@viro ooy ypiong: IIAnpoeopics yra Tov ac0evi)

Trodelvy 200 mg kévig Y10 TUKVO GKEVOGUO Y10 TUPAGCKEVT SLOADIATOS TPOG EYYVEN
sacituzumab govitecan

vTo QAapUOKO 0VTO TEAEL LTTO CLUTAN PO®UATIKY TOPaKOoAOVONGN. AVTO B eMITPEWYEL TO YP1YOPO
TPOGIOPIoUO VEOV TANPOPOPLOV acpaielns. Mmopeite va fonbnoete péow g avapopds mbavov
AVETOOUNTOV EVEPYEIDV TTOL EVOEYOUEVMG TTapovatilete. BA. T€hog e mapaypdpov 4 yio Tov TpOmo
avaQOPAG aVETIOOUNT®V EVEPYELDV.

AP aoTe TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLOV YPT OIS TPLY GG 000£l AVTO TO PApRAKO,

O10TL TEPAOPPAVEL CNUAVTIKEG TANPOPOPIES YL GOC.

- Dvra&te avtd TOo EOALO 0dN YDV Yprons. Towg ypelaotel va to dwfdcete Eava.

- Edv &yete mepartépom anopiec, pmtioTe TOV Y10TPO 1) TOV VOGOKOLO GOG.

- Edv mapotnpioete KOmolo avemBounTn evépyela, EVIUEPMDGTE TOV YUTPO 1] TOV VOGOKOUO GO,
Av10 1oyvet Kot Yo kéBe mbavr avemBountn evépyela Tov Ogv AvaPEPETAL GTO TAPOV PUALO
odnydv ypnons. Biéne mapdypapo 4.

T epréyel 1o Tapov GUAAO 00N YLOV

T1 etvon o Trodelvy kot oo etvon n xprion Tov

T npéner va yvopilete mpv cag dobei to Trodelvy
[g Ba cog dobel to Trodelvy

[MBavég avemBounteg evépyeteg

Iag va puidcoete o Trodelvy

[epreydpeva g cvokevaciog Kot Aoég TANpopopieg

Uk wd P

1. Tuv givan to Trodelvy ko oo givan i xprion Tov

To Trodelvy givat éva avTikKapKivikd GApLOKO TOV TEPLEYEL T OPOCTIKT ovsia sacituzumab govitecan.
"Eva. uépoc tov papudiov ivor Evo LOVOKA®MVIKO aVTIGOUO TOV TPOCGOEVETAL EIOIKA GE L0 TPOTEIVY
OTNV EMPAVELL TOV KVTTAPOV TOL KOPKIVOL TOL HaoTov, 1 omoia ovoudletar Trop-2. To dAlo
dpaotikd pépog Tov Trodelvy etvor to SN-38, pio ovsia mov pmopel vor povedoeL Ta KapKIVIKA
KoTTOpa. APov T0 PdpuaKo TPocdedel ota KapKivikd kbTTOpa, To SN-38 €16épYETAL GTO KOPKIVIKG,
KOTTOPO KoL TO POVEVEL, GUUPAALOVTOC £TCL GTNV KOTOTOAEUNGT TOV KOPKIVOL GOG.

To Trodelvy ypnowomoreiton yio T Ogpameia €vOg THTOV KAPKIVOL TOV HAGTOD GTOVS EVIIALKESG
OV OVORGLETOL TPWTAG apvVNTIKOG Kapkivog Tov paetod (TNBC). To Trodelvy mpénet va
YPMNOLOTOEITAL LOVO PO Ot acBeveic SoKILAGOoVY TOVAGYIoTOV dV0 GAAESG Bepameieg yio TOV KapKivo
TOVG, GUUTEPIAAUPOVOUEVTG TOVAGYIOTOV LIOG €€ QVTMV Y10, TOTIKA TPOYMPNUEVO KAPKIVO 1] Yo
UETOOTATIKO KapKivO.

To Trodelvy ypnoiponorciton yia ™ Ogpoameio vog THUTOV KAPKIVOL TOV HEGTOD GTOVG EVIJAIKES
7oV ovopdletran OeTikdg o€ oppoviké vrodoyéa (HR+), apvntikds 610V v1000) E0 TOV AVOPOTIVOL
eMAIEPUIKOD avENTIKOV Tapdyovta 2 (HER2-) kepkivog Tov paoetov. To Trodelvy mpénet va
YPMOLOTOEITAL LOVO apoD o1 acBeveic dokipudoovy Bepameia, cupmepAapPavopuévng oG OPUOVIKNG
AVTIKOPKIVIKNG Bepameiog Kot TOVAGYIGTOV dV0 TPOGHeT®mV AAL®DY BEPATEIDV Y10 TOTKA TPOYDPTLEVO
Kapkivo 1 1o LETOOTATIKO KapKivo.

To @apuaxo yprnoyomoieitor 6tav dev eivar duvatd vo apoarpedel 0 KAPKIVOG LLE YEPOLPYIKY
eméuPacm, enedn o kapkivog Exel e€amiwbei og meployéc EEm amd Tov HaoTod (TOTIKA TPOYMPMUEVOC)
N éxel eEomhwbei oe ddhec 0E0€1g TOL COUATOG (LETOOTOTIKOG).

AmevBuvieite 6TOV Y10TPO 1 TOV VOGOKOWO GO EAV EYETE EPMTNOELS GYETIKA [LE TOV TPOTO OPACT|G TOV
Trodelvy 1 Tovg Adyovg oL GaG £XEL GLVTAYOYPUPNOEL TO GUYKEKPIUEVO PAPUAKO.



