@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Rybrevant 350 mg Tokvé o1GAvpa Y10 TapacKELT SLHAVNATOS TPOS £YYVoN
amivantamab

vTo @AapUaKO 0VTO TEAEL LTO CLUTAN PO UATIKT TOPAKOAOVONGT. AVt Ba eMTPEYEL TO YP1YOPO
TPOGOIOPIoUO VEDV TANPOPOPLOV acPileloc. Mmopeite va fondnoete pEcm g avapopdic Thovmy
AVEMBOUNTOV EVEPYEIDV TTOL EVOEXOUEVMG TTapovatalete. BA. T€Aog Tng mapaypdpov 4 yio Tov TpOTo
avaQOpPAG AVETIOOUNTOV EVEPYEIDV.

AP acTe TPOGEKTIKG 0AGKAN PO TO PVAAO 0ONYIAOV YP1IoNG TPV 6aG d00El VTé TO PappaKo,
00T TEPLAUPPEAVEL CNUOVTIKEG TANPOPOPIES Y10 GO,

o Dura&te avTd TOo EOALO 0dNYIBV Yprone. Towg xpelaotel va to dofdcete Eavda.
. Edv éxete mepartépo amopieg, poTNGTE TOV Y10TPO 1] TOV VOGOKOLO GOG.
. Edv mapotnprioete Kamoo avemBOUnNTN EVEPYELL, EVIUEPDGTE TOV Y1IATPO 1) TOV VOGOKOLO GOG.

Av10 1oy0et Kot Yo kGOe mhavn avemBounTn evépyela Tov dev avaPEPETAL 6TO TAPOV PUAAO
oonymv ypnone. Biéne mapdypoapo 4.

T epréyel 1o mapoév OAA0 00N YLOV

T etvon To Rybrevant kot oa givar 1 yprion tov

T mpénet va yvopilete mpv oag xopnynOel to Rybrevant
Ig yopmyeitar to Rybrevant

MBovég avemBOuntec evépyeteg

Ia¢ va puidcoete To Rybrevant

[epreydpeva g cvokevaciog Kot AOmEG TANpoPopieg

AR e

1. T givar To Rybrevant ko mowa givon 1) yp1jon Tov

Tu givan To Rybrevant

To Rybrevant givon éva avtikapkvikd eappako. Iepiéyet m dpaotikn ovsio «amivantamaby, mov
glvar éva avticopa (TOTog TPMOTEIVIG) OV £XEL OYESOOTEL Yo VL avoryvepilel GUYKEKPLUEVOLG
GTOYOVG GTO GMUO KO VO, TPOGOEVETAL GE AVTOVG,.

Iowx givar n yp1jon Tov Rybrevant

To Rybrevant ypnoiponoleital o evnAIKOVS [E VOV TOTO KOPKIVOL TOV TVEDUOVA TTOL OVOUALETOL
«UN UIKPOKLTTOPIKOG KOPKivog TOV Tvebovay. Xpnoonoleital 0tov o Kapkivog éxel eEomiwmbel og
dAAa pépn ToL GOUATOS GOG Kot £XEL GCLYKEKPLUEVES OAAAYES o€ Eva Yovidio mov ovoudletar «k EGFR».
To Rybrevant umopei va cuvtayoypaenei yio ecég:

. ¢ T0 TPMTO PApuako mov Ba AdPete yio Tov kKapkivo cag e cuvovacud e lazertinib.

. € GLVOLOG O [E yMUEloBepaneia peTd TV amotvyia TponyoLuevng Bepaneiog Tov
nepthappavel avactorén tupoovikng kvaong (TKI) tov EGFR.

o MG TO TPMTO PAPLAKO TOV Ba AAPeTe Yo TOV KapKivo cag 6 cuVOVAGUO L ynuetodeparneia, 1

. otav 1 ynueodepameio dev dpa TAEOV KOTA TOL KAPKIVOL GOC.

II®g dpa To Rybrevant

H dpaotikni ovcia 1o Rybrevant, to amivantamab, ctoygdel 600 mpmteiveg mov Ppickovtal ota
KOPKIVIKG KOTTOPOAL:

. TOV VIO0d0YEN TOV EMOEPUIKOD avénTikov wapdyovta (EGFR) ko

. TOV TOPAYOVTO PEGEYYVHOTIKNG TTPOG emONAaxn petdfaong (MET).

