18 eTtov Bev EXEl akdpa TEKuNPIwBE. Aev
umtépyouv SiaBéaipa dedopéva. Tpdmog xoprynane. To CABOMETYX mrpoopiletal yia xprion arméd To atépa. Ta Siokia Ba TpéTel va katatrivovTal cAdkAnpa
Kal va pnv Bpupparidovtal. ©a trpémel va GoBolv obnyieg aToug acBeveig va pnv TPWVE TITTOTA Yid TOUAAXIOTOV 2 WRES TIPIV wg 1 Wpa WETA Tn Afyn Tou
CABOMETYX. 4.3 Avrevdeifeic. YmepeuaioBnoia oTn SpacTiki oudia rj oe kdTolo ammé Ta ékdoxa TTou avapépovTal atny Trapdypago 6.1. 4.4 EiBIkég
TIPOEIBOTIOINTEIS KAl TTPOQPUAGEEIS KaTd Tn Xprion. KaBuwg ol TeplocdTepes avemBUMNTES EVEPYEIES TIPOKUTITOUY Vwwpic oTnv Tropeia Tng Bepatreiag, o
1aTPOG TTRETTE! Va agioAOYEl OXOATOTIKG Tov aoBevr) OTIG TIpWTES OKTW eRSopdadeg Tng Bepareiag yia va Tpoadlopioel eav aTraitolvTal TpeTToTroIcelg Tng 6ong.
AVETIBUUNTEG EVEPYEIEG TTOU YEVIKWG E£xouv Trpuiun exkdrjAwaon Tepihaufdvouv umaofeoTiaipia, umokahiaipic, Bpopfotevia, umépraon, cUvOpopo
£puBpoduoaioBnoiag Tahapwv-TreAudTwy (PPES), mpwreivoupia kal yaoTpevtepikd (ME) cupBdvta (koihiakd dAyog, gAeypovr) BAevvoyovou, duokolAidTnTa,
Oidppoia, épeTog). H avriuerwmon méaviv avemBUuuNTwy EVEPYEIWY WTTOPEl va arraitei TTpoowpivr Slakotrr i peiwon tng Sdong tng Bepameiag We
kaBodavTiviBn (BA. Mapdypago 4.2): Ze VEQPOKUTTARIKO KAPKIVWHA UETG aTTd TTPONYyoUUEVT OToXEUHEVN BepaTTeia U ayyeiako evooBnAiakd augnTikd Trapdyovta
(VEGF), paiwoeig kai Siakotrég Tng Soong Adyw piag avemBupntng evépyeiag (AE) ouvénoav oto 59,8% kai 70%, avtiotoiya, Twv acBeviov Tou EAafav
kapodavTivipn otn Baoikn kAivikri Sokiur) (METEOR). Ao peiaeig Tng dooohoyiag ¥peidodnkav o1o 19,3% Twv aoBeviv. O diduedog Xpovog £wE TNV TIPWTN
peiwan g dogoloyiag ritav 55 nuépeg, kai £wg Tnv TTptuTn SiakoTr Soocohoyiag fTav 38 nuépes. Z& VEQPOKUTTAPIKG Kapkivwpa Xwpig Trponyolpevn BepaTreia,
peiwoeig doang kal Biakotrég Tng d6ong Tapamperenkav oto 46% kal 73%, aviioToia, Twv acBevivy Trou éAafav kaBolavTiviBn oTnv KAIVIKA Bokipf
(CABOSUN). Orav n kaBodavrivifn xopnyeitai o ouvbuaoud e viBoAouudurn oe mpTng-yeappng TTROXWRNUEVO VEQLOKUTTAPIKG Kapkivwya, Heiwan TG
Boong f diakotm TG 8éang TG kafolavtiviBng Adyw AE cuviBn oe 54,1% kal 73,4% Twv agBeviov otnv khivikry dokipn (CA2099ER).Amraiminkav oo
peiwaelg Mg Séang ato 9,4% Twv acBeviv. O pEoog Xpovog Ewg TNV TTPWTN Heiwaon g Béong ftav 106 nuépeg kal wg v TTpwndiakoTh g déong ritav 68
NUEPEC. ZTO NTTATOKUTTAPIKG KAPKIVIWHA META ATTO TTPONYOUMEVN CUOTNHIKR BepaTteia, ol eiwaelg Tng Soong kai ol iakotrég doang ouvéRnoav ato 62% Kal
84%, avtioToixa, Twv acBeviv Trou éAaBav kafolaviviBn atnv khivikr) Sokiur (CELESTIAL). Ao peitwoeig 8éoewv amamBnkav ato 33% Twv acBeviov. O
Sidpecog Xpdvog WEXPI TN Helwan Tng TTRWTNG doong ftav 38 nuépeg kal péxpl TNV SIaKoTT Thg TTpWTN d6ang fTav 28 nuépeg. ZuvIaTATAl aTEVETEPN




TrapakoAoUBnon ot aaBeveic Pe fma i pETpia nTaTikr ducAemoupyia. Himatorogikérnta Mn @uoioAoyikég TIMEG OTIG EGETATEIS TNG NTTATIKIG AeiToupyiag (algnan
NG apIvoTpavaPepdang TNg ahavivng [ALT], Tng aoTrapTikrg apivotpavopepdong [AST] kal Tng xoAepuBpivng) TraparneriBnkav guxva oe aoBeveig Tou éAaBav
Bepameia pe kapolavrivipn. Zuviotdrar n Sie€aywyr] efeTdoewy nmamikrig Aemoupyiag (ALT, AST kai xohepuBpivng) Tpiv amé myv évapén tng Bepameiag pe
kaBolavTiviBn kai n TpogekTIkr TTapakoAolUBnon kard T Sidpkeia Tng Bepameiag. MNa acBeveig pe emBeivwon Twy egeTdoewy TNG nTTamkrig Aemoupylag TTou
Bewpolvral oxenfopeves pe T Beparreia pe kafolavniviBn (BnA. 6trou Sev eival eppavrig kapia evarhakTikr aitia), Ba Tpémel va axohouBolvTal ol cupBoulég
TpoTroTroinong g d6ang otov MNivaka 1 (BA. mapdypago 4.2). Otav n kaolavTivifn xopnyeital oe cuvBuaapd He viBoAoupduTm, £xouv avapepBel ouxvoTepa
BabBpou 3 kal 4 augijoeig ALT ki AST oe axéon pe Tn HovoBeparreia pe kafolavmvipn ot aoBeveig pe mpoywpenpévo RCC (BA. Mapdypago 4.8). Ta nrratikd
