@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 mapotnprioete kamolo avemBOunTn evépyeia, EVIUEPMTTE TOV YIATPO 1] TOV VOGOKOLO GG,
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 oy TepLEYEL T dpaoTikn ovoia daratumumab.
AVNKel o€ pol OpAda QApUAK®V TOV OVOUALOVTOL «LOVOKAMVIKA avTicdpatoy. Ta HovoKA®VIKA
AVTICOUOTO Vol TPOTEIVEG TOL £X0VV GYEJCTEL Yol va avaryvepilovy kol va emtifevtal o€
GLYKEKPIUEVOVC GTOYOVG 6TV opyoviopd. To daratumumab €xel oyedlootel yia vo, TpocKoAAdToL G
GUYKEKPLUEVO KOPKLVIKA KOTTOPO GTOV OPYAVIGUO GOG, £TGL DGTE TO OVOCOTOUTIKO GOG GUGTN L0 VL
UTopEl v KATAGTPEYEL TAL KOAPKIVIKG 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 npéner va yvopilete mpv oag yopnyndei 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.

ZyenlOueveg pe v £yyvon avtdpacEls

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 oyeTloUEVES Le TNV £yyvon avtidpdoelg (BAEme «DApLAKO TOV YOPTYOUVTOL KATA TN
dapketa g Bepaneiag pe DARZALEX» otnv mopdypaeo 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.

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

Mewwpévoc apBpoc oplooeaipiov

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 ylotpd cag 6V ERQAVIGETE OTOLOONTOTE
ocupTTOpOTE AOTU®ENG, OTTC TVPETO, SLCKOA GTNV avamvon, frixa, Kadco 1| TOVO Katd TV ovpnon,
1 OTOLUONTOTE CLUTTMOLUOTO LELWUEVOL PO OLUOTETAAIDV, OTMG LOAMTEG 1 OLOppOyid.

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.

Hrotitida 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 StdpKelo 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 UnyoviuoTa.

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).

To DARZALEX mepiéyer mohvcopPuxo

Av10 10 Pappako wepEyetl 0,4 mg mtolvcopPikov 20 og kdbe ml, wov 16odvvapody e 2,0 mg ava
oloAido Tov 5 ml. Ta toAvcopPikd pmopel vo TpoKaAEGOLV OALEPYIKEG avTIOpAcElS. Evinuepdote Tov
10TpO G0OG GV EXETE YVOOTEG OAAEPYiEC.

Av10 t0 Pappakxo mepEyetl 0,4 mg molvcopPikov 20 oe ke ml, mov 16odvvapovv pe 8,0 mg ava
@LoAido Tov 20 ml. Ta moAvcsopPikd propel va tpokorécovy ahiepyikéc avidpdoets. Evnuepodote
TOV 10TPO 00 EAV EYETE YVOOTEG AALEPYiEC.

3. og yopnyeitar 1o DARZALEX

IIéco yopnyseitor
O y1atpdg oag Ba voroyicet T dOoM Kot To oxfua xoprynong tov DARZALEX. H 6om tov
DARZALEX 0a e£aptnbei amd to copotikd cog Bapoc.

H ocvuvnng apywmn 66on tov DARZALEX egivan 16 mg ava kg copaticod Badpovs. To DARZALEX
umopel va yopnynOei uoévo tov 1 pali pe GAAa eapuaie Tov ypnoiporoobvtot yio tn Oepaneio Tov
TOAAUTAOD LVEADUATOG.

Orav yopryeitor pévo tov, 10 DARZALEX yopryeitan o¢ akoroOOmg:

o pio popd v efdoudda yio Tic TpdTeg 8 EfOOUAdES

o oTn cuvéyeln pia popd kdbe 2 efoopddeg yio 16 fdoudadeg

o Kol 6T GUVEKELN pio opd kaBe 4 gfdopadec, epdoov N TaNnoN cag dev eupavilel emdeivmon.

Otov 1o DARZALEX yopnyeiton poli pe GAlo @apuoxa, o yotpog oag evoEyetal vo aALAEEL TO
YPOVIKO StaoTNLa LETAED TV 00GemV KaBMG Kat Tov apliud tev Bepaneidv mov Ba Adfete.

Tnv mpodTn gfdopada o YraTpdg GOC EVOEXETAL VA GOG YopnyNoetl T 06omn Tov DARZALEX dwapepévn
6€ 000 GUVEYOUEVEG NUEPEG,.

