@vAro ooV ypiong: IIAnpoeopics yia Tov ac0evi)

TECVAYLI 10 mg/ml gvécipo svdrivpa
TECVAYLI 90 mg/ml gvéopo sraiopa

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
AVETBOUNTOV EVEPYELDY TOV EVOEYOUEVMG Tapovstalete. 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.

. DdvrdEre avtd TO EUALO 0dN YDV Ypione. Towg ypelaotel va to drufdcete Eava.
. 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 Thavr avemBounTn VEPYELN TOL OEV AVOPEPETOL GTO TOPOV PUAAO
odnyuv ypnons. BAéne mapdypopo 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

IZEEN N>

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

To TECVAYLI eivan éva avtikapkivikd @appoko mov Tepiéyet tn dpactikn ovoia «teclistamaby kot
YpPNOLoTOLEiTAL Y10 TN Ogpameio EVAMK®V [E [ LOPPT KOPKIVOD TOV HVEAOD TV 0GTMV TOL
ovoudletor TOAATAO HOEAMUAL.

Xpnowonoteitat yio acbeveic mov Exovv Aapet tovAdyiotov Tpia aAda €idn Oepameiag, ol omoieg dev
elyav amotélecpa 1| Emayav va £(0VV OTOTEAEGLA.

og dopa o TECVAYLI

To TECVAYLI eivan éva avticmpa, £vag TOTOg TpmTeivng mov éxet oxediootel yio va avayvopilet
OUYKEKPLUEVOLG GTOYOVG GTO GMUA GaG Kot va Tpocsdéveta o€ avtovs. To TECVAYLI otoygvet 1o
avtryovo opipovong v B kuttapov (BCMA), mov BpickeTor oto KapKvIKO KOTTOPA TOV TOALOTAOD
HUDEADLOTOC, KOl TO cOUTAEY O dtapopomoinong 3 (CD3), mov Bpioketon ota Aeydueva T kotTopo Tov
OVOGOTONTIKOD GOG CUGTHHATOS. AVTO TO PAPUAKO Opa LEGH TPOGOEGTC GE QVTE, TO, KLTTOPO KOl
QEPVOVTAG T KOVTA, £TGL DGTE TO OVOCOTOUTIKO GO GVGTNILO VO WTOPEL VO KATOGTPEWYEL TO.
KOPKIVIKG KOTTAPO TOV TOAAATAOD HVEAMDIOTOG.

2. Tvpémer va yvopilete nprv cog yopnyn0si to TECVAYLI

Agv mipéner vo, oag yopnyn0ei to TECVAYLI c¢ nepintwon ailepyiog oto teclistamab 1 og
0mOLOMTOTE GAAO Ad TO GLGTATIKG AVTOV TOV PUPUAKOV (OVAPEPOVTOL GTNV TOPAYPOPO 6).

Edwv dev elote BéPatot edv giote ahdepytkoi, amevbuvbeite otov yloTpd 1| TOV VOGOKOUO GOC TPV GO
xopnynbei 1o TECVAYLI

IIposgidomou)oels Ko TPOPLAGEELS
Amevbuvieite otov Yiatpd 1 TOV vosoKopo oag mpv cog yopnyndei to TECVAYLI edv
. elyate ayyelokd eYKEPUAIKSO ETEIGOJ10 1 EMANTTIKY KpioT eVTOG TV TEAELTAIWOV 6 UNVOV.
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. glyate TOTE N umopel va ExeTe TP AoTU®EN amd Tov 10 T nratitidag B. Avto yperaleton yati
10 TECVAYLI pnopei va emavevepyomomoet Tov 16 ¢ nrotitidag B. O yotpog cag Oa cog
eAEYYEL YIo onpeio aVTAG TG AOTH®ENG TPV, KOTA TN SIEPKELN KOt Y10 KATO10 SIGoTN U LETA TN
Oepancio e TECVAYLIL. Evnuepmote Tov y10tpo 1 TOV VOGOKOWO GOG OV ELPAVIGETE KOTMOT)
OV YEPOTEPEVEL, 1] KITPIVIGHO TOV SEPUOTOS GOG 1] TOV AEVKOD LEPOVS TV LOTLOV GOGC.

OnoadnmoTe GTIyUN| Katd T Sidpkela N LeTd T Ogpaneio oG, EVNUEPDOTE AUECHS TOV YIUTPO 1| TOV

VOGOKOUO c0G 6V

. TOPOTNPNCETE OTOLOONTOTE VEQ 1 EMOEWVODEVA cuumtdpata [Tpoidvcag [ToAveoTioknc
AgvkogykeparondBetog (PML). H PML eivon o cofapn ko duvntikd Bavatnedpog Aoipmén
ToV gyKe@alov. Ta copntdpata propet vo mepthapufavouvy, aAld dev meplopilovial o€ aVTd,
Boumn, SumAn N amdAElo TG OpAcTG, Suokolio otV opidia, advvapic og y€pt 1 TOOL, aAloyn
GTOV TPOTO OV TEPTOTATE 1) TPOPANLLOTA [LE TV LGOPPOTID GOC, EMILOVO LOVOLAGLOL, LELWUEVN
aicOnon N andMa aichnong, andAelo Lviung 1 GUYYLON.

