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

DARZALEX 1.800 mg evéoipo draivpa,
daratumumab

AP aOTE TPOGEKTIKE OLOKAN PO TO PUAAO 00N YLDV Yp1ioNGS TPV 6ag yopnyn el avtd To

PaPRUKO, O1OTL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

- doraEte avto To EOALO 0N YDV Yprone. Towg ypelaotei va to dofdcete Eava.

- Edv éyete mepautépm amopiec, pOTAGTE TOV YLOTPO 1) TOV VOGOKOLO GOG.

- Edv mopatnpnoete kamoo avemBOuntn evépyeln, EVINUEPDOGTE TOV YLOTPO 1) TOV VOGOKOUO GOG.
AvT0 1oyt Kot Yo kéBe mbavn avemBountn evépyela mov dgv avagEPETAL 6TO TAPdHV GUARO
oonyimv ypnone. Bhéne mapdypago 4.

T tepréyer 1o mTapév AL 00N YLOV:

Tt etvan to DARZALEX o mowa glvai n ypniom tov

T wpénet va yvopilete mpv cag yopnyndei to DARZALEX
IToc yopnyeiton to DARZALEX

[Mbavéc avemBounteg evépyeteg

[Mog va puidcoete to DARZALEX

[epreydueva tng cvokevaciog Kot AOES TANPOPOPIeS

A

1. T givar o DARZALEX kot wowa givan ) ypiion tov

Tv eivar to DARZALEX

To DARZALEX eivat éva papuoko mov mepi€yel ™ dpactikn ovcia daratumumab. Avikel g pio
OLLAdO POPUAK®OY TTOL OVOUALOVTOL «LOVOKAWMVIKA OVTICOUOTO». To LovOKA®VIKE ovTicmdpata gival
TPOTEIVES TOV £Y0VV GYeSCTEL Yia v avoyvapifovy Kot va emtifevTol 68 CLUYKEKPIUEVOVS GTOYOVS
otov opyaviopod. To daratumumab £yetl oye010.6TEL Y100 VO TPOGKOAANTOL GE GUYKEKPIUEVA, [N
(PVOLOAOYIKA KOTTAPO, TOV CULOTOS GTOV OPYOVIGHO GOGC, £TCL GTE TO OVOGOTOTIKO GaG GOGTNLLO VO
umopel va KaTaoTPEYEL AVTA TOL KOTTOPO.

ow givar n ypiion Tov DARZALEX
To DARZALEX ypnoyomoteitor oe eviiikes nikiog 18 e1dv kot Gvo, Tov £xovv £va THTO KapKivov
7oV ovopaletal «toAhamlodv poélmpay. [pdkertan yio Evay TOHTO KAPKIVOL TOL HVELOD TOV 0GTOV.

To DARZALEX ypnowomoteiton eniong oe eviitkes niikiog 18 etdv kot ve, mov &yovv éva tHTo
OLLOTOAOYIKTG Statapayng mov ovoudletol « AL apviogidmony. Xty AL apvlogidmon, Ta un
(VOIOAOYIKA KOTTOPO TOV CULOTOC TOPAYOUV LT PLUGLOAOYIKEG TTPOTEIVEG GE VIEPPOAMKEG TOGOTNTEG,
Kot aVTég evanotifevtan o€ d1d.popa Opyova, [LE GUVETELX QVTA TAL OPYOVA VO LT AELITOLPYOVV
(QLGLOAOYIKAL.

2. Tvpémer va yvopilete mprv oog yopnyn0dei to DARZALEX

Agv npémer va cag yopnyn0ei to DARZALEX

- o€ mepintwon aAlepyiog oto daratumumab 1 6€ 0701001 TOTE AAAO 0T TO GLGTUTIKG AVTOD TOL
QOPUAKOV (OVOPEPOVTOL TNV TTAPAYPAPO 6).

Mnv ypnowonomoete 10 DARZALEX gdv 10 mopoandve woyvet yia eodg. Edv dev giote fEPatot,

EVIUEPDGTE TOV Y1ATPS 1] TOV VOGOKOLO oag Tptv 6og yopnyndei to DARZALEX.

