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@ VENCLYXTO'V

AN
Bafié¢ avranokpioeIg
OMA XAA
+ HMA + OBINUTUZUMAB + RITUXIMAB MovoOspansia
Oepaneia yia acBeveig ZraBepn Aidpkeia Ztabepn Aidpkeia BOepaneia péxpl
pe veodiayvwoBeica ©epaneiag ©spaneiag e&eNENG Tng vooou
OMA pn kataAAnAoug yia 1 'Etog’ 2'Etn’ r pn anodekThg
gvTaTikn xnueioBepansia’ TogikoTnTag

*66% CR+CRi évavn 28%, P<0,001. "BaBigg avranokpioeis onwe opilovral and tav eniteuln nhnpous avrandkpians (CR) & pn avixvelaipng
shayioTns uneheidpaTikng vooou (UMRD), olpgwva pe ta kprripia IWCLL. * CR/CRI (INV): 50% (VEN+QO) évavr 23% (O+Clb) (P<0,0001).
Apvnmikonoinen MRD (PB): 76% pe VEN+O (95% Cl: 69,2-81,1) sevavn 35% pe O+Clb (95% Cl: 28,8-42,0) (MAnBuopég ITT). CR/CRI (INV): 27% (VEN+R)
gvavmi 8% (BR). Apvnmikenoinon MRD (PB): 62% pe Tov cuvbuaopo VEN+R (95% Cl: 55,2-69,2) évavti 13% pe BR (95% Cl: 8,9-18,9) (xwpig gXeyxo yia
graTieTikf onpavrikeTtnTa).!

OMA=0Ezia puehoyevr Aeuyaipia, XAN=xpovia AepporuTtTapikn Asuxaipic, HMA=unopeBuliTikés napdyovrac.
BipAioypaspia: 1. VENCLYXTO® MNepidnyn XapakTnpiaTikwy Mpoidvrog (MXMM), 03/2022.
To pappako auTo TeAei und oupnAnpwpaTikh napakoholBnon. Auto Ba eniTpéwe! To YpRyopo NPOTdIopIoHS VEWY MANPOQEOPILV

aogpaleias. ZnTeital and Toug enayysApaTieg uysiag va avagepouy onoiegdnnoTe niBavoloyoUpeveg aveniBUPNTEG eVEPYEIEG.
BAene napaypapo 4.8 yia Tov Tpono avapopdg aveniBupnTwy evepyeiwy.

Tponog A1aBsong: Nepiopiopévn IGTPIKN TuVTayR.
H évap&n Tng Bepansiag yivetal oe voookopeio kai pnopei va auvexileTal ekTog voookopeiou und Tnv napakohouBnon eibikol iIaTpou.

; : — ; ONOMAEIA-MOP®H-NEPIEKTIKOTHTA AIANIKH TIMH (€)
L] A
Bondioms s "“’°“;J:‘;‘:.‘:"E'T’:"° Tioeeee ¥ kol VENCLYXTO F.CTAB 100MG/TAB BTx112 (BLIST 4x28) 5276,45
; . VENCLYXTO F.C.TAB 100MG/TAB BTx14 (BLIST 7x2) 691,15
ON
L= ‘3’3‘?:';’;’;:::;‘“’““ b VENCLYXTC F.C.TAB 100MG/TAB BTx7 (BLIST 7x1) 353,16
: VENCLYXTO F.C.TAB 10MG/TAB BTx14 (BLIST 7x2) 78,99
Al «KITPINH KAPTA» |
ZLEnEANEIRC VS GIA VENCLYXTO F.C.TAB S50MG/TAB BTx7 (BLIST 7x1) 188,76

Bpeite Tnv Mepidnyn XapakTnpiomikay Tou MpoidvTog os enduevn ceiba,
lMa nepiocoTepeg nhnpowopisg aneuBuvBeiTe oTnv eTaipsia:

.
Nopives Avrone 1.43, Néo obbvie
Mapivou Avtuna 41-45, Neo HpakAeio, 14121, Tnh.: 214 4165555
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Enitponés

Emiotnpoviki Emttponi
Mpoedpeio: Adapdnovlog lwavvng, Adaponoulou OeodoUAn

MéAn:

Thachil Jecko

MntpomoAitng Meoonviog KK
XpuobdoTouog

AyyehomoUlou Mapia
BaotAakomouAog Oe65wpog
FoupyouAtdvng Kwvotavtivog
Mkayka Miva

Ipouln EAlodPet

Kittag Xprjotog

AaAékou Mapia
KaAodpwvog XapdAaumnog
Kaotpitng Evotdblog

KoupdkAn ANe€avdpa
MNavaywwtidng Mavaywtng
MNanayewpylov TwTRpLog
Mnyaditou Avva

Jopwvng FewpyLog
Ykpemétng Kwvotavtivog
Iriupldwvibng AAEEavdpog
JUMEWVIONG Avapyupog
Tolplywtng MNavaylwtng
XapxaAdkng NikoAaog

Opyavwtiki Emtponn
Mpoedpeio: N'koulou Moapia

Mpappateio: Apartootddn Kavéla,

BAaoylavvorouAou MavayouAa,

KouteAtdpn Baot\ikr, Mutakidn taupoula

MéAn:

ABpapidng rewpylog, NoonAeutrg, Yuxiatpiko
Noookougio ATtk

AyyelomovAou Mavaywrta, MNapackevdotpla
AE, Movada Meooyetakrc Avauuiag, I.N.
Meoaonviag

Adaponovlov Kwvotavtiva, Etd. MuvaitkoAoyog,
M/ KAwvikn, T.N. Mewpaua «T{aveion»

Adaponovlou Mapia, MSc, Quoikog, YrmoneLa
Abaktwp, YrevBuvn Exknaibevoncg 6ng YIE

Adaponoulou Itedavia-Aéomova,
Qapuakeutikn 2xoAn Eupwnraikou
Mavemntotnuiov Kumpou

ApBavitng Frewpylog, NoonAeutric TE, Mpoedpog
3°“[1.T. E.N.E.

Mdykou Eutuyia, RN, PhD, MSc, Mpoiotauévn
Tunuatog Emetyovrwy Meptotatikwy, MM.1.N.
lwavvivwy

AnuntporoUAou Eudokia, NoonAeutpia TE,
Mpoiotauévn Auobdoaoiac, IN. Meoonviog
AoUAou Ayyehwkn), NoanAeutpia TE, Touedpxng
MadoAoyikov Touéa, IN. Meoonviag

HAwomouAou Avactacia, NoonAeutpia TE,
Movabda XnuetoOepaneiacg, IN. Meoonviog

OeodwpéNou EubBahia, Papuakomoldg,
Yrneuduvn Qopuakeiou, I.N. Meoonviag

KahamoBapéa ZayxapoUla, NoonAeutpia TE,
Movabda Meooyetaknc Avauuiag, I'N. Meoonviac

Kookwvag Navaywwtng, NoonAegutric TE, MEAY

Koupounn Kwvotavtiva, NoonAeutpia TE,
Movabda Meooyeiakrg Avatuiag, I.N.
Meoonviag

MmoukoUpn EuBupia, TeyvoAdyog latpikwv
Epyaotnpiwv, IN. Meoonviag

Nwntéa Xpvoa, Bonddg @apuaxeiou, I.N.
Meoonviag

MAOKa XpuooULAa, NoonAeutpia TE, Movada
XnuetoVepaneiacg, I'N. Meoonviog

P&AAN Mapia, NoanAeutpia TE, Touedpxng
Wuyiknig vyeiag ko Atatoueakwv TUNUATWY
YKOUTEANG Anuntplog, NoonAeutrg TE,
Mpoebpog E.N.E.

Tolou XpuooUAa, Kadnyntpta NoonAeutikrig tou
EviAika kot Mepteyxetpntikng NoonAeutikncg,
Mav. Autikrg ATTIKAC

Xoxng Evayyelog, NoonAeutrc, Movada
Meooyetaknc Avauuiag, I.N. Meaonviag




GR-XGT-0122-00001

XGEVA

(denosumab)

To np@TO KAl HOVadLKO
HOVOKAWVLKOG avTicwpa

yla TNV 00TLKN VOO0 TOU
noAAanAoU pueAwpaTtog

To XGEVA® evdeikvuTal yia Tnv:

* MpoAnyn okeleTkwv oupBapatwy (naBoloyiko karayua, akTivoBoAia Twv 00T@Y, CUPNIEDN
TOU veTlaiou PuehoU i XELPOUPYLKN TwV 00TMV) 0€ EVANLKEG JE NPOXWPNUEVES KaKONBELEG

nou eUNAEKOUV Ta 00TA

* Bepaneia TwV EVNALKWY KOL TV OKEAETIKA @PLU®V E@NBWY PE YIYaVIOKUTTAPLKO OYKO TWV 00TWY
nou eival aveyxeipntog N OTav N XELPOUPYLKN eKTopN eival niBavo va odnynoet oe coBapn voonpotnTa’

Mpiv ™ ouvtayoypdgnan
ouppoukeubeite

my Meplinin
XapakmpioTikwy

Tou Mpoidvtag.

1. XGEVA® (denosumab) MepiAnym Xapaxmpiotikdy Mpoidvrog.

BonnoTc V0 YIVOUY T GOPPEKD MO 0OPAA] KII AVORLPSTT 2 . :
GAEE TiC GVEMIBUYATES EVEPYLIES Y10 OAA T QappaR Tpomog AiaBeong: MNeplopiopgvn watpikn ouvrayr. H diayvwon kay

i “KITPINH KAPT 2 : 3 ¥ »
b mad i 1| 1 EvapEn e Bepaneing yiveTal o€ VOOOKQNEID Kal Lnopei va

Avopégere e Unorm ovemOAT cvépyon odguva g T clhid oiaTEn

ol gidinc g e s XGEVA INJ.SOL 120MG/1,7ML (7OMG/ML) BTx1VIAL
ewakhomtind aty AMS x; Sappoxeuned ENLE Thl_ + a ﬂIIWIKlI Tlur'l 2&4'9%

OUVEYI{ETal EKTOC VOOOKOWEIOU UTIO VOOOKOELOKT] TapakokouBnar.

AMGEN

AMGEN HELLAS ENE

Ay. Kwvatavtivou 59-61

Ktipio I', Mapouot 15 124

TnA: 210 3447000 - Fax: 210 3447050
Email: info@amgen.gr, www.amgen.gr
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XalpeTiopds

Ayanntol ouvepydrec,

To 2005 ouVELONTOMOLWVTAG TNV QVAYKN Yylo CLUVEXN ekmaibeuvon kal emuopdwon
nipaypatomoiOnke n 11 Huepida « Alpatoloykd NEay.

To 2014 n emTakTiky avaykn yla cuvexlopevn eknaibeuon OAwv TwV EMAyYEALATIWY
uyelag, pog mapoTpuve va mPooBEcou e Kal BepaToAoyia TTOU ATTETAL TNG VOONAEUTLKNG
dpovtibag Tou appwaoTou.

To 2018, otov 13° KUkAO TtpooTEDBNKAY KAl QLY WG OYKOAOYLIKA BEpata avayvwpllovtag Tig
ONUAVTIKES e€eNi&eLg oTn Beparmeia Tou kapkivou.

Me tn 8ikr) oag evBappuveon Kal CUUTAPACTACH, N TPOOTIABELX QUTH CUVEX(OTNKE KOl
ONUEPA 0AG TTPOOKAAOULE LE LSLaltepn xapd OTLG Epyacies Tou Juvedplou «ALLATOAOYIKA
- 2Uyxpovn NoonAeutikn - 170¢ KUKAOG».

Elval kown Slamiotwon mwe n olyxpovn LaTPLkn SLEPXETAL TNV TILO YOvIun tepiodo otnv
Lotopla TG Kat Evag yytwdng 0yKog VEAS YWVWoNG HaG KOTAKAUTEL.

210 2uvedplo bev emBupoUUE va TeBEL oV To {NTNUA TG YVwong oAAAG Kal TG CWOTAG
Kplong. To va KOTEXEL Kavelg akévwTn SeCapevn yvwoewy, Xwplic va Slabétel To xdplopa

NG KPLTIKNG OKEWNG TOV KABLOTA OXOAAOTIKO KAl &xpNoTo. Mpemel va aokel Kavelg tn Babla
KoL TTAQTLA OKEYN Kal XL TNV TTOAUUABELQ.

Ex pépouc tng Emtpomng tou ZXuvebplou, avapévoupe pe dlaitepn xapd Kot
avuropovnola va oag kKaAlwooplooupe otnv opopdn TOAN ¢ Kalapdtag,
TIPOCPRAETIOVTAG OTN SIKK) 0OC EVEPYO CUUMETOXN YO €va ETUITUXNUEVO, YOVIUO Kal
€MOLKOSOUNTIKO ZUVESpLO.

Ek tn¢ Emiotnuovikng Emitpong

Adapomnoulog K. lwavvng AdapomnouAov O080UAN

To auvédplo apiepwvetal otn puvrun ts Kadnyntptag Auatodoyiag, HAéktpag Ze@ptépn.



AOSPATA

gilteritinib &

BonroTe va yivouv Ta gdpuaka mo aogaAr kal R T
AvaQEpETe ; ;
OAEL 1ic avemBUpnTeg evepyeieg yio ONA 1a @appaka
Zupmhnpivovrag v «KITPINH KAPTA»

ONOMATIAMOPGH | APAETIKH(ES) | EXFACTORYTIMH | XONAPIKH | NOZOKOMEIAKH
Tl

32340101 2 datlican S GLTERTNE  16431.26€

/ To dbpuako auto Tedei urd CUPMANPLHGTIKA TIapakcAcuBnon. AUTE Ba EMTPEPELTO YPrYopO
i nponﬁmplapo vEwv TIANpodiopiv ucrq:m\:lm; Zrm:rrm and Toug cnowl:).uqncc u\relaq va
avagepouvy oroleadnmoTe maouolovouuwat; QveriBUUNTES eVEpYEIES. : -
BA. mpuvpmbo 4.8tng MXM yia tov ‘rpcm6 nvucaupu: avemBupnTwy r:w:pw:luv

Nepopropévn laTpikr auvw.vn ano mﬁu(o 1aTpo Kat nupako)\ouﬂnan Katd
_ TN SiapKEla TS aywyng.
Nepartépw minpodopies SlatiBeval ané Tov KAToXo ¢ abetag Kukhodopiag
Katomiv urrnt»:mq Kal nepihapfavovral ‘oTn CUVOTTTIK MEPLYpad
_XAQpAKTNPITTIKMY TOU MPOIGVTOG KAl To quc-: oBnyiHY XProNG TOL Pappdrou.

XOS/ADV1/05,2022 X0S 2022 0013 GH

astellas

Astellas Pharmaceuticals A, E. B, E.
Aynaihdou 6-8, 151 23 Mapouoi, ABriva
TnA. 210 8189 800, Fax: 216 8008 998
www.astellas.com/ar

Tomkag Avtinpocwnac/
Aavopéag npoidvtwv Astellas onv Kimpo:
Novagem Ltd, Tnh: 00357 22483858
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Eniotnpovikd [Npdypappa

meszevi (@) zenmemepioy 2022
09:00-09:15 NpooéAeuon — EyypadEg
09:15-10:30 NoonAegvtikn Siaxeipion nadoloyikol acOevi
Juvroviotég: A. AoUAou, 5. Koupéta, 2. Mutakién
09:15-09:30 Awayxeiplon Ayyelakol Eykedoalikou Enelcodiou oto Tunua Emelyoviwy
MeploTatikwy
M. Mapn, B. Koukr}, M. MiyaAornoUAou, A. Mavtalonovlou, B. Ztpath
09:30-09:45 NoonAeutikn Staxeiplon ynplatpikol acbevi
A.T. ABavacomnoulou, I KaZavtia, A. Mout{oUpn
09:45-10:00 H epuBpormointivn otn xpovia vedpLkr avemapkeLo
E. Nétpoula, K. Kaptodkng
10:00-10:15 Alaxeiplon tou ayxoug Kat tng KatddAwng og alpokaOapOUEVOUE, LE 1N
bopUOKEUTIKESG ueBOSoUC
K. Mavaywrtakomnoulou, . Kovpéta
10:15-10:30 O pbAog tou voonAeutr) o€ aoBeVE(S e KAPKIVO paoTOU
Z. Mutakidn, X. MAwdka, M. Aapvakn, A. HAtortoUAou
10:30-11:30 AwaopaAion moldtnTag TNV KALWVIKE TTPAn
Suvroviotég: M. Ntakoupn, M. @a66a
10:30-10:45 BéAtLotn xprjon tou aipatog: Stacdpdlion moldtntag otn Stadikaoia tng
HeTdyyLlong
A. Mouléa
10:45-11:00 ALEYXELPNTLKI) VOONAEUTLKI): KOOKOVTO VOGNAEUTWY XELPOUPYELOU
M. Avudavtn
11:00-11:15 Mowdtnta {wng 0oOevVWV TIPLV KAl LETA oo EMEUPRAON KATAPPAKTN
K. Aparnoota6n, B. Koutehidpn, E. Mnactouvn, A. AvtwvoroUAou
11:15-11:30 Julntnon
11:30-12:00 AwdAeippa kadé



H emdeivwon BonBnote toug
TWYV CUUTITWHATWY va yupicouv
NG pueAoivwong aAAalel oeAida.

TOV TPOTIO TIOV BLWVOLV

TNV KaBNUEPWVOTNTA TOUG.
INREBICY

(fedratinib) capsules
100mg

Biphtoypaia 1. Inrebic, NepiAnyn xapaxtnplotikwy touw npotdvrog, OkTwPplog 2021 2. Pardanani et al Safety and efficacy of fedratinib in patients with
primary or secondary myelofibrosis: a randomized clinical trial JAMA Oncol 2015;1(5):643-651 3. Harrison CN et al Janus kinase-2 inhibitor fedratinib in
patients with myelofibrosis previously treated with ruxolitinib (JAKARTA-2): An updated analysis of JAKARTA-2 study using stringent criteria for ruxolitinib
failure. Ann J Hematology. 2020; 95(6): 594-603

Mpw T cuvtayoypdpnon cuppoulevteite Ty NepiAnyn Xapak TnploTikwy Tou Mpoidvtog oe endpeves oeAideC.

To Inrebic SlatiBeTal pe mepLoplopévn LATPIK ouvTayn and etdiko ylatpd Kat napakoAoh8non Katd tn SapKeLd ¢ aywyng
Awavikn) Tupn: Inrebic 100mg - EAAaba: 5.023,42 € Kompog: 5.057,79 €

dh Bristol Myers Squibb’

Bristol-Myers Squibb A.E Avagépete

ATTIKN 53 & Mponovtido "K. 152 35 BpiAnoota, ATtk OAEEX mig avemBipntag evipyess na
TO 6! tAnaaia, TK. ATTIKA OAA ta pappaxa

TnA. 210 6074300 & 210 6074400, ®af 210 6074333 Zuprhypdvovras tyv « KITPINH KAPTA»
AplBpég TE.MH 7453601000

Bonfijate va yivouy Ta pappaxe mo acpuii Ko

I-HEMA 2010-GR-2200009/September 2022
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KAANAMATA

MAPAZKEYH 0 LENTEMBPIOY 2022

12:00-13:00

12:00-12:15

12:15-12:30

12:30-12:45

12:45-13:00

13:00-15:00

15:00-17:00

17:00-17:30

17:30-18:00

18:00-19:00

19:00-19:30

BaokéG apxEG S10iKNONG UMNPECLWY UYELag: amno tn Bewpia otnv mpagn
Zuvroviotég: M. Mkoulou, I'. Atakéa

Awaxeiplon opAApaTog og KAONUEPLVEG VOONAEUTIKEG Slepyaoieg
©. MnAékou, I. Koupn

Alaxeiplon cuykpoUOEwWVY 0Tn SLEMLOTNOVLKA opada
E. KeAemoUpn

H évvola, To TtepLEXOEVO KaL N CNUOCLO TG 0pYAVWOLAKAG KOUATOUPOG
X. AvaotacomnouAog

ZuAtnon

KAwiko dpovtiotiplo
Suvroviotég: E. Minaotouvn, I. Mapvaod

H cuoxétion tng Yuxoloyiag Twv KIVATPWY 0TNV UTIOKIVNON OTORWY Kal
OMASWV OTOV EPYACLAKO XWPO
T. MNoAukavépuwtng, I. ABpapidng

MeonuBpivr Siakornn

AwdAeén
Suvroviotég: E. Tpouln, I. NavvakomouAou

COVID-19 kat BpopuBwon B. KouAoupévta
AldAsippa kadE

Xpovia Aepdoyevig Asuxapio
Zuvroviotég: A. Mnyaéditou, N. Xapyadakng

Oeparneia St Blou ©. BaolAaKkOmouAog
Vs
Oepareia MEMEPATUEVNG OLAPKELOG M. AyyghortoUAou

3xoAwaouog: A. Suuswvidng

Lecture
Chair: J. Thachil

Thrombosis and neoplastic diseases S. Bristogiannis



@ Pfizer

Oncology

bosutinib tablets

e
PN

BESPONSA

& @ "o inotuzumab ozogamicin Ke.

MYL@T/‘ RG<

(gemtuzumab ozogamicin) f5&a rusion

PﬁHEﬁ'SMO))
glasdegib ta eS\\

PP-IND-GRC-001 4-JUNZ2

BonBnote va yivouv ta pappaxka mo acgpaki kai
Avagépere lo nAApeig ouvioyoypa@IkEG NANpoPopie oupBouAEuTEiTE TIG
OAEL g cavensOUjurtes avEsiymcs v Nephnyeig Xapakmplonkeov wwv npoidviwy nou SiatiBevral oné tnv etaipeio
OAA 1a gappaxa
EupnAnpdvovias mv «KITPINH KAPTA»

PFIZER EAAAL AE. A Meooyeiwv 243, N. Wuxiké 15451, ABfva, EXAGBa,

@ P Zer TnA. Emioiveoviag 210-6785800, Api8. I".E.MH, 000242901000

PFIZER EAAAEL A.E. [CYPRUS BRANCH) Aew@dpog ABahdooag 26, 2018 Aeukwoia, Kunpog,

Oncology TnA. Emikotveoviag: +357 22 817690
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MAPAZKEYH O}ZEI'ITEMBPIOY 2022

19:30-19:45 Teletr) Evapéng — Xatpetiopoi
Suvroviotég: I. AbauomouAog, O. AdauomouAou
JeBaopwtarog MntpomnoAitng Meoonviag K.K. XpuoOoToOG
Miva lkayka, AvarmAnpwtpla Yroupyog Yyeiag
lwdvvng KapBEAng, Alokntrg 6ng Yyelovoukng Mepidépelag
ABavaciog BaotAomoulog, Afjuapxog Kalapdtag
Ayyelog Xpovag, Avtutepldepelapxng Yyelag, Nepidpépeta Nelomovvroou
Anpntplog T{wptlivng, Npdedpog latpkol ZuAOyou Meoonviag
EAévn AAewdépn, Aowkntpla Noookopeiou Kahapdroag
Mapia Naywvn, Npdedpog EAANVIKAG Atpatoloyikng Etatpeiag
Eknpoowrnog Evwong NoonAsutwv EANGSOG

19:45-20:15 Evapktipla AldAeén
Zuvroviotrg: X. KaAogpwvog

To té\og Tou Kopovoiol. Madrpota and To TEAOG TWV avdnuLwy
K. ToupyouAiavng




'V To ddppako ouTé TEAET UG cUPTANWHATIKA TapakokolBnan. H avapopd mBavohoyolpevey avemBuunTay evepys
petd and Tn xophynan ddeiag kukhopopias Tou popuaKeUTIKoU TpoidvTog eival onpavTikd. EmTpénel Tn ouvexn
napakoAoUBnan T oxéang opEAouc - Kivalvou Tou gappakeuTikol npoidvtoc. Mpénel va yivetal avadopd Tov
avemiBliuntwy evepyeiav. 01 avemBOUnTeS evépyeiee Ba Mpénel va avadépo
®appakoenaypdmvnong tng Roche (Hellas) AE., eite anootéAhovtag e-mail (hellas.drugsafet
(+30 210 6166100) A péow Pak (+30 210 6104524). Kimpog: oo Tuipa Pappakoenaypinvnang tng A, Ztopdng & Zia Até,,
efte anoatéAhoviag e-mail (drugsafety@stamatis.com), eite TnAsdavikag (+357 - 22 T66276) h péow Pak (+357 - 22 257300).

ICRAPHIUM

POLIVY"™

polatuzumab vedotin

POLIVY 140mg & 30mg

Kovig yia nukvé okelaopa yia napackeun SiaAlpatog mpog éyxuon

Tpomog Sid8eong: Me nepiopiopévn 1aTpikn Guvtayn: Movo yia voaol akfi xpron ano yiatpd e
katdhAnAn eiikeuon kal epnelpia. Nepiaodtepes mAnpodopieg Siatidevtal and tov Kdtoxo Adeiag
Kukhodopiag katonv aitnong

BonBijote va yivouv Ta gdppaka mo acpali kat EAAGSa 140mg: NT E- 87,95 € | EAAGBa 30mg: NT: 1.864,31€ - AT: 2.263,85 €
Avagépets Kinpog 140mg: MAT: 11.485, Kimpog 30mg: MAT: 2.408,16 €
OAEZ Tic avemBupnTeg eVEPYELES yia
OAA ta pappaka EAAGE0: Roche (Hellas) A.E.
Iupminpévovrag my «KITPINH KAPTA» Ahapévog 4 & Aehdiv 151 25 Mapotial, ATukd. Tn: 210 6166100, email: hellasmedinfo@roche.col
800 11193 00 EAAGSa (Bwpedv ypappn emkovwvias) Kimpog: A, Zvapdrng & Zia AT, nA:

yL!VY-DLBCLJJLD}ZE
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YABBATO @ 2EMTEMBPIOY 2022
09:00-09:15 NpooéAeuon — Eyypadég

09:15-10:45 ZUMBOAN, OWVTIHETWILON KO ETULTTWOELS Tou COVID-19
Zuvroviotég: 5. AyyeAn, £. Mnoula, M. PaAAn

09:15-09:30 Alaxeiplon LaTpKwy aroBARTWY
B. Tkovn

09:30-09:45 H oupBoAr TwV VOONAEUTWY KaL TO EUMOSLA TTIOU QVTIUETWTTI{OUV OTNV
niepiBalPn aoBevwv pe SARS-CoV-2
I. T¢aBapa, A. KwtoUAa

09:45-10:00 Awatoloyikeg Statapaxeg o aoBeveig pe COVID-19
A. Na&uudadn, A.T. ABavacomnouAou, A. Mooxoitng

10:00-10:15 H onuaoio tTwv mAnpodoplakwy CUCTNUATWY YLA TNV OVTLLETWIILON TNG
navénuiag COVID-19
M. XeAa

10:15-10:30 OL EMUMTTWOELS TNG TtavSNULAG 0TO VOONAEUTIKO emAyyeAa. ZoBapEg
TP ABACELG TWV SLKOLWUATWY TWV VOONAEUTWV
E. Nanayswpyiou

10:30-10:45 Julntnon

10:45-11:30 H aia tng eknaideuong otn NoonAsutiki
Juvroviotég: 0. Adauonoulov, 2. Aayou

10:45-11:00 O Sleupupévog poOAOG Tou VOONAEUTH amattel Séoueuon ylo cuvexL{OUevn
exnaideuon kal emayyeApaTikng e€EALEN. ZTOXOC Sev lval amAd va eloat
QTOTEAECUATLKOG, OTOXOG €lval va eloal TTOAUTLLOG
r. Kovpn

11:00-11:15 JUYKPLTIKA aQVAAUGCN HALEUTIKWVY KALVIKWY, SNUOCLWV Kot IOLWTIKWY
VOoOKOUELWY otnv EANaSa: Stepelvnon tng dtadikaoiag ekmaidguong Tou
avOpwrvou Suvaptkol
E. MoutoyAn

11:15-11:30 Emniteuén otoxwv tng NoonAeutikig Ynnpeoiag tng N.M. KaAapdtag péow
eknaibevong
0. AdapornoUAou, K. Kokkivn

11:30-12:00 AwdAsppa kadE



N
=
™~
i
9]
o
5
<
pr
o
5
3
o]
o
&
@
g
~N
il
E
o
a
>
o
4
&
@
o
h
=
2
o}
<
or
L
o
S
i=1
<
f=4
Q
%
<
o
O
&

TevaGrastim

somu. 48y e

KAK: TEVA GmbH, GERMANY
Tponog 8iaBeanc: Mepiopiopévn ieTpikn cuvtayn. H Sidyvewon kai/r n évapgn Tng
Bepansiag yiveTol o8 vOTOKOUEIO Kal Hnopei va ouveyileTal eKToG vogokapeiou und
vegokopeiakn napakohouBnon

Trisenox:

arsenic trioxide

2mg/ml concentrate for solution for infusion

KAK: TEVA B.V,, THE NETHERLANDS
TPOMOZ AIAGEZHZ: Me nepiopiopévn 1aTpikn cuvtayr]. Mévo yia voookopeiakn xpnon

Bortezomib/Teva

3,5 mg (bortezomib)

KAK: TEVA BV, THE NETHERLANDS
TPOMNQZ AIAGEZHZ: Me nepiopiopévn iaTpikf) ouvtayr. Mévo yia vocokopsiakr xprion

www.teva.gr

FHMEIQZH: Te nepintwon ékdoong véou Ashtiou Tipdv Qappdkwy, IoXUoUV 01 VEGTEPES TIHES.
* TEVAGRASTIM INJ.SC.INF 30MIU BTx 5PF.SYR: Nogokopsiakr mipr: 122,83€.
» TEVAGRASTIM INJ.SO.INF 48MIU BTx 5PF.SYR: 198,23€.
* TRISENOX C/S.5OL.IN 2MG/1 ML BTx10 VIALS x6 ML : Noookopeiakt Tipd: 288%,8
* BORTEZOMIB/TEVA PD.INJ.SOL 3.5MG/VIAL BTx1 vial x10 ML : XovBpikr) Tipf: 494,58 €

Juv-npocBnon: Specifar AB.EE,,

Bonfijete va yivouy Ta gappaxa 710 aceaki Kat ESpa/Epyoaraoio:
Avagipete 28nc Oxtwppiou 1, Ay. BapPapa, 123 51
OAEE mic avemOopnTeg evepyeies yia Ipageia Epnopikot Tpfpatog:
OAA ta pappaxa Neweyp. Knepioiag 44, Mapouor, 151 25
Zopminpovovrag Tyv « KITPINH KAPTA» TnA: 211 8805000 Fax: 211 8805120

Ap.T.E.MH.: 000228201000



YABBATO

12:00-15:00

12:00-12:15

12:15-15:00

15:00-17:00

17:00-17:50

17:00-17:20

17:20-17:50

17:50-18:20

18:20-18:40

18:40-19:20

18:40-19:00

19:00-19:20
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@ LEMTEMBPIOY 2022

Kap8Lakdg pubudg kat nAektpokapdioypadnpa
Juvroviotég: I1. BAayoyiavvorouAou, I. Kotoouutn

Kapblakdg pubuog kat appubuieg
T. Mparttn

KAwiko @povtiotiplo: To KAWLKO nAektpokapSloypadnua
X. AeBéving, A. AgAnyakng, =. ®oulidou, M. Zalapoupa

MeonuBpivn Siakornn

Enikoupa Oépata
Suvroviotég: 3. KoutoouumoU, K. SKpenétng

MéBoboL evnuépwaong acBeVWV e KOPKIVO B. KwotomouAou

EppoAlacpog COVID-19: avoooAoyikr amavtnon
OE AVOOOKATAOTOANEVOUC aoBevei E. Kaotpitng

JxoAwaouog: 2. Badoauakng

AwdAeén
Juvroviotég: E. Kaoatpitng, 1. Towptywtng

MoA\arAoUV pHUEAWLA: aAUTOAOYN
UeTapooxevuon o aoBeveic oplakng nAwkiog E. EAsuBepdkng-NMamaiakwpou

JxoAwaouog: A. Kovpapiavou
AwdAsippa kade

Nedtepeg OepaMEUTIKEG MPOCEYYIOELS 0TV Alatoloyia
Suvroviotég: M. AaAékou, I1. BAayog

AML o€ NAKLWUEVOUG: BEPATIEVTIKEG IPOCEYYLOELS I. Towvng

Management of polycythemia vera 3. MNanayswpyiou
sponsored by _@"
> AOP

HEALTH

ZxoAwaouog: M. Maywvn



- Lenalidomide
ccord

Lena.03.02/2022

1
Lenalidomide osord (D § Lenalidomige Accerd 1073
ahnpd weyans aehipd et
EvBencunn Atavikn Tipn: T aevahBopiBn J—— pevanBopiin g
Lenalidomide Accord Smg  2.452,25 € || wousopteo 2t i
Lenalidomide Accord 10mg 2.402,76 €
Lenalidomide Accord 15mg  2.526,86 €

Lenalidomide Accord 20mg 3.183,03 € ‘ e m‘ -
Lenalidomide Accord 25mg  2.953,23 € B t:'n‘:n“,'f,:,'ﬁ, Lenalldomide Accord ﬂmE

AevaAiBopin
"

e

s
o

i . g

Lenalidamide Accord B0
AN KRR

whnpé KO¥ITS § ;
e AEVaAIGOHIBN

Lenalidomide Accord Tpénog Ald@eong: g A pevahBob
Neplopiopévn latpikn Zuvtayn. H évapén tng Bepaneiag
vivETal OE vOOOKOWEID Kal pnopel va ouvexidetal EKToc
voookoyeiou und tnv napakoAotBnon eidikol latpo.