TECVAYLI kot gppora
AmevBuvbeite 6ToV YoTpo 1| TOV Vocokouo cag mpwv cag xopnyndei to TECVAYLI av
euporacTKOTE TPOGPATA 1) TPOKELTOL VO EUPOAINCTELTE.

Agv Ba mpénet va cag yopnynbovv {dvta epPforio amd TEcoePIc ELOOUAOES TPLY £BC TEGTEPLS
efdoudoeg petd v televtaio d6on oo TECVAYLI

Eetaoeig ko £heyyol

pw cog xopnyn0ei o TECVAYLIL, o yuotpds coc Ba eAéyEet To apodidypappd Gog yio onpeio
roipwéne. Eav éxete Aolpumén, Ba avtipetomotel npv Eexivinoete 1o TECVAYLI. O yatpog oag
emiong Ba eAéyéel edv giote €ykvog 1 OnAdlete.

Koata ™ owapkera g Ogpaneiog pe TECVAYLI, o yiotpog cag 0o cog mapakorovdel yo
avemounteg evépyetec. O yotpog cag Oa ELEYYEL TOKTIKA TO aplodidypoppd cog, Kadmg o aptOpudg
TOV AULOCOULPI®V Kol TOV GAA®V GLUGTATIK®Y TOV AilaTOg 6ag umopel vo petmbet.

IIpocé€te Yo coPapéc avemOOUNTES EVEPYELES,

Evnuepoote apéomg 1ov Y1Tpo 1] TOV VOGOKON0 GOS EAV EPPAVICETE 0TOL1001|TOTE Ao T €ENG:

. Ynueio pog KatdoTaong oL Eival YVOOoTH ¢ «GOVIPOUO OTEAEVOEPOOTC KVTTAPOKIVAV
(CRS). To chvopopo anerevbipmong KutTopokvay ivar e cofapr] 0vosoAOYIKY avTidpacn
UE CUUTTMUOTO OTIMG TVPETO, PiyN, VAVTIO, TOVOKEQPUAO, YPIYOPOLS KTOTOLG TG KOPOLAS,
aioOnua {dAng Kot SuGKOAID GTNV OVATTVON.

. Emdpdoelg oto vevpikod cag cuatnua. Ta copntdpate teptloufavouvy aictnuoa cbyyvong,
LEWWHEVT €YPIYOPOT], LIVNALL 1) SLCKOALD GTO YpAYo Ko TNV opdic. OpiopEveg amd auTég
umopel va givar onueio piog coPapng avocoloyIKNg ovTidpacng mov ovoualetol «ohvopoo
veupoTo&ikoTNTOC OXETILOMEVO UE avosodpacTikd kKutTapa» (ICANS).

. Inueia kol copTTOUATO AoTU®ENG.

Evnuepdote Tov ylotpd 1| TOV VOGOKOHO GOG EAV TOPUTIPNGETE OTOLOONTOTE O TO TOPATAVD
onueia.

Howowd xon Epnpor
Mn yopnyeite to TECVAYLI og maudid 1) veapd dropa nAtkiog kéto tov 18 etmv, kabng dev gival
YV®GoTo TOC O ToL EMNPEAGEL AVTO TO PAPUAKO.

Al @dppoxa kot TECVAYLI

Evnuepdote Tov y10Tpd 1 TOV VOGOKOWO GOG EAV TOUPVETE, EXETE TPOCPAUTA TAPEL 1] LTOPEL VO TAPETE
Ao eappaka. Xe auTd TEPIAAUPAvOVTAL TO PApLLaKe TTOV UTopEiTe va Tpoundevteite Ympic loTpikn
GLVTOYT KOL TO QUTIKE PAPLLOKOL.

Kinon ko Oniaopog
Agv givar yvooto av 10 TECVAYLI enmnpedlet 1o ayévvnto popod 1 av Tepvd 6To Untpikd yoo.
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Kvnon - minpogopiec yio yovaikeg

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

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

Kvnon - mAnpopopieg yia avdpeg
Edv n obvtpopog cag peivel £ykuog evocm eoeig AapuPavete avtd T0 QAPOKO, EVIUEPDOTE AUECHS
TOV YlTpd GOC.

AVTIGOAANYM — TANPOQOpPIES Y1a yuvaikes mov pmopel va petvouv €ykueg
Edv pmopeite va peivete €ykvog, TpENEL VA, YPTCULOTOLEITE UTOTELECUATIKY AVTICOAANYT] KATA TN
duapketa g Bepameiog kot yo 5 piveg petd m dwokomn g Oepaneiog pe TECVAYLIL

AVTIGOAANYN — TANPOQOPIES Y10 AVOPEG

Edv n oOvtpogog cag pumopel vo LeiveL £YKVOG, TPETEL VA, YPTCULOTOIEITE OTOTEAEGUOATIKN
avTIGVAAN YT Katd Tt Sdpketa tng Bepaneiog pe TECVAYLI kot yio 3 pnveg petd tn dtakonr| g
Oepameiog.

