@vAro ooV ypiong: IIAnpoeopics yia Tov ac0evi)

TECVAYLI 10 mg/ml evéowo ovaiopo
TECVAYLI 90 mg/ml gvécipo srdivpa

teclistamab

vTo QAPHOKO CVTO TELEL LTTO CLUTANPOUOTIKY TOPaKOAOVONGN. AVTo Ba emTPEWEL TO YpryOpO
TPOGIOPIoUO VEOV TANPOQOPLOV ac@aielos. Mmopeite va Bondnioete péom g avapopds mhovav
AVEMBOUNTOV EVEPYELDY TOV EVOEYOUEVMG Tapovatalete. BA. Téhog g mapaypdpov 4 yia tov Tpodmo
avapopdg avemBOUNTOV EVEPYELDV.

Awpaote TPooeEKTIKG 0AOKANPO TO GVLAO 00N YIOV YPNONS TPLY 6aS yopnyN0el avtd T0
QPAapROKO, O10TL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

. DduidEte avtd TO EUALO 0N YDV Ypione. Towg ypelootel va to dfdocete Eavd.
. Edv éygete meportépm anopiec, potnote Tov y1oTpd 1) TOV VOGOKOUO GOC.
. Edv mapatmpnoete Kamowo avemBOUNTN EVEPYELL, EVIUEPDGTE TOV YIATPO 1] TOV VOGOKOLO GO,

AVTO 1oyvEL Kot Yo KEOe Thav| avemBountn VEPYELN TOL OEV OVOPEPETOL GTO TOPOV PVLAAO
odnyuv yprone. BAéne napdypago 4.

T epréyel 1o Tapov QOALO 00NYLOV

T eivan to TECVAYLI kou o givot ) yprion tov

T péner va yvopilete mpv oag yopnynbei to TECVAYLI
[Tog yopnyeiton to TECVAYLI

[MBavég avemBounteg evépyeteg

[og va puidocoete to TECVAYLI

[epieydpeva tng cuokevLUGing Kot AOITEC TANPOPOPiEg

AN ol S e

1. T givan o TECVAYLI kot mowa givar 1 pion tov

To TECVAYLI givan éva avtikapkivikd Qappoko Tov Tepiéyet tn dpacTiky| ovoia «teclistamaby kot
YpPNOLoTOLEiTAL Y10 TN Ogpameio EVAMK®V [E [ LOPPT KOPKIVOD TOV HVEAOD TV 0GTMV TOL
ovoudletor ToAaTAO pHoéhmua, uovo tov 1 poli HE £va GAAO OVTIKAPKIVIKO PApUaKo oV ovoudletal
daratumumab.

Eivail onuoavtikd va dtapdcete 1o pUALO 0dny10v xpiong yuo to daratumumab. Edv éyete
OTOLEGONTOTE EPWTNOELS GYETIKA LUE OVTO TO PAPLOKO, POTACTE TOV YIUTPO GUGC.

g dpo o TECVAYLI

To TECVAYLI eivau éva avticopa, €vog TOTOC TpOTEIVIG TOV £xEl GYEOINOTEL Y1, VO avayvepilet
OGULYKEKPIUEVOVG GTOYOVG GTO GMLN 0ag Kol va Tpocdévetal o ovtovg. To TECVAYLI otoyedel to
avtryovo opipoveng tv B kuttdpov (BCMA), mov BpiokeTol oto KopKIviKe KOTTOPO, TOV TOAAATAOD
HUVEADOTOC, Ko TO ovumAeyua dtapoponoinong 3 (CD3), mov Ppioketar ota Aeyoueva T kdTTOp TOL
OVOGOTOINTIKOD GOC CUGTHUATOS. AVTO TO PAPUAKO 0P LEGH TPOGOEGTC GE OVTE, TO, KOTTOPO KOl
QEPVOVTAG T KOVTQ, £TGL MGTE TO OVOCOTOUTIKO GOG GVGTNLLO VO LTOPEL VO KATOGTPEWYEL TOL
KOPKIVIKG KOTTAPO TOV TOAAATAOD HVEAMDIOTOG.

2. Tvnpéner va yvopilete mpv oog yopnyn0dei to TECVAYLI

Agv npéner va, cag yopnyn0ei to TECVAYLI o¢ nepintwon aAlepyiog oto teclistamab 1 og
0TO10ONTTOTE GALO OO TOL GLGTATIKA ALTOL TOV PAPUAKOV (AVOPEPOVTOL GTNV TOPAYPUPO 6).

Edwv dev elote BéPatot edv giote ahdepyikoi, amevbuvbeite oTov yloTpd 1| TOV VOGOKOUO GOG TPV GOG
yopnynOei 1o TECVAYLI



IIpogidomou)6elS Kot TPOPLAGEELS

AmevBuvbeite 6TOV Y10TpO 1 TOV VOGOKOWO Gag mpwv cog yopnynbei to TECVAYLI edv

. elyate ayyeloKo eyKeQOAIKO EXEGOO10 1) EMANTTIKY Kpion evog TV TeEAELTOIOV 6 UNvaV.

. elyate moté 1 umopel va £xete Tdpa Aoipwén amd tov 16 ¢ Nratitidos B. Avtd yperdleton yioti
10 TECVAYLI pmopel va emavevepyomomcel Tov 10 g nrotitidag B. O yuutpog cog Oa cog
eréyyel yia onpeio avtng g AOIH®ENG TPV, KOTA TN SépKeLo Kot Yio KAmolo StioTno. LETA TN
Oepaneio pe TECVAYLI. Evnuepdote Tov yotpd 1} T0V VOGOKOUO GOG OV ELPOVIGETE KOTMON
OV XEPOTEPEVEL, 1) KITPIVIGLO TOV SEPUOTOC GOG 1] TOV AEVKOD UEPOVE TMOV LOTIDV GOC.

