®vrAo oonYIOV ypions: IIAnpoeopieg yia Tov ypriioty
Irinotecan Accord 20 mg/ml [Tvkvé d1alvpa Yo TEPAGKELT SLEAVNATOS TPOS £Y(V0T
TPOPIKT] VOPOYAMPIKN IPIVOTEKAV
H ovopacia Tov papudxov cag eivat «Irinotecan Accord 20 mg/ml [Tvkvé didAlvpa Yo mapockevn
SLADLLATOG TPOG EYYXVOT», AAAG 6TO VIOAOUTO PVAAO 0dNYIdV Ypriong Ba amokaleiton «Irinotecan

Accordy»

AwPaote TPoGEKTIKA OAOKANPO TO GOAAO 001 YLDV YPIoNG TPOTOV OpYIGETE VA YPNGLOTOLEITE AVTO
TO PAPLOKO. , O10TL TEPIAUUPAVEL GNUAVTIKES TATPOPOPIES Y10 GOC

. DdoraEte avTd TO EUALO 0dNYIDV YpNonG. Towg ypelootel va to dwfdcete Eavd.
. Edv éyete mepartépm anopiec, poTNOTE TOV Y1ATPO, TOV GAPUAKOTOLO 1) TOV VOGOKOLO GOG.
. Edév mapatnpnoete Kamowo avemBOUNTN EVEPYELX, EVILEPDCTE TOV YITPO, TOV POPLOKOTOL 1)

TOV VOGOKOUO G0C. AvTd 1oy0eL Kat yio KAOg mhavi avemBOunTn evépyela Tov OeV OVAPEPETOL
GTO TOPOV PUALO 0dNYIOV Ypnomg. BAére moapdypago 4.

T epréyeL 1o TaPOV GUAAO 0ONYLOV:

T givan to Irinotecan Accord kot oo givar 1) xpiom Tov

T pémer va yvopilete mpotod cag xopnynbei to Irinotecan Accord
g Ba cag yopnynei To Irinotecan Accord

[MBavég avemBounteg evépyeieg

[og va pvidooete to Irinotecan Accord

[epreydpevo g cuoKELOTING KO AOUTEG TANPOPOPIES

AN E L=

1. Tv eivon 7o Irinotecan Accord kon oo giva 1) yp1)on TOL

H 1pwotekavn avikel og o opdoa QopudKmy Tov amoKaAoVVTOL KOTTOPOGTATIKG (0VTIKOPKIVIKA
eappoka). H ipvotekdvn gpnoylomoteitot yio Ty oVIYLETMTICT) TOV TPOY®PTLEVOD KOPKIVOV TOV
KOAOL kol Tov 0pHov 6 EVIAIKEG, €lTE G CLUVOLAGUO pe GAL eapuaka gite povn tng. To Irinotecan
Hydrochloride 20 mg/ml [Tukvé didAvpa yio Topackevt] SIHADIOTOC TPOG Eyyvon givar Eva
OVTIKOPKIVIKO PAPLOKO OV TEPIEXEL TN OPOACTIKT OVGI TPILOPIKT| VOPOYA®PIKY 1ptvoTekdv. H
TPLOPIKT] VIPOYA®PIKN IPVOTEKAVT TapeUTOdILEL TNV avATTLEY Kot TV eEAMAMON TOV KAPKIVIKOV
KLTTAPW®V GTOV OPYOVIGUO.

O y1atpog 060G I6MG YPNOUOTOUGEL VAV GUVOILOGUO IPIVOTEKAVIG LE S-(pBoproovpakiin/euriviko
0&v (SFU/FA) kot prefaciloopdpmn yio vo, avTILETOTIGEL TOV KOPKIVO TOV TOYE0S EVTEPOL (TOV
KOA0VL 1] TOV 0p00V) 0t TOV 0TOl0 TACKETE.

O y1atpog 060G I6MG YPNOUOTOUGEL VAV GUVOLOGUO IPIVOTEKAVIG UE KUTEGLITOUTIVY LE 1) XOPIC
prefaciovpdpnn yio vo avIpeTOTicEL TOV KOPKivo Tov KOOV 1] Tov 0pB0D amd Tov omoio
ThoyETE.

O y1atpog 060G I6ME ¥PNOUOTOMGEL VAV GUVILUGUO IPLVOTEKAVNC LE KETOVELHANTY Yo Vo
OVTILETOTICEL U10, 10104TEPT) LOPPT] KAPKIVOV TOV TTay£0g evTEpPov (dyprov TOmov yovioro KRAS), n
omoia exppalel po tpwteiviy tov anokaieiton EGFR.

2. Tvwpémer va yvopilete apoTtov cag yopnyn0sei to Irinotecan Accord
Agv 00 tpémer va oog yopnyn0ei to Irinotecan Accord:

. o€ mepintwon aArepyiag oto Irinotecan Accord 1 6€ 0T01001TOTE AAAO OTO TO, GVGTOTIKG,
gVTOV TOV PUPUAKOD (OVUPEPOVTUL 6TV TAPAYPAPO 6)



. o€ mePIMTOOT TOL EYETE 1| ElYaTE YPOVIO PAEYLOVDOON TAONGN TOL EVTEPOL 1| OTOPPALN EVTEPOV
. Onralovv

. 0€ MEPITTOOT OV EYETE NTOTIKY VOGO PBapldg LopPng

. 0€ MEPIMTOGT TOL TOPOVGLALETE AVETAPKELN TOV HVEAOD TOV 0GTMV Paplic LOPONG

. o€ MEPIMTOGT OV 1) YEVIKN 6ag VYyeila etvat og Kok KotdoTaon (0mmg a&loloyeitar LEG® £VOG
d1eBvol¢ TPoTOLTOV) , KatdoTaon arddoons cupeva pe tov [1.O.Y. peyaddtepn ond 2)

. o€ MEPIMTOGT IOV YPNOLLOTOIEITE TO PLGIKS PappoKo Parcapdyopto (St John’s Wort,
hypericum perforatum)

. 0€ MEPIMTOOT TTOL TPOKELTAL VO TAPETE 1| EYETE MAPEL TPOGOUTA EUPOAL e (OVTAVOVG

eEacbevnuévoug tikpoopyaviopovg (euPorta Evavtt Kitptvov TupeTod, avellofAoYIAg, EpmnTa
Lootpa, hapdc, Tapotitidag, epudpds, puuatioons, potaio, ypinng) Kot Katd ) duipketla 6
UNVOV LETA TN JloKoTh TNG ¥nuetodepameiog

Y nepintoon mov AapPdavete to Irinotecan Hydrochloride 20 mg/ml ITukvo didAvpa yio mtapackewn
SADLLOTOG TPOG £YYXVOT| GE GLVOVAGHO UE GALD PhpLaKe, PpovTioTe emiong va dapdoete To POALO
00MYLDY YPNONG TOV GAADV QOPUAK®OV GYETIKY LE TIC TPOCOETEG avTEVOEIEELC.

IIpocdomouoeis Ko TPoPVAGEELS

O nAKiopévot 0obeveig amantovV 1010iTEPT) TPOGOYN.

Kabmg to Irinotecan Accord givot éva avtikapKivikd eappako, 8o cag yopnynoel o €181k povada
KoL V7o TV MIPAEYT Y10TPOD EEEIBIKELUEVOD BTN YPTOT AVTIIKOPKIVIKOV QOpUAK®VY. To Tpocwomikd
g povddag Ba cag eEnynoet T Tpénet vo tpocétete Wwitepa Katd ) didpkela g Oepameiog Kot
petd omd avtv. To Tapdv puALASIO 0dNYIOY XpHoNg cog Pondast va Tta Bopdote ovTd.

[Ipwv and ) Bepancio pe Irinotecan Accord, evnuep®ote Tov Y1ATPO GaG AV OTIONTOTE AN TA

akolovba 1oyveL Ylo eGOC:

. Edv &yete mpofAnpata and to Nrap 1 iktepo

Edv égete mpofAnpata amd Toug veppovg

Edv éxete dobua

Edv €xete vmoPAn0el moté oe aktivobepamneio

Edv éygete exkdnidoetl oto mapeABov didppota Papldg popeng 1 Topetd petd tn Aqyn Bepomeiog

pe Irinotecan Accord.

Edv éyete mpofAnuata amd v kopdid oog

. Edv xomvilete, £xete vynAn apmplokn wieon 1| VYnAd enineda yoANoTEPOANGC, KOODS VT
uropotv va avé&Neouvy Tov Kivouvo TpofAnudTov omd Ty Kopdid Kotd T S1dpKeLd Tng
Oepaneiog pe Irinotecan Accord

. Edv €yete vmoPAndei | mpdkettan vo vmoPAnbeite og onolovedNToTE EUPOAACUOVG

. Edv Aappdaverte omoadnmote dAAa papuaia. Agite TNV TOpaKAT® TOPdypapo e TITAO «Alha
oappoxa kot Irinotecan Accord».