OnAaopog
Eoeig kot o yatpdg cag o amopacicete av 1o 6@erog Tov InAacuod etvar peyaivtepo amd tov

Kivouvo Yo 10 pmpod cog. Edv ogic kat 0 YoTpog 060G amoPaGIGETE VO GTAUNTNGETE T AYN AVTOD
TOV QUPUAKOV, dev TPEMEL va Onhdcete yia 5 piveg petd  dtekomn g Oepamneiog.

Oonynon ko yEPIGROS PNYOvVRATOV

Opiopéva atopo, pmopel vo arsBaviovv kovpaon, {4An 1 obyyvon eved maipvovy 10 TECVAYLI Mnyv
odnyeite, ypnowonoteite epyaieia, yepileote Papéa unyavipata 1 Kavete tpdypota Tov Oo
umopovcay va cog 0écouv o Kivouvo uéypt Tovddyiotov 48 dpeg apov AdPete TNV Tpitn 600T TOV
TECVAYLI, 1 copoava pe Tig 0dnyieg Tov ylotpod cog.

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

3. og yopnyeitan to TECVAYLI

Iléoo yopnyciton
O ywtpog oag Oa kabopioet T d6om tov TECVAYLI mov Oa cog yopnynbei. H 66om Oa e&aptnOei
amd 10 cOUTIKO cog Bapoc. Ot dvo mpmdteg 60oels Ba eivan yaunAotepec.

To TECVAYLI yopryeitatl o¢ €€NG:
. Ba AdPete 0,06 mg yio KGO YIAOYPOUIO COUATIKOD BAPOVG Yo TNV TPATY SOCT| GOG.
. ®a AdPete 0,3 mg avd YIMOYPOUUO COUATIKOV BApovs mg Tn devTepn dO0oM oag 2-7 MUEPEG

apydtepa.

. X1 ovvéyeto Oa AdPete po «Adorm cuvtnpnong tov 1,5 mg avd yIAMOYPOoUUO COUATIKOD
Bapovg 2-7 nuépeg petd  dedtepn S001 Goc.

. ®a cvveyiceTe o1 GLVEYELN VO AOUPAVETE Lo «AGGT GUVTNPNONS» M popd TNV gfdopdda yio

660 ddotnua £xete 6perog omd 1o TECVAYLI.

Av ocvveyilete va €yete 0pehog amd 10 TECVAYLI petd amd 6 ufveg, o yotpdc cog pmopet va
aropaciost 0Tt Ba AapPdavete pio «Adon cuvripnong Kabe dvo gfdonddec.

O ywatpog oag Oa cog mapakorovbel yio avemBounteg evépyeteg petd amd kabepio amod Tig TPELS
TPMTEG 0OGEIS 00G. Ba TO KAVEL 0VTO Y1 2 MUEPES PETA amd KAOe dooT).



Bo pémel vo LetveTe KOVTH o€ LLOVADO VYEIOVOLUKNG TEPIBOAYNC LETA TIG TPELS TPDOTEG OOCELS, O
TEPITTOOT) OV EUPAVICETE AVETIOOUNTEG EVEPYELEG.

og yopnyeitar 10 Pappoko
To TECVAYLI 8a cag yopnynOel and &vav y1atpd 1 VOGOKOHO Ue EVEST] KAT® OO TO OEPLLA GOLG
(«u0d6pIa Eveon). Xopnyeital TNV TEPLOYT| TOV GTOUAYXOV (KOIAMOKT YDOPA) 1 TOV Unpo.

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

®a cog yopnynbovv edpuaxa 1-3 dpeg mpv and Kabepio and TG TPEIC TPDOTEG OOGELS GO TOV
TECVAYLI, ta onoia fonBovv ot peimon g mhovotntog EPPAvIoNS avemBOUNT®V EVEPYEIDY,
OM®S TO GLVOPOUO ATEALELOEPMONG KLTTOPOKIVAOVY. AVTE pmopel va mepthapfévouv:

. (APLLOKO Y10 VO LELOCOVY TOV KIVOUVO oG OAAEPYIKNG avTidpaong (AVITUCTAUIVIKA)
. (APLLOKO Y10, VO LELOCOVY TOV KIVOLUVO PAEYUOVNG (KOPTIKOGTEPOELON)
. (QAPLLOKO Y10, VO LELDCOVY TOV KIVOUVO TUPETOV (OTTMG ). TOPAUKETAUOAT))

Avtd ta pdppoko uropel emiong va oag xonynbovv yio tig endueveg dooeig tov TECVAYLI avdioya
LE TUXOV CUUTTMUOTO TOV UTOPEL VaL EYETE.