Omnowdnmote otiypur| Katd tn didpkeld N Hetd tn Bepaneia oag, EVNUEPDOTE AUECHS TOV Y1ATPO 1| TOV

VOGOKOUO coG 6V

. TOPOTNPNCETE OMOLONTOTE VEQ 1 Emdevodpeva cuoprntodpata [poidvoag [Toivestiokng
Aegvkogykepoaronabetog (PML). H PML gival o cofapn kot duvntikd Bavoatnedpog Aoipmén
10V £yKe@Alov. Ta copntdpata propet va meprrapfdvouvv, aild dev teplopilovrol e avTd,
Bopmn, oA 1| amdAgl TG OpaomS, Suvokorio oty opidia, advvapia og yépt 1 TOOL, AALAYN
GTOV TPOTO TOL TTEPTOTATE 1) TPOPANIOTA LIE TNV LGOPPOTI GOC, ETIUOVO LOVOIOGLOL, HLELWUEV
aicBnon N andMa aichnong, amdAELD LviuNg 1 GUYYLON.

TECVAYLI ko gppora
AmevBuvbeite 6ToV YioTpo 1} TOV VOoOoKOHo Gag pwv cag xopnyndei to TECVAYLI av
euporactiKoTe TPOGPATA 1| TPOKELTAL VO EUPOALNCTEITE.

Agv Ba mpénet va, cag yopnynbovv (dvta euforio amd TEcoEPIC ELOOUAIES TPV £MC TEGTEPLS
efoopdoeg petd v televtaio d6on oo TECVAYLL

Eetdosig ko £éheyyol

pw cag xopnyn0ei o TECVAYLIL, o yuotpds coc Bo eAéyEet To opodidypappd cog yio onpeio
rotpwéne. Eav éxete Aolpmén, Ba avtipetomortel npv Eexivioete 1o TECVAYLI O yatpog cag
emiong Oa eAéyéel edv giote éykvog 1 OnAdlete.

Katé ™ dwapkera g Oepangiag pe TECVAYLI, o ywotpodg cag Oa cag maparorovdel yia
avemounteg evépyetec. O yotpog cag Oa ELEYYEL TOKTIKA TO aplodidypoppd cog, Kadmg o aptOpudg
TOV ALOCOULPI®V KOl TOV GAA®V GLUGTATIK®Y TOV OiUATOS GOg LTopel vo petmbet.

poocétte Y10 coPfapéc avemBOuNTES EVEPYELES.

Evnuepaote apécmg 1ov yraTpo 1] TOV VOGOKONO0 60G €AV EPQPaviceTe omoroonmote and ta e€ng:

. Ynueio pog KatdoTaong mov Eival YVOOTH ¢ «GOVIPOUO UTEAEVOEPOOTC KVTTAPOKIVAV
(CRS). To chvopopo anerevbipmong KutTopokvay ivar e cofapr] 0vosoAOYIKY avTidpacn
L€ GUUTTMOUOTO OTMG TVPETO, PLyN, VAVTIO, TOVOKEPUAO, YPIYOPOLG KTOTOLG TNG KOPOLAs,
aicOnua {aANng Kot SLGKOAIN GTNV AVATVON.

. Emdpdoeig oto vevpukod cag cuotnua. Ta copntopata teptrapfavouvy aictnupoa cdyyvong,
UELMUEVT €YPNYOPOT], VITVIALDL 1] SVoKOAID GTO YPAyILO Kal/M TV opdic. Oplopuéveg amd ovTég
umopel va givar onueio piog coPapng avosoLOYIKNG 0vTIOPAcTG IOV OVOUALETOL «GUVOPOLLO
veVPOTOEIKOTNTOG OYETILOUEVO LE avos0dpacTikd kotTopa» (ICANS).

. Yrueio kol CUUTTOUATO AOTHMENC.

. Avénpévog movog 1 advvopio o xEpt 1 TOdL: Mmopel va eitvar avalomdpwon Tov 6yKov: [
avTidpacn 6€ 0PLGUEVE PAPLOKE, TTOV dPOVV GTO CLVOGOTOMTIKO GUGTNUA, ] OTTOi0, PaiveTal
TOPOUOLN LLE EMOEIVOOT] TOV KOPKIVOL.

Evnuepdote tov ylotpd 1| TV VOGOKOUO GOC E4V TOpATNPNGETE OTOL0ONTOTE OTd TO. TOPATAV®D
onueia.

Howora ko Epnpor
Mn yopnyeite to TECVAYLI og maudid 1) veapd dropa nAtkiog kéto tov 18 etmv, kabng dev gival
YV®OGTO TAOC Oa TO EXNPEACEL AVTO TO PAPUAKO.



Ao @appoxa kot TECVAYLI

Evnuepoote tov y10Tpd 1 TOV VOGOKOUO GOG £V TOIPVETE, EYETE TPOCPATA TAPEL 1] UTOPEL VO TAPETE
Ao eApuOKa. Xe aVTA TEPIAAUPAVOVTAL TO PAPLOKE TTOV UTOPEiTE Vo TpounbevTeite Ympic 1Tpikn
GLVTAYN KOl TO QUTIKGE QAPLLOKOL.

Kdnon kor Onraocpog
Agv givar yvooto av 10 TECVAYLI emnpedlet 1o ayévvnto popd M av mepvé 6To Untpikd yoo.