&viupa TTpETTEl va TrapakoAouBoUvtal TTpIv atrd Tnv évapén kal Treplodikd katd T didpkeia TG Bepameiag. Mpémel va akoAouBouvtal ol odnyieg IATPIKAG
Biayeipiong kai yia Ta 5o pdppaka (BA. Mapdypago 4.2 kol avatpére otnv MXM yia ) vifohoupdptn). H kafodavmiviBn amopdAletal Kupiwg péow NG
nramknig odou. ZuvicTdTal oTeVATEPN TTapakoAoUBnan TNG ouvolKig ac@aieiag oe aoBeveig He iTna r) HETpia nTTaTikr duaAeiToupyia (BAETTE emTiong TTapaypago
4.2 ka1 5.2). Mia uynAdrepn oxetikn avahoyia aoBeviuv pe pétpia nrrarikh SuaAeitoupyia (Child-Pugh B) epgdvioe nmarikr eykepalomaBeia pe T Beparreia pe
kapodaviivin. To CABOMETYX dev ouviatdral yia xprion oe aoBeveig pe gofapn nmariki SucAeitoupyia (Child-Pugh C,BA. Mapdypago 4.2). Hmarkr
eykeparonaBeia Zm pehétn HCC (CELESTIAL), n nmamkn eykepalomdBeia avagpépBnre ouxvotepa otny opdda kaBolaviiviBng amméd autr Tou eIKoviKou
pappdkou. H kaBolavmivipn éxel ouoxenioTel pe Sidppoia, EpeTo, peiwpévn opegn kan Siatapayég nAektpohutiov. Ze aoBeveig pe HCC pe eTrnpeagpévn nrmamkn
Aerroupyia, autég ol pn nmamkég emdpdoeig pTropel va eival Trapdyovteg eTrioTreuong yia v eEEAEN TNg nmaTikrig eykepaiomdBeiag. O aoBeveig TipETel va
TrapakoAouBouvTal yia onueia kKal oupTITwpaTa nTraTkig eykepahodBeiag. AlaTprigeis kal gupiyyia. Zofapég ME diatprioeig kal cuplyyla, HEPIKEG POPEG HE
poipaia éxBaon, éxouv TraparnpenBei pe Tnv kaBolavmivipn. O1 aoBeveig Trou Exouv @Aeypoviudn vooo Tou evtépou (1. végo Tou Crohn, eAxtidn koAimda,
TrepitovimBa, exkoATrwpatinida fj okwhnkoedimida), £xouv SinBnon Tou dykou ot M'E 086 1 TTapouciGdouv ETITTAOKEG ATTO TTPONYOUHEVT XEIPOUPYIKT ETTEYRaan
TOU YaOTPEVTEPIKOU cuaTripatog (1IBiaitepa dTav axeTideTar pe kaBuaTtepnuévn 1) ateAr emoUAwaon) Ba Trpémel va agioAoynBolv TTPOTEKTIKG TTpIv apyicouv T
Bepameia e kafolavTivifn kal, oTn ouvéxeid, Ba TIpéTTel va TrapakoAouBoUvTal OTEVA Yia CUPTITWHATA SIATPrCEWY Kal ouplyyiwv, CUPTTEPIAGUBAVOPEVLIIV TWV
amooThUaTWY Kal ™ ofyn. Emigovn i emmavepgavidépevn didppola otn Sidpkeid Tng Beparreiag pTTopei va eival TrapdyovTag kivBuvou yia Tnv avdamTugn
TIPWKTIKOU oupiyyiou. H kaBolaviviBn TpéTTer va SlakémTeTal ot acBeveig Trou epgavifouv SIATPNaN Tou YaOTREVTERIKOU TUOTHMATog fi cuplyyio Trou Bev
MTTOPEl VO avTIMETWITIOTE! eTTapkwe. faoTpeviepikéc (FE) Siatapaxéc. H Sidppoia, n vautia/fuerog, n Helwpévn 6pegn Kal n oToparinida/aTopatiko dAyog frav
MepIKES aTd Ta MO ouxvd avapepBévia cUMBAVTa Tou yaoTpeviepikoU (BA. Tapdypago 4.8). Apeon latpikf Siaxeipion, cupmepiAadBavopévng Tng
utroaTnpIKTIKAG ppovTidag pe avmepetikd, avmidlappoikd | avné§iva, TTpEmel va eapuocBel yia v TpoAnyn TG aguddtwong, Twy SiIaTapaxwy Twv
NAEKTROAUTUV Kai TNG ammwAeiag Bdpoug. H Siaketm A peiwon g 8éang, i n péviun diakot g xopriyneng kafolavTiviBng 8a Trpétrer va Aapfdveral utréyn
ot TepimTwon emipovwy i eTTavahapBavopevwy GnUavTIKWY YaoTpEVIERIKWY avetniBopnTwy evepyeituv (BA. Mivaka 1). ©@pouBoeuBohikd aupBdvra. Me v
kapodavmivifn, éxouv TrapamnpenBel cupBdvia @AeRikng BpopPoeuBolnig, ocupTepiAapBavopéviov UHBAVTWY TIVEUPOVIKAG EUPOMIG Kol apTnpiakig
BpoppospPolng pepikég popés Bavatngdpa. H kaBolavTiviBn TTpéTel va XpnaigoTroieital pe TTpocoyr] o€ aoBeveig TTou Trapouciddouv kivBuvo 1 Trou £xouv
IOTOPIKG QUTWY Twv EVEpyeily. Zm peAém HCC (CELESTIAL), TaparnpriBnke uhaia ghefikry 8popBwon pe kafolavmivipn, oupmepidapBavopévou eveg
Bavarngopou cuppdvrog. AcBeveig e IoTopikd TTuAdiag @AERIKAg SiNBnong gavnke va diatpéxouv peyaAuTepo KivBuvo avdmruing muldiag @AeBikrg
Bpoppwong.H kapolavriviBn Ba Tpémel va SiakeTrel ot aoBeveic Trou avarTicgouv ofl Eugppayua Tou Huokapdiou 1| omoladrToTe dAAN KAVIKG anpavTikn
BpopPosppoiikr emmmhokr). Aioppayia. Me Tnv kapodavmiviBn éxel TTaparnpnBei cofapr} aipoppayia pepikég gopég Bavamgopa. O1 acBeveig TTou éxouv
igTopiké goBaprig aipoppayiag Tipiv amd Tnv évapén e Bepameiag Ba pémel va aflohoyolvTal TTpooeKTIKA TTRIV atd Tnv Evapén Tng Bepameiag pe kaBolavmivipn.
