@DvAiro oonYLOV rpions: IIinpoopics Yo Tov a.60gvi)

DARZALEX 1.800 mg gvécipo drdivpa
daratumumab

Awpdote TpocekTIKG 0AOKANPO TO PVAAO 03N YIAV YPTIoNG TPV GaS YopnyN0el avTd TO

PappoKo, O10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- DvraEte avtd To EOARO 0dN YDV Yprons. Towg ypelaotel va to dwfdcete Eava.

- Edv &yete mepartépom anopiec, pmtioTe TOV Y1TPO 1) TOV VOGOKOLO GOG.

- Edv mapotnpioete KOmolo avemBounTn evépyela, EVIUEPMDGTE TOV YIUTPO 1] TOV VOGOKOWUO GO,
Av10 1oyt Kot Yo kdOe mhavi avemBountn evépyela Tov OEV AVOPEPETAL GTO TOPOV PUALO
odnywdv ypnons. Biéne mapdypapo 4.

T gprEyeL 10 Tapov GUAAO 00N YLOV:

T1 etvor to DARZALEX kot oo givot 1 gpfion Tov

T mpénet va yvopilete mpv cag xopnyndel to DARZALEX
[Mog yopnyeiton to DARZALEX

[MBavég avemBounteg evépyeteg

Iog va puidcoete 1o DARZALEX

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

A e

1. T givan To DARZALEX kou wola €ival 1 (p1o1 Tov

T givor to DARZALEX

To DARZALEX egivan éva pdppaio mov mepiéyet T dpactikn ovoio daratumumab. AviKel g pia
OUAdO POPUAK®OV TTOL OVOUALOVTUL «LOVOKAMVIKA OVTICOUOTOY. To LoVOKA®VIKE ovTIo®uoTa ival
TPOTEIVEG TOV £YOVV GYESNOTEL Yo Vo, avoyvaopilovy Kot va emTIOEVTUL 68 GUYKEKPIUEVOVS GTOYOVG
otov opyaviopo. To daratumumab £yel Gye0100TEL Y100 VO TPOGKOALATOL GE GUYKEKPIUEVE N
(QUGIOAOYIKA KOTTAPO TOV CULOTOC GTOV OPYOVIGUO GOGC, £TCL MOTE TO OVOGOTOTIKO GOG GOGTNUA, VO
UTOPEL VO KATOGTPEWYEL OVTA T KOTTAPO.

How givan n ypijon Tov DARZALEX
To DARZALEX ypnowomoteital o€ evitikeg niikiag 18 etdv kot avm, Tov £xovv £va, THT0 KapKivov
ov ovoudletal «mtoAhamlodv poélmpay. [pdkertat yio Evay THTO KaPKivow TOL HLEAOD TOV 0CTMV.

To DARZALEX ypnowomoteiton oe eviAikee nhikiog 18 etdv kot avm, Tov £xovv Evav tHmo
SLTOPAYNG TOV BHUOTOG KOL TOV LDEAOD TMOV 0GTMV TOL OVOUALETUL KEPTTOV TTOAALUTAOVY LVEAMUNY, TO
omoio umopei va yivel TOAAATAOUY HUEAMLAL.

To DARZALEX ypnowomoteiton eniong oe eviAtkee niikiog 18 etdv kat avw, Tov £xovv va THTo
QULOTOAOYIKNG Statapayng mov ovopdletal «AL apvAogidwon». Ztmv AL apviogidwon, ta pun
(QULOIOAOYIKA KOTTAPO, TOV CULOTOC TOPAYOUV [T PLUGLOAOYIKEG TTPAOTEIVEG GE VITEPPOAKEG TOGOTNTEG,
KOl 0V TEG EVOTTOTIOEVTOL GE O1APOPa OPYOV, LLE GUVETELN QLTA TAL OPYAVA VO LT AELTTOVPYOVV
(UGLOAOYIKA.

2. Tvpémer va yvopilete mpv oog yopnyndei o DARZALEX

Agv pémer va oag yopnyndei to DARZALEX

- o€ mepintwon aAlepyiog oto daratumumab 1] 6€ 0T01001TOTE GAAO OTO TO, GVGTUTIKG OLVTOV TOV
QopUAKOV (CVOPEPOVTOL GTNV TAPAYPUPO 6).

Mnv ypnoiponomoete 1o DARZALEX gdv 10 mopandve woyvet yio odg. Edv dev giote BéPatot,

EVIUEPMOTE TOV YTPO 1) TOV VOGOKOUO G0¢ TPy cag yopnynoei to DARZALEX.