AVTO TO EAPOKO dpa HECH TPOGOECTC GE BVTEG TIC TPWTEIVEC. ALTd Umopel va Pondnoel dote va
emPpadvviel N va oTapaTAoEL | avATTLEN TOV Kapkivoy Tov Tvebpova. Mmopel emiong va cuppdAet
o1 peioon tov peyédovg tov dykov.



To Rybrevant pmopel va yopnyn0et o€ cuvovaouod pe dAla avtikapkivikd edppoka. Eival onpavtiko
va d1Pacete emiong o GUALL 0ONYIDV YPNONG YO AVTA ToL GAA QapuaKa. Edv éyete omoleconmote
EPWOTNOELS GYETIKA LLE OVTA TO PAPLOKIL, POTCTE TOV YIATPO GOGC.

2. Tvpémer va yvopilete tpv oog yopnyn0dsei o Rybrevant

Mnyv ypnoipononicete 70 Rybrevant

o o€ mepintwon aAlepyiog oTo amivantamab 1 6€ omot0dMmoTe GALO GO TO GUGTUTIKA CLTOV TOV
QOPUAKOV (OVOPEPOVTOL TNV TTAPAYPAPO 6).

Mnv xpNOIUOTOCETE QLTO TO PAPLOKO EAV TO TOPATAV® 10YVEL Yo €6dG. Edv dev giote BEParot,

EVILEPDOCTE TOV YOTPO 1) TOV VOGOKOLO GG TPV Gag yopnynodel avtd 1o pappaKo.

Ipogidomoumoelg Ko TPOPLAGEELS

AmevBuvBeite oTov Y1Tpo M| TOV VOGOKOH0 G0 TPy cag dobel To Rybrevant edv:

o €xeTE VIOPEPEL OO PAEYHOVT] GTOVG TVEVUOVEG GG (Lo TABNoM Tov OVOUALETOL «OLAUEDT
TVELUOVOTIAOELON 1) «TTVELLOVITIOO ).

Evnuepaote apéomg Tov Y1aTpo 1] TOV VOGOKON0 GOS EVOGO TAIPVETE GVTO TO PAPLAKO EGV
TAPOVGLACETE OTOLUONTTOTE OTTO TIG aKOLOVOES avemOBvuNTES evépyeres (BAEme Tapaypapo 4 Yo
TEPLOCOTEPES TANPOPOPIES):

o OnowdnTote avemBOUNTN EVEPYELD EVOD TO QAPLLOKO YOpTYEITUL LEGO GTN PAEPA CaG.

o Z0@ViKn SVCKOALD OTNV avoTVOT, B)a 1} TUPETO TOV UTOPEL VO VTOONADVEL PAEYLOVT] GTOVG
nmvedpoves. H xotdotaon pmopel va eivar omentikn yuo ) {o1], CUVERMG Ol EMOyYEALATIEG
vyeiog Ba oag TapakoiovBovv yio mbava couTTOUATA.

. Orav ypnopomnoteitar oe cuvdvacud pe Eva GAA0 papurako mov ovopdletat lazertinib, propei
VO ELPAVIOTOVV AmEIMNTIKES Yo T (on avemBounteg evépyete (Aoym OpouPmv aipatog oTig
0oAEBeG). O yiatpds cag Ba cag SDoEL EMITALOV POPUAKEVTIKY] oY@y ov Ba fonbnoel otnv
TPOANYM TV BpduPov aipatog Katd ) didpkela g Oepaneiog cag kot o cog mapakorovbel
Y10 SUVNTIKG GLUTTOUATO.

. Agppatucd mpofinpata. o va peidoete tov Kivovvo kat tn PapdTnTo SEpUATIKOV
TPOPANUATOV, POPATE TPOSTUTELTIKA POVY O, XPTCLOTOIEIGTE OVINAOKO EVPEDG PACHOATOG
UVA/UVB, kot ¥pnoyYomoteioTte TOKTIKA EVLOOTIKE Tpoidvta (TpoTipdviot Tpoidvta pe Pdon
T KEPOUIO 1 GALO GKELACUATO, TTOV TOPEYOVY LOKPAS OLAPKELAG EVOIATMON TOV dEPHOTOC
Y®Pic GLOTATIKA TTOV ENPAivOLY TO JEPLA) GTO TPOCHOTO KOl GE OAOKANPO TO GOUO (EKTOC OO
TO TPYW®TO TNG KEPOANS) EVOGH® TAIpVETE ALTO TO PAPHOKO. Oa yperootel va unv extibeote
GTOV NAL0 K01 VO GUVEXIGETE VAL TO KAVETE AVTO Y1d 2 PVES POV oTapotnoeTe T Ogpameio. O
YWITPOG GOG UTOPEL VO GOG GVOTNOEL Vo EEKIVIGETE KATTo1o(0) avTifloTikd(d) Kot Eva
OVTIONTTIKO Y10 TO TAVCIUO TV YEPLOV KO TOV TOODOV DGTE VO LEIDMGETE TOV KIVOLVO KoL TN
Bapvnta deppatik®dv TpofAnudtoy, Kot umopel va cag yopnynoet Bepaneio pe kémoto(a)
oapuako(a), 1| vo oog TopaTERYEL va Ogite Evav YiaTpo pe e£edikevon 6To dépua
(0eppaTorOYO0) €GV EPPOVIOETE OEPLOTIKEG AVTIOPACELG KOTA TN dtdpkela Tng Oepameiag.

