@vAro ooV piong: IIAnpogopics yra Tov ypijotn

Capecitabine Accord 150 mg emkaioppéve, pe Aewtéd vpévio diokia,

Capecitabine Accord 300 mg emkaioppéve, pe Aewtéd vpévio diokia,

Capecitabine Accord 500 mg emukaivppéve pe Lemtd vpévio Siokia
KamestTafivn

Awpdote TpooekTIKG 0AGKANPO TO PVLAO 001YIAV (PGS TPOTOV OPYICETE VA TAIPVETE AVTO TO
PapRraKo, O10TL TEPLAANPAVEL CNUAVTIKES TANPOPOPIES VI GUS.

o DvraEte avtd To EOARO 0dNYIBV Yprons. Towg ypelaotel va to dwfdcete Eava.
. Edv &yete mepartépom amopiec, poTNOTE TOV Y1ATPO 1) TOV POPLAKOTOLO GOG.
. H ocvvtayn v’ avtd 10 appoko xopnynnke amokAEoTIKA Yo 60G. Agv TPEMEL VO ODGETE TO

@apuoko o€ GAlovc. Mmopel va Tovg TpoKaAésel PAAPT, aKOpo Kot OTOV TO GNUEIR TNG
acBéveldg Toug eivar 010 pe ta S1kd Gog,.

. Edv mapotnphoete KOmolo avemBounTn evEPYELd, EVIUEPMDGTE TOV YIATPO 1 TOV QOPLOKOTOLO
cag. Avtd 1oyvet kot yuo KaOe mhovi avemBOUNTN EVEPYELN IOV OEV OVAPEPETOL GTO TTAPOV

@OALO 0OMY1DV ¥prong (BA. Tapdypago 4).

T Tepréyer 1o Tapév AL 00N YLOV:

T eivan To Capecitabine Accord kot moto givat 1 xpfon Tov
Tumpénel va yvopilete Tpotov napete to Capecitabine Accord
Ilog va mapete to Capecitabine Accord

[MBovég avemBOunTeg evépyeteg

Io¢ va pvidooetal to Capecitabine Accord

[epreydpevo g cuokevaciog kot AOUTEg TANPOPOPies

Sk wdE

1. T eivan To Capecitabine Accord kat o givon i yp161 TOL

To Capecitabine Accord ovrkel 6TV opado Qapudkoy Tov ovoudloviol “KuTtapocTaTIKd papuoKa’”,
T0 0Toi0 oTapATOVY THV avamTuén TV KopKivikdv kuttapmv. To Capecitabine Accord mepiéyet
kameottofivn. Avti 1 181a 1 ovcia dev givar £va KOTTOPOGTATIKO PdppaKko. MOvo KoToOmy
amoppOPNGNC TOL 0TO TO CMUN UETATPETETAL GE EVO, OPOUCTIKO OVTIKAPKIVIKO PAPHOKO (TEPIGGOTEPO
GTOVG KOPKIVIKOVG 16TOVG 0T’ OTL GTOVG PUGLOAOYIKOVS IGTOVG).

To Capecitabine Accord ypnotpomoteitor yio T Ogpomeio TV KapKivav Tov may£og EVIEPOL, TOL
opBov, Tov GTOUAYOL 1| TOV HOGTOV.

Emnpocbétwc, to Capecitabine Accord ypnoiponoteitot yio v TpoAnyn Thg ETOVELPAVIGNS TOV
KOPKIVOL TOV TOXE0G EVIEPOV KOTOTY PLLIKNG YEWPOLPYIKNG APaipECSTG TOV GYKOL.

To Capecitabine Accord propei va ypnowonom0ei eite udvo tov 1 o€ GuVSLAGUO pe GALe PapuaKa.

2. T npéner vo yvopilete mpwv va wapete To Capecitabine Accord

Mnv wapete To Capecitabine Accord

e  qv giote addepykoi otV Komeottafivn 1 o€ 0mo100MTOTE GALO OO TOL GLGTATIKG CLVTOV TOV
QOPUAKOV (OVOPEPOVTUL TNV TTAPAYPAPO 6). Oa TPETEL VO EVIILEPDGETE TO YLOTPO GAG, ALV
yvopilete 6TL £xeTe Lo aAlepyio 1 VIEPELOICONGIX GTO PAPLOKO AVTO,

® v oto TapeABOV mapovclicate GoPapéc avidpacelg ot Oepaneia pe pOoplomvpidivn (Ui
OLLAS0L AVTIKOPKIVIKAV QOPUAK®OV, OT®G gival 1) @Boproovpaxiln),

e qv giote éyxvog 1 OnAdlete,

® OV TO EMIMEDD AEVKDOV QUOGPAUPI®V 1) QUOTETOAI®V 6TO aipta eivat TOAD yopunAd (Aevkonevia,
ovoeteponevio 1 OpoporvtTaponevia)

® OV EYETE NIATIKA 1] VEPPIKA TPpOoPAHOTA Papldg LOPONS,



e 0 mepinT®on Tov Yvopilete 0TL dev £xete KABOAOV SpaoTNPLOTNTA TOL EVIVIOV OPVIPOYOVASCT)
g d1bdpomupipdivng (DPD) (minpng élheryn DPD).

o &lv tdpo AapPdavete Oepameio M Exete AaPet Oepaneio Tig TedevTaicc 4 €fdouadeg pe brivudine,
®¢ HéEPog s Bepameiog yio tov Epmnta Lootnpa (avepofroyd v Epmnrog).

