®vrAo oonYIOV ypions: IIAnpogopieg yia Tov yprioty
Irinotecan Accord 20 mg/ml TIvkvo d1GAvpa Y10 TEPAGKELT] SLOADNATOS TPOG EYYVOT
TPOPIKT) VOPOYAMPIKN IPIVOTEKAV
H ovopaoia tov appdkov cog givar «Irinotecan Accord 20 mg/ml TTukvo StdAvpa yio mopacKeLn
SADLLATOG TPOG EYYXVOT, AALG 6TO VIOAOUTO PUAAO 0dNYIdV Ypriong Ba amokaleiton «Irinotecan

Accordy»

AwPaote TPoGeEKTIKA 0AOKANPO TO GOAAO 001 YLDV YP1IONG TPOTOV OpYIGETE VA YPNGLOTOLEITE AVTO
TO PAPLOKO. , O10TL TEPIAUUPAVEL GNUAVTIKEG TAT|POPOPIES Y10 GOC

. DdoraEte avTd TO PUALO 0dNYIDV YpNonG. Towg ypelootel va to dwfdocete Eavd.
. Edv éyete mepartépm amopiec, poTNOTE TOV YATPO, TOV PAPUAKOTOLO 1) TOV VOGOKOLO GOG.
. Edv mapatmpnoete Kamowo avemBOUNTN EVEPYELX, EVILEPDCTE TOV YITPO, TOV POPLOKOTOL 1|

TOV VOGOKOUO G0C. AvTd 1oY0eL Kat Yo KOO mhavi avemBOunTn evépyela Tov OeV OVAPEPETOL
OTO TTOPOV PUALO 0dNYIOV ¥pHo1g. BAéme mapdypapo 4.

T epréyel 1o Tapov GUAAO 00NYLOV:

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

T pémer va yvopilete mpotod cag xopnynOei to Irinotecan Accord
g Ba cag yopnynet To Irinotecan Accord

[MBavég avemBounteg evépyeteg

[og va pvidooete to Irinotecan Accord

[epreydpevo g cvoKeLOTING KO AOUTEG TANPOPOPIES

oML E

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

H 1pwvotekavn avikel og o opdon QopudKmy Tov amoKaAoVVTOL KOTTOPOGTATIKG (0VTIKOPKIVIKA
eappoka). H ipvotekdvn ypnoylomoleitot yio Tnv ovVIYLETMMICT) TOV TPOYMPTLEVOD KOPKIVOV TOV
KOAOV Kot Tov 0pHoD o€ EVAAIKES, €ite o8 GuVOVLACUO e GALa apuaka gite povn . To Irinotecan
Hydrochloride 20 mg/ml TTvivo diédvpa yio, mapackevt| StaAdHatog Tpog Eyyvon eival éval
OVTIKOPKIVIKO PAPLOKO OV TEPIEXEL TN OPOACTIKT OVGI TPILOPIKT| VOPOYAWPIKY ptvoTekdv. H
TPLOPIKT] VOPOYA®PIKN IPVOTEKAVT TapEUTOSILEL TNV avATTLEY Kot TV eEAMAMON TOV KAPKIVIKMDV
KUTTAPW®V GTOV 0PYOVIGUO.

O y1otpog 060G I6MG YPNOUOTOUGEL VAV GUVOILACUO IPIVOTEKAVIG LE S-(pBoproovpakiin/euriviko
0o&v (SFU/FA) kot prefaciloopdpmn yio vo, avTILETOTIGEL TOV KOPKIVO TOV TOYE0S EVTEPOL (TOV
KOA0vL 1] TOV 0p00V) 0 TOV 0TOl0 TACKETE.

O y10tpog 060G 16MG YPNOUOTOGEL VAV GUVOVOGUO IPIVOTEKAVIG UE KUTEGLTOUTIV LE 1) YOPIC
prefaciovpdpnn yio vo avIIpETOTIcEL TOV KOPKIvo Tov KOOV 1] ToL 0pB0D amtd Tov omoio
ThoyETE.

O y1atpo¢ 60 I6ME ¥PNOUOTOMGEL VAV GUVIVUGUO IPLVOTEKAVIC LE KETOVELHANTY Yo Vo
OVTILETOTICEL U10, 10104TEPT) LOPPT] KAPKIVOV TOV TTay£0g evTEpPov (dyprov TOmov yovioro KRAS),
omoia exppalel pio Tpmteivn Tov amokaieiton EGFR.

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

. o€ mepintwon aArepyiag oto Irinotecan Accord 1 6€ 0101001 TOTE AAAO OO TO, GVGTUTIKG,
GVTOV TOV PUPURAKOV (OVUPEPOVTUL 6TV TAPAYPAPO 6)



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

. 0€ MEPIMTOOT OV EYETE NTOTIKY VOGO PBapldg LOpPng

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

. o€ MEPIMTOGT OV 1) YEVIKN Gag VYyeila etvat og Kok KoTdoTaon (0Tmg a&lodoyeitar LEG® £VOG
d1e0volC TPoTOLTOV) , KatdoTaon arddoons cupewva pe tov [1.O.Y. peyaidtepn ond 2)

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

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

eEaobevnuévoug tikpoopyaviopovg (euPforta Evavtt Kitptvov TupeTod, avellofAOYIAS, EpmnTa
Lootpa, apdc, Tapotitidag, epudpds, puuatioons, potaio, ypinng) Kot Katd ) dupkela 6
UNVOV LETA TN JloKOT TNG Ynuetodepameiog

Ye mepintwon mov AopPdaverte to Irinotecan Hydrochloride 20 mg/ml TTukvo didAvpa yio Topackeun
SADLLOTOG TPOG £YYXVOT| GE GLVOVOAGHO UE GALD PapLaKe, PpovTioTe emiong va daPdoete To POALO
0oMYLDY YPNHONG TOV AAADV QOPUAK®OV GYETIKY L TIC TPOoOETEG avTEVOEIEELC.