. OpBarpikd tpopinuata. Edv éxete mpofAnpata 6pacng 1 TOVo Gt LATLO, ETKOVOVIOTE
OUECMC LLE TOV YTPO M TOV VOCOKOWO Goc. Edv xpnoyonoleite poakovs EXagnc Kol ELOAVIcETE
OTO10ONTOTE VEQ GUUTTOUATO, GTA, LLATLOL, GTOUATHGTE VO (PNCLOTOLEITE TOVG PAKOVG ETAPTG
KOl EVNUEPADGTE AUECOG TOV Y1ATPO GOC.

Mowora ko £pnpor
Mn yopnyeite avtd TO0 PAPUOKO G€ Todld 1} VEOUS KAT® TV 18 eTmdv. Avtd cupPaivel d1OTL dev givar
YV®OGTO KATA TOGO TO PAPUAKO EIVOL AGPAAES Kl OMOTEAEGUATIKO GE QLT TNV NAIKLOKT OUAOA.

Alho @appoxo kot Rybrevant
Evnuepdote Tov y0tpd 1| T0V VOGOKOUO GOG £V TOIPVETE, £XETE TPOCOATA TAPEL 1) UTOPEL VAL TAPETE
GAAO QAPLLOKDL



AvTicOAMyn
. Edv Ba pmopovoate vo HeiveTe £YKV0G, TPETEL VO, YPTCILOTOLEITE OMOTEAEGUATIKT] OVTIGVAANYT
Katd tn didpkela g Oepameiog pe Rybrevant kot yia 3 piveg petd ) dwokont| g Oepamneiog.

Kinon

. Evnuepaote tov yuatpd 1 Tov VOGOKOU0 GOG TPV oag xopnyndel avtd to pappako edv gicte
£yxvog, vouilete 0TL umopei va giote £yKvog 1 oyed1GlETE VAL OTOKTGETE TOUOL.

o Av10 10 Papuako givar mhavo va PAayeL Eva ayévvnto Tondi. Av peivete £ykvog evocm

Aappdvete owtd T0 PAPUAKO, EVIUEPDOTE AUECHOE TOV YIATPO 1 TOV VOGOKOUO cag. Eceic kot o
YWTpOg G0g Bo amopacicete oV T0 OQEALOG Amd Tr MY TOL POPUAKOV gival HEYUADTEPO UTO
TOV Kivouvo Yo 70 ayévvnto uwpd cag.

Oniaocpdg

Agv gtvan yvootd av 1o Rybrevant mepva oto untpiko yaia. Zntiote 1 GUUPOVAT TOL YOTPOL GOG
7pv cog dobel ovtd T0 Papuoako. Eceic kat o yratpdc cag Oo amopacicete av to 6QeL0G amnd TovV
Onhaopo givar peyaddtepo amd Tov Kivouvo yia 10 Lopo Gog.

Oonynon ko yEPLoRog PNy avnpdTmv
Edv aicOdveote kovpaomn, atcbdveste (AN, 1| dv To patia cog eivar epediopéva 1 £xel ETNPeacTel 1
opoaon oag apob Tapete To Rybrevant, pnv odnyeite N xpnoonoleite unyovnuoTo.

To Rybrevant nepiéyel vatplo

Av10 10 Pdppako mepEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd d6on, givar avtd mov
ovopdlovpe «erevBepo vatpiov». Qotdco, Tptv oag d0obei To Rybrevant, propei va avaperydei pe éva
StdAvpa To 0moio mEPEYEL VATPlo. MIANGTE e TOV yloTpd oag GV aKoAovBeite dianta e younin
TPOGANYT AATOC.