Ipogdomomosic kKo TPpoPLAGEES

AmevBuvbeite otov yatpd 1 1oV opuaKoTold oag tpotol mhpete to Capecitabine Accord, edv gosgig

*  uepkn EMAeym dpacTnPOTNTOS TOV EVEOUIOL apudpoyovion g dtdpomvpyudivng (DPD)

e  KkAmolo LEAOG TNG OIKOYEVELWNG LE LEPIKT 1] TTANPT EAAELYT) TOVL EVEDLOL OPLIPOYOVACT| TG
dtbdpomupyudivig (DPD)

o {&yete NUATIKEG 1) VEQPIKES 00OEVELES

. éxete M elyarte kapdloloywd mpoPAnuata (Yo TapAdeLy o akovovioTo Kapdtako puBud) 1
ToVoLg 6to Bmpaka, TN Yvabo Kot T payn, LETA amd KATABOAT COUATIKNG TPOSTADELNG KOl
eEautiag mpofAnpdt@v pe T por) ToV aiaTog TPOG TNV Kapold

o ¢yete 0obéveleg 6TOV eYKEPAO (Yo Tapddery o, kapkivo Tov €xel eEamlmbel 6Tov eyKEPAAO) 1

vevupkég BAaPeg (vevpomdOein)

€xete doTapayés Tov woluyiov Tov aoPectiov (paivoviol 6TIg EETACELS OULOTOC)

€xete SN

amoPAAAETE TV TPOPT M TO VEPS amd TO O cag e&artiog coPapng vavTiog Kot eLETov

€xete dappoia

€XETE OPLOATOON 1] PLVOATDOVECTE

0 ap1Bu6g TV 1WOVTOV 6T Ol GoG lval TOAD KPS 1) TOAD HEYAAOG (NAEKTPOAVTIKEG

dwoTapayéc, ol omoieg paivovtol otnv e&étacm)

o £yete 16TOPIKO 0POUALUKOV TPOPANUATOV KAODC EVOEXETOL VA YPELOCTEITE EMTPOGHETT
TOPOKOAOVONGN TOV HOTIOV GOG

o ¢yete coPopn| dEPULOTIKN avTidOpOom

"EXAenym g DPD:

H é\dewyn g DPD givan pio yevetikn #dnon mov dev oyetiletal cuvibwg pe TpofAnuata vyeiog,
eKTOG €av AapPavete opiopévo eappaka. Eav £xete éAdenyn g DPD ko maipvete to Capecitabine
Accord, dtatpéyete ovénuévo Kivouvo avemBountmv evepyeldv Papldc popeng (avagépovial 6Ty
mapdypoeo 4 IMbovég avemBOunteg evépyeleg). Xvviotdton 1 e&étact cog Yo EAAenym g DPD mpiv
amo v évapén g Bepancioc. Eqv dev €gete kaBoAov dpactnpiotnta tov evivpov, dev o mpémet va
ndpete 10 Capecitabine Accord. Edv €xete petwpévn dpaoctnprotnta tov evidpov (uepikr| EAletym), o
YWTPOG GOG UTOPEL VO GLVTOYOYPAPNGEL LELMWEVT 00GT. Edv éxete apvntikd amoteléouara
eketdoswv Yo EMhenyn DPD, e€axoiovbel va givor duvatd va Tapovclactouy Boptdc Lopens Kot
ameNTIKES Yo T o1 avemBounteg evépyeleg.

o kor £éenpor
To Capecitabine Accord dev evdeikvuton og Tondld kat eprifovc. Mn divete to Capecitabine Accord oe
o018 Kol e foug.

Arho oappoxa kor Capecitabine Accord

[pw apyicete ™ Oepamneio, PePorwbeite 6T 0 YroTpOG GOG Elvan EvIEPOG GV TaipveTE, £XETE TAPEL
TPOCPOTU 1) EVOEXETAL VO TAPETE GALD QapLoKa. AVt elvar EEQPETIKA OTULOVTIKO, S1OTL ) Afjym
TEPICCOTEPOV TOV EVOC PUPUAKOV TOVTOYPOVO, UITOPEL Vo evicyvoel 1 vo eEacbevioel T dpdon Tmv
POPULAKOV.

Agv péner va hapfavere brivudine (éve avruiko gappoko yia T 0gpomreio Tov £panta f ™G
avepofroyrac) Tavtoypova pe Oepancio pe kaneorrafivy (copaeprioppfoavopévoy orormvonToTe
nEPLOd OV drLoKkoTG, OTav 8 Aapfdvere diokia KomeoiTafivig).

Eav éyete Mape brivudine 0o mpénel va mepipévete Tovddylotov 4 efdonddsc petd tn droxomn
g brivudine, apw amé v évapén g Oepanciog pe kaneortafivn. BAéne emiong Tapdypago
«Mnv napere To Capecitabine Accord».




EmmAéov, mpémel va elote Wwitepa tpocektikol av Aapupdvete omoladmote oo T TUPUKATO
QappoKa:

. v TV ovpikn| apBpitida (aAlomovpivorn),

avTIKTIKd edppaxa (kovpapivn, Bapeapivn),

OApLOKa Y10 CTAGULOVGS 1) TPOO (potvuTtoivn)

£va QAPLLOKO YOl TNV OVTIUETOTIGT TOL KapKivoy (a-tvteppepovn)

axtvofepameio Kot KATolo APLOKO TOV YPTGULOTOLOVVTOL Y10l TV AVTILETOTION TOL KAPKivoy
(puAAVIKO 08D, o&aMmAativn, prefaciiovpdumn).

