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Lazcluze 80 mg emwkaioppévo pe Aentd vpuévio diokia
Lazcluze 240 mg gemxaivppévo, pe Lemto vpévio dwokio
lazertinib

vTo oapuoxo ovtd teel VO cLUTANPOUATIKT TopakolovONon. AvTtd Ba emiTpéyel To Yp1yopo
TPOGIOPIoUO VEOV TANPOPOPLOV acpaAeloc. Mropeite va Pondnoete pécw g avagopdg mhavmv
AVETOOUNTOV EVEPYEIDV TTOL EVOEYOUEVMG TTapovatilete. BA. T€hog e mapaypdpov 4 yio Tov Tpomo
avaQopds avemBOUNT®V EVEPYELDV.

AP aoTe TPOGEKTIKA OLOKANPO TO QUAAO 0ONYLOV YP1ONGS TPV UPYIGETE VU TAIPVETE AVTO TO
PappraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

o DoraEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to duPdcete Eavd.
. Edv éxete mepartépm amopieg, p@TNOTE TOV Y10TPO, TOV POPUOKOTOL) 1) TOV VOGOKOUO GO,
. H cvvtayn yia ovtd 10 gapuako xopnynonke amokAeloTikd yio 6ag. Agv TPEMEL VO SDGETE TO

0apuoko og GAlove. Mmopel va Toug TpoKaAeésel PAAPT, aKOp Kot OTOV TO GUUTTOUATO TG
acOévelog Tovg eivar 010 e Ta S1Kd Gag,.

. Edv mapotnphoete KOmolo avemBOunTn evEPYELL, EVILEPMDGTE TOV YIATPO, TOV POUPUAKOTOLO 1|
TOV VOGOKOUO G0G. ALTO 1oy0el Kot Yo KaBe mBavn avemBOuNTn evépyela IOV OV AVAPEPETOL
670 TapPHY PUALO 0dNYIDV YpYong. BAére mopdypago 4.

T egpréyerl 1o Tapov UAA0 00N YIOV:

T1 etvon o Lazcluze ko mota givan 1) xprjom tov

T mpéner va yvopilete npv mapete 1o Lazcluze

o va napete 0 Lazcluze

[MBavég avemBounteg evépyeteg

[og va puidocoete 1o Lazcluze

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

A S

1. T givan to Lazcluze kou oo givor n ypijon Tov

To Lazcluze givot éva avtikopkivikd gAapLOKO TOL TEPLEYEL TN OPACTIK ovcia lazertinib. Avrikel og
pio opddo eopUdk®V ToL OVORALOVTOL AVOGTOAEIS TPMTEIVIKNG KIVAGTG.

To Lazcluze ypnowonoteitol pali pe to amivantamab, éva GAAO avTIKOPKIVIKO QAPLLOKO, Y10 TN
Bepaneio evnAikov pe €vav THTO KapKivov TOL TVELOVE TTOV OVOUALETOL U1 LIKPOKLTTOPIKOG
KapKivog Tov Tveduova. Xpnolponoleital dtav o kKapKivog givar Tpoywpnuévoc (dev gival mbavo va
100el) ko £xel cuykekpiéveg arlayég (dtaypaen oto eEdvio 19 1| uetdAraén vVToKUTAGTAGNC GTO
eEmvio 21) og éva yovidio mov ovopdletoan EGFR.

Awtifeton Egxmplotd UALO 0O YDV XpNomg Yia To amivantamab. [Tapakaieiote va 1o dafdoete
npwv Eexwvnoete Bepamneia.

