®vrA0 ooNYIOV yprong: IIAnpogopicg yia Tov acBeviy

Cabazitaxel Accord 20 mg/ml TVKVO GKEVUGNA VIO TOPAGKEDT] OLOAVNATOS TTPOGS £YYvON
Kopmalttagéin

AP aoTe TPOGEKTIKA OLOKANPO TO QPVAAO 00N VLAV YP1ONGS TPOTOV UPYIGETE VO, PN GLUOTOLEITE
aVTé TO PAappaKo, H16TL TEPLLapPdvel onpavTikég TANpoPoOpies YI0 GO,

o DvrdEte avTo TO EOAAO 0dNYIDV YpNone. Towg ypelaotel va to dofdcete Eava.
. Edv éxete mepartépw amopieg, potote 10 Y10TpO, TO POPUOKOTOLO 1) TO VOGOKOUO GO,
. Edv mapotnpfoete Kamoto avemBOunTn eVEPYELX, EVIUEPMDGTE TO YIATPO, TO PAPUOKOTOLO 1) TO

VOGOKOWO Gag. AVTO 1oyvel Ko Yo kée mbav avemBountn evépyela Tov Oev avapEPETAL GTO
POV OALO 00N YLV YpNone. BAéme mapdypaeo 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T etvon o Cabazitaxel Accord kot oo givor ) gpfon Tov

T mpénet va yvopilete Tpotol cag yopnyndel to Cabazitaxel Accord
Ig va ypnoonomoete to Cabazitaxel Accord

[MBavég avemBOunTes evépyeteg

Iag va puidccetar to Cabazitaxel Accord

[epreydpevo g cuokevOciog Kot Aoutég TANpoPopieg

Sk v~

1. Th givan To Cabazitaxel Accord kot oo givan 1 gpfion Tov

H ovopaocia tov gappdiov eivar Cabazitaxel Accord. H kowvoypnot ovopacio tov etvon
kapmolttaédn. Avikel 6€ pio Katnyopio @opraKkoy mov ovoudlovtol «TaEaves Kot
YPNOLOTOLOVVTAL Y10l TIV OVTILETMILGT TOV KOPKIVOL.

To Cabazitaxel Accord ypno1LomoteiTon Yo TV AVTIUETMOTION TOV KAPKIVOL TOV TPOCTATY TOL £XEL
TAPOLVGIaoEL EEEMEN UeTd T AfYM GAANC ynuetoBepameiog. Apo GTOUATOVTOS TNV OVATTLEN KoL TOV
TOAAUTAQGLOGUO TOV KUTTAPOV.

210 mhaicto tng Oepamneiog cag, O maipvere emionNg KAMO10 KOPTIKOGTEPOELDES PApLLaKO (TPEIVILOVI I
wpedvilohdvn) omd T0 oTONN og Kabnuepvn Pacn. Potiote Tov ylotpd cag yio TANpopopiec oeTiKd
pe owtd 10 dAXo PhpuaKo.

2. Tvrpéner va yvopilete npv oag yopnyn0Osei o Cabazitaxel Accord

Mnyv gpnowponomocte To Cabazitaxel Accord gav

o o€ mepintwon ailepyiog (vrepevarcOnoiog) oy Kourtalita&éln, oe Ahieg Ta&dves | 6TO
moAVGopPiko 80 N og 00100NTOTE GALO OTO TOL GLGTATIKA GVTOV TOV PAPUAKOL (CVOPEPOVTOL
otV Topdypoeo 6).,

. 0¢€ MEPIMT®ON TTOL 0 UPLOUOC TOV AEVKOV QLOCPULPI®OY 6a¢ vl VIEPPOALKE YUUNAOG
(op1Opdg ovdetepoilmv pikpdTepog 1 icog Tov 1.500/mm?),

. o€ MEPINT®ON IOV £YETE GOPaPT UM PVOIOAOYIKN NTOTIKY AglTovpYyia,

. o€ MEPINT®ON TOL EUPOAMAGTAKOTE TPOGPATA 1| EYETE TPOYPAUUOTICEL VO EPPOAACTEITE KOTA

TOVL KiTptvov TupeTo.

Edv otidnmote amod ta Mo mwhve 16y0el 6TV TEPITTOOT 560G, dev Ba mpémel va cag yopnyndei To
Cabazitaxel Accord. Eqv éxete apugipolriec, ridnote otov yatpd oag mpv mhpete to Cabazitaxel
Accord.



IIposgidomou|oelg Kon TPOPLAGEELS

[pw and kGO Bepomeio pe To Cabazitaxel Accord, 0o vToPdriecste o OUATOAOYIKEG EEETAGELS Y10
va dtmot®bel OTL £xeTE OPKETA OLULOCPAIPLO KOL EMAPKT] NTATIKY KOL VEPPIKT] AgLTOvpyia Yo va
AaPete To Cabazitaxel Accord.