H kapoZavTivipn ev Tpétrel va xopnynBei ot aoBeveig Trou Exouv f Siatpéyouv kiviuvo yia oofapr aipoppayia. Zrn peAétn HCC (CELESTIAL), avagépBnkav
Bavarneopa aigoppayikd cuppdvTa ot uynAdtepn ouyvernTta pe kafolavTiviBn armé To eikoviké @dpuako. O TTapdyovTes Kivbuvou TTpodidBeong yia cofapr
aigoppayia atov TTANBucuH6 pe TTpoxwpenuévo HCC pmopel va TrepidapBdvouy Tnv SinBnan atmé Tov OyKo Twy KUPIWY aIHo@OpWV ayyeiwy Kal Ty Trapoudia
UTTOKEIHEVNG KIpPWONG TOU ATTIATOS TToU £XEI WG aTreTEAETHA TN Snpiocupyia oloopayiKwy Kipowv, TTulaiag utrépraang Kal Bpopporreviag. H peAétn CELESTIAL
amékAeloe aoBeveig Pe TAUTOXPOVR QVTITINKTIKY aywyn i avTicipoTreTahiakoug Trapdyovtes. AoBeveig Trou dev AduBavav Bepartreia rj pe eANTT) Bepareia, yia
KipooUg pe cupoppayia rj Je uwnAd kivduvo aipoppayiag efaipéBnkav erriong amd tn Wehém autr. H peAérn Tng kafolavriviBng oe cuvduaoud pe ™
viBohoupduTm ot TTpoxwpnpévo RCC mpwrng ypappng (CA2099ER) améxkAeioe aoBeveig He avTITTNKTIKG ot BepatreuTikég 800Eig . AveupUopara Kal apTnpiakol
dlaxwpiopol. H xprion avactoAéwy g VEGF odoU ot aoBeveig pe f XWpig UTTEPTAON PTTOPE! Va TTPOdyEl TOV OXNUATIOHG aVEUPUOHATWY i / KAl apTnpIakmy
diaywpioywy. O KivBuvog autog TTPETTE! va AauBAVETal TTPOCEKTIKG UTTOWN TTRIV atTd Tnv évapgn tng Beparreiag Pe kaBolavTiviBn ot aoBeveig Trou TTapouaiddouv
TIapdyovTEG KIVOUVOU OTTWG UTTEPTaON 1 I0TopIKG aveupUopatog. @pouBomevia. ZTn peAétn HCC (CELESTIAL), avagépBnke BpoufoTtrevia kai Heiwuéva
aigomrerdAia. Ta eTrieda cupotreTahivov TTRETTEN va TrapakohouBolvTal katd Tn Bidpkela Tng Bepameiag ue kafodavrivipn kal n déon va TpoTroTrolEiTal avaAoya
pe n coPapétnra Tng Bpopporreviag (BA. Mivaka 1), EmmAokég Tpaupdtwy. Me Tnv kaolavTivin éxouv TrapartnpnBel emiTTAokéS TpaupdTwy. H Beparreia pe
kapodavivipn Ba TrpéTel va SiakoTTel TOUAGYIOTOV 28 NUEPEC TIPIV ATTA TNV TTPOYPAKHATIONEVN XEIPOUPYIKN ETTENRAAN, CUPTTEPIAQUBavOHEVNG TG 0BOVTIATPIKAG
XEIPOUPYIKNAG £TTEPRaONG r) Twv eTTepfaTikiy oBovTiaTpikwy TTapepfdoswy, edv eival Suvaté. H amogaon va guvexiaTel n Beparreia pe kafolavriviBn petd m
XeIpoupyIKn eTTépRacn Ba Trpétrel va BaoiaTel aTnv KAIVIK Kpion yia v eTTapkr| eTTolAwen Tou Tpatparog. H kaBolavmivifn Ba mpémel va SlakoTrel ot agBeveig
HE ETITTAOKES ETTOUAWONG TPAUNATOG TTOU amraitolV IaTPIKA TrapéuBaon. Ymépraon. Me v kafolavriviBn £xer TaparnenBel utépracn. H aprnpiakr Trieon
TIPETTEl va eAEYXETal KaAd Trpiv ammd Tnv évapén Tng kafolavrivipng. Kard 1 Sidpkeia g Beparreiag pe kaBolaviivipn ohol ol aoBeveic Ba mpémel va
TrapakoAouBolvTal yia UTTERTAON Kal VA avTIMETWTTIOVTAl, OTTWE ATTAITEITaN, JE TUTTIKA avTiuTiepTacikr Bepareia. ZTnVy TEPITTTWON EMHOVNG UTTERTAONG TIAPOTI
yiveTal Xprion avTiuTrepTadikwy, n 86an kapodaviviBng Ba pémel va peiwBei. H kaBodavtivipn Ba mipéTel va SiakoTrei edv n uttépraon eival coapr Kai ETTipovn
TIapd TNV avmiutreptaoik Bepateia kai TN peiwan déong g kafodavmiviBng. Ze mepimTwon umepTagikhg kpiong, n kaBofavriviBn Tpémel va SiakoTel.
Oareovéikpwan. Exouv apampenBel mepioTarikd coTeovEKpwang g yvdBou (ONI) pe Tnv kafodavtiviBn. Oa mipéme va Sic§ayBel aTopankn egétaon Tpiv atmmd
v évaptn g xafolavmiviBng kal Trepiodikd katd T Sidpkeia TG Bepatreiag Pe kaBolavivipn. O1 agBeveig Ba Tpémel va evnuepwBoUv doov agopd TIg
TIPAKTIKEG aTOHATIKAG UYIEVG. H Bepameia e kafodavriviBn Ba Trpémel va avaoTahel TouhdyiaTov 28 nUEPES TTPIV ATTG TV TTROYPAUHATIOHEVN 0BOVTIOTPIKS
Xelpoupyikn emépBaon A Tig emepfarikés oSovTiaTpikés Tapepfdoeig, edv eival uvars. Amarteital TTpocoyr] ot agBeveig TTou AapBdvouv @dppaka Trou
oyetidovral pe v ONT, 6mwe dipwapovikd. H kafolavmiviBn Ba Tpémel va Siakdmretal oe aoBeveig Trou epgavidouv ONM. Zovdpouo gpubpoducaiotnalag
Trahapwv-reApdrwy. Me Tnv kaBodavmiviBn éxel apatnenBel ouvdpopo epuBpoducaiobnaiag Talapuyv-TreAudrwy (PPES). Otav To PPES eival coBapd, Ba
TIpéTel va AngBel uéyn n SlakoTrr TNg Bepameiag pe kaBolavniviBn. Mpémel va yivel Savd évapgn g kaBolavtiviBng pe xapnAdrepn déan 6étav 1o PPES
emAuBel ot Babpo 1. MNpwreivoupia. Me Tnv kaBolavTivipn éxel TrapatnenBei Tpwreivoupia. H Tipwreiv olpwy Ba TTRETTE! va TTapakoAouBEiTal TAKTIKG KATd Tn
Beparreia pe kapodavniviBn. H kaBolavriviBn Ba Trpémel va diakoTrel o¢ aoBeveig TTou avamTiooouy Veppwoiké oluvdpopo. Zovdpouo otrioBiag avasTpéwiung
eykepahoraBeiag, ‘Exel TaparnpnBel olvdpopo omioBiag avaoTpéyipng eykepahotdBeiag (PRES) pe v kafodavmiviBn. Auté 1o oUvBpopo Ba Trpémer va
eferaleTal oe kGBe aoBevri Trou epgaviCel TToAMaTTAG cupTTWpaTa, 6TIwg oTracpods, TTovokepdhoug, oTmikég Siatapayég, olyxuan rj ahholwpévn vonTikr
Aerroupyia. H Bepareia pe kafolavrivipn Ba Tpémer va SiakéTrtetal ot aoBeveig pe PRES. Emurikuvon Tou Siaotrpartog QT. H kaolavnivin 8a mpémel va
XPnolpoTToleiTal JE TTpocOxN Ot aoBEVEl YE I0TopIKG TrapdTacng Tou SiaoThuatog QT, ot acBeveig TTou AauBdvouy avTiappuBuikd, rj Ot agBeveig e OXETIKR
TpolTdpxouca kapdiakr| véoo, Bpadukapdia, i diatapayég nAekTpolutwy. Otav xpnoipotroieital n kaBolavriviBn, Ba Tpémer va egetddetal n Tepiodikn
TrapakoAouBnon kard T didpkeia Tng Beparreiag Tou HKI kal Twv nAektpoAutiov (aoBéoTio, kdAio kai payvrigio opoU). AugAermoupyia Tou BupeoeiBouc.
Zuviotdtal Bacikn epyagmpiakny péTpnan TG Aermoupyiag Tou Bupeoeidoug ot OGhoug Toug aoBevelg. AoBevei pe TrpoUTrdpyov utroBupeoeiBiopd 1
uTTepBupeceiBiopd Ba TIpéTTel va avTideTwTTidovTal oUWV HE T ouvriBn IaTpIkh TTPAKTIKA TRV aTTé v évapén g Beparreiag e kaBolavrivipn. Ohol o
aoBeveig TIPETTE Va TTapakoAouBoUvTal OTEVd Yia anueia Kal oupTTTWHaTa SuoAemoupyiag Tou Bupeoeidoug katd Tn Sidpkeia Tng BepatTeiag pe KaBolavTiviBn.