2. Tvrpéner va yvopilete nprv oog 600¢i To Trodelvy

Agv mipéner va oag 00¢i o Trodelvy oe mepintmon arhepyiog oto sacituzumab govitecan 1 oe
0m0100MTOTE GALO OO TO GVGTATIKE AVTOD TOL PAPUAKOL (avagépovtal oty Tapdypaeo 6). Edav
ToTEVETE OTL PUmopel va Exete arlepyia, {ntnote 1 LU POVAN TOL YITPOL GOC.

Ipocidomomoeis ko TPoPLAGEELS

yenllopevec ue v £yyvon avidpacELS

To Trodelvy yopnyeitan pe evotdhaln oe eAEPa. Mepikd dropa evEE ETON VA, ELPAVICOVY
oyxeTLOUEVES LE TNV £YYLOT AVTIOPAGELG Ol 0T0ieg pmopel va gival coPapég 1 amenTikég yia T Lon.
Zntiote enciyovoa wrpki Bonbera dv xete omolodnmote amd ta akdAovba onueio Kot
CUUTTOUOTA TOV GYETILOUEVOV 1E TV £Y)(VGT] OVTIOPACEDV:

oayovpa

EQVIKT] EKONAMOT TPNOUEVOV, 0YVAV KOKKIVOV EE0YKOUATOV 1 TAAKOV (TOUPOV) 6TO dEpUa
TVPETO

Eapvikd coPapod piyog mov cuvodevetal omd aicOnua yuypotnTog

vrepPoitkn epidpwon

dvoKoiio oTNV AVOTVOT] KOl GUPLYUO

o ovo otov Bdpaka, aicOnua Kapdlokdv ToANDY

O Y10TpO¢ 060G UTOPEL VO 560G ODGEL PAPUOKELTIKN aymyn TTptv amd to Trodelvy yia va cag Bondncet
Vo avakoveloteite omd to cvuntopato. Kotd m didpkela kabe yyvong kot yia 30 Aentd petd, Oa
TapoKoAovOeioTe 0TEVE Y100 QVTA TO OMUEIN KOL GUUTTOUOTO TOV GYETILOUEVOV LE TNV £YXLOT
avtdpdoewv. O yutpdg cog Bo peidoel Tov puiud g £yyvong 1 Ba dtakdyel v Eyyvon o€
TEPIMTOON EPEAVIONC UG coPapng avtidpacnc mov oyetiletar pe tnv £yyvon.

Ovdetepomevia

AvT06 T0 PAPLOKO PTOPEL VO TPOKAAEGEL OVOETEPOTEVIQ, L0 KATAGTAGT] GTNV OTOL0L VITAPYEL XOUUNAOG
aplOLOG OVOETEPOPIA®Y GTO QUL OAG, YEYOVOGS TO OTOT0 AEAVEL TOV Kivouvo AodEemv. AVTEC o1
AomEelg umopov va ivat coPapés, anetAntikéc yio tn {on Kot pmwopel va odnynocovy og Bdvaro,
Kupiog oty apyn g Bepancioc. ZnTote exeiyovsa woTpiki) Bondsia edv Exete To axdAovba
ONUELN KOl COUTTOUOTO OVOETEPOTEVING 1| AOUDEE®V:

mopetd (Beppoxpaocio 38,5°C kot avw)

piyn 1 epidpwon

TOVOLOLLO, EAKT] GTO GTOLO 1] TOVOSOVTOG

TOVO GTO GTOMAYL

TOVO KOVTH GTOV TPWKTO

TOVO 1M KAWLO OTOV OVPELTE 1| TTLO GLYVI] OVPNON

Sudppota 1 MK YOp® amd TOV TPOKTO

o Brxo 1 6vomvola

O yiatpocg oag Oo AapPaver delyparta aipatog yio vo mopokolovdel To nineda 0VOETEPOPIM®DY GTO
aipo cog Ko urtopel va 6og dMGEL Evo pAPLOKO Yia Vo, fondncel oty tpdinyn Tov xouniod aptfpod
ovdetepdPIAmV Katd T dapketo g Oepanciog pe Trodelvy. Aev Ba cog dobei Trodelvy dv ta
0VOETEPOQPILL Elval KATM amd £va, opiopévo opto v Huépa 1 i tnv Huépa 8 omolovonmote kbxhov
Oepameiag.

Edv o ap1Bpog tov ovdetepopiimy 6og givat TOAD YOUNAOG, O YITPOS GOG UTOPEL VO YPELICTEL VO
uewdogt ™ d6om tov Trodelvy, va cog ddoet £vo APLOKO Y10 TNV OVIIUETOTIOT TOL YOUNA0D
ap1Bpov oVSETEPOPIAMV 1) GE OPICUEVEG TEPITTAOGEIS UTOPEL V. oTapathosl To Trodelvy.



Aldppouo

Zntiote enciyovoso woTpikn Bon0sra edv ndcyete and cofapn didppora evocm Aapupdvete To
Trodelvy.

H Oepaneia oag pe Trodelvy Ba avapinBel péypt va vrdpEet Pehtioon g dibppords cag. Epdcov dev
€xete Aolpwén, Ba oag 000el Aomepatidn yio TV avTeTdmIon g d1dppotds cag. Epdcov amatteiton,
0o oag 00Bovv Kot vYpA.

O y10tpdg oag pmopel eniong va oG dMGEL £va PApLaKo, OTMG 1 aTpomivr, Tov Ba cag Bondnoet pe
TIG KPAUTEG OTO GTOHAYL, TN S1dpPoLa Kot TNV LIEPPOAIKT] TOGOTNTA GLEAOV GTO GTOLO TPV OO TV
€yyvon g enduevng Bepamneiag cag.

H dudppora pmopei va 0dnynoet o apuddtwon kai e Eapvikn veppikn BAaP. Evnuepmorte tov
YwTpd GOG GV TAPOVCLAGETE GKOLPHYP®UA 0VPA 1) LEIWUEVO OYKO 0VPmV.