Evnuepoote apéomc tov yiatpod cag edv:

o &xete mopetd. Katd tn dudpreia g Oepaneiag pe to Cabazitaxel Accord, givar o mbavo va
pewmBel o apBpog tov Aevkdv apoceaipiov coc. O yorpog cag Oa mapakolovbei To aipa cog
KOl TN YEVIKN KOTAGTAGT 00g Yo TNV ELedvion onpeiov Aoipwéng. Mmopel va cag yopnynoet
AL APLLOKO Y10, T1 S1OTHPTOT] TOV 0PLOUOY TOV ALOCOUIPI®Y GOC. ATOU HE XOUNAO aplOud
ALPLOCOAPIOV HITopovV va avamtHEOVY ameAnTIKES Yo T (o Aopdéets. To mo Tpdyo
onueio Aoipméng umopel va ivot o TopeTodg, ondte 4V eppavicete Tupetd o Tpémet va
EVIUEPDTETE AUECOG TOV Y1ATPO GOC.

o glyate moté 610 TOPeAOOV omoladNToTE aAlepyio. ToPapé AALEPYIKEG AVTIOPACELS LTOPOVV VO
ELPAVICTOVV Katd TN dtdpkela g Oepamneiog pe to Cabazitaxel Accord.
o €xete coPopng LOPENG M HEYAANG O1apKELNG OLAPPOLa, 0IoOAVESTE VOUTIO 1 KAVETE EUETOVG,

Onowodnmote and avtd Ta copunTOpata Bo propodce va tpokarécel coPfapn apuddtwot. O
YWTPOG GOG UTOPEL VO YPELOOTEL VO Gag doel Bepameia.

o a160GvesTte LOVSIOGHN, LUPUAYKIOGHO, 0icONULo KODGOL 1| HEIOUEVT] AoONTIKOTNTO GTO, XEPLO
1M T0 TOJ GOGC.
o €xete TpoPAHOTA apopparyiog amd To Eviepo N ExEl AAAAEEL TO XPOUO TOV KOTPAVOV GG 1

€xete movo oto otoudyt. Edv n awpoppayia 1 o mévog givar cofapd, o yatpdc cog o
otapotoel tn Oepameia pe to Cabazitaxel Accord. Avtd opeiletan 610 6T To Cabazitaxel
Accord pmopel vo avéncet Tov Kivouvo atpoppayiog 1 avamtuéng onmv GTo EVIEPIKO TOIY®LLA.

o €xete TPOPAALOTA UE TOVG VEPPOVS GOLC.

. EUPOVICETE KITPIVIGLLO TOV dEPLOTOG KOL TMV LOTIOV, GKOVPOYXPMOLLO, 0VPa, GOPap1| vouTio
(tdom yuo epetd) N eneTd, KabdS PUTopel vor amoTeEAOVV GNUELN 1] CUUTTAOUOTO NTOTIKOV
TPOPANUATOV

. EUPAVICETE OTOLOONTTOTE CNUAVTIKN abENOT 1] pelmon Tov Kabnuepvod OYKov TopayOUeEVmV
ovpwV.

. €xete aipa oTa ovpa GOG.

Edv otidfmote and o 1o TAve 1oY0EL 0TV TEPIMTMCT GOC, EVILEPMOTE AUECMS TOV Y1aTpd oag. O
YwTpOG oG Umopel va petmacel T 06on tov Cabazitaxel Accord 1 vo, diakowyel T Oepameia cog.

Alha gappoke ko Cabazitaxel Accord

[NopakaAeiote vo evUEPDGETE TO YLOTPO, TO PAPUOKOTOLO 1) TO VOCOKOHO GOG GV maipveTe N €xete
apeL TPOGEATA AALN EApUaK. AVTO 10YDEL KoL Y10l QAPULAKO TTOV EXETE TAPEL YWPIC cLUVTAYN
YTpov. AVTO OQEILETOL GTO OTL OPICUEVO PAPLLOKO LTTOPOVY VO ETNPEAGOVY TOV TPOTO dpAong Tov
Cabazitaxel Accord 1 oto 011 10 Cabazitaxel Accord pnopei va ennpedcetl 1o TdS dpovy G
Qapuoka. Xg outd ta pappoka tephapupdvovol Ta axdAovda:

- KeTOoKOVALOAN, prpapmikivn (Yo AoUMEELS)

- kapBapalenivn, eavoBopPrtain 1 orvutoivn (Yo TIG EMANTTIKEG KPIGELS)

- PBotavo St. John’s Wort (Hypericum perforatum) (¢utikd QOappoxo yio tnv KotabAinym kot GAleg
KOTOGTAGELS).

