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W To péppioxo ourd 1EAEL und oupinAnpuyionisd napaxohadinan. Aud Bo enirpéipes tov oxd npoadiopuyit viun
nAnpeOpLLN GURAAEIDG, ZITEITDL NG Toug ERaYYEAPETIES Tou Topés TG uyetovajiwic neplBahymc va svegépouy
onotcadfinore niBovaAayoupEves ovERIBUNTES CvEpyeies.



Moplaka Ltoxeupévwv &

’] 00 me EMnvIKAG ka AleBVOUG Etatpeiag
VTGOl ECatopikeupévwy Bepaneiwv

XAIPETIXMOZX IMPOEAPQN
OPTANQTIKHX K EMIXTHMONIKHZ ENITPOINHX

Ayarmntol 2uvadeidol, Oikeg kat Oidoy,

Me Slaitepn xapd oag avakowwvoupe tn Ste€aywyr tou 100u Tuvedpiou TNC EANNVIKAC Kot
AleBvolg Etalpeiog Moplakd XTOXeUHEVWY EEQTOUIKEV UEVWY OEPATIELWY UE BEUA: JTOXEVUUEVES
AvoooBeparneieq oe oupnayeic kakonBeleg kat ta Highlights in Molecular-Oncology and
Immuno-Oncology, ®€to¢ AOyw TWV UYELOVOWKWY ocuvOnkwy, Ba mpayuatonotnBet
Stadiktuaka otig 07 kat 08 Maitou 2021.

To Juvédplo Slopyavwvetal amd tnv EANnvikn kat Alebvn Etatpela Moplakd ITOXeUUEVWY
E€atopikeupévwy Oepanelwyv (E.A.EM.Z.E.Q.) kat TeAel umo tnv alyida tng Etalpeiag
Oykoloywv MaBoAdywv EAGSag (E.O.M.E.), Tng Emotnuovikng Etatpetag Qottntwy latpikig
EANGSag (E.E.O.1.E.), tTng EAAnviknc Etatpeiag AktivoBepameutikrg Oykoloyiag (E.E.A.O.), Tng
AKOZ Kapkivog Oepamneia Zwuatog & Yuxng, tng EAAnvikAG Etaupeiog Emiotnpovwy —
Epyalouévwv AktwvoBepaneiag (E.E.E.E.A.) kaBwg kal Tng EAAnvIkN ¢ ETatpeiag Oykoloylag
Jtopatog (E.E.0.2.).

Y710 2uvEdpLo Ba culntnBouv ol véeg e€elifelg oTnv Avooo-Oykoloyia Kot 6Toug cUVEUAGHOUG
TOUG UE TIG 2ToXeUEVEG Bepameieq. Highlights Ba eival n mapoucioon anoé toug kk. JEROEN
ADEMA, NooloVAa Tlewpylo kot KwvotavtouAdkn [lavieAry Twv TPOOTTIKWY TTOU
napouactalovral pe TNV HEBodo NGS - Next Generation Sequencing - oTnv eUPECN LOPLOKWY
Blodektwy MpwLNg Stayvwong, BEPATEVTIKAG QVTILETWITLONG Kal aAAayng Bepameutikol
T(PWTOKOAAOU o€ Tepinmtwon epdaviong drug-resistance.

H Mevetikn Tautonoinon tou oykou pe t uebodo Twv Yypwy Blotwyv — NGS - propet va pag
odnynoeL oe cuvduacopoUlG AvoooBeparmelag kal SToXeUUEVWY Bepamelwy, SnAadn oTo 1oaviko
BepameUTIKO pHoVTEAD TG IATPIKHE tng AKPIBEIAZ - PRECISION MEDICINE - yla Tov k&Be aoBevn
EexwploTa.

Ya¢ Kahwaoopiloupe 0To 10° ZUVESPLO pag Kat euxopedBa eLOSWON TWV EPYACLWY TOU Juvedpilou
pag en’ wdehela NUWY AAA kal Twv acBevwy e CUUTIAYELG KakorBeLeC.

O Mpoedpot Tng OpyavwTikng & EMoTnoVIKAG ETitportig

. ®. Zapéing ®. Zayoupn
Mpodedpoc E.A.E.M.Z.E.O E. Mpap. EAEMIEO
Ermotnuovika YrievBuvog, AvarA. KaBnyntpta
AleuBuvtrg OykoAoyikng Movadag, latpikng ZxoAng E.K.M.A,,
IN.A. «IrmokpdteLlo» I.N.A. «A\e&avSpa»

L1oxeupéveg AvoooBepaneieg o aupnayeic KakoNBeLeg
aua Highlights in Molecular-Oncology and Immuno-Oncology

H



katta Highlights in

2Toxeupeveg AvoooBepaneieg Molecular-Oncology and
0€ OUMNAYEIG KOKONBELEG Immuno-Oncology
ALoKNTKO ZupBoUALo OpyavwTtikr) Emutponi
E.A.E.M.Z.E.O. , .
© Npoedpot: JopueAng .
Emtitipa péin: Armand J. P. Zayoupn @.
Giaccone G. A - y o
Zwypddoc T, VTunpoedpog: Lavvapoc O.
, , MéAn: BoAtéag 2.
Npoedpog: JapeAng . il © reou:,’
Ekpektioylou K.
Avtunpoedpog: Mavvapog 0. Makpavtwvakng .
. TloBdpag A.
Fev. Mpopparg: Makpavtwvakng [.
Ei6. Fpappatéag:  Zayoupn O.
Tapiog: BoAtéag 2.
MéAn: Exuektloylou K.
TloBapag A.
Emiotnpovikn Emttponi
Npéedpol: YauéANg I, Zayoupn O.
Avtunpoedpol: Makpavtwvakng [1.
MéAn: Ayyehdkn . Makpavtwvakng I1.
Ayyelomoulog A. Mapwakn M. OZ .
ApdaBavnc A. Martotakou O. 8 Qe
BakaAng =. Mrnapumouvng B. é; E
BapPakapng K. Mrmaparovkog A. a g
<
Baothewadng B. NacloVAag . i)
BoAtéag 2. NwknTa A. E g
Ikoyka E. NwoAdtou - FaAitn O. g Al
Aplkoc A. Manayswpylou A. Qo g
5
Expektloylou K. Peumehdkog A. A=
. . 3=
Zayoupn @. Japavtag E. 8 A
Zadelpdkng A. Yuplyog K. = a
Zwypdadoc T ToutouZacg K. >
Qeodwpou A. Toutoulag K. g %
Kapapoulng M. TpadaAng A. g)%
Katowxn A. Towoudng K. 8 m
Kevtenolidng N. Opaykid - TolBou K. % %
KwvotavtouAakng M. Xaoann B. g %
N
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Odinodog 1-3 & Mapdadpopog ATTikrig Odou 33-35, 15238 Xahdavdpt

TnA.: 2107488821, Fax: 2107488827, info@winmedica.gr, www.winmedica.gr
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Accord Healthcare S.L.U.
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Y1oxeupéveg AvoooBepaneieg
0€ OUMNAYEIG KOKONBELEG

EMIXTHMONIKO MNPOIrPAMMA

napaskeyd 07 Matou 2021

katta Highlights in
Molecular-Oncology and
Immuno-Oncology

15:00-16:00 AvocoBepancia o€ Zupnayeic Oykoug (Dottntég latpikrg)
Npoedpelo: . ZapéAng, @. Zayoupn, K. BapBakdapng
15:00-15:10 AvoocoBeparmeia 0To HeAdvwHQ I. NoAuxpovidou
15:10-15:20 AvoooBepareia o€ kapkivo HooTtol A. ManavikoAdou
15:20-15:30 AvoooBeparmneia og kapkivo mveuova M.E. AiBavou
15:30-15:40 AvoocoBeparnela og Kapkivo OTOUAXOU A. MianA
15:40-15:50 AvoooBepareio 0g KapKivo TIAXEOG EVIEPOU - TIAYKPEATOG M. Nemnovn
15:50-16:00 AvoocoBeparmeia og Kapkivo vedpou - oupodoxou KUOTNG A. Mavta
16:00-17:00 NoonAsutikh - Wuylatpikn ZTipLén AcOevwv
Mpoedpeto: A. Niknta, K. EKLeKTIOYAOU, =. BakAaAng
16:00-16:20 Oykohoyikr) voonAeuTikn ppovtida otnv emoyr tng
MNavénuiag A. Kaoolavou
16:20-16:40 Wuylatpikn otrpLEn oyKoAoyKwWY aoBevwv 0. Adopdlng
16:40-17:00 Wuxoloylkn OTrPLEN OYKOAOYLKWY aoBeVWwY E. Ztapov
17:00-18:00 Oral Supportive Oncology Care. Today’s Progress z
and Innovation S .
Chairs: D. Papageorgiou, O. Nicolatou a <
X
17:00-17:18 Oral toxicity/complications in bone targeting agents E,; E
and/or immunotherapy O. Nicolatou a3 g
17:18-17:30 The contribution of digital health in the prevention and E i)
management of oral toxicity /complications in cancer, =Y 9
CureCancer tool D. Galiti g A
17:30-17:42 Oral Health during Cancer Care: Interprofessional ;O g
Education Project. From NIH & NCI Statement, m3
USA (1989) to FDI (2021) Courses M. Lavdaniti 2 ;
P= N
17:42-18:00 Panel Discussion and Questions: lhsane Ben Yahya, Amanda Psyrri 2 A
a8
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2 Nexavar

(sorafenib) tablets

Mpwv ) owvtayoypagnan oupBouleubeite v
Mepinwn Twv Xapakmpiotikiov Tou Mpoidviog.

Kdroyocg g adelag kukhopopiag:

Bayer AG, 51368 Leverkusen, [epuavia
Tornikog aviinpoowog Tou Kardyou adelac
Kukhogoplag atmyv EAAGSa: Bayer EAAGG ABEE
Zwpou 18-20, 151 25 Mapouar,

Torkde avTiMPOoWTIOS TOU Katdyou ddelac
KukAogopiag amy Kirnpo:

Novagem Ltd, TnA:00357 22483858

Tpnua Ermommpovikic Evnugpwanc
TnA: +30 210 6187742, Fax: +30 210 6187522
Email: medinfo.gr.cy@bayer.com

BonBnore va yivouv To appaKa mo 00Qan Kol
Avagepere
OAEZ i avemBupnTES EVEpYEIES Yia
OMA 10 pappoKa
ZupmAnpwvovtag v «KITPINH KAPTA»



G , katta Highlights in
Ltoxeupéveg AvoooBepaneieg Molecular-Oncology and

0€ OUMNAYEIG KOKONBELEG Immuno-Oncology

napaskevd 07 Matou 2021

18:00-19:00 AvocoBspanceia os Kapkivoug Oupomotntikol
Mpoedpelo: A. PepneAdkog, A. ApSapavng, A. AyyeAOTOUAog

18:00-18:20 AvoocoBeparneia o€ Ca vedpou X. MdpkeAAog
18:20-18:40 AvoocoBeparneia oe CA oupodOXoU KUOTEWG N. BoAakdkng
18:40-19:00 Juvbduaocpol Bepamnelwy oe oppovodvtoxo Ca mPooTaTn A. T{oBapag

19:00-19:30 AwdAsppa

19:30-20:30 NGS ko latpikn Tng AKpLBeiag
Mpoedpeto: I. ZapéAng, I. NaotoUAag, M. KwvotavtouAdkng

19:30-19:50 O POAog tou NGS otnv mpwipn dtayvwaon, otn Bepameia
KoL tnv €EALEN TNC vOoOU M. KwvotavtouAdkng

19:50-20:10 Enabling comprehensive genomic tumor profiling J. Adema

20:10-20:30 Yypég Bloieg. Mia TexvoAoyLKr TIPOKANGN O GUUTTAYELG
OyKoUG I. NaoloUAag

20:30-21:00 TeAetr Evapéng / Xaipetiopoi

A. Katowxn

Mpoedpog Etalpeiog AKOZ Kapkivog Oepameia Zwuatog & Wuyxng
0. NwoAdrou - FaAitn

Mpoedpog A.Z. EMnvikn¢ Etatpeiag OykoAoylag ZTopatog

. MrmAétoa
AleuBuvTtpla Epeuvntikol & Alayvwotikol Kévipou tou EAANvIKoU
AVTIKOPKLVIKOU IVOTITOUTOU

=. BakdaAng

<
Mpoedpog A.Z. EM\nvikng Etalpeiag Emiotnuovwy - Epyalopévwy S -
AktvoBepareiog 5
X

K. BapBakdpng r?,; E
Mpoedpog ¢ Emtotnpoviknc Etatpeiag ortntwy latpikrg EANASag a g
(EEO.LE) X B
B. KouAouAioag -E‘ §
Mpoedpog A.Z. EMnvikn¢ Etalpeiag AktivoBeparmeutikng Oykoloyiag g A
1. MrtoukoBivog ;O g
Mpoedpog A.2. Etatpelag Oykoloywy - MaboAdywv EANGSag (E.O.M.E.) m3

<
®. Zayoupn ? §
Mpoedpog OpyavwTKAG & EMLoTnUOVLKN G Etporni LA
AvarA. KaBnyntpla latpikng 2xoAng E.K.M.A., I.N.A. «AAe€avEpa» 5 3
r.®. Zapéng >
Mpoedpog OpyavwTikAg & EmLotnovikng Emtponnig & %
Mpdedpog EAANVIKAG Kat AteBvoug ETatpeiag Moplakd STOXEUUEVWY § )
& E€atopikeupévwy Oeparnewwy (E.A.E.M.2.E.0.) gn\

M
K. Towoudng 23
KaBnyntrc Kapdtoloyiag latpikrg 2xoAng E.K.M.A., AleuBuvtrg latpikng g é
Yrinpeoiag, M.N.A. «Irmokpdtelo» g a

N



ONCOLOGY

THE FUTURE BEGINS.

la neploobtepeg nAnpopopieg anguBuvBeite onv Etaipeia LO/ADV_Blank/02-2019 CONVEY

(C|D) . OAPMAZEPB - AIARY A.E.B.E.
150 . EBvudic OBou ABnvav-Aapiag, 14564 Kngioid THA.: 210 6294600 Fax: 210 6294610
OAPMAZIEPB info@lilly.gr www.lilly.gr



X1oxeupéveg AvoooBepaneieg
0€ OUMNAYEIG KOKONBELEG

naraskev (07 Matou

katta Highlights in

Molecular-Oncology and
Immuno-Oncology

2021

21:00-21:30

Evapktripta OpAio
Mpoedpeio: . Zayoupn, I'. ZapéAng, M. MakpavIwVAKNg
Ol ouvéneleg Tng Mavénuiag COVID - 19 otnv

OyKOAOYLKI) dpovTida 1. MrtoukopBivag

saseato (08 Madiou 2021

09:00-10:00 AvoocoBeparneia cto MeAdvwpa

Mpoedpeio: A. Mrtadalovkog, H. ABavaoiadng, K. Dpaykid - Toifou
09:00-09:20 T[podulaktikn Bepamneia oto otadio Il A. Kavalourtitn
09:20-09:40 uvduaopol avoooBepamelag Kal GTOXEUUEVWY

BepamelwV 0TN UETOOTATIKA VOGO A. Kopoylavvog
09:40-10:00 NGS — Mpwipn Stayvwaon f/kaL BepameuTikdg alyopLBog A. Toavtikidn
10:00-11:00 AvocoBepancia oe Kapkivo Nveupova

Mpoedpelo: 2. AyyeAdkn, E. Zapavtdg, B. BactAetddng
10:00- 10:20 AvoocoBepareia oe NSCLC M. KanapéAou
10:20- 10:40 AvoocoBeparneia og SCLC I. Mouvt{log
10:40-11:00 NGS - Mpwin Stayvwon r/kat Bepameutikog akyoplbpog  E. MamadomolAou
11:00-11:30 AlGAELppa
11:30-12:30 Kapkivog Maotou

Mpoedpeio: I. Zwypadog
11:30-11:50 Y71ép TNG OYKEKTOUNG - LOOTEKTOUAG LETA ATTO

TIPO EYXELPNTLKA XNHELOBEpameia N. MiaAomnoulog
11:50-12:10 KQTtd TNG OYKEKTOUNG — LAOTEKTOUNG LETA ATt

TIPO EYXELPNTIKA XNHEOBepameia A. KoM
12:10-12:30 OepamMeVTIKOG AAYOPLOUOG O oppovoeuaiobnto

LETAOTATIKO KapKivo HaoTol Q. Ooté

T oYodojy

33 % AMA3NN3XO0L
3 SN0AG31Y 10Y SUMAUYYT SUl O|dVANAT <01

6 AMA3rin3Mfoin

s

AO3LDJ3
Soi3diny
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A X
OPDIVO. + YERVOY *

(nivolumab) (ipilimumab)

Mpwv tn ouvtayaypdgnan oupBouleuteite mv MeptAnyn Xapakmplotikwy Mpoidviag now diatiBetal and tov Katoxa abelag kukhowoplag Katdnv altNoEwWS

Bristol-Myers Squibb A E nthots va yivooy Ta @d o aopaki Kin
!Il 3 . w  Amkng 49-53 & Mponovtifog 2, TK. 152 35 Bpi\noota, Atikn ) Avagipere
\ I Bristol Mye rs Sqmbb T8 43883 - Bpidaota, TK. 152 03, Atk OREE e svenspuses st o

Tnh. 2106074300 & 210 6074400, @af 210 6074333 Znunknpo')mv;m; :ﬁ?rmnu KAPTA»

ApiBpée I'.E.MH 7453401000

7356GR2100922-01



G , katta Highlights in
Ltoxeupéveg AvoooBepaneieg Molecular-Oncology and

0€ OUMNAYEIG KOKONBELEG Immuno-Oncology

saseato 08 Mdiou

12:30-13:30 Avocobspancia os Kapkivo Mactou
Mpoedpeilo: M. Kapapoulng, B. Mnapunoivng, M. Mapwakn

12:30-12:50 AvoocoBeparneia o€ TPUTAG apvNnTIKO KapKivo LaoTou E. Zkapéa

12:50-13:10 Neotepeg e€eifelg oTOUG poplakoug BLodelkTeg yla
TOV KOPKIVO paoTol/wobnkwv: amd ta povhnpn yovidla
(PIK3CA) éwcg Tn yevwuikn aotdBela (HRD) I. XpiotonoUAouv

13:10-13:30 Juvduaopodg avooobepameiag — aktivobeparmnelag.
Neotepa Sedopéva A. Tpyag

13:30-14:30 Moapevépyeleg AvoooBepaneiog
Mpoedpeto: B. Xaodnn, A. Katowyxn, A. Tpadalng

13:30-13:50 An6 TV MAEUPA ToU SEPUATOAOYOU A. Tolakou
13:50-14:10 A6 TNV MAELPA TOU AKTIVOBEPATTELTI— OYKOAOYOU Z. KaAaitin
14:10-14:30 eVIKOTEPEG MAPEVEPYELEG avoo0Beparelag E. MapaykoUAn