Kvnon - minpogopiec yio yovaikeg

Evnuepaoote tov yuotpd i Tov vocokopo cog tptv oag yopnyndel to TECVAYLI edv giote éyivog,
vopilete 6T1 pmopel va giote €yxvog 1 oyedALeTe Vo OmMOKTNGETE TOUdL.

Edv peivete €ykvog katd ) didpkeia g Beponeiog pe ovtd 10 QAPHLOKO, EVILEPDOTE AUECHS TOV
Y10tpd 1 TOV VOGOKOLO GG,

Kvnon - mAnpopopieg yia avdpeg
Edv n obvtpopog cag peivel £ykvuog evocm eoeig AapuPavete avtd T0 QAPIOKO, EVIUEPDOTE AUECHS
TOV Y10Tpd GOLC.

AVTIGOAANYN — TANPOQOPIES Y10 YUVOITKEG IOV Unopei va peivouv €ykveg
Edv pmopeite va peivete €ykvog, TpENEL VA, YPT|CULOTOLEITE UTOTELECUATIKY AVTICOAANYT] KATE TN
dupketa g Bepameiog kot yo S5 piveg petd m dwokomn g Oepaneiog pe TECVAYLIL

AVTIGOAANYN — TANPOQOPIES Y10 AVOPEG

Edév 1 oOvtpoeog cag pumopel va Leivel £YKvog, TPEMEL VAL YPT|GLLOTOLEITE OTOTEAEGLLATIKN
avTIGVAAN YT Katd Tt Sdpketa tng Bepaneiog pe TECVAYLI kot yio 3 pnveg petd tn dtokonr| g
Oepameiog.

Oniacudg
Eoeig kot 0 yiatpog cog 0o amopacicete av 1o 6@eroc Tov InAacpod eivar peyolvtepo amd Tov

Kivduvo Yo 10 pmpo cog. Edv ogic kat 0 Y1oTpog 060G amoPaGIGETE VO GTAUNTNCETE T AYN AVTOD
TOV QUPUAKOV, OV TPEMEL va OnAdoete yio 5 piveg petd tn dtekomn g Oepamneiog.

Oonynon ko yEPIGROS PN ovnRATOV

Opiopéva atopo, pmopel vo arsBaviovv kovpaom, {4An 1 obyyvon eved maipvovv 10 TECVAYLI Mnyv
odnyeite, ypnowonoteite epyaieia, yepileote Papéa unyavipatae 1 Kavete tpdypota Tov Oo
umopovcay va cog 0Ecovv o Kivouvo uéypt Tovddyiotov 48 dpeg apov Adfete v Tpitn 6661 TOV
TECVAYLI, 1 copoava pe Tig 0dnyieg Tov ylotpol cog.

To TECVAYLI ngpréyer varpro
To TECVAYLI wepiéyetl Arydtepo amd 1 mmol vazpiov (23 mg) avé 666n, gival avtd mov ovoudlovue
«ehevbepo vatpiovm.

To TECVAYLI wepréyel morvcopPfiko

To TECVAYLI nepiéyet 0,4 mg morlvcopPikov 20 og kébe ml wov icodvvapovy pe 1,2 mg avd
@LoAidio Tov 3 ml kot 0,68 mg avd erodidio twv 1,7 ml. Ta tolvcopfikd propel va TpoKaiésovy
0AAEPYIKEG aVTIOPAGELS. Eviuep®doTte Tov 10tpo Gog €6V £xeTe YVOOTEG OAAEPYies.

3. Hog yopnyeitar 1o TECVAYLI

I6c0 yopnysitan

O ywatpog oag Ba kabopioet T d6om tov TECVAYLI mov Ba cog yopnynbei. H 660m Ba eEaptnbei
07O TO COUOTIKO 560G Bapog. O dvo Tpdteg d0celg Ba ival younAotepeg, ot omoieg ovopdlovron
«oTadtaKd avEavoueveg d00eIgy. Xt cuvexela Oa AaPete v TpdTn «Adon Oepameingy Tov
TECVAYLI kot 0o cuveyicete va, Aappdvete pio «Adon Bepomeiogs, yior 660 1ot Ie 6oC MPELEL TO
TECVAYLI



O ywTpog oag Ba kabopicel Tov aplBpd TV NUEPOV OVOLOVAG LETAED TV ddcewv Tov TECVAYLI,
ka0d¢ kot mooeg Bepoaneieg Oa AdPete.

O ywatpog oag Ba cog maparxorovbel yio avemBounteg evépyeteg petd amd kabepio amod Tig TPELS
TPMTEG 0OGELS 60G. Ba TO KAVEL QVTO Y1 2 NUEPES PETA amd KaOe dooT).

Oa mpénel vo, peivete Kovtd 6€ PovAda DYELOVOUIKNG TEPTBaAYMG HETA TIC TPELG TPAOTES SOGELS, GE
TEPIMTOOT OV EUPAVIGETE AVETIOVUNTEG EVEPYELES.

ag yopnyeitar To appoKo
To TECVAYLI 8a cag yopnynBel and &vav y1atpd 1 VOGOKOHO e EVEST] KAT® OO TO OEPULO GOLG
(«uTodOpIy éveon). Xopnyeitar TNV TEPLOYT| TOL GTOUAYXOV (KOIMOAKY| YDP) 1| TOV Unpo.