- otativeg (0mwg oypactativy, Aofactativy, atopfactotivn, pocovfactotivn, | Tpafactativn) —
Yo TN peimon TG YoANGTEPOANG OTO QO GOG

- Parcaptavn (yio v vaéptoon)

- pemayAwion (ywo to StoprTn).

MuoTe pe ToV Y1aTpO Gag TPV KAveTE 0mo10dNToTe EPPOAI0 evd AapPdvete to Cabazitaxel Accord.

Kinon, Onlaopég ko yovipdtnto
To Cabazitaxel Accord dev gvdsikvotol yio ypion € YUVOIKEC.



XpNo1ponoteite TPOPLAAKTIKO KATA T ddpKeLD TS GEEOVOAIKNG EMAPNS €6V 1| GOVIPOPOS Gag glvat
N Ba pmopovoe va peivel éykvog. To Cabazitaxel Accord gvoéyetal va VITAPYEL GTO GIEPLLO GOG KOl
umopei va exnpedoet to EUPpvo. ZuvicTtdrol va uny Kavete mondi katd T odpkelo tng Depomeiog Kot
€m¢ kot 4 punveg petd ) Bepaneia, kKobmg kot va {ntmoete cGLUPOVAEG OXETIKA LE TN SLTPNCT TOV
onépuatdc cog mpwv Egkvnoete T Bepaneio, kabmg to Cabazitaxel Accord pmopel va ennpedoet v
AVOPIKT YOVILOTNTA.

0onynon Ko YEPLoROS PNy oV LATOV
Mmropei va areBavbeite kovpaon 1 {oAn dtav mdpete awtd T0 Pappoko. Eqv cuppPet katt tétoto, unv
001 YNGETE 1| U1 YPTCULOTOGETE EPYOAEID 1] UNYOVALOTA £0G 0TOL oncBavOeite kaAvTEPQ.

To Cabazitaxel Accord mepiéyer aBavorn (aikodlr)

Av10 10 Pdppaxo mepéyetl 1.185 mg alkooing (abavoing) oe kabe proridio, mov givar i1codvvaun pe
395 mg/ml. H mocodtnto, ava ¢roridio antol Tou popUAKOD aDTOoD TOL POPUAKOD EIVOL IGOSOVAUN HE
30 ml pndpag 1 12 ml kpaciov.

H moodtnta, g aAKoOANg 6€ anTtd T0 PapuaKo dev eival THavO va £xEL EMIOPACT GE EVAAIKES Kol
€pnPoug, Kat o1 eTOPACELS TG 6T TodLd dev givar mBovo va givon afloonpeioteg. Mmopel va €xet
Kdmoleg emOPAGELS e PIKPOTEPA TOLOLEL, Y10 TOPAdEY LA Vo aucBavBovv vvnia.

H oAxo6An og awtd 10 dppaKo pumopel v aALAEEL TIG EMOPACELS GAA®Y Qapudkmv. Evnuepmorte to
YWTPO GOC 1 TO POPUAKOTOLO GOG EAV AAUPAVETE AAAL PAPLOKO.

Edv giote éykvog 1 OnAalete, evnuep®oTe TO Y1Tpd GG 1 TO QOPLOKOTOLO TPV TAPETE AVTO TO
oapupaxo. Edv glote e01611€vog 6TO0 OAKOOA, EVILEPADGTE TO YLOTPO GOG 1) TO PUPLAKOTOLO TPLV TAPETE
aVTO TO PAPUOAKO.

3. g va ypnoponomoere 10 Cabazitaxel Accord

Odnyieg ypiong
Ba Gog YOPNYOVVTOL AVTI-OAAEPYIKA QAPLOKO TPV 0o TN xoprynon tov Cabazitaxel Accord, yio
LEI®OT TOL KIVOUVOL EUPAVIONG CAAEPYIKDY AVTIOPACEMV.

To Cabazitaxel Accord Ba cog yopnyeitat amd Evav yoTpd 1 £€va VOGOKOHO.

To Cabazitaxel Accord Ba mpénetl va mapackevdletor (apotdVETAL) TPV oo T YOPyNoN TOV.
[Mpaktikég TANPOPOPIES Yo TOV YEPIGUO Kot T yopRynon tov Cabazitaxel Accord yia
YWTPOVG, VOGOKOUOLG KOl PUPHOKOTOL00E TAPEYOVTUL GE GUTO TO PUALO 0ONYLDV.

To Cabazitaxel Accord Oa cag yopnyeital péow Eyyvong o pia omd T PAEREC oag (evooprEPia
¥PNON), OTO VOGOKOLELD, GE £V POVIKO S1ACTNLO TEPITOV UioG DPOC.