Mpv th cuvtayoypagpnon cupBouleuteite tnv MNepiAnwn Xapaknplotikuy
tou Mpoidvrog kat to Exknaideutikd YAIkS yia toug Enayyehpatieg Yyeiag

BonBijote va yivouv ta @dppaxa nio aspaid kat
Avagépete

M Wi n M e di c a OAEZ T %ﬁ:‘?:‘;‘:;ﬁ ::cé'pvemq yia

= ZupnAnpwvovrag tnv «KITPINH KAPTA»
Serving Health for Life

=

MNa nepLocdTEPEC NANPOPOPIEC: Kdroxog Abetag KukAo@opiag: Accord Healthcare S.L.U.
WIN MEDICA ®APMAKEYTIKH A.E. ) _

Owbinodoc 1-3 & Napddpopoc Attikiic 0bol 33-35, 15238 XaAdvdpt a m’d
TnA.: 2107488821, Fax: 2107488827

info@winmedica.gr, www.winmedica.gr The Evolution of Generics

Global Generics
& Biosimilars
AWARDS 2018
COMPANY OF
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IABBATO @ LENTEMBPIOY 2022

19:20-19:40  Aopudopikr AtdAeén sponsored by ﬁ;ENESIS
Suvroviotig: M. Navayiwtiéng

OepaMEUTIKEG ETUAOYEG YLaL TN oTpatnyLkn Staxeipion
Twv acBevwv pe CP-CML M. Aiyka

19:40-20:10 AwdAeén
SJuvroviotég: A. Snuptéwviéng, N. AmootoAomouAou

Mpwiun avtukn Bgparneia COVID-19 o€ alaTOAOYLIKOUG
aoBeveig I. Zapwvng

20:10-20:30 Zupnepacparta - Anén Epyaociwv

Suvroviotég: I. AbauomouAog, O. ASauomnouAou




' Ivor :~Ivor)

Bemiparin sodium Bemiparin sodium

- LYNONTIKH MEPITPA®H TN XAPAKTHPIZTIKON TOY NPOIONTOX
ONOMAZIA TOY QAPMAKEYTIKOY MPOIONTOZ: lvor 2.500 U antiXa/0,2 m| evéaipou Siohupatog oe mpoyepopéveg aupiyye MOIOTIKH & NOZOTIKH EYNGEEH: Bemiparin sodium:
2.500 U (anti Factor Xa*) ava 0,2 ml npoyepuapévn olpiyya (toodivapn pe 12.500 U {anti Factor Xa*) ava ml evéoipou Siahipatog). H Spagrikdtnta nepiypaperal o Abveic povadeg
anti-Factor Xa épagmikamnrag (IU) pe Baon to Mpwro AeBveg Npotuno Avagopag Hnapivng Xapniot Mopiakot Bapouc. lia Tov mhripn katdhoyo twy exboywy, BA. napaypagpo 6.1.
IYIKEYAZIEE/TIMEZ: IVOR 2.500 IU anti-Xa/0,2 mi BT x 2 PESYR AT: 5,83 €
ONOMAEIA TOY ®APMAKEYTIKOY MPOIONTOX: Ivor 3,500 IU antiXa/0.2 ml evéoiuou Siahipatog ot npoyepiopéveg atpryyec. MOIOTIKH & MOZOTIKH EYNOEEH: Bemiparin sodium:
3.500 IV (anti Factor Xa*) avd 0,2 ml mpoyepuapiévn atpiyya (iooGvapn pe 17.500 IU (anti Factor Xa®) avé ml evéoipiou SiaAupiatog). H Spaatikatnra mepiypdpetar ot AieBvelc povadeg
anti-Factor Xa Spaomikomrag (IU) pe Baon 1o Mpwro Abuéc Mpétuno Avapopac Hmapivie Xapnhot Mopiakod Bapoug. Na Tov mhipn katdhoyo Twy exboxwy, A napdypage 6.1.
IYIKEYAZIEZ/TIMEZ: IVOR 3.500 IU anti-Xa/0,2 ml BT x 2 PESYR AT: 10,74 BT x 30 PESYRAT. 120,83 €
ONOMAEIATOY QAPMAKEYTIKOY NPOIONTOX: Ivormax 25.000 |l anti-Xa/m| evéaiou Siahupatog oe npoyepiopévec abpiyyec NOIOTIKH & MOZOTIKH EYNOEEH: Bemiparin sodium:
25.000 IU (anti-Factor Xa*) ava ml evéapou Siahupatog. looSivapn pe: 5.000 IU (anti-Factor Xa) ava 0,2 ml mpoyepiopiévn cupiyya, 7.500 1U (anti-Factor Xa) ava 0,3 ml npoyepiapévn
oUptyya, 10.000 U (anti-Factor Xa) ava 0,4 ml npoyepiopévn oupiyya. * H Spactikdtnta nepypdpeta oe AicBueic povadeg anti-Factor Xa Spagnikatnrag (IU) pe Paan 1o Mputo Mebuég
Mpdruno Avagopdc Hnapivng Xapnhot Mopiakol Bapouc. fia tov nhijpn katahoyo twv ekdéxwy, BA. napaypago 6.1. ZYIKEYAZIEZ/TIMEE: IVORMAX 25.000 IU anti-Xa/ml, BTx2PF.
SYRx0,2ML AT: 21,86€, IVORMAX 25.000 U anti-Xa/ml, BTx2PF.SYRx0,3ML A.T.: 19,09€, IVORMAX 25.000 U anti-Xa/ml BTx2PFSYRX0 4ML AT: 23,33€
DAPMAKOTEXNIKH MOPOH: Evéopo Sidhupa ot mpoyepiopéves aupiyyec. (Axpwpo i ehappug kitprvwnd, Siavyég Sidhupa, ekevBepo opatwy owparnbiwv), KATOXOL AAEIAL
KYKAOQOPIAE: BIANES A.E. - 056¢ Tavoiov, 146 71 Néa EpuBpaia, Tnh. 2108009111,
HMEPOMHNIA ANAQEQPHERZL TOY KEIMENOY: 12-10-2021
TPOMNOZ AIAGEIHE: PappaksuTik mpaity yid To onolo anametal iaTpikr ouvTayr
Nepairépw nAnpopopieg SiariBevra amd Tov KAK karémv anoswe.

BIANE=..

BIOMHXANIA DAPMAKON

ETAIPEIA TOY OMIAOY MANNAKONOYAOY
BIANE= ALE. - ESpa: 056¢ Tatpiou, 18° xAw. E.O. ABnviv — Aapilag 146 71 N. EpuBpala Attikig, Tay. Quplba 52894, 146 10 N. EpuBpaia
TnA.: 210 8009111+ Fax: 210 8071573 « E-mail: mailbox@vianex.gr - WEBSITE: www.vianex.gr

OEZZANONIKH: Akadrjjou 113, 562 24 Evoopog Qeoaahovikng TnA.: 2310 861683
AP. FL.E.MH. 000274201000

VE-22096-IV0-4/2022
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Tithor OpiAntady - Mpoédpwv

Thachil Jecko

ABpapidng Mrewpylog

Ayyen ZtavpoUAa
AyyelortovAou Mapia
Adapdmnoulog lwavvng
AdapomnoUAou Oe080UAN
ABavoaconoUAou AyyeAki-

Fewpyia

Avaotaconoulog Xprotog

AvtwvornoUAou Avtwvia

Avudavtr Mapia

AnootolortoUAou NikoAétta

Aparmnootddn KavéAla

BaAoapdkng ETUALavog

BaotAakonoulog Oe0dwpog

BAayoytavvortoUuAou MavoyouAa

BAdxog Mavaywwtng

MavvakomovUAou lwavva

MD, FRCPath, Haematologist, Consultant in Haemostasis and
Thrombosis, Manchester Royal Infirmary, Manchester, UK

MSc, NoonAeutrg Wuxikng Yyelag, Wuylatpikd NocokopELo
Attikng, Npoedpog ZuMbyou NoonAeuTtikwy Wuxlatpkwy
Noookopeiwv EXY N. Attikng, Mpdedpog Topéa NoonAEUTIKAG
Wuyikng Yyeiag Evwong NoonAeutwy EANGSac, Mpdedpog A.3.
MaveMrviag uvdikahiotikrg NoonAeutikrg Opoomovdiag EXY

NoonAeUtpla TE, Mpotlotapévn OpBomatdikng KAwikng, .N.
Meoonviag, N.M. Kahapdrag

Avarmnpwtpla Kabnyntpla Atpatoloyiag EKMA, AlLatoloyikn
KAwikn, T.N.A. «Aaiko»

AleuBuvtric Alatoloyikol Turipatog, M.N. Meoonviac, N.M.
KaAaparog

MSc, PhD(c), NoonAeUtpta ME, AteuBuvtpla NOGNAEUTIKNAG
Yrinpeotag, M.N. Meoonviag, N.M. Kahaudtag

MSc, PhD(c), NoonAeUtpia ME, Mpoiotapévn A’ MaboAoyikng
KAwikng, I.N. Meoonviag, N.M. Kahapdtoag

OwovopoAoyog, MSc otn Aloiknon Yrinpeowwy Yyetag E2Y, ME
AlolkntikoV-OtkovopkoU, Mpoiotdpevog Mpadeliou Kivioewg
AoBevwy, YrieuBuvog Mpadeiov MotdtnTag kat SUVEXILOUEVNG
Exmaidevong, I.N. Meoonviag, N.M. Kahaudtag

NoonAeUtpla TE, OpBaApodoyikr) KAwikn, I.N. Meoonviag,
N.M. Kahapdrag

NoonAeutpla TE Xelpoupyeiov, I.N. Meoonviag, N.M. Kahapdrtag

JuvtovioTtpla-AleuBuvrpla, A MaBoloywko Tunua, I.N.
Meoonviag

MSc, NoonAeUtpla TE, Topedpxng XetpoupykoU Topéa, I.N.
Meoonviag, N.M. Kahapdrag

ElSikdg MaboAoyog, AteuBuvtng Mabohoykng KAwikng,
Noookopeio Metropolitan

KaBnyntng Awuatoloyiag, latpikn ZxoAr EKMA, Aypatoloyikn
KAwikn, T.N.A. «Aaiko»

NoonAeUtpla TE, Movada Meooyelakng Avatuiac, I.N.
Meaoonviag, N.M. Kahapdrag

Awatoloyog, Alwodootia M.1.N. TpirmoAng

MaBoloyoc, Enpelrtpla A', B' Mabohoyikr KAwikn, I.N.
Meaoonviag, N.M. Kahapdrag
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Fkévn BaocAkn NoonAeUtpla TE Anooteipwonc, I.N. Meaonviag, N.M.
KaAaparog
MkoU{ov Mapia MSc, PhD, NoonAeUtpta ME, AleuBuvtpia A.lLE.K. BonBwv

NoonAeutwy, I.N. Meoonviag, N.M. Kahaudtag

FoupyouAidvng Kwvaotavtivog KaBnyntrg Mveupovoloyiag, AteuBuvtr|g MVEUUOVOAOYLKNG
KAwikng, Maverotruio OecoaAiag

Fpoulr EMlodfet Aluatohoyoc, Zuvtoviotpla AteuBuvtpla, NY. Alwodoatac,
rA.O.N.A. «O Aylog 2aBBag»

AaAékou Mapia Awpatoloyog, AleuBuvtpla, Movada Mecoyelakng Avatulag,
Awatoloyko Tunua, M.N. KaAapdatog

Aapvakn Mapia NoonAeUtpla TE, Movdda Meooyetaknig Avauuiag, I.N.
Meaoonviag, N.M. Kahapdrag

AgAnydkng Antootohog MSc, PhD(c), NoonAgutric, MEO T.N. MNdtpag «O AyLog

Avbpéacy, Director BLS/AED-ECG & Farmacology, Instructor ILS,
E.E., EEKA, K\wikdg Exmtatbeutr|g

AoUAou AyyeAkn) MSc, NoonAeUtpla TE, Topedpxng Maboloyikol Topéa, I.N.
Meoonviag, N.M. Kahapdrag

EAguBepakng-NanaiakwpBou MNaBoAdyoc-OykoAoyog, Empelntric B, MD, MSc, PhD,

Eudyyelog ALATONOYIKO Kot OykoAoyIKO T a, OgpameuTiky KAWL,

F.N.A. «ANe€avSpar»

HAloroUAou Avaoctacio NoonAeUtpla TE, Movada Meooyelakng Avatuiag, I.N.
Meoonviag, N.M. Kahapdtag

Kagavtla Mrewpyia NoonAeUtpla TE, A’ MaBoAoyikr) KAwikr, T.N. Meaonviag, N.M.
Kahapdrag
KaAodwvog XapdAaprog MaBoldyoc-Oykohoyog, Opotipog Kabnyntrg Maveniotniou

Matpwy, AleuBuvtrc, Oykohoyko TuARUa, Tevikr) KAk
Moatpwv «OAUTTLOV OEpATEVTHPLOY»

Kaptodkng Kwvotavtivog NoonAeutric ME M.T.N., I.N. Meoonviag, N.M. Kahapdtag

Kaotpitng EuotdBiog AvarmAnpwtrg Kabnyntrg Oepamneutikic/MaboAoyiac-
Oykohoylag, Oeparmeutikn KAk EKMA

KeAemoUpn Evayyehia MSc, NoanAeUtpta ME, QPA KAwikn, I.N. Meoonviac, N.M.
KaAaparog

Kokkivn Kwvotavtiva MSc, Erokéntpla Yyetag, I.N. Meoonviag, N.M. Kahaudtag

Kotooputn lwdvva MSc, NoonAeUtpla TE, Mpoiotapévn Movadag Eudpayudtwy,

.N. Meoonviag, N.M. Kahapdtag

Koukn Bipywia NoonAeutpia TE, Mpoiotapévn Tunpatog Enelyoviwy
Meplotatikwy, I.N. Meoonviac, N.M. KaAapdrtag

Kouloupévta Baothkn MveuovoAOYoG-DupaTIOAOYOG, ALGAKTWP 1aTPKAG ZXOANG
Mavermotnuiou GecoaAiog
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Koupaplavou Apyupw

Koupéta Zodia

KoupH Mewpyia

KouteAldpn BaotAkn

Koutooupumnol ZtavpolAa

KwtoUAa Avaoctacio

KwotomnouAou BactAkni

Nayou ZtaupoUAa

NeBéving XapAaAapmog

Awakéa Frewpyia

Aiyka Mapia

Mapn Mavaywwta

MuaortouAou Mehiva

MooyoBitng AAEEavdpog
Mout{oUpn AyyeAwn

MoutoyAn EAévn

MnaotolUvn EAlocdBet

MrmAékou Osavw

Mrnoula StaupoUAa

MrmpilotoyLdvvng ZwTthHpLog

Mutakidn ZtaupoUAa

Awatoloyog, AleuBuvtpla A" Atpatohoytkng KAWLKNG,
Metropolitan General

MSc, NoonAeUtpla TE, Mpoiotapévn M.T.N., I.N. Meoonviag,
N.M. Kahapdrag

MSc, PhD(c), NoonAeUtpla ME Awodootac, I.N. Meaonviag,
N.M. Kahapdrag

MSc, NoonAeutpla TE, Mpoiotapévn OdBaAporoyikrg KAWIKAG,
.N. Meoonviag, N.M. Kahaudtag

EvtatikoAdyoc-Tveupovoldyoc, Mpodedpoc Emttpornic
Noookopelakwy Aotpweewy, I.N. Kahapdtag

MSc, NoonAeUtpla TE, OKANA Meoonviag

MSc Kowwvikec Eruotrpeg, ME Atoikntikol OKovopkou, p.
A/vt latpknig Yrinpeotag, I.N. Meoonviag, N.M. KaAapdtog

NoonAeUtpla TE, Mpolotapévn Yuylatpkng KAwikig, M.N.
Meoonviag, N.M. Kahapdrag

MSc, PhD(c), NoonAgutrg, I.N. Mdtpag «O Aylog Avopeag»,
Director BLS/AED, Instructor ILS, I. Tpappatéag 3% M.T. ENE

MSc, AleuBuvTpla Atoikntikng Yrinpeotag, I.N. Meoonviag,
N.M. Kahapdrag

Awatoloyog, Erpentpla A EZY, Movada Metapooxeuong
MugloU twv Ootwy, M.I.N. Matpwv

MSc, NoonAeUtpta TE TEMM, I.N. Meoonviag, N.M. Kahaudtag

NoonAeUtpla TE, Turiua Emelyovtwy Meplotatikwy, I.N.
Meoonviag, N.M. Kahapdrag

MSc, NoonAeutr\g TE MEO, I.N. Meoonviag, N.M. Kahaudtag

NoonAeUtpla TE, A" MaBoAoyikr) KAwikn, I.N. Meoonviag, N.M.
Kahapdrog

MSc, Maia Mateutikng/Tuvaikohoykng KAwikng, I.N.
Meoonviag, N.M. Kahapdrag

MSc, NoonAeUtpla TE, Mpototapévn QPA KAvikng, T.N.
Meaoonviag, N.M. Kahapdrag

NoonAeUtpta TE EvSookonioewy, I.N. Meoonviag, N.M.
KaAapatog

MSc, NoonAeUtpla TE, Mpoiotapévn Tunuatog Bpaxeiag
NoonAetag, I.N. Meoonviac, N.M. KaAapdrtag

ElSikeuopevog Alpatoloyiag, Aipatoloyikn-Asudwpdtwy
KAwikr kat M.M.M.O., T.N.A. «O EuayyeAlopog»

MSc, NoonAeUtpla TE, Mpoiotapévn Movadag Mecoyelakng
Avaupiag, I.N. Meoonviag, N.M. Kahaudtag
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Ntdakoupn Mapia

MNaywvn Mapia

MNavaywtakonovAov Kuplaxkn

Navaywwtiéng Mavaywwtng

MavtafomouAou Avactacia

Naguuasdn AyyeAkn

Nanayswpyiov EAévn

Namnayswpyiov ZwtipLog

Napvaocd lwdavva

Nétpoula Evyevia

Mnyaditou Avva

MAwWKa XpuocoUAa

MoAukavdpwtng T{avvig

MouAéa Apyupw

MNpdttn Tploglyevn

PAAAn Mapia

ZaAapolpa Mapia

Zapwvng Frewpylog

Tkpemnétng Kwvotavtivog

Inupdwvidng AAE§avdpog

Mpotlotapévn Taktikwy latpeiwy, M.N. Meoonviag, N.M.
Kahapdrag

Alpatoloyog, AleuBuvtpla, Alpatohoykn-Aepudwpdtwy KAWL
kat M.M.M.O., T.N.A. «O EvayyeAlopoc»

NoonAeUtpla TE MT.N., I.N. Meoonviag, N.M. Kahaudtag

KaBnyntg Apatohoyiog, AleuBuvTr AlLATOAOYLKAC KAWLKG
EKMA, T.N.A. «Aaikd»

NoonAeUtpla TE, Tuiua Emelyovtwy Meplotatikwy, I.N.
Meoonviag, N.M. Kahapdrag

MSc, NoonAeUtpla TE MEO, I.N. Meoonviag, N.M. Kahapudtag

PhD, Aiknyopog-Atbaktwp Nopikng ZxoAng EKMA, Nopuwkn
YUupovioc Evwong NoonAeutwy EANGSOG

Awatoloyog, EripeAntrc, AlatoAloyikr) Movada, B
Npomawdeutikn Mabohoykn KAwikr EKMA, M.IN. «ATtikov»

NoonAeUtpla TE, AvaioBnotohoytkd Tunua, I.N. Meoonviac,
N.M. Kahapdrag

NoonAeUtpla TE MT.N., I.N. Meoonviag, N.M. Kahaudtag

Alpatoloyog, AleuBuvTpla Alatoloyikng KAVIKAG, laTpikd
Kévtpo ABnvwv

NoonAeUtpla TE, Movada Meooyelakr Avaupiag, I.N.
Meoonviag, N.M. Kahapdrag

MSc, NoonAeutrig Wuxikng Yyelag W.N.A., Tevikog MpauaTeaS
ENE

MSc, NoonAeUtpta TE Awodoatiac, I.N. Meoonviag, N.M.
KaAaparog

MSc, NoonAeutpla ME, Mpototapévn Kapdlohoykng KAk,
I.N. Meoonviag, N.M. Kahapdtag

MSc, PhD(c), NoonAeUtpta TE, TopedpxnG ALATOMERKOU Kalt
Wuyxkng Yyelag, I.N. Meoonviag, N.M. KaAapdtog

MSc, NoonAeutpla, AvatoBnololoyko Tunua, Director
BLS/AED, Instructor ILS, T.N. A. Axaiog
Oykohoyoc-AowéloAdyoc, Opdtiuog Kabnyntrc MaboAoyiag

Juvtoviotng AteuBuvtric Oupoloyikrc KAwikng, Mpdedpog
Erotnpovikol upBouliou, I.N. Meoonviag, Mpoedpog
latpikrc Etatpeiag Meoonviag

KaBnyntng Awpwatoloyiag Maverotnuiov Matpwy, AleuBuvtrg
AteuBuvtric Movadog Metapooxevong Mughol Twv OoTwy,
M.I.N. MNotpwv
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Itpath) Baowkn NoonAeUtpta TE, Tunua Enelyoviwy Neplotatikwy, MN.
Meaoonviag, N.M. Kahapdrag

Fupewvidng Avapyupog KaBnyntg Awpatoloyiag Maverotnuiov MNatpwy, AleuBuvtig
Awuatoloykou Turpatog Maboloykng KAWIKAGg

Tlapapa Mrewpyia MSc, NoonAeUtpla TE, KAwikry COVID-19, I.N. Meoonviag, N.M.
KaAapatog

Topywtng Mavayuwtng AvarmAnpwtrg Kabnyntrg Atpnatohoyiog EKMA, Auatoloykn
Movada - B’ Mpomatdeutikr MaboAoyikr KAwikry EKMA, M.I.N.
«ATTIKOV»

Towvng lwavvng Alatohoyoc, Atpatoloyiki-Aepdwpdtwy KAwikr kot
M.M.M.O., I.N.A. «O EuayyeMopoc»

dappa Mapia NoonAeUtpla TE Xelpoupyeiou, I.N. Meoonviag, N.M.
KaAapatog

®oulisSou Zavlinmn MSc, NoonAeUtpla, Instructor BLS/AED, T.N. Matpag «O AyLog
Avpgagy

Xapxohdakng NikoAaog Awpatoloyog, AleuBuvtig, A" Aquatohoyikn KAwikn,

Metropolitan General

XeAd Mapia MSc, YrievBuvn Turiuatog Opydvwong kat MAnpodoptknc, T.N.
Meaoonviag, N.M. Kahapdrag




Modification:
sustained molecular Long Term
response’ Efﬁc acy:
durable

hematological
response?

Change PV

Ztnv EAAAAA
SrariBerarrdn
OTNV MEPEKTIKOTHTA
Twv 250 pug/0.5ml

Proven
Tolerability:

no leukemogenic
and carcinogenic
risks?

1) Gisslinger et al., Blood 2018 132:579;
2) Gisslinger et al., EHA Library. Jun 15, 2019; 267074; PS1457;
3) BESREMi* European Public Assessment Report (EPAR) 2019;
4) E. Verger et al,, Blood Cancer Journal (2018) 8:94,

Mpw T ouvtayoypdenon aupfouleuBeite v MNepiinyn XapaktnpioTikwy Tou Mpolévtog

nou SiatiBerar ano v etaipeia kal cupmepiAapBavetal ato napgdv MpAypappa.

EAMNAAA: EvBeikmikn Tipr] BTx1PF. PEN+2 Behéveg yia éveon: 1643,82€.

EAMNADA: Tpémog SiaBeong: Neplopiopévn iatpikn cuvtayr). H Siayvwon kav'r n évapén e Bepansiag
yiveral oe voookopEeio kail pmopei va ouveyiletal ekTog voooKopeiou und voookopelakr mapakohouBnon.

Bonbiotze va yivouy Ta @appaxe mo ac@ail Kau

& ° Ao P AOP Orphan Pharmaceuticals GmbH Avagépete
b Member of the AOP Health Group OAEE g SVATNJ&TEG evEpyELES Y10
- i T0 PApROKE
HEALTH Leopold-Ungar-Platz 2, 1190 Vienna, Austria Tupminpavovrag Ty «KITPINH KAPTA»

www.aop-health.com

BES.KTX.06.05/2022
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[evikés mAnpo@opies

Awopydvwon
Apxéyovo Kuttapo Alpatog

Zuvélopydvwon
Mepipépela Mehomovvrioou, M.E. Meoonviag

Me tn cuvepyaoia

eToU Atplatohoyikol Turpatog M.N. Meoonviog

*Tn¢ AteUBuvong NoonAeutikng Yrinpeotag I.N. Meoonviag
*ToU 30U Meptdepetakol TuAuartog E.N.E.

*TNn¢ latpknc Etatpeiag Meoonviag

Yno tnv Awyida

e Tou Afjpou KoAapdrtog

e Tou latplkou ZUAAGYoU Meaonviag
¢ tn¢ Evwong NoonAeutwv EAAGS0OG

Huepopnvia Ste€aywyng
9-10 ZemrteuPBpiouv 2022

Tomnog dieaywyng

Zevodoyelo Elite City Resort
Navapivou 2, 24100 KaAapdta
T: 27210 22434
www.elite.com.gr

Evypadég

H eyypadn kat n mapakolouBnon tou cuvedplou elval dwpedv Kol ETITPEMETAL HOVO O€
ETAYYEALQTIEC LYELQC KAl OE TIPOTITUXLAKOUC/UETATTUXLAKOUC GoltnTES. Ol CUETEXOVTEG elval
anapaitnto va BeBatwvouy Ty SLOTNTA TOUC, TPOCKOUIZOVTAG AVTLOTOLO AOSELKTIKO OTOLKELD.