H Aeiroupyia Tou BupeoeiBolg Ba TrpéTrel va TTapakohouBeital Treplodikd ka8 6An Tn idpkeid Tng Bepareiag Pe kaBoZavmiviin. O aaBeveig TTou avamTiocouy
BduohAeimoupyia Tou BupeoceiBols Ba TIPETTE! Va QVTIMETWTICOVTAI GUNQWVA e Tr auvrBn iaTpikA TTeakTIKR. Mn @uaioloyikEg TIMES BIOXNUIKWY EPYATTNRIOKWY
eferdoewy. H kafolavTiviBn £xel cuoyemioTel Pe augnuévn ouxveTnTa ERQAVIONS KN PUOICAOYIKLIV TIMGWV NAEKTPOAUTWY (CuPTTEpIAGUBAVONEVNG TNG UTTO- Kai
NG umepkahicupiag, TG utTropayvnoiaiyiag, g uTracBecTiapiag, TNg uTovaTpiaipiag). ZuvioTdral n TTapakoAoUBnan Twv BIoXNHIKWY TTApapETPWY KATd Tn
Biapkeia Tng Beparreiag pe kaBodavmiviBn kal n eigaywyr] katdhAnAng Bepateiag avrikardoTaong cUpQWvA He TV kaBiepwpévn kAVIKY TIpakTIk, edv aTraiteiTal.
MepimTuoeig nrrarkrig eykepahomdBeiag ot aoBeveig 9 pe HCC pmropel va ammodoBouv otnv avdrTugn nAextpohuTikiyv Siarapayiyv. H Siakotrm fj n peiwaon g
Boong f n oploTiki diakotT TG Xopriynang kaBolavriviBng Ba Trpétrel va egetdleTar oe TEPITTTWAON ETTIHOVWY 1) ETTAVAAQUBAVOUEVWY CNHAVTIKWY dlatapayiv
(BA. Mivaka 1). Emaywyeig kai avaatoAeic CYP3A4. H kaBolavmivipn eival uméoTpwipa CYP3A4. H ouyxopriynon kaBodavtiviBng pe Tov Ioxupd avaaToléa
CYP3A4, Tnv ketokovadoAn, eixe wg amotéAeopa pia aignon Tng ékBeong kaBodaviviBng oto TAdopa. ATraiTeltal TTPOoOXH KaTd T Xopriynon kaBolavtiviBng
He @dppaka Trou eival Ioxupol avaoToieis CYP3A4. H auyyopriynen kapolaviiviBng pe Tov 1oxupo ettaywyéa CYP3A4, Tn pioaptrikivn, Eixe we amotéAeopa
Hia peiwon tng ékBeong kaBolavivVIBng oTo TTAGOHA. ZUVETTWG, TIPETIEl va aTTOQEUXBEI N XpOVIA XOPryNan Twy QappdKwy Trou elval IoXupol eTraywyeig
CYP3A4 e v kaBoZavrivign (BA. Trapaypdgoug 4.2 kai 4.5). YroaTplipara P-yAukerrpwreivng. H kaodavTiviBn ftav évag avaotoAéag (IC,, = 7,0 uM), aAAd
Ox1 UTTOOTPWHGE, Twy dpaoTnpioTiTwy HeTagopdg P-yAukotrpwreivng (P-gp) ot dikateuBuvTiké aloTnua TTpoadiopiopod XpnoidotroiuvTag kuttapa MDCK-
MDR1. Zuvemtog n kaBodavTiviBn ptropel va X1 TNV IKavotnTa va audvel Tic CUYKEVTPLWOEIG TUYXOPNYOUHEVWY UTTooTpwudTwy P-gp oTo TAdopa. O1 agBeveig
Ba Trpétel va mpoeidotroinBolv éoov dgopd Tn Afjyn uttoaTpwyarog P-gp (TT.X. @efopevadivn, ahiokipévn, apmrpioevtavn, eTe§idikn dapiyarpdvn, diyogivn,
KoAYIkivn, yapaBipokn, TToogakovaloAn, pavoialivn, cagayAimrrivn, airayAiTTTiviy, TaAivoAdAn, ToABatrrdavn) evi Aappdvouv kaBolovtiviBn (BA. Tapdypago 4.5).




AvaaToheic MRP2. H yopriynon avaotohéwv MRP2 ptropei va odnyrioel oe au§ioeig Twv CuykevTpwoewv Tng kapodavmivipng oto TAdopa. Emopévwg, n
Tautéypovn xprian avactoAéwv MRP2 (11.x. kukAoaTropivn, epapipévin, epTpiomapivn) Ba Trpémel va TrpooeyyileTal He TTpoooyr (BA. Trapdypago 4.5). ‘ExSoxo
Aaktodn. AoBeveig Pe oTravia kAnpovopika TTpoBArnpara ducavegiag ot yaAakTodn, oAKr aveTTdpKeia AAKTAonG i He SuoaToppdgnon YAUKSING-yaAakTédng
Bev TIPETTEI Va TIAPOUY QUTO TO PAPHAKEUTIKG TTpoIdv. NdToio. AUTS To QUPUAKEUTIKG TTpoiov TTEpIEXEI AiyoTepo atrd 1 mmol varpiou (23 mg) avd Siokio, dnAadn
oUCIaoTIKA eival «eAeUBepo vaTpious, 4.8 AvemBipnTeg evépyeieg KaBodavriviBn we poveBeparneia. Nepilnwn Tou Trpogil aogdheiag. O1 o ouxvég coapés
avemBupnTes evépyeieg otov TTANBuopd RCC (21% guxvotnta) eival To koiAlakd dAyeg, n didppoia, n vautia, n utépracn, n edBolr, n utovartpiaidia, n
Trveupovikr| egpolr, o £uetog, n aguddrwaon, n kémwon, n e§acBéviar), n pewpévn 6pegn, n ev Tw BaBel pAeBixr) BpopBwan, n {dAn, n uropayvnaiaipia Kai To
olvBpopo epuBpoducaiobnoiag Trahapdv-TreApdTwy (PPES). O1 o ouyvég avemBuunTeg evépyeieg oTroiaodrimrote guyvetnTag (Tou epgavifovtal oe
TouhdyioTov 25% Twv acBeviiv) otov TTAnBuoué RCC mepiddpBavav Sidppoia, kétwor, vautia, pewpévn 6pefn, PPES, umépraon, peiwpévo Bdpog, Eueto,
Suoyeualia, SuokoihdtnTa Kot augnuévn AST. Ymépraon Trapatnpriénke o ouyvd otov TTAnBuopé pe RCC xwpig ponyolpevn Bepamela (67%) ot olykpion
pe acBeveic pe RCC petd ammé mponyoUpevn atoxeupévn Beparreia pe VEGF (37%). O1 o ouxvég coPapég avemBUpnTeS evEPYEIEG aTov TTANBuaué Tou HCC
(= 1% ouyvérnta) eival n naTikr eyke@ahotrabeia, n e§aoBévion, n kémwon, To PPES, n Sidppoia, n umovatpiaipia, o £ueTog, To kolAlakd dAyog Kai n
BpopBoTrevia. O mo guyveg avemBUpNTES avridpdoeig otoloudryroTe Babupou (Trou TTapoudidaTnkay ae TouhdyioTov 25% Twv aoBeviv) atov TTAnBuaué HCC
TrepiAaupBavay idippoia, peiwpévn opegn, PPES, kémwan, vautia utrépraon kai éueto. AvemBuunTeg evépyeleg ge poper Trivakd, O avemBUUNTES EVEPYEIES
TIOU avayvwpiaTnkay o kAIVIKES SoKIpES pe kaBolavmviBn we povoBeparreia fi avagépBnkay We Tn xerion kaBolaviiviBng WETd TV Kukhogopia Tng avagpépovTal