Noavrtio kot EUETOC

To @dppaxo ovtd propet va Tpokarécel vavtia kot Eueto. ZnTNote exeiyovsa wotpikn fondseia eav
nhoyete amd cofapn vauTia Ko £peto evoocw Aoufavete to Trodelvy.

O y10tpdg o0 Ba Gog SDTEL OPICUEVA PAPLLOKO TPV OO TNV OVTIKAPKIVIKY Oepameio, cog Kot
OVALESO OTIG CLVEDPIES TMV £YYDGEDV Yo Vo Gag fonbNcel va avakoveloTeite amd T vouTia Kot Tov
éueto. Agv 0a cag 600¢ci Trodelvy edv €xete cofapn vavtia kol Epeto kot to Trodelvy B cog 600l
otav to cvumtopato Oa Exovv tebel VO EAeyyO.

AocBeveic mov £yovv to yovidio UGT1A1*28

Mepkoi acBeveic £xovv meprocdTEPES TOAVOTNTEG VO ELPAVICOVY OPIGUEVES OVETIOVUNTES EVEPYELEG
eEautiag ToL POPRAKOL, AOY® TNG YEVETIKNG cVGTaGNG TovS. Edv £xete to yovidio UGT1A1*28, o
0pYOVIGUOC GG SLOOTA TO PAPUOKO TTLO 0PYa. AVTO onuoivel 0Tt £xETe TEPIGGOTEPEC THAVOTNTEG VO
gppavioete opiopévec avemBounteg evépyeieg (Ommg 1 ovdetepomevia Le 1 YoPig Tupetd Kot o
YoNAOS ap1Bpdg puBpdv arpoceopioy (avaipin)) oe oxéon pe 0GOVG deV £YOVV TO YOVidlo. AvTtoi ot
acOeveic Oa Tapakoiovbodvial oTeEVE 0md TOV Y10TPO TOVG.

Evnuepaote Tov y10Tpé 060G 1] TOV vOGOKO6N0 60g TPty 6ac 000¢&i To Trodelvy gdv:

o €xete NTOTIKG TPOPANUATO

o €YeTe VEQPIKG TPOPAR LT

o glote youvaiko o€ avamapoyoykn nAkio (BA. «Konony», «AvIIGOAAN YT avopdY KoL YOVAIKMOV»
Kot «@nAoopoc»)

o maipvete Pappoka yio tn Oepaneio dAhov madnosmv (PA. «Alha edapuaka kot Trodelvy»)

o €YETE TOPOVOIACEL TPOPANUATA LETA TN YOPTNYNOT OTOLUCINTOTE EYYLONG 6TO TAPEAOHV.

Evd oag yopnyeiton o Trodelvy, o yiotpdg cag 0o cag mapakoiovdel otevd yio avemBounteg
evépyeteg. Eav mapatnproete kdmolo cofopn avemBountn evépyeLn, 0 YIUTPOG GG LWITOPEL VO GOG
dMGEL GALO PAPLLOKO Y10, TV OVTILETMTICT) QVTMV TOV AVETIOOUNTOV EVEPYELDV, VO, AAAGEEL TNV
mocotnta tov Trodelvy mov Aappdvete | va oTapaTnoEL Eviedmg va oag divel to Trodelvy.

BA\éme mopdypao 4, yio Tov TANPN KOTOA0Yo OA®V ToV THAVOY aveTIOOUNTOV EVEPYELDY TOV
oyetiovton pe to Trodelvy.

Hoowd xon £pnpor

To Trodelvy dgv Ba mpémet va divetan o€ madLd ko prifovg nAkiog katw Tmv 18 etdv eneidn dev
VIAPYOLY TANPOPOPIES Y1 TOV TPOTO dPAoNG TOV GE VTN TNV NAIKLOKT] Opada.



Alha @appoxa kot Trodelvy

Evnuepdote tov yatpd cog edv moipvete, Exete Tpdcata mapel | prnopel va whpete GAAO QaPROKO.

Mepikd papuaie pmopel vo exnpedoovy tov Tpdémo dpaong tov Trodelvy kon propel va avéfRcovy 1o

eninedo g dpacTikng ovsiog Tov Trodelvy oto aipa cag, avdvovtag tov Kivovvo avemBountwov

gvepyeumv. Avtd givar ta €1g;

- TPOTOPOA, 1| OO0 YOPMYELTAL MG AVOUGONTIKO GE XEIPOVPYIKES ETEUPACELS.

- keTokovaloin, n omoia ypnoomoteitan yia n Oepaneio TV pOKNTIAGE®DV.

- OVOOTOAEIS TVPOGIVIKIG KIVAGT G, 01 000t YpnciomolovvTal yio T Ogpaneia Tov Kapkivov
(papuoka Tov £xovv TNV KATdAnEn -viumn).

Mepwd pbppoxa pmopel vo LeEudGOLV 10 eMinedo g OpacTiknG ovaiag tov Trodelvy oto aipa cog,
LELDVOVTOG TIG EMOPACELS TOL:

- Kappopalemivny 7 avVTOivY, 01 0TTOiEC YPNOYLOTOI0VVTAL Yo TN Bepameio TnG emAnyiag.

- proapmikivn,  onoia ypnotponoeital ya ) Beponeio TG pupatioons.

- prrovafipn 1 turpavafipn, ot onoieg ypnopomoodvtor yio ) Oepaneio tov HIV.