H®g yopnyeitan 10 pappoxo
To DARZALEX 6a cag yopnyeitol amod ylotpd 1 voookopo. Xopnyeitor og evetdialn o pio eAEPa
(«evooPAEPLa Eyyvomy») HECH GE SLAGTNIO OPKETAOV OPOV.

D appoka Tov YopryovvTal Katd T ordpkera g Oepansiog pe DARZALEX
Mmropei va cag yopnynfovv edpuako tpokelévon va uetwbel n mbavomra va peovicete Epmnto

{wotpa.



IIpwv amd kdéBe €yyvon tov DARZALEX 6a cog yopnyovvial apuaxa tov Bondodv otn peimon g
TOVOTNTOG ELPAVIONG GYETILOUEVAV LE TNV EYYVOT AVTOPACEWDYV. X€ QLT LITOPEL vol
nepthapfavovrot:

. QapLOKA YLoL OAAEPYIKT avTIOpaoT) (OVTUCTAUVIK)
. QapuoKa Yoo AEYHOVT (KOPTIKOGTEPOELDN)
. QapLOKa Y10 TUPETO (OTTMOC TAPOKETUUOAN).

Metd amd kéOe £yyvon tov DARZALEX 0a cog yopnyovviol gapuako (0nme KOPTIKOGTEPOELDT]) Y1
T peiowon g epneaviong oxetilOUEVOVY LE TNV EYYLON AVTIOPAGE®V.

ATopo PUE OVOTVEVOTIKG TPOPApOTA

Av éyete avamvevoTikd TpofAnpata, 6mwg actua 1 Xpdvio Arogpaktikn [Tvevpovonddeio (XAID),
0a oag yopnynbobv elomvedpeva pappaka mov fondodv TNV AVIILETOTICT TOV AVATVEVCTIKMOV GG
TpoPAnudrov:

o Qappoaxo ov fondoldv va puévouy avorkTol ot agpaywyoi 6Tovg mvedIOVES (BPOYXOdOTAATIKA)
. OApLOKa Y10 TN LEI®MON TOL OWLOTOC KOl TOL EPEBIGHOD GTOVG TVEDLOVEG GO
(KopTiKooTEPOELON).

Edv oag yopnyn0si peyordtepn 066n DARZALEX amd TV Kavoviki)

To @apuako ovtd Bo cag xopnyeitol amd ToV YTpo 1 TOV VOGOKOUO GaG. TNV amibovn nepintmon
7ov Oa cag yopnynOet vepPforikn mocdTnTa (LVIEPSOGOAOYIM), O YITPOC O oag eléyEet Yo
avemBoUNTEG EVEPYELEC.

Av Egydoete 10 pavtePov oo Yo va AaPete To DARZALEX

Eivar moAd onpavtid va mnyaivete o€ O a To paviefov mote va eEacpalotel 0T 1 Bepaneia cag o
dpdoet. Av mapodeiyete pia cuvdvinon, Kavoviote pio GAAN T0 GUVTOUITEPO SLVATO.

Edv éxete meplocdTEpEG EPOTNOELS GYETIKA LLE TN YPNOT AVTOL TOV PUPUAKOV, POTHGTE TOV Y10TPO 1)
TOV VOGOKOO GOG.

4. MBavég avemBOUNTES EVéPYELES

Onwg 6ha To eAprOKa, £TGL KOL AVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
ka1 0gv Tapovcldlovtal 6 OAOLG TOVG AVOPMOTOLG,.

YyeTilopeveg pe TV £yy0o1 avtiopdoels

Evnuepaoote apéomc tov Y1otpo 1] TOV VOGOKOUO GOG 0V ELPAVIGETE 0TOI00NTOTE amd T 0KOAOLO
onpeia oxeTilopevns Le v £yyvomn avtidopaong Kotd ) dibpkela s £yyvong 1 péoa o ddotnua

3 nuepadV petd v £yyvon. Mmopel va ypelaoteite AL papuaKa 1 1 €YYo LWTopel va YpelaoTel va
emPpadvviel 1§ va drokomet.

AVTEG 01 OVTIOPAGELS TEPIAAUPAVOLY TO AKOAOLON GUUTTMLOTOL:

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

gpebiopévog Aapog, Pryag

adlabecio (vavtio)

€HETOC

KVNGUOG, KATAPPOT| 1] PLVIKY) GLUOOPNON

Aoydviacpa 1 GAAC OVOTVELGTIKA TPOPAT AT,

2uyvég (umopel va enmpedoovy ¢ 1 ota 10 dropa):
. Owpaxikr dvceopia

. {aAn (vmoTaom)

. KVIOoUOG

. GUPLYHAC.