210 mhaicto tng Oepamneiag cag, O Taipvere EMioNg KAMO0 KOPTIKOGTEPOELDES PAPLLAKO
(mpedvilovn N TpedviloAdvn) and 10 oToOpN o€ Kadnpepvr Paon.

ow Toc6TNTO TOV PUPNEKOV KU1 TOGO cLYVA 00 TpémEL vo TaipveTE

o H ovvnng 660m e&aptdror omd Ty empdvela Tov copatog oag. O yrotpdg cog O vmoroyicet
70 UPodOV emPaveiog ToV COUNTOC 60¢ (M?) 08 TETPAYOVIKA UETPO. Kot B0l amo@acicsl )
d0o1 wov Oa, TpémeL Vo, TOPETE.

o Yuvnbomg Oa cog yopnyeitan pia éyyvon kabe 3 efdoudoes.

Edv £yete omola0nmote mePaITEP® EPMTNOT GYETIKA LE TN YPTION ALTOV TOV PAPUAKOV, POTHOTE TO
Y10TPd, TO POPLAKOTOLO 1 TO VOCOKOLO GOG

4. IIBavég avemBOUNTES EvEPYELES

Onwg 6ha Ta eApOKa, £TGL KO GVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, OV
ka1 0gv Tapovcidlovral o€ 6Aovg Toug avBpomovs. O yiatpog oag 8o cuinTioel aVTEC TIg
avemBvunteg evépyeteg pali oog kat Ba eEnynoetl Tovg TOBUVOVG KIVOLVOUG KoL TA, OQEAT TNG
Oepamncioc cog.



Emoxe@0cite apéomg évay yioTpo €av TopaTnpioETe 0TOLXONTOTE OO TIS OKOLOVOEG
avemOvuNTES EVEPYELEC:

o mopetd (ynAn Beppoxpacio). Avti 1 avemBountn evépyeta eivar cuyvn (UTOpEL va ennpedoet
¢m¢ 1 otovg 10 avBpmmovg).

. LEYAAN OTOAELN COUATIKOV DYPOV (aQLIGTMOGN). AVTH 1 AvemBouN T EVEPYELD EIVAL GLYV
(umopel va emnpedoel Myotepovg and 1 otovg 10 avBpdmovg). Mrmopei va mpokdyet edv €xete
coPapng LopeNg N LEYAANG dtdpKeLag Oldppota 1 TUPETO 1 €AV KAVETE EULETOVG.

. coPopdc THVOG GTO GTOUYL 1 TOVOG GTO GTOUAYL TOV gV VoY ®PEL. AvTd pmopel va cuuPei
€dv €xeTe OMN GTO GTONAYL, TO COANVO TG TPOPTS, TO AENTO 1) TO XV €viepo (d1dTpnon Tov
YOGTPEVTEPIKOL COANVA). AVTO pmopel va odnynoet 6to Bdvarto.

Edv omotodfmote 0md T 110 AV 16YVEL GTNV TEPITTOOT GOC, EVIUEPDOTE OUEGMG TO YLOTPO GOC.
Alreg avemBOunTES evépyereg mepriapfavovv:

IoAd ovyvég (umopel va emnpedoet tepiocdtepovg and 1 atovg 10 avBpdmovg):

o peimon Tov apBpov tv epubpdv apoceapioy (avorpia) 1 TV AEVKOV apocseatpiov (ta
omoia Eval GNUAVTIKG Y10 TNV KOTUTOAEUNGT TV AOIUDEEDV)

o peimon tov apBpov TV aporetaroy (1 onoio 0dnyel o€ avénuévo kivouvo alpoppayiog)

o ammAeln e 0peéng (avopeia)

o GTOUOAYIKEG EVOYANOELS, GUUTEPTAAUPAVOUEV®Y TNG VADTIOG, TOV EUETOV, TNG O1APPOLAg N TNG
dVOKOIMOTNTOG

o 0GQLUAYia (TOVOC GTNV TAGT)

. aipo oto ovpa

o aicOnpa kovpaong 1 advvapiog 1 EMAENYT EVEPYNTIKOTNTOC.

Yoyvég (umopel va ernpedoel Aydtepovg amd 1 otovg 10 avBpmmoug):

o aAloiwomn g aictnong g yevong

dVOKOAID, GTNV OVOTTVOT

Prixes

KOIALOKOG TTOVOG

Bpayvrpdeoun anmdAelo LOAMDY (OTIC TEPIOCOTEPES TEPIMTMGELG AVAUEVETOL VO ETUVELDEL M

(VOIOAOYIKN TPLYOPLTaL)

oVoC 6TIS apfproelg

oVpPOAOTHMEN

EMAEWYT AEVKOV OLLOGPOLPimY TTov oyeTileTon e TVPETO Kol AoT®wEN

aicOnpo LovdioUaTOg, HUPUNYKIGUO, 0icOnua Kavcov 1 Hetdpév aetntikotnTo oTo XEPLo
Ko 7oL 1010