To yovidio EGFR mopayet (o tpoteivn, v EGFR, n onola sumAéketatl otnyv avamtuén kot thv
emPioon tov Kuttdpwv. Ot petodrdéels (petapforég) oto yovidlo EGFR petafdAlovy T0 GYUe QVTHG
NG TPMOTEIVNG, KATL TOL PTOPEL VAL TPOKAAEGEL TV AVATTLEN KOPKIVIKMOY KUTTAP®V Kol TV eEAmimaon
Tovg otov opyovioud. H dpactiknr ovsia tov Lazcluze, to lazertinib, dpa mapeumodilovtag tnv
EMUTTOUATIKY TPOTEIVY Ko umopel va fondnoet oty emPpadvvon mote vo exipadvvisi 1 va
OTOHOTNGEL N AvATTLEY TOL KapKivov Tov vedpova. Mmopel emiong vo cupufdaiet oty peioon Tov
peyéboug tov 6ykov. To lazertinib otoyevet petarraéelg otic npoteiveg EGFR ot omoieg givat yvootd
OTL TPOKAAOVV KOPKIVO, EVD EYEL LWKPOTEPT EMIOPAOT OTIC PLOIOA0YIKES TpwTeiveg EGFR.



2. Tvpéner va yvopilete nprv mapete to Lazcluze

Mnv napete 10 Lazcluze
. og mepintwon aAlepyiog oto lazertinib 1) 6€ ono10dMmOTE AAAO OO TO GLGTOTIKE CVTOV TOV
POPUAKOD (OVOPEPOVTOL TNV TTAPAYPAPO 6).

Edv 6ev elote PéPaiot, evnuepdote ToV Y10TpO, TOV QOPULAKOTOLO 1) TOV VOGOKOUO GOG TPV TAPETE TO
Lazcluze.

Ipocidomomoeis ko TPoPLAGEELS

AmevBuvheite oTOV Y10TPO, TOV POPLOKOTOLO 1 TOV VOGOKOWO Gag Tpwv wdpete to Lazcluze:

o edv €xete VIOPEPEL O PAEYLOVT] GTOVG TVEVHOVES GaG (La Tanon mov ovoudleTol «didpeon
TIVELUOVOTIAOEIO 1) «TTVELLLOVITION).

Evnuepoote apécmg 1ov Y10Tpo 060G 0V TUPOVGLAGETE 0TOLOONTOTE U0 To 0aKOAovOa (PA.

«Zofapéc avemOuuNTEG EVEPYELESH OTNV TAPAYPUPO 4 Y10 TEPLECOTEPES TANPOPOPIES):

o Agppotikd mpofAnpata. o va HeEIDoETE TOV Kivouvo Kot Tn PapdTnTo SEPUATIKOV
TPOPANUATOV, POPATE TPOSTUTELTIKA POVYOL, YPTCLLOTOLEITE OVINALOKO EVPEOS PACLATOG
UVA/UVB, kot ¥pnGULOTOLEITE TAKTIKE EVLOATIKE TPOTOVTA (TPOTIUMVTOL TPOTdVTA LE Pdion Ta
KePOUIO 1 GALO GKELAGUATO, TTOV TOPEYOVY LOKPAS SLAPKELNG EVOIATMGT TOV SEPUATOG YOPIG
GLGTATIKA TOL ENpaivovy T0 HEPLN) GTO TPOCHOTO KOl GE OAOKANPO TO GMUA (EKTOG Ad TO
TPYOTO TNG KEPAANG) EVOGM TaipVETE AVTO TO PApLaKo. Ba ypelaotel va unv ektifeste oTov
N0 KOl VoL GUVEYIGETE VOL TO KAVETE aVTO Y10, 2 UAveC apol otopatioete T Oepaneia. O
YWTpOG GOG Umopel va cog Tpoteivel va Eekivioete Kamoto(a) avTiBloTikd(d) Kot Eva,
OVTICTTTTIKO Y10. TO TAVGLUO TMV YEPUDV KOl TOV TOSDY DOTE VO LELMGETE TOV KIVOUVO Kot TN
Bapdtnrta depratik®v TPOoPANUATOY, Kol LTOPEL Vo, Gag yopnynoet Bepaneio pe kamoto(a)
@apuako(a), N vo oag TopaTELYEL va Ogite Eva YioTpo pe e€eldikevon 6To dEpua
(deppoaTordyo) edv eppavioete deppatiKés avTidpdoels katd tn didpkela g Oepaneiog.