Kinon

To Trodelvy dgv mpémen va, YpNGIUOTOLEITOL KOTA TN OIAPKELD TNG EYKVUOCHVNG, EMELDN EVOEXETAL VO
PAdwel To popo. Evnuepdote Tov Y10Tpé 060G apuicme £dv gioTte £YKV0G, VORILETE OTL pmopel va
elote £yKVOg 1| 6YE0ALETE VO ATTOKTIGETE TTOLOL.

AVTIGOAM YN OVOPOV KOl YUVILKOV

Ot yovaikeg mov gvdéyetat vo Leivouy EYKLEG TPETEL VAL YPT|GLOTOLOVV OTOTEAECLOTIKT AVTIGUAANYT)
Kkatd ™ ddpketn tng Oepomeiog pe Trodelvy kot yuo 6 urfveg petd v terevtaio 06om tov Trodelvy.
O1 Gvdpeg pe yovaikeg GuVTPOPOVG TOL UTOPOVV VO, LEIVOVV EYKVEG TTPETEL VAL YPNCIUOTOLODY
OTOTELEGLATIKT AVTICOAANYN Katd T Sidpketla Tng Oepameiog kot yio 3 piveg LeTd TNV TEAELTALN
doon tov Trodelvy.

Onlaopdg
Mn Onialete kot ™ didpkela g Oepaneiog pe Trodelvy kot yio 1 piva, petd v televtaio d6o.
Agv givorl yvooTto 6v avTd TO GAPLOKO ATEKKPIVETAL OTO UNTPIKO YaAa kot Oa pmopovce va,

EMMPEGCEL TO LOPO.

Oonynon ko yEPGROS PNy avnpdTOV

To Trodelvy pmopeti va, ennpedcst TV kavoTTd Goc vo, 0dnyeite kot vo xelpileote unyoviuoTa .y,
aicOnpa {aAng, kémwon. ['a tov A0yo antd va €i6TE TPOGEKTIKOL KATE TV 001 yNno™, TN ¥p1Hon
gpyodreiov 1 Tov yepiopd pnyovnudtov aeod cag dobei to Trodelvy.

3. Hog Ba cag 600¢i To Trodelvy

To Trodelvy 0o cag divetat ovo amd Tov yliaTpd 6aG 1 00 VOGOKOUO LE EUTELPIO GTN XPOT
AVTIKOPKIVIKOV OEPUTEIDV.

Eivarl onuavtikd o y1atpdc 60 1 0 VOGOKOUOC TOV EIOIKEVETAL GTI PPOVTIOn cog vo £yl eniPefaimaost
OTL UTOPELTE VO, TAPETE OVTO TO PAPLLOKO TPAYLATOTOIDVTOS ol eEETAOT) AiLOTOGg TPLY Ao TN
Oepaneia.



Ddpuaka mov divovron mpv amd ) Bepaneia pe Trodelvy

IIpwv amd ™ Aqyn tov Trodelvy Ba cag doBobv opiopéva dppoka mov Ba Pondncovy dote va
OGTOLOTNOOVY Ol OXETILOUEVEG LE TNV £YYVOT AVTIOPACELS, KaBMS Kot 1 vavTio Kot o Euetog. O yotpog
oG 0o amoPacicEl O PAPUOKE, LTOPEL VUL YPEINCTEITE KOl GE TTOL0L TOGOTITO VAL TOL TAPETE.

II6co Trodelvy 6a cag d00si

H Oepaneia yio tov Kapkivo cog eravolapfaverol og kokAovg 21 nuepav (3 efdouddwv). H
ouvicTopEVN 866M Tov Trodelvy givar 10 mg Yo kd0g kg Tov copatikod cag papovg katd v
évapén kébe xoxhov (Huépa 1 kébe xvrhov) ko Eava pia efdopdda apydtepa (Huépa 8 ke
KOKAOD).

Iog Ba cag 500l to pdpuaxd cog

"Evag y1atpog 1 voookopog 8o xopnynoel 1o AapLoKo HEGm EVOOoPAEPLaC £yyvong (e evoTdrialn oe
OAEPaL).

Hpot éyyoon: n Tpdt €yyxvon tov eapudikov Ba cag d0bel oe didotnua 3 wpdVv.

Ag0TEPY KO EMONEVEG EYYVOELS: €AV 1) TPAOTN Gag £yYLON dev elxe eMmAOKEG, Ot dAleG eyyvoels Ba
cag 60000V o drdotnua 1 g 2 wpav.

O y10tpd¢ 1 0 VOGOKONOG 560G Ba cag mapakolovbel Yo onpeio Kot GOUTTOUATA GYETILOLEVOV IE TNV
£€yyvomn avtdpdoemv katd T ddpketn Kabe Eyyvons kot yio 30 Aentd petd.

Zyenldueveg pe v £yyvon avtdpacelg

O y10tpdg o0 B peldoeL Tov pLOUO TNG EYYLONG TOV PAPUAKOVL GOG GE TEPITTOOT] ELPAVIONG LLOG
avtidpaong mov oyetiletar pe v £yyvon. To edpuaxo Ba dokonel eGv N avtidpacn mov oyetileTon
pe v €yyvon givor ometintikn yia ™ {on. BAére napdypago 2.

Adon tov eappdKov Otay TUPOVCIACETE OPICUEVES OVEMBVUNTEG EVEPYELES
O y10tpo¢ oag umopel va oALAEEL N VO, GTAUATAGEL T OGN GOG EAV TOPOVGLAGETE GUYKEKPLUEVEC
avemBounteg evépyeiec. BAéne mapdypago 4.

Eév cag 000¢&i peyordtepn 666m Trodelvy amd tTnv kavoviki

Eme1dn 1 €yyvon cog divetar amd tov y1aTpd oag 1 GALO KOTAAANAO EKTOOELHEVO TPOCMTIKO, 1|
vepdocoroyia eivar amiBavn. Edv Adfete akovoia modd peyddn mtocodtnTa @apudikov, o yotpog oog
0a oag TopakoAiovdel kot O oag ddoel Tpdobetn Bepameio OTmG amatteiTat.