Allo @appoxa oL YopNyovvVTOL KOTA T1) drapkera g Ogpanciog pe TECVAYLI

Oa cag yopnynbovv edppaxa 1-3 dpeg mpv and Kabepio and T1g TpEIS TPMOTEG OOGELS GO TOV
TECVAYLI, ta onoia fonbovv ot peimon g mhovotntog EPPAvIonS avemBOunT®Vv EVEPYEIDY,
OTMG TO GLVOPOUO ATEALEVOEPMGNG KLTTOPOKIVADY. AVTE pmopel vo Tepthapdvouv:

. (QAPLLOKO Y10, VO LELOGOVY TOV KIVOUVO oG OAAEPYIKNG avTidpaong (AVIUCTAUIVIKA)
. (QAPLLOKO Y10 VO LELOCOVY TOV KIVOUVO PAEYUOVIG (KOPTIKOGTEPOEIDN)
. (QAPLLOKO Y10, VO LELDCOVY TOV KIVOUVO TUPETOV (OTTMG .Y, TOPAUKETAUOAT))

Avtd ta pdppoko uropel emiong va oag xonynbovv yio tig endueveg dooeig tov TECVAYLI avdioya
LE TUYOV CUUTTAOUOTO TOV UTOPEL VoL EXETE.

Mropet eniong va 6og 0800V Tpdsbeta pApraKe OVAAOYQ LE TO GUUTTMOUOTH TOV EREAVILETE 1) TO
TPIKO GOG 1GTOPIKO.

Eav oag yopnyn0si peyordtepn 066n TECVAYLI and v kavoviki

Av16 10 Papprako o cag xopnynodel amd Tov YoTpo Gog 1| TOV VOGOKOWIO Gag Kat givar omifavo va
AaBete vepfoiikn TocodTTO. XE TTEpinToT wov Ba. cog yopnyndet vepPoiikn mocdTTA
(vmepdocoroyia), o Yiatpog cag Oa cag eELEYEeL Yia avemBounteg evépyetec.

Edv Eeydoete To pavtefod cag yia va Aapete o TECVAYLI
Eivai moAd onpoavtid va mnyaivete o€ OAa Ta paviefov coc. Av mapoieiyete Eva pavtefo,
KavovioTe éva GALO TO GLVTOUOTEPO JLVATO.

Edv éxete meplocdtepeg EpMTNGELG GYETIKA LLE T YPTOT) AVTOV TOL PAPUAKOVL, POTNOTE TOV Y1ATPO 1)
TOV VOGOKOLLO GOC.

4. MBavéc avemBOuNTES EVEPYELEG

Onwg OAa To pAPLLOKAL, £TCL KOL GVTO TO PAPUOKO UTOPEL VO, TPOKAAEGEL AVETIOVOUNTEG EVEPYEIEG, OV
Kot 6gv Topovc1alovtal 6€ OAOVG TOVG AvOPMOTOLG,.

Yofapég avemOOUNTES EVEPYELEG
AdPete dueco watpikn fondeio edv epeavicete 0moladnToTE OTd TIG TOPUKAT® coPapic avemBvunTeg
EVEPYELEG, O1 omoieg pmopel va ival Paptic popeng kot propei va amofovv avatnedpeg.

oAb ovyvéc (umopei va eanpedoovy neprecdtepa and 1 oto 10 Gropa):

° cofapn avocoA0YIKY ovTidpacT (KGUVOPOUO ATELELOEPMOTIC KUTTAPOKIVAOVY) TOL UTOPEL VO
TPOKOAEGEL TVUPETO, piyn, VOUTIO, TOVOKEPOAO, YPIYOPOLS KTUTOLG TG Kopolds, aicOnua (dAng
Kot SVGKOALD GTNV aVOTVOT

. YOUNAO ETITESO TOV OVIICOUATOV TOL OVOUALOVTOL «AVOGOGPALPIVES GTO aipla
(VoY UUOGEAPIVOLLLN), TO 0010 UTOpEl Vo KaveL o TOAVES TIC AOUMEELG
. YOUNAQ emineda evOg TOTOL AEVKOV ALLOGPaLpimy (ovdeTEPOTTEVIN)



. Aoipwén, mov pmopel va meptAapuPivel Topetd, piyn, TPEUOVAO, Pxo, AayAVIACH, ToyEl
OVamVoTY| Kot Yp1yopo cuyud

Yoyvég (nmopel va exnpeacovy £o¢ 1 ota 10 dropa):

. Emdpdoeig oto veupikd cog cuatnpa. Avtég pmopet va, eivor onpeio pog cofapng Kot dSuvnTika
BovaTnEOpov OVOGOAOYIKNG OVTIOPAGTS TOL OVOUALETOL KGUVIPOLO VEVPOTOEIKOTNTOG
oyxetilopevo pe avocodpaotikd kotrapa» (ICANS). Opiopéva amd ovtd ta cupmTOpaTe Elva:

aicOnua cuyyvong

HEWOHEVN EYPTIYOpPOT)

duoKoAia 6To Ypayio

ducKoAia TNV oAl

VIVNALQ

OTTMAELN TNG IKAVOTNTOG VO TPAYLLOTOTOLEITE EMOEELEC KIVIGELS Ko Yelpovouies (apd to

YEYOVOGS OTL EYETE TN GOUATIKY KOVOTNTO KoL TNV €mfupiio va TIG TPOYLOTOTOW|GETE)

O O O 0 O O

‘O ovyvég (umopel va ennpedoovy £o¢ 1 ota 100 dropa):

