AIOPTANQYH

* Eraipeia Mopraxov xat Iatpikev Epevvov
* Atpatodoyikn Khvika Iavemowmpiov AOnvev Aaiké Nocokopeio AOnvév

WEB SCIENTIFIC EVENT

AINMEPIAQ

OEPAIIEIEYX ATIO TO MEAAON
YTHN AIMATOAOITA TOY XHMEPA
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60 XOopPnIlneouN MOPIA *UNEXIZOMENNS IATPIKNS EKIIAIAEUXNS (CME-CPD)
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Azacitidine
Accord

100 mg

Kévig yua evéaipo
Evaidpnya

AZAC 10.02/2021

Kdroxog Adera KukAogopioc 5
Al Global,G &
Accord Healthcare S.L.UL Spain [ s i iORMES )
BonBriate va yivouv 1a gdpuaka o aopal kat Azacitidine Accord

a Avagépete 5
| .C ; 25 mgim!
W{(" i U"\ —-"’I - - OAEX Tig QvemuBUJMTES EVEPYEIES Yia ol
et Yo S - OAA ta pappaxa Zuprinpovoviag i
| " —— Nuwlm:s:rum!atuﬂ.
v ool Sev PAETTOUY KAl Bev
Tipoatyyliouy Ta T

TNa nepioodtepeg nAnpogopleg Mpw mv ouvtayoypdpnon oupBouleuBeite T . Auapdare 1o @iMa SSnyIGY
MepiAnin Xapaxmnpiotikwy Tou Mpoidviog Wi yptang mpw amé T XpAIN:
i i pévo XpAan

: P To EVOIWPNHD
[ia neploodrepeg NARPOGOpIES: ::mm;p:ﬁ m xopfivnen.

WIN MEDICA ®APMAKEYTIKHA.E.
WinMedica Oidinodo, 1-3 kat Mopadpopog Atakric 0dou 33-35, 152 38 XahdvBp, Atkn Coe: GufDUGOZTIH
m Tnk.: 210 74 88 821, ©ak.: 210 74 88 827 » E-mail: info@winmedica.gr
Serving Health for Life www.winmedica.gr



EZmv EAAAAA
SrariBetar ndn
OV MEPLEKTIKOTHTA
TV 250 pg/0.5ml

Change PV

DISEASE MODIFICATION:
sustained molecular response?

LONG TERM EFFICACY:
durable hematological response?

st
1 PROVEN TOLERABILITY:
no leukemogenic and

FIRST-IN-CLASS - S 4
carcinogenic risks

FIRST LINE

1) SmPC BESREMI®; 2) Gisslinger et al,, Blood 2018
132:579; 3) Gisslinger et al., EHA Library. Jun 15,
2019; 267074; PS1457; 4) BESREMi" European Public
Assessment Report (EPAR) 2019; 5) E. Verger et al.,
Blood Cancer Journal (2018) 8:94

MNpw tn cuvtayoypdagnon cupfouieuBeite tnv Nepiknpn Xapaktnplotikdv tou MNpoidvtog

niou SiatiBeTal améd Ty etaipsia. BonOijate va yivouy ta pappaka mo as@ui Kol

EAAADA: Evberktikn Tupry: 2029,38€ Avagipere
EAMAADA: Tpomog SiciBeong: Meplopiopévn watpikn auvtayry. H Siayvwan) kav'iy n évapén tne Bepansiag OAEE 1ig avembiopnreg evipyees nia
OAA ta pappaxe

YIVETQI OE VOOOKOEIO Kat HMopel va ouveyi{eTal EKTOC VOTOKOHEIOU UTIO VOCOKOUEIQKT TapakchouBnon.

Zuprknpovovrog Ty « KITPINH KAPTA»

AO P 0 R PH A N AOP Orphan Pharmaceuticals AG,
Wilhelminenstrafle 91/11 f, A-1160 Wien

FOCUS ON RARE DISEASES www.aoporphan.com

CODE
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YTHN AIMATOAOITA TOY XHMEPA

AINMEPIAQ

XAIPEUZMOS

H Ainpepida evnuépwong otnv Alpatoloyia tng KAWVIKAG TTOU €Xw TV TLUNTLKA
€uBUlVN va opyavwow yla 5° €tog, Bplokel TNV LaTpLkn pag péoa otny Aathama pog
Mavénuiog mou amoteAel Sokipaoia Kol TEPUTETELA OXL LOVOV YLO TV ATPLda 1ag
oAAQ yla 0AOKANPN TV avBpwrotnta. Meputétela mou delxvel MOGo MOAUTENELA
elval pepkég hopég yla Toug avBpwroug n vyeia kat n aodAAELA KAl TTOGO TTOAUTLUN
amoSelkVUETAL N LATPLKI KOG TOOO OTNV KAWVLKH TNG OGO KAl OTNV EPEUVNTLKA TNG
Slaotaon. NepumETela mou KOOTLOE AMWAELEG € {WEG KOl cUVLOTA SoKLuaaoia yla TtV
LOTPLKI), YLOL TOUG avOPWTTIOUG TNG UYELAG, YL TNV EKTTALSEUCN KaL YLO TNV OLKOVOuLaL.
Méoa o auTO To KALa Ttou Selxvel o€ OAOUC pag TOco edrjpepol elpeba kal moco
TOAUTLHO €lval To LEpO dalvopevo TG Lwng, Epxovtatl SU0 NUEPEG VONTIKAG UG
aoknong o evoladEpovta Brilata TG LATPLKAG Kal L8IKA TNG aljatoAoyiag, KATtw
arod ouvOrKeg TTOAU acuvnOLoTec. Ta edetelva Bépata ival oe OAa ta emineda moAU
TIPOXWPNUEVA KAl yla ToV AOYO aUTOV eKPpalw TIC BEPUEG OU EUXOPLOTIEG OTOUG
CGUVEPYATEG OV KOl TOUG T(POCKEKANUEVOUC OUANTEC. EuxapLloTw emiong Kat 6Aoug
oooL Ba apakoAouBricouv autr TNV Altnpepida pe TOANEG-TIOANEG EUXEG YLa LYEla
KoL yla €va kaAUTepo kot aodaAréotepo alplo.

O AteuBuvtig tng KAWVIKAG
Kwvotavtivog KwvotavtonouvAog
KaBnyntrig MaboAoyiag-Alpatoloyiag

EITI>Y THMONIKH &
OPT'ANQTIKH EIITTPOITH

Npoedpog Opyavwtikng Emitpomnng:
Kwvotavtivog KwvoetavtonmouAog

Npoedpocg Emotnoviki Emtponig:

Mapia AyyehomouAou

MéAn: Oe66wpoc Baotlakomoulog dwtng MNavitoog
Mopio AnporouAou EAévn MAatd
Bepovikn Kopvnvaka Moapiva Ziakavtapn

Awatepivn Mrmevékou Mavaywwtng Toadtapibng



EIIIXTNIMONIKO mIpolpamMmMa

MAPAZKEYH

16 AnptAiov 2021

12:30-13:00

NpooéAeuon-EyypadEc-XalpeTiopog

13:00 - 14:45

13:00-13:30

13:30- 14:00

14:00- 14:30
14:30 - 14:45

ZTpoyyulo TpameQ
EMIGETIKA B-AEMOQMATA

Mpoedpelo: M. BouAyapéAng, A. Kapakdaong
Nedtepec Beparmeleg ota emBeTIkd B-Aepdwuata 0. Baothakdnoulog

YUlelyLATA AVTIOWUATWY + KUTTAPOOTATIKWY GapUaKwy

ota emBOeTIKA B-Aepdwpata M. Apamnakn

CAR-T otn Beparmeia twv B-Aeudpwpdtwy M. AyyelomnoUAouv

Julntnon

14:45 - 16:00

14:45 - 15:15
15:15- 15:45
15:45 - 16:00

AwaAégerg NMpookekAnpévwy OpAnTwyY

Mpoedpelo: M.A. Anuémnoulog, K. Kwvotavtonoulog
"OL Taglvopnoets twv Aepdbwpdtwy". lotoptkn Avadpopun. Xp. Kittag
H aktwoBepaneia ota Aepdwuata X. Zapmndtng

Julntnon

16:00-17:45

16:00 - 16:30

16:30-17:00
17:00-17 :30
17:30-17 :45

ZTpoyyulo TpaméQ

EIAIKEZ MOP®EZ AEMO®OKYTTAPIKQN NEOMAAZIQN
Mpoedpelo: E Tépmog, M. Talplywtng

Avaduopeveg Bepareieg oTnv Xpovia AeppoKUTTAPLKN

Aguyatpia H. Kwvotavtivou

H Bepamneia twv T-mepldepkwv AepdbwUATWY M. Ziakavtapn
TeAeutaieg Bepaneieg oto MoAamhovv Mughwua M.X. Kuptowvn

Julntnon

17:45 - 18:00

ALGAELHpQ

DVId3WUIV

VddINHX AOL VIIOVO.LVIATY NH.LX
NOVVHN OL OV XHIHIIVJddO

2\

N
.

18:00- 20:15 ZtpoyyulAo TpameQ
EMBOAIA KAI AOIMQZEIZ

Mpoedpeto: T. Adikog, N. Zuag

2
N

18:00 - 18:30
18:30- 19:00
19:00- 19:30
19:30- 20:00
20:00 - 20:15

RNA gppoiia

H wotopla Twv epBoAlacuwy

I. BaotAomoulog

I. Navaylwtakonoulog
N. Z0Qag

E. HAGdn

COVID-19 kal atgatoloyia
Ta gpBOALQ KAL O ALUATOAGYOG

Julitnon

20:15 - 21:30

20:15-20:45
20:45-21:15
21:15-21:30

AraAé€eLg NMpookekAnUévwy OpAntwy
Mpoedpelo: I. KuptomouAog, M. MNavaywwtiéng

AdUvata onpeia otnv EVIDENCE BASED MEDICINE
Kootog atpatohoyikng Neomhaaoiag

zugAtnon

K. Kwvotavtonoulog

K. ZouAwwtng

>




\ra rreplb ¢ MANPO!

/| WIN MEDICA QAPMAKEYTIKH AE

\A

Olﬁmoéor; 1-3& nqpqapouoq ATnan 0506 33 35
115238 Xahavop

¢ TnAi: 2107488821, Fax: 2107488827 .
mfo@wmmedma ar, www wlnmedlca gr

{ A\ v ; f

Bendamustine
Accord

Bon@rote va yivouv Ta
@appaxa mo ag@alr Kai
Avagepete

| OAEE Tig avemBupnreg

EVEPYEIES IO
OAA Ta pappaka
ZupmAnpwvovVTag TNV
«KITPINH KAPTA»

\-,J' )

‘ Karoyoc Adewag KukAopopiag:

Accord Healthcare S.L.U.

accord

The Evolution of Generics

Global Generics
& Biosimilars
18




ICLUSIG

(ponatinib) tablets

Mepatépw nAnpowoples diatiBevtal and tn MEveois @dppa AE.

XD (GENES!S

(| @
\_/yt THINK | TEST | TREAT
A, Knpiofag 274, 15232 Xahdvdpi, ABriva

TnA.: 210 8771500, Fax: 210 6831918

e-mail: info@genesispharma.com

ICL/ADV/1/07.2020 www.genesispharma.com
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YTHN AIMATOAOITA TOY XHMEPA

AINMEPIAQ

2ABBATO

17 AnptAiov

2021

09:00 - 09:30

Npooéheuon-Eyypadég

09:30 - 10:40

09:30 - 10:00
10:00 - 10:30
10:30-10:40

ZTpoyyulo Tpamél
MYEAOAYZMAAZTIKA ZYNAPOMA/TO EPTAZTHPIO
Mpoedpeio: M. AyyelonoUAou, N. Buviou

Moptokr) MeAétn MDS/AML
FISH/kuttapoyevetikn pehétn MDS-AML
Julntnon

K. Zwn
A. Kouunn

10:40- 11:50

10:40-11:10

11:10-11:40

11:40-11:50

ZTpoyyuAo Tpamél
MYEAOAYZMAAITIKA 2YNAPOMA/H KAINIKH
Mpoedpelo: E. Bapiaun, E. MiydAn

H clyxpovn BEPATEUTIKA QVTIHETWTILON TWV MAZ
XapnAng kakonBetoag (low risk)

H ouyyxpovn Beparmeutikn avtipetwriion MAS upnAng
kakonBetag (high risk)

JugAtnon

N. Toadtapidng

Z. Nanayswpyiou

11:50 - 12:05

AGAELppQ

12:05 - 13:45

12:05-12:35
12:35-13:05
13:05-13:35
13:35-13:50

ZTpoyyuAo TpameQ
OZEIA MYEAOTENHZ AEYXAIMIA
Mpoedpeio: O. BaothakdnouvAog, N. Buviou

Nedtepa dappaka oTnv avtldetwrnion tg OMA
Avti FIt3 avaotoleic otnv OMA
AvocoBepareia otnv OMA

Juintnon

E. Mata

I. Aonpokomoulog

®. Navitoag

13:50 - 14:45

AdAeLppa Meonuppvo

14:45 - 16:30

14:45 - 15:15

15:15-15:45
15:45-16:15
16:15-16:30

ZTpoyyudo Tpamél
METAMOZXEYZH
Mpoebpeio: M. AyyeAdonoUAou, M. Tolpywtng

BlwolOTNTA 0PXEYOVWY QULULOTIONTIKWY KUTTAPWY Kot

QLUOTOAOYLKN QTOKOTACTACH TNV QUTOAOYN HETAUOCXEUON

Nedtepeg Bepareleg oTNV QVTILETWTLON Tou GVHD

H Beparmeia tng CMV AolwéNg 0TOV ALUATOAOYLKO APPWOTO

ulntnon

E. AdAov
n. Nétoa

K. Mnievékou




2ABBATO

17 AnptAiov

2021

16:30 - 18:15

16:30-17:00

17:00-17:30

17:30 - 18:00

18:00 - 18:15

2TPOoYyyUAO TpameQ
MH KAKOHOHZ AIMATOANOTIA
Mpoedpelo: M. NMoAitovu, A. Tpaulou

©popPorointivn Kat Bpopporevieg

Fovidlakn Bepareia kat embLOpOBwon oTLg
AlpoodatpvomdBeteg

H Beparmeia tng vooou Gaucher maAalotepa Kat VEOTEPQ
dapuaka
Julntnon

B. Marmra

M. AnponoUAou

B. Kopvnvaka

18:15-19:30

18:15 - 18:30
18:30 - 18:45
18:45 - 19:00
19:00 - 19:15
19:15-19:30
19:30 - 19:45

ENAIADEPONTA MEPIZTATIKA
Mpoebdpelo: M. Kovromnidou, E. Mata

A. TaAomouAog

l. Apav8éakng

M. Mrieha

X. Xat{nénuntpiou
A. Mayaipag
Zugitnon

19:45 - 20:00

IxXoAlaopndG-Zupnepacpata-Angn

DVId3WUIV

VAddINHX AOL VIIOVO.LVIATVY NH.LX

NOVVHN OL OV XHIHIIVJddO




RIX_ADV_002_December/2020 GR2012174538

RIX

ATON°

rituximab

SANDOZ ::::"
Bongriote vuy{veuv 1 mmumbum_pmn Division

OAEE Tig nvsmeﬁmrsq EVEDYEIES KAK: S8andoz GmbH
yia 0AA 1o @d Biochemiestrasse 10, A-6250 Kundl, Auotpla
ZUmATIDHVDYTaS T 'm KARTAx Ztotyela emkowvwviag omv EAAGAa:
Novartis (Hellas) A.E.B.E/Sandoz division
TMow Ty ouvrayoypdenan oupBouleuteite v Mepilnyn dpaykokkAnotdg 7B, 151 25 Mapouat, ABrva

Xapakmptotikav Tou [poiovrog nou dlatiBeTal amo v eTaipela TnA.: 2102811712, 0aE; 210 6857655



BonBrore va yivouv Ta pdppaka mo aogahn ko
Avagepete

OAEZ mig avemBOpnTeg evepyeies yia OAA Ta pdpuaka
Eupﬂi\npwvoﬂog 1m «KITPINH KAPTA»

. XOSIADYR/0T. 2026 X0S_2020 0012_GR

.Evﬁmmﬁnyn o 7 -- e
_ONOMA | MOPoH/
~ MPOIONTOX | NEPIEKTIKOTHTA

84 AIZKIA ZE BLISTERS
EMIKAAYMMENO ME AEMTO 2BMAEIE

(OPAJANOYMINIOY/PVC/

YMENIO AIZKIO 40 MG/TAB ALDYMIN\ O\T

¥YTo shuppnm auTé TeRsi UG wmnpmpunmmpuxulwaqun. Avto Gumrpmlm'm ;
\rpnyopn nipogbiopiopé vély mAnpotdopiav aodakeiag. ZnTeital and Toug; snuwéhpansq
Bx:mc: va avadEPoLV OroIEgbHTOTE, meavoioyouucm ovsmauunthsvewmq
rtupnypmto 4. B'rnq XM yia'tov Tpomo avador HTWY EVepy

I'I:pmpwpsw] larpikn u‘uvruvn ana s:ﬁmu taTp Kat tapakoAooBnan Kcrru'rn
S1apKeIa TG aywync.

Neparrépw nAnpodopics Siatievrar and Tov kdToXo TG Géeag .
Kumqropm: mnmv mmm:wc Kal nept.\aupavovtm OTI) GUVOTITIKR

TOU npaluvtus Kai To ¢uA}\o obnywy,

xmanr. Tou wpuumv ! 7

AOSPATA
teritinib &

astellas

Astellas Pharmaceuticals A. E. B. E.
AynotAdou 6-8, 151 23 Mapobai, ABriva
TnA. 210 8189 900, Fax: 216 8008 998
www.astellas.com/gr

Tomxég Avtinpéownog/
Alavopéag npoidviwy Astellas Kinpo:
Novagem Ltd, TnA: 00357 22483858
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AINMEPIAQ

EUPEWMPIO OMIANTON/TIPOEAPWN

AyyehonoUlou Mapia
Aparmakn Mapia

Aonuakdémnoulog lwavvng

Baptaun EAévn
Baowlakomoulog Oed6wpog

Bao\omoulog Mewpylog

BouAyapéAng MuxanA

BUviou Nopa ABnva
FaAdmoulog AnunTeLog
Aalkog Fewpylog

Anponouhog Mehétiog ABavaaoiog

Anporovlou Mapia
ApavSakng lwavvng

Zapmatng XopaAopunog

Zwn Awkatepivn

HAwadn Elprivn

Kapakdong AnprAtpng

Kittag Xprjotog

Avarminpwtpla KaBnyntpla Atpatoloyiag E.K.M.A.,
Apatoloyikn KAwikn, F.N.A. «Aaiko»

El81kO¢ Alpatoloyog, Alpatoloyikn KAwikn, F.N.A.
«A\AKO»

Awuatoloyog, Emkouptkog EmpeAntrig B’ Alpatoloyiog,
Alpatoloyikr KAwvikn kot Movado MeTapooxeuong
MuegloU twv Ootwy, E.K.M.A., [.N.A. «Aaiko»

Awato)loyog, AteuBuvtpla EXY, A’ Maboloyikr) KAk
MNavemotnuiov ABnvwy, M.N.A.«Adiko»

AvarAnpwtng Kabnyntig Awpatoloyiag latpikng LXoAnc,
E.K.M.A., I.N.A. «Aa(KO»

KaB®nyntic MNaboloylag-Alpatoloyiag Mavemniotnuiov
@eooaliag, M.I.N. Adploag, Zuvepyaldopevog Epguvntng,
AteuBuvtng Epyaotnpiov Kuttaptkig kat Frovislakng
Oepareiag, 16pupa latpoBLloroyikwy Epguvwv Akadnuiag
ABnvwv

KaBnyntrig NaboAoywkrig Ductohoyiag-Aipatoloyiog
EKMA, Epyaotripto Maboloyikng Gucotoloyiag, latpikn
SxoAr) ABnvwv

KaBnyntpla Alnatohoyiag E.K.M.A., A’ MaBoAoyikn
KAwkn, T.N.A. «Aaikd»

ElSikeuopevog Alpatoloyiog, MavemotnpLakn
Awpatoloyikn) KAwvikn, F.N.A. «Adiko»

MaBoAdyog, Opotinog Kabnyntrg Maboloylag kat
Noywéewy E.K.M.A

Mputavng E.K.M.A, KaBnyntig Awuatoloyiag-Oykoloyiag,
AteuBuvtng OepameuTikig KALKAG latpikng ZX0ANg
EOvikoU kal KaroStotplakol Mavemotnuiov ABnvwy,
M.F.N.A «AAe€avbpa»

Awatoloyog, EBviko Kévtpo Alpoodatpvonadeiwy,
I.N.A. « \iiKO»

ElSikeuopevog Alpartohoyiog, Maveniotnpakn
Apatoloyikr) KAwikn, F.N.A. «AaikO»

AxtwoBeparneutr - Oykohoyog, AlsuBuvtrg-
EMiotnovikog YriebBuvog AKTIvoBepameuTikoU
OykoloyikoU Tpruatog, MNA.0.N.A. «O Aylog 2appag»

PhD, El8ikn Aettoupytkn Emotipovag, B Epyaotnplo
Apatoloyiag,I6pupa latpoBLloloyikwy Epguvwy tng
Akadnuiag ABnvwv

NotpwéloAoyog-Maboldyog, A Maboloyikr) KAwikn, F.N.A.
«N\aliko»

Awato)loyog, AteuBuvtrg- YnievBuvog M.M.M.O.,

Apatoloyikr KAwvikn - M.M.M.O., I.N.A. «O
EvayyeAlopog»

OuoTipog Kabnyntng latpikng £xoAng, mpwnv Mputavng,
E.K.M.A.



Kopvnvaka Bepovikn

KovtomniSou QAwpa

Kouumn Addvn

KuplomouAog lwavvng

Kuptowvn Mapia Xplotiva
Kwvotavtivou HAlava
Kwvotavtonoulog Kwvaotavtivog

AdAou EAévn

Moayaipag AAEEavEpog

MuxaAn Eupubikn

Mrmehld Mapiva

Mrtevékou Akatepivn
MavaylwtokomouAog MFewpyLog
MNavaywwtidng Navayuwtng
MNavitooag Qwtiog

MNamnayswpyiov Twtrplog

Manmnd BaotAkn)

MNétoa Mavaywwta
MAata EAévn

MoAitou Maplavva

Awuatoloyog, Kévtpo Eumelpoyvwpoolvng og omavia
aLatoAoyIKA (AlpoodalplvomaBeleg) Kot omavia
petaBolikd (v. Gaucher) voorjuata, .N.A. « Adiko»

AvarAnpwtpta Kadnyntpla Atpatoloyiag, B' Maboloyikn
KAwikn, I.N.A. «ITmokpdateLlo»

PhD, KAk Kuttapoyevetiotpla, Auth/xoc American
Board of Medical Genetics & Genomics (ABMGG)

OuoTipog Kabnyntng Owkovopikwy tg Yyeiog

Avarinpwrtpta Kadnyrtpta Awpatoloyiag, A’
Mpomnatdeutikn MadoAoyikn KAwikn Mavemotnuiouv
ABnvwy, I.N.A. «Adiko»

Awuatoloyog, Atpatoloyikr) KAwvikr E.K.M.A., T.N.A.
«Aaiko»

KaBnyntng¢ Naboloyiag- Atpatoloylag, ALLAtoAoyLKn
KAwikn Navemnotnuiov ABnvawy, M.N.A. «Aaikd»

BloAdyog, PhD, Turua uloyng kat Kpuokatauéng-
Movada Metapooxeuong MuegloU twv Octwy, I.N.A.
«A\aikO»

EWdikeuOpevog Alpatoloyiag, Mavemotnuakn
Awatoloyikr KAwikn, I.N.A. «Adiko»

Awuatoloyog, AteuBivtpla, Atpatoloyikn KAwikn, I.N.A.
«I. Tevvnuotag»

Awuatoloyog, Mavemotnuiakn Alpatohoyikn KAwikn,
I.N.A. «Aaiko»

Awuatoloyog, EmpeAntpla B', Aypatoloyikr) KAwvikn,
E.K.MA., I.N.A. «\aikd»

MD, PhD, Dip HIV Med, Avtutpdebpoc A EOAY yia ta
Metadotika Noorpata

KaBnyntng Atpatoloyiag E.K.M.A., A’ NponatdeuTtikn
MaBoAoykn KAwikn E.K.M.A, T.N.A. «Adiko»

Awuatoloyog, EmpeAntic A, Atpatoloyikn KAwikn, I.N.A.
«AAKO»

Awuatoloyog, EmpeAntig A’, Awpatoloyikr Movada, B
Mpomnatdeutikn MaboAoyikn KAwikn E.K.M.A., MN.I.N.
CATTIKOV»

Kabnyntpla Alpatoloyiog E.K.M,A., Aipatoloyikn,
Movada, B’ Mpomnatdeutikn MadoAoyikn KAwikn E.K.M.A.,
M.IF.N.A. «ATTIKOV»

Atpotoldyog, Akasnpalkag Ydtpodog, ALOTOAOYIKAG
KAwikig E.K.M.A.. T.N.A. «AaiikO»

Awuatoloyog, AteuBivtpla, Apatoloyikn KAwikn, I.N.A.
«N\OKO»

Awuatoloyog, AvanAnpwtpta Kabnyrtpla latptkng ZXoAng
E.K.M.A., AtcuB0vtpla Movadag Awpodooiag, M.M.N.A
«APETAIEIO»
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_RYDAPT

midostaurin zs,

Lectus adv.

i‘ N OVA R"[‘ I S Novartis (Hellas) A.E.B.E.
12° yAu. EBvikiic Odou pageio Oeagakovikng:
ABnvuv - Aaplag, 12° YA EBvikric 0ol Beaoakovikng -

144 51 Metaudpowon, N. MouBavidv, 570 01 O€pyn,
Tnh: +30 210 281 1712 Tnh.: +30 2310 424 039

OAPMAKOENATPYNNHIH: +30 210 2828812

RYD_ADV_002/SEP/2019/GR2007845682



MYCAMINE"

micafungin

‘Otav o1 cuvenkeg 1o enNiBAAAOUV

Noookopeakn Tr:

Mycamine 50 mg, 144,85 €, Mycamine 100 mg, 279,04 €
Mepiopiopévn 1aTpikn ouviayn. H évapEn me Bepaneiog
YIVETC! OE VOOOKOEID KOI LNOpE! va CUVEXICETOI EKTOC Voo~
Kopelou und mv napakohodBnon iaTpod.

Mepamépw Minpogopies, diatiBeviol ond Tov KaToxo TG
GBE10G KUKANOGOPIOG KaTOMV aMmoEwG kol nepiapfdvovial
O CUVONTIKN NEPIYPOP XApaKTNPIOTIKGY TOU MpOIGVTog
K01 0 QUM 0nyibv Xprong ToU papLaKoU.

Bon@irjoTe var yivouv To @appiaKa T acpadi] Ko
AVOQEPETE:

Supmnpanvoviag T «KITPINH KAPTAS

raste Hm

Astellas Pharmace
Aynaoiidou 6 8, 15123 Mapoduol, Aanc
Tnh: 210 8189900 Fax: 216 800 8998
www.astellas.com/gr

Tonikég Avtinpdownog/Aiavopéag
npoidvrwy Astellas otnv Kinpo:
gem Ltd, TnA: 00357 22483858




OEPAIIEIEY ATIO TO MEAAON

YTHN AIMATOAOITA TOY XHMEPA

AINMEPIAQ

Jlakavtapn Mapiva

JouAlwtng Kuplakog

SUPag NikdAoog

Tépmog Evayyehog

TpauAou Aven
Toadtapiébng Navaylwtng

Tolplywtng Mavaywwtng

Xatindnuntpiou XpucoBahdvtn

Avarminpwtptla Kadnyntpia Nadoloyiag-Awatoloyiag
E.K.M.A. Aqpatoloyikn KAwikn, F.N.A. « Aaiiko»

KaB®nyntng MoAwtikng Yyeiag, ZxoAn Kowwvikwv kat
MoAttikwy Emotnuwy, Navemotiuo MNelomnovvroou,
KopwvBog

MNaBoAdyog — AotpwéloAoyog, Kabnyntrg E.K.M.A.,
YrievBuvog Movadag AotpwEewv MaboloyiLkng
Quaotoloyiag, I.N.A. «Adiko»

Awpatoloyog, Kabnyntig Ogpameutikng-Alpatoloyiag
E.K.M.A., Movada MAQCUATOKUTTOPLKWY AUGKPAGCLWY,
Oepamneutikn KAwikn E.K.M.A., [.N.A. «AAeEavEpa»

Ouotun Kabnyntpla Naboloyiag-Alpatoroyiag, E.K.M.A,,
TuAua Alatapayxwv Alpootaong, latpiko Kévtpo Wuyikou
Awatoloyog, AteuBuvtrg EZY AwnatoAoyikn KAwikn,
I.N.A. «\aiko»

AvarmAnpwtng Kabnyntng Awpatoloyiag E.K.M.A.,
Awatohoyikr) Movada - B’ Mpomatdeutikr) Maboloyikn
KAk E.K.N.A., T.I.N.A. «ATTIKOV»

El8ikevopevn Alpatoloyiag, MavemniotnuLakn
Atpatoloyikr) KAwikn, F.N.A. «AaikO»



I'ENIKEY ITAHPO®OPIEX

oplaNnwzn

eEtalpeia Moplakwv Kat latptkwv Epgeuvwyv
e AlpatoAoyikr) KAwikr) Mavemniotnuiov ABnvwy, Adikd Nocokopeio ABnvwv

HMEPOMNNIA
16-17 Anpihiou 2021

TOT10S ATeEalwlns
Awadiktuakn Ainpepida

Ellpaon

H eyypaodn kot n mapakololBnon tng Atnpepidag sival Swpedv Kol ETITPEMETAL LOVO OE eMmayyeA-
HOTIEC UYELQG KOL OE TIPOTITUXLAKOUG/UETATTTUXLAKOUG POLTNTEG.