Ipocdomomosic ko TPoPLAGEELS
Amevbuvbeite otov yiatpd 1 Tov vocokdpo cag tpv cog yopnyndei to DARZALEX



ZyetiloUeveg Pe TV €yYuon avTdpAGELS

To DARZALEX yopnyeital og vwodopia EVEST] ¥pNOOTOIOVTOS pia pikpn Beddva yio va evebei To
@AapuoKo KAT® amd To 6épua oag. [Ipv kot petd amd ke Eveon), Ba cag YopPNYovVTOL GAPLLOKO TOV
BonBovv va peiwbel n mbavonTa eppdviong oyeTilopevev pe v &yyvon avidpdoemv (PA.
«Déppaxa mov yopnyovvtan katd tn ddpkela g Bepoaneiog pe DARZALEX» oty mapdypagpo 3).
Ot avtidpdoelg avtég gival o Thavo va eEavIoTobV UE TNV TPMTH £VEST Kol 01 TEPICCOTEPES
avtdpdoelc eppaviCovror v nuépa g éveong. Av €xete eppavioet oxetilopevn pe v yyoon
avtidpaon pia popd, ot mbavotteg va eppaviotel Eavd gival pkpotepes. QoT000, EVOEYETOL VO
EUPAVICTOVV KOBUGTEPNUEVES OVTIOPACELS £G 3-4 MuEPeg LETA TNV EveoT]. O YaTpOg oG UTOPEL Va
amopaciost va, un ypnoonomosel to DARZALEX edv eppavicete évtovn avtidpaon UeTd Ty Eveon.

& KAMO1EC TEPIMTAOGELG EVOEYETAL VO ELPAVICETE pia cofapn GAAEPYIKN avVTIdpAOT] TOV UITOPEl va
nmepthappavel TpHELo 6to TPOSMTO, Ta YEIAN, TO GTOUA, TN YADGGO 1 TO AaLd, SLGKOMA GTNV
KOTATOoT 1 TNV avamvon 1 Kvnoumoeg eavinua (kvidmon). BAéne moapdypago 4.

Evnuepoote apéomc Tov yiotpo 1 TOV VOGOKOWO GOG 0V ELPAVIGETE OTOLUONTOTE Amd TIG OXETILOUEVEC
HE TNV €YYo avTOPAcELS 1] T OXETILOUEVO CUUTTAUATO. TTOV AVOPEPOVTOL GTIV APYT TNG
Tapoypaeov 4. Av eLpaviceTe oXeTILOUEVES e TNV EYYLOT OVTIOPACELS, UTopEl va ypelacteite dAla
QAPLLOKA Y10, TNV OVTILETOTION T®V GCUUTTONATOV GG 1| UTOPEL VO YPELNCTEL VO SIOKOTOVV 01 EVEGELC.
Oroav avtéc o1 avTdpdoelg vToywpnoovy 1N Pertimbovy, n éveon pmopel va Eekvioet Eavd.

Mewpévog apBudc orpocoaipicv

To DARZALEX umopei va, LeldoEL TOV aptBpd Tov AEVKGV alploc@oipiov, ta oroia fonbodv oty
KOTOTOAEUNON TOV AOUMOEEWDV, KOl TOV KVTTAP®V TOL ALOTOG TOV AEYOVTUL OLULOTETAALN, TO, OTTOL0l
BonBovv atnv m&N tov aipatog. Evnuepdote Tov yotpd cog edv eppavicete omoladmote
CUUTTOWOTE AOTU®ENG, OTTOC TVPETO, 1] OTOLUONTOTE CLUTTMLOTO UELOUEVOL aPIOIOD OLUOTETAAI®DY,
OO LOADTEG N aLpopparyia.

Merayyiceic aipotog

Av ypnlete petdyyiong aipatog, 0o mpénel Tpdta va vtoPAndeite oe e&étaom aipatog yio ™
dwotavpwon Tov aipatdc coc. To DARZALEX umopel va ennpedoet To. OTOTEAECUOTO VTG TNG
e&étaong aipatog. Evnuepdote o dtopo mov die&dyet avt v eE€taon OTL XPNGILOTOLEITE TO
DARZALEX.

Hroartitida B

Evnuepaote tov yrotpd cag av giyate moté | pmopel vo Exete Tdpa. Aoipmén amd nratitide B. Avtd
amorteiton kKabmdg 10 DARZALEX 0o umopovce va, katoothoeL €K VEOU gvepyod Tov 10 TG

nratitdag B. O yuatpdg coc Ba cag eréyEet yia onpeia avtig g Aoipwéng mpv, katd tn dtdpketa kot
Yo KOO0 ypovikd dtdotnua petd ) Oepomeio ue DARZALEX. Evnuepdote apécmg tov y1otpd cog
oV TOPOVGIACETE KOTWOOT) 1 OTTOL0L EMOEWVAOVETAL, T} KITPIVIGUA TOV SEPUATOG 1 TOL AEVKOD UEPOVG TMV
LLOTLOV GOG.

o kor £égenpor
Mnv ddcete to DARZALEX og maudid 1 eprifouvg nhikiog kdto tov 18 etdv. Avtd cuopfaivet d10Tt
dev givar Yvooto mig Ba Tovg ennpedost To eapuaKo.