[Ipocdomouoeis Ko TPOPVAAEELS
AmevBuveite 6Tov Y10Tpd N TOV VOGOKOWO Gag TPy 6og yopnyndei to DARZALEX

ZyenllOUEVEG IE TNV £YYVOT OVTIOPACELS
To DARZALEX yopnyeital g vmoddpia £veon ypnoloToidvtog pio pikpn PeAdva yio va evebel 1o
@AapuroKo KAt amd To 6épua oag. [Ipv kon petd amd ke Eveon), Ba cag YopMNyovVTOL PAPLLOKO TOV




BonBovv va perwdel n mBoavotnta epeaviong oxeTilopevav e TNy £yyvon avidpacewv (PA.
«Ddappoka Tov yopryovvTol Katd T dtdpkela e Oepanciog e DARZALEX» oty mapdypago 3).
Ot avtidpdoelg avtég givar o mavd va eLeovIcTodV LE TNV TPOT £VEST KOl 0L TEPIOGOTEPES
avTpdoelg epeovioviar TNV Nuépa g £veonc. Av £xete peavicel oyeTi{OIEVT LE TNV €YXLON
avtiopaon pio eopd, ot mBavotnteg vo eppoviotel Eovda etvar pukpdtepes. QotdG0, EVOEXETAL VU
EUQAVICTOVV KABLGTEPNUEVEG AVTIOPAGELS £0G 3-4 nuépeg petd v éveon. O yiatpdg cag Umopel va
arogocioetl vo un ypnoyomomost 1o DARZALEX edv gpeavicete £vtovn avtidpacn PETA TNV £veoT).

Y& KAmOo1EC TEPIMTAOGELS EVOEYETAL VA ELPAVIGETE piot GoPap1] GAAEPYIKT AVTIOPOOT) TOV UTOPEL VO
nwepthappavel Tpn&o 6to TPOSMTO, T YEIAN, TO GTOUM, TN YADGGA 1 TO AdUd, SLGKOATN GTNV
KOTATOOT 1 TNV avamvon 1 Kvnoumoeg e&avinua (kvidmon). BAéne mapdypago 4.

Evnuepdote apéowms tov y1atpo 1 TOV VOGOKOUO GG 0V ELPOVICETE OTOONTOTE OO TIC GYETILONEVES
HE TNV €YYXVoT avTIOPACELG N T OXETILOUEVO CUUTTMOHOTO TTOV OVAPEPOVTAL GTIV OPYN TNG
TaPUYPAEoL 4. Av gppavicete oyeTI(OUEVEG e TNV EYYVOT| OVTIOPAGELS, UTOPEL VO YPELNCTEITE GALD
QAPLLOKA Y10, TNV OVTLUETOTION T®V GCUUTTOUATOV GG 1| UTOPEL VA YPELOGTEL VO SLOKOTOVV Ol EVEGELC.
Ortav avtéc o1 avtidpaocels vmoywpnoovy 1 Pertiwbodv, | éveon umopet va Egkvioet Eavd.

Mewwpévoc apBudc ouposoapiov

To DARZALEX pmopei vo, Lel®GEL ToV optBpd Tov AEVKGV aloc@aipiov, ta oroia fonbodv oty
KOTOTOAEUNON TOV AOUMEEWDV, KOl TV KVTTAP®V TOL AILOTOG TOV AEYOVTOL ALILOTETAALL, TO OTTOIN
BonBovv atnv m&n tov aipatog. Evnuepdote tov ylotpd cag 6V ERQAVIGETE OTOLOONTTOTE
oLUTTOWOTE AOTU®ENG, OTTOC TVPETO, 1] OTOLOONTOTE GUUTTM AT HELWUEVOL OPLOLOD OUOTETAAI®Y,
OO LOA®TEG 1 aLopparyia.

Mertayyioeig aipatog

Av ypnete petdyyiong aipatog, 0o mpénel mpdTa va vroPAndeite oe e&étaom aipatog yio ™
dtoTavpmon Tov aipatdc coc. To DARZALEX umopel va emnpedoet To 0TOTEAECUATO, QVTNG TNG
e&€raonc aipotoc. Evinuepmote 1o dtopo mov dieEdyet oty v e€ETaomn Ot YPNOLOTOLEITE TO
DARZALEX.