14:30-16:00 Meonuppiv Atakonn

16:00-17:00 Kapdio — OykoAoyia
Mpoedpelo: K. Towoudng, K. Tovtoulag, A. Apikog

16:00-16:20 Kapdloto&kdTNTA OYKOAOYIKWY DapUAKWY N. Galacowou
16:20-16:40 [poAnwin n/kat avaotpodr kapSLOTOEKOTNTAG HUE TO
cardioxane O. Téyog
16:40-17:00 Neotepa Sebopéva otny kapdlo-oykoloyia M. ApakomoUAou
17:00-18:00 AvocoBepanceia o€ Ca FoTPEVIEPLKOU ZUGTHLOTOG OZ
Mpoedpeto: K. Toutoulag, A. Ocodwpou, . Matoildkou ° 3
(@] o
17:00-17:20 AvoocoBeparela g Kapkivoug yaoTPEVTEPLIKOU CUOCTHLATOG 2. [2
(koA00PBLKOG, OTOUAXL KTA) M. A. NanaBgodwpidn MZ
17:20-17:40 ToTuUKA TPOXWPNUEVOG KOPKIVOG TIAYKPEQTOG. % g
XnueloBeparneia r/kat xelpoupyeio A. Xpovag < g
17:40-18:00 NGS — Mpwiun Stdyvwon /KoL BpameuTIKOG aAyOpLOUOG 23
OTOV TTAYKPEQTIKO KAPKIVO M. NwoAdou § a
22
;a2
18:00-18:30 Aopudopikn AlaAeEn Sponsored by %Win[ﬂgqjcg Q=
Mpoedpeio: M. BacAapatlig . - er
OepameuTIKES ETAoyEg aTov Tomikd MpoxwpnuUeévo n A 5
Metaotatiko HR+ & HER2- Kapkivo Tou Maotou. >
To 6610 TG DouABECTPAVTNC A. Aquntptédov 2 %
3
18:30-19:00 AwdAe€n DA
Mpoedpelo: A. Zadelpakng 9 ra”
JTOXEUUEVEG PASLOTIEMTISIKEG Bepameieg otnv oykoloyla I. Aupolpng E é
ea
<A

l
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pharma
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A. Kngioing 274, 15232 Xakavdpl, ABiva
Tnh.: 210 8771500, Fax: 210 6896619
e-mall; info@genesispharma.com
www.genesispharma.com



saseato 08 Maiou

19:00-19:30 AwdAsippa
19:30-20:00 AwdAeén
Mpoedpelo: X. Nanadnuntpiov
OpopPomnpodulaln o cupmayeig Oykoug N. TooukaAdg
20:00-20:30 Aopudopikn AtdAegn sponsored by ‘t@WQ
Mpoebdpelo: I. BoAtéag
METAOTATIKOG KapKivog pHaoTtol: O pdAoG TNG
XnueloBepamelag, TNV Moy TwV OTOXEUUEVWY
Beparnelwv kat tng AvoooBepareiac. ®. Matoldkou
20:30-21:00 Aopudopikn AtaAeén Sponsored by @p zer
Mpoedpelo: K. Zupiyog o
CDK4/6 avaotoAeic: KAvika Sedopéva kal KAWIKA
npaktikr otov HR + / HER2 - mBC ®. Zayoupn
21:00-22:00 Closing Ceremony Lecture
Chairs: G. Samelis, F. Zagouri, P. Makrantonakis
New advances in Immuno-Oncology in lung cancer G. Giaccone
. , , <
22:00 ARén Luvedpiov o _,
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IBRANCE Y
palbociclib

= H AYNAMH THX
EMIMNIZTOXYNHX

otn Bepansutikn entAoyn acBevwyv
pe HR+/HER2- mBC'

v K\vikfi AnoteAeapatikétnta'™
v’ Aebopéva Khvikng Mpaktikng®’
v/ Aebopéva ékBaong ané avagopég acBevav (PRO)?
v KaBiepwpévo Mpo@il AopdAeiag''0"
v/ "Evag ouviotwpevog éAeyxog napakoAoiBnong*’

v/ Mia kdyoula, pia popd ™ pépa’

To IBRANCE, 125mg pia popa tnv nuépa yia 21 pépeg oe kikAo 28 nuepyv [oxnpa 3/1), evbeikvutal ywa tn Bepaneia Tou Tonikd
npoxwpnyévou n Jetactatikol Kapkivou Tou paotoy o onoiog eivatl Betikég otoug oppovikoUg unodoxeig [HR) kat apvntikog otov
unoboxéa tinou 2 Tou avBpwnwvou embeppikol augntikol napdayovra (HER2):

- 0 guvbuaopo pe avacTtoAéa TNG apwpardong

- oe guvbuaopd pe poulBeatpdvin oe yuvaikeg nou éxouv AaBet nponyoUuevn evbokpivikn Bepaneia

Ze npo- h nepl-epunvonaualakég yuvaikeg n evbokpivikn Bepaneia npénet va ouvbudletal pe LHRH aywwiath.'

Ia 1o nAnpec kelpevo e Soaooyiag kat Tou tponou xoprynons cupBouleuleite v MepiAnyn Xapakmpionkwv Tou Mpoioviog nou SiatiBetar anc v eralpeia.

IHMANTIKEL NAHPO®OPIELZ ALOAAEIAL

To Ibrance avrevbeikvutal oe nepintwoelg unepeuaaBnaiag otn Bpactikh cuocia A oe kdnoto and ta ékboxa, KaBwg kal oe aoBeveic ot onoiol AayBdvouv okeudopata

nou neptéxowv unepike/Bohaapexopto (St John's Wort). Ot mio ouxvég avemBUpmeg evepyeteg (= 20%) onoloubnnate BaBuod nou avagépBnkay ot noBeveig nou ehaBav
palbaciclib oe tuxaionoinpéveg KAVIKEG HEAETEG hTav oubeteponevia, AowEEig, Aeukonevia, kdnwon, vautia, atopatinda, avapia, Sidppola, ahwnexio kot BpopBonevia.

Ot nwo auxveg (= 2%] aveniBupntec evépyeieg BaBpol = 3 tou palbaciclib fitav oubeteponevia, Aeukonevia, AowEeig, avapia, au€npévn aonapukn apvatpavagepdon (AST],
kOnwon Kal auEnpévn apvatpavepepaon g ahavivng (ALT).

“TpEnet va exteAeitat TANPNG atPaTOADYIKAGG EAEYXaG Npwv and tnv Evapgn tng Bepanciag kat kKatd vy évapEn Tou kaBe kUKo, kaBwg kat v Huépa 15 tev nptwv 2 KikAwv Kol 6nwg
evBelkvuTal KAvika.

LHRH = opudvn aneAeuBépwang g wxpivotpénou opudvng. mBC = petaoratikdg Kapkivog Maotou

1. IBRANCE, MepiAnyn Xapakmpiouxdyv Mpoiéviog 11/2020. 2. Rugo H, el al Breas! Cancer Res Treal. 2019,174(3):.719-729. 3.
Finn RS, et al. N Engl J Med. 2016,375(20):1925-1936_ 4. Cristofanilli M, et al. Lancet Oncol. 2014;17(4):425-439. 5. DeMichele A, et BonBiiats va yivouv ta pappaxa nio acahi kar
al. SABCS 2019, Poster P1-19-02 6. Waller J, etal. J Glob Oncol. 2019 May.5. J601800239 7. Taylor-Stokes G, et al. Breast. 2019 Avagépere

Feb; 43:22-7 8. Harbeck N, et al. Ann Oncol. 201;27(6):1047-1054. 9. Rugo HS, et al. Ann Oncol. 2018,29(4):888-894. 10. Dieras V, QUEE us avs i RERS sVEpYEss yiu

OAA 10 pappaka
et al. J Natl Cancer Inst. 2019;111(4):419-430. 11. Verma S, et al. Oncologist. 2016;21:1165-1175. EupnAnpavoveas tn «KITPINH KAPTA

H ouvterpnpévn MepiAnyn Xapaktnplotikay tou Mpoidvrog Snpooiederal oe aAkn oehiba ou napéviog

’ PFIZER EAAAZ A.E. A. Meooyelwv 243, N, Wuyikd 15451, ABfiva, EAAGSa, TnA. Emkowvmviag 210-6785800, Ap. I.E.MH. 000242901000
Zer PFIZER EAAAZ A.E. (CYPRUS BRANCH) Aswoopog ABaldooag 26, 2018 Asukwola, Kinpog, TnA. Emkowvwviag; +357 22 817690

Oncology

PP-|BR-GRC-0074-FEB2]



ZYNTETMHMENH NEPIAHWH TON XAPAKTHPIZTIKQN TOY NMPOIONTOZ

W To papuako autod Tehel unb ouprinpwpatiki napakchetBnon. Auto Ba emTpéel To ypRyopo npoabioploud vEwy mAnpodopidy aodakeiac. Znteltal and Toug emay-
yehparleg uyeiag va avapépouv onoleodnnete méavohoyolpeveg avermBOpNTeS evépyeieg. BA. mapaypado «AvemBuunteq Evépyeieg» yia Tov TpOTIO avapopag aver-
BUUNTWY EVEPYELWV.

IBRANCE (palbociclib) ZKAHPA KAWAKIA 75 mg, 100 mg kai 125 mg
ANTENAEIZEIZ: YrepeuaioBnola otn dpactiki ouaia | 08 kdnolo ané ta £xdoya. Xprjon ckauucud‘rmv nou nepiéxouy unspd/Baroapéyopto (St. John's Wort). EI-
AIKEZ NPOEIAOMOIHZEIZ KAI MPO®YAAZEIZ KATA TH XPHZH: Dmimm;uunmmuﬂmﬂwm ‘Otav 10 IBRANCE xopnysitaioe npolmpwupnvomumaxéc
yuvalkeg oe auvduaoud e avaotoAéa apwparaong, elval UMOXPEWTIKY 1 WOBNKEKTOW 1] 1) KATACTOAN TG Aettoupylag Twy wWoBNKOV e XOPNYNOT aywviaTr

LHRH, Adyw Tou pnxaviopol 8pdang Twy avacTohéwy TG apwpataons. O auvduaopds Tou palbociclib e T pouABEoTPAVTN OF TPO/MEPIEUUNVONAUOIAKES YUvalKeg
£xet HeAeTnBel povo oe ouv&unapo e £va aywvioti LHRH. ¢. H anoteheopatikdTnTa KOl cxoq)a)\em Tou palbociclib dev éxouv uehetnOel
ot acBevelg e Kp[omn oTAayxVLKT| v6ao. . MNa acBevelc nou epgavifouv oudeteponevia BnBuou 31 4 ouviotaral diakorr) ™G S6ang,
pelwon g ddong N kaBuatépnon otnv évapén Twv KiKAwy ™G Bepcms(uq Oa rpenet va dieEdyeTal katdAAnAn napakohotBnon (BA. mapaypago «AvemBiunteg
Evépyetecy). Aldueon niveuyovoraBela/mveupoyinida. Mropsl va napouoiaote Bapldg Hopdng, anetAnTikn yia T (wh A Bavatnddpa ILD n/kat veupovinida oe
aaBeveic nou éhapav Bepaneia pe IBRANCE, dtav Aappavetal oe ouvduaopd pe evokpiviki Bepanela. Ze khwvikég Sokipég (PALOMA-1, PALOMA-2, PALOMA-3),
10 1,4% Twv aoBevav mou £afav Bepanela pe To IBRANCE napouoiace ILD/mveupoviTida onoloudnriote Babpol, 0,1% napouaiace Babpol 3, evi Bev avapépBnkav
nepimtioeig faBpodl 4 1) Bavatngopeg nepimvoetg. Emméov nepimaoelg ILD/mveupovindag £xouv napampnBel petd v Kukhogopla otnv ayopd, de v avadopa
Bavamngopwy neplotatik@yv (BA. napaypapo «AvernBuunTes Evépyaleq»). I‘Eapuko)\ouahcrre TOUg aueeva[q ylaveupoy Ka ouum(bpu'ru evBEIKTIKG ILD/mveupovi-
Tidag (ruy. unokia, Prixag, duomnvoia). Ze aobeveiq Mou napoucialouy vEa 1] EMBSEIVOUHEVA AVANVEUOTIKA OUNMTWHATA Kal UNApXEL ) utoyia uvdm’uir]q ILD/mveu-
HoviTidag, diakoyTte To IBRANCE apéowg kat agloAoyfote Tov acBevr). AlakoWTe opiaTika To IBRANCE oe aoBeveiq pe Bupluq popgng ILD f nveupovitida.
AoaEeig. KaBog To IBRANCE £xet puehokataoTalTikeg BlotnTeg, pnopel va mpodlabEoet Toug uuﬂ:vaiq yia AolpaEelg. Aopngeig £xouv avadepBel oe uumi\n‘rspn
nooootd oe acBeveig nou éhaBav Bepaneia pe to IBRANCE oe Tuxaonoimnpéveg KMVIKEQ HEAETEG OE OUYKpLON He acBeveiq nou éhaBav Bepaneia oto avriotoio
akehog olykplong. AotpwEelg BaBuol 3 kat BaBuou 4 epdaviotnkay avriotoixa oto 5,6% kat 10 0,9% Twv aogBevav Mou é.\uBuv Bé:pum:[u He To IBRANCE o€ orol-
nvéqnc‘rr: ouvduaopd (BA. tapaypago -Av:mﬂuyqrsc; Evépyeieg»). OLaobeveig Ba npsm:l va napuKn.\ouBnuv‘rm ya crnp:m Kal gupIT@paTa l\mmenq Kkal Ta onoia
Ba npénel va avipetwnifovTal oupgwva pE TG aTpikeg evieiEers. O yiatpoi Ba mpénel va evipepwoouv Toug aoBeveiq WOTE va avagepouy aptows oroiadnroTe
£TE100310 MUPETOU. . Xopnynote To IBRANCE pe npoooyn oe uoﬂsvsiq HE pETpIan crn[iupﬁ nnn'rtm 6uo}\sl'mup\4m UTIO OTEVN mpuxoho 0-
8non ywa onueia 'rnElKé'm'ruc; M;ggmmMmMﬂg Xopnynorte to IBRANCE pe npoooyi) oe aoBeveig ue pétpla n aoBapn veppikn duokeroupyia, uno atevn
napakoholBnon yia onueia tofikomrag. mmﬂgngmlgmmwwm (o]} mxupoE avaotoheig Tou CYP3A4 pnopei va odnyfoouv
oe auvfnuévn Toikémra. @a npénet va anogeUyeTal 1] TAUTOXpOvN Xp1an oxupwv avactoléwv Tou CYP3A kara 1 duapkeia g Bepaneiag pe To palbociclib. To
evdeyOUEvo guyyopnynang Ba npémnet va eEeTaletal povo peTa anod npooekTikn aloAdynon Twv SuvnTikwv opeAwv Kat kivauvwy. Eav n ouyxopnynan pe 1oxupo
avaotoréa Tou CYP3A dev urnopel va anogeuyBei, peiwote T d6on Tou IBRANCE ota 75 mg pia popd v nuépa. ‘Otav diakorel o 1oxupog avaatoréag, auEnoTe
T 8060n Tou IBRANCE (petd and 3 - 5 nuimeplodoug {wng Tou avadtoA£a) £wg ) S00m Tou Xprothonoleito mpiv v Evapén Tou oxupol avaotoiéa Tou CYP3A.
H uwxopnvnon snuvwvéwv Tou CYP3A uropei va oﬁrwnast € pElwHEVN EkBEOT OTO palbociclib kau KaTa gUVEMELQ OF Kivduvo éMeuunc unore)\scummémmq 2u-
VETIG, 1) TAUTGXpovVN Xprion Tou palbociclib pe Loy poug eraywyelg Tou CYP3A4 Ba npénet va anodeUyetal. Asv anaiteital kapia npooappoyr g d6ong yia
aguyxopnynon Tou palbociclib pe peTpioug emuvwvsuq Tou CYP3A. Euxq[ssgmmmmmm&mmmmjmug luvaikeg oe uvumpuywvmh nhtkia 1 ot
avdpeg oUvtpodol Toug Mpénel va xpnaoporoto v pia HEBodo avTioUAANYNG UYNARG anoTEAEORATIKOTNTAS eVl Taipvouyv To IBRANCE. Aaktodn. Auto To papua-
KEUTIKO TIpoiov nepiéxet Aaktodn. Ot aoBeveig e omdvia kAnpovopikd mpofAfuata ducavekiag atn yahaktodn, mipn avendpkeia Aumdcmq N Kakn anoppopnon
YAUKOING-YaAakTOING SEV MPETEL va TMAPOUY auTo To Gappako. NATPIo. AUTO TO apUAKEUTIKS Tipotdv TEpIEXel AyoTEpO and 1 mmol vatpiou (23 mg) ava kaydkio,
£lvat autd mou ovopaloupe «eAelBepo vatpiour, ANENIOYMHTEZ ENEPFEIEZ: MepiAnyn Tou npodik aogdieiag. To ouvohko mpopik aopareiag Tou IBRANCE
Baoiletal ot ouykevTpwTIKa Sedopéva and 872 aoBevelg nou £éAaBav palbociclib gt ouvduaopo e evdokpivikn Bepaneia (N = 527 o ouvduaopo Pe AeTpoZoAn kat
N =345 oe ouvdUaouo pe GouABETTPAVTN) OE TUXQIOTIONHEVES KAVIKEG HEAETEG 0 HR-BeTIKG, HER2-apvnTIKO MPOXWRNKEVE 1) HETACTATIKO KAPK(VO TOU paatol.
Ot o ouyvég avern8UUNTES EVEPYELES (2 20%) oroloudnnote BaBuol mou avadepbnkav ot acbeveic mou £AaBav palbociclib oe TuxaiomOINUEVES KAIVIKEG HEAETEG
fTav oudeteponevia, AotpaEelg, Aeukonevia, kérwor, vauTtia, atopatinda, avaiuia, Sidppola, ahwnekia kai 8 popporevia. 0o ouxveg (= 2%) avernBUUNTES EVEP-
yeieg BaBpol = 3 tou palbociclib ftav cudeteponevia, Aeukonevia, AoipmEelg, avatuia, auEnuévn aomaptikh agivotpavodepdon (AST), korwon kat auEnpévn api-
voTpavadepdan g aravivng (ALT). Mewboelg g 86ang i Tpononomaeig g doang Adyw omolacdinote avernBUun ™G evépyelag avagéplnkav oto 38,4% Twv
aaBevov nou éhapav to IBRANCE og Tuyalonoipéveg KAVIKEG HEAETEG aveEapTATwG ouvBuaopol. OpiaTikn Slakorm) Adyw avemBiuntng evépyelag avagépnke
aT0 5,2% Twv agBevmv niou thapav To IBRANCE ot Ttuxalonompéves khvikég ueAéTeg aveEaptnTag ouvduacpol. Napakdtw avapépovtal ol avembupnTeg evep-
YEIEG and TO CUYKEVTPWTIKG olvoho Bedopéviv 3 Tuxalonompuevwy peAeTiv. H Siapean didpketa g Bepanelag pe palbociclib oTo ouykevTpwTikd cuvoho Sedo-
HEVWV KaTa TNV TeAIKI avahuar) g ouvolikig eruBiwong (OS) itav 14,8 piveg. OtavenBopnTeg evépyeteg mapatiBevral ava katyepia ouxvotnrag. OLkatnyopleg
ouxvotTag opiovral wg akohoUBwG: MoAU auxVvEg (= 1/10), ouxvég (= 1/100 £wg < 1/10) kat dxt auxveg (= 1/1.000 £wg < 1/100). MpoTipbpevog dpoc® MoAu ouxvég:
AopwEeich, oudeteponeviay, heukonevia®, avayla®, Bpopponevia™, pewpévn dpekn, otopatinidal, vautia, Siappoia, ueTog, eEavBnua’, ahwnekla, Enpodeppia,
komwon, sEacBévion, rupekla, ALT augnpévn, AST auEnpévn. Zuxvég: Eunipetn oudeteponevia, duayeuala, épaon Baum), dakplppola augnpévn, EnpodBaipia,
eniotagn, ILD/mveupovinda’ & ALT= apwvotpavodepdon g akavivng, AST= aonaptiki apvotpavedepdaorn, ILD=didpeon nveu povonabeia, Nin = aplBpog acBeviv.
N/A=Bev epappoZetal. ‘AveruBiunt avtidpaon oto ¢appaxo (Adverse Drug Reaction, ADR) nou evroniZetat eTa Ty kukAodopia atnv ayopd. “Ot MpOTIHMHEVOL
6pol (PT, Preferred Terms) avaypadovrtat olpdwva pe 1o MedDRA 17.1. PO hoaEeig nepthapfavouy 6houg Toug PT nou anoteholv pepog g Kamyoplag Opya-
vikoU ZuoTnparog «Aolp®EELq kal napaotta@oeigr. ¥H oudete ponevia nepihappavel toug akbhouBoug PT: Oubeteponevia, ApiBpog oudetepodilwy peiwpéveg. *H
heukonevia mepilappavel Toug akohouBoug PT: Aeukonevia, AplBuog AsukokuTTapwy pelwpévog. “H avalpia nepthapfavel Toug akdhouBoug PT: Avapia, Alpo-
agaipivn peiwpEvn, Alpatokpltng pewpévog. ™ H Bpopfonevia nepthappavet toug akdiouBoug PT: @popporevia, ApiBuog alponetaliny peiwpévog. *H atopartitida
nepthappavel Toug akdhouBoug PT: ApBwSNG oropatinda, Xehitida, Muwooinda, Muocoduvia, EEEAkwon Tou otopatog, ®Aeypovi BAevvoyovou, Akyos Tou
oToparog, EToparopapuyyikn duodopla, ZToparopapuyyiko akyog, Ztopatitida. " To eEavenua nepithapyfavel Toug akohouBoug PT: EEavenpa, KnhdopAanidmdeg
eEavlnua, Kvnopwdeg eEavBnua, Epubnuatwdeq eEavinua, BAatidwdeg eEavBnua, Aeppatitida, Aeppatinda opodlovoa pe akun, ToEiko eEavenua deppatag.
¢ H ILD/mveupovitida nepilapBaver kabe avadepopevo PT nou anotelsl pépog Tou Tunonompévou Epwtpatog MedDRA yia ) Siaueon nveupovonabela (e T
atevr évvola). Itov mapakata MNivaka avagépovral ol epyactnpiakés naloloyikég TIHES IOU Mapatn pRBnKav o8 ouyKeVIpwTIKG oUvoho Sedopévuy 3 Tuxalonor-
nuévov pehetav (N = 872).

