@VYAro ooV piong: IIAnpoopics yia Tov ac0evi)

Rybrevant 1.600 mg gvéoipno dtaivpa,
Rybrevant 2.240 mg gvéoipno d1divpa,
amivantamab

vTo QAPLOKO 0VTO TEAEL LTO GLUTANPOUATIKY TOPAKOAOVONOT. AVTd B emTPEWYEL TO YPTYOPO
TPOGIOPIoUO VEOV TANPOPOPLOV acPaAeloc. Mmopeite va fondnoete péow g avapopdg mbavov
avemBOUNTOV EVEPYEIDV TTOL EVOEXOUEVMG Tapovatalete. BA. T€hog Tng mapaypdpov 4 yio Tov TpOTo
avaQOPAG AveTIOOUNTOV EVEPYEIDV.

AwPacTe TPOGEKTIKA 0AOKAN PO TO PVLAO 00N YIAOV YP161G TTPLY 60G d00£l VTé TO PappaKo, d16TL
TEPLMOPPAVEL CNRAVTIKEG TANPOPOPIES Y10, GOG,

o Durd&te avTd TO EOALO 0N YDV Yprione. Towg ypelaotel va to dofdoete Eavda.
. Edv éxete mepartépo amopieg, poINGTE TOV Y10TPO 1] TOV VOGOKOLO GOG.
o Ed&v mapatmpnoete kamowa avemBOuntn evEpyeLa, EVNILEPOGTE TOV YIOTPO 1| TOV VOGOKOUO GOG.

Av10 1oy0et Kot Yo kGOe mhavn avemBountn evépyela Tov dev avaPEPETOL 6TO TAPOV PUAAO
odnyv ypnons. Biéne mapdypopo 4.

T epréyel 1o mapoév UAA0 00N IOV

T1 etvon To Rybrevant kot mowa iva 1 yprion tov

T mpéner va yvopilete mpv oag yopnynOel to Rybrevant
Iag yopmyeitat to Rybrevant

[MBovég avemBOuntec evépyeteg

[log va purdooete to Rybrevant

[epreydpeva g cvokevaciog Kot AOTEG TANPOoPopieg

SN A PN

1. T eivar To Rybrevant kon o givon 1) yp1jon Tov

Th eivar To Rybrevant

To Rybrevant givon éva avtikapkvikd eappakxo. Iepiéyet T dpactikn ovsia «amivantamaby, mov etvat
éva avTicmpa (TOIog TPWOTEIVIG) OV £XEL OYESUOTEL Y10 VO, avoyvapilel GUYKEKPIUEVOVS GTOYOVE GTO
GO0 KO VO TPOGOEVETOL GE OLVTOVC.

Iowa givar 1 gpfon Tov Rybrevant

To Rybrevant ypnoiponoleitol o evnAIKOLS [E VOV TOTO KOPKIVOL TOV TVEDUOVO TTOL OVOUALETOL «LUN
LIKPOKLTTOPIKOG KOPKivog Tov Tvebovay. Xpnoiponoteiton 6tav o Kapkivog éxel eEaniwbel og dAla
LEPT TOV GAOUATOS GOG KOt £(EL GLYKEKPLUEVES aALAYEG o€ Eva Yovidlo ov ovopdletar «kEGFRy.

To Rybrevant umopei va cuvtayoypaenei yio ecdg:

o WG TO TPMTO PAPLOKO TOV Ba AdPete Yo ToV Kapkivo cag o cuvovacud pe lazertinib.
o otav 1 ynueodepaneio dev dpa TAEOV KOTA TOL KAPKIVOL GOC.
H®g dpa 10 Rybrevant

H dpaoctikn ovoia oto Rybrevant, to amivantamab, ctoygbel o000 TpwTeiveg Tov Ppickovial ot
KOPKIVIKG KOTTOPO:

. TOV VLO00YEN TOV EMOEPUIKOV avénTikol apdyovia (EGFR) kot

. TOV TTAPAYOVTO LEGEYYVUOTIKNG TPOC mONAlaxy petdPaocng (MET).

Av106 T0 PApLOKO dpa LECH TTPOGOECST|C OE AVTEG TIC TPMTEIVES. AvTd Pmopei va fondnocel mote va
emPpadvviel N va otapatioel n avartuén Tov Kopkivov Tov tvedpova. Mmopel emiong va coppdiel ot
ueimon tov peyébovg tov dykov.