Cakn

TOVOKEPUAOG

peimon 1 avénon g apTnNPLeKNG Teons

dvodpecto aichnua 6to oTopdyl, THpmon (aichnua Kadoov) 1 peyipota

TOVOG GTO GTOUYL

aLLOPPOTdES

poikoi oracpot

ENMOLVN 1] GLYVN 0VPNON

aKpATELD 0V POV

VEQPIKT VOGO 1] TPOPANLLATO LE TOVG VEPPOLS

€\kog (TAnyn) oto oTOUa N TO XEIAN

Aoméeig i kivouvog Aotuaéemv



VYNAL TITESA GOKYAPOV GTO CLipLOL

abmvia

dtovontikn ovyyvon

ayX0g

aQLGIKT aicOnon 1 aTdAELN TG GONTIKOTNTOG 1) TOVOC GTA YEPLL KOl TO, TTOSOL
dvoKOoAia, O10THPNOTNG TNG ICOPPOTIAG

Tay0C N AKAVOVIGTOG Kapdakog puiuog

Opoupog aiploTog 6To TOSL N GTOV TVEL OV

aicOnon Beppottog oto dépua 1 EEaym

7TOVOC GTO GTOUA 1) TOV A0

alpoppayio omd o opHo

LLik” voyAnom, evaistnoio, advvapio 1 TOVOC

oidnpa (tprH&uLo) ota TOdO 1 To KATW GKpal

piyn

doTapayn TV voylov (0AANYT OTO YPOUN TOV VUYIDV, TO VOO LTOPEL VO amokoAAN000V).

Oy ovyvég (umopel vo exnpedoet Aryotepoug amd 1 otovg 100 avOpdmovg):

o YOUNAG emineda kaiiov oTo aipa

KOVJOLVICLOTA GTA QLTI

aicnon Beppotntog oto dépua

gpLBpHTNTA TOL HEPUATOG

QAEYLLOVT] TNG OVPOOGYOV KVGTNG, 1) OO0 UTOPEL VO, TAPOVGLOCTEL ATV 1) KUGTH GOG £XEL
TpoNYoLUEVAC eKTeDEl o€ akTivobepameia (LETAKTIVIKTY KVoTiTIdN MOy Tponyneicag
axtivofepaneiog oty ovpodoyo KOHGTN).

Yoyvotnra pn yvooti (dgv pmopel va extiun el pe Baon to dwbécipa dedopéva):
o Aldpeon vevpovordOela (AEYUOVT TOV TVELUOVOV TTOL TPOKOAEL friya. kKot SLGKOALN GTNV
avamvon).

Ava@opd avemOOunTOV gvEpyELOV

Edv mapotnprioete Kamoo avemBOunTn evEPYEL, EVIUEPMDGTE TO YIATPO 1 TO PUPLOKOTOLO 1 TOV/TNV
VOGOKOWO G0G. AVTO 1oyveEL Kot Yio kae mhavr avemBountn evépyela mov 6gv avapEPETAL 6TO TaPOHYV
@OALO 00MY1DV ¥prionc. Mmopeite emiong va avaeépete avembounteg evépyeleg anevbeiag, Léow

EBvikog Opyaviopdc @apudakmv

Meocoyeimv 284

GR-15562 Xohapyodc, Adfva

TnA: +30 21 32040337

Iototomog: http://www.eof.gr, http://www Kitrinikarta.gr

Méow g avagopdg avemBOUNTOV gvepyel®v pumopeite vo fondnocete 6t cLAAOYT TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TAPOVIOC PUPUAKOD.

5. Iog va puraccetal To Cabazitaxel Accord

To @appoko ovtd TPETEL VO PLAACCETAL GE PEPT) TOV OgV TO PAETOVV KoL O&V TO POAVOLV TO TSI,
Na pn xpnoiponoteite avTd T0 PAPLAKO HETA TNV NUEPOUNVIC ANENG TOV aVaPEPETOL GTO EEMTEPIKD
KOVTL Kol 6TNV ETIKETA TOL PLoAdiov petd tnv AHEH. H nuepounvia AMéng eivan n televtaio nuépa

TOL UNVO TTOL OVOPEPETOL EKEL.

AvT106 TO POPUOKEVTIKO TPOTOV deV amantel cuvinkeg evAaENG pe ed1kn Beppokpacio. PvAdcoeTal
GTNV OPYIKT] GVCKEVAGIO, TPOKELLEVOL VO TPOGTATEVETOL OO TO POC.


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

Metd 10 Gvotypa

Kdabe proridio mpoopiletar ya pia pdvo xpnon kot Ba tpémet va ypnoponoteitol apécws. Edv dev
YPTOLOTOEITAL OUESMG, O1 XPOVOL KOt 01 GLVOTKEG PVAAENG KATA TN XPTOT| TOVG OTOTEAOVY gvBHVN
TOVL PN OTH.