otov Mivaka 2, cUP@WVA We TNV Katmnyopla opydvou guoThparog kal T auxvérnra kard MedDRA. O1 ouxveérnteg Baoifovral oe 6Aoug Toug Babloug kai
opidovTal wg egrg: oAU ouxveg (21/10), guxveg (21/100 Ewg <1/10) 6x1 ouxvec (21/1.000 éwg <1/100), pn yvwoTég (Sev ptropolyv va ekmiunBouly e Bdon Ta
BiaBEoipa Bedopéva). Evidg kdBe katnyopiag ouxveTnTag epaviong, ol avemBUpnTEG evépyeleg TrapaTiBevral kard Bivouca oeipd ooPapoTnrag. Mivakag 2:
AvemiBUunTEG EVEPYEIES appdkou (ADRs) Trou éxouv avapepBei ot KMVIKEG PEAETEG 1] O XprioT pETd TNV KukAopopia ot aoBeveig Trou AdpBavav
Beparreia pe kafolavTivipn wg povoBepareio. AoIHWEEIG KAl TTAPACITWOEIG. ZUXVEG: amdoTnua. AlaTapayxEg Tou aIpoTroINTIKOU Kol Tou Aeppikol
ouoTnparog. MoAl cuyvég avaipia, BpopBomevia, ZuyvégouBetepotrevia, Aepgotrevia. Alarapayég Tou evBokpivikol cuoaTripartog. MoAd guyvég:
utroBupeoeibiopog. Alatapayég Tou petaBoliopol kai TG Bpéyng. Moll ouyveg: peiwpévn 6pefn, uTropayvnoaipia, uTTokahiaipia, utToaABoupvaiyia,
Zuyvégiaguddrwon, uToguopaTaipia, utovarpiaipia, uTracBeoTiaipia, umepkaAiaipia,utrepxoAepubpivaipia, utrepyAukaipia, uTroyAukaipia. Aiarapayég Tou
veUpIKoU ouoTriparog. Mok cuyvég: Suayeuaia, kepahahyia, Z,dAn Zuxvtg TIEPIPEPIKY| vsupom:BEld (oupmepiAappavopévng ™mg atoﬁnnkng) Oy auyveg:
oTraopol, Mn yvwaTég: ayyeiake eykepalikd emeicddio. AiaTapayEg Tou wrog kai Tou AaBupivlou. Zuxvee: eppoic. Kapdiakég Siatapayeg. Mn yvwaTéc:
£uppaypa puokapdiou. Ayyelakes Siatapaygg. Mol ouxvég: uTréptaon, alpoppayia®, Zuxveg: ev Tw BABEl PAEBIKY BpopBwarn, AEBIKN BpopBuwon, aptnpiakr
BpopBwon, Mn yvwoTés: aveuplopara Kal apTnpiakol Siaxwpiopol. AlaTapayEg TOU avaTTVEUoTIKOU duamuu‘ro«; ToU BWPaKA Kal TOU HECOBWPAKIOU.
MoAU cuxvég: Buoguwvia, duotrvola, Brxag, Zuxveg: Trveudovikn edBohr. AlaTapayxég Tou yaoTpeviepikou. MoAU cuxvég: Bidppoia®, vauTtia, EHETOG,
oToparinda, duokoihiéTnTa, Kothiaké dhyog, Buomrewia, dhyog dvw koihiag, Zuxvég: yaoTpeviepikr SidTpnon®, cupiyyio®, yaoTpooigogayikr TrakivBpépncn,
aljoppoideg, oTopanKé GAyog, EnpooTopia, duopayia, y\woooduvia, Oxl cuxvég: Traykpeatinda, AlaTapayEc TOU ITATOS KAl TwY XOANQopwy. ZUuxveg:
nraTikr eykepahotaBeia*, Oy guyvég: xohootamkl nmarinda. Alarapayéc tou Sépparog kai Tou umobopiou ioTol. Mold guyvég olvBpopo
epuBpoduoaiolnaiag Tahapwv-TeApdrwy (PPES), efavBnua, Zuxvés: kvnopog, ahwtrekia, Enpodeppia, Sepparinda utd popen akung, alayn xpuwuarog,
HaAIY, UTTEPKEPATWON, EPUBNUA. mrx‘mpuxsg TOU HUOOKEAETIKOU o'uo'rnuu'rog Kai Tou ouvBETIKOU 10TOU. ToAU GUXVEG: TTOVOG OTa AKpa, quvts; HUIKoi
omaopol, apBpalyia, Oy cuxvig: coTeovekpwan g yvdBou. AlGTAPAXEG TWY VEPPWV KUl TWV OUPOPOPWV 0BWV. ZUXVES: TIpWTEivoupia, I't:vmag
Glm'upuxs; Kal KATaoTAoElg TG odol Xoprynong. MoAu wxvsg KOTIWOT, PAEYHOVH] TV ﬁAswovovwv eEacBivion, TepIPEPIKG oidnua. MapakAIviKESg
eferaoeic?. Mokl ouyvég: pewpévo Bdpog, augnuéva ALT opou, augnuévn AST, Zuxvég: ALP opoU augnuévn, uu&npévn GGT, uuﬁnuévn kpeavivn alparog

auénuévn apuAdon, uu&npévn Aimrdon, auénpévn XoAnoTepoAn alpateg, augnuéva TpiyAukepiSia ciuatos. Kakwoelg, SnANTNpIAoElS Kol ETTTAOKEG
BepaTreuTIKWY Xeipiopwy. Oyl ouxveg: eTTAOKES Tpaupatog b. *BAétre evétnra 4.8 Mepiypagr Twy eMAEYHEVWY aVETTIBUUNTWY EVEPYEILIV Yid TIEPAITEPLW
Xopaxtnpiops. a Me Bdon Tig avapepopeveg aveTnBupnTeS evépyeieg. b Aiatapaypévn emoUAwon kai eTTimAokr oTo onpeio Topng. H kaBodaviivifn ot ouvbuaoué
e viBoAoupduTTn oe et s-ypauune mpoxwpenuévo RCC. MNepihnyn Tou TrpogiA acgpaheiag. Otav n kafolavniviBn xopnyeital oe guvduaopsd e VIBoAOUPAUTTN,
avarpégre otnv MXM g viBohoupduTting Tpiv améd v évapgn g Beparreiag. MNa TTEPICTOTERPES TTANPOPOPiEG OXETKA WE To TTpo@iA ao@daieidg Tng
povoBepareiag pe viBoAoupduTn, avatpére otnv MXM m¢ viBoAoupduTtng. Z1o ouvoho dedopévy Tng KapodavTiviBng 40 mg pia gopd Tnv nuépa ot
ouvduaoud pe viBoloupdutn 240 mg ka@e duo efdoudadeg ato RCC (n =320), pe eAdyiotn mepiodo TrapakoAouBnong 16unviv, o Mo guyvig aofapig
avernBUpNTeS evEPYEIES (2 1% eTiTrTwon) fTav didppold, TIveupovimda, TIVEUHOVIKN eJBoAr, TTveupovia, uTrovarpiaipia, TTUpegia, aveTTapKela Twy ETTIVEPPIBIWY,
£ueTog, apuddtwan. O1 o cuyvég aveTmBUpnTES EVEPYEIES (= 25%) rTav Sidppeia, kéTwon, oluvBpopo epuBpoducalioBnaiag TTaAapwy-TreAudTwy, oTopaTitida,
HUOOKEAETIKGG TTOVOG, uTTépTaon, eEdvBnua, uttoBupeoeiBiopodg, ueiwan o6pegng, vautia, koiNakd dAyog. H TrheiovoTnTa Twv avemBUUNTWY EVEPYEILV RTaV
g éwg péETpieg (BaBuog 1 1 2). Mivaxkag avemBuunTwy evepyeiiv. O avemBUUNTES EVEPYEIES TTOU EVTOTTIOTNKAV OTNV KAIVIKT) MEAETN TN kaBoZavTivifng oe