1) T mpodTeg 24 Opeg petd T yopiynon Tov Irinotecan Accord
Kozd ™ yopfiynon tov Irinotecan Accord (30 — 90 Aentd) Kot cOVIOUA LETA TN XOPNYNOT UTOPEL VOl
eKdNAOCETE OPIoUEVA Ao To akOAOVOA cVUTTOUATO!

Aldppora

Yypd pdrtio

Eopidpwon

Awotapayéc g Opacng

Kot\axo dhyoc

Y7epPoAIKn TOGOTNTA VYPAOV GTO GTOUO

OC&D yolivepyixo abdvdpouo
. AVTS TO PAPLOKO UTOPEL VO EMNPEAGEL TO TUN O TOV VEVPIKOD GOC GUOTHHOTOC TOL EAEYYEL TIG
EKKPIGELG TOL CAOUATOG, 0ONYDVTOG GE OVTO OV EIVOL YVOOTO MG YOMVEPYIKO GUVOPOUO. ZTA



GUUTTOUOTO LTOPOVV VO TEPIAAUPAVOVTOL 1) PVIKT KATAPPOT), 1] AVENUEVT] TOGOTNTA GAALOV, 1|
VIEPEKKPLOT] HOKPVMV GTO, LATLA, 1) EQIOPOT, 1 EE00yT, 01 KOTAOKEG KPAUTEG KO 1] S10pPO1aL.
Evnuepdote tov y1otpd 1 TOV VOGOKOUO GOC OUECMG EAV TOPAUTNPIGETE OTOLOONTOTE OO AVTH
TO GUUTTOUOTA, KAODS VIEPYOVY PAPLOKA TOV PHTOPOLY Vo Bondncovy 6Tov EAeyyd ToVG.

2) A6 tqv nuépa petd t Ogpaneio pe Irinotecan Accord £éwg tnv endpevn Oepaneio.
Kozd m dibpketa avtig g meptodov pmopel va ekdNAMOoETE d1APOPO GLUTTOUATA, TO OTOl0 UITOopEt
va glvar coPopd Kot va amottcovv dueon Beponeio kot otevr emifieyn.

Avappora

Eév n dudppord cag Eekivioet petd v mapéhevon 24 wpdv and t yopnynon tov Irinotecan Accord
(«Oyun didppotay), TOTE EVOEXOUEVMG Va, gival coPapr|. Avth Tapatnpeitoan cuvnOmg Tepimov 5
nuépec petd t yopnynon. H didppota Ba npénet va avipetoniletor apécmg Kot va tifetal vid otevn
enmifreyn. Edv apebel yopig Bepaneia, Oa pmopovoe va mpoKaAEGEL ApLIATM®OT Kot GOPOPES
Broymukég avicoppomies, o1 omoieg pmopel va etvar ameidntikég yio ) Lon. O yurpodg cag Ba cog
GLVTAYOYPOUPNGEL PApUaKO TTOL BonBolV otV TPOANYN 1 TOV EAEYYO OLTNG TNE AVETBOUNTNG
evépyelag. Ppovtiote vo TAPETE TO PAPLLOKO OAUECHS, DOTE VO, TO EYETE GTO ONITL GO OTAV TO
YPEICTEITE. APUECHOG PETA TNV ELOAVIOT] TOV TPATMOV VIAPDYV KOTPAVMV, KAVTE TO ENG:

1. [Tapte OmO10 AVTIOOPPOTKT AY®YT| GAG EXEL ODGEL O YIUTPOG GUG, |LE TOV TPOTO OKPPDE TOV
cag &yl mel. H ayoyn dev emrpémeton va aALGEEL yopis va cupfovievteite tov yatpd. H
GUVIGTAOUEVT AVTIOPPOIKT aywyn tvor 1 Aomepapion (4 mg tnv IpdTN QOPA KoL, GTN
ouvéyeln, 2 mg ke 2 dpeg, enione katd tn didpkela TG viyTag). Avtd Ba mpénet va
ouveyloTel Yo Tovhdyiotov 12 dpeg petd tnv tehevtaio ELEAVIoT VOUp®V Korpavav. H
OULVIGTAOUEVN dOGOAOYIO AoTtEpapidng dev emtpémetal va Anedel Yo meprocdTepeg amd 48

OpPEC.

2. Kotavolmote apéomg peydleg TooOTNTEG VEPOV KL TTOTMV ETOVLOATOONG (ONAad1, vepod,
0600, AEPLOVYN TOTA, GOVTEG 1) OO TOL GTOUATOG Bepameio ETAVVIATOONC).

3. AmevBuvheite auécmg otov ylaTpd cog, 0 omoiog emPAENTEL T Oepameio Gog Kol EVUEPDOTE

Tov Yo, TN didppota. Edv dev umopeite va £pbete og emapn Ue TOV YUTPO GOC, EXKOWVMOVNGTE UE
N povada 61o vocokopeio mov emifAénet T Oepaneia pe Irinotecan Accord. Eivon moAd
OMNUOVTIKO Vo evrjuepmBolv yia T dtdppota.

Mpéner va ancvBuvOeite apécwg otov Y1atpd 1) 0T povada mov empPrénel T Oepaneio, o
nepinTOon mov:

. "Eyete vavtia, £peto 1 mopetd, KaOdg kot drdppora

. E&axkolovOsite va £xete diappora 48 dpeg petd v évapln g avTidloppoikig aymyng

Inpeioon: Mnv ndpete kapio GAAN avTidioppoikn oywyn, EKTOS amd QLTHY TOL GOG E0MWOE O YIUTPOG
00,G KOl TO VYPE TOL TEPLYPAPNKOAV TAPATAVED. AKOAOVONGTE TIC 001Yies TOV YLoTpov cag. H
avTIOOPPOTKY aymyn dev O TPETEL VoL YPNCUYLOTOLEITOL Y10 TV TPOANYT| TEPULTEP® SLOPPOTKMDV
EMEICOOIMV, OKOUT Kol EGV £xETE EKONADOEL OYIUN SIAPPOLOL GE TPONYOVUEVOLS KDKAOVG,.

Mvpetog

Edv n Oeppoxpacio chpatog avéndel wévo and 38°C, avutd pmopet va givor onueio Aoipwéng, e1dikd
eaqv &yete emiong dwdppora. Edv éxete moupeto (mdvm and 38°C), emkovmvnoTe APECOS LLE TOV YLUTPO
N TN HOVAda, MOTE VO 0aG DGOV OTTOol0. Ay®YN Elvon amopoitnTn.

Novtio kol EpeTog

Edv éyete vavtio 1/kon £UETO, EMKOVOVNOTE AUECHOC UE TOV Y1IUTPO 1 TN povada. O ylotpog cog
umopel va cog dmoel eappoko wpy amd T Bepaneia cog, yio vo fondnoel oty mpdAnym g vauTiog
Kol Tov pETov. O YiaTpdg cag mOavdg Ba Gag CLVTAYOYPAPNGEL PAPLLAKO KOTA TNE VOUTIOG TOVL
umopeite va mdpete 6To onitl 6og. Na £yete VT TO, ApUAK SIOESILO OTAV TO YPELOCTEITE.
KoAéote Tov yrotpd coG €Gv deV UTOPEITE VO TAPETE VYPE OO TO GTOLO AOY® VOVTIOG KO EULETOV.



Ovoderepomevia

To Irinotecan Accord pmopet vo TpokaAécel peimon Tov aptBpod Kamolmy and T AEVKE GOg
alpoceaipta, Ta omoio dtadpapatiCovy onUavTiKd pOLO GTNV KATATOAEUNGT TOV AOIUDOEEMY. AVTO
arokoieitar ovdeteponevia. H ovdetepomevia mapatnpeitar cuyva kotd ) dbpketa Beponeiog e
Irinotecan Accord kot givar avastpéyiun. O yiotpog Oa mpénel va kavovicel d®ote vo vToPdAlecte o€
TaKTIKEG €E€€TAGELS aiTOC, DGTE va TapaKolovBovvtan avtd Ta Aevkd atpoceaipta. H
ovdetepomnevia gival coPapr| kot B Tpémel va avtipetomileTon Apécms Kol vo TapakoAovdeiton
TPOGEKTIKA. DPOVTIoTE VAL EVILEPMDCETE TOV Y1UTPO 1) TOV VOGOKOUO GOG AUECMG EQV £YETE
omolodNToTe onpeio Aolpwéng, 6nwc Tupetd (38 °C 1 vynAdtepo), piyn, TOVO KATE TNV 0VLPN N, VEO
Pyxo M eAépata. AToguyete va kdbeote Kovid oe avBpdTOvg oL etvat dppwoTol 1} £XOVV AOIUDEELS.
Evnuepoote apéomg tov y1otpd cag edv ekdnAmoete onpeio Aoipméng.