Ibrance cuv AeTpoloAn fi pouABeoTpavTn ZkéAn ouykpimikoU mapayovra*
Epyaotnpiakég Kabe BaBpol 3 BaBuol 4 Kabe BaBpou 3 BaBpol 4
naBohoyikég Tipég BaBpou % % % BaBpou % % %
WBC pewpéva 97.4 41,8 1,0 26,2 0,2 0,2
OuBeTEpOPIAG PEIWUEVA 95,6 575 1,7 17,0 09 0,6
Avaipla 80,1 5,6 fyj| 42,1 23 A
AlHOTETAAG HEIWHEVA 65,2 1.8 05 13,2 0.2 0,0
AST auEnuévn 55,5 39 0,0 433 2.1 0,0
ALT augnuevn 46,1 25 0,1 33,2 04 0,0

WBC-Aeuka aipoogalpia, AST-aoniapTik) apvotpavapepaon, ALT-apvotpavopepdon g akavivig, N-apiBpog agBeviy, Al-dev woxUeL Inpeiwon: Ta anoTehe-
gpata Twv EPYAOTNPLAKOV eﬁsmaewv ﬁuBquovouvruL avahoya pe Tov Babpd Bapltrag g ékdoone 4.0 Twv NCI CTCAE. * Aetpol6An 1) pouABeatpavtn.

. ZUVOAIKQ, ouéarepon}:v[n onotoudinote Babpol avapEpdnke o 716 (82,1%) aaBevelg nou éhaBav IBRANCE
uvaEapqu ouvduagpou, He ouﬁaraponsvin Babuol 3 va éxel avadepBel oe 500 (57,3%) uaaava(c: kat oudeteponevia BaBuol 4 va éxel avagepBel oe 97 (11,1%)
aaBevelg. O Glduecoq XPOVOG HEXPL TO MIPAITO EMelo6BI0 oudETEpOTEVIaG onmouﬁnmra Baduod tav 15 nuépeg (12-700 Nuépeg) kat n didpeon Sldpketa oudeTe-
poreviag Bquou 2 3 011G 3 Tuxatonompéveg KAVIKEG HeAETeG Tav 7 nuépeg. EpnipeTn ouﬁersportewa avadpepBnke oto 0,9% Twv aoBeviv mou éAnBuv IBRANCE
o0E ouUVdUaauo pe ¢cu.\BaoTpdvm kat ovo 1,7% Twv agBevav nou EAaBav palbociclib oe Guvﬁuucuo HE Aarpocéhn Epnipetn ouﬁersponr:v(u avuq;eanKa Ga
nepinou 2% twy acBevov mou EKTEB\]KCW oto IBRANCE katd blupxem TOU OuVOMKOU KAWVIKOU npovpcxuumoc
evepyelwby. H avagopd mbavohoyolpevwy averiBipnTwy evepyeidy HETA and Tn xopiynor adeiag kukAodoplag Tou ¢appakeuTikol poidvtog alval cnumrrmn.
Emutpénel tn ouvexn mapakoholBnon g ox£ang odEAoUG-KIvBUVOU Tou pappakeuTikol npoidvTog. Zntelral and Toug enayyeAuatieg uyelag va avadépouy onot-
eodnnote miBavoloyoupeves avemBopnTteg eveépyeleg péow: EAMGSa: EBvikGg Opyaviopds dapudkwy, Meaoyelwy 284, GR-15562 Xohapydg, ABiva, TnA: +30 21
32040380/337, ®ak: + 30 21 06549585, lotoTonog: hitp//www.eof.gr. Kinpog: ®dapuakeuTikég Ympeoleg, Yrioupyelo Yyelag, CY-1475 Asukwoia, ®@a&: + 357 22608649,
lototonog: www.moh.gov.cy/phs. KATOXOZ THE AAEIAZ KYKAO®OPIAZ: Pfizer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles, BéAylo. TOMIKOZ ANTI-
MPOZQMNOZ ETHN EAAAAA: Pfizer EAAGG AE., A. Meooyelwy 243, 154 51 N. Wuyikd, ABAva, TnA.: +30 210 6785800. TOMIKOZ ANTINPOZQMOZ THN KYNPO: Pfizer
EAMGg A.E. (Cyprus Branch), Aewgdpog ABahdaoag 26, Kthplo ZTedaviy, 25 'Opodog, 2018 Aeukwola, Kimpog, Tnh.: +357 22 817690. APIOMOZ(0l) AAEIAZ KYKAO-
®OPIAZ: EU/1/16/1147/001-009. HMEPOMHNIA ANAGEQPHEHZ TOY KEIMENOY: 11/2020. 75 MG BT X 21 CAPS, 100 MG BT X 21 CAPS, 125 MG BT X 21 CAPS: AlA-
NIKH KAl NOZOKOMEIAKH TIMH - EAAAAA: A.T.: 3.02348 €, N.T.: 2.508,14 €. AIANIKH TIMH - KYNPOZ: A.T.: 3.175,36 €. TPOMOZX AIA@EZHE: Meploplopévn
aTpIK) ouvTayf) and e1d1Ko 1WaTpO Kal napakohotBnon katd ) SiapKelda TG aywyns.
FIA NAHPEIZ ZYNTAFOrPA®IKEZ MAHPO®OPIEZ MAPAKAAEIZOE NA ANEYOYNOEITE ZTON TOMNIKO ANTINPOZQNO.



¢ EMnvikngka AleBvoUg Etaipeiag
Moplaka Ltoxeupévwv &
VIl ESatopikeupévav Bepaneiwv

OMIAHTEL - [TPOEAPOI

Adema Jeroen Senior Sales Specialist, lllumina Inc., The Netherlands
lhsane Ben Yahya President-Elect, FDI World Dental Federation
Giaccone Giuseppe MD, PhD, Professor of Medicine, Associate Director for

Clinical Research, Sandra and Edward Meyer Cancer
Center, Weill-Cornell Medicine, New York, USA

Ayyehakn Zodia Avarminpwtpla Kabnyntpla MNaboloyikng Oykoloyiag,
latpikny ZxoAn, Maverotr o KpRtng

AyyeAomoulog AyyeAng Qupoloyog, EmpeAntig A', I.N.A «ITIToKpATELO»

ABavaoadng HAiog Maboloyocg - Oykohoyog, AteuBuvtng, Oykoloyikn

KAwikn, Noookopeio «Mntépa», Enikovpog KaBnyntng
Oykoloytag, Northwestern University, H.T.A.

Apdafavng AAEEavSpog MaBohoyog - Oykohoyog, MD, PhD, AteuBuvtng -
Emiotnuovikog YreuBuvog, A MaBoloyko - OykoAoyLko
Tunua, NA.O.N.A. «O Aylog ZapBag»

Adopolng Oed6wpog Wuylatpog, EmueAntg A', T.N.A. «ITITOKPATELO»

BakdAng Zevodpwv AktvoBepareutnq - OykoAOyog, ETLoTtnovikog
Juvepyatng, latpkd Kévipo ABnvwy, Mpodedpog
EANvikng Etatpelag Emotnuovwy-Epyalopévwy
AktwvoBepaneiag (E.E.E.E.A.)

BapBakapng Kwvotavtivog Extoetigc Qowtntng, latpikn ZxoAr, EOviko Kat
Kamodiotplako Mavemiotruo ABnvwy, Mpoedpog A.z.
E.EO.LE.

BaoAeladng BaciAelog XeLpoupyog Owpakog, ZUVIoVLoTN G AleuBuvtrg, Tunua

Xelpoupykng Owpakog, MA.0.N.A. «O Aylog ZaBpag»

BaoAapatlng Myani MaBoAoyocg - Oykohoyog, MD, PhD, EMLoTnOVIKA Kat
AlolknTika YrieBuvog, Oykohoyikr KAwikr, I.N.A.
«O EuayyeMouoc - OdpBatpiatpeio ABNVwy - MOAUKAVLKA»

BoAakdakng NikoAaog MaBoAoyog - OykoAoyog, Emkouplkdg ETLEANTNG,
I “ OykoAoyikn KAwikn, I.O.N.K. «Aylot Avapyupot»

BoAtéag Inupidwv FeVIKOC XeLpouPYOg, AleuBuvTtrg Xelpoupytkng KAWLIKNG,
I.N.A. «Irtokpdtelo»

FaAitn Aquntpa Obovtilatpog, DDS, MSc, PhD(c), Dental Oncology,
Abnva

Anpntpladou Apetn MaBoloyog - Oykohoyog Emtikoupikr latpog, OyKoAoykn

Movada, M.N.A «ImmokpaTelo»

ApakortoUAov Mapia Kap&iohoyoc, A'KapStohoyikr KAk,
I.N.A «ITmoKpATELO»

Apikog Appodiog Eldikevopevog Kapdioloyiag, MD, MSc, cPhD, Movada
Eudbpaypdtwy, I.N. EAevoivag «Oplaoeto»

L1oxeupéveg AvoooBepaneieg o aupnayeic KakoNBeLeg
aua Highlights in Molecular-Oncology and Immuno-Oncology
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2Toxeupéveg AvoooBepaneieg Molecular-Oncology and &

0€ OUMNayeiG KaKoNBELEG Immuno-Oncology &

Ekpekt{oyAov Kwvotavtivog MD, PhD, Aéktopag Maotpeviepoloyiag, Eupwmnaikd
Maveruotiuto Kumpou

Zayoupn GDAwpa MaBoAoyog - Oykohoyog, Avarinpwtpla Kabnyntpla
latptkng 2XoANG E.K.M.A., I.N.A. «AAe€avSpa»

Zaderpakng ABavaoiog MD, PhD, AteuBuvtnig Tunuatog Mupnvikng latpikng
N.IL.M.T.Z.

Zwypadog Mrewpyrog KaBnyntrg Xelpoupyikng Mavemiotnuiou ABnvwy,

AteuBuvtig A" MpomatdeUTIKAG XELPOUPYLKNG KAWVIKAG
EKMA, T.N.A. «Imtmokpdteton, Mpdedpoc EXE, Mpdedpoc
AYZ, T. avamAnpwtng Mputavn EKMA

OaAaoowou Mavaytwto Maboloyog, AlevBuvtpla E.3Y., Oykohoyikr) Movada,
F.N.A. «ITutokpATeLo»

Oe06wpou AnpATpLog KaBnyntrg Xelpoupyikng E.K.M.A., MD, PhD, AteuBuvtng
Movadag Xelpoupytkng Avwtepou Memtkou, A'
MponatdeuTikn Xelpoupytkn KAwikn, I.N.A. «Immokpdtelo»

KaAaitln Zwn AktvoBeparmeutn - OykoAdyog, ETLOTNOVIKOG
JUVEPYATNG, AKTLVOBEPAMEUTIKO TUAMA, latpikd Kévipo
ABnvwv
KavaAouritn Aqpntpa MaBoloyog - Oykohoyog, AteuBuvtpla, A' Oykohoyikn
KAwikn, Noookopeio IAZQ)
KanapéAou Mapia MaboAloyocg - Oykoloyoc, MD, MSc, PhD, Oykohoyiko
Tunua Oeparneutikng KAwikng, I.N.A. «AAeEavSpa»
Kapapoulng MuxaAng MaboAoyog - Oykohoyog, Avarhnpwtng Kabnyntng,
latptkn ZxoAn E.K.M.A.
Kaoolavou AvBoUAa NoonAeUtpla, MSc, PhD(c), Oykohoyikry Movada,
I.N.A. «Irutokpdtelo» §
S
Katowyn Aéomowa AxtivoBeparmeutrig — OykoAdyog, A.O.K.A «Yyeia, § <?
Adaktwp Mavemotnuiov RWTH Aachen lepuaviag, E{; E
Mpoedpoc Etatpeiag AKOZ Kapkivog Oeparmeio SWHATOC a3 g
& Wuxng E =
KoAAwa Awkatepivn Xelpoupyog MaotoU, Emotnuovikog Tuvepydtng, A' E 9
MponatdeuTikn Xelpoupyikn KAwikr E.K.M.A., EmpeAntpla g A
Movadag Maotou, MEDITERRANEO HOSPITAL ;O g
Kopoyidvvog ABavdctog MaBoAdyog - Oykoldyog, OykoAoyikd latpeio, Opihog m2
AFFIDEA a3
Fa)
KouAouAiag Baoilelog Avarminpwtng Kabnyntrg AktivoBeparmeutikrg Oykoloyiag E a
Maveruotnuiov ABnvwy, B’ Epyaotriplo Aktivoloyiog, P =
M.I.N. «ATTIKOV» E) g
KwvotavtouAdkng MoavteAng PhD, Erlotnpovikog AteuBuvtnc, Genotypos Science Labs § é\
DN
AaBdavitn Mapia NoonAeutpla MNE, Avaminpwtpta Kabnyntpta TuApatog | m
NoonAeutikng, Alebveéc Mavermotipto tng EAMGSo¢ g %
2 ®m
(SAo)
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VTGOl ECatopikeupévwy Bepaneiwv

ABavol Mapia - Eudppooivn

Aupoupng Frewpylog

Makpavtwvakng Napiong

Mavtd Avva

MapaykoUAn EAévn
Mapwakn Mapia

MapkeAAog Xpriotog

Martolakov Qwrtewn

Muan ABavaoiog
MuaAdnoulog NikoAaog

Mouvt{og lwavvng

Mrnappmnovvng Bacilerog

MnagaroUkog AnuRTpLog

MrmAétoa Mapudalid

Mrnoukopivag lwavvng

NaoloUAag MewpyLog

Nwnta AAeavdpa

NiwkoAdou MianA

NwkoAdrtou - Faditn Oupavia

L1oxeupéveg AvoooBepaneieg o aupnayeic KakoNBeLeg
aua Highlights in Molecular-Oncology and Immuno-Oncology
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Tetaptoetng Qoutrtpla, latpikr ZxoAn, EBviko kat
Kamobiotplako Mavemotnuo ABnvwy

KaBnyntig MNupnvikng latpikng E.K.M.A., EMLOTNHOVIKOG
YUpBouiog Tunpatog Mupnvikng latptkic N.I.M.T.2.

MaBoAoyog - Oykohoyog, MSc, PhD, latpikd AlaBaAkavikd
@eocoaAovikng

Tetaptoetng Qoutrtpla, TURUa latpikng, Anpokpitelo
MavermoTripulo Opakng

MaBoAoyog - Oykohoyoc, EmpeAntpla A IAZQ Oecoaliag

AktvoBeparmeUtpla - OykoAdyog, Zuvepydtng Opilou
Euromedica

Eldikeudpevog Oykoloyiag, I.N.A. «AAeEavSpa»

MaBoAoyog - Oykoloyog, AteuBuvtpla E.ZY.,
[.N.A «Immokpdtelo»

Extoetng Qottntng, Tunpa latpikng, Mavemotipo Kpntng

Xelpoupyog, Enikoupog. KaBnyntig Xewpoupytkng EKMA,
A’ Mpornatdevutikn Xelpoupytkn KAvikn Mavemotnuiou
ABNnvwv, I.N.A. «Irumokpdtelo»

MaBoAodyog - Oykoloyoc, MD, MSc, PhD, AleuBuvtr|g,
A" Oykohoyikr) KAwikr) kat Movada KAwvikwv Mehetwy,
«Eppikog Ntuvav» Hospital Center

MaBoAodyog - Oykohoyoc, AteuBuvtng, " Maboloyikn -
Oykoloyikn KAwikn, «Metropolitan Hospital»

MaBoAodyog - Oykoloyoc, AleuBuvtrg, A" OyKoAOYLKN
KAwikn, Metropolitan Hospital, Opotiuog Kabnyntng
Maverotnuiou AUTIKAG ATTIKAG

AteuBUvtpla Epguvntikol Kot AlayvwoTikoU Kévtpou Tou
EAANVLIKOU AVTIKapKLVIKOU lvoTitouTtou

MaBoloyog - Oykohoyog, AtcuBuvtrig Maboloyikrg-
Oykoloytkng KAWIKAC, BlokAwvikr O@ecoalovikng

PhD, Emtotnuovikog Ateubuvtnc, Genekor LA.E.

"Aktvodlayvwaotng, YreuBuvn Tunuatog Amekoviong
Maotou, Noookopeio «Mediterraneo», EmpeAntpla
Movadag Maotou, EupwkAwikr ABnvwv"

MaBoAoyog - OykoAoyog, MD, MSc, PhD, EmpeAntnig B,
A’ MaBoAoyikr) - Oykohoyikr) KAwikn, M.A.O.N.A.
«O Aylog 2aBBacg»

Obovtiatpoc, Topatoloyoc, Kabnyrtpta kat AteuBivtpla
KAwikrig Noookopelakng Odovtlatpikng, Odovtiatpikr
YxoAn, EBviko Kamodiotplakd Maveniotrio ABnvwy
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Narayswpyiov AnUATPLOG

Nanadnuntpiou Xpiotog

NanadomnouAou Eprivn

katta Highlightsin
Molecular-Oncology and
Immuno-Oncology =

NoonAeutrg NE, MSc, PhD, Mpotlotapevog OyKoAOYIKNG
KAWLKAG, «EupwkAvikr) ABnvwv», B' Avtutpoedpog A.3.
E.2.N.E., Emikoupoc KaBnyntng, Tunuo NoonAEUTIKAG
Mavemotnuiov Melomovvriocou

"MaBoAdyog - OykoAoyog, Kabnyntig latpikrg E.K.M.A.,,
YrieuBuvog, OykoAoyikn Movada, M.N.A. «ApeTaielo»

PhD, YreuBuvn Tunuatog Moptakng OykoAoylog kat
Moplakng levetikng, Genekor LLA.E.