Xrdvieg (umopel va ennpedoovv £w¢ 1 ota 1.000 dtopa):

coPapn aAiepytkn ovtidpaon mov unopel va tepthappdvel Tpnéio 6to Tpdommo, Ta, XEiAn, TO
oTOUA, TN YA®GGA 1) TO AoUO, SUGKOAIN OTNV KATATOOT 1} TNV avamTvon 1 KVIGU®mOEeg e&avOnua
(kvidwon). BAéne mopdypapo 2

TOVOG GTO UATL

Bopm 6paon.

Av gupavicete 0mo1dNTOTE OO TIC TAPATAV®D OXETILOUEVEG UE TNV £YYVOT AVTIOPAUCELS, EVIULEPDOTE
OUECHS TOV Y1OTPO 1] TOV VOGOKOUO GOG.

Addeg avEMOVUNTES EVEPYELEG
oAb ovyvég (umopel va ennpedoovy meptocodtepa and 1 ota 10 dropa):

TPETHC

aicOnpa vepPorikng KoLpAoS

duappoia

KOWALOKO GAYOG

dvokototnTa

pelopévn opeén

dvokolio oTov VTTVO

Keparodyio

aioOnua {ding

BAGPN Tov vedbpov Tov uropel va TpokaAEcEL popunkioot, Lovdc U, 1) TOVO

VYNAN apTNpLoK Tieon

deppatikd eEavinua

poikoi oracpol

npnopéva yépla, aoTpdryaiot 1 OO

aicOnua advvapiog

&l yog otoug poes ko TG apBpdoelg (meptiapfaverol ooeuaiyio Kot TGVoG GTOVS LOES TOV
Ompoka)

TVELUOVIKT AoTH®EN (Tvevpovia)

Bpoyyitda

AOWMDEELS TV 0EPUYOYADV — OTMG TNG PVOG, TV TOPUPPIVIOY KOAT®V 1] TOL ALV
YOUNAOS apOUOC £pLOPOKVLTTAPMY TOL HETAPEPOLY 0ELYOVO GTO aipta (arvarpior)

YOUNAGS aptBIOC AEVKOKLTTAP®V TOL BonBovV GTNV KATATOAEUNGCT TOV AOTUDEEWDY
(ovdetepomevia, Aeppomevia, Agvkomevia)

YOUNAOG aplOUOG EVOG TOTTOV KVTTAP®V TOL GULATOG TOV OVOUALoVTaL OUOTETAALD, TO OO0
Bonbovv atnv mé&n Tov aipatog (Bpoppomevia)

YOUNAS emimedo koAiov 6To aipo (VTOKOALOLLIN)

acvvnOot aicOnomn 610 dépua (OO LVPUNYKIOGUE 1} OOV KATL VO GEPVETOL TOV® GTO OEPLAL)
COVID-19.

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

AVAOUOA0G KOPOOKOG TOAUOG (KOATIKT LLOPLOPVLYN)
GLGGMPEVGT VYPOL GTOLG TVEVHIOVES TOV GOG KAVEL VoL AayovidleTe
ovporoinmén

cofopn cuoTNUATIKY AoTpH®EN (oMyorpio)
aQLOATOON

AmoBupia

piyn

YOUNAT apTNPLOKY] TiEon

ATMOAELYL COUATIKOV PAPOVGS

VYN enimedd GOKYAPOL GTO alipo

YounAd eminedo acPeotiov oto aipa



o YOUNAG eTimEd aVTICOUATOV TOL ovopdlovTol "avosoopalpives" oto aipa, Ta omoia fondovy
OTNV KOTATOAEUNOT) TOV AOUMEEMV (VITOYUULOGPALPVOLULTN)

. QAEYLLOVT] TOV TTOYKPENTOC
. payovpa
o évag Tomog Aoipuméng and 16 Tov Epmnrta (Aoipwén amd KutTapoueyoroid).

Oy Xoyvég (umopel va emnpedoovy €oc 1 ota 100 dtopa):
. QAEYLOVT] TOV NTATOG (NTOTITION).

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. Méow g avagopdg avembounTmv
EVEPYELMV UmOpEiTe Vo, fon01cETE 0TI GLALOYT TEPIGGOTEP®V TANPOPOPIDV GYETIKA LUE TIV UCPOIAELL
TOV TTAPOVTOC POPUAKOV.