Adlha @éppoxe kot DARZALEX

Evnpuepmote tov yiatpd 1| T0v vosokOpo cog 6v maipvete, £xete TpOCOOTO TAPEL 1 Witopel vo TapeTE
GAA0 ApUOKO. XE AVTO CUUTEPIAAUPAVOVTOL TO. QAPUOKE, TTOV UTOPEITE VO TAPETE YMPIC CLVTAYN Kot
TO, QUTIKGL QOPLLOKOL.

Kvnon
Av glote €ykvog, vopilete 0tL umopet va, giote ykvog 1) oxeoldlete va amokthoete moudi, (ntote ™
GLUPBOVAN TOL Y10TPOD GaG TPV Gag yopNyNoel avTd TO PApPLOKO.



Av peivete €ykvog evoom AapPPAveTE 0LTO TO PAPLLOKO, EVIIUEPDGTE AUECMS TOV Y1OTPO 1| TOV
vocokopo cag. Eoelg kot o yiatpog cag Ba anopacicete av 1o 6QeLog amd Tt ANyn Tov papudkov
glval HEYOADTEPO A0 TOV KIVOLVO Y10, TO HOPO GOG.

AvTicOAyn
Ot yuvaikes otig onoieg yopnyeitar to DARZALEX Ba mpémetl va ¢pnGLOTOo0V OTOTEAEGLLATIKNY
AVTICLAAN YT KaTd TN S1dpKela Tng Oepameiag Kot yio 3 punveg uetd t Bepaneia.

Oniaocpdg

Eoeig kot 0 yiatpog oag 0o anopacicete amd kool av to 6perog and To Onlacud sivar peyolvtepo
Ao TOV KIvOuvo Y10 T0 Lmpo6 60c. Avtd cupPaivel S10TL TO PAPUAKO UTOPEL VO TEPAGEL GTO UNTPIKO
YOAa Ko dev gival yvootd Tog Bo ennpedost To pmpo.

O ynon ko yEPLoROS pNYaAvVNRATOV
Evdéyetar va aucBavBeite kobpaon apotov mapete 1o DARZALEX, ) onola pmopel va ennpedost nv
KavOTNTA oG va 0dnyeite N va xelpilecte PnyoviLoTa.

To DARZALEX gvéoipo ordivpa yia vrodopla ypion Tepiéyel vaTplo
To @dppaxo avtd mepiEyel Aydtepo amd 1 mmol varpiov (23 mg) avd 15 ml, givor avtd mov
ovopdlovpe «erebBepo vatpiovy.

To DARZALEX gvéoipo ordivpa 1o vwodopia yprion nepiéyel copPrroin

H copPrtoin eivar pia anynq epovktoélng. Av o yuotpog cog, oag ExEL TeL 0Tt £xete dvcavelia o€
OPIGUEVO GAKYOP 1) 0V EXETE DLOYVOOTEL e KAnpovouikn svcavetio ot epovktdln (HFI), pia
OTAVIO YEVETIKT dlaTtapayn], GTNV OTOi0 TO ATOUO gV UMOPEL VA SLUGTAGEL TV PPOLKTOLN,
EMKOWVMVNGTE LE TOV YIOTPO GUG TPV TAPETE OLTO TO PAPLLOKO.

To DARZALEX gvéoipo ordivpa yro vroddpra yp1on nepiéyel mrolvcopfiko

Av10 10 Pappaxo mepEyetl 0,4 mg molvcopPikov 20 o kdbe ml, Tov 16odvvapovv pe 6,0 mg ava
@loAido Tov 15 ml. To moAvcsopPikd uropei va tpokorécovy aliepyikéc avtdpdoelc. Evnuepmote
TOV 10TPd 00 EAV EYETE YVOOTEG AALEPYiEC.

3. I og yopnyeitar to DARZALEX

IIéoo yopnyeitan
H 860om tov DARZALEX evéouo didhvpa yio veodopio ypnon givat 1.800 mg.