Hroatitda B

Evnuepaote tov y10tpd cag av giyote moté N umopel va £xete Tdpa Aoipmén ond nratitidoa B. Avtod
arorteiton kaBhg 10 DARZALEX 0a pmopovoe vo KOTOGTGEL €K VEOL EVEPYO TOV 10 TNG

nratitdog B. O yuutpdc cog Ba cag eAéyEel yia onpeio avtig g Aoluwéng mpv, Katd T dtdpKelo Kot
Y10 KATOo ¥povikd dtaotnpa petd tn Oeponeio pe DARZALEX. Evnuepdote apéowg Tov yotpd oo
OV TTOPOVGLACETE KOTMGT) 1] 0010 EMOEWVMVETAL, 1] KITPIVIGLO TOL SEPUOTOG 1) TOV AEVKOD HEPOVS TV
LLOTLUOV GO,

Howowd xon £pnpor
Mnv ddoete to DARZALEX og maidid 1 eprifouvg niikiog kdto tov 18 etdv. Avtd copfaivet d10Tt
dev givarl Yyvooto g O Tovg ennpedcsl To PAPUOKO.

Alha gappoka kar DARZALEX

Evnuepmote Tov yiatpd 1 TOV VOGOKOWO GOG £V TOIPVETE, £XETE TPOCPAUTA TAPEL 1] LTOPEL VO TAPETE
Ao eapuOKa. XE 0VTA COUTEPTAAUPBEVOVTOL TO QAPUAKO TTOV UTOPEITE VO TAPETE YMPIC GUVTOYT KoL
O PLTIKA PAPUAKOL.

Kinon

Av glote €yKvog, vopilete 0TL pmopet va iote £ykvog 1 oyedtdleTe va amokthoete Toudi, (note
oLUPBOVAN TOL YTPOL GaG TPV Gag xopNnyNBel avTd TO PAPLAKO.

Av petvete €ykvoc evoom AauPavete antd T0 QAPUAKO, EVILEPDOTE AUECHOE TOV YIOTPO 1 TOV
voookopo cag. Eoelg kot o yiatpog oag 0o amopacicete av 1o 6QPeLoc amd T ARYN TOL PapUAKOoD
glvar peyaAvTEPO Ao TOV KIVOLVO Y10 TO PO GOC.



AvTicOAMyn
Ot yuvaikeg otic omoieg yopnyeitor 1o DARZALEX 6o tpémet va yp1GLILOTO00V OOTEAEGLOTIKN
AVTICVAANYT KaTd T JdpKetn TG Bepomeiog Kot yio 3 uMveg petd tn Oepamneio.

Onioopdg

Eosic kot 0 yotpog cog 0o amopacioete amd Kool av 10 6@elog amd 10 ONAaGHO eival peyaldTepo
amo Tov Kivouvo Yo 10 Hopo cog. Avtd cuopPaivel S10TL TO PAPUOKO LITOPEL VO TEPAGEL GTO UNTPIKO
yaia kot dgv givorl yvmotd g Oo emnpedosl To Hmpo.

001yN 01 Ko LEPIOUOS PNV LATOV
Evdéyetar va arcBavieite kovpaor apdotov napete to DARZALEX, n omola pmopei va ennpedoet tnv
KOVOTNTA 060G Vo, 0dNYeite 1 vau xelpileote UnyoviULoTaL.

To DARZALEX gvéoipno o1divpa yia vwodopia ypior TEPEy el vaTplo
To eappaxo avtd mepiéyel Arydtepo amd 1 mmol vatpiov (23 mg) avd 15 ml, ival avtd mwov
ovopdlovpe «erebBepo vatpiovy.

To DARZALEX gvéoipo o1divpa yro vrododpra ypion mepiéyel copPrroin

H copPrtoin givar pio anynq epovktdlng. Av o yotpog cog, oog £xel el 0Tt £xete dvoavesia o€
OpIoUEVO GhKYOPa N av EXETE dLYVOOTEL pe KANnpovouiky svcavetio otn epovktdln (HFI), pia
OTAVIO YEVETIKT Slataparyr], TNV OTTOi0 TO ATOUO OgV UITOPEL Vo SIOCTAGEL TV PPOLKTOLN,
EMKOWVOVNOTE LE TOV Y1TPO GOG TPLY TAPETE AVTO TO PAPLLOKO.

3. Iog yopnyeitar to DARZALEX

IIéco yopnyseiton
H 8601 tov DARZALEX gvéoipo didAvpa yio vmoddpia yprion givor 1.800 mg.