Awaroloyikn roparxorodBnon

O ywatpog cag mbavog Ba cog KAveL eEETACELS OILOTOG TPLY KOt KOTA TN dtdpkela TG Bepaneiog cog,
v va, EAEYEEL TIG EMOPAGELS TOV QUPILAKOL GTOVG aPBUOVE TMV KUTTAP®Y OiIaTOg 1 6TIG PLoyMUKE
e€etdoelg aiparog. Me fdon ta amoteléopata TV EETACEMY, UTOPEL VO XPELOCTEITE PAPLLOKO TOV
0o cag fondncovv va avtipetonicete TIC eMOPAcels. O YoTpog oG UIToPEl EXIONG VAL (PELCTEL VO
UELDGEL 1] VO KOOVOTEPNGEL TNV EXOUEVT dOGT GLTOL TOV PAPUAKOL 1) AKOUT KOL VO TO SIOKOWEL
evteA®c. No, tnpeite OAa To povIEPOD Y10 TIC EMCKEYELG GTOV YLOTPO KOl TIG EPYACTNPLOKES EEETAGELC.

AVTO TO PAPUOKO UTOPEL VO LELDGEL TOV AP0 TOV OPOTETAAIDV Gag oTIG BO0UAdES LETA T
YOPNYNON TOL, KATL TOV Umopel vo avéNcel Tov Kivouvo alpoppayiog. MIANoTE Ue TOV Y10TpO GOG
TPOTOV TAPETE OTOLOONTOTE PAPLLOKO, 1] CUUTATPOLOTO TOV UTOPEL VAL EXNPEAGOVY TNV KAVOTNTA
TOV CONATOG GOG VO CTAUATO TNV OLOppayie, OTMS AGTIPIvI 1] GAPULAKO TOV TEPLEXOVLY ACTLPivT,
Bappapivn 7 Prrapivn E. Evnuepdote apéong tov y1atpd cag edv Exete acuviiioTo LOAOTIGUO 1
aloppayic, 6TmG pvoppoayieg, 0OAN TOV poTOVOLY oo Povptcilete Ta dOVTIO GO 1) Hovpa
KOTpavVa Gav TGGO.

Avomvevotiéc drotopoyéc

Yrdvia, avOpomotl Tov Taipvouy auTd TO PAPLOKO £XOVV coPapd AVOTVEVGTIKA TPOPANLATA.
Evnuepdote apéowng tov yiatpd cag edv eppavicete véo Prya 1 £xete emdeivmon Tov Py, duokoAia
oV avamvon Kot Topetd. O yatpdc cog umopei va ypelaotel va dtokdyer tn Oepaneio oag, yio va
OVTIHETOTIOEL 0VTO TO TPOPANUCL.

AT TO EApHOKO UTOPEL Vo 0ENGEL TOV KivVOUVO OV S1aTPEYETE Y10 GoPapovg Bpdupovug aipartog
oTIG PAEPEC TV TOSIDV 1 TOV TVELUOVOVY GOC, 0L 0710101 UToPovV Vo, HeTakivndovy o€ GAla LépN ToLv
OMUOTOC, OTMOC 01 TVEVUOVEG 1) 0 YKEPAAOS. Evnuepdote apéome Tov Yiotpo 6og E4v mapoTnpoETE
novo oto oo, dvomvola | TpNR&o, Tovo, epuBpotnta N awénuévn Bepuokpocio 6To ¥EPL 1 6TO
oo

Xpovio. preyiovy n/kol amo@poin Tov EVIEPOD
Koléote tov yratpd cog edv ExeTe TOVO GTNV KON GOG Kol 08V UTOPEITE VO 0POSEVCETE, EIOIKA EGV
€xete emiong TOUTAVICUO TNG KOWAMAG Kot amdAeto OpeENG.

Axtivobepomeio
Edv éyete voPAnOei mpoceata oe axtivobepameion 6TV TOEAO 1| GTNV KOIMA, UTOPEL VO SLOTPEYETE

avéNpéVo Kivouvo exdNA®MONG KATAGTOANG TOL LLEALOD TV 00TMV. Evnuepmaote tov yiatpd cog
npotov Eekvnoete 1o Irinotecan Hydrochloride 20 mg/ml ITokvo S1dhvpa Yo TopacKew] G100 LaTOg

TPOG £YYVOT).

Negpirn Jertovpyia.
"Exovv avaeepBel mepintdoeic veppikng Suoiertovpyiag.

Kopdroxéc dratopoysc




Evnpepaote tov yuotpd cag eav éxete/elyate kapdomdbela 1 v eiyate AaPel oto maperbov
avTIKopKIVIKG edppoaxo. O yrotpdc cog Bo oag tapakorovdel otevd kot Ba cuINTNCEL e EGAC TAC
UopoHv va. HelwBobv o1 Tapayovteg Kivobuvou (Yio Tapadery o, KATVIGHO, DYNAT 0pTNPLOKN THEST
KL DYNAY TEPLEKTIKOTNTO GE ATAPQ).

Ayyeraxéc orotopoyég

To Irinotecan Hydrochloride 20 mg/ml I[Tvkvé didAvpa yio mapackevn SADUATOC TPOG EYYLON
ocvoyetiletal omdvia pe daTapayEs TG apaTikng pong (Bpoupor aipatog ota ayyeio TV TOOOV Kol
TOV TVELHOVOV GOG) Kol UTOPEL VoL ELQOVIOTEL oTdvia 6€ acbevelg pe ToAAATA0DS TaPAyOVTEG
Kwovvou.

Meiopévn nratikn Aettovpyio
[pwv and v évapén g Bepamneiog pe Irinotecan Accord kot pv 0md KAOe emdUEVO KOKAO
Bepamneiog, Ba Tpémet va Tapakoiovbeitan ) Aettovpyio Tov NToTOC (LECH eEETAGE®V ALATOC).

AMo

AVTO TO PAPLOKO UTOPEL VO TPOKOAECEL EAKT] GTO GTOWA | GTO, XEIAT, GUYVA HEGA OTIG TPMTEG Alyeg
efodopdoeg puetd v évapén g Bepaneiog. Avtd pmopel vo TPOKAAEGEL TOVO 1] AoppAyic. 6TO GTOUM
N aKou”n Kot TPpOPANUa oty Kotanoot. O yTpdc 1 0 VOGOKOUOG GOC UTOPEL VO, GUGTNGEL TPOTOVG
Yo TN peimon avTod Tov TPOPANLATOC, OTMS TNV oAhayn Tov TpdTOL oV TpMOTE N PovpToilete Ta
dovtwa cag. Edv ypelaotel, 0 y10tpog oG pmopel va cuvtayoypoenoel KATolo ¢APLOKO Vit TOV TOVO.

Evnuepdote tov ylotpd 1| Tov 000VvTiaTpd Gag OTL TAIPVETE 0VTO TO PAPLLOKO EGV CKOTEVETE VO,
vroPAndeite og xepovpyikn enéuPfoomn 1 omoladnmote dradtKacio.

Edv ypnoiponombel 6 cuvdvacpo e GAAS OVTIKOPKIVIKE QOPLOKO Y10, TNV TUONOoT GoC, ppovTioTE
va. dopdoete eniong o GOALG 0ONYIDOV TOV GAADV QAPUAKDV.

Edv égete minpoeopn el amd tov y10tpd cog 0Tt £xete ducaveSio 6€ KATOW GAKYOPM, EMKOVMOVIGTE
pali Tov Tpwv amd T AYN aVTOD TOL POPLUKEVTIKOD TPOTOVTOC.

Alro @appoxa ko Irinotecan Accord
[opakareicOe va evnuepdoeTe TOV Y1UTPO GOG AV TOIPVETE 1 £XETE TAPEL TPOCPATO AALL QPAPHLOKOL,
KOO KoL 00T 71OV deV GG Exovv yopnynbdel pe cuvtayn. Avtd meptiapfavel pLTIKG EdpuoKo,
woyvpég Prrapives, Kabmg Kot LETAALN KO 1YVOGTOELD.
- DdppoKa TOL YPNCYLOTOLOVVINL Y10 TNV AVTILETOTIOT TOV ETANTTIK®OV CTOGHMY
(xopPopalenivn, eawvoPapPiLtdin, eavoToivn Kot poc@avuToivn)
- DdappoKo TOL YPNCYLOTOLOVVTOL Yo TN Bepomeio LUKNTINGIKOV Aoudemy (KeTokovaloAn,
rtpakovaloin, fopikovaloin Kot Tocakovaloin)
- ®dappoxa TOL YpNCLoTOloVVTOL Yio TN Bepomeio fakTtnplakdy AowmEewmv (kKhapiBpopvkivn,
epvBpopvkivn kot teMbpopvkivn)
- @Odppoxa TOL YPNCYLOTOIOVVTAL Yo TN Bepameia TG pupaTioong (pPLeopmikivn kot
ppapmovtivy C BaAcapdyopto (€va puTikd GOUTA PO SLOTPOPNG)
- Eupora pe Loviavoig eEacdevnévoue Kpoopyovicuong
- ®dappoxa oL YpNoLoTolovvTol yio T Oepomeio tov HIV (wvowafipn, prrovapipn,
aumpevaPipn, ocaurpevaPipn, verpwvapipn, atalovafipn kot GAAa)
- O4puOKo TOL YPNGLLOTOIOVVTOL Y10, TNV KATOGTOAN TOV 0LVOGOTOUTIKOD GUGTNLOTOG TOV
OPYOVIGLLOV, Y10 TNV OOTPOTN TNG ATOPPIYNG LOoYEOHOTOC (KUKAOGTOPIvN Kot TAKPOALLOVC)
- Ddppoka TOL YPNCYLOTOLOVVTOL Yo TN Bepameio ToOv Kapkivoy (peyopapevipmn, KploTvipunn
Kot WehoMoipnn)
- Avtoyoviotég g Brrapivng K (cuyvo avtimnktikd edpuaxo, émwg 1 fapeopivn)
- DdppoKa TOL YPNCYLOTOLOVVTOL Y10 TN XUAGP®CT LVMV TOV YPTCYLOTOLOVVTOL KOUTE TN
dudpkela yevikng avarsneiog Kot xeypovpyikng enéppaong (covéapedovio)
- 5-pBoproovpakiin/euiiivikd 0&D
- MnePacilovpaunn (€voc ovaoToléng TG oOENONS TOV AHOPOPOV ayyeimv)
- Ketov&udpnan (évag avaotoréag Tov vrodoxéa EGF)



