@DvAiro 0oNYLOV Apions: IIinpoopics Yo Tov ac0evi)

Talvey 2 mg/ml evéoipo dvdivpa
Talvey 40 mg/ml gvécipo dvaivpa
talquetamab

vTo oapuoxo ovtd teel VO cLUTANPOUATIKT TopakolovONon. AvTtd Ba emiTpéyel To Yp1yopo
TPOGIOPIoUO VEOV TANPOPOPLOV acpaAeloc. Mropeite va Pondnoete pécw g avagopdg mhavmv
AVETOOUNTOV EVEPYEIDV TTOL EVOEYOUEVMG TTapovatilete. BA. T€hog e mapaypdpov 4 yio Tov Tpomo
avaQopds avemBOUNT®V EVEPYELDV.

AP aoTE TPOGEKTIKA OLOKANPO TO QPUAAO 0ONYLOV Yp1IoNGS TPV 60G Yopnyn el avtd To

PapRraKo, O1O0TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

- Dura&te avtd To EOALO 0dN YDV Yprons. Towg ypelaotel va to dwPdacete Eavda.

- Edv éxete mepartépw amopieg, p@TNoTe TOV Y10TPO N TOV VOGOKOUO GOC.

- Edv mapotnphoete KOmolo avemBounTn evépyela, EVNUEPMDGTE TOV YIUTPO 1] TOV VOGOKOWUO GO,
Av10 1oyt Kot Yo kéBe mbavn avemBountn evépyela Tov OgV AVOPEPETAL GTO TAPOV GUALO
oonywmv ypnone. Biéne mapdypago 4.

T Tepréyer o Tapév VAL 00N YLOV:

T1 etvon To Talvey kot mota glvan n xprom tov

T mpénet va yvopilete Tpv cag xopnynOel to Talvey
Idg yopnyeitan to Talvey

[MBavég avemBounteg evépyeteg

Iag va puidcoete o Talvey

[epreydpeva g cvokevasiog Kot Aomég TANpopopieg

Sk wd =

1. Th givan to Talvey kon oo givan 1 prion Tov

To Talvey givat évo avTIKOPKIVIKO QAPLLOKO TOL TEPLEYEL TN OPOCTIKY ovacia talquetamab. To
talquetamab eivou éva avticopo, £vag TOTOC TPOTEIVIG TOV avoyvopilel GUYKEKPIUEVOVE GTOYOVE GTO
oo oag kol Tpocdévetar o avTolc. 'Eyetl oxediootel yia va mpocdévetar otnyv mpwteivi GPRC5D
(owoyévern C vodoyéwv culevypévav pe mpoteivn G, opdda 5, pérog D), n onola Bpioketon ota
KOPKIVIKG KOTTOPO TOV TTOAALOTAOD HVEADUATOS KOl 0TO GOUTAEY MO, dlapopomoinong 3 (CD3), pia
npwteivn ota T kotTapa (évag TOmog Aevkob atpoceaipiov). Ta T kbtropa amotelodv uéPog Tng
QLOIKNG AULVOG TOV 0PYOVICHOV Kot fonfovv 6Ty Tpoctacio Tov OUATOg ord Aoipmén. Mropodv
EMIONG VO, KOTOGTPEYOLV TO KOpKIVIKA KOTTapa. Otav ovtd T0 pOPLOKO TPOGOEVETUL GE OVTA TAL
KOTTOPO, PEPVEL KOVTA Ta KapKIvike, kKOTTopa Kot ta T kdttopa. Avtd dievkorvverl ta T kottapa vo
KATOOTPEYOLV TO KOPKIVIKA KOHTTOPO TOL TOAAATAOD HVEADUOTOG,

To Talvey ypnowonoteitar yio T Ogpameio eVAMKOV e TOAAUTAO LOEADUW, UL, LLOPPT] KOPKIVOL TOV
HLELOD T®V 0GTAOV.

Xpnowonoteitar 6tov ot acbeveic £xovv AdPet Tovddyiotov tpia dAla £idn Bepanciog, ol omoieg dev
glyov amotéAeso 1] EmOyAY Vo £Y0VV OTOTEAEGLOL.

2. T péner va yvopilete mpy oag yopnyn0si to Talvey

Agv ipémer vo, cag yopnyn0ei to Talvey

. o€ mepinTwon aAlepyiog oto talquetamab 1) 6& 0m0100MTOTE GALO 0TO TOL GLGTATIKG AVTOD TOL
QOPUAKOV (CVOPEPOVTOL GTIV TAPAYPUPO 6).

Mnv ypnoiponocete to Talvey €dv 1o mo mdvo woydet yia esdc. Edv dev siote BéPanot,
amevBuvoeite oTov Y1TPO 1 TOV VOGOKOUO GaG TPy cag yopnyndei to Talvey.



IIposgidomou|oelg Kon TPoPLAGEELS
AmevBuvheite oTov Y10TpO N TOV VOGOKOWO Gag TPy cag xopnynbei to Talvey.

2oBapéc avemBounteg evépyeleg

Yrdpyovv coPapés avembBOunTes evépyeleg, ol omoieg pmopel va eLEOvVIcTOVV apol EEKIVIGETE val
Aappavete to Talvey. [pénel va evnuepdoete oUEGMG TOV YIUTPO 1) TOV VOGOKOUO GOG EGV QTG
eupavictovy, kabmg pumopel va ypelactel vo AAPeTe dpeomn wTpiky] @PovTioa.