Mropei eniong va 6o 0000V TpdcheTa PAPUOK OVAAOYQ LE TO GUUTTOUOTA TOV EREaVIlETE 1| TO
TPIKO GOG 16TOPIKO.

Edv cag yopnyn0si peyorvtepn 66on TECVAYLI ané tTnv kKavoviki

AvT16 10 Papprako Bo cag xopnynbel amd Tov YoTpo GOC 1| TOV VOGOKOWO Gog Kot givar omifavo va
AdBete vepPoiikn mTocoTNTO. XE TTEpinToT ov Ba cog yopnynOet vepPoikn mocdHTNTA
(vmepdocoroyia), o Yiatpog cag Oa cag eELEYEeL yia avemBounteg evépyetec.

Eav Egyaoete To paviefov oug Yo va Adpete To TECVAYLI
Eitvan moAd onpoavtio va mnyoaivete o€ 0 Aa o paviefov cag. Av mopaieiyete Eva paviefoo,
KovovioTe Vo GALO TO GLVTOUOTEPO JLVOTO.

Edv éxete meplocdtepeg EpMTNGELG GYETIKA LLE T YPTOT) AVTOV TOVL PAPUAKOVL, POTNOTE TOV YATPO 1)
TOV VOGOKOLO GOG.

4. MBavéc avemBOuNTES EVEPYELEG

Onwc 6Aa T Phproka, EToL Kot avTd TO PAPUOKO UTOPEL Vo TPOKAAESEL ovemBOUNTES EVEPYELES, OV
Kot 6gv Tapovclalovial 6€ OA0VG TOVG AvOpMOTOLG.

Yofapég avemOOUNTES EVEPYELEG
AdPete dpeca watpikn fondeta edv gppavicete onoladnToTe ad TIg TOPAKAT® coPapés avemBounteg
EVEPYELEG, O1 omoieg pmopel va gival Paptig popeng kot pmopei va amofovv avatneopegs.

oAV ovyvég (nmopet va exnpedoovy tepiocétepa amd 1 ota 10 aropa):

° cofapn avocoA0YIKY ovTidpacT (KGUVOPOUO ATELELOEPMOTIC KUTTAPOKIVAOVY) TOL UTOPEL VO
TPOKOAEGEL TVUPETO, piyn, VOUTIO, TOVOKEPOAO, YPTYOPOLS KTUTOVG TG Kopolds, aicOnua (dAng
Kot SVOKOAID GTNV AVOTVOT

. YOUNAO ETITESO TOV OVIICOUATOV TOL OVOUALOVTOL «AVOGOGPAIPIVES) GTO aipla
(voyoppacEAPVALLIN), TO 07010 UTOoPEl Vo KAVEL o TOAVES TIC AOLUDEELS
YOUNAG emtineda evOG TOTOV AEVKOV AIOGPalpimV (0VdeTEPOTEVIQ)

. Aoiuwén, mov pmopel vo meptapufavel Topetd, piyn, TPEUOVAO, Pxa, Aayaviacua, Toyeia
OVOTTVOT] KOl YPTYOPO GOUYLO

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

. Emdpdoelg oto vevpikd cog cuatnua. Avtég umopet vo, etvor onpeio pog cofopng
OVOGOAOYIKNG OVTIOPOOTIC TOL OVOUALETOL KGUVOPOUO VEVPOTOEIKOTNTAG OYETILOUEVO LE
avocodpaotikd kuttapay (ICANS). Opiopéva amd vt To CLUTTOUATO EIVOL:
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aiocOnua cvyyvong

HEWOHEVT EYPTIYOpPOT)

duoKoAin GTO YPAWILO

dvokoMMa otV opuAio

vvnAia

OTMAELN TNG IKAVOTNTOG VO TPAYLOTOTTOLEITE EMOEELEC KIVIIGELG Ko YEpovouies (mapd to
YEYOVOG OTL EYETE TI GOUOTIKY IKOVOTNTO KoL TNV emBupio va TIG TPOYLOTOTOUGETE)

O O O O O O

‘O ovyvég (umopel va emnpedoovy £0¢ 1 ota 100 dropa):

. po coPopn Kot duvntikd Bovatneopo Aoipmén tov eykepdiov tov ovoudletot Ilpoiovca
IMoAveotiokn Agvkogykeparondbeia (PML). Opiopéva omd ta copmtduata sivar:
o Bopmn, SumAn 1 amdAgl OpaCNG

duckoAio oty opidiol

advvapio o€ xEpL N TOd

oAlayn oToV TPOTO OV TEPTATATE 1| TPOPALOTA LLE TNV ICOPPOTH GOLG

EM{LOVO LOVAGLLA

pewmpévn aicnon 1 armAielo aicinong

OTOAEL LVHUNG N oOyyLon

O O O O O O

Evnuepdote apéome Tov y1otpo Gog Qv TapaTnpOETE OTOLNONTOTE A0 TIG TOPATAVED AVUPEPOUEVES
cofapéc avemBuuNTeg EVEPYELEC.