To DARZALEX pmopei va yopnyn0et povo tov 1 pall pe GAAG @AppoKo Tov ¢p1oILoTolouVTL Yio
T Oepameio 1oL TOAAATAOD pVeAdUATOG 1| Mol pe GAAD PAPUOKO, TTOV XPNCLLOTOLOVVTOL Y10, T
Oepaneio g AL apvrocidmong. To DARZALEX yopnyesitar cuvifmg w¢ akorlobbwg:

o pio popd v efdoudda yo Tic TpmTeg 8 gfdoudadeg

o o™ cuvéyeln pia popd kdbe 2 efoopadeg yio 16 fdouddeg

o Kol TN cvvExeln pia popd kabe 4 efoopddeg, epdoov N Tabnon cog dev eppavilel emdeivao.

Otov 1o DARZALEX yopnyeiton poli pe GAlo @apuoxa, o y1otpog oog evOEYETal Vo dALAEEL TO
YPOVIKO StdoTnua, LETaED TV 006V KobmG Kot Tov apliud tmv Oepameidv mov Oa AdPete.

Hog yopnyeiton 10 pappoxo

To DARZALEX 0o cag yopnyeitot amd Evay yrotpd 1| VOGOKOUO LE EVECT] KAT® 00 TO OEPUO GOG
(voddpLaL EveoT)) EVTOG SAGTAUATOG TEPITOV 3 £mg 5 Aemtddv. Xopnyeital 6TV TEPLOYT TOV GTOUAYOV
(kotokn xdpa), Ol o€ GALEC TEPLOYEG TOV CAOUATOG, Kol O)L GE TEPLOYES TNG KOIAMOKNG YDPUG OTIG
omoieg to dépa eivar epuOpd, eppavilel podAmTeS, ival gvaicOnTo, GKANPO 1 VITAPYOLY OVALC.

Av xatd T Sudpkela g Eveong acBavisite TOVO, 0 Y1TPAOC 1] 0 VOGOKOUOG EVOEXETUL VA SLOKOWEL
TNV £VECT KO VO, GOG YOPTYNOEL TNV VITOAOITN £VECT] GE AAAN TEPLOYT| TNG KOIALOKNG XD PGS,



Ddappoxa Tov yopnyodvror Kotd TN owapkere g Oepareiog pe DARZALEX
Mmropei va cag yopnyndovv edppaxoe tpokelpévou va petwbel n mbavoma va speovicete Epmnta

{ootmpa.

IIpwv and kéOe éveon tov DARZALEX 8a cag yopnyodvior gappaka mov fonbodv 6tn peimon g
mBovoTnTog EPPaVions oxeTilOLeEVOVY He TNV Eyyvon avTdpdcoemv. e autd pmopel va
nepthapfavovrot:

o QAPUOKA Y10 GALEPYIKT] OVTIOPOOT (AVTUCTOUIVIKA)
o QAPUOKA Y10, PAEYUOVT] (KOPTIKOGTEPOELDN)
o QAPULOKA Y10, TUPETO (OTTMG TOPOKETAUOAN).

Metd amd kébe éveon oo DARZALEX 8o cag yopnyodviar gappako (6mmws KOPTIKOGTEPOELDT) Yol
T HEloT TNG ELPAVIONG CYETILOUEVMV LLE TNV £YYLOT] OAVTIOPAGEWDV.

Atopo pe avamvevoTIKG TpofiqpoTa

Av é&yete avamvevoTikd TpofAnuata, 6mog actua n Xpovie Artogppaktikn [TvevpovondOeia (XAID),
Oa oag yopnyndodv elomvedueva eapuaka wov fonbovv 6TV OVIILETOTION TOV AVUTVEVCTIKOV GOG
TpofAnudTv:

o @apuaka ov Bondovv va HEVOLV avoiKTol Ol aepay®yoi Tovg TVeVHOVES (BPOoYX0dl0GTAATIKA)
. QAPUOKA Y10 TN UEIMON TOL OWNOTOC KL TOL EPEDIGUOD GTOVE TVEVIOVEG GOG
(KoptiKooTEPOEDN).

Edv oag yopnyn0Osi peyarvtepn 066 DARZALEX an6 Tnv Kavoviki

To @dppoaxo ovtd Ba cag xopnyeitol amd Tov YoTpo 1 TOV VOGOKOUO cag. XtV amifavn mepintwon
7ov Ba cag yopnynOei vepPoiikn mocdTTa (VIEPdOGOLOYIR), O YiaTPOG o cag eléyEet Yia
avemBouNTEC EVEPYELEC.

Av Egydoete T pavtePov oag Yo va AaPete To DARZALEX

Eivar moAd onpavtikd vo mnyaivete o€ 0Aa to poviefod mote vo eEacpouliotel 6TL 1 Oeponeio cag Oa
dpdoet. Av mapodeiyete pio cuvdvtnon, Kavoviote pio GAAT TO GUVTOUOTEPO SLVATO.