Evnuepdote apéomg Tov Y1aTpo 1] TOV VOGOKONO GUG EAV ERPAVICETE 0TO1001)TOTE 0O T €ENG:

o ONUELN L0 KATAGTAGTG TOL EIVAL YVOGTH MG «CUVOPOLO ATEAEVOEPDGNG KLTTAPOKIVDVY
(CRS). To CRS givar po coPapn avosoroyikn avTidpact) e COUTTOLOTO OTIMG TVPETOG,
YOUNAT apTNpLaKY| Tieon, piyn, SOVoKOAID GTNV AVOTVOT), KOUPOOT|, TOVOKEPAAOG, YPTYOPOL
KTOTOL TNG KOPOLAG Kot avENUEVO EMITESO NTOTIKGOV EVEOUMOV GTO OiiplaL.

o eMOPAOELS 6TO VEVPIKO GG cvotnua. Ta copntdpata tepiappdvovy aicnua cdyyvong,
aicOnpa amomposavaToouov, aicOnua vevniiog, aictnuo petwpévng eroypdmTvNong, apyn
oK&YM 1| SuoKOAiD GTN GKEYN, EMNPEAGUEVT] GKEYN 1] LEWOUEVT] GLUVEIONGT), GVYYVOT|, SUGKOALM
oTNV OlAla Kot 6TV Katavonon g opkiog. Opiopéveg amd avtég pmopet va eival onueio puog
GoPopNg aVOGOAOYIKNG avTidpacng mov ovopaletal «ochvopopo veupotolikotntag oxeTilOUeVo
pe avocodpaoctikd kKottapay (ICANS).

o TPOPANOTA LLE TO GTOUM, OTIMG ATDAELY, YELONGC, ENPOGTOLIN, OVGKOAN GTNV KOTATOGT KOl
QAEYLOVT] TOV BAEVVOYOVOL TOV GTOHOTOC.

o depuatikd mpoPAnpata 0nmg eEavOnua, epuBpdtnTa Kot TpofAuaTa oTo viyd.

o aicOnpa {éotng, mopetdc, piyn N TPELOVAO, TOVOLALLOG 1| EAKT GTO GTOM PITopel va etvat
onueia Aotpméng.

Talvey kot euffoia

AmevBuvleite oTov Yi0Tpo M TOV VOGOKOWO Gag pv aag yopnynbdei to Talvey av eufolactikote
TPOcPoTa N TPOKELTA Vo, epPoitacteite. To avocomomtikd cog ot (1] PUOIKY GUVVE TOV
0pYOVIGHOV) uopel va pnv avtamokpidel 1o 1010 kaAd otov eUPoAlacud otav AapuBavete avtd o

QapLOKO.

Agv Ba mpénet va cag yopnynovv {dvta epforia, Evag cuykekplévog tomog epfoiiov, yio
TovAdyiotov 4 gfdopdadec mpv v Evapén g Bepamneiog cag pe Talvey émg TovAdyiotov 4 efdopddeg
UETE TNV yopnyNnon ¢ tehevtaiog 006ME GOC.

E&etdoeic ko EAeyyot

Ipw cag yopnynBei to Talvey, o ylatpdg cog O eréyEet To aipa cag yuo va eEetdoet To eminedo TV
SEopmV apoc@atpioy Kot yio vo eAéyéet yuo onueia Aoipméne. Ot Aowwméelc Oa avtipetonioTody
TP opyicete va AApUPAvETE AVTO TO PAPUAKO.

Meta ) yopnynon tov Talvey, o yotpdg cog Ba oag Topakolovdn et yio avemBounteg evEPYELES.
B0 ehéyyel EMIONG TAKTIKG TO Atpodidypapud oag, Kabng o apliudc v apocealpiov Kot GAADY
GUOTATIK®OV TOV QU[LOITOC UTOPEL va. LElmBEl dTav ¥pNGIUOTOLEITE AVTO TO PAPUAKO.

o kor £enpor

To Talvey dgv Oo Tpémet va ypnoiponoleital oe Toudd 1 veapd dropo nAKiog Kato Tov 18 etmv,
KaBdg To appako dev Exel peletn el oe avt TV NAKLOKT opada Kot dev givarl Yvooto g Ba Tovg
ennpedoet.

Alha @appoxo ko Talvey

Evnuepmdote tov yiatpd 1 T0v vosokOpHo cog e6v maipvete, £xETe TPOCOOTO TAPEL 1) WTOPEl VoL TAPETE
GAA o pappoka. Xe avTd TEPIAAUPAVOVTOL PAPLOKO TTOV UTOPEiTE Va TpopunOevTeite Ympic TPy
GLVTOYN KO QUTIKG PAPLOKAL.

Kinon, aviicOAnyn kot Onioaopog



Kinon kot avticbArnyn

To Talvey &yet tn dvvatdmta va petapepBel amd ) unNTépa 610 avanTuesouevo Euppvo. Ot
emdpdoelg Tov Talvey 6To avamTuesopuevo EUPPLo dev eival YVOGOTEG Kot 0 KIVOLVOG Yid Ta
veoyva/Bpéen dev pumopel vo. amokAEIoTEL

Edv eiote éykvog, vopilete 611 pmopet va giote ykvog 1 oyedtdlete va anoktoete Toudi, (ntote
GUUPBOVAN TOL YIATPOV 1] TOV VOGOKOUOL GOG TPV GO XOpNyNOel autd To PApUIKO.

Edv peivete éyxvog katd ) didpketa g Bepameiog pe avtd 10 QAPLOKO, EVIIUEPDOTE AUECHS TOV
YwTpo 1) TOV VOGOKOLO GOC.

Edv pmopeite va peivete £ykvog, TPETEL VoL YP1CUYLOTOLEITE OTOTELEGUATIKT AVTICOAANYT KOTA TN
duapketa g Oepaneiog kot yia 3 piveg petd m dwukomn g Bepaneiog pe Talvey. O yuotpdg cag Ba
eléy&el eav elote €yxvog Tpv v Evapén g Bepamneiog.