IIpocdomou]oeis Ko TPoPVAGEELS

O nAKiopévot 0o0eveig amattovV 1010iTEPT) TPOGOYN.

Kabmg to Irinotecan Accord givot éva avtikapKivikd eappako, 8o cog yopnynoel o €181k povada
KoL V7o TV MIPAEYT Y10TPOD EEEIBIKELUEVOD BTN YPTON AVTIIKOPKIVIKOV QOpRAK®V. To Tpocomikd
g povdadag Ba cag eEnynoet T Tpénet vo tpocétete Wwitepa Katd ) didpkela g Oepameiog Kot
petd omd avtyv. To Tapdv puALASIO 0dNYIOY XpHoNg cog Ponbast va Ta Bopdote ovTd.

[Ipwv and ) Bepancio pe Irinotecan Accord, evnuep®oTe ToV Y1ATPO GaG EAV OTIONTOTE AN TA

akorovba 1oyveL ylo eGAC:

. Edv éyete mpofAnpata and to Nrap 1 iktepo

Edv éyete mpofAnpata amd Toug veppovg

Edv éxete dobua

Edv €xete vmoPAndel moté oe axtivobepameio

Edv &ygete exkdnidoetl o6to mapeABov didppoia Paptdg popeng 1 Topetd petd tn Ayn Bepomeiog

pe Irinotecan Accord.

Edv éyete mpofAnuata amd v kopdid oog

° Edv xomvilete, £xete vymAn apmplokn wieon 1| vYnAd enineda yoANoTEPOANC, KOODS VT
uropotv va av&oovy Tov Kivouvo TpofAnudTov omd Ty Kopdid Kotd T S1dpKeLn Tng
Oepaneiog pe Irinotecan Accord

. Edv &yete vmoPAndei | mpdkettan vo vmoPAnbeite oe omolovedNTOTE EUPOAACUOVG

. Edv AapPavete omowadnmote GAAa papuaia. Agite TNV TOpaKAT® TOPdypapo e TITAO «Alha
oappoxa kot Irinotecan Accord»

. Edv éxete ovvdpopo Gilbert, pia kAnpovopoduevn mébnon mov punopei vo Tpokaricet

avénuéva emineda yoAepvOpivng Kot iktepov (KiTpivo dEPOL KoL LLATLOL)

1) T tpoOTES 24 Opeg peTa T yopnynon tov Irinotecan Accord
Koazd ™ xoprynomn tov Irinotecan Accord (30 — 90 Aentd) Kot GOVIOUA LETA T XOPNYNOT UTOPEL VOl
eKdNAOCETE OpIoUEVA Ao Ta akOAOVOA cVUTTOUATO!

Aldppowa

Yypd pdrtio

Eopidpwon

Awotapayéc tng Opaong

Kotuaxod dAyog

YrepPoAikn mOocOHTNTA VYPDOV GTO GTOLO

OC&D yolivepyixo abvdpouo



. AVTO TO PAPLOKO UTOPEL VO EXNPEACEL TO TUNUA TOV VELPIKOD GOG CLUGTIOTOC TOV EAEYXEL TIG
EKKPIGELG TOL CAOUATOG, 0ONYADVTAG GE AVTO TOL EIVAL YVOGTO G YOALVEPYIKO GUVOPOLO. XTa
CUUTTOLOTO UTOPOVV VO, TEPIAAUPAVOVTOL 1) PIVIKT KOTOPPOT), 1] AVENUEVT] TOGOTNTO GAALOD, 1|
VIEPEKKPLOT] SOKPVMV GTO, LATLA, 1) EQIOPOT, 1 EE0yT), Ol KOTAOKEG KPAUTEG KO 1] S10pPO1aL.
Evnpepdote tov yuotpd 1) ToV VOGOKOLO GOG OUEGMG EAV TAPATNPTCETE OTOLAONTOTE OO ALTA
TO GUUTTOUOTA, KAODS VITAPYOLY PAPLAKO TOV HITopovV va Bondncovy atov Eleyyo Tovg.

2) An6 v nuépa petd ) Oepaneio pe Irinotecan Accord émg Ty exdpevn Oepaneio.
Kotd m dubpkela avtig tng meptodov Umopel vo ekOINAMGETE SLAPOPO CLUTTMONOTO, TO OTTOi0, pUITopel
va. glval coPapd Kot vo amaitioovy aueon Bepaneio Ko otevn emiBAey.

Awgppora

Edv n dudppord cag Eekivioetl petd v mapéievon 24 wpav amod T yopnynon tov Irinotecan Accord
(«Oyun ddppotay), TOTE EVOEXOUEVMG Vo, gival coPapr. Avth mapatnpeitar cuvidwg Tepimov 5
nuépeg petd t yopnynon. H didppota Ba npénel va aviypetoniletor apéomg kot va tifeton vtod otevn
enmifreyn. Edv apebel yopig Bepaneia, Oa pmopovoe va TpoKaAEGEL ApPLIATMOOT Kot GOPOPES
Broymukég avicoppomieg, ol omoieg pmopel va eivar amenTikég yio ™ Lo1. O yotpdg cag Oa cog
GLVTAYOYPOPNGEL PAPUAKO TTOL BonBoDV 6TV TPOANY™ N} TOV EAEYYO CLTAG TNG AVETIOOUNTNG
evépyewoc. Ppovtiote va mhpeTe TO PAPUAKO AUECHOG, DOTE VO TO EYETE GTO GTITL GAG OTAV TO
YPEWOTEITE. APECWOC PETA TNV ELEAVIOT] TOV TPOTOV VIUPDY KOTPAVOV, KAVTE TO ENC:

1. [Tépte 6mO1X AVTIOOPPOTKN AY®YT| GAG EXEL ODGEL O YIUTPOG GOG, [LE TOV TPOTO AKPPADS TOV
oag &yl mel. H ayoyn dev emtpéneton va aALGEEL yopis va cupfovievteite tov yatpd. H
GUVIGTAOUEVN AVTIOLOPPOIKT aymyn €ivor 1 Aomepapion (4 mg tnv TpOTN GOPA KL, GTN
ouvéyela, 2 mg ke 2 dpeg, eniong Katd tn didpKeld TG voyTog). Avto Oa mpénel va
ouveyloTEl Yo TovAayoTov 12 dpeg Letd tnv tehevtaio ELEAVIoT VOUP®V Korpdvav. H
oLVIGTOUEVN d0GOAOYIO AoTtEpapiong eV emttpémetol va AneOel yio teplocoTepeg amod 48

OpPEC.