Edv éxete meplocOTEPEG EPOTIOELS GYETIKA LLE T YPTOT] AVTOV TOV QUPLUAKOV, POTIOTE TOV Y10TPO 1)
TOV VOGOKOLO GOG,.

4. IIBavég avemBOUNTES EVEPYELES

Onwc 6Aa To appoka, ETCL Kot aLTO TO QAPULAKO UTOPEl va TpokaAésel avemBOUNTES EVEPYELES, OV
ka1 0gv Tapovoldlovral 6 GAOVG TOVE avOPOTOLG.

YyeTilOpevEg PE TNV £YYV01] UVTIOPAGELS

Evnuepdote apéomc tov yotpo 1 T0V VOGOKOUO GOG oV ELPAVIGETE OTOL0INTOTE amd T aKOAoLO
ovumtOpoTe evtog 3-4 nuepdv petd TV £veor). Mropel va ypelacteite Ao edppoka 1 propel va
YPELCTEL TPOGCMPIVI 1 OPIGTIKY| SLOKOT TV EVEGEDV.

AVTEC o1 ovTIOpAoEIS TEPTLAUPAVOLY TO TOPAKAT® CUUTTMLOTOL:

IToAv ovyvég (umopel va emnpedoovy meptocotepa and 1 ota 10 dtoua):
piyn

gpebiouévoc Aapog, Pyog

aodtafecio (vavtio)

£UETOC

KVIGUOG, KATApPOT| 1] PLVIKT) GUUOOPTION

Aayaviaopo 1 GAAe avomTveEDSTIKA TPOoBAR AT,

Xoyvég (umopel va emmpedoovy €o¢ 1 ota 10 dtopa):
. Owpakikn dvceopia



o CaAn (vmoTaon)
. KVNGUOG
. GUPLYHOC.

Xravieg (umopet va ennpedoovy éo¢ 1 ota 1.000 dropa):

. coPopn aArepyikn avtidpaor mov pmopel va teptiapuPavel tpn&ipo oto Tpdowno, ta XeiAn, To
oTOUA, TN YADGSA 1 TO AU, SUGKOAIN GTIV KATATOGT 1} TV avomTvon 1 Kvnopmdeg e&avonua
(kvidwon). BAéne mopdypapo 2.

. TOVOG GTO UATL

o Ooumm 6paon.

Av gupavicete 0mol0ONTOTE OO TIC TOPATAVED OXETILOUEVEG LE TNV EYYXVOT] OVTIOPACELS, EVILEPDOTE
OUECMC TOV YLOTPO 1] TOV VOGOKOLO GOG.

Avtidpaceis ot 0éon éveong

Me to DARZALEX evéoyo d1dAvpa 1o bTodopio xpror EVOEXETAL VO ELPOVIGTOVY OEPLUTIKEG
avtidpdoelc otn B€om g Eveong N KOVTA o€ ouTr (TOTIKES), CLUTEPILOUPAVOUEVOV OVTIOPAGEDVOTY
6¢om éveong. Avtég ot avtidpacels eivat ToAD oLy vég (LTopel va ennpedcovy TeplocodTepa amo 1 ota
10 dropa). Ta copntdpato otn BEon g éveonc umopei va Tepthapufavouvy puipoTnTa TOL dEPHOTOC,
Kvnouod, tpnéuo, Tovo, OAoTES, e£avOnua, apoppayia.

Alreg avemBOuNTEG EVEPYELES

IMoAb ovyvéc (Lmopel va emmpedoovy mepiocdtepa and 1 ota 10 dropa):

. TUPETHG

aicOnpa vrepPorikng KovpaoNg

duappoia

dvokototnTo

KOIALOKO GAYOG

pelmpévn opeén

dvokoria otov Hvo

KePaAolyio

PAGPN TV vedpov mov umopel va Tpokarécel popunkiaon, povdacua, 1 Tovo

gEavonua

pvikoi oracpol

7TOVOC GTOVG LOEG Kot TIC apbpdacelg (cvumepiiappovouévav Tovov atn payr Kot TGVoL GTOVS

poeg Tov Bmpoka)

TpNouéva x€pla, asTPayaAot 1 T

aicOnua advvapiog

TVELUOVIKT AOTU®EN (Tvevpovia)

Bpoyyitida

AOWDEELS TV aEPAYOYDV — OGS TNS PVOS, TOV TOPAPPIVIOY KOAT®VY 1| TOV Adpol

YOUNAOGS aptOpUog epLOpPOKLTTAP®OY TOVL UETAPEPOVY 0EVYOVO GTO aipta (avorpior)

YOUNAOGS aplOUog AevKoKLTTAP®Y TOV fonbobv 6TV KOTATOAEUN O TOV AoUDEEDY

(ovdetepomevia, Aeppomevia, Agvkomevia)

. YOUNAOG aplBpOG EVOG TOTOV KVTTAP®V TOL GLLATOG TOV OVOUALoVTOL OULOTETAALOL, TO OO0
BonBovv otnv &N tov aipatog (Opoufomevia)

. YOUNAO €TimedO KAAIOV 6TO aipa (LITOKOALOLUIR)

o COVID-19.