0d&nyieg napakoAovOnong pe puoikr mapovoia

‘000l CUUUETEXOVTEC ETLOUHOULY va €XOUV GUOCLKI TTapoucia Ba MPEMEL va TTPoGEABOUV OTO XWPO
Sle€aywyng yla tnv eyypadn Toug f va TpayLaTOTIOGOUV TNV TIPOEYYPAdT TOUG NAEKTPOVIKA HECW
NG LOTOOEAISOG Www.events.gr. TOUG CUUUETEXOVTEG Ba 0TaAEL NAEKTPOVLKO barcode mtou Ba mpémet
VO OOPWVOLV KATA TNV £(0060 Toug otnv aibouoa.

Ma tnv eloodo otnv atBouca Ba tnpnbel celpd mpotepaldtTnTag Bdoel TG wpag adng otov
oUVESPLAKO XWPO KAl OXL TO TOTE TpayaTonolOnke n eyypadr oto cuvédplo.

0d&nyieg SLadiktuakng mapakoAovOnong

BACEL TWV VEWV UYELOVOULKWY TIPWTOKOAWY, TO ZUVESPLO Ba TtpoBAMETAL TAUTOXPOVA SLASIKTUAKA
Uéow TNG LotooeAidac www.livemed.gr.

Eav elote véog xpriotng mapakahoupe akohouBnote tn Stadikacia Snuoupylag Aoyaplacuou
SUMTANpPWVOVTAC Ta amapaitnta nedia oto Livemed (natrjote oto nedio Register / Eyypadn). H
Snuoupyla Aoyaplacuou eivat Swpedv Kl UTTOXPEWTLKI YLA TNV TapakoAoUBnaon Twv opAlwy. Eav
€xete 6n Aoyaplaopo oto Livemed xpnoLomotiote Toug kwdLkoug oag yla va cuvdeBeite, emNéTe
Qo To WEVOU TNV Katnyopia Live, To cuveSpLo ou BENETe va TapakoAouBnOETE KAl 0T GUVEXELA

To elkovidlo Go Live r; Go Virtual.
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KAANAMATA

YTn cuVEXELa yLa va cuvoeBeite pe tnv aiBouoa, em\éyeTe armod To Pevol Tou epdaviletal oTo
KATW HEPOG TNG 060vNG oagc, TNV «AiBouca ZUVESPLACEWVYY.

Inueiwon: Edpoocov embupeite va mapaAdBeTe MIOTOMOLNTIKO, €ival amapaitnto va
petafelte otnyv ekovikn «MFpappateia Zuvedpiouy, Kal va odokAnpwoete tnv «Eyypadni»
00C OTNV ETILOTNHOVLIKI EKSHAWGT TIATWVTAC TO AVTIOTOLXO €LKOVISLO, WOTE va apyloeL va
Kataypddetal o xpovog mapakololBnaong.

OSa

Mopra Zuvex{opevng latpikrg ko NoonAeutikig Eknaidsuong

Qa xopnynBouv 4 MopLa Fuvexllopevng latpikng Eknaibevong (CME-CPD) amd tov MaveAArvio
latpikd XUAoyo kat 12 Movadeg Tuvexillopevng NoonAeuTikng Ekmaibevong and tyv Evwon
NoonAeutwv EANGSOG.

NapaAapn Miotonontikov

Bdoel TG eykukAiou Tou EOD, Ba umtdpxel cUOTNHA KATAUETPNONG TOU Xpdvou TapakoAolBnong. To
TUOTOTOWNTIKO TtapakoAouBnong Ba elvat SLaBECLUO LETA TO TEPAC TWV EPYOCLWY TOU ZEUWVAPIOU O
000UC OoUVESPOUC €xouv Kavel eyypadr. Amapaitntn mpolmobeon yla tv mapalafr) tou
TUOTOTONTIKOU TtapakoAoUBnang eivat N cUUMARPWON TOUAAXLOTOV TOU 60% TwV GUVOALKWY WPWV
TOU ETUOTNHOVLKOU TIPOYPAUUATOC KAL N NAEKTPOVLKY CUUTANPWGN TOU EpWTNHUATOAOYIOU afloAdynong
Tou cuvedplou. O aplBudg Mopiwv Zuvexllopevng latpikng Exmaidevong (CME-CPD), Ba urtohoyLoTel
Baoel Tou xpovou mapakoholBnong mou Ba kataypadel oTnv MAatdopua Livemed yla 66oug €xouv
SLabIKTUOKT) TTPOUGLA KAl OTO CUCTNHA KATAUETPNONG 0TNV £l0080 NG alBouoag yla OGoUG EXOUV
duotkn mapouoia. Motomontikod S popel va 6506el yia tnv on-demand napakoAouBnon.

TO TILOTOTOLNTIKO TOuG ameuBeiag amd tnv mAatdopua pécw tou mediou «Mapalapn
MwotomnowntikoU», To onolo evepyoroleltal LETA TN AREN Tou Tuvedpiou. To CUYKEKPLUEVO
nebilo Ba elval evepyo €wg Kat 6 Uveg ard t Anén tng ekdnAwaonc.

@ OL GUUUETEXOVTEG (elTe pe duaLkn elte pe SLAdIKTUAKN TAPOLGLa) UopouV va tapaAdBouv

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

EA. BeviZéhou 154, 171 22 N. Zubpvn, TnA.: 210-98 80 032
Oat: 210-98 81 303, E-mail: ets@otenet.gr, ets@events.gr
Website: www.events.gr

Events & Travel Solutions

AnayopeUeTaL pnTd N avanapaywyn, avadnuooieuon, aviypaen, anodnikevon, nwAnan, uetadoon, dtavour, ékboon, ektéAgon, Arign (download),
UETAPPAOT, TPOTTOMOINGCN UE OMOLOVEHTOTE TPOTIO, XWPIG TN PNTH TPONYOUUEVN Eyypacpn ouvaiveon ¢ Etaipiag, Tou ouVOAOU 1) HEPOUG TOU
nepLexopévou tou lMpoypduparog. H E.T.S. Events & Travel Solutions entpuAdooetat pntwe navtog Vouipou Stkatwpatos e yLa m dtapuaén twv
SIKQUWUATWY MVEUUATIKIG Kot BLounyavikns tdtoktnoiag. Ma avaAutikotepes mAnpopopies emtokepdeite to www.events.gr.



SANDOZ:

RIXAT-ON°®

rituximab

"d ZIEXXTENZO

pegfilgrastim

A Novartis
SANDOZ ;"
' To pdppako auTtd TeAsl UTIO ouPTTANPWHATIKT TapakoAolBnan KAK: Sandoz GmbH
Biochemiestrassa 10, A-6250 Kund!, Avotpia

Trongeio emronwviog oty EARGBa:
Novartis (Hellas) A.E B.E/Sandoz division
Dpaykoxehnog 7B, 151 25 Mapotor, ABriva
Trh.: 210 2811712, ©ak; 210 6857655

Lenalidomide/Sandoz
Bortezomib/Sandoz

Azacitidine/Sandoz

SANDOZ_HEMA_JUL22 GR220719534

SANDOZ 557

KAK: Sandoz Pharmaceuticals d.d.
BRTEATA ML YN SOOMORS T8O SO Verovikova Ukca 57, 511000 Liubljana, Siovenia

averIBimIES Eroigefo emxonviviog ovny EAabia:
~=zs. I
& l \ @paykaxkhnads 78, 151 25 Mapoor, ABrive
R AT T 210 2611712, oaE: 210 6857665

Mpiv T auvtayoypagnon oupBouleuteire Ty TARPA Nepihnyin Twy Xapaktnpioikiy Tou kaBe Mpoibvrog,
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D anaBl0sis -l
5 2 AOP ORPHAN » astellas

pharmaceuticals = T FOCUS ON RARE DISEASES

AstraZeneca Vv B—IA'\NE= ~= I Bristol Myers Squibb

A DEN0 0 (cenesis

] ~ 3
INNOVIS janssen )' oncology ‘,:_,\—';

Future health today ~  PremwecesmeaconmuEser ohmronfohmcn C 1] }j qu:] r
MEBRCK & Pfizer %RM
Oncology
sanpoz:::-  tewd
N WinMedica
Serving Health for Life



NEPIAHYH TN XAPAKTHPIZTIKQN TOY NPOIONTOX

To papyaxo autd tekel und wun)npw:mm napaxohodBnan,. Autd Ba empéye 1o ypryopo npoobiopiapd véww
Mﬂpww aopdheing. It and Toug zmv\dwmc uva:x. w uwwipuw muaoﬁqm mBgvohoyadjseve;
evépyeiec. Bhéne napd 4 Byt ov Tpd VEDEILN,

1. ONOMAZIA TOY ®APMAKEYTIKOY NPOTONTOE: Venclyxta 10 mag emwahupipéva e hemd upéwo Biokia, Vendywto 50 mg
emkahojpéva e hemtd upévia Biokia. Venclyxto 100 mg Emmhnuusw e hemtd upévio Gioxda. 2. NOIOTIKH KAI NOZOTIKH
EYNOEXH: Vendlyxto 10 ma snmahuyuéva ye hemd vpvio Siaklo: Kabe enmaluppen e Ao upévo Sioxlo nepiége 10 mg
venetodax. Venclydo 50 mg emxahuyyéva e Aemd upbvio iowla: Kibe emwadupiiévo pe hemtd upévo bioxo niepeeye 50 mag
venetoclax. Venclyxto 100 mg emkakopyéva jse hemma upévio diawda: Kafle emkalujiévo iz Aemma upévio ioxio mepiéger 100 mg
venetocax. fig Tov mivpn Keahoyo Twv ﬂ(ﬂq(w Béne napdypago 6.1. 3. OAPMAKOTEXNIKH MOPOH: Enkahiyivo e
Aemtd upévio Giaxio (Biaxi). Venclydo 10 v e hemd uévio Gaxdo; Yoltpive, otpoyyuld, ameﬂupTw oyfipioneg
Biokio Biopétpou & mm, yapaypévo pe Ty tvézlﬁn V om pa mheupd ke 10 o1y akiv).
it Bioxdo: Mmed, enipinges, aprpiuptou ayfjata dlm:[u Jroug 14 min X mec 8§ mm, yapayuevo e Ty ededn V om
it mheupa kan 50 oy Rk, Vendyo 100 : YroKiTpIve, ENjInKeS, apiplkuptos oyjiatn;
Gioxio roug 17,2 mm ka hdToug 9,5 mm, wmmmvmﬁafa\fmgmmsum v 100 om akky, 4. KAINIKEE
NAHPO®OPIEL: 4.1 Bepameutixéc evbeifeg: ToVenchyrto ox wvbuaoys pe opmyourouloupidym eviikvutal ya ) Bepanein
vk nofevay e xpivia epgorumiape heuyaiplo (XAA) ot oncior Sev gouv AdBe nponyolpew Bepansia (BAéne napdypago
5.1). To Vendlyxio o wwﬁuuwé e prouBpapm evielvora yia 1 Bepaneia eviikiv ooy e XA o omoiot ixow hafa
toukdyatov ia nponyodpesn Bepaneio. To Ventlyrto w povoBepaneia evdeixval Yot &Epumlu mg XAV - napouoia éMepng
l?pnumMuEmmH’ﬁuemhmumL ot Gev eivan katakhnho f Expuy el 0 Bepaneia g évav aviotohén
Tou jiovoramoi tou unobagéa T B-AepgokuTtdpuw r « ancusia ENegg 1/p | psmuufmn'm 1753 0e evrioug aoBevelc, o1
anaiol EYpuY anoTige: TO0D OF avooyT EoBERanEia 600 kai 0E Bepaneia e évav QYOITaRED TOU POVOMITION ToU UMIDSCKED TV
B-hepporumdpan. To Venclyxto o owwbuaopa pe évav uncjieBuliumkd napdyovea exdeixvural yia m Bepaneia evnhikuoy aodewiv
ig veoiaywwotieion ofgia puekoyev Aeuyapia (OMA) nou Gev eivar kardMnhor yia sveankr) ynusw@epancio. 4.2 Aooohoyia
KaL Tpénog xnpl‘quqc H Bapanun e venetoclax rpéna va Gaxvd kat va mpunu)uueﬂml and & w:rrpo e qmupla o
)‘,pﬂm AVIKAPKVIKLY GOPLAKEUTIKGY npménuv 0 uo&wlc nou eAuBm verietocla umpa " avartiépuy aivdpopo Mong
ayvou (TLS). Or minporoplec now neptypp g, afodynon kndivay,
rmu ptrpm npogihaE, Tou mpoypdppaTo v ESETa0EY KAl TV

Xopnpd | Uhoron Aeppabévec | And 1o ooy Abhonoupivin) EEuTEpKG Tpei
(LN} <5cm KAl (15-21) Ty npaym Béan 20 ma kai
ALC <25 x10°L 50mg: Mon and m &oon, 6 &
A apec, 24 tpeg
Tia emakdhoudes avrioa T
doang: ngum’)mé%
Meoaio | Omotoadrinote And o aviyn AWomoupivir Bewtepid
heppadévag (LN) 5 [(1,5-20) Tia vnpm'mﬂoa]?(]mgm\
cméw < 10em Kal EEETa0TE T0 endeydiew 50mg: Now and m &oor, 6 &
H emnhéov euboghefiac Adipeg, 24 opeg
ALC=25x10°1L Yoprynens Tia emakdhouBes augfjoer T
Soanc: Mpw and ) doon
Tia e npeom 6den) 20 mg kar
50 mg: EEeTaoTe o viEydyEw
voarhsing twv aoBevan pe (0l
<80 ml/min, (Aéne napaxdw
v mapakchoddnon oe
VOOOKOYEID
Tiprho Ormmﬁnmm #nd o atopa (1,5-21) ANanoupivolr, E&rﬁm 10 vooakoyein
Bgabéva L) Sophéf Beydpevo yopynony, |« fia my npw Sden 20 mg kai
=10emH (150-200 mi/hr ymoupikacn vy apn | S0ma: Mpivand m doon, 4,8,
ALC=25 XT0PLKAL | driu yiveran avextd) wnmuo&ocelvmmm 12 xa1 24 wpeg
onoinodrinate Kard m évapén) Eéwotepixd iopeia
Mepipasiévac (LN) « lia makdhoubies avtiamc
=5 ooryc: piv and m Gdon, 6 €6
8 peg, 24 peg

ALC = amihuor apiBde evaxurrdpaw, (] = kibapon) kpeamvivmg, LN = Agipadéva,
“Iryrijate amd 10U aofeveic va mivouy kabnyiepiva vepd Eervuviag lnuepe: TipHv ka1 raf ke ) Biapkeia T pdons,
Thonainang 1 Boang, idikorepa npiv Kal Kot T BaKEK TwV NEPLY YOpTYTONS rrb'.ﬁécm :urﬂwvéwpﬁn Kabac kol

apyikou, B mpemes va akohouBo0VTaI yia T TN Kkt ) MW“’"WI’M“&JWWM boaokayia; (0 e enakahoubi abénon ¢ Sdo I evbdmaon o kiBe nobev] nou Gev & T
Xpdva Aeppaxumrapu Aeyxauic Mpdypaypa ki ddanc: H 6on Evapéng eivar 20 mg venetodax pla popd nyeprolu yo tépa ewbinoon. oG T S0, Yoy vbogié o frmariome
7rui[;]1§<.H?bmnpi»zlvuuu{ﬂm ovafiard, ¢ pa nepiodo 5 epdopabioy, fwg my nyeproa Goon v 400 mg, amag paiverar PApyione m yopriynon aMhomouprvshag f ikén Ty ofenbidong g S 2 &g 3 npépes mpiv and m évapé Tou
oo Mlivaka 1. netoclax.
*Afiohoyrione g aparohoyies eGexaae {xihio, oupid ofl, puiapopoc, aBéono kai KpeaTiv), ENGVEEETATTE D€ NPaYUOTIXG
Tivara 1: Aufmdysevo Goookoyid oyrjia noBevelc pe XAA Apdvo.
_ - b ouéfioe; my, Bharg houirione g ayarahoyies efemane an b éw 8 wpe; ko onig 24 wpe yin Toug
Epbopdda Hpepiioia doon venetodax aofieeicnow eéaxolouBoly va Gipéyouy Kivuvo aparcTLS.
1 0
7 50? Tporonariaei; oy, ya 1o oindpayo Nian dyrou v e oz Xpwa Aeigoruapis] Aanaiylo: Miopel va
!l ) i kai/f ) peieon m Soang yio To&xdmrrec. Bhéne Nivaka 4 ka [Mivaxa 5 yio Tic npoTemdijeve Tpanomiaeic g

3 100mg bmq:wumﬁmecmuuxm(mumvemu(m

4 200 mg

5 400mg Mivaka 4. T Tpanomoiues; Ty, Béan 1ou venetoclax ya ofwdmree oy XAA
Ta npéypajipa ﬂﬂmwm( e Soany, Bidprsiag 5 Ep&uuﬁw. vl oyEROOUEVD Yia vl perve m&ammw}mm wsﬂu Zuppav [ Eppdvion ] Evipyew
(oysopeitonn) Kkai v pexivel Tov kivBuvo eppavion; updvion TLS. Jo v & FivBpoyo Niary; dykou
Ta venetodax. yopnyeltal yia évin odvaho 12 kishoy, kdBe kikhog anoTekeitar and 28 nuépec 6 r.um a& ouwbuacyd e Alhayé o apatahoyiké | Onowbrrote ,\wmﬁmmm e npépac. aném;ﬂu&)w eV 24 g 48
opmvouTouCoUdjm), GKMOUBGUI.!M\ mmﬁmmuc vemetoclax ¢ ove rapdyovrag-Hopryrate 100mg (T EEETa08IC 1 oujIme u i and T TeAsuain 56 e oy {6ia 56
my Hyépa 1 1ou Kirkoo 1, 6900 mg ta (v va yopnynBad my Hmpu ﬁmv mépul)(umvﬁme evBekmid Tou TLS Tiamuyv oy omc anarohoyeé eégrdoe; pIOOTER
1000 mg i Hupec 8 kar 15 1ou fixhou 1 v Hyépa 1 il emaBouoy Koo 28- e, W Eva oivoho 6 Kikkov. 48 wpec yia va BiopBuloly, ouveyiote ot | (Bhéns Mivoxa 9,
Zexniiote T pdypaypa manoinong Ty Boory; 1ou venetodax, Bidpkeag 5 zBBﬂuu&.w E\UE Tivaka 1) mw Huépa 22 1ou T Tis? e B
M]mlwmmmn}uHu!ml&mMnulew i Homoingng T, Soong, Blgonuuﬁ?mwmmm) TR allgid
auviTiajievr) Sdan venetodax elvar 400 mg plu cpapn npqummc am v Hépa I Tnu ch)\au 3 T opmwauTou{oupapmIg €6 M aprohoykic rofomeG
my TeAeuTain e ou Kikkou 12-Ad toclay o8 i U | H ouvaTijiewn N apalomE; Tiegdvon oot ouvenetoda
Goan 1ou venetoclax oe uwﬁuuwn u:pnoo&pﬁpm :Ivm 400 mg putpopu Teproiu (ﬁknmpavpuqns Ty0 16 hemopépeec ) . ) ) -
e O e
éxaM&lwwmwwnnummﬂoaqm@Omgwndﬂﬂnvmhwém Tuwnmduhyﬁumwuﬂum.acurﬂw o “_KMWDPE HOTE TR k. B ek
Hyepa 1 vou Kiwhou 1 e yopiynang me prouépdum; (Mmpﬂwwpo!]] mgﬂumm@mmmwnﬂadamg T bmm‘;mwmmclai
LiovoBepansi; Howmontyiewn oo 1ou venetoclax ehvar 400 mg pia gopd njepn T 4y va mapampr <o i s
EEENT) TG wOaDU f vo i yIveTan Théow veKTr and Tov aofiev, mmm_mhwwwn bamMm oyfijia oo ::;;an n:: &mmﬁﬁﬁmm‘w mepmm mﬁﬂ
venetoclax (oupmepiapPavopéunc T Trhonoinanc e 86on) rapouoidlenar otov Tivara 2. EDIDOOTEDD KATE T BT, VAN ToU ITpos.

) Ansarohoynéc Tofmiec
Nivaxag 2: Aufavipevo Sooohoyixd oyrijia o€ aoBevels pe OMA s T prre——
Hpépa Hueprola daon venetoclax 3 e Molyioby A nuperd, Tiam pewory v kvBivav pohuvong nou oyerilovion e Ty
1 100 g Amokoyké; OEKGTTE Jnopel va yopaynBel SieyepTikac MapdyovTac anoiu KOKKIOKUTTpN
7 0 Pafpod 4 (sadcam {G{Sﬂu&mvenemdaxuuaéekwm whwixd. Mo, n woéikamn
- Atmg epgonevia) unoywpnoe ok lou Busmunmupxm npéc, ) Bepaneia e venetoclax
3 o e 400 mg [mopel va awepovel o o Bdan.

H algamisin mpéna va yopnyeltan o¢ oon T 75 mg/m? oipamiric empdveag (BSA) efte evbiophefitg eire omoddpia ig xal Amwmm\'ﬁmﬁld& ) o
Hysépeg 1-7 e kikhou 28 nyiepdv Exviviag and T Hyépa 1 ou Kikkou 1. H SeormaBivn npéner va yopryeita oe Baor Tav enoxéhoude; | EGevdane 1o evdeydyevo yprarc G-CSF odpuna e i kAkéc evbelel.
20 mg/m’ BSA evbophefia nic Huépes 1-5 kie xirhou 28 ryepun Eexmdvias and 1y Hiaépa 1 ou Kixhau 1. H Sooohdyron EjupavioC AxohouBriare Tic obyiec pelany; m; Sdong Tou Mivako 5 kavd T owéyon
Tou veretola el va Sokone, kard e, ya 1 Sagepon v ool | Ty i Bepaneio e reﬂaudan e r ibpdoon. H Soom propei va et
uwpmMuwa&me(Nmﬂfvmﬁ ). To 3 nupdywmnpém vuwva(i(zml = M Saxpr euépeio v atpod:

uéypt va maparypryfel <6€Ng g vooou | ury anobexr; voéwi. (Ipdngn tow ouvdpduey Adanc dpau (TLS); O woleveis nou
unoPahovon oe fepaneia e venetoclax pnopel va eugavioowy TLS. Mo aidixé Aemopépere; oyenikd e ) Siayeipion) avaloya
|iE TV SR T vBaou TpéNEl va avaTpeEETE o aviiaToiyT) Mapdypaga Mapaxim. Xpdwa Aepoxutapi Asugayio: To
venetoclax [imopel va npakahéal Tayela |iEitann TOU GyKou, Kol 6X X TolTob evée kiviwo yia TLS atry apyki) gaan TThonoinang
Ty, Boong, Bidpkeiag 5 efSopaduw o dhoug rous aoBeveic e XAA, aveCapra and Togopti tou oykou ko dkha yapaKTrpETIK ToU
aoBevoic. Mexd and 6 e 8 dpec ond  npn oor venetoclax, kafix ko oe ki aiénon m ddong, jmopei va mapamprfoiv
perafobéc oaug rﬂﬂcrpow{[(mu auvoun e TLS, of anoieg anartaly Eykaipn aviperdman. Afodayate Toug eliwole, yia xife
aobew), mpdyovteC Goov opopd o eninebo kivbivoy mwumu]( TLS i yopriyfiore evuddriaon yin dyous npogilatry ki ava
UMEpOUPHTIHKT) YL} aToc aoBevels npiv and v Mt Son Tou vermdax m m pedusary Tou KivBivou egaviang T15. 0
Kidevoc Epgawan 1S s 0t Baoierrce ok mpdyovc omephay oy i

ESgntione o eweyjievo Siaxomic Tou venetodlax e aofevell orous amoloug anomeran jelan) my; Séon: katd Myarepo omd 100 meg
wnmmmwlqﬁmuéﬁ
yarjon my; éxdoory; 4.0 wv Konov Kprmpi Opokoyiag yia 1

avndpdaic peTn
AvemBiyima Iup]lmn Tou EBwKod hammoiou Kﬂpmvou (NCICTCAE versian 40).

¥l ik TLS npooSiopiomie wc epyaampiars TLS uamma,mmmum ofsia veppik avendprein, kaphiaké;
oppubiles f ek kpioesc f/kar aigvidio Bivaro (héne nopdypoga 4.8).

Mivaxag 5: Tpananoingr g S6one wa TLS ka GMe odwaies ywa aoBeveic e XAA

pnmus\n;vupptm‘g hertoupylag (kaBapon kpeanvivng (1] <30m\.‘m|n] oy

¥afix jieiveral o goptio Tou ko e ) Bepansia pe venetoclax (Méne napaypaga 4.4). Mo v fuapén 1y Bepanelag pe

venetodax nipénel va yivera o ahoug Tou¢ aofievel extinon Tou gogtiou Tou Gykou, fou va nepikap Pavel aktvohoyikr agohdyrion

{my, a€ovikr) Topoyparia). Npéne va yiverat a§ohiynon lwvmm&wmdna&niumw (Ko, upid u&,mpﬁpu(, aoféonoxa

KpemTvivi)} Kat va diopBiivovtm mpolmapyouo; Sarapayéc. O Mivakag 3 TapaKaTw MEpPAPE T MPOTERGEVT TPOPUAIKTIE

nwmmwanLS Kal mumMm Kad ) Bepaneia e venetoclay, oljpuwa i€ Tov kaBopcpo muwnmtmayxm Pdoa
i 4.4). Emnikéoy, Oheq o ouvvoanpammteg Tuwv noBeva Ba npénet va hapfl

Adan kard tn Saxom (mg) Aéon enavévaplng (mg')

biaitepa g 40 L)
ayeou. O kivBuvor pmopel v 300 00
pit] 100

100 50

50 20

20 10

H v S npéne1va ooveiCenar yio 1 éBBapiba mpw vy odénon me Sdonc.

umnmm)\nwmuﬂmhmwamn'\vbuw popUATKIKT aywyTi; kat joric, Oto mhaico it nepibaking o
E5WTEpING aTpein €ire voookapelxrc mepiBalry,.

