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

DARZALEX 20 mg/ml 1okv6 01dA0po Y10 TapacKeLY] S10ADRATOS TPOG £YXVoN
daratumumab

AP aoTE TPOGEKTIKE OLOKANPO TO PUAAO 00N YLDV Yp1ioNGS TPV 6ag yopnyn el avtd To

PaPROKO, O1OTL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

- dordEte avtd To EOALO 0N YDV Yprone. Towg ypelactel va to dofdcete Eava.

- Edv éxete mepartépw amopieg, p@TNOTE TOV Y10TPO 1 TOV VOGOKOLO GOG.

- Edv mapotnpfoete Kdmoo avemBOunTn evépyeia, EVIIEPMGTE TOV YIATPO 1] TOV VOGOKOLO GOG.
AvT10 1oyt Ko Yo kdBe mbavn avemBountn evépyela Tov dgv avapEéPETal 6To TapdV GUALO
ooy ypnone. Biéne mapdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

Tt etvan to DARZALEX o mowa glvai n ypniom tov

T mpénet va yvopilete mpv cag yopnyndei to DARZALEX
Iloc yopnyeiton to DARZALEX

[MBavéc avembounteg evépyeteg

[og va puidocoete to DARZALEX

[Tepreydueva tng cvuokevaciog Kot AOUES TANPOPOPIES

A e

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

Tv eivar to DARZALEX

To DARZALEX eivat éva avTIKapKIviKO @ApUoKo oV TEPLEXEL TN OpaoTikn ovoia daratumumab.
AVNKel o€ pol OpAda QApUAK®V TOV OVOUALOVTOL «LOVOKAMVIKA avTicdpatoy. Ta LovoKA®VIKA
AVTICOUOTO Vol TPOTEIVEG TOL £X0VV GYEJCTEL Yo va avaryvepilovy kol va emtifevtal 6
GLYKEKPIUEVOVE 6TOYOVG 6TV opyoviopd. To daratumumab €xel oyedlootel yia vo, TpocKoAAdTol G
GUYKEKPLUEVO KOPKLVIKA KOTTOPO GTOV OPYAVIGUO GOG, £TGL DGTE TO OVOCOTOUTIKO GOG CUGTI L0 VL
UTopEl v KATAGTPEYEL TAL KAPKIVIKG KOTTOPOL.

IMowr givar n ypiion Tov DARZALEX
To DARZALEX ypnoyomoteitor oe evilikes nikiog 18 e1dv kot Gvom, Tov £xovv £va TOTo KapKivov
7oV ovopaletal «toAhamlodv poélmpay. [pdkertar yio Evay TOTO KAPKIVOL TOL PHVELOD TV 0GTOV.

2. T péner va yvopilete mpv oag yopnyndsi to DARZALEX

Agv npémer va. cag yopnyn0ei to DARZALEX

- o€ mepintwon ailepyiog oto daratumumab 1) 6€ 0moL0OMTOTE AAAO OO TO GLGTATIKA AVTOV TOL
QOPUAKOD (OVOPEPOVTOL GTIV TAPAYPUPO 6).

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

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

IIpocdomou]oeig Kot TPOPVAAEELS
Amevbuvbeite otov yiatpd 1 Tov vocokdpo cag tpv cog yopnyndet to DARZALEX.

2yeTillOUEVEC LE TNV £YYVOT) OVTIOPAGELS

To DARZALEX yopnyeitar g €yyvon (evotdraén) o€ pio eAEPa. [Ipv kot petd amd kdbe £yyvon
tov DARZALEX 6a cog yopnynfovv edpuaxa to onoio fonbovv ot peioon tng mboavotntog vo
gpeavioete oyeTCoOUEVES Le TNV £yyvon avtidpdoelg (PAEme «DApLOKO TOV YOPTYOUVTOL KATA TN
dapketa g Bepaneiag pe DARZALEX» otnv mopdypoeo 3). Avtéc ot avtidpdoelg umopet va
EUPAVIGTOVV KOTA TN SIAPKELN TNG £YYVONG N O S1AoTnua 3 NUEPDV PETE TNV €YYLOT.