Metd v 1eMK1 0pai®on 6Tov 6aKo/6Tn ELaAn yyuong

Xnuikn Kot puoikn otafepoOTnTo TOL SIAVIATOG TPOG EyYvoT £xel katadelydel yio 8 mpeg o
Beppokpaocio mepifarrovtoc (15 °C — 30 °C) (cvumeptropfavopévov Tov ypodvov €yyvons g 1
opag), kabdg kot Yo 48 dpeg g cuviKeg YOENG (cuumepthapfavopévou tov ypdvov Eyyvong g 1
Opag).

A6 pikpofroroyikng amoyng, To didAvpa Tpog £yxvon Ba mpémel va ypnolponoteitatl opécmg. Edav
dev ypnotponomBel apécmc, oL ypdvot kat ot GuVONKeS POAAENG KATA TN YpNoT) TOV amoTeAovv gvhivn
TOV XPNOTN KOl PLGLOAOYIKE dev Ba Tpémet va vrepPaivouy Tig 24 dpeg o Beppoxpacio 2°C Emg 8°C,
€KTOG €0V M apaimon Exel mpaypatoroln el og EAeyXOUEVES KOl ETIKVPOUEVES AOTTTTEG GLVONKEC.

Andppuym
Kabe aypnoiponointo mpoidév 1| VTOAEUUA TPETEL VO, ATOPPITTETAL COLPMVA LE TIG KATE TOTOVG
16YVLOVGEG OYETIKES dloTaels. Avtd Ta pétpa Ba fondncovv oty Tpoctacio Tov TePPAAAOVTOC.

6. Iepreydpevo TG 6VOKEVLAGILOS KO LOWTES TANPOPOPiEg

T egpréyer To Cabazitaxel Accord
H dpactikn ovsia eivar n kapuralita&éAn. Eva ml mokvod dtaddpotog mepiéyel 20 mg
rapmalitagéding. Kabe grarido 3 ml mokvod dtodvpatog mepiéyet 60 mg kapmoalttaéing.

Ta dAlo cvotatikd givar molvcopPucd 80, kitpikd 0&H Kot avodpn cbavorn (PA. mapdypapo 2 «To
Cabazitaxel Accord nepiéyet aBovorn (ahicoor)».

Epeavien tov Cabazitaxel Accord kou TepleyOPEVO TS GLOKELUGIOG

To Cabazitaxel Accord eivat Tokvd GKELAGLLO, Y10 TAPACKELT SOADUATOG TTPOG EyYLoN (OTEIPO TLKVO
Suiivpa). To Tokvo didhvpa givor Eva StayEG AP0 TPOG VITOKITPIVO 1) KAPEKITPIVO SLAAV L.
Awtifeton og eraAido piog yprong pe yopnynowo 6yko 3 ml wukvod doAdpaTog o laiidlo 6 ml
Ao O10VYEG YIOAL.

MéyeBoc cuokevaociog:

To k60e kovti TepLEyet Eva plaAidto piag pdvo ypnong.

Karoyog Aderog Kvkhogopiag

Accord Healthcare S.L.U

World Trade Center, Moll de Barcelona s/n,
Edifici Est, 6* planta, Barcelona,

08039 Barcelona, Iomtavia

Hopayoyog

LABORATORI FUNDACIO DAU
C/ C, 12-14 Pol. Ind. Zona Franca,
Barcelona, 08040, Iomoavia

Pharmadox Healthcare Ltd.
KW20A Kordin Industrial Park
Paola, PLA 3000

Moadita

Accord Healthcare Polska Sp. z o0.0.,
ul. Lutomierska 50, Pabianice, 95-200
TToAwvia



Accord Healthcare single member S.A.
64th Km National Road Athens, Lamia,
Schimatari, 32009, EALGOo

Mo omoladnmote TANPOPOPio. GYETIKA LLE AVTO TO PAPUAKO, ETKOVMVIOTE LUE TOV TOTIKO
AVTITPOGMTO TOL KATOYOV TG Adelog KukAopoplag:

AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IE/IS/IT/LT/LV/LU/MT/NL
/NO/PT/PL/RO/SE/SI/SK/ES

Accord Healthcare S.L.U.

Tel: +34 93 301 00 64

EL

Win Medica A.E.

Tel: +30 210 7488 821
To mapév @vAro 0dNYLOV YpRoNS avabempiOnke Yo TELEVTALN POpd oTic 01/2026
AlLreg INYEG TANPOYOPLAV

Aentopepn TANPOPOPLOKE GTOLYXEIN YiO TO TPOIOV 0T Elvar S100ECIUA GTOV SIKTLOKO TOTO TOV
Evponaikod Opyavicpod @oppdakov: https://www.ema.europa.eu.