To Rybrevant propel va yopnyn0et o€ cuvdvacpod pe GAla avtikapkivikd edppoka. Eival onuovtiko va
dPdoete emiong to GUALL 0N YDV YPNONG Y10 aVTA Ta AL apuaka. Edv éxete omoleoonmote
EPWOTNOELS GYETIKA LLE OVTA TO PAPLOKIL, POTACTE TOV YIATPO GOGC.

2. Tvpéner va yvopilete npv ocag yopnyn0dsei to Rybrevant

Mnyv ypnoipononicete 70 Rybrevant

o o€ mepintwon aAlepyiog oTo amivantamab 1 6€ omot0dMmote GALO A0 TO GUGTUTIKA CLTOV TOV
QOPUAKOV (OVOPEPOVTOL TNV TTAPAYPAPO 6).

Mnv xpNOIUOTONCETE QLTO TO PAPLOKO EAV TO TOPATAV® 10YVEL Yo €0dG. Edv dev giote BEParot,

EVNLEPDOCTE TOV Y1OTPO 1) TOV VOGOKOUO GG TPV Gag yopnynodel avtd 1o pappoKo.

Ipogidomoumcelg Ko TPOPLAGEELS

AmevBuvBeite oTov Y1Tpo M| TOV VOGoKOH0 oo TPy cag dobel To Rybrevant gdv:

o €xeTE VIOPEPEL OO PAEYOVT] GTOVG TVEVUOVES GaG (Lo TABNom Tov OVOUALETOL «OLAUEDT
TVELUOVOTIAOELON 1) «TTVELLOVITIOO ).

Evnuepaote apéomg Tov Y1aTpo 1] TOV VOGOKON0 GOS EVOGH TAIPVETE GVTO TO PAPLAKO EGV
TAPOVCLACETE OTOLUONTTOTE OO TIG aKOLOVOES avemOBvuNTES evépyeres (BAéEme mapaypapo 4 Yo
TEPLOCOTEPES TANPOPOPIES):

. OnowdnTote avemBOUNTN EVEPYELD KUTO TN SIAPKELD TNG EVEGTC TOL PUPUAKOV.

o Z0@ViKn SVCKOALD OTNV avVOTVOR, B0 1} TUPETO TOV UTOPEL VO LVTOONADVEL PAEYLOVT] GTOVG
mvedpoves. H kotdotaon pmopel va etvar amedntikn yuo ) {o1], CUVERMG o1 emaryyelpatieg vysiog
6o oag TapakoAovBovv yio TOOVE CLUTTOUATOL.

o Orav ypnopomnoteitor og cuvdvacud pe Eva GAAO pappako tov ovopdaletat lazertinib, propet va
EUPAVICTOVV ATEIMNTIKEG Yo T (o1 avemBounteg evépyeteg (Aoyw OpouPmv aipatog otic AEREC).
O y10tpdc oag Ba cag SDoEL EMITAEOV PUPUAKEVTIKY] oY@y ov Ba fondcel oty TpdANY™ TV
Opoupwv aipartog katd ) ddpkeia g Bepanciog oag kot Ba cag mapakorlovdel yio duvnTikd
GUUTTOLLOTOL.

o Agppoticd mpofinuata. o va peidoete tov kKivouvo deppatiK®v TpoPANudToy, unyv ektifecte
GTOV NA10, POPATE TPOGTATEVTIKG POVYQL, YPTCIUOTOLEIGTE AVTNALNKO KoL YPTCULOTOIEIGTE TUKTIKA
EVLOUTIKA TPOIOVTO GTO OEPLLOL KOl TO VOYLOL GO EVOGM TAIPVETE aVTO TO PApLako. Avtd Ba
YPEWGTEL VoL GUVEYIGETE VOl TO KAVETE Y10 2 Uveg 0ol otapatnoete T Ogpaneia. O yotpdg cog
UTopEl VoL GOG GLGTNOEL VA EEKIVIOETE KATO10(0L) PAPLOKO(aL) Yl TV TPOANWT] SEPLUTIKDV
mpofAnpdrtov, propel va cag yopnynoet Bepaneia pe kKadmoto(a) apupako(a), 1 vo Gog TopOTELYEL
va deite évav yiatpo pe e€edikevon 61o dépua (depUOTOAIYO) EAV ELPAVIGETE OEPUATIKES
avTidpdoelc katd tn didpkela tng Hepaneiog.