To DARZALEX pumopei va yopnyn0et povo tov 1 pall pe GAlo @appoKo mov YpnoorolonuvToL yio
1 Oepameio oL TOALATAOD pVEAGUATOG 1| Holl pe GAAL PAPLLOKO TTOV YPTCLLOTOLOVVTOL Y10, T
Oepaneio g AL apvrocidmong. To DARZALEX yopnysitoan cuvnbmg w¢ akorlobbmg:

o pio popd v efdopdda yio Tic Tpmteg 8 efdopddeg

o o1 cuvéyela pia popd kdbe 2 efoopadeg yia 16 efdouddeg

. Kol ot cuvEREL o opd kébe 4 efdopdadec, epdcov 1 Tanon cag dev eppavilel emdeivmon.

Otoav 1o DARZALEX yopnyeiton poli pe dGAia @dppoxo, o yotpog oag evogyetal va aAAIEEL TO
YPOVIKO SLaoTna LETAED TV 00GEmV KoM Kot Tov aplfud tov Oepaneidv mov Bo AdPete.

Iog yopnyeitar To pappoko

To DARZALEX 6a cag yopnyeitan omd Evay yiotpd 1] VOGOKOUO HE £VEST] KATM amtd TO OEPLLOL COGC
(vmoddp1a Eveon) EvTOg dLACTAUATOG TEPIMOV 3 Emg 5 Aemtadv. Xopnyeital oTnV TEPLOYN TOL GTOUAYOL
(Kowlakn xdpa), OxL 6 AAAEG TEPLOYES TOV CALATOS, KOl OYL € TEPLOYES TNG KOWALKNG YDPOG OTIC
omoieg o déppa givar epuBpd, eppovilel poioneg, elvar evaichnTo, oKANPO 1 VILAPYOLY OLALG.

Av katd tn Sudpkela g Eveong awcBavisite TOVo, 0 YITPAC 1] 0 VOGOKOUOG EVOEXETOL VO, SLOKOWEL
TNV €VEGN KOl VO GOC YOPNYNOEL TNV VIOAOITY £VECT] GE GAAT TTEPLOYN TNG KOWAOKNG YD POG.

D appoka Tov YopryovvTal Katd T ordpkera g Ogpansiog pe DARZALEX
Mmropei va cag yopnynfovv edpuako tpokelévon va uelwbei n mbavoémra va peoavicete Epmnto

{wotmpa.

Ipwv and kabe éveon tov DARZALEX 0a cog yopnyovviol gappoka mov fonbodv ot peimon mg
TOavOTNTOG ELPGVIONG OYETILOUEVAOV e TNV EYYVoN avTIOPACE®Y. X AVTH UTOPEL Va
nepthappavovral:

o QAPLOKO, Y10 GALEPYIKT] OVTIOPOOT) (AVTUCTUUIVIKA)

o QAapuraKa Y10. PAEYUOVT (KOPTIKOGTEPOEIDN)



o QAPUOKA Y10, TUPETO (OTMG TOPOUKETALUOAN).

Metd and kdbe éveon oo DARZALEX 6a cag yopnyodvtat gdppoko (0Tme KopTIKOGTEPOELDN) Y10l
T HEloN TNG ELPAVIONG GYETILOUEVOV LE TNV EYYLON AVTIOPACE®V.

ATOpO PUE AVOTVEVOTIKG TPOPANOTA

Av €yete avamvevotikd tpofAnuata, 0twg acua 1 Xpdvia Amoppaxtikn [Tvevpovoradeia (XAII),
0o oag yopmnynBolv elomvedpeva pappaika mov fonfodv 6TV OVIILETOTICT TOV AVATVEVCTIKMOV GG
TpoPANUATOV:

o oappoka wov fondovv va PEVOLV 0VOIKTOl Ol aepay®yol 6Tovug Tveupoveg (BpoyyodlooTaATIKA)
. QApUOKa Y10 TN UEI®ON TOL OWLOTOC KoL TOL EPEBIGHOD GTOVG TVEDLOVEG GOG
(KopTiKooTEPOELON).

Edv oag yopnyn0si peyordtepn 066 DARZALEX amd Tnv Kavoviki)

To @apuaxo ovtd Bo cag xopnyeitol amd ToV YTpo 1 TOV VOGOKOUO GaG. TNV amibovn mepintmon
mov Ba cag yopnynOet vepPforikn mocdTNTa (VIEPSOGOAOYIM), O YTPOC Ba oG eEAEyEet Yo
avemBouNTEG EVEPYELEC.

Av Egydoete 10 pavtePov oo Yo va AaPete To DARZALEX

Eivar moAh onpavtid va mnyaivete o€ O a To paviefov mote va eEacpalotel 0T 1 Bepaneia cag o
dpdoet. Av mapodeiyete pio cGuvavTnon, Kavoviote pio GAAN T0 GUVTOUOTEPO SVVOTO.