O\ TAnpoeopisc Tov 0K0A0VOOVY atevOVVOVTOL HOVO GE ETAYYEANOTIES TOV TOUEN VYELOVOLKNG
nepifaiwnc.

HNPAKTIKEX IAHPO®OPIEX I'TA TTATPOYX 'H EIAITTEAMATIEX TOY TOMEA
YI'EIONOMIKHX IIEPIOAAYHXE XXETIKA ME THN ITPOETOIMAXIA, XOPHI'HXH
KAI TO XEIPIEMO CABAZITAXEL ACCORD 20 mg/ ml IYKNO XKEYAXMA I'TA
IHAPAXKEYH ATAAYMATOZX ITPOX EI'’XYXH

Ot TAnpoopieg aVTEG GUUTANPOVOLY TIG TOPAYPAPOVS 3 Kat 5 Yo ToV Yp1oTh.
Eivar onuavtikd va dtofdcete 0AOKANPO TO TEPIEXOUEVO AVTAE TNG dladikaciog TP arnd TV
TPOETOLLAGIO, TOV SLHAVLOTOG TPOG EYYLON.

Acvpfatotnreg

Av10 10 Phppako dev Bo TPEMEL VoL avapyvOETOL e GAAO @ApLaKa, e TV eEaipeon ekeivav Tov
YPNOLOTOLOVVTAL Y10l TIG UPOUDCELS,

Avdpkera Cong ko wWwaitepeg TpoPurdéers katd T @O aén Tov TpoidvTog
"o tn ovokevoocia Tov Cabazitaxel Accord 20 mg/ml mukvos SteAdUATOC Yo SIAALLLO. TPOG £YYVOT

Av10 TO POPUAKEVTIKO TPOTOV deV amartel cuvOnKeg PUAAENG e e101kn Depuokpacia.
DuAGcoETAL GTNV APYIKT] GLGKEVAGIO, TPOKEUEVOD VI TPOCTUTEVETAUL OO TO PG,

Metd 10 Gvoryua

Kdabe proridio mpoopiletar ya pio pdvo ypnon kot Ba tpémet va ypnoponoteitol apécws. Edv dev
yPNOLOTON B0V OUESHC, O ¥POVOL Kot 01 GLVONKES PUAAENG KOTA TN (PTOT) TOVG ATOTELODYV VBVVT
TOVL YPNOTH.

Metd tnv TeEMKN 0poimon 6ToV 6GKO / ot QLdAn £yyvonc

XNUkn Kot puoikn otafepoOTnNTo TOL SIUAVIATOG TPOG EyYVo £xel kKatadelydel yio 8 mpeg o
Beppoxpaoio mepipdirovog (15°C - 30°C), cvpmeprrapfovopévon Tov xpdvov Eyyvong g 1 dpag,
KkaOd¢ kat yuo 48 dpeg o cuvinKkeg YHENG cupmepLaufovoprévon Tov ¥povov Eyyvong g 1 dpac.

Ao pikpofroroyikng dmoyng, To didAvpa Tpog £yxvon Ba mpénet va ypnolponoteitot opécms. Edv
dev ypnotponomBel apécmg, o1 ¥pdvol kat o1 GuVONKeS EOAAENG KATA TN (PNOT) TOV amoTeAoVV gvdivn
TOV XPNOTN KOl PLGLOAOYIKE dev Ba Tpémet vo vrepPaivouy Tig 24 dpeg og Beppoxpacio 2°C émg 8°C,
€KTOG €0V M apaimon Exel mpaypaTomoin el oe EAeYXOUEVES KOl ETIKVPOUEVES AOTTTTEG GLVONKEC.

Ipo@uAia&ers kKaTd TNV TPOETOLRAGIN KL TN YOop1YNoN

Onwg Kot pe 0mo1ovoNToTe GALOV OVTIVEOTAAGHOTIKO TapdyovTa, Bo mpémel vo diveTal Tpoooyn KoTd
TOV ¥EPIoUd Kot TV TpoeTotuacio tov daAvpdtev tov Cabazitaxel Accord, Aaufdavovtog v’ oyt
TN ¥PNON CLGKEVOV TPOPOAAENC, EEOTAIGOD TPOCHOTIKNG TPOSTAGING (7T.%. YAVTIO) Kol SIOSTKAGIDV
TOPOCKELT|G.

Edv to Cabazitaxel Accord, o omol0dnToTE Pripal Tov XEPIGHOD ToL, EADEL GE emapT L To dépua, Ba
TPETEL VO, TAOVETE OUECMG KO ETUEADC TNV TEPLOYN ETAPTNS HE camovvl Kot vepd. Edv éM0el og emapn
ue Prevvoyovoug, Oa mpémel va TAVVETE ApECOS KOl ETUEADG UE VEPO.