2& KAMO1EC TEPIMTAOGELG EVOEYETAL VO ELPAVIGETE Uio GOPap1] OALEPYIKT AVTIOPOCT) TOV UTOPEL VO
nepthappavel TpnH&o oto TPOSMNO, Ta YEIAN, TO GTOUA, TN YADGGO 1 TO Aoud, SLGKOAIN GTNV




KOTATOO™ N TNV avorvon 1 Kvnoumoeg eEavOnua (kvidmon). Kdnoteg coPapéc adliepyikég
avTiopdoelg kot dAdeg cofapéc avtidpdoelg mov oyetiCovion e TNy yyvon £xovv odnynoel og Bdvaro.

Evnuepdote apéoms Tov y1aTpo 1 TOV VOGOKOUO GG OV ELPOVIGETE OTOONTOTE OO TIC GYETILONEVES
HE TNV £yYoT avTIOPACELS 1 TO OYETICOUEVO CUUTTOUUTO TOV AVAPEPOVTL GTNV OPYN TNG
mapaypaeov 4.

Av gppavicete oyeti{OUEVES UE TNV £YXVOT AVTIOPAGELS, UTOPEL VO YPELOCTEITE AL PAPLLOKD )
umopei va ypelootel va emPpaduviel | va drakomei 1 yyvon. Otav avtég ot avtdpdoelg
e€apaviotovv N Bertiwbodv N Eyyvon umopel va EeKvioeL €K VEOL.

O avtidpdoeig avtég givar o mbavd va eLeovicTodY LE TNV TPOT £YXLOT. AV ELPAVIGETE
oyeti{opevn Ue v £yyvon avtiopoomn pio eopd, ot TavOTNTEC VO, ELEavVIeTEL Eava elval LKPOTEPES.
O ywtpog cag propel va anogacicetl va pn ypnoponomost 1o DARZALEX ebv gppavicete évrovn
avtidpaocn oty Eyyvon.

Kvttapomevieg
To DARZALEX pmopei va, LeldGEeL ToV optBpd Tov AEVKGV aloc@aipiov, ta oroia fonbodv oty

KOTOTOAEUNOT) TOV AOUMEEMVY, KOL TOV KVTTAP®Y TOL CiATOC TOV AEYOVTOL ALLOTETAALM, TO. OTTOL0
BonBovv atnv m&n tov aipatog. Evnuepdote tov ylorpd cag 6V RQAVIGETE OTOLOONTOTE
oLUTTOUOTE AOTU®ENG, OTTOC TVPETO, 1] OTOLOONTOTE GUUTTM AT HELWUEVOL OPLOLOD OUOTETAAI®Y,
OO LOA®TEG N aLoppayia.

Mertayyicelg oipatog

Av ypilete petdyyiong aipatog, 0o mpénel mpdTa va vroPAndeite oe e&étaom aipatog yio ™
duotavpwon tov aipatdg oag. To DARZALEX pnopel va ennpedoet To amoTeEAEGLOTO AVTNG TG
g&€raonc aipotoc. Evinuepmote 1o dtopo mov deEdyet oty tnv e€ETaomn Ot YPNOUOTOLEITE TO
DARZALEX.

Hratitda B

Evnuepoote tov yiotpd cog av giyate moté N umopel va €xete topa Aoipmén ond nratitida B. Avto
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 TG Aoluwéng mpv, Katd T didpKela Kot
Y10 KATOo ¥povikd dtdotnpa petd tn Oeponeio pe DARZALEX. Evruepdote apéowg Tov yotpd oo
OV TTOPOVGLACETE KOTMGT) 1] 0010 EMOEWVMVETAL, 1] KITPIVIGLO TOL dEPHOTOG 1) TOV AEVKOD HEPOVS TV
LOTLOV GO,

MHowowd xon £pnpor
Mnyv ddcete to DARZALEX og maidid 1 eprifoug niikiog kdto tov 18 etdv. Avtd copfaivet d10Tt
dev givarl yvooto g 0o Tovg Ennpedcel To PAPUOKO.

Alha gappoxa kar DARZALEX

Evnuepmote Tov yiatpd 1| TOV VOGOKOWO GOG EAV TOIPVETE, £XETE TPOCPAUTA TAPEL 1] UTOPEL VO TAPETE
A EApUOKa. XE QVTA COUTEPTAAUPBEVOVTOL TO APUAKO TTOV UTOPEITE VO TAPETE YMPIC GUVTOYT Kol
O PLTIKA PaPUAKOL.

Kinon

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

Av petvete €ykvog evoom AauPavete antd T0 QAPUAKO, EVILEPDOTE AUECHOC TOV YIOTPO 1 TOV
voookopo cag. Eoelg kot o yiatpdg oag o anopacicete av 1o 6QeLOG 0md T ARYN TOL PP UKoV
glvat peyaAvTEPO Ao TOV KIVOLVO Y10 TO PO GOC.