Tivakag 3. Mpotenvojiew npoguhakmikr ayeyr yia To TLS Pace Tou gopTios Tou Gykow o€ aoBevei e XA

o . N ﬂnpm}\
oprio Ton oy poguhasmik ayayi "M"“l,ww,
. Avt-unepoupoayin [Mhaioio ko augvémmra
Ewbaruoarf priter § i

e aofevel; mov Toug Siexdm mpoowpnd 1y 6oon yia nepioodrepo and 1 effopada kard g npireg 5 efdopddes mg nhonolnang
i, By, o nepioodiepo and 2 efdopdBec yerd m ohikipuan) g pdony wkonainan Béork, o Kivbuvoc gugdviary 115
npéne v enavekTipdnan e va kaBopileral edv elvar anapaftn n enavévapsn oe pewyévn Boon (L, Gha f opiayéva emneba
Ty, urhomainany g Sdor, PAEne Nivaxa 5). Ofgla Mughoyeury; Aewymplo: H mlnmlquu mc npeproia; oorg vene:nclax
el 3 yEpe e agakmdivy 1 6a’nm5¢w1 (Phéme ivaka 2), Nlpéna vo " BhaEm mou avageép

napardto: Dhor o aeBeveic o néne vo égow apifieo Aepgorumdpuy <25 X 10°4 npw m mp{nm venetodax kar yiopel
Iz Qe KuTIapopsiio mpv and T Bepansia, Ohoi of aoBevelc mpéma va aubaTivovn snagKiac kal va AapPavou avn
UNENOUPTQIIKDC NAPAYOVTE Npiv and TV &vapén e npam; Baang Tou venetoclax kard m Sidgres w paang nhonoinong
y; Gong, Mo and m évapér my; Bepaneiag ji2 venetociax, npéne va yiverar afiohdynan Twy aipaToAoyikey e&Taotwy (kikio,




oupikd 080, piopopoc, acféamio ki kpemivivi) ko va BlopSivovral poinapypuos: Siatopaygc, Npéne va mapaxohouBadvial ot
atyarohoywe eGzrdos yia TLS npr and 1y Soan, 6 £ 8 wpeq petd and kabe véa Soon kutd T Biapkea Ty, iokonoinon kol 24
(pec yerd my enftewén g wekeutaiag aory, fia uuﬂzm:uz mapayovreg kdivou o TLS (my. rwx).mpupwwic [haatee, wprho
oprio DujETENTG T Acuynipiac oTo jluehd mwomuw, i mmséu YaMIKTIRG nwﬁ;ﬂmﬂm‘; {LDH] nptvmanm&ipnnnn
1) et veppid) Aertoupyia) npine va
mpammﬁqm: Kol udwcnun: agkrc 6o U venelu:imc. ﬂupum\m&drs U TIC ulumu\mﬁnk Eﬂﬂaua( ué):pl mv
UmOYpNDT T KuTrapanewi, H rpommlnmmgéém;mm&mm«w nmupomw&e{uprwwmumuwmmmmwm
vaxa 6.
e

JETpun Mpospikasy, Tou irjong ko iKY EEETa0EN

Kal TUII umm&mmw mpyumu fo npéngs va arohoufoivia ya rrlv nph\uw Ka m pan o mvﬁwuu eppaviory, TLS. 0
Kivbuvog EWGI'IDH( TLS nowdiher ko Bﬂd{zml 0 iakhotic napdyovrec, oupmeplayipavopeway Tuw wmanpummv (ibiafrepa g
BENIEWIC VEQPIKAC AETToupyiac), Tou pagTiou dykou kai g onhiapeyaking o XAA. Dhot o aoleveic npéner va ofiohoyoivTal pa
Tov kivdove xar mpénel va hapPdvouy rmuMW] popuhogn o 1LS, auumpllauﬂawuiwx G ewbdtwang kel TwY avii-
kv, Mpdner va nap yiKés e€Tdoen mﬁlop&.wwrmup:w Kabx, ouéver

0 auvohEG :svéwoc ngénél va hapfdvortal mo ot pétpa (evdopheflia svubamann, au mapaxohoddinon, voomela). Eav
anartetal, npéne va diakontetr 1 yoprymon. Kad my enavévapén Tou venetocla, Ba npéner va axchoubotvial o odnyiec
Tpanonoinon oang (FAEne Mivaxa 4 xat Mivaka 5). 04 oérmzc yamy aflphryn Tou ouvBpdyion Adang ﬂmu (TLS}» npénet va
axohouBolviai (fikime nopaypago 4.2).H mmu;q:mnwmau[mmcpuppunmmu TPGIGVTOR e IaUpDUC 1 HETPIOUG avaaTakeic
1ou CYP3A auéiver v éxfieon e venetoclax kar pmopet va auirjoe tov kiviuo gupaviory, TLS kana v évapS kai kata 1 Sidpreia
i oy, inory; wy; Stary (RAéne napaypa e 42w 3). Emndéow o1 vaatahel y P-gp ) m BCRP pmopelva auoouy

Ortpononorrise; g Bbary; 1ou { iy YN
Nivaxkag 6: Euvoripeves 1 T, Boory yia Upryreg evepyeses oy OMA
Aveni@ipnn evipyea [E [Tpononainon éane
{Aarrohoyié avemBoynTeg evépyeiee
Oubereponevia 4* Pabhuod | Eppdvon npwv and my | i nepioodrepes nepimmioe, jny Siaxdmere 1o venetoclax os owbuaoyi
(ANC < 500/uxpoiitpo) - | enfreutr) Upenne® iz oK) | Seomafi Myu KUTTBPOTEN TPV and T eniteuén
e ] paplg Tupetd Ugeong.
MWFMBWWW Mgy Kafuorepfione tov Endpevo kKho Tou venetocla oe owvBuaoys e
4* labyol (apiioc et mvmt[uﬁ] ataxmaiv f Szomofin) K MopaKoheUBROTE TIC DITOhDYIKEC EGETADEIC
ofonetahiuv < 5% | imean ko Siipesiag | Xopryriore Sieyepnd napdyovia anoikiio koxkiorurtipuy (G-CSF) ey
10/ xpabirpo) Toukdnonaw 7 riepaw | evbelkwian khwikd o cubereponesia.
Mahic unoyaprioa oe 1 1, 2* Bafol, owveyiate To venetodax omy ibia boor)
0k 0 e adaxmdiv i Seomafin.
E prTe Tov Endjievo Kukho Tou venetoclax og ouvBuaopd pe
epgaviaerc oe ikhoug, | aloxmivy f Seomafivy ko nopaxadouBiiore Tic oyotohoyies eésmdoec,
JETa TV EniTeuts) Kopnynote G-C5F edv edelkwTa K\vik yio cebereponevia.
Ueper, kan Gutpreinng 7 | Mahic unaybepoe oz 11 2 BaByon, oveyiote 1o venetodax oty (B
npepuwv  meEpioodTepo | San o cuwbuaopa je aforndiv 1 Seamapive kar pewsote ) bidpan
Tou venetncia KaTd / MEpEG e KabE Evay and ToUC ENOUEVDUC Kikhoug,
o, 21 nysépec avil yia 28 rpépes.
Avanpé€re anc mhnpopopies ouviayoypdepnons T afokmbivig pa
npdofiEteC i
Mn awparohoyikéc avemBipnre
Mn aiparahoyixg Kafe eppivion Mawde 1o venetodax sav Bev emhulel e unoompikei ppaviiba.
| Tobiomreg 3% 1] 4% Merd my unmyspnon o 1* Bafiioi o enineSo apyik agjoddynon,
o Tou venetodax ommvibia Goon,
“Begndore 10 ewdexojevo agjohaymon; Tou HUEhal Wy oativ.

Tpongnorieerc e bdonc wa yorjan e avroradsic tob CYPIA: H maurdypovn yprjor) venetoclax e ioyupot  pépiou avaotolelg
Tou (YP3A auédva my stmr] o venetodax (S, € kat AUC) kan pinopel va auffios rov xivdvo yia TLS kard my évapéy xar
Kard ) Sidpraa T pdong Tonoinong g Baunc Kat yia aNsc ToRKGTTIEC (BANE Mapdypago 4.5), e aofleveic e XA, 1)
TauaypovT] xpeian Tou venetodax e ioyupodc avaotoheis, 1o CY P3A aviewBelkvuTal kand v évapér kan katd m Sidpkein e gaong
mlmmnmmm napaypagou 4.3, 44 ka1 4.5). Tia chmu(noem(,mrrpﬂmva yprotonaindel avaotohéa Tou
CYP3A, axohoufifate Tic ouoTdoei; yia Tr) Siayelpton Ty aknAemBpaded gappdkou-papudkou Nou ooy Mvaka 7.
O1aofevei npémes v napaxohouBolvial o OTevd yia onieia TOSKBTTRR kot nopei va ypeiaatel enméow nipooappayr g Baorg.
H &) venetodax nou yprowsonor ke npiv and v évapén tou avaotohéa tou CYP3A rpéne v ouve(erar 2 e 3 npépec pera
Biakomr 1ou avogTohéa (Mkéne mapaypagoug 4.3,44 kat 4.3).

Nivaxkag 7: Aiayelpeor) mbavi akhnhemBposuw Tou venetoclax pe avaorehels rou (YP3A
Avastohéag Odon XAA OMA

" Tvopéy kapaon oy Soon | Avievdieh 3
loyupog avaorohéag Ll %ﬁ
Tou CYP3A

ZraBep nepriona Goon

Mexiare 11 Saar) Tou venetocla o Immgnhvérepn (fkatd
Mexd ) pdar Tihonainan dong) i

jow /5% &iv £ i Adyoue)

gﬁ;;;cmmlénc Dhec Maiare 1 50n Tou venetoclax roukdyroy katd 50%

“5x qoBeveis e XM, uquu\m Taudgpov m]un Tou venetoclax e pespioug ovaataheic tou CYP3A kora w évapf kankatd

T BiapKeia T gaang on g Baan. E¢erdore Oepaneuni; aywyes f peiwon g boong Tou venetoclat
O TEPAYPAPETON O QUTEV TOV MivaKD.

nwfxﬂmr] 3 mlﬂdm{(b\ms mpmppmpndj) bereponeuia Kol AoiEs gimoﬂmus XM, Epmwﬁpﬂsl Bl il 4 padjion
vengtodax o pEAETES e prrous muummqm
08 |IEAETEC puvoaepansiuc tBMnL nupaypuzpo 48). Ze aofeveic e OMA, nauﬁmpﬂnm(u 3™ 4 Papa vl aup apiv and Y
Eapén me Hipumac Oapéybe OUSETEpOPIMN |mnpﬂ w ﬂnﬂamﬂﬂ £ T0 venetnclax oe auvuaapd e Evav umojieBuNwTIKG
lmpﬁ'm ropel vo KOEMOU, Sepumlqc. Kab' 6h) 1) Bidprein 1y, Bepaneiag
npEnE va yiveral NG apatohoyiki aumx It mﬁzvm [ oofapr uubmponewn wvlmmm npnouplvﬁ Bioxan) ) pelwan g
Baary, (Bhéne mapiypago4.). gepbel MR e Bavatpépn ikfaon (Bhéne
Tapaypapo 4,3) Anameitan naparahalfinen tudv mpdm Kt mrrrwuruw lolqul]L I'iem)uwwzva; Mol rrpElrEl Vo
hoyBavoow deen Bepaneia, auymepitapPavopivay mwwc&mnpwwm Siavanri; 1) peworg g dong Kat ypor
avéKa mmmmw (my G- [SF} o, amarerTa (Phéne napaypago4.2). Avoonainan; H pAEI Kl ORCTENEQATIOTITIG T
£y Cunreq 1o0c, kot m Siopreia f pErd o) &m&hu&mmdaxbmxuudmaﬁ TaeyBahia
(v i Siv TFpEJTII w xopm'uwm vatd iapkaa g Gspandu( K Emer, péYpL m avdxap v B«kpwmém
Enayyeic ou CYP3A: H ouyyoprynan enoyayéy Tou CYP3A4 jmopel va obiyrioer ae peiyév éxdear} oF venetoclax kal, katd
OUVEREID, O Kivbuvo eIy, anurthamméwmug H tautdypovn yprion venetoclax p iayupois i pérplous enaywyei ou CYPIA4
mpéne vu amogeiyeran {éne napaypdpoug 4.3 wka 4.5),[ivaikeg oe ovanopayyne el Or yveiieg o ovanapayuyec) ki
TIpénEL v ygnojiokoly 15aepa aoTekEoyany JieBodo avnsiNingng dmav alpvaoy venetodlax (BAéne napdypago 46) 4.5
AN e dhha Tipoidvra Kai Ghheq popyéc akhnhenidpaong: To venetodax petafiod
Kupiux and mePlA MMMMM&;MMM A
H auygopriynon 400 mq kevokovaiGky; ama, nuepnalu, evdic layupad avaatokéa tou CYP3A, me P-gp kat g BCRE yia 7 q;lzpf:m
n mﬂcvu(, uu&m& m( Tou venetocax kard 2,3 papéc wa v AUC kard 6,4 papé; H auyyoprymon 50 mq priovaBipry; ana$
TIREpROic, EC 10gupods SooThéa o CYP3A o e P-gp, ya 14 ryaépe ok 6 ) oy, adéroe m C_ 1ou venedodax kard 2.4
qopé¢ ki T AUC kad 7,9 gopéc. Te cinyepion) pe 400 mg venetoclax o yopryinkay sova Toug, ) ouygopdyman 300 mg
ol Oh, evoi iayupod avaotakéa tou CYP3A kaum P-gp, e venatoclax 50 mg kat IOOmgyluTru.léchuﬂl utﬂmm&l&p{
e C,_, vou venetoclax ok 1,6 papéc kn 19 popéc kai trw AUC o 1,9 qopég kai 2.4 qope, aviiarang. Huum)pqwoq o
veretoclax i HE ahoug Iq(Wuvme:cmu CYP3A mpofShéneror va nparahéoe alénan i AUC Tou venetocla kama jéoo dpo 5,8
e 7.8 popéc, fia aebeveic nov anarmoly Taurdypove) ypron Tou venetodlax e iayupois ovaatohelc Too CYP3A (my, mpaxovalihn,
mmﬂ(om Tooorava(in, Popkovaldhn, Khopipojiukivr, prrovapion) 1 ue pﬁpm ovaorolelc o0 CYP3A (ny,
i, Gikmindén, phourova(Gh, va yiverat ol
v ka5 0 no@mv: npéngiva mpum\mSmmmmmwé yia um&la m&nhnm(ml ynopelva xpuummmkwmompum
e Bhong, H Boan venetodax Tou Ypnagionoiottav npw and wrvémp{n Tou avaatoéa tov CYP3A mpénel va uwmiml 2yed
Tpépe perd ) iaom wou avaochia (Bhene napdypape 4.2). Ta npaidvia yi dviia, ki ) ofeppcia (kopd
Ty starfruit) npéna va amogelyavial mmm&upmmncﬂzpmlu:pivmmdaxm&mrrzplm.wuvumoklmuc‘ﬂl’mm
v P-gp wiy BCRP: To venetoclax eivar éva omdaTpipa Ty, P-gp ka g BCRR H auyyopdynan e epdnaé Boany 600 mg
pupapnivr, evog ovaotohéa e P-gp, ot 11wy dropa nunoe m € ou venetoclar kavd 106% ko mv AUC rara 78%. H
TauTdygpow) ypron venetoclax pe avaoroheic Tuv P-gp kan BCRP kama my Ka kard m Gidgrea g gpdany tikobdmong g
Boany; mpéne vo anogedyeTar. Av mpénet va ypriowonomfel évac avagroéa Tv P-gp ke BCRE o1 aoBevei npénel va
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T, Yoo mma:pﬁévu;% :6‘2 Bidraon), IJ':EHIJE G m&xmms; {Bﬁéﬁg lihnapuwuqao 4&0 Buvcc:é Tou pemm bymu mmvapﬂ; Ko m(
- hi EKTE| ToU vereloclax e T npuelveg, 1 ai eval anfBavo v oBnyoet ot onyiavia anopdkpuon tou
Drarapayéc Tou avanveuotikod |Mloh) augvéc | Alamola vergtoclax. 5. w%xumnusx ﬂlunrr&ms 10 o anv ( IBoTTEG: rm | ru - Kamopio: 'lm
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o, pﬁ: Lot W D‘&ﬂf”‘w iy Wp; PP ok plon < pere . mvatpu 8700 Kidou 2 Merﬂwo)wprtm Tou Tipoypapyatos Tivonalnar 1, Soang, of aofevelg mq:luwummloclar
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avemBipaw evepyendy, Melwon e Soookoying Ay avemBuynTLY evepyELy kaTypagn oTo 21% Tav oodeviov mou éhaflay
Bepansin e venetoclax oe auvbuaguo e opmvoutou(oupdym ot pekém CLLT4, o 15% wov aoBeva nou EAafav Bepaneia pe
venetodlax o¢ e preoudgpapnn o pekém MURANO xai 1o 14% 1w aoBewio now Ehafav Bepaneia iz venetoclax amig
pehée povabepaneiac. Mpocupir Siaxon] g Sdory; My avem @iy evepyeiw kateypapn oo 74% twv aoBevay nou Ekafav
Bepansia i venetodax o BUBOL e opmvouTO Uy o pehe CLL 14 kataro 71% Tiav aoBevi now Ehafi Bepanela pe
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aofiewiv, Meto€0 T noBeviw mou métuyav KdBiapor e Aeugaiag an Tov puehd T ooway, to 53% unofkifinke o Siaxonr mg
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nmvkmmmt 6/% e avipeg. TuJE%mmﬁ%ﬂ:ﬂvhﬁw aradiou B kat C wara Binet, avtiotanya. 0 dayisaoc faByioc CIRS fiav
8,0 (epoc: 0 éuw 28) kan To 5B% Tuv aoBevaw eiye kaapan kpeamvry (Cl <70 mean mcwq 17p avigveiiryce oto 8% taw
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EPELVTITEC kel o TI EmTpon”) (RQ v, Evec and v ojida £pyaniac Tou
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Aeuyaia (WCLL). Ta Gebopéva anoreheopanidimiag nou afjohoynway and Toug epewmiéc yia Ty PFS omy apya) aviuan
(BeBoyéva katakykmiky; nuepayinviac 17 Auyoiiaton 2018) mopouoidlovtal otov Mivaka 10,
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muum Olnluwmuvem&:um&mpﬁmnwuﬁnmmvm5mmmmc5wmi> S%hw (N=116) MhwpapPoukihn (N=216) |

venelodax fjtav e pogiiav PenpgEvoc, mveupovia, apibipdc ApiByisc v (%) 30(14) 71(38)
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Giubpopo N, O eben & avI OV, Kb v T vy T Bepmein e venetilax Xove T o i (959 C) 505,05

Aepapoxurtapin Acuyonpsia: 2nc apywe pedétes Ocon; 1 kaBopiogiod 1 Sbary, o1 ootz efyav pikpdtepn (2 éu 3 eflopdbes) pdan o e
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PFS 12-vn extiunan, % 95(915,97,7) 92(88.4,958)
1(95% Cl)
PFS 24-iqvn extipnan, % 83(83,7,926) 4(57,4,708)
(95% )
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napaxohodfnon 40 i), n Siayeon PFS Gev Etxz ﬂnrw;ﬁd ato okehog venetocax + opmvoutoudoupdapm Kkal oo oxéheg
opmvoutou{oupdyinm + yhwpapPoukihn fiay 356 wivec [95% Cl: 33,7, 40,7 pe avakoyia kivbivoy (HR) 0,37 [95% C1: 022,
0,44]. H 36-pnwn) extipnon PFS oto oxélog venetoclax + opmvoutoupupdym frav 82% [95% C1: 76,5, 87,3] ki ow okéhog
ojmvoutououpdjim) -+ hupap Pouin qay 50% [95% Cl: 42,4, 56,6]. Or emkaipanoinjévee, kaymirec Kaplan-Meier yia my PFS
gaivovior amy Fikdva 1.
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(959% Ck 55,2, 69,2) oo oxéhog venetoclax + prrouidynn oe chykpian e 13% (35% C1:8.9, 18,9) oo okéhoc pneviapavotiv
+ praouéipaynm). An aurois; 4 Siofiéoa anotekéojiara MRD aa mepigepid alja, To 72% (121/167) oo okéhas, venetoclax
+ prioudpdpm kai 1o 20% (26/128) oto okédo ynevbapovativiy -+ prouddynn Giamerwnee 6n Euv apvrinr MRD. Ta
noanora apvrmnc MRD orov juehd Ty oaviv fra 16% (959 CL: 10,7, 21,3) oo oxéhog venetoclax + prrosdpdym) kai 19
(95% CL 0.1, 3,7) oo oxéoc pmevbapooativn -+ prouddyn. And aurods e SioBéon anoreheopata MRD orov pued v
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Ravaherecd snpelo fax:t oy O a) 58 (55,1.E) [ 24(07,29%)
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PFS extlunon o IRC 5 Hy s
ApBydc oupBayimun (%) 903 | 4 MBDC
Aidyean T, pivec NR [ dana ol g 83 (6d) A
Avadoyia kvéivou (95% C1) 0,33(0.22,0,51) Gepansiag n (%)
{Tnp* <0,0001 3-eniic extiunon PES amb o 1éhas, g 61(47.3,75.2) NAY
PFS 12-pupvr extipron, % (95% CI) 95 (91,5,97.7) a jac, % (95% CI)°
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CRACRY, () 50 [ T vioou, NA = Bev epoppoderal
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“Expujiatonoinpév Tyi-p.
Mipéc-P paae me dokaaing Cochran-Mantel-Haensze!, , p=0, 0007 yim ORR, p<0,0001 yia CR+CRi.

To Krahikd omjicio yia apemkd anoTéNeapa frav << 1 kirmapo XAA ava 10* AeskokimTopa.
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CR= nhipn ikpean, CRi= nkipnic dipean e ameh avawapgn 1ou puehod, IRC = avetgprnm enrponi aéohdynane, MAD = ehdy,
= fev emnely@nke, ORR = ouvohird noooard aviandkpiang (CR -+ CRi-+ PR), PFS = emiwon yuplc 6ehén, PR= pepie Opeon.
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n-Meier i
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CrCl, éheign (17p)/pevaNhaty) oto TP53, kadaraon) jeTahhagsic omo yovidio lpVH, 7o Venetoclax o¢ auwbuaco pe priouéiidumn po
m Bepaneia aofevov e XM nou Eabay mkmmwwnpantaupm}ﬂww e GO28667 (MURANG): Mia Tuxawonomguévn
(1:1), roduxevipyes, avonTod pyeBiadyad pehem pdons 3 afichdynae Ty amoTeNeaaTkaTTIa Kl T aopdken Tou venetodlax
+ pouyidym £t Tou pnewiayiouctivy + prouSaum) oe aodieveic pe nponyoiyew) Bepaneia wo XAR. Or aobevei¢ oto
oKéNog venetoclax + oo To Tpéypaa inory; T B6oxy Tov Venclyxto iipkeiac 5 epBoyiduy
Xan 0 cuvéyea EhaBay 400 mg i popd nephpig ya 24 e and oy Kiho 1 Huéga 1 TG YORTyETK T provéudumg
anauoin eEENETG ) waou i n anoBieric roammrag. H prroufiudm Eexiwoe yerd and to npoypayya ickomoinon m Séorg
Gidpkeiag 5 epSopaduy ye 375 mg f m2 o Tov Kmdﬂ 1 km pe 500mg .‘ m2 yia oug Kuﬂou( L6 i(n& xikhos eiye Bidpreia 28
npéper, 01 aobevel mou wymanoriKav o nevGap I 170 mg / m2 i Hyépec 1
Kat 2 yia 6 KOKAOUC Kl PTouEiapm o omnwwpnwmnmwww H Muﬂmw n r(mv 65¢m (Eupoc 22 ¢ 85), 74% frav
dudpec K 97% fv heutol. 0 Budyoo ypbvoc and m Sidywun fray 6,7 €1 (edpoc; 0,3 éuog 26,5). Or Bideoes npoyevedtepe
POy Beponeag frav 1 (edpoc: 1 & S) wal mepiehdy favav mapdyovtes akulwong (9496), avai-CD20 avnoayata (77%),
QvaoToMEC TOU HovoTiaTiol ToU urro&l;@u lwv quuurmmw (2%) var nponyoyevec Bepanziet e avithoya nougiry, (81%,
uupnqu}apﬂmpwui’““ B 1+ iy, (FCR)). Kama v évapén, 1o 47% vuw aaBeviov eige
EVV 1} MEPIDGTEROUX, 086ve 25 amxa luﬁs%fl]! ALC225x 1 10971, ENagn 17p avgveifike oo 27% ruv ooBiewa, peribaln
oto TP53 oo 26%, eXken) 11q ava 3796 kar i peraMaypeéve yoviio lgVH oro 68%. O Bidusoog Ypovas napaxkahobBnong yio
Ty apg) avdhuon frav 23,8 v (eipac: 0.0 fwg 37,4 ived). H emfiwon ywpic eEEn me vaoow aéiohoyBnke and Toug
EPEUMITEC JPrTINOTGIGNTAG TIC mmlpunwwém NCHWG koeuBuvrpies ypappes (2008) wou IWCLL. Kava ) xpovikr} omypr
T apgki avohuone (karahkmke npepepnvia oubayAc Ty ﬁmpévw 8 Mafou 2017), 16% (32/194) Twv anbewiy oo
akéhog venetocax + prouydyinn napouoiocav & auppav PFS, oe uwm u; 58% (114/195) ato oxéhos ymevbapouariv +
prropkpdym (HR: 0,17 (95% (1 0,11, 0,25, p<0,0001, ovpay i¢ pnone log-rank]). S
auppavea PES nepihayBavortav 21 oupBavio e§Ebéng mg vooou kat n Buwm oo DKL\D( venetodar + preouégpapm) kai 98
oupfidvra £ENEnG TG vooou kai 16 BavaTor oo aKENa [mevbapouaivi -+ prouyidym). H idueon PFS dev enereiyBn omo okéhog
venetoclax + prrovguaum) ka frav 17,0 prvec [45% CL 15,5, 21,6] a1o axho pevbopouativ + proubpdymn, H 12-umw) xai
1) 24~y exijnon PFS frav 93% [95% C1: 89,1, 96,4] ki B5% [95%6 C1: 79,1, 90,6] o1o okédag venetoclax -+ prioududymn kai
73% [95% (L 65,9, 79,1] s 36% [95% CE 28,5, 44.0] oo oxéhos ymevbapovariv + prouSydym, aviiatoo. Ta Gboyéva
anareheoyaTkGIac o gy ovdAuon ofiohoyiBrkay eniong and ya IRC, n oroia kateSete o oamaTa onpavik peiuon
xatt 819% Tou kivdivon eEENENG T voaou 1) Bowarou e 0oBevelc no hofav Bepanela s¢ venetoclax + prouipdyn (HR: 0,19
(959 C1: 0,13, 0,28], p <0,0001). To owvohikd nocootd aviandkpion (ORR) kard: n'[vaxﬂunm Tou apéuvmﬁ yio gobeveic nou
Ehaflav Bepaneln uc venetoclax + pronguaym) Arav 939 [95% [l 888, 96,4), = moooard mfpau; ipeacn (CR) -+ ripot
(epennyc e are) aviwapyn) 1ou puehon (CRi) 27%, nocoord pepi Upean pe puehia heppodifia (nPR 3% ko nooood pepii
Oepenm (PR) 63%. Ta ORR yia aoBeveic mou éhaPav Bepaneia e ymeviajouoTiv -+ priovbydym) frav 68% (95% C1: 60,6, 74,2],
e moooard CR -+ CRi 8%, nooootd nPR 6% ka1 mooootd PR 53%. H Budpeon Siapkeia v aviondxpiong (DOR) Sev encredyfn pe
Sidpeon nopaxoholBnen nepinou 23,8 pnwiw. To ORR katd my extiynan ry; IRC yia aoBeveic now EaPav Bepania e venetoclax
-+ prrauSiyapnn fjrav 92% [95% C1: 87,6, 95,6], ue nooocrd (R + CRi 8%, noooatd nPR 2% kar nocoard PR 82%, To ORR kamd
mw extipnon 1y, 1RC yia aaBevel nou Ehafiav Bepaneia e pnevBagouative) + prioufpdinn fav 72% [95% C1 65,5, 78,51, pe
mooootd CR -+ CRi 4%, moooatd nPR, 19 kai moooard PR 68%. HCICIJMKMEI ara noaootd (R pevafi mg extiunang m IRC ki Tou
epenyT] opelletar gy epprveia Try, unohepiaikic abevondferas and aapieic CT, Aexaokta oofieveic oto axtho veneladlax
+ priougpdymm xar 3 aoBevels oo okEADC PmEvdaouaTivY + pm»mi]m Eav apTed yuﬁ).nmwmmml heipadiéves <2
an. H ehayiomn umk\uuaﬂm waoog (MRD) o1 teheg g i Bepaneiag iy il airphoeibixg
jowoudonlish opBop ooy, aniSpomy; rougepdory, (AS0-PXR) k) Komapoyria ot H e mc MAD

e
g
r

Hxaynikn Kaplan-Meier g ouvohirric emfiwon; nopouaidder amy Edva 3.

Edwa 3; Kaymolny Kaplan-Meier e awolierc empluong (mﬂmmc i Tpdfean) yio Bepaniia) o MURANO (anahnyes
nepojnvia ouboyc Gedopaway 8 Maiou 2020) pe nopakodovben 59 pnviv
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avah unoopabuy: To nupm'rpnuim Mﬂ( omy PES mm m ypfion Tou oynpoTo; venetocax +
prroufydunn aujKpmKE e T ofua pnev ke auabiepd oe dhes Tic unoodbies aofexav
niav aahoyriBrikay, oupnepdopBavoptwov aoflwn uwm w&ww ptmaw l?plyﬂuhh{q P53 K/} pn perdhadn Tou

Mivaka, 14: AnoTeAEOpaTIRGTITI oljppuval e TV EXTIRGT T0U T ae aafievels nou ggouv amoTifye o Bepanea e &vav
avaotohéa 1ou povoriariol Tow unndexéa Twv B-epporutiapuy (wehém M14-032)

Youbiou IgVH (Ficva 4), Katahnkmiko onpeio Zus)mq A ; ['ut.\n( I? _ Tuvoho
{ KiEC pe
Faxdua 4: Midypoppa Forest plot my; emploong yapic e5€AEn T vboow kaTh T BN Tou EPENT 0F UMooASEC and ) . L4J1) (N:;-,ﬁ) (N=6;27)
MURANO (katahnemr ia ol ¢ Bebayéwav & Maiow 2020) e napaxoodinon 59 v
(warahrene rpepojia oubhoy Sebop ) e poptmalfon ey, (95% (1) (54,1 rw (49,0, 814) (56.4,736)
s or 'f ; 7
i « e PR, %
o T e Snwdipin W% 5 5 5
Yosons T a ey N i e o Tveen  Teed PFS, 9% (3506 (1)
Tvuio nolcvin W8 195 170 19 86 621 (W60 12-ynwn extipnon 75 (64,7,83.2) B0(63,1,90,1) 77(68,),834)
s T e m smi e g : 24y extignon 51(36,3,639) 61 396,774} 54 418, 646)
My greolmsh 8 . ESE ay O Ik iy . PES, e, Sidyean Ty (95% C1) 25(19,2 NR) NR (16,4, NR 25 (19,6, NR)
Mo st B e e ws sy i 05, % (95% ()
Wi B e e e 12 extipnon 01 (82,8,954) 94,2 (786,985 92(85,6,956
@ Bow wmom m eween g TR, ivec, Bidseon 1) (e 25 (16-149) 25(16-81) 15(1.6-149)
MRS L e me wmigen v Exhenpn 17p wai/f pevakiadn oto P53
ats soon w0 e 034 (L2051 L9 ORR, % (95% Cf)
At Bpormipsm et 1 Nl ] n=7) n=3]
b mh o s B mia % 61 {454, 743) 58(27.7,848) 60 (466,730
B ll\qwh-n«mﬂvwn ot R i Oy (n=31) (n=17) (n=48)
o Lo i m n m " ana o1 (3029 £0(53,4,818) 71(48.9,87.4) 70(57.3.80,1
mnm:v oH e G e e (1= igatnpa symarooivry, CR = nhiony ieon, CFi = mhjory ipeon pe a1eh vy rou auehod, nPR = pepia
M il laypie bl My 138 iz e azey @ lpeor) u: Jwehik )\Eplpnﬁﬁm NR=dev ORR = ouvolikd 05 = owvohir) emplaan,
JRr te——_—— S om0 138 W B9 638 (17,066 5 PFS = enfliwon ywpi & PR = piepuer) Opeony, TTR = ypduog éwe T nipuits ovianoKpion.
Yaorgonh) o0 16 156 14 s 019 (014,025 ’
' Ta deBopéva anoteheoparmamiag ofwohoyiBnkav nepatépu and pa IRC embemioviag éva owbuaopéve ORR T 165ng
106 i i Tou 70% (Exéhoc A: 70%, Txéhog B: 69%). Tvac aoBevi (anorugia oz ibrutinib) nétuye CRL To ORR yio aoBevei e Ekenn
1/p v/ pevakhaén avo TA53 frav 72% (33/46) (95% C1 56,5, 84,0) oo Exéhoc A ki 67% (8/12) (95% C1: 349, 90,1)
Héhhenpn 17p koBoplomiee j1€ BA0T) T MOTEAED|ITI KEVTOIKLIY EpYOOTRPIOKGN BORAGH, 010 Zkého B. [ ooBevei ywpic ENeapn 17p ka/q perdihogn oto 7PS53, Yo ORR frov 69% (31/45) (95% CL 534, 818)
u tad-oloatyiatse) ;

Eove X pe hopapiBy} Khjiawa.