. QAPILOKO TTOV YPNCLUOTOLOVVTOL Y10 TV OVTILETMIOT TNG AVETAPKELNG PUAAIKOD 0EEOC.

Capecitabine Accord pe tpo@ég kan Totd.
Oa pémet vo. maipvete o Capecitabine Accord oyt apyotepa omd 30 Aemtd petd to. yedpata.

Kinon, Onhaopoc ko yovipdtnta

Edv giote éykvog 1 Onhalete, edv vopilete 0TL umopei va iote £€ykvog 1 €4V GKOTEVETE VO, UEIVETE
£yxvog, {ntote T GLUPOVAN TOV Y1aTPOD 1) TOV PAPUAKOTOLOD GUG TPV TAPETE OLTO TO PAPLLOKO.
[Ipw apyicete ™ Bepameio, Oo Tpémel va evnuep®GETE TO Y1OTPO GOG v ioTE £YKLOG, 0V VOuileTe OTL
pumopel va glote £yKvog, 1 ov oKomeVETE va, PLetvete £YKVog.

Aev npémer va, AapBavete to Capecitabine Accord av giote £yxvog 1 vouilete 6T pmopei va giote. Ag
Oa mpéner vo Onralete av dappavete to Capecitabine Accord kat yio 2 gBdopddec petd tnv tedevtaio
doon.

Edv giote yovaiko mov Oo pmopovoe va peivel £ykvog, 0o TpEMEL va YP1CUYLOTOLEITE ATOTELEGUATIKN
avTioOANYN katd ) dudpkeia g Oepameiog pe Capecitabine Accord kot yuo 6 piveg Hetd v
terevTaio 06om.

Edv giote avopoag achevig kot 1 yovaika cOvtpo@og cag Ba pmopovoe vo, peivel £ykvog, Bo Tpémetl va
YPNOUOTOLEITE AMOTEAEGOTIKY avTIGOAAN Y Katd T didpkeia TG Bepaneiog ue Capecitabine
Accord kot yo 3 pfveg petd tnyv tedevtaia d6om.

Oonynon Kot EPLGROS PNYAVOV

To Capecitabine Accord pmopei vo cog kavetl va acbovOeite (aldda, vavtio 1 kovpao. Eival
gmopévag mhavov va ennpedoet to Capecitabine Accord v ikavotntd 6ag 6Ty 0d1ynon 1 6o
YEWPIGUO pnyavnuatov. Mnv odnyeite edv aiobdveote {aAn, vavtio 1] KoOpaon UETA omd T Aqyn
aVTOV TOL PAPLLAKOV.

To Capecitabine Accord mepiéyel haktoln
Av106 10 Qappako wepEyel Aaxtoln. Edv éxete evnuepmOel omd 1o yiotpo cog 0t Exete dvoaveio o
KOTOL0, GAKY 00, ETKOVMVTOTE LE TO Y10TPO GOG TPV TAPETE AVTO TO PAPLLOKO.

To Capecitabine Accord mepiéyel varpio
Avto 10 pappako meptExel Aydtepo amd 1 mmol vazpiov (23 mg) avé dickio, SnAadn givol ovolocTikd
«ehevBepo vatpiovy.

3. Mg va wapete To Capecitabine Accord

[Tavtote va maipvete To EAPUOKO QVTO CLGTNPE GOUPOVE LE TIG 0dNYIES TOV YLOTPOD 1] TOV
@opuraKkomolod cog. Eav éxete apoifolies, poToTe TOV Y10TPO 1 TOV QOPHOKOTOLO GOC.

To Capecitabine Accord 6a mpénel va cvvioyoypogeital pévov amod yroTpd mov dabétel epmelpio ot
YPNOMN AVTIKAPKIVIKOV QOPUAK®V.

O y1atpo¢ cag o GUVTUYOYPOPNGEL Uie HOCT) Kal £VO, YN0, Ay®YNE TO 07010 gival KOTAAANAO Yid
oog. H 60om Tov Capecitabine Accord kabopiletot pe fdon v em@avela ToV GOUTOS GOC. AVTO
vroAoyileton amd o Hyog kar to Papog cac. H cuvidng 86om yia evijhikeg etvon 1250 mg/m?

EMPAVELNG COIATOG AaUPavOpeEVT 00O QopEg Nuepnoing (Tpmi kot Bpddv). Edd mapatiBevtal 000
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napadetypato: fva dropo pe Bapog 64 kidd kor vyog 1,64 m &yel emedveto chpatog 1,7 m? kot Oa
npénet va maipvel 4 diokio Tov 500 mg kat 1 diokio tv 150 mg dvo popég nuepnoing. 'Eva dtopo pe
Bapog 80 kidd ko Hyog 1,80 m éxel empdvera codpotog 2,00 m? xon 0o mpémel va moipvel 5 dickio tov
500 mg 600 popéc nuepnoimg.

O watpoc oog 0a cag eviuepOoEL Y10 TO TOL0. 00N YPELALETAL VO TAPETE, TOTE VO TNV TAPETE KoL
Yo OGO YPOVIKO dLdoTNpe (PELELETAL VO TV TAPETE.