. pio coPopn Kot duvntikd Bovatneopo Aoipumén tov eykepdiov mov ovoudletal [Ipoiodoa
[Tolveotiokn Agvkogykeporondbeia (PML). Opiopéva amd To copntdpoTe Etvat:
o Ooumn, SImAN N amd®AELD OPAONG

ducoKoAia 6TV oAl

advvapio og xEpt 1 TOd

oAy GTOV TPOTO OV TEPTATATE 1 TPOPANLOT LE TNV ICOPPOTILN GOG

EMILOVO LOVIAGLLO

pewmpévn aicnon 1 anmiewa aicinong

OTMOAEL LVAENG N obyyvon

O 0O O O O O

Mn yvooTtiig svyvotnTag (1] ovyvétnTa dev pmwopei va ektipn0si pe faon ta dwebdicipa

ogoopnéva):

. avaleOmHPOOT ToV GYKOL: TPOSMPIVY EMOEIVAOOT TOV CUUTTOUATOV, OTMG ALENUEVOS TOVOG
Kot aduvapio og Eva x€pt 1 TooL

Evnuepdote apéowms tov y1otpd cog 0V TOpUTNPCETE OTOLNONTOTE A0 TIG TAPATAV®D OVAPEPOUEVES
cofapéc avemBuunTeg EVEPYELEC.

Addeg avemOOUNTES EVEPYELES
AlAeg avemBOUNTEG EVEPYELEG TTOpaTIOEVTOL TOPOKAT®. Evipep®dote ToV y1oTpd 1 TOV VOGOKOUO GOg
€QV TAPOTNPNCETE KATO 0O AVTEG TIG AVETIOOUNTEC EVEPYELEC.

MoAd ovyvég (nmopei va ernpedoovy teprocdtepa and 1 ota 10 dropa):

. Aolpwén v Tvevpdvev (Tvevpovia)

. Moipmén COVID-19 1 omoia mpokaieitatl and évav 16 mov ovopdletor kopovoids (SARS-CoV-
2)

Aolpwén otn puoTn, Ta typopela 1| Tov Aapd (AoiHwén Tov avMTEPOV AVOTVEVGTIKOV)

Aolp®én ovpomoMTIKOH CLGTILOTOC

YOUNAG entineda epvOpdv apoceapiov (avorpio)

YOUNAG emineda apomeToriov (kottapa wov fonbovv oty én Tov aipatog, Opoupomevia)
YOUNAOG aplOpdg AevKoOV apoc@atpiov (Aevkonevia)

YOUNAG eTimEdA £VOG TOTOV AEVKDOV opocPaipiov (Aeppomevia)

YOUNAO ETiTESO «KOAIOVY» GTO aipo (VTOKOALOLUIR)

aVENUEVO EMTEDO TOV NIATIKAOV EVEOU®V «TPAVOUUIVAGES GTO O

OTMAELN COUATIKOV PAPOVG

pewmpévn opeén

Tdon yio épeto (vavtia), dSidppota, SuEKOIMATNTO, EUETOG, TTOVOG GTO GTOUAYL (KOIAKO AAYOC)
TOVOKEPOAOG

veupikn PAAPT TOV PUTOPEL VO, TPOKOAESEL LUPUNYKINGT), LOVOLOG A, TOVO 1 OTMAELN TNG
aiocBnong tov mdvou



VYNAN wieon aipatog (LaEPTUoT)

OTMAELN OTLOTOG, TOV Umopel va eivat fopidg popeng (apopparyio)

Brixag

Aayaviacua (dvemvoln)

TUPETOG

aicOnua évrovng kovpaong

TOVOG 1) TOVOL GTOVG POEG

TPNEWo oTa ¥€PL, TOVG AGTPUYIAOLE 1} TO TTOd1a. (010M1LaL)

OEPLOTIKEG aVTIOPAGELG 0T BEom NG £veonc 1] KOVTIA Gg auTHV, TOL TEPAaUfavouy epubpotnTa
déppotog, kvnoud, tpnépo, Tévo, uorones, eEGvOnua, apoppayio

Yoyvég (nmopel va exnpeacovy £o¢ 1 ota 10 dropa):

Bapidg popeng Aoipnmén oe 0AOKANPO TO GOUA (CTyoLpio)

deppotikn Aoipmén mov Tpokael epuBpdTTa (KuTTOpiTION)

YOUNAOG aplOUOG EVOG TOTTOV AEVKOV CLLOCOULPI®Y LE TUPETO (EUTOPETT OVOETEPOTEVINL)
UETAPOAN OTNV EYKEQUAIKT Agttovpyia (eykePaAomdOELa)

YOUNAT apTnplokn Ttieon (vToToo™)

YOUNAO ETUTESO KPOTPOPIKOVY 1 «VOTPIOV» GTO CipL0 (VTOEGPATALLIO 1) VTOVOTPLOLLIN)
VYNAO eminedo «kaiiovy 610 aipa (vTepKoAtoLion)

YOUNAO eminedo o&uydvov ato aipe (vro&ia)

pvikol oracpol

aVENUEVO ETTEDO «Y-YAOLTAUVATPOVOPEPAGTIC» GTO Ol

avénpévo eminedo «apvAdone» oto aipa (vrepapviocapio)

avénuévo eninedo «Mmdong 6to aipo (VTEPMTOCALLIN)

Ava@opd avemOounToVv evepyELOV

Edv mopotnpnoete Kamoo avemBOUNTN EVEPYEL, EVILEPDGTE TOV YIATPO 1) TOV VOGOKOUO 0aG. AVTO
oyveL Kot Yo kdOe mhovr| avemBountn evépyela Tov dev avapEPETAL GTO TAPOHV PUALO 0ONYIDV
ypNons. Mmopeite emiong va avagépete avembounteg evépyeieg ancvbeiag, pécw tov EOvicon
Opyaviopuov ®apudkmv, Mecoyeiov 284, GR-15562 Xolapyog, AOnva, Tni: + 30 21 32040337,
Iototomog: http://www.eof.gr, http://www Kitrinikarta.gr. Méow g avagopdg avemfdountov
gvepyelmv pnopeite va fondnoete ot cLALOYN TEPICCOTEPOV TANPOPOPLDV GYETIKA LLE TNV AGPHAEL
TOV TOPOVTOG POPUAKOL.