Nfépﬁu&onm' 'nl'uu. ! !
T wn«rm:wcmﬂepmaawamﬁsoammﬂmwewqéwaw 17p 1) peviddaéiy aro TP53 — pedém M13-982: H
opahen

oe 107 aoBeveic e nponyodpemn Bqnundaviuxm\pa Eayn
T7p, 0t o qvolktod ofebiacyod, nehukevTpue pehénn 46c um:, (M13-982). Or aoBevelc

Kan Tou vengtocla

oo Zkéhog A kan 719 (17/24) (95% C1: 48,9, 87,4) ara Zxéhoc B, H fidyenoc 05 kai DOR Sev emmaiiyBnkav pe Siopeon
ypivo mapakohoi8nong nepinou 14,3 pve yio To Ekéhog A van 14,7 privec yia To Exéhog 8. Eikoot névre tou exard (32/127)
i aoBeviov Bev eiyav avgvetonn MRD oo nepipepik aiyia, oupmepiopavoway 8 aoBawow of onoiol bev eigav emiang
avigvenon MRD a1a puek v ootav. Ofele Mughoyevric Asuyomia: To Venetockax pederriBnre oe evijhikeg doBevei nhiiog
= 75 ETV 1] € oUwoanpaTrTe ol anéheway Tr Xpron evianiki enoyurykic Ny 1€ Bion Tovhd) &

TThonoirang mc&ocm Biapreio; 4 & 5 epbopadioy, Eeavivig pe 20 mg kal ouéivonag oe S0mg, 100mg, 300 mg mu TENX,
400 mg dmad, npepnic. O aoBevei ouvégioav va hapfidvaw 400 mq venetodax anat, npepnoiuc péxp va napatmonBe eE2hién
MG vooau f [ ann&em mﬁn‘vrmu. Hﬂqﬁp:an( uda oy 67 ém (edpoc: 37 pe 85 ). To 65% frav dudpec kot T 97% fArav
heuxoi, O Gudjszog xpovos ano ) Gidyvewon frav 6,8 ém (ebpoc: 0,1 pe 32 ém, N=106). O Sipseooc apipoe nporfyoipieven
avi-XAA Bepansiaw ijtov 2 (elpoc: 1 e 10 Bepaneiec), 49,5% pse ponyoipew) Bepaneia e voukheooibid uvuhuyo 3896 HE

ang ohoufla kpimpia: apyua) katdotaon ancBoang katd ECOG (Eastern Cooperative Oncology Group) me taéne tou 2-3,

ooPapi] kapBiak f veupovix) ouwoonpémTo, pétpia naiks) Guckemoupyla, kdBapon kpeatvivig (GCl) < 45 mi/min

1| @M ouwosnpdra. Venetoclax oe auvduaayd e adaxmdivy yia T Bepaneia aodevuy e véobiayvwoBeloa OMA - peAéem

M15-656 (VIALE-A): H pehémn VIALE-A firav yuia tuyomonoinyévn (2:1), Smka tuphi, Eheyyopev e ioviid pdppako pekétn

gdang 3 nau quuMurlot THv anateAsopaTIRGTITa Kol T oogdhei Tou venetoclax o ouvBbooyo ps olakmdivy o& aaBevel
0

partyoiew) Bepanci e prouthuop ko 94% ue nponyodye) Bepaneia e ks napdyovTa (aujmepihay
33% pie npenyoipevn Bepansia e pnevbapoeatin). Koo mn fvuqu, 10 53% T ooflevaw sy vav ) NEpOGGTEPOLC n&m
= 5am, ka0 519 eige ALC = 25% 100, And Toug aoBeveic, To 37% (34/91) firov avBexikoi o) Bepancia i fludarabine, To
8196 (30/37) eiye pn pevahhaayuév o youdio lgVH, ka1 72% (Sﬂﬂ])u;(zpna)«}niqmo TP53.0 Badyaenog ypidvor am Bepanci
KA 10 ypdvo T uﬁu}amm(mw 12 pivec (£0poc: 0 e 22 puvec). To npurtiov katanikd onpeio ulTUIEMOpGﬂWU]‘IU(TiTCN
10 ORR, nm(smurﬂw and wﬂlﬁ(){mﬂlmﬂmmm ipomomjiéueg amd Ta NCHWG b \I"ch by (lﬂﬂﬂl Tou
WCLL Ta ororyea arov Mivasar 13. To Geboyséva anoreh yia

JE ¥ IMA i kardNnhoug yia eviani o) P 01 aoBeveic g perémng VIALE A ohokhpwony
TO MpOYPaya 3 Nysepaiv nephmag Tonoinang &g my wum Boon Twv 400 mg dnat npeprog katd T Siopkeia Tou
nparou Kikho 28-npepiv Bepanciac (FAéne nupaypagpo.4.2) war énemma Exafav and Tow otdyarog venetodax 400 mg dnaf,
npepnai otolx, enopevou kukhous, H alakmbivy xopnydfws oe Goon Tav 75 mg/m? eite evboghefiug ite unadopia
Ti¢ Hyépec 1-7 kdBe wikhou 28-npepav Eexwvantac and T Hpépa 1 1ou Kiwhoo 1. Katd T Siapeia me Thomalnang, oi
aoBeveic ehafav npagihadn yia TLS ki voarpelmray yia napaxohodBnon. Makic 1 ofiohdynon Tou puehod Tuw oowdy

107 aofleveic e Bebopéva nmulnmm(npfmquncimnpﬂ[nu 2015, Emmdéaw, 51 mﬁwd(evm;ﬂqmvm moirrq ENEKTanTG
yia Ty atjohbynon i aogiaac. § abohoyoien omb Tov Epewiy amaeh (TG MopouaIiGETl yia 158 aoBevels pe
petyevéatepa Gebopéva karanyic ﬂpEPDMVIﬂ( 10 louviov 2016. O Eidyeoos ypovos Bepanciar, v 158 cofieww frav 17
v {eipoc: 0 uot, 34 pvec).

Mivaka 13: Anoreheoyamiomea oe aoBeveic jie nponyyouyiern Sepaneia ya XAA e ekenpn 17p (pehém M13-982)

Repalwve Ty bgean, n onola opilétav we Aydtepo and 5% heuyaiuol;, Bdotec e murtaponevia 4% BaBpod pera
Bepanela Tou Kokhou 1, 1o venetoclax f) To emovikd pappiaro Sawbmiaviay £ng kai 14 npépec 1 & 6Tou emmeuyBel ANC =
500/yxpokitpa Kai apiBydc aponeTaklwy =50 ¢ 10°/jikpohitpo. fia aBeveic e avBexik vaaa oto Téog Tou Kikhou 1,
npaypatonaiBnke afiohdynon tou puehol wy ooty pend tov Kikho 21 3 ko avadoya pe ric khvié evBeifeic. HalaxmBivy
enavahipbnke v iBin nuépa pe to venetoclax f To akovikd pappako et ) Siakont (Bhéne nopdypago 4.2). H pekon g
Boong ¢ aCokmbing spappdarnie Ty kv Sokipr yia T Binyelpian T ayarohoywc Tofiamnra (Bhene Nepihnin
Wy Xupumplmudw Tou Mpoitvrog e afaxmdivig). Or aoflevels ouvggony va hapfavouy kikhous Bepansia péxpr Ty

Karahnkrik onpeio Extipnon e IRC(N=107)* | Eri Tou epevviyr (N=158)" &€ENEn T vooou A ) pn anodexr Tofikomra, TugmononiGnkay owohia 431 aoBeveic: 286 ato okéhag veneloclax +
Aebopéva i [ 30 Anpiiou 2015 10Jowviau 2016 afaxmbivi kar 145 010 oxéhog xovikd (appoko + alokmig. Ta Snpoypogikd yapakTnp KOl Ta yape

ORR, % 79 77 TG vboou kard Ty apyik afiohdynan frov napéyoi peroéd Ty okeNav venetackax + oakmiiv km axong Plpparo +
(95%C) (70,5, 86.6) (69,9, 83,5) afaxmibivy. ivakid, 1 Siyrecac nhiia firav 76 £ (eapog: 49 &g 91 £m),  76% frav Aevkol, 1o 60% frav dvdpes ki
R+ (HL% 7 8 1) karaaraan anddoons ECOG kard Ty apyu afiohdynon frav 0 1 yio 1o 55% twv oobeviy, 2 yia 1o 40% v aoBevav

* Kai 3 yia 1 5% Tav aoBevav. To 75% v ooBeviv elyav de novo OMA kai o 25% deutepanaiy OMA. Kard v apyixg

oPR, % 2 6 atiohoynon, 1o 29% nuv aoBevay i opdpd Bhaorav puekod o ooty < 30%, o 22% ruv ooBeva el apifd foomiv
PR, % 9 53 poghol T ooty > 30% éuw < 50% xai o 49% elye > 50%. Eubiayenng f gruybe suTTapoyeverikdg KivSvog unipge
DOR, pivec, Siapeooc (95% () NR 27,5 (26,5, NR) 70 63% ¥l 37% Twv aoBeviw, avrioTora. Evioniomra o1 akdhoule pEraMatelc: Meraager; TP53 ato 21% (52/249),
PFS, % (95% CI) wendkhan (DA kil (DH2 avo 24% (89/372), 9% (34/372) e IDK1, 16% (58/372) pe!DHZ, 16% (51/314) pe LT3 ven 18%
12y extipnon T2(61,8,798) 77 (69,1, 82,6) [44.'249) e NP1 Ta npa:rruoum raakjKTiRG orjicia anoTeEheopaTIKGTITO TG pERETRG ATav 1y ook mnﬂmn (05},
-y exipmon NA 52(43,61) JETpOtEw and T NpEpopy inong éw tov Bavaro and onoiadinote airia kai 1o eivBero nogaatd (R (nhipng
PFS, ivee, oo (959 ) WA 221219.0) ups_uq + nJ_mprp; e e aneh Mﬂnnq Tn( nq_Jmkom eEfraon; |(H_+(R| ). 0 owvohirdc ypdvor nup'ama\o@nant.
T, i B ] 0810,18.1) 1.0(0,5-44) Ka1d 1o ypavo e avahuan frav 20,5 wivec (eipog < 0,1 g 307 piveq). To venetoclax + afoxmibivy xanédete

_EIV_P_E' : = el e peiwen Tou kvBivou Bavdrou kavd 34% ce olykpion e 1o exovikd pdppako + aloxkmdivy (p <0,001). Ta anorehiopara
Emcocﬁsyn(ﬁzv EMM” ”‘?‘ - P nopouaiadovton atov Mivaka 15.

* NepthopPiver 51 emmhéov aoBevelc ard TV kaopTi) enékacnc yia Ty aSiohdynon T oopakeac,

(1= didamnpa gmetonivnc, CR = nipne bipeon, CRi = nhfjpne bpean e oreh) avikagign Tou poehod, DOR = Siapkein Thkag 15: Anotehécyiata anoreheoyiangmyiag om pehém VIALE-A

e aviandkpion, IRC = Ave€aprrm Enmpon Adwohdynong, nPR = pepici Gpeon s puehid Aepipodidio, NA = i -

| biaéano, NR = Bev enmedyie, ORR = ouvnlixg nogoato aviamokpian, PFS = emflusan yupkc e6£hE, PR = pepix | Karahnktikd onpielo Venetoclax -+ alakmbivy Ewoving @dpyaka + alakmbivy_|
tpeon, TR = ypowog £ Ty mpid) ¢ Zuvohikd emBiwon’ (N=286) (N=145)

H exdypam unokeapani] voaoc (MRD) aéohoyr|Bnke ypnayiomodac kuopopieTpla par; o 93 amd Toug 158 aofeveic mou Appbeaupfainay () 16156 10973

némyav CR, CRi 1 PR e neplopiopén umohappania) vooo perd ) Bepaneia e venetoclax. H eédhamn me MRD opiotryes wg wﬂ 5% 147113, 187) 2504127

éva onotéheopa kit Tou 0,0001 (< T wirapa XAA avd 104 Aeuwe aipoospaima ato Seiyya). Eikoo emed Toi exard (42/158) | Avaboyia kivdivou? (959 C1) 0,66 (0,52, 0,85)

v ooBivi Bev eiyov MRD aro nepipepixd aijua, oupmepiayavopéav 16 0ofleviv mou enrc Sev eiyav MRD omo pughd | T p° <0,001

Twv oorwv. Jo Venetodax w ovoBepanela ya 1) Bepanela aobewdv jie XA rou rouv aroriya o¢ Bepanela e évov ovaotokén Noooatd CR+CRI (N=147) (N=79)

Tou povonariod Tou wodoyés v B-Agmorimdowy — pekém M14-032 H omore\eoyomwanea kal 1 cogdhen Tou venetodlax n (%) 96 (65) 20(25)

atohoyiifnxov oF aoBevels [1e XA\ mou elyav Nie Kl elyv amoTiel o€ Tponyolyevn Bepanela e ibrutinib 1) idelalisib, oz o (95% CI) (57.73) (16, 36)

avoiktol ayeBiaopod, nokukevipuy, pn wyonoayén pehém Oaong 2 (M14-032). Or noBeveic Aafiov venetodar jséow e Tor 000

cunaTioEvon TpoypdypaTac Tihonoinane T &denye, O anfevelc ouvéoay va hayipdvouy 400 ma venetoclax dnof nepnaitc g L

égpe v opaonfel 660 g vooo f ) amoSent) Toédmia. Kard my kb pepopnia ooy v edopenay | 0= 6npmunummwmc CR= (nhpr igeon) opiomnae e andhurag ap e ovBerepdpilay > 1.000/Ampoitpo,

(26 lauhiou 2017), 127 oofevel, sigav svrade ka hife Bepaneia pe venetoclax, And aurois, 51 nofeveic efgav Adfei g >100.000/puxpoafipo, T Ty Uity IODIPNIpHN KOl HUENEC T 00TV i < 5%

Bepaneia e ibruinib (Fxédoc A) kan 36 efyav habel mpoyniysewn Bepaneio e delalisib (Ekehog B). H Bidpenoc nhikia firav 66 ém
(e0poc;: 28 e 85 Em), 1o 70% o avBpe: ki 1o 92% vav Newrol, O Sidyizong ypoves and ) Sidywoon frav 8.3 ém (ebpoc; 0,3
e 18,5 &m, N=96). 01 ypuwpoouwikés ovopahies frov n éNbagn 11q (34%, 43/127), n ékhagn 17p (40%, 50/126), n perdhdatn
TP53 (38%, 26/68) xan 1) py pevahad Tou yowiiou ig¥H (78%, 72/92). Kana mv évapén, To 41% Tuw aoBeviv ey v 1y
nepooiTepou: odévec > 5 cm w0 31% elye ALC = 25 x 1071 O Biapeang apiyite nporyolyevey oykahoykay Bepanedy
firav 4 (edpoc; 1 pe 15) amoug aoBevek; nou elyav Adfa ibrutinib xai 3 (edpog: 1 ps 11) amuc aaBeveic ow élyov el idelalisib.
Eovohixd, 1o 65% Tow aoBevay eiye Adfe nponyod Bepunﬂa i€ VOURN ) avihoyo, T 86% pe p | 10 39%

B)mmw Anovgia xuslowpuwmv [hootuw von Bhootuw e pafidia Tou Auer, anouoin efwpuehc wioou, CRi= nhipnc
Upean jie arekr avdxinon ru;uwmwmc E&murs

“xtianon Kaplan- Meier o Seimepn evbidyieon avak ﬁtﬂwﬁm MpeTie; Hepojviac 4 lavovapiou 2020)
"H{mununmc wulovu( Kivivou lax+ ol &vavel [ ,.,:Mu+u£uxm§wr|] Paoierm oe

i usildaqmv xurtnwmmm (evidpenag kivbuvoc, (prayos kivbuvo)
wm‘w i (18 < 75,2 75), dwnpﬁmﬁ W T Tuaionoinon. K p Em(ﬂumsﬁon;mm og rank,
oTpusaronoinpEvi e Blon Toug Biow riapdyontes

*To nooootd CR+-CRi mpoépyeral and pia npoypayiatiopévn cv&duem u\muuq Tav TpuT 226 aofeviv nou

Kby Cox,

e (X povakhoKG QVTIORYATG, K 10 % e ahkk napiyovia 41% e

Kard 1o ypévo afiokdynong, o Siaecos ypovos Bepansiag pzuenﬁudaxnmﬂd 3 ppec [mpn( 0,1 pe 31 Apnvzcj Tu npm'rsuov
KT anplelo amoteAeopiamIdTITIaR fjtav To ouvoikd iocoatd avianokpian (ORR) abipava pe Tic emiapanousévec NCI-
WG wareuBuviripiec obryyiec tou IWCLL H aviandxpion aésoloyrifree ong 8 eidapaleq, ong 24 sbopadec xa, om owéyea,
KB 12 efojdbec.

v iz 6 ijueC nopaNoaUonG Kard T Tipio| evbidyiean | (Bedojiéva kaTahTKTINAC e popviac 1
Oxrwfipiou 2018).
e'Hnq.unPJ1pmmrmmnu n Boxumufuthmrkmmﬂ Haenszel orpuparonainsém ucBuﬂn v ki (18 éwg < 75, 2 75)
KO TOV KUTTOp Kiblvog, qraaee kv, G oploTre KT8 TV TUIROINaN,




Eakova 5: Kaymin Kaplan-Meder g ouvakiwic emfliwand o VIALE-A
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Kavahqkriko onpeio Venetoclax + olaxmdivn | Ewkovik pdpparo + alakimibivy

= N=145

Tlonoord CR
n (%) 105(37) 26(19)
(95%C1) (31,43) (12,25)

(e <0p01
| Audipeon DOR, pvec 175 133
(95%C1) (153,) (85,176)

Toopord CR+CRi
n (%) 190 (66) 41(28)
(95%C1) [61 71] [21 3&}
Aidseon DORY, priveg
(95%C1) 036 - tSB 155}

MNoooord CA-+CRi kamd v évapln Tau

Kikdou 2, n (%) 124 (43) 11(8)
(95%01) (38,49) (4.13)

| T p* <0001

Toooord ave§aprrokag ond perdyyion,

ayoneTiha 19%(69) 72(50)

n (%) (63, 74) (41,58)
(35% (1)

i <001

Toooord ave§aprrokag ond perdyyion,

EpuBpd apoopalpia 171{60) 51(35)
n (%) (54,66) (27, 44)
(95% (1)

TS <0mt

Tooooro aviandxpiong CR-+CRi MRD*

n (%) 67(23) 11(8)
195%01) (19,29) (4,13)
| T p* <0007

Empiwon ywpic oujipav 191 (67) 122 (84)
Apfipoc oupPapcmaw, n (%) 98 70
Miéeon EFS', pivec (95% Cl) (84,118 (56,95
Ay o kvBvou (95% CI) 0,63 (0,50, 0,80}

| Tuipr <0001

(1= Bidorna epmorootvry, CR = rkipnc deon, CRi= rvipne ipeon pe orekf awdrrron e aipatoloy eéétoon, DOR
= Bipkein TC ovianoxpiory, EFS = emBiaan ywpic aujspay, MRD = edyarn/uetprionin unohelpuanid voao, n = apyioc
avianokpivewy f) apdyog ouuBapdray, - = Bev enmedyiiee.
HCR {mhripne ipeon) opiome we andhurog apiBydc ouBerepdgdu > 1.000/jixpolitp 100,000/ kpodir
avegapTT|aie oo TT) HETAYYION £pubipiy DRIopaIpi mmw.\ouuwm.w <5% iﬂnmw Arovoia mﬂolpopomuw
(hootiw s ooty e pofidia Tou Auer, anounia eEwjueliKg voaou,
Have€aproia and petayyioex; opiarn ke wx neplodog Toukdyiotov 56 oweydyeviy nuepaiv (= 56 npépec) ywpic petayyioer
JETCTINY i) 00T TOU APjEANDU TTC HEAETTC ki K f Mty ani v Teheunaia Baon Tou apydrou T HENETTC -+ 30
THEREC 1) Mpwv arkd T urotpani f v EE2NER Ty vdoau ) npw and Ty Evapén Bepanciad jserd T Bepaneia, dnoio ano autd
oupeivupfiepa.
°H i P mpoxirmes and m doyiaoia Cochran-Mantel-Haenszel opiwpatoomjsévn e fdon v i (18 éuc < 75, 2 75)
KOUTOV KUTTOPOYEVETING KivOivD lcvéu:uécucm&wor, qnuxu;m&md QMg DpioTIE KA TV TURaKanoinar).
# DOR (Sidpren g aviandkpion) opiovixe o ;:pnwcm m ) uwunﬁnpnn rq:(R ya DOR rrg(l{ m;umvnpmq
avionokpion i CR f e Chiyia DOR e CRe+CR, g oy mpiom | umoTpontic,
Emﬁe,chuEume&Mq( vioow i Bavirtou oyw e&eMeng e viaou, unuuuni!wmmﬂdvupn{m.ﬁ Glumm DOR
 npokumrel and T exripnon Kaplan-Meier.
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lax +

akéhn venetoctax + algrmbivn karewovikd pdppako -+ alakmiivy, avtioTorya (p< 0,001). And Touc aoBevelc pie efaprman
and 11 petayyion epudpav aooparpiuy Kk i évapén T Bepanzing ko Bzpanzio pe venetoclax + alakmbivy, o 49%
(71/144) anékmoe avekaprnoia and 1 perdyyion. Ao toug aoBeveic pe Edpnan and 1 perdyyion aionetahiaw kand Ty
&yopén T Bepaneia ki Bepangia e venetoclax +- alakmidiviy, To 50% (34/68) anéknoe avebapmoia and T perdyyion,
(0 Gudpeoc, ypovog péxpt mv npam aveandxgon CR f CRi fav. 1,3 prve (edpoc; 0,6 fwc 9.9 prvec) pe m Bepaneio pe
venetoclax + aaxmibivr. O Siapecod ypovos péxpt Pekmon aveanakpian CR 1| CRirav 2,3 prved (e0pog: 0,6 &g 24,5 pijuec).
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Venetaclax og Mﬁmaua 1€ olowmaivi i egimafivy yo 1 Bzponein qobevaw jie veodrayvwatsion OMA - pgdém M14 358:H
uAMn] M 14 358 fraw o pn Tuyeonaimévn Khvikn Sokiy fphong Iflmu uenemclamc owvuaoys e ofakmibiv (n=84)
1 Beamapivi (n=31) oz obeveic e veobmmuﬂzmﬂm fep OraoBeveic Naav
venetoclax iéow npepoiag Trihomoinanc éwx T Tekik 8oon Twv 400 mg cmu( np:pnum H yoprynon odaxmbivng om
M14 358 rirav mapdyoi e exeivr TG Toymonainpémg pekémnc IALE A H Seomaflim o Boan Taw 20 mg/m2 yopnyrieinke
evboghefing Tic Hucpeq 15 wale kikdau 28 npeptv Eexvaviag and T Hpépa 1 tou Kikou 1. H Gidyeon napaxakotfinay
frav 40,4 piveg (e0pog: 0,7 éwg 427 pfws(\ yi venetoclax + Seorrafive. H Sipeon nhiia Tiov aoBeviov nou unomqeqm
o Bepaneia pe venetoclax + 6m\ru|3|vn firaw 72 ém) (sipog: 65 86 £m), 87% frav Aeukoi, 48% frov dubpeg Ll 8% [um
fobpohoyin ECOG 0 1 1. To noaoard CR+-CRi frav 74% (95% CL. 55, 88) e ouvbiuaopd e deamofiivn.
And Tou, 194 aoBeveic e mponyodjevn Bzpancia yia XAR o1 onolot Ehafov venetoclax o ouwvbuaojo pe priowya, To
50% frav 65 exiov bt v, An toug 107 aobeveis now ofoheyrrikay yio T anoteheoyonkomia o jichém M13-982,
10 57% frav 65 £taw | ue.yu.lm&pm And vou; 127 aobevei nov aflohoyfidnkav yia T AeoparikoTmyia atn peréTn
M14-032, 1o 58% firav 65 ereav 1 peyakimepor, Amd Touc 352 aoBeveic now adlohoyrBrxav i T oogdhea oe 3 dokipsc
povoBepaneiae, avottad axedioayod, 1o 57% frav 65 enov f peyahinepot. And Toug 283 aoBeveic e veoluyvoBeion OMA
Tou umoBhBryrav ae Bepaneia oty kv dokipn VIALE-A (oxéhog venetockax + olaxmibivy), To 96% frav nwdac = 65
evav kai'to 60% frav nhikiac = 75 evav. And touc 31 aoBeveic mou unoBhinkav oc Bzpaneia oty ki) dokpn M14-358,
10 100% frov nhiklog > 65 e v 1o 26% firav hiking = 75 exiov. Aev nopatnprfnkav khwika onpaviké Siapopés oty
ao@ahEID T OOTEAEORIATIKOTATA JETaE0 Twv Peyamepiwy Kl VEOTEpLY O£ TAiKia anBeviow oTIC PERETEC DuvBuaapoD ki
povoBepaneiac. Nabiorpic mhfuopoc O Evpumaike Opyavicyoc Dappdruy £xet Booe anabayn and Tiv unogpéwan
unofloNic v anoteheaparwv v peEkev e 10 Vendyxto oe Gheq T unokathyopiec ou nodiatpikoy mnBuoyion
am Xpova Agugoxurropik) Aaxapia [fhéne mapdypago 4.2 yio mhrpoguples oYeTid e TY ik ypion). 0
poc Bappdray éye Sioe avaPol and v una;pémor] umﬂokm TV QIDTENCHATION Ta HERETLIV e

'H axTiinon TiE v K0

oK wﬁww(rm i mﬁum]qumm 18&:(<!5 >Z’5) ke Ty p
(w&numac Kivdiovoc, prede kivBuvoc), ﬁnurquphrnn wads e Tuymianolnon. H et p PaoiCeran oebomuuun Iog rank
OTDGHTATONEV € BOOT) TOLG IBI0UC NpBYOVTEC,
40 nogoatd aviamoxpiong CR-+CRI MRD opierat g to % tww aoBevin iow nétugay CR 1, CRi kat Ms{uvuwmmpmn
MRD <10 Bhaarw orow puehd 1w ooy, i npaoSiopiCeran and ia &), KaVTpIKe, ol
RUTHAROETpiAc poric.
‘Excipnon Kaplan-Meer.
Ao Toug aoBeveic e 1) perahhaéy FLT3, va noocoord CR-+CRi frav 7256 (21/29, [95% C1: 53, 87]) ko 36% (8/22, [95% CI:
17, 59]) ora axéhn venetoclax 4 ofoxmblvn kol £koviko papyaro -+ adaxrmibivi, avriotorga (p = 0,021), And Touc aoBievei
et pendkhaén I0H1/ADH2, 1o nogoota CR+CRi frav 75% (46/61, [95% CL 63, 86]) van 1% (3/28, [35% CE 2 28]) oma

™ Vendyx!n 3 plnq 0 INopiECTOU oy O&eia Muchayevit Aeuyaria OMA (Phéne
napaypago 4.2 yio HMWGPGD[E( GYETIR e I RaSITTPIKG xpﬂum 7. HTOJ(OI THE ABEIAT KYKAOGOPIAL: AbbVie
Deutschland GmbH & Co. K&, Knallstrasse, 67061 Ludwigshafen, [eppiavia. 8. APIOMOE(OI) AAEIAS KYKAODOPIAL:
FU/1A6/1138/001 (10 ma, 10 broxia). EU/1/16/1138/002 (10 mag, 14 &iokia). EU/1/16/1138/003 (50 mg, § Giowia)
EUA/6/1138/004 (50 mq, 7 Giowda). EU/1/16/1138/005 (100 mg, 7 Gioia). EU/1/16/1138/006 (100 mg, 14 Bioia).
EU/A16/1138/007 (100 myg, 112 (4 x 28) &oria). 9. HMEPOMHNIA NPOTHE ETKPIZHEI/ANANEQZHE THE
AREIAL: Hpspopnvia npamg éyepion 05 AexeyBplou 2016, Huepopnvia teheutaiog avavéwong & ZemrePpiov 2018,
10. HMEPOMHNIA ANAGEQPHIHE TOY KEIMENOY: 03/2022

A i, TANPOGPIES Yia To Tapdv pap 6 mpaidw evan Siaféarjiec oTov SiTuakg Tamo Tou Fupumaikoi Opyaviayiod
(appdwv: httn:/wwwema eutopa.ey.