Edv éxete meplocdTEpEG EPOTNOELS GYETIKA LLE TN YPNOT] AVTOL TOV PUPUAKOV, POTHCTE TOV Y10TPO 1)
TOV VOGOKOLO GOG.

4. IMBavéic avemBOuNTES EVEPYELEG

Onwg 6ha To eApuoKa, £TGL KOL GVTO TO QAPUOKO LTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELES, OV
ka1 0gv Tapovclalovtal 6 OAOLG TOVG AVOPMOTOLG,.

2y eTILONEVES IE TNV £YYVOT OVTIOPAOELS

Evnuepoote apéomc tov y1otpo 1 TOV VOGOKOUO COG 0V ELPAVIGETE 0TO00NTOTE Amd T 0KOAOLOA
cupnTOpate VTG 3-4 nuep®V PETA TV €veon. Mmopel va ypelaoteite GAAa @dpuoka 1 propel va
YPEWGTEL TPOGMPIVI 1| OPLGTIKY| SLOKOTY| TOV EVEGEMV.

AVTEC 01 ovTIOpACELS TEPTAOUPAVOLV TO TOPAUKAT® GUUTTMOTOL

[ToAd cuyvéc (umopel va emnpedoovy meptocdtepa and 1 ota 10 dropa):
piyn

gpebiopévog Aaipds, Pryog

adtabecio (vavtio)

£UETOC

KVNOUOG, KOTAPPON 1] PIVIKT CULPOPNON

Aaydviacpo 1 GAAD aVOTVEVGTIKA TPOPALATA.

Zoyvég (umopel va emnpedocovy £o¢ 1 ota 10 dtopa):

. Owpaxikr dvceopia
. (6 (vméTaon)

. KVIOUOG

. GUPLYUOC.

Ymévieg (umopel va ennpedoovv £og 1 ota 1.000 dropa):

. cofapr] oAkepyikn avtidopaot mov umopel va teptiapfivel Tpnéo 61o TpOc®MO, TA XEIAT], TO
oTOUO, TN YADOGA 1] TO Aad, SUGKOAIN OTNV KATATOoN 1 TNV avamvon 1 KVIGU®MOES e&avOnua
(xvidwon). BAéme mopdypago 2.

. TOVOG GTO UATL



o Ooumm 6paon.

Av gppavicete 0ToldNTOTE QMO TIC TAPATAVE® GYETILOUEVES LLE TNV £YYLCT OVTIOPAGELS, EVIUEPDOTE
OUECMS TOV YLOTPO 1) TOV VOGOKOUO GOG.

AvTidpacels g 0éong £veong

Me 10 DARZALEX gvécipo 01dAvpo. yio voddpia ¥prion EVOEYETOL VO ELPAVIGTOVY OEPUATIKEC
avTdpdoelg ot 0€om g éveong 1 Kovtd 6€ avTh (TOTKEG), CUUTEPIAAUPBAVOUEVOV OVTIOPACE®DY TNG
0éonc éveong. Avtéc o1 avTidpdoelg gival ouyvég (umopei va ermpedoovy émg 1 ota 10 dtopa). Ta
cvpmTopate ot 0o g éveong pumopel va meptiapfavovy epubpdtnTo. Tov SEPUATOC, KVTIGUO,
Tpn&o, TOvo, pdAomes, e&avonua, aoppayia.

Addeg avemMOVUNTES EVEPYELEG

oAb ovyvég (umopel va ennpedoovy meptocdtepa and 1 ota 10 dropa):

. TPETHC

aicOnpa vepPorikng KoLPASS

duappoia

dvokototnTo

uelmpévn opeén

dvokoria otov VTVO

KeEQPAAUAyiaL

PAGPN TV vedbpwv Tov uTopel va TPOKOAESEL popUnKiooT), LovdIc U, 1) TOVO
eEavnua

poikoi onacpol

TOVOC 6TIG apBproElg

TPNOUEVA YEPLO, OGTPAYAAOL ] TTOOLH.

aicOnuo advvapiog

0GQLOAYIN

TVELUOVIKT AOTH®EN (Tvevpovia)

Bpoyyitda

AOWUMDEELG TOV 0EPUYOYDV — OTIMG TNG PIVOG, TOV TOPAPPIVIOV KOAT®V 1| TOL A0V
YOUNAOG aplOpog EpLOPOKLTTAP®V OV UETAPEPOVY 0ELYOVO GTO aipta (ovorpior)
YOUNAOG aplOUOg AEVKOKVTTAP®V TV fonBobV 6TV KATATOAEUNOT) TV AOIUDEEDY
(ovdetepomevia, Aeppomevia, AEvKOTEVIR)

. YOUNAOS aptBUdC EVOG TOTTOV KVTTAP®Y TOL CilaToC TOV OVOUALOVTOL OIOTETAALN, TO OTTOT0!
BonBovv atnv &N tov aipatog (Opopfomevia)
. COVID-19.