o OeBarpikd tpopinuata. Edv éxete mpofAnpata 6paong 1 TOVo 6To. LATLO, ETKOIVOVIOTE AUECHG
He Tov y1atpd 1 ToV VoGoKOHo oag. Edv ypnopomoteite pokovg ETapng Kot ERQavIcETe
OTOLOONTTOTE VEN CUUTTOUOTO GTO, [LATIO, CTOUATOTE VO YPTCLUOTOLEITE TOVE PAKOVS ETOPTG KO
EVILEPMOTE AUEGMGS TOV Y1OTPO GOG.

owra ko épnpor

Mn yopmyeite avtd T0 PAPUOKO € Tondld 1} VEOLS KAT® TV 18 etdv. Avtd cupPaivel d10TL dev givar
YV®OGTO KATA TOGO TO PAPUAKO EIVOL AGPAAES Kl OMOTEAEGUATIKO GE QLT TNV NAIKLOKT OUAO.
Al @appoxa ko Rybrevant

Evnuepdote Tov y1otpd 1 TOV VOGOKOWO GOG £V TOLPVETE, EXETE TPOCEATA TAPEL 1| UTOPEL VO TAPETE
AL QAPLLOKOL.

Avticoiinyn
. Edv 0o pmopovcate vo peivete £YKvog, TPETEL VAL YPTCILOTOLEITE UMOTELECUATIKT AVTIGOAANYT
Kkatd ™ ddpketo g Bepaneiog pe Rybrevant kot yia 3 punveg petd tn dwokonn| tng Oepaneiog.
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Kinon

. Evnuepaote tov y10Tpd 1 TOV VOGOKOLO GOG TPV 6ag xopnynodel avtd 1o papuoko edv giote
£€yKvoc, vopilete 0TL umopei va giote £€yKvog 1 oYed14LETE VO ATOKTAOETE T,
. Av16 10 eappaKo eivar mBavo vo PAdyet Eva ayévvnrto modi. Av petvete €ykvog evocm Aappdvete

avTO TO QAPHOKO, EVIUEPDOTE APECHS TOV YIATPO 1 TOV VOGOKOUO oag. Ecelg kat o yiatpdc cog Oa
ATOPUGICETE AV TO OPEAOG OITd TN MY TOV QUPAKOL Eival HEYUADTEPO A0 TOV KIVOLVO Y10l TO
ayévvnto Hwpd Goc.

Onioopdg

Agv gival yvmot6 av 10 Rybrevant mepvd 610 untpikd yédo. Zntmote T GLUBOLAN TOL YIUTPOD GOC TPV
oag d00el avtd T0 Pappako. Eoeic kat o yuatpdg cog Bo amopacioete ov 10 0¢pelog amd tov Onracud givar
HEYOADTEPO amO TOV Kivouvo Y1a To Hepd oag.

Odnfynon ko (EPLOROS POV RLATOV
Ed&v arc0dveote kobpaomn, acBdaveote Lain, N edv ta pdtia oag eivan epebiopéva 1 £xel ennpeocTel N
opuon cog apod Tapete To Rybrevant, unv odnyeite 1 xpNOUOTOLEITE UNYOVALLOTOL.

To Rybrevant mepiéyel varpio
Av106 10 PapuaKko TEPEYEL AyoTEpPO amd 1 mmol vatpiov (23 mg) ava do6om, eivol avtd mov ovoudlovpe
«eAevBepo vatpiovy.

To Rybrevant nepiéyer molvcoppukd

Av10 10 Papuako wepiEyel 0,6 mg mTolvcopPikov 80 o kdbe ml, Tov 1GodVVANOLY e 6 Mg avd PLOAIdI0
tov 10 ml, 1 8,4 mg avd erodidio tov 14 ml. Ta toAvcopPikd pmopel vo TPOKAAEGOVV OAAEPYIKESG
avtpdoets. Evnuepdote tov wtpd cog edv Exete YvooTéc olhepyiec.

3. Ioc yopnyeitan 1o Rybrevant

Iléco yopnysiton
O y1atpdg oag Ba voroyicetl Tn cwotq d0omn Tov Rybrevant yia ecdc. H d6om avtov tov @appdikov o
eEapBei amd to cwpatikd Bapog cag oty apyn s Bepaneiog coc.

H ocvvietdpevn d6om tov Rybrevant siva:
. 1.600 mg av to Bapoc cog eivar pikpotepo and 80 kg.
o 2.240 mg av 10 Bapoc cag eivon peyorvtepo 1 ico pe 80 kg.