To Rybrevant negpiéyel moivcoppuko

Av10 10 Pappako wepEyel 0,6 mg molvcopPikov 80 g kdbe ml, Tov 1GodvvapodY ue 4,2 mg ava
ooAidlo Tov 7 ml. Ta moAvcopPikd pnopet va mpokaiésovv aAlepyikég avtidpdoels. Evnuepdote tov
10TPO 060G €AV EXETE YVOOTEG OANEPYIEC.

3. Iog yopnyeitar To Rybrevant

Iléco yopnysiton

O y1atpdc oag Ba voroyicel T cwot) d6omn Tov Rybrevant yia ecdc. H d6om avtov tov gappdikov o
eEapOei amd to copaTikd Bapog cag oty apyn e Bepanciog coc. Oa AaPete Oepaneia pe
Rybrevant pia popd kéfe 2 1 3 efSopddeg, aviroya e tn Oepaneia mov Ho amopacicst 0 yloTpog Gog
Yo €666,

H ocvvietdpevn d6on tov Rybrevant kabe 2 efdouddeg eivan:
. 1.050 mg av 1o Bapog cog eitvar pikpotepo and 80 kg.

o 1.400 mg av 1o Bapoc cog eivon peyorvtepo 1 ico pe 80 kg.

H ovviotodpevn 06on tov Rybrevant kéfe 3 efdopdadeg sivat:

. 1.400 mg yio T1¢ TpmdTeG 4 dooelg kat 1.750 mg yia T1g emaxdAoveg d6GEIC av To PApog cag
glvan pukpotepo and 80 kg.
o 1.750 mg ywo t1¢ TpdTeg 4 d6celc kat 2.100 mg yia Tig emakdAovieg 006GEIC av To PApog Gag

glvan peyaAvtepo 1 ico pe 80 kg.

Hoc yopnyeitar 10 pappoxo
To @apuoxo ovtd Bo cag yopnyeitol amd yraTpd 1 voookopo. Xopnyeital og evotdialn oe o AERa
(«evoopAEPLa Eyyvom») HECH GE SIAGTNIO OPKETOV OPOV.

To Rybrevant yopnyeiton g €€ng:
o pia popd v efdopdda yio Tic tpmteg 4 efdoudadeg
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o oTn cuvéyeln pia popd kdbe 2 efdopddeg Eexvavtag omd Ty gfdopdada 5 1 pia popd kabe
3 gfdouddec Eekvavtag amd v efdopdada 7, yio 660 ddotnpa cuveyilete vo £xete OQENOG
omd 1 Bepomeia.

Tnv mpodtn gfdopdda, o yiatpog oag Ba cag yopnynoet T 06omn Tov Rybrevant diupepévn og dvo
NUEPES.

D appoka Tov YopryovvTal KoTd T1) O1dpkera g Oepansiog pe Rybrevant

IIpwv and kaOe Eyyvom tov Rybrevant Oo cag yopnyodviat eapuaka wov fonbovv otn peimon tng
mOavOTNTOG ELPEVIONC OYETILOUEVOV e TNV EYYVoN avTIOPAcE®Y. X aVTH UTOPEL Va
nwepthappavovral:

o QAPLOKA, Y10 GALEPYIKT] OVTIOPOOT) (AVTUCTUUIVIKA)
o QAapurOKa Y1o. GAEYUOVT (KOPTIKOGTEPOEIDN)
. QAPLOKA, Y10 TVPETO (OTTMG TT.). TOPOKETAUOAN).

Mropei eniong va cog 60000V Tpdcheta papuaka, pe BAcT TVYOV GUUTTOUATE, TTOV UTOPEL Vo
ELQaViceTE.

Edv cag yopnyn0si peyorvtepn 66on Rybrevant amé tnv kavoviki

To @apuaxo ovtd Bo cag xopnyeitol amd ToV YTpo 1 TOV VOGOKOUO GaG. TNV amibovn repintmon
mov Ba cag yopnyndet vepPoiikn mocdHTNTA (LVIEPSOGOAOYIM), O YTPOG B oG EAEYEEL Y
avemBOUNTES EVEPYELEC.

Edv Egyaoete To paviefov oag Yo va AaPete To Rybrevant
Eivar moAh onpavtikd va mnyaivete o€ O a Ta paviefov coc. Av mopaleiyete Eva paviefo0,
KavovioTe £va GALO TO GUVTOUOTEPO SLVOTO.