Aldeg avemOOUNTES EVEPYELES
AlAeg avemBOuNTEG EVEPYELEG TTOpATIOEVTUL TOPOKAT®. Eviuep®dote ToV yiotpd 1 TOV VOGOKOWO GOG
€0V TAPATNPNCETE KATOM OO AVTES TIG AVETIOOUNTES EVEPYELEC.

Mold ovyvéc (umopel va enanpedoovy neprocdtepa and 1 ota 10 dropa):

. Aolpwén v Tvevpdvev (Tvevpovia)

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

. Aoluwén otn puoTn, o typopela 1| Tov Aapd (AOTU®EN TOV aVAOTEPOV AVATVEVGTIKOD

GULGTLLOTOC)

Aolp®EN oVPOTOMNTIKOY GLGTILOTOG

YOUNAG enineda epvBpdv arpoceapiov (avorpio)

YoUNAd enineda apomeToiov (kKottapa wov fonbovv oty mén Tov aipatog, Opoupomevia)

YOUNAOG aplOpdg AevKOV apoc@atpinv (Aevkonevio)

YOUNAG eTimEdA £VOG TOTOV AEVKOV apocPatpiov (Aeppomevia)

YOUNAO EMUTESO KPOTPOPIKDOVY, «LOYVNGIOU» 1 «KOAIOL» 6TO aiplo (VTOPOCEUTAILLIA,

VITOUAYVN GO 1] LITOKAALOLIN)

avénpévo eninedo «acPectiovy (vmepacPeotionption)

QVENUEV KOAKOAIKY] POOPATACT GTO Lol

pewmpévn opeén

tdon yio épeto (vavtia), dSidppota, SuGKOIMATNTO, EUETOG, TOVOG 6TO GTOUAYL (KOO GAYOC)

TOVOKEPOAOG

veupikn PAAPT OV pUmopel VoL TPOKAAESEL LUPUNYKINGT), LOVOLOG A, TOVO 1 OTMAELN TNG

aicBnong tov movoL

pvikol oracpol

VYNAN Tieon aipotog (VTEpTOoT)

OTMAELN OTLOTOG, TOV Umopel va eivat foptdg popeng (aipopporyio)

YOUNAT apTnploxn Ttieon (vwoToon)

Prixas

Aayaviacua (dvemvoln)

TUPETOC

aicOnua £vrovng kovpaong

TOVOG 1 TOVOL GTOVG PVEC



. TPNEO GTA ¥EPLA, TOVG AGTPOYdAoVS 1 To, O (01O 0L)
. OEPHOTIKEG aVTIOPAGELG 6T BEom NG £veong 1] KOVTA 6g auTV, ToL TEPAaUPavovy epubpoTnTa
déppotog, kvnoud, tpnépo, Tévo, uoronres, eEGvOnua, apoppayio

Yoyvég (umopel va exnpedcovy £mg 1 ota 10 dropa):

. Bapidg popeng Aoipnmén oe 0AOKANPO TO GOUA (CTyoLpio)

deppotikn Aoipmén mov Tpokael epuOpdTTa (KuTTOpiTION)

YOUNAOG aplOUOg EVOG TOTTOV AEVKAOV CLOCOULPI®VY LE TUPETO (EUTOPETT OVOETEPOTEVID.)
YOUNAG ETITESA «IVDOOYOVOLY, EVOC THTOV TPMTEIVNG 6TO alipa, TOL KafioTd o SVGKOAO TO
oynuaticpd Bpopfov

UETAPOAN OTNV EYKEQOAIKT Agttovpyia (eykepoAomdOeLa)

YOUNAO einedo «acPeotiovy 1 «vatpiov» oto aipa (vraceotiopio | vIovaTploLio)
VYNAO emimedo «kaiiovy 6To aipa (vrepKoAtoLion)

YOUNAO EMITESO «AEVK®UATIVIGY OTO Qo (VTTOAEVKMOUOATIVOALIIN)

YOUNAO ETITESO GAKYAPOL GTO aipo (VTOYAvKOLLLio)

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

aVENUEVO ETMEDO «Y-YAOLTAUVATPOVOPEPACTC» GTO OilpLa

aLENUEVO emMEDO TOV NIATIKOV EVIOU®V «TPAVEUUIVAGESY GTO Ol

aVENUEVO ETIMEDO «KPEATIVIVIGY GTO QLo

avénpévo eminedo «apvAdone» oto aipa (vrepapviocapio)

avénpévo eninedo «Mmdong» oto aipo (VITEPMTACALUIN)

0TI eEeTdoelg aipaTog umopel va gavel 0Tt omatteital TEPIGGOTEPOG YPOVOS Yo TNV TNEN TOV
aiparog (INR avénpévo kot mapdtacn tov xpovov pobpoupivng (PTT))