Avticoiinyn
Ot yvvaikeg otig onoieg yopnyeitor 1o DARZALEX 0o mpémet va ypnoyLOTO100V OTOTEAEGUATIKY|
avVTIGVAANYT KaTd T ddpKeta TG Bepameiog Kot yo 3 pnveg petd tn Bepamneio.



Onioopdg

Eoeic kot 0 yrotpog cog 0o amopacioete amd Kool av 10 6@elog amd 10 ONAAGHO eival peyaldTepPO
amo Tov Kivouvo Yo 10 Hopo cog. Avtd cuopPaivel S10TL TO PAPUOKO LITOPEL VO TEPAGEL GTO UNTPIKO
Ya&ha kot dgv givorl Yvmoto g Oo ennpedcel To Lopo.

Oonynon ko EPGROS PNy avnpdTmv
Evdéyetar va arcBavbeite kobpaon apotov tapete 1o DARZALEX, n onoia pmopel va ennpedost v
KOVOTNTA 060G va. 0dnYeite 1| va xelpileote UnyoviuoTo.

To DARZALEX wepiéyer copPrroin

H coppitoin givar anynq epovktodlng. Edv éxete kinpovopkn dsvcsoveéio otn epovktoln (HFI), pia
OTAVIOL YEVETIKT dlotaparyn], 0EV TPEMEL VA, TAPETE avTO TO Papuako. Acbeveig ue HFI dev pmopotv va
SloTAGOoVV TN PPOVKTOLY, TOL PTOPEL VO, TPOKAAEGEL GOPAPEG AVETIBOUNTEG EVEPYELES.

[Ipémel vo evnUEPDGETE TOV YLOTPO GOG TPV TAPETE AVTO TO PAPUAKO EAV EYETE KAT|POVOLLKT
dvoave&io otn epovktoln (HFI).

3. Iog yopnyeitar to DARZALEX

Iléco yopnysitor
O yatpog oag Oo voroyicel T d6oM Kot To oyfue xoprynong tov DARZALEX. H 6601 tov
DARZALEX 0a e£aptnbei amd to copotikd cog Bapog.

H ovving apywxn 66om tov DARZALEX givan 16 mg ava kg copatikod Bapovg. To DARZALEX
umopei va yopnynOei uoévo tov 1 pali pe GAAa eapuaia wov ypnoiporoobvtot yio tn Oepameio Tov
TOALOTAOD HVEADULATOG.

Orav yopryeitor pévo tov, 10 DARZALEX yopryeitan w¢ akoroHOwg:

o pio popd v efdopdda yo Tic Tpmteg 8 gfdopddeg

o o1n cuvéyela pia popd kdbe 2 efoopddeg yio 16 fdouddeg

o Kol ot cuvEREL pio opd kébe 4 gfdopdadec, epdsov 1 Tabnon cag dev eppavilel emdeivmon.

Otoav 10 DARZALEX yopnyeiton poli pe dAlo @dppoxo, o yotpog oog evogyetal va aALIEEL TO
YPOVIKO SLdoTNa LETAED TV d0GE®V KaOMG Kot Tov aplfud tov Oepameidv mov Bo AdPete.

Tnv mpdTn €fdoprada o Y1aTpdc GOg EVOEXETOL VA GOG YopnyNoet T 86on tov DARZALEX dwpepévn
o€ 000 GUVEYOUEVEG NULEPEG.

[ og yopnyeiton 10 pappoxo
To DARZALEX 6a cag yopnyeitot amod yiorpd 1| vocokopo. Xopnyeitor og evotdialn o pio eAEPa
(«evooAEPLa £yyvomy) HEGH GE SIACTNLLO OPKETMOV OPDOV.

Dappoxa Tov Yopnyodvrorl Kotd T owapkere g Oeparciog pe DARZALEX
Mmnopei va cag yopnynBodv @dppoka Tpokepévov va peiwdel n mbavotnta va epgavicete Epanto
{oompa.