Edv naparerpOsi o d6on tov Trodelvy

Edv Egydoete | mopodeiyete 10 poviefod cog, KAAEGTE TOV Y10TpO GOC ) TO KEVTPOo Depameiag cag yia
va KAgloete éva AL povTEBOL TO GUVTOHOTEPO dLVATO. MNV TEPEVETE PEXPL TV EXOUEVT|
TPOypouUaTIoUEVN oag emickeyn. ['o va givarl mTANpmg amoterespotikn 1 Oepaneio, sivatl moAd
ONUOVTIKO Vo unV mopodeiyete Kapio dOom.

Edv otapatiioete ™) Ogpameio pe 10 Trodelvy
Agv mpénel vo otapatnoete T Beponeio mpdwpa yopPic va EYETE WANGEL TPAOTO LE TOV YIOTPO GUGC.

H Ogpaneio Tov kapkivov Tov paotov pe 1o Trodelvy cuvnbwg amartel o cepd Oepareimv. O
appog Tmv gyyvoemv mov Ba AdPete eoptdrol and o TMG avramokpiveste ot Oepameia. [a tov
AGYo awto, Ba Tpémel va cvveyioete va AapPdvete to Trodelvy axopa kot av deite Pekticoon twv
CUUTTOUATOV GOG, LEXPL VO, OTOPAGIGEL 0 YiaTpOg oag 0Tt O mpémel va otapotoete to Trodelvy.
Edv n Oepomeio dtaxomel mpodmpa, T0 CUUTTOUOTA 6aG UITOPEL Vo emavEADOLV.

Edv éxete meplocoteEpEg EPOTIOELG GYETIKA LLE T YPTOT] AVTOV TOV QAPUAKOV, POTIOTE TOV Y10TPO 1)
TOV VOGOKOLO GOG,.



4, IIBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta eAppOKa, ETGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0gv Tapovolalovtal 6 GAOVG TOVE AVEPOTOLG,.

YoPapéc avemBopnTeg evépyereg

Zntote enciyovoa wotpiki fon0era edv Tapatnpioete Kamola and T aK6AoV0Eg TOAD oVYVEG
oofapég avemOOUNTES EVEPYELES (UmOpET vo. emnpedoovy mepioooTepa. oo 1 ota 10 droua):

. Xapnrog appdég Aevkav apoc@arpiov (ovdeteponevia) Tov propel vo TPOKAAEGEL TOL
aKOAoVO0 o1 UEin KOl GUUTTOUOTO!

TLPETO, TOL onuaivel Beppokpacio copatog 38,5°C 1 dve: avt 1 KaTAoTOON
ovopdleTon EUTOPETT 0VLOETEPOTEViDL

piyn 1 epidpoon

TOVOLULLLO, EAKT] GTO GTOO 1] TOVOSOVTO

TOVO GTO GTOUAYL

7TOVO KOVTH GTOV TPOKTO 1 EAKT] YOP® OO TOV TPOKTO

OVO 1| KAy1o dTav ovpeite 1 Guyvny ovpnon

Suippoia

Pryo 1 dvomvola

o Awdppora (axoun kot yopig dAlo onpueio)

o Avtidpaceis vrepevaicdnoios (copreprroppfavopévov avridpdoeemv mov oyetilovrar pe
™V £yYV01)) TOL UTOPEL VoL TPOKOAEGOVV TO, akOAOVOE, GNUEID KOl GOUTTMLOTOL:

TpNEo oTa YEIAN, T YA®GGO, TO LTI, TOV ANLLO 1 TO TPOGMTTO

TpNEWo 1 emnpUéVo, KOKKIVO deppatikd eEavOnua pe payobpa

EKONAMOT TPNOUEVOV, 0YVAV KOKKIVOV EE0YKOUATOV 1| TAAK®OV (TOUO®V) GTO dEpUA
7ov gpoavifovtot EavViKa

TUPETO

pa Eaevikn TpooBoin coPapol piyoug Tov cuvodedeTol amd aicOnua YoyxpoOTNTOG
vrepPolikn eQidpwon

ovptyud, oei&uo otov Odpaka 1| Tov Aaipud, dvorvota, (AAn, aicOnua Amobuuiog,
AOYAVIOO LLOL

ovo otov Bdpaka, aicOnua Kapdlokdv ToANDY

. AiocOnpa adroBeoiog (vavtia), adrodeoio (épetog)

Adrec mOBavég avemOOUNTEG EVEPYELES

Aleg avemBOunTeg evépyeleg mapatifevrol mapokdto. Eqv kdmow amd avtég yivel Bapid | cofapn,
EVNLEPMOTE TOV Y1ATPO GOG OUECHG,.

IHoA¥ ovyvég
(umopei vo, exnpeaoovy wepioaotepo. amwo 1 ota 10 droua)

aicOnpa Koyipatog Kotd v 00pnen Kot Guyv, EXEIYOVGa ovayKn yio ovpnom
Brxoc, TOVOAALLOG, KOTOPPOT], TOVOKEPAAOG KOL PTAPVIGLLO

EAAeym emapkdv epLOp®OV arpocealpiny (avaupio)