NEPIAHWH TON XAPAKTHPIETIKAN TOY NPOIONTOE

W To odpyoko autd teAel und oupninpwyatikd napakahoiBnon, Autd Ba
enttpéyer To yphyopo npoodloplopd véwv nhnpogopiwy aopdAelag. Zntetal
and toug enayyeApaties uyeiag va avagépouv onoieodnnote mBavoAoyoUpeve
aveniBUpnteg  evépyeiee. BN nopdypago 4.8 yia tov tpdno  avagopds
avenBipntwv evepyeichv. 1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOE
Inrebic 100 mg oxkAnpd kaydkia 2. MOIOTIKH KAI MOZOTIKH EYNGEIH
KaBe okAnpd kawdkio nepixel povoubpikn Bubpoxhwplkn @evipauvipnn,
taoblvapn pe 100 mg gevipauvignng. Ma tov nAdpn katdhoyo twy ek6AXwY,
BA. nopaypago 6.1. 3. OAPMAKOTEXNIKH MOP®H IkAnpd kawdkio.
Kokkivwnd-kage ablapavi kayakia, 21,4 - 22,0 mm (peyéBoug D), pe unwpévn
v évbeifn «FEDR» oto kandki kat v évbei€n «100 mg» oto owpa pe Asukd
peAdvi. 4. KAINIKEL NAHPO®OPIEE 4.1 Bepansutkég evbei§eig To Inrebic
evbeikvutal yla m Bepaneia g oxeuddpevng pe tn vooo onAnvopeyahiag n v
oupMwdTwy oe evilikeg aoBeveis pe npwronabi pueofvion, pueholvwon petd
and aAnBn noAukuttapaipia i pueAoiviaon petd and 15iona8n BpopBokuttdpwan
nou eival npwtoBepaneudpevol e avaotohéa kivaong Janus Assaociated Kinase
(JAK) 1 éxouv AaBei Bepaneia pe pou€ohmvipnn. 4.2 Aocoloyia kat tpénog
xopiynong H Bepaneio pe to Inrebic Ba npénetva Eekivé kal va nopokohauBeital
und v eniPAeywn TPV e Epnepia 0T XpRON OVIIKAPKIVIKWY GAPHAKEUTIKAOY
npoaidviwy. Aooohoyia Ot aoBevei nou AapPdvouv Bepaneio pe poufohimvipnn,
npiv Eekivioouv tn Bepanelo pe Inrebic, npénet va peiwoouy otadlakd kal va
Siakdyouv ™ pou§ohimvipnn olppwva pe T¢ NAnpogopies auviayoypdenong
g pouomvipnng. H apxikn e€étaan twv eminébwv Betapivng (Brapivng B1),
yevikeg e€erdoeic aipatog, nnaukég e€etdoeig, e€etdoeig g apurdong/hindong,
Tou odwrou oupiog afpatog (BUN) kat g kpeanvivng Ba npénel va AapBdvovtal
nptv and v évapgn tng Bepaneiag e Inrebic, katd Slaotipata kotd tn didpkela
g Bepaneiog kal onwg evbeikvutal kKAvikd. H Bepaneia pe Inrebic G6ev Ba
npénet va §exivioel oe aoBeveig pe avendpxkeia Beiapivng, péxp va diopBwBolv
10 enineda Beiapivng (BA. napdypago 4.4). H évapEn ng Bepaneiag pe Inrebic
Sev ouviotatar oe aoBeveig pe apxikd opBpd aponetadivv katw and 50 x 10°/1
kat ANC < 1,0 x 10%/L. Zuviotdtal n XpRon NpoQUAKTIKAG OVIERETIKAG QywyNg
OUPQWVa PE TNV TONIKA NPAKUKA Yia UG npwieg 8 efbouddec tng Bepaneiog
Kal JETENENA N GUVEXION TG onwg evbeikvutal kKAivika (BA. napdypago 4.4). H
xoprynan tou Inrebic pal pe yedpa pe upnAi nepiekkdinta e Ainap@ pnopel
V0 PEWDOEL TV ENiMwan g vautiag Kot tou petol, H ouviotwyevn doon tou
Inrebic eival 400 mg dnag npepnoiwe. H Bepaneia priopel va ouvexiotel yia 6oo
Sidotnpa o aoBeveic anokopiZouv KAIVIKG OgeAag. Ba npénet va efgtalovial
Tpononolhael e G6ong yia aipatohoyikéG Kal pn aIpatohoykéS ToEIKGTTES
(Mivakag 1). To Inrebic Ba npénel va biakonetal os aoBeveig nou ev priopolv
va avexBolv t 86an v 200 mg npepnoiwg. Edv nopakewpBel pia &éon, n
endpevn npoypappauopévn S6on Ba npénet va AngBel v endpevn npépa.
Aev Ba npénel va hapBavoviar eniniéov kaydkia yia va avaninpwBel n 6oon
nou napaleipBnke. Tponanomeeic Sdong Ot tpononainoslg ng Goong yia
atpotohoyIkeG ToEIKONTEG, Pn CIPaTOAOYIKEG TOEIKOTNTEG KAl GVTIPETMNION TG
eykepaAondBeiag Wernicke (WE) napoucidZovia otov Nivaka 1. Ataxeipan
bdong Bdoet twv emnébwy Betaplvne Npv and tnv évapgn g Bepaneiog kai katd
n Bidpkeia authg, ta enineba g Beiapivng Ba npénel va avanAnpwvovial edv
elval xopnhd. Katé tn Bidpketa tng Bepanelag, 1o enineba tng Beiapivng Ba npénet
va a€loAoyolvial nepioBika (m.x. nviaiwg yia 1oug NpwIoug 3 HAVES Kat Katamv
KaBe 3 pAveg) Kai onwe evbelkvutal khivikd (BA. nopéypago 4.4). Tpononowioeig
¢ 660NG KE TAUTOXpoVN Xpron 10xXupwY avaotoAéwv Tou CYP3A4 Edv bev eival
Suvath n anopuyn Twv ouyxopnyoUpevwy 1oxupwy avaatoAéwy tou CYP3A4, n
&don tou Inrebic 8a npénel va pelwbei ota 200 mg. O1 aoBeveic Ba npénel va
nopakohouBolvial npooektkd (n.x. Toukdxiotov efbopabiaieg) wg npoeg v
aopdAeia (BA. nopaypdpoug 4.4 Kai 4.5). Ie nepintwoelg dnou dlakdntetal n
auyxopiiynon pe 1oxupd avaotehéa tou CYP3A4, n 6dan tou Inrebic B npénel
va aunBel ota 300 mg ana npepnoiwg katd  Bidpkeia wv npwiwv dlo
ePbopadwy petd and  Biakonn tou avaotohéa tou CYP3AL kal otn ouvéxein
ota 400 mg dna€ npepnoiwg, epdoov sival avektn. Ba npénel va yivouv eninéov
npacappoyég g doong, 6nwe anarelal, pe Bdan v nopakololBnen g
oxeuldpevng pe 1o Inrebic aopaeiag kat anoteeopatkdtntag. Enavoxipdxwon
fdong EGv n aveniBUpntn evépyeia Adyw tou Inrebic nou obnynoe oe peiwan
g 6dong eAéyxetal pe anoteheopatkn blaxeipion kat n 1EIKOTNTa UNOXWPNOEL
yio toukdxiotov 28 npépeg, 1o eninedo tng Sbong pnopsl va oufnBei e
véou katd éva eninebo Sdong ova phva péxpl 1o apxikd eninebo Gdang. Aev
ouvioTatal enavakApdkwon g 68ong eav n peiwon tng d6ong opeiAdtav og pn
apatohoyikh togikdtnta BaBuol 4, aUgnon tng apvotpavogepdong g chavivng
(ALT), tng aonapukng apwvotpavapepdons (AST) A tng oAIKNG xoAepuBpivng

BaBuol = 3 n enaveppavion aipatooyikng to§ikdtntag BaBuod 4.

Nivakag 1: Mewwoeig tng S6ong yio awparoloyikég, pn apatooyikég
tofwdtnteg nou npoxkdntouv katd tn Bepancin kat avupctdnon ng
eykepalonaBeiag Wernicke

Aupatohoyikii Tofikétnra

Meiwon tng 6éong

?:”E.‘a:ﬁiu B:?E?": ::lapaé Mpoowpivi Siakon Mg oong tou Inrebic péxpr va

iy unoxwpnoe! oe BaBpd < 2 (apiBudg aonetahioov
aiponetahivov < 50 x 10'/1) ik ; : ;
1 BpopBanvia Bod- <75x 10%1) fi ownv apxwh npn. Enavévapgn me Bdong

oL . |ota 100 mg npepnoiws kaww and tnv tekeutaia xopn-
ol 4 (opBpog aponetaki- ; 6
wv < 25 % 10%1) T L

Mpoowpivi Siakonn T doong tou Inrebic péxpt va uno-

Oubeteponevia BaB- xwpnoeL o BaBud < 2 (ANC < 1,5 x 10%/1) i omv apxiknA
pol 4 (ondhutog apiBpdg  [upn. Enavévapén mg Sdong ota 100 mg npepnaiwg kdtw
oubetepdpiawy [ANC] and my Aeutaia xopnyoUpevn Gdon. Miopolv va xpn-
<05x10%1) oponoinBolv auEntiKoi NapaYOVIES TwV KOKKIOKUTIGpLV

Katd my Kpion tou atpou (BA. napaypdgouc 4.4 Kot 4.5).

Babpol 3 ka ugnhdtepou
BaBpod avaipio, evielkvutal

Npoowpivi Biakonn me G6ong Tou Inrebic péxp va uno-
xwpnoel oe BaBud < 2 (eninebo apoopaipivng < 10,0 o/

petdyyion (eninebo awo-  [dl) n o apxwa upn. Enavévapgn g G6ong ota 100 mg
apaiplvng < 8,0 g/dl) npEPNoiwG Kitw and Ty Teheutaia xopnyoUpevn Soon.
Enavepgdvion aipatoloyi- : —— ; .
i to€ikdmtac BoByoo & Awakonn tou Inrebic kata v Kpion Tou 1atpod.
Mn aiparodoyiki tofi-
Kornto

BabBpol = 3 vautio, épetog
11 Buidppoia nou Bev aviano-
KpiveTal o€ UNooIPIKUKG

HETpa EVIOe 48 wptv
BaBpol = 3 ALT/AST
i:i’?@izﬁfgﬂéi\;t Mpoawpn Siakonn mg 66ong Tou Inrebic péxpt mv uno-
[ULN]) f xohgpuBoivn xwpnan oe BaBpol < 1 [AST/ALT (> ULN
(>3.0 éwg 10,0 ULN)
BaBpod = 3 apuhdan/hindon | Mpoowpivi Biakoni Tg 50ong tau Inrebic péxpr mv uno-
(> 2.0 fwe 5,0 x ULN) xwpnaon e BaBud 1 (> ULN

Mpoowpivi Biakonn mg Soong tou Inrebic péxpt my
AMEG Hn OIOTOAOYIKEG unoxapnon oe BaBud < 1 A otnv aparn upn. Enavévapgn

tofdmiec BaBpol = 3 g oong ota 100 mg npepnaiwg KAt and v teAeutaia

xopnyoUpevn boon.

Mwxeipion wv ennébuwy
Belapivng kal g eyke-
pahondBeiag Wernicke

Meiwon tng §dong

Mpoowpivi Biakoni Bepaneiag pe to Inrebic. Xoprynon
hdong 100 mg and otdpatog AapBavopevng Berapivng
npepnoiwe pexpi 1a enineba g Beiapivng va enavéABouv
010 (uUOIoAOYIKG e0pog*. EEetdore 1o evbexdpevo enavé-
vap&ng mg Bepaneiag pe Inrebic étov ta enineba Bewapi-
vng Ppiokovral evidg Tou puaohoyiKol E0POUC TIPEV®.
MNpoowpivi Biakonn mg Bepaneiog pe Inrebic. Zexiviote
Bepaneia pe nopeviepikn Beiapivn ot Bepaneunkeg Bo-

Ta eninebo Beiapivng < tou
(puaiohoyikod edpoug (74
£wg 222 nmol/1)*, aAG

= 30 nmol/l xwpig onpela i
oupntwpata WE

iy i oeig péxpr ta enineba mg Beiapivng vo eniotpéyouy o1o
= Sorooll gl onpcif uoioAoyK6 Epog”. EEETdote 1o evbexdpevo enavévap-
oupmwpata WE (PUOIDAOYIKD EUPOCT. M o

£n¢ g Bepanelag pe Inrebic drav 1o enineba Beiapivng
Bpiokovial eViog 10U (UOLOAOYIKOU EJPOUC TIHLWV®,

Tao onpeio A oupmuwpata
WE avegapmta and ta eni-
neba Belapivng

To puoloAoyikd €Upog Tng Belapivng evbéExetal va dlagépel avaloya e TG
peBaboug nou xpnotponaloUvIal oTo pYactnplo.

Awakdyre n Bepaneia pe 1o Inrebic kat xopnynate apé-
owg Beiapivn nopeviepike ot Bepaneumikég Sooeig,

Eibixol_nAnBuguoi Negpirii SuaAertoupyia Ta aoBeveic pe ocoPapn veppikn
Suahemoupyio (kdBapon kpeativivng [Cler] 15 ml/min éwg 29 ml/min katd
Cockeroft-Gault [C-G)), n 86on Ba npénet va peiwBel ota 200 mg. Aev ouviotatal
tpononoinon g 86ang évapEng yia Toug aoBeveic pe Ano éwg PETpIo VEPPIKNA
Sugheroupyia (CLer 30 mU/min éwg 89 ml/min katd C-G). Adyw mBavig
at§nong g €kBeang, o aoBeveic pe npoiindpxouoa  péTpIa VEQPIKNA
Suokermoupyio pnopei va xpeidfovial roukdxiotov efSopabiaia napakohotBnon
¢ aopéAetag Kai, £av eival anapaftnto, tpononoiioelg g doang Bdael Twv
avenBUpuntwv evepyewwy. Hnanki ducAettoupyia H pappakokvnuki tou Inrebic
Sev éxel aflohoynBel oe aoBevelg pe coPapn nnatikn Guoetoupyia. H xprion tou
Inrebic o aoBeveic pe aoBoph nnaukn Suokettoupyia (katnyopla C katd Child-
Pugh 1 ohikn xoAepuBpivn >3 gopég 1o ULN kai onotabiinote ai§non AST) Ba
npénel va anogelyetal Aev anaueltal onerofnon g 66ang évapgng yia toug



aoBeveis pe nnia éwg pétpla nnaukn duohenoupyio.  HAikiwpévor hev
anaitolvial emnAéov Npooappoyeg tng Boong o nAkiwpévoug aoBeveig
(> 65 ewv). Mabiotpikag nAnBuopdg H aopaAeia kal n anoteAeopatdtnta tou
Inrebic o naibid Kat egnious nAkiag Ewg 18 etwv dev exouv tekunpiwBel. Aev
undpxouy SloBéowa Gebopéva. Tpdnog xophynang_To Inrebic npoopiZetal yia
ano otépateg xphon. Ta kawdkwa dev Ba npénel va avoiyovial, va onave n va
voowvial. Ba npénel va katanivovial oAkAnpa, katé npotipnon e vepo, kal
unopouyv va AapBavoviat pe f xwpic popn. H xopiynon paZi pe yedpa pe uynhn
MEPIEKTIKOTNTA O€ AINapd pnopel va LEIWoEr TV eNiNtwon g vautiag Kal Tou
ejetol, ouvenwg, ouviotdtal n Adyn podi pe pogpn. 4.3 Avievbeifeig
YnepeuaioBnoia atn Gpacuxn ousia h o€ kANolo and ta ékGoxa nou avagépovial
atnv napdypoo 6.1. Kinon (BA. napdypago 4.6). &.4 Ebikég npocibonothocig
Kan npopurd€erg Katd tn xphon EykegalondBeia, oupnepiapBavopévng g
sykegaondBeiac Wernicke AvagépBnkav neplatatiké oofapng kal Bavatngépou
eykeparondBelag, oupnepiapPavopévng ng eykepoiondbeiac Wernicke, ae
acBeveig nou éAaBav Inrebic. H eykepalondBeia Wernicke eival pia veupohoyikn
enelyouoa katdotaon nou o@eietal otnv avendpkeia Betapivng (Birapivng B1).
Ta onpeln Kol gupnmtwpata NG eykegahondBeiag Wernicke pnopel va
nepihapBavouy atafia, petaBoréc g vonukng katGotaong kot opBaluonAnyia
(n.x. vuotaypo, Simhwnia). Onolabhnote petaBohn tng vonukAg Katdotaong,
abyxuon 1 Stapaxn pvipng Ba npénel va eyeipel avnouxia ya miBavn
eykeparondBela, aupnepihapBavopévng g eykeparondBeiag Wernicke al va
obnynael oe nhnpn afloAdynon, n onoia Ba nephapPaver veupohoyikh e€étaon,
afiohdynan  twv  emnébwv  Beiapivng Kot aneikovionkd  heyxo  (BA
napaypagoug 4.2 xkat 4.8)._Ta enineba Beiapivng kat n Siatpepikn katdotaan
otoug aoBeveic Ba npénet va aflohoyoltvtal npv ané tnv évapEn tng Bepaneiag pe
Inrebic, nepiobikd Kkatd tn didpkela g Bepaneiog (nx. pnvigiws yia Toug
npwIoug 3 PAVEC Kal Katonv kaBe 3 pAveg) kal onwg evbeikvutal kKAvika, H
Bepaneia pe to Inrebic Sev Ba npénet vo Eekiva oe aoBevelc pe avendpkela
Betapivng. Mpwv and tnv évapgn tng Bepaneiag kai kKotd tn Sidpkeia autig, 1a
enineba e Belapivng Ba npéner va avanknpwvovial €dv eival xapnkd, Edv
undpxel unoyio eykepahondBeias, n Bepaneia pe Inrebic Ba npéner va
Slokontetal  apéowg kot va  fexiva  nopeviepikn  Bepanela  Belopivng
npaypatonoviag nopdMnia afohoynoeig yia dheg ug mbavég awieg. O
acBeveig Ba npénel va nopokolouBolvial éwg dTou Ta oupntwpata onobpdpouy
11 BeAucwBolv Kat 1o enineba Betapivng enavéhBouy ota guoiohoyikd enineba (BA.
napaypdgoug 4.2 ai 4.8). Avaipio, BpopBonevia kat oubeteponevia H Bepaneia
e 10 Inrebic pnopel va npokaréael avatpio, BpopBonevia kal oubeteponevia. Ba
npENEL va npaypatonololvial NAAPEIS aIpatoAayIkeG eEETA0EIS Katd Tnv évapén,
neplobika katd tn Sidpkeia e Bepaneiog kal 6nwe evbeikvutal KNvika (BA.
napaypagous 4.2 kat 4.8). To Inrebic bev £xel peetnBei oe aoBevel pe apxikd
apiBué aiponetakiwv < 50 x 1071 kat ANC < 1,0 x 10%/1. Avayia H avaipia
napouaiGZetal yevika péoa atoug npwtoug 3 pnveg g Bepansiag. O1 aoBevelc pe
eninedo apoogaipivng katw and 10,0 g/dl kata mv évapEn tng Bepaneiag eival
niBavortepo va avanti€ouv avaipio BaBuol 3 n uwnAdtepou kata m Sidpkeia g
Bepaneiog kai Ba npénel va napakohouBolvial npogektika (n.x. pio gopd v
efbopada yia tov npwro phva éwg dtou Beluwboly ta eningda aipoapatpivng).
01 aoBeveig nou avamiacouv avaipia pnopei va xpeidZovial petayyioesig aipata.
E€etdote 10 evbexdpevo pelwong g 66ong yia aoBevels nou avamlooouy
avaipio, 1bioitepo yio exeivoug nou efgprwwvial and petdyyion epubpov
apoogaipiwy (B nopoypdgoug 4.2 ka 4.8). BpouBonevio H BpopBonevia
napouaiGZetal yevika péoa otoug npuitous 3 pnveg tng Bepaneiag. AoBevelg pe
xapnAd apiBué aponetaicv (< 100 x 10°/1) katd ty évapEn tng Bepanelag elval
niBovétepo va avantwi€ouv BpopPonevio BaBpol 3 1 uwnhbtepou katd
bidpkeia g Bepaneiog kat Ba npénel va napakohouBouvial npooektka (n.x. pia
@opd v eBbopdba yia tov npwro piva éwg btou PeAtwbel o apiBudg
aponetahiwy) (BA. nopaypdpoug 4.2 kat 4.8). H BpopPonevia eivar yevika
avaotpépipn kol auviBwe avtipetwniZetal pe unootnpikukn Bepaneio, 6nwg
npoowpivég Blakonég tng 8dong, pelwon g Soong N/kal petayyioelg
alponetoAiwvy, edv eival anapaitnto. O1 acBevelc Ba npénel va gvnpepivovial yia
v aufnpévo kivbuvo aipoppayiag mou oxetidetal pe tn BpopBonevia.
Qubsteponevio H oubeteponevia ATV YEVIKG QvaoTpEWILN KOl OVILETWNITTNKE
e npoawpivi avaotoAn tou Inrebic (BA. napaypdpoug 4.2 kai 4.8). [aotpeviepika
oupBavia H vautia, o €UETog Kal n BIGPPOIO OUYKATOAEYOVTAl 0TI OUXVOTEPES
avemBUpnTeg evépyeleg otoug aoBeveig nou AapPdvouv Bepaneia pe Inrebic. O
NEPIOOGTEPES and TG aveniBUpnteg evépyeleg eival BaBuol 11 2 kat ouvnBug
Aappavouv xwpa evidg Twv npwtwy 2 eBbopdbwv e Bepansiag. EEetdote 10
evbeXapEvo xopnynong KatAANARG NPoPUATKTIKAG avuepeTkng Bepaneiag (n.x.
aviaywwioteg unoboxéwv 5-HT3) katd tn Sidpkeia tng Bepaneiag pe to Inrebic.

Avupetwnioe i Sidppola pe avudiappoikd PapUaKEUTIKG Npoidvia apéowg
Kata Ty NpWIn ERQEAVION Twv oupntwpdtwy. Ma NeEpINoEig vautiag, epetol
kat 6idppotag BaBuou 3 n uynAdtepou nou Sev avianokpivoviat o€ unoonpIKIKG
pETpa evidg 48 wptv, n 6don tou Inrebic Ba npénel va BlakomETal PEXpL va
anobpdpouv oe BoBud 1 n pikpdtepo BaBud/otov apxikd PaBud. H 66an Bo
npenet va Eekivioet ek véou ata 100 mg npepnoiwg katw and tnv teAeutaio
xopnyoUpevn 66an. Ta enineba g Bewapivng Ba npénel va nopakohouBolviar
Kai va avanAnpwvovial 6nwe anaeital (BA. napaypagous 4.2 kai 4.8). Huaukn
Tofikétnta Exouv avagepBei au§haeig twv ALT kat AST pe T Bepaneia pe Inrebic
KOl éVa NEPIOTATIKG nnatikng avendpkelag. H nnatiki Aettoupyia wv acBevidy Ba
npénet va napakoAouBeitar katd tnv évap€n tng Bepaneiag, touldxiotov pnvigiwg
yla ToUg NPWIoug 3 pnveg, neplodika katd t Bidpkeio tng Bepaneiag kol Onwg
evbeikvutal KAvika, Metd tnv napatnpaUpevn to€ikotntg, ot aoBeveic Ba npénet
va napakohouBolviar TouAdxiotov kiBe 2 epdopddeg péxpl v anabpopn. Ot
au€noelg wv ALT Kal AST ftav YevIKG avaoTpEWIKES HE TPONONOIRTEIS TNG 86ang
f oplotikn Blakonn tng Bepaneiog (BA. napaypdgpoug 4.2 ko 4.8). AuEnpévn
apuAdon/Minaon Exauv avapepBei au€hoeig g apuldong n/kai tng Aindong pe
m Bepaneio pe 1o Inrebic kai éva neplotaukd naykpeatiudac, H apukdon kat n
Aindon wyv aoBevav Ba npénet va nopakohouBolvial katd v évap€n g
Bepaneiag, toukdxiotov pnviaiwg yia Toug npwroug 3 piveg, neplobika Katd m
Bidpketa ng Bepaneiog kat 6nwg evbeixvutal kAvikd. Metd ty napatnpolpevn
wfikomta, of ocoBevelc Ba npénel va napakoAouBolvial TouAdxioTOV
kdBe 2 Pbopdbec péxpt v anodpopn. Ma opuddon n/kal kindon BaBpol 3
UYNAGTEPOU, GUVIOTWVIAI Tpanonolngeis tng 56ang (BA. napaypdgoug 4.2 kat 4.8).
Aunpévn kpeanivivn Exouv avagepBei au§noeig tng kpeauvivng pe tn Bepaneia
ue 10 Inrebic (BA. napdypago 4.8). To enineda kpeauvivng twv aoBeviov Ba
npénet va nopakodouBolvial katd v évapEn g Bepaneiog, touAdxiotov
HNVIOIWG Y10 TOUG MPWIouS 3 PAVES, NEplodika Katd tn Gidpkela g Bepaneiag
kat 6nwg evbeikvutal khivikd. NMa coPapn veppikn Suckeroupyia (Cler 15 ml/
min £wg 29 ml/min kotd C-G), ouviottovial tgononoinoeig tng Géong (BA
nopdypago 4.2). AMnhenibpdoeic H toutéxpovn xopiiynon tou Inrebic pe
1oxupoUc avaotoleig tou CYP3A4 auavel v éxkBean ato Inrebic. H au€npévn
éxBeon oto Inrebic pnopel va ouhoel tov kiviuvo aveniBUpntwy evepyeiwy.
E€etdote 1o evbexdpevo evalakukwy Bepaneicv nou bev avaotENouy 1oxupd
n Spoatnpidtnta tou CYP3AL, avil twv 1oxupwv avaatoréwy tou CYP3AL, Edv
Bev efval duvath n avukatGotaon twv loxupav avaotoréwy tou CYP3A4, n 6dan
tou Inrebic Bo npéner va pewwBei drav xopnyeital pe 1oxupols avaotoheis Tou
CYP3AL, (nx. ketokovalOAn, puovaBlpn). Ot aoBeveic Ba npénet vo
napakorouBolviar npooektikd (m.x. touAdxiotov epbopabaiwe) wg npog v
aopdAeio. H nopatetapévn auyxophiynon evég pétplou avaatohéa tou CYP3AL
unopei va anatei otevn napakoAoUBnan tng acpalelag kal, £dv ival anapaltnto,
wpononoincel; tng  &éong Paoel Twv  avemBUpntwv  evepyeidv  (BA.
nopaypdgoug 4.2 kai 4.5). OL nopdyovieg nou avagtéAAouv Tautéxpova 10
CYP3A4 ka1 1o CYP2C19 (n.x. pAaukovaZAn, ghouPogopivn) f tov ouvbuaopd
Twv avaotohéwy tou CYP3A4 kat tou CYP2C19 pnopei va augnoouy tnv €kBean
ato Inrebic kat Bo npénet va anogelyovial ot aoBeveic nou AapPavouy Inrebic
(BA. napdypao 4.5). O1napdyovieg nou endyouv 0xupd n pétpia 1 CYP3AS (n.x.
pawutoivn, pipapnikivn, papipévin) pnopsi va pewwoouy v €kBeon ato
Inrebic ka1 Ba npénet va anogelyovial e acBeveic nou AapPdvouy Inrebic (BA.
nopdypago 4.5). Edv 1o Inrebic npdkeital va auyxepnynBeil pe undotpwpa tou
CYP3A4 (nx. wbaZohdun, owBaotativn), tou CYP2C19 (nx. openpaldAn,
S-pegavutoivn) 0 tou CYP2D6 (n.x. petonpoldAn, Se€ipopeBopadvn), ot
TpononoIncel; g d0ong twv ouyxopnyolpevwy (apudkwy Ba npénel vo
ylvovtar dnw¢ anatteltal, pe otevi napakoheUBnon tng aopéhelas kal g
anoeAeopaukdtrag (BA. napdypago 4.5)._Edv 1o Inrebic npdkemat va
auyxopnynBel pe napdyovieg nou anexkpivovial and toug vegpous péow tou
HETapopéa opyavikav Kaudviwyv (OCT)2 kai tou petagopéa  e§wlnang
noMamidv gappdkwy kal o€ivav (MATE)/2-K (nx. petgoppivn), anareftat
npaooxn kal Ba npénel va yivovial tponenolngelg tng S6ong dnwg ananeital (BA
napaypago 4.5). H 1autdxpovn xpnon augnmiKiv alponoIntkmY napayoviwy pe
10 Inrebic bev exet pehetnBel. H aogdleio kal n aNoTEAEOPATIKOTNTO QUTWY TwV
auyxopnyhoewy ev eival yvwoth (BA. napaypdgoug 45 ko 4.2)._Eibikof
nAnBuapoi HAiwugvor H epnetpia oty nAKokA opdda twv 75 €1wv Kat dvw
elval nepiopiapévn. L& KAIVIKEG HEAETEG, T0 13,8% (28/203) twv aoBevav nou
£hapav Bepanela pe Inrebic Atav 75 et Kat dvw, evi ekbnAtvoviav ouxvétepa
ooPapég avemBupnteg evépyeieg kat avemBUpNTES EVEpYELES Nou odnynoav og
biokonn ¢ Bepaneiag. Exboxa To kawdwia Inrebic nepiéxouv hiyétepo
and 1 mmol varpiou (23 mg) ava 6don, nAabn eival ouoiaoukd «ehelBepo
vatplous. 4.5 AAAnAemibpdosig pe dAAa oppakeunkd npoidvia Kat