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

OVAOUOAOG KOPOLoKOS TOAUOG (KOATIKY] LOPLOPVYR)

GLGOMPEVGT VYPOV GTOVG TVEDUOVES OV GOG KAVEL VoL Aoy ovidleTe
0VPOAOTHMEN

cofopn cLGTNUOTIKY Aoip®mEn (onyoatuio)

aQLOGT®ON

VYNAG emtinedo cakydpov GTo aipa

younAd eninedo acPeotiov oto aipa

YOUNAG emtinedo avticoudtov Tov ovoudlovol "avosoocpalpivec" ato aipa, Ta omoio fondovv
OTNV KOTATOAEUNGT TV AOIUDEEMV (VITOYOUUACPOLPTVOLLLICL)
aicOnpa {ading

AmoBupia

TOVOG GTOVG UVES TOV Odpaka

ypimn

piyn

payovpa



o aocvvnOiotn aiocbnon oto dépua (0mmg aictnon pupunkioong 1| cav KATL Vo GEPVETUL TAV® GTO
OEpHLaL)

. QAEYLLOVT] TOV TTOYKPEOTOG

o VYNAN apTNPLOKY TEST).

Oy Xoyvég (umopel va emnpedoovy €oc 1 ota 100 dtopa):
. QAEYLOVT| TOV NTaTOG (NTOTiTION)
. é€vog TOmog Aolpwéng amd 16 Tov Epmnta (AoTH®mEN omd KUTTOUPOUEYOAOTD).

Avapopd avemOOunTmv gvepystdv

Edv mapotnprioete Kamoo avemBOUNTN EVEPYELX, EVIUEPDGTE TOV Y1OTPO 1) TOV VOGOKOLO G6aG. AVTO
1oYvEL Kot Yo KaOe mhavr| avemBountn evépyela TOL SEV AVOPEPETAL GTO TAPOHV PUALO 0ONYIDV
xpnons. Mropeite eniong va avagépete avembBounteg evépyeleg anevbeiog, pécw tov EBvikov
Opyaviopod @apudxmv, Mecoyeimv 284, GR-15562 Xolapyog, AOnva, TnA: +30 21 32040337,
Iototomog: http://www.eof.gr, http://www kKitrinikarta.gr. Mécw g avapopdg avemBounTmv
EVEPYELMV UmOpEiTe Vo, fon01cETE 0TI GLALOYT TEPIGGOTEP®V TANPOPOPIDV GYETIKA LUE TIV UCPOIAELL
TOV TTAPOVTOC POPUAKOV.

5. IIog va pvridooete T0o DARZALEX

To DARZALEX evéoyo S1dAvpa yio vwodopia yprion 0o puAGGGETOL GTO VOGOKOEIO 1) 6TV
KAMVIKY.

To @appoako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TOL TOdLA.
No pn ¥p1oLUOTOLEITE AVTO TO PAPLOKO LETE TNV NEpOLMVIa AENG TTOL AVOPEPETOL GTO KOVTL Ko
v eTkéra Tov Praadiov petd ™ AHZEH. H nuepounvia Anéng sivar n teAgutaio nuépa Tov unve Tov
ovoQEPETOL EKEL.

dvrdocoete og yoyeio (2 °C-8 °C). Mnv katoyOyeTe.

DVAAGGETE GTNV OPYLKT] GLOKEVAGIN Y10 VO TPOGTUTEVETOL AT TO (PG,

Mnv meTdte T0 PAPHOKA GTO VEPO TNG OMOYETEVOTNG 1) OTA OIKIOKA amoppippata. O exayyeApoTiog

vyeiag cog Ba amoppiyet YOV EAppROKE TOV OgV ¥PNCILoTolovVTAL . Avtd ta pétpa Ba fondncovy
OTNV TPOCTAGIN TOL TEPIPAAAOVTOC.