Edv givon amapaitnto va vmofinbdeite oe yeipovpyikn enépPacn, EVUEPDGTE TOV YIOTPO 1| TOV
avaisOnololoyo cag 0t AapPdavete Bepomeio pe 1pvotekavn, kabmg evogyetar va petafdAlel
dpdion oploUEVOV PAPUAK®V TOV YPTGLLOTOLOVVTOL KOTA TN SIEPKELN TMV YELPOVPYIKAV EMEUPACEMV.

Mnyv EeKIVIIGETE VO TOUPVETE KOl [T] GTOUOATHGETE TN ANYT OTOIOVINTOTE PUPUAKOV EVA TOUPVETE TO
Irinotecan Hydrochloride 20 mg/ml ITukvd didlvpa yio mapackeun SlADHATOg TPog Eyyuon, xwpig
va €XETE TPOTA EVIUEPDGEL TOV YLOTPO GUG.

AvT06 TO EAppROKO UTopEl va TpokaAécel coPapr| diappota. [lpocradnote va amopiyete kabapTikd
KoL LOAOKTIKA TV KOTPAVOV KAT TN O1ApKELL TNG ARYNG AVTOV TOL QOPLLAKOL.

Mmropeti va, vTapYoLY TEPIGGHTEPA PAPLOKE TTOV CAANAETIOPOVV pe To Irinotecan Hydrochloride 20
mg/ml [Tukvd ddlvpa Yo Tapackevy dStoddpatog Tpog Eyyvor. Potiote tov yiatpd, tov
(OPLOKOTOLO 1] TOV VOGOKOWO GOG GYETIKA Le GALD QApLOK, BOTOVE KOl GUUTANPOUOTO TOV
TOIPVETE, OTMG ETIONG KOl EAV TO, OVOTVELUATMOON UTOPEL VO TPOKOAEGOVY TPOPANUATO, LLE AVTO TO

QAPLOKO.

Kbnon, Onraopdg ko yovripdtnto

Kbnon

Eav giote £ykvog 1] Onralere, vopilete 0T propel va €icTe £YKVOG 1] 6YEOLALETE VO UTOKTI|CETE
nadi, nTiote TN ovpfovin] Tov YIOTPOU 1| TOV PUPUAKOTOLOV CUS TTPLY TAPETE AVTO TO
odappaxo. To Irinotecan Accord dev mpénet va yprolomoleitan Katd tn S1dpKeLd TG EYKLULOGVUVIG.
To Irinotecan Accord pmopel va mpoxkarécel cuyyeveic ovapolies. e £yKveg yovaikeg, 1 Oepaneio pe
0wt T0 Pappako Oa mpénel va epapuoletarl LOVO GV T0 SLVNTIKO OPEAOG Y10 TN UNTEPQ Eivarl
UeyoA0TEPO amd ToV Kivouvo yia to Euppvo.

O1 yvvaikeg Tov gival 6€ avomapayyiki nAkio 0o Tpénel va, amopevyovy va, peivouv éykvec. [pémet
vo AapPEvovTot avTIGLAANTTIKG HETPO TOGO amtd TOVG GvOpeg OGO Kot amd TIG Yuvaikeg acheveic,
Katd tn ddpkeln Tng Bepameiog Kot Yo TOLVAGLOTOV TPELG PVES (Yio TOLG AvOpeg) Kat £vol Piva (Yo
T1G Yovaikeg) petd ) dwokomn . [ldvtwg, ebv peivete £ykvog katd tn S1dpKed AVTHG TNG TEPLOOOL
TPEMEL VO EVIUEPMDOETE AUECMG TOV Y1ATPO GOC.

Onlaouoc
Agv &yovv mpaypotomon el peréteg. QQ6T0G0, AVTO TO PAPLOKO UTOPEL VO TEPAGEL GTO UNTPIKO YaA
KOl VO ETNPEACEL TO LmPO.

O Onhaoude mpénel va drakdmteTon yio OAN T diapkela g Oepameiag ue Irinotecan Accord.
ZntNoTE TN GLUPBOVAT TOV YIUTPOV GOG TPOTOD TAPETE OTOLOONTOTE PAPLLOKO.

Toviuotnta

Agv &povv mpaypotonomn el perétec. QoT0G0, AVTO TO PAPUOKO UTOPEL VO, EXNPEAGEL TN YOVIUOTNTA.
Pwtote tov y1otpd c0g oyeTikd pe Tov mhovo Kivouvo mov LdpyEL LE QVTO TO POPUOKO KoL TG
EMAOYEG IOV UTOPEL Vo SIPUAAEOVY TNV IKAVOTNTA GOG VO KAVETE Tod14.

0o ynon Ko YEPIGUOS PNYOVIIRATOV

e 0plopéveg TEPITTAOCELS, To Irinotecan Accord pmopet vo TpokaAécsl avemBOUNTEG EVEPYELEG, O
omoieg emMpedalovy TNV IKAVOTNTO 001 YNOTG KOl XEPIGUOV EPYOAEIDV KOl YOV UAT®V.
Emkowvevnote pe tov yrotpd cag edv dgv elote olyovpoc.

Kotd ™ dudpkela tTov tpotov 24 opodv HETA T Yoprynomn tov Irinotecan Accord, pmopel va vidcete
LaAn M va €xete omtkég datapoyés. Eav cag ovuPel kdtt tétoto, unv odnyeite ko un yepileote
Kavéva epyaieio 1| unydvnpa.

INROVTIKEG TANPOPOPIES GYETIKA NE OPLOREVA 6VGTATIKA TOV Irinotecan Accord



AVt 10 dpuaxo mepiEyel 45 mg copPiroing o kdOBe ml. H copPirdoin sivar mnyn epovktolng. Edv
gogic (M 10 moudi ocag) Exete KAnpovoukn dvcavesio otn epovktoln (HFI), pio omdvia yevetikn
dwatapayn, dev Ba Tpémel eocic (M To Toudi cag) va AaPete avtd o eappako. O acBeveic pe HFI dev
propohv va S106mAcovy T GPOLKTOLN, YeEYOvOg Tov Umopel Vo TPoKaAEsel coPapéc avemBOunTeS
EVEpPYELEC.

[Ipémetr va evnuepmoete Tov ylorpd oag tpotov AdPete avtd To PAapLako dv €0l (1] TO mHdl Gag)
éxete HFI M v 10 moudi oag dev pmopet mAéov va tpdet YAvkd 1 va wivel YAUKA TOTA EMELON
aloBdvetar voutia, KAVeL ELETO N EXEL OLGAPECTES OVETIBVUNTEG EVEPYELEG OTMG UETEMPIOUO, KPAUTEG
oToudyov N didppota.

AVTO TO PUPUOKEVTIKO TPOTIOV TTEPLEYEL MyOTEPO ard 1 mmol vatpiov avd d6on, onAadt| gival
OVCLAGTIKA «EAEVLOEPO VaTpiovy.

3. I B0 oag yopnynOei to Irinotecan Accord

[Tédvtote va YpNOYOTOLEITE TO PAPLOKO CVTO QVOTNPA COLPMOVA, LE TIC 0OTYIEC TOL YTPOL Goc. Edv
éxete apePoiiec, poTAOTE TOV Y10TPO GOG.

To Irinotecan Hydrochloride 20 mg/ml [Tukvo didAvpa yio Topackevy) StoAdUaTog Tpog £yyvon Oa
oo yopnyeitol amd enoyyeAUATIEG VYEIOVOLUKNG TEPIBAAYTG.