YOUNAO ETTEDO AEVKDV ALOCQOIPIOV (AEUPOKVTTAP®V 1| AEVKOKVTTAP®V)
anmielo 6peéng

YOUNAO emimedo KaAiov N payvnciov oto aipo

dvokoMa otov HTvo

aicOnpa {édAng

dvomvoln

SVOKOIMOTNTO, TOVOG GTO GTOUAYL



TpLOTTOOT, EEAVON L, YEVIKT Qayolpa
TOVOG 6N UEDT, TTOVOG GTIG apBpdsELg
Kovpaon

Yoyvég
(umopet vo, exnpeaoovy uéxpt 1 ora 10 aroua)

piyn, mupeTos, YeEVIKN ducpopia, YA®UO N ATOXPOUATIGUEVO dEPU, SOVGTVOLL AGY® GUUPOPNONG
NG KUKAOQOPIog TOV aipatog amd Paktpia (onyoiio)

Aolpwén Tov Tveupdvav (tvevpovia)

BovAwpévn portn, T6Vog 6T0 TPOCHOTH GG, GUPLYUOG

duvatog Pryag mov umopel va mapaydyel Sonyn, YKpLoKiTpvo 1| TpUcVOTE PAEYLOT
GUUATMOUOTO TOTTOV YPImNG, Aoipumén amd £pNTO 6TO GTOU

YOUNAOG apOUOG OUOTETOA®Y, TOV UTOPEL VO, 0OONYNGEL OE OUOPPUYID KOl LOADTIGIO
(Bpoppomevia)

VYNAG eminedo YAvkolng oto aipa

LEL®LEVT] TOGHTNTA VEPOD GTOV OPYAVIGUO

YOUNAO ETUTEDO PMCPOPIKMY, 0oPEGTIO 1] VATpiov GTO aipo

ayxos

aAdayn oty aicOnon g yevong

YOUNAT apTnplokn wieon

aipoppayio amd T poTn, avtavakAaoTtikog fyog mov mpokaAeital and v evetdiasn PAévvag
670 oW PEPOC TOL PAPLYYOL

(QAEYLLOVT] TOV TOLY£0G EVTIEPOV (KOAMTION)

QAEYLOVT] Kot €AKOG GTO GTOWO, TOVOG GTNV (VM TTEPLOYT TOV GTOUAYOV, TOAVOpOUN O,
(POVOKMOUEVO GTOHAYL

GKOVPLVGT TOL OEPHOTOC, OKVETKH dEpUATIKA TpofAnuaTa, Enpodepuia

Uoikog Tovog otov Odpaka, Poikol omacol

aipo oto 00pa, TEPICCELN TPOTEIVIG GTO 0OVPOL

piyn

ATMOAELD PAPOVG

avénon tov eviOUmV OAKIATKT OGOATACT] T} YOACKTIKY] 0QUIPOYOVAGCT], U1 PUGIOAOYIKEG
eketdoeig aipatog mov oyetilovran pe v mHEN.

Oy ovyvég
(umopei vo. exnpeaoovy uéxpt 1 ora 100 droua)

QAEYLOVT] TOV AETTOD EVTIEPOV (EVTEPITION)

Ava@opd avemOOunTOV EvEPYELDV

Edv mapotnprioete Kamowo avemBOUnTN VEPYELL, EVILEPDOTE TOV YIATPO 1) TOV VOGOKOUO GaG. AVTO
1oyvEL Kot Yo KaOe mhavi avemBountn vEPYELO TTOL SEV AVOPEPETUL GTO TOPOV PVAAO 0ONYIDV
yphone. Mnopeite emiong va avapépete avembounteg evépyeleg anevbeiag, Lécw Tov 0vikod
GUOTNLOITOG OVOPOPAC:

E)\LGoa

Ebvirog Opyoviauos opucrwmv
Meooyeiowv 284

GR-15562 XoAapyog, Adnva
TnA: + 30 21 32040337
Iotorormog: http:/fwww.eof.gr

http://www.kitrinikarta.gr



Kvmpog

Dopuoxevtiés Yanpeoies
Yroovpyeio Yyeiog

CY-1475 Aevkwaio.

TnA: +357 22608607

@aé: + 357 22608669
lototomog: www.moh.gov.cy/phs

Méow ¢ avapopdg avemBOunToVv gvepyeldv pumopeite va fondncete 6t cuAAOYN TEPIGGOTEPMV
TANPOPOPLDY GYETIKA LLE TV OUGPAAELD, TOV TOPOVIOC POPUAKOD.
5. [®g va puiaocoete To Trodelvy

To Trodelvy Ba pvidoocetar ond emayyeipatieg vyeiog 610 VOGOKOUEID 1} GTNV KAVIKT] OTTOL
Aappdvete ) Beponeio. Ot Aentouépeieg pOAAENS eival ol e&ng:

o To @dppoko ovtd TPETEL VO UAACCETAL GE PEPT TOL OgV TO PAETOVY Kol dgv TO POAvVOLY Tal
TodLd.
. Noa pun xpnoonoleite avtd T0 QAPUOKO UETE TNV NUEpOUNVia ANENG TOV AVUPEPETAL GTNV

gmonpaven Tov eraidiov kot 6to Kovti petd t EXP. H nuepounvia AMéng etvon n televtaio
NUEPO TOVL UIVA TOL OVAPEPETOL EKEL

o Dvidcoete og yoyeio (2°C - 8°C). Mnv katayOyeTe.

o Dvidocoete 10 PLOAISI0 6T0 EEMTEPIKO KOVTI Y10l VO TPOGTUTEVETOL OO TO PG,

o Metd TV avacveTao Kol TV apaimot), v dgv ypnoipomombel apécms, 0 GAKOG £YYVoNG TOL
TEPIEYEL TO APOLOUEVO dtddvpa propet vo puiayBel og yoyeio (2 °C - 8 °C) yia €mg kat 24 dpe,
TPOGTATELUEVOS OTTO TO PG,

. Noa pun xpnoILOTolEITE 0VTO TO PAPLOKO EAV TAPATNPNOETE OTL TO AvacLSTAOEY Stddvua ivar
6oL0 1 amoypOUATIGUEVO.