2. Kotavolmote apéomg peydleg ToooOTNTEG VEPOU KOl TOTAOV EMAVLOATMOONS (InAadn, vepod,
0600, aEPLOVYN TOTA, GOVTEG 1) 0Td TOL GTOUATOG Depameia ETAVVOATOGNC).

3. AmevBuvbeite auécmg otov ylaTpd 60, 0 omoiog emPAEnel T Oepameio GOC KoL EVIUEPDOTE

TOV Yo T o1dppota. Eqv dev pumopeite va pBete og emapn e ToV Y1oTpO GOC, EMKOWVOVIOTE e
TN povada 6to vocokopeio mov emifAénet T Oepaneia pe Irinotecan Accord. Eivon moAd
OMUOVTIKO Vo evruep®mBovVy yia T dtppota.

Mpéner va angvBuvOeite apécwg otov Y1aTpd 1) 0T povada mov emPréner T Oepaneio, o
TEPITTMON TOV:

. "Eyete vavtia, £peto 1 mupetd, KaOdg kot didppora

. E&axkoiovOsite va £xete iappora 48 dpeg petd v évapln g avTidoloppoikg aymyng

Inpeioon: Mnv ndpete kapio GAAN avTidloppoikn oywyn, EKTOG amd aUTHV TOL GOG E0MCE O YIOTPOG
00.G KO TO, VYPA TOV TEPLYPAPNKAY TAPATAVD. AKOAOVONGTE TIC 001 Yiec TOV yloTpov cac. H
avTIOLOPPOIKY aymyn dev O TPETEL VO YPNGUYOTOLEITOL Y10 TV TPOANYT| TEPALTEP® SLOPPOTKMDV
EMEICOOIMV, OKOUT Kol €AV £XETE EKONADOEL OYIUN SIEAPPOLO. GE TPONYOVUEVOLG KOKAOVG,.

MvpeToc

Edv n Ogppokpacio cdpatog avéndel wévo amd 38°C, avtd pmopei va sivor onueio Aoiuwéng, s1dikd
eaqv &yete emiong duppora. Edv éxete moupetod (mdvm and 38°C), emkovmvNoTE APECHS LLE TOV YIUTPO
1 TN HovAda, DGTE VO GOC OMCOVY OO aymYT| Elvor amopaitnTn.

Novtia ko £petog

Edwv éyete vavtio /Kot £UETO, EMKOWVOVNGTE AUECHOE UE TOV YITPO 1 TN povada. O ylotpog cag
umopel va cog ddoel eappoko wpy amd T Bepaneia cog, yio vo fondnoetl oty Tpdinym g vauTiog
Kot Tov gpétov. O yaTpdc cog mbavmdg Bo cog GVVTOYOYPAPGEL PAPLOKO KOTEH TNG VOUTIOG TOL



umopeite va mdpete 6to onitt cag. Na £yete avtd ta @dppoko Stfécipua Otay o YPECTEITE.
KoAéote Tov ylotpd cog €Gv dev UTOpEiTE VoL TAPETE VYPE 0Td TO GTOUN AOYM VOVTIOG KO EULETOV.

Ovoetepomevia

To Irinotecan Accord pmopel va mpokarécet peimon tov aplfuov KAmolwy amd To AVKA GOg
OLOGQAipLa, T 07Toi0 StadpapaTilovy oNUAVTIKO PpOAO GTIV KATATOAEUNGT TOV AOUDEE®MY. AVTO
arokoieitar ovdeteponevia. H ovdetepomevia mapatnpeitar cuyva kotd ) dbpketa Beponeiog e
Irinotecan Accord kot givan avastpéyiun. O yuarpdg Oa mpénel va kavovicel dote vo vtoPdAilecte og
TOKTIKEG EEETAGELG QUILOITOC, DGTE VA TAPUKOAOLOOLVTAL 0V TE TO, AEVKA arpocaipla. H
ovdetepomevia ival coPapn| kot O Tpémel va avTipeT@mICETOL AUECHE Kol VO TOpakoAovOEiTaL
TpocekTIKd. PpoviioTte vo eVIUEPDGETE TOV Y1ATPS 1) TOV VOGOKOUO GOG APECHS EAV EYETE
omolodNToTe ornpeio Aolpwéng, 6nwc Topetd (38 °C 1 vynAdtepo), piyn, TOVO KATE TNV 0VPNON, VEO
Byxo | eAépoTa. AToQuyeTE va KAOEGTE KOVTA G avOPOTOVG TTOL Eival GPPOSTOL N} £XOVV AOTUDEELS.
Evnuepaote apéong tov yatpd cag edv ekdnAmoete onpeio Aoipwéng.

Auaroroyikn mwopaxolovbnon

O ywatpog cag mhovmg Ba cog Kavel eEETACELS QiLOITOG TPV KO KOTA TN dtdpkela e Oepaneiog cog,
v va. EAEYEEL TIG EMOPAGELS TOV PUPUAKOL GTOVG aPLBLOVG TOV KLTTAP®V AiOTOg 1 GTIG PLoyNnUKe
e€etdoeig aiparog. Me fdon ta amoteléopata TV eEETACEMY, UTOPEL VO XPELOCTEITE PAPLLOKA TOV
0o cag fondnoovy va avrtipetomicete TI¢ emdpdcels. O YaTpog oG UTOPEl EmioNg Vo ¥pECTEL va
LEUDGEL 1] VO KOBVOTEPNGEL TNV EXOUEVT OGN GLTOL TOV PAPUAKOL 1) AKOLT KOl VO TO SLOKOWEL
evted®c. Na tnpeite OAa Ta povTePOL Y10 TIC EMCKEYELG GTOV YLOTPO KOl TIG EPYACTNPLOKES EEETAGELC.