H®g yopnyeitor 10 pappoxo

To Rybrevant 0o cog yopnyeitar amd yiatpo 1 VOGOKOUO MG EVEST] KAT® 0o TO dEPUN oag (VTOdOPLL
éveon) o€ SloTnUa TEPimov 5 Aemtdv. Xopnyeitol otny TEPLOYN TOL GTOUAYOV (KOTAMOKN YDpa), OYL GE
GAAQ oMUEl0 TOV GOUATOC Kot Oyl 0 TEPLOYES TNG KOWAMAG OOV TO dEPLA EIVAL KOKKIVO, LOAMTIGLEVO,
gv0icOnTo, oKANPO 1 OTOL VIAPYOVY TOTOLAL 1 OVALG.

Av xotd 1 01dpketa g éveong arcBavBeite Tdvo, 0 Y1TPOG 1) 0 VOGOKOWOG EVOEYETOL VO SLOKOWEL TNV
£VEGT KU1 V0L GO YOPTYNOEL TNV VITOAOITN £VECT) GE GAAT TTEPLOYT] TNG KOIAOKNG GG YDPUGC.

To Rybrevant yopnyeiton wg e&ng:

o pio popd v efdoudda yio Tic TpmTeg 4 efdouadeg

o o™ cuvéyela pia eopd kdbe 2 gfdopadeg Eexvavtag omd v efdoudda 5, yio. 660 daoTnUo
ovveyilete va £yete 0pelog amd T Bepamneia.



Dappoxa Tov yopnyodvror Kotd T owdpkera g Oepamnciog pe Rybrevant
IIpwv amd kdéBe Eveon tov Rybrevant Ba cag yopnyodvion pdppoka wov fonbovv oty peimwon g
TOOVOTNTOG ELPAVIONG OYETILOUEVOV LLE TN XOPTYNOT OVTIOPACE®Y. Xg avTd Umopel va mepthapupavovrol:

. QapLOKA Y10l OAAEPYIKT avTIOpaoT) (OVTUCTAUVIKG)
. QapuoKa Yoo AEYHOVY (KOPTIKOGTEPOELDN)
. QapLOKa Y10 TOPETO (OTTWC T.Y. TOPOUKETALOAN).

Mropei eniong vo. cog 60000V Tpdcheta papuaka, pe BAcT TVYOV GCUUTTOUATE, TTOV UTOPEL VO ELPAVIGETE.

Edv cag yopnyn0sei peyarvtepn 66on Rybrevant amwd tnv kavoviki

To @appaxo avtd Bo cag xopnyeitol amd ToV Y1oTpo TOV 1| VOGOKOUO 6aG. XTNV amibovn mepintmaon mov
0o oag yopnynOei vrepPolikn TocoTNTO (VITEPSOGOAOYIR), O YITPOG Oa sag eELEYEet Yo avemBvunTEG
gVEPYELEC.

Edv Eeydoete 10 pavrefod cag Yo va Lapete To Rybrevant
Eivar moAh onpavticd va mnyaivete o€ OAa to paviefov coc. Av mapoieiyete Eva pavtefo, Kovoviote
éva GAAO TO cuvTouOTEPO dUVATO.

Edv éxete meplocdTEPEG EPOTIOELS GYETIKA LLE TN YPNOT] AVTOV TOV PUPUAKOV, POTHGTE TOV Y1OTPO 1) TOV
VOGOKOLO GO,

4. IBavéc avemBOuNTES EVEPYELEG

Onwg 6ha To eAppaKa, £TGL KOL GVTO TO PAPUAKO LTOPEL VO TPOKAAESEL AVETIOOUNTEC EVEPYELEC, OV KL
dev mapovctalovial e 6AOVS TOVG avVOPOTOVG.