O ywTpdc oag punopei vo 6og TEL va TAPETE £va, cuvovacpod diokiov Tov 150 mg kot tov 500 mg yio

K@0e doom.

e No naipvere ta diokia Tpoi ko Bpdov, dnwc Exovv cuvtayoypaendel amd Tov yaTpd cag.

e No maipvete To diokio evtoc 30 AeTTOV PETA 06 TO TELOG VOGS YELRATOGS (TP®IVO Kot deimvo)
K01 VO, TO KOTOTIVETE 0LOKANpa pe vepd. Mn Opoppartilere 1] kKOPete Ta dvokia. Eav dev
pmopeite vo katomeite Ta dwokio Capecitabine Accord ohoxkinpa, Evuep@oTE TOV TAPOYO
vyelovopkig wepidaiync.

e Eivat onpovtiko va maipvete OA0 10 @ApUOKS 6ag Onmg ExEl cuvTayoypapnOel and Tov yutpo
oG,

Ta dwokio Capecitabine Accord Aaufdvovor cuvmbmg ya 14 nuépeg akolovBoluevo, amd o 7quepn
nepiodo drakomng (6tav dev yopryobvtat diokia). Avti n mepiodog 21 nuepdv givar Evag
OepamenTiKdg KOKLOG.

e ouvdvooud pe dAha eappaka 1 cuvining doom Yo evilikeg umopel va givor pkpotepn amd
1250 mg/m? avé empaveio cOPATOC, Kot umopet va xperactel vo AaPete to diokio oe SiapopeTixn
ypovikn wepiodo (my. kabe pépa, ympic mepiodo daKomng).

O y10tpdg oag Ba Gag evnuepdOEL Yo To oo dOoN ¥peldleTal va Tapete, TOTE Ko Yot TOGO YPOVIKO
SloTNUL VO TNV TAPETE.

Eav napete peyadrvtepn d0en Capecitabine Accord amo tnv kKavoviki

Edv mapete peyaivtepn 66om Capecitabine Accord and thv Kavovikn, EXKOIVOVIGTE LE TO YIOTPO
G0G TO GLVTOUOTEPO SVVATO TPV TAPETE TNV EMOUEVT OOGT.

Edv AdPete moAd peyaldTepn TOGOTNTO KOTEGITAPIVIG OO TNV KAVOVIKT], EVOEXETAL VO ELPOAVIGETE TIC
€& mopevépyetec: vavutia 1 EUETOC, d1bppota, PAEYHOVH N EEEAK®MGT) TOV EVTEPOL 1 TOL GTOUATOG,
7OVOo 1 opoppoyic, awd To EVIEPO 1 TO GTOUAYL 1] KOTAGTOAN TOL HLEAOD TV 00T®V (UEi®ON TOL
apBpod opopéveV THTOV KUTTAPOV aiploTog). Edv mopatnprioete Kamolo and outd To GOUTTOUOT,
EVNEPDOTE AUEGMG TOV YIUTPO GOG.

Eav Egyaoete va mapete To Capecitabine Accord

Mnv ndpete kaBOAov TN 6001 TOV. M1V SITAAGLAGETE TNV EXOUEVT dOGN Y10 VO AVOTAT|PDGETE TN
doom mov Egydoarte.

Avt’ owTtov, GuveXIoTE TO KAVOVIKO 0GOLOYIKO GyNua Kot EAEYETE TO UE TO YIUTPO GOG,.

Eav stapaticste va naipvete To Capecitabine Accord

Agv vTapyovv avemBiunTeg EVEPYELEG OTOV GTOUATNOEL ] Ay®YN UE Kamesttafivr. Xtny mepintmon
7OV YPNCLLOTOIEITE KOVUAPIVIKA OVTITNKTIKG (TO 07010l TEPLEYOVV T.). PALVITPOKOVLOVT]), SIOKOTT TOL
capecitabine pmopei va amoitGEL TPOGAPHOYN TG SOGNG TOV AVTITNKTIKOD amd TO Y1Tpd GOC.

Edv éxete meprocdtepeg epmt
GEIG GYETIKA LLE T XPTNOT AVTOV TOL PAPUAKOV, POTNOTE TO YUTPO 1] TOV POPULAKOTOLO GG,
4. MBavég avemOOpNTES EVEPYELEG

Onwc 6Ma o pdppoka, £T61 Kot aLTd TO EAPUOKO UTOPEL VO TPOKAAESEL OVETIOOUNTEG EVEPYELES AV
Kol 0gvV mopovctdlovial 6 OAOLE TOVE aVOPMTOLG.



YTAMATHXTE va naipvete to Capecitabine Accord auéomg Kot ETKOVOVAOTE UE TO YIOTPO 060G oV
EUPAVIOTEL KATO10 OO OVTO TO, GUUTTAOLOTOL:

. Awagppora: av Eyxete pio odénon 4 1| TEPIOCOTEPOV KEVDGEMY TOV EVIEPOV GUYKPITIKA LE TIG
(PVOIO0AOYIKEG KEVMGELS TOV EVIEPOL KAOE Pépa 1 Stdppota T vOyTaL.

. ‘Euerog: ov xavete £1eTo TEPIGGATEPO amd pio popd o€ TePiodo evog 24dmpov.