IIpwv amd kdéBe €yyvon tov DARZALEX 6a cog yopnyovvial eapuaka tov fondodv otn peimon g
mOovOTNTOG ELPAVIONG OYETILOUEVAOV e TNV EYYVON AVTIOPACE®V. L€ VTH UTOPEL VO
nwepthappavovral:

o OAPLOKA Y10L GALEPYIKT OVTIOPOOT) (AVTUCTOUIVIKA)
o Oapuoka yio. eAeypovn (KopTIKoGTEPOELDN)
. OAPLOKA Y10 TUPETO (OTMG TOPUKETALUOAN).

Metd and kabe Eyyvon tov DARZALEX 0a cog yopnyovvtal @dpuake (0Tmg KOPTIKOGTEPOELON) Yid
T peion g epueavions oxeTilOUEVOV e TNV EYYLON AVTIOPACE®V.



ATOpO PUE AVOTVEVOTIKG TPOPApOTA

Av €yete avamvevoTikd tpofAnuata, 0twg acdua 1 Xpdvia Amoppaxtikn [Tvevpovoradeia (XAII),
0o oag yoprnyndodv elomvedeva papuaia mov fonfodv TNV OVIILETOTICT TOV AVATVEVCTIKMV GG
TpoPANUATOV:

o oapuaka wov fondovv va PEVouV avolkTol ot aepaymyoi aTovg TvedUOVES (BPoy 0d10GTaATIKA)
. QApUOKa Y10 TN UEI®ON TOL OWLOTOC KOt TOL EPEDIGUOD GTOVE TVEVLOVEG GOG
(KopTiKooTEPOELON).

Edv oag yopnyn0si peyarvtepn 066n DARZALEX an6 Tnv Kavovikij

To @apuaxo avtd Bo cag yopnyeitol amd ToV YTpo 1 TOV VOGOKOUO 6aG. TNV amibovn mepintmon
7ov Oa cag yopnynOei vepPfoiikn mocdtnTa (VIEPSOGOAOYIM), O YITPOC Oa oag eléyEet Yo
avemBounteg evépPyeLes.

Av Egydoete T0o pavtePov cag Yo va AaPete To DARZALEX

Etvot oAb onpavtiko va mmyaivete og OAa o pavtefov mote va eEaopaiiotel 6t N Bepaneio cog Oa
dpdoel. Av napareiyete plo cuvavinomn, kavoviote pio dAAN TO GLVTOROTEPO dUVOTO.

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

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eappoka, £TGL KOl ALTO TO GAPUOKO UTOPEl Vo TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
Kot 6gv Tapovctdlovtal 6€ OAOLG TOVG AvOPMOTOVC,.

YyeTilOpeveg pe TNV £YY001| UVTIOPAGELS

Evnuepoote apéomc tov Y1otpo 1 TOV VOGOKOUO GOG 0V ELPAVIGETE 0TO100NTOTE amd T 0KOAOLOA
onueia oxeTIlOUEVNC LE TNV £YYVOT avTIOpOoNG KOTA TN dtdpKeln TNE £yyvong 1 HEca 6€ d14eTNuIa

3 nuepdv petd Vv €yyvon. Mmopel va ypelacteite GALO @AppOKa 1] 1) £YXVCT LTOPEL VAL YPELGTEL VAL
emPpaduviel 1§ va drokomet.

AvTég ot avTdphoelg mephapfavouy Ta akoAovha CoUTTOHOTA:

IToAv ovyvég (umopel va emnpedoovy mepiocotepa amd 1 ota 10 droua):
piyn

gpeBioUEVOC Aapog, Pryag

adlabecio (vavtio)

€HETOC

KVNGUOG, KATAPPON 1] PIVIKTY) GLUPOPNON

Aayaviaopo 1 GALO avoTVEVGTIKG TPOPALOTA.

2oyvég (umopel va emnpedoovy £o¢ 1 ota 10 dtopa):

. Bwpakikr| dvceopia
. CéAn (vméTaon)

. KVIOUOG

. GUPLYHOC.

Yrdvieg (umopet va ennpedoovy £o¢ 1 ota 1.000 dropa):

. coPap1 oAdepyikn avtidpacm mwov pumopel va tepAapfivel Tpnéo 6to TpOS®MTO, TA XEIAT], TO
oTOUO, TN YADOGW 1] TO Aad, SUGKOAID OTNV KATATOoN 1 TNV avamvon 1 KVNGUMOEeS e&avOnua
(xvidwon). BAéme mopdypapo 2

. TOVOG GTO UATL
Ooumm 6paon.