AVTO TO PAPROKO UTOPEL VO LELDGEL TOV AP0 TOV OUOTETAAIDV Gag OTIG EBOOUAdES PETA T
XOPNYNON TOL, KATL TOV pmopel va avENcet Tov Kivouvo arpoppayiog. MIANoTE pe ToV Y10Tpo GO
TPOTOV TAPETE OTOLAONTOTE PAPLOKO, 1] COUTANPDUOTO TOV UTOPEL VAL EXNPEAGOVY TNV IKAVOTITA
TOV CAONOTOG GOG VO GTAUATA TNV OOPPayic, 0TS ACGTIPiv 1| PAPUAKO TOV TEPLEXOVLY AGTLPIVY,
Bappapivn 7 Prrapivn E. Evnuepdote apéowmg tov y1atpd oag edv £xETe aouVIOIGTO HOAOTIGUO 1|
aloppayic, 6TmG pvoppoayieg, 0OAN TOV potdvoLY dtov Povptcilete Ta dOVTIO Gog 1 povpa
KOTPAVA GOV GG,

Avomrvevatiéc d1otopoyéC

Yravia, avOprmol 1oL TaipVouY oVTO TO PAPLOKO £X0LV coPapd AVUTVEVGTIKA TPOPANLOTA.
Evnuepaote apéomg tov yatpd cag edv eppavicete véo Prya 1 £xete emdeivmon Tov Py, duokoAia
oV avamvon kot Topetd. O yiorpds oag punopei va ypetactel va dakdyet ) Bepancio cac, yio va
VTILETOTIoEL 0VTO TO TPOPANUCL.

Av16 10 PapuaKo pmopel va avéNoEL ToV KivOLuvo oV JlaTpEYETE Yo coPapovg Bpopupoug aipatog
oTIS PAEPEC TV TOSIDV 1 TOV TVELUOVOVY GOC, 01 0710101 UTopovV Vo, peTakivndovy 6g GAla Lépn ToL
oMUOTOG, OTWG 01 TVEDHOVEG 1 0 eYKEPOAOC. Evep®dote apésme Tov Y1oTpd Gog GV TAPOTIPYCETE
novo oto otifog, duomvola 1 TpNR&o, ToHvo, epuBpdtnTa 1 awénuévn Bepuokpacio 6To ¥EPL 1 61O
oot

Xpovia preyuovi 1/kon amd@poln Tov eviepov
KoAéote Tov yuotpd cog edv £xete TOVO TNV KOMAA GOG Kol OgV UTOPEITE VL POSEVCETE, EIOKA EGV
€xete emiong TOUMAVICUO TNG KOWAMAG Kot amdAeio OpeENG.

Axuvobepaneio,
Edv éyete vmoPAndel mpoceata oe axtivobepaneion 6TV TOEAO 1 TNV KOWMA, UTOPEL VO SIUTPEYETE

avENuEVo Kivouvo ekdNAMOTNG KATOGTOANG TOL HEA0D TV ootdv. Evuepmaote Tov ylotpd cog
npotov Eexwnoete to Irinotecan Hydrochloride 20 mg/ml ITukvé diGhvpa yio TopaokeLn SIoADUATOC

TPOG £YYLOT).

Neopixn Lerrovpyio,
"Exovv avapepbei Tepimtdoeig veppikng dSucAieitovpyiog.




Kapdioxec drotapayéc

Evnuepaote tov yuotpd cog edv Exete/elyate kapdomddeia 1| v eiyote AdPel oto Taperbov
avtikapkwikd edppaxa. O yatpds cog Ba cag mapakorovdel otevd kot Ba cuINTNCEL e EGAG TAG
propoHv va pelwfodv ot mapdyovieg Kivohvou (Yo Tapddery o KATVIGLO, DYNAT] 0pTNPLOKT THEoT
KOL DYNAY] TEPLEKTIKOTNTO GE AMTapdL).

Ayyeraxéc diozopoyéc

To Irinotecan Hydrochloride 20 mg/ml ITukvé didAvpa yio TopacKeLT SLOADUOTOG TPOG EYYLON
ocvoyetiletal omavia pe SoTapayEc TG AUATIKNG pong (Bpoupor aipartog ota ayyeio Tov ToddV Kol
TOV TVELHOVOV GOG) Kot UTOPEl v ELOOVIoTEL omdvia o€ acBevelg pe ToAAATA0DS TapdyovTeg
Kwovvou.

Mesiopévn nratki Aettovpyio
[pwv and v évapén g Bepaneiag pe Irinotecan Accord kot mpv omd Kabe emdpevo KOKAO
Oepaneiog, Oo Tpémel vo Tapakoiovbeitar n Aettovpyio Tov NIoTOC (LECH E€ETAGEMV AipLOTOC).

Alla

AVTO TO EAPLOKO UTOPEL VO TPOKOAECEL EAKT] GTO GTOWA | GTO, XEIAN, GUYVA HEGA OTIG TPMTEG Alyeg
efdoudoeg puetd v vapén g Bepaneiag. Avtd pmopel vo, TPOKAAEGEL TOVO 1 OUOPPOYic. 6TO GTOUA
N axoun Kot TpOPANUa oty Kotdnoot. O y1Tpdg 1 0 VOGOKOUOG GOG UTOPEL VAL GUGTIGEL TPOTOVG
v N peimon avtod Tov TPOPANLATOC, OIS TNV oAAyT TOV TpOTOL oV TpMOTE N PovptoileTe Ta
dovta cag. Edv ypelaotel, 0 y10tpog 00g UITopel Vo GLUVTAYOYPOPNGEL KATO10 (pAPLOKO Y10 TOV TOVO.