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

o AVOUAAOG KOPOLOKOG TAAUOG (KOATIKT] LOPLLOPVYT)

GLUGGMPEVGT) VYPOVL GTOVG TVEVUOVES TOL GOG KAVEL VoL Aoy ovIA(eTE
ovporoipnmén

cofopn cuoTNUATIKT AoipmEN (onyorpio)

aQLOATOON



o VYNAL ETTESD GOKYAPOV GTO aLiplal

o YOUNAG emtineda acPeotiov oTo aipa

YOUNAG emimeda avTICOUATOV TOL ovoudlovTol "avosocpalpives”" oto aipa, To onoio Bonbovv
GTNV KOTATOAEUNGT] TV AOIUDEEMV (VTOYAULACOALPIVOLLLIOL)

aicOnpa {aAng

AmoBupia

piyn

payovpa

acvviBio aicnon oto dépua (6mwg aicOnom popunkioong 1 Gov KATL VO, GEPVETOL TAV® GTO
8éppar)

(QAEYLLOVY| TOV TOYKPENTOGC

. VYNAN 0PTNPLOKT TEST.

Oy Xoyvég (umopet va emnpedoovy €mg 1 ota 100 dtopa):
o QAEYLOVT TOV NIaTog (NTaTiTION)
o €vag TOmog Aoipuméng omd 16 Tov Epanto. (AoTUWEN amd KVTTUPOUEYAAOTO).

Ava@opd avemOOunTOV gvepyELdv

Edv mapotnpfoete Kamolo avemBOunTn evEPYEL, EVILEPMDGTE TOV YIATPO 1) TOV VOGOKOUO 6aG. AVTO
woyvEL Kot Yo Ka0e mbav| avemBountr evEPYELN TOL OEV OVAPEPETOL GTO TOPAV PUAAO 0INYLDOV
xpnons. Mnopeite emiong va avagépete avemBounteg evépyeleg anevbeing, péow tov EBvikod
Opyaviopov @apudrkmv, Mecoyeiov 284, GR-15562 Xolapyog, AOnva, TnA: + 30 21 32040337,
Iototomog: http://www.eof.gr, http://www kitrinikarta.gr. Méow g avagopdg avemBounTmv
gvepyelmV pmopeite va fondfcete 0T GLALOYN TEPIGTOTEP®V TANPOPOPLAOV GYETIKA LLE TNV ACPAAELD
TOV TTOPOVTOC POAPUAKOV.

S. Iog va puraccete To DARZALEX

To DARZALEX evéoyo didAivpa yio vodopia ypnon Ha puAEcGETOL GTO VOGOKOUELO 1) TNV
KAWVIK).

To @apuako ovTd TPETEL VO UAACCETAL GE PEPT] TOV gV TO PAETOVV Kot 6gV TO POAVOVVY TO, TOLSA.
Noa un xpnoIonoteite avtd T0 QAPUOKO UETE TNV NUEpOUNVia ANENG TOV AVOPEPETOL GTO KOVTL Kot
v eTikéta, Tov PraAdiov petd m AHEH. H nuepounvia Anéng sivar n televtaio nuépa tov pnvo. mov
OVOQEPETAL EKEL.

dvidocoete og yoyeio (2 °C-8 °C). Mnv katayOyeTe.

DuAdooeTe 0NV APYIKN] CLOKEVAGIN Y10l VO TPOGTATEVETAL OO TO PWG,.

Mnv metdte To QApPLOKA GTO VEPD TNG ATOYETELGNG 1] OTA OIKLAKA omoppippata. O exoyyehpotiog

vyeiog cog Ba amoppiyel TVYXOV PAPLOK TOL dEV XPNOLLOTOIOVVTOL Tl AvTd Ta pétpa Ba fonbncouvv
GTNV TPOCTAGIN TOL TEPIPAAAOVTOC.