Edv &yete meprocdtepeg EpOTNGELS GYETIKA LLE TN XPTOT] CLTOV TOV PUPLAKOV, POTNOTE TOV YIOTPd 1)
TOV VOGOKOO GOG.

4. MBavég avemBOUNTES EvéPyELES

Onwg dha ta pappaka, £T61 Kol aLTO TO GApLaKO pmopel vo TpokaAécel avemBOUNTES EVEPYELES, AV
Kot 0gv Tapovctdlovtal 6 GAOLG ToVG AvOpPMOTOLG.

Evnuepaote apéomg Tov Y1aTpo 1] TOV VOGOKONO 6OG €AV TAPATPCETE TIS aKOAoVOES cofapéc
avemOounteg evépyeareg:

MoAd ovyvég (Lmopel va emnpedoovy tepiocdtepa omd 1 ota 10 dropa):

o Inueio avtiopaong otny £yyvon - Onmg piyn, aicOnuoe dvcmvolag, Téor yio Epeto (vauTtia),
gpLvOpiocmn, dOvseopio oTov Bmdpaka Kol EUETOG EVOSM® YopnyEiTaL TO PApHoKo. AVvTd pmopel va
ovuPet Wwitepa pe v TpdTH 060M. O Y1TPOS oG UTOPEL VO GOG ODCEL GALN PAPUAKD, T
fowg va ypetactel peiwon Tov puduov £yyvong 1 KON TG £YYVOTG.

o Orav yopryeiton pali pe lazertinib 1 ynuetobepaneio (kapfomiativn ko mepetpeledn), pnopet
va epeaviotel évag Bpdppog aipatog otig EAEREC, €101KE 6TOVE TVEDOVEG 1] 0T KAT® dkpa. Ta
onueia uropei va meptrapfavoovy o&d moévo oto othbog, dvomvola, YPNyopn avomvor, Tévo 6Ta.
KaTo dKpa, kot TPIEYO TOV dve 1 TOV KATO GKP®V 6O,

Yoyvéc (umopel va emmpedoovy ém¢ 1 ota 10 dropa):

. Tnueio PAEYUOVIG GTOVG TVEDUOVEC - OTMG EAPVIKT SLGKOATN TNV avamvor|, Pyog 1 TuPETOC.
Av106 O pmopovce va 0dnynoet o poviun PAAPN («didpeon mvevpovonddeion). O yrotpdg Gog
umopei va Bednoetl va dtokdyetl To Rybrevant edv mopovsidoete auth Ty avemBountn evépyeia.

. Enuelo QAEYHOVIC TOV KEPATOEWOVG, OV EIVOL TO HUTPOGTIVO HEPOG TOL LATIOV (KEpaTiTidn) —
OT®G TOVOG 6T0 UdTL, gvaustncio 6to P, epubpodTNTO, HETOPOAEC 6TV OpacT 1 0POaAULKO
éxkpio. Eav eppavicete antd 1o copntodpato, 0o Tpenet vo, S1oKOWETE T XPNOT TOV QUKDV
EMOPNG HEYPL VO, LUAT|GETE LLE TOV YIOTPO GOG.
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Oy svyvég (umopet va emnpedcovy €mg 1 ota 100 dtoua):

. ometAnTko yuo T {om eEAvOn U Le POVOKAAEG KOt OTOAETION TOV OEPUOTOC GE UEYAAO LEPOG
TOV GOUOTOG (TOEIKN EMOEPHUIKT] VEKPOALOT)).
. QAEYLOVT| LECO OTO LATL TOV UITOPEL VO EMNPEAGEL TNV OPOGT (POyoEldiTIon).

Addeg avemOOUNTES EVEPYELEG

oAd ovyvég (umopel va emnpedoovy tepiocdtepa omd 1 ota 10 dropa):
depuoticd eEdvinpa