NaraBe0dwpidn Mapia - AAknotig EtSikevopevn Maboloyiag, M.N.A. «AAe€avSpar

NanavikoAdou ApaAia

Nendvn Mapia

MoAuxpovidou Mewpyia

Pepneldkog Antootolog

Zapovtag Enapevwvéog

ZapéAng Mewpylog

ZkadpLda Edn

Ttapou EAAN

Zupiyog Kwvotavtivog

Téyog Oe6dwpog

TloBapag AAE§avdpog

Toutoulag Kwvotavtivog

Toutoulag Kwvotavtivog

Extoetric Qottntpla, TUAUA laTPIKAG, MavETLOTANLO
MNatpwv

Tetaproetrc Qottitpla, TUAHA laTpkAc, MavenioThuLlo
Matpwv

Mepmroetrc Qottitpla, TUAUA ATPKAG, APLOTOTEAELD
MavernoTnplo Oecoalovikng

T. ZuvtovioTtng AteuBuvtric Oupoloyikng KAwikng, F.N.A.
«ImmoKkpaTELO»

Maboloyoc - Oykohoyoc, AteuBuvtrg, B Oykoloyikn
KAwikn, Metropolitan Hospital

MaboAoyoc Oykohdyog, Ateubuvtric OykoAOYLKNG
Movadag, I.N.A. «Immokpdtelo», MNpoedpog EAANVIKAC Kal
AleBvoug Etalpeiag MopLlakd STOXEVUEVWY &
E¢atouikeupévwy Ogpamelwy

Eldikevopevn Maboloyikrg - Oykoloyiag,
FN.A. «ANe€avbpa»

<
Wuxohoyog, I.N.A. «Irmmokpdtelon 3 =
KaBnyntric Maboloyiag & Oykohoylag, latpikr xoAn, %\ [2
E.K.ML.A., AteuBuvtig, ' Navemotnuiakn Mabohoyikn MZ
KAwikr, T.N.N.©.«H Swtnplo» S E
m
MaBohoyog -Oykordyog, MD, PhD, I.N.A. < g
«0 EvayyeMopdc» 23
gEN
Maboloyoc - Oykoloyoc, EmpeAntic B’ , PhD, A’ ;O g
MaBohoytkn - OykoAoyikn, F.A.O.N.A. «O Aylog 2aBpag» m3
ms
KaBnyntrg Kapdloloyiag E.K.M.A., A'MavemiotnuLokn g 3.
Kapdtoloyikn KAwvikn, YreuBuvoc latpeiov AoKLUwY g = fx’
Kapbilomabelwv & Kapdio-oykohoyiag, I.N.A. A a
«ImMokpdTELo» < B>
my M
KaBnyntrc Xelpoupyikic Maverotnuiou ABnvwy, é %3
Xelpoupytkr) Movada Hratog - XoAndopwv - Maykpéatog, ég
I.N.A. «ImmokpdteLlo» 8 m
35
m
£&
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Tpadaing AnpitpLog

Tpyag MAtLadng

Toavtkidn Katia

Towakou Avéplavn

Toloudng Kwvotavtivog

TooukaAdg NIKOAOOG

Dioté Qparaven

Dpaykid-Toifouv Kwvotavtiva

Xaoann BactAwkn

XplotonmouAou Mewpyia

Xpovag Ayyelog

Wuppn Apdavia
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MaboAloyocg - Oykohoyoc, Avarminpwtng Kabnyntig
KAwkn g Qappakohoyiag, latpikr 2xoAn E.K.I.A,,
AvarmAnpwtng AteuBuvtng, " OykoAoyiko Tunua,
Eppikog Ntuvav Hospital Center

AktvoBeparmeutn - OykoAOyog, ETLoTNOVIKOG
Juvepyatng KAwikng IAZQ

Bloxnuikog, Oudadag Moptakng Oykoloyiag, Genekor
[.A.E.

Aeppatoldyoc, A Maverotnuakr) KAwikn, Noookopelo
«AvOpEag TuyypoC»

KaBnyntrc Kapdioloyiag E.K.M.A., AleuBuvng,
A'Mavemotnuiakn Kapdtohoytkr) KAwikn & latpikn
Yninpeota, I.N.A. «Imnokpdtelo», President of European
Society of Hypertension (2018-19)

MD, MSc, PhD, MaBoAdyog — Oykohdyog, MSc
BlomAnpodoptkn, AvarA. AtcuBuvtng, OykoAoyikn
KAwikn 401 TENA, EmoTnpovikog Suvepydatng,
Noookopeio «Eppikog Ntuvdv», ABriva

Eldikevopevn watpog Maboloyikng OykoAoylag,
Oepareutikn KAwikn, I.N.A. «AheEavdpa»

MaBoloyoavatopog, Emotnuovikn AteuBuvipla
HistoBio Diagnosis [HBD]

Agppatoloyog - Adpodiolohdyog, MSc, Phd,
AteuBuvtpla, Aepuatoloyikr - Adpodiolohoyikr KAwLKN
E.ZY, N.A.A.N. «AvEpgac Suyypoc»

MSc, PhD, Moplakn BloAoyog - Fevetiotng, AlevBuvtpla
Epyaotnpiouv Genotypos Science Labs

FevIKOG Xelpoupyog, MD, MSc, PhDc, A' Mponatdeutikn
Xetpoupykn KAwikn, E.K.IM.A.

MaBoAoyoc - Oykohoyog, Avarminpwtpla Kabnyntpla
Oykoloytag, latpikr ZxoAn, E.K.M.A.



"TECENTRIQ'Y

atezolizumab

#” 1" ypappn cuotnpankig Bgpangiag
acBevV PE NPOXWPNEEVO N AVEYXEIPNTO
nnarokuTTapiko kapkivo (HKK)

- H duvapn Tou cuvduaopou,
vlu TO O(pEAOC TWV a0OEVWY

TECENTRIQ® + AVASTIN®

Néa évdaign’
o To Tecent[}wowﬁuunuo ye pneBaoiZoupdynn, evieikvural yia m Bepaneia evnhikwy

- aoBEV@VIE TIPOXWPNEV A OVEYXEIpNTo NNAToKUapIKG Kapkivo (HKK), o1 onoior Bev éxouv
AdBe1 nponyoupevn auatnypankn Bepaneia.

Biphioypadia: MXT TECENTRIQ® kai Avastin®
Nepanépw nAnpogopieg GianBevial ond Tov KAK, KOToniv omoewg

"TECENTRIQ'Y @AVAST L+

; bevacizumab
atezolizumab : -k PECTEN T BT
Tecentrig 1.200 mg i Avastin 25 mg/mi
nukvd diiupia yio napookeun GIoADPETOC npog £yxuan. nukvd idiAupia yia napookeun SlaAdparog npag éyxuon.
Tpbnoc AtiBeanc Tecentriq®: : Tptnog AGBeon Avastin®:
M nepiopiopévn aTpikri ouvioyn: MGvo yia voooKopgiakr Xprion and yiaipd Me nepiopiojiEvn ianpikel ouviayn: MGve yio VOOOKOEIOKN Xprian and yiorpd
e KarGAAnAn Ei5iKeuon Kai epneipia i pe KordMnn eiBikeuon Kol Epneipio
Tecentriq 1200 mg: EXNGG0 A.T.; 4.569,00 €-N.T.: €3799,53 €, Kinpog MAT: 499357 € © Avastin 100mg: EAGG0 AT 28910 €-NT. 21896 €, Kinpog MAT: 399,62 €
© Avastin 400mg: FANGGa A.T.: 100710 €-N.T.: 809,70 €, Kinpog MAT.: 127918 €.
g
Roche (Hellas) A.E.: o
)‘F Ahapdvag 4 & Aehpav, 151 25 Mapodol, Amkn BonBhoTE va YVOLY T 9ABHEKD Nib Goealf K §'
TECENTRIQ‘Y nk: 210 6166100, fax: 210 6166159 G Mﬂ!‘:: o =
; email: hellas.medinfo@roche.com 'm"-“,,"wp:u"’ il
atezolizumab 800 111 93 00 EAGG0 (Gwpedv ypoppr enikovwviag) Tupnhnpdveveag tn «KITPINH KAPTAS
B

800 92 668 Kinpog (Gwpedv ypappn enikaivwviag)

0 'lpﬁppuno ourd rehel und oupnAnpwyankn napakoAedBnan. H avopopd mBavooyolpevwy aveniBUPNTWY EVEPYEIDY ETG and m Xopriynon G5£106 KukAopopiag Tou GopHaKELTIKOU Npaiovio Eval
onpavnkn. Enmpéner m ouvexii nopaxoAotBnon e oxéong opEhoug-KIvHUVOU ToU POPLOKEUTIKOG Npoidvioc. Mpénel va yiveral avopopd 1wy avemBupntwy evepyeidv. O ovemBULNTEG eVEPYEIES NpENE!
eniong va avapépovial om Roche (Hellas) A.E. MNopakahoUpe enikovwvriare jie  Movada @appakoenaypinvnong me Roche (Hellas) A.E, eite anoovéMoviag e-mall (hellasdrugsafety@roche.com), effe
MAEUVIKGG (+30 2106166100),



¢ EMnvikngka AleBvoUg Etaipeiag
Moplaka Ltoxeupévwv &
E€atopikeupévwv Bepaneiv

ENIKEZ MTAHPO®OPIEX

Awopydvwon
EAANVIKN Kat AleBvng ETatpeia Moplakd STOXEUUEVWY
& E€atopikeupevwy Oepamelwy (E.A.E.M.Z.E.0.)

Yno tnv Awida:

e Etalpeia Oykohoywv Maboroywv EANGSag (E.O.M.E.)

 Eriotnpovikr Etatpeia Qottntwy latpikig EAGSac (E.E.O.1LE.)

o EAANvikn ETatpeio AktivoBeparmeutikic Oykoloyiac (E.E.A.O.)

o EAANvikn ETatpeia Emotnuovwy — Epyalopévwy AktivoBepaneiag (E.E.E.E.A.)
e EAANvikn ETatpeia Oykoloyiag Stouatog (E.E.0.2.)

¢ AKOZ Kapkivog Oeparmeia Zwpatog & Wuxng

Huepounvia
07-08 Malou 2021

ZuppEeTOXN
H eyypadn oto Zuvédplo eival dwpedv kal amevBUveTal oe emayyeApatieg vyelag
KaBwg Kal 0€ TTPOTTUXLOKOUG - LETATITUXLAKOUC POLTNTEC.

06nyieg Atadiktuakng NapakoAovOnong:

To Yuvebplo Ba mpoPAnbel wvtava péow tng LotooeAibag www.livemed.gr. Edv éxete
nén Aoyaplacud oto livemed xpnolpomnolote Toug KwdikoUc oag yla vo. ouvoedeite,
ETUAEETE amd To menu Ty katnyopia LIVE kat tnv ekdnAwaon Kat Emetta To elkovidlo Go
Live Virtual  Go Virtual. EQv elote vEog XpNOTNG TAPAKAAOULE akKoAoUBAOTE TN
Sladikaciadnuoupylag Aoyaplacpol CUMMANPWVOVTOC Ta amapaitnta medla oto
Livemed.

H Snuloupyla Aoyaplacpou elval Swpedv Katl amapaltntn yla TNV mapakohoubnon Twv
OMIALWV.

Mwotonowntiké NapakoAouBOnong

To Motomotntikod MapakohoBnong Ba oTalel NAEKTPOVIKA GE OGOUG CUVESPOUC EXOUV
TIAPAKOAOUBNAOEL TOUAAXLOTOV TO 60% TWV CUVOAKWY WPWYV TOU ETTLOTNHOVIKOU TIPOYPAU-
patog. Baoel tng teheutalag eykukAiou Touv EO®, Ba umdpyetl otnv mAatdopua cuoThUa
KATAUETPNONC TOU XPOVOU TIApaKOAOUONaGNG.

pappateia Zuvedpiov

@Evemts & Travel Solutions

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

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

L pNTa N A paywyr, avadnuoaicuon, aviypaer, anodrikeuon, nwAnon, uetadoon, Stavoun, ékboon, ektéAeon, Anyn (down-
Ioad) usraqopaon TPOMOToiNanN e OMOLOVSATOTE TPOTTO, XWPIG TN PNTH TPONYoUUEVN Eyypacpn ouvaivean tng Etatpiag, Tou ouvodou 1 uépous
ToU mepLeyopévou tou lpoypauuarog. H E.T.S. Events & Travel Solutions emupuAdooetatl pntwe mavtog VOUIUOU SIKALWHUATOS TG yta T Stapl-
Aaén twv StkauwpdTwy MVEUUATIKAG Kat Blounxavikrg tdtoktnoiag. Mo avaAuTIKOTEPES TANPOWOpPIES EMLOKEPIEiTE TO www.events.gr
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H Sia@hpion elvar o0pguvn pe Ty Ioxlouoa vopoBeoia -
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pegylated liposomal irinotecan

2 XeOIAOTNKE yia va Kdvel Th Aiagpopd
otov lNaykpeaTikd Kapkivo

To Onivyde® pegylated liposomal evdeikvuTal yia Th Bepaneia
HMETACTATIKOU OSEVOKAPKIVWHATOS TOU NAYKPEATOG, OE CUVOUAGCHO
uE 5-pBoploupakiin (5-FU) kai AeukoBopivn (LV), og evANIKES
aoBeveig nou £xouv napoucidoel eEENEN HETA and espons:a
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XapakmpioTikiv Tou Mpaidviog nou ouunml?\uuﬁnvsmr 010 NApov npdypappa.

BonBoTe va yivouv Ta pdpuaka nio aopohd kal SERVIER HELLAS ®APMAKEYTIKH ENE
Avapépere; OAEE 1is aveniQUUNTES VEpYEIES p i
V1o OAA ta ®dpyaa ZupnAnpévovias tnv «KITPINH KAPTA» OpaykokAnaidg 7, 15125 Mapouar. TnA 210 9391000

Onivyde sol.in 4,3mg/ml VL 10ml: A.T. € 908,77 www.servier.gr




onivyde”

pegylated liposomal irinotecan

ONIVYDE pegylated liposomal 4,3 mg/ml

NUKVO OKEDAOoPQ YI0 napaokeun diaonopdg npog éyxuon

+ LYNBEIH*:"Eva giaAidio Twv 10 ml nukvol dioAdjarog nepiéxer 43
mg avudpng ipivorekavng eAeBepng BAong (wg ahag okIaBeNKAC
00KXapoZne IPIVOTEKAVNC OE NEYKUAIW|IEVO NINOoWHIOKG OKEUaopa).
"Ekdoxo pie yvwarn dpdon:'Eva ml nukvou diaAUparog nepiéxel 0,144
mmol (3,31 mg) varpiou. < BEPANEYTIKEL ENAEIZEIZ*: Bepaneia
JETAOTATIKOU 0DEVOKOPKIVMLIATOC TOU NaYKPEQTOC, € OUVBUOOHO e
5 pBopiooupakiin (5 FU) kai AsukoBopivn (LV), o€ evilikeg aoBeveig
nou €xouv napouoidoel eEENEN perd and Bepaneio e Baon
yepomaBivn, = AQOLOAOFA KAl TPOMOL XOPHTHIHI*: To
ONIVYDE  pegylated liposomal  (ipivoriekGvn) — npénel  va
OuVIOYOYPa@Eal KOl va Xopnyeifolr o€ aoBeveic povo ano
ENOYYEAUOTIEC uUyeiog pe EPnElpic oI XPRON  QVTIKOPKIVIKWY
Bepaneiwv. Aocohoyia. H ouviot@pevn doon kal oxnpa tou ONIVYDE
pegylated liposomal eivar 70 mg/m? evdopheping oe Bidornpa 90
Aenmv, akohouBoUpeva and LV 400 mg/m? eviogheping ot
didompa 30 Aemriv, okohouBoUpeva ano 5 FU 2.400 mg/m?
evdopAeBing ot Bidompia 46 wpwv, xopnyoUpeva kaBe 2 epdopadec.
To ONIVYDE pegylated liposomal dev Ba npénei va Xopnyemal we
Jepovwpévog napdyovag. Ba npénel va EETOTET TO EVOEXOPEVD
xpnong pelwpévne doong £vapgng ONIVYDE pegylated liposomal
(ipivotexavn) iong pe 50 mg/m? yia aoBeveic nou eival yvword on
eival opoZuyol yia To aAnAépopgo UGT1A1*28 (BA. napaypdgoug
4.8 kar 5.1). Ba npéner va egeraoTel To evBEXGUEVO QUENTNG TNG
d6ong Tou ONIVYDE pegylated liposomal oe 70 mg/nv, edv eival
(VEKIO 0 Ouvexdjevoug KUkAoug. [Mpocappoyeq Mg Béong
OUVIOTAVIal YIa TNV aviIpermmion Togikormiwy BaBpol 3 11 4 nou
oxericoviar pe 1o ONIVYDE pegylated liposomal. + ANTENAEIZEIZ*:
lotopiké unepevaioBnoiog Popidc POPEAG oMV IPIVOTEKGVN [ OF
Kanoio and 1a ékdoxa. Bnhaopog. « EIAIKEL MPOEIAOMOIHEEIL*:
To ONIVYDE pegylated liposomal eival éva ?\lnuuwuluxu oKEUuUuu
IPIVOTEKAVNC [IE ﬁluq)DpEnKEq (p(lpuuKﬂmelKEq 1B16TNTEG quKmeu
HE T N NNOOWHIAK IDIVOTEKGVN. H OUYKEVIpWON KaI N NEPIEKTIKOMIT
g 060ng eival DIOMOPENKES OUYKPITIKG JIE TIC PN NINOOWHIOKES
Ipivorekavec. To ONIVYDE pegylated liposomal dev €ival 1000Uvajio
Ji€ GAa pn MinoowIaKG GKeudopara IpIvoTekavng Kai dev Ba npénel
va XpnoijonoloUvral evaAaGE. Z1ov nepiopiopiévo apiBlo aoBeviy e
nponyoUpevn €kBEon OF PN AINOCWIOKN IPIVOTEKAVN, Bev EXel
KkaradexBei Kanolo opehog and 1o ONIVYDE pegylated liposomal.
Mughokaraorodri/oudereponievia. _Tuviotaral  napakohouBnon e
YEVIKEC €EETA0EIC aijlaTog Kara T didpkeia e Bepaneiag pe ONIVYDE
pegylated liposomal. 01 aoBeveic Ba npénel va yvapiZouv 01 unapxel
kivduvog oudeteponeviag, KaBwe kai T onpasia Tou nuperou. 0
B10£00G Xp6vog £wG TV EAGXIOT TIA Yio ouderEponevia = BuBjiol 3
eival 23 (eUpog 8 104) npépeg perd Tv Npdim 6on g Bepaneiag pe
ONIVYDE  pegylated liposomal. H epnipem oudeteponevia
(Beppokpaoia owpatog > 38 °C ka apiBpog ouderepopidwy < 1.000
Kumopa/mm?) Ba npénmel va avopetwnileral  ENEYOVIOG 010
VOOOKOJIEiD, |IE evBo@AepIa aviBiomKa eupgog pdapatog. Hxoprynan
tou ONIVYDE pegylated liposomal Ba npenﬂ va dlakomeml, av
napouciaoiei ouﬁaspunsvmoq nupemq n o anodhurog GplBuoq
ouderepd@wv néel xaundiepa and 1.500 kumapa/mm®. Inyaiyia
He UDETEPONEVIKG NUPEND Kal enakdhouBn onniikn karamngia pe
Holpaia €kBaon éxouv nopanpnBel o aoBEVES |E PEOTaTKG
adEVOKapKivwa Tou naykpéarocg nou éhaBav Bepaneia pe ONIVYDE
pegylated liposomal. Ze aoBeveic nou aviperdnioav aijarohoyika
guppavia Bapidc pop@ng, ouvioTdral N LEiwaon e doong n n dlakonn
1n¢ Bepaneiog (BA. napdypago 4.2). AcBeveig e avenapkela puehal
TV 00TaV Boplag popong dev Ba npénel va AapBavouv Bepaneia pe
ONIVYDE pegylated liposomal. To 10T0pIKG  NponyoupEvVnc
aknvoBohiag g Kothiag augdvel Tov Kivduvo oudeteponeviag Bupidc
Hopgnic Kal pnupetng oudereponeviac perd 1n Bepaneia pe ONIVYDE
pegylated liposomal. Zuviordrar orevi nupamho(;ﬂncn |IE eEETGOEIC
aipioTog, evo Ba NpEnel va eEET00TEI T0 EVOEXOUEVO XPRONG QUENTIKAOV
MapayovIoy PUEAOKUTIGpWY Y1 aoBEVEiG pE 10TopIko aktivoBohiag
g koihdg. Ba Mpenel va eiote NpooeKTIKoi e OBEVEIG oToUg
onoioug xopnvsnm ONIVYDE pegylated liposomal quroxpovu e
omwoﬁoluu O aoﬂevslq JE aveEnapkn v?\UKoupowﬁlwan ng
xohepuBpivng, dnwg autoi e olvdpopo Gilbert, pnopei va dlatpéxouy