Ava@opd avemOdunTOV gvepyELOV

Edév mapatnpnoete Kamowo avemBOUNTN EVEPYELX, EVIUEPDGTE TOV YIATPO 1) TOV VOGOKOLO GG AVTO
oYOEL Kot Yo kaOe Thovn avemBountn evEpyeLo TOL SEV AVOPEPETAL GTO TOPOY PUALO 0ONYIDV
¥pHone. Mmopeite emiong va avagépete avemBounteg evépyeieg anevbeiag, péow tov EOvikod
Opyaviopov @apudkmv, Mecsoyeiov 284, GR-15562 Xolapyog, AOnva, Tni: + 30 21 32040337,
Iotéromog: http://www.eof.gr, http://www.Kitrinikarta.gr. Mécm g avagopdc avembiuntov
gvepyEL®V pmopeite va fondncete ot GLALOYN TEPIGTOTEPOV TANPOPOPIDV GYETIK LIE TNV ASPHAELN
TOV TAPOVTOG PAPULAKOL.

5. ag va gvraocoetre 10 TECVAYLI

To TECVAYLI 0o puAdcceTal 610 VOGOKOUEID 1) GTNV KAVIKT 0td TOV Y10TpO GOG.

To @dppaxo avtd TPEMEL va PLAACGGETOL GE LEPT) OV OgV TO PAETOVY KoL OV TO POAVOLV TO TOdLA.
No un ypnoonoteite ovtd T0 APIOKO UETE TV Nuepounvia ARENGS TOV aVOPEPETAL GTO KOVTL Ko
oTnV emonpaven tov erodiov petd v « AHEH/EXPy». H nuepopnvia Anéng eivor 1 tekevtaio
NUEPA TOV UNVO, TTOV OVOPEPETOL EKEL.

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

DVAAGGETE GTO APYIKO KOVTI Y10 VO TPOCTATEVETAL OO TO PMC.

Ta @dppoxo dev TPENEL VoL OTOPPITTOVTOAL GTO VEPO TG OMOYETEVLONG 1] OTA OIKIOKA omoppippata. O

emoyyeApariog vyeiag cog Oo amoppiyel To PAPLOK TOV dgV ¥PNCIUOTOL0vVTL Tl AvTd T pétpa Oa
Bonfncovv oty Tpoctacio Tov TEPIPAAAOVTOC.


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

6. Iepreydpeva TG GVOKELUGTUG KL AOUTES TANPOPOPIEg

Tvregpéyer to TECVAYLI
. H dpaotikn ovoia givar 1o teclistamab. To TECVAYLI dwitifeton o€ 600 d10.p0peTiKég
TEPLEKTIKOTNTEG:

o 10 mg/ml - éva praridio Twv 3 ml mepiéyet 30 mg teclistamab
o 90 mg/ml - éva. laridio tov 1,7 ml tepiéyetl 153 mg teclistamab

. Ta dAAa cuotaTikd givar Swdpikd dvotprovyo drog tov EDTA, mayopopeo o&ukd o&d,
moAvcopPuco 20, véTplo 0&kd Tpudpikd, sakyapdln, Véwp Yo evéoiua (PA. «To TECVAYLI
TEPLEYEL VATPLO» GTNV TAPAypopo 2).

Epg@évion too TECVAYLI ko epreyopeva T 6VoKELAGiag
To TECVAYLI etvan éva evéoyo didhvpa (evéso) Kot etvat éva dypmpo mpog ovorytd Kitpvo vypo.
To TECVAYLI napéyetar o€ xapTtivo kouTi mov mepiéyet 1 yodivo groridto.

Karoyog Adcrag Kvkhopopiog
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béhyo

HMopaockevactiig
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
OALavdia

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:

EAAGdo

Janssen-Cilag ®apuaxevtiki Movorpdomnn
A.E.B.E.

TnA: +30 210 80 90 000

To mapdév evALo 0dNYLOV YprioNS avadepOnke Yo Tedevtaio popa tov loviio 2024.
Av16 T0 PapUAKEVTIKO TPOTOV EXEL YKp1Oel e TNV S10OIKOGI0 TTOL ATOKOAEITAL «EYKPLOT] VTTO OPOLGY.
AvT6 onuaivel OTL AVOUEVOVTOL TEPLIGGOTEPEC OMOJEIEEIC GYETIKA UE TO POUPLAKEVTIKO TPOTIOV.

O Evponaikoc Opyoaviopog Gappdkmv 0o aloloyel TOLAGYIGTOV ETNGIMG TIC VEEG TANPOPOPIES Y10 TO
@appako ovtd Kot Oo extkauponotel o mapdv GvAro Odnyumv XphHong avaidyms.

Adreg INYEG TANPOPOPLAOV
Agmtopepeic TAnpopopieg yia 10 pappoKo avtod givol d100écieg oTo diKTLOKS TOTO ToVv Evpwmnaikon
Opyaviopod Gopudkov: https://www.ema.europa.eu.