5. ag va gvracoetre 1o TECVAYLI

To TECVAYLI Bo puAdocetor 610 VOGOKOUELD 1) GTNV KAVIKNY ard TOV Y1oTpo GOG.

To edppoxo owtd TPETEL VO PLAACCETAL GE LEPT] TTOL OEV TO PAETOLY Kot dEV TO POAVOLV TOL TOLLOLG.
Noa pn ypnoponoteite ovtd T0 PAPROKO UETE TV NUEPOUNVia ANENG TOV OVOPEPETAL GTO KOVTL Ko
oV entonpaven tov erdiov petd v « AHEH/EXPy». H nuepounvia Anéng sivat n tedevtaia
NUEPO TOV UVA, TTOL OVOPEPETOL EKEL.

dvidooete og yoyeio (2 °C — 8 °C). Mnv katayOyeTe.

DduAGoceTE GTO OPYLKO KOVTI Y10t VO TPOGTATEVETAL OO TO PG,

H ynmukn kot ootk otabepdtnta KoTd T ¥pNoT LETA TO AVOLYLLO TOL QLoALdioL,
CUUTEPTLOUPAVOUEVIC TNG PVAAENC TV TPOETOLOCUEV®Y GUPIYY®OV, EYEL KATUSELTEL Y100 8 NUEPES

o1ovg 2 °C émc 8 °C kot 24 dpeg og Beppokpacio mepipaiiovrog (15 °C éwg 30 °C).

Ao pukpofroroyikng damoyng, To mpoidv Ba tpénet va ypnoiponombet apéowe. Edv dev
ypnooroinfel apéomg, ot xpovol kot ot cuvinkeg OAAENG KATA TN Yp1ION, TPV OO TN XPHOoN


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

amoteAoVV VBBV TOL YPNOTN Kot KavoviKa dev Ba viepPaivovv Tig 24 dpeg otovg 2 °C €wg 8 °C,
eKTOC €4V 1 TPOETOUAGIN EXEL TPAYLOTOTTOMNOEL GE EAEYYOUEVESG KOl ETIKVPMUEVEG AONTTEC GLVOTKEG.

Ta edppoxo dev mpénet va amoppinTovTal 6To VEPO TNG ATOYETELGNS 1) 6T OlKLOKA amoppippata. O
emayyeipatiog vyelag cog Ba amoppiyet Ta pappaKa Tov dgv ¥pnciomoovvTat . Avtd ta pétpa Oa
BonOncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. epreyopeva TG 6VOKELAGLUG KOL LOUTEG TANPOPOPIEg

Tvrepréyer to TECVAYLI

. H dpaotikn ovoia givar 1o teclistamab. To TECVAYLI dwutiBeton o€ 600 dropopetikég
TEPLEKTIKOTNTEG:
o 10 mg/ml - éva prokidio towv 3 ml mepiéyet 30 mg teclistamab
o 90 mg/ml - éva prokidio tov 1,7 ml nepiéyel 153 mg teclistamab

. Ta dAha cvotatikd gival Swdpucd dvatprovyo drag tov EDTA, mayopopeo o&ucd 0&d,

noAvcopPuco 20 (E432), vatpio o&ikd tprodpikd, caxyapoln, vdwp yuo evéoiua (PA. «To
TECVAYLI mepiéyet vatplo Kot ToAvcopPikd» atny mapdypoeo 2).

Epg@avion tov TECVAYLI kot epreydpeva. Tng 6VGKEVOGIOG
To TECVAYLI givat éva evéoipo dtdivua (evEstuo) Kot eivat Eva dypopo Tpog avoryto Kitptvo vypo.
To TECVAYLI napéyetan og yaptivo Kovti mov mepiéyet 1 yvdAvo graiidio.

Karoyog Adcrag Kvkhogopiaog
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béiyo

Hopaockevaotig

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

INo omoladfmote TANpoPopic GYETUKH e TO TOPOV PAPUAKEVLTIKO TPOIOV, TAPAKOAEITTE VO
amevBuvbeite otov Tomikd avtimpdommo Tov Katdyov g Adstog Kvukhopopiog:

EArada
Janssen-Cilag ®appoakevtic) Movonpdownn A.E.B.E.
TnA: +30 210 80 90 000

To wapov vAlo 0ONYLOV YprioNS avaBewpOnke Yo TeElevTOio POpd TOV AVyovoTo 2026.
Adreg INYEG TANPOPOPLAOV

Agmtouepeic TANPoPopies yia 10 QapproKo avtod gival d1abéciueg 6To dkTLOKS TOTO ToV Evpwmaikon
Opyavicuov @apupdkwov: https:// www.ema.europa.eu.

To mapdv eOALO 0dNydV Ypriong eivarn dtabécipo og OAEG Tig emionpeg YAwooeg g EE/EOX otov
dktvakd tomo Tov Evponaiko Opyavicpod opudkmy.