ouvduagud pe viBoloupdptrn avagépovtal otov MNivaka 3, gUpguva pe TRV Karnyopia opydvou guoThuarog kal T ouxvotnTa katd MedDRA. O1 ouxvaTnteg
Baaifovral oe 6Aoug Toug BaBpoug kal opiovtal we e€ng: TToA auyvég (21/10), ouyvég (21/100 éwg <1/10) 6x1 auxveg (21/1.000 éwg <1/100), un yvwoTég (Sev
pTropoUv va ekmipnBouv pe Bdon Ta diaBéoipa Sedopéva). Eviog kdBe katnyopiag guyvotnTag epgpdAvions, ol avemBupunTes evépyeieg TTapatiBevral kard
pBivouga oeipd goPapomTag. Mivakag 3: AvemBupnTe evépyeieg Pe kaBolavtivipn oe guvBuaopé pe viBohoupdpTm. Acipweig ka1 Trapagmwaoelg. Mohd
OUXVEG: AOIMWEN TOU QVWTEPOU QVATTVEUOTIKOU OUSTANATOS, ZUXVES: TIVEUHOVIA. AlaTapaxEg TOU IOTTOINTIKOU Kal TOU AEP@IKOU CUCTARATOS. ZUXVES:
nwaoivogihia. AlaTapay£g TOU AVOTOTIONTIKOU CUCTHHATOG, Zuyveg: utrepeuaioBngia (oupTrepihapBavopévng Tng avagpuAaKTIKAS avtidpaang). Ox1 guxves:
OXETICOHEVN E TNV EyXuon avTidpacn utrepeuaioBnaiag. Alatapayég Tou stokpl\rlKou ouoTHPaTog MoAU ouvES: UTTOBUPEOEIBITNGS, utrepBupeoeiBiouds,
ZuxvEg: eTTIveppIBIaKr aveTtdpkeia, Ox1 ouxveg: urrorpuoi‘rlﬁu Bupeoeidinda. Alarapaxég Tou petaBoAiopol Kail Tng Bpéwng. MoAl ouxvig: peiwpévn 6pegn,
ZUXVEG: apuBATWON. AIOTAPAXES TOU VEUPIKOU OUOTAMATOG. MoAU CuxVEg: 6ucvaucic Zahn, Kstpa)\u.\via Zuxvég TIEPIPEPIKT] VEUpoTTaBEIa, Oxi OUXVEG:
auTodvoar eykepahinda, ouvdpopo Guillain-Barré, pucceavmé auv3popo. Alampuxeg Tou WTAG Kai Tou AaBupivBou. Oxi ouyvég: epfoéc. OPBaApIKEG
Siarapayég. Zuxvég: EnpogBahia, BauTr épacn, Oxi cuxvég: payoeidimda. KapBiakég Siatapayeg. ZUXVES: KOATTIKT Hapuapuyn, Taxukapdia, Ox1 ouxveg:
puokapdinda. Ayyeiakég Siatapayéc. Mohu ouyvég: utéptaan, Zuxvég: Bpoppwon?®. AlaTapayég Tou avaTTvEUOTIKOU oUCTHPATOG, Tou Bupaka Kai Tou
pecoBwpdkiou. MoAl ouyvée: duapuwvia, SuaTvoia, Brixag, Zuxvég: TveupovimBa, Trveupovikn epfoln, emmioTagn, umredwkorikr) culhoyr. AlaTapayég Tou
yaoTpevrepikol. Mokl ouyvéc: Bidppoia, éueTog, vauTia, duokoihoTnTa, oTopaTitida, kolhiakd dAyog, duoTrewia, Zuyvég: kohinda, yaoTpinda, dAyog Tou
ardparog, Enpogatopia, aluoppoides, Oxi SUXVES: Traykpeatimida, BidTpnon AeTTol eviépoub, yAwaooduvia. AlarapayEg Tou AITATOS KAl TWY XOAN@Opwy.
Zuyvég: nratitida. Alatapayég Tou SEpHATOS Kal Tou uTroSopiou 1oTou. MoAd auxvég: ouvdpopo TTaAauo -ieApaTiciag epuBpoducaiotnaiag, efavBnpac,
KVNOpOg, ZUyvES: aAwrrekia, Enpodeppia, epUBnua, ahhayr xpupatog Tpixuwv, Ox1 ouxveg: wuwpiaon, kvidwan. AlarapayEg Tou HUOOKEAETIKOU oua"muu‘rog
Kal TOU ouVBETIKOU 10T0U. MoAU ouyvég: puocka.\srlkégrrévoqd upepu)\ylcx Huikoi aTraopol, Zuxvés: apBpinda, Ox1 ouxveg: puomdBeia, ooTEOVEKPWON TNG
yvdBou, ouplyyio. Ammpaxcg TWVv vtq;pmv Kl TV oupoqaopwv oBwv. MoAl ouxVES: TRWTEVOUpia, ZuyvEg: VEPPIKN aveTrdpKeia, ofeia veppikr) BAARn, Oxi
OUXVEG: VEQPITBa. I’E\m(eg SiaTapay£g Kal KaTaoTdoEig Trg o8ou XxopRynong. Mol ouyvég: kéTiwon, Trupegia, oidnua, Zuxvég: dAyog, Bwpakiké dAyog.
MapakAivikég eEeTdoElce. MoAU ouyvég: auénuévn ALT, auénpévn AST, uTropwaogaTaipia, UTTacRecTiaipid, uTTopayvnaiaipia, uTrovarpiaipia, UTTEpYAUKaIHid,
AeppoTrevia, augnuévn alkakikh euogardan, augnuévn Aimdar), augnpévn apuidon, BpopRotevia, augnpévn kpeativivn, avaipia, AeukoTrevia, utrepkaAiaipia,
oudeTepotrevia, urepacBecTiaipia, uTroyAukaipia, utrokaAiaipia, augnpévn oAikr XoAepuBpivn, uTreppayvnaiaidia, uTrEpvaTpiaipia, HEWHEVO CWHATIKG BApog,
Zuyvég: aufnuévn xoAnoTepohn alparog, utrepTpiyAukepidaipia. O guXvOTNTEG TWY aVETTIBUNNTWY EVEPYEILV TTOU TTapouadidlovtal otov Mivaka 3 prropel va Hnv
amodidovral TTAfPWS Hovo otny KaBolaviiviBn, aMAd evBEXETal VO EUTTEPIKAEIOUV T TUVEICQOPA TNG UTTOKEINEVNG VOOOU I ammé TN VIBOAGUUGKTI Trou
Xpnoiyotroieital oe auvduaoud. a. H Bpéupwon eival évag oluvBeTog Gpog Trou TrepidauBdver BpopBwon Tng TTuAaiag @AEBag, BpduBwan TNG TTVEUHOVIKAG
QAEBag, TIVeupoviKn BpopBwaon, acpTikr BpduBwarn, apmpiakr BpduBwan, ev Tw BdBel @AeBikr BpopuBwon, BpouBwon Tng TTUeNKAS @AERag, BpdpuBwaon Tng
KoiAng AEBac, @AeBikr BpduBwon, @AeBikr Bpdppwaon dkpou. b. ‘Exouv avagepBei Bavarngopeg TepimTiwaeis. ¢. To e&avBnua eival évag alvBeTog 6pog TTou
Trepihaupdvel T Sepparinda, Tnv opoiddouca pe akury Seppatimda, Tnv Toppoiuywdn Sepparinda, To amopohiBwiké edvBnua, To epuBnuaTwdeg e§dvBnpa,
To Buhakiwdeg eEdvBnpa, To knhibwdeg efdvBnpa, To knhiboPAandudes efavBnua, To BAaniduideg efdvBnpa, To KvNOUWAES eEAvBNUA Kal TO PAPHAKEUTIKG
efavinua. d. O puookeAeTikdg Trovog eival Evag oUvBeTog 6pog Tiou TepiAapBdvel Tnv coguakyia, Tov oaTIKG TTévo, To PUOOKEAETIKG Bwpakiké dhyog, T