YoPapég avemOBOUNTES EVEPYELEG

Evnuepoote apéomc tov yiotpo 1 T0V VOGOKOUO GO EAV TOPATNPNGETE TIg akOAoVeg GoPapég

avemBounteg evépyeleg:

oAb ovyvéc (Lmopel va emmpedoovy mepiocdtepa amd 1 ota 10 dropa):

o Inueio avtidpaong otnyv éveon - Omwg piyn, aicOnua dvomvorag, aicOnua vavtiog (vovtice), EEoyn,
dvopopia otov Bmpoka Kot TupeTdc. Avtd umopei va copPel witepa pe tnv apmtn d6on. O
YWTPOG GO UTOPEl va 6ag OMoeL AALD PAapLaKa, 1] I0mG va xpelaotel dtoKom TG £veonc.

o Agppoticd mpofanpata - 6nwg eEGvOnua (cuumeptAaufavopuévng akung), LOAVGUEVO dEPE YOP®
amo T vy, ENpo 6éppa, eayovpa, TOvos kat epuBpdtnta. Evnuepmote tov yiatpd cag ebv
eMOEVOOOVV Ta TPOPALOTO TOL SEPHOTOC 1] TOV VOYLDV GOG.

o Orav yopryeitor pali pe éva Ao pappoxo tov ovoudleton «lazertiniby, umopel va eppaviotel
évag BpouPoc aipartog otic PAEPES, £101KA 0TOVG TVEDUOVEG 1 OTA, KAT® GKpal.

o Ta onueia propei va weptrapfavouv o0 movo oto atibog, SUCTVOL, YPNYOPT) OVOTVOT, TOVO GTa
KAT® axpa kot TPNELO TOV Ve 1] TOV KATO GKPOV GOC.

. OpBoiukd TpoPAnuata - 0Twe ENpotnTa TOL HaToD, TPNoUEVo PAEQAPO Kol oyodpa GTa LATLO.

Yoyvég (umopel va emmpedoovy Emg 1 ota 10 dtopa):

o Inueio PAEYUOVIG GTOVG TVEDUOVECS - OTMG EAPVIKT SUGKOAIN GTIV ovamvor|, Pyog 1 TuPETOS.
Av106 O pmopovce vo, 0dnynHoel oe uoviun PAGPN («dtdpeon mvevpovorddeion). O yroTpdg Gog
umopei va Bednoetl va dtokdyetl To Rybrevant edv mopovsidoete outh Ty ovemBountn evépyeia.
OBaApikd TpofAnuate - OT®G TPOPANUATA LE TV OPUGCT] KOL TNV avATTLEN TV PAEQUPId®V.

. DdAeyuovi Tov KePATOEIGOVE (TOV UTPOGTIVOD HEPOVS TOV LLOTIOV).

O1 axo6AovBeg avemBounteg evépyeteg £xouv avapepei o KAvikég peréteg pe 1o Rybrevant otov
yopmyeitor og povobepameia, mg Eyyvon oe o pAEP:



AALEG avVEMOVUNTES EVEPYELEG
Evnuepdote 1oV y1otpd 60G av TOpoTNpoETE KATOo and Tig akodAovdeg avemBOunTeg evépyeleg:

oAb ovyvég (umopel va emnpedoovy tepiocotepa omd 1 oto 10 dropa):
YOUNAO ETUTEDO TNG TPMTEIVNG «AELKOUOTIVI GTO aipla

010N 0 TOL TPOKOAEITAL IO GLGCOPEVST VYPOV GTO GO0
aioOnua £vrovng KOT®ONG

TANYEC GTO GTOLN

vavtio

€UETOC

dvokototnTo 1 d1dppota

uelmpévn 6peén

aLENUEVO EMITEDO TOV NIOTIKOV EVIOUOV «OUIVOTPAVGPEPAOT TNG OAOVIVIIG) KOl KUGTOPTIKN
CLLLLVOTPOVGPEPACTY GTO OiLLOL

aicOnua {aAng

avénuévo eninedo Tov eviOUOV KOAKAATKT POGPATACT GTO Ol
pikoi movol

TUPETOHG

YOUNAO eminedo acPfectiov oTo aipa.

Yoyvég (umopet va emnpedoovy émg 1 ota 10 dropa)

. TOVOG GTO GTOLLAYL

. YOUNAO emimedo Kaiiov 6To aipa

. YOUNAO emimedo payvnciov oto aipo
. OLLOPPOTOEG.

‘O ovyvég (umopet va emmpedoovy émog 1 ota 100 dtopa):
. é\kog (mAnyn) oto déppa.