peyahUrepo Kivduvo puehokataoiodng katd m Afyn Bepaneiog pe
ONIVYDE pegylated liposomal. Zuykpmka pe Kaukaoloug aoBeveic,
o1 Aoidrec aoBeveic éxouv augnpiévo Kivouvo oudeteponeviag Bapidc
HOpPQNAG Kai EPNUpETNG oudeTeponeviag perd T Bepaneia pe ONIVYDE
pegylated lippsomal+5 FU/LV (BA. nopaypdgoug 4.8 kai 5.2).
AvogokaragraAnkEe emdpdoelc Kar euBodia. H xopriynon pBohiwy
Jie Zoovieg i Zowvieg £EnoBEVNPIEVOUC |IIKPOOPYaVIOPoUS O aoBEVEig
e  avoooKaTaotoAn AOYW  XNUEIOBEPONEUTIKMY  PAPHOKEUTIKWY
npoidviwy, cupnepihap Bavopévou tou ONIVYDE pegylated lippsomal,
pnopei va npokaAéoel oopapéc i Bavatnpopeg AOIPWEEIC. ZUVENW,
0 epPoNiaopoc e epBoNia pe LwVTES pikpoopyaviapiolg Ba npénel va
anogelyeral. Enmpéneral n xopriynon ppoliny e Bavarwpévoug i
adpavonoinpévouc pikpoopyaviopoug. Qotéoo, N avionokpion OE
autd 1o €uBoMia pnopei va eival peiwpévn. AlMnAemdpdosic pe
loxupouc enaywyeic rou CYP3A4. To ONIVYDE pegylated liposomal
dev Ba Npénel va ouyxopnyefal Je I0Xupouc ENaYWYEIC Tou EvZ;Uuou
CYP3A4 onwe uwmnuouwﬁmd (mmvumwn Qaivopappdin N
KapBapaZenivn), pmmunwn pmmunounvn Kol Bohoopdxopio (St
John's wort), ek1o¢ £av dev undpxouv GAEQ EVOMNAKTIKES EMAOYES
Bepaneiog. H kataMnAn doan évapéng yia aoBeveic nou Aappavouy
autd 1o aviionaopwdikG f GAoug 10xupoUg enaywyeig oev €xel
KoBopiotei. Ba npénel va eEeTaoTel 10 EVOEXOUEVO UNOKATAOTAONG
TOUG P Bepaneieg nou Gev NpokahoUv eVIUIKA enaywyn ToUAGXIoToV
2 ¢Pdopadeg npiv and v évapEn g Bepaneiag pe ONIVYDE
pegylated lipopsomal (BA. nopaypogo 4.5). AMnAemdpdaelc pe
Ioxupouc avaoroAeic 1ou CYP3A4 i oxupouc avaaroAeic Tou UGTTAT.
To ONIVYDE pegylated liposomal dev Ba npEnel va ouyxopnyeital pe
1oxupouUg avaaroAeig 1ou eviipou CYP3A4 (n.x. Xupd yKpEingpour,
kAapiBpopukivn, vdivapipn, mpakavaldAn, Aonvapipn, vepalodovn,
vehpivaBipn, pirovaBipn, aokouivaBipn, TeAanpeBipn, BopikovaZ6in).
01 1oxupoi avaotoleic tou CYP3A4 Ba npénel va diakdmovial
Touldxiorov 1 €Bdopada npiv and mv Evapén e Bepansiag e
ONIVYDE pegylated Iiposomal. To ONIVYDE pegylated liposomal dev
Ba npénel va ouyxopnyeital e 1oxupoug uvumohsl'q tou UGT1A (n.x.
aralavapipn, yep@iBpoliAn, wdivaBipn), ekIog edv dev unupxouv
GAAEC EVGMGKHKEQ amhoyzq Bepaneiog. Aruggma L‘uuppmu unopei
va nupoumumz[ npwiya (epedvion o€ < 24 mpeq LETG MY Evapén
xopnynunq Tou ONIVYDE pegylated liposomal) i oyipa (> 24 mpsq}
(BA. nﬂpuvpmpo 4.8). Le aoBeveic nou n[}poumalouv npwIpn
0iGppoia, Ba npéner va eE€TGEETaI T0 EVOEXGUEVO Xpriong BEPANEUTIKAG
Kal npo@UAGKTIKIAG aywYNRG [E atponivn, EKTOG Eav avievdeikvutal, 01
aoBeveic Ba npénel va yvwpidouv Tov Kivouvo KaBuatepnpevng
Oidppolag, mou pnopei va eival €EOUBEVWTIKN Kal, OE ONAVIEC
NEPIMMOEIG, aNEIANTIKA yio T i, KaBag o1 NiOVES XaAapeEg N
UBAPEIC KEVWOEIS PNOpEi va npokaAéoouv agudatwon, HITAPAXEC
10V nAekrpolutay, KoAmda, eEéAkwon Tou yaorpeviepikou (TE)
owAnva, Aoipwén 1 anyaipio. MONIG nopoudiaatel n NPWIN Uypn
kévwan, 0 aoBevic Ba npéngl va EEKIVIOEN va MIVEl HEYAAEC NOOOTNTES
noTwv nou nepiéxouv nAektpoAuree. 01 aoBeveic Ba npénel va €xouy
dpeoa Sio6éoiun honepapidn (A 100dUvapo) yio v évapgn Tng
Beponeiag yio owign Oidppola. Ba npénel vo EEKIVAOEL N Xprion
Aonepapidng Kard v npam r—.pmdwon 0XI KoAG oxnuunaué\rmv n
XOAOP@Y KOMPAVWY i KOTG TNV M0 NPAIUN EHQGVION KEVWOEWY e
OUXVOTVTO UYNAGTEPN GNO TV Kavoviki. 8a npénel va xopnyeial
honspuplﬁn uexpl ol aoBeveig va nupr}ugwouv xmplq Bidppoia yia
Touhaxiotov 12 @peg. Edv n Bidppola eppével evoow o aaBevig
AapBavel Aomepapidn yio nepioodtepeg ano 24 (pec, Ba npEnel va
€EETa0TE( T0 EVDEXOEVO NPOOBIKNG OVTIBIOTIKIG UNDOMPIENG and Tou
ompmoq (n.x. q)BoploKwol\ovn yia 7 nuspsq) H }\DFIEDCIIJIﬁn Oev Ba
MPENEI VO XpNaIPonoieiial yia nave and 48 HIaBoXIKES HPEG Adyw Tou
Kivdivou nupﬂ?«unmu glleol. EAv n 6|upp0|c| EPPEVEL YO
NEPIOOOTEPEC and 48 (peg, DIAKOYTE T Xopnynon Aonepapiong,
napakolouBnote Kal avanAnpwaore 1oug Uypolc NAEKTpoAUTEC Kal
OUVEXIOTE TNV UNOOTAPIEN E aVTIBIOTIKA [IEXPI VO unoXwprgouv Ta
ouvoda oupmimpara. H Bepaneia pe ONIVYDE pegylated liposomal Ba
npENEl va KaBUOTEPNOE! JEXPI N DIGPPOIT va UNoXwpnoel os BaBpo <
1 (2 3 kevioeig/npEpa NEPIOOOTEPES @NO TN OUXVOTNIO KEVWOEWY
npiv and tn Bepaneia). To ONIVYDE pegylated liposomal dev npénel
VO XOpnyemal ot aOBeVEiC pE EVIEpIKA anogpaEn Kol Xpovia
PAEyHOVOON EVTEpIKﬁ VOO0, EKIOC €av €XEl unoxwpnoel. Meta ano
didppola BoeuoL'l 3 11 4, n endpevn 6oon Tou ONIVYDE pegylated
liposomal Ba npenel va peiwBel (BA. napdypago 4.2). XoAvepyikee
w.lﬁ_gaas.'g H npwtpn eu@uvmn 6mpp0|uq pnopei va ouvoéeueml
ano  XoNVEpYIKG QUPNTWLOTa 6N PIVIOO, QUENUEVR EKKPION
oiEhou, EEayn, Blagopnon, Bpadukapdia, pionkal unepnepioTaTiojo.



Ze NepinTwon ePQAVIONS XOMVEPYIKWY oupntwpdiwy, Ba npénel va
XopnynBei atponivn, O&eiec avidpdogic omy Eyxuan Kal OXETIKEC
avndpdoeic.  AvagépBnkav  avndpdosic oy éyxuon, nou
nepidapBavouy Kupiwe eEavBnpa, Kvidwaon, NEPIKOYXIKG oidnua n
Kvnopo, oe aoBeveic nou AapPavouy Bepaneia pe ONIVYDE pegylated
liposomal. Mapouaidotnkav véa oupBavia (6Aa paBpol 1 f Babpou
2), yevikd npwipga, kot mn OiGpkeio g Bepaneiog pe ONIVYDE
pegylated liposomal, kai povo 2 and toug 10 aoBeveic nopouciaoav
oupBavia perd v népgnin Ooon. EvOEXeral va nopougiactouv
ovndpaoeig unepevaioBnoiag, oupnepilauBavopévng g ogeiag
ovnﬁpuunq omv svxuun To ONIVYDE pegylated liposomal 6o r:psna
va BIaKonTeTal o nepimwon aviidpdoewy unepeualoBnaiag Papiag
popeng. Mponyauuevn encyBaon Whipple. 01 aoBeveig i 10TOPIKO
enépBaong Whipple napouoidfouv uynAdtepo kiviuvo copapwv
oipwEewv pera m Arnyn ONIVYDE pegylated liposomal og cuvduaopd
Jie 5 FU kai Aeukopopivn (BA. napaypago 4.8). 01 aoBeveig Ba npénel
va napakohouBouvial yia onpeio AoIHWEEWY. AYYEIOKES OIOTADAXEC.
To ONIVYDE pegylated liposomal éxel ouoxeniotei pe BpoppoepBolika
ENEI060I0 ONWC NVEUpOVIKN EPoAn, APk BpopBwon Kai
apinpiaki BpopBoepPoln. Mpénel va Aappaveral AenTopepES 1aTPIKG
10T0PIKO NPOKEIPEVOU va evioniovial ol aoBeveig pe noAhanAoug
napayoviec Kivduvou €KTOC and 1o Unokeipevo vednhoopa. O
aoBeveic Bo NPENEN VO EVALIEPMVOVIOL YIO T ONPIEIO KOl TO OUPMTOHATA
mne BpopfospBolic Kal va éxouv evnpEPwBEl va ENIKOIVOVOUY
QUESWE PE TOV YIQTPO N TOV VOGNAEUTH TOUC OF NEPINTWON EJQAVIONG
TEIOIWV  onpgimy N ouumwpdmv. [veupovikn _ Toéikomnia.,
NapouaiGomkav cupBavia 1inou didpeong nveupovonddelag (ILD)
nou obriynoav ot Bavroug, oe 0oBeveis nou AGpBavav pn
Nnogwpiokn ipivorekdvn.  Aev Exouv  avagepBei  MEPINTOOEIG
oupBaviwv Tonou ILD katd Tn Bepaneia pe ONIVYDE pegylated
liposomal 0e KhwvikéG pEMETEG. Iioug napdyovieg Kiwdlvou
ouykatahéyovial n npoun(}pxout}u nveuuovonﬂesm n xpnan
MVEULIOVOTOEIKWY QUPHAKEUTIKAV MPOiovILY, napayoviwy BIEyepong
CIFIO!KIu}V fi n Aiyn nponvuuusvnq oKknvoBepaneiag. 01 noﬂeuelq JE
napayovieg Kivdlvou Ba npénel va nopakohouBoUvial otevd yia
QVaNvVEUOTIKG CURMTMATA NPIV Kai Kata n didpkeia g Bepaneiag pe
ONIVYDE pegylated lippsomal. Ze pikpo nogooio acBevav nou
eyypapnkav o€ pia KAIVIKR PEAETN JE TV IpIvoTeKavn, napatnpienke
€va O1KTuo ofmdeg potiBo oy aknvoypagia Bupaka. Le nepimwon
véag N npoodeunika eEehioooyevng duonvoiac, Brixa Kai nuperol Ba
npénel va diakonei n Bepaneia pe ONIVYDE pegylated liposomal, yia
600 OiGoTnpo eKKpEpEl n dloyvwonkn ektipnon. To ONIVYDE
pegylated liposomal Ba npénel va diokometal o ooBeveic e
eniBefaiwpévn didyvwon ILD. Hoamkri dua)emoupyia. 01 a0BeVEIS Pe
unepxohepuBpivalpia €ixav UYNAOTEPES GUYKEVIPWOEIC oAIKNg SN 38
(BA. napaypago 5.2) Kal, ouvenag, o Kiviuvog oudeteponeviag gival
augnpévog. Ba NpEngl va npayparonoletal TaKTKA napakohouBnan
LIE YEVIKEG EEETA0EIG afjiaTog o€ aoBeveig e oMK xohepuBpivn 1,0
2,0 mg/dl. Ba npénel va eioTe NPOOEKTIKOI 0f aoBEVEIG PE nnamikn
duahemoupyia (xoAepuBpivn > 2 PopEg To avwrarto pUGIOAOYIKO GpIo
[ULN]" tpavoapivaceg > 5 popég 1o ULN). Anareital npoooxn o1av 1o
ONIVYDE pegylated liposomal xopnvanal 0¢ oUVOUOOPO PE GAAa
nnmom&mu QUPUOKEUTIKG npoiovia, eifika  oe  ooBeveig pe
npoUndpxouoa nnamkn Guohemoupyia. Neppiki Guaflsfrougwa H
xpnan Tou ONIVYDE pegylated liposomal o€ 00BevEig pe OnYaVTIKA
VEQPIKA 6uu?\£noupy|u Bev £xel TEKPNPIWBET (BA. napdypago 5.2).
Ef.}lmoﬂagﬂg aoBeveic (ésmng pdcag owyaroc < 18,5 kg/mé). Ty
KAIVIKN EAEM yia mv akiohdynon Tou ONIVYDE pegylated liposomal
+5 FU/LV, 5 ano Toug 8 EMmOBupElq aoBeveic nupnuoluunv Hia
avemBapnin evépyeia BaBpol 3 1 4, Kupiwg puehokataotodn, v yia
7 ano Toug 8 aoBeveic anaimBnke Tpononoinon Tng 60ong, ONWg
kaBuorépnon, peiwon 1 dlakonn g doong. Ba npénsl va eiote
NPooEKTIKOI Kard 1 xprion 1ou ONIVYDE pegylated lippsomal o€
aoBeveig pe deikin palag owparog <18,5 kg/m2. Exdoxa. KaBe ml
ONIVYDE pegylated liposomal nepiéxer 0,144 mmol (3,31 mg)
voipiou. Autd npénel va AngBei undwn yio Toug aoBeveiq nou
akohouBolv  Oiaima  pe  eAeyxOpevn npooAnyn  vaipiou. ¢
AMHAETIAPAZEIZ*: H ouyxopnynon Tou ONIVYDE pegylated
liposomal pie enaywyeic 1ou CYP3A4 inopei va Pemael oumnumlkﬁ
¢kBeon oto ONIVYDE pegylated liposomal. H cuyxopriynon tou
ONIVYDE pegylated liposomal e GAoug avaotoheig rou CYP3A4 kal
Tou UGT1A1 pnopei va au&noel Tn ouotnpiankn €kBean oo ONIVYDE
pegylated liposomal. « FTONIMOTHTA*: - KYHEH*: At ouviordral.