. Navtio: av yaoete v 0peln 6OG Kt 1| TOGOTNTA TPOPT|S OV TPAOTE KOO Ueptvé ivart ToAD
Alydtepn amo T cuvnOiouévn.

o 2ropatitidoa: av epQAviceTe TOVO, KOKKVIAa, TpNEo 1| TANYEC 6TO GTOUM 1)/KOL GTOV AQLLO
o0,

. Agpuaziy avriopacn yeipos Kal Todogs: ov peovicete TOVo, TPNEO, KOKKvida 1

LUPUAYKIOGLO OTO XEPLL TY/KoL GTO TOdLA.
. ITvpetog: av éxete Oeppoxpacio 38°C N peyaAivTepn.

. Aotuwén: ebv mopatnpnoete onpeio Aoipméng mov mpokaieitan omd Paktipia 1 100G N dALovg
LKPOOPYOVIGLOVC.
. Ilovos oo Oapara: av epepavicete Tdvo mov evromileTol 610 KEVTIPO TOL Bdpaka, Wiaitepa oV

a6 cvpPel Katd T SdpKeELD ATKNONG.

o 2Bvdpopo Steven-Johnson: edv ekdnincete end@dvvo epupd N poP eEGvonua to oroio
EMEKTEIVETO Kot AVKTOLVES KA/ AAAES aAAOLDGELS TTOV EgKIvODV va eppoavilovial 6To
PAevvoyovo vuéva (m.y. otopa Kot xeiln), Wiaitepa edv glyate TPONYOLUEVOS EvocOnNGia 6To
OMG, MOUMEEIS TOL OVATVELSTIKOD CLGTHOTOC (T.Y. PpoyyiTida) Ko/ TopeTod.

. Ayyerooionua: €4v TOpOTNPNOETE OTOLOINTOTE Ad T akOAovO cupTTOpATE OVAlNTAOTE
apécmg totpikn Ponbeta — evéyeton va ypelaoteite eneiyovoa Oepameio: olidnuo Kupimg Tov
TPOCHOTOL, TOV YEWEWDV, TNG YADGGAG 1) TOV AGPVYYO TOL SVGYEPAIVEL TNV KATATOCN 1| TNV
avamvon], Kvnouog kot e&avinuata. Avtd evogyetal vo, amoteAel EvOelEn ayyEI0010MLOTOG,

Av dwmotwbobv vapig, autég ol avemBounteg evépyeteg cuvibmg Pedtidvovtal péoa o€ 2 pe 3
NUEPEG UETE 0d TN SLAKOTN TG AYOYNG. AV ®GTOGO 0VTEG Ol AVETIODUNTES EVEPYEIEC GLUVEXIGTOVY,
EMKOWVOVNOTE AUECHS HE ToV Y1oTpd cac. O yaTpdg oag pmopel va oo cupfovievcet va Eavapyicete
TNV ay®yn o€ YounAotepn d6om.

Edv mapovciactel foaptdc popenc otopatitidn (EAKN 610 GTOUO 1)/KOL GTOV PAPLYYE), GAEYUOVT TOL
BAevvoyovov, didppota, ovdetepomevia (AENIEVOS KivOuvog AoUDEEMV) 1) VELPOTOEIKOTNTA KATA T
SLAPKELN TOV TPMTOV KVKAOL TG Oepameiag, pmopel va epumiéketon kKamoto EAAelyn g DPD
(avatpé€te oty mapdaypoo 2: [Ipoeldomomoelg Kot TpoPLAGEELS).

H deppotikn avtidpoomn yeypog-modog UTopel va 001 YNOEL GE OMMAELN TV dOKTUAK®MV
ATOTVTIOUOTOV, 1] 0Toio B0, LToPOVOE VO EXNPEAGEL TNV TOVTOTOINGT GOC KATA T1 GUp®CT TV
SOKTUAIK®V OTOTUTOUATOV.

Extég and to mapandvo, dtav 1 kameottafivn ypnoonoteitar g povobepameia, moAd GUYVES
avemBvuNTES EVEPYELEC O1 OTTOTEG Eval dLVOTO Vo ETNPEACOVY TTEPIGaOTEPOVE 0o 1 ota 10 dtopa
glvat:

. TOVOG 6TV Kot

o eEavonua, Enpd déppa 1 eayovpa 6To dEPUA
. Kovpaom

o anoAieln 6peéng (avopeéio)

AvTég o1 avemBounteg evépyeleg umopovv va yivouv coPapéc. I'a 1o Adyo avto, gival onUaVTIKO
TAVTA VO EMIKOIVOVEITE IPUEGOG PE TO Y1ATPO c0g LOAG eppavileTon pia avemBountn evépyela. O
YwTpog 6ag Ba cog cLIPOVAEDGEL VO LEIMGETE TN dOCT KOUT VAL SIOKOWYETE TPOCOPIVA TNV YY1 LE
to Capecitabine Accord. Avto Ba Bondnoetl 610 va peiwbei  mBavoTnTO po avemBOuNT evépyeLa vo
ouveyloTel 1 va yivel coPapn).