Ot axoAovBeg avemBOunteg evépyeteg Exovv avapepbel o KAvikég peréteg pe to Rybrevant (wg £yyvon
oe PAEPa 1 ®g éveon kdT® Ao To dEpUA) g cuVOLAGUO pe To lazertinib:

Aldeg avemOOUNTES EVEPYELES
Evnpepaote tov yuotpd cog av mapotnpioete Komowo and Tig akdAovbeg avembOunteg evépyeleg:

oA ovyvég (umopel va emnpedoovy meptocodtepa and 1 ota 10 dropa):
YOUNAS eimedo TG TPMTEIVIG «AeVK®UATIVI GTO OijLol

TANYEC GTO GTOHN

TOoEIKOTNTA GTO NP

01010l TOL TPOKOAEITAL ATTO GVGCHPEVLGT VYPOD GTO CAOLLOL
aioOnua évtovne kOTmaong

acvvnOet aictnomn oto dépua (OTMG aicON e LVPUNYKIAGLOTOG ) GOV KATL VO GEPVETAL TAV®D GTO
dépuar)

dvokototnTo

dugppota

Helmpévn 0peén

vavtio

YOUNAO eminedo acPfeotiov oTo aipa

€ETOC

puikoi movol



YOUNAO ETiTESO KAAIOV GTO aipla
poikoi oracpot

aioOnua {adAng

TUPETOG

TOVOG GTO GTOUAYL.

Yoyvég (umopel va emmpedoovy émg 1 ota 10 dropa):

o QLULOPPOTOES

. £pebio oG 1 TOVOG GTO GNUELD YOPTYNONG TNG £VEGTC

o YOUNAO ETUTEDO LOYVNGIOL GTO QLo

. gpvBpodTTa, TPHEWO, amoAémion 1| evailstneia, Kuping ota ¥épta 1 6Ta TOdL0 (GVVEPOUO
moAoponeApatioiog epuBpoducarcinaciog)

gEavOnua pe kvnopo (kvidwon)

. €\kog (mTAnyn) oto dépua.

Ava@opd avemBOunTmv gvepystdv

Edv mapotnprioete Kamowo avemBOUNTN EVEPYELX, EVIUEPDGTE TOV Y1TPO 1) TOV VOGOKOLO 6aG. AVTO
oLl Kot Yo k60e mhavi| avemBountr evEPYELN TOL OEV AVAPEPETOL GTO TAPOV PLAAO 0ONYIDV XPIOTG.
Mmopeite eniong va avaeépete avembountec evépyeleg ansvbeiog, péom tov EBvikov Opyaviopod
Dopuiakov, Mecoyeiov 284, GR-15562 Xohapyde, AGnva, Tni: + 30 21 32040337, [otdéTomog:
http://www.eof.gr, http://www.Kkitrinikarta.gr. Méom tng ava@opds avemBiountev evepyeudv PUropeite va
PBonbncete 6T GLALOYY TEPIGGOTEPWOV TAN|POPOPLDV GYETIKA LE TNV AGPAAELN TOL TAPOVTOC PAPLLAKOV.

5. og va gvraccete 10 Rybrevant
To Rybrevant o @UAGGGETOL GTO VOGOKOUEIO 1) GTIV KAVIKY.
To @appoko ovtd TPETEL VoL PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kail OV TO POAVOLV T, TOdLA.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepoUnvia ANENG TOV AVAPEPETOL GTO KOVTI KOl GTIV
ETIKETA TOV PloALdiov petd v «AHEH/EXPy». H nuepopunvia AMéng eivar | televtaio nuépa tov piva,
IOV OVOQEPETOL EKEL.

Ddvidooete og yoyeio (2°C émg 8°C). Mnv KOToWOYETE.
Duldcoete GTNV APYIKN CLOKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,

XNUKN Kot pUotkn oTadepOTNTO TN TPOETOWOCUEVIC GUPLYYOS KOTA TN XpNom xel kataderyDel yia £mg
24 ®peg otovg 2°C émg 8°C axorovBolpeveg omd Em¢ 24 dpec otovg 15°C émg 30°C. Ao
PIKPOPLOAOYIKNG Amoyng, eKTOG GV 1 LéBodog TpoeTolpaciog g 60ong amokAeiel Tov Kivouvo
pIKpoPlaKig eTPOAVLVONC, TO TPOioV Ba mpémel va ypnoyomoteitor apécms. Edv dev ypnoyomondei
aUECMG, 0 XPOVOC Kol 01 GVVONKEC EOAOENG KOTA TN XPN O™ 0moTeEAOLY €0OVVN TOV XPHOTY.