Edv 1 obvtpopog cag peivet £ykvog evoom eogig AapPdvete ovtd T0 PAPLOKO, EVIUEPDGTE AUECHS
TOV Y1Tpd GO,

Edv &yete AdPet avtd 10 papraKo Katd T SipKELD TNG EYKVUOGUVNG, Ogv Ba mpémet va yopnynBodv
GTO VEOYEVVITO LopO cag LdvTa epforia £mg 0Tov Yivel TOLAGYIGTOV TEcCEpY ERdoUddmV.

Oniocuog
Agv givor yvoot6 av 1o Talvey mepvd oto puntpikd yéia. Evdéyetor va vdpyet kivdvvog yia ta

veoyva/Bpéen mov Inialovv. Zntnote T GUUPOVAT TOL YIATPOV GOC TPV EEKIVIOETE VO AUUPAVETE
avtd 10 Phpuoaxo. Ecelg kot o yiatpdg oag Oa amopacicete av 1o 6@eAog Tov OnAacpod eivot
HeyoAnTEPO amd Tov Kivouvo o to popd cag. Edv eceic kot 0 yuotpdg cag anopacicete va
OTOHOTNGETE TN ANYN ALTOL TOL PaPUAKoV, dev TPEMEL Vo ONAAGETE Yo 3 PVeg HETA TN JLOKOTN TG
Oepameiog.

Tovipdtra
Agv vapyovv dedopéva oxeTIKA pe TNV emidpacn Tov talquetamab otn yovipudmra. Ot EXPAGELS TOL

talquetamab otnv avdpikn kKot yovaikeio yovipotnto oev £xovv a&loroynbei e pehéteg o€ (oa.

Odnfynon ko LEPLOROS POV RLATOV

Opiopéva, atopo pmopel vo arsBavBovv kovpacn, {GAn 1 cvyyvon evocm Aapupdvovv to Talvey. Mnv
oonyeite, ypnolponoleite pyodeio | UNYOVALOTO oo TV Ay TG TPATNG 000NG oG LEYPL
TovAdyiotov 48 dpeg apov Aafete v mpmtn 06on Bepaneiag Tov Talvey, 1| cOpEovVa pe TIg 0dnyieg
TOVL Y10TPOV COLC.

To Talvey mepiéyel vatpio
To Talvey mepiéyet Ayodtepo amd 1 mmol varpiov (23 mg) ava doon, eivar avtd mov ovoudlovpe
«eAevBepo vatpiovy.

To Talvey nepiéyer morvcopPiko 20
Av16 10 Papuaxo wepEyel 0,4 mg/ml mtoAvcopPikod 20. Ta TolvcopPikd prnopel va, TPOKAAEGOVY
aAAEPYIKEG aVTIOPAGELS. Evuepdote Tov 10Tpo Gog 6V £xeTe YVOOTEG OAAEPYIES.

3. Iog yopnyeitar to Talvey

Il6c0 yopnysitor

To Talvey 0a cag yopnynbei vd v emipreyn yatpov pe sumepia ot Bepancio acOevmv pe
ToALoTAG poédmpa. O yotpog cag Ba anopacicel moco Talvey Ba cag xopnynOei. H d6on tov Talvey
Oa e€apnOel and 10 copaTKo cag Papoc.

To Talvey yopnyeitau gite pia eopd v efdoudda ite pio popd kabe 2 fdouddss, oviloya ue T
d6om, wg e&ng:



0.4 mg/kg pio opd v gfdoudda

o Mo mv pdytn 6001 cag, 8o AdPete 0,01 mg avd KIAOG copaTIKOD BApoug.

o INo ™ dedtepn d6om cog, 1 omoia Ba yopnyndei 2-4 nuépeg apyodtepa, Oa Aapete 0,06 mg avd
KILO copatikod Bapovg.

. I'a v tpitn d6on oag, Ba AdPete wa «Adom Bepaneiagy Tov 0,4 mg avd KIMO COUATIKOV
Bapovg 2-4 nuépeg petd tn devTepn 660 GOC.

. Metd v tpitn 860 cag, Ba Aappavete epeing pia «Adon Bepaneiogy pia eopd v gfdopdada.

o H Oepaneia Ba cvveyiotel Yo 6co diotnpua £xete 0pelog amd to Talvey.

O y1atpdc oag Ba cag mapakorovdel yio avemBounteg evépyeleg petd amod kabepio amo Tig

TPEIC TPDOTEG 000ELG GaG. Ba To KAveL aVTO Yo 2 NUEPES LETE amd KAOe dooT. Oa wpémel va peivete
KOVTG G€ LOVAdO VYELOVOLIKNG TEPIBaAYN G LETA 0o Kabepia amd TIC TPELG TPAOTES SOCELS, YO, TNV
TEPIMTOOTN TOL EUPAVIcETE AVETIBOUNTES EVEPYELEG.

Edv gppoavicete avemBounteg evépyeleg LETA 0O OTTOONTOTE Od TIG 000 TPMTEG OOGELS OAG, O
YTpOG GOG LWTopEl Vo amopacicel va, TEPILEVEL EC Kol 7 UEPES TPV GOG YOPNYNOEL TNV EMOUEVN
doom cag.