To Trodelvy givar éva xuttapoto&iko edpuaxo. [pénetl va akorovBovvtor ot epapuoldueveg e101KEg
Sl0d1KaGIES YEPICUOD KOl AmOPPIYNC.

6. Iepreydpeva TG GVOKEVAGLAG KO AOUTEG TANPOPOPiES

Tvepréyer o Trodelvy:

- H dpactikn ovcia eivar To sacituzumab govitecan. ‘Eva grodidio pe kovi mepiéyel 200 mg
sacituzumab govitecan. Metd tv avacvotaon, éva mL dtahdpoatog tepiéyel 10 mg
sacituzumab govitecan

- Ta dAlo ovotatikd givar 2-(N-popeoivo)aibavocovipovikd 0&H (MES), moivcopPiko 80 kot
dwdpkn tpeyaroln.

Epeavien tov Trodelvy kon wepieyopeva TnG 6uokevaciog

To @apuako givar po LTOAEVKN £MG KITPVOTY KOVIG Y10, TUKVO GKEVAGHLO Y10 TAPUCKELT SIUAVUOTOG
TPOG EYYVOT TOV TOPEYETAL GE YVOAIVO PloAidilo. Kabe cuokevacia mepiéyetl 1 groridio.

Karoyog Adsrog Kvkrhogopiag
Gilead Sciences Ireland UC
Carrigtohill

County Cork, T45 DP77
IpAovdia



IHopoaockevaotig
Gilead Sciences Ireland UC

IDA Business and Technology Park

Carrigtohill
County Cork, T45 DP77
IpAavdia

I"oa omoladnmote TANPOPOPio GYETIKA LE TO TOPOV POPULOKEVTIKO TPOiOV, TapaKAAEIGTE VL
amevBouvbeite otov TomKd avTrpdocwno Tov Katodyov g Adsiag Kukhogopiag:

Belgié/Belgique/Belgien
Gilead Sciences Belgium SRL-BV
T¢l/Tel: + 32 (0) 24 01 35 50

Bbbarapus
Gilead Sciences Ireland UC
Ten.: + 353 (0) 1 686 1888

Ceska republika
Gilead Sciences s.r.o.
Tel: + 420 910 871 986

Danmark
Gilead Sciences Sweden AB
TIf: + 46 (0) 8 5057 1849

Deutschland
Gilead Sciences GmbH
Tel: + 49 (0) 89 899890-0

Eesti
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

EAirGoa
Gilead Sciences ExLdg M.EIIE.
TnA.: +30 210 8930 100

Espaiia
Gilead Sciences, S.L.
Tel: + 34 91 378 98 30

France
Gilead Sciences
Tél: + 33 (0) 1 46 09 41 00

Hrvatska
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Ireland
Gilead Sciences Ireland UC
Tel: + 353 (0) 214 825 999

Lietuva
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Luxembourg/Luxemburg
Gilead Sciences Belgium SRL-BV
Tél/Tel: + 32 (0) 24 01 35 50

Magyarorszag
Gilead Sciences Ireland UC
Tel.: + 353 (0) 1 686 1888

Malta
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888

Nederland
Gilead Sciences Netherlands B.V.
Tel: + 31 (0) 20 718 36 98

Norge
Gilead Sciences Sweden AB
TIf: + 46 (0) 8 5057 1849

Osterreich
Gilead Sciences GesmbH
Tel: + 43 1 260 830

Polska
Gilead Sciences Poland Sp. z 0.0.
Tel.: + 48 22 262 8702

Portugal
Gilead Sciences, Lda.
Tel: + 351 21 7928790

Romania
Gilead Sciences (GSR) S.R.L.
Tel: + 40 31 631 18 00

Slovenija
Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888



island Slovenska republika

Gilead Sciences Sweden AB Gilead Sciences Slovakia s.r.o.
Simi: + 46 (0) 8 5057 1849 Tel: + 421 232 121 210

Italia Suomi/Finland

Gilead Sciences S.r.l. Gilead Sciences Sweden AB
Tel: + 39 02 439201 Puh/Tel: + 46 (0) 8 5057 1849
Kvbzpog Sverige

Gilead Sciences EALGg M.EIIE. Gilead Sciences Sweden AB
TnA.: +30 210 8930 100 Tel: + 46 (0) 8 5057 1849
Latvija United Kingdom (Northern Ireland)
Gilead Sciences Ireland UC Gilead Sciences Ireland UC
Tel: + 353 (0) 1 686 1888 Tel: + 44 (0) 8000 113 700

To wapov Al 0dNYLOV yprions avadepnOnke Yo TeELsvTaio Qopd oTig 06/2025

Aemtouepeic TANPoQopieg Yio TO PAPLOKO aLTO givar S1BEceS 6T0 dIKTLOKO TOTO Tov Evpmmaikod
Opyoaviepod ®appdxev: http://www.ema.europa.eu.

O Tinpo@opieg mov akorovBov arevdivovtol povo og emayyeiporieg vyeiog:

To Trodelvy givar éva kuttapoto&iko edpuaxo. [Ipémetl va akoiovBodvTal ol EPUPUOCTEES EIOTKES
SLdIKAGIES YEPIOUOD KOl ATOPPIYNC.

AVT0 TO POPUOKEVTIKO TPOIOV OEV TPEMEL VO, AVOUELYVOETOL UE AAAD, PUPUAKEVTIKE, TTPOTOVTO EKTOG
OQVTOV TOV AVAPEPOVTOL TOPUKAT®.