Ta edppoxo dev TPENEL VoL ATOPPITTOVTAL GTO VEPO TG AMOYETELONG 1| 0T OlKlaKd amoppippata. O
gmoyyeApatiog vyeiag cog 0o amoppiyetl TUYOV EAPLOKE TOV OEV YPNGULOTOLOVVTOL T AVTA To, LETPA. Oa
BonBncovv oty Tpoctacia tov TepPaAiiovtog.


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

6. Ilepreydpeva TG GVGKEVLUGINS KUl AOUTES TANPOPOPIES

T mepréyer To Rybrevant

. H dpaoctikn ovoia givar to amivantamab. ‘Eva ml dtodvuatog mepiéyet 160 mg amivantamab. ‘Eva
@loAido Tov 10 ml evéoipov dtodvpatog mepiéyet 1.600 mg amivantamab. ‘Eva @lodidio tov 14 ml
gVEGLOV dtoAvpatog meptéyetl 2.240 mg amivantamab.

o Ta dAAa cvotaTikd givar avacvvovacuévn avBpanivn vaiovpoviddon (rtHuPH20), dtwdpkd
dwazprovyo drog tov EDTA, moaydpopeo o&ikd 0&D, L-uebeiovivn, molvcopPukd 80 (E433),
TpLEVLOPo 0&1Ko vaTplo, cakyapoln kot Vémp yia evéoyua (BA. «To Rybrevant mepiéyetl vaTpio» Kot
«To Rybrevant wepiéyet moAvcopPikd» oty mapdypago 2).

Ep@davion tov Rybrevant ko mepieyépeva g 6uokevaciog

To evéoyo ddAvpa Rybrevant eivat éva dypmpo tpog oypoxitpvo vypd. Avtd 1o pdppako datibetol og
¥0pTvo KouTi TOL TTEPLEYEL 1 YudAvo @laAidto pe 10 ml SteAdpotoc i) 1 yvdivo @loridto pe 14 ml
SloAvpaToG.

Karoyog Aderog Kvkhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Békyo

HopoockevaosTic
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
OMovdio

I"oa omoadnmote TANPOPOPio. GYETIKA LE TO TOPOV POPULOKEVTIKO TPOoidV, Tapakaieiote va angvBuvieite
67OV TOTIKO avTImpocwmo Tov Katdyov g Adstog Kukhopopiog:

EALGoa
Janssen-Cilag ®oppokevtikiy Movonpoéconn A.E.B.E.
TnA: +30 210 80 90 000

To wapdv @OAA0 00N IOV yprioNS avade®p1)OnKe Yo TEAEVTOIN POPE TOV AVyovoTto 2025.
Aldkeg INYEG TANPOPOPLAOY

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



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

O Tinpo@opisg mov axorovdovv arsvOivovTar pévo o€ emayysipotisg vysiog:
To voddplo oxedaopo Rybrevant Oa mpémet va yopryeitatl amd enayyehpatio vysiog.

IMo v amotpony) GEUAUATOV GTN POPUOKEVTIKN AY®YT], EIVOL CTLOVTIKO VO TPAYLOTOTTOIEITOL EAEYYOG
NG ETIKETOG TOV PLOAI®V TpoKEUEVOD va dSlacPoAleTar OTL yopnyohvtal 6Tov achevr| To KATAAANAO
OKEVOGLLO (EVOOPAEPLO 1) VTTOSOPIO GKEVAGA) KO 1] KATAAANAN dOGM, OGS oLTd £YOVV
ovvtayoypapnOei. To vrodoplo oxevacpa Rybrevant Oa wpénet va yopnyeital Lovo pe vrodopia £veon,
y¥pNooroldvTag TV kabopiouévn d6om. To vrodoplo ckedacua Rybrevant dev mpoopiletor yio

evOoQAEPLa yoprynon.

AvT6 T0 EOPUAKEVTIKO TPOIOV €V TPETEL VO, AVOLULYVOETOL LE BALN QOPUOKEVTIKA TPOIOVTO EKTOC AVTMV
OV OVOPEPOVTOL TAPAKATO.
[Ipogtopdote T0 dStGAVUA Y10 VTOSOPLA EVEST] YPNCLOTOLDVTOG GoNTTN TEXVIKN ¢ ENG:

pogtowacia

o [Ipocdiopiote T 606G TOV OTOLTEITOL KO TO KATAAANAO PLOAISI0 VITOSOPIOV GKEVAGHOTOG
Rybrevant mov amatteiton pe faomn to Papog tov acbevoic katd tnv Evapén.

o O1 acBeveic Bapovg < 80 kg Aappdvouv 1.600 mg kot o1 acOeveic Bdpovg > 80 kg Aappdvovv 2.240
mg pio popd tnv efdopdda and v ERSopdda 1 émg v Efdopdda 4 kar 6t cuvéyela kabe
2 gfdouddec Eekvavtag amo v EBooudda 5 kot epeéng.

o Apapéote T0 KATAAANL0 PLoAId10 TOL VTTOJOPLOV GkevdouUaTog Rybrevant amd to yoyeio (2°C €mg
8°C).