6. Iepreydpeva TG GLOKEVAGLAG KO AOUTEG TANPOPOPIES

T nepréyer to DARZALEX

o H dpaoctikn ovoia gival to daratumumab. ‘Eva ml Staddpatog tepiéyet 120 mg daratumumab.
"Eva graAido evéoipov dtodvpatog tov 15 ml mepiéyet 1.800 mg daratumumab.

o Ta GAAa cvotaTikd givar avacuvovacuévn avlpamivn vaiovpoviddon (rHuPH20), L-ictidivn,

L-tot18iv vdpoyrlmptkn povobdpikn, L-pebetovivn, moivcopPuco 20 (E432), coppirorn (E420)
ka1 Vomp Yo evéoipa (PAéne «To DARZALEX mepi€yet vatpio Kot copPrtdiny oty
TAPAYPOPoO 2).


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

Epedévion tov DARZALEX kol wepieyopeva TG cueKeLooiog

To DARZALEX evéoyo d1dhvpa yio vodopia ypnon gival €va aypopo £0¢ Kitpvo vypo.

To DARZALEX evéoyo S1dAvpa. Y10 bTodopLa ¥p1oT TOPEXETAL GE XAPTIVO KOVTL TOL TEPLEYEL
1 yvéAvo eroridio piog ddonge.

Karoyog Aderag Kvkhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

Hopockevaotiig
Janssen Biologics B.V.
Einsteinweg 101
NL-2333 CB Leiden
OMovdio

Mo omoladnmote TANPOPOPia. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, Tapakaleiche va
amgvbuvleite oTov ToMIKO OvTITPOc®To Tov Katoyov g Adstog Kukhogopiog:

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

To wapdov @UAA0 00N YOV ypioNs avade®p1)Onke Yo TEAEVTAIO POPE TOV emTéERPpro 2025.
Alrec N YEG TANPOYOPLAOV

Aentouepeic TANPOQOPIES Y0 TO PAPLOKO aVTO givor dtfEciec 610 dkTLOKO TOTO Tov Evpmmaikod
Opyaviopuod @apudxmv: https://www.ema.europa.eu.

O minpogopiec Tov axorovBodv amsvdivovtor pdvo og emayyeipaties vyelog:

To DARZALEX evéoyo d1dAvpa, yio. vwodopia yprion Oa mpémel va yopnyeital omd emoyyeipotio
vyelag.

Mo v amoTpon] GEUAUATOVY GTI QUPUAKEVTIKY Oy®YY, VUL CNUAVTIKO VO, TPy UATOTOLELTOL
EAEYYOC TNG EMONUAVOTG TOV PLOASIMV TPOKEIUEVOL VO, SLAGPUAIleTaL OTL YopnyodvTon 6Tov achevi
70 KatdAANAo okevaoua (evOoEAEPLo 1| VTOOOPLO GKEVACHO) Kot 1) KATOAANAN SOGT), MG OVTH EYOVV
ovvtayoypapnOei. To evéoipo didAvpa DARZALEX Ba mpénet va yopnyeitor povo e vrodopio
gveon, ypnoponotdvtag tnv kabopiopuévn do6on. To vrodopio okedoouoe DARZALEX dgv
npoopiletat yio evOoPAEPLO YopryNOM.

To DARZALEX evéoyo d1dhvpua. yio vodopia yprion mpoopiletat yio epamal yprion wovo kot givar

£TOLO TTPOG YPIOM.

o To DARZALEX evéoyo d1Ghvpa. yio vmodopia ypriomn sival couPotd pue cvpryyeg omd
TOAVTPOTVAEVIO 1) TOAVOIBVAEVIO, GET VTTOJOPLOG EYYVONG OO TOAVTPOTLAEVIO, TOAVALVAEVIO
N moAvPvvroyAwpidio (PVC) kot ferdvec petagopdc kot Eveong amd avoleidmto ydivpa.

o To DARZALEX evéoyo S1dhvpa yio vodopia xpron TPEREL va, eivat £va o1anyEg £mg 1pdilov
Kol (ypmpo Emg Kitpvo dtdivpa. No unv ¥pnoIUOTOLEITOL AV DTTAPYOLY OSIPOVT COUATIOW,
ATOYPOUOTIGUOG 1| AAAL EEVE COUATION.

. Amopaxpivvete To @laridio too DARZALEX evéoyo dtdAvpa yio vtodopia ypnor ord to
yoyeio (2 °C-8 °C) kot apnote 10 va £pbet og Beppoxpacio meppdriovoc (15 °C-30 °C). To
un oaTpnuévo eloAidto pmopet vo puioydei o Beppokpacio Kot eo¢ TeptBAALoOvVTOg Yo
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https://www.ema.europa.eu/

UEYIGTO SACTNA 24 @PDOV GTO 0PYLKO KOVTI Y10, VO TPOGSTATEVETAL AO TO PMOC. NoL PUAAGGETOL
pokpld oo v anevbeiog ékBeon 610 PG TOL AL, MnV avakiveite.