AV gLQAVIGETE OTOLOONTOTE QMO TIG TAPATAV®D GYETICOUEVEG LE TNV EYYVOT| OVTIOPAGELS, EVILEPDOTE
OpECMC TOV YLUTPO 1] TOV VOGOKOLUO GOG,.



AMLeg avEMOVUNTES EVEPYELEG
oAb ovyvég (umopel va emnpedoovy meptocdtepa and 1 ota 10 dropa):

. TpeTdHg

. oicOnuo vrepPoMrng kovpaong

o duappoia

o dvokootnTo

. pelwpévn opekn

. KeEQPAAUAYiaL

. BAGPN TV vebpwv oV UTopEl va TPOKOAESEL LopuUnKiooT), Lovdlacua, 1| TOVO

. VYNAN 0pTNPLOKNA TTieo

. pikoi onacpol

. TPNOUEVA YEPLO, OGTPAYAAOL ) TTOOLN,

. aicOnua advvapiog

. 0GQLOAYIN

. piyn

. TVELUOVIKT AOTH®EN (Tvevpovia)

. Bpoyyitida

. AOWUDEELG TOV 0EPUYOYDV — OTIMG TNG PIVOG, TOV TOPAPPIVIOV KOAT®V 1| TOL AOUOD
. YOUNAOG aplOUdg EpLOPOKLTTAPMV OV UETAPEPOVY 0ELYOVO GTO aipta (avorpion)

. YOUNAOG aplBpdg AevKOKVTTAP®V oV fonBobv TNV KATATOAEUNOT TV AoUDEEDY

(ovdetepomevia, Aeppomnevia, Agvkomevia)

. YOUNAOG aplBpdg VOGS TOTOV KVTTAP®V TOL GULATOG TOV OVOUALoVTOL OLLOTETAALOL, TO OO0
BonBovv atnv &N tov aipatog (Opoufomevia)
o acvvnOot aictnon 6to dépua (OTMG LUPUNYKIOGUE 1 GOV KATL VO, GEPVETOL TAV® GTO dEPAL).

Yoyvég (umopel va emnpedoovv €ng 1 ota 10 dropa):

AvVAOLOAOG KOPOLaKOS TAALOG (KOATIKY] LOPLOPVYT)

GLGGMPELGT VYPOL GTOVG TVEVOVES TOV GOG KAvel va AayovidleTe
ypimn

ovporoipnmén

coPapn cLGTNUATIKY AOTHMEN (oMyorpio)

aeLOATOON

AmoBopio

VYNAG eNiTESD COKYAPOL GTO ALl

YoUnAd enineda acPeotiov 610 aipa

YOUNAG emtinedo avticoudtov Tov ovoudloviol "avocsoocpalpivec" oto aipa, Ta omoio fondovv
OTNV KOTATOAEUNGT) TV AOIUDEEDV (VITOYUUUACPOLPTVOLLLICL)

(QAEYLLOVT] TOV TTOYKPEOTOG

o €vag Tomog Aoipuméng and 16 Tov Epmnrto (Aoipwén amd KutTopoueyorloid)
o COVID-19.

O Zoyvég (umopet va emmpedoovy €mg 1 ota 100 dtopa):
. QAEYLOVT TOV NTLATOG (NTOTITION).

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnproete KOmoto avemBOunTn evéEpyeLld, EVIUEPMDGTE TOV YIOTPO 1) TOV VOGOKOUO 6aG. AVTO
1oYvEL Kot Yo kaOe mhavr| avemBountn evépyela Tov dev avapEPETAL GTO TAPOHV PUALO 0ONYIDV
xpnons. Mropeite emiong va avagépete avemBOunTeg evépyeieg anevbeiog, pécw tov EBvikov
Opyaviopod @apudxmv, Mecoyeimv 284, GR-15562 Xolapyog, AOnva, TnA: + 30 21 32040337,
Iotétomog: http:/ www.eof.gr, http://www kitrinikarta.gr. Méow g avapopdg avemBountov
EVEPYEIMV UmOpeiTe Vo, BonBNcETE TN GLALOYN TEPLOCOTEPMV TANPOPOPLDV CYETIKE LLE TV ACPAAELL
TOV TTOPOVTOS POPUAKOL.



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

5. IIog va pvradoosete To DARZALEX
To DARZALEX 6o puAdoceTal 6TO VOGOKOUEIO 1 TNV KAMVIKT.
To @dppoako avtd TPETEL VO, PUAACGETOL GE PLEPT TTOL OeV TO PAETOVLY Kot dev TO POEvVOLY Ta TAdIAL.