TpoPAHaTA GTO VOYLOL

YOUNAOG ap1dudg evog OOV AevKAOVY oupocpatpiov (ovdetepomevia)®
YOUNAO ETUTEDO TNG TPOTEIVNG «AELKOUOTIVI) GTO aipla

nratikd TpoPfAnuoTo®

SOYKMGT TOL TPOKOAEITOL OTO GUGGMOPELGT] VYPOV GTO CAOMA, (01OM L)
vavtio

TANYEG GTO GTOUA

aicOnpa évrovng KOT®ONG

YopNAOG ap1dpdg «onpometadiovy (kdttopa mov Bonbovv To aipa va mhEet)?
dvokototnTo

acvviOiotn aictnon oto dépua (OTWS aicONUe LOPUNYKIAGUATOG 1] GOV KATL VO, GEPVETOL TAVM
670 Oépua)”

pelmpévn opeén

duappoia

avénuévo eninedo Tov NIATIKOL EVIDUOD «OUIVOTPAVGPEPAOT] TG QANVIVIIOY GTO Oilal
Enpo 6éppa

payovpa

ALENUEVO EMITEDO TOV NIATIKOV EVEVIOV «UGTOPTIKY CUIVOTPAVGPEPACT» GTO OijLaL
£UETOC

YOUNAO eminedo acPeotiov oTo aipa

Ao 0@BoAKa TpOPALOTO

YOUNAO ETITESO KAAIOV GTO aipa

pikoi oracpoi*

TpeTHC

YOUNAS EMiMESO LLOYVNGIOV GTO Ol

aioOnua {aAng

poikoi mévol

avENUEVO eninedo Tov NEATIKOD EVIDUOV KUAKOAIKY POGPATAGT GTO Oipa
TOVOG GTO GTOUAYL.

Yoyvég (umopel va emmpedoovy €mg 1 ota 10 dtopa):

. OLLOPPOTOES

. gpuBpoTNTO, TPHEO, amoAémion 1| evaucdnoia, Kupimg ota ¥Epla 1 6T TOd (GVVOPOLLO
moAoponeApaTiaiog epudpodvcaictnaciog)

€\kog (TAnyn) oto dépua

TpoPAnpaTa [LE TNV OpaoT

avantuén tov PAepapidmv

Kvidwon.”

*TlapatnpnOnke poévo og cuvdvacud pe lazertinib
P apoatnpridnke povo oe cuvdvacuod pe kapBomiativn ko mepetpelsdn

Ava@opd avemOOuUNTOV EVEPYELOV
Edv mapotnpioete Kamoto avemBOuNTn evEPYELN, EVILEPDGTE TOV YLATPO 1] TOV VOGOKOUO GOG. AVTtd
1oyveL Ko Yio kdBe mbavr avemBountn evépyeLd oL dEV AVAPEPETAL GTO TOPGV EVAAO 0ONY1DV



ypnone. Mmopeite emiong va avagépete avembounteg evépyeteg ancvbeiag, péow tov EBvikon
Opyaviopod @oppdkwv, Mecoyeimv 284, GR-15562 Xoiapyog, AOnva, Tni: + 30 21 32040337,
Iototomog: http://www.eof.gr, http://www kitrinikarta.gr. Mécm tng ava@opdg avemBounTmv
EVEPYELMV UmOpeite Vo fon0foeTE 0TI GLAAOYT TEPIGGOTEP®V TATPOPOPIDV GYETIKA LUE TIV OCPOIAELL
TOV TTAPOVTOC POPUAKOV.

5. IIog va pvrdocete To Rybrevant
To Rybrevant o @UAGGGETOL GTO VOGOKOEIO 1) GTIV KAVIKY.
To @appako ovtd TPETEL VoL PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kail dgv TO POAVOLV T, TOdLA.

Na pn ypnoiponoteite autd 10 PAPUOKO UETE TV NUEPOUNVIa ANENG TOV AVOPEPETOL GTO KOVTL Ko
OTNV ETIKETA TOL PLOALSiov petd v «AHEH/EXP». H nuepounvia Anénc eivar | televtaio nuépa
TOL UIVOL TTOL OVOQEPETOL EKEL.

XNukn Kot puoikn otabepotnTo Kot ) ¥pron Exel katadelydel yio. 10 dpeg otovg 15°C émg 25°C
0€ POTIGUO dUaTion. ATd WKPOPBLOAOYIKNG dmoyng, ekTdg ebv 1 uéBodog apaimong amokAeisl Tov
Kkivduvo pikpoProkng empoivveng, To Tpoiov Ba mpénetl va ypnoonoteitar opécwe. Edav dev
ypnoorombel apésms, 0 xpOVOS Kat 01 VVONKES POAAENG KOTA TN (PNOT aroTehovy gvBHVI Tov
xpnom.

dvAdooete og yoyeio (2°C émg 8°C). Mnv kataybyete.
Dduldccete GTNV APYIKN] CLOKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,

Ta eappaxo dev TPENEL VoL ATOPPITTOVTAL GTO VEPO TG AMOYETELONG 1| OTA OKlaKd amoppippata. O
gnoyyeApatiog vyeiag cog Oa amoppiyel TUYOV PAPLOKE TOV OEV YPTCULOTOLOVVTOL T AVTH TO
pétpa o fondncovv oty Tpoctacio Tov TePPAAAOVTOC.