5. IIog va pvridooete To DARZALEX
To DARZALEX 6o puAdoceTal 6T0 VOGOKOUEIO 1 0TV KAMVIKT.
To @appako ovtd TPETEL VoL UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kail OV TO POAVOLV T, TOdLA.

Na pn ypnoiponoteite avtd T0 PAPUOKO UETE TV NUEPOUN VIR ANENG TOV OVOPEPETOL GTO KOVTL Ko
v eTkéta, Tov Praadiov petd ™ AHZEH. H nuepoumvio Anéng sivar n tekevtaio nuépa tTov unqve. mov
ovoQEPETOL EKEL.

dvidocoete og yoyeio (2 °C-8 °C). Mnv katoyOyeTe.
Ddvidooete 6NV APYIKN] GLOKEVAGIN Y10, VO TPOGTATEVETAL OO TO PG,

Mnv metdite To QAPLOKA GTO VEPS TNG ATOYETELGNG 1] 6TA OIKLAKA omoppippata. O exayyeipatiog
vyeiag cog Ba amoppiyet OV EAppROKE TOV OgV ¥pNCIoTolovVTaL T Avtd ta pétpa Ba fondncovy
GTNV TPOGTAGIO TOL TEPPAAAOVTOC,.

6. Iepreyépeva TS GLOKEVAGLAG KO AOUTEG TANPOPOPIES

Tvegpréyer to DARZALEX

o H dpaoctiki ovoia givar to daratumumab. ‘Eva ml mokvod dteddpotoc mepiéyet 20 mg
daratumumab. Kd&0e @oAidio mukvov dtoddpatog tov 5 ml tepiéyel 100 mg daratumumab.
KdéBe @roridio mukvol doAivpatoc tov 20 ml tepiéyet 400 mg daratumumab.

o Ta dAla cvotatikd stvan L-iotidivn, L-1oT1divn vdpoyAwpikn povobdpikn, L-pebetovivn,
moAvcopPiko 20 (E432), copPrrorn (E420), kot Kémp yia evésiua, (BAéne «To DARZALEX
TEPIEYEL COPPLTOA» GTNV TAPAYPAPO 2).

Epeavien tov DARZALEX kol wepileydpeva mg 606KeLa6iog

To DARZALEX givat éva mokvo SLAVUa Y10 TOPAGKEDT] SL0AD LATOG TTPOG £YXLoT Kol givat €val
dypmpo mpog Kitpivo vypo.

To DARZALEX mapéyeton o€ yapTivo Kouti mov mepiéyel 1 yvdAvo @laiisio.

To DARZALEX mapéyeton eniong g cuokevooio Evapéng mov meptéyet 11 graAiow:

(6 @rokidia x 5 ml + 5 @uoAidio x 20 ml).

Kéaroyog Aderag Kvkhogopiag
Janssen-Cilag International NV


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

Turnhoutseweg 30
B-2340 Beerse
Béhyo

IMopaockevaotic
Janssen Biologics B.V.
Einsteinweg 101
NL-2333 CB Leiden
OMovdia

Janssen Pharmaceutica NV
Turnhoutseweg 30
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I"a omoladnmote TANPOPOPIo. GYETIKA LUE TO TOPOV PUPUOKEVTIKO TPOoidV, TapaukoieicOs va
angvBuvheite otov Tomiko avimpodswno Tov Katdyov g Adstag Kvkhopopiog:
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TnA: +30 210 80 90 000

To wapdv UAA0 00N YLOV Yp1ioNS avaOepOnke Y0 TEAEVTOIO POpd TOV Tovvio 2026
Alreg INYEG TANPOYOPLAOY

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

O mAnpogopieg mov axorlovBolv amevBvvovtal Ldvo ce exayyeAlaties vyeiag:

Av16 10 EOPUAKEVTIKO TPOIOV elvar Yo epamal ypron Lovo.
IIpogtoipdote T0 S1GAV U TPOG £YYVOT YPNOUOTOIDMVTAG AoNTTTn TEXVIKY MG eENG:

o Yrohoyiote ) 066M (Mg), T0 GVVOAIKO 6yKko (ml) Tov dtahdpuatog DARZALEX xot tov aptfud
TV prldiov DARZALEX mov amaitobvion pe fdon 1o copatikd Bapog tov acdevong.

. EAéyEte 611 o dtdhopa DARZALEX givan dypopo mpog kitpivo. Na Unv xpnolonoteiton ov
VIAPYOVY adLOPOVT COUATIOW, OTOYPOUATICUOC T} GALa EEva couaTidta.