OANlIes AIAAIKTUAKNS ITapakoAouvensns
H Erotnuovikn EkSAAwon Ba mpoPAnBel povo Sladiktuakd péow tng otooeAibac www.livemed.gr

Eav elote véog xpriotng mapokaholue akolouBrote Tn Sladkacia Snploupylag Aoyaplacuou,
oupmnpwvovtag ta anapaitnta redla oto www.livemed.gr (matrjote oto nedio Register / Eyypadn).
H Snuoupyia Aoyaplacpou eivatl Swpedv kat UTTOXPEWTIKY YLa TNV TTapakoAouBnon Twv op\lwy. EGv
€xete nén Aoyaplaopd oto Livemed xpnoLomowroTe Toug kwokoUug 0ag yla va cuvdebeite, emAEETE amd
TO evoU TNV Katnyopla Live, To ouvéSpLo Ttou BENETE va TapakoAOUB GETE KAl OTr CUVEXELQ TO ELKOVISLO
Go Live 1} Go Virtual.

l_l 2Tn ouvéxela yla va ouvdebeite e tnv aibBouoa, emiAéyete amd To pevou mou epdavileTat
) O0TO KATW HEPOG TNG 0006vNG oag, tnv «AiBouca ZuveSpLacewv»

‘% Inpueiwon: Epooov BéAete va mapaAdBETe MLOTOMOLNTIKG, LETA TN cUVOEDH COC OTO

Livemed, eivat anapaitnto va petafeite otnv ewkoviky «Fpappateio Tuvedpiouvr,
TIOTWVTAG TO AVTIOTOXO E€LKOVISLO Katl va oAokAnpwoete tv «Eyypadn» cag otnv
ETLOTNHOVIKA ekONAWON TIOU eMBUEITE, WOTE va apyloEL va kataypadetal o xpovog
TapakoAouOnong.

@S0

MOPIA YUNEXIZOMENNS IATPIKNAS EKITATAEUXNS
JUpdwva e Ta kptepla tng EACCME-UEMS Ba xopnynBouv 16 podpia Zuvexllopevng latpikng Ekmadl-
Sdevong (CME-CPD credits).

IIAPAAABN IIIXTONOIMUKOU

Baoel Tng teAeutaiag eykukAiou tou EOD, Ba uMdpxeL CUCTNUA KATARETPNONG TOU XPOVOU TIApakoAouBnaong
péoa otnv mMatdoppa Livemed kat o aptBuog Mopiwv Tuvexildpevng latpikrc Ekmaidevong (CME-CPD),
Ba urtohoyLloTel BAaoeL TG Kataypadng Tou Xpovou mapakohouBnong kabe xpriotn.

«[LoTOMONTIKOY, TTATWVTAG TO AVTLOTOLXO £LKOVISLO TIOU BploKETAL TNV EWKOVLKN «pappatela
JuveSplou» KoL TO OTOLo EVEPYOTIOLELTAL ETA T AEN TNG ekEAAWONG KAl TIOPAUEVEL EVEPYO
€WE KaL 6 UAVES armo T Anén tng Atnpepidag. Miotomontikd dev pmopet va S0Bel yla tnv on
demand mapakohoUBnon. TN ekdNAWOnNC.

IrpaMMdAtera AINM EPIAAS:

@Evemts & Travel Solutions

E.T.S. Events & Travel Solutions A.E.
EA. BeviZéhou 154, 17122 N. Zuvpvn, TnA.: 210- 98 80 032, Gaf: 210-98 81 303,
E-mail: ets@otenet.gr, ets@events.gr, Website: www.events.gr

@ Ol eyyeypappévol cUVESPOL UITOPOLV va TIOPAAABOUV TO TILOTOTOLNTIKO TOUG HECW Tou Ttediou

AnayopeUsTaL pntd n avamapaywyr], avadniuooisuon, avtlypaeri, anodnKkeuan, mwAnan, UETd-
boon, Stavourn, Ekdoon, ektéAeon, Anyn (download), uetagppaon, tpomomnoinan e omotovénmote
TPOTo, YWpPIc TN pNTn mponyoUuevn Eyypawn cuvaivean tn¢ Etaipiog, Tou ouvoAou n uEpoucg Tou
nieptexouévou tou lMpoypauuatoc. H E.T.S. Events & Travel Solutions emipuAdooetal pntwe mavtog
VOUIUOU SLKaULWUATOG TNG L TN StapUAaén Twv SIKAULWUATWY TTVEUUATLKIG Ko Blounxavikng tdto-
ktnolag. Mo avaAutikotepes mAnpopopies entokepVeite To www.events.gr.
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Serving Health for Life




NEW TARGETED
THERAPIES

Novartis Alpatohoyia lMMummmmm\V

D KYMRIAH'

3 Aéopeuon Zwng RYDAPT ,/

Nolalopaote ~ EXJADE'
Epeuvoupe gy i
Mpoo@Epoupe AUoElg

Kal ZuvexiCoupe

Topeig Bepaneiag pe ©Jakavi
TOUG OTT0ioUG aoXOAOUPAOTE: ol

» Aeuyaipieg
» Ofeia pusioyevis Asuxaipia
* Xpovia puedoyevins Aguxaipia
* O&eia AeppoPiacuxn Aeuxaipia

2012
< REVOLABE
feltrombapag olamine)

P
C Tasigna
» AIGYuTo Aéppupa

amo peydha B kuTTapa
» Xpovia unieppopTwon o1drjpou @ EXJADE

2007 teferasiox

» ApETIAVOKUTTUPIKI) VOTOG

» Autodvoon 8poppokutTaporevia
> Mpoxwpnuévn cucTnaTKh glivec
HOCTOKUTTAPWOT

> ZoBapn anAkacTiki avaipia .
Desferal

dnfermanine eyt
o nctom 5P

» MughoumepmAaoTik@ veommAdopara
* Muedoivwon
* AAnBns noAukuttapaiyia

Lectus adv.

Lto aiparonoyikd tpunpa ts Novartis, Sev pévoupe abpa- Huepopnvies eyrpigewy and tov
veis. O1 e€edi€ers own Bepaneia wwv aipatofoyikwy Kako- Eupwnaiko Opyaviopo Qapudkwyv
nBeiwv, npoogépouv téoous noAdous Adyous yia eAniba ano 2001 kai petd

Kal éxoupe guBuvn anévavu oe kaBe aoBevn Eexwpiota
va petatpéyoupe auth tnv eAniba oe npaypaukotnta.

U/, NOVARTIS

Novartis (Hellas) A.E.B.E.

! BonBrate va yivouv o papuaka mo aogakn 12° yAp. EBvikiiq 0dou Ipageio Beoaahovikng:
Kat AVagEpETE ABnvav - Aapiag, 12° YA EBvikiiq Odou Beoondovikng -
OAEZ Tig QvEmBGYIIES EVEPYEIES 144 51 Metauoppuon, N. Moudaviwy, 570 01 B€pun,
! Yio OAR 10 pdpjioka Tnh.: +30 210 281 1712 | Tnh.: +30 2310 424 039

Zupminpavoviag my «KITPINH KAPTA»

ONCO_ADVO031_0ct/2020/GR2010862081

OAPMAKOEMATPYMNHZIH: +30 210 2828812



@
@ VENCLYXTO'V

venetoclax tablets

3L+

+ OBINUTUZUMAB + RITUXIMAB MovoOspansia

21aBepn Alapkeia Ospansiag 2Z1aBepn Aiapkeia Oepaneiag Ospansia pexp! e&EeEMENG TG vooou
1 ‘Evog' 2'Etn’ ) pn anodekTrg ToEIkOTNTAG!

BifAioypaeia: 1. VENCLYXTO® Mepidnyn XapaxTnpiaTikddv Mpeidvrog (MXM), 04/2020.

To pdppake auTd TEAsl UNo ouunAnpwpaTikr napakolouBnon. Auté Ba eniTpeysi To ypryopo npoadiopicud vEwv NAnpopopitv
aopaleiag. ZnTeital ané Toug enayyeApaTieg uyeiag va avapépouy onoieodnnoTe niBavoloyoupeveg avemBipnTeg evepyeieg.
BAgéne napaypago 4.8 yia Tov Tpono avagopdg aveniBupnTwy eVEpyEitv.

Tpoénog A1aBeang: MNepiopiopévn IATPIKN GuyTayrn.
H évapkn Tng Bepaneiag yiveral oe voookopeio kal pnopei va cuveyi{eral xTog voookopeiou uné Tnv napakohouBnon eidikol iaTpol

. . ; ONOMAZIA-MOP®OH-NEPIEKTIKOTHTA AIANIKH TIMH (€) =

Ly ehers "i""”;::‘;:‘:'::m el VENCLYXTO F.CTAB 100MG/TAB BTx112 (BLIST 4x28) 5.665,76 §
ONES ic avemBopmree evépyeies yia VENCLYXTO F.CTAB 100MG/TAB BTx14 (BLIST 7x2) 740,74 8

ORA o ey i VENCLYXTO ECTAB 100MG/TAB BTx7 (BLIST 7x1) 379,10 8
T ITHS KAPTA VENCLYXTO F.CTAB 50MG/TAB BTx7 (BLIST 7x1) 201,80 g
VENCLYXTO E.CTAB 10MG/TAB BTx14 (BLIST 7x2) 84,97 G

o]

Bpeite Tnv Nepidnyn XapakTtnpioTikdy Tou Mpoidvrog oTo Téhog TOU TIPOYPANHATOS. =
o

(U]

lNa nepioocoTepes nhnpogopieg ansuBuvBeite oTnv eTaipeia:

4
AbbVie GAPMAKEYTIKH A.E. Ob b\/ =
Mapivou Avtina 41-45, Néo HpakAeio, 14121, TnA.: 214 4165555



NEPIAHYH TN XAPAKTHPIZTIKQN TOY NPOIONTOX

To pappare outo wehd oo cupmnpapank nopaxshodBon. Autd Bo smipéfe 1o ypifopo nipoobiopiopd v
ninpogopiiy aogdhans, Zrefion and 10uC anoyyehuoties uyeios Vo avarpépo onokeodiinate mBmvoAGYDUEve
vETIBUTTEG EvepyEec. Bz opaypogo 4.8 ia Tovw TOM avepOpaS aVEMEGINTON EVEpyatN,

1. ONOMATIA TOY GAPMAKEYTIKOY NPOIONTOX: Venclyto 10 mg emkalN e e upiivo Giaxia Vendlydto 50 mg
Evrlmlww 13 .\Errm Uumu élonlu dey:riu 100 mg aml\umm e hemtd uptvio Bioxda. 2, NOIOTIKH KA I'IOID'HKH

Yen iy Ao uyive Sona KoBe emwaluppivo pe hemd upévo Sioxo neéya 10 mg
venet(xlax Vendy@ﬂ]mgsmmhu v glmmu pévio biokia: KA emkahugévo e hemtd usbwo Siowo mepéye S0mg venetodax.
Vendyito 100 my emsghistvo (s hemo upévio i K emahupueno pe Aerd uistwo Biovio nepéen 100 mg venetoda. fia
Tov e kavddoyo Twv a&u;w [&?ém mpavapo 6.1. 3. QAPMAKOTEXNIKH MOPOH Euuw.wun 1 hemid upcw: Biokio
{Bioxio). Venclyto 10 Rermrd uydévio iowdo: YTiokiTpiv, OTpaYYuAG, ajpikug pETpou & mm,
m;éwpfnwafﬁaﬁ\’muunhwpuml () oy ). Nenclyto 50 mo emy Neupé Biowdo: Mned, enipnpee,
uwwwuxma:ﬁmnmmI'Imrnmn‘dmc!mlﬂwwimpnqvm&wmnmnkupamwmwmjﬁw_
100 ma emkaNLEIAD | AT ujséwo Siokio; YAOKITpING, ENILINKES, CpQiKupTOl mUnmuiHmmmlmmumB)
i, yepayjsév pe v Ebaén V om o ieupd e 100 ot 6. 4, KMN]KEIIAHPWOF 4.1 Bepanevikéc evbeifag:
Ta Venclyxto oe owwdvacpd pe opmvautau{oupapnn avbeirnnar yia ) Bepaneia smtikaw uonw Y JpoVIa AepspoxTIapIK
Netaysia (XAN) o1 omolos Gev eyouy he mpoyodyuen) Bepancia (hene napdypapo 5.1). ToVendyodo o ouvbuaoyd pe prioudjidym
ewbeimuman yio ) Bepaneia evrphivun ooBieviv e XAA or onoior éyouv Al vouhdganow pia npanpotyéer) Bepaneia. To Vendyxto wg
pmﬂq}amﬂm&ummv\umﬂtpmmm(m mpnumm:rw:I?pqpﬂnmaxamlpﬂmsvw«m(mﬂm;ummm

Bev e Tou poveriamol g iow B-hepp
!Mmqn(l?pr]wuﬂm&xmWSJucequmucmvdwmdmqwnmwgammmmm&emumxmut&pnndu
1€ EVTY QMOTORAD TOU JIVOTEITION ToU UModoyEa T B-hgupoxumTdpan. 4.1‘ hayla Kat Tp6ToC KopiyRoT: H Ezpanci e

venetoclax npéne va Eexva ko va iapaksbouEiTal o & naTpo e ey POV,
ooaboyi:cypayga amaie ddon H5éon o v 20 magveneloaia gopd neprpik wu?nwm Héﬂmmﬂm
QU (VeI OTOBIONG, OE il nEpiotD S eiSopatiaw, e Trv npepiaia Soon Tuw 400 ma, ama paivera: orov (Tvak 1.

Tvakac 1: Aufavdpievo Sooahoyid ayfipa

L aofieveic mow tou Sasdn rpocpiva r 56 tepo o 1 pd a1, mpttes, 5 efBopade mg uthonoinn;

bwucrl mmm Iebéq.u&r. ped mvo)drdqphm n‘p'. @Mncmomqam 6mnt. 0 mtﬁwm;mwumm npénavy
mﬁwx&wl'kvum! Tpomonou ga_m_ o )gmm' i3 wamMﬂ; w CYP} Hmumpummmvmelncfaxuz
1YL, ) Epiotc avaoTohelt Tob CYF3A auédver my adBey) ae veretocla ol imape v ouéjos Tov Kivbive yin TLS kv évapén
Kal kel ) Bidpkea Ty, gaon rhonolnany; Ty Beory; kai yia A toikimtec (Bhéne napdyparpo 4.5). O Mivaxor 3 nepyppe my
avtévbaty) 1o Venclyxto 1 v tpononoinan . ocohoyias féoe TG TautGpavC YprionK pe &vav 1ayupo f JETpI0 VATOAAT T0U
CYP3A. O aoBeuelc npéna va nnpﬂmﬂnuﬂnml m mm ymur]pm m{tm‘rmu: mwnpava Npaaatel mmémlnpnocnmvp
ooy, Hboon venetodaxriov yprions oo CYP3A pilron 2 pe 3 npepe pera
) Buakor ou avaotohéa ﬁmenapa\mmx-ﬂﬂmﬁﬂ

TMivakag 3: Aecryeipeon mBaviy alephemBpacewy Tou Vendyto pe avoorohel ou CYPIA

AvagTohsic ‘Evapén ka1 paon TraBzpr nuepnota doon (Mera my paon
TiTAomoinong' Tthonoinong)

loyupde avaotohéac Tou CYPIA | AvevBeinunan Mewsare 1) 601 1ou Venclyxto Toukdyioroy kg 75%

Mérpuwg avaororéac tou CYPIA  [Mewwore 1 oor) 1ov Venclyxto touldyiotov kard 50%

|*Anogiyere Toutaypav xpron Tou Vendlyxto e perpioug avaoTohei; Tou CYP3A katd T Evapén kal katd 7 Sidpkeia
1 pdon Tehanoinong g Saane. Eetante evakhartinds Bepareutikés aywyéc f peiwon Tk Goong Tou Venclynto dnug
NEDNPGHET! OE QUTGY 10V NVIKA.

Mgl gy 6 dan ¢ Eiv éva oo napadeiger i B4 Jax yin €0 8 Gypec and m oy iow T AapBvel oo, 0 aaBevi
npeneiva Mafler 8o rou napéhenye HOTEDD Buwarndw 1 ibka npépa. Edw éva aoBeryc napadelperpio Bdan yia nepiaoénepo
umﬂmpt(,nnﬁmcé&mﬂmwmpﬂmﬁmﬁmﬂmﬂaﬁtmlmﬁ'mnqummumﬁ»:éemhmqmnpampm
jsépa. Edw va aofienc saver epend pend ) Mg T Boory, Gev ipéne vo napen emiéor boon exehey my nepa. H entpen
cuviayoyparprué Gdon npénet va Angdei am ouviifin opa v endpew) nppa. £ ¢ @M.‘kn«mﬁ'ﬁﬂmﬁm

aoapioy] T boor ievoug aofevei (o = €5 €tan) (Bene napdypogo 5.1). Nepour] o ey
amrrarumpooapwmm( Baorg uzuv&\ﬂ( e rma 1} pétpia veippier) Sushertoupyi tCn’.I > 30 mifmin iy <50 m\lmn) (Bhéne

To npdypayyia mhonoinor: g Soanc Sidprang 5 eibopdbun, avar oyebionuvo yia vo pedve mabiand To gaptio Tou dyau
(wmwamm)mmmmmﬂvﬁmqmwmxmﬁpopwhmumfo venetockax o 0 VouTe

T venetolax yopnyeitn o i alvoho 12 ik, kBe kikhoc anoteheftol and J8 mysépec 6 uidor 0¢ ouvbuoao i
pmMOUTONOURI), aahouboien and & KMo veneloda g u:vo( Tapdyova: Nopryiate 100 mg apmvoutouloupdmy;
mHppa 1 1ou Ko 1, 1o 900 mg T Jopmm uwwmwwzmlxmmmﬂﬁﬂﬁ
mmmﬁmﬁmuwmwmqmmmmmwz&qwmzmmmsmw ERVTIE TO

TIpOYO|IT TAATONGNG TG M}cmuvmﬁndaxGmpmfveﬁum!ﬂ\mﬂvaml)wpruHmuKuM]mlmmm
xpi v Hysepa 28 tou Kiixhou 2. Mexd my odoxdy homoinar m Boong 1 ,‘ | venetodax
(s ‘Hmn.vw et Jépa ou Kikhou 12

mmmwumwumwﬂmhwmmm Ty
il

0a1] 1 .07 i 10 A Uil Jie ATl icgry; Howwomayie) boar) Tou venetoclar o owvuonn
UEMMWWW‘W i popinjzpry ﬂ“ﬂli apdypofo 5.1 a T heropépere Tou oo ouvbuaood). Xopajore
preoutidn oo o aobieic e ohakkpUDE 10 NpaypapUD ThoningT T, Soany Kot Exel APaL TV oUMGTOWEN) MHepID
BummudmmgvermodaxmiwTovereludax)np&wﬂmnul#mmnmnw%ﬁmlmukuﬂwWnqqmmrxm(
prroudypiyng (Bhéne napdypago 5.1). Aday perd rv 1 Tanoin o wa 1o venetocia wic v Beparel @; H ouvioTiiyle 800 Tou
venelzmxﬁvudmmgwnq)emr;pfprpmcHWuw(ﬂup&mmmﬂmﬂuﬁ{e&lﬁjwwnwpnwﬁmm&w
avextr) and Tov coflen. (Tpdhn iy ww auboduou Adan ¢ daau (T15); To pnope v ] Tou B,
mlmmwmmemaMmuuwmwmhﬁwmm(mNapmswmmanmﬁmmm

- - napdypago 5.2), Aofevel; ie pewpem vegpe Aemoupyio (CrC] < B mi/min) evbéyerm va aramolv eviomiTepn ipogolat Kk
EM{LM e mm""md“ napaxadodBrion yia vo pewbe o xivSuvod eppdwong TLS kot tn évapén kat katd 1) (pdon nthonainarg, e Soor (Bhéns napandv
7 0 dlpu}qmlwwvﬁpdpwmmn] Hmdkwwuﬂwwmﬂumwwmmmff(l(lﬁm\lmn]qnw
3 100 | 1, kol By ey Tpoadiog jiewn 6o y\nummm&mﬂnwﬂoﬂa
1 m—m i joBeve umﬂnm\ i} i ToDpghig aofevei; npeneiva
5 mﬂ nupmmuaowrm orEv Yo onjeia ro&wémm: oo uu{mtwu vwéumu ewpa\ncq( TL5 (e nopdypago 44). Haomwj
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ueTahaysévo yowidio fgiH ato 68,396, O Biapenc ypévog nog ywa v apyr) avauon frov 238 privec (edpoc: 0,0 éuw
374 ). Hmﬁwnxud(aia"ammmw {PFS) n&ommsuMMwmicwwmlmmcawpunmmémmw
ojiaba maciag Tou £ Kapeivou (NCI-WG) karevBuvripee ypayyiec (2008] tou Aieuoie Epyaomgiou ya m Xpdwio
Aeppotcuriaped) Aetnia (WCLL. To bed yrag yia v PFS omy ripakafopiouévn apyk aviuon (Geboséva
npsepoyiag B haiou 2017) it Mivara 7.
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Nmtd&g@w&weﬁwm.gﬁwh nqﬂmpuup:w opeloc oy PFSunﬁrq)@ryuq Tou gy venetoclax + provEudm

e ENhewpn 17p, o€ o avoikal oyeBiaoyioD, ROAUKEVTPIKI] {EAETT vag uxf)twc (M13-982). O aoBeveic akoholBnoay fva

Tivavag 7:Hempé i G2 ¢ voou K Ty Extijan Touep i e npoegyoiyiewn Bepaneiayia XAA o MURAND wmammyz I £pd 0¢ BheCTICuMoaGE; anBevy mou a€iohoyBkay,
0 - — — Aoy e TG (<65 =65 e m:<?5 =75 €1), T nponyodys ypoiy Bepaneing (1, >1), o
Vo Yol gy qnpmunmec«sm«smasm:wﬁkwncl?pwmmvmnwmmmmmwmu»a&ncmmm
— — avlierT i Vo0
Aot oo (] (165] TG SN Ao N
| EEéhi€n vooou 2 9 Eixéva 4:Forest plot T, PFS ket Ty extion Tou epeuwiy o uroopade; g MURANO
[ eawr 1 16
Aubyeon i, pivec (95% (1) NR 170(155,216) T
Avalovia kubivou (959 CI 0,1710,11,0.25) p— — i e
T <0,0001 e s et s wep wews MG UM EERM
PES 12-4umvn exripnan (95% CI) 927(89.1,9,4) | 725(659,79.1) P o - e mmew -
PF524|£| 1 Ektiunan (9% C1) 849(79,1,90,6) [ 36,3{28,5 440) e et -y P T -
NR = Bev enmetiyfiy - sttt Cl wuooE 8 oEm =
_me_mmw* e ma mw M g smnn
13 o e Gl Toue anbievek extoc Bepaneins, (Sedopé k rrm o 5 W i G waiais -
Eh\qimxlﬂlﬁmlﬁnumompﬂ»m\nﬂqﬂni&ww)q}ﬁ pqqumumPﬁmmﬂocummupr[m&m;mqmwﬂd% - m wow " £ Buean ™
95%CK:64.8, 78,1] k2110 OKEAOG IMEvGaoUTTIVN - USRI 10y 15,25% (95911, 211 (!mmma;ian-w:rm’ﬁ W T R S, W ke maue
YT TV EKTIpION TOU EPELVITTT) amd T amy Eikiva 2 210 okéheg u us » w op RmaE =
venetoclax -+ priouSgiaum, limmManlﬂn&mmpmmmwxéMm Andou 130 “"'"-"'"""'" @y W e oau smun e
aofevek, 92 aoBevek, ohowipuwooy T enloxen rapakulodfior, 6 e perd 1 Bepaneia. To extiapewn noooord Ty, PFS atous ............................. : -
6 prpves peva ) Bepanéia frav 92%. 4 w o e v ® a9 poas -
tom w woN - o0 - -
b K tie ek T enflan kAR Tt At G i | T e ms ow owogem
neid e < o - W ow d :
A il nlm"_- - oo o » - i mmew It
= - - Wm0 au mmam MR |
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; i 1 wa
B Heenp 11prBopiomye e ion o nekparn ey epjorT i oy _
g Hun ] g €ova X e Moyapryni Fhiuawa. NE= pn aSuhoyiono
i w© IoVenﬂadaxm(pmﬂ(pwmﬂy:amﬂspmmaa&fvwv,ﬁmﬂpsmwn 17p 1} perihalyy aro TP53 — peém M13-082:
i H aopdhew kat 1 paniktio tov venetoclax afohoyiBryeay, oe 107 ooBeveis pe nponyoiypewn Bepaneio yia XAA
EH

Xpduog (ufvec]

npdypappa Tmhoneinang g doone Midpkewg 4 fwe 5 efdopdbi, Eexvivtag pe 20 ma kat aufdvovtac o€ 50 mg, 100
ma, 200 mg k, tédog, 400 mg dna€ npepnaiiws,. Or coBeveic ouvéxoav va hapBavouy 400 mg venetoclax ana nuepnoiwc
Wéxpt va naparnpnBei e6hiEn m vooou ) pn anodertr] rowarra, H &idpeaog nhikia firav 67 éun (edpoc: 37 e 85 ém).
Tn £5% rirav dviper ka1 o 97% firov Aeukol. O Sidpeaog Xpovog and T Sidywoon ftay 6,8 ém (eopoc: 0,1 pe 32 ém,

=106). 0 idpecag apiBng nponyoopevy avi-XAA Bepanzuay frav 2 (edpoc: 1 pe 10 Bepanciec), 49,5% e nponyoipenn

B:prmzln b vnunknmé\m ava?myo 38% e nponyoguEv Bepanzlu e prrovEdgnn kat94% pe nponyolyevn Beparteia pe
Ak napdyovia | pihapfiavopiévou 33% pe nponyodpevn Bepaneia pe ymevbapouativn). Kard v &vapén, 1o



53% v aofevi elyav évav 1 nepioadtepou abéveg > 5 cm, kaiTo 51% eixe ALC = 25 x 109/, Ad Toug eoBeveic, 0 37%
(34/91) |’|Tu\r avlexniol atn Bepaneio pe fludarabine, 1o 81% (30/37) eie pn petahhaypéve 1o yohﬁmfg&‘.‘:', 10 72%
(60/83) eiye perihhatn oro TP53. O Saeoog Kpove, om Bepancia kard 1o ypdvo ¢ afiohdynang firav 12 pivec (edpoc:
0 e 22 ). To npurtedoy KTTAAKTING ofljzio anTEAETATINSTITa, ATav To otwohixd oooots avtandxprir (ORR),
onwe extyurinee ano pia Avebaptm Enmpann ASiohd (IRC) yprog g T \péves, ano 1o NCH-WG
rarevivtipiec oBnyieg (2008) tou IWCLL Ta oroigela unutekuummbrqm; napcuasu(awm arov MTivaxa 9. To Sebopéva
anorekeaamikaTrog napovaiadaval yia 107 aoBeveic je Gebojiéva katahrxikdc niepojmiac 30 Anpikiou 2015, Emméov,
51 aofevelc andybnrav atny xoopti enéktaonc yio v afiohaynon 1 aopdhernc. H agiohoyodyswn ano Tov epewnm
anoreReguamkaTT napouoiileral yio 158 aoBeveic pe perayevemzpo SeBopéva kaahnknikic nuspopnviag 10 lowviou
2016. 0 didyenog povoc Bepaneiac v 158 aoBeviw frav 17 pveg (edpoc: 0 éug 34 pivec).