6. Iepreyopeva TG 6LVOKELAGTIOG KO LOTTEG TANPOPOPiEg

T gpréyer To Rybrevant

o H dpaoctikn ovoia givar to amivantamab. ‘Eva ml mokvod dtoAdpotog yio mapackeun
StoAvpatog mpog yyvon mepiéyel S0 mg amivantamab. ‘Eva @loAidto Tukvod S10AduaTtog Tmv
7 ml mepiéyer 350 mg amivantamab.

o Ta GAAa cuotoTikd gival Swdpikd dvatprovyo GAug Tov atBvievodiaptvoteTpao&ikon o&éog
(EDTA), L-iot1divn, L-1ot1divn vdpoyrmpikr| povoddpikr|, L-pebetovivn, moivcsopPio 80
(E433), coxyoapdln ka1 vowp yio evéoiua (PAETE mopdypapo 2).

Epgavien tov Rybrevant kon wepieyopeve T 606KELAGIOG

To Rybrevant givotl éva Tokvo 1AL Y10 TOPACKELT] SIHADLATOC TPOG EYYLON Kot Eivat Eva dypmuo
£€w¢ oypokitpvo vypd. To pdppoko datiBetor oe YapTIvo KouTi mov mepiéyet 1 yudAvo @loiidio pe

7 ml Tokvol dtaddpoToC.

Karoyog Adsrag Kvkhoopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béiyo

HopackevacTig
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden


http://www.eof.gr/
http://www.kitrinikarta.gr/

OX\avdio

I"o omoadnmote TANPOPOPIO. GYETIKA LE TO TOPOV POUPUOKEVTIKO TPOIOV, TAUPUKOAEISTE VO
amgvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov g Adelag Kvkiopopiag:

E\rada
Janssen-Cilag ®oppokevtikiy Movonpoécwnn A.E.B.E.
TnA: +30 210 80 90 000

To mapév pvALo 00N LAV YpfioNs avadempiOnke Yo TelevTaio gopa Tov @efpovapro 2026.
Alreg INYEG TANPOPOPLAOY

Aemntopepeic TAnpoeopieg yia to pappoako avtd eivar dtabéoipeg 6to dikTvakd TOTo Tov Evpmmraikon
Opyaviopod @oppdkwv: https:// www.ema.europa.eu.



https://www.ema.europa.eu/

O Tinpo@opisg mov axorovdovv arsvOivovTarl pévo o€ emayysipotisg vysiog:
AvT6 T0 POPUAKEVTIKO TPOIOV OEV TPEMEL VO, AVOLELYVOETOL L€ GAAN QOPLLOKEVTIKA TPOTOVTO EKTOG
OVTMV OV UVOPEPOVTOL TOPUKATO.

[Mopackevdote To dStdAvpa TPog eVOOPAEPLA £yYVOT XPTCLOTOIDVTOG ACTTTY TEXVIKN MG eENG:

THopaockevn

IIpocdiopiote TN d00™ OV OatTEiTAL Kot TOV aptOpd Tov eloldiov Rybrevant mov
amartovvtal pe faon to Pépog Tov acbevoig katd v évapén. Kabe eraiidio Rybrevant
neptéyel 350 mg amivantamab.

IMa yopnynon docewv kabe 2 efdopddeg, ot acbeveic Papovg < 80 kg Aappdvovv 1.050 mg kot
ot acBeveig fapovg > 80 kg, 1.400 mg pia popd v efdopdda yioo GuVoALKA 4 SOGELS Kol OTN
ouvéyela kaOe 2 efdopddeg Eekvavtag amd v ERdoudda 5.

IMa yopnynon docewv kabe 3 efdopddeg, ot acbeveic Papovg < 80 kg Aapupdvovv 1.400 mg pia
@opd v gfdopada yio cuvolkd 4 d6cel; Kat ot cvveyela 1.750 mg k&b 3 efdopdoeg
Eexvavtag amo v ERdopdda 7, kot ot acBeveic fapovg > 80 kg, 1.750 mg pio popd tnv
gPdoudda yio cuvoAlka 4 dooelg kal ot cuvéyeln 2.100 mg ke 3 efdonddeg Eekvmvtag amo
v EBoopdda 7.