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

O TAnpoopieg Tov akorovBovv amevdivovtal Lovo Ge erayyeALTieS LYElOG:

Eivai moAd onpovticd vo tnpovvtal auatnpd ot 0dNyieg Yio TV TPOETOACIo Kot T YOpiYNCT TOL
TaPEYOVIOL GE QLTI TNV TAPAYPOPO, Y10, TNV EAAYICTOTOIN N TV THUVAV GOUALAT®V S0GOAOYING LIE
ta ploAioie TECVAYLI 10 mg/ml kot TECVAYLI 90 mg/ml.

To TECVAYLI Oa mpénet va yopnyeital povo pe vrodopia éveor. Mnv yopnyeite 1o TECVAYLI
evooprefing.

To TECVAYLI Oa wpénet va yopnyeitatl amd enayyeApotio vyeiog Pe ETUPKMG EKTUIOEVUEVO 1OTPIKO
TPOCAOTIKO Kol KATAAANAO 10Tpikd eEOTAMGUS YL TNV OVIHETMOTIOT GOPAPDV OVTIOPAGEWDV,
GLUTEPIAALPAVOLEVOD TOV GLUVOPOLOV ATEAELOEPOOTG KUTTAPOKIVAV.

Ta eroiidte TECVAYLI 10 mg/ml kot TECVAYLI 90 mg/ml ntpoopilovtar povo yia epamasé xpnon.

Ta @larida Sapopetikdv mepiektikotitv 100 TECVAYLI dev npénel va cuvovalovion yio tnv
emitevén doong Bepamneiog.

Oa mpémet vo epapproletor donmn TeXVIKN Yo TNV TpogTotuacia kot  yoprynon tov TECVAYLL

Kd&Be aypnoiponointo gopuokevtikd mpoidv 1 VIOAELUO TPEMEL VAL ATOPPITTETOL GOUPDVOL LE TIG
KaTO TOTOVS 1GYVOVGEG GYETIKEG OLUTAEELS.

Ipoeroiuaacio. too TECVAYLI
. EmainBevote ) cuvtayoypaenuévn 86om yio kabe éveon tov TECVAYLL N v
EAOYLOTOMOINGT TV COUALATMV, YPNCILOTOGTE TOVG akOAoOVBOVG TTVaKES Yo TV
npoetoocio g éveong tov TECVAYLI
o Xpnowonomote tov [livaxa 1 yio Tov Tpocdlopiod TG GUVOAIKNG 6OCTG, TOV EVEGLLOV
OYKOV KOl TOL apBpoD T®V PLOALBIOY TOL amaTOLVTAL, LE BAOT TO TPAYLATIKO
oOUOTIKO Bapog Tov acbevoic, yio Ty Xtadtaxkd avéavouevn doon 1 pe ypnomn tov
orodiov TECVAYLI 10 mg/ml.

Iivakac 1: Evéowpor 6ykot tov TECVAYLI (10 mg/ml) ywo v Xtadiokd avEavépevn
o06on 1 (0,06 mg/kg)

Yopotikd papoc | Xvvorki) 606on | ‘Oykog éveong | ApOpdég grodimv
(kg) (mg) (ml) (1 puAiow=3 ml)

35-39,9 2,2 0,22 1
40-44,9 2,5 0,25 1
45-49.9 2,8 0,28 1
50-59,9 3.3 0,33 1
XT0010Kd 60-69.,9 3,9 0,39 1
avéavopevn 70-79,9 4,5 0,45 1
doon 1 80-89,9 5,1 0,51 1
(0,06 mg/kg) 90-99.,9 5,7 0,57 1
100-109,9 6,3 0,63 1
110-119,9 6,9 0,69 1
120-129,9 7,5 0,75 1
130-139,9 8,1 0,81 1
140-149,9 8,7 0,87 1
150-160 9,3 0,93 1

o Xpnowonomote tov [Tivaka 2 yio ToV TPOGO10PIGHO TG GUVOAIKNG GGG, TOV EVEGLUOV

OYKoV KoL TOL ap1dpod TV PLOALSIMY TOL amaTovVTaL, UE PAOT TO TPAYLATIKO
ocOMOTIKO Bapog Tov acbevoic, yio TV Ztadtokd av&avopevn d0or 2 e ¥pror Tov
eroldiov TECVAYLI 10 mg/ml.



Iivaxog 2: Evéoipotl 6ykor Tov TECVAYLI (10 mg/ml) Yo Ty Ltadwekd avéavopevn
ooon 2 (0,3 mg/kg)

Yopatiko apog | Tvvorkn 666m | Oykog éveong | ApiOpog gromdiov
(kg) (mg) (ml) (1 groAioo=3 ml)

35-39,9 11 1,1 1
40-44.9 13 1,3 1
45-49,9 14 1,4 1
50-59,9 16 1,6 1
YTodaKd 60-69,9 19 1,9 1
avéavépevn 70-79,9 22 2,2 1
doom 2 80-89,9 25 2,5 1
(0,3 mg/kg) 90-99,9 28 2,8 1
100-109,9 31 3,1 2
110-119,9 34 3.4 2
120-129,9 37 3,7 2
130-139.9 40 4,0 2
140-149,9 43 4,3 2
150-160 47 4,7 2

o Xpnowonomote tov [livaka 3 yio Tov TpoGd10pIGHO TG GUVOAIKNG 6OCTG, TOV EVEGLOV

OYKOVL KOl TOL ap1OpoD T®V PLOALSIMV TOL ATUTOVVTAL, UE ACT TO TPAYLATIKO
ocopoTkd Bapog Tov acbevoic, yia tn d6om Bepaneiog 1,5 mg/kg pe xprion Tov proiidiov