Nivaxag %: AnateAeopamikaTTa oe anBevel; e npanyolpevn Bepaneia via XAA e ke 17p (jiehém M13-982)

):prm) 5.2 QappaKokvTIKEC LO10TNTEC: AToppognan; Enema and noManhé ana Tou oTOaTOG yopryi e, 1 |JE\'II:|TF|
ouykEvTpwON) 10U venetoclax oto nhdopa emtedyBrxe -8 wpec perd tn Saan. H AUC tou venetaclax om) otaflepr katdotaan
auéfifinke avakoyikd ato ebpog Sdang Ty 150-800 mg. Ynd owbirikes yoprod o Amapd yedparaq, 1 péon (+ Tumkn
anékhion) Cmax Tou venetoclax o avafiepn kandoraon qrav 2,1+ 1,1 pg/ml kai n AUC24 firav 32,8+ 16,9 pgeh/ml oy
Bbon 1wy 400 ma dnof nepnoiug. o - Le olykpion e tn yoprynon g kataotaon vnotelag, n opiynon
JE v yeyia yapunhd oe Mnapd abénoe Ty éxBizon oe venetoclax nepinou katd 3,4 popéc Kkt 1) Yophynan pe évo yeiua
mhoiowo o Amapd aoénae TV éxdean oz venetoclax kard 5,1 e 5,3 gapéc. To venetockax ouvioTaTi va yopnyeftal jie éva
yepo (fhéne napdypago 4.2). Katavoyn;: To venetoclax ouvbéetar oyupd e Tic nparteivec 1ou ovlpanvou mdajatog, pe
pn-aunBedepévo khaapa ato mdopa < 0,01 oe éva eupd paapa cuykevpwoeay and 1 éwe 30 pM (0,87-26 pg/ml). H péan
avakoyia auyKEVTpwON OTa aijia ipec auykévTpwaN ato mhdopa frav 0,57, O exTGUEVOC PANOLEVIXOG GYKOG KITavOjG
[Vdss/F) rou venetodlax otoug aoBeveic kupandrav and 256-321 L. Buopsraoynuatiopse fn vitro pehéreg £dafov ot 1o
venetoclax ka1d kipio Adyo perafiodiderar and 1o woév{upo CYP3A4 Tou kutaypwparog PASO. O M27 avayvwpiotnke we

16 oma Thaoyn 1€ avaatakuik dpdon évavri g BCL-2, 1 onoio eival oukdyioTow 58 popéc yajimhdTepn and
auri) tou venetoclax in vitro. Lh vitto peAérec oMo Aenifiodan ¢ Zuyxoprynon e unoatpayata tv CYP kan LGT In vitro
JeAETeG Ebeifav ami o venetoclax Bev eival olte avaoToéag ole enaywyéag twv CYP1AZ, CYP2B6, CYP2C19, CYP2DG
CYP3A4 oe Kkhwid oyeTikes ouykevipioe. To venefoclax eivar évag aobeviic avaatohéag Twy CYPACB, CYP2CO kat UGTIAT
n vitro, Al Sev avopéverar va npakahel Khvikd omlm avomuM To venetoclax Bev £ival avaorohéog v UGT1A4,
UGTTAG, UGTTAS kan UGTZB7. Zuyxopifynon pe 9 To venetaclax eivai éva unaa\pupu
¢ P-p kai T BCRR kb kol m(mnmnhmcmgP gp raig BCRP nmzw;nuﬂfw[q avaotokéag Tou OATPTBY in witro
(Phéne napdypago 4.5). To venetnclax Sev avapéveral va avaotéhhel oug QATPTB3, OCT1, OCT2, DATT, OAT3, MATEY
MATE2K e khivika ayenkéG ouykevipioer. Anofohi: D{mpupévquwm quma((&:nuouvemloclax o ek spdon
Ty nepinou 26 dipec. To venetoclax napouaiader ekl o, e avahoyia 30-1,44. Mera and pia
epana and tou OO Yopriyrion 200 mg pu&lualmnuuopevou [14(] -venetoclax o wm uwuu > 89,9% tng doang
mumnﬂau 010 KANpaVa kot < UW% m Goone anexxpibnke ota uupa péoa og 9 npsp&; To aperaffimo venetoclax
0 20,8% ¢ o mnpuvn H qluppummvr[nm Tou

Kavahnkrikd onpieio Exriunan g IRC (N=107)* Extiyinon tou pevvrd] (N=158)* pon ey
| Aeboyéva Ktahniec nuepounviag 30 Angibioy 2015 10 lowviou 2016
ORR, % (95% C1) 79 (70,5, 86,6) 771699, 83,5)
CR+CRi% 1 18
PR, % 3 [
PR % 69 53
DOR, e, didyeooc {95% C1) NR 27,5 (26,5 W)
PFS, % (95% CI)
12~y extipnon 72(618,798) 711(69,1,826)
24-ynvn exriunon NA 52(43,61)
PES, unvec, &denog (95% Cl) HE 27,2 (21,9, hR)
TIR, piivec, Suwiyeooc (edpog) 08(0.1-81) 100544
“Evoc aoBevijc Bev iye Ehepn 17p.
" NephapBaver 51 emmhdoy aaBeveic and TV KOOPT] ENEKTA0NG Y TV adlohoynon g aopareins
1 = Gidatnpa eumotoaivr, CR = nhapne dspeon, CRi= nhripng depeon pe E'EEM avaxappn Tou puhot, DOR = didpksin
¢ ovramokpion, IRC = Ave€aprrn Emmpon) Abiohdynong, nPR = pepikn tpeon) e puehig Aepgodisi, NA = i
SiaBéotua, NR = Sev enntedylinke, ORR = owvahixd ooooto avanokpianc, PFS = empluon yupic e8éhén, PR = pepikn
Upeon, TTR = ypvoc &g TV MpaTTn avianokpion.

sl m
Hen?ludax Gev perofddherar e mv nﬁpo&o Tow )(pt‘mu Eiioi n-}\nluu@ Negor krf duaket roupw a: Me flaon o
qapporokwviTicn ovdhuon nnBuoyiod nou nepiehdppave 219 aofleveic pe Ama veppid Suakemoupyia (Crl = 60 ka1 < 90
mi/min), 86 aoBevelc jie pétpia veppiks) Suahemoupyia ((rc] = 30 ka1 < 60 mi/min) ka 217 émopa e GUOIOAOYIKA vepIKG
Aanwpvlu (Gl =90 mr.'mi:u). oi exbéaei ae venetoclax atoug aoBeveis pe fima i wrpia VEQPIK] émkuwwu vt
NOpGHOLES i EKENES auTiy pe quorhoyikn veppiki Aerraupyia. H oppokokwuikd Tou venetoclax dev éger pekemnBei oz
nn&zvac e aoflapi vEppIKT] Suakemoupyia (CrCl < 30 mifmin) 1 oe oofeveic nou um[]a.uowm L3 nmo&tumur\ (Bhéne
2). _Hnon ki dvole woupyl a; Me Paon o | avakuar nh ol 7

H ekt unoh HpaTiKs ¥6oog (MRD) af 1 VIag mmupcuapn poif, o€ 93 ano toug 158 emesmg
70w nETUKaV Tk pry O Ugeon (CR), mripn Opeon pe mﬂn nvuxq.npn 1o puehod (CRi) 1 pcpmq Upeor) (PR) e TEpIOPIOYIEVT
unakeypamikA vooo yerd T Bepaneia pe venetoclax. H ebthexn me MAD opione we ava anatédenpa kamw Tou 0,0001
(< 1 xomwapa XAA ava 104 Aeukd aipoopalipia oto Selypa). Eikoot £ntd toi exatd (42/158) twv aobieviy Sev siyov MRD
oto naplwfp\m ulpu. uuurrcp\)m,ﬂmumw 16 aoflevwy niou eniong dev eiyav MRD oo puehé Ty ooy, fo Ir‘enemdam(
aabevedv e XAA irov Egou anariye ag epansio e Svav avaaTedgo Tou povenanol tou umodoyea
T B- Aq.-rpamnupwv pam M14-032: HamoneheoyiankdTnTa ka1 aogakeia Tou venetoclax of ohoyriBrykav o€ aoBeveic
pe XA mov iyaw hafen kot E}:ﬂ‘d anotUya o nponyoupev Bepancia e brutinib 1) idelalisib, oe pio ovorxtod, uxeﬁmpm
nnAuwmplxq, 0 Tuymionotqpévy pekétn ddong 2 (M14-032). Or aoBeveic Ehafav venetoclax péow evig awwpmu
TpaypaaTag TMAomoinang i Gdane. Or aoBeveic auvéyiany va hapiPavour 400 ma venetoclax Gnag fyepnoieic péypt vo
napampnfei £ Tic vadou 0 anodext Todiomro. Katd Ty karahnsmikg NpEpopVia oukhoyrc Twv Bebopévay
(26 loukiou 2017), 127 noBeveic eiyav evrayBei ki Mfe Bepanei pe venetoclax. Ano ourole, 91 aoBevel eiyav Aafie
mponyadyeve Bpancla pe brutinib (2khoc A) ka1 36 eiyav Ao riponyodyuevn Bepaneia e idelalisb (Pxéhac B). H ﬁmamc
nhixio fjtav 66 ém {eopog: 28 e B5 £m), 1o 70% firav ﬁvﬁp&( Ko 10 92% fray heuxoi. O Sidyenoc ypévos and m Sidyvwon
frov 8,3 ém (edpoc; 0,3 pe 18,5 émm, N=96). O ypepooupikéc avwpaies frav r ENenpr 119 (34%, 43/127), n ékewpn 17p
(4096, 507126), n pevédhotn TP53 (38%, 26/68) xai n jn perdmadn Tou yovibiou fgvH (78%, 72/97). Kard v évapén,
10 41% Ty ooflevay gav vav 1) nepiodtepous adéve 2 5 em kv 31% eiye ALC = 25 x 109/1. O Buipeooc apiuic
nponyoUpeviov oykohoyikiw Oepanewiv frav 4 (ebpog: 1 e 15) avoug aobeveis now eiyav Mper ibrutinib ki 3 (ebpog
11) avouc aoBevek; mou elxav hdBe idelalisib. Twohikd, o 65% T ooBeviov iye AdBer nponyoupevn Bepaneia pe
vourhenaidid avakoya, 1o 86% pe prrovtpaunn, To 39% e dla povorhuvikd avriowpoto, kot 1o /2% pe akkubkamivd
napdyovto (oupmephayPavopévou 41% pe pmevSapoarivi). Katd ro ypovo aflohaynong, o Sidueog ypovog Sepanelag
i€ venetoclax firav 14,3 ivec (edpoc 0,1 pe 31,4 pivec). To npueov katahnimd onpcio anoteheopaTikdTnTac fTov To
awvohik nooootd ovianokpiong (ORR) cluguwva pe Tic emaiponomyséve; NC-WG karevBuvripieg obyieg vou IWCLL H
aviamdkpion ofiohoyiibne omic 8 efldojiibec, omg 24 BGopdbec, kay, oTr) owvéxein, ke 12 epbopiddec,

Nivakag, 10: AnoteheopanidToya lppve e my extinen Tou Epewid oc aaBeveis nou Eyouv anotiyel oe Bepaneia pe fvav
vaaTOREG TOU OVONATION Tou Unpdexéa T B-NepgoruTTapun (ERETn M14-032)

uuBMic e fjma framikr \Suuhrmuw\u 7 tmﬁm\c e pémm qmmm 6uu§\£mupvla Kai 4424 mouu 113 qlwn)\ovtnq nrruﬂm
heroupyia, 01 xBE0EI GE venetoclax £val NapOjI0IE OTOLC ACHEVEC [Le [ Kal JETpia NIaTIK SuohEmoupyia Kal OF QUTe(
pe uolokoyikr fatik) heroupyia. H fma uatw Suckeroopyie oplotrke we guohoyiry ok yohepulipmn kol
aorapriki 1pavoayivaon (AST) > aviitepo puaiohoyid Gpio e puowhoyikic (LLN) 7 ohikn xohepulipvy > 1,0 pe 1,5
gapés g UL, n péxpia ok Guohemoupyia we oA yohepueiph > 1.5 e 3,0 opég e LN, ki  ooPopd nankq
Buakemoupyia we ohikr) yohepulipivg > 3,0 g ULN. Ee pia eidury pekém yio myv qratix Suokeroupylo, n Cmax ki n AUC
Tou venetoclax a¢ drapa e dma (Child-Pugh A, n = 6) i pérpia (Child-Pugh B, n = 6) nnatikr dushemoupyia firav
TIOPGLOLE; He EXEIVEC Ty aTdyiw e puotakoyikr otk heoupyla, AapBavioviag i epanal, 6oon 50 mg venetodlax. e
aofieveic e oofiap anikd duakemoupyia (Child-Pugh C, n = 5), 1 péon T Cmax Tou venetoclax frav mapojioia e EKEM‘]
TWV QTG{ILV 3£ UOIoRoyIK rnaTik Aeoupyia, akha n AUCinf tou venetoclax frav kavd piéoo opo 2,7 gopég mrﬂlmpq and
iy AUCinf rou venetoclax (elpog; kapia My éuw 5 gopéc uynitepn) Tuv ardpav e puoihoyied) nnanik] Aenoupyia
(Paéne napdypago 4.2). Emifipaon Tng nhwiag, Tou gihou, ko Tou Bapou: Me Baar gap Jrocéc avaNoeL; nhn Bucy

1 hixia, 10 @ik, ki 1o fapoc Bev ennpeaCouy Ty xafapon Tou venetodax. 5.3 MpokAwika GeSopéva yia T
aopdheia: 01 Tofwatnres mov naparnpninkay ce pekéreq o fa pe 1o venetocla epieAdpPovay Soocetaprapeves
JEKBOEIC OTOV GYKO Tuv KEOKUTIApGY. K1 Tw Epulipa ayoogaipiay. Kai o Sbo emidpdoer fTov avaoTpéyieg yerd T
Biaxom) T¢ xophynong Tou veneluclax. JE Qvaxappn T kuwxuﬂdpﬁw 18 efopabes pera m Bepaneia. Tooo  B- don
xat 1a T-Aepgoxiapa :nqpmmqmv akMd IO ONUAVTIKEG PERDDELG rrapm]pqﬂqmv a1a B-hepgoriTtapa. To venetoclax
TpoKGAEnE EXTONG VEXIWOT) jicjovGliEvay umﬂpmvo&émﬂwpouc |muut ouynepihayBavopéun T koknbaou KbaTew kal
e ebakpnioik; poipog Tou raykpéato, yupic evbeifeic Bidpang g Tou fotod 1) duohermaupyiog Twy
opyvwy, Autd Ta eupipara frav Ehaylotou fw petpiou psy{Bom: Mewa and nepinou 3 e npeproiag xopnynong oe
oKiMoue o venetocla Npokheos MpooBeuTikd aMDYPWHATIONG ToU TPRIGHATOC, Adyto GMGIAENDE TOC XPWOTIKAS PeAavivC
g 1pliec. Eveq) aua; To venetockax ki o xipioc ovBpannoc peraBokit M27 dev frov knprmoydva
o€ jiia yeén kaprivoyéveons Siapkec 6 pviov ot Siayoviiard (Tg.rasH2) novriki o and Tou otdpiatog dooex; venetaclax
éw¢ 400 ma/kg/npépa v ot eninedo epdnat Soong 250 ma/ka/nyiépa Tou M27. Ta épia éxdeong (AUC), ouyrprd jie Ty
whwy AUC oma 400 ma/nysépa, firav nepinou 2 gapéc yia to venetoclax kat 5,8 popéc yia tov M27. To venetoclax Sev frav
yovotobid o dnxq.lamu I!umplcmqg pm)\hoiwvévanc, 08 i vt SoKipaoin YPUpOsWIKGY EXTRONAV KOl i vive
Boxyiasia pxponuprviov o¢ novtina. O peraPahime M27 firav opurikic yia ynvnm(mmqm otic Sokijasiec axTrpiakiic
peraMaBIoyEVETTG Kal KPLPODIMIKGY avaahy. uﬁ\mm ouyY_ avanopoywyik ixauotra: Aev »upcrmpl]ﬂqmv

Ta 8eBopéva anoteheapanikatnrac aiohoyilkay nepanépw and pa IRC endemviovta &va owbocopévo ORR g 1aéng
Tou 70% (Zxéhog A: 70%, Zxéhog B: 69%). Evag aobevi (anotuyio o brutinib) mévuye mrpn peon e ateh avdrapin
1ou puehod. To ORR yia aoBeveic e e 17p kau/ii perditoén ato 1P53 frav 72% (33/46) (95% CL 56,5, 84,0) ow
Exéhor A vai 67% (8/12) (95% C1: 34,9, 90,1) avo Zxéhog B. N aoBevelc yuplc ENenpn 17p vai/i perakhaln ato 7753, 10
ORR fiav 69% (31/45) (25% (1 53,4, 81,8) oo Zxéhog A ko 71% (17/24) (95% C1: 48,9, 87 4) oo Ixéhoc B, H Biduenog
(05 war DOR Bev emreiyfnrav pe éluumu wpévo napakooifnon nepinou 14,3 rveg yato Yréhoc A wat 14,7 piivec yia o
Ixehog B Eikoor mévie o exatd (32/127) wov aoBeviov Bev eiyav avggvebonn MRD oo mepipepid aio,
auymepihoypavopiEviov 8 aoBlevi o1 onoiol Bev efyav emiane a\rr,(mmun MR ato puerd T oomay, HAmiwévor aofeuic
Ao Toug 194006&51(& npanyoupev Bzpaneia yia XAA o1 anoion EhaPav venetoclax oe awvBuaopa jie priou§gun, o
50% 1 fav 65 entv ko1 dvi. And Toug 107 aoBeveic "DUDEID;\B\'I]SQW VIO TV GNOTEREOOT IR om pekérn M13-982, 10
57% fjrav 65 anpq'um:pm And roug 127 ooBevel; nou aichoyiBnkav yia v o pehern M14-
032, 10 58% frav 65 ey f peyahitepor, And toug 352 Wﬁ‘c\ra( oy uEnuN}vanmv yia mv nuwu)\m L3 3ﬁux|u£(
povabepaneing, avowtod oyebiaopod, 1o 57% frav 65 etdv 1 pol. Aev VIKD DnHOVTIKE

Bingopéc oty acpareia | TV anoTheopamiksTTa peroi Twy pi\'ﬂMliphW K uinupmu o€ Dhixia aoBevidy o pehéteq
wvﬁmuou Kot povoBeparneiog, Nadirpixog mhnduaude; O Eupnaiide Opyaviopag Gappaxwy £ Swoe anakhayi unu

TrEhog A Tréha B SivoN %n{ﬁg:ucm ot mua!qmt m%zi\m: vawymma;.ml r;pumm: supéamxﬂ; wumgém: ‘;ET upo“s)uzmq wat Bnhuxa !Tfnmmu

e e ibrutini) (=91 (e e idelalisib) (N=36) N=17 WOTITTG OTOLX, GpYEIG (aMGIREID VEWTTIKGY KUTTGpiov) TIapaTpRBKE 0F yevike PENETEC TOSIKGTITOC OF OKUAOLC O

ORR, % (95%) @‘Lté};_; ; 7: 6; - (umr%%?};g ;;L;I‘a; o 65{(564 26] exBéoc katd 0,5 & 18 gopéc ndv and Ty éxfean AUCou avpdinou o ia 8aan 400 mg. H avaotpsdia autad fou

R+ CR.% 1 0 - ill - ID - kupqpuloq Bev &1 amﬁeq(&\ & peéteg epfpuinc avamuéry oe novika, to venetoclax ouoyetiotnke pe qunp{vn

0 ougMoTTy (oM peTd TV Epg | Kl penaiévo otapianind Papoc gplau o¢ exfiéoeic katd 1,1 ipopd nivey and Ty

PR % 3 0 1 Exﬂmn AU[ruuamamuqum Boon 400 mg. O kipiog ) peraohitn M27 auogetionie s anafoki perd my

PR, % 52 5 53 " 4»:[1;6‘ Srpvbonc 3 EKB!OEK:IE;}EHDUK;\WPK amv cn%ecn Autmwﬂp«mg a10 M27 oe ulliu Goan

PFS, % (95% CI) veneloc i 400 mg. 210 KoWwENi, To venetoclax pakaheoe [INTpikn TogwaTiTa, Kajia To€wdTiTa oo £fipuo og

12-unn exipinon 75(64,7,83,2) 80(63,1,90,1) 77(68,1,83.4) exbéosic kna 0,1 popd ndvw and v £kfeon AUC tou avBpamou oe o Goon 400 mg. 6. QAPMAKEYTIKEL

2-pinr extipinon 51(36,3,639) 61(396,77.4) 54.(41.8,646) E:HE%‘;OHOP:KEI 5 1K:£tnu7g-;(wcm wmmm%%%%%%ﬁémmﬂmﬂm

: r I R(164 moBibiovy eibég avudpo ofeibio nupriou uaopfik dtpio aTeaTukopoupapy

;I;S% E“‘;S%é ICﬂ”E]BZ_WH (zi% Q 9215{;2'51;;&‘:) 9:' 3 (;:'6‘ gg B 9225({,:‘59:';;—%— ‘fﬁpuﬁuwmuwupim aoPéotio, avudpo (E341 (i) _Em kddugn e hemrd  wusw o Eibipou ofeibio kipwo (E172)

- e B 2 U2, 022, ko (£1203) Tltmrluu&mfziﬂgu{Em) TlouoiBukevoylueohn 3350 (£1521) Tk (E5530) Venclyetn 50 mg

TTR, e BIGPL?UTM (e0pog 23{16-149) 25(16-81) 25(16-149) Tikahy AT Lo B [upri vag & gl our Konopibow (K 28) Kohoeidéc avidpo ofeidio mupmiou (E551)

EMEn 17p kailf pevdihaln ato 1753 ﬂun\uuopﬂmn B0 (E433) Nanpio m&crruhuwmuplm Yopoupwopopiva aoPéotio, avudpo (E341 (ii)) Em aidudn e Ao

ORR, % (95%C1) et 0 Fibripou ofeibio kitpnvo (E172) Tibiipou ofeibia epulipa EEI?E) Tidiipov ofgibio péhav (E172) th\uﬁmumxooa\n

Nai n=28) (n=7) n=3 (1203} Tmaviou Biokeibio (E171) Niohuaruhevoyhurihn 3350 (E1521) Tahenc (ES53b) Venclyrto 100 mg emixalujgaéva e

61(454, 74.9) 58(27,7, 84,8) 60 (46,6, 73,0 %ﬁf&m fum VoL, 5":6 0;% @ﬂ]ﬁomﬁsﬁm (K é&) Kunme: uélﬂ;l? ofgifio rrupmou (ESST) I'Iﬂhumpiﬁ'lém 80

=31 =1 =4 Tpio areatukogoupiapikd Ypofuguagapixs aoBéorio, avudpo ( T vt o 2ibtpou

i 59([;3 4_3]1,53 71 t(fa,& ?7_4} 70 ((5"7‘3, 3]g 1 okeibio kipwo (E172) Toufwuahkoohn (E1203) Tmaviow Giogeidio (E171) [Em\uaﬁw\mvhumlq 3350 (E1521) Tahne

(1= orma egmatooty; CR = rior, igean, CRi = nior, Gpen e ateNi, ovirayn tou puehot, nPR = iepisi (E553b) 6.2 Aouppavonreg: Aev ewupuﬂ({ml 6.3 Amanm {wng: Venchdo 10 my enwoluypéva pe }\ana uuanu
ipear) e puehixd heprgodibio, NR = Gev enteedybnke, ORR = owahixd noaoatd avtandxpiong, 05 = ouvohiki emBloan, 5—“’"'“ 2ypowia. Venclyxto 50 mg entkahuppéva to Biokia: 2 ypdwa. Vendyrto 100 mg enisak

PFS = emBiaon, ywplc e6ENiEn, PR = epokd peon, TTR = ypovoc & TV Mpa aviamdpion, ujsévio Biokia; 3 ypowa. 6.4 IBiaitepeg nmm{nc KeTd T puM{rl Tou npolm;x Ta q;appugmmn uum npmnu

Bev ananel Bioiepe; ouvliires pukadng 6.5 Guon kat e Rentd upévio
Bioxia Venclyxto BianiBevial oe kugéheg and PV(,’PE.’P(TFE e wui\lu a)oww[nu nnu nsp\épw 1, 20 4 emechuppéva pe
Am‘ﬁupzmémxln Wenclyxto Sigxia 10 ma; Ta mikak £ METTD ujpé BEVIONGE KOUTH Tiow TEpIE KoL 10
1 14 Siowin (0 kugéheq wy 2 dokiwy). Venchyxto Siokin 50 mg: Ta Emm\uup{vu Ve hemd upévio iowia Sirifeviol og
xourtd nou nepiéyow 5 1] 7 Giokla (e kupéhes Tou 1 Gioxio). Yenclyxto Sioxin 100 ma; Ta emwalupiéva pe hemo upévio
Siola diarievral oz koumid o mepiyow 7 (o kuipEheg Tou 1 Siokiou) 1 14 Biokla (og kupehec Twv 2 Graklov), 1 o€ (ia
nohhanhi ovokeuaoia ou nepiéer 112 Gwria (4 x 28 Biokia (e xupéhe 1wy 4 Bioxiuv)). Mropei va v surdopopoiv Ghec
o1 ouokeuanies, 6.6 1Switepec mpoguhd€eic andppugng: Kabe aypnoionolnto pappakeutkd npaiov i unohelia
TIDENEN v anoppimeTal alpguva e Ti katd Tomoug oydouoe ayetikes iatatei. 7. KATOXOE THI AAEIAY
KYKNOQOPIAL: AbbVie Deutschland GmbH & Co. KG Knollstrasse, 67061 Ludwigshafen, Teppavia. 8. APIBMOZ(01)
ABEIAL  KYKAOQOPIAL: EU/1/16/1138/001 (10 mq, 10 Gioxia) EU/T/I6/1138/002 (10 mg 1 Biakia)
EUA1/16/1138/003 (50 mg, 5 Gwkia) EL/1/16/1138/004 (50 ma, 7 Siokia) EL/1/16/1138/005 (100 ma, 7 Biavia)
EUA1/16/1138/006 (100 mg, 14 &ioxia) EU/1/16/1138/007 (100 mg, 112 (4 x 28) Sioxia). 9. HMEPOMHNIA NPOTHX
EMKPIZHI/ANANEQIHE THX AAEIAE: Hpepopnvia nputnc éyspionc: 05 AskspBpiou 2016, Huepopnvia teheutaiag
avavéoar;: 6 Eemepfipion 2018, 10, HMEPOMHNIA ANABENPHEHE TOY KEIMENQY: 04/2020

TV unoypéwan unofoic 1av onoTeEReopdTy Twv pekertv e 1o Vendyrdo oe Gheg T unomrqvopléc 100 N

e

Aemump&[c 1POgOpiEe, yia 1o napdy gappakeunxd npoidy evor BinBéonies oy Sikaxd om0 Tou Eupanaikol

nnfuoyiol: ot Xpdvio Aeppokutrapin Aesyayiia (Bhene mopiy 42 yia lec oyeTika e TV

Opyavioy hitp://www.ema.eurpa.eu.
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Yo poppoko outd ekl und oupnAnpwpouki nopakohotBinon. Auté Bo ennpéer 1 ypryopo npooBiopiopd
viwv nAnpopopicv copdAeiog. Zmefiol ond toug enayyeparies uyeing vo uvmpépuuv onoabinote
nilavoloyolpeveg B evipyeieg, Bh nopdypopo 48 yio tov wpéno ovagopdc aveniBipntwv
evepyeioy. 1. ONOMALIA TOY ®APMAKEYTIKOY NPOTONTOE Reblozyl 25 mg kévig yin evioipo E:oAuuu
Reblozyl ?5 mg kdvig yio evéonpo Bialupa 2. MOIOTIKH KAl NOEOTIKH IYNOEEH
Kabe mokibio nepiéxer 25 mg luspatercept. Metd mv avaototaon, kale mL Suhipotog nepiéxer
50 my luspatercept. Eghlm&mmmmmmummmﬂs paklbio nepiéxer 75 ma luspatercept. Med
v avoatotaon, kafle mL Bkipatog nepiéxer 50 mg luspatercept. To luspatercept nopdyetar e kittopa
wolniktv kiveQiwod kpikntad (CHO) pe texvoloyio avacuvBuoapevou DNA Tia tov nfpn kondhoyo twv exbéxuy,
A nopéypapo 6.1 3. DAPMAKOTEXNIKH MOP®H Kavic yio evionio Sidhupio (kdvic yio evempio). Acukf éwg
unokmm .\umpl.\onomps\m #ovic &. KAINIKEE NAHPO®OPIEE 4.1 Blpﬂnwmci: evBeiferg To Reblozyl
yiotn Bepaneio evndikawv aoBevav pe efapripevn and petayyioeig avaipia Adyw. punknbuanl\nmtmv
auvBpdpwy (MAE) pe nohil xapnhd, xapnkd ko evtnapeso kiviuvo pe Sokwhioaibelc oibnpofAdate, of onalot
£lxav N IKavonoInTkA aviandkpion oe f eivai ckmakhnhor yia Bepansia nou faoiderar oty epuBpanointivn

Ynepeumofinoia am Bpaotikn oualo A of kdnolo and ta éxBoxa nou avaipépovial oy napuvpuqmﬁ 1.« Kiinon
B\ napiypago 46) 4.4 Eibikég npoeibonoiioeig xau npoqwh&:: Kotd ™ xphon vnAoadmim
Mpokespévou va Bs,\tlecl n lxvnh:lmumnm v fiokoy Gvtav, 10 nu::—pn Kai o nplﬁpoc
nopiibag tou xopnyolp: papp npénet va kataypaip g.IE aagrivein, By It
aoBeveic pe B-Bak i, ovagépBnkav Bpoyfi i oupPavea (TEE) ato 3,6% (8/223) v aoBevew nou
£haBav Bepanefa pe luspatercept oe pia eAeyxopevn khivikh peaén. To avopepdpeva TEE nepiehdpBovay ev 1w
faber phefuai Bpophuwon (OVT), BpopPwon nukaiog phéfog nveupovikn Emm\n KGOl 0XaiiKG E\mupukmﬂ
eneodbio (A nupnypﬂqm 4 8) Ohot o ooBevel e TEE eixav unoPAnBel oe ,.' Kat Eixﬂv 2