O ywtpog cag pmopel vo oag cuotnoel o e&étaon DNA mtpv amd v mpmtn 86om tov Irinotecan
Hydrochloride 20 mg/ml [Tukvo didAvpa yio Topackens) SI0ADIOTOS TPOG EYYVOT).

Opiopévol avBpmmot YeVETIKA elvatl 710 TOAvVO Vo TOPOVCIAGOLY OPICUEVEC OVETIOVUNTEG EVEPYELEC
omd avTd TO PAPLLOKO.

Mmropei vo, cog yopnyntovv GAAEG PAPUOKEVTIKES OY@YEG VIOl TNV TPOATIYN TNG VOUTING, TOV EUETOV,
™G O1GpPotag Kot GAA®V averBuuntv evepyeldv Yo 660 dtdotnua Aapupdvete to Irinotecan
Hydrochloride 20 mg/ml [Tukvo didAvpa yio Topackevn] SIeAdHOTOS TPog Eyyvon. Mmopel va
YPEWCTEL VO GLUVEYICETE T YPNON AVTOV TOV PAPUAK®Y Y10, TOVAGYICTOV Hid NUEPO PETA OO TNV
éveon 1ov Irinotecan Hydrochloride 20 mg/ml [Tukvo SidAvpa yio Topackenn) S1aADUOTOS TPOG

£yyvon.

Evnuepaote ta dropa mov cag epovtilovv eav arcbavbeite kayipo, Tévo N Tp&po yopw amd v
evooAEPLa Bedova katd tn Siapkela Tng Eéveong tov Irinotecan Hydrochloride 20 mg/ml IMokvo
dtdAvpa Yo TapaoKeL dStodvpatog Tpog £yyvor). Edv avtd to pdppako dtapoyet amod tn eAERA cag
umopel va mpokaréoetl PAAPN o€ wotovg. Edv mapovcidoete mdvo 1 mapatnpnioete epubpdtnra 1
npNn&o 6to onueio g evooPAEPiag yoprynong eve Aaupavete to Irinotecan Hydrochloride 20
mg/ml [Tukvd dtddlvpa Yo TapacoKeL] SIAVIATOS TPOG EYYVOT], EIOOTONGTE AUECHS TOV
EMOYYEALLOTIO VYELOVOULKNG TTEPiBOAyMC.

To Irinotecan Accord 8o cog yopnynOei wg £yyvon ot PAEPa cag, o ypovikn mepiodo diapkelag 30
€w¢ 90 Aemtov.

H mocdtta g £yyvong mov Ba cag yopnyndet Oa eEaptnOel amd v niikia cog, To péyeddc cag Kot
TN YEVIKOTEPT 10TPIKT G0¢ Katdotaon. Oa e€aptbei eniong amd omoladnmote AAAN Oepameia Exete
AGBer evdeyopévag yia tov Kapkivo cac. O yiatpog cag Oa vtoroyicel 1o 61K6 Gog epPadov
EMQPAVEING COUOTOG GE TETPAYOVIKG, péTpa (m?).

. Edv &xete AdPer mponyovuevn Bepaneio pe S-pBoproovpakiin, Kavovikd Oa AdPete Oepomeio
uovo pe Irinotecan Accord Eekvavtag pe pa d6om 350 mg/m?, k4be 3 efdopddec.
. Edv dev éyete vmoPAndei oe mponyoduevn ymuetodepomeia, kovovikd 0o Aoppdavere 180 mg/m?

Irinotecan Accord kd0g 00 gfoopddes. Avtd Ba akorovOnbel amd puAAVIKS 0& ko 5-
@Boproovpaxiin.



. Edv AapPdaverte Oepaneio pe ipivotekdvn oe cuvovaoud pe ketov&udumn, 0o Aapete kavovika
v 31 366N PVOTEKAVNG OGS YopNYNONKE GTOVG TELELTALOVE KUKAOVS TOV TPOTYOVLEVOL
BepamenTikoy oynuatog Tov mepieiye pvotekdvr. To Irinotecan Accord dev Tpémel va
xopnyeitar Tpotod mepdcel 1 dpa omd To TEAOG TNG £YYLONG KETOVEIUAUTNG,

O1 d0G010Yiec aVTEG pumopel va TPOGAPUOGTOVV ATt TOV YITPO GG, AVALOYO LIE TNV KATAGTOOY] GOG
KOl OTTOLEGONTTOTE OVETIBVUNTEG EVEPYELES EVOEXOUEVIG EXETE.

Eav oag yopnyn0ei peyordtepn 66om Irinotecan Accord améd tnv kavoviki

Eivar aniBavo va cag yopnyndei vrepPoiikn d6on Irinotecan Accord. Qo1600, 08 TEPINTTOOT TOV
ovpPel kdtL €010, pumopel Vo EKONAMOETE AUATOAOYIKEG dLTOPAYES Papldg Lopeng, KaBmS Kot
duppota. Oa Tpémel va EEKIVIGEL VTTOGTNPIKTIKY PPOVTIOa o€ LEYIGTO Pablo, TpoKkeévoL va
amoTpanel N aPLIAT®OT) TOV OPEIAETAL GTN SLAPPOLN KOL VO OVTILETOTIGTOVY TUYOV EMTAOKEG
roudéenv. o Tpénel va angvbuvieite aTov Y1Tpd TOL GAG XOPNYEL TO PAPUAKO GOC.

Eév naparerp0si kédmora 6661 Irinotecan Accord
Eivai moAd onpovticd vo AaPete OAEG TIC TPOYPAPUOTIGUEVEG dOGEIC. Edv mapaieipOel kdmola 66om,
EMKOWVOVIOTE AUECWG LLE TOV Y10TPO GOG.

4. IIBavéic avemOopnTeg evépyereg

Onwg 6Aa Ta pappaka, £tot kot to Irinotecan Accord pmopel va mpokarécel avemBountes evépyetec,
av kot dev mapovoidlovral 6g dAovg Tovg avlpmmovs. O yiatpog oag Oa cuintmoetl poall cog ovTég TIC
avemBounteg evépyeleg kot Ba oag eENyNoet Tovg KIvdLVoLg Kot Ta 0QEAT TG Bepaneiog Gog.
Opropéveg and avtég Tig avemBOUNTES EVEPYELES TPENEL VO AVTLULETMTIGTOVY OUECWC.

Agite eniong Tig TANpoopieg otnv mapdypoeo «Ilpogrdomon)csig Ko TpoPuAGEEIS»

Edv ekdonldoete onowadnmote and Tig axdAovBeg avemBOUNTESG EVEPYELEG POV Gag el yopnynoel to
QAPUOKO GOG, EVIUEPDOTE AUECHS TOV Y1aTPpd oag. Edv dev giote péoa oto vosokopueio, [IPEITEI NA
ITATE opéonc.

o Addepyiég avtidpaoceic. Eav éxete {dAn, dvokoria oty avamvon, Tpnéiuo, eEdvinua 1 eayovpa
(e1dwcd €dv aPopd OAOKANPO TO CAOUM), ETKOIVOVIOTE AUECHOG LE TOV Y1ATPO 1] TOV VOGOKOLO
o0g.

o Aldepyucég avtidpdoels Papldg popeng (avo@LANKTIKES avaELAOKTOEIDELG AVTIOPACELS) pmopel
va. ekONAOoOV Lo GUYVE PHEc GE AETTA OO TNV £VEGT] TOL TPOTOVTOC: SEPUATIKO €EAVOMUQ,
CUUTEPTAOUPOVOLEVOD KOKKIVOV KVIOUOOOVS SEPLATOC, TPNELLO XEPLOV, TOSIDV, UCTPAYAA®Y,
TPOCAHTOL, YEIMDV, GTOHOTOG 1] AdpoD (Tov UTopel va TPOKOAEGEL SVOKOALD GTNV KATATOON M
NV ovamvon)), Kabmg kot aicOnua 6Tt Tpokertol va Amofvunoete.

e Awppoun (deite emiong v evotnta 2).

o [Ipoiun duippowa: Eppaviletor péca og 24 dpeg amd T AW 0UTOV TOV PAPUAKOD,
GUVOSEVOUEVT OO GUUTTMUOTO PLVIKNG KATAPPONG, AVENUEVNG EKKPIOTG CAALOD, VYPOV UATIDV,
epidpwong, ££aWng, KOUMOKOV KPAUT®V. (AVTd UmTopohy va TapoLGacTOVY KOTA T SiipKeLd
NG XOPNYNOTG TOV QUPLUAKOV. XE CVTN TNV TEPITTMO, EWOOTONGTE AUECHOS TOV EMAYYEALATIO
VYEOVOLKN G TtEpifaiymc. Mmopei va yopnynoel @opUOKEVTIKT oy@yn Yol T ko7 /Kot T
Ll VTG TN TPOUNG OVETIOOUNTIG EVEPYELNG).

o Oyun duappota: EppaviCetor petd omd nepiocotepeg amod 24 mpeg amd T Ayn avtod Tov
QopraKov. Adym Tov {NTnUdTov apuddTmong Kol Sotapaydv Tov 160{uyiov NAEKTPOALTAOV LE
™ O1dppota, eival oNUaVTIKO Vo BpioKESTE GE ETOPT LLE EMOYYEALOTIEG VYEIOVOLUKNG TTEPIBOAYNC
vl TapoakoAovONoN, Kabdg Kot Yo GLUPOVAES GYETIKA LE TPOTOTOGELS TNE PAPLOKEVTIKNG

OY®YNG KOl TNG SLUTPOPTG.