To mapdv eOALO 0dNydV Ypriong eivan dtabécipo og OAEG Tig emionpeg Yhwooeg g EE/EOX otov
dktvakd tomo Tov Evponaikov Opyavicpod opudkmy.


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

Ot minpogopieg mov akoAovBolv amevBuvovtal Lovo Ge emaryyeipatieg vyeiog:

Eitvai moAd onpoavtikd va tnpovvtal auetnpd ot 0dnyieg yio TV TPOETOAGIo Kot T YOpiYyNoT oL
TOPEYOVTOAL GE QTN TNV TOPAYPOUPO, VIO TNV EANYLIOTOTOINCT TOV TOUVOV GPIANATOV dOGOAOYING e
t0 eloridie TECVAYLI 10 mg/ml kor TECVAYLI 90 mg/ml.

To TECVAYLI Oa mpénet va yopnyeitatl povo pe vrodopia Eveor. Mnv yopnyeite 1o TECVAYLI
evoopArefimg.

To TECVAYLI 8o mpémet va yopnyeiton amd exayyeipatio vyeiag Le EMAPKOS EKTAUOEVUEVO LOTPLIKO
TPOCOTIKO KO KOTAAANAO 10TPIKO EEOTAMGUO Y10 TV OVTIUETOTIGT GOPapOV avTIdpAcE®Y,
GUUTEPIAALPAVOLEVOD TOV GLUVOPOLOL ATEAELOEPOOTG KUTTAPOKIVAV.

Ta grariowe TECVAYLI 10 mg/ml kot TECVAYLI 90 mg/ml mpoopilovtor uévo yio epdmal ypnon.

Ta eraAidw dStapopetikov neplektikotitev 100 TECVAYLI dev npénet va cuvovalovton yio tnv
emitevén d0omMg GVVTHPNCNC.

Oa mpénet va epapudleTaL AOTTTY TEYVIKY Y10, TV TPoeToacia kot tn yopnynor tov TECVAYLL

Kd&0e aypnoionointo eoapuokevtikd mpoidv 1 VIOAEIO TPETEL VO OTOPPITTETOL GOUPOVO LUE TIG
KaTO TOTOVS 1GYVOVGEG OYETIKEG OLUTAEELS.

Ipocrouaaoio tov TECVAYLI
. ErainBevote ) cuvtayoypaenuévn d6on yia kabe éveon tov TECVAYLL ' v
EAOLYLGTOTOINGT TOV COUALATMV, YPNCLOTOIGTE TOLG akOAOVOOVE TTIVOKES Y10 TV
npoetopocia tng éveong tov TECVAYLI
o Xpnowonomote tov [Tivaxa 1 yio Tov TpoGd10pIGd TG GUVOAIKNG OGS, TOV EVEGLLOV
OYKOV KOl TOL ap1OpoD TV PLOALSIMV TOL ATaTOVVTAL, UE BACT TO TPAYLATIKO
ocOMOTIKO Bapog Tov acbevoic, yio Ty Ztadiakd avEavopevn doon 1 pe yprnomn tov
ooldiov TECVAYLI 10 mg/ml.

Iivaxoeg 1: Evéowpol 6ykor Tov TECVAYLI (10 mg/ml) ywo Tnv Ltadwekd avéavopevn
doon 1 (0,06 mg/kg)

Xopotiké Bapoc | XZvvolkn 06on | ‘Oykog éveong | AplOpog gromdicov
(kg) (mg) (ml) (1 prerioww=3 ml)

35-39 2,2 0,22 1
40-44 2,5 0,25 1
45-49 2,8 0,28 1
50-59 3,3 0,33 1
XTodloKd 60-69 3,9 0,39 1
avéavopevn 70-79 4,5 0,45 1
o6om 1 80-89 51 0,51 1
(0,06 mg/kg) 90-99 5,7 0,57 1
100-109 6,3 0,63 1
110-119 6,9 0,69 1
120-129 7,5 0,75 1
130-139 8,1 0,81 1
140-149 8,7 0,87 1
150-160 9,3 0,93 1

o Xpnowonomote tov [ivaka 2 yio Tov Tpocdlopiord TG GUVOAKNG 00CTNG, TOV EVEGLLOV

OYKOL KoL TOL 0p1OHoD TOV PLEAMSI®Y TOV arattovvTaL, LE BACT TO TPOYUAUTIKO



oouatikd Bdpog Tov acbevong, yio TNV Ztadtakd avEavouevn 06om 2 Le ypnomn Tov
oraAdiov TECVAYLI 10 mg/ml.