£vav G napdyovia kivBivou yia tnv avénwgn TEE (nx. iotopixd BpoyB yxophynan Beg

oppovikinG unoxotdatoong). H epgpavion TEE Bev ouoxetiomie pe au€npéva eninetia H.h To nuflavd dpekog ond m
E:plnsm pe luspatercept fa HpEJ‘IEI va muﬁpl{ﬂm #vava 1ou buvnikoll kivbivou eppavions, TEE og ooBeveic pe
fi o pe on kai akhoug nap Y ¢ kivbivou yia v avanmugn TEE. H BpoyiBanpopidagn
oupgwve pe 1 ipéxauoeg khvikég obnyieg Ba npénel vo MapBavero undyn oe ooBevels pe B-Bokoooaipio nou
Supéxowy ugnhitepo kivbuvo € eheyxapeveg whvikeg pedéteg oe MAL km

{B\ napaypopa 5.1). To Reblozyl evbeikvutar yia  Bepanela evnhikewy aaBeviov pe eEaptdiievn and petoyyioeg
avanpila nou oxetideton pe Piita Bohoaoarpda (Ph 51) 4.2 Aovaloyia xat Tpénag xophynong H
Beponeio pe Reblozyl Bo npéner va Eexiva and évav 1atpd pe epneipia om Bepanela aipatohoyway aoBevery

Aubnpévn opmpioki nifeon T
{B-fak ot ooBeveic nou éhofov luspatercept eixov peon avgnon mg ouotohikig koi Biootokikig
apmpaxic nieang wv 5 mmHg ond v opakn upnh (BA napéypogo 4.8) H opmpiakn nicon Bo npéner va
nnpunai\nuﬁs{(m npiv and kdfe xopiynon luspatercept e nepintwon enipovng unéptaong f e€apoecav
npoundp: unéptaang. o aoBevelg Ba npéner va AopPavouv Bepancio yia unépraon olppuva pe ug

Bagohoyia Mpw and xaBe xoprynan 1ou Reblozyl, Ba npéner va afiokoyeitar to eninedo i (Hh) v
acBeviov. Te nepintwen nou npaypatonoinBel pm’]nmn epufipa apoopaipicov (RBC) npiv and xupr'nymm
ml; ﬂﬂnnc yia luyuuq npuuﬂmpmpuu ng bidong npénes va AopPaverar undym 1o eninedo Hb npo mg pnﬂv\punr;

o H ouviotapevn bon évapéng tou Reblozyl eivon 1. Dmg{kg xopnyoUpevn pia popa

tpéxauoeg khvikeg obnyieg [epiexbpevo vorpiou To pdppakn autd nepiéxer Aydtepo and 1 mmol varpiou
(23 mg) ovd Bban, eival aud mou ovopadoupe «ededBepo vonplous. 4.5 AMAnAemibpdoeig pe GMa

kB 3 epbopadeg. Te uuBmEc nou éxouy unofiinbei oe petdyyion pe RBC pewd ond rouhaxiotov 2 Biob

baoerg omy boon évapEng 1.0 ma/kg. n boon npéner va ougnBei o 1,33 mafkg. Edv o oobevels npéner vo
unoflahhovian o petdyyion pe RBC perd and oukauaotov 2 Bioboxikeg Baoeig oe eninebo boong pe 1,33 mg/
kg, n boan npéner va aunfel ota 175 my/kg H aignon g béong bev Ba npéner va yivera ouxvirepa and kabe
6 efibapabeg (2 xopnyhoei) kor Bev Ba npénen va unepfaiver m péyiom Bdon ww 1,75 mo/kg kaBe 3 sfbopabeg
H béon Bev Ba npéner vo nugnBel apéowmg petd and pia kaBuotépnon baang. Mo acBeveic pe enineba Hb > 9 9/
dL npiv ond m xopiynon Boong kot ot oniot bev exouv axdpa enitixer oveapmola and petayyiosig, pnopei vo
anainBel au§non mg ddong kotd mv kpion U TPl bev propel vo nnuxl\umzl o kivbuvog va augnBei n Hb

(PAPHOKEUTIKG NPOTOVTE KO nlkg poppés akknhenid, g Aev Exouv Bel enfonpeg kAvikég
pekéteg aMnAcmibpa H povn xphan KLV NAPOYOVIGY ménpuu Bev eixe kopia cmﬁpuun
om Mppummunxn 10U [uspatercept. 4.6 Tovip kinon Kot yal [uvaikec oe avar

01 yuvaikeg og avanapaywyks nhikia ng:nv:l va xpnuumnmnuv anotehEapOTKA
avuadAnipn kmd n didpkein mg Bepaneiog pe 1o Reblozyl ko yia Toukdxiotov 3 privee perd v tekeutaln Boan
Mpw and v évopgn g Bepaneiag pe Reblozyl, npéner va yiver teat kufoewg yio yuvaikeg o2 avanopaywyikh
nhikio. Kinon H Bepansla pe 1o Reblozyl Gev Ba npéne va §exiviioa £dv n yuvalika elvar éykuog (BA nepaypogo
43) Aev undpxouv Bebopéva and m xphon tou Reblozyl ot éykueg yuvaikeg Mehéteg oe oo Kotébegav
mmnnpuymymri woEmwatnta (BAéne napdypaga 5.3). To Reblozyl avievbeivutar kmd my Sidpksia ing eyrupooiivg
(Bhéne nopaypogo 43). Eav pia aoBewic pefver fywuag, 10 Rehluzyl Ba npéne va bakonsl. Bnhaopog Aev efval

naviy anG 1oy 0ubo 0TGX0 PE TAUTGKPOVN Hexdyyion Edv évag oolleviig xdoer pran {8k, pmaia and
petoyyioeic), n Sdon B npéner va oufnBei kotd évo eninebo Sdong. f-falaooaipio H ouorapevn S6on évopEng
10u Reblozyl eivai 1,0 mg/kg xopnyotpevn pia popa kale 3 efbopabec. Le aoBeveis nou Bev enmuyxavouy
aviendkpian, n onola opifetar wg peiwon me emifdpuvong petdyyiong RBC kot toukdxiotov éva tpito petd
and = 2 biabowikég Sooeig (6 ehdopdbeg), omv apxki Séon teov 1.0 mo/kg, n Béan Ba npéner va aufpbel o1
1,25 mg/ka. H boan Bev Ba npénar va aubnBel népov mg péyiomg Bdong v 1.25 ma/kg kaBe 3 efbopabeg
Eav évag aoBeviic xtoer mv aviandkpuon (epdoov n emPapuvon petdyyiong RBC oufnBel kat ndhi énena and
o apxakn avianckpion) n Boon Ba npéner va ougnBel kotd éva eninebo Boong, MAS kar J-Bulasoayia Meiwar
foung kat kofuerpnan Bdang Te nepintwon avgnong me Hb > 2 g/dL eviog 3 efBopabiov ano m Bepaneio pe
luspatercept, anouoia perayyiong, n daon tou Reblozyl Ba npéner va pewBei kond éva eninedo doong, Edv n Hb

yvwotd £dv 1o luspatercept i o1 peraBoli r v yaka Tn{uspaleltepluv:xvmﬂnxs
o yiho Brkaloviwy empudy (B nopdypago 53) Adyw twv dyvwotwy ovenBlipntuv evepyaidy Tou
luspatercept oe veoyva/ Bpépn. npéne va onopomotei eav Ba Sigkonef o Bnkoapde xatd m Bidpkeia g aywyng
e Reblozyl kot yia 3 piveg petd mv teAeutalo 8on i edv Bo Siokonei n Bepaneia pe Reblozyl. Aapfavoviag
undyn 1 GpEADG Tou Bn.\,unpuu' yia 1o noibi kot 10 dgehag e Bepaniciog yia v yuvalka. [ov yamia H enibpaon
Tou luspatercept om YovipommTo otoug uvﬂpcunuuc elvar dyvwom. Me fdon 1o eupipata oe {wa, 1© Iuspalmept
pnopel va Béosr oe kivbuvo ™ yuvaiksia yovipornia (A pogo 53) 4.7 Embpdoeig amav

obiiynang kot xewpiopold paxevapdrwy To Reblozyl propel va éxel pa pikph enibpoon o ikavimta
obiynanc kai xeipiopod prxavapidtwy. Hikavimia aviipoong kard thv extéAean aute v Epyaaiuv inopei va

#iven = 11,5 g/dL anouaia pedyyiong yia touhdxiatov 3 efidopdbec, n Boon Ba npéne va kofl £ G1ou N
Hb ivar< 11,0 g/dL Edv undpxer eniong taurdxpovn 1axein oi§non me Hb (> 2 g/dL. eviig 3 effopaba anouoin
periypang), Ba npéne va AngBel undyn plo peiwan Song kord éva eninebo nio kit (ehdxiota 0,8 mg/kg) pera
my kaBuatépnon g Bbong. H bdon Bev npéner vo peiwBel kit and ta 0.8 mg/kg. O perdoeg béong katd m
Suapkera g Beponelog pe luspatercept napéxovion nopakdn

Nivokag 1: Mewdoeig boong yia MAE

i Myt kivbivuw kénwang, thiyyou, Z6Ang h ouykonic (BA napéypapo 4 B) Tuvenisg, Ba npénel va
ouviatd otoug aoBevelg va npooéxauy pfxpiva pl'llhuvmx\iv EMATDOEIS 0TV (KOVOTTTA 10ug vo oBnyolv ka
vn xpnmuunmuw pnxuvﬁpmﬂ 4.8 AvenBipnteg evipysieg I]gni&umu_mu_ﬂpmm_mmm;]g

o O nio ouxva G aveniBopntes evepyeieg 010 gapjiako o ooBevelg nou

Aupﬂnvﬂuv 10 Reblozyl (roukdaotov o1o 15% twv uﬂBi\mN) fav kanwan, Bioppoia, ooBevion, vouio, {akn,
umsua.\vfu Kl mpuhnl\wu O mo ouxva avogepdyeves aveniBlpnteg evipyeieg om npupuuxu BaBpoi 3

oo 7% 1wy oofleva) nepiedapPavay ouykonn/nponuykenn, Kénwan, ungptaon Kol

Edv o1 aoBieveic nopouoidoouy enipoveg oveniBupnie evépyereg BoBpod 3 i upnAdepou axendbpeveg pe m
Beponeia (A napdypogo 4.8). n Bepaneio Ba npénel va kaBuotepnioer pexpr vo Beinwlei n woEwdma f va
enaviABer omy apxikf upi. Metd ond mﬂuuu;pnan iang, o1 ooBeveit Bo npener va Eexvioouy ex viou pe v
nponyotpevn boan 1wug n e uuwpam Baon atppuve pe ug obnyles yia m peiwan bdong Mapolagpleivec
fooeic e nepimwon nap £pnong G xopAynong g npoypappanapéme boanc. Ba npéner va
xopnvn&! 10 Reblozyl owv m:lﬂwn 10 ouviopdepo Suvord ko n Boookoyia vo ouvexiotel olppwva pE
yoypa pe xpovikn Bid A 3 eBbopab perafl wv booewy. Aofeveic nou nopouadlouy

WMMMEC_EW ol uqu:[( nopouniaoouy anwhein aviandkpiong oo Reblozyl, 8o npéner va

YKol 1 (n.x. opoppaywad oupfav). Edv anokheiotolv a ouvifin afta ondleiag
alumu,\u\rmn( munéspmn(, Ba npéner va eferoot 1o eviexdpevo alfnong ng Bdong dnwg neprypoperar

Tpéxouon Géan Melwonwmcbbome | EEnuﬂi'wun 01 i ousva avagepdpeves, oofiopés ovenBopnieg Wap\me: a10 papyako (roukixiotoy o1o 2% v

1.75 my/kg 133 ma/kg uoﬁt:vwv) firav n ovpohoipwén, n ooguokyie ko n ouykonn ESooBévian, kdnwon, ZoAn kot kepuhakylo

1.33 mg/kg 1 mg/ky drepo kotd  bidprein wwv npawy 3 prviy Bepaneiog. H iokonn mg Bepaneiog Myw

| mg/kg DBmg/kg uvsnl&upnmc wtl&muﬂ: nopampfBnke oto 2,0% v aoBeviv nou élafov Bepaneio pe luspatercept. D

Nivaxas 2: Mewboeig Béong yio B-Bahsosaipia aveniflipneg mpy:lc( nou ubr:vmuv am Giokorn g Beponelog oto okéhog Beponeiag pe luspatercept fav
i Kenwon ko ia Ot mo ouxva avopepopeves aveniBipnieg evépyeies oto pappaxo oe

Tpéxoura Béan Meiwan e Gdang aobBeveic nou AayuBa 0 Rebluzﬂ héxotov ota 15% twv cofleviov) fitav kepohakyio, ooumdg ndvag kat

125 mg/kg 1 mo/kg pfpakyin H ouxvétepn avopepBeion avenBlpmn evépyen oo poppako BaBjod 3 A uynAdepou fitav

1 marka D8 ma/kg unepoupixaiia. O nio oofopéc avernBiyunter evépyeies nou avagépBrkav nepiehdpPavay BoopBoepBokikg

oupfiévia ev 1w Babe phefien BpdpBuong. oxaipd syrepahing enewdbio. BpdpPwan nuhaios pAifog ka
nveupovikh epfoln (BA. nopaypogo 4.4). 0 ooukdg ndvag, n eEooBévion, n xanwon, n Zakn ko n kepahakylo
cpgoviChTav guXvaTEpa Katd Toug nptoug 3 piveg mg Bepanelog -Alaxonn g Beponeiog Adyw avenBlipnmg
evépyeiog nopampiinke oto 2,6% twv oofleviv nou ehofav Bepaneia pe luspatercept. Or avemBipmeg evépyeieq
nou adfiynoov om Biokan g Bcpnnmc ato arhog Depnrmuc pe luspatercept fitav apBpalyia, ooguakyio,
0onKAE NoVoE Kat bth)nAnAvm H uynhénepn auxvdnia yio kiBie aveniBipntn
ifpoon nou ai avogépBnke oug Blo npoeykp peRéteg o MA[ Kal B Gn.\noampu:
nopouniderar atov Mivaxa 3 nopaxdiw. O aveniBipnteg evépyeteg iB avi
OpYOVIKG OUOINPG ka1 Tov NpoTpdpEvo Opo. O ouxvitnieg opidovior wg nokd ouxvég {HUIU) ouxvég (}'IHDU
£wg <1/10), 63 ouxveg (21/1 DI]I] g <1/100), andvieg (21/10.000 g tUl 000) kat rokd ondwig (<1/10.000).

nopanavuw yia v ovil evbein B fog. daxond To Reblazyl Ba npéner va Biakomerar eav o1 oobevelg Tivuxng 3, A ‘.. v il iy (ADR) o= suBeviis nou #haflav Rebloiyl yia MAT
Bev 4 peiwon me emfidpuvong petdyyiong petd and ¢ EBﬁupéﬁc( Bepaneing (3 booeig) o0 pmmﬂ xa1 f-Behaoouipin
enineo Soong, eav fev Bobolv evahhakmkeg Eﬁnvncrr.:c ya mv r.rvrnupm ovianokpian (nx apoppay Ke o/ 6 slotnpa n @ Gpog Euxvé ZTuxvémra (xabe
xeipoupyki enépPoan, m\.\:: Toutdxpoves, aoBéveres) A edv eppaviotel pn onobekt ofikdmta onolabnote (xaBe PaBpoi) | BaBpod) yia .
anypi { Hhiwpevor Na 1o Reblozyl Sev ananehan npoaappoyfi g 6dong évapéng (BA . . LI #-Sekacoarpio
nopdypago 52) Hanki SucAeroupyia Aev anamehia npoaappoyh g Béong évapeng yio aoBevels pe ok | Aowca€eig kot nop Bpoyduba Mol ovavl 3Ly
xohepuBpivn (BIL) > avitoro quoiohoyikd dpio (ULN) f/kar opvotpavogpepdan ahavivng (ALT) i aonapnk oupatofiecln _{flodounit HIuwl
apivorpavagepdon (AST) <3 x ULN (BA naptypago 52). Aev pnopel va yiver auykexpipévn obataon Song yio Noljai iy owcvepey oamveuquod | it MoAd ouxvic
aoBeveic pe ALT (1 AST = 3 x ULN A nnatikn BAafin CTCAE BaBuod = 3 My ébhenpng Sebopévaw (BA napdypapo ’ - Yein i”""" I”"‘f-'?
52) Neppwry Suodertoupyio Aev ononelun npooappayn Boong ae ooBevei pe Nfo fwg pétpio vegpikn o e 3 Tuxwig Tuxwig
Suokenoupylo (exupipevog pubpog onepoponkic Biifinang [eGFR] < 90 ka2 30 mL/min/1,73 m), Aev SETETEL - = =
propoly v yivouv ouykekpipveg ovomoeg boong yio acBevels pe oofopi veppun Buoheoupyio (eGFR e !ngm \org Tutvig Tuxvég
= 2 b . t A i .  Bpé

30 mu‘m:n,’l,‘.':f m)_ﬁﬂyw EME"]H‘W( KAk 6asopmv (P napaypago 5-1] (1] uu&zvas pE vk e e T T
Suokertoupyia kotd mv évapEn Bo npénet va napakohouBoivier otevd yia vegpikd Aeitoupyla olppva e 1o . ’ *@&‘—W““—w“‘““‘“““—‘

p H P . vy H . |ovhparog Ry oAU gurvi MohG oueviq
npéune ppoviibag, Menbratpikdg nAnBusyos Aev undpxer oxenxn xpron tou Reblozyl otov naarpid nAnBuopd oy s Toud .

K N . A ; P 5 ¥ ipaoLy; UXVEG Tuxvig

o 1w évbeidn twy puehobuoniaotikiv ouvBpdpwy, A ot naibpikols aoBevels nhikiog kot twy 6 prviv yio e ou e s Y Took Tt
mn B-Bokaooaiplo. Tia pn khoawd bebopéva, BA. nopaypopo 53 H oopdken ket n anoteheopatkdinta tou Aau h: % i 5 il
Reblozyl otoug uurﬁ!utp\mu: wBEv_E[c nml_uc and b HIVEOV € Kt v 8 £y Bev éxouv un'éyu tEK.]JIlplml}E! [ g pe—ry e T Toic
o tn B-Bakeoowmyio. Tia pn whivika bedoptva, BA. napaypoago 5.3. Tpdnog xophynang Ma unobopia xpfan. Metd o Tt oV Tuvic Ty
v uvuuému:w_n. w0 ﬁldhugu l?ebluzyl fa npé:na va eyxEetal unoddpio ot v fpaxiova, 1ov pnpd f mv mL\L_mm = Fx vou va 5 Totvo TIoh] ourve Tvic
uipa. 0 akpifific ouvolikdic Gywog Booakoyiag tou avaoumaBéviog Biahduatog nou anmieftm yio ov aoBevh B0 | gygrapetag, vou Bapara o tou
npénet va unakoyorel kai va e§axBel apyd and tola) guakibio(a) povipoug bdang, ae pia auprwa Q KT p pé
péyiotog Gywog poppakeuTikod npoldviog avé Béon éveong eivar 1.2 mL Edv Grepo ond [ 4 Tou y Buiippota Mokl gurvéc oAl ouxvic
1,2 ml, o ouvohikdg & Gykag Ba npéne va xwpifeio oe EpxpioTEg EVEDEIS NOPOPOIOU GyKou Kal vn xnpnymm (/3 vautia oAl ourvic Tuxvég
Lexwplotig Béoeig, Edv anomodvior nokAanAég evéoeig, npéner vo xpnotponoiciial véa olpryya ko BeAdva yia 5 tou p Aenied ou- | cogualyio Mok ouxvig, | Tokd ouxvig
kife unobopia évean Aev Ba npéne v xopnyolvial nepiaadiepeg TG plag Sdong and éva guoMBio. E6v 10 | evApatog ket Tou ouvbemkal wrod | appalyia Tuxveg Thohi ourvéc
Sidhupa Reblozyl éxer yuxel petd mv avaodaraon, Ba npénet va opaipeBel and 1o wuyelo 15-30 Aentd npiv ond ‘nivoc 010 00%0 Tuavic Mo ourvic

v Eveon, (oTe va guaoe: oe Deppokpaoia Bwpatiou. Autd Ba kaver mv éveon mo Gvemn Ta oBnyleq oxenikd pe
My ovoOUoTaan 10U (PAPHAKEUTIKDY Npoidviog npiv and m xopfiynon, BA. napdypago & 6 4.3 Aveevbeifeig «




K alopyaviné siompe [ o [ Tuxvémnta Luxvéwnra (kaBe mg Hb. Thor o1 uaﬁevelc frav enthéEpor vo Aofiouv mv kohinepn unoompknkd aywyn (BSC), n onoia
(xdBe PaBpob) |PaByed) yia nepicha pETayy RBC, G¢ napdyovies aibfpou, xphon avoPionkay, ovo-ukdyv kol
Yia MAX B-Bakaoumipia o B wv ki Biatpoikhi unoompiEn, avikoya pe Tg avykeg. Ta faokd xapokmpioTkg
Tevikég § & o kénwan Toko quxvée ToAd guxvég uvaq)cpucmc V60U 0E auﬁMEcpc MA{ am peAén AEE 536-MDS-001 napoumidovial otov Mivaka 4
mﬂﬁﬂﬁ xmvnm | ekaaBevian Tk ouxvéc vy Mivaxag 4. X gopdc oc aoBeveic pe MAE pe <5% PAacteg puchod ot pedémn ACE-
avibpdoeis oto anpeio éveanc’ Tuxvic Tunvig 536-MDS- Illll
* H unepevooBinola nepthapBaver offnpo BAepdpuwy, unepeumoBnolo ota péppcke. npAtiua Tou npoownoy, Luspatercept Eixovind pappaxo
neprovaikd oifinga, offinpa npootwnou, ayyerolinpa, npAgio Twv xeicv, £EovBnya and w papyako - — (N=153) (H=76)
~ H aviipaon unéproang nephapave mv iBionalh unépraon, mv unéptaan kal T UnEpTaoIkA Kpian, HoYpoe sroueia
* 0 avnibpaoeig oo onpelo éveang nephapfiavouy epdBnpa oto onpelo éveanc, knapd oto anpieio éveong, oibnpa Hhwia® (ém)
g RS Auipean (ehdx, péy) 71 (60, 95) 72(26,91)
oo onyieio éveang kot eivBnpa oto onpelo éveang.
* Ta BpopflocyPokkd oupfavia nepikayavouv ev v Adber phefied Bpdpeon, Bpoyfuan nulaiog ghipac, t‘:z"“ﬁ‘ wawmyopics, n (%) s WD
mm;nm eykeqahikd eneindBio ka nveupovikh :pﬁn,\n ﬁs_;.,‘m“:w 7L » 0812)
1 enhevpEvuv iy Tlévag ora oord O ookdg novog avapépBnke ot 19.7% mv |75 52 mj) 1 {408y
aoBeviov pe B-Bodaocaipia nou Ekafay Beponeio pe luspatercept {eiwovika papuako 8,3%) ka oo 2.6% v ik, n (%)
aofieviov pe MAL nou éhafav Bepaneio pe luspatercept (eovikd gdppaxo 3.9%). Le aoBeveic pe f-Bukooompia Avbpag 9 (61,4 50(458)
nou Aaflov Bepancio pe luspatercept, o ooukdg ndveg fav Mo ouxvag oug npatoug 3 plveg (16.6%) 02 | fivalke 59 (38,6) 26042
OUYKION PE TOUG PAveg 4-6 (3.7%). To repioodiepa oupfiavia (41/44 oupPavia) fav BoBod 1-2, pe 3 oupBavio  [@ukd, n (%)
BaBpod 3. Eva and 1o 44 oupfdvio frav ooBapd kor 1 oupPav obfynae ae Biakonn ng Bepanelog. Apfpadyia H - |Madpn 107 00
apBpokyia ovagépBnke oto 19.3% twv ooBevaw pe f-Bakacompio nou éhoflov Bepaneia pe luspatercept | Asuxd 107 (62.9) 51(67.1)
{eikoviké pappoKo 11,9%) kat ot 5,2% twv aofeviov e MAE nou éhaflav Bepaneia pe luspatercept (eovikg | Aev ouléyaviar odte ovagépovior L28g) 218
péppako 11,8%) T1ouc aoBevelc pe B-Buhacoaipia nou hafiav Bepanelo e luspatercept, n apbpalyia obiynae  |AMa 1en 103
o biakoni tng Bepaneiag oe 2 noBevelc (0,9%). Yagproon O colleveic nou éhaBov Bepanela pe luspatercept eixav 4 g véaou
péon ignon om ouatohikih kai Biaotohikh apmpiakii nieon 1w 5 mmHg and v apxikh Tph nou Gev | Kemyepies EPO ae eps (UIL)", n (%)
napompiBnke oe aoBevel nou EAofov eavikg papyaka, H unépraon avapépBnke oto B,5% 1wy aoBeviy pe | <200 88575 50 (65.8)
MAX nou £Aafiav Bepanein pe luspatercept (aixovikd pappioka 9,2%) ke 1o B, 1% 1w aoBeviv pe f-Bakaooapio 200 40 500 4 125‘1) :? ':f-ﬂ
rou éhafiny Bepansia pe luspatercept (ewov pipyon 26%) B nopdypogo 6.4, Te oofieveic pe MAT, |50 o “';7"” e
avopépfinkav oupBiavia BaBai 3 yia § aofleveic (3.3%) nou éAaPav Bepanela pe luspatercept kot yio 3 uoBeveig Depprsivn opoi (pgiL) =
(3.9%) nou EXaflov ewovikd @dppoko. Kavivag ooBewng ev Bitkoge Myw unéproong Ie noBevel] pe Ayt e ity 10892 naz1
f-Borooompia, evapépBrkay oupfiavia BoBpod 3 oe 4 aoBeveic (1,8%) nou duﬂm' Bepanela pe Iuspater:epl (b4, 5968) (145, 5849)
{0.0% swovikd pappaxo). Kovévag aoblevig bev bickoye Adyw unéproong. BA 44 Ynep ia 01 Kawayopls sivBivou xavinang IPSS-R, n (%)
mmﬁpuonc ninou unepeuaioBnaiog (oupnepidapBavopévou tou alnpaiog wov B}\qupmv mg uncp&uumﬂnuluc Flokd xaynk 18011.8) 509
o @oppoko, tou mpn€luotog npogwnou, tou nepriovaikod oilfipotog, tou aiffpato mpoownoy, | Xaunki 109 (112) 57(75,0)
oyyewoinpatog, tou npnEipateg twv xekiiv, tou efovBripotg Adyw poppdkou) ovagépBnkav oto 4,6% wy | Evbiduean 25(183) 1307
oofleviv pe MAL (2,6% eikovikd gdppoxo) kot oto 4.5% twv aoBeviv pe B-Bakaoaaisia nou éhafav Bepancio pe - | AMa 107 i}
luspatercept (1,8% eovikd poppako). Ie khvikég pedéteg, 6Aa 1o oupPévia frav BoBipol 1/2. It oofeveic pe |Empa petéyyiong RBC 8 dbec’, n (%)
f-Bokaoompin nou éhaBav Bepanelo pe luspatercept, n unepeuaioBinaia obiynae ae Siaxonn g Bepaneiog oe |2 6 povabeg 86 (6311 Jaa
1 aoBievir (0.4%) Avibpdosic ara anpelo éveang On avibpaoeig oto enpelo dveong (oupnepapBovopévou 2 6w <8 povibeg @29 15202
epubiipatog oto onelo Eveang, kvnopo oo onpelo éveanc, oibhpatog ota anpeio éveanc ke efaviiparog oto 28 < 12 povees 405N nazh
onpielo éveanc) avagépBnkay oo 3,9% v arspwy pe MAL (eikovikd pappaxo 0,0%) kat oo 2,2% wwv aoBeviov | ) ‘;’E’::vn&l: ﬂ;%ﬁi) é gﬂ’
pie f-Bukaoampia nou thofiav luspatercept (ekovikd pdppako 1,8%). Ie kAvikéc peAETee, Gha 1o oupPavia fitav S o< v 4 ‘35‘3) n003)
BaBpod 1 ko kovéva Bev obfynoe o Bakonh BpopPoepfiodmd oupPévia Ta Bpopfoepfohikd oupBavia <4 poviec 46001) 20263
(uupntpl.\opﬂnvopsvm; mg ev 1w Pabe @A:BM( BpdyBwong, e Bpdypfuwong nukalag ghéfoc, tou xanked Apoagarpive’ (g/dl)
biou kan g veupovikig spBehic) napampifinkay oto 3,6% wov acBevtiv pe f-Bakooooipia | Méon (ehéx, péy) 761(6,10) 765,9)
nuu :,\(:Buv luspatercepl (amvm’: pappako 0,9%) Oha ta oupfiavia avagépBrkov oe ooBeveic nou eixav  |SF3B1, n (%)
BAnBei oe ank e Kon efxav touha évav Mk napayovia kivbivou. Asv nopompifinke kapio | Mealhaypévo 149 (92.2) 65 (85.5)
fopopa oo TEE ovapeon ow oxéhn ou luspatercept ko tou ewovikoy gappakoy oe aofleveig pe MAL BA. | Mn peraMayngvo 12078 10(13.2)
nopaypogo 44 Avosoyovikdmo Ts khwikég pehétsg oe MAL, pa avahuon 260 acBeviv pe MAT o onofor | Adinel ] 103

unofnfinkov oe Beponeln pe luspatercept kot o1 onoior eflohoynBnkav yio v ropousio aviowpdmy ov-
luspatercept £beie ont 23 (8 8%) ooBeveic pe MAT PpéBnikay Beukol yio avabudpeve kand m Bepaneia ovtiotspata
ovii-luspatercept. oupnepopBavopviov 9 (3.5%) noBevay pe MAE nou eixav efpubetepmuxd ovnoayiota kard
tou luspatercept. Te whvikég peAéreg yia m B-Bohavomipio, pin aviduon 284 acBeviv e B-Bakoooaysia oo
onofor unofAiBinkay ok Bepaneia pe luspatercept ka o1 onoiol ofiohoynBkav yio Ty nopouolo avmowpaY
avi-luspatercept é8ee 6u & (1.4%) ooBeveic pe -Bohoooaio BpéBnkav Benwol yio ovobudpeva kot n
Bepaneio aviwwpata avu-luspatercep!, oupnephapBovopéviy 2 (0.7%) aoBleviov pe B-Bakoooaiia nou gixay
efoubetepuwnkd aviodpata kod luspatercept. H ouykévipwon luspatercept otov opd £eve vo pewliei nopoucio
efoubetepwukdy ovnowpawy, Aev ovopéplnkay oofopés ouotnpoukés ovubpdoer; unepeumobnolog oe
oofevel; pe avuodpata avi-luspatercepl Aev uniiple ouoxéuon ovépeoa ong avabpdoer wnou
um.peumu&\om( fiug uvuﬁpdm: 010 ONEfo EVEONG KON TV NOPOUCIA VoWV avE- luspatercept Avagopd

EPO=epuliponoimtivn. IPSS-R=Aiglivég Mpoyvwanikd Lbatnpa Boluohdynang-AvoBewpnpévo

0 xpdvag and mv apxikn Bidyveaon MAL oplomke wg o opiflpdg twv Ewbv and mv npepopnvia TG apxIKAg
Biayvwong £ v npepapnvia mg ouykatdBicong katdniv evnpépong,

" H EPD avagopag opiomike wg n ugnAdtepn tpn g EPO péon oe 35 npépeg and v npenn bdon tou poppdkou
pekémg

*EuMéxBnke watd g 16 £fbopdbeg npiv and mv Tuxatonoinon

()¢ onpoapaipivn ovopopag opiomse n tekeutalo nph nou pepABnke katd f npiv and T npepopnvin mg npang
oong tou und épeuva npoidviog (VEN) Med v eappoyh 1ou kovova 14/3 nuepawv, n Hb avogopag oplomxe
we n xapnkitepn tpn me Hb nou napougidomie £viag 35 npepaiv katd i npiv and v npam Bdan 1ou YEN

Ta anoteMéopata nnmz)\mpnnmmmg auvopifovia NopaKaTw,

Mivaxag 5. AnoteAé panxs oe aoBeveig pe MAL otn pehén ACE-536-MDS-001
H ovagopd mBuuquouumuv aveniBpntwy evepyeiov petd and
m xopfiynon afsiog Kuni\mpopfu: 10U QoppokeUTIKoy npoidviog eivar onpavik. Enipéner o auvexi | Tehiks enpeio Luspatercept Ewovixé pappexe
napakohotiBnan g oxéong mpn\nuc mvﬁuvuu T0U GpUAKELTIKDG npaidviag. Znteltal and taug muwcl\pm[c; {N=153) (N=76)
wyelag v ovopépouy or 0 avemBipnieg evépyeieg (BAéne A TMpunetov ehkd anyeio
EM\aba EBviroc Opyaviopds Dopytkwv, Meooyefwv 284, GR-15562 Xohapyoc. Addva, Tok + 30 21 * RBC-Ti 2 8 cPhopabeg (EpSopasa 1-24) I
32040380/337, ok + 30 21 06549585, lowsronog: htp//www eofgr Kinpog ®appakeunkég Ynnpeoieg, 1Bpdc ardpay nou avy Briway (nogouid avindkpions %) 56791 10{132)
Ynoupyeio Wyeiag, CY-1475 Aeukwoola, @oE + 357 22608649, lovémonog hgovcy/phs 4.9 | * Kawib v ato pues (AE 9596 2456 (1448, 34,600
Ynepbogohoyio H unepboacoyia e w luspatercept pnopei va npakalécer alignan twv TV TG Hb ndve ond Nvos eibavariron (AF 95 5065 2278, 11.259)
® mlﬂbpnm eninebo. Emv nepinreoon unepoooAoyiog, n Bepaneia pe luspatercept Ba npenn va K B fi yeh p° <0.0001
fwg G1ou n Hb va eivar < 11 g/dL 5. ®APMAKOAOTIKEE IAIOTHTEE 5.1 @ b16 Seurepeiona whid onpela
DappaxoBepaneutikh yopia: Avnavaipikd aMa o tKa aucuuu;:um wwbikag ATC: * RBC-TI 2 12 efbopébes (Epbopabies 1-24) X l
BO3XADS. Moxavioyc Bpdonc To luspatercept, évag nupayovtag wpiiavong v epuptv aipoogaipicoy, eivor w agen 409
pa uvcmuvﬁunnptm npunr.wn aivingng  nou ﬁsnu:un emAeypévoug  auvbEteg  unep-oikoy * Hoo) o Fitoos IGAAE 95%) 200001092 29.08)
(i au€nmikals napdyovia-f (TGF-f) Me & ot ouyKkeKppEvous evBoyevelg ouvbéteg (nx Adyos muvotfituw (AE 95%) 5071 2,002, 12.844)

GOF-11, axubivn B). 10 luspatercept avumdn\n m anpavan Smad2/3, pe onotéheapa v epuBpoeidin wpilovan g p* 0.0002
péow ¢ Bragoponainang wov epuBpoedinv npoBpduewy (voppoPhaotiav) tehikod otabiou otov puehd o | = RBC-TI = 12 ePbopabeg [EBGopabeg 1-48)
ooy, H ofiovon Smad2/3 eival pn puaiokoymd uynkfi o€ poviha véoou nou xapakmpioviar ang | ApBuds arbpu nou aviononpBnrgy (1oooaid aviondwpiong % 51033) 2018

Asaicnsih cpubl Srkobih MAT ki B-Ba i 1o, JEND e DOV ooBeviy pie. | P 5 savBNvOU 010 NBOGaTH aVIDTERgORS (AE 95%) 21,37 01.23, 31.51)
MAL Khmin anc KoL_aopdAein Musdoduarid 5 ouvBpopa H onotehsopaukdmia kar Aayo mBovatfim (AE 95%)F 4,045 (1,827, B.956)
aopaksia tou luspatercept afwhoyfifinuay oe pio pehém Bdong 3, nohurevipin, wxaononpévn, Binka-ophs, nyfi p° 0,0003
eheyxdpenn pe ewovikd pappako MEDALIST (ACE-536-MDS-001) oe ewikikeg ooBeveis pe ovapia nou | fuxvémre a ¥
xpedalovior petayyloeg RBC (= 2 povabeg/8 £fbopabeg) Aayw MAL noki-xopndot, xapnhot n evbiapeoou + EpGopabeg 1-24
wvbivou pe Boon 1o Aiefivig Mpoyvwonko Loompa BaBpodéynang (IPSS-R) ou onoion éxouy: Baxruloeibeig Evfudpecog pullds perdyyiong (AE 95%) 6261556, 7.05) 9,20 (7.98, 10.600
oibnpofidote (= 15%). 01 aoBevels xpeindiy site va fxouv AaBer npanyodpevn Beponeia pe fvav napiy Dxenkdg kiviuvag & i gapyikou 0,58 (0.58. 0.80)
Biéyepang g epuBiponoinong (ESA) pe overopkn aviondkpion, va prv eivar enihéGipor yio ESA (nou éxe * Ebopabie 25-48
npoobiopiotei on eivar aniBlove vo avianokpiBodv ot Bepaneio ESA pe epuBiponaintivi opot (EPD) > 200 U/L) i | Evbubeaod puBudc penyviand (AE 95%) 621 547.7.19) B.72 (7.40. 10.28)
va éxauy buoavegio om Bepaneio ESA. Aoleveig pe Siaypoph 5q (delSq) MAT anokheiomkav ond w pehémn. O | Exeuwdc vbuvoc évav ensovikal gapyilwou 0,72 (0.60.0.86)
aobeveig kot ot Bio oréhn unofikaBnkav o Bepaneia yio 24 efbaydbeg, katbr ouvixioay i Bepaneia edv eixov | RBC Movabies pevéyyianey
enbeifer khvikg opehog kol anoualo e5EMENG g vooou. Eyve Gpon tuphonoinong om pedém yia ovahioerg, *  EpSopabeg 1-24
Grav dhot o aoBeveic eixav AdBer touhivaotov 48 ef6opabeg Bepaneiag i elxov Blakdyer m Beponein. Tuvohikg Enféguvan e o owmpontl <b paviBec/ efbopdtes
229 aofleveic wxaonoiniBrkoy yio vo AapBavouy unobopiug luspatercept 1.0 ma/kg (n=153) f eioving pappaxo A??;::" LSE(SE; s 7':&5? 152[91 m"fi)
(r=76) ki 3 ebopaies, Tuvohd 128 (82.7%) kar 68 (89,5%) aoBeveic nou AdyBavay luspatercept kol eikovikG T — - — — —

“ - i f ¢ H 0gopd LS (SE) (luspatercept evavn ewavikod poppixou) -5,6(1.01)

phppako aviiotoxa ohakhipwoay 24 efbopdbeg Beponeiog. Luvohika 78 (51%) ka 12 (15.8%) cofevelg nou AE 95% yia iéan Biomopd LS 16,36

hapBavav luspatercept kai ewovikd pdppoko oviiotoxa chorhpwoav 48 efSopades Bepanelog. Ennpéneta
whanoinon &6ong éwg 1,75 mo/kg. H Béon Ba pnopolioe va koBuotephioe i va pewaBel avaloya pe 1o enincbo




Tehins anpeio Luspatorcopt | Evvovecd poppono | THAL-001
(N=153) (N=T6) Luspatercept |Eikoviné pappaxa
Eniflapuvon petypons avagopac 26 povadec/8 efbopabeg I (N=224) (N=112)
ipeon L5 (SE) 18.50.93) BI040 e
AE 95% yio Bidpeon LS 171,208 211,264 ‘Hhuxia (ém)
Mi:un_&.uw‘upc‘. 15(5E) (luspalercept évavu ool aeBu “fi' l;m e, 1) 0018, 86) 30,0(18,59)
{pappiakoy v Hhukiokég katn 2 0 (%,
AE 95% ywo péon Bagopi LS <3 v N 129 (57.4) 63663)

*  EBopabes 25-48 >32 fwg< 50 8(34.8) £,093)
EmPapuvon perdyyiong avapopds <6 povibee/B efbopabes >50 17004 5 (65)
Aidyean LS (SE) 75057 11,8082 iho, n (%)

AE 95% yuo Sidyeon LS 63.84 101,134 Avboos 92411} W93
Méon Biopapa LS (SE) (luspatarcept évavn siovikol -4.3(1,00) ivekio 132 8.9 3 (563
i 43,23 Do 1 )
AE 95% yio pdon Giogopd LS . Aoton 810362) 30210
Enifidpuvan periypons avapopac 26 povabes/ 8 efbopdbes Matipn 1(04) 0
fidpeon LS (5E) 1960113) 22901600 i) 122 (545) 60 (53.4)
AE 95% yio Gidpeon LS 174,219 19.7. 260 v oukkd ol avapép 502 5 (45)
Méan Biapopda LS (SE) (luspatercept dvavi eiovikol -3301.96) Ao 15(6.7) 11(9.8)
fpappdoul ) 11,06 g p—
L AE 95% yia péon bagopd LS #ELW;‘“M YViong’, nepiobog npoaapoyhc 12 chbopab
RBC-Tk Avefgpmoia and petayyioag RBC. AE fidomnpa epniotooivig (gfdL) .
®Eéraon Cochran-Mantel-Haenszel nou Suotpwpmavera féos me péong empap JETaYYIGNG avopopag Atyeon ‘mmm: péyom) - LR T R AT L
(2 6 pavdbeg fvavir < b povabuy ava 8 efifopdbeg) kai PaBuokaylo IPSS-R ovapopdc (nohd xapnki i xapnq s {da‘:x’ val ¥ 17
i evendcor), . . : ; ; _ w12 Dboybee) ERbepita -12 o Hopo 1) 6126040 | 62780120

e and tnw enfoxeyn afiohdynang me vaaou my EfSopdba 25. o1 aoBeveic nou bev anokaéav nhéov dpehog, ‘pecikhafng B-Bak n (%)

Bievagov mv aywyn, opiapévor coBeveig pe ewoving pappako ouveloépepav Sebopéva npog ofiohdynan oc B0/ SBE0A) 1/EI13)
ENGHEVO XpoviKd OnjiElD oe alykpion pe 1o luspatercept (n=12 évova n=78, avriotoixa) Mn PO/BO 155 (69.2) 77 (688)
¥k Teav uenEpaiv ovaAuan XpRomjonoiuvioc KatoAoyiopd ovagopac Asined 1(04) 0

‘Fva Bepaneunkd onotéheopn unép tou luspatercept fvavi Tou ewovikol pappakou napamphBnke ong
TEPIDOGTERES unuouﬁﬁzc nou avahibnkav xpnoponoiuviag aveCapmoia and perdyyion > 12 efbopdbiec (kota
mv efibopada 1 éwg mv fbopdba 24), nrpl,\uuﬂuvaumv aoBevev e ulpnln eninebio avopopdg evboyevolg
EPO (200-500 U/L) (23.3% évaver 0%,  avihuon). MariBevror pdvo éva febopéva yio v

[ wardaph 17 efibopabuwv npo perdyyong opiomke n Bidpeon dAwv Twv Ekgmppévay npoy Hb npo
petayyioeww yio évav ooflevi ko m Bidpxens twv 12 efibopabuov npiv and mv Hpépa 1 tou Kihou 1
“H amyopin «Agings nepihapfive oofleveic orov nhnBuopd nou Gev eixav anetéAeopa yia v nopapetpo nou

opabo pe emPopuvon petdyyiong = 8 uwuﬁwﬂ efibopabeg H nopdhen kor n onoteheoy Bev Exouv
wexpnpiflel oe noBeveig pe emPapuvon perayyiong > 12 povabuv/8 efSopabeg Epervinxd euprpara
Mivaxag 6. Epruvnuika onorcAéopota wg npog v anotcheopanikénta ot aoBevei pe MAL om

‘Eyive apon uphonainang om peAém yia ovoltiaerc, drav dhor o aoBeveis efxov AaBen toukdxiatov 48 effiopabeg
Bzpaneiag f eixav Biakdiper m szunnu To nnold\sugmu unnn‘)smuunknmw( ouvoi¢oval nopaKdTw.

peAémn ACE-536-MDS-001 Nivaxag 8. AnoteAéop I ¢ o¢ aoBeveis pe b pia otn pehétn ACE-536-
Teliné anpeio Luspatercept Eixovixd pappaxe BrTHAL-49)
(N=153) (N=76) Tehixd anpeio Luspatercept | Etkovid péppaxe
mHI-E* (N=224) (N=112)
. Eﬂlunﬁ:: 1-24 = 33% priwon and v Tiph avopopds oy enifidpuvon prrayyieng
OV U avial wov (noooatd aviandwpiong %) 81529 9011.8) RBC pe priwon vouhdxiovov 2 poviSewy yia 12 Siaboxinés efbopdbeg
(AE 95%) (T2, 61.05) (5,56, 21.29) ot olypian pe 10 Bidomnpa Twy 12 epopdbuv npw m Bepaneio
Meluwan pewoyyioeuw RBC 4 povifiv/8 epbopdsec. n M) 52107 (i8.6) 8/56 (163) | Mpwreuav whied onyieio — EBopabeg 13-24 @O [ 545
Méan ainon ayoagoipivic = 1.5 o/dL yia 8 eBopdbec. n (36) 29746 (63.0) 1/20 5.0) Auagopd aug avahoyieg (75% AEY 17.0(10.4 23.6)
*  Effopdbeg 1-48 Ty p* <0,0001
e noy avial wav {nooootd aviandkpiong %) 20 (58.8) 1307.1) EpBopabies 37-48 46 09.6) [ 408
(AE 95%) (50,59, 66.71) (9.43, 27.47) Aogops aug ovahoyieg (95% AE) 16,1(98.22.3)
Meitan petoyyiocuw RBC 4 povabuv/8 efbopdbec, n () S8/107 (54.2) 12/56 @1,6) Ty p* «0,0001
Méon aion aipoopmpivng 1.5 o/dL yia 8 effopibec, n (3) 32146 (89.6) 1720 5.0) 2 50% peiwon and mv upd ag amnv emfl @
Méan prrafiokd ané 1y npn ag g piong ivng opol e wavak 6 ané my nyh RBC pe peiwon roukdxigrov 2 povabuy yia 12 &dnnnéc cfbopabeg
(nhnBuapdg ITT) at olyrpian pe 1o Gidotnpa 1wy 12 efbopabuy npw m Bepontia
Méon peraBoki and T i avopopac g peont gepptivag & 17(7.8) | 208
opotl unohayifiisenng we péoou dpou and myv ERSoydbo 9 fug 5816, 10,1}
v Efoyabo 24 (ug/L¥ 9.9 (67,09 190.0 (60,301 0.0303
AidyeonLS (SE) 23003 —r 109
AE 95% yio Bipeon LS 829,102 71.2.3088 T4 G0, 137)
10 efog (Luspatercept évavi eikovikod Kou)" 0,0017
Hmm aopd LS (5B) I 180, (6581) 2
AE 5% vio iéan Buapopd LS ] 3098, b0k AE: Biomya epniatoaivig
* H Biopopd ang avahoyieg (luspatercept + BSC — eimovikd pdppoko + BSC) ko 95% AE exnpdton and mv
o mHI-E = évn aipatohoyikn Pedriwoon - To nooootd ww aofeviv nou nhnpolv ta Gprn akpifeia tou G 1gan

kpinpin HI-E otppuwvo pe 10 kparpa ng Aiebvods Opdbag Epyooiog (IWG) tou 2006 diompnBnee yia pia
neplobo 56 Bioboxiwev npepiv katd n Sidpreia g evBeBeypévng nepiobou Bepanefag. Na toug aofevelg pe
eniBdpuvon petdyyiong RBC avapopdc = 4 povabuwv/8 effiopdbiec, 1o mHI-E opiomke wg peiwon om pedyyion
RBC ouldaotov 4 povabuv/8 efbopdber Mo toug ooBevelc pe emBdpuvan perdyyiong RBC ovopopds
< 4 povibuwv/B efibopdbeg,  mHI-E opiomke we péan adénon g Hb = 15 g/dL yio 8 effiopifiec anouoia
wv petayyioewy RBC
# Edv kanoiog oofieviic Sev SiaBéte upn peppriivig opod eviog 1ou npokoBopiopévou Swathpatag perd mv
apakn a§ihéynon, n pepiivn opod unoAoyidear and mv npn avapopdg
*Xpnoip avakuon auvh 1§ yio T odykpion e Bepaneunikic Siagopac petagl v opdbuv
¢ TG avoj Ag Tpng pl, W ¢ m petaforn mg q::ppntvnc opol wg mv
:Eapm:psvn peml])mm m Bepaneuuks opdda (2 enineba) wg nopdyovio ka mv tph ovopopdg peppitivig
opat we ouppetafihnm, pe Slootpwpdiaan ava péon anafinon avapapds petdyyang RBC (= 6 povabeg évava <
6 povibaw RBC avd B efibopabec) kar IPSS-R avagopdc (noAl xapnAol fi xapnhol évavn evBiapecou kivBivou).
H Bdpeon Biapkeia me peyahinepne nepiabou nou eivar aveEdpmn and petdyyon pe RBC (RBC-T1) petof) v
atbpwv nou avianokpiinkav oo okthoc Bepanciag pe luspatercept, fitav 30,6 efbopabeg. To 62,1% (36/58) v
6wy nou anokpiBnkav oto luspatercept ol anoio nétuxay RBC-T1 = 8 efopades and mv Effbopdba 1-24 elxav
2 fi nepoodnepa eneaébia RBC-TI m onypd g avikuong f-Bedecomyifa H anotedeopankdinta kai oopdhea
tou luspatercept a€iohoyfifinkav oe pia nokuxevipikh, Tuxaonampévn, Binka A, eAeyxdpevn pE enovikG
pappoxo pehém Odong 3 BELIEVE (ACE-536-B-THAL-001) oe evihikeg aobBevelc pe ovaiplo oxendbpewn pe
B-Bokacomyiie nou xpeilovinl petoyyioeig RBC (6-20 povibeq RBC/24 efibopdbe) xwplc nepiodo eAedBepn
petayyioewy > 35 npeplv Katd m didpkeia autng e nepiébou. 01 aoBeveic ko oo okehog Tou luspatercept Kot
oo okehog tou ewovikot) gopparou tAafav Bepanelo ya toukdxatov 48 ka fwe 96 efibopabeq Mewd v dpon
wiphonoinong, o aoBevelg pe ELKEMXD muppmm pridpesay va nepacouy oto luspatercepl. Tuvohikg 336 evithikeg
aofievel ffnkav yio va Aayl i, luspatercept 1.0 ma/kg (n=224) 1 eovikd pappoko
(n=112) wifle 3 efibopabeg Enrpénetar nthonoinan boong éwg 1,25 mo/kg. H bdon pnopodoe va keBuoiephos n

*Tii p and v e6¢raon Cochran Mantel-Haenszel nou &

AL 0

Epswvnixg eupiparg
Mivaxag 9. E| a

Ta OV YEWYPOQIKA MEPIOXT

6 oe aoleveic pe f-Bakasonpia

wg npog v

ot pekétn ACE-S!&-B-TIIAL-WI

Telké anpeio

Luspatercept
(N=224)

Eixoviké @éppaxe
(N=112)

™

= 33% peiwon ané v npA avapopdc g perdyyiong
RBC pe peitwen roukdxiorov 2 povabev yia 12 Glnhxmig
efibopabes, ouykpitika pe to Bidotnja 12 efbopdliuv npiv and

n Bepanein

Onoweobinore Siaboxikig 12 efbopabec*

1560705 [ 33295

hiapopd oug avahoyieg (95% AEN

41,1 307, 51.4)

Onowobinore Biaboxinés 24 cfbopabec®

TR | en

Miogopd ang avahoyieg (95% .ﬂB'

384 (313.455)

2 50% priwon and mv pR pETaYYoNg
RBC pe peiwon roukdxiorov 2 nuwiwr yia 12 Glninnni;
effopdbeg, auykpiuka pe to Bidotnpa 12 cfbopabuy npwv and

n Bepaneia

Onoieobinote Siaboxikes 12 efbopabec*

90 40.2) | 7i63)

duogopd aug avahoyee (75% AEK

339 (26,1,41.8)

Onowobinore Giaboxiég 24 cfib *

I7{185) 10.9

Magopa aug avahayleg (75% AEK

15,4 (105, 20.8)

RBC/48 epbopabeg)

Méon perafoln ehaxiotwy Tetpayviay (LS) ané v npn avapopd

oy emipa werdyyiong (povidieg

Epbopalec 1 éw ERBopaba 48
Midyean LS

47 I 114

vu penoBel ovikaya pe 10 eninebo mg Hb Ohor o1 aoBevelg mav encké§pon ve Adflouv BSC, n onofa neprehdpf}

pewayyioerg RBC, xnhikonomnxoig nopayovieg oilbnpou, xpRon avufiouxay, avi-ukay. Kol avipuKnTIeomey

Méon biopopd LS (luspatercept-ewoving pdppaka)
(95% AE¥

583
(-7.01, -4.6)

Bepaneidy kan Borpoqukn unoompin, ovihoya pe ug avaykeg H pehém aoBevelg e
5/8-Bakooompin i dpa (o)-Bakacoapio A nou énasxav ond AAaBn peifovog opyavou (nnauk vioa, kapbiokn

|ERBopates 49 éwc ERGopata 96
Aidyeon LS

566 | 219

oo, nveupovonaBein, veppih avendprei) AoBeveig pe npoapom OVT & Mo eneonbio n np

xphon oywyis pe ESA, avoookaraotakuka i ubpofuoupio anokeiomkav eniong To Poowa xapowmpiotkd
avagopag g vioou oe ooBevels pe B-Bahoooapio om pekém ACE-536-B-THAL-DDT nopoveiaZoviar otov
Nivana 7.

Nivaxag 7. Xopaxwnp poF

Beyel, 1

pe B pi

o pehémn ACE-536-B-

Méon biopopd LS (luspatercept-emavikd pdppaka)
(95% AEY

T8
(-1446,-1.25)

AE: Bibompo epmiotoaivng

° H fiopopd ong avakoyieg (luspatercept + BSC - eovikd pappoko + BSC) kar 95% AE exnydtor and v



oveEapun oxpifien 1ou oranankod reor

b0 exnpiioerg Pooiloviar oto poviého ANCOVA pe g yeeoypapIkéc nepioxeg kar my emBapuvon petdyyiang
ovopopag we ouppetaBAnté

Melwon wov péowy emnébuwv pepprivig otov opé napompnBnke and myv uph avagopds ato okéAog tou
luspatercept ae adykpion pe v at€nan oto okEAog tou eikovikol pappakau mv ERBopdla 48 (-233.51 pa/L
évavnt +114.28 pa/L nou obfiynoe o Bioopd om péon pA eAdxiowwy Erpayavy g Bepansiog katd
-347.8 pg/L (95% AE- -516,95, -178,65). To B0,4% (127/158) 1wy mébpwv nou avianoxkpiBnkav ot luspatercept

whvikn éxfieon. Epfipuikn ovamugn (EFD) AcEixinoov wofikohoyikég pehétee epfipuikig ovinulng (pehéteg
E0PEONG EDPOUC KOl OPIOTIKES PEMETER) O EyKDOUG Entpleg kat kouvEkin Tug opionkeg pehétec xopnyribinkay
Gooei eag 30 mg/kg n 40 malkg kabe efbopaba, Blo popég katd m Bidpkeia mg nepdBiou opyovoyéveon, To
luspatercept fitav évag eniAexnkdg nopdyoviag avamtubakng wEkdmag (1o gpdypa Sev ennpedatnke, 10
£pfipuo ennpedotnke) otov enipd kan évag nopdyoviag ovantuEakng rogkdmiag me pmépag kal tou epfipiou
(ennpedomke kot n pmiEpa Koi to éuBpuo) oo kouvéh, Napomphfinkay epfipuikes embpdoei kan ot boo eifn kol
oupnephdpPavay peidosi otov opiBé twv dovicy epfiplu kat ot owpankd fdpn 1ou epfplou, outfioeg oug

wat Ewuxav touldxotav 33% peiwon g emfapuvang petoyyioewy kotd m Sidpkeio Siompmog
12 bioboxweiv effbopdbuy nétuxav 2 fi nspwom:pu enelodbio oviandkpiong TN onypn ™G avaAuong
[ty 6¢_nhnBuaydc MugAobi Eup Opyoviopdg Mappdiwy éxer brboer
yh ond mv unofolic Twv Pty Ty pehETV pE 10 Rebluzyi oF GAeg TC
unokamyopleg Tou nabipikod mhnBuaged pe puehobuonhaotikd atvBpopa (Bkns nupm{pmpu 42 ya

m

ar , TG anwAEIES PETG MY EPQUTEUON Kol oTiS okeAETKER, peroflahég ko ata £uBpua 1wy kouveNidv,
nopagopeuoos; ota nAEupd kol Toug onovlihous. Ko ow Blo eifin, o embpace tou luspatercept
nnpumpﬁﬂmlv oug pehéteg EFD om xapnAdtepn 86on nou Boxipdomse, ota 5 mg/kg. nou oviotowsl ot
t:mpwpcvn Exfeon o eniplec kol kouvéhio mepinou 2.7 km 5.5 gopéc peyohinepn, aviiotoxa, and v
srﬂpmpﬂvn whvikit éxfeon Te pehém npo- Kol PETD-YEWNTIKAG

n)tnpmpoplec oxenkd pe mv nobioTpiks xpaon). f-Bedoooeisia O Eupunaikog Op Dapy fxg1 booer
ovofiokf and mv unoxpéwon unoPoAnc Twv anateEAEapdTw 1wy HERETEV HE 10 Retltnzyl ot plafy nspmonn:ps.(
unokatmyapleg 1ou nulﬁiutprmu nJmBuopeu nAikiag dve 1wv & pnvi pe f- EnMomlum (fihéne nopdypopo 4.2
yia nAnpoopleg OXetkd e my ik xphan) 5.2 @ Anoppdgnen ¥ vyl
efiehovieg kar aoblevels, o luspatercept anappopaian Bpabéwe perd v unobdpio xopfiynon, pe o C__ o€ opd
nou napatnpeitar ouxvd, nepinou 7 npépeg peté m bion oe Gha 10 enineda boong. H ovikuon gappakokivikic
(DK tou nA { unobnhdiver di n dgnan tou luspatercept amv kukAagopia eival ypopjiki oto £0pog
teov Booewv nou peetvion kar i anoppdpnon Sev ennpeadsian onpavaka ond v BEon ing unobipiag éveang
(v Ppoxiovag, pnpdc, f katkiaki xiopa). H Buamopikd petafAntomea me AUC fiav neplinou 38% oe aoBevei pe
MAY. kar 36% oe aoBeveig pe f Bak Kaavopn Fug BOGEIG, 0 PEOOG PUIVOPEVIKOG GyKOg
wkatavopnc fitov .68 L yio aoBevels e MAT kol 7.08 L yio aoBeveic pe B-Bahacompio. 0 pikpds dykog katavopig
uriobeikviiel du 1o luspatercept nepopiZetar kupluwg o€ eEwruTopkd uypd, nou ouvaBouy pe T Peyain popioxn
pada tou. Bioperommyanapog To luspatercept avapévero va komflohonel ce apvogéo pe yeviki biabikaoia
anawobopnang npaeiva. Anofiakn To luspatercept bev avayéverar va exkpiveral o1a olipa hoyw g peyaing
popiakng g pofoc nou sivar ndvo ond 1o Gpio hetopol peyiBoug aneip fufinong. Tug
vuwmd)pm: Booei, n péon Wulvuuc\nnﬁchxﬁ wabopon fitov 0,516 L/npépo yio aoBeveic pe MAT ko1 D437 L/
npépa yio f-Bokoooaipia. 0 péoog xpdvog npioeing Jwng otov upc oy ncplnou I3 npépeg yia Toug aoBeveic pe
MAL kot 11 npépeg yio oofeveig pe B-Bolocompio. aifnon mg € tou
luspatercept ki mg AUC otov opd eivar neplnou avahoyn pe ug ouEoeg mg ﬁoun: and 0,125 0e 1,75 mgﬂ’kg H
wébBapon tou luspatercept fitav avefapmmn and  Bdon fi tov xpévo Drav xopnyefian kaBe 1peig ePbopdbec, n
ouykévipwan Tou luspatercept atov opd gBéver om atoBeph katdotnon petd and 3 Bdoei, pe avahoyia

Cpoyevynukn ko yrvayevvnikd ovdmun |
gnc, pe enineba Soang 3, 10 A 30 mg/kg xopnyolpeva i gopé ke 2 efbopdbeg and mv npépn g
Kkinong (GD) & éwg m perayewnukn npépa (PND) 20, ta oveniBopnta eupfipota oe dkeg ug bbaeig anatcholiviay
and xapnkérepa and F, owpankd fapn twyv veayvav ket ot o giiAa kard m yévman, Ko 8An  Bidpkeia g
yahouxiag kan petd tov anoyokaknopd (PND 28), 1a katanepa owpankd Bapn kard v npapn neplodo npo rou
Cevyopapotag (ERSopaba 1 kai 2) oto Bnhuka F, (aveniBipnta pévo ora 30 mg/kg/Baon) kol 1o kabiepa
owpatixg fapn ota apoevikd F, katd i Sidpkeia v nepidbion npiv and 10 geuybpawpo, g o0geutng kat petd o
(Euyﬂpmpn Kai pncpnommm vs:ppu)mwm Eupnpmu o010 vmwn F, Ennéov, ta pn aveniBipma suphjiaia
e 10U ap & ot 10k 30 a/kg/Gdon H xoBuotépnon
oy avantwn kot ta quniﬂupnm v:q;pai\nwxu Eupnpnln om yevid F, anéxkewe 10v nponbiopiopd evog NOAEL
ya m ytleﬁ wal avamuGokh ofkamo wu F. Oooo, Sev urmpﬁz winoa enibpoon atoug Beikeeg
o om youlpd i oong IPAYOYIKEG nupupnpuuq ae unnmﬁnnms eninebo Boang oe
onotobino giko, ouveni o NDAEL yia 1 Kai YIKAG
Aem;upw’uc 1o {wa F, Bewpibnee n 30 mg,’kgjﬁum To 1uspalerca-pl pzwqaqmm péo Tou n)mmuwu wy
EYKOWY ENPUEY KOt Imu\lellwv Kl exwpiveral oo yaka wwv Brkalovicov emputov. Neavian 1ofiimea Te pia
pehém o vEapods empueg, 1o luspatercept xopmyninke ono i petoyevwrnkh npépa (PND) 7 péxpr m PND 91 o
0,1, 3 7 10 mg/kg. Mok and 1o euphipota nou napomprifinkay oe peréeg wEixdmtog enovohapBovoyevng
Boong oe evnhikeg emipleg enovahiglnkov otoug veopoig emples Autd 1o eupnpata nephapBavay
bo ortouc veppois, apoppayia/ouppépnon, vikpwon kai evovBpakwon wwy enveppibiwy,
evovBpakwon 1ou PAevvoydvou oo otopax, xapnhdiepa Bapn kopbidg kol npnuutvu onioba dkpo/nddio. To
eupfipata nou oxetifovial pe 1o luspatercept, nou elver povadikd yio Toug veapolis empieg, nepidpfavay m
l:mknmmﬂﬁ nrpnmin,'unnnlmnm Tou enwieprol puehod Twv veppaw, koBuotepfioag om péon nAikia g

ONEPOYOC

ouoothpevang nepinou 15 Aviondkpion ooogaipivnc ¥e aoBeveic nou ehoPav < 4 povibeg petdyy RBC
eviag B efbapadwv npiv ané m perém, n Hb au§Bnke eviog 7 npepdv and mv évapkn ing Bepaneiog kat n
alfnon ouoxeriaTnke pe tov xpovo péxpl vo enveuxBein € tou luspatercept. H peyoritepn péon adnon tng Hb
napomnpriBnke petd mv npain Boan, evi napampriBnkay emnhéov pkpbrepeg augioeg pEwd and enaxdhouBeg
8oosig Ta enineba mg Hb enaviABov o i evapEng nepinou & éwg B efbopdbieg ana v reAeutoia Saon (0.6

wpips 010 apoevind, enibpdoei omy paywydi enidoon (xopnAbiepor Beikieg
Zeuyopipoiog) kot Ug pn averiBOPATES PEIDOE 0TV 0TKA NUKvGINTa PerdMwy 100 OToug opoeviKo(s 600 Kol
otou Brhukod empoeg, O embpdaeg omy i eniboon nopainpiBnkav pewd ond neplodo
anobpopng v Twv 3 prvdv, yeyovag nou povipa theapa. Mopon bev . n
avaopegipamio g owhnvosbolg apoplag/unonkaoiog, 1@ anoeAéopot autd Bewpifinkoy enfong pn

POyt
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fwg 1,75 ma/kg). H adron mg ékfieong tou luspatercept (AUC) avov opd o e e peyakitepn adgnon Hb
oe aoBeveic pe MAE fi B-Bakaoourpio. Exbuwol ndnfiuopol Hlwieasévor H OK avihuon tau nhnBuayiod yio o
luspatercept nepiehayfave oaBeveic nhiakod edpoug and 18 £wg 95 nuv e pgon nhikia 1o 72 £ yia wug

péyipa. O averiBopnieg evépyeieg o1oug VeppoUs Kol to avonapoywyka alomyo napamphiBnkov oe
khivika oxenkd eninebo éxBeong wor eppaviomeoy om xopnhatepn Boon nou eferdomke Kol ouvenuig, bev
wekpnpicBnke NOAEL. Eminéov, nopatnpriBinkay. aipatohoyike kokonBeieg oe 3 ond toug A4 enipueg nou

oofeveic jse MAE kot 1o 37 ém yio aoBeveic pe B-Bak i khvikd onp auy
AUC A m kaBapon perofl v nhikiariv opdBuv (< 65, bE '.'4 ] a 75 TV yi0 Toug aoBevel] pe MA[ 18 23.
24-31, 32-41 won 42-66 En yio ooBeveic pe B-Bak pia). Hnanwr Susdeiroupyio H OK avéhvon tou
ninBuopot yio 1o luspatercept nepehapp uuﬂew:lc pe guoohoyikn nnouxh henoupyia (BIL. ALT koo AST
<ULN, N = 207), fimo nouks Suoheroupyia (BIL > 1 - 1,5x ULN ke ALT 1 AST > ULN, N = 160), pérpia nnanxa
Buokenoupyia (BIL > 1.5 — 3 x ULN, onoobnnote ALT i AST, N = 138), fi aoPaph nnaukn Suokeroupyio (BIL
>3 x ULN, onoiobinote ALT fi AST, N = 40} dnwe opilerar and ta wpifipia nepi nnonki SuoAeroupyiog fou

eEerdommoy amv upnhdtepn dooohoyii opaba (10 mgfkg). Dha autd 1o eupfipata Bewpotviar mBavol kivbuvol
yia 1oug noibatpikotss aoBevelc. &, ®APMAKEYTIKEE NAHPO®OPIEX 6.1 Kotahoyog exBaxwv Kipixd ofi
povoubpikd (E330), Natpio kirpikd (E331), MohuaopPikd B0, Tarxapdn. Y8poxhwpikd 0§t (yio poBpian ou pH),
Natpiou ubpofeibio (yia pdBon tou pH) 6.2 AcupBaréenteg Autd 1o poppakeutikd npoidy Sev npéner va
ovapeyvieton pe GMa {1 NPOIBVIO EXIOE DUTLIY NOU OVOEp o napéypopo 6.6, 8.3 A

Twig MD_MEHM_MLDJ xpd\nu Meza_mny_ovoougtgen Doy guldooetm otov opxikd ucplmﬂ Exel

entbendel xnpikh kot puakn oroBepdinta katd m xphon 1oy avoouataBEVior GappaKEuTIKY NPOIGVEOS Y10 £ug

Efivirot Avakaprvikoy Ivottodtou. Aev napampnfinkay: eniBpdoec wov. komyopitv nnaukig Aeoupy
aufnpéva nnonkd evdupa (ALT A AST, péxpt 3 x ULN) kat aubnpéva ouvohka BIL (6 — 246 umol/L) owv kdBapon
tou luspatercept. Aev Biomotdfnie khvikd onpaviikn biapopd om péan € otaflepfic katdotaong kai omy AUC
o opdbeg nnankng henoupyiag. To K Sebopéva sivar avenopkn yia aoBevelq pe nnanka éviupa (ALT f AST)
=3 x ULN. Negpiii Suaeiroupyio H 0K ovahuon ou nknBuayiod yia 1o luspatercept nepiehdpBave aoBevelc pe
puowoyikh veppikn Aetoupyio (eGFR = 90 mL/min/1.73 m?, N = 315), fima veppiai Suohenoupyla (eGFR
60 ¢uo¢ 89 mL/min/1,73 m’, N = 171) f pérpia vegpivt buckeroupyia (eGFR 30 éwg 59 mL/min/1.73 mf, N.=59)
Aev BiamoriBnke khvikd onpaviiki Blogopd o péon C_ otaepnc katdotaong ken omy AUC, oe opdbeg
veppikii Aeoupylag Aev undpxouv ﬁmﬁsﬂlpn oK Ecﬁopsvu yio aoflevei pe uui!npn vegpiki Buakeroupyia
(e6FR < 30 mL/min/1,73 m?) & vegpikn véoo tehikol otabiou Ta axéhoulia
xapaxmpronkd nAnfBuopod Sev éxouv kKAwikd onpavid enfbpaon atnv AUC tou luspatercept fi o kdBlapon:
Plko km q;uhr'l (Aoamikn fvovmr Aeuwiic) -Ta axdhouBla xnpamptmaxﬂ avepopdc g voaou bev efxav khvikd
onpaviikn enidpaon atmy mBﬂpun U hJspalercepL eninebo ep atov opd, emflap E1dyyiang
RBC, Sakmihioeibeic abnpofiddoteq MAL, g yovd {-Bahaooapiag (BO/P0 évenr pn-B0/0) kol
A i 0 dykog kat kiflapong tou | ept au§iBnke e v adknon tou i Bapouc,

wai B tpeg oe Bepporpacia bwpariou (= 25°C) i éwg ka 24 wpeg atoug 2°C - 8°C. And pipaBrodoyikric anoyng,
0 POPHOKEUTIKD NPOIGY NpEner va xpnoonaieiial apéows. Av Bev xpnowonomBel apéowe, o xphomg eivon
unetBuvog yia 1o xpdvo Biampnong kot m ¥phon Kar 1ig ouvBikeg npv and m xpon Kai Bev npéner va
unepPaivouy g 24 dpeg otoug 2°C - 8°C Mnv katoyivets 10 ovoouomBév Bidhupa. 6.4 ISwitepeg
npopuhd€eg kard t péhabn rou npoidvrog Dukdooete oe Yuysin (2°C - 8°C) Mnv kotayixete. Dukdooete
omy GpXIKN XAptivi ouokeuaoio yia va npoctateletal and 1o gwg Na 1ig ouvikeg Biampnang ped my

10U papy U npoioviog, BA. napaypapo 6.3, 6.5 ®don kal gugratixd Tou nepiEKn
&MZMW&MZ! ml yudhvo giakibio Tanou | pe ubpogofin Em.mpmﬁ mlumuwn
kheigpiEvo pe ERDOTIKG Najia and BpuuoBoumAm Kai oppayiopa and ahoupivio e KItpIvo anoanwpevD kandki
and nokunponuhwm 3 mL yuahwo pioAisio Tonou | pe updpofin
e0WIEPIKN enwdhuygn kheiopévo pe ehaokd napa ond PpwpoPoutihio ko oppdyiope and ohoupivio pe
noptokaAi nnoannﬁym kandwi and nnlunpnnulimo Méyeflog ouokeunolog 1 qiokifio 6.6 IGiaivepeg
npo,uhim andppupng kai GAhog xetpropdg To Reblozyl npéner va avoouotofiel ehagpac npiv ond m
xnpm,nun Banpéne va anogelyetar n emBenki ovaxivnan. Avoolotaon tau npoidviog To Reblozyl nopéxerar we

Evn KOIG Yia npv and m xphon Kaid mv ovaatiotaon tou Reblozyl Ba npéner va

unnn-mpr(mnnc w0 6om.hnymé oxfipo |.|E Poon 10 owpoukd fapog 5.3 Npoxhivia Gebopéva yio v
Tofuxoinie poviic kot i { B\]unrMmI and enave\npPEVR Xapnynan wu luspa‘mrmpl

P

xpnmyunmmm pivow GBwp yia evioipa (WFI). Ba npéne va Bel 0 xaraMnog opiBpog gakibiaw ou
Reblozyl yio va enneuxBel n emBupnm 8éon. Nio wv oveolommon, npénel va xpnmpnnulenm elpiyya pe

oE entpoes, o kKo ap i 1bpi i onEpoy fiba, ouppopnon,
vérpuon f/kor evovpa v 0 KevOTOTiwy Kol
VERpUION, wuvﬂpm.mn Tou obevikod ﬂmpmmu Kk perwpéva fapn mpﬁm( Hat nvzupuvwv xoply mmum]
iotohoyma supipom Te apretéq pehTeg 0e enpieg Kat KoUVEMD onjiei: )ik napatipnon

onfofiwy uxpc.w,’nuﬁtmv (uuynepduuﬂuvupmw oV PEAETGIV VEQVIKIG Kal mnupuywxnc m{m{hmm) Ie
Evuv vEapo mlpu QUID OUOXETIOTNKE munuﬂulwuu JE oxnponopd véou oatod, fvwon kol pheypovii. H
pepfp A ki oe mibinkoug. TpdobBereg tofmaneg oe
mBikoug nepiehdpBavay: oyyelokd mwiuuw KoL pheyy Ginfinoei; ato xoposibéc nkéypa. Tm pehém
wEwdmiag & prviv, n pedém peyohitepng ﬁmpm:la: o0& mBrikoug, 1o eninebo oro onoio bev nopotnpRBnkay
avernBopnteg evépyereg (NDAEL) firav 0.3 ma/kg (0.3 popét nepraodiepa and v whvikn exBeon ota 1,75 ma/kg
ki 3 efbopobec). Aev evioniomxe NOAEL o empleg ki 1o xopnkotepo eninebo oto onofo nopampodvie:
avemBipnteg evépyeieg (LOAEL) omv 3-pnviaia pedémn empucv fitav 1 mg/kg (0.9 mopsc nepID0GIEPD ond v
whwikii éxfeon oo 1.75 ma/kg ke 3 efbopdbec). Koprivoyévean ko ev Exouy BieCaxfel
pedéteg olte  Kopkvoyéveang olte  petahhofiyé pe 10 luspatercept Awatohoywés wokonBeieg
napomnprifinkav oe 3 and toug 44 eniyveg nou efetdomkov omv opdba wynhdiepng Séong (10 ma/kg) omy
opiotkn peAm veovikng fkomiog. H eppdvion outwy Twv Gykwv og veapd Eoa sivar aouviBiom kar Bev
priopel vo onokAewotel n oxéon toug pe m Bepaneio pe luspatercept Im 66on wv 10 mg/kg, omv anoia
napamnprfnkay Gywor, 0 éxBeon onotehel noMamAdmoe mg ExBeong nepinou 4 popég enl g exmipcipEvng
txBeong oe khvikii Bdon 1,75 mg/kg kibe 1peg efbopadeg. Aev nopampriBnkav dAkec nohhanAaataoike n
npu~vsnn)-uu|.|unx£( ah\oihoeig nou va unuﬁi\Swml om0 luspatercept oe anotobinote eifiag, o GMEC pn kAviKE
EAETEG BiehxBnoay pe to | ? ept, oupnepthopPavopévng me pehéme & pnviov oe mbrikoug,
[mmnun.is pla pa\:m YOVIPOTNTOE OF ENMPOEC, N1 X0phynon Luspa!mcept ot Bribuka, oc Sooeig an.\orsp:c and
mv Tpéxauoa ouviataypevn ugnhdrepn avBpimvn Boon, peiwae Tov péoo opilBipd Twv WXpGVY BopaTicY, WY
epipuTELaTIV kat v Bioipwy epfpiov. Aev nopamphBnkav tétoln anoteAéopara drav n ékBean oe Zoa fitav
15 popéc peyahltepn and myv khvikh éxBeon 01 emfpdoeic om yovipémia oe Bnhukolig empdeg fav
avoatpégpeg PEG and e nepioba anobpopic 14 eBfopdbuy, H xopfiynon tou luspatercept o€ apoeviKko(c
empieg, oe booeig vynAdiepeg and my ipéxouvoa A L Hpa Boon Bev eixe B
EVEYEIEG 010 OPOEVIKG mnupnvuwm dpyava i oy \mvnmm muqm Zeuyaptovouy kot va napayouy Bibmpa
pbpua. H uginkdepn ddon nou Sokiyd 3 6 empieg anédwoe £xBeon nepinou 7 popég v
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aMnkeg BiaPoBpices yia my axpioig Boook .’ [g_1ov fBo_npEnel va
mmml ApuipEote 10 XpupuTIoTd KNGkt ano 1o gprakibio ko okouniote © endvi
WEpog pe éva akkookoixo povinkdaki. 2 Reblozyl 25 mg kivic yio evioo Sidhupa ﬂp‘uﬂﬂz‘mﬁ 0.68 ml. WFl o0
puokibia pe pin alpiyya pe kotiMnkeg ﬁluﬁuﬁpk}s;c pie pio fedéva va kareuBiiver 1 pon om iumgul)mnumpwn
okdvn. Aphats va napopsiver axivino yia éva kemd. Kafe quakibio povipous béong 25 mg Ba nopdoxer
toukdxioroy 0,5 ml wov 50 mg!mL luspatercept Rehlnmlﬁ_mud_mmmuw_ﬁuluu&ﬂpuuﬂwt 16mL
WFI ot puodibio pe pio olpyyo pe wowaMnkes biofoByioeg, pe pio Behdva va koteuliiver m pod om
Auotphanomnpévn owdvn. Agrote va napoyeiver oxivio yio éva Aemd. KaBe grodibio powipoug Sdong 75 mg Ba
naphoxer toukdxiotov 1,5 mL 1wy 50 mg/mL luspatercept 3. Anoppiipte tn Beddvo kar m olpiyya nou
xpnogononBnkoy yia my avaototoon. Mnv ug xpnowponoisite yo unobopio éveon. 4. Avabedore anohd 1o
piodibio oe kurkikh kivnon yia 30 Bevtepéhento. Dopotiome my ovadevon ko aphote o giodibio vo ool oe
katokopupn Béan yia 30 beutepdhema. 5. EA&yGie 1o quakiBio yio obidhum okdvn ato Bidhupo. Eav napompnlel
abidhumn owdvn, enovordBere 1o Bipa & péxpr va BoduBel nhipwg n okdvn. 6. Aviiotpéyte 1o pioAibio kal
opoPikiots anaka oe aveotpappévn Béon yia 30 Beutepdena. Enavagpépete 1o puakibio oty kataxdpugn Béon
kat ophote to va otobel yia 30 Sevtepdhenta. 7. Enavahdfete 10 Biya & entd einhéov gopég yia va Sioopakiorel
nnpng avoodotaon tou uAikod ong nAeupés ou gokiblou. B. EAéyEe onuka to ovaouotaBév Sdhupa npiv and
m xapfynan. Dtav ovapendel oword, w avaouotaBév fdhupa Reblozyl eivar éva Gxpopo éwg ehappax kitpivo,
Bouyéc éwg ehappug pibidov Bidhupo 1o onoio sivel anaMhaypive ond opatd Eéva owpatibio. Mnv
xpnogonoieite edv nopampodviol abidhuto npoidv i Eéva owpatibio. 9. Edv 1o avooucroBiév Bidhupa Bev
xpnotpononBel opéowg, A nopaypapo 6.3 yio ug ouvBikes polotng Kibie oxpnoiponolnio pappakeunkg
npoidv fi undAeippo npénel vo anoppimeral oUppWVa PE TG kaTA tanoug toxdouoe oxenkét Bideic 7.
KATOXOZ THE AAEIAZ KYKAD®OPIAE Celgene Furope B V., Winthontlaan 6 M, 3524 KV Utrecht , Dkavbia 8.
APIOMDI AAEIAT KYKAO@OPIAE EU/1/20/1452/001 EU/1/20/1452/007 9. HMEPOMHNIA NPNTHE
ETKPIEHZ/ANANENIHE THE ABEIAL Hpepopnvio npmng éykpiang: 75 louviou 2020 10. HMEPOMHNIA
ANABENPHEIHE TOY KEIMENDY 06/2020 Aentopepeic nhnpogopiec yio 1o nopdv gappaseutikg npoidv eivar
BiaBzopeg otov Siktuakd téne tou Eupwnaikot Dpyaviopod Doppdwuwy: hitp//www ema europa ey
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Bon@rjote va yivouv Ta gappaka mo acgalr Kat
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NV, Beerse, BEAyio, £ival o KATOX0G TN adetag KUKAopopiag v umedBuvog yia tmy KukAogopia tou
npoiovroc atny EAAada eivan n Janssen-Cilag ®appakeutikr A.E.B.E,
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NEPIAHYH TQN XAPAKTHPIZTIKQN TOY NPOIONTOX (ibrutinib) capsuies
ONOMAZIA TOY GAPMAKEYTIKOY NPOTONTOE: IMBRUVICA 140 mg oxkaod kgdwin. NOIOTIKH KA NIOZOTIKH EYNGEEH: Kae F ehirec i kard o ‘aoBeveiq pe
miepiéyet 140 mg ibnutinib. GAPMAKOTEXNIKH MOPOH: Zrnpé koario (reipinso), Aeswd obiogavic, oxlnpd kaar 22 mm ok b 10 umluﬂml
e bt sibr 140 mos e poopo peina. KAINIKEE NAHPO®OPIEE: Bepameuriki evei€erc: To IMERUVICA g Tugverya AvembopnTeC eve 0
Stome oo B  apro o M v it (NG To WEFLAICA i poipencs| o ot (lote:Babyol R &&L Bobmz3
priouEdny () obinutizumab eebebevumi wo T Beparicla ) npofpansupbv wn)lm aoBewln e ypévia Mepporurrapiie heyagda (XAN), Ta oIz v nopaoTiaz; Tokd ot Theapia® m 3
IMBRUVICA w ) 6 mn oot XA o ool oy Aoy 100 ITEpOU GRIVELTTIG) COTITDG 1
Mﬁmn\Mx\nm jla npanymwvn B.!pm[luTanJVﬂqun&pnmln w&hwm\«arqﬁ{pm[ﬂ o aofievdy e paxpoopaigeogia Tou heppan ol 15 3
M), uNigTov Bepanein, ﬁmmmm&wmvmunﬁmm umlnbmhmmm\\l;lm Tovit Tngapia” 1 3
ym:qwn—mauﬂnpuﬂm]’n LM!RLM{AB! m&mwhp[mum& yia 17 Bep l e WML A e Oupadolyafy 9 1
mwmmnnmmmmmmlimun TN TIOU REpidYY (Badoay 5t Johris Wort), i ol m I okifoba” 1 1
SR, IMBRUVICA. Exbixic o ha "‘““' “' 1 i b il Ty duyvic Noroeic and kpurmoxoken” <1 0
avagoplc oppayiac e aofevel; " Trautic Rosofei and Paeumacysts? 1 o
fooawa oupduara apoppayias, WWMW‘@IWW& mwmnmmmmvh&wm Bavarrypdpa, ounzpopfavoyivan Nolidbeic and uondpydie” <1 <1
n;;ﬁmmh;r. A pRopiin o ot s rapiv K Sev Bampénava yopnyotvial Enmveepponuégon g nnotinGo B <1 <1
JETD pfon e ap m o rT— 3 T
Mpﬁwm) wrﬁgpwu e to IMBRUVICA uiam o Kivbovo meﬂwwm Ygrharepos xivuvoc yia w-(ow uuappwiu ] tmodaud WM‘::M% s Mﬂ mﬁn&mmurﬁ‘ 4 <1
kol nopyoytes. AdRe e i avEivobe 10 o9 g arimmencc e avmareTohoic Bepoﬂern( nohimodeg) Koprivuyn and nhaxibec enfto 2 <
.miMaaum g ot birapay 0 2 = ]
Bnupbqui&nnpwlmmmwmm\ LﬂIMBHJVI(ABuwbwvnﬂcmm!uAunmmhﬁx?mwm i ; n 9
Iﬂnt"mmwmmmmmwhmmnppnrlmﬂwwmwmﬁwmumwmﬂuwmﬁvmnﬂnpmmm : - 1 "
hoevticp iy el Aruadotaon: ottt Aeudotanng ot voBevel oo thaBov Bepaneia 1 3
ja IMBRUVICA. O uxpho ot b o xukdopopia (> d) o iistvo xdvbuvo. EGerdone 1o evBgdie 5 4
Tpodwpiv¢ aweotalc tou IMBRUVICA. Or aoBievric Sa npdne vo anaval. Kopnyiote aywy, aup ik T <l P
‘ewbmian kav') Ty KUTTapopaeTIXTC aysylc, w; evbeinua. Pif omwic Ey o amhao peram & 1mw:panf‘m ;
e IMBRUVICA. H rrvdoaon my; vioou san o iéyefior Tou ambnydc B mpémerva mpooExTIK (., KM 661 mmmmnm 2 <
nEmmmmlMBﬂUWMmmlnmwmnmm Or aafieveic nou eprpavilouw dhyog 0T apioTepd v TETpITHOpI T Kotk pac f 010 [e——p—— o 7
Gkpa Tou Opou Ba npéne r\ptnamkm(nm beydyevo Bidywaong ping Tou omhawdc. Aswiobe NopampdBnxay hogsater; [ 7 1
onpaipiac, ov5 onpapin, i, 10yEvVEm 1) Yowioéeun) oe obevelc mou Eafav Bepanela pe id.cl,
iMWm&Wmunbwmhum{acsmwnmuzmﬁﬂnnmswm O nepiosdrepor aaBevei; e Bavampdpe; Mosbbe ey, anian,  Biarapiyl Tou vitipwed quoTijpmiog E CI‘
ouderzpanevia, mmacsamcm 1 TUEETO, ) QuaIodoy ! i EXETa0EC I hemoupylag, puberepomeva xal
Joikeic v Ba el e avehenic B¢ panei vwéwmmﬁmmwwmmnmwmwmwmc i <1
conie npaktié, o anfevel; o &mpéxuw wynha dviovn mlmhm&w ‘Erow ovapep hotpcofean, <1 <1
hopisEeiv and Preumocysts froved e 1 ypran tou ibrutinh, Avapepdévia <1 <l
nepoTaTIG M‘:rnuw punwawm Auluu&m E]uw auuxnml 13 mmm - exioe. Bxowy ovaptpfe meoramied rpoiodong <1 <1
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/ To @appako auté tekel unéd cupnAnpwpatikh napakoAoUBnen. Auté Ba ennpétpéuo YPRyopo npoadloplopd véwyv NANPoQopIWY ao@AAelag.
Znteftar and toug enayyehparieg uyelag va avapépouv onoleobnnote mBavohoyoUpeveg avemBUpNTeS EVEPYELES

BEPAMNEYTIKEE ENAEIZEIY!
To Daurismo evbeikvutal, o€ ouvbuaopd pe xapnin 66on kutapaBivng, ywa tn Bepaneio tng veodiayvwoBeioag de novo h SeuteponaBolg
ofeiag pueloyevolg Aeuxaipiog (OMA] oe evihikeg aoBeveig, ol onoiol Hev eival kataAhnAot yia eviatikn xnpeioBepaneio epoébou

IHMANTIKEE MAHPO®OPIEL AL®AAEIAL’

To Daurismo avievbeikvutal e agBeveig pe unepeuaioBnoia otn Spaotikn oucia f e KAMolo and 1a exboxa

Ebik£g npoeibonotnoelg Kat Npo@uAGEELS katd tn Xphon: EpBpuovikn-epBpuikn tofikétnta.

Ot nio ouxva (= 20%) avapepopeveg aveniBUPNTES EvEpyeleg o€ noBeveig nou AduBavav Daurismo fitav avawia (45,2%),
aipoppayieg [45,2%), epndpetn oubeteponevia (35,7%), vautia (35,7%), pewwpévn dpegn (33,3%), kénwon (30,9%), puikol onaopoi
(30,9%), 8pouBonevia (30,9%), nupetia (29,7%), Biappoia (28,5%), nveupovia (28,5%), 6uayeuoia (26,1%), nepipepkd oibnpa (26,1%),
Suokothdtnta (25,0%), koakd alyog [25,0%), e€avBnpa (25,0%) 6lanvola (25,0%), épetog (21,4%) kat owpatikéd Bapog Helwpévo
(20,2%). Ot mo guxva avagepopeveg aveniBUNNTEG EVEPYELEG Nou obnynaav ot Pelaslg tng 66ong oe aoBeveig nou AapBdvouy
Daurismo ftav ol puikol onaopoi (4,7%), n konwan (3,5%), n epndpetn oubeteponevia (3,5%), n avaipia (2,3%), n BpopBonevia
(2,3%) kat To naparetapévo Giaomnpa QT oto nhektpokapbioypdpnpa (2,3%). Ot nio ouxvd avapepopeveg avemBUPNTEG EVEPYELES
nou adhynoav oe pévipn Glakonn g 86ong oe aaBeveig nou AapBavouv Daurismo ftav n nveupovia [5,9%), n epnupetn
oubeteponevia (3,5%) kat n vautia (2,3%)

AOZOAOrIA KAl TPOMOZ XOPHIHIHL'
To Daurismo Ba npénet va ouviayoypageital and latpd pe epnepia atn XpRon avIIKapKIvIKmOY
(POPHAKEUTIKGMV NpoidvIwav f uno v eniBAewn autol. AocoAoyio: H ouviotwpevn 66on eival

100 mg ykAaobeykipnng pia popa npepnoiwg oe ouvbuaopd pe xapnAn Bdan KutapaBivng, ; f-\
H yrkhaobeykipnn 8a npénet va guvexiletal yia 600 Bidotnpa o aoBevig EXel KAWIKG GQEAOS. gl
IMa 1o nAnpeg keipevo tng Soookoyiag Kat Tou TpdNoU xopnynong oupBouAeuteite < DAU R I S M O

mv MNeplAnyn Xapaktnplotikay tou MNpoidvtog nou SlotiBetol ané tny £1atpeia g i g!asdpgib Ta ""’t"‘ \
1. Nepidnyn Xapakinplotikdy MNpoidviog Daurismo, 06/2020 L S 100 mg| 25my \

H ouvtetpnpévn Mepnyn Xapaktnpiotikay tou Mpoidvrog Snpoaiedetal oe GAAN ogAiba Tou napéviog

BonBnote va yivouv 1a gpappaxa mo aopakin kai 5 P
Avapépete
OAEEL us avemBUpNTEs EVEPYEIES YIQ i Zer
OAA 10 pappakn ) .
ZupnAnpavovtas mv «KITPINH KAPTA» PFIZER EAAAZ AE. A. Meooyeinv 243, N. Wuykd 15451, ABfiva, EAAGDa,

TnA. Emkowvwviag 210-6785800, Api8. .E.MH. 000242901000

PFIZER EAAAZ A.E. (CYPRUS BRANCH) Aewddpog ABahaooag 26, 2018 Acukwoia, Kinpog,
TnA. Emxowvwviag: +357 22 817690
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SYNTETMHMENH MEPIAHWH XAPAKTHPIZETIKQON TOY NPOIONTOZ
¥ To ¢papuake autd tedel und ouprinpupariki napakoiotBnon. Auto Ba ertpéget To YPIYopo MpooBloplopd véwy mnpodopiiv acpaieiag. Znreltal and Toug enayyehpatleg
uyelag va avapépouv onoleodNnoTe mBavoAoyoUUEVES avEMBUUNTES EVEPYEIES, BA. «AvemBuLnTes EVEQYEIES» VIO TOV TPOTIO avadopas averBULNTWY EVEPYELDY.
DAURISMO (glasdegib) ENIKAAYMMENA ME AENTO YMENIO AIZKIA 25 mg ka1 100 mg
ANTENAEIZEIZ: Yne peuaiofnoia otn SpacTiki ouoia 1y o kanolo and Ta ékdoxa. EIAIKEZ NMPOEIAOMOIHIEIZ KAI NPOOYAAZEIZ KATA TH XPHZH: EpBpuoviki-cyuBpuiki 108
k61NTa. ME Baon Tov pnyaviopd Spaons ToU Kal Ta eUpNaTa and HEAETES EUBPUOVIKNG-EUPPUIKAG ToEIKOTNTAG KaTd Ty avarTuén oe {ma, To Daurismo propel va MpOKAAECE! £
Bpuoviké-epPpuikd Bavaro 1y ooPapig Hopdfg ouyyeveic avwpahieg kara mm xoprynon ot eykioug. Ot Eykueg Ba MPENEL va EVIUEP@VOVTAL OXETIKA HE TOV BuvnTIKG KivBuvo yia
To EpPpuo. To Daurismo Sev MPEMeL va XPNaoNoLETal KaTa Tn SIGPKEIA TS EYKULOOUVNG KaBWG Kal 08 YUvalkeg TNG avanapaywylkig NAIKIAS, Xwplg mv Xphan avTioUAANNG.
H kataoTaocn mg kinong yuvaikov acBeviov oe avanapaywyikn nAkia 6a mpenet va empBefawvetat ipiv and v evapkn g Bepanelag pe Daurismo. Ot yuvaikeg oe avanapaywyikn
nhia Ba npenet va cupfouledovTal va xproyonololy NavTa anoTeAEopaTikn aviioUAANYNn kata tn Sidpkeia g Bepaneiag pe To Daurismo kat yia TouAdyiatov 30 NUEPEG HETA
mv TeAeutaia doom. Avipeg: H ykhaodeykium pnopel va umipyel oto onéppa. OL Gviped aoBeveig Je yuvalkeg ouvtpogoug Ba npenel va oupBouAedovTal GKETIKG JIE TOV EVOE-
XOHEVO KivBuvo EkBeong pEow TOU OTIEPPATOG KAl va XPNOILOTIOIOUV TIAVTG ANOTEAETUATIKT QvTIOUAATYN, oupmepthapBavopévou MpoduAaKTIKOU (HE OTEPUATOKTOVO, EAv eivat
B1a0£0110), aKOUN KAt HETA ard EKTOL TOU CTEPHATIKOU TIOPOU, YIA TNV anoTpor) TG £kBE0NG HIas EYKUOU GUVTPOGOU T JIag OUVTPOGOU OE uvumpu\,‘wvmz nhikia kata m diap-
keta g Bepaneiag pe To Daurismo kat yia Toukdxiatov 30 Nuépes peTd Ty TeAeuTala d6om. Edv pua yuvaika aoBeviig 1 ia olvTpodog dvipa aoBevols Peivel eykuog i unogialeTat
o elval Eykuog katd ) Bdpkela g Bepanelag pe to Daurismo fi kata ) Slapkeia twv 30 nuepdv HeTad Ty Tekeutala §60m, NpEnel va evnpepooet apéowg Tov enayyehpatia
uyeiag nou My napakohouBel. Me Baon Ta supipata and un KAVIKES NEAETES aoaieiag, ) ykAaodeyKium) £xet m SuvatommTa va emmpedoet T Actroupyia e avanapaywyng
otoug avrpeg. O1avtpeg Ba mpénel va C,nruuv OUpBOUAT) OXETIKA JIE TNV QTIOTEAECLATIKN Elampnm; NG YoVIHOTITag Mpwv and v £vapén e Bepancsiag pe Daurismo. Mapdraon
Ze Ja uxaleronpévn peAETn (Merén 1) aoBeviav pe OMA kai MAS (pughoBuanhactikd abvSpopo) unhol kivaivou iou £Aapav Bepaneia pe Daurismo pafi

He YaunAn d6om KutapaBivng évavt pévo xapnin doon kutapaBivn, avagépbnke HKIM pe mapatetapévo didomua QT BaBuol 3/4 oto 3,5% Twv agBeviv nou £AaBav Bepaneia
(e Daurismo pe xapnAn doon kutapafivng ouykpImika pe 1o 2,4% Twv acBevav nou thafav Beparela pe xapnAn d6an kutapapivng povo. Ga npénet va aflohoyoldvTal ot nAekTpo-
Alteg mpiv and v £vapEn tou Daurismo Touhaxiatov pla gopd v £BBOHASA Yia Tov TPWTO PAVa Kal KaTOTLY ia Gopd Tov piva yia 6An ) Sidpkeia g Bepareiag. Ot avwpakleg
OTIG TIHEG TwV NAEKTPOAUTAY Ba mpénel va diopBdvovTal. Ta ouyxopnyoUpeva GapuUaKeUTIKG TipoiovTa Ba Mpénel va afloAoyouvTal ©a Mpénel va eEETALETaL TO EVEXOUEVD
XPNONG EVaMAGKTIKWV OKEUQOPATWY YA GOpHAKEUTIKA MPOIOVTA MOU £X0UV YVWOTES dpacelg naparaong Tou QT f/kat toxupd Suvapikd avactodng tou CYP3A4. Oanpénel va na-
pakoAouBolvtal Ta HKI npiv and my évapén Tou Daurismo, nepinou pia sBﬁoudﬁu uz:'rd ™V £vapn kat katory pia $opd Tov piva yia Toug endpevous Blo wives, yia my aglo-
Abynon g mpdraong Tou QTe. Z& aoBevel e ouyyevég olvpopo pakpol diaotuatog QT, oupdopnTik kapdiakn avenapkea, NAEKTPOAUTIKEG avwiahie 1) oe dooug
AQuBavoUY GAPUAKEUTIKA MPOTOVTA HE YVWOTES ﬁpt‘malq mpﬁmcmq Tou QT, ouviatdral o ouxvi napaxkoioUenon pe HKI. To HKT 8a npénet va eravahapBavetal eav Bev elvat
q)umn)\o\[uco Ovavwuahieg Ba MpENEL va avTIPETWICoVTAl € Eykaipa kal Banpénetva eEeTdleTal TO EVOEXOHEVO TPOMOTIOMCE WY NG Soomg.

G, £ MeAém 1, mapatnprinkav puikol onaapioi oTo 22,6% Twv acBevav mou éhaPav Bepareia pe Daurismo pal pe xapnAf d6an kutapapivng cuyKpITIKG JE TO 4,8%
Twv aoBeviv ou EAafav eapum[n He xaunAn d6on kutapafime uévo. ‘OAot oL aoBevels nou Eekwvoly Bepanela pe Daurismo MPENEL va EVIHEP@VOVTAL YIa ToV KivBuvo averi8i-
HNTWV EVEPYEUDV TOU OXETICOVTAL e Toug leg. Mpénet va AaBouv odnyies va avadépouv eykalpwg Tuxov aveEnynTo puikéd movo, euaisénoia fy aduvapia mou apoucidZeTal KaTd
™ Blapkea g Bepaneiag pe Daurismo 1 eav Ta cupmTopaTa eppevouy Petd  Slakom) g Bepaneiag. Sa rpenet va AapBavevral ta enireda g CK opol npiv and mv évapln
Tou Daurismo kai 6noTe evBE(KvUTaL KAIVIKG ard auTo To onusto Kai énetra (. eav avagepBoly pumd oNueia Kl oUPMT@UATa). ZUVIOTATAL ) QVTIHETWMOT) TNG Weyaiou BaBuol
qu,nm]q g CK pe paon ta TpE)(OVTG TPATUTA TNG LATPIKNG MPAKTIKIG KAt 1) UHUOPGWON HE TIG avTIgToiXeg KAaTEUBUVTHPIES ebr]anq Bepaneiag. Ga npénel va akohouBolvTal ot
ouaTAgEIS TRoNoToINaMG TG S00Ng 1 6tha|pumq Negpikn dugheiroupyia. Ot uoﬂeveic; e Mpoiindpyouca VEPpIKT dudgAsroupyia 1 mapdyovTeg KIvaUVoU yia VEQPIKT BUTAEL-
Toupyia Ba npénet va napaxohouBouvrar oteva. Ga rpenet va ablohoyeitar n vepown Aetroupyla npw and my évapEn mg Bepanelag kat rou.\éxlu‘ruv pla popa my epdopada yia
Tov MpwTo pnva e Bepaneiag pe Daurismo. ©a Npénel va napakohouBolvTal ol NAEKTPOAUTES Kal 1) VEDpIKA AeiToupyia pia popa Tov unvu yia 6An T Sidpkela e Beparelag.
‘Exdoya. Avoaveéia ot AaxTddn Or aoBeveis pe ondvia kKAnpovepika npopAnuata éuocv:-:&lug e yakaxkTéln, ok averapkeia Aaktaang 1 duoanoppopnan YAukSIng-yaAakTéing
dev Ba npénet va Auf&wuv QUTO TO PAPHAKEUTIKO MPOTOV. MTEPIERTIKGTNTA OF VATPIo. AUTO TO GAPUAKEUTIKG Mpaidy nepiéxet AydTepo and 1 mmol vatpiou (23 mg) ava diokio,
Bnhadl ouolaoTiKa elval «eAe0Bepo vatpiour. ANEMIOYMHTEZ ENEPTEIEZ: ZUvoyn Tou npod(A aopdAsiag. To ouvorikd mpodiA aodaieiag Tou Daurismo BaoifeTat oe Sedouéva
and KAMVIKEG PEAETEG, oupmepthapPavopévng g MeAétng 1 oe 84 aaBeveig pe OMA (N=75) kat MAZ unhol kwvdivou (N=9). H &iaueon éxkBeon oto Daurismo oe 6Ac To oUvolo
dedopévwy ftav 75,5 nuepes. OLmo auyvd (= 20%) avadepdpeves avemBipm Teg evepyeleq oe aoBevelg mou AdpBavav Daurismo fitav avaiila (45,2%), apoppayleq (45,2%), epmi-
petn oudeTeporevia (35,7%), vautia (35,7%), Heiwpévn 0pekn (33,3%), kérwan (30,9%), puikol onaopol (30,9%), Bpopponevia (30,9%), upekia (29,7%), didppoia (28,5%), veupovia
(28,5%), duayeuoia (26,1%), MEpIDEPIKG 0idnua (26,1%), duakothidTnTa (25,0%), kolklakod akyog (25,0%), eEavBnua (25,0%) duomvoia (25,0%), £peTog (21,4%) kal owpatikd Bapog
HEWWUEVO (20,2%). OLTiO OUxXva avapepOUeves avermBUUNTES EVEPYELEG TIOU 0BNYN oAV OE PEWDOEIS TNG B00NG 08 aoBeveig mou AauPavouy Daurismo ftav ol puikol ormopol (4,7%),
N kowon (3,6%), n epmipe oudeTeporevia (3,5%), 1 avaiia (2,3%), n BpouBorevia (2,3%) kai To mapateTauéve Siaotnua QT ato nAekTpokapdloypagnua (2,3%). Oimo ouxva
avagepopeveg uvsmBupr]'rsq EVEPYELES TOU ubr]mcuv g poviun 6tuxm1r| g Boang oe aoBeveis mou happavouv Daurismo frav 1) veupovia (5,9%), n epmipetn oudeteporevia
(3,5%) kain vautia (2,3%). 0 Nivakag 6 mapouoialel TIg avermBUUNTES EVEPYEIEG TOU avadépankav e To Daurismo, Ot
avernBOpnTeq evépyeleg napatiBevral avd kamyopla/opyavikd olomua kat katnyopia ouxvammrag. Ot katnyopieg cuyvotitwy opifovral we eERG: Mo ouxvEg (= 1/10) kat GUXVEG
(= 1/100 £w¢ < 1/10). Evrog kabe vamyoplag ouxvoTTag, ol avemBuunTeg evepyeleq napatiBevial katd ¢pBivouca celpd auxvoTiTwy OAwv Twv BaBumv.
Nivaxag 6: AvemBUpnTEG EvépyEIeg Mou avapépBnrav oe KAIVIKEG HEAETEG

" , 'Ohoi o1 BaBpol s . ‘Ohot o1 BaBpol
:3;2;::‘”””“ :::;mup evas Zuyvérnra ‘Ohoi 01 | BaBpégz3 :z;:':::wnpwvm ::::"”"“M Zuyvémra ‘Ohkot o1 | BaBpég =3
Babpoi (%) (%) Badpoi (%) (%)
Aoip@Eeig kan Mveupovia MoAl ougvég 28,5 238 Aigrapayég Tou Navutia Moo ouxvég 35,7 23
NOpAOITOOES Ingapia Suyvég 59 59 YOOTPEVTEPIKOY glﬁpn(&% Eu;t} quvzl: gg.g ﬂ
i uoKOIMOTHTa oAU ouyvEg 3 ,

- Quashalug) kvt 89 Ll Kothiakb dhyog® Mokd ouyvée | 250 00
Aiarapayég Tou Avaia Mol ouxveg 45,2 41,6 ‘EpeETOg MoAl quyveg 214 23
arponoinTikod kai Tou | Epriupetn oudeTeponevial MoAl ouxvég 357 357 Zropariuda Zuyveg 47 0.0
Aepdikou ougTipatog | Gpopfonevia MoAl guyveg 30,9 30,9 -

Qudeteponevia Mokl guxveg 15,4 11,9 Aiarapayég Tou EEavenjat floAu OUW?Q 259 23

- - - Sépparog Kai Tou Ahwnexia Mol ouxvég 10.7 0.0
Alatapayig Tou Metwpévn bpetn Mol ouxvég 333 35 unodopiou 10Tol

eTafoAiopol Kai T
s pélli[:tq M ns Aiarapaxég Tou Muikol ormopoi™ Mol ouxvég 30,9 59
- HUOOKEAETIKOU ApBpahyia MohG ouxveg 1.9 0,0
Aiarapayég Tou Avoyeuoia® MoAl ouyveg 261 00 auaTpaTog Kai Tou
VEUPIKOU OUOTAHATOG QUVBETIKOU 10TOU
KapBiakig Naparerapévo Suyvég 8.3 35 Tevikég Siarapayéq | Konwan MoAt auyvég 309 142
Srarapayég Biaonpa QT oto Xal KaTaoTaoslg TG | Zwpatikd Bapog peiwpivo | Mokl ouyvég 20,2 23
nAektpokapdioypagnpa’ oBou yophynong Mupetia Mokl ouxvég 297 23
Kol\mm papuapuyi Tuyvég 71 23 Oldnya nepupepixd Mol ouyvég 26,1 00
Yy S payég leg MoAl guyvég 45.2 ne Napaxhivikég Ap1Bp6g alponeTahioy MoAl guyvég 166 16,6
Alatapayég Tou Alorvoia Mokl ouyveg 25,0 71 eEeraoeig HEwwpEVOG
avanveuoTikol Apl8uog Aeukokuttapwy | Mokl guxvég 154 130
ouaTApaTog, Tou HEWUEVOS
Bwpaka Kal Tou ApiBudg oudetepdbpihwy | Mohd guxvég 13,0 130
peooBupakiou Hewpévog

oH Bucvaudu nephauBével Toug napakdte TpoTiuGpevous dpoug: Buayeucla, ayeuoia. * To nopatetapevo Budatnua QT oTo nAekTpokapdloypddnpa mpu\upﬁdval TOUG NAPaKATW
TpoTIpGPEVOUS OpoUG: napateTapévo Biaopa QT ato nhektpokapdioypagnya, koakn Taxukapdia.* Ot aoppayies rEphapPavouy ToUg TAPAKATE MPATIAKEVOUG GpoUG:
METEXSLEG, EMOTAEN, HOAWNAG, adTwHa, evBokpavia aoppayia, topdUpa, aoppayia tou opbol, aoppayia Tou NPWKTOY, kXU WO, aoppayia TOU YaaTpeEvVTEPIKOU WAV,
ouhoppayla, alpatoupla, aoppayla, auoppayla Tou oTOPATOS, EYKEPAAIKN alloppayia, aoppay(a Tou emmedukoTa, BOAwNaS Tou opBaipol, alloppayia Tou odpBauoy, ya-
OTpIKN aoppayia, aarépeon, aiponruon, aipoppoidikn aipoppayia, aipdtwpa Mg Beong epdiTeUONG, pwAwmopog G BEong epdiTeUoNS, OrMOBONEPITOVAIKO AIHATWHA, UTIG-
paxvoedng aipoppayla, BpouBwTikn BpopBoKuUTTapOnEVIKN Moplpa, aijoppayia Tpaxeiag, apoppayia oupnBpag® To koakd GAyog MEphapBAvEL TOUS TPAKATW
TIPOTIUWHEYOUG GPOUG: KOIMAKA GAYOG, GAYOG Ave KOLMAKNG XWPag, GAYOS KATw KOMAKNAG Xwpag.® To eEavenua mepIAapBAVEl TOUG MapakdTw TPOTIRMUEVOUS 6poug: epUBnua,
Kvnopuog, Eﬁévenuu KNAIGDBEG sEﬁanpu knhidopaTidhdeq eF,c'wGr]uu Kvnopadeg efavinua. ° O1 puikol onaopol reprlapfavouy ToUG MAPAKATW MPOTIHMUEVOUS GPOUG:
aroUoIeg Puikég OUOTIAOELS, |ikol araopol, Huiké oI, HUOOKEAETIKGG TIdVOG, pualyia.

Muikol oragpol. I MeAém 1, uvuq;épennuv puikol omaopol (GAwv Twv Bueumv) ovo 22,6% Twv acBevav oto okéAog Daurismo
pall pe xapnAng d6ong kutapaBiv ouykpITikG Le 4,8% aTo okEAog ¥apnAng Soong kutapapivng pévo. Muikol cmouoi Babpot 3 ka1 4 nva@epenmv oto 4, 7% Twv aoBevav aro
oxéhog Daurismo paZ pe xaunng 6ong kutapapivn GuyKpTKa e Kavevav oTo OKEAOG XapnAfg 56ang kutapaping pove.

H avadopd mBavohoyoupevwy avemBiunTwy evepyeiby HeTa and m xopiynon adetag kukAodapiag Tou papHakeuTkol NpoiovTog eival onpavTik. ErTpénet T ouveyn napa-
KoAoUBNoM TS OX£0MC 0PEACUS-KIVBIVOU TOU papHaKeuTIkol npoldvTog. ZnTelTal ard Toug enayyeAuatieg uyelag va avadépouv onoleodnnoTe meavohoyol Leves averiBumTeg
evépyeieq peow: EANGSa: EBvikog Opyaviopog Gapudxwy, Meaoyeiwv 284, GR-15562 Xohapyog, ABrva, TnA: + 30 21 32040380/337, ©ak; + 30 21 06549585, latéTonog: hitp://www.eof.gr.
Kinpog: bappakeutikég Yimpeoleg, Yroupyelo Yyelag, CY-1475 Asukwola, ®af: + 357 22608649, lotdtonog: www.moh.gov.ey/phs. KATOXOZ THE AAEIAZ KYKAOGOPIAZ: Plizer
Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles, BéAyio. TOMIKOZ ANTINPOZONOZ ETHN EAAAAA: Plizer EAAGG AE., A, Megoyelwv 243, 154 51 N. Wuyiko, ABfiva, TnA.:
+30 210 6785800. TONIKOZ ANTINPOZQNOZE ETHN KYNPO: Pfizer EAAag A.E. (Cyprus Branch), Acwdpopog ABakdooag 26, Kthpio Ztedavr), 2% ‘Opogog, 2018 Acukwoia, Kinpog,
TnA.: +357 22 817690. APIOMOZ(01) AAEIAZ KYKAO®OPIAZ: EU/1/20/1451/002, EU/1/20/1451/004. HMEPOMHNIA ANAOEQPHZIHEI TOY KEIMENOY: 06/2020. AIANIKH KAl NOZO-
KOMEIAKH TIMH - EAAAAA: DAURISMO F.C. TAB 25MG/TAB BTx60 ot PVC/alu blister A.T.: 12.287,24 €, N.T.: 10.217,93 €, DAURISMOQ F.C. TAB 100MG/TAB BTx30 oe PVC/alu blister
AT.:12.287,24 €,N.T.: 10.217,93 € AIANIKH TIMH - KYNPOZ: O1 Tipég avapévovTal apows PETA v kataleon & oAoxkhipwan Twv S1adikactiv £ykeiang TIHAG

TPONOZ AIA@EZHE: Meploptopevn laTpIK ouvTayn and £B1KO 1aTpd kat napakoholBnon Kata m SiapKea TG aywyns.



MYLOTARG <

(gemtuzumab ozogamicin) for s Neuson

Add MYLOTARG®

POWER UP YOUR
AML TREATMENT ,

FOR LONGER REMISSION'

To MYLOTARG evéeikvutal yia 8epaneia auv&udouot'l ME Bgouvobouﬁmivn (daunorubicin, DNR) kai kutapapivn
(cytarabine; AraC) yia tn Bepaneia aoBeviov nAikias 15 €16V kal (vw, BN NPoBEPANEUHEVW®Y, HE de novo BETIKN
yia 1o CD3 3, o€eia puehoyevn Aeuxaipia (OMA) e€aipoupévns tns oEeias NPOUUEAOKUTIAPIKNS Acuxaipias.'

V To pappako autd TeAei uné oupnAnpwpaTikn napokoAouBnon. Autd Ba eqtpéPel o ypiyopo Npoobiopiapud vEwY NANPOPOPIWY AOPAAEINS. ZNTETOI AN TOUS ENayYEMIATIES UYEIas
va avagpépouy onoieobfinote niBavohoyoUpeves aveniBlpntes evépyeies.
MYLOTARG S mg K6vis Y10 nukvo okeUaoa yia napackeuf SiaAUpartos npos £yxuan.
©epaneia epobou: H ouviotwpevn 66on MYLOTARG eivai 3 mg/m?/66on (Ews tn péyiotn S6on evos piakibiou twv 5 mg) nou eyxUetal oe Sidotnpa 2 wpwv us Huépes 1, 4 kai 7 oe
ouvbuaopé pe DNR 60 mg/m?/npépa nou eyxuetal oe Sidotnpa 30 Aentwv and v Huépa 1 £ws v Huépa 3 kar AraC 200 mg/m?/npépa, pe ouvexn £yxuon and tnv Huépa 1 ws
v Huépa 7. To MYLOTARG &ev Ba npénei va xopnyeital katd t Sidpkeia tns Sedtepns Bepancias epodou,’!
Bepancia epaiwons: MNa acdeveis nou napousiaouv nhnpn Ugeon (complete remission, CR) peta v £godo, n onoia opiZetal ws Alydtepo and 5% BAOCTWY OE VOPPOKUTIAPIKG
HUEAG TV 00TWV Kal andAutos apiBpds oubetepdpirwy (absolute neutrophil count, ANC) peyoAltepos ané 1,0 x10° kittapa/|l, Ye apiBpé aiponetakiwv 100 x10°%/1 A nepioadtepa
OTO NEPIPEPIKG QIHA XWPIS PETAYYION, CUVIOTWVIO! EwS Kal 2 kUKol eSpaiwons pe evbogAePio DNR (60 mg/m? yia 1 npépa [npatos nukhos] it 2 npépes [Geltepos KikAos]) oe
ouvBuaopé pe evBo@AéRio AraC (1.000 mg/m?® ava 12 wpes. nou eyxueral oe Sidotnpa 2 wptv ané mv Huépa 1 éws tnv Huépa 4) pe evbophépio MYLOTARG (3 mg/m?/66an nou
£yxUETQl o€ BiGotnpa 2 wpav £ws Kai tn péyiotn boon eves giokibiou Twv 5 mg v Hpépa 1).!
la 1o nANpEes Keipevo tns Socohoyias Kal Tou tpénou xophynans cupBouleuteite v Nepidnyn Xapaktnpiotixkev tou Mpoidvros nou SiatiBeral and v eTaipeia.
AML: Acute Myeloid Leukemia.
1. NepiAnyn Xapaktnpiotikwv Mpoidvros Mylotarg, 11/2020.
H ouvtetpnpévn MepiAnyn Xapakmpiotikay tou Mpoidvios Snpooicletal o€ GAAN oehia Tou NApovIos.

PP-MYL-GRC-0008-FEB21

IHMANTIKEZ NAHPO®OPIEZ ALQAAEIAL': To Mylotarg ovievBeiKvutal 0£ NEPINTWOEIS UNepeuaioBnoias otn Spaatikh ouoia N o€ kKGNoio ond 1o éxdoxa. Ztn yehém Bepaneios
ouvSuacpol ALFA-O70 1, o1 KAIVIKG onpaviikés ooPapés aveniBOuntes evépyeies ntav n nnatotofikétnta, oupnepidapfavopévwy twv VOD/SOS, n aipoppayia, n coBaph heipwEn kai
1o ouvBpopo Alons Tou dykou. Ze pHeAETes povoBepaneias, o1 KAIVIKG onpavikes coPapés avemBOpntes evépyeies nepiehdppavay enions oxeUZOPEVES PE TNV EYXUCN OVIIBPACEIS,
Bpopfoncvia Kal oudeteponevia. O1 nio ouxvés avemBUpntes evépyeies (> 30%) otn peAétn Bepancias ouvBuaopol Atav n aipoppayia kain Aoipwen. Ie pehétes povodepaneias, o1
nio guxvEés avemnBOpnTeEs eVEPYEIES (> 3 nepieAapPavav nupeia, vautia, helpwEn, piyn, aipoppayia, £peto, Opopfonevia, kénwan, kepahahyia, oroparitda, Siappoia, KOIMAKG
dakyos ka1 oubeteponevia. O1 N0 guxv: > ) avenmBUpntes EVEPYEIES Nou odnynoav ot povipn Siakonn otn pehétn Bepaneias ouvbuaopol Atav BpopPonevia, VOD, aipoppayia kai
MoipwEn. O1 nio ouxvés (= 1%) aveniBUpnTes EvEpyEIEs nou obfiynoav oe poviun Blakonn ous peAéres povoBepaneias Atav Aoipw§n, aipoppayia, noAuopyavikh avendpkeia kal VOD.

BonBnote va yivouv 1a pappaka mo aogakn kai

A“"-‘_W"Pc“? . 'mai‘ PFIZER EAAAZ A.E. A. Meooyelwy 243, N. Wuyikd 15451, ABriva, EAMGSa,
OAEZ uis avem@upnes evépyeies yia Qd p Zey® T Enowwvias 210-6785800, A®. .E.MH. 000242901000

OAA wa pdppaxa PFIZER EAAAS A.E. (CYPRUS BRANCH) Aswdbpog ABakdooag 26, 2018 Ae
. .E. { / q A ¢ 26, 2018 Aeukwoia, Kunpog,
ZupnAnpavovras v «KITPINH KAPTA» Onc TnA. Enikowvaviac: +357 22 817690 ) PoPOg £ Pos
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QepameuTikég evaeitelg
To Polivy oe ouvSuaopd pe tn Bevdapouativn kal tn prrouEipdpnn evdeikvutal yia tn Bepaneia
viiNikwy aoBevov pe unotpomdZov/avBekTikd Bidxuto Aépdwpa and peyara B-kittapa (DLBCL),
ol onofor Gev £fval umoyndlol yia PETAHGOXEUON APXEYOVWY QINOMOINTIKWY KUTTAPWY.!

W To ddppake auté tedei und oupmAnpwpatikn napakohoU8nan. H avadopd mBavoloyolpevay avemBUpNTwy EVEPYEKIV PETA and T XopAyn
G8e1ag kukhoopiog Tou GUPLOKEUTIKOU MPOIGVTOS Eival onpaviikn. Emmpéner T ouvexr nopakoheuBnon g oxéong odErous - kivBuvou Tou
dappakeuTiKol MpoidvTog. Mpémel va yivetal avapopd Twv avemBUunTwy evepyeidv. O avemBUPNTES EVEPYEIES MPEMEI Va avadEpovial atn
Rache (Hellas) A.E. Mapakaholpe emkovwvniote pe tn Movada @appakoemaypinvnong tng Roche (Hellas) A.E,, eite anootéMavtag e-mail
(hellas.drugsafety@roche.com), eite TnAeduvikeg (+30 2106166100).

POLIVY 140mg

Kovic yia nukva okedaopa yio apaokeur SiaAlpatog mpog yxuon

Tpémog 81d8£0Ng: Me nepiopiopévn IaTpIKA cuvTayn:

Mavo yia voooKOPEIGKN xprion and yiaTpd pe katdAAnAN eibikeuon kal epneipia

Nepioodrepeg mAnpodopieg SiatiBevial amd Tov Katoxo Adeiag Kukhodopiag ® v
Q1 mo ouxva avadepdpeves AE (230% ohwv Twv Babutv) oe aobeveis nou I o L I v I

£haBav Bepaneia pe Polivy oe ouvBuaoyt e ER ftav avaipia (53.8%), X .

oudeteponevia (53.8%), Bpoyponevia (48.7%), mepipepikn veupomaBera (43.6%), | T b d t

Giappoia (38.5%), vauria (30.8%), kénwan (35.9%) ko mupekia (33.3%).° pO a uzuma Ve 0 In
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WV To @dppako autd TeAei umd cupTIAnpwpaTkh TapakoAouBnarn. Aurd Ba
ETITREWE! TO Ypriyope TTpoodioplopd vEwY TTAnpogopiwy acgalsiag. Zneital
aTTo TOUG ETTaYYEARATIES UYEIQS va ava@épouy oTrolEaddnToTe mMBavoloyoUpeveg
avemBopnTeg evépyeieg. BA. Tapdypago 4.8 yia Tov TpoOTIO avagopdg
avemBUPNTWY EVEPYEILIV.

Polivy 140 mg K6VIG Yiat TUKVS oKeUaopd yid TTapaoKeur SlaAlparog mpog
£yxuor. Kovic yia TTUKve OKeUaopa yia Trapaokeur) SiaAlparog mpog Eyxuon
(x&VIg yIa TTUKVO oKelaoua).

Acukn éwg uttoAeukn Auogihotrainuévn raoTta. 2. NMOIOTIKH KAI NOZOTIKH
IYNOEIH: Kdfe qiaAidio TuKvoUu OKEUAOUATOG yia Trapaokeun diahlparog
Trpog Eyxuon TepiExel 140 mg polatuzumab vedotin. Meta v avaguotaon, kaBe
mL mepigxer 20 mg polatuzumab vedotin. To polatuzumab vedotin eivai éva
oufeuypa QVTICWHATOG-PAPHAKOU  TIOU ATIOTEAEITAl ATIO TOV  QVTIPITWTIKO
Trapdyovra povopeBuhaupioTarivn E (MMAE), opoloTrohikd cudeuypévo pe éva
HovokAhwvikd avTiowpa évavr Tou CD79b (avacuvduaopévn avBpwtroToinyévn
avogoogaipiviy G1 [lgG1], mou mapdyetal oe kiTTapa woBnkng Kivelikou
KpIKNToU pE TexvoAoyia avacuvduaopévou DNA). Ma Tov wARpen Kardhoyo Twy
exdaxwy, BA. rapdypago 6.1. 4.3 AvrevSeifeig: YepeuaioBnoia otn SpacTiki
ouoia | o Kamolo amd Ta éxkdoxa Tou avagépovral oTnv Tapdypago 6.1
Evepyég ooBapég Aoipwéeig (BA. apdypago 4.4). 4.4 EISIKEG TPOEIGOTIOINOEIG
Kal TPOQUAGEEIS KaTd Tn Xpron: Ixvnhaoipdtnra: Mpokepévou va BeATiwdei n
IXvNAQOIPOTTa Twy BIOAOYIKWY QUPHAKEUTIKWY TIPOIOVTWY, To dvopa Kal o
apiBpég Trapridag Tou opryoUpevou papudkou Ba TTPETTE! va KaTaypag@ovTal He
cagrveia. MugAokaraoToAn: Exer avagepBei cofapr kai Bapidg popehg
oudeTepoievia kal epTUpeTn oudetepomevia oe aoBeveic Tou Aapfdvouv
Beparreia pe Polivy amd tov mpwio kidAag kukho Beparreiag. MMpoguAakTikh
Xopnynon TrapdyovTa SIEYEpong ATTOIKIWY KoKKIoKuTTapwy (G-CSF) amaimiénke
Kard My kAwviki avamtugn ko Ba mpémen va efertaleranl wg evdexopevo. Me To
Polivy pmropouy emiong va Tapoudiaatolv BpopBotevia fj avaipia BaBuou 3 f 4.
Mpiv ammé kaBe doon Polivy Ba Tpémel va TTapakoAouBouvTdl of YevIKES eEETATEIC
aipatog. lNa aoBeveic pe oudetepotievia kai BpopBetevia BaBuou 3 n 4 Ba
TIPETE! va EEETAZETAN TO EVOEXOUEVO CUXVOTEPNG EPYOCTNPIOKT|C TTapakohou8nong
ke kaBuaTeproewy 1 opioTikng Siaketig Tou Polivy (BA. Tapdypago 4.2),
Nepigpepikn veupomraBeia (MN): Mepipepikn veupoTdBela éxel avagpepBsi oe
acBeveig TTou EAaBay Bepatreia pe Polivy aTro Tov TpWwTo KIdAag KUKAO BepaTeiag
kal o kivbuvog autdvetal pe nig Biadoyikeg dooeig. O1 aoBeveig pe TTpolTapyouoa
NN pmopei va mapoucidoouy embeivwon g mabnong autig. H NN Tou éxer
avagepBei ot Bepameia pe Polivy eival wg e 1o TAeioTov aigBnmikn NN
QoTooo, éxouv emiong avapepBei kiviTikr kel aig8nmikokivTike MN. O aoBeveig
8a mpémel va TapakohouBolvral yia oupttwpara NN émwe umraioBnoia,
uTrepaiofnoia, Tapaiobnoia, duoaioBnoia, veupotraBnmikd dhyeg, cictnua
kalogou, puikn aduvapia r diatapayrn padioparog. O1 aoBeveis Trou TTapoumadouv
vea n emdeivwpévn NN ptropei va xpeidlovial kaBuatépnon, Peiwon Tng d6ong fy
opioTikr] Siakomry Tou Polivy (BA. Tapaypago 4.2). Aoipwéerg: Zofapéc,
ameiAnTkég via TN fwrj rj Bavatngopeg Aolpweelg, oupTEpIAapBavopEvwy Twy
eukaipiakwy  Aolpwéewy, oOmwg N Tveupovia (oupmepidapBavopevng TG
TIVEUHOVIGg aTié pneumocystis jirovecii kal Aoy JUKNTIGOIKWY TIVEUHOVILV), 1
Baxktnpiaipia, nanyn, n Aoipwén amé éprnTa Kai n Aoipwén aTmo KuTTapopeyaloio,
éxouv avagepBei ot acBeveig Tou AapBavouy Beparreia pe Polivy (BA. Tapdypago
4.8). ‘Exel avagpepBi emravevepyotroinan AavBavouowy Aoipwiewy. O agBeveic
Ba TpETel va TapakoAouBolvTal oTevd Katd Tn Sidpkela g Bepateiag yia
onueia BakInpIakwy, PUKNTAoIKWY f loyeviy Aoipwiewy kai va avainrolv
larpikfy oupBouln edv epgavioToUv OnuEia Kal cupTTwpata. Oa TIPETTEl va
eferadetan To evdexopevo avmAoipwdoug TpoguAaing ka'oAn T Sidpkeia
Bepareiag pe Polivy. To Polivy & 8a Trpémel va Xopnyeital Trapoudia evepyoug
ooBapng hoipwéng. To Polivy kai ooiadrmoTe cuyxopnyoUpevn XnpeioBepareia
Ba TpéTer va SIakGTITOVTAl OPIoTIKG ot aoBeveig TTou Trapouoidlouv cofapig
Aopwterg. log tne AvBpwmiviis Avoooavemdpkerag (HIV): To Polivy Bev éxel
aflohoynBei oc aoBeveic pe HIV. IXeTikd pe Tn) ouyXopriynon e avaoToAeic Tou
CYP3A4 BA. mapdypago 4.5. Avooomoinon: EpBohia Tou TrepiExouv {WVTES i
fiovteg adpavotromuévoug pikpo-opyaviopolg dev TrpéTiel va  xopryouvTal
Tautaypova pe T Bepatteia. Aev £xouv SieayBei pehéteg o€ aoBeveig TTou EAaBav
TpoogaTa epfoMia pe {WvTEG Hikpo-opyaviopoug. Mpeiodoa moAusoTiakn
AeukoeykepaAomadeia (MM1A): MNpoioloa TTOAUETTIOKT AsuKkoeykepaAoTIaeia
(NNA) éxer avagepBei ot Bepareia pe Polivy (BA. Tapdypago 4.8). O1 agBeveig
Ba mpéTer va TrapakohouBolvTal oTEVA yia VEEG 1 EMGEIVOUPEVES VEUPDADYIKEG,
YVWOTIKEG 1] OUUTIEPIPOPIKES pETaBohég Trou utrednAwvouy MMA. To Polivy kai
omoiaSATIoTE  Cuyyopnyouuevn XnueioBepareia Ba TpEmEl va SiakaTTovial
Trpoowpivd eav mBavoloyeital MIMA kai opioTikd eav n Sidyvwaon emiBefaiwBel.
ZouvSpopo Auong rou oykou (TLS): O aoBeveig pe uywnAd @opTio Gykou Kai
Taxéwg Tolathaoialopevo oyko pTTopei va diatpéxouyv aufnuévo KivBuvo TLS.
Ga mpémel va AapBavovtal Ta katdAAnAa pETpalpoguAdlelg, olppwya PE TIG
TOTTKESG KaTeuBuvTripieg obnyieg Tpiv amo Tn Bepatreia pe Polivy. O1 agBeveig Ba
TPETTEl va TrapakoAouBolvTal oTevd yia To TLS katd 1 Siapkeia g Bepaneiag
pe Polivy. Zxeni{opeveg pe mv éyxuon avridpdoeis (IRRs): To Polivy ptropei va
mpokaréoer  IRRs,  gupmepihapBavopévwv  cofaplyv  TIEPITITWOEWY.
Mapatnprénkav kaBuoTepnuéveg IRRS, Ewg kal 24 wpeg petd ) Afjyn Tou Polivy.
‘Eva avTiotapiviko kai Eva avTiTTupeTike Ba TpETel va xopnyouvTal TTpIv ammo Tn
¥oprjynon tou Polivy kai ot aoBeveig Ba TIPETTEl va TapakoAouBouvTal TIPOTEKTIKG
kaf' oAn ) Sidpkela Tng Eyxuong. Edv eppaviotei pa IRR, n éyxuon 8a pémel va
SiakoTrTeTal kal va Eekivd katahAnAn atpiki Siaxeipion (BA. Mapdypago 4.2)
EpBpuikn rofikornra: Baocel Tou pnyaviopold dpdong Kai P KAIVIKWY HEAETWY,
70 Polivy ptropei va eival emPAaféc yia To £ufpuo otav xopnyeital o £ykuo
yuvaika (BA. apaypagpo 5.3). O EyKueg yuvaikeg Ba TPETTEl va EVIHEPLIVOVTTI
ava@opika pe Tov Kivbuve yia Tto éufpuo. Ing yuvaikeg aoBeveig oe
avamapaywyiki nAkia Ba  TPETEl va OuvioTdTal VA XPnoIpoTrolody
aTroTEAECATIKA avTiIocUAANyn karda Tn Sidpkeia TG Bepatreinag pe 1o Polivy kai yia

TouhdyioTov 9 prveg HETa Tnv TeAeutaia doon (BA. Tapaypago 4.6). Ztoug avdpeg
aoBeveic pe yuvaikeg ouvipdgoug Ot avamapaywylkf nAikia Ba mpémel va
ouVICTATal Va XProlpoTTololv aTmeTEAECHATIK avTioUAANYN katd Tn Sidpkeia TG
Bepareiag pe 1o Polivy kai yia ToukdyioTov 6 priveg petd v TeAeutaia doan (BA.
mapdypago 4.6). Fovigornra: Ze pn xAivikég peAETeg, To polatuzumab vedotin
£xel 0ONyNoEl g TOEIKOTNTA TWY OPXEWY Kal YTTOPEI va ETMPEACE! TNV avopikn
avarrapaywyikn Aeioupyia kai ) yovipornra (BA. Mapdypago 5.3). g ek TouToU,
yia Toug avdpeg Tou Aapfdvouy Bepareia pe To Polivy ouviotaral va Siatnpouvral
kal va armoBnkevovral Seiypara omépparag Trpiv amo T Bepameia (BA.
Tapdypago 4.8). HAIKiwpévor: Atré Toug 173 aoBeveig Tou éhaBav Bepareia pe
Polivy ot peAérn GO29365, 95 (55%) rirav nAikiag =85 etwv. O1 aoBeveig nAikiag
2685 etwv epgavioay apiBUNTIKA uWnAOTEPN CUXVOTNTA EHQAVIONG ToBapwyv
avemBounTwy evepyeiwv (84%) oe oxéon pe Toug acBeveig nAikiag <65 erwv
(53%). O1 khivikég peAETeg Tou Polivy Bev TrepigAafayv emapkn apifpéd aoBeviv
nAikiag 265 eTwyv yia va kaBopioouv eav avTamokpivovTal SIaQopETIKG aTro Toug
veoTepoug acBeveic. Hraroro§ikornra: Zofapd TEPIOTATIKA NTTATOTOLIKOTNTAG
Trou uTrodnAwvay narokuTtapikn BAdRn, cupmepiAapBavopévwy Twy augnoewy
Twy Tpavoapivaowy kall i TN xohepuBpivng, Exouv TTapouciaaTei ot aoBeveic
Tou EAafav Beparreia pe Polivy (BA. Tapaypago 4.8). MNpolndpyouca nmankn
vooog, augnuéva nmamnkd éviupa katd TNV évapén Tng Bepameiag kai
ouyyopnyoUHEVa QOPUAKEUTIKA TTpoidvTa PTTopei va augfaouv Tov kivluve. Ta
nrranka éviupa kai To emmimedo xohepuBpivng Ba TpETTel va TrapakohouBouvral.
ExGoxa: Autd 10 QUpHAKEUTIKO TTPOIOV TTEPIEXE! AlyoTepo atrd 1 mmol varpiou
(23 mg) ava doan, eival dnAadn ouociaoTika “eAedBepo  varpiou”. 4.8
AveIBOPNTEG EVEPYEIES: [TepiANYn TOU MPORiA acg@dAeiag: MNa 1o Tpoypappa
kMhvikiig avamtugng Tou Polivy cuvolika, éva exTippevo auvoho 588 aoBeviov
Exouv AdPer Polivy. O1 avemBopnreg avndpdoeg pappdkou (ADRs) mou
TEplypd@ovial oty Tapdypago aut Owamotwlnkav kard T didpkea
Beparreiag kat TapakohouBnong acBeviv pe DLBCL mou eixav umoffAnBei oe
Bepareia oTo TTapeABov amé v eykpimkA KAk dokipry GO29365. Ze autolg
oupTepiAapBavovral aoBeveig eigaywyikig @dong (n=6) kol TuyaloTIoINpUEVOL
aoBeveig (n=39) o1 omoiol tAaBav Polivy ot ouvbuagpd pe Bevdapouarivn kai
priouipapTn (BR) ouykpimikd pe Tuxaioroinpévoug aaBeveig (n=39) rou EAafayv
povo BR. O1 tuxalomoinuévol acBeveic ato okéhog Bepameiag éAapav Sidueco
apiBud 5 kukhwy BepaTeiag, £vi) ol TuXaioTroMPEvol agBeveic oTo OKEAOg
oUykpiong éhapav Sidpeco apiBud 3 kUkAwv Bepameiag. O o ouxvd
avagepopeveg (2 30%) ADRs ot acBeveic Tou EAafav Bepareia e Polivy oe
guvbuaopo pe BR ftav avaipia (46.7%), SpopPorrevia (46.7%), oubetepomevia
(46.7%), komwon (40.0%), Sidppoia (37.8%), vautia (33.3%) kai Tupegia
(33.3%). ZoPapic avemBUPNTES EVEPYEIES ava@epBnkay aTo 27% Twv aoBeviv
mou EAaBav Polivy ouv BR, o1 omoieg mepieAdpBavay eptripern oudeTepomevia
(6,7%), Trupegia (4,4%) kol Trveupovia (4,4%). O1 ADRs mou odrynoav oe
SiaxoTn Tou o¥nuarog Bepateiag ot >5% Twv acBevwy fTav n BpopBomevia
(8,9%) kai n oudetepomevia (6,7%). KardAoyog twv ADRs amé TiS KAIVIKES
Sokipés umo poper) mivaka: O1 ADRs mapatiBevral Tapakdtw ava Kammyopial
opyavikd clotnya (SOC) kai katnyopieg ouxvotnTag, clUpgwva Pe T Bdon
Sedopévwy MedDRA. H avrioToixn karnyopia ouxvotnrag yia kdBe avemBiunTn
EVEPYEIO TOU pappdkou Bagiletal aTnv axohoudn cupBacn: oAl ouxveg (21/10),
guxvég (21/100 ewg <1/10), 61 ouxveg (= 1/1,000 éwg < 1/100), omavieg (=
1/10,000 £wg < 1/1000), okl omravieg (< 1/10,000). Ze kdBe opdada cuyvotTag,
o1 avemBupnTeg avdpdoEig TTapouciafovial pe Oeipd PEIOUpEVTC ooBapaTnTag.
Mivakag 4: ZOvoyn Twv ADRs Tou TapoucidoTnkav ot aoBeveis He
utrotpotridadov f avBekTiké DLBCL, o1 otroiol éAaBav Bepameia pe Polivy
oe guvBuaogpo pe BR

AOIPWEEIS KOl TTAPACITWOEIS

Trveupovia®, Aoipwén amo 16 £prrnTa®, Aoijwén Tou

MoAU guyvé 3 7 A
XVES QVWTEPOU AVATIVEUGTIKOU GUOTAHATOG

ZUYVEG onyaiyia, hoipwén amo kuttapopeyakoio

AlaTapay£G TOU QIHOTTOMTIKOU Kal TOU AEPPIKOU TUTTHHATOS

EUTTUPETN ouBETEPOTIEVia, OUBETEPOTTEVIa,

MeAl myyves BpopBomevia, avaiyia, AeukoTievia, AeppoTevia

ZUXVEG TTAVKUTTQPOTTEVIa

Alarapayég Tou peTapoAIcpoU Kal Tng BpEéwng

uTrokaAlupia, uTraoBeoTiaipia, UTTOAEUKWATIVaIlid,

MoAu cuyveg peiolvn Bpetn

AiaTapayéc Tou VEUpIKOU OUOTIHATOG

TEPIQEPIKT VEUPOTIABEID, TIEPIPEPIKT IoBNTIKR

MeAgiauxvés veupotraBeia, {aAn

Zuyveg Siatapayn oo Badioya, Tapaionoia, uTraioBnoia
OgBaApikég Alatapayig

Zuyveg |Opuur| Baun

AlaTapay£g TOU QVaTTVEUCTIKOU OUCTHPATOC, TOU BUWPaKA Kai TOU
pegoBwpakiou

MoAl ouyveg Brixag

ZUYVEC TIVEUHOVITIBO

Alarapayég Tou yaoTpeVTEPIKOU

Siappoia, vauTia, SuokoIMIGTNTa, EYETOG, KOINIGKS
AaAyog, dAyog Avw KOIAIKAC XWpadg

Alarapayég Tou SEPPATOS Kal Tou UTTOoB6pIoU IoToU

MoAl ouyveg

[NoAl cuyveg |Kvncruég
AlaTapay£C TOU PUOOKEAETIKOU CUCTAHATOG

ZUXVEG ] apBpahyia

TevIKEG SlaTapay£C Kal KATAOTAGEIS TG 060U Xopnynong




Mokl guyvig ‘ kotrwaon, Tupetia, eEaoBevion, piyn

MapaxAivikég e§eTdoElg

Mohd guyveg awpaTiko BApog PEIWPEVO

Tuyvéc g:rincn Tpuvcru!.nvacrng Araon augnuévn,
PuogaTAIpIx

KOakwaoelg, SnANTNPIGOEIC KAl ETNITTAOKEG BEPATIEUTIKWY XEIPITHWY

MoAd guyvig [oyenfopevee pe Ty Eyxuon avnidpdoeic?

“ADR ouoyendopevn pe Bavaoiun ékBaon - F Opidetan wg dAeg o1 avemBupnTeg
avTidpdoEig TTou avapépBnkav we OXETICOPEVES HE TN BEpaTTeia TG HEAETNG EVTOG
24 wpwv a1mo v £yxuon Tng Bepameiag

‘Ox1 ouxveg, aTTavieg Kai Tohl otravieg ADRs: kapia

Mepiypagn eMASYUévIWY aVEMBUUNTWY avTISPAOEwWY QapydKkou: Ero
okéAog Tou Polivy ouv BR, avagépBnke oudetepotrevia BaBpou 3 i uyniatepou,
Bpopporrevia kal avapia oto 40%, 37,8% kai 24,4% Twv aoBevwv, aviioToixa.
MueAokaraoroAn: To 8,9% Ttwv aogBeviov oto okéhog Tou Polivy ouv BR
diekowav 10 Polivy Adyw ouBetepoTieviag OUYKPITIKG pe To 2,6% Twv aoBeviov
oto okéhog BR o1 omoiol Gigkowav T Bepateia Adyw oudetepotreviag. Ta
oupBavia Bpopforreviag odnynoav oe Siakorr Beparmeiag oto 11,1% Twv
aoBeviiv oto okéhog Polivy guv BR kai ato 5,1% Twv aoBevwv oTo okéhog BR.
Kavévag aoBeviig 8e digkowe Tn Bepareia Adyw avaipiag 1éc0 oTo okéhog Polivy
ouv BR doo kal ato okéhog BR. lMepigepikn veupomra@eia (MN): o okéhog
tou Polivy ouv BR, avagépBnkav MN BaBuou 1 kai NN BaBpou 2 oto 26,7%
kai 1o 13,3% Twv agBevav, avriaToixa. Iro okéAog BR, avapépBnkav oupBavia
NN BaBpou 1 xai MN BaBuou 2 oto 2,6% kai 10 5,1% Twv aoBevay, aviioToixa.
Aev avagépBnkav oupPavra NN BaBpou 3-5 olTte oo okéhog Polivy ouv BR,
ouTe oTo okédog BR. To 2,2% Twv aoBeviv Sikowe Tn Bepatieia pe Polivy Adyw
MN xar oTo 4,4% Twv aoBeviv peiwdnke n doorn Tou Polivy Adyw MNN. Kavévag
aoBeviic oTo okéAog BR St Bigkoye T Bepanieia Adyw NN, odTe utripte peiwon
Tng B6ang Aoyw MN. Z1o okérog Polivy ouv BR, o &idpecog xpovog exdniwang
Tou Tipwrou oupBdvtog NN fArav 1,8 pAveg, kal To 61,1% Twv aoBeviv pe
oupBdvra NN avégepay utoxwpnon Tou oupBdviog. AolHwEers: NoIpwEEig,
oupTepihapBavopévng TG TVeupoviag kal AAhwy e1Bwv AoipwEewy, avagepBnkay
oto 53,3% Twyv aoBevisy oTo okédog Tou Polivy ouv BR kal oto 51,3% Twy
aoBeviov 010 akéhoc BR. 10 akéhoc Tou Polivy ouv BR, copapéc AoipwEei
avagepbnkav oTo 28,9% Twy aoBevay kal Bavatneopeg Aoipweelg avapépbnray
o1o 8,9% Twv acBeviv. 10 okédog BR, cofapég Aoipwéeig avagpipBnkav oTo
30,8% Twv aoBeviv kal Bavamngopeg Aoipwéeig avapépdnkav ote 10,3% Twy
acBeviiv. ‘Evag aoBevrig (2,2%) oTo okéAog Polivy ouv BR Bikoye Tn Bepameia
Aoyw Aoipwéng ouykpimka pe 5,1% Twv aolevwv oto okéhog BR. Mpoiotvoa
moAueoTiakn) AeukoesykepaAomadera (MMA): ‘Eva mepiatankéd MMNA, 1o omoio
frav Bavatneopo, TTapoucidaTnke ot Evav acBevr) Trou EAafe BepaTeia pe Polivy
ouv BevdapouaTivn kal opmmvouTtoufoupdpTrn. O aoBevig autog eixe uTrofAnBei
OE TPEIG TIponyoUpeves ypappés Bepareiag mou TepihdpBavav avm-CD20
avriowparta. Hrarorofikornra: e ma dhn peAETn, Suo TepioTanikd cofaprig
nTratoTofIKeTNTAG (NTTaTokuTTapIkA BAGRN kai nraTikhg oTedTwon) avagepBnkay
Kkai fjTav avaoTpéyipa. FaoTpevrepikn TodikoTnTa: TupBavia YaoTpPEVIEPIKAS
TogikdTnTag avagépBnkay ato 80,0% Twy acBeviv oTo okélog Tou Polivy ouv BR
CUYKPITIKG pE To 64,1% Twv aoBeviuv aTo okéhog BR. Ta mepioodétepa oupfdvTa
frav BaBpou 1-2, evy ouppdvia BaBuol 3-4 avagéplnkav ato 22,2% Twv
aoBeviv oTo okéhog Tou Polivy ouv BR ouykpimikd pe 12,6% Twv aoBeviv oTo
okehog BR. Ta ouxvoTepa cupBavia yaoTpevIEPIKAG TOSIKOTNTAE fTay n didppoia
ket n vautic, Avagopd miéavoAoyoUuevwy avemBuunTwy evepysiwv: H
avapopd TBavohoyolpeywy avermBUpnTWY EVERYEIWY PETA amd T xopnynon
adeiag KUKAOMOPIag Tou PapUPAKEUTIKOU TIpoiGvTog eival anpavnkr. Empéme
TN guveyn Trapakohoudnon Tng OXEONS oQEAOUC-KIVBUVOU TOU QUPUAKEUTIKOU
TrpoidvTog. ZNTEITaN aTo TOUg ETTayYYEANATIES UYEIQS va avagépouy oTToIECBATIOTE
TrBavohoyoUpeveg avemBUPNTES EVEPYEIEG (BA. AETITOPEPEIEG TTOPOKATW).
Komrpog: @appakeuTikég YTnpeoieg, Ymoupyeio Yyeiag, CY-1475 Aesukwoia,
®at: + 357 22608649, lorotoTrog: www.moh gov.cy/phs

EAAGBa: EBvikag Opyaviopog Pappdkwy, Megoyeiwy 284, GR-15562 Xohapyog,
ABrva, TnA: + 30 21 32040380/337, ®ak: + 30 21 06549585, |aroToTrog: hitp://
www.eof gr

10. HMEPOMHNIA ANA@EQPHEIHZ TOY KEIMENOY: 16 lavouapiou 2020

Me wepiopiopévn 1atpikf] cuvtayn: Movo yia voookopeiakn Xpfion amo
YIaTpo pe kardAAnAn eiSikevon kai epTEipia