1020 cvyvég (evoéyetar va ernpealovy wepioaotepa and 1 ota 10 daroua)



Ayotoloyikég dtatapoyn: ovdeteponevia (LEIWUEVOS 0plOIOC OPIGUEVOY AEVK®DV
apoceapiov), Bpopporevia (Letwpévog apBuds opometaiinv), avorpio

Owyun ddppota

Noavtio Kot EHeTog

Arndreia tpydv (ot Tpixeg avoantuccovtot Eava petd to Téhog g Bepameiog)

X Bepamneio cuVOLAGHOV, TAPOSIKT AVENGT GTO ETIMEDA TOV NTOTIKOV EVEOU®V 1] TNG
xorepuBpivng.

2oyvég (evoyetan va exnpedlovy éwg kai 1 ota 10 droua)

O&D yoAvepyiKd GUVIPOUO: T KOPLOL GOUTTMUOTA EIVaL 1) TPAOUN d1dppola Kot AL
CUUTTOUATO, OTOG KOAMaKO TOVO, HATLO TOV Elval KOKKIVE, TOVAVE, SakpOLOLV Kot TPOKAAODY
Qayovpa (emimeQUKITION), KOTOpPOoT] (Pvitida), YOUNAN ApTNPLOK] THEST, SIGTOAN TOV
alLoPOpwVv ayyeimv, pidpwon, plyn, aicOnua yevikevpuévng dvopopiog kot adrabeciog, {dan,
OMTIKEG SATOUPUYES, LKPES KOPES TV LATIDV, VYPA LAt Kol avENUEVT GLEAOPPOLX., TOV
TOPOTNPOVVTAL KATA TN O1GPKELN 1] EVTOG TV TPOTOV 24 @pdV UET TNV £yYvoT Tov Irinotecan
Accord

[Mvpetog, Aowméelg (cuumeptiapfovousvng onymc)

[Mupetdg TOL GLVOSEVETOL OO PEYAAT LEIDOT) TOV 0PLOUOY TV AEVKDV ALLOCPUIPI®MY
Apvddtmon, Tov cuvnbmg oyetiletal pe didppota 1/Kal EUETO

AvokoilotnTa

Kénwon

Avénuéva enimeda NTATIK®OV VEDUOV KOl KPEATIVIVIG GTO GiiplaL.

Oy1 ovyvég (evoéyerar va ernpedlovy éws kat 1 ota 100 droua)

Alepyikéc avtidpdoeic. Eqv €xete {aAn, duckoiia otnv avamvor], TpR&ipo, e&dvinua
Qoyovpa (E101KE GV POPE OAOKANPO TO GMUA), ETKOIVOVIGTE OUESMG LE TOV YIOTPO N TOV
VOGOKOO GO,

"Hmieg deppatikég avtidpdoeic, Nmieg avtidpdoelg ot 0éomn £yyvong

AVGKOAlQ TNV OVOTTVOT|

[MvevpovordOeto (d1dpeon Tvevpuovoradeia)

Amdppatn eviépov

Kot\akod movo kot pAeypovn, Tov TpokaAovv didppota (po Tabnon yvmoTn g
yevdoueuPpoavmon KoAitida)

"Exxovv mapatnpnBel 61 Guyva TEPIOTATIKA VEPPIKNG AVETAPKELNG, XOUNANG OPTNPLOKNG TTiEoNS

N KoPSOKVKAOPOPIKNG OVETAPKELNG GE 0cHEVEIC TOV EKONAMCAY ETELGOIN OLPVIATMOCNC TOV
oyetifovtav pe diappoia /Kot EUETO, | CYNG.

Zravies (evoéyetal va exnpedlovy éwg kot 1 ot 1.000 droua)

AMepyicéc avTdpdoelc Paptdc Lopeng (avo@LAOKTIKES/ aVOQUANKTOEISEIS AVTIOPAGELS) Hmopel
va ekONABoOV To cuyva PHEca GE AETTA OO TNV £VECST] TOL TPOTOVTOC: depUaTIKO eEAvOnpa,
CUUTEPTAQUPOVOLEVOD KOKKIVOV KVIOUDO0VS SEPLATOC, TPHELLO XEPIDV, TOSIDV, OGTPAYAA®Y,
TPOCHOTOL, YEIMDV, GTOLOTOG 1] AdpoD (1oL uropel va TpokaAEcel SuGKOAIN otV KaTdmoon 1
™V ovamvon)), Kodmg kot aicOnuoe 6t Tpokertan va, Atmobvunocete. Edv ooufei kdtt této10, 0o
npénel va amevBuvheite apécmg otov yoTpd oag

[pdiueg emdpAGELS, OTMG UVIKEG GUOTAGELS 1) KPAUTEC, KOOMG Kot Lovdtacuo (rapotcOnoio)
Ayoppayio TOV YOGTPEVIEPIKOD GCOANVA KOl PAEYLOVI] TOV KOAOV, GUUTEPTAOUPBAVOUEVIIC TNG
OKMOANKOELS0VG ATOPLGTC

Aldtpnon eviépov, avope&ia, Kotakd GAyog, PAEYLOV] TV BAEVVOYOV®OV

dLeypovn 10V TaYKPEATOG

AvEnpévn aptnplokn Tieon KoTd T SIGPKELN TNE YOPNYNONG KoL HETA amd QLT V.

Meiopéva eninedo Koliov Kot vaTpiov oto aipa, Tov oyetiloviol Kupimg pe didppota Kot
éuETO.



I0A6 oravies (evoéyetar va exnpeddovy éwg kai 1 ota 10.000 aroua)
. [opodikég dratapayés Adyov
. Avénuéva enimeda opropévav evOOI®V TOL TETTIKODV, T OTO10. ATOSOUOVY GAKYOPO Kot Adm).

Mpn yvoaotés (7 ovyvoTyta oev umopei va ektiunlei ue faon ta drabéorua dcdoouéva)
o Yofapng LOpPNG, EMiPOVN N alpopparyikn didppota (1 omoio evOEyETOL va oyeTIETOL LE

oTopay KO TOVO 1 TVPETd) oV TpokaAeital and Paktipia Tov ovopdovtor (Clostridium

difficile)

Aolpmén tov aiparog

Apvddtmon (AOy® g d1dppotag Kot TOL EUETOV)

Z&n, tayvkapdia kol yAdpacuo (o Katdotoon tov ovoudleTol voyAvKoion)

Alhepycn avtidpaon

[Ipocwpivég dratapayég Tov AdYov, KOTA TN dtdpKeLa 1] cuvTopa Letd tn Oepaneia

Aiobnon «tonnudatovy

Yynin apmpilokn wieon (Kotd T SidpKel 1 LETA TNV Eyyvon)

Koapdiakd mpoprnpote®

[Tvevpovikn vécog mov Tpokarel cuptyud kot Svomvola (PA. mapdypopo 2)

AOEvyKag

Amoéppatn eviépov

Aloykopuévo fmap

Evtepicn apopparyio

Aolpumén tov TG EVTEPOD

M QUGLOAOYIKG OATOTEAEGUATO EPYACTNPLOK®V EEETAGEDV

On1| 6710 évtepo

Amddeg Aop

AEPUOTIKEG OVTIOPAGELG

AVTIOPAGELG GTO GNUELD YOPNYNOTG TOV POPLAKOV

XounAd eninedo kodiov oo aipo

XounAd eninedo GA0TOC 6TO aipa, Tov oyetileTal pe T SLIPPOLN KOl TOV ELETO

Mukég kpbipmeg

Hratwd mpopfiquota®

XounAn aptnplokn wieon™®

Mnkvutidoeig

loyeveic AomEetg

* YMAVIEG TEPMTMOGELG AVTOV TV CLUPAVTOV Exovv Tapatnpn el e acbeveic mov mapovciocay
eMecHO10 APLOATOONG oL GyetilovTat pe dtappota Kot / 1 ERETO 1| AOUMEELS TOL OipLATOG.

Edv AapPavete Irinotecan Accord 6e cuvOVAGUO LiE KETOLEIUANT, OPICUEVES OO TIG AVETIBVUNTES
EVEPYELEG TTOL 10MG VO EKONAMGETE, UITOPOVV EMIOTG VO OPEIAOVTAL GTOV GLVOVAGCHO AVTOV. XE QVTEG
TIg avemBountec evépyeteg umopei va meprauPavetor e£avonuo tomov axungc. Kotd cuvéneia,
BeParmbeite 611 B dafdoete emioNC TO PUALO 0INYIOV XPNOTG VIO TNV KETOLEWAUTT.