6. Iepreydpeva TS 6LOKEVAGTOG KO AOLTTEG TANPOPOPIEg

T nepréyer to DARZALEX

o H dpaoctikn ovoia givar to daratumumab. ‘Eva ml StaAdpotog mepiéyel 120 mg daratumumab.
"Eva @oAido evéoipov dtodvpatog tov 15 ml tepiéyet 1.800 mg daratumumab.

o Ta dAlo cvotatikcd stvar avacvvovaspévn avBpamvn vaiovpoviddon (tHuPH20), L-iotidivn,

L-tot18ivn vdpoyrlmptkn povobdpikn, L-uebetovivn, molvcopPikod 20, copPrroin (E420) ko
0owp ywo evéoipa (PAéne «To DARZALEX mepiéyet vatplo kot copPitoin» otnv
TaPAYPOPo 2).

Epeavien tov DARZALEX kol epleypeva Tg 606KeLUGiog

To DARZALEX evéoyo didhvpa yio vroddpia ypron eivor éva dypopo £mg kitpvo vypo.

To DARZALEX gvéoio S1dAvpa yio vodopio yprion TopEYETOL GE XEPTIVO KOVTIL TOV TEPIEXEL
1 yudAwo @lohidio piag 666,

Kéroyog Aderag Kvkhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30


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

B-2340 Beerse
Béiyo

MopookevaocTi|g
Janssen Biologics B.V.
Einsteinweg 101
NL-2333 CB Leiden
OMovdio

INo omoadnmote TANPOPOPio. GYETIKA LE TO TOPOV POUPUOKEVTIKO TPOidV, TapukaieicOes va
angvBuvbeite otov TomiKd avtimpoésmmo tov Katdyov g Adelag Kvkiopopiag:

EALada

Janssen-Cilag ®appokevtik) Movonpocmnn
A.E.B.E.

TnA: +30 210 80 90 000

To wapdév UAA0 00N YLOV Yp1ioNS avaBe®pOnke Yo TELEVTAIO POopd TOV OKTOBpLo 2024
Adreg INYEG TANPOPOPLAOY

Aentopepeic mAnpoopieg yio 1o pappoko avtd eivar d1a8éoipeg oto dikTLaKO TOTO ToL Evpmraikon
Opyaviopot @apudxmv: https://www.ema.europa.eu.

Ot TAnpoopieg mov axorovBolv amevfivovtal Lovo oe emayyeApatieg vyeiag:

To DARZALEX egvéoyo didAvpa yio vwoddpia yprion Oa mwpémet vo, yopnyeitol and emxoyyeApotio
vyelog.

T ™V amoTpom CEAAUAT®Y GTN POPUAKEVTIKY 0y®YT], EIVOL ONILOVTIKO VO TPOLYLOTOTTOLEITOL
EAEYYOC TNG EMONUOVOTG TOV PLOASIMV TPOKEIUEVOL VO, SlacPoAileTar OTL xopnyohvtol 6Tov acbevn
70 KatdAANAo okevaoua (evOoPAER1o 1 VTOOOPLO GKEHACHA) KOt 1) KATAAANAT 600T|, ®G QVTH £XOVV
ocvvtayoypapndei. To evéoipo dtdAvpua DARZALEX 0o mpémet va yopnyeitor udvo |e vrodoplo
éveon, ypnoponotdvrag v kabopiouévn d6om. To vrodoplo okedoouo DARZALEX dgv
npoopiletar yio evOoPAEPLA YopryNON.

To DARZALEX gvéoyo d1dAvpa yio voddopia yprion mpoopiletar yio epdama yprion uovo kat ival

£TOLO TTPOG XPNOM.

o To DARZALEX gvéoyo d1dAvpa yio vwodopia ypnon ivor coufatd pe cupryyeg and
TOAVTPOTVAEVIO 1) TOAVOBVAEVIO, GET VTTOJOPLUG EYYVONG OO TOAVTPOTLAEVIO, TOAVOLVAEVIO
N moAvPvoroyAwpidio (PVC) kot ferdvec petapopdc Kot Eveong amd avoleidmto yaivPa.

o To DARZALEX evéoyo d1dAvpa yio vwoddpia yprion mpénet vo. eivar éva dtavyég Emg 1pdilov
Kol aYpouo ¢ Kitpvo didAvpa. No Uy ¥pnooToLEiTaL oV DITAPYOVY adLOPOV COUATIONW,
OTOYPOUATIGUOC 1| GAAL EEVA COUATIONW.