Aleg avemBOunTeC evEPYELEG EtvaL:
Xoyvég avemBounteg evépyeleg (stvaun dSuvatd va emnpedoovv £wg 1 otovg 10 avBpdmovg) mov
nepthappavouv



° UELDGELS GTOV OPLOUO TV AEVKAOV ALLOGOALPI®mY 1) EpLOpOY apoceapiny (Tapatnpodvtol
OTLG eEETACELS)

° APLOATWOOT), OTOAELN COUOTIKOD BAPOVS
° abmvia, KoatdoAwn
o TOVOKEPAAOC, VVNAia, {AAT, un eucloloyikn aicOnomn oto déppa (aicOnua LovdidouaTog M

LUPUNYKIEGHATOC), 0ALOYES OTY) YELON

° epediopog pHatidy, avénomn dakpippotas, pudpoTNTA TOV HOTIOV (EMTEPLKITION)

° oAeypovn TV eAePov (Bpoppopiefitida)

° OVOTVELGTIKT QLUGYEPELD, OLLOPPAYIES OTY HOTY, PYOS, PLVIKT KOTAPPOT|

° amAotl éprnteg 1 AAAeC AOUDEELS amd £pmnTal

° AOWMDEELG TV TVELUOV®V 1) TOV AVOTVEVCTIKOD GUGTAKOTOG (7., TVELLOVia 1} Bpoyyitidn)
° apoppayio omd 1o £viepo, SLGKOIAMATNTA, TOVOG GTIV AV® KOWAOKN ¥Dpa, dSuoTeyia,
vrepPfoiikd povokmua, Enpoctouio

° deppotikd eEdvinpa, ammisto poAMdV (aAorekia), epuBpotnta dépuatog, Enpodepuia,
oayovpa (KVvNouog), AmoYPOUOTIGHOG OEPUATOS, OTOAELN OEPUATOC, PAEYLOVT OEPHOTOC, SLOTOPOYN
TOV VOOV

° oVog 611G apBpdoelg 1 ota dxpa, To Odpaka 1| TNV TAATN

° TopeTog, TpNnéo ota dxpa, aictnua adtadeciog

° TPOPANUATA NTATIKNG AetToLPYiag (TapaTnpovVTaL 0TS EEETACELS OULOTOC) KOl avENUEVaL

enimeda yorepuOpivng oto aipa (amekkpiveton omd To Nrap)

2115 0L oV vES avemBounteg evépyeteg (umopei va emmpedalovv £m¢ kot 1 ota 100 dtopa)

nmepthappdavovtor ot eEng:

o apatoAoytkn Aolpwén, ovporoinmén, deppotikn Aoipmén, Aopméelg otn poTn Kot 1o Ao,
LUK TIOCIKEG AOUDEELS (CLupTEPLOUPOVOUEVODY AOTUDOEEDY GTO GTOUM), YPInT,
YOOTPEVTEPITION, 000VTIKO ATOCTIUA

o o(idto kK&t amd to dépua (Mropo)

o UEI®GT TOL 0PLOUOD TOV KUTTAPWOV CULOTOC, CUUTEPIAUBUVOLEVOV TOV OUOTETOAI®V,
apainon Tov aipotog (Topatnpeiton o€ £ETACELS)

o aAlepyia

o SPrTng, Heiwon Tev eMmESOV KOAIOV GTO AL, VTOGITICUOS, HOENCT) TOV ATITESM
TpryAvKepdiov oto aipo

. GUYYVTIKY] KATAGTAOT], KPIOELG VKOV, KaTaOAwy™, petouévn AMpmvto

. dvokoAia otV opIAia, EKTTOON TNG HVIUNG, OTOAELN TOV GUVIOVIGHOD TOV KIVI|GEMYV,
dwTapayn wwoppomiog, Amobupia, vevpikn PAAPN (vevpordbein) kot TpoPARATA GTIG
aicOnoeig

o 0oAn 6pacn N dSimhomio

o iAMyyog, mOvVog 610 avTi

o aKovOVIGTOG KapdLoKOS pLOUOG Kot aicOnua TaApav (appubuisc), Tovoc 6to Bdpaka. Kot

KapdloK TPOSPOAT (EUpparyLior)
o Opoupor aipatog otig ev T Pabet pAEPES , VYNAN 1 yopnAn aptnplokn Tieon, eEdyelg, Kpda
dxpa (dvo Kot KaTm akpa), Lop kniidec 6to dépua

o Opoupor otig Tvevpovikég AEPES (TveLOVIKN EUPOAT]), KATAPPELGT TVELLOV, ALULOTTVUO,
GoOua, dvomvola Katd TV TPooTadEL,
. amOEPOEN EVTEPOV, GLALOYN LYPOD GTNV KOWALH, PAEYLOVT| GTO AETTO 1} TO TV £VTEPO, TO

oTOUdYL 1} TOV 0160(QAY0, TOVOG TNV KATM KO, KOIAMOKY ducpopia, omie0ooTtepviKd Kavoog
(ToAvOpOUNGT TOL GAYNTOV ATd TO GTOUAYL), Aipo oTa KOTPUVOL

o iktepog (KITpivicpo SEPLOTOG KOt LATIDV)

o JePLOTIKO EAKOG KOl PAVKTOVO, OVTIOPOOoT) TOV SEPLATOS GTO NAIUKO PMC, KOKKIVIGUN TOV
TOAOL®V, TPAELO 1| TOVOG GTO TPOCWOTO

o apn&o N dvokapyio T@v apbpmdeewy, TOVOg 6Ta 06TE, LVTKY advvapia 1| SvoKayia,

. GLALOYT VYPOV GTOVG VEPPOVC, OENGT TNG GLYVOTNTOS OVPNONG KOTA TN SIUPKELN TNE VOYTOG,
aKpaTeLn, aipo 6T 0VPa, aVENCT TV EMTESOV KPEATIVIVIIG GTO aiplo (OMUEID VEPPIKNG
dvoettovpyiog)

o acLVNO1oTN apoppayic Tov KOATOL

mpn&o (oidnua), piyn Kot TpELOLVAO



Xravieg avemBounteg evépyeteg (umopel va emnpedoovv €o¢ 1 ota 1.000 dropa) meprappdvouv:

. oTévmon 1 andepatn Tov dakpLikov TOPoL (oTEVEGT daKkpPLTKOD TOPOL)

. NTOTIKY AVETAPKELL

. QAeYLLOVT] TOV 00NYEL o€ dvoAelTovpyia 1| amdPPOEN TNV £KKPLOT TNG YOANS (YOAOGTATIKN
nratitdn)

. OVLYKEKPIUEVES 0AAAYEG 6TO NAeKTpoKapdlOYpapna (emtuikuven QT)

o OPIGUEVES HOPPES 0ppLOpiog (CLUUTEPTAOUPOVOUEVIC TN KOTAOKNG LOPUAPLYNC, KOTAOKNG
TayvKapdiag diknv putidiov, kat fpadvkapdicg)

o QAEYLLOVT] TOV LLOTIOV OV TPOKUAEL TOVO GTO LLATLO KO, EVOEYOUEVAS, TPOPALOTO OpacNg

o (QAEYLLOVT] TOV OEPLOTOG IOV TPOKOAAEL KOKKIVEG AEMOMTEG KNALOES Kol opeileTon o pio
acBéveln TOL AVOGOTOMTIKOY GLGTNLOTOG

. apn&o kKuplog 610 Tpdo®TO, 6Ta XEIAN, 0TN YADCTH 1] 6TOV AdLpd, Kvnopdg Kot eEavOnuata
(ayyelooionpua)

[ToAV ordvieg avemBounteg evépyeteg (umopel va enmnpedoovy £wg 1 ota 10.000 dropo)

epthapfavouv:

o coPopn SEPUOTIKN avTiOpaoT|, OTMG depUATIKO eEAVON A, EEEAMKMGT KOl QAVKTALVES TOV UTOPEL

va TEPILOUPAVOLY EAKT] TOL GTOUATOG, TNG LOTNG, TV YEVVNTIK®Y 0pYAVOV, TV XEPIDV, TMOV
TOOLDV KOl TV LATIOV (KOKKIVO KoL TPNOUEVA LATLOL)

Mepikég and avtég Tig avembBountes evépyeles elval To cuyvég dtav 1) Komesttafivn ypnoyLoroteitot
pe Ao appoka yio T Oepameio Tov Kapkivov. AAAeg avemBOUNTEG EVEPYEIEG TTOVL EXOVV
napotnpndet oe avTd TO TANIG10 ivor ot e€Ng:

2115 oVyvES avemBounteg evépyeleg (umopei va emmpealovy £og kot 1 ota 10 dtoua) mepiiapfavovtal
o1 g&ng:

o UEIMOT TOV ETTEI®V VATPIOL, Layvneiov 1 KaAiov oto aipa, abdénomn Tov ETTEd®V Ky IPOL
670 oipo

VELPIKOG TOVOG

aicOnpa kovdovvicpatog 1 fovicpotog oto avTid (RPoEG), OTMAELN 0KONG

QAP PAEYHOVT|

Logvuyyag, aAlayn TG POVIG

TOVOG 1 AALOL®UEVT)/UT QLGIOAOYIKY| 0icOnoT 6TO GTONA, TOVOG GT Gl YOV

€QIOPOT, VOYTEPIVEG EPLOPDOCELG

HUiKOC 6o oG

dvokoAio otV 00PNON, Ciflol 1] AEVKMUATO GTO 0VPa

LOA®TIGHOG 1 ovTidpaon 010 onpeio TG £veong (TpokaAeitol amd EAPLOKa TO OTO0L
YOPTYOUVTOL TOVTOYPOVA HECW EVECT|G)

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnprioete Kamoo avemBOpunTn evépyeld, EVILEPMDGTE TOV YATPO 1 TOV QOPLOKOTOLO GUGC.
Av10 1oyt Ko Yo kdOe mhavr avemBountn evépyela Tov OgV aVaPEPETAL GTO TOPAV GUALO 0ONYIDV
xpnons. Mmopeite emiong va avagépete avemBounteg evépyeieg angvbeiog, LEco

EAlLada

EBvikdc Opyaviopudg Gapudkmv
Meocoyeimv 284

GR-15562 XoAlapyog, ABnva
TnA: + 30 21 32040337
Iotétomog: http://www.eof.gr
http://www.Kkitrinikarta.gr



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

Kvnpog

DQappoxevtikég Ynnpeoieg
Ymovpyeio Yyeiog

CY-1475 Asvkooia

TnA: +357 22608607

Dag: + 357 22608669

Iotétomog: www.moh.gov.cy/phs

Méow g avapopdg avemBOunNToV evepyel®V Lmopeite va fondncete ot GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV AGPAAELD TOV TOPOVIOS POPLLAKOV.

5. IMag va puidosston To Capecitabine Accord
To @apuako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot 6gV TO POAVOLV Ta, TOLSA.

Na pn ypnoiponoteite avtd 10 GAPUOKO LETE TNV NUepounvio ANENG IOV avaPEPETOL GTO KOVTI Kot
ot ovokevacia tomov blister petd ™ AHZEH.