0.8 mg/kg pio gopd kabe 2 gfdouddec:

o Mo mv Tpdytn 8001 cog, 8o AdPete 0,01 mg yio kabe KIMO copaTikoy Bapovg.

o I'o ™ dedtepn d6om cog, 1 omoia Oa yopnynbei 2-4 nuépeg apyodtepa, Oa Aapete 0,06 mg avd
KILO copatikod Bapovg.

o INo v tpitn d60M cag, | onoio Ba yopnynOel 2-4 nuépeg apyodtepa, o Adfete 0,4 mg avd KIAO
COUOTIKOV Bapovg.

o INo v té€taptn 860m cag, Bo AaPete 61N cuvéxela pa «Adon Bepaneiogy twv 0,8 mg avd KIAO
COUOTIKOD Bapovg 2-4 nuépeg LETO TNV Tpitn 000 GOC.

o Metd v tétapt d0om cag, Oa AapPdverte epe€ng o «Adom Bepameiocy pia popd kabe
2 efoopadec.

o H Oepoaneio 0o cuveyiotel yia 00 dtdiotnuo. £xete 0pelog amd to Talvey.

O yiatpocg oag O cag mapakolovdei yio avemBounteg evépyeieg Letd amd kadepio amo Tic

TEGGEPIS TPMTEG DOGEIC GOG. Ol TO KAVEL AVTO Y10 2 NUEPEG LETA 0tO KGOE 000T. B0, TpémeL val
LEIVETE KOVTA GE POVAdA VYELOVOLIKNG TTepiBaiyng petd amd Kabepio and Tig TE6oEPLg TPADTEG OOGELS,
o€ MEPIMTOGN TOL EUPAVIGETE AVveTIOOUNTEC EVEPYELEC.

Edv gpoavicete avemBounteg evépyeleg LETA OO OTOWONTOTE AT TIG TPELS TPDOTEG OOGELS GAG, O
YTpOG GOG Umopel vor amoPucicel va, TEPEVEL EOC Kl 7 NUEPES TPV GAG YOPTYNOEL TNV EXOUEV
d0om 6og.

H ardégoaon yuo xpion eite 0,4 mg/kg pio popd v efdopdoa gite 0,8 mg/kg kdbe dvo efdopdoeg Oa
npénel va, Anebel o€ cuvevvonon e Tov yoTpd oag.

Hog yopnyeitan 10 pappoxo
To Talvey 0a cog yopnynbei amod Evay ylotpd 1| VOGOKOWO UE £VEGT] KATM atd TO 0EPUO. GOG
(«vmodopLay Eveon). Xopnyeital GTNV TEPLOYT TOV GTOUNYOV (KOIMOKT YMDPO) 1) TOV Unpo.

D appoxa Tov YopyovvTal KOTA T1| O1dpkerd TG Oepaneiog pe Talvey

Ipwv and T1g TPMdTES TPELS 00GELS (v Gag xopnyndovv 0,4 mg/kg copotikod BApovg) N TIC TPMTEG
té60ep1g 0006¢lg (edv cag yopnynBovv 0,8 mg/kg copatikov Bapovg) Tov Talvey, Ba cag yopnynbodv
oapuoka ta oroia fonbovv ot peimon g TOAVOTNTAG ELPAVIONG OVETIBOUNTOV EVEPYEIDY. AVTA
umopel va mephapfavouv:

o QAapuroKa Yo v LEWBEL o aALEPYIKN avTidpaoT (AVTUGTAUIVIKA)
o QapuraKa ylo va LElBel 1 eAeypovr] (KopTiKooTEPOELdN)
. QAapuraKa Yo vo LEWBEl 0 TupeTOC (OTTMOC .Y, TOPAKETAUOAN)



Av1d ta pdppoka uropet emiong va cag yopnynbovv otav Aapupdvere Tig emdueveg d0celc tov Talvey
avdAioyo pe TVXOV CUUTTMOUOTO TOL UTOPEL VaL EYETE.

Mmropei eniong va cog 60000V Tpdcheta eApUKa aVOLOYO LE TO GUUTTOUATO, TOV ERPAVIETE 1] TO
0TPLKO GOG IGTOPIKO.

Eav cag yopnyn0ei peyorvtepn 60on Talvey amwd Tnv kavovik

Av16 10 Pdppaxo Ba cag xopnynbel amd tov Y1aTpd GOg 1| TOV VOGOKOUO Gag. Xe Tepintmon mov Oa
cag yopnynOel vepPorikn TosoTNTA (LITEPSOGOLOYIR), O YIaTpOg Ba cag eEAEYEeL Yo avemBounTeg
EVEPYELEG.

Edv Egyaoete To pavrefov cog Yo va Lapete To Talvey

Eivar moAd onpovtikd vo mnyaivete oe O o to paviefod oo dote va eEacallotel 0Tl 1) Bepameia cog
Oa dpdoel. Av mapareiyete Eva pavtefov, Kavoviote Evo GAALO TO GUVTOUOTEPO dLVATO.

Edv &yete meprocdtepeg epOTNOELS GYETIKA LLE TN XPNOT CLTOV TOV PAPUAKOV, POTHOTE TOV YUTPO 1|
TOV VOGOKOLO GOG,.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappoKa, £TGL KL AVTO TO GAPUAKO UTOPEL VO TPOKAAEGEL AveETIBOUNTESG EVEPYELEG, OV
Ko 0gv Tapovoldalovtal 6 GAOVG TOVE aVOPOTOLG,.