o Z0@ViKn SVoKOALD GTNV AVOTVOT, B)0 1) TUPETO TOV UTOPEL VO VTOONADVEL PAEYLOVT] GTOVG
nvevpovec. H mdbnon pmopet va givon ametAntikn yio t {1, Guvendg ot exayyeipatieg vyeiag
0a oag TopakoAovfovy yio TOAVE CLUTTOUOTA.

o Orav ypnoponotgitor pe évo GALO eapuako mov ovoudletol amivantamab, pmwopet va
EUPAVICTOVV ATEIANTIKES Y10 T (on avemBounteg evépyetes (AOym Opopfov aipatog oTig
eAEPeC). O yotpds oag Ba cag dnoet emmAéov pdpuaka Tov Ba fondnocovv oty TPpoOANYN TOV
Opoupav aipartog katd ™ ddpkela g Bepomeiog oag kot Oa cog Tapakorlovdel yio duvnTikd
GUUTTOLLOTO.

o OeBarpicd tpofinuata. Edv éxete mpofAnuata 6pacng 1 TOVo oTa LATLO, EXKOVOVIGTE
AUECMG e TOV Y1TPd 1] TOV VOGOKOUO coc. Edv xpnoyonoteite gokons Enaeng Kot EQQAviceTe
OTOL0ONTTOTE VEQ GUUTTMOUOTO GTO LATLOL, GTOUNTHOTE VO YPTCLUOTOIEITE PAKOVE ETOPNG KoL
EVNUEPDOTE QUEGMG TOV YIAUTPO GOGC.

Hoowd xon £pnpor
To Lazcluze dev £xel uehetn et o modid 1 epnfovc. Mn yopnyeite ovtd 10 QAPLOKO GE TOdLA 1
gpNPovg nAkiog K&t Tov 18 etdv.

Alha @éppoxa kot Lazcluze

Evnuepmote Tov yiatpd 1| ToV popUaKOTOld 6ag €6V maipvete, £xete mPOSOATA TAPEL 1] LTopel va
mhpete dAlo pappoka. Avtd cvpPaivel eneldn To Lazcluze pnopei va ennpedoet tov Tpodmo dpdong
opopévov eapudkmv. Eriong, opiopéva dAla pappoko Uropody va EXNPeECSOVV TOV TPOTO dPAGCT|C
tov Lazcluze.

Ta akdlovBa pappake evOEyETAL VO LELOGOLY TO TOG0 KaAd dpa to Lazcluze:

o KapBapalemivy 11 gorvotoivny (avTiemAnmtcod mwov ypnoiponoteital yio t Oeponeio tov
EMUNTTIKOV KpiGE®V 1 CTAGUAOV)

o Pwpapmkivy (ypnoyomoteiton yio tn Ogpaneio g pupatioonc)

. Baloapoyopro (St. John’s wort) (putikd mpoidv mov ypnoiponoleital yio T epaneia Tng

NG KATABAWYNC Kol TOV GyYoug)



. Boosgvtavn (ypnowonoteiton yio T Oepameia TG TVELHOVIKNG APTIPLOKTG VITEPTOCTIC)
o Egapwpévin (ypnowonoteitar yo ) Oepameia kot v Tpoinym g Aoipméng HIV-1)
. Moda@ividn (xpnoULOTOlEiTaL Y10 TIC SLOTAPAYES VTTVOD).

To Lazcluze evdéyetar va ennpedoet 10 OGO KAAQ AEITOVPYOVV GAAL PAPLLOKE KO/ VO ALENCEL TOV
Kivouvo avemfOUNT®V EVEPYELDY OUTOV TMV PAPUAK®V:

. Tiavidivn (ypnoiponoleital yia m YoAdp®oN T@V HO®V)

. Kvkhoomopivy 1 oipédipovg 1 ToKpOALovG (PNOLULOTOI0VVTOL Y10 TV KOTOGTOAT TOV
0VOGOTTOMTIKOV GLGTI|LLOTOG)

. Epepoirpovg (ypnoponoleital yio m Bepomeio Tov BeTikKod 6€ 0pLOVIKODS VTOJOYEIC

TPOYWPNUEVOD KOPKIVOL TOV HOGTOV, TMV VELPOEVIOKPIVAOV GYK®OV LE TPOEAELGT amd TO
TAYKPENC, TOV YUGTPEVTIEPIKO COANVO. 1] TOV TVELLOVE, KOOMG KO TOL VEQPOKVTTAPTIKOD

KOPKIVOUATOG)
. IMwpolion (ypnoyomoteitan o acbeveig pe dwatapoyn Tourette)
. Kwidivn (ypnowomoteitan yia tn Oepaneio g ehovoaciog)
. Yovvitvipan (ypnoonoteitol yio ) Oepaneio. GTPOUATIKDY OYK®V TOL YOOTPEVTEPIKOD

COAMVA, VEPPOKLTTUPIKOV KOPKIVOUATOV KOl VEVPOEVOOKPIVAV OYK®OV TOV TAYKPENTOG).

AvT10g dev gival £vag TANPNG KOTALOYOG TOV Qopuakeov. Evuepdote tov enayyeiuatio vyeiog cog yio
o\a ta edppaka Tov Taipvete. O yiatpog cag Oa Gog EVUEPMCEL Yo TNV KaAvTepT Bepameia Yo
€04G.

Kinon

. Evnuepaote tov yrotpd oag mpv cog yopnyndei avtd to phpuako edv giote £ykvog, vopilete
oTL umopel va glote £€yKvog 1 oxedlaleTe vo. AmOKTNGETE TALdl.

o Av10 10 Pdppako glvar mbavd va PAayer Eva ayévvnrto Toudi. Av peivete £yKvog Katd )

duapkela tng Bepameing, EvepDOTE AUEoOS TOV Y1aTPO cag. Eoeig kot o yiatpog cag Oa
amopaocicete av Oa wpémel va cuveyiocete vo maipvete o Lazcluze.

o Edv pumopeite va peivete €ykvog, 0o mpémel va ypnouonoteite pio omoteleopatikny uébodo
AVTICLAAN YN (OTOTPOTNG TNG EYKVUOGLVNG) KaTd T dtdpkela Tng Oepameiog Kot Emg
3 eBdopddeg petd t Bepamneia.

. O1 Gvdpec acBeveic pe oOVTPoYo 1 omoia pumopel va petvel £YKvog TPEMEL VAL XPTCUYLOTOLOVV
QTTOTEAEGUATIKT AVTICOAANYN, OTTOC TPOPLACKTIKO, Kot va, U1 dwpilovv omépLo Kot )
duapketa g Oepamneiag pe Lazcluze kot yuo 3 efdopddeg petd v ohokAnpwon g Bepamneiog.

Onioopdg
Mnv OnAdlete katd ™ didpketa g Oepomeiog pe Lazcluze kot yio 3 Boopuddeg petd tn Slokonn g
Oepoameiog. O Adyog elvan enedn dev gival yvwoto gbv vdpyet kKivduvog yio 1o Hwpod Goc.

Odnynon ko yEPLoROS PNy avnpdTmv
To Lazcluze €yel pikpn emidpacn otnv ovoTnTo 0d1ynong Kol yepiopol unyovnudtov. Eqv vidbete
Koémwon petd t Anymn tov Lazcluze, unv oonyeite 1 yepileote punyoviuaro.

To Lazcluze wepiéyel vatplo
To pdppako avtd mepiéyel Ayotepo and 1 mmol vatpiov (23 mg) ava diokio, givar avtd mov
ovopdlovpe «erevbepo vatpiovy.

3. H®g va wapete To Lazcluze

[Tavtote va maipvete To PAPHOKO QVTO AVOTNPE GUUPOVE, PLE TIG 0N YIES TOV YLOTPOD 1] TOL
QopuraKkomolod cog. Eav éxete apoifolies, poToTe TOV Y10TPO 1 TOV QOPHOKOTOLO GOC.

I16c0o vo mapete
. H ocvvietdpevn d6on givar 240 mg kdbe nuépa pe amivantamab.



. Edv eppavicete opiopéveg avemBOounTeg eVEPYELESG, O YIOTPOG OOG EVOEYETAL VO LELDGEL T dOOM
cag ota 160 mg 1 80 mg kabe nuépa.

Iog va To Tapete

. To Lazcluze Aapfavetor and to otdpo.

. Kozarivete 1o diokio ohdkAnpo. Mn Opvppartilete, dSioupeite | pacdte to diokio.

. Mmropeite vo maipvete avtd To PApLOKO HE 1 X®PIS TPOON.

. Mnv ntdpete emmAéov dOGN €AV KAVETE EUETO HeTA TN AW Tov Lazcluze. [lepuéverte péypt mv

Mpa. TNG EMOLEVNG dOONG GOC.

Edv dev umopeite va kartamieite to dickio oAOKANpa, puropeite vo avopi&ete to(a) diokio(a) Lazcluze
o€ un avBpakovyo vepd wg eENG:

o TomoBetnote 6L T dioKkio OV amatovvTa Yl Tn 66om tov Lazcluze mov cog £xet
cuvtayoypapndet og Eva pikpo KOTEALO.

o [Ipocbéote TovAdyIoTOV 2 KOVTAAGKLO TOV YAVKOV (10 ml) un avOpakovyo vepd — unv
YPTOLLOTOGETE KAVEVA AAAO VYPO.

o Avaxkiviote omoAd pe KUKAKES Kivioelg péypt to(a) dtokio(a) va dtadvBei(odv) kat va
dokopmioTe(0VV).

. [Tieite T0 pelypa apécwg.

o INo vo BePorwbeite 6T1L AapPdvete oAOKANPT TN S0CT GOGC, EKTADVETE TO KOTEALO LIE

TovAdyiotov 1 kovtahdkt Tov YAvkov (5 ml) un avBpakovyo vepd kot mieite 10 APECWC.

Edv &yete pvoyaotpikd cornva, urtopeite va AMaPete to paprokd oag og eENG:

o Aparpéote to éuPoro amd T cOpLyyo (XPNOYLOTOMOTE (o cvptyyd Tov 20 ml).

o TomoBetnote 6L T d1oKia OV amattovvTat Yl T 6dom tov Lazcluze mov cog €xet
ocvvtayoypapndei 0To cmpa T sVpLyyag (KOASpog). Mnv Bpvuuartifete 1 doupeite To(a)
diokio(a).

o I'epiote ™ oOpryya pe pn avBparxobyo vepd péypt v évoelén tov 20 ml.

. Kleiote T obpiyya e TOo TORQ TOL AKPOL KO OLPNOTE TN GLPLYYa 6€ Bgprokpacio dmpatiov
Y 5 Aemtd.

. Metd amd 5 Aemtd, TEPIOTPEYTE T GUPLYY UTPOG-Ticm 15 popéc.

. 2uvHEGTE TN CUPLYYO GTOV PLVOYUOTPIKO GCOANVA KOl YOPTYNOTE TO UETYHLO AUECHG.

o Avappopnate diia 10 ml pun avBpakovyov vepoh otnyv id10 GUPLYYa Kol EKTADVETE HECH TOL

pPVoYyaoTpikoy coAnva. Eravolafete avtd 1o fua dote va dlac@aricete 0Tt £yl yopnynOel
0AOKAN P M 060N Cag.

Edv mapete peyorvtepn 606on Lazcluze amd tnv kKavovikyg
Edv mépete peyodotepn and v Kavovikn 0001, EXIKOIVOVNAOTE LE ToV Y1Tpd oag. Mropet va €yete
aLENUEVO KiVOUVO avemBOUNTOV EVEPYELDOV.

Eav Eeydoete va wapete 1o Lazcluze

Edv Eeydoete pia 60om, mépte TNV apéoms porg ) Bounbeite. Qot600, edv LEVOLY AyOTEPEG A0
12 dpec péypt v emduevn 600m cog, Tapareiyte ™ d6om o yaoate. [Iapte TNV ETOUEVT KOVOVIKA
o0G 0OGT TNV TPOYPUULOTIGUEVT TNG DP.

Edv otapatiioete va naipvere to Lazcluze
Mnv GTapaTACETE VA TOIPVETE AVTO TO PAPLLOKO, EKTOG OV GG TO TTEL O YLOTPOS GG,

Edv éxete meplocoTEpEG EPOTNOELS GYETIKA LLE TN YPTOT] AVTOV TOV PUPUAKOV, POTHCTE TOV Y1UTPO,
TOV QOPLOKOTOLO 1] TOV VOGOKOLO GOLC.
4. MBavég avemOOpNTES EVEPYELEG

Onwg 6ha Ta eAppOKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0gv Tapovolalovtal 6 GAOVG TOVG AVOPOTOLG,.



YoPapéc avemBopnteg evépyereg

Ot ax6AovBeg avemBounteg evépyeteg £xovv avapepbel oe kKAvikég peréteg e 1o Lazcluze oe
ouvdovooud e amivantamab. Evruep®ote apéomg Tov yiotpo 6og v TapatnpNoETE TIG aKOAOVOES
coPopéc avemBounteg evépyeLec:

oAv ovyvég (Lmopel va ennpedoovy tepiocdtepa omd 1 ota 10 dropa):

o Agppotikd mpofAnpata - 6nwg eEGvOnua (cvumeptiapfavopuévng g axpung), Enpod dépua,
oayovpa, TOvog kot epuBpodtnrta. Evnpepdote tov yrotpd cag edv emdevobodv to mpofAinpota
TOV 0pUATOG GOGC.

o Opodppor aipatog otig PAEPES, E101KA GTOVS TVEDLOVEG 1| Ta KAt dKpa. Ta coumtdpate propet
va meptrapPavoovy o&d movo 6to othbog, SVGTVOoLa, YPIYOPT OVATVOT|, TOVO GTO KATM GKPO Kot
TPNEWO TOV Ave N TOV KATO GKPOV GOG.

Yoyvég (umopel va emnpedoovy €ng 1 ota 10 dtopa):

o Inueio @AEYHOVIG KOt 0VAOTOINGNG GTOVG TVEDUOVES - OGS EAPVIKT] SVGKOAID GTNV avoTVon,
dvonvola, Pryoc N mupetds. Avto Oa pmopovce va 0dnynoet oe uoviun PAGPN. O yiatpoc cog
uropel va Bednoetl va dakoyet T Bepaneia pe 1o Lazcluze edv avantdéete avtn v
avemBountr evépyeLa.

o Inueio @AEYLOVIG TOL KEPATOEWOVS (TOL UTPOGTIVOD HEPOVG TOV LATIOV GOGC) - OTMG
gpLOPOTNTA TOL HOTLOD, TTOVOG GTO UATL, TPOPANUATA LE TNV OPAGT 1] EVOICONGIN GTO PG,

o OeBarpid TpofAnuato — 6T TPOPAALOTA LE TV OpaoT] 1} LE TNV avATTVEN TV
BArepapidmv.

Evnuepdote apéomc tov yotpo cog v mapoTnpoETE TIC GOPOPES OvETIBOUNTES EVEPYELES TTOV

avaQEPON KOV TOPATAVE®.

Alrec avemBOuNTEG EVEPYELES
Evnuepaote tov ylotpd 60 oV TopaTPGETE OTOIECONTOTE AAAEG OVETIOOUNTEG EVEPYEIEG. AVTEC
umopei va Teplapufavouy:

IoAd ovyvég (umopel va emnpedoovy nepiocdtepa omd 1 ota 10 dropa):
TpoPAIHATA GTO VUYL

onueia avtidpacns oty £yyvor Tov amivantamab

YOUNAO ETUTEDO TNG TPMTEIVNG «KAEVKOUOTIVI)» GTO aliplal
to&kdTNTO NITALTOG

oidn o ToL TPOKAAEITAL UG GLGGHPELGT VYPOV GTO GO
TANYEG GTO GTOUA

veupikn PAAPN Tov pmopel va TPOKAAESEL LupUNKIaGT), LOVOUGLE, TTOVO 1] OTMAELL TNG
aicOnong tov wévou

aicOnpa Evrovng kOT®oNG

duappoia

dvokootnTo

pelopévn opekn

YoUNAo eminedo acPeotiov 6To aipa

aicOnpa voutiog

poikoi oracpol

YOUNAO ETiTESO KAAIOV GTO aipa

aicOnua {aAng

poikoi Tévol

€UETOC

TPETHC

TOVOG GTO GTOUAYL.

Yoyvég (umopel va emnpedoovy €ng 1 ota 10 dtopa):
o ALLOPPOTdES



o epvBpoTa, TPHEINO, amoAémion 1} evarstnacia, Kupiwg ota ¥€pta 1 6Ta TOdN
o YOUNAO ETITESO LOyVNGlOL OTO QLo
o eEavOnuo pe kvnopo (kvidwon).

Ava@opd avemOOunTOV gvepyel®OV

Edv mapotnpfoete kamolo avemBountn evépyela, EVIUEPMDGTE TOV YIUTPO, TOV POPLUKOTOLO 1 TOV/TNV
VOGOKOWO GaG. AVTO 1GYvEL Kot Yio kKEOe mhavi| avemBountrn vEPYELD TOV OEV AVOPEPETOL GTO TUPOV
@OALO 0ONYLDV Yprione. Mmopeite eniong va avapépete avemBounteg evépyeteg anevbeiag, pécw Tov
EBvikov Opyaviopotd @appaxmv, Mecoyeimv 284, GR-15562 Xoiapyodc, ABnva, TnA: + 30 21
32040337, Iototonoc: http:// www.eof.gr, http://www.Kkitrinikarta.gr. Méom g avapopdig
avemBounToVv evepyeldy pmopeite va Bondnoete 6T GLALOYN TEPLGGOTEPMY TANPOPOPLDY GYETIKA
LLE TNV OCPAAELL TOV TOPOVTOS PUPLAKOL.

5. Hog va pvraooete To Lazcluze
To @apuako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot 6gV TO POAVOVV Ta, TOLSA.

Na pn ypnoiponoteite avtd 10 GAPUAKO LETE TNV NUepounvio ANENG OV AVUPEPETAL GTOV TEPLEKTN
(@VALO KOYEANC, ECMTEPIKT avadITAOVIEVT ONKN, e@Tepikn avadumlobuevn BNk, ELEAN Kot KovTi)
petd v AHEH/EXP. H nuepounvia AnEng eivor n tedevtaio nUéPA TOL UV TOL AVOPEPETAL EKEL.

To @apuaxo avtd dev amaitel Waitepeg cuvOnKeg EOAAENS.

Mnv metdte apROKa 6TO VEPO TNG OMOYETELONG 1 OTA OIKIOKA amoppippata. Potiote Tov
(QOPUOKOTOLO GOG Y0 TO TAG VO TETAEETE TO, PAPUAKE TTOL EV YPMCILOTOLELTE T AvTd T péTpa O
BonBncovv oty Tpoctacio Tov TEPPAAAOVTOC,.

6. Igpreydpeva TS 6LOKELAGIOG KO AOLTTEG TANPOPOPIEg

T mepréyer to Lazcluze

o H dpaoctikn ovoia givar to lazertinib (w¢ pecvikd povoddpkd). Kabe emkodvppévo pe Aentd
vuévio diokio twv 80 mg mepi€yetl 80 mg lazertinib. Kabe emkaivppévo pe Aemtd vpévio diokio
v 240 mg mepiéyetl 240 mg lazertinib.

o Ta dAlo cvotatikd givat:
vpnvag diokiov: VEPOPOPo KOALOEEG 0EEId1I0 TOV TLPLTIOV, SLUGTAVPOVLEVT] VOTPLOVYOG
KkapueAloln (E468), wikpokpvotoriky kottapivn (E460 (1)), povvitodn (E421) ko oteatikd
payvioto (E572). BA. mapaypago 2 «To Lazcluze nepiéyet vatpioy.
Emucdioym pe Aentd vuévio: evopOol o pévo cupmoAvIEPEG aBLAEVOYAVKOANG
moAv(Pvvraikooing) (E1209), moivBivoraiicodin (E1203), povokampulokampoikn YAuKEPOAN
Tomov I (E471), dro&eidio tov trraviov (E171) kan tédixkng (E553b). Kabe diokio twv 80 mg
nepiéyel emiong kitpvo 0&eidio tov odnpov (E172). Kabe diokio tmv 240 mg mepiéyet emiong
gpvBpd 0&eidio Tov cdnpov (E172) kot pérav o&gidro tov adnpov (E172).

Ep@avien tov Lazcluze kou Tepieyopeva TG 6VGKELOGIOG

To Lazcluze 80 mg mapéyetor g Kitptva, 0ogdN, EMKOAVUUEVO e AETTO VUEVIO S1oKio LKOVG

14 mm, pe yapaypévn v €voeen «LZ» ot pia mievpa kot «80» otnv dAin mievpd. To Lazcluze
80 mg darifetar o€ KOUTIA TOV 56 ETKOAVUPEVOV e AETTO DUEVIO OIoKIMV (SVO YAPTIVEG
avadurhovpeveg Onkeg, kabepio omd Tig omoieg mepiéyel 28 diokia) 1 o PLaAeg tv 60 1 90 diokimv.

To Lazcluze 240 mg mopéyetal g KOKKVOTA pof, ukovg 20 mm, mogdr|, EMKAAVUUEVO LE AETTO
VUEVIO OloKia, e yapayuévn tnv EvoelEn «LZy» ot pio migvpd kot «240» otnv GAAN mhevpd. To
Lazcluze 240 mg dwatiBeton og Koutid tv 14 emikoivpupévav pe Aento vuévio dokiov (pia yaptivn
avadumAodpevn ONkn tov 14 diokimv), KouTid TV 28 EMKOAVUUEVOV e AETTO LUEVIO OlokimVy (O00
XapTIVES avadimhoveveg Onkec, kabepia amd Tic onoieg mepi€yet 14 diokia) 1 prokeg twv 30 diokimv.


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

Mmopei va, v KoKAoQopoOV OAEC 01 GLCKEVAGIEG.

Karoyog Aderag Kvkhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

Hopaokevaoctiig
Janssen Cilag SpA
Via C. Janssen,
Borgo San Michele
Latina 04100
ItaAia

I'o omoladnmote TANPOPOPia. GYETIKE LUE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEITTE VO
amevbuvleite oTov ToMIKO OvTITPOc®TO Tov Katoyov g Adstog Kukhogopiog:

E\MGdo
Janssen-Cilag ®oppokevtikn Movorpoécwnn A.E.B.E.
TmA: +30 210 80 90 000

To wapdv @UAA0 00N YOV ypioNs avade®p1)OnKe Yo TEAELTAIO POPE TOV emTERPpro 2026.
Alreg INYEG TANPOQOPLAOV

Aentouepeic TANPOQOPIES Y0 TO PAPLOKO aVTO gival SLBEGIILES GTOV SIKTLOKO TOTO Tov Evpmmaikod
Opyaviopod @apudxmv: https://www.ema.europa.eu.



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