Mo TAnpogopieg oyxetcd pe v avticOAANYN Kot Tov OnAacpd, avoatpéste oTig mAnpopopieg Tov
TapéYovIol TopakdTo oty evotra Koneon, Oniacudc Kot yovipnotnta.

Evnuepdote tov yotpd 1 Tov 000vTinTpd cag OTL TapVETE 0VTO TO PAPLOKO EGV GKOTEVETE VO
voPAnOeite o xepovpyikn enéuPfocn 1 omoldNmToTE SadIKaGia.

Edv ypnowonombel € cuvdvacopo pe GAAC OVTIKOPKIVIKA GAPLLOKA Y10, TNV TAONOY| G0C, PPOVIIoTE
va dwfdoete emiong ta @OAAL 0INYIDOV TOV GAA®V QAPUAK®V.

Edv éxete minpoeopnbei amd tov y10tpd cog 0Tt £xete ducaveio 6€ KATOW GAKYOP, ETIKOVOVIOTE
poli Tov Tpv amd T AYN AVTOD TOL POPLUKEVTIKOV TPOTOVTOG.

Ao @dppoxa ko Irinotecan Accord
MopakareicOe vo, evnuepdoeTE TOV YITPO GO EQV TOIPVETE 1 £XETE TAPEL TPOCPATO GALO QPAPLLOKAL,
KOO KoL 00T IOV deV GG Exovv yopnyndel pe cuvtayn. Avtd meptlapfavel pLTIKG EApuoKa,
oyvPES Prrapives, Kobmg Kot HETAALN KO 1Y VOGTOELO.
- O4puoKo TOV Y¥PNGLLOTOOVVTOL Y10, TNV OVTILETOTIOT TOV ETANTTIKOV CTAGUOV
(xopPopalenivn, eawvoBapPitdin, eavoToivn Kot poc@aivuToiv)
- Ddppoka TOL YPNCYLOTOLOVVTOL Yo TN Bepameio LUKNTIONGIKOV AoudEemv (KeTokovaloAn,
rtpoakovaloAn, fopikovaloin kot Tocakovaloin)
- ®dappoxa TOL YpNCILoTolovVTOL Yio TN Oepomeio faktnplokdy Aowméemv (kKhapiBpopvkivn,
gpvBpopvkivn kan teMbpopvkivn)
- ddappoko TOL YPNCLOTOIOVVTOL Yio TN Bepameia TG upaTinong (PLeoumiKivn Kot
propapmovtivy O BaAcapdyopto (§va guTikd GOUTAN PO SLOTPOPNG)
- Epporo pe Lovravoig eEachevnévoug Kpoopyavicong
- @ddppoxa ToLv ypMoLoTolovvToL Yo T Bepaneio tov HIV (wvowafipn, pitovapipn,
aumpevaPipn, eocaurpevafipn, vehpvoBipn, atalavafipn kot GAia)
- DdppoKa TOL YPTCYLOTOLOVVTOL Y10 TNV KOTAGTOAN TOL 0VOGOTOTIKOD GUGTHLOTOS TOV
OPYOAVIGLOV, Y10 TNV OOTPOTN| TG ATOPPIYNG HOGYEVLOTOC (KUKAOGTOPIVY Kol TAKPOALOVC)
- OdpuoKo OV ¥PNGLLOTOOVVTOL Yia, T Bepameia Tov KapKivov (peyopapevipmn, kptloTvipm
Kol 10 OMGTpT)
- Avtayoviotéc g Brrapivng K (cuyxvo avtimnktikd edppoko, 0nwog 1 fopeapivn)



- DdppoKa TOL YPNGLOTOLOVVIOL VIO T XUALP®GCT] LUMV TOL YPTGULOTOLOVVTOL KATA T1)
dudpkela yevikng avarsneiog Kot xeypovpyikng enéppaong (covéapedovio)

- 5-pBoproovpakiin/euilivikd o0&

- MneBacilovpdunn (évag avaotoréag TG aENONS TOV ALHOPOP®Y AYYEL®MV)

- Kerov&udpnn (évag avactoréag tov vrodoyéa EGF)

Edwv etvon amapaitnto va vrofindeite oe yeipovpykn enépPaocn, eEvUepPOGTE TOV YOTPO 1| TOV
avalcOncloloyo cag 0t AapPdvete Bepaneio pe pvotekdvn, kabdg evoéyetar va petafdirel
dpaomn oplIoUEVEY PAPUAK®V TOV YPTCULOTOLOVVTOL KOTA T1 SIEPKELN TV YEPOVPYIKDV EMEUPACEDV.

Mnv EekiviioeTe Vo TOIPVETE KoL (1] GTOLOTHGETE TN AT OTOOVINTOTE POPUAKOV EVA TAIPVETE TO
Irinotecan Hydrochloride 20 mg/ml TTvkvo dtddvpa yio. mopacken| SIADUATOS TPOG £YXVOT, XOPIC
Vo, EYETE TPMTO EVILEPDGEL TOV Y1ATPO GOC.

AvT6 T0 Pappako pmopel va Tpokarécel coPapr| diappota. Ilpoocrabnote va anoeiyete kabaptikd
KO LOAOKTIKA TMV KOTPAVOV KOTE T SLAPKELN TNG ARYNG 0UTOD TOV QOPLAKOL.

Mmopei vo vdpyovv meplocdTeEPa Papaka Tov oAAnAenidpovv pe to Irinotecan Hydrochloride 20
mg/ml TTukvo dtdAvpa yio Tapackevt| SeAdHaTog Tpog £yxvor. Potmote tov yotpd, tov
(OPLLOKOTTOLO 1] TOV VOGOKOWO GOG GYETIKA LE GALD QApUOKO, BOTOVO KO GUUTANPOLOTO TOV
TOipVETE, OTMG ETIONG KOl AV TO OVOTVELULATMON UTOPEL VOl TPOKAAEGOLY TPOPANLATO LE QVTO TO

(APLLOKO.