. XPNCILOTOIDVTOG ACTTITI TEYVIKT], APULPECTE Ad TO GAKO/TEPLEKTT £YYVONG OYKO EVEGILOV
StoAvpatog yAwplovyov vatpiov 9 mg/ml (0,9%) 10060vapo pe TOV AmoITOOEVO OYKO TOV
dwivpatog DARZALEX.

. Avappoopnaote v amortovpevn tocotnta dStohvpatog DARZALEX kot apaidote Emg Tov

KATOAANAO OYKO TPOGOHETOVTAG TOV GE GAKO/TEPIEKTN EYYVOTG TTOV TTEPLEYEL EVEGILO OLAAVLLOL
yAoprovyov vatpiov 9 mg/ml (0,9%). Or cakovnepléxTes £yyuong TpENeEL va. vl
KATOoKELAGUEVOL Ao TOALBvuAoyAmpidto (PVC), moivraporviévio (PP), moivaiburiévio (PE)
N petypo tolvoreeivng (PP+PE). Apaidote vd kotdAAnieg donnteg cuvnkeg. Amoppiyte
TUYOV UM XPNCUOTONUEVO TTEPLEYOUEVO TOL PLOALSTIOV.

o Avootpéyte omaAd To odKo/TEPLEKTN Yo va avapuiete To didAvpa. Mnv avokiveite.

. EXéyyete otk TO TOPEVTIEPIKADC YOPTYOVUEVO QUPUAKEVTIKG TPOIOVTO Y10 TNV TOPOVGIa
COUUTOIOV KOl OTOYPOUATICHOD TPV otd T Yoprynon. To aparwpévo dtdivpa propet va
avamTOEEL TOAD PIKPAE, Nudtapovn €06 Aevkd TpmTeivikd copatiowr, kafhg to daratumumab
glvan pio Tpoteivn. No unv ypnopomombei edv mapatnpnbodv opatd adiopavh couatiolo,
ATOYPOUATIGUOG 1) E€Eva copaTIOW.


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

o Agdopévov 611 to DARZALEX dev mepi€yxel cuvtnpntiko, T0 apoldpévo didivpa 0o mpémet va
yopmyeitar evtdg 15 wpav (cupmeptiapfavopévon Tov ypdvov £yyvong) oe Beproxkpacio
(15 °C-25 °C) ka1 pwTIopud doUaTiov.

. Edv dev ypnoiponomBet apéowg, To apatopévo dtdAvpa propel va amodnkevtel mpv
yopnynon vy £wg xai 24 opeg oe cuvinkeg yoyeiov (2 °C-8 °C) ko TpocTaTeELUEVO OO TO
Qemc. Mnv KatayOyeTe.

o Xopnynote o apat®@pEVO dtdAvpa Pe EVOOPAEPLO £YYXVOT] YPTCUYLOTOIOVTOS GET EYYVONG LE
TPOCUPUOGLEVO PLOUGTH POTIG KO EVEMUATOUEVO EV GELPQ, OTOGTEPMOUEVO, [1T] TUPETOYOVO,
YOUNANG TPOTEIVIKNG oOVdEST|G PidTpo 0d covipoviko morvadépa (PES) (uéyebog mopmv
0,22 1 0,2 pkpopetpa). [Ipémet va ypnoipomotovvial GeT yoprynong and moivovpedavn (PU),
moAvPovtadiévio (PBD), PVC, PP 1 PE.

o To DARZALEX d¢gv mpénet va cuyyopnyeital otnyv ida evOopAEPLa Ypappn pe GALovS
TOPEYOVTES.

o Mn @UAGGGETE OTOLOONTTOTE ALYPTCULOTOINTO UEPOG TOV SLAADLUTOC £YYVONG Y10 EK VEOL YpTOM.
Ké0e axpnopomointo @oppokeutikd Tpoiov 1 VITOAELLO TPETEL VO, OTOPPITTETAL GULPMVA LLE
TIG KOTA TOTOVG 10 V0VOESG GYETIKEG OLAUTAEELS.

IyynAaciuoétnta
ITpokeévov va Bertiwbei 1 yvnAacdTnTo TV PLOAOYIKGOV QOPUOKEVTIKOV TPOIOVI®V, TO GVOUQ
KoL 0 0plOUOC TAPTIOOS TOV YOPTYOVUEVOL POPUAKOV TPEMEL VO KATOYPAPETOL LE GUPNVELQL.
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