Edv Aappavete Irinotecan Accord 6 cuVOVAGUO LE KATEGITANTIVY], OPICUEVES OO TIC AVETIOOUNTES
EVEPYELEG TIOV 10MC VO EKONAMGETE, UITOPOVV ETIOTG VO OPEIAOVTOL GTOV GLVOVAGLO AVTOV. € OVTEG
T1g avemBounteg evépyeleg umopel va meptlapfdavovror ot e£NG: 0TI TOAD cuyvEég ot Bpoppot Tov
OlLOTOG, OTIG GUYVEG Ol CAAEPYIKES OVTIOPACELS, 1] KOPO10KT TPOSPOAT Kal 0 TUPETOC o€ acbevelg pe
YOUNAS ap1Bud Aevkav alpoceatlpiov. Katd cuvéneia, Pefaiwbeite 611 Oa dafdoete emiong to GUALO
00N YLDV YPNONG Y10 TNV KOTECITOUTIVT.

Edv Aappdavere Irinotecan Accord og cuvdvacud e kKomesttoptivy kol prefaciovpdpnn,
OPLOLEVEC OTd TIG AVETIOOUNTEG EVEPYELEC IOV {0MG VAL EKONAMOETE, LITOPOLV ETIOTG VO, OPEIAOVTOL
GTOV GUVOVOGHO OVTOV. X AVTEG TIG AvemBOUNTEC EVEPYELEG TEPIAAUPAVOVTAL O1 EENG: YOUNADC



aplBpdc Asvkdv arpoceapiov, Opouport aipatog, VYNAN apTnpPLOKN TECT Kol KOPIOKN TPOGPOAT.
Kotd ovvéneta, Befoiwbdeite 611 Oa dafdcete emiong to @OALO 0dMNYIDV YPNONG Y10, TV
KOTESITOUTIVI KO TNV UreBoct{ovpdaum.

Edv xémola avemBountn evépyeta yivelt coPfopn, 1 av topatnpioete kKamowa avemountn evépysa
OV OEV OVOPEPETOL GTO TAPOV PVAAO 0OMYLDV, EVIUEPDGTE TOV YIOTPO 1 TOV PUPUOKOTOLO GOC.

Ava@opd avemOounTov evepyEt@dv

Edv mapoatmpnoete Kamowo avemBOunTn eVEPYELD, EVILEPDOTE TOV YIOTPO, TOV PAPUAKOTOL 1) TOV
VOGOKOUO Gag. Autd oyveL Kot Yo k60e mbav avemBOuNT EVEPYELD TTOL JEV AVAPEPETAL GTO TAPOV
QOALO 00NV YprioNG. Mrmopeite emiong vo avapépete avemBounteg evépyeieg anevbeiag ot
devbovvon:

EBvikdg Opyaviopog @appdxmv

Mecoyeiov 284

GR-15562 Xolapyog, Adnva

TnA: + 30 21 32040380/337

®ag: +30 21 06549585

Iotétomog: http://www.eof.gr

Méow g avapopds avemBOuNT®V gvepyeldV pumopeite va fondncete ot GLAAOYY TEPIGGOTEP®V
TANPOPOPUDY GYETIKA LE TNV OCPAUAELN TOV TOPOVTOG PUPUAKOV.

5. I va puiaooete To Irinotecan Accord

Noa puidooetal o€ 0éon, TV omoia dev PAETOLY Kot dev TPpooeyyilovv Ta Taldld.

Mnv katoyoyete.

INa pio povo ypnon.

AVTO TO PUPUOKEVTIKO TPOTIOV dev amattel Waitepec cuvOnKeg Oepuokpaciog Yo T eOAAER TOV.
dvidooete TNV OP)IKT) CLCKEVOGIN Y10 VO TPOGTATEVETAL OO TO PG,

Na pn ypnolponoteite ovTd T0 PUPHOKEVTIKO TPOIOV LETA TNV NUEPOUNVia ANENG TOL OVAPEPETOL GTO
KoVTi Kot 670 PLoAidto petd tmv AHEH. H nuepounvia Aqéng eivan n tedevtaio nuépo Tov Uiva Tov
ovVOPEPETOL EKEL.

Tao pappoko dev TPETEL VA, OTOPPITTOVTOL GTO VEPO TG ATOYETELGONC 1| GTOOIKLOK( ATOPPIUUATOL.
Pwtote T0 papuokomold cag yio 1o mmg vo TETAEETE Ta. @apuaKo Tov dgv yperalovtan T, Avtd ta
pétpa Ba fonbncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. IlepreyOpuevo TG GVGKEVAGING KUl AOUTEG TANPOPOPIES

T ngpréyer to Irinotecan Accord

. H dpaotikn ovoia givar 1 Tpudpiki VIPOYAMPIKT PIVOTEKAV.

. 1 ml cvpumvkvodpatog mepiéyet 20 mg TPWIPIKNG LOPOYAMPIKNG IPIVOTEKAVNG TTOL 1GOOVVAUOVV
ue 17,33 mg pvotekdvng.

‘Eva. @loAido tov 2 ml mepiéyel 40 mg tprudpiknig vOPOYAMPIKNG IPVOTEKAVIG

‘Eva. @1oAido tov 5 ml mepiéyet 100 mg tpudpikig vOPOYA®PIKNG IPIVOTEKAVIG

‘Eva. @loAido tov 15 ml mepiéyet 300 mg tptudpikig vOPOYA®PIKNAG IPVOTEKAVIG
‘Eva @roiidwo tov 25 ml tepiéyet 500 mg Tptudpikig vOPOYA®PIKNG 1PVOTEKAVG
"Eva groiidwo tov 50 ml mepiéyet 1.000 mg tprudptkng vOPOYAMPIKNAG 1PVOTEKAVIG
Ta dAha cvotatikd eival copPiroin (E420), yoraktikd 00, vOpoteidio tov vatpiov,
VOPOYA®PIKO 0&L KOl VO®P Y10l EVEGIL.

Ep@avion tov Irinotecan Accord kot TEPLEYOUEVA TG GVOKEVUGIOG


http://www.eof.gr/

To Irinotecan Accord givat éva dtawyég dtdAvpa, @ypoKiTpPIVoL YPOUOTOC.

Meyébn cvokevaciog:
2 ml

5 ml

15 ml

25 ml

50 ml

Mmropei vo, un KoKAOPOPOUV OAEG 01 GLGKEVAGIES

Karoyog docrac kukrhopopiag ko Tapaymyodg

Karoyog dogrog kukho@opiog
Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n, Edifici Est 6® planta, 08039 Barcelona,

Tomtavia

Hoapaywyoc

Accord Healthcare Limited

Sage House, 319, Pinner Road, North Harrow

Middlesex HA1 4HF
Hvouévo Baciieo

Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50,95-200 Pabianice, ITolwvia

Accord Healthcare B.V.,

Winthontlaan 200,
3526 KV Utrecht,
OAMavdio

AvT0 TO QUPNOKELTIKO TTPOTOV givar eykekpiuévo 1o Kpdtn Méin tov EOX vrté Tig axoérovBeg

OVONLOGiEg:

‘Ovopa tov Kpdrovg
Méhovg

Ovopooio Tov ®appokevtikov [poidvrog

Avotpla Irinotecan Accord 20 mg/ml Konzentrat zur Herstellung einer
Infusionslosung

Bé\yo Irinotecan Accord 20 mg/ml concentraat voor oplossing voor infusie

Bovlyapia Irinotecan Accord 20 mg/ml Concentrate for Solution for Infusion

Kbmpog Irinotecan Accord 20 mg/ml ITukvd dtdAvpa yio. TepacKELT|

SLADUATOG TTPOG £YYVoT

Togyu Anupokportio

Irinotecan Accordpharma 20 mg/ml koncentrat pro infuzni roztok

Teppovia

Irinotecan Accord 20 mg/ml Konzentrat zur Herstellung einer
Infusionslésung

Aavia Irinotecan Accord

EcfBovia Irinotecan Accord

EAMGOO Irinotecan Accord 20 mg/ml ITukvd dtddlopa yia £yyvon
Ddwravdio Irinotecan Accord 20 mg/ml Infuusiokonsentraatti, liuosta varten
Kpoartia Irinotekan Accord 20 mg/ml koncentrat za otopinu za infuziju
Ovyyopia Irinotecan Accord 20 mg/ml koncentratum oldatos infiziohoz
IpAavdia Irinotecan Hydrochloride 20 mg/ml Concentrate for Solution for

Infusion




Iohavoia Irinotecan Accord 20 mg/ml, innrennslispykkni, lausn

ItaAia Irinotecan Accord

Agtovia Irinotecan Accord 20 mg/ml koncentrats infiiziju $kiduma
pagatavosanai

ABovavia Irinotecan Accord 20 mg/ml koncentratas infuziniam tirpalui

Mdita Irinotecan Hydrochloride 20 mg/ml Concentrate for Solution for
Infusion

[Tohwvia Irinotecan Accord

OAavoio Irinotecan Accord 20 mg/ml concentraat voor oplossing voor infusie

NopPnyia Irinotecan Accord

TToptoyolia Irinotecano Accord

Povpavia Irinotecan Accord 20 mg/ml concentrat pentru solutie perfuzabila

>loBoxkia Irinotecan Accord 20 mg/ml infizny koncentrat

XhoPevia Irinotekan Accord 20 mg/ml koncentrat za raztopino za infundiranje

Xoundia Irinotecan Accord 20 mg/ml, koncentrat till infusionsvétska, 16sning

Hvopévo Baciielo

Irinotecan Hydrochloride 20 mg/ml Concentrate for Solution for
Infusion

[omavia Irinotecan Accord 20 mg/ml concentrado para solucion para perfusion
EFG
ToAhia IRINOTECAN ACCORD 20 mg/ml, Solution a diluer pour perfusion

To mapdv @OALo 00N LAV YprioNS avadepOnKe Yo TELEVTAIN POPA OTIC.