Mivaxkag 2: Evéoipor 6ykor tov TECVAYLI (10 mg/ml) ywo v Z1adiokd avEavopevn

d6om 2 (0,3 mg/kQ)
Yopotiko apog | Tvvorkn) 666m | Oykog éveong | ApOpog gromdiov
(kg) (mg) (ml) (1 proriowo=3 ml)
35-39 11 11 1
40-44 13 13 1
45-49 14 14 1
50-59 16 1,6 1
XTaol0KA 60-69 19 19 1
avéavopevn 70-79 22 2,2 1
ooon 2 80-89 25 2,5 1
(0,3 mg/kQ) 90-99 28 2,8 1
100-109 31 3,1 2
110-119 34 3,4 2
120-129 37 3,7 2
130-139 40 4,0 2
140-149 43 4,3 2
150-160 47 4,7 2
o Xpnowonowmote tov livaxa 3 yio Tov TpocdlopiGd g GLVOAIKNG HOCTNG, TOV EVEGLLOV

OYKOVL KOl TOL ap1OpoD T®V PLOALSIMV TOL ATUTOVVTAL, LE BACT TO TPAYLOTIKO
oOUOTIKO Bapog Tov acbevoic, yia tn 6001 GUVTNPNONG UE YPNOT TOV PLOALSioL
TECVAYLI 90 mg/ml.

IMivaxog 3: Evéoipor 6ykor oo TECVAYLI (90 mg/ml) ywe T 661 ocvvriipnong (1,5 mg/kg)
Xopatikd Bapog | Zvvomki 06on | ‘Oykog éveong | AplOpog gromdiov
(kg) (mQ) (ml) (1 ereridro=1,7 ml)
35-39 56 0,62 1
40-44 63 0,70 1
45-49 70 0,78 1
50-59 82 0,91 1
Adon 60-69 99 11 1
, 70-79 108 1.2 1
aovrpnons 80-89 126 1,4 1
(1,5 mg/kq) 90-99 144 16 1
100-109 153 1,7 1
110-119 171 19 2
120-129 189 2,1 2
130-139 198 2,2 2
140-149 216 2,4 2
150-160 234 2,6 2

Aopapéote @loAidlo katdAning mepiektikotntog Tov TECVAYLI and to yoyeio (2 °C-8 °C)

Kot oeNoTE T0 va Tdoel og Oeppokpacia mepiariovtoc (15 °C — 30 °C), g amatteitat, yo

TovAdylotov 15 Aertd. Mn Ogpuaivete to TECVAYLI pe onotovénmote Ao TpdmO.

AoV ptdoel og Depuokpacio TeptPaAiovtog, TepldvioTe ool TO QLOAISI0 Yo TEPITOV

10 devtepodrenta yio va avapiete. Mnv avokiveite.

Aopapéote Tov amartovpevo evésyo 6yko tov TECVAYLI and to(a) grodidio(a) og cHpryya

KaTdAANA oL peyEBovg ypnoiLoroldvTag feAdvo LeTapopac.

o O 6ykog kdBe éveong dev mpémet va vepPaivel ta 2,0 ml. Awopéote Tic d00ELg TOV
yperalovior 6yko dve Tov 2,0 ml e€icov og TOALUTAEG GOPLYYEG.

To TECVAYLI givar copPato pe ferdveg omd avo&eidmto yaivPa, vikd cupryyag amd

TOAVTPOTVAEVIO KOl TOAVKOAPPOVIKO.




. Avtikotaotiote T Pehdva HeTapopdg Le felova Eveong KatdAlniov peyéboug.

. [pwv and ™ yopnynon, eéetdote ontikd 10 TECVAYLI yio. ctmpodpevn copotidlokn VAN Kot
ATOYPOUATIGUO. MMV TO YPNGULOTOMGETE AV TO d1GALLA EIVOL ATOXPOUOTIGHEVO 1) BOAO 1| v
TEPLEYEL EEVOL COUOTIOWN.

o To TECVAYLI evéoyo didivpa ivar dypmpo Emg avoryto Kitpvo.

Xopnynen too TECVAYLI

. Evéote tov amartovpevo oyko tov TECVAYLI 610v v0d0p1o 16T g KOAOKNG XD PG
(mpotipmpevn Béon éveonc). Evoliaxtikd, to TECVAYLI propel va evietar 6Tov vmodopto
1616 T0V UNPov. Edv amattodvtor moAhanmAéc evécels, ot evéoelg tov TECVAYLI Ba npénet va
YIVOVTOL GE ATOGTOOT) TOVAGYLOTOV 2 EKATOGTAOV.

. Mnv yopnyeite v €veon oe Tatovdl 1 0VAEG 1| o€ TEPLOYEG OOV TO OEPUA Elvar KOKKIVO,
HLOA®TIGUEVO, gvaictnTo, okAnpd, 1 dev eivar dokTo.

Iynmiaciwdmra

[Ipokeévou va Pektiwbel n yrvnAaottd e TV PIOAOYIKOY QOPUOKEVTIKOY TPOTOVIMYV, TO OVOLLO
Kot 0 aplBuog TOPTIONG TOL YOPTYOVLEVOD PAPLAKOVL TPETEL VO KATAYPAPETOAL LLE GOPTVELM.
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