Na pn ypnoiponoteite avtd 10 PAPUOKO UETE TV NUEPOUNVID ANENG TOV AVOQEPETOL GTO KOVTL Ko
v eTkéra, Tov PraAdiov petd ™ AHZEH. H nuepounvio Anéng sivar n tekevtaio nuépa tTov unqve. wov
ovoQEPETOL EKEL.

dvidooete og yoyeio (2 °C-8 °C). Mnv katayOyeTe.
DdvAdcoete 6NV APYIKN] GLOKEVAGIN Y10, VO TPOGTATEVETUL OO TO PG,

Mnv metdite To QAPLOKE GTO VEPS TNG ATOYETELGNG 1] OTA OIKLAKA omoppippata. O exayyeipatiog
vyelag oog Ba amoppiyetl TVYOV PAPUAKN TOV dEV YPNGIHOTOIOVVTAL o AvTd To pETpa Ba fondncovy
GTNV TPOCTAGIO TOL TEPIPAAAOVTOC,.

6. Mepreybpeva TG GVOKEVACING KO AOWTEG TANPOPOPIES

Tvegpréyer to DARZALEX

o H dpactikn ovoia gival to daratumumab. ‘Eva ml mokvod dtaddpotog mepiéyet 20 mg
daratumumab. Kd&0e @roAidio mukvov dtoddpatog tov S ml mepéyel 100 mg daratumumab.
KdéBe @roridio mukvol doAivpatoc tomv 20 ml tepiéyet 400 mg daratumumab.

o Ta dAlo cvotatika etvan L-iotidivn, L-1ot16ivn vdpoyAwpikn povobdpikn, L-pebetovivn,
moAvcopPiko 20, copPiroin (E420), kot vdwp yio evéotua (PAéne «To DARZALEX mepiéyet
GOPPLTOAN» oTNV TTOPAYPAPO 2).

Epeéavien tov DARZALEX kol wepleyopeva ¢ 606KeLa6iog

To DARZALEX givat éva mokvo SLADUA Y10, TOPUGKEDT] SL0AD LATOG TPOG £YXLOT Kol givat €val
dypmpo mpog kitpivo vypo.

To DARZALEX mapéyeton o€ yaptivo Kovti mov mepiéyel 1 yvdAvo graiisio.

To DARZALEX mapéyeton eniong g cuokevooia Evapéng mov weptéxet 11 gaAiow:

(6 roAidia x 5 ml + 5 @raiidia x 20 ml).

Kéroyog Adsrug Kvkrhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

HopookevaoTi|g
Janssen Biologics B.V.
Einsteinweg 101
NL-2333 CB Leiden
OMavdio

I'oa omoadnmote mANPOPOPia GYETIKA LE TO TOPAV POPULOKEVTIKO TPoidV, TapakaieicOes va
anegvbuvBeite otov Tomikd avtimpoésmmo tov Katdyov g Adetag Kvkiopopiag:

EALada

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

TmA: +30 210 80 90 000



To wapdév @OAA0 00N YOV YprioNs avade®p1)|OnKe Yo TEAEVTOIN POPa TOV XemTépPpro 2024,

Addkeg INYEG TANPOPOPLAOY
Aemntopepeic TAnpoeopieg yio To pappako avtd eivar dtabéoipeg 6to dikTvakd TOTo Tov Evpmraikon
Opyaviopod @oppdkmv: https:// www.ema.europa.eu.

O mAnpogopieg mov axorlovBolv amevBvvovtal udvo ce exayyeAnatie vyeiag:

AVT0 TO POPUAKEVTIKO TTPOTIOV etvar Yio QATas YproTn HOVO.
[Ipogtoudote T0 StGAVA TPOG EYYLON YPNOUOTOLDVTAG AGNTTY TEXVIKY G EENC:

o Yrohoyiote ) 066M (Mg), T0 GVVOAIKO 6yKko (ml) Tov dtahduatog DARZALEX xot tov apifud
tov prdiov DARZALEX mov amaitodvio pe fdon 10 copatikd Bapog tov acdevong.

. EAéyEte 611 to dtdhopa DARZALEX givan dypopo mpog kitpivo. Na Unv xpnolLonoteiton o
VIAPYOVY AdLOPOVT] COUATION, OTOYPOUATICUOC T} dALa EEva couaTidta.