puookeAeTikr) Suogopia, Tn pualyia, Tnv auxevadyia, To dAyog oTa dkpa, To dAyog aTrovBUAIKG OTHANG. e. OI CuXVeTNTEG TWV EQYACTNPIAKWY OpWV
QVTITTRPOCWITEUOUV TO TTOC0OTS TWV acBeviuY TTOU ER@Avicay ETIOEVWGN OTIG EPYAOTNPIOKEG HETPHOEIG OE OXEaN HE TNV Evapgn TG HEAETNG pe e€aipeon To
pEIWHEVO owiaTikd Bdpog, TNV au§nuévn XoAnoTepoAn aipartog kal Tnv utepTpiyAukepiBaipia. Mepiypa@r Twy emAeypévwy avemBUuNTWY EVEPYEIWV. Ta
Sebopéva yia SiapopeTikég avmidpdoeig Baailovral ot aoBeveig TTou eAdufavav CABOMETYX 60 mg pia @opd nuepnaiwg ammd 1o oTépa we povoBepaTtreia aTig
Baoikég peAtTeg oo RCC perd améd TrponyoUpevn oToxeupévn Bepareia pe VEGF kal o RCC xwpig Tponyoupevn Bepameia kol oto HCC perd amo
TIpenyoUpEVn GUATNHIKA Beparreia f ot acBeveig Tou EhaBav CABOMETYX 40 mg pia gopd nuepnaiwg ammé 1o oTopd ot GUVBUAoHO |ie VIBOAOUNGUTIN o€
TPWING-YPAHKNS Trpoxwpnuévoe RCC (Trapdypagog 5.1). [aoreeviepiks (CE) Sidronarn (BA. rapdypago 4.4). Siatprioeig oTa 0,9% (3/331) Twv aoBeviv pe
RCC mou ehappavay kapolavrivipn .Ta ouppdvra firav BaBuol 2 f} 3. O Siduecog Xpdvog Ewg v évapén ritav 10,0 efdopddes. Moipaieg Siatpriceig
exBnAwBnKav oTo KAIVIKO TTpoypappa yia Ty kaodavTivign. Z1n peAém tou RCC ywpig mponyouuevn Bepatreia (CABOSUN), avagpépBnkav I'E Siarpriceig oto
2,6% (2/78) Twv aoBeviuv pe RCC trou AduBavav kaolovmivign. Ta oupfavra Arav BaBpol 4 kai 5. Z1n peAétn HCC (CELESTIAL), avagpépBnkav diaTprioeig




['E aTo 0,9% Twv aoBevov Trou EAaBav kaBolavrivipn (4/467). OAa Ta oupBdvta firav BaBuou 3 ) 4. O diduegog xpdvog eppaviang firav 5,9 efSoudadeg. Ze
ouvduaopo ue viohoupduTin oe TTpoxwpnuévo RCC oe pwing-ypauprig Bepareia (CA2099ER) n guxvornTa eppaviong SIOTRrCEWY TOU YOOTREVTERIKOU
owhriva fitav 1,3% (4/320) oe aoBeveic Trou éhafav Bepareia. ‘Eva oupfdv rfitav o Babpou 3, 0o gupBdvra fitav Babpol 4 kai éva oupfdv rfitav BaBuod 5
(Bavatngdpo). Z1o kAvikd Tipdypappa T kafolavTiviBng exdnMwBnkav Bavarngdpeg diatpricels. Hmariks eykepaomdBeia (BA. mapdypago 4.4). Zrn pehémn
HCC (CELESTIAL), n nmamikr eykepalomdBeia (nmamikr eykepaiomdBeia, eykeqalomdBeia, urepappwvialpikh eykepahordBeia) avagépBnke ato 5,6% Twv
aoBeviov Trou éhaBav kapodavTiviBn (26/467). Ta oupBdvra BaBuou 3-4 ritav ot TrocooTd 2,8% kai éva oupBdv (0,2%) BaBpou 5. O 6|dpecmv; Xpovog
eppaviang frav 5,9 efdopadeg. Aev avagépBnkav TIEPITITWOEIS NTTATIKAG eykepalotrdBeiag oTig peAéTeg RCC (METEOR, CABOSUN kai CA2099ER). Aidppoia

0 4.4). I pehétn RCC perd amé mponyouUpevn aTtoxeupévn Bepareia pe VEGF (METEOR), n Sidppoia avagépBnke aTo 74% Twv agBeviov e
RCC mmou EAaBav kaBolavTivipn (245/331). Ta cupBdava BaBuou 3-4 ftav o1e 11%. O Sidpecog xpdvog eppdviang fitav 4,9 efdopdadeg. Z1n peAétn RCC xwpig
TrponyoUpevn Beparreia (CABOSUN), n Sidppoia avagpépbnke ato 73% Twy agBevisv Trou EhaBav kafolavTiviBn (57/78). Ta oupfdvra BabBuou 3-4 Arav ato
10%. Ztn pehémn HCC (CELESTIAL), n Sidppoia avagépbnke ato 54% twv acBeviov rou EAaBav kaBodavmivifn (251/467). Ta cupBdvra BaBuou 3-4 rrav ato
9.9%. O diapegog Xpdvog eRpAvIons OAwy Twy gupBdvtwy ritav 4,1 eBdopddeg. H Sidppola oBriynoe ot Tpotrotroiniosig d6ong, SiakoTrég kal opioTik SiakoTm
ot 84/467 (18%), 69/467 (15%) ka1 5/467 (1%) Twv aoBeviv, avrioToiya. Ze ouvBuaopd pe viBohoupdutn ot Tpoxwpnuévo RCC ot TpWitng-ypapunis
Beparreia (CA2099ER), n emrimrwan Sidgppolag avagépBnke ato 64,7% (207/320) Twv acBevwv Trou EAaBav Beparreia, cupRdvra Babuou 3-4 ot 8.4% (27/320).
O pégog xpovog yia Tnv évapén oAdwv Twv gupBdviwy frav 12,9 efdouddeg. KaBuatépnon 1 peiwan Tng déang ouvéfn ato 26,3% (84/320) kan BiakoTtrr ato
2,2% (71320) Twov acBeviuv He Sidppoia, avtioToixa. Zuplyvia (BA. mapdyoago 4.4). Zm peAémn Tou RCC petd ammé mponyoupevn otoxeupévn Beparreia pe VEGF
(METEOR),Ta cupiyyia avagépbnkav ato 1,2% (4/331) twv acBeviov Trou eAdpBavav kafodaviviBn kan TrepidduBavay TTpwkTika oupiyyia oto 0,6% (2/331)
Twy aoBevioy Trou AduBavav kaBodavTivipn. ‘Eva oupfdv firav BaBuol 3 kai Ta utrédoima fArav BaBuou 2. O diduecog xpdvoeg éwg Tnv évapgn fArav 30,3
efBopadeg. X PeAérn Tou RCC xwpic mponyoupevn Beparreia (CABOSUN), dev avagépbnkayv TEpITTUoEIS Pe oupiyyia. Ztn yeAérn HCC (CELESTIAL), Ta
oupiyyia avagépbnkav ot 1,5% (7/467) Twv aoBeviov pe HCC. O Biduegog xpovog epgdviang nrav 14 efdouddes. Ze ouvBudoud We VIBoAOUMAUTI OE
Tipoxwpnuévo RCC ot mpwrne-ypapprig Bepameia (CA2099ER) n guyvétnta eppdviong cupiyyiou avagpépBnke ato 0,9% (3/320) Twy aoBeviuv Trou EAaBav
Bepameia kai n goBapdtnTa fitav BaBpou 1. @avampoépa ouplyyia exdnAwBnkav aTo kAiviké TTpdypappa Tng kafolavriviBng. Ao, fa (BA. mapd 04.4).