Irinotecan Accord 20 mg/ml ITvkvé dvaivpa yia £yyoon
O winpo@opicc mov aKk0rovB0VY arevOVLVOVTAL HOVO GE Y1 TPOVGS 1] EMAYYELPOTIEG VYELOG:
Odnyies ypione - Kvrraporofikd

Xewpiouog tov Irinotecan Accord

Onog woydet kKot Yo GAALOVS AVTIVEOTAAGLLATIKOVS TAPAYOVTES, YPEWILETOL TPOGOYT] KATA TOV YEPIGUO
tov Irinotecan Accord. H apaimon 0o mtpénet va diegayetor vid donnreg cuvOnkeg and exmaldevévo
TPOCOTIKO G Ui kabopiopévn meployr. Oa mpénet va Aapfdvovtal TPoPLAGEEIC MOTE Va
OTOPEVYETOL 1 ETAPN UE TO dEPLLA KOl TOVG PAeEVVOYOVOLG,.

Odnyieg mpooTasiog Yio TNV TOPACKELT] TOL SUAVUATOC TPOG EYYVOT] TNG IPVOTEKAVNG

1. Oa TPENEL VO, YPTCLUOTOIEITE TPOSTOTELTIKO BAAALO KOl TPOGTATEVTIKG YAVTIO Kot B0l Tpémet
va popate TPooTateLTIKy pouna. Edv dev vmdpyel mpootatevtikdc Odrapog dabéoiog, Oa
TPETEL VO YPT|CYLOTOLEITE KAADUA Y10, TO GTOMO KOl TTPOGTATEVTIKG YOOALA.

2. Ot avoiktol TepLEKTEG, OTMG TA PLOALSI0 EVESTG Kt 01 PLAAES £YXLONG, KOOMS Kol Ot
APNOUYLOTOINUEVEG KAVOVAEG, GUPLYYEG, KOOETNPES, COMVES KOl VITOAEIULOTO KUTTOPOCTATIKMOV
0o Tpémel vo BepovvTal EMKIVOLVA ATOBANTO Kol VO AOPPITTOVIOL COLPMVA LE TIG TOTIKEG
KkatevBuvtipieg 0onyieg yia to yepopd ENNIKINAYNQN ATIOBAHTQN.

Y mepinton S1appong, 0KOAOLONGTE TIg TOPUKAT® 00N YiEC:
0o TPEMEL VO POPATE TPOGTATEVTIKO POLYLGUO
TO GTLOGUEVE, YVOALY Oo TPEMmeEL va GLAAEYOVTOU KOl VoL TOTOOETOVVTOL GTOV TEPLEKTY Y1
EIMIKINAYNA ATIOBAHTA

. 01 LOAVGLEVEG eMIPAvELEC o TTPETEL VoL EKTAEVOVTOL KOTAAANA e dpBoveg TOGOTNTEC KPVOL
vePOD

. OTN GLVEYELD, Ol EMPAVELES TOV EY0oLV ekmAvOel Ba Tpémet va oovmifovTol 6YoAaoTIKE Kot TaL
VAKG TOV XPNGLLOTOLOVVTOL Yo TO okovmicua 0o tpénet va amoppintoviarl wg EITIKINAYNA
ATIOBAHTA

4, Y nepintoon emapng tov Irinotecan Accord pe to dépua, 1 meployn O Tpémel va exmAéveTan
ue aeOovo TPEYOVLEVO VEPO KOL, GTI] GUVEXELD, VO, TAEVETOL [LE GOTOVVL KoL VEPD. L€ TEPITTOON
EMOENG e PAEVVOYOVOLG, TADVETE TNV TTEPLOYN TOL NPHe og emEN oYoAaoTIK e vepo. Edv
EUPAVICETE KATOLO EVOYAN O], EMKOIVOVNOTE UE Y1UTPO.

5. Y nepintoon enapng tov Irinotecan Accord pe ta pdTio, TAOVETE To GYOAACSTIKA e ApBovo
vepo. Emkowvovnote apéowng pe opBaipiotpo.

Hapackevny Tov S10AVuaTOS TPOS Ey)YvON

To Irinotecan Accord mpoopiletat yia evooPAEPLa £yyvoT, LOVO PETA OO apaimoT], TPV Ao TN
YOPTYNOT], GTA GUVICTMOUEVA SLOADUATA opainong, gite didAvpa yrmplodyov varpiov 0,9% mpog
&yyvon gite dtdAvpo YAvkoing 5% mpog Eyyvon. Avappoenote pue Paduovounuévn copryya Kot vo
GoNmTEG GUVONKEG TNV AMOLTOVUEVT] TOGOTITO GUUTVKVAOLOTOG Y10, TOPOOKEVT OLOADUATOG
PVOTEKAVNG 0t TO PLOAISI0 Kot EVESTE TNV G€ £vay aokd 1 OLdAn £yyvong Tv 250 ml. To didAvpa
&yyvong Oa mpémel vo, avouelydei ooAUGTIKG LIE TEPIGTPOPN UE TO XEPL.

To mpoidv Ba mpénet va aparmBel kot vo ypnotponomBel apécmg PeTd TO Avorya.

To duddvpa 1PVOTEKAVNG EIVaL PLOIKA KO Y1k oTafepd e StaAdpato Tpog £yyvon [Stdivua
yhoprovyov vatpiov 0,9% (k.0.) kot dStdivpa yAvkding 5% (k.6.)] Yo €mg kot 28 nuépeg, otav
evLdoacetal oe tepiékteg and LDPE 1 PVC, og Bgppoxpacia 5°C 1 og Bepuoxpacio 25°C kat
TPOCTOTELUEVO 0O TO PG, Otav eivart ekTEOEIUEVO GTO PG, EYEL KOTOOELYTEL 1] GUCIKOYN KT
otafepdTTa Y10 £0G Kol 3 NUEPEC.



Amd pikpoProroyikng amoyng, To apatdpévo dtdivpa Ba tpénet va ypnoiponoteitoan apécms. Edv dev
ypnoyomoindel apécmg, ot ypOVoL KATA T XPNoT Kol 01 GVVONKES POAAENG TPV atd TN YPNom
amoTELOBV VOVVT TOL YPNOTN Kot dev Ba TpEmeL va, eival LeyaAdTEPOL, PUGIOAOYIKA, artd 24 dpeC GE
Bepuokpacia 2 £mg 8°C, extdc edv £xet yivel avacHoTacn/apainon (K.AT.) 6e eAeyyOUEVES KOt
EMKVPOUEVES GUVOTKEG aonyiog.

Edv onowodnmote ilnpa mapatnpnBel ota groAidw 1 petd v avoacHotact, To Tpoidv Ba tpémet va
OTOPPINTETAL GUUPOVO. [LE TNV TUTIKY] SLOSIKAGIN Yot KUTTOPOTOEIKOVS TAPAYOVTEG,

To Irinotecan Accord dev Ba pémet va yopmyeital ¢ evooeAéPia bolus éveon 1 mg evoo@AEPia
&yyvor d1apkelag pkpotepns omd 30 Aemtd M| peyodvtepng amd 90 Aentd.

Amoppryn

Olo. To, aVTIKEILEVO TTOV ¥PNCIUOTOMONKAY Y10, TNV TOPUCKELT Kot T YopRynon tov Irinotecan
Accord 1 pBav pe omolovdnmote GALOV TpOTO Gg emapN Le ovtd, Ba TpEmeL va amoppinTovTol
COLPOVA LE TIG TOTKEG KOTELHUVTIPIEG 0N YIES Y10 TOV XEIPIGHO KVUTTOPOTOEIKMDY EVAOGEMV.