Kinon, Onhaopoc ko yovipdtnra

Avuaodiinyn

Edv giote yovaiko og avamopoymykn nAkio, 0o Tpémet vo ypNOLLOTOIEITE ATOTEAEGUOTIKY
AVTIGVAAN YT KaTd T SdpKela TG Bepameiog Kot £mg 6 piveg Hetd T dtokomn g Bepamneiog.

Edwv giote dvopag, Oo mpémel va yp1CIULOTOIEITE ATOTEAEGUATIKT OVTIGVAAN YT KOTA T SIEPKELOL TNG
Oepamneiog kot £mg 3 punveg petd tn dwakont| g Oepaneiag. Eivor onpovtikd vo evnuepwbeite amd tov
YOTPO GOG GYETIKA LE TO €101 AVTIGOAAYNG TOV UTOPOVV VAL ¥pNGHoTomBodv e auTd TO PAPLLOKO.

Kobnon

To @dpuako avtd evdéyeTon vo TPOKOAEGEL TPOPANLATE 6TO EUPPVO G TEPITTMOT TOL AAUPAVETOL
KT TO YPOVO TNG GOAANYNC ) kKaTd TV KoMon. [Ipwv amd v Evapén g Oepameiag, o YioTpog oag
0o BeParmbel 611 dev giote €ykvOGC.

Edwv giote éykvog, vouilete O6t1 umopel va giote £ykvoc N oxedtalete va omoktoete Taudi, {ntnote
oLUPBOVAN TOL Y10TPOD 1) TOV PUPLOKOTOLOD GO TPV TAPETE AVTO TO PAPLLUKO.

Onloouog
H 1pwotekavn kot o petaforitng g éxovv uetpnbei oto avOpOTIVO YAAaL.

O Onhooudg mpénet va dokdmTETOL Yoo OAN T d1dpkela tng Oepamneiog pe Irinotecan Accord.
ZntNoTE TN GLUPBOVAT TOV YIUTPOD GUG TPOTOD TAPETE OTOLOONTOTE PAPLLOKO.

Toviuotyta

Agv &yovv Tpaypatonom el perétec. oT060, AVTO TO PAPUOKO UTOPEL VO, EXNPEAGEL T YOVILOTNTOL.
[Ipwv épete avTO TO EAPUAKO, EMKOWVOVIOTE LE TOV YIOTPO GOC CYETIKA LE TOV TBOVO KivOuvo Tov
VILAPYEL LE OLTO TO QAPLOKO KO TIG EMA0YEG TOL UTOPEL va, S10PLAGEOLV TNV TKOVOTNTA GOg VO
KAveTE TOLdLd.

0o ynon Ko YEPIGUOS PNYOVIRATOV



Y& OpIoUéVES TEPITTAGELS, TO Irinotecan Accord pmopel vo Tpokaiécel avemBOUNTES EVEPYELEG, OL
omoieg emMpealovy TNV KAVOTNTO 001 YNONG KOl XEPICUOV EPYOAEIDV Kot UNyYovnUAT®V.
Emwowvovnote pe tov yotpd oag edv dev €loTe Glyovpog.

Kotd m dupkela tov mpdtev 24 opdv HeTd T Yoprynomn tov Irinotecan Accord, pmopel va vidoete
LaAn M va €xete omtucég dratapayés. Eav cag ovpPel katt této10, punv odnyeite ko un yepileote
KOVEVO EPYOAELD 1 UGN L.

INRovTIKEG TAPOPOPIES GYETIKA NE OPLOPEVA oVGTATIKA TOV Irinotecan Accord

Avto 10 pappoko mepiEyet 45 mg copPrroing oe kabe ml. H copPrtoin givon anyn epovktolng. Eav
gogic (M 10 moudi cag) Exete KAnpovoukn dvcavesio otn epovktoln (HFI), pio omdvia yevetikn
dwTapayn, dev Ba mpémel eoeic (1] 1o Taudl cag) va AdPete avtd 10 appaxo. O acBeveig pe HFI dev
UTopohV Vo S106TACGOVY TN PPOLKTOLN, YEYOVOG TOV UTOPEL VO TPOKOAEGEL coPapic avemBOUNTES
EVEPYELEC.

[Ipémet va evnuep®doete Tov yloTpd oG Tpotov AAPETE aVTO TO PAPLOKO €4V €08l (1] TO TAd GOg)
éxete HFI 1 v 10 moudi oag dev pmopei TAEOV va TpMEL YAVKE 1 va Vel YAVKA TOTA ETELON
aloBdvetan voutia, KAveL ELETO N EXEL OLGAPECTEC UVETIOVUNTEG EVEPYELEG OTIMG UETEMPIOUO, KPAUTEG
oTopdyov 1 dbppota.

AvTo 10 PappoKeLTIKO TPV TEPLEXEL ArydTEpO otd 1 mmol (23 mg) vatpiov avd @lolidio, eivat
avtd Tov ovopdlovpe «eredBepo vatpiovy.

3. I1ag 0a oag yopnyn0ei 1o Irinotecan Accord

[Tédvtote va YpNOYLOTOLEITE TO PAPHOKO AVTO AVCTNPA COLPMOVA LE TIC 0OTYIES TOL YTPOL Goc. Edv
éxete auPPoOAieC, pPOTAGTE TOV YIOTPO GOG.

To Irinotecan Hydrochloride 20 mg/ml TTvkvd didAvpo yia Tapoaokevt| Slaldpatog Tpog Eyyvon Ha
o0G XOPTYEITOL A0 ETAYYEAUATIEG VYEIOVOIKNG TTEPIOAAYTG.

O ywtpdg oag punopet va oag cvothoet pa e&étaon DNA npv and v mpdtn d6om tov Irinotecan
Hydrochloride 20 mg/ml ITukvo didAvpa yio TapacKeLT SIADUATOG TPOG £YXLOT.