To Cabazitaxel Accord 0o mpénet vo mpogtotudleTal kot va yopnysitat povo amd TpocOTIKO
EKTOLOEVUEVO GTOV YEIPIOUO KLTTOPOTOEIKDV TTaparydvimy. [Ipocmnikd e KatdoTaon EYKOUOGHVIG

dev Ba mpémet va yepileton To TPoidv.

Bijpata Yo v TpogTopacio



MH ypnoonoteite avtd T0 PAPUAKEVTIKO TPOTOV pall He GALO QAPUOKEVTIKA TPOTOVTA
rkopmalttaédng pe dtpopetikn ovykévipwon Kapralita&éing. To Cabazitaxel Accord mepiéyet
20 mg/ml xoproalita&éing (yopnynowog éykog 3 m).

To k60e eraridio etvan yia pia povo yprion ko Ba mpénet va ypnoponoeital apécwc. Na anoppintete
TUYOV d1dAvpa oV dev ypnoiponoteital. Mropel va ypelactobv TEPIGGHTEPQ A0 £VOL SIHAD LT

Cabazitaxel Accord yia tn yopiynon g cvvtayoypapndeicog doong.

H dwdwacia apaiovong Bo mpénet va dedyetal oe donmtes GLVONKES Yo TNV TAPAGKELT] TOV
SLADUATOG TTPOG £YYVOT).

Topaokevn d10Aduatoc Tpoc Eyyvon

Bipa 1

Avappoognote vid donmnreg cuvinkeg Tov
amortovpevo 6yko Cabazitaxel Accord (o
omoioc mepiéyel 20 mg/ml kapmalita&EAng) ue
po Baduovounuévn cupryya Le
Tpocaplocpévn Perdva. o mapadetypa, pio
doon kapumalrta&éing 45 mg Oa amoattovoe
2,25 ml Cabazitaxel Accord.

Miypa Tokvod S1oADHOTOC
Kot Stodvt 20 meg/ml

Bipa 2

Eyybdote og oteipo oo ympic PVC nov va
meplEyet eite SdAvpa YAvkO(ng 5% eite
StAv Lo TPOG EyYLoN YA®PLOvYOV VaTPiov
9 mg/ml (0,9%). H ovyxévtpwon tov
drodvpatog mpog yyvon Ba mpémel va givan
peta&y 0,10 mg/ml kou 0,26 mg/ml.

- Avddopa yhokoing
Ana}rouuevn . 5% M dlopa Tpog
noco?nw TLKVOY £€yyvom YAwpPLoHYoL
OKEVAGHATOG vatpiov 9 mg/ml

(0,9%)

Bipa 3

Amopaxpidvete T cOptyya kot avapiste to
TEPLEYOUEVO TOV GAKOV 1) TNG PLAANG Eyyvong,
OVOKIVOVTOG OTAAGL LLE TO YEPL GOG LE [t
noAwdpoutkn kivnomn. To didhvua Tpog Eyyvon
elvar drowyég, dypopo Stdivpa.




Bipo 4

Onwg pe 6L To TUPEVTEPIKMOG YOPTYOVLEVHL
TPOTOVTO, TO SIUAVHO TTPOG EYYVLON TTOV
TPOKVOTTEL B0 TPETEL VL EAEYYETOL OTTIKGL TPV
amo6 ) ypnon. Kabog 1o didAvpa mpog £yyvon
elvar vépkopo, uropel va kpvotarromon el
pe v apodo tov ypovov. Edv couPel kdtt
17010, TO dtdAvua dOgv B TpEmeL va
ypnoomoteitar kot B Tpémetl va
omoppinteTOL.

To dudivpa wpog Eyyvon Ba tpémetl va ypnoomoteitan apécws. [TAnpopopies yio ) Avdpkero Lomng
KoL Wreitepes mPoPLAGEEIS KaTd T @OAUEN avOQEPOVTAL TTLO TAVE.

KdaBe aypnoyomointo @oaprokentikd Tpoidy 1 DTOAEWUN TPETEL VO OTOPPITTETAL GOUPDVO, JLE TIG
KOTO TOTOVG IGYVOVGES GYETIKES OLUTAEELG.

Tpémog yopiiynong

To Cabazitaxel Accord yoprysiton pe T popoen Eyyvong duapkelag 1 dpag.

Yuvietdton 1) xpnon evog eiltpov eAePIKNG Ypapuung e ovopaotikd péyebog mopmv 0,22 pikpouetpo
(avaépetar emiong g 0,2 WIKpOUETP) KATE TN O1APKELN TNG XOPYNONG.

Agv Ba mpémel va ypnoiponolovviol gdkkot £yyvons amd PVC 1 oet £yyvong amd moAvovpedavn yio
TNV TPOETOLOGIO KOl TN YOPTYNON TOL SIHAVLATOG TPOG EYYXVOT).
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