aAAeg popypéc arknAeniSpaong EnlGpaon GAAwy MOPUOKEUTIKWY NPOIGVILY
otn gevipatvignn H gevipauvipnn petaBoAietal and noAhanhé CYP in vitro pe
v Kupiapxn aupBoAn tou CYP3A4 kai pe pikpdtepn aupBoAn and to CYP2C19 kat
g poveofuyevaoe nou nepiéxouv ghaplvn (FMO). loxupol kot pétpior avaatolelc
ou_ CYPIA4 H ouyxopfiynon KetokovaloAng (ioxupdc avaotoAéag Ttou
CYP3A4: 200 mg 600 @opég npepnoiwg) pe epdnaf Gdon gevipauvipnng
(300 mg) avgnoe TV NEPIOXA TNG PEVIPATIVIUNNG KATW and Ty KapunuAn xpdvau
QUYKEVIPWONG 010 MAGoHa ano tov xpdve pndev éwg to dneipo (AUC ) katd
nepinou 3 g@opég (BA. napdypage 4.2). Me Bdon UG NPOCOHOIWOEIS
QOPUOKOKIVATIKWY  poviEAwv nou Paciovial ot guowohoyia (PBPK), n
ouyxapfiynon pétplav avaotoAéwy tou CYP3A4, n epuBpopukivn (500 mg tpeig
@opeg npepnoiwg) n n GikuaZépn (120 mg dUo Qopég npepnaiwe), pe
@evipauviunn 400 mg dno€ npepnoiwg npoPAénetal va aughoel v AUC
@evipauvipnng oe otaBepn katdotaon katd 1,2 kat 1,1 qopég, aviiotaixa. Aev
unopoly va anoxheiotoly ol avermBUpNTES EVEPYEIEC ENETD and NOPOTETAPEVN
guyxopfiynan pétplou avaotohéa tou CYP3A4. Tautdxpovn avaatodr) tou CYP3A4
ka1 tou CYP2C19 H enibpaon tng tautdxpovng xopnynang Sinkal i ouvbuaapol
avaotodéwv twv CYP3AS kat CYP2C19 otn (papHOKOKIVATIKA TNG GEVIpaTIvIUNNG
bev éxel pehenBei. O npogopoiweeig PBPK unobnAdivouv éu n ouyxopriynan
evdg dimhol avaatoréa tou CYP3A4 kai tou CYP2C19 pe pia epdnag 6don
gevipanvipnng pnopei va auffoel v AUC, ¢ gevipanvipnng kotd
nepinou 4 gopég kal 6t n katdotaon propel va petaPAnBel pe  xophynon
noaniwy ddoewy pevipauvipnng Adyw tng ouvBstng aAnAenidpaong petatl
autoavadtoAns Kai autosnaywyne twv eviUpwy tou CYP. O napayovieg nou
avaatéMouv tautdxpova 1@ CYP3A4 kai 1o CYP2C19 (nx. ghoukovadohn,
@houBoapivn) i Tov ouvBuaopd wy avaotoréwy tou CYP3A4 kat tou CYP2C19
pnopef va au€noouv Ty €kBeon otn pevipatvipnn kai Ba npénel va anogeldyoviat
oe aoBeveis nou AapPavouv pevipanvipnn. loxupol kai PETpLol enaywyeic Tou
CYP3A4 H ouyxophynan pipapnikivng (ioxupds enaywyéag tou CYP3A4: 600 mg
ana€ npepnaiwg) H epaPipéving (pétpiog enaywyéag tou CYP3A4: 600 mg dnat
npepnoiwe) pe epdnag Soon gevipauvipnng (500 mg) peiwos v AUC,, tg
@evipanvipnng Katd nepinou 80% n 50%, avtiotoxa. Avaotodeic aviAlag
mowroviwy  H  ouyxopiynon  navionpaldAng  (avootohéag  avthiag
npwroviev: 40 mg npepnoiwe) pe epanat 66an gevipauviunng (500 mg) av€noe
v AUC,, tng pevipativipnng oe kAivikd pn anpaviik BaBud (katd 1,15 gopé).
Tuvenwg, n au€non tou yaatpikol pH Bev avapévetal va éxel KAIVIKG anpavukn
enibpaon otnv ékBeon otn gevipativipnn kat §ev anareital npoooppoyh g
6dong yio v tautdxpovn XopAynon QEVIPOTVIUNNG WE NApAyovieg nou
augavouv 1o yaotpikd pH. Enibpaon tng gevipanvipnng oe dMa goppakeutkd
npoidvia Emdpdoetc o éviupo: Ynoatpwyarta CYP3IA4 CYP2C19 1 CYP2Dé H
guyxophynon @evipatvipnng pe to undotpwya tou CYP3A4, tn mbadoAdpn
(2 mg), To undatpwyia Tou CYP2C19, tnv openpaddin (20 mg) kai 10 undotpwia
tou CYP2D4, t petonpoddAn (100 mg), au€dver v AUC,, tng pibaZohdpng, tg
openpaZ6Ang Kal NG petonpoAdAng katd 3,8, 2,8 kai 1,8 popéc, Kai TG PéYIOTES
ouykevipwoels (C ) katd 1,8, 1,1 kai 1,6 @opéc, avtiotoxa. Fuvend, ol
TPONONOINCEI] NG HOONG TWV PAPHOKEUTIKWY Npaidviwy nou anoteholy
uniootpwpata v CYP3A4, CYPZC19 n CYP2D4 Ba npénel va yivovial dnwg
anaiteital, pe otevi napakoholBnan g aogdheiag Kkal tng anoteheapanikdtntac,
Enmibpdaei¢ arouc petapopelc Te in vitro peMteg, n gevipatviunn avagtéMel
YAukonpwreivn P (P-gp), tnv npwrteivn aviiotaong kapkivou tou paatol (BCRP),
Tov MATET, tov MATEZ-K, 10 noAunentidio HETOQopas OpyovIKGV aVIOVIWY
(OATP)1B1, 10 OATP1B3 kat tov OCT2. H ouyxopnynan piag 66ong pevipanvipnng
(600 mg) pe pia 6éan Siyogivng (undatpwypa P-gp: 0,25 mg), pogouBaatativig
(unéotpwpa OATP1B1/1B3 kai BCRP: 10 mg) kat petpoppivng (undotpwio 0CT2
kal MATE1/2-K: 1000 mg) Bev eixe kAwikd ougiaouki eniépaon omv AUC, tng
Siyoivng, tng poaoufaotativng kat Tng petgoppivng. H veppika kdBapon g
pET@oOpPivng Ntav pewopévn katd 36% napoudia g gevipauvipnng. H
unoyAuKalgikhn - pappakobuvapikh  dpdon g petgoppivng napoudia  Tng
@evipauvipnng epgaviZetar pewwpévn, pe v AUC . g yAukdZng va eival
uynAdtepn Katd 17%. Anaeital npogoxn Kat Ba npénel va yivovial pononoingelg
g 60ang Grwe anaiteital yia Napayovies Nou aneKKpivovial and Toug veppous
péow twyv OCT2 and MATE1/2-K. Aufnukei aiuonoinukoi napdyovies H
TAUTAXPOVN XPARON QUENTIKWV AILONOINTIKWY NOPaYAVIwWY Kat GevipaTvipnng Gev
£xel peetnBei. Aev eivol yvwotd €dv n avaotoAn twv JAK and m gevipanivipnn
LEIOVEL TNV ONOTEAEOPOTUKATNTA Twv QUENTIKWY QLHONOINTIKGY NOPayovIwy h
€av o1 aunuikol aiponointikol napdyovieg ennpedlouy v anoteAeopatikdtnta
g gevipatvipnng (BA. napaypdpoug 4.2 kai 4.4). 4.6 Tovipétnta, kGnon Kat
yohouxia [uvaikec oe avanapaywyikn nhikia/AvioUMnyn 01 yuvaikeq pe

Suvatdtnia texvonoinong Ba npénel va evnpepwvovial va anogelyouv va

peivouv éykueg evi AapPdvouv Inrebic kai Bo npénel va xpnatponolody
anoteAeopatikn aviaUAAnyn katd tn &iapkeia g Bepaneiag pe to Inrebic kai yia
TouAdxiotov 1 prva petd ané Ty teeutaia 66an. Kinon Aev diatiBevial khivika
Sedopéva oxetkd pe  xprian tou Inrebic oe éykuo yuvoike. Mehéteg oe Zoa
katebei§av avanapaywyikn tofikdtnta (BA. napdypago 5.3). H ékBeon os autég
Ti¢ pehéteg Atav xapnAdtepn and tnv ékBeon Tou avBpwnou OTN GUVIOTWHEVN
Soon. Me Pdon tov pnxaviopd Gpaong tou, to Inrebic pnopsi va npokoAgoeL
BAGPn oto EuPpuo. To Inrebic avikel oe o kamyopio Qappdkwv, Toug
avaatoAeic JAK, nou éxel katabeixBei oe kuogopolvieg apoupaioug kal kauvéAia
on npokaei epPpUikn BVTOTNIa Kot TEPATOYEVEDN OE KAIVIKA OXETIKEG EKBETELG.
To Inrebic avievbeikvutal katd ™ Sidpkeia g eykupoatvng (BA napdypago 4.3).
Tuvaikeg o= avanopaywylkn nAikia Npénel va xpnaiponololy anoteAeapatkn
avuoUAnyn katd tn Bidpkeia e Bepaneiog kal yia touldxietov 1 prva petd and
v tehevtaia 66an. Edv to Inrebic xpnolponoleltal katd tn Sidpkeia g
eykupoolvng n edv n aoBeviic peivel éykuog evéow AapPdver autd 1o
(Pappakeutkd npoidv, n aoBevig Ba npénel va evnpepwBel yia Tov evbexdpevo
kivéuvo yia to €uBpuo. Bnhaoudg Aev eival yvwotd edv n gevipativipnn/ot
petaPoliteg anekkpivoviot oto avBpwnivo yaie. O kivbuvog ota nadld nou
AnAddouv bev pnopei va anokAelotel. 01 yuvaikeg bev npénet va BnAadouv Kata tn
digpketa g Bepaneiag pe 1o Inrebic kat yia Touhdxiotov 1 pva petd v
TeAsutaia 66on Tou Inrebic. fovipdtnta Aev biatiBevial Gedopéva oe avBpwnoug
OXETIKA WE TV €nibpaon tng gevipauvipnng ot yovipdtnta. Aev diatiBeviat
Sedopéva yia ug enbpaoelg omn yovipdtnia oe {wa e KAVIKG OXeUKa £nineda
exBeong (BA. napaypago 5.3). 4.7 Embpaoeig otnv kavotnta obnynong kat
xeiplopol pnxavnpdrwv To Inrebic éxel pikph enibpaon oty Kavétnta
obhynang kot xelpopod pnxavnpdtwy. O aoBeveic nou epgpaviZouv ZoAn petd
ano ™ Aayn Ttou Inrebic Ba npénet va anogelyouv v 0bAYNON N Tov XEIpIOHG
pnxavnpdtev. 4.8 AveniBipnteg evépyeteg Nepiinwn tou npogil aopaheiag
01 ouvolikég nAnpogopisg aopaheiag tou Inrebic afloAoynBnkav oe 608 coBevelg
nou éhaPav ouvexeic 6doeic Inrebic oe KAWIKEG peAétec Qdang 1, 2 kal 3.
NpwronaBne f deuteponalig puehoivwon (JAKARTA, JAKARTAZ, ARD11936) Te
KAMVIKEG pehgte aoBeviv pe npwtonabh pushoivwan (MF), pushoivwon petd
and aknBn noAukuttapaipia (MF petd and PV) h puekoivwen petd and Glonabn
BpopiPokunidpwon (MF petd and ET), nou éhaPav Bepaneia pe Inrebic 400 mg
(N=203), aupnepihapBavopévay twv aoBeviv nou elxav ekteBel nponyoupévag
ot pouohiuvipnn (N=97, JAKARTAZ), n &iapeon exBeon fitav 35,6 efbopabeg
(e0pog 0,7 éwg 114,6 eBbopadeg) kar o Sidpecog apiBpdg évapEng kikhwv
(1 kUKhog = 28 npépec) ntav 9 kikhot. EEAvia tpla to1g £katd twv 203 acBeviv
ekiEBnkav yio Gidompa 6 N neploodtEpwy pnvalv Kol T 38% extéBnke
via 12 piveg i nepioabtepo. Meta€l twv 203 aoBevaiv pe puehoivaaon nou
¢haPav Boon 400 mg Inrebic oug KAVIKEG PEAETEC, Ol OUXVOTEPEG Mn
apotohoyiké avemBipnTeg evépyeleg Atav didppota (67,5%), vautla (61,6%) kat
£JETO (44,8%). 01 OUXVOTEPEG QIHATOAOYIKEG QVEMIBUUNTEG EVEPYEIEC NTav
avaipio  (99,0%) o BpopPomevia (68,5%) Pdoel epynomnplOKWY TIHWY
(Nivakag 2). O ouxvatepsg coPopéc avenBipnteg evepyeieq oe aoBeveis pe
uughoivwon nou éhaPav Bepareia pe 400 mg ntav n avaipio (2,5% Paosr v
avVOPEPGHEVMWY aVENIBUUNTWY EVEPYEILV Kat OXI TWV EPYAOTNPIAKWV TIWY) Kat
Bigppata (1,5%). Opiotikn Siakonn Adyw avemiBopning evépyelag avelapttwg
armoAoylkig oxéang, napouaiaotnke ato 24% twv aoBeviv nou édaBav 400 mg
Inrebic. Kotdhoyog aveniBupntwy evepyeicdv o€ popon nivaka O aveniBipnteg
eVEPYEIEC 0nO KAIVIKEG peAETe yia OAn tn Bidpkeia tng Bepaneiag (Mivakag 2)
nopatiBevial avd katnyopia/opyovikd ototnua MedDRA. Le kdBe katnyopio/
opyaviké alatnpa, ol avenBUpNTe evépyeleg TafivopoUvIal KOTa oUXVOTNTa, pE
TG OUXVOTEPEC eVEPYEIES va nponyoUvial. Ot ouxvatnteg opiovial wg €AG: NoAU
ouxvég (= 1/10), ouxvég (= 1/100 éwg < 1/10), dxt ouxvég (= 1/1.000 fwg
< 1/100), ondwieg (= 1/10.000 éwg < 1/1.000), noAd ondvieg (< 1/10.000) kat pn
Wwotég (bsv priopolv va ekupnBouv pe Paon ta bieBémpa Sebopéva),

Mivakag 2: ‘OAeg o1 avemBipnteg evépyeieg avd Katnyopia/opyaviké
oUoTnya Kat NPOTLHGHEVE Gpo

Katnyopio/opyaviké ciotnpa | AveniBipntn evépyewa | ‘OMot ot BaBpoi

guxvétnia

AopdEeig koL nopaoiwoeig OupohoipwEn TMoky ouxveg
Awarapaxég Tou aup 0 |Avaio® oAl ouxvég
Kat tou Acppikod ouothpatog  |BpopBonevia® Mok ouxvég
Qubeteponevia® Mok ouxvéc

Aipoppayia® Mol ouxvég

Atarapaxéc tou peraohiopod | Aindon aunpévn’ Mokl ouxvég
Kot e Bpéyng Apuhdon auEnpévn® Mol ouxvég




Katnyopia/opyavixé obotnpa | AvemBopntn evépyeta | ‘OAot ot BaBpoi
ouxvénta
Awapaxég Tou veupikod ou-  |Kegahahyio Mo\ ouxvég
othpatog EyregpaionaBeia Wernicke TUxveg
ZdAn TUXVEG
Ayyelakéc Siarapaxég Ynéptaon TUXVEG
Awtapaxég Tou yaotpeviepikod |Aidppoia Mo\ ouxvég
'Epetog MoAU ouxvec
Noutia Mokl guxveg
Augkoihidrnta Mo\ guxvég
Augnsyio TUxvEC
Awatapax€g Tou ANATOE KOL TV | ApVOTpavOpEPAon Mg MoAd OUXVES
XoAngdpwv ahavivng augnpévn®
Adnapuki apvotpavogpe- Mo\ ouxvég
paon auEnpévn®
Aavapaxég Tou puookehetikod | Oomikag névog FUXVEC
ouothpatog Kai Tou ouvbetikod | Muikol onaopol Mok guxveg
(oT00 Mévog ota akpa TUXVEG
Alarapaxég TV VEQPWOV Kal Kpeauvivn oipatog au- MoAd ouxveg
TWV oUpOPIpwV 05wV Enpévn®
Augoupia TuxvEC
levikég Guatapaxég kon Karaotd- |Konwon/ MoAd ouxveg
oglg tng obod xopiynang E€aoBévion
Mopaxhwvikég e€evdoeig Lwyoukd Bdpog aunpévo TUXVEG

MedDRA = lotpikd A€IKG yia KavoVIOTIKEG BpacTnpIoTNTEg

SMQ = Tunonoinpévo epwinga MedDRA (o opabonoinon  Slapdpwv
nponpwpevwy 6pwy 1ou MedDRA yia Ty Kataypapn pIag ITPIKAG EWoIag),

° H guxvatnta facietal og EpyaoTNpIaRA TN,

"H aipoppayia nephapBavel onolovénnote wino oxetidetol pe BpopBorevia nou
anarel kKavikh napéppaon. H awpoppayie aflohoyeltal pe m xphon v 6pwv
apoppoylag Paoet SMQ tou MedDRA (Sieupupévo neblo).

Mepypagh _emheypévwy  aveniBiumwy  evepveiv  EykepalondBeia,
auunepiAauBavopgvne e eykepalondBeiac Wernicke ToPapd nepiotatika
eykepahonaBelag, oupnepihapPovopévou 1 TEKPNPILKEVOU  MEpOTaTIKOU
eykepahonaBeiag Wernicke avagépBnkav oto 1,3% (8/608) wwv acBeviv nou
éhaPov Bepanela pe Inrebic oe kKAvikég pehétec. 7 aoBeveic Adppavov Inrebic
ota 500 mg npepnaiwg npiv and v p@avion veuporoyikwy upnpdtwy Kal
eixav  npobiaBeoikols  nopAyovieg ONWC  UMOOITIONG,  YOOTPEVIEPIKES
avenBUpnteg evépyeleg kat aAhoug napdyovieg kivbuvou nou Ba pnopeotoav va
obnynoouv ge avendpketa Belapivng. Evag aoBevng nou €hafe Bepaneio pe
Inrebic ot 400 mg npoobiopiotnke du eixe nnoukn eykegolondBeio. To
nepLoodtepa oupPavia UNOXWPENOOY HE OPIOPEVO UNOAEINGHEVD VEUPOROYIKG
oupMpata, oupnepthapBavopévng TG onwAEIES PVAPNG TNC YVWOTIKAG
duahemoupyiag kat tng ZaAng, extog and éva Bavatngopo nepratatiko (1/608,
0,16%). Enpokerto yia aoBevn pE KOPKVO NG KEMOANG Kal Tou Tpaxniou,
eykepahikn petdataon, Suokolio otn oftion kot anwhela Papouc, o onoiog
chafe 500 mg qevipouvipnng ocs peAém yia pia aMn évbeifn  (BA
napaypdgoug 4.2 Kat &4 yia g odnyieg napakoAoUBRONG Kot aVIIHETWDNIONG Kal
napaypogo 4.9). [ootpeviepixii toikdtnta H vautio, o épetog kal n Sidppola
OUYKOTOAEYOVIOL OTIC OUXVOTEPES avemBUupnteg evepyeieg atoug acBeveis nou
AapBavouv Bepaneia pe 1o Inrebic. Te aoBeveig pe puehaivwon nou éhaPav
Bepaneia pe 400 mg Inrebic, spgaviotnke Sidppota ato 68% twv aoBevwy, vautia
oto 62% twv aoBevawy Kal £petog oto 45% twv aoBevay. AGppola, vautia Kai
épetog BaBpou 3 sppaviotnkev o nooootd 5%, 0,5% kal 2% twwv aaBevev,
avtiotoixa. 0 Sidpeoog xpdvog £we v eppdavion vautlag, epetol Kat Sidppolag
onatoudnnote BaBpol ftav 2 npépeg, He 1o 75% Twv NEPIOTATKGY Va eppaviletal
eviag 3 efbopadwy and v évapEn g Bepaneiac. AvagépBnkav NpoowpIveg
Slokonég kal pewwoelg g 66ong Adyw yaowpeviepikng Ttofikdtniag o
nogootd 11% kal 9% twv aoBevay, aviiotowxa. Oploukn Siakonn twy 400 mg
Inrebic npoékue Aoyw yootpeviepikig ToEkdtntag oto 4% twv coBevav (BA
napaypagous 4.2 kal 4.4 ywo obnylec nopaxohoUBnaong Kal OVIPETWNONG).
Avaiia Te aoBeveic pe npwronaBn n Seuteponabn puehaivwaon nou ehafav
Bepaneia pe 400 mg Inrebic, 10 52% twv aoBeviv eppdviaav avapia BaBpou 3.
0 Gidpecog xpovog £wG TV NpWIn €pgavion Tou ocupPdvieg avaipiog
BaBuol 3 ntav nepinou 60 nuépeg, pe 10 75% twv neplotaukwy va spgavidetal
evtog & pnviav and v évap€n tng Bepanelog. To 58% twv noBevav nou éhapPe
Bepaneia pe 400 mg [nrebic éAafe petayylosig epuBpwv aipoopapiwy evi
oplotikn  Siakonn twv 400 mg Inrebic onpewwBnke Adyw avaipiog oe
nooootd 1,5% twv cofeviyv (BA nopaypdpoug 4.2 kat 4.4 yia obnyieg
napakohoUBnong kai avopetwmong). BpouBonevia Fe aoBevelc pe npwronabn A

euteponabn puehoivwan nou EAaBav Bepaneia pe 400 mg Inrebic, o 14% kat
10 9% twv aoBeveov avéntu€e BpopPonevia BaBuol 3 kal BaBuod 4, ovtiotoxa. O
Bidpeoog xpovag £wg v npwn eppavion BpopPoneviag BaBuou 3 f & hrav
nepinou 70 npépeg, pe 10 75% Twy NEPICTATIKWY va eppavietal eviag 7 pnviv
and v évapfn g Bepaneiag. To 9% twv aofevav nou £hafe Bepaneia
pe 400 mg Inrebic éAape petayyloeig awponetakicov. Aipoppayia (oxeugopevn pe
Bpopponevia), n onola éxpnde KAVIKAG napépPaang eppavionke oto 11% twy
aoBevidv. Oplouki dlakoni tng Bepanelog Myw BpopBoneviog onpelBnke
oto 3% twv coBeviv (BA. nopaypdpoug 4.2 kal 4.4 yio obnyieg nopakohoUBnong
Kat avupetwniong). Quéeteponevia NapatnpnBnke oubetepenevia BaBpou 4 o
nooooto 3,5% twv aoBevav kai avagepBnke npoowpivi Blakonn g doang
Myw oubeponeviog o nooootd  0,5%  twv  aoBevav  (BA
napaypdpoug 4.2 kal 4.4 ya obnyieg nopakoAoUBnong Kal avilpeTwnong).
Hrnotkd to€idmra MNopatnpnBnkav au€hoels v ALT kat AST (6Awv twv
BoBuwv) o nooootd 52% kot 59%, avtiotoixa, BaBpou 3 n 4 ge nooootd 3%
Kai 2%, avtgtoxa, o aoBeveiq nou €haPav Bepaneia pe 400 mg Inrebic. O
BldpEDOG XpOvOg £WG TNV EMpAVIan alEnong TNG TpavaopIvaong onoloudnnote
BaBuot ftav nepinou 1 pnvag, pe 1 75% twv neplotatikwy va epgaviZetal
eviog 3 pnvav and v évapn g Beparielag (BA. nopaypdpoug 4.2 kai 4.4 yia
obnyiec nopokohoUBnong kol avupetwniong). Aunuévn auuddan/Aindor

AuEhcelg g opuldong f/kal tg Aindong (GAwv twv BoBpwv) nopatnphBnkay
oto 24% wat 40%, avtiotoixa, Twv aoBeviv pe pueoivwon nou ehaBav Bepaneia
e 10 Inrebic. Ta mepioodtepa and autd ta oupPavia Atav BaBuol 1 1 2, e
BaBo 3/4 oe nosooto 2,5% kat 12%, avtiatoa (BA. napdypago 4.2). 0 Gidpeaog
xpdvog €wg v évapEn aufnong apudong n Aindong onotoubnnote BaBuol
ntav 16 npEPES, He 0 75% 1wy NEPIOTATIKWY va ERPaVIZETal EVIOg 3 pnvav and
v évapEn tng Bepaneiag. Opioukn blakenn tng Bepaneiog Adyw augnpévng
apuddaong f/kal Mindang ennhBe oto 1,0% twv aoBevav nou €haPav 400 mg
Inrebic (BA. nopaypdgoug 4.2 kal 44 yia obnyiec napakoloUBnang kat
avupetwnaong). Aunuevn kpeauvivy AUEROEIC TG Kpeavivng (OAwv Twv
BoBpcv) napatnphBnkav oto 74% 1wy ooBeviv pe  puehoivwon  nou
£Ahapav 400 mg Inrebic. Autég o1 au€Aoeig NTav YevIKa aoupmMwpatika oupfavia
BaBuo0 1 n 2, pe au§ioeig BaBuou 3 va nopatnpedvial oto 3% twy aoBevav. 0
Blapeoog xpdvog €we v évaptn atEnong tng kpeatwvivng onotoudnnote BaBuol
fitav 27 npépec, pe 10 79% Twv NEpLOTATIKWY va eppaviZetal evidg 3 pnvav ané
v évapgn g Beponeiag. AvapépBnkav NpoowpIVES SIOKONEG KOl PEILIOEIG TG
Boang Adyw au€npévng Kpeatvivng ae noooatd 1% kai 0,5% twv aoBeviy,
oviiotoixa. Opioukn Sakonn tng Bepaneiog Adyw ougnpévng kpeauvivng
onpelwlnke oe nooootd 1,5% wv aoBevwv nou éAaBav Bepaneio pe 400 mg
Inrebic  (BA. nopoypdgpoug 42 wkat 4.4). Avagopd mBavoloyoupevev
aveniBopntwy _evepyeiwv H avogopd  miBovoloyolpevay  aveniBupntwv
EVEPYEIWV METG and T Xopnynan G8elaq KUKAOMOPIOG TOU (APHOKEUTIKOU
npoidvtog eival anpavtiki, Entpénel T ouvexn napakoholBnan g oxéang
opeAouG-KIVBUVOU TOU  QapHOKEUTIKOU npoioviog. Zntefal and  toug
enayyeApatieg  uyeiog va  avapépouv  onoieodnnote  miBavoloyolpeveg
aveniBupntec evépyele péow tou eBvikol ouothpatog ovagopdc: EAAGGa
EBvikdc Opyaviopde Dappdkwy, Meooyelwv 284, GR-15562 Xohapyd, ABhva,
Tnk: +30 21 32040380/337, ®ak; + 30 21 06549585, lotdronog; http://www.eof,
gr Kunpog Qappakeutikég Ynnpeaieg, Ynoupyeio Yyeiog, CY-1475 Aeukwoia,
Tnk: +357 22608607, @af; + 357 22608669, lotdtonog: www.moh.gov.cy/phs
4.9 Ynepboooloyia H epneipia doov apopd v unspbooolayia tou Inrebic
eival neplopiopévn. Katd  Sidpkela twv KAWIKGOY pedetwy tou [nrebic o
aoBeveic pe puehoivwan, ol 86osig khipakwBnkay éwe ta 600 mg ava npépo
oupnepihapBavopévng 1 akouoiag unepbocahayiag ata 800 mg. Ie 6ooEIg Avw
wwv 400 mg, N yaotpeviepikn Tofikotnta, n Konwon kat n Zakn kaBwg kal n
avaiia kai n BpopBonevia Ewvay va epgavifovial ouXVATEPD. L10 GUYKEVIPWIKG
bedopéva kAvikav pedetwv, n eykepalondBela, oupnepi\apfavopévng ng
eykeqohondBelag Wernicke, ouoxetlotnke pe ug 8éoeig twv 500 mg. Ie
nepintwaon unepdoaoroyiag, bev Bo npénet va xopnyeital nepaitépw Bepanelo e
10 Inrebic. To dtopo Ba npénel va napakodouBeital kivika kal Ba npéner va
AapfBdvovial  unoopIKUKA  pETPO, Onwg  evBelkvutal  KAwikd. 5.
®APMAKOAOTIKEL IAIOTHTEL 5.1 ®@appakobuvapikég 1bidtnieg
QoppakoBepaneutikh katnyopio: Aviveonhaopatikol napéyovieg, avootoheic
e Npwieivikhg Kivaong, Kwbikdg ATC: LOTEJO2 Mnxaviouéc Gpdong H
pevipanivipnn eival évag avaotoAéag Kivaong e Spaan Katd tng dypiou tinau
KOl NG HETAAAKTKA EVEpyonoinpévng Kivaong Janus Associated Kinase 2 (JAK2)
Kal TG Kivaong tupooivng winou FMS 3 (FLT3). H gevipauviunn sivar évag
exAeKUKOG avaotoAgag JAKZ pe uynAdtepn avaotaAukn dpagtnpiotnta yia v
JAK2 évavl twv pehav Tng oikoyévelag JAKT, JAK3 kat TYK2. H gevipatvipnn