Opropévor avBpwmot yevetikd givar mo mlavo vo Topovctdcovy optoUEVES aveTBOUNTEG EVEPYELEG
ond avTO TO PAPLAKO.

Mmropei vo, cog xopnyntovv GAAES APUOKEVTIKES OY®YES VIOl TNV TPOATIYN TNG VOUTING, TOV EUETOV,
™G S1ppotag Kat GAL®V avemBOOUNTOV EVEPYEIDV Y10, 060 ddotnua AapuBavete to Irinotecan
Hydrochloride 20 mg/ml TTukvé didAvpa yia mapackevn dtaAduatog tpog £yyvon. Mmopei va
YPELNGTEL VO GUVEYICETE TN XPTON ALTAOV TOV QOPUAK®Y Y10 TOVAAYIGTOV i MUEPO LETA OO TNV
éveon) tov Irinotecan Hydrochloride 20 mg/ml ITukvé didhvpa Y10 TopacKeLt] SIHADUOTOC TTPOC

£yyoon.

Evnuepdote ta dtopo mov cog gpovtilovy eav arcbavieite ko, mévo 1| TpREo yOp® amd TV
evopAEPLa Berdva katd T duapkela TG Eveong tov Irinotecan Hydrochloride 20 mg/ml TTukvo
St o Yo, Topaokevn Sl patog pog £yyvor). Edv avtd to edappako dtagpoyet amd ) eAERo cag
umopel va mpokaréoetl PAAPN o€ 1otovg. Edv mapovcidoete movo 1 mapatnpnioete epubpdtnra 1
npn&o oto onueio g evooeAEPLag yoprynong eved Aappavete to Irinotecan Hydrochloride 20
mg/ml TTukvo StdAvpa yio Topacken] SIADIATOG TPOG £YXVOT], EI00TOMGTE AUECHS TOV
EMAYYEALLOTIOL VYELOVOUIKTG TTEPIBOAYNG.

To Irinotecan Accord Oa cag yopnynbei wg £yyvon ot EAEPa cag, o€ ypovikn mepiodo didpketog 30
€w¢ 90 Aemtdv.

H mocdtnta g £yyvong mov Ba cag yopnyndel Oa e&aptndet amd v nhkia cag, To uéyeddg cog Kot
TN YEVIKOTEPT 10TPIKT G0G Katdotaon. Oa e€aptnei emiong amd omoladnmote AAAN Oepaneia Exete



AGBet evdeyopévag yia tov Kapkivo cac. O ylatpog cag Ba vroroyicel 1o 61K6 cog epPadov
EMPOVELNG GOUATOG GE TETPAYOVIKE péTpa (m?).

. Edv éyete AdPel mponyovuevn Bepameia pe S-pBoproovpakin, kavovika Bo AdPete Oepomeio
uévo pe Irinotecan Accord Eexivavtag pe pa §6om 350 mg/m?, k40e 3 efdouddec.

. Edwv dev &yete vmofAndei oe mponyoduevn ynueodepomeio, kavovicd 0o Aappdvere 180 mg/m?
Irinotecan Accord kg 600 efdopddes. Avtd Ba akorovdnbel amd PLAAVIKS 0&D kau 5-
@Boploovpakiin.

. Edv AapPaverte Bepaneio pe ipivotekdyvn oe cuvovoouo pe ketov&udumn, 0o Aapete Kavovika

v 1 366N 1PVOTEKAVNG OGS YopNYNONKE GTOVG TELELTALOVE KUKAOVG TOV TPOTYOVEVOL
BepamevTikoy oynpaTog Tov mepieiye pvotekdvn. To Irinotecan Accord dev mpémet va
xopnyeitar Tpotod mepdcel 1 dpa omd To TEAOG TNG £YYLONG KETOVEIUAUTNG,.

O1 d06010Yieg OVTEG pUmopel VoL TPOGAPUOGTOVV ATt TOV YITPO GUG, AVIAOYO LIE TNV KATAGTOOY] GOG
KOl OTTOLEGONTTOTE OVETIBVUNTEG EVEPYELES EVOEXOUEVIC EXETE.

Eév oag yopnyn0ei peyardtepn 66omn Irinotecan Accord amé tnv kavoviki

Eivan aniBavo va cag yopnynBet vrepPoicn) 06on Irinotecan Accord. Qo1600, € TEPINTTOOT TOL
ovuPel kdtL T€1010, pumopel Vo EKONAMOETE AUATOAOYIKEG dlaTOPaYES Bapldg Lopeng, kKabmg Kot
duppota. Oa TPEMEL va. EEKIVIGEL VITOGTNPIKTIKY PPOVTION 6€ LEYIGTO Pablo, TPOKEWEVOL VO
arotpanel 1 aPLIAT®ST) OV OPEIAETAL BTN SLAPPOLA KOL VO OVTILETMTIGTOVV TUYOV EMUTAOKEG
roudéenv. o Tpénel va angvbuvieite oTov YTPd TOL GAG XOPNYEL TO PAPUAKO GOC.

Eév naparerp0si kémora 0601 Irinotecan Accord
Eivo moAd onpovtico va AaPete OAeg TIC Tpoypappaticuéveg d0oelc. Edv mapaieipbel kdmoa 660,
EMKOIVOVIOTE AUECWG LLE TOV Y1UTPO GOG.

4. IIBavég avemOopnTeg evépyeieg

Onwc 6Aa Ta pdpuoxa, £tot ko To Irinotecan Accord pmopet va tpokaiécet avemBopunteg evépyeieg,
av kot dev mapovotdlovral 6g dAovg Tovg avOpmmovs. O yiatpog cag Oa cuinmost poall cog ovTég TIg
avemBounteg evépyeleg kat O oag e€Nynoet Tovg KIvdLVOLg Kot To, 0QEAT TG Bepameiog cog.
Opropéveg and avTég Tig avemBOUNTES EVEPYELES TPENEL VO AVTLULETMTIGTOVY OUECWC.