Avacvotaon

o YroAoyiote TV amattodpevn door (mg) tov Trodelvy pe Baon to copotikd Pdpog Tov
acBevoug.

o Xpnoiponotdvog o oteipa cvpiyya, evéote Bpadéwc 20 mL gvéciov dtoddpaTog
yroprovyov vatpiov 9 mg/mkL (0,9%) oe kdbe praridio. H cvykévipmon mov Ba mpokidyet eivar
10 mg/mL.

o [epdwvnote amold To PraAidio Kol agnoTe To TEPLEYOUEVO Vo dtolvbel Yo émg 15 Aemtd. Mnv

avakweite. To mpoidv Oo mpémet vo, EAEYYETAL OTTIKA Y10 TV TOPOVCI0 OU®POVUEVDV
COUOTIOIOV KOl AmOYPOUATICUO, TPV amd T yopnynon . To didhvpa Ba mpénet va givan
ATOAAQYLEVO OTTO 0paTé cmuaTioln, dtovyEg Kot Kitpvo. No un ypnoworombet edv 1o
avacvotadéy ddAvpa eival 0oAG 1 amoypOUATICUEVO.

. XPNGILOTOGTE TO UUEGMG Y10 TNV TOPUCKEVT] EVOG OPULOUEVOD SLOAVIOTOC TPOG EYYVOT).
Apaioon
. YmoAoyioTe TOV amaITOVUEVO OYKO TOL avacVGTAOEVTOG SIOADLOTOC TOL OTOLTELTOL Y10, VL

gmtevy el n KotdAAnNAn 866m GOUEOVO UE TO COUATIKO BApog Tov acbevoic.
o IIpocdiopiote TOv TEAKO GYKO TOL SIOAVUOTOG £YYVONG YL TV TAPOYN TNG KATAAANANG 600G
o€ £0pog GLYKEVTPMONG TOV sacituzumab govitecan and 1,1 mg/mL éwg 3,4 mg/mL.
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. Avoppopnate Kot omoppiyTe amd TOV TEAMKO GAKO £YYLONG OYKO EVEGLLOL SLOADUOTOG
yAoplovyov vatpiov 9 mg/mL (0,9%) ico pe Tov Oyko Tov gival 1608VVALOG LE TOV
OTOTOVEVO OYKO TOV AvOoLGTAOEVTOC OLOAVLATOG,

. Avappognate v vroloyisBeico TocdTTa TOV AVOcLGTAOEVTOC SLoADATOG amd To(ot)
OLoA10(0r) YPNOIUOTOLDVTAG Lo GUPLYYD. ATOPPIYTE OTOLONTOTE OYPTCILOTOINTH TOGOTNTA
€xel amopeivel ato(a) Qlaiidio(a).

. INo va ehayrotonombel o oynUATIGUOG aPPOoD, EVECTE BPadEémS TOV OTOLTOVIEVO OYKO TOV
avacLOTOOEVTOG SIHADATOS GE GAKO Eyyvong armd TOAVPvLAOYA®PId10, TOAVOAEPiIVNY
(rolvmpomvAévio H/kat ToAVaBVAEVIO) 1| 0&1kd aBurevoPviiio. Mnv avokiveite To
TEPLEYOLEVO.

. Edv ypelootel, pubuicte tov 6yKo 6TOV GAKO £YXVOTG LE EVEGIUO SLIAV U YAMPLOVYOV VATPIOL
9 mg/mL (0,9%) 6mwg KpiveTon amapaitnto yio va Tpokdyel cuykévipmon and 1,1 mg/mL g
3,4 mg/mL. Oa wpénel vo, ypNoIHonoteitol povo evEco dtdivpo yhmplodyov vatpiov 9 mg/mL
(0,9%), eme1dn n oTabEPOTNTA TOL AVAGVOTOOEVTOG TPOIOVTOG deV €xel KataderyDel pe dAla
Bacwkd dtokdpato Eyyvong.

. Edv dev ypnopomombei apéome, 0 6AKOG £YYVOTNG TOL TEPLEYEL TO OPAULMUEVO OLAAVUE, UTOPEl
va amobnkevtel og Yyouyeio otovg 2°C g 8°C yia émg Kat 24 dPES, TPOSTUTELUEVOG OO TO MG,
Mnyv koToyOyete. Metd v yoén, yopnynoTe 10 apalopévo dtdAvpo o Beppokpacio dmpatiov
£€m¢ 25°C evtdc dlnoTpHotog 8 mpdv (cuumeptiapfavouévov Tov xpodvov £YYuong).

Xopnynon
o Xopnynote to Trodelvy pe evdopréPfia Eyyvon. [Ipoctatéyte Tov 6hKo Eyyvong omd 10 wc. O

oaKog &yyvong Ba mpénet va givorn KAALUUEVOG KATA T S1EPKELD TG XOPTYNONG OTO GTOUO
péypt va oAokAnpmBel 1 xoprynom tng o06onc. Aev glvar amapaitnto va Kahvedei | coAvoon
£yyvomng 1 vo. xpNoonobel GOANVOOT 0d POTOTPOCTOTEVTIKO DAIKO KOTA TN OLAPKELN TNG

£€yyvong.

o Mmopei va ypnoyomoindei avtiio Eyyoong.

o Mnv avaperyvoete 1o Trodelvy, | unv to yopnyeite pe £yyvon, poli ue GAAL POPUOKEVTIKY
TPOIOVTAL.

o Metd v oAoKANp®ON NG £YXVONS, EKTAVVETE TNV eVOoPAEPLa ypauun pe 20 mL gvéoipov
SroAdpaTog yhmpovyov vatpiov 9 mg/mL (0,9%).

Amoppryn

Kd&be aypnoyomointo @oppokentikd Tpoidv 1 DITOAELUN TPETEL VO OTOPPITTETAL GOUPDVO, HUE TIG
KOTO TOTOVG IGYVOVCES OYETIKESG SLOTAEELS.
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