2oPBapsc avemBounTec EvEPYELIES

AdPete apéomg atpikn fondeia edv epEavViceTe OTOIONTOTE AT TIG TOPUKATO GOPaPEG
avemBvuNTEC EVEPYELEC, O1 0TOlEg Umopel va ivat Boapildc Lopeng kat va arofobv Bovatneopsec.

oAb Xvyvég (umopei va ennpedoovy neprocotepa amd 1 ota 10 dropa):

o 2Hvdpopo vevpotoikotntag oxeTilopnevo e avocodpaotikd kKuttopoy (ICANS), po cofapn
AVOGOAOYIKT] OVTIOPAOT], 1) OOl UTopEl VoL EXNPEGOEL TO VEVPIKO Gag cvoTnua. Oplopuéva amd
TO, GLUTTOUOTO ElvaLL:

aiocOnpa cvyyvong

HELOHEVN EmaypOTTVIION 1) EYPTIYOPOT|

aicOnpa amonTpPocavVaTOAMGHLOD

aiocOnpa vrvniiog

YOUNAY| evépyELn

apyn okéyn Kot SVGKOAIN 6T GKEYN.

o Xovopopo anerevbépmonc kuttapokivav (CRS), uia cofapn avosoroyikn avtidpaot. To CRS,
UTOpEL VoL TPOKOAECEL GUUTTMUOTO OTMG:

O O O O O O

o TPETO
o YOUNAY apTnploKn Ttieon
o piy
o YOUNAO emtimedo o&uydvov GTo aipa
o TOVOKEPUAO
o YPYOPOLG KTOTOVG TG KOPOLAGS,
o avénuévo eninedo nratikdv eviOU®V 6To aipo
o YOUNAG ETTITEDD, OVOETEPOPIA®YV (OVOETEPOTTEVIR), EVOG TOTTOV AEVKOV QHOGPALPIOV, TOV
BonBdet oty katamoAépnon g Aoipwéng
o YOUNAO apBud aiponetariov (Bpopfomevia), To onoia fonbovv oty &N Tov aipatog

Evnuepoote apéomc Tov yatpo cog 0V TapoTnpGETE OTOLNONTOTE OO TIG TOPATAVED AVOPEPOUEVES
coPapéc avemBOUNTES EVEPYELEC.



Allec avemOounTeg evEpPYELES

Aldeg avemBOuNTEC evEpYEleg Tapatifeviotl mapoakdtw. Evnuep®dote Tov yiotpo 1| TOV VOGOKOUO GOg
€0V TAPUTNPNCETE KATO 0O AVTEG TIG AVETIHOUNTEC EVEPYELEG.

oAV ovyvég (nmopei va ennpedoovy nteprocotepa and 1 ota 10 aropa):

TPoPALATA TOV VUYLDV

TOVOG GTOVG HVG KOt TO 00TA (LVOCKEAETIKOC THVOQ)

YOUNAOG apBpog epubpdv apocpapiov (avaipio)

aicOnpa kovpaong

piyn

ammAEL Bapovg

nmaforoyikd Enpo dépua N PAevvoydvol, OTmG 6To GTOUA Kot oTa paTia (Enpwon)
YOUNAOG aptBpog Aeppokuttdpmy (AEUPOTEViaL), EVOS TOTOL AEVKOD LOGEAPIOL
TPOPANLO GTNV IKAVOTNTO TOPAY®YNS 1) EAEYYOV TNG Kivnong (KvnTikn ducieitovpyia)
aicOnpa {ading

veupikr PAAPN Tov pmopel va TPOKAAEGEL LUPUNYKIOGT), LOVSIOC LA, TOVO 1| ATTMAELD TG
aicOnong tov movou (acintikn vevponddein)

PAGPN 1 acBévela Tov emnpedlel TNV eYKEPAAIKN AetTtovpyia (eykeparomdOeia)
duappoia

vavtio

dvokootnTo

TOVOG GTO GTOUAYL

€1ETOC

Aolp@én ot uo, o typopeta 1§ Tov Acipd (AoipmEN ToL AVATEPOL OVATVELGTIKOD)
payovpa (KvnoHOG)

pelmpévn opeén

oOVo(

YOUNAOG apOUOg AeVKAOV apocealpiov (Aevkomevia)

YOUNAG emtinedo, kadiov oto aipo (vokoAtopior)

YOUNAQ ETITEDD, POGPOPIKOV GTO Lo, (VTOP®SPATOLLIN)

YOUNAG emtinedo, poyvnoiov oto aipo (vopoyvnoloio)

YOUNAO ETUTEDO AVOGOGPULPIVMV, EVOC THTTOV OVTICMOUATOV GTO Oipa (VITOYUUUACPALPIVOLU),
0 omoiog pmopel va Kavel mo mhaveg Tig AodEelg

TPNEWO TOV TPOKOAEITOL OTO GLGCMPEVST| VYPOV GTO GO (01O LLeL)

gpebioog 1 TOVOG GTO GNUELD YOPNYNONG TNG EVECTG

avENUEVO eTTITEDO NTATIK®Y VDUV GTO QLo

Aoipwén COVID-19

o1 e£eTdoelg aipaTog Pmopel va SeiEouy 0Tl AmOITEITOL TEPIGGOTEPOS YPOVOG Yo TV TTREN TOV
aipatog (vwdoydvo peiwpévo, INR avénuévo kot mapdtacr tov PTT)

Baktnplaxn Aoipmén

TOVOG GTO GTOUN

HUKNTIOGIKT Aoipmén

mopeto (mopeéia)

TOVOKEPUAOG

Aayaviaopa (dvemvola)

Prixes

TPOPANOTA [LE TO GTOUA KOl TNV KATATOOT], OT®G 0AAQYT oTNV aicOnon g yevong
(dvoyevoia), Enpoctopuia, SvckoAia otV Katdmoon (dvcpayia), kol Aoipwén Tov PAevvoyovou
TOV 6TONOTOC (GTOpATITION)

o depurotikd TpoPAnpata, copumepAapPavopuévou deppatikon e&avOnuotog

Xoyvéc (umopei va eanpedoovy £mg 1 ota 10 dropa)
. OTTOAELD LOAMDY



aipoppayia, n onoia puwopet va givar Bapildg popeng (apoppoyior)

Aolpwén Tov Tveupdvav (Tvevpovia)

10yevG Aoipmén

dnAntmpiaon Tov aipatog (onyaiio)