Agite eniong Tig TAnpoopieg otnv mapdypapo «Ilpocrdomon)ceis ko TPoPVAGEEIS

Edv exonldoete onotadnmote and Tig akdAovOeg avemBOUNTEG EVEPYELEG POV Gag el yopnynoel to
QApLOKO GG, EVIUEPDOTE AUECHS TOV Y1TPd oag. Edv dev giote péoa oto vocokopeio, ITPEITEI NA
ITATE opéomc.

o Aldepyicég avtidpdoeic. Eav éxete {dAn, duckoria oty avamvon], tpn&ino, e&dvinua 1 eayovpa
(e101Kdt €0V POPE OAOKANPO TO GOUW), EXKOWVOVIOTE AUECHOC LUE TOV YIOTPO 1] TOV VOGOKOUO
oG,

o Alhepycég avtidpaocelg Bapldg popeng (avapLAGKTIKEG OVOPLANKTOEIDELS AVTIOPAGELS) UTOPEl
va. ekONAOoDV Lo cLYVE PHEc GE AETTA OO TNV £VEST] TOL TPOTOVTOC: depUTIKO €EGVON MO,
CUUTEPTLOUPAVOUEVOD KOKKIVOV KVIOUMDSOVE SEPUOTOC, TPNELLO XEPLOV, TOOLMDV, UCTPAYAAMY,
TPOCAHTOL, YEIMDV, GTOHOTOG 1] AdpoD (Tov umopel va TPoKoAEGEL SVGKOALN GTNV KOTATOGN 1|
NV avamvon]), Kobmg kot aicOnuo 61t Tpoketal va AMmobupunoete.

o Awdppoua (deite emiong v evotnta 2).

o [Ipoiun dwippowa: Epgaviletor péca oe 24 dpec amd T Ay 0UTOV TOV PAPUAKOD,
GLUVOOEVOUEVT OO CUUTTAOUATO PLVIKNG KOTAPPONGS, AVENIEVNG EKKPIONG GAALOD, VYPOV LATLDV,
epidpwong, ££awng, KOIMOK®OV KPAUT®V. (AVTd UmTopohy va TapoLcacTOVY KOTA TN SidpKeLd
NG XOPNYNOTG TOV PUPLUAKOL. TE CVTN TNV TEPITTMON, EWOOTOUGTE AUESHOG TOV EMAYYELLOTIO
VYELOVOLKNG TTEPifaiync. Mmopei va yopnyn0el @oprakenTIK) ay@yn yio T S1eKomn 1/Kot T
pelmon avThg TG TPAOUNG AVETIOOUNTNG EVEPYELNG).



Oy duppora: Epgavileton petd omd mepiocotepeg amd 24 dpeg amd Tn Ayn avTtod Tov
Qoprakov. Adym v {NTnudTov apuddtmong Kot datapaydv Tov 1605V Yiov NAEKTPOAVTAOVY UE
TN S1appola, EVOL OTUOVTIKO VO, PPICKECTE GE EMAPT LLE EMOYYEALOTIEC VYEIOVOUIKNG TEPIBoAYNC
Y10 TOPAKOAOVON O], KOMG KOl Y10 GUUPOVAES GYETIKA LE TPOTOTOUGELS TNG PUPUAKEVTIKNG

ay®YNS KoL TG SLTPOPTS.

11029 coyvég (evoéyetar va ernpealovy repioootepo ano 1 ota 10 droua)

AoToloYIKEG dtaTapoyn: 0vdeTEPOTTEVIN (LEIOUEVOG OPLOUOS OPIGUEVOV AEVKOV
aipoceapiov), Bpopporevia (Letwpévog apBuds apometaiinv), avorptio

Oy didppora

Novtia kot épetog

Andrea Tpydv (o1 Tpixeg avorTucosovtol Eava petd to Téhog g Oepameiog)

Ye Oepameio. cLVOVAGHOV, TOPOSIKT VENGT GTO ETIMEDA TV NTOTIKOV EVEOU®VY 1] TNG
yorepuBpivng.

2oyvég (evoéyeral va ernpealovy éws kat 1 ota 10 droua)

O&D yoAvepyiKd GUVIPOUO: TO KOPLOL GOUTTMUOTO EIVOL 1) TPOUN d1ApPOoLa Kot AL
CUUTTOUATO, OTWG KOTAMOKO TOVO, HATLO TOV EVOL KOKKIVE, TTOVAVE, OakpOLOLV Kot TPOoKAA0DY
Qayovpa (emimepuKiTION), KoTappor (pvitida), YounAn apTnplaKy TieoT, SIGTOAN TOV
LOPOPOV ayyeimV, Epidpwon, piyn, aicOnua yevikevuévne dvopopiog kot adtabesiog, {ain,
OMTIKEG JATOUPUYES, LKPES KOPES TOV LATIDV, VYPA HATIe Kol avENUEVT GLEAOPPOLX., TOV
TOPOTNPOVVTAL KATA TN S1GPKELD 1] EVTOG TV TPOTOV 24 @pdv PeTd TNV £y)vomn Tov Irinotecan
Accord

[Mvpetog, Aoyméelg (cvumeptapfoavopuévng cync)

[Mvpetdg TOL GLUVOSEVETOL OO UEYAAT LEIDOT) TOV 0PLOUOY TV AEVKDV ALLOCOUIPI®MY
Apvddtmon, mov cuvnbmg oyetiletal pe didppota 1/Kal EUETO

AvckomdTra

Kénwon

Avénuéva enineda NLatiK®V VIOV KO KPEATIVIVIG GTO aipla.

Oyt ovyvég (evoéyetau va ernnpeadovy éwg kat 1 ota 100 droua)

Alepyikéc avtidpdoeic. Eqv €xete {dAn, duckoiia otnv avamvor], Tpn&ipo, edavinua
Qoyovpa (E101KE GV APOPE OAOKANPO TO GMUA), ETKOIVOVIGTE AUESMG LE TOV YIOTPO N TOV
VOGOKOLO GO