INa blister odovpivio-odovpviov
To @dppaxo avtd dev amartel e101kég cLVONKES POAAENG.

I blister PVC/PVAC-alovuviov (didzpnto povédmv d6eng)
Mn puAdoocete og Beppokpacio peyarvtepn tov 30°C.

Mnv metdte PAPUOKO GTO VEPD TNG OTOYXETEVOTG 1 6TA oKOLTidn. PmTiote Tov uppakomold cog yo
TO TTAOG VO, TETAEETE T PAPLLOKA TOV OEV YpNoLomoLeite ma. Avtd ta pétpa o fondrcovv oty
TpooTasio Tov TePPEAlovTog.

6. Iepreydpevo TG GVOKELAGING KO AOWTES TANPOPOPIES
T agpréyel to Capecitabine Accord

H dpaotikn ovoia givar 1 komesttafivn
Kdabe emucoroppévo pe Aemtd vuévio diokio mepiéyel 150 mg komeoitofivng
Kabe emxativppévo pe Aemtd vpévio diokio mepiéyet 300 mg koanesttafivng
Kabe emxaivppévo pe Aemtd vpévio diokio mepiéyet 500 mg koanestrafivng

Ta GAha cvotatikd givat:

[Mupnvag drokiov: avodpn Aaktoln, vatplovyog KpookapueALoln, vepopeAdoln,
UIKPOKPUGTUAAIKT] KOTTOPIVY], OTENTIKO LLOLYVT|G10.

Emkaioyn dioxiov (yia o 150 mg): vapopeAroln, dioeidio tiraviov (E171), kitpvo o€eidio
o1dMpov, KOKKvo 0&eidio adnpov (E172), Téhkn

Emcdioyn dioxiov (yia to 300 mg): vapopeArdln, d1oé&eidio tiraviov (E171), téikn

Emkaioyn dioxiov (yia to 500 mg): vapopeArdln, dioeidio tiraviov (E171), kitpvo o&eidio
o1dMpov, KOKKvo 0&eidio adnpov (E172), Téhkn

Epgavien tov Capecitabine Accord kot mepieyopuevo TG 6VOKEVAGIAG

Ta Capecitabine Accord 150 mg erkoloppéva pe Aemto vuévio diokio givar appixvpra,
EMKAAVUHUEVA LE AETTO DUEVIO SIOKIO YPDUATOG OVOLYTOV POSOKIVI, ETUNKOVG GYNUATOG, UNKOVG


http://www.moh.gov.cy/phs

11,4 mm ko TAdTovg 5,3 mm, pe yopaypévn v EvOeEn «150» atn pia mhevpd Kot yopig Evoelen ond
™V GAAN TAevpd.

Ta Capecitabine Accord 300 mg emtkoloppéva pe Aemtd DUEVIO diokia elvat AEVKA Em¢ VITOAEVKA,
apeikvpta, EMKAAVPUEVE LE AETTO DUEVIO dloKiol EMUNKOVS GYNULATOS, HKovg 14,6 mm Kot TAdTovg
6,7 mm, pe yapaypévn v évoeign «300» ot pio Thevpd Ko xmpig EvOeEn amd v GAAN TAEVPAL.

To Capecitabine Accord 500 mg emcoAvppéva pe Aemtd vuévio diokia ivorl apgikvpta,
EMKAAVUPUEVA HE AETTO DUEVIO oKL YPMUATOG POSAKLVL, EXUNKOVS GYNUATOG, unKovg 15,9 mm kot
mAdTovg 8,4 mm, pe yapaypévn Ty EvoeiEn «500» ot pio Theupd Kot yopic £vOsiEn amd v GAAN
TAELPAL.

To Capecitabine Accord diatifetotl 6 cuokevaciec TOTOL blister mov mepiEyovy 30, 60 1 120
EMKAAVUUEVA [LE AETTO DUEVIO d1oKin 1) 6€ 1A TPNTES GVoKELOGiEG TOTOV blister Lovadmv 606NG TOL
mepéyovv 30 x 1, 60 x 1 1 120 x 1 emkadvppéva pe Aentd vuévio diokia.

Mmopei va unv Kokho@opohv OAEG Ol GLCKEVAGIEG.
Kéroyog docrag kukrhopopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 62 planta,

08039 Barcelona,

Ionmtavia

Hopaywyoc

Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice, IToAmvia

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéytn
OX\avdio

Accord Healthcare Single Member S.A.
64th Km National Road Athens,

Lamia, 32009,

EXMMGSa

INo omoladnmote TANPOPOPio. GYETIKE, LLE TO TAPOV PAPUAKEVTIKO TPOIOV, TAPAKAUAEIOTE VO
amevBouvbeite otov TomKO avTITpdcwTo Tov Katoyov g Adsiog Kukhopopiog:

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

Accord Healthcare S.L.U.

Tel: +34 93 301 00 64

EL

Win Medica Pharmaceutical S.A.
Tel: +30 210 7488 821

To mapov gOALo 0dNYLAOV xpHoNS avadcmpOnke Yo TeAevTaia popd 6Tig 11/2024



Aentopepn TANPOPOPLAKA GTOLYEL Y10 TO TPOTOV VTS ivar O100EG1A GTOV OIKTLOKO TOTO TOL
Evponaikov Opyaviopod dapudkmv: http://www.ema.europa.eu
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