Z1n pehérn Tou RCC perd amd mponyolpevn atoxeupévn Bepameia pe VEGF (METEOR),To Trogoatd epgdviong oupRdviwy gofaprig aipoppayiag (BaBuou 2
3) Amav 2,1% (7/331) oe aoBeveig pe RCC ou Adappavav kaBolavrivipn . O Bidpegog ¢ xpévog éwg Tnv évaptn ritav 20,9 edopddeg. Z1n peAétn Tou RCC ywpig
TiponyoUuevn Bepateia (CABOSUN), To Trogoatéd epgdviong oupBdviwy cofapric aipoppayiag (BaBuou 2 3) rrav 5,1% (4/78) ot agBeveig pe RCC mou
AapBavav kaBolavmivign. Ztn peAém HCC (CELESTIAL), n ouxvétnTa epgdviong cofapv alpoppayikwy emeicodiwy (BaBuog 2 3) frav 7,3% oTtoug aaBeveig
Trou éhaBav kafolavtiviBn (34/467). O idpecog xpévog eppdviong ritav 9,1 efBopadec. Ze guvBuaopd pe viBohoupduTtn ae Tpoxwpnpévo RCC oe mpwtng-
ypapung Beparreia (CA2099ER) n ouxvetnTa epgdviong aipoppayiag = BaBuol 3 Arav oto 1,9% (6/320) Twv aabevivv Trou EAaBav Beparreia. Oavamepopeg
aipoppayieg ekdnAwdnKay oo KAIVIKO TIpoypaupa yia Tnv kaBodavivipn. Zuvdpouo ormrioBiac avaoTgéwiune eykepalomdBeiac (PRES) (BA. mapd 4.4).
Aev avapépBnkav mepioTarikd PRES omg peAéteg METEOR rj CABOSUN i CA2099ER rj CELESTIAL, opwg Exel avapepBel PRES omrdvia ot dAAeg KAIVIKEG
Bokipég (oe 2/4872 dropa, 0,04%). Auénuéva nmarikd éviupa kard m xopiynan e kaBolavnviBne oe auvbuaoud ue vifolouudumn oro RCC. Ze pia KAIVIKHA
peAémn aoBeviov pe RCC ol otroiol Bev eixav AdPel Tponyoupévwg Beparreia kal éAaBav kaBolaviivipn oe ouvBuaopd pe VIBoAoupduTn, Trapatnpriénke
uynAoTepn ermitmwon BaBuou 3 kai 4 augnuévng ALT (10,1%) kar augnuévng AST (8,2%) oe axéon pe Tn povoBeparreia pe kaBodavTiviBn otoug aoBeveig pe
Trpoxwpnuévo RCC (n ALT avérenke kara 3,6% kal n AST augriBnke karda 3,3% ot pehétn METEOR). O Siduecog xpovog Ewg Tnv epgavion g Paduod > 2
avgnon g ALT ) Tng AST fjtav 10,1 prjveg (elpog: 2 éwg 106,6 efdopdadeg, n = 85). Zroug agBeveig pe BaBuou 2 2 atgnon g ALT i) Tng AST, o1 augfoeig
umroxwpnoav atoug BaBuoug 0-1 ot 91% pe Sidpeco ¥pdvo Ewg Tnv amokardoTaon2,29 efdopddeg (edpog: 0,4 éwg 108,1 efdopadeg). Merafl Twv 45
aoBeviov pe Babpoud = 2 atgnan g ALT rj g AST oToug omroioug €yive eravampokAnaen pe kaBodavTivipn (n = 10) f pe viBohoupdpTm (n = 10) pepovwpéva
1 kai Pe Ta Bo (n = 25), emraveppdvion avEnuévng ALT i AST BaBpol 2 2 onueiwBnke ot 4 aoBevei rou éAafav kafodavTivipn, o 3 aoBeveig TTou éhaBav
vipoAoupdpTrn kai 8 aoBeveig rou éaBav kafolavTiviBn kai viBohoupdpTn padl. YmoBupeoeibigusc. Zn perétn oto RCC perd amé mponyoUpevn aTtoxelouoa
Beparreia pe VEGF (METEOR), n emitrrwon Tou utroBupeoeidiopou Arav 21% (68/331). Zm pehétn RCC xwpig mponyoupevn Bepareia (CABOSUN), n
emiTTwaon Tou uToBupeoeiSiopoul frav 23% (18/78) ae aobeveig pe RCC Trou éAapav Beparreia pe kapolavTiviBn. Zmn peAétn HCC (CELESTIAL), n emimrwon
Tou uTroBupeceIBiopou fitav 8,1% (38/467) ot aaBeveig TTou éhaBav Beparreia pe kaBolavmiviBn kal Ta gupBavta BaBpou 3 ot 0,4% (2/467). Ze cuvBuaopo pe
viBohoupdutn ot TTpoxwpnuéve RCC ot Bepameia pwing ypapung (CA2099ER), n emitmwon Tou utroBupeoeidiopou firav 35,6% (114/320) Twv acBeviov
Trou éAafav Bepareia. Avagopd mBavoloyoUpevwy avemBuunTwy eVepyeiwy. H avapopd mBavoAoyolpevwy aveTiBUUNTWY EVEPYEILY HETA aTTd T Xoprynon
adeiag Kukhogopiag Tou PapHakeUTIkoU TTpoidvTog eival anuavTikr. EmTpémel T ouveyr TapakoholBnan Tng ox£ong o@EAOUG-KIVEUVOU TOU (PApPHAKEUTIKOU
TrpoiévTog. Znteital atmé Toug eTayyeAparieg uyelag va avagépouy oTroleadijTroTe TBavoloyoUpEVES aveTIBUNNTEG EVEPYEIEG PECW Tou EBVIKOU ouaThApaTog
avagopdg Trou Trepiypd@eTal oTo Mapdptpa V. 6.4 ISiaitepeg Tpo@uAdgeig kard Tn @UAagn Tou TrpoidvTog Acv utrdpyouy eidikég odnyieg Siathpnong yia
10 Trpoidv autod. 7. KATOXOZ THE AAEIAZ KYKAO®OPIAE Ipsen Pharma 65 quai Georges Gorse 92100 Boulogne-Billancourt MaAAia. 8. APIOMOZ(OI)
AAEIAZ KYKAO®OPIAZ CABOMETYX 20 mg emkaluppéva pe Aetré upévio Siokia EU/1/16/1136/002 CABOMETYX 40 mg emkaAuppéva pe AETTO upévio
Biokia EU/1/16/1136/004 CABOMETY X 60 mg emikaAuppéva pe AeTrTd upévio Siokia EU/1/16/1136/006. 9. HMEPOMHNIA NMPQTHE EFKPIZHZ/ANANEQZIHE
THI AAEIAZ Hpepopnvia mputng éykpiong: 09 ZemrrepBpiou 2016, Huepopnvia teAeutaiag avavéwaong: 21 AtrpiAiou 2021 10. HMEPOMHNIA ANA@EQPHIHE
TOY KEIMENQY /\eTTTopepEig TTANPOPOpIES Yid TO TIAPOV QApHUKEUTIKO TTpoidv eival SiaBéoipeg aTov SikTuakd ToTTo Tou Eupwraikol Opyaviopol Papudxwy:
http://www.ema.europa.eu.
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