o Amopoxpovete 10 praiidto tov DARZALEX evéoipo didAvpa yio vroddpia yprion amd to
yoyeio (2 °C-8 °C) kot apnote 10 va Epbel o Beppoxpacio tepipdrrovtog (15 °C-30 °C). To
un dttpnuévo proAidto pmopei va puAaydei o Oeppokpacio kot pog TepPUriovioc yia
HEYIoTO dtdoTn e 24 ®PAOV GTO 0PYKO KOVTL Y10 VO TPOGTATEVETAL 0O TO PMC. Nao puAGGGETOL
pokpld omd v anevbeiog ékbeon 610 S Tov NAOL. M1V avaKveiTe.

o [Ipoetoipdote T d0GOAOYIKT GUPLYYO OE EAEYYXOUEVES KOl EMKVPOUEVES AOT|TITEG GLUVOTKEG.

o INa va amoeevyBel n amd@paén g Perdvag, mpocaptiote T PeAdva TG VIOSEPLIKNG EVEGNC 1)
TO GET LTOOOPLAG £YYVONG OTN CVPLYYO AUECHS TPV OO TNV EVECT).


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

DOAOEN TNE TPOETOWAGLUEVIC GVPLYYOC

Edv n ovpryya mov mepiéyet to DARZALEX dev ypnoyomombei apécms, puAdccete To
dtdAvpa tov DARZALEX vyia ém¢ 24 dpeg 610 Yoyeio axolovBodueveg amd ¢ kot 12 dpeg
otovg 15 °C-25 °C kot pwg mepipdrrovtog. Edv puidccetal 610 yuyeio, aprote 1o dtdAvpo va
otdoel og Beppokpacio TEPIPAALOVTOG TPV T YOPNYON.

Xopnynon

Evéote 15 ml DARZALEX gvéoipo dtdAvpa yio vwodopia, xpnoen 6Tov bITodoplo 16Td TG
KOWALOKNG XD pog Tepimov 7,5 cm de&1d 1) apioTEPE TOL OUPAAOD GE SIACTNLO TEPITOL

3-5 Aemtmv. Mn eviete 1o ddAvpua DARZALEX yia vmoddpia éveon og GAAa ornpeio Tov
omUATOG KaBDS dev vtdpyovv dtabécipa dedopéval.

O 6éo¢e1c v evécemv Ba TpEmel vo eVOALACGOVTOL KATH TIG OLAO0YIKEC EVECELG.

To DARZALEX gvéoyo S1GAve, Y10 Todopia ¥pNon Oev TPEMEL TOTE VAL EVIETAL G TEPIOYEC
0T1G Omoieg TO Oépua glvar epuBpd, epeavilel pdAmneg, eival evaicOnrto, okAnpo 1 og TepPloyég
OTLG OTOIEG LTAPYOVY OVALG.

2V mepinTmon Tov 0 acbevig eppavicel dAyog, SoKOYTE TPOcOPIVE 1) EMPPUSVLVETE TOV
PLOUO YopNYNONG. ZTNV MEPITTOGT TOL TO AAYOC OEV UETPLUCTEL e TNV EMPPAOVLVCT TNG
éveong, umopel va emieyel pio devtepn 00 €veong oty avtiBetn TAELPE TNG KOIALUKNG XDPOG
Yl TN XOp1ynomn g vwdAomng 666G,

Katd ) dwapkera g Oepaneiog pe to DARZALEX gvéoipo Sidlvpa yio vmoddpia xpion, un
YOPMYELTE AAAL POPUAKEVTIKG TPOTOVTO, Y10t LTOdOPL YPTioT oTNV 1010 B€om e To
DARZALEX.

Kdabe aypnoyomointo eoaprakentikd Tpoidv 1 DTOAEWUN TPETEL VO UTOPPITTETUL GOUPOVE, LUE
TIG KT TOTOVG 10YV0VOESG OYETIKEG OLAUTAEELS.

IyynAacwotnta
ITpokeévov va Bertiwbei 1 yvnAacudTnTo TV PLOAOYIKGOV QOPUIKEVTIKOV TPOIOVI®V, TO GVOUI
KoL 0 aplOpOg TOPTIOOG TOL YOPTYOVLEVOD PUPUAKOL TPETEL VO KATAYPAPETOL LUE CAPTVELD.
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