TECVAYLI 90 mg/ml.
Iivakaeg 3: Evéowpotl 6ykolr tov TECVAYLI (90 mg/ml) yia tn 60on Ogpaneiog (1,5 mg/kg)

Xopotikd Bapog | Tvvoikn 66on | Oykog éveong | ApiOpog graidiov

(kg) (mg) (ml) (1 grwoAioo=1,7 ml)
35-39,9 56 0,62 1
40-44.,9 64 0,71 1
45-49.9 71 0,79 1
50-59.,9 83 0,92 1
60-69,9 99 1,1 1
Adon Bgpamneiog 70-79,9 108 1,2 1
(1,5 mg/kg) 80-89,9 126 1,4 1
90-99,9 144 1,6 1
100-109,9 153 1,7 1
110-119,9 171 1,9 2
120-129,9 189 2,1 2
130-139,9 198 2,2 2
140-149,9 216 2,4 2
150-160 234 2,6 2

o Xpnowonoote tov [Tivaxa 4 yio ToV TPOGO10PIGUO TG GUVOAIKNG GGG, TOV EVEGLUOV

OYKOV KOl TOL apBpoD T®V PLOALBIMV TOL ATUTOLVTAL, LE BAOT TO TPAYLATIKO
oc®UOTIKO Papog Tov acbevoic yia ) 06on Oepameiag 3 mg/kg pe xp1ion Tov eLoAdiov
TECVAYLI 90 mg/ml.

Mivaxag 4: Evéoipotr 6ykor Tov TECVAYLI (90 mg/ml) ywa ) 86061 Ocpanciog (3 mg/kg)

Aodon Bepoameiog
(3 mg/kg)

Yopotiko papog | Xvvolkn 00on | Oykog éveong | AprOpdg graidiov

(kg) (mg) (ml) (1 guwAioro=1,7 ml)
35-39,9 108 1,2 1
40-44,9 126 1,4 1
45-49,9 144 1,6 1
50-59,9 162 1,8 2
60-69,9 198 2,2 2




70-79,9 225 2,5 2
80-89,9 252 2,8 2
90-99,9 288 3,2 2
100-109,9 315 3,5 3
110-119,9 342 3,8 3
120-129,9 378 4,2 3
130-139,9 405 4,5 3
140-149,9 432 4,8 3
150-160 468 5,2 4

Aopapéote 0 QLoridio KaTdAANANG TepiektikotnTag Tov TECVAYLI 0md to yoyeio (2 °C—

8 °C) ka1 apnote 10 va etdoel g Beppokpacia mepifdriovioc (15 °C — 30 °C), wg anotteitan,

v TovAGyioTov 15 Aemtd. Mn Oeppaivete to TECVAYLI pe omolovonmote dAro tpomo.

AoV ptdoet og Bepuokpacio teptPdiiovtog, Tepldviote anaid To PLoAidio yio tepimov

10 devtepdrenta yio va avopi&ete. Mnv avakiveite.

Aoapéote tov amartodpevo evésiuo 0yko tov TECVAYLI amd to(a) graridto(a) o€ chpryya

KatdAAndov peyéBovg ypnoionoltdvag feAdva LeTaPopds.

o O dykocg kaBe Eveong dev mpémel vo vrepPaivel ta 2,0 ml. Atopéote Tic d00ELg TOV
yperalovtar 6yko ave Tev 2,0 ml e€icov oe ToOALUTAEG GUPLYYEC.

To TECVAYLI eivar copPatod pe ferdvec omd avoleidmto yaivPa, vAkd cupryyag amd

TOALTTPOTVAEVIO KOl TOAVKOPPOVIKO.

AVTIKOTOGTNOTE TN PEAOVA LETOPOPAS e feAOVa Eveang KaTtdAAnAov peyéboug.

[Ipwv and ™ yopnynon, eéetdote ontikd 10 TECVAYLI yio. cmpodpevn copotidlokn VAN Kot

OTOYPOUATIGUO. MMV TO {PNGUYLOTOGETE €AV TO d1GAL EIVOL ATOXPOUATIGUEVO 1) BOAS 1| €4V

nepiEyel EEvo copatioto.

o To TECVAYLI evéoo didivpa givan dypmpo Emg avoryto Kitptvo.

Xopnynon too TECVAYLI

Evéote tov amaitovpevo oyko tov TECVAYLI 6tov vmodopto 1616 g KOaKnG xDPag
(mpotipnmpevn Béom éveonc). Evoliaxtikd, 1o TECVAYLI propel vo evietar 6tov vmodopto
1670 TOL UNPoL.

Edév arartovvion tolaniég evéoelg (gite og povobepaneia eite wg Bepaneio cuvdvacpov), ot
evéaelg tov TECVAYLI Oa mpémet va yivoviol o€ amdcTaoT TOVAGYIGTOV 2 EKATOGTOV.

Mnv yopnyeite v €veon oe Tatovdl 1 OVAEG 1| o€ TEPLOYEG OOV TO OEPUA EIVOL KOKKIVO,
LOA®TIoUEVO, gvaictnTo, cKAnpd, 1 dev eivan dOKToO.

Iyniacipudmta

[Ipokeyévou va Pektiwbel 1 yrvnioottdtra Tov PLOAOYIKOV QOPUOKEVTIKOV TPOTOVTI®YV, TO OVOLLO
Kot 0 aplBuog TOPTIOAG TOL YOPTYOVLEVOD PAPUAKOL TPETEL VO KATAYPAPETAL LLE GOPTVELM.
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