TANOYXIA*: Avievoukvemal. = ANTIZYAAHWH*: O1 yuvaikeg o

avanapaywylkn nAikio Ba npénel va Xpnoigonoiolv anoteAEGHATIKA
avnioUANyn kard m didpkeia g Bepaneiac pe ONIVYDE pegylated
liposomal kai yia 1 priva and exei kai énena. O1 avdpeg Ba npénel va
Xpnoigonolodv  npoQUAGKTIKG Kaord - Bepancgia pe  ONIVYDE
pegylated liposomal ko yio 4 priveg ano ekei Kai €nenma. o
EMIAPAZEIL ITHN IKANOTHTA OAHTHEIHE KAl XEIPIZMOY
MHXANHMATQN*: Kara m Oidpkeio ing Beponeiog, o aoBeveic Ba
npénel va €ival NPOoEKTIKOI Katd v odiynon n Tov xsiploud
pnxavnudiwv. + ANEMIBYMHTEL ENEPTEIEZ*: [loAU ouxvég
avemiBuuntes  evepyelec;  OuBETEpONEVin, Aeukonevia, avaipia,
BpopBonevia, unokahiaijia, UNopaYVNaIaIia, 0QUBGTWAN, PEIDUEVD
Gpegn, Zan, Bidppoia, £peTog, vauTia, koINaKO GAyog, aTopaTinda,
u]\wnsxlo nupsEm ﬂEpilDEpIKO mﬁnuu qﬂ\svuovn B?\Ewovuvmv
Konm(}n EaoBevian, usmxm Bupouc; Zuxvég avsmﬂuunrsc
EVEpyelEg: ENMMKA KatanAnia, onyaipio, nveupovia, epnupem
OUDETEPONEVI, ~ YOOIEVIEPITIO,  KavIviiaon 10U OTGHaTOg,
Aepiponevia, unoyAukaipia, unovarpiaigio, uno@uwogopaiia, atnvia,
xohvepylkd oOvdpopo, duoyeuoia, undraon, NVEUPOVIKA EBOAN,
epfoMn, ev 1w PaBel pAePikn BpopPwon, dUonvola, Guowvia,
KOAnda, aipoppoideg,  unoAeukwpanvaipia, ofeia  veppikn
avendpkela, aviidpaon nou oXenideral PE v Eyxuon, oidnpa,
auEnpévn xohepuBpivn, augnpévn apivotpavopepaon NG oAavivng,
QuENPEVN  OonoprIKn - apivorpavaogepaon,  auénpévo  DiEBvEC
Kavovikonoinpévo nnhiko. Ox1 ouxvee avemBupniec evepyeleg:
Inpaipio Twv xohngopwv, ungpeuaioBnoia, Bpoppwan, unoia,
olgopayinda, NPWKTIda, OUOXPWHCTIONOT ovuxa.
«  YNEPAOIOAOTIA*: -« IAIOTHTEL*: OappokoBepaneutikn
Kamyopio: aviiveonAaopiankoi nopayoviee, GAAoI aviiveonAaopankol
napayovieg, kwdikog ATC: LOTXX19. H dpaanikn ougia tou ONIVYDE
pegylated lippsomal eivar n ipivorekavn  (avaotodéag g
Tonoicopepaong 1), n onoio eival evkaWUNWEEVN OF KUOTidIO
dinhoonBadag Mmdiwy i Aindowpa. H 1pivotekavn eival napdywyo
g kapnmoBnkivng. 01 kapmoBnkiveg dpouv wg eidikoi avacToeig
Tou eviUpou DNA tonoioopepdon |. H ipivotekdvn Kal o Gpactikog
peraBoAitng Tng, To SN 38, npoodévovial avaoTpéWipa oTo oUPNAOKO
Tonoicopepdon | DNA kai endyouv BAGBeg o€ povokhwvo DNA nou
anokAeiouv n dixaho avniypagng DNA kai gival unelBuveg yia v
Kunigporogkomma.  H ipivorekavn  perafoligeral  and - mv
KopBogueotepdon oe SN 38. To SN 38 eivar nepinou 1.000 tpopsq
10XUpGIEPD QNG TV IPIVOTEKGVN WG QVaOTOAEDG TG Tonoicopepdong |,
nou €xel kaBapioTel and KUTIOPIKEG OEIPEG OyKwv avBpwnwv Kal
TpwkTk@y. « OYIH KAI ZYITATIKA TOY MEPIEKTH: OiaAidio and
yuahi Tinou | e ykpI n@pa £l0xmpnong XAwpoBoutuAiou Kal oppayion
ahoupiviou pE anoonwpevo nopa, nou nepiéxel 10 ml nukvou
BloAUparog. KaBe ouakeuaoia nepiéxel éva glohidio. = KATOXOL
THI AAEIAL KYKNO®OPIAEL: Les Laboratoires Servier, 50, rue
Carnot 92284 Suresnes cedex, [oMia. « HMEPOMHNIA
ANAGEQPHIHE TOY KEIMENOY: 08/2020

Onivyde sol.in 4,3mg/ml VL 10ml: A.T. € 908,77

*la ¢ nAnpeic nAnpoQopieg, nopaxaleiode va aupPouleubeire mv Mepnyn
Xapakmpionikav Tou Mpoidvrog nou diariBeral and Tov KAK.

* —
—= SERVIER
SERVIER HELLAS ®APMAKEYTIKH ENE
OpaykokAnaiag 7, 15125 Mapolol
TnA 210 9391000
Www.servier.gr

BonBnote va yivouv ta @appaka nio ac@ali Kal AvapEpETe:
OAEE us aveniBUpntes evépyeies
vio OAA ta ®appaka
ZupnAnpwvovras v «KITPINH KAPTA»



m
i ,‘-

&

a

L@N@UE;H .

lipegfilgrastim d \
;JV" ‘

!Ji

poatats VOV ag
w‘co LIOVOTTATL '2

L]
INNOVIS

Fulure health loday

ONCOLOGY
4
/B

— —

A

-
.

1).Maenpaa et al. / The Breast 25(2016) 27-33 2.Bondarenko et al. BMC Cancer 2013, 13:386

KAK

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

lMa mv Nepinyn XapakmpioTikey Tou Mpoidviog namate edw

&

liol ATTIKAC

Zuv-npowBnon:

INND\IIS PHARMA A EB

Future health today

Lon-eA01-0221



MEPINHWH TAN XAPAKTHPIZTIKON TOY NPOIONTOX

1. ONOMAZIA TOY ®APMAKEYTIKOY NPOIONTOE Lonquex 6 mg evEayio SIGAUMG OF MPOYEMOKEVT]
aupryya

2. MOIOTIKH KAI NOZOTIKH TYNOEIH KdaBe rpoyepuopevn ouptyya nepiexel B mg Aneykguypaating*
oe Sidkuypa 0,6 ml. KaBe mi tou evéoiou Srakvparog nepiExel 10 mg Mneykgihypaatiung. H Spootin
ouoia eival éva opotoniokikd ouleuypa MG @ihypaotiung** e pedofu-noAumBukevoyhukokn (PEG)
péow evoq udaravBpakikoy ouvdém. *Autd Baoiletal oy nEpEKTKGTIA OE MPwIEivES pdvo. H
auykévipwar) givat 20,9 mg/ml (Gnh. 12,6 mg ava npoyepopevn ouptyya) edv oupnepthngBel To tunpa
PEG kat 0 udatavBpakog auvBEmg. **H pitypaoTiyn (avacuvduaauevog peBetovulikds avBpumvog
Tiapayoviag SIEYEPONG ANty KokkiokuTTapwy [G-CSF]) napayetal o8 kOTTapa Escherichia colf pgow
Texvohayiag Buaapevou DNA. H Bpc 110 QUTOU TOU PpAKELTIKAU TIPOIOVTOS BEV MPENE! va
ouykpivetal pe ) BpagtkdmTa pag AAANG MEYKUMWHEVTS 1 pr-neykulwpémg npwtelmg me Biag
Bepaneunxng kamyopiag. Mo nepoodiepeg mAnpogopies, PA. napaypapo 5.1. Exdoyo pe yvwom
Bpdon Kabe npoyepuopévn ouptyya nepiéxet 30 mg copBridhng. Narpio. Na tov nhipn katdhoyo Twv
ekdaywy, Bh. napdypago 6.1. 3. GAPMAKOTEXNIKH MOP®H Evéaiio Bidujia ae npoyeopévn auplyya

anopaxpuvon Tou napayovra G-CSF. BAéne eniong napdypago 4.8. AoBevelg ye Spenavokutiapikn avaigia
Kpion dpenavokuttapikrc avaiuiag €xer ouoxenatel pe m ypnon G-CSF 1) nopaywywv o€ aoBeveic pe
dpenavoruttapu avayia (BA. napdypogo 4.8). Oryiatpol Ba npénel enopgve va elvat npocextikol katd m
Yopriynon Tou Lonquex oE aoBeveic pe B apur] avapio, va nopakohouBoly TS katdhAnkeg
KAMVIKES TIOPOUETPOUG KO TO EPYATTNOKG anoTeheopata kai va AapBavouv undyn mv mbavr ouoyénon mg
AneykgiypaoTipng pe T Sidykwon Tou oTva Kot T ayYELoanoepaxkTik kpion. Ynokahwiyia Evdexeta va
napouciagtel unokahayia (BA. nupﬂypu:po 4.8). Flu aoBevelq pe augnpévo kivbuvo unokahiowiog Adyw
i ¢ voooU 1) ouyxopyolp: T POTEKTIKT) nupnminuﬂr}m Tou Enmsénu
Kahiou upnu Kal 1 UnoKkaraotaan xu.Muu r_dv £ival i Ingipapa ba ‘Exet pep!
oneipopatovegpinda oe aoBevelg nou £haBav giypaotim, Aevoypaotiun ) neykuypaotiym. Mevikd, 1a
oupBdvra onepaparovegpindag ermhiBnkay petd m peiwan me BOTS 1 MY QNOoUPON TS GYPATTING,
mg Aevoypaotiung 1 mS meykgypaatiung. Iuviotdtar napakokouBnon pgow avihuang odpwv (Bh.
nopdypogo 4.8). ‘Exdoxa pe yvwatr Spdan Autd 10 gappoKkeUTIKG Mpoiov Tiepiyet oopPoAn. D1 aoBevelg pe
ondvia kAnpovod npofhfpata ducavegiag o gpouktadn Bev MPENE va Xpnawononaoouwy autd T
(PApUAKEUTIKG Tpoidv. To papuaKeUTIKG autd mpoldv NEpIEXEL AydTepo and 1 mmol vatpiou (23 mg) avd

(eveowo). Aauyée, Gypwpio Bidhupa. 4. KAINIKEZ MAHPO®OPIEE 4.1 Bepancutikés evdeieig To Lon-
quex gvdelwutal y xprion o8 eviAKES yio ) peiwan M Sidpkelag Mg oudsTeponeviag kat mg
enimwong MG eUnUpemq oudeTeponeviog of ooBeveiq mou umofaMovial oe KUTTAPOTOEKT

paneia yia (ue mv ekaij WG XPOVIAG PUEAOYEVOUQ Auymulog Kai Twv
uuslobuunhuu‘nmv ouvbipopwy). 4.2 Aannlwm ka1 Tpanog xopiynong H Bepanein pe to Longuex
mipénet va Eexvd ki va napakohouBeltal and yiatpolc Enepoug omv oykohayia 1} v aipatohayia.
hoooloyia Mia ddon twv 6 mg Mneykeiypaotipng (uia epanaf npoyepopevn oupiyya Lonquex)
oUVOTaTal yia kGBe KUKhO mus:asemneluc XOpnyoUpevn mepinou 24 @peg MET TV KUTIAPOTOEKT

aneia. Eduol mhinduoy Q0Bevel TG KAVIKEG PEAETEG UE TIEDIOPIOUEVD
aplBpd NAKIpEVY unaaumv Bev nnpumpﬂﬂnns onpavnk diagopd oxeTdopewn e TV Nhwkia doov
apopd Ta mpoglh anoteheapankémrag f aodAeia me Aneykpypaotipng. Iuverwe, Gev eiva
anapaimm avanpooapyoyn e d6ang yia nhkiwpevoug aaBevels. AoBevels pe vepkr duoAsiroupyia
Ta napovra SoBeapa Sedopéva neprypdpovial omy napdypago 5.2, akkd Sev pnopei va yivel ouaraon
yia m Soaohoyio. AoBevels ye nnatik dvoAeroupyia Ta napdvia dabeoa dedopéva neptypdpovial
oty napdypaga 5.2, aa dev pnopel va yiver odotaan yia m dogokoyia. Maidiazpwds mAnbuaude H
Q0QAkein Kai n anoteheapatkdnTa Tou Lonquex o nadid kot epAfoug nhxiag £wg 17 eTwy dev £xouv
axdya tekpnpweel. Ta nopdvia Siabgoipa Sebopéva nepypapoviar ouig nepaypdgous 4.8, 5.1 kat 5.2,
Tpdnog xoprynang To SudAupa evietal unodopta (SC). Ot EVEDEIS NMPETEL va XOPMYOUVTAL 0TV KOLALOKT)
¥wpa, oto paxlova f oto pnpd. H autoyoprijynar Tou Lonquex mpEnet va BIEVEPYEiTaL povo and
aoBeveig nou daBETouv TV katdAAnAn napakivion, enapkr exknaibeuon kol NpooBaon) aTig CUPBOUAES
£idikou. H npw éveon npenet va dievepyeitar und apeon) wrpi eniBAedn. Ma odnyieg oxenwa pe ov
XEWIOU0 TOU QApUAKEUTIKOU TPOIdVTOG Mpw ard T xoprhyron, BA. napaypago 6.6. 4.3 feig

POYENOLEVT OUptYYa, SnA. oUoI0OTKG «EAEUBEPO vaTpious. 4.5 AMARAEMIBPATEIQ PE GAAD
npoidvro km GAAeg pop@eg ohAnkenidpaong Adyw mg mBavig evmobnolog Twy TOXEWS DaipoUpEVLY
puehoeduv kuTtapwy omv Kuttapotofwi xnueioBepaneia, To Longuex npemeL va yopnyeital nepinou 24
WPEG PETA T X0pAYNon G KuTIapotoikng xnuetoBepaneiag. H auyxophynan me Aeykpypaotiung pe
onoiodiirote XnuewBepaneuTkg pappakeuTIKG npoidv Bev £yet afohoynBel oe aoBeveis. Ze poviéha e
{wa, n ouyxopriynaon G-CSF ko 5-gBopiooupakiing (5-FU) 1 dMwv aviiyetafohaiy éxel katadegBel dn
evioyUel m puehokataaToM). H aogdhela kot ) anoteheapankoma Tou Lonquex Bev €xouv afohoynBel oe
aofevelg mou AauBavouv ynpeioBepancia  oxeuddpevn pe KnBUOTEPNUEVT HUEADKOTQOTON], MUY
vitpoloupieq. H mBavomia aMAnhenibpaong pe AiBlo, to onoio emiong mpodyer My anekeuBepwon
ouderepogihuwy, dev €xer SiepeuvnBei edikd. Aev undpyouv oToNein Tou va anodewwviowy T o TEI
ahndenidpaan pnopel va eival emBrapric.
4.6 Tovipdtnra, kinon kor yehouyio Kinon Eivar ok neplopopéva ta Sedopéva (nepumtooeg éxpaong
£YKUPooUVIG MyoTepeq and 300) and my xpAon e AMEYKpIYPAOTIUNG oTIG £YKUES Yuvaikes, MEAETES oe
{wa katedetav avorapaywykr tofwdmra (BAEne napaypapo 5.3). Zav npaAnmmke PETPO, £Vl NPOTIUNTED
va ariopelyETal 1) Xprior Tou Lonquex Kata 1 BI0pKea e eykupoouwnG. Bniaopdg Aev sival yvwatd edv
Ameykpkypaoripny/ ot peraBoliteg anexxpivovtar oto avBpwnivo yaka. O kivbuvog ato Bpégog nou Bnaler
Bev propel va anokieiotel. 0 Bnhaopog npénet va Siakonieral katd v didpketa me Bepanelog pe Lon-
quex. Fovipdmmra Aev undpyouv SiaBEaa dedopéva. Mehéteg oe wa pe tov G-CSF kat napdywya Bev
unoBewvuouy emphapeiq emdpdoerg om yovipdmra (Bh. napdypapo 5.3). 4.7 EmEpdoeig oy IkavoTnTa
oéﬂvlwnl; mn xelnmuou pnxovnpiTwy To Lonquex Sev £xet kapia 1 £xel aoripavn enidpaon omy kavdmra
pdtwy. 4.8 pnTeS evepyeieg Zuvoyrn tou npopih aoedheias Ot ngov
OUVES uvt:mﬂuunisq stpv:u:q £ival puookeheTikdg ndvog kar vautia. To ouvdpouo Blaguyng TpIXoedwy,

Ynepevaiofinoia o dpadtud ougia 1 o€ kGMowW and ta £xdoYa Mou avagEPOVIaL OV apdypago 6.1.
4.4 Eidikég npogiBonoifoeis koi npoguhegeic kard T Xpron Iyvnhaowdtra NMa m Bektiwon Mg
GIAQOWOTNTAG, 1) EPTOPIKT Ovopacio kot 0 apiBUog NApTIHog ToU YOPNYOUPEVOU QAPUAKEUTIKOU
TIPOIGVTOG TIDEMEL VO KATQYPAPOVTAL UE TAgTVELD OTO pXElo Tou aoBevous. Mevikd H aogakewm kat n
QNOTEREOPATIKGTTA Tou Longquex dev exouv BlepeuwnBei ot aoBEveiS nou Anppavouv ynpcioBepaneia
uyniuv Bdoewv. To Lonquex dev mpénet va ypnoworow(ar ywa myv aufnon me Gdang mg
Kutrapotofwic ymuewBeponeiog népa amd 1@ kofiepopéva Booohayikd oyiuato. AMAEDYIKES
avilipaoelg kal avogoyovikoTria AcBeveis pe unepeuatoBnoia otov G-CSF f napdywya Surpéyouv
eniong 1ov kivbvo avidpdoswv  unepevaioBnoiag om  Aingykplypaotin Adyw ruBavig
Garaupolpevng avudpaoTikdmiag. Aev Ba npénet va Eexwiiael Bepaneln ye Ameykgypaotiyn os
autol Toug agBevelg Adyw Tou kivdovou Biaotaupalpevng avtidpaons. Ta nepoodtepa foAoyikd
QUPHAKEUTIKA NPOIGVTA MPOKaAOUY KATI0IOU EMMEGOU QNAVITION {E OVIIOWUATA EVOVT TOU GApHAKOU.
AU 1) QNAVIMON JE QVTIOWHATA POPEL, O OPICUEVES MIEQITIWOELS, va OBNYHOEL OF QVETIBULNTES

10 onoio XETALVa Elval anelnTikd yia mv {wr) eav kaBuatepnoet n Beparteia Tou, EXEl avagepBEl Kupig
o€ aoBeveic pE kapkivo miou AapPavouv xnueoBepanein neia and xoprynon G-CSF i nopaywywy (BA.
napaypago 4.4 ka1 napaypago 4.8). NMivakag avermBupntwy evepyeiny H aapdieia ™e AMeyYKpypaoTiung
afohoyriBnke pe paon Ta anoteAéopata and KMvIKEG MEAETES Mou oupneptElapav 506 aoBeveic kat 76
uytels Behoviég rmou éhapav Mmeyxuypaatin toukdywtov pia popd. Ot averuBUymTeg evEpyeleg nou
nopotifevial napakdtw otov mivaka 1 Tafwopolvial ava kamyopio/opyavikd ovompa. Ot kKamyopieg
ouyvéTTag epgdviong koBopilovion oUppwva ye TV akéAoudn oupBaon: mohu ouxves (=1/10), ouxvég
(=1/100 &wg <1/10), 6yt OuXVES (=1/1.000 €wg <1/100), ondwieg (=1/10,000 £wg <1/1.000), noAu
onavieg (<1/10.000), pn yvwotég (Bev pnopolv va exnunBolv e paon 1a dobeoya dedopeva). Eviog
KGBe Kamyopiog OugvoTIG EMQAVIONG, 01 aveErBUUTES EVEPYEIES napatifevial katd ¢Bivouoa cepd
oopapdmag.