YOUNAOG aplOOG EVOG TOTTOV AEVKADV ALOCPULPI®mY (OVIETEPOPIAN), LIE TVPETO
gpLBpoTTA, 01ONUE, CicONUA LOPUNYKIACUATOG 1] KADGOV LE CKAGIUO TOV OEPUOTOC OTIG
TOAGLES TOV XEPLDV KOUT 0TA TEAUATO TV TOSUDV (GUVOPOLO XEPLOV-TTOIDV)

O ovyvég (nmopel vo exnpedocovy £o¢ 1 ota 100 dropa):
o aOVVOLIO GLVTOVIGUOD PVTKOV KIVIGEDV

Ava@opd avemOOunTOV gvepyEL®OV

Edv mapotnpfoete KOmolo avemBOunTn evEpYELd, EVILEPMDGTE TOV YIATPO 1) TOV VOGOKOUO 6aG. AVTO
1oyvEL Kot Yo KaOe mhavi avemBountr EVEPYELO TOL OEV AVOPEPETL GTO TOPOV PUAAO 0ONYIDV
xpnons. Mnopeite emiong va avagépete avemBounteg evépyeleg anevbeing, péow tov EBvikod
Opyaviopot @apudxkev, Mesoyeiov 284, GR-15562 Xolapyog, ABnva, TnA: +30 21 32040337,
Iototomog: http://www.eof.gr, http:// www kitrinikarta.gr . Mécm g avapopdg avemdduntov
gvepyelmV pmopeite va fondfcete 0T GLALOYN TEPIGTOTEP®V TANPOPOPLAOV GYETIKA LLE TNV ACPAAELN
TOV TOPOVTOG POPUAKOV.

5. Hoc va pvraocoete To Talvey

To Talvey Ba puAGGGETOL GTO VOGOKOUELO 1) GTIV KAWVIKNY 0t ToV Y1aTpd oag. Q¢ ek T0HTOV, 01
TANPOPOpiec oV akolovBovv anevBivovial Kupimg oe emayyelpaties vyeiog.

To @apuako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot 6gV TO POAVOVVY TO, TOLSA.
Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepounvio ANENG OV avVaPEPETOL GTO KOVTI Kot
oTNV EMONUAVET TOL QLoAdiov petd tnv « AHEH/EXPy». H nuepounvia AnéEng sivar 1 tedevtaio
NUEPO TOV UNVO, TTOL OVOPEPETOL EKEL.

dvrdooete oe yoyeio (2°C €wg 8°C). Mnv KotayOyeTe.

DVAGCOETE GTO OPYLKO KOVTL Y10, VO TPOSTATEVETAL OO TO PG,

IIpwv ypnoipomooete 10 PAPUOKO, EAEYETE TO SLAAVUA Y10, COUATIOW, 1] OTOYP®UOTIGHO. To ddhvua
0o pémel va etvar dypopo £mg avolytd Kitpivo. Mn ¥pnoLUOTOGETE 0WTO TO PAPLOKO EAV Elvat
0010, OTOYPOUATIGUEVO N TEPLEYEL OPUTE COUOTIOW.

Ta eapuaxo dev TPETEL VL OTOPPITTOVTAL GTO VEPO TNG UMOYETELGONC | GTA, OIKLOKE omoppiupata. O
enayyeApatiog vyeiog cog Bo amoppiyel Ta PApLOKa TOV deV YpnoiLomolovvTal Tio. Avtd ta pétpa Ba
BonBnoovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Iepreydpeva TG GLOKEVAGLAG KO AOUTEG TANPOPOPIES

T epréyer 1o Talvey

. H dpaoctikn ovoia gival to talquetamab. To Talvey diatifetol oe dV0 SLOPOPETIKES
TEPLEKTIKOTNTEG:
o 2 mg/ml — éva groAidio Tov 1,5 ml mepiéxet 3 mg talquetamab
o) 40 mg/ml — éva @roAidio Tov 1 ml mepiéyel 40 mg talquetamab

. Ta dALa cvoTatiKa gival owdpkod dvatplovyo arag Tov EDTA, maydpopeo o&ikd o&o (E260),

moAvcopPiko 20 (E432), vatpro o&ucd tpdpikd, caxyapoln, 0émp yia evésyua (BA. «To Talvey
TMEPLEYEL VATPLO» GTNV TTAPAYPAPO 2).


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

Epgavion tov Talvey kon epreyopeva TG 6VOKELAGIAG
To Talvey eivar éva evéoipo ddAvpa (éveon) Ko etvar éva dypopo £0¢ ovorytd Kitpvo vypo.
To Talvey mapéyetar o€ xaptivo kovTi ToL TTEPLEYEL 1 YLOAVO PlaAidI0.

Kéroyog Aderag Kvkhogopiag
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

Béiyo

Hopockevaotiig
Janssen Biologics B.V.
Einsteinweg 101

2333 CB Leiden
OAavoio

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

Békyo

I'o omoladnmote TANPOPOPia. GYETIKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEITTE VO
amgvbuvleite oTov ToMIKO OvTITPOc®TO Tov Katoyov g Adstog Kukhogopiog:

EXpGoa
Janssen-Cilag ®appokevtik) Movonpdownn A.E.B.E.
TnA: +30 210 80 90 000
To wapdv @UAA0 00N YLOV Yp1oNS avaBe®p1OnKe Yo TEAEVTOIO POpd Tov OKTOPpro 2025.

AT T0 POPUOKEVTIKO TPOTIOV EYEL YKP1OEl e TNV S1OIKAGIN TTOV ATOKOAEITAL «EYKPLOT] VIO OPOLSY.
AvTo onpoaivel 0Tt avopévovTol TEPIGGOTEPES OMOOEIEEIS GYETIKA [LE TO POPUAKEVTIKO TPOTOV.