IIpogtopdote T S060AOYIKN CUPLYYQ GE ELEYYXOLEVES KO EMKVPOUEVES AOTTTTES GLUVOTKEG.
Avappopnate 15 ml and 10 Qroridio pHéca Gg Pio GUPLYYa YPNCLOTOIOVTOS o fEAOVA
petapopdg 18G - 22G pe Kovoviky Ao&oToUnon Yo Vo EAAYIGTOTOUGETE TOV Kivouvo
eupaviong Opavopdtov and 1o eAactiko mdpo. Ewedyste t Beddva oto @raridio vid yovia 90°
€VTOG TOL OOKTLAIOL TOV EAOCTIKOD TMOUOTOS KO EAAYLGTOTOMGTE TOV apliUd TV SlaTpricEDY
Yol VO 0TOQOYETE TOV BpUUPATIOUO TOL EAAGTIKOD TOUATOG. Emfempnote 1o mepiexdpevo g
oVPLYYaS Yo va eTPEPAIDGETE TNV ATOVGI0 COUATIOWNKTG VANG, ATOXPOUATIGHOD 1) GAA®DY
E&vaov copatdiov.] o va aropevyBel n andppain g eldvag, tpocaptiote T Peldva Tng
VTOOEPLUIKNG EVEOTG 1] TO GET VTTOJOPLUG EYYVOTG GTH GUPLYY AUESHOG TPV Amd TNV EVEDN.

DOLOEN NS TposTOWaoUEVNC GVPLY YOS

Ed&v n oOpryya mov mepiéyet to DARZALEX dev ypnotponombel apéowc, puiAdoocete 1o
Suiivpa tov DARZALEX yuo éog 24 dpeg 610 Yoyeio akorovBolueves amd émg kot 12 dpeg
otovg 15 °C-25 °C ko pwg mepipdrrovtoc. Edv puidccetal 6To yoyeio, apnote T0 ddAvLo Vo
otdoel og Beppokpacio TePPAALOVTOG TPV TN YOPNYNON.

Xopnynon

Evéote 15 ml DARZALEX gvécio SidAvpa yio vroddpio ¥p1ieT GTov VITod0PLo 16TO TG
KOWALOKNG YD pag mepimov 7,5 cm de&1d 1] aploTePd TOL OUPAAOD GE SIACTNLLO TEPITOV

3-5 Aemtmv. Mn gviete 10 didAvpa DARZALEX yia vmoddpia £veon oe Ao onpeio Tov
oOMOTOC KAOMG deV VITAPYOLY dLabécta dedopéva.

O1 Béoe1g TV evécemv Ba TpEmel va EVOALACCOVTOL KATA TIG SIUO0YIKES EVECELS.

To DARZALEX evéoyo didhvpa yio vodopia xpromn Oev TPEMEL TOTE VAL EVIETAL GE TEPLOYES
OTIG 0ToiEG TO Oépua glvar epubpd, epeavilel pOAmTeS, sival evaicnto, ckAnpd 1N o€ TEPLOYES
GTLG OTOIEG LITAPYOVY OVALS.

2V TepinTmon oL 0 acheVG ELPAVIGEL AAYOC, SIOKOYTE TPOCWPIVA 1) EXPPASVVETE TOV
pLOUO YopNYNONG. LTV TEPIMTOOT OV TO AAYOC OEV LETPLACTEL LE TNV eMPBpadvvon Tng
éveong, umopel va emheyel pio 0evtepn 0€om Eveong oty avtibetn TALPAE TG KOIALOKNG XDPOG
YL TN XOp1yNomn g vLdAOITNG SAGTG.

Katd ™ owdpketa g Ogpanciog pe to DARZALEX evéoyo d1dhvpa, yio vmodopio xpnom, Un
YOPNYELTE AAAL POPUAKEVTIKG TPOTOVTA Y10 LTTOJOPLA XPpToT otV i1 BEon e To
DARZALEX.

Kd&Be aypnoyomointo eoprakentikd mpoidv 1 DITOAEWLLO TPETEL VO OTOPPITTETOL COUPOVA, LIE
TIG K0T TOTOVG 10 VOVOES OYETIKEG OUTAEELS.

IyynAooipdtnto
[pokeywévou va PeATibdel n tyvnAaotdma TV BIOAOYIKOV QUPIOKEVTIKOV TPOTOVTWOV, TO OVOL
Kol 0 aplpog TOPTIOOG TOL YOPTYOVLEVOD PUPHAKOL TPETEL VO KOTAYPAPETOL LLE CAPTVELQ.