. XpNGILOTOIDVTOG AT TEYVIKY], APULPECTE OO TO GAKO/TEPIEKTT £YYVONG OYKO EVEGILOV
SLoAdpatog yAwmplovyov vatpiov 9 mg/ml (0,9%) 16060VaUO e TOV ATUITOOUEVO OYKO TOV
dwivpatog DARZALEX.

o Avappopnaote v anortovpevn tocotnta dStohvpatog DARZALEX kot apaidote Emg Tov

KATAAANAO OYKO TPOGOETOVTAG TOV GE GAKO/TEPIEKTN EYYVOTG TTOV TEPLEYEL EVEGIILO OLAAVLLOL
yAoprovyov vatpiov 9 mg/ml (0,9%). Or cakovnepléxTes £yyuong TpEneL va. vl
KATOoKELAGUEVOL Ao ToALBvuloylmpidto (PVC), moivraporviévio (PP), moivaiburiévio (PE)
N petypo tolvoreeivng (PP+PE). Apaiwote vtd kotdAAnieg donnteg cuvinkes. Anoppiyte
TUYOV UM XPNCUOTONUEVO TTEPLEYOUEVO TOL PLOALITIOV.

o AvooTtpéyte omaAd TO0 ohKo/TEPLEKTN Yo va avapuiete To didAvpa. Mnv avakiveite.

. EXéyyete omTikd TO TOPEVTIEPIKDC YOPTYOVUEVO QUPUAKEVTIKG TPOIOVTO Y10 TNV TOPOVGIa
COUUTOIOV KOl OTOYPOUATICHOD TPV otd T Yoprynon. To aparwpuévo dtdivpa propet va
avamTOEEL TOAD PIKPE, Nudtapovn £mG Aevkd TpmTeivikd copatiowr, kafhg to daratumumab
glvan pio Tpoteivn. No unv ypnopomombei edv mapatnpnbody opatd adiopavn couatiolo,
ATOYPOUOTICUOC ) EEVOL GOUATIONW.

. Agdopévov 6t to DARZALEX dev mepiéyel cuvtnpntikod, 10 apoidpévo didivpe, 0o pémet va
yopnyeitar evidg 15 wpdv (cupmepthappavopévou tov xpdvov Eyyvong) oe Bepuokpoaciol
(15 °C-25 °C) ko1 poTIGHO dwuatiov.

. Edv dev ypnopomomBei apéowc, to apoiopévo dtdivpa uropel va amobnkevtel mpv
xopnynon v €mg kot 24 mpeg oe cuvinkeg yoyeiov (2 °C-8 °C) kot TpocTaTELUEVO OO TO
QmG. Mnv KatayyeTe.

. Xopnynote T0 opU®UEVO SIIAVUA LE EVOOPAEPLA £YYVOT] YPTCULOTOIDOVTOS GET EYYVONG LE
TPOGOUPUOGHUEVO PLOLUGTH POTIG KOl EVOMUATMOUEVO EV GEPAQ, OTOGTEIPMUIEVO, LT TVPETOYOVO,
YOUNANG TPOTEIVIKNG GOVAEDT|G PidTpo 0md covipovikd morlvafépa (PES) (uéyebog mopmv
0,22 M 0,2 pukpdpetpa). [pémel va ypnopomotohvtal GeT Yoprynong amd molvovpeddvrn (PU),
molvPovtadiévio (PBD), PVC, PP 7 PE.

. To DARZALEX d¢ev mpénetl va, cuyyopnyeiton otny i0ta evOoeAERLa YpapLpn| e GAAOVG
TOPBEYOVTES.

. Mn @UAGGGETE OTOLOONTOTE LY PTGLLOTOINTO HEPOG TOV SHAVUOTOG EYYVOTNG Y10, EK VEOL YPTOT).
Kd&Be aypnoyonointo gaprakevtikd Tpoidv 1 VTOAEUN TPETEL VO OTOPPITTETAL GCOUPDVO, [LE
TIC KATA TOTOVE 1Y VOVGEG OYETIKEG dlaTdEets.

IyynAacwotnta
ITpokeévou va Bertiwbei 1 yvnAacudTnTo TV PLOAOYIKGOV QOPUOKEVTIKOV TPOIOVI®V, TO GVOUQ
KoL 0 aplOpOg TOPTIOOG TOL YOPTYOVLEVOD PUPLAKOL TPETEL VO KATAYPAPETOL LUE CAPTVELD.


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