O Evponaikoc Opyaviopdc Papudxov Ba afloloyel TovAdyiotov £Tncimg TIg VEEG TANPOPOPIES Y1 TO
QappoKo ovtd Kot Ba emkoipomotel To Tapdv GuALo Odnyidv Xpiong avaldywe.

Addeg TNYEG TANPOYOPLOV

Agmtopepeic TANpoPopies yio To Phpuako avtod gival dabéoiueg oto diktvako tomo tov Evporaikon
Opyaviopod @oppdkwv: https:/ www.ema.europa.cu

To mapov pOALO 0dMyLdV ¥prong eivar dtabéotpo oe OAeg TIg enionpeg YAdooeg g EE/EOX otov
dktvakd tomo tov Evponaikod Opyavicpod Oopudkov.

< >

Ot TAnpoopieg mov akoAovBolv amsvbivovtal LOVo cg EmayyeAUATIES VYELOC:

Ta @raAidwo Talvey mopéyovtol mg ETOO TPOC ¥PNoN eVESLUO dtdAvpa Kot dgv yperalovtal apaimon
TPV Ao TN YOPNYN o).

Ta @loAidio SopopeTik®dv cuykevipdoemv Tov Talvey dev mpénel va cuvdvalovtat yio Ty enitevén
d6omc¢ Bepameiog.

®a mpémel vo, ePapUOLETAL ACT)TITY TEYVIKT Y10 TNV TPOETOLAGTN Ko T Yopnynon tov Talvey.


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

Ipocroaaio tov Talvey
. Xoppovievteite TOLG TAPAKATO TIVOKES AvaPOpdg Yio TNV Tpogtonacio tov Talvey

o Xpnowonomate tov [livaxa 1 yia Tov Tpocdlopiopd g GUVOAKNG 606G, TOV EVEGUO
OYKOVL Kot TOL aptBpod TV PLOALSIOY Tov amaTovvTal, Le BAon To TPayLaTKO
copotikd Bépog Tov acBevoic, yia ) 66om 0.01 mg/kg pe xpnon tov eroAdiov Talvey
2 mg/ml.

ITivexag 1:  Evécipon 0ykor pe ypijon tov groidiov TALVEY 3 mg/1,5 ml (2 mg/ml) yia tn otadrioxd
avavopevn 66on 1 (0,01 mg/kg)

Yopotiké papog Xuvoikn d6on” | ‘Oykog éveong (ml) | ApOpdc graidiov
(kg) (mg)  graridro=1,5 ml)
35 émwg 39 0,38 0,19 1
40 éwc 45 0,42 0,21 1
46 éw¢ 55 0,5 0,25 1
56 £mg 65 0,6 0,3 1
66 £wg 75 0,7 0,35 1
Adon 001 mglke | 0% 09 s i
96 £wc 105 1,0 0,5 1
106 éwg 115 1,1 0,55 1
116 éwg 125 1,2 0,6 1
126 éwg 135 1,3 0,65 1
136 éwg 145 1,4 0,7 1
146 éwc 155 1,5 0,75 1
156 éwc 160 1,6 0,8 1

% H Zvvoiun §60m (mg) vrroloyiletan Baoel Tov oTpoyyvlomompévon Oykov éveong (ml)

o Xpnoworomarte tov [Mivaxa 2 yio Tov Tpocdlopiopd TG GUVOAKNG 006G, TOV EVEGTUOV
OYKOVL Kol TOL aptBpol T®V PLOALSIOV TOL aTaTOLVTAL, e Ao TO TPAYLATIKO
copoTKd Pdpog Tov acbevoic, Yo tn 66om 0,06 mg/kg e ypnon tov eloAdiov Talvey
2 mg/ml.

Mivoxog 2:  Evéowpuor 6ykor pe ypijon tov groidiov TALVEY 3 mg/1,5 ml (2 mg/ml) yia ) otadriaxd

avéavopevn d6on 2 (0,06 mg/kg)

Zopotik6 Bapog | Xuvvoiikn d6on” ‘Oyxkog éveong Ap1Opog erardiov
(kg) (mg) (ml) (1 grweriowo=1,5 ml)

35 émg 39 2,2 1,1 1

40 éwc 45 2,6 1,3 1

46 éwg 55 3 1,5 1

56 £mg 65 3,6 1,8 2

66 €06 75 4,2 2,1 2

, 76 £mg 85 4,8 2,4 2

Aéon 0,06 mg/kg 86 émé 95 5.4 27 2

96 éwc 105 6 3 2

106 émg 115 6,6 3.3 3

116 éwg 125 7,2 3,6 3

126 éwg 135 7,8 3,9 3

136 éwg 145 8,4 4,2 3

146 éwg 155 9 4,5 3

156 éwg 160 9,6 4,8 4

% H Zuvoium 360m (mg) vroroyiletar Bdoet Tov oTpoyyviomompévou Oyiov éveong (ml)

o) Xpnowonomote Tov Iivaka 3 yio Tov Tpocdloptod TG GUVOALKNG 006G, TOV EVEGLLLOV
OYKOVL KOl TOL aptOpoD TV PLOALSIOY TOL ATUITOLVTAL, UE Ao TO TPAYLOTIKO
cOpATIKO Bdpog Tov acbevoic, Yo tn Adon 0,4 mg/kg, ue ypnon tov eraadiov Talvey
40 mg/ml.