Mivaxac 1: AvemBupnTes EVEPYEIES

EVEPYELES T} 02 anwhela Mg anoteheopatkdtag. Edv £vag aoBeviic dev av il om

0 ooBeviig Ba npénel va unofAnBel oe neporépw afohdynom. Ie nepimwon eppaviong ouﬁupnq
akhepyikiic aviidpaong, Ba npénet va xopnynBel n katdhinin Bepanein pe otevi] apaxkohouenan Tou
aoBevous eni apkeTE nuépes. Aonomukd ooompa H Bepaneia pe hmsymﬂypnmlun Bev ummml
ﬁpouﬂcns\nu KOt avaipia npokahoUUEVES QMG HUEA JTOATIKT] YTHELC

pnopel eniong va mpokakéoet avaotpéyiun Bpopfonevia (BA. nupu'muepo 4.8). Zuvmmm n tmmm
napakohovlnan Tou apiBpoy awoneTakivy Kat Tou mpatokpim. BBk pEpyva npeénel va Aappaveral
Katd m Xoprynon pepovwugvay 1 ouvBuaopévuy XNHEOBEPATEUTIKWY PAPHAKEUTIKGY MPOIdvTwy Moy
£ivan yvwotd 6 npokalodv ooBapr BpopBorievia. EvBéxetal va napoumaotel Asukokutrapuwar (Bh.
napdypago 4.8). Aev £xouv avagepBel averBUPNTES EVEPYEIES Moy va pnopadv va anodofoiv auauu
0T AsukokuTtdpwor. H augnon twv Asukav ayoagaipiwy (WBC) eivat aupBaTr je Tig gapyic

£mOPAcE ™G AneyKothypaoTiung. Métpnon tou WBC npénet va dievepyeltat 0E TOXTKG bmm'nuum
Katd m Gudpkela G Bepaneiog Adyw twv khvikav rdpaoewv S MREYRGAYpOOTHMG Kal Mg
mlavomiag yia Aeukokuttapwan. Edv ou petpioeg tou WBC unepBaivowv ta 50 x 1091 pera 1o
avopevipevo vadip, n Ameykgiypaotin npéner va Skonel opéowg. AuEnpévn awonommik
Spaompidmra Tou puehou Twv ooTwv oe andvmen om Bepaneia pe auEnukd napdyovia Exel
QUOXETOTEL g Napodika BETIKG euprata oTTv ANEKOVIOT 001wy, AUTA TpEnet va AngBel undyn kata
TV £punveln Twv anoTeAeopdTwy G anewdviong ootav. AoBeveiq pe pueloyevi Asuyoyio 1
ueoduoriaoTikd ouvdpopa O BIEYEPTIKAS TIPAYOVTOS ANDIKIMY KOKKIOKUTTIANWY IMopel va TPodyel
MV QUENOT Twv JUEAOEIBAY KUTTAPWY KOt OPIOREVOV UN-UUEROSIBWY KUTTAPWV i witro, H aogakela kain
anoteheopatikdmea tou Longuex Bev Exouv ﬁlapeumﬁsn [ uuecva(q JiE XPOVIa HUEROYEVT AEUyaia,
puekoduoriaoTika oUvdpopa 1 Beuteponaln ofela puehoy Zuvenag, dev Ba mipenet va
XPnowonoEtaL 08 QUTolS Toug aoBevelg. Emuu] HEPIVA np£n£| v AapBdveral yia T Sidkpion mg
Sidyvwong Tou PETaSYNMaTOpoU Twy BAIOTLV NG XPOVIaS HUEADYEVOUQ Azuxmu{u: and my ofeia

Kawyopin/opyaviks ouotrnua Zuyvoma AvermBUynTm EVEpYEWD

Aarapaxes 10U agonomTIKOU Koi Tuyveg Bpopponevia*

10U AEp@IKOU OUOTIHATOS

Dy OuiveQ AeukokuTIGpwan*,

Irnvopeyakia*

Aiarapay£q Tou avooonouTIKoU QUOTTUATOS Oy ougveg Avndpdoerg unepeumobngiag™

Awrapayés rou ueTaBoAiopo kat e Bpgyns | Zuxvég Yrokahiayin*

Aiarapay £ Tou vEUPIKOU QUOTTILATOS Zuyveg Kegahaiyia

Ayyewaxés darapaxes Mn yvwoteg Zavbpoyio Saguyng toxoedav,
aoptinda*

AaTapaxEc Tou QVanveuoTIkou OuomiuaToS, Zuyveg Awdrmmuon

10U BpOKT Kal TOU NEC0BwPaKioy Oyt ouxveg MVEUROVIKES avEruBuunTES
EVEPYEIES™, TIVEUHOVIKA auoppay(

Awarapaxsc rou yaoTpEvIEpIKoU Mokt ouxveg Nautio*

Aiarapayes Tou GEpUATOS Kai Tou unoddptou | Zuyveg DEeppankes avudpdoeig*

totou Oyt ougveg Avndpdoels Mg BEang éveang®

Awrapaxeq Tou puookeAeTikod guotrnuatos | Mok ouyvég MuooKeAETIKOG ndvog™
Kat Tou QUVGETIKOU taTOU

HueAoyewn InAnvikeg  averudy pyeiEg evikd oo
onAnvopeyahiag gxouv avagepBel petd m xopriynan Rmavmpllypumlunq (BA. napéypapo 4.8) kat 6yt
ouxveg neputtwoels pring omhnvdg, oupnepiapBavopévuy Bavam@Opwy NEPIOTATIKAV, EXOUV
avagepBei petd m xopiynan G-CSF ) nopaydywy (Bh. napdypago 4.8). To péyeBog Tou omifiva npénet
£MOPEVE va napakohouBeital npooektka (. kKhivikr) eE&taor], unépnyo). Ba npénet va eEetdletat
To EVBEXGHEVO Bidyvwong priEng onnvas oe aoBEVELS MU aVaPENOLY MOV TTTV aploTERT] Aviw KoaKT
Xwpa n ndvo omy dkpr Tou wpou. NVEUHOVIKES QvETUBUUNTES EVEPYEIES MVEUPOVIKEG QveruBULMTES
£vépyeleg, edikdtepa Bidpeon nveupovia, Exouv avagepBel ur,m m xupﬂvﬁun hﬁsqun)wpuc'nunq {Bh.

napdypago 4.8). AOBEVE(S JE MPOOQPATO 1OTOPIKO MVEUH n g pnopei va
Guatpéxouy ugnhdtepo kivduvo. H €vapln nveupovikoy cuun‘ruumuv dnwg priyag, r[uﬁemq Ka
Buonvola, o ouvduaopd pe axtvohoyikés evdelEeg e WV oKal me

TIVEUOVIKNG Aetoupyiag padi e augnpgvo aptBud oudetepopiiey Inopei va anotehoty MpokaTopkTkd
anueia Tou ouvdpopou ofeiag avanveuoikic Buoyépeing (ARDS) (BA. napdypapo 4.8). Ze TETOIEG
MEPINTWOELS, To Lonquex Mpénel va Slakdmetal kard my kpion tou yiatpod kai va xuﬂnvsnm n

Tevikéc dlatapayeg kat KaTaoTaoes me odou | ZUyveg Buwpakkd dhyog

Xopriynons

Mapaxhivikés eferdoeig Oyt ouyveg Aunpevn ahkohir puogaraon
aipatog*, auEnuevn yahaxuxg
apulipoyovdon aigarog*

*BA. i «[eptypagh| EMAEYHEVOY QVEMBUPNTWY EVEDYELD paK(

Neprypagh emAsypevov avermBupmTwy evepyeidy Exouv avagepBel Bpopfonevia kat Asukokuttdpwan (BA.
nupﬂypu@u 4.4). ‘Exel avagepBel orthnvopeyokin, yevikd aouprmwpatkn (BA. napdypogo 4.4) Evbéxetal

p Tolv avnBpAELg Unep \0iag, Onwg DEPHATIKEG AREPYIKEQ QVTIBPAOEL, Kvidwam,
uwsm[ﬂquﬂ Kat uuBupéq a?u\spvméq uvnépauslc ‘Exer avagepBel unokahoyia (A nupdvpu@u 4.4).
Nuununuwm” | ouyva oe aoBeveis nou Adpfavay ¥nuete io. Exouv avagep!

KaTaANAR aywyn. AYYEIKEG QVETIBUUTTTES EVEDYEIES EXEL QvaQEDBEL 0UVBROLO BIOgUYTiG TAIXOED

gnemma and yopnynon G-CSF 1 nopaywywv ka 10 onolo yapokmpileta and undraom,
unoAeukwpaTvaiia, oifnpa ka1 ayoouykévipwar). Ot aoBevelg nou epgavifouv oupnapara guvipduou
Biapuyric Tpixoerda@v Ba rpénet va napakohouBouvTaL OTeVA Kat va AapBAavouy Ty TUTIKY OUPTTLRATIKG
Bepaneia, 1) orofa priopei va nepilauBavel my avaykn yia evianr gpoviida (BAEne napaypago 4.8).
‘Exet avapepBel noprinba pea m xoprynon tou napdyovta G-CSF oe vy dtopa kol 0g KapkivonaBeig
aoBeveic, Ta oUUMT@pATa TEPHOUBAVOUY MUPETG, KOIIaKG GAYOS, kaKouyia, 0opuakyia kot auEnusvoug
Gelkies gheypowng (my. C-avndpwon npwielvn kot enineda Aeukawyv apoogaipiov oto aipa). Zug
TIEPIOOBTENEG MEPITIWAEIS 1) aopTinba Siayvwotke {E 0EOVIKT TOPOYPARID KAl AVIYETWIIOTKE jE

Guduean nveupovia (BA. napdypogo 4.4). AUTEC ot msuuovmf:q
nvsmauuntat; svemeleq unopel eniong va nepiauBavouv nveupovikd oidnpa, mveupovikée diBroei,
TIveupovikY) {vam, avarveuom avendpeia 1) ARDS (BA. napdypago 4.4). EvdExetal va napouoiaotouv
Beppatikes avidpaoerg, omwg epUnua kot 5avenua. EvBEXETal va Nopouciaotody avidpaaelg me Beang
EvEONgQ, nws okkijpuven g BEong Eveong kat novog me BEong éveang. 01 nA£ov oUXVEG avemBuunTeg
EVEPYEIEQ OUMEPIACUAAVOUY JUODKEAETIKOUG NMOVOUG, Onwe 00TIKG Novo kal puahyia. O HUOOKEAETIKOG
nidvog eival yevikd fmag €wg petpiag cofapdmrag, napodikdg kat priopel va ekeyxBel e Tunikd avalynkd
otoug nepoadtepous aofeveic. Notdoo gxouv avagepBel nepUTIWOEIS oofapol HUODKEAETIKOU Tdvou



(kuple ooTIKGS MOVOS Kt 0oQuUaAYia), ouprEpthapp f Tou odiymoav oe voomgia 5 =
o€ VoooKoye(o. EVAEXETal va mapoualaatooy uvumpemust; e £wG PETPIES QUENES TG GAKAAIKNG Mivakag 3: AZ0, X0 ka1 EQ atov kuxkho 1118 jieAéme XM22-04 (mAnGuojios jie 1e)
PWoPaTaons ka1 TG YaAKTKAS apudpoyovdan, xwpis oxet{opeves khvikég emdpaoelg. O augfoeig
G oAKAMKTIG PUOPATAonS Kaumg vulumxriq nouépm(uvdunq Kara ndoa TBaveTTa NpoEpyovTaL and Eixovixd pappuako Mneykguiypaotiyn 6 mg
mv augnon Twv ! Op PYELES UNOPE( va pnv £xouv napampnBel (n = 125) {n = 250)
akapa pe T AMEYRQIYPaoTipn, aiAG atvm vzvtkﬂ anodekto on anodioviat otov G-CSF ka napaywya:
Alarapay£c Tov QuonoUTTXKOU Kat Tou AsupIkl ouaTruaros - PAEN orhnvog, £0
ov (BA. napaypago 4.4) - Kpion dp jTTapunic avayilag oe uoﬂeveiq He Enirmwon (%) 56 | 24

mnuvmmuplﬂ] avaiia (BA. numypamu 4.4) Ayyetarsg dwro.oaxéq ZovBpopo Siaguyng B 05 % AE 0,121 ug 1,260

a ouvBpojtou BioguyTig £XOUV avagepBEl oT0 PETEYKPITIKG TIEMIBAMAOV e TV Xpriom - -
G-CSF  napaywywv. Ta neporatikd autd £xouv yevikd oupBel oe aoBeveig pe £va KaKonen Ty p 01151
voompara, onyaiia, oe aoBevelg nou AopBavouv noAhankd gapHOKEUTIKG Npoidvia YuetBepaneiog AZ0
1) unopékhoviat og agaipeon paypago 4.4). - Aopritia (Bh. rtupdypamu 4.4). Alatapayéc Tou Méon = TA () 23225 T 0611
Bépuatog kat tou uroddatou torod - Ogela epng AT | (ouvBpoyo Sweet) -
Aeppanixi| ayyeinda ATopaxes Twv vERREY Kai TWY ooy - ¥ imda (BA. Méon A ET 1,661
napaypago 4.4) Nadiatpids mnBuoués H epnepia ata nawid evat NEPIOPIOUET OE |1 HEAET) EQANak; 95 % AE -2,089 £wg -1,232
Baang pdong 1 o 21 naiatpkoug aoBevels Mhwiag 2 éwg <18 etav (. mapdypago 5.1),  onola Tasip <0,0001
Bev katedee Biagopa 010 npogih a0gakewns mG MIEYKQIYPAOTING 0Ta aIBid OE OUYKPIOT U EKelvo -
otou evijhikeg. O oyenddpeveg pe m Bep ¢ EVEPYEIES fTav oopualyia, ooTKGg 0
TIGVoS Kk auEnuévog upLBudq ouBetepopilwv (1 ouppav umﬁ 1o KaBéva). Avagopd mBavooyoupevey Enimwon (%) 59,2 | 321
averBupntwy evepyewdv H avapopd mbavohoyoipeviy avemBUpnTey evepyewdv jetd and m xopriynon Aoyog uBavotritay 0,325
aBe1ag KUKADPOpIag TOU GapPOKEUTIKOU TIpoiBvTog eivat onpavtix. Ermpénel m ouveyr) napakohouBnon 95 % AF 0,206 £ug 0,512
G oxEang DPEAOUS-KIVBUVOU TOU PAPHAKEUTIKDY NpoidvTog. ZTERAl ONG TOUS ENAYYEAUATIES UYElDg . .
VO QVagEPOLY OMOECHNNOTE MBavohoYOUUEVES OVEMIBOLMITES EVEPYEIES edt Tou EBvikol Dpyawviajou Ty p < 0,0001
Pappdrwy, Meooyeiwv 284, GR-15562 Xohapyds, AGiva, Tnk: +30 21 32040380/337, 0ak: +30 21 Méon A ET (uéan Bl chayloTV TETRaYEVEY Y0 ATEYKOU — SIKOVIKO Ko),
(06549585, lotdtonog: hitp://www.eol.gr. 4.9 YnepSooohoyin Aev undpyel epneipia pe unepdooohoyia AEE g f]"aﬁg nr‘wi ,nx[m y uvm\ﬂ;‘; "nh: !n‘ o gu:{s‘;z?m v
pe ) himeykgpypaatin. Ze nepimwon unepdooodoyiag, petphoeg WBC kat ayionetakivy npénet va Adyoc meavoriwy (Mneykon i/ ewovikd gapuako), AE kai yr p and
DBievepyouviar og TaxTed) Baom kat To €yeBog Tou orthiva Mpénet va napakohouBetal MPOoEKTIKG (LY. ToAUTIapayoVTIKT avahuoT ACYIOTIKAG MAAVAPGNONG

KAwir) eEETaam, UnEpnyog).

5. ®APMAKOAOIIKEX 1AIOTHTEE 5.1 1 aNEUTIT Kamyopia:
Avooodieyepnikd, napdyovieq HEYEpOTS anOKIY, mémc«; ATC LO3AAT4 Mmyaviopdg Bpaong
H Mneykgiiypaoriyn eivar éva opolonodwd oU(EuyHa S @Uypaotiung pe €va popio peBoku-
nouaiBulevoyhukdhng (PEG) pgow evdg ubaravBpaiaxot ouvBEm mou anoteAstrat and yAukbm,
N-aketuhoveupapivikd ofu kat N-axketuhayahaktolapivi. H pgon popuakn pafa efvat nzp[nou 39 kDa and
mv onoia o Tunypa TpwTElvg anoteAel nepinou To 48 %. O avBpwmvog G-CSF elval jiua yAuke

Mig peteykpuk) pehém aopdheag XM22-ONC-40041 BievepyrBrxke v ™ oubhoyn Bedopévav
€EEMENG ™G vOOOU KOl BVoWOTTAS 0E OBEVE(S e TIpoXwpnuEvo mAakwdn f umn mhakadn kopkivo Tou
nvEUPOva ot onoiol £haav Ameyk@iypaotiyn emmpdoBeTa om xnuewbepaneia ye Bdon myv mAativa,
Aev nopamprBnke auinuévos kiviuvog eféhéng me véoou n Bavdtou pe T MmEyk@ypaotiun.

nou puByiZer My napaywyr kat aneheuBEpwan Aemoupyiv oubeTepopihwy and To puekd Twy nom:v
H gikypaoriun eivar évag p-yAuko{uhuwpEvog avaouvBuaop£vag peBelovuliag avlpavog G-CSF. H
meykgiypaatiyn eival m:: HOPON NAPATETAEVT G TG PIAYPAOTIHNG AGYW TG HEIWHEVG
veppikig kabapang. H A atov unoﬁuxéu Tou avlpwravou G-CSF dnuwg
N pypaotiym kat n nsvmt\vuumum Guuuuﬁmum_ajm H hneykpiypaotiyn kai n
@ikypaatipn mpokdkeoav pa viovn adgnon otouq apiBuols oubetepogilwv TEpIPEpKOU aipaTog
evidg 24 wpv, pe ppes auBfoelg povokuTidpwy f/kal Asppokuttapwy. AuTd Ta amoteAéopara

¥ ma Mpayys 16nKke avahuon Twv OVIOWPATWY EVOVTL TOU pappdxou o 579 aoBevelg
Kat uyieic eBehoviés mou Ehaav Beparteia pe Mreykpiypaatipn, 188 aoBeveig kat uyieig eBeNovIES Moy
£hapav Bepanela pe neykpiypaatin kat 121 aoBeveiq niou ENapav Bepaneia pe ewovind pappaxo. Eliwa
yio 10 pApyaKo QVTIOWHETA Tiou eppaviomkay petd myv évapEn mg Bepanelag aviyvelenkav oto 0,86
% Twv Q1o Tou EhaBav Aneykeihypaatiun, oto 1,06 % Twv atopwy Tou £AaBav neykpypaoTin kol
o10 1,65 % Twv atépev nou EAafav :umwm pdppaxo. Aev napampiBnkav e50UBETEPWTIKG QVTIC@UATA

Buwoel avafol and my unn;(péuu:rn Urmﬂomc Ty uﬂurﬂwummv WV HEAET@Y e T Longuex o& Gheg

unodetkviouy 61l To Tanpa G-CSF mg Mneykguiypaatiyng nponblﬁs« MV QVAPEVOLEVT BpaommpioTy

g ur Tyopieg tou maiapkol minBuapol om Bepaneia ™ enaydpevns and ynpewbeparieia

auToy Tou augikod napdyovra: Bieyepan Tou moMarhagaopod Twv oy

KuTtdpwy, blopoponoinon oe WA KUTIOPA Kal aneAeuBépuwon mu nepupepikd afja. Avmn anlépuun
nepapBaver oyt pévo m yeveahoyla oudetepooilwv aMd enexteiveral 08 GAAG MpoYOVIKA KUTTOpa
pilag yeveahoyiag 1 mOMANAGY Yeveahoyiav kal (vapa ayonosytkd Bhaotd koTapa. O G-CSF
eniong aufdver mv aviBaxmpiars Spagmpidmia Twy oudetepopluyv oupnephapBavopgvic e
payokuTTapwons. Khvikn anoteAeauatikénra kat aopareia Aogohoyia mg Mneyk@tiypaoTiyung pia popa
ava kokAo BiepeuvriBrike o€ U0 BOOIKES TUYTIOMDINPEVES, BINAEC-TUQAES KAVIKEG LEAETEG OE aoBevel
nou unoBahioviav ge pu TIKN 1Bt i0. H npam Baowr (@dong Ill) khwir perém
XM22-03 rjrav pa eAeyyduevn pe evepyd pdppaxo pekém oe 202 aoBeveis e kapxivo tou paatol otadiou
IV mou ehapav £wq kat 4 kikhous ynyetoBepareiag nou nepiapBove Sogapoupivi kat Sooekatéhn. Ot
aoBevels TuyaonomBrnkay 1:1 yia va AaBouv 6 mg Ameyxgiypaarime i 6 mg neykotkypaatiyng. H pekém
KaEBeLEE |m-kaTwtepdTTa m Soong 6 mg AmeykgikypaoTiume we fipog T Boam 6 mg neykgiypaaTiung
i 10 KOpto TENIKG ompisin, Biapketa oofapric oudeteponeviag (AZ0), otov npwto kUkko ynpeioBepansing
(BA. miivaxa 2).