peiwoe  SapecoraPolpevn and v JAK2 pwopopulinon twv Npwieivay
PETaYWYED ORUOTOG Kal Evepyonointh petaypagig (STAT3/5) kat avéotele tov
noAaniaolaopt Twv kakonBwv Kutidpwv in vitro kat in vivo. Dappakobuvapikég
enbpaosic H @evipauvipnn avootéAel v enoydpevn and  Kuttapokivn
PWoPopUNIWEN TOU HETAYWYED OAHOTOG KAl EVEPYONOINTA Hetaypagng (STAT)3
o0 ohkd afpa twv aoBevidv pe pueholvwon. Mio epdna xophynon
8dang 300, 400 f 500 mg @evipouvipnng o8AYNOE OE HEYIOTN OVAOTOAR NG
puwogopuiwang STAT3 nepinou 2 wpeg HETA and T xophynan tng Sdong, pe
TpEG nou enaviABay Kovid oty apxikn Tpn ouc 24 wpee. MNapdpoia £nineda
avaotohng ennedxBnkav oe DK otaBepng katdataong katd v npépa 15 tou
KkUKAou 1, petd and tn xopriynan 300, 400 / 500 mg gevipauvipnng ava npépa.
Khvikn_anotedeopankdnia kal aopdhela Alo Paoikéc khwvikég pehéteg
(JAKARTA Kkai JAKARTA2) npaypatonotnBnkav oe aoBeveis pe puehoivwon. H
peAétn JAKARTA Atav pia tuxalonoinpévn, EAEYXOUEVN LE EIKOVIKG (ApHaKO
perétn Oaong 3 oe npwioBepansudpevous pe ovaotohéa JAK aoBevels. H pehétn
JAKARTAZ fitav pia peRémn evog okéhoug o aoBeveic nou £xouv AdPel Bepanela
pe pauoAiuvipnn. JAKARTA: [pwroBepaneudyevorl ye avaotodéa JAK

e puedoivwon H perét JAKARTA Atav pia SinAd weAd, tuxalonomnpgvn,
EAEYXOHEVN PE EIKOVIKO @dppako pehétn @dang 3 oe aoBeveis pe puehoivwan
evBidpeaou-2 n uwnhal Kivbivou pushaivwan petd and aAnBn noAukutiapatpia
f puehoivwon petd and lonaBn BpopPokuttdpwon pe onhnvopeyahia Kat
apiBuc aiponetadiwy = 50 x 10%/1. ZuvoAikg, 289 noBeveig uxalononBnkav yia
va AdBouy eite Inrebic 500 mg (N=97), 400 mg (n=96) eite elkoviKG pdppako
(n=96) dna€ npepnaitw yia oukdxiotov 24 efbopadeg (6 kukhal x 28 npgpeg). Oi
aoBeveig nou AdpPavay ikovike @appako Ba pnopoloav va ahagouv Bepaneia
petd ané 24 efdopadeg oe Gpaaun Bepaneia, H 66an twv 400 mg @avnke va
eival koAUtepa avektn and tn &6on v 500 mg, pe Mydtepoug aoBeveig oto
okéog Twv 400 mg va avapépouy avenBOpnteg evépyeieg eppaviOpeves katd
n Bepaneia (TEAE) BaBpol 3 11 4, TEAE nou odhynaav ot peiwon tng 8éang n
npoawpwvn diakonn tng 66ong kat TEAE nou obnynoav oe opiotikn Siakonn g
Bepaneiag. To nevivia evvéa Toig ekatd (59%) v aoBeviv ntav AvBpeg kal n
Siapean nhikia Atav 65 £ (e0pog 27 éwg 86 £m), pe 1o 40 % wv aoBevidv va
£xouv nAikia petafl 65 at 74 e1v Kal 10 11% twv acfevwv va Exel nAikia
toudxiotov 75 etv. To efnvia téaoepa 1o ekatd (64%) twv coBevav eixe
npwionaBn  puehaivwan, to 26% eixe puedolvwon perd and  aknBn
noukutiapaipgia kot 10 10% eixe pueAoivwon petd and  GlonaBn
BpopPokutidpwon. [Mevivia Glo tog exatd (52%) twv aaBevav eixe
evBidpeao-2 kivduva kai 48% eixe vaoo uyndod kivbivou. H &idpean tpn g
atpoopaipivng katd v évapn fitav 10,2 g/dl (edpog 4,5 éwg 17,4 g/dl). O
Biapeaog apiBu6g mponetahicov itav 213,5x 10%/L (elpog 23,0€wg 1.155,0% 10%/1).
To 16,3% v aaBevadv eixe apiBpd aiponetakiway < 100 x 10°/1 kai 1o 83,7% 1wy
aoBevav eixe apiBpod aiponetahivov = 100 x 10°/1. O acBevelg eixav Sidpeoo
prkog ynhagntol aniva 15 cm (edpog & éwg 40 cm) katd v évapEn kat
iapeao dyko onkAva onwe petphBnke pe payvnukn topoypagia (MRI) i aovikn
topoypagia (CT) 2.568,0 ml (elpog 316 éwg 8.244 ml) kotd v évapEn. (0
Biapeaog puatohoyikdg dykoeg tou oniva eival nepinou 215 ml). To npwretov
KataAnkukd onpeio anoteAeoponkotntag Atav 10 Nooootd twv adBeviov nou
néwxav pelwon = 35% and v évap€n otov dyko Tou onkiva oty
efoopado 24 (Ehog tou KiKMou 6) 6nwe petphBnke pe MRI A CT, nou
enBePoiwbnke 4 ePbopdbec apydwpo. To Paoikd beutepeliov KOTOANKIIKG
onpeio fitav 1 Nogoatd Twv aoBevy pe peiwan = 50% otn cuvoiknA PaBuoAayia
oupmwpdtwy (TSS) and v évopgn £wg To TEAog Tou KikAou 6, dnwe PetphBnke
and 1o Tpononainpévo npepoddyio tou Evidnou Afohdynong Eupmmwpdtwy
Muehaivwang (MFSAF) €xb. 2.0. 01 avaAlioeig tng Peiwang Tou Gykou Tou onAfiva
napauctalovial otov Mivaka 3.

Nivakag 3: Nooooté acBevidv nou nétuxe peiwon Tou dyKou Tou onAiva
ané v évap§n £w¢ 1o 1éAog Tou KiKAou 6 otn peAétn @dong 3 JAKARTA
(MAnBuopdg pe npdBeon yia Bepaneia (ITT))

‘Oykog oniva kai péyeBog anhiva oto tAog Tou | Inrebic 400 mg | Ewoviko géppako
KiKAOU 6 N=96 N=96
n (%) n (%)
‘Oykog onAfiva
ApiBpdc (%) aoBeviwv pe peiwaon Tou Gykou Tou 45 (46,9) 1(1.0)
onfiva katd 35% fA neploadtepo oto TEhog Tou
Kikhau 6
95% Bidompa eymatogivng 369,569 0.0,3,1
Tign p p<0,0001

‘Oykog onAfiva kot péyeBog aninva oo éhog Tou | Inrebic 400 mg | Eikavikd pdppako
KiKkhou & N=96 N=96
n (%) n (%
ApiBpdg (%) aoBeveov e peicon ou dykou Tou 35(36.5) 1(1.0)
onAnva katd 35% A nepioodTepo oto TEAOG Tou
KiKAou 6 (pe Topoypagia napakohouBnong 4 efbo-
uddeg apybrepa)
95% Biaotnpa EPMIOTOOUVNG 26,8, 46.1 00.3.1
Tiph p p< 0,0001

‘Eva uynAdtepo nooootd aoBevy otnv opada tou Inrebic 400 mg nétuxe peiwan
= 35% atov dyko tou onhiva ané v évop€n, aveEdptnia and v napoucia A
anouoia g petdAagng JAK', Me Bdon ug ekupnoeig katd Kaplan-Meier, n
BiGueon Sidpkela g aviandkpiong tou onkiva ftav 18,2 pives yio v opdda
tou Inrebic 400 mg. H tpononoinpévn MFSAF nepieAduBave 6 Baoika oxeudopeva
ME TN pUgAOiVON OUUNTEOMATA: VUXTEPIVEC EQIBPWOEIS, KVNOWO, KOINAKA
Suagopia, npdwpo Kopeapd, Ndvo Katw and 1 NAsUpG oty apLoteph NAEUPA Kat
néve 01a 001d f otoug pueg. Ta aupnipata petphBnkav o pia kKAipaka and 1o
0 (enouoia) éwg 1o 10 (xeipdtepa Suvatd). To noocootd v aoBeviv (95%
fidotnpa epniotaotivag) pe peiwon = 50% otny TSS ato ©Aog 1ou Kikhou 6
ntav 40,4% (36/89, 95% C1:30,3%, 50,6%) oto okéhog tou Inrebic 400 mg kai 8,6%
(7/81, 95% ClI: 2,5%, 14,8%) 010 OKEAOG TOU ElKOVIKOU pappdkou. JAKARTAZ:
AoBevelc pe puehoivwon niou éxouy AdBet Bepancia pe pouoduvipnn H perén
JAKARTAZ fitav pia noAuKEVIPIKR, QVOIKING EMONHOVANG, HovoU OKEAQUG HEAETN
oe aoBeveic nou eixav ekeBel oto napeABov oe poufohitvipnn pe Sidyvwon
evbidpeoou-2 i uynial kivblvou, pughalvwan petd ond ainBi nodukuttapaipla
h puehoivwon petd and GionaBn BpopPokutidpwaon pe amAnvopeyaAio kal
apiBué aiponetahioy = 50 x 1071 Zuvohikd, 97 aabBeveic nou eixav MaPel eviatika
npokatapkukn Bepaneio (79% twv aoBevav eixe AaPet = 2 nponyolpeveg
Bepaneieg kal 13% eixe AdPer = 4 nponyolpeves Bepaneieg) eviaxBnkav Kat
®lnkav oe Bepaneio pe Inrebic 400 mg dna€ npepnoiwg pe tn Gdon va
enpénetal va kAipokwBel £wg 1a 600 mg. To nevavia névie 1o1g katd (55%) twv
aoBevwov ntav avbpeg kat n Gidpeon nhwio fav 67 € (glpog
and 38 £wg 83 ) pe 10 46% v aoBeviv va éxouv nhikia petagy 65 kal 74
£V Kat 10 17% v aoBeviv va éxouv nhikio touldxiotov 75 etav. To nevivia
néVIe ToIG ekatd (55%) v aoBevav eixe npwronabn pughaiveon, 10 26% eixe
pughoivewon petd and ahnBr noAukutiapaiyia kot 1 19% elxe pushoivwan petd
ano 16wonadn BpopPokutidpwon, Aekaé€l toig exkatd (16%) wv aoBevay eilxe
vioo evBidpeoou-2 kivbuvou kat 35% eixe vooo uynol kivbivou. H Siapeon
1A g alpeoalpivng katd tnv évaptn fitav 9,8 g/dl (edpog 6,8 £wg 15,3 g/dl).
061Gpeoog op1Bpds aiponetoAiwy ftav 147,0x 101 e0pog 48,0 €we 929,0x 10%/1)
katd tnv £vapEn. To 34,0% twv aoBevay gixe apilBpd aponetoAiwy < 100 x 10°/1
Kot 10 66,0% twv 0aBevedv eixe apiBpé oponetaiy = 100 x 10°7/1. O aoBevelg
elxav S1dpeoo prkog ynhagntod ankiva 18 em (edpog 5 wg 36 cm) katd v
évapgn kat Bidpeoo dyko anAiva Onwe PETPRBNKe e payvntikh Topoypagia
(MRI) i a€ovikn topoypagia (CT) 2.893,5 ml (elpog 737 éwc 7.815 ml) katd v
évapEn—H Bidpeon didpkeia g nponyolpevng €kBeang ot pougoAmvipnn
Atav 10,7 piveg (e0pog 0,1 éwg 62,4 phveg). EBBopnvta éva to1g exatd (71%) twv
aofeviv eixe AdPet 6on poufoAmvipnng 30 mg f 40 mg npepnaiwg nptv and
v évian otn pelétn. To npwielov katoAnkukd anpelo anoteheopaukbintag
Atav To Noooatd 1wy aoBevidv Nou NETUXE peiwon > 35% atov Gyko Tou onAfva
and v évap€n éwg 1o hog Tou KUKhoU 6 Gnwe petpnBnke pe MRIA CT. Ma 1o
npwielov KataAnkukd onpeio, 10 nooootd twv aoBevav (95% idatpa
EUNIOTO0UVNG) NoU NETUXav peiwan 235% otov dyko tou onAiva péow MRI A CT
atn 86an twv 400 mg oto T€Aag Tou KiKAou 6 fitav 22,7% (22/97, 95% CI: 14,8%,
32,3%). Dabrotpikée_nAnBuapée 0 Eupwnaikdg Opyaviopée Qoppdkwy €xel
Swoel anoMayn ond v unoxpéwon unofoAAg WY anotEAEOHATWY TWV
pehettdv e 1o Inrebic og Aeg Tig unokotnyopleg Tou nawdiatpikoU nAnBuopod yia
wn Bepaneia g puehaivwong (BA. napdypago 4.2 yia NANpoQopiEs OXETKG He
v nablotpikh xphan). 5.2 @appakokwvnuikég 1diétnteg Anoppdgnon H
gevipatvipnn oe 56an 300 mg £wg 500 mg dnag npepnaiwg (0,75 wg 1,25 opég
eni T ouvioTwpevn S6an twv 400 mg) obnyel oe avakayiki npog tn 66on algnon
NG YEWHETIKAG péong upng tng C . kal g nEpIoxAG kGtw and v kapnuAn
Xpovou ouykévipwong oto nhdoa katd to Sooohoyikd pecadidotnya (AUC ) g
gevipauviunng, To péoa enineba owBepng kardotoong  eniuyxavovial
eviog 15 npepwv kaBnpepvig xophynang, Ot péool Adyol ouoowpeuong sival
napdpotol otoug evihikeg aoBeveic pe npwronabn puehoiviwen, puedoivwon
pEtd ond oAnBn  noAukutiapaipio N pughoivwon petd and  iGionabn
BpopBokuttdpwan kat kupaivoval and 3 €wg 4 popéc. £n §6on wv 400 mg
anag npepnaitg, 0 YEWHETPIKOG HEOOG Opog (ouvteAeatng petaPAntatniag, %CV)



C s TNG EVIpAUVipNNG £ival 1.804 ng/ml (49%) kat n AUC,_ ivar 26.870 ng.
hr/ml (43%) oe aoBeveic pe puehoivwon. Metd and xopnynan 400 mg and
otdpateg ana€ npepnoiwe, n @evipatviunn anoppo@atal TxEwe, ENTUYXAVOVIAG
C,.,, o€ oraBeph katdotaon oe 3 Wpeg (elpag: 2 éwg 4 tpeg). Me fdon pia pekén
wopponia¢  palag ce avBpwnoug, n and owdpatog onoppdpnon g
@evipauvipnng exupdtal ou eival nepinou 63-77%. Eva yelpa xapnAng
NEPIEKTIKGTNTAE 0e Ainapd, xapnAig Beppibiknc agiag (ouvolkd 162 Beppibec: 6%
and Ainapa, 78% and ubatavBpakeg kat 16% and npwreiveg) n éva yedpa uynhig
NEPIEKTIKGTNTAC 0 hinapd, uynAig Beppubikng agiog (ouvohika 815 Beppibec: 52%
ané Ainopd, 33% ané ubatavBpakeg kar 15% and npweives) au§noe v AUC
€wg 24% wkav n C_ €wg 14% piog epdnag 6oong 500 mg pevipauvipnng,
Iuvenwe, n gevipauvipnn pnopel va AngBei e i xwplc pogn, kabwg bev
napatnphBnke  KMVIKG  onpavikn  enipacn o (QOPHAKOKIVATIKA NG
gevtpatvipnng pe tnv tpogh. H xopfiynan pol pe yeUpa pe ugnki neplektikénta
0E Ainapd pnopel va PEIIOEL TV ENINTWON NG Vautiag Kal Tou EpETol Kal,
OUVENWG, OUVIOTATal N Anyn g @evipatvipnng padl pe tpoph. Kartavoun 0
UEOOG PAIVOLEVIKOS OYKOG KaTavOUNG TN pevipativipnng oe otaBepn katdotaon
eival 1.770 | gt aoBevei pe pueholvwon otn 86an twv 400 mg ana€ npepnaiwg,
YEYOVAG nou UNoSNAWVEL EKTETaPEVN Katavopn otoug tatols. H gpevipatvipnn
Seapeletal and npuwreiveg tou avBpwnivou nAdopatog o nogoatd nepinou 95%,
Kupiwg and v al-6§vn yAukonpwieivn. Blopetooxnpauopée H gevipativipnn
vetaPodidetal and noAAanAa CYP in vitro, pe kupiopxn oupBoAn auth tou
CYP3A4 kat pe pikpdrepn oupPoki and 1o CYP2C19 kat ug FMO. H gevipatvipnn
ftav n kuplapxn ouaia (nepinou 80% tng pabievépyeiag nmAdapatag) om
OUGTNHATIKA KUKAOQOPIO ETA TNy and Tou OTGHATog Xopnynon padloonpaopEvng
pevipanvipnng. Kavévag and toug petaPohiteg bev oupBaiier nepioodepo and
10% otn ouvoAikn oxetdGpevn pe Tn yovikn ouoia ékBean oto nhdopa. AnofioAd
Metd ané pla epana€ and tou otdpatog AapBavopevn G6on padloonpoopEVNG
gevipauvipnng, n anofokn éhaPe xwpa Kupiwg péow tou petaPoliopol e
10 77% nepinou tng padievépyelag va aneKKPIVETal aTa Kanpava Kai Hovo to 5%
nepinou vo anekkpivetal ota o0po. H apet@BAntn yovikn ouola ftov o Klplo
ANEKKOIVOLEVO OUOTATIKG, TO 0Moio aviIoToIxoUaE Katd JEoo Opo os nepinou 23%
Kat 3% tng 66ong ata kdnpava kal oTa olpa, avtiotowxa. H GappakoKIvATIKA TG
@evipauvipnng xapakinpiZetal and S1pacikn Katavopn pe anoteAEOHatIKo Xpove
npiogiag Jwic 41 wpadv, TEAIKG xpdvo npioelog Zwng nepinou 114 wpmv Kal
pavdpevn kaBapon (CL/F) (%CV) 13 V/wpa (51%) oe aoBeveig pe pueaiveaon.
Eibikoi_nAnBuapoil HAwia, awpankd Bdpeg @ulo kar guAd Te pia avahuon
pappakokvnTIKAG NAnBuapol twv aBpolotikwy Sebopévav and 452 aoBeveic,
Sev napatnpnBnke Kapia KAIVIKG Onpaviikn enidpacn otn papuaKoKIVITIKA TN
gevipatvipnng 6oov agopd v nAikia (avaAuon nou oupneptéhape 170 aoBevelg
e nAikia 65-74 etcdv, 54 aoBeveic pe nAikia 75-84 ety Kal 4 oBevelg pe
nhikia 85+ €tav), 1o awpatkd Papog (40 €wg 135 kg), 1o pUAo (avdhuon nou
oupnepiéAafe 249 dvbpeg kai 203 yuvaikeg) kat th @uAN (avaiuon nou
aupnepiéhaPBe 399 Aeukouc aoBeveig, 7 palpoug aoBeveic, 44 Amdteg aoBeveic
Kal 2 aoBeveic aMng kataywyng). Negpiki SugAsioupyio Metd and pio epdnag
6oon 300 mg pevipauvipnng, n AUC, g gevipauviunng aufnBnke
Katd 1,5 popég otoug aoBeveis pe pétpia vegpikn duokettoupyia (CLer 30 ml/min
£wg 59 ml/min katd C-G) kai 1,9 opég otoug aoBeveis pe oofapn vegpikn
Guakertoupyia (CLer 15 ml/min €wg 29 ml/min katd C-G), oe olykpion pe exeivn
otoug aaBevel pe puolohoyikn veppixn Asttoupyia (CLer = 90 ml/min katd C-G).
Ie o  oviluon  goppokokivnukAG  mAnBuopol  Twyv  aBpoloTIKWY
Sebopévaav 452 aoBevav, Sev nopatpnBnke kAvikd onpovikh enibpaon om
(POPHAKOKIVATIKA TNG QEVIPATIVIINNG O€ OxEan We TRV Anta veppikih Suohetoupyla
(opiZetar we 60 <Cler <90 ml/min). Hoaukid Sucleitoupyia H ao@dAeia Kat n
pappakokvnTkh piag epanat and atdpateg Géang gevipanvipnng wwv 300 mg
aiohoyhBnkav oe pio perétn oe aoBeveis e gualohoyikn nnaukh Aettoupyla kat
Ania nnatikn GuoAeoupyia (katnyopia A katd Child-Pugh). Aev napatnpnBnke
KNVIKG anpavikh enibpaon ot QOPUOKOKIVATKA TNG QEVIpaTviunng o€
aoBeveig pe Ama nnaukn uoAeitoupyia oe 00yKPION pe QUTAY NOU NapatnpABnke
o aoBevelc pe pualoAoyikA nnatikh Aemoupyia, e pla avakuon popHaKoKIVITIKAG
nAnBuapod twv aBpoioukwy Gedopéviy 452 aoBeva, dev napatnpnBnke kapia
KMVIKG onpaviKn enibpaon o QapPOKOKIVITIKN TNG GEVIpATVILNNG OE Oxéan
pe Tnv fima (n onofa opiZetat we oAIKA xoAepuBpivn < ULN kat AST > ULN f oAk
xoAepuBpivn 1 £wg 1,5 popég to ULN kai onoladinate at€non g AST, n=115)n
pétpia (n onoia opiZetal wg ohikn xohepuBpivn >1,5 éwg 3 popég to ULN kat
onotabnnote AST, n=17) nnaukn Guokenoupyio. H @apuakokivnukn tng
pevipauvipnng ev éxel afiohoynBei oe ooBeveic pe ocofaph  nnaukn
Suokemoupyio (katnyopia C kotd Child-Pugh) (BA. nopdypago 4.2). 5.3
NpokAwvikd Sedopéva yia v aopdleta H pevipatvipnn éxet afohoynBel oe

peAéteg pappakoAoyikng aoaAeiag, tofidtntag enavahapBavopevuv S00Ewv,
yovowo€IKOTNIag  Kal ovanopoywylkng Tofikotntag Kai O pio  peAémn
Kapkwoyéveang. H pevipauvipnn dev ntav yovotofikn olte KapKIvoyovog ato
poviEAo Biayoviblakol novikay Tg.rasH2 6 pnvidv. MpokAIVIKEG HEAETES £xouv
Bei€et ou o KAvIKG oxeTikég BOoeIg, n pevipatvipnn bev avaatéNel tn petagopd
Belopivng  otov  yaotpeviepikd  owAiva N otov  eyképalo  (BA
nopaypdgoug 4.2 kal 4.8) Ie peréteg tofikdtntag enavahapPavépevng Soang
Sibpketag €wg kat 9 pnvadv, oe noviikia, apoupoious Kai oKUAOUG, ol KUPIES
togikémieg nou napatnphBnkav nepthdpBavay unonm\agia tou puehol Twv
00TWY, UNEpTpopia, VEKpWan Kal unepniacia tou xoAndaxou Népou, AEPPOEIdN
atpopia/eEavtinon, veppikn owAnvaplakn ekpUAION/vEKpwan, GAEYHOVA TOU
YOOTPEVIEPIKOU OwAva, EkPUAON/vEKpWON Tou okeAetikoU kal Tou Kapbiakal
puée, 1otiokutiapikn BiABnon tou nvelpova Kal OTOIXEiD QVOOOKATAOTONAG,
aupnephapBavopévng Tng nveupoviag f/kal twy anootnpdtwv. O uYnAGTEPES
ekBépeic o pAdopo nou  emiElxOnkav  ouG  TOEIKOAOYIKEG  HEAETEQ
enavohapBavipevwy  GO0EWY  OUOXETIOTNKOV e onpaviikn - ToEkéTnTo,
oupnepihapBavopévng g Bvntdntag, kat TV XOPNAGTEPES aMA TG OVEKIEQ
ekBéosi; oo nMope oe aoBeveic omv uynAétepn ouvictwpevn Gdan
Twv 400 mg, 10 onoio unodnAwvel 6t ot GvBpwnot eivat Aiydtepo suaioBntot and
10 NPoKAWIKA £(5n oTiG TOEIKOTNTEG TNG PEVIPATVILNNG. KAIVIKG OXETIKEG EKBECELG
Gev enitelxBnkav ota €i6n nou xpnotponotBnkav ouc T0EIKOAOYIKEG HEAETEC.
Enopévwg, ol EASTEC autég Exouv neplopiopévn afia Goov apopd v napaywyn
KAVIKG oxeTikev Bebopévav yia Ty aopaieta g gevipauvipnng. fovipbtnta kal
npwiyn epfpuikn avarmuén H gevipouvipnn Gev eixe kopio enfbpaon oug
nopapétpous Tou olotpikol  KUkAou, oty andboon {euyapwpatog, otn
yovipéTta, 00 MOO0OTO KUNONG h OTG QVANUPOYWYIKES NOPOUETPOUC OE
apoevikolc n BnAukolc apoupaiouc. H éxBeon (AUC) ftav nepinou 0,10 wg
0,13 popég eni v khvikn éxBeon otn ouviotwpevn Goon twy 400 mg dnaf
npepnoiws. Ie pia perén tofikdtntag enavahapBavopevng boong, oe exkBEoelg
nepinou 1ooduvapeg pe v KNivikn €kBson otov AavBpwno, n gevipanivipnn
npokaheoe aoneppia, ohyooneppio kat exkpUAON TwV ONEPHATIKWV awAnvapiwv
O£ apoevikoUg okUAoug (BA. napaypagoe 4.6). EuBpuikn avantwén H pevipauviunn
nou xopnyhBnke o€ eykUoUG apoupaious Katd T SIGPKEID TNG OPYaVOYEVEANG
(npépeg klnong 6 £wg 17) ouoxetiotnke pe avenBOpnteg evépyeleg oto £ufpuo,
oupnepi\apBavopévng NG anwAelag Petd TV eppUTEUON, TOU XCPNAGTEPOU
epPpuikol owpatkol Bdpoug kol twv okeAeUKWv petaPohdy. AutéC ol
enibpdeeg eppaviotnkav oe apaupaioug e nepinou 0,1 popég eni v kKAviKh
£Beon otn ouvioTepevn npepnota Goon twv 400 mg/npépa yia tov dvBpwno.
Ita Kouvéhig, n gevipativipnn Gev npokGAsce avamuflakn tofiKonta ot
uniétepo eninebo Gdong nou bokipdotnke (ExBean nepinou 0,08 popég eni v
KAMvIKN €kBeon o ouvioTWpevn npepnola Bon yia tov dvBpwno). 6.
DAPMAKEYTIKEL NAHPO®OPIEE 6.1 Kardhoyog exboxwv [epiexdyeva
kawakiou Mupmiwpévn piKpokpuotaAMKA KuTtapivn [NEPIEXEL PIKPOKPUOTAAMKRA
kuttapivn  (E460) kar  dwubpo  koMoeibéc  nupimo  (E551))  Ndtpio
oreatuhopoupapike KEugeg kawakiou Zehativn (E441), Taviou biofeidio
(E171), Libnpou ofeibio epuBpd (E172) MeAdvi ektunwong Koppea AdKkag
(E904), Tiaviou bioeiblo (E171), Mponulevoyhukdhn (E1520) 6.2
Adupfardtnteg Aev epappdZetal. 6.3 Awdpketa Jwig 4 xpovia. 6.4 16iaitepeg
npopuraers katd tn @oAafn tou npoidvtog Awtpelte th GIAAN KOAG
KAEIOEVN Yia va npootatedetal and v uypagia. To YUpHOKEUTIKG QuTo npoidv
Sev anael 16loitepeg ouvBikes Beppokpaoiag yio tn pUAagh ou. 6.5 ®lhon kat
ouotanikd tou neptéktn MiaAn and noAuaiBulévio uynhng nukvatntag (HOPE)
vE nwpa cogakeiog yia nadid, Kotaokeuaopévo and noAunponuAévio kat
oppdyion Beppikic enaywyne. KGBe @idAn nepiéxer 120 okAnpd kawakia kat
elval gUoKeuoopEvn OE KouTi and xoptovi. 6.6 Ibwaitepeg mpopuld§erg
andppuyng KaBe axpnotponainte npoidy A undAetppo Ba npénet va eniatpéperat
aTOV (PApHAKONOIO Yo aoQaAn andppiyn aUMPWVA HE TI KATa TOMoUG I0XU0UOEG
oxenikéq  Giaté€eic. 7. KATOXOL THE  AAEIAL  KYKAO®OPIAL
Bristol-Myers Squibb Pharma EEIG, Plaza 254, Blanchardstown Corporate Park
2, Dublin 15, D15 T867, Iphavbic 8. APIBMOL AAEIAL KYKAO®OPIAL
EU/1/20/1514/001 9. HMEPOMHNIA MPATHE EFKPIZHE/ANANENEIHE THE
AAEIAT Huepopnvia npwtng éykplong: 8 QeBpouapiou 2021 10. HMEPOMHNIA
ANABENPHEHE TOY KEIMENOY 10/2021 Asrtopepeic nAnpogopieg yia 1o
nopav (PapUaKeUTIkG Npoidv eival dioBEoipe atov Siktuakd 1dno 1ou Eupwnaikal
Opyaviopot Qappdkwy: http://www.ema.europa.eu.