Hivaxkac 3:  Evéowon dykor pe ypfion tov groidiov TALVEY 40 mg/ml ywa T 6tadiokd avéavopevn
06on 3 (0,4 mg/kg) kor 1o T @bon Oepaneiog (0,4 mg/kg) yio To efdopadiaio d060r0YIKO

oynpa
Yopotiké papog Yuvolki 66on* | ‘Oykog éveong (ml) ApOpog
(kg) (mg) PLAdiov
(1 groridore=1,0 ml
)
35 émwg 39 14,8 0,37 1
40 éwc 45 16 0,4 1
46 éwc 55 20 0,5 1
56 émc 65 24 0,6 1
, 66 £wg 75 28 0,7 1
Adon 0,4 mg/kg 76 o 85 3 0.8 1
86 £wg 95 36 0,9 1
96 éwc 105 40 1 1
106 éwg 115 44 1,1 2
116 éwg 125 48 1,2 2
126 éwg 135 52 1,3 2
136 éwg 145 56 1,4 2
146 éwg 155 60 1,5 2
156 éwc 160 64 1,6 2
¢ H Zvvolkn 860m (mg) vrroloyiletan Baoel Tov oTpoyyvlomompévon Oykov éveong (ml)
o Xpnowonomarte tov [livaxa 4 Yo Tov Tpocdlopiopd g GUVOAKNG 0OGTG, TOV EVEGIUOD

OYKOVL Kot TOL aptBpod TV PLOALSIOY TOL amaTovVTaL, Le Ao TO TPAYLATIKO
copatikd Bépog Tov acBevoic, yia ) 66om 0,8 mg/kg pe yprion tov prodiov Talvey
40 mg/ml.

Hivaxkac 4: Evéowon éykor pe ypiion tov groidiov TALVEY 40 mg/ml ywo ) ¢don Ogpaneiog
(0,8 mg/kg) yia. 70 6060A0Y71KO oy KAOE 300 efoonddeg

Xopotiké papog Xvvolkn 606n” | Oykog éveong (ml) | ApiOpég grardicov
(kg) (mg) (1 uuAidro=1,0 ml)
35 ém¢ 39 29,6 0,74 1
40 ¢ 45 34 0,85 1
46 £0g 55 40 1 1
56 émg 65 48 1,2 2
66 £ém¢ 75 56 1,4 2
. 76 £ém¢ 85 64 1,6 2
Abon 0,8 mg/kg 86 g'mé 95 72 1.8 2
96 éwg 105 80 2 2
106 £ 115 88 2,2 3
116 émg 125 96 2,4 3
126 £m¢ 135 104 2,6 3
136 £mg 145 112 2,8 3
146 £m¢ 155 120 3 3
156 £wg 160 128 3,2 4

% H Zuvvolwkn §60m (mg) vrroloyiletou Baoet Tov oTpoyyvlomompévon Oykov éveong (ml)

EXéyEte 611 10 Talvey evéouo didhvpa ivat dypopo Eog avorytd Kitpvo. Mnv to

YPTOULOTOGETE EAV TO SLAAV O Eival AmOYPOUOTIGUEVO, BOAG ) edv Tep1EyeL EEva copaTio.

Apapéote T0 QLOAiIdSI0 KOTAAANANG TtepiekTikdtTTag Tov Talvey amd to youyeio (2°C émg 8°C)

Kol PN oTe TO va pTdoel og Beppokpacia mepiPaiiovtog (15°C éwg 30°C), yio TovAdyioTOV

15 Aemtd. Mn OBepuaivete 1o @laAioo tov Talvey pe omolovonmote GALO TpOTO.

AoV ptdoel o€ Oepuokpacio mepPaALovVTog, TEPIOVNOTE aMUAd TO ELOAISI0 Yo TEPITOV

10 devtepdienta yio va avapilete. Mnv avakiveite.

Apapéote ToV amortodevo evésiuo 0yko tov Talvey amod to(ta) erolidio(a) og chptyya

KATOAANAOV pEYEDOLG XPNOILOTOIDVTAG PEAOVO LETAPOPUG.

o O 6ykog kdBe Eveong dev mpémel va vrepPaivetl Ta 2,0 ml. Awupéote T 60GELG TOL
yperalovtat 6yko ave tov 2,0 ml e&icov o€ ToALATAES GOPLYYEC.

10




o To Talvey sivon oopfoatd pe Behdveg éveong amd avoleidmto ydAvfa kot pe VAKO coptyyag amod
TOAVTPOTVAEVIO 1] TOAVKOPPOVIKO.
o Avtikotaotiote T PEAOVO LETOPOPAS Le PeEOva Eveonc KaTdAAnAov peyéboug.

Xopnynon tov Talvey

. To Talvey Oa mpénet va yopnyeitat pe vTodoplo Eveon).

. To Talvey Oa mpénet va yopnyeitar ond emayyeApotio vyeiog pe KatdAANAo 10Tptkod e£0mMGUo
K0l TPOCHOTIKO Y10l TNV AVTIUETOTION coPapdv avTdpdoemv, copneptropfavopévov tov CRS.

. Evéote tov anattodpevo 6yko tov Talvey 6tov vmodoplo 1610 TG KOIAMOKNG YOPAg

(mpotipdpevn Béom €veonc). Evariaxtikd, To Talvey pnopei va gvietor otov vroddpio 1616 o€
GAdec Béoerg (m.y. otov unpd). Edv amartovvrol moAhamdég evéoelg, ol evéoelg tov Talvey Oa
TPENEL VO, YIVOVTOL GE ATOGTACT] TOVANYIOTOV 2 EKATOGTAOV.

. Mnyv yopnyeite v éveon o€ Tatoval 1 0LAEC 1| o€ TEPLOYEG OOV TO SEPLLNL EIVOIL KOKKLVO,
LOA®TIGHEVO, gvaicOnto, okAnpd, 1| dev givan dbicto.
. KdéBe aypnoyomointo @oprokentikd Tpoiov 1 DITOAEWLLO TPETEL VO ATOPPITTETOL GOUPOVA, LIE

T1G KOTA TOTOVG 15 VOVOES GYETIKES OLUTAEELS.

1"