EAéy&te 611 O dtdlopa Tov Rybrevant givot dypopo mpog wypokitpvo. No v ypnoyLonoteitot
OV VITAPYOVV ATOYPMUATIGHOG 1] OPATA COUOTIOW.

Apaipéote Kot 6T cuvExEln amoppiyte YKo gite dStodvpatog yAvkoling 5% 1 evéoipov
StoAvpatog yAwplovyov vatpiov 9 mg/mL (0,9%) and tov ackd £yyvong 250 ml ico pe Tov
OTOLTOVUEVO OYKO TOV dlaAvpoTto¢ Rybrevant mov 0o mpootebei (amoppiyte 7 ml tov
OPALOTIKOD HECOV Omd TOV aoKO £yyvong yuo KaBe @laAidio). Ot ackol £yyvong Tpémel va eivar
KOTAUOKELAGUEVOL amd ToAvPivvroyrwpidto (PVC), moivmpomurévio (PP), molvaiburévio (PE)
N petypo tolvorepvav (PP+PE).

Apapéote 7 ml Rybrevant and kd0e @roridio mov amaiteitan Kot ot cuvEXEl TPochioTe Ta
ooV aoko £yyvone. Kabe proridio mepiéyetl 0yko vrepmAnpwong 0,5 ml yio va Stac@ailotel 0T
0 dykog mov pmopel va. agalpedel amd 1o erarido sivar erapkng. O telkdg dyKog GToV aoKO
€yyvong Ba mpénet va givor 250 ml. AToppiyte 0TOL0ONTOTE CYPNGLOTOINTY TOCOHTNTA
TOPUUEVEL OTO PLOATISI0.

Avootpéyte omaAd TOV aoKO Yo va avapeiEete To dStddlvpa. My avaxiveite.

IIpwv amd ) yopnyNnon, eEETACTE OMTIKA Y10 OUOPOVIEVT] COUATIONNKT VAN KO OTOYPOUATIGUO.
No punv {pNCLLOTOLELTAL OV TOPATHPOVVTOL ATOYPOUUTIGUOC 1 0pUTE COUATIOW.

Xopnynon

Xopnynote To apat@pUEVO SLIAVUO PE EVOOPAEPLO £YYXVOT] YPTCULOTOIOVTOS GET EYYVONG LE
TPOGUPUOGLEVO PLOLLGTI POTG KOl EVOMOUATMOUEVO EV GEPE, OMOCTEIPOUEVO, LT TVPETOYOVO,
YOUNANG TPOTEIVIKNG oOvOeoN g PidTpo amd covipovikd moivadépa (PES) (uéyeboc mopwv
0,22 1 0,2 pkpopetpa). Ta GeT YopyNONG TPEMEL VO EIVOL KATAGKEVAGUEVO, 0O TOAVOVPEDAVY
(PU), modvPovtadiévio (PBD), PVC, PP 1 PE.

To oet yopnynong pe eidtpo wpémer va evepyonom el pe didAvpo yAokolng 5% 1 pe dtdiopo
yAoprodyov vatpiov 0,9% mpv and v Evapén kébe £yyvong tov Rybrevant.

To Rybrevant dev npénet va cuyyoprnyeital otnyv idto evooPAEPLa Yoy Le GAAOLG
TOPAYOVTES.

To apaiwpévo ddAvpa Ba mpémetl va yopryeitar vidg 10 opdv (cuumeptiapfovoprévov tov
xpovov £yyvorg) o€ Bepuokpacio dopatiov (15°C émg 25°C) kot poTIoUd dMHATIOV.

Adyw ¢ ovyvotntog tov IRRs katd v npmtn 6601, T0 amivantamab Oo tpémet va eyyveTon
péow meppepikng eAEPag v ERdopdoa 1 kot v ERdoudda 2. Eyyvon péow kevipikng
YPOUUNC pmopel va, xopnyn0el katd tig emodueveg efdouddeg, 6tav o kivdvvog IRR givar
YOUNAOTEPOG,.

Amndppuym

AVT0 TO POPUOKEVTIKO TPOIOV Elval LOVO Yo EPATOE XPNOT Kot KAOE oypNGIUOTOINTO QOPUOKEVTIKO
TPO16V oL dev £xel xopnynOel evidc 10 @padv mpémel VoL amoppimTETol COUPOVA LE TIC KATE TOTOVG
10YVDOVGEG OYETIKEG DIUTAEELS.
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