. EAéyEte 611 T0 S1dAvpa givar dypmpo Tpoc oypokitpivo. No Unv ypnoLOTOIEITOL OV VITAPYOVY
ad1POVY COUOTION, ATOYPOUATIGUOG N GAAL EEVA COUATION.

o Aopnote t0 voddplo orkevaoa Rybrevant va ptdcel o Oeppoxpacio dopatiov (15°C émg 30°C),

yia TovAdytotov 15 Aemtd. Mn Bepuaivete to vmoddplo okevaoue Rybrevant pe omolovonmote dALo
Tpomo. MnVv avaxwveite.

. AQapéoTe TOV amAITOVUEVO EVEGILO GYKO TOV LITOSOPLOL GKEVAGLOTOC Rybrevant amd to graiido
o€ ovpLyya KOTAAANAOL peyéfoug ypnotpomolmvtag BeAova PHeTaeopdc. Ot uKpoTEPES GUPLYYESG
OTOLTOVV AlYOTEPT SUVOUT KOTA TN SIUPKELN TNG TPOETOLOGING KOl TG YOPNYNONS.

o To vmodoplo okevaca Tov Rybrevant eivarl copfotod pe Pehdveg éveong amd avoleidwto ydAvpa,
GUPLYYEC OO TOAVTPOTVAEVIO KOl TOAVKAPPOVIKO KOl GET LITOIOPLAG EYYVOTG ATO TOAVOIBVAEVIO,
moAvovpeddv Kot ToAvPivvloyAwpidto. Mmopel emiong va ypnoiponombet dSidAvpa yhwplovyov
vatpiov 9 mg/ml (0,9%) yio v éxmAvon evog GeT Eyyvong, €4V amotteital.

o AvTiKoTooTNOTE TN PEAOVE LETAPOPAS LE TO KOTAAANAL fonbntucd péca yio petapopd 1
yopnynon. Zvviotdrot ) ypnon Perdvoc 21G éwg 23G 1) 6eT Eyyvomng, TPOKEWWEVOD VO, SIUCPAAOTEL
1 €VKOALD YOPIYNOTG.

DOA0EN TS TPOETOLUAGUEVIG GUPLYYOG

H npoetopacpévn oOptyya Ba mpémet va yopnyeitan apéows. Edv dev elvar duvarh n dueon yoprynon,
QULAGETE TNV TPOETOUAGUEVT] GVPLYYa 6€ YLYELD 6ToVg 2°C €mg 8°C Yo £mg 24 MPEG KO GTI GUVEYELD OF
Oepuokpacia dmpatiov and 15°C éwg 30°C yia g 24 dpec. H mpogtopacuévn ovpryyo Oa mpénet va
omoppinteTol €V LAAGGETAL Y10 TEPLGGOTEPES ATO 24 Dpeg 0TO YLYEID 1 Y10 TEPIOTOTEPES OO 24 MPEC
o¢ Bepuokpacio dmpatiov. Edv puAdooetol oto yoyeio, aprote T0 StV va OTAGEL o8 Bepokpaciol
dmpatiov TP amd TN YopNynon.

IyynAacwotnta
Ipokeévov va Bertiwbel 1 yvnAacuodTTo TV PLOAOYIK®V POPUOKEVTIKOV TPOIOVI®MV, TO OVOUO KOl O

aplOpoOC TaPTIOG TOV YOPNYOVUEVOL POPUAKOD TPETEL VO, KOTOYPAPETOL LIE COPNVELDL.




Amndppuym
Av16 T0 POPUAKEVTIKO TPOTOV eivar pOvo Yo epamal ypnomn. Kdabe aypnotipomointo @appokevtikd mpoidv
N VIOAELLLO TTPETEL VO, ATTOPPITTETOL COLPOVA LE TIC KATA TOTOVG 10YD0VOEG GYETIKEG OUTAEELS.
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