oubetep KOt Omv Tpéhnyn g enayopevng ané ynpswdepanein epnupemg oubeteponeviag
(BAEne napdypago 4.2 yio MANpogopPIES OXETE e TV naliaTpir xpRon). Z& pa pehém gdong 1 o 21
nabid nhkiag petagl 2 kat 16 ETav JE owoyEveln dykwv Ewing i paBbopucoapkwpa, n MIEYKGIYpQaTiin
Xopmynenke we enagak unobopia déom 1wy 100 pa/kg (Ewg peyioto 6 mg, N orola eival i ataBepr) don
yia 1oug EvijMKeS) 24 wpeg Petd 1o Téhog Mg iag aywyng i0g katd mv epSopdda
1 mg Bepaneiag. H enimwon £0 frav kupowdpevn avdhoya pe ™y nAkia (and 14,3 % éwg 71,4 %),
HE TV WYnAGTEpN ouxvomTa oy MAikiakf oudda peyaAitepn nAKias. H xphon ToKiv BIagOPETKGY
oxnudtey ynpewBepanelag, pe mowies Hue TTOATIKEG pdoets kot ni .
MEPEMASEE 1] OUYKPIOT) TG ANOTEASOUATIKGTITAG PETaEy Twy nhKiakay opadwv (BA. mapdypago 4 2)
5.2 OoppoxoKkIvTIKES IBIGTATES Tevikd Yyiels eBedovtés Te 3 pedéteg (XM22-01, XM22-05, XM22-06)
0€ uyleig EG, 1) MEYIOTT) OUYKEVIPWOT) OT0 aipa enetelyn petd and Sidpeoo 30 £wg 36 wpav
KaL 0 TENKOS Xpovog npioetag {wig kupdvenke katd pEoo dpo ano nepinou 32 £wg 62 wpeg petd and
eganak unoddpia évean 6 mg Ameykgiypaotiing. Metd and urodopia évean 6 mg Mneykgdypaatijmg oe
Tpeg BlagopeTikes BEgels (Bpaxiovag, kotaxn y@pa Kat ynpos) oe uyeis eBehoviEg, 1 PodlaBeaydmra
(Mo ouyKEVTpWO) Kal MEPOYY kaTw and v kaunvin [AUC]) frav xounAdtepn petd and unoddpia
EVEOT] OTO |Npd o8 oykplor) pe unoddpia éveor oy kotuakn X@pa kat oto Bpayiova. Ie aumiv Ty
neplopiopévn pehém XM22-06, n Podbeadmra MG AMEYKPIYPAOTIING Kal OL NOpampaU

Biogopeg Petaky twv BEOEWV EVEOMG fTav UYNAGTEQN OTOUG GVBPEC OF OUYKPIOT PE TIG YUVOIKEG.
Nopdh' autd, o pappakoduvapikés emdpdoes fitav napduoes kar avefdpmies and 10 gUAC kal m
B€an éveone. MetaBohiopde H hneykpypaatiun petaporiletal péow evBoruTIopikic 1 efwKuTIapikig
éviupa. H hney Tin i a1 Qo Ta oudETEpdPa
(1N ypapyur Siepyaoia) kat 0T oUVEXEW anolkoBopEITOL EVIGS TOU KUTTdpou and evBoyevr) MpwTEoAUTIKA
éviupa. H ypappky 080¢ OPEMETOl EVOEXDUEVWS 0TV EEWKUTIOPIKT OMOKDSOUNGN TwV MPWTEVEY
and My €AaoTAON Twv oUBETEpOPLY KOt GANEG MPWIEAOES MAGOpATOS. AAARAEMIOPAOELS PappdKeY
Gouv 0TL 1) AMEYKPAYPOOTYM EXEI WIKDEG 1) X1 GUECEC 1| HECOAGPOUUEVEG
and 10 avogonomTkd ovomua emdpdoer; om Spacmpmra wv CYP1A2, CYP2B6, CYP2C8, CYP2C9,
CYP2CG19 xar CYP3A4/5. Zuvenwe, n neykpiypaotiyn dev eivar mBavo va emmpedoet 1o petaBohiopd
péow Ty eviipwy Tou avBpurivou Kutoypepatog P450. Ewdwol minBuoyol AcBevels e xopkivo Ie 2

peketeg (XM22-02 ka1 XM22-03) oe aoBevelg pe kapkivo Tou paotod nou Adppavav ynuetoBepaneia nou
] ka1 BoOETAEEN, OL HEOEC PEYIOTEG OUYKEVIPWOEIS OT0 aijia Twv 227 kai 262

Bogopouf

ng,‘ml mreuxsnuuu pETA nnd Biapeooug xpdvouq PEYPL TR uévurm ouykévipwan (1) 44 ka1 48 wpav. Ot
oot Tehkol Ypdvor nuigerag {wig firav nepinou 29 kot 31 dpeg petd and eednak unoddpia Eveon 6 mg
MrEYKPIAYPOTTIUNG Katd T BidpKela Tou NpaTou kikkou YnpetoBepaneiag. Metd and epdnag unodopia
€vean 6 mg Mneykp:hypaoTiung katd T SLAOKED ToU TETAPTOU KUKAOU, OL HEVIOTES OUYKEVIPWOELS 010
alja firav XapnAGTEPES QN0 TIG NOPITPOUHEVES TTOV MPWTO KUKAD (UECES TWEG 77 kat 111 ng/mi) kat

ENETE] VETa and didyeao t,, 8 wpdv. Ot peaot TeMkol xpdvol nuioeiag {wrig oTov TETAPTO kKO

Ee o pehém (XM22-04) oc aoBevelq pe pn-ppokuTIapikd kapkivo tou Tivelpova nou AdpBavav
ynuewBepaneia mou nephdpBave oloThathvi kat ETONOGIBN, N KECT HEVIOTY CUYKEVIPWAT) OTO aija Twv
317 ng/ml enetedyBn petd and Biapeoo 1, 24 wpev KaL 0 PEDOG TEMKOS Xpdvog nuiosas {wig fitav
nEPITou 28 wpeg Petd and spdnaf urodopia Evean 6 mg AMeYKGUYPAOTILNG KaTd ) HIpKEa TOU TIpWToU

Nivaxag 2: AZ0, ooBapri oudeteponevia (20) kat epnupe ovdeteponevia (EO) atov kUkAo 1
¢ peAEmG XM22-03 (nAnduaydg e 10)
MNeykghypaotiyn 6 mg Ameykpthypaariyn 6 mg !
n=101) {n=101) anoKo3gunang ano rp
430
Méom = TA (nu.) 09+09 07+10 WEVD i vilro Ut
Meon A ET -0,186
95 % AE -0,461 £wg 0,089
I0 AAuR
Enfmwon (%) ] 515 [ 16
EO
Eniaon (%) l 30 [ 10
?;9:= “J\"B“;rll‘;}z;mm ya (Ghot o1 Tuxai fivav nepirou 39 kal 42 @peg,
M. = NPEPEg
AE = Bidomua epmoTooivig
Méon A ET (ugon Sagopd shaylotwy TETpaydvwy yia MIeykgiypaotipn — neykeypaoTiyn) kat AE
ano noAunapayovTikr avaiuan nawdpoynang Poisson

H Bedrepn Baoua) (pdang M) khvua) pehem XM22-04 v o ENEYXOUEVT (i€ EixoviKD GapLOKD LEREm o8
375 aoBevels pe ym-KpokuTIapIKG kapkivo Tou nvedyova rou Ehaav £we kot 4 kikhoug ynpenBepansiog
oy nepihapBave owrhativy kat etoroodn. O1 aoBeveis TuxmonomBnkav 2:1 yia va ABowv efte 6 mg
hmeykpihypaotiung elte ewxovikd @dpuako. Ta anotehéopama MG PEAEMG Napoumaloviol atov nivaka 3.
“Orav ohoxAnpwénke 1 kuma pekém), n enintwon) Tou Bavatou fray 7,2 % (ewovikd edpyako) ka 12,5 % (6
mg AMEYKQINYPAOTNG) v KaL Petd and v neplobo napakohouBnang 360 nuepav, 1) ouvohua) enimiwon
Tou Bavito fTav napouoin petafl Tou SKoVIKoD PapUGKoU ka1 TG MIEYKpRYPAOTHMG (44,8 % xat 44,0 %,
TAnBuoGC aopdAeiac).

KUkAou ynuetoBepansiag. Metd and eqdnag unodopa eveon 6 mg Mneykgilypaoting katd m Sidpkeia
TOU TETOPTOU KUKAQU, 1) J€OT] {EYLOTT] OUYKEVTPWOT OTO aljia Twv 149 ng/mi EneteuyBn petd and &iapeco
1. B WPWV K01 0 PETDG TERKAG XPOVOS NuioEIng (LN NTov NEpinou 34 wpeg.
H hineyxguypaaripn paiverar 6t anoBaiierar kupiwg péow kGBapang peookaBolpevng and oudetepdpiia,
n onofa yiverar kopeapévn o upnhdrepeg booeig. Onwg ouvddel pe Evav autoppuBpoTKG pnyaviopd
KABaponc, 1 ouYKEVIpWOT OTOV 0po TS :\mevmliwpqutmnc pewveral fpadéwg katd m didpkeia Tou
Yo arng panela dikod vadip oudetepopihuv kat Taxgws katd Ty enakdhoudn vapln
g avakapymg Twv oubetepoglhav (BA. oxmpa 1).




Zyijua 1: Tipogih g Sioyeons UYKEVIpWANS 0poU TS AmeykpuYpaoTiunG kat dtdpeaog ANC g aobevels

ung ynuetoBepane(a jetd and epanaé éveon 6 mg AmeykpYpaoTiNG
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Huzpaq HEAETTC, évsuq meykgthypaatiyng katd my nuépa 0

AoBeveic pe vepptr) i natixn Sughziroupyia Adyw Tou pecohafoupevou and oudetepdia unyaviopou
KGBapone, N apUaKOKWITIKI TG MNEYKEIAYpaoTiung Sev avapévetal va £mMPEATTEl and VEPPIKA 1
nnamkn Suoheroupyia. Hhukiwpévor aoBeveis Nepopopéva Sedopéva oe noBevels unobewviouy ot
T QaPUAKOKIVITIKG TS MREYKQIYPAOTING 0E nAwwpévoug aoBeveiq (65-74 etav) eival napdpo
ME EKEVI] OE vedTEpoUC aoBeveic. Aev undpyouv BoBéowa gappaxokwimkd dedopéva oe aoBeveic
= 75 etav. Madiarpicos nAnfuopos Ie wa pekém pdong 1 (BA. mapdypago 5.1), pe xprion 10 mg/
ml Sighiparog yia unodopia éveon mou avarmuxBnke ei8iKd yia g naGOTPIKES PEAETES, Ol MEOES
HEYIOTES Ouykevipwoeg oo aipa (C,,) frav 243 ng/ml omy opdda 2 £wq <6 etwv, 255 ng/ml omy
opdda 6 wg <12 etwv kat 224 ng/ml omy opdda 12 €wg <18 erwv petd and epdnak unoldpa Eveom
100 pg/kg (Héyioto 6 mg) MIEYKGAYPAOTIING HE TOV MPWTO KiKAD TG YMueloBepaneiag. O PEVIOTES
OUYKEVTPWOELS 0T0 alya enetedyBnoav ped and mauaau xpovo () 23,9 wpav, 30.0 wpdv kat 95,8
wpay, avriotoa. BX. napdypago 4.2. YaépBap Napatmpn wa Taon npog pelwon
e EkBeonc e Aneykphypaatiung pe To auénugvo Bapoc. At unopei va oSnyfoet € pewwpEves
pappaxoduvapikeg avianokpioels oe aoBeveis pe peyaho Bapog (> 95 kikd). Enakohoudn pefwon me
AnoTeAEOUATKGTITAG 0& aUToUS Tous aoBeveic Bev Pnopel va anokheloted pe 1a tpéxovia bedopéva. 5.3
NpoxAvikd Gedopéva yio v aopaheio Ta un kKhwikd Sedopéva Sev anokahurmrouy \Eaitepo Kivduvo yia
Tov dvBpwno pe Paon TIC oupBATIKEG PERETES gapuakohoYIKNG aopdAeia, ToEwdTTac epdnak Boang
Kat enavahapBavopevey BO0EWY, Kat Tomkig avoync. Ze pa peAem TofkdTTag omy avanapaywywi
kavaTTTa kat avantun oe kouveha, QuENuEn ENMTWON UETENGUTELUATIKAG ANMAEWS Kl anoBokng
napampriBnke o0& uYnkég ddoelg hmeykpiypaotipng, mBavids Adyw unepBolie gpapuaxoBuvapkig
snifpaonc edwic yia Ta kouvEha. Aev undpyouv atolxeia nou va arobetkviouy Gt n Mneykpiypaatiun
£ival TEPATOYEVOS. AUTA Ta eupfuata eivat quppatd pe Ta anoteAéopara and tov G-CSF ka napdywya
AnpooieupEves mnpogopieg oxetkd pe Tov G-CSF kat napdywya eniomc Bev anokaAUTToUV Kaveva
OTOYED NoU va anodekviel avemBuunTeS EVEPYEIES OTN YOVIRATITA Koy TV EPfpuikt) avamtugn o
apoupaioug fi MPo-/PETAYEVWNTIKES EMBPAOEIS AAAEC and exeives mou o¥eTilovial pe TofwotTa yia
m pntépa. Yndpyouv oTOREn Mou anodewviouy 6T T G\YpaaTiym Kkat N NEYKQIYPAaTIM pnopolyv va
eTagepBouv O XOunAd enineda oTov MAKUVTa OTOUG OpoUpaious, av kai dev undpyouv iaBeaeg
mAnpogopieg yia T hmeykphypaoTipn. To kAT MG0OV QUTA 1@ EUPHPATA Eival OTHAVTIKG Y10 TOUG
avBp@noug dev eival yvwoto. 6. GAPMAKEYTIKEZ NAHPO®OPIEX 6.1 Kordhoyog exddxwv Nayopopeo
0EIk6 00, YdpoEeibo Tou vatpiou (ywa puBpan Tou pH), ZopBrrdkn (E420), Noluooppikd 20, "Yowp
yia véoipa 6.2 AgupBorornreg EAAEIPEL HEAETAV OXETIKA PIE TT] OUPBATGTITTO, TO NAPOV POPHAKEUTIKD
npoldv dev MPEMEL va avaperyvl pe GMa d npoldvra. 6.3 Midpxein Jwig 2 xpovia
6.4 I5witepeg npopuhdgeis kard T @uAeEN Tou npoidvrog duhdooete ok Yuyelo (2°C - 8°C). Mnv
Karayayete, GUAAOOETE TV TIPOYEPOUEVT] TUPIYYA 0T0 eEWTEPIKG KOUTI yia va NpooTaTeleTal and To
@, To Lonquex pnopel va anopaxpuvBel and To Yuyeio kat va pulayBel o Beppokpaaia pKpaTEPN
Twv 25°C yio peyioT pepovepev nepiodo Ewg kat 3 nuepov. ApoU anopakpuvBel and To Yuyeio, To
(PAPPOKEUTIKG MPoGv MPENEI va YproyionomBel evidg auTig g nepiddou 1 va anoppigBel. 6.5 duon
X0l ouOTaTIKG TOu WEPIEKTA TIpoYEpIOPEVT OUPlyya (YUahi TUMau I) pE Mapa E10XmPNOTS EUBGhoU
[BpwpoBoUTUAKG EABOTIKG EMIKGAUPLEVD IE MOAU(Q1BUAEVID-OUV-TETPa@BOPOTIBUAEVID)] KQl OTEPEWIET
BEAGVT) oUpIYYag (avoEEfwtog yaAuag, 296G (0,34 mm] A 27G [0.4 mm] x 05 inch [12,7 mm]). KaBe
TIPOYEMOWEVT oUptyya nepiExet 0.6 mi Sakopatog. Meyeln ouokeuaoiag 1 mpoyemopeEvAs ouplyyag
JE T Xwpig Biaragn aopaAeiag (n onoia ANOTPETEL TOV TPAUNATIONG QNG TROTMYA WE Tr PeAGYN Kal v
£navaypnoyionoinan). Mnopei va unv kukhapopolv BAES o1 oUoKeuaoie. 6.6 IiniTepe npoguAdEeig
andppiyng Kol GAhog xeipiopds To BiaAupa npeEnet va emnBewpeital onmkd npw  ypran. Mpénet va
¥prioionoouvTal pdvo diauyr), Gxpwpa SoAipata xwpls owpatibia. To BidAupa NpENE va agrvetal va
@Boet oe avexm) Beppokpaoia (15°C - 25°C) yia éveon. H £vrovn avatdpadn mpENeL va anopedyetar
H unepBohikn avatdpaén Pnopel va MPoKaAEoE! QUOOWHATWOT TG MMEYKQIYPAOTING, KaBloT@VTaq
v Bodoyikd avevepyr). To Lonquex Sev nepiExel kaveva ouvmprkd. AapBdvoviag undyn tov mBavd
KivBuvo mkpn&umc empokuvang, oL oUptyyeg Tou Lonquex mpoopifovial pdve yia pia xpron. Kabe
aypnoy TIPOIGV ] UNGAELLPG NPENEL Va anoppirETaL OUNPWYA HE TIS KaTa TANous
OYUOUTES uxzmz:: Buarakei. 7. KATOX0Z THE AAEIAX KYKAO®OPIAL Teva B.V., Swensweg 5, 2031
GA Haarlem, Ohhavdio 8. APIOMOZ(0I) AAEIAZ KYKAO®OPIAZ EU/1/13/856/001, EU/1/13/856/002.
9. HMEPOMHNIA NPOTHI EMKPIZHEI/ANANEQIHE THE AAEIAZ Hpepopmvia mpumg Eykpiang: 25
loukiou 2013. Hpepopnvia tekeutaing avavewong: 08 Matou 2018. 10. HMEPOMHNIA ANAGEQPHIHI
TOY KEIMENOY 25 louhiou 2019. Aentopepeic mAnpogopieg yia 10 napoy PapUaKELTIKG Tipolov Elvat
BioBEaeg otov Sikuakd Tono tou E likot Opyaviopou Gappaxwy: hitp://www.ema.europa.eu.
Tponog diaBeans: Meplopiopevn wrpikn ouviay. H Sidyvwon kavh n vapén mg Bepaneiag yiveral o
voookopefo kat pmopel va Guvexi{ETal EXTES VOOOKOE(DU UNO YOOOKOEIOKT TiapakoAouBnan.

NANIKH TIMH (Aektio Tyiiov 25/02/2021): 639,65 €

AtGpeaog ANC (x 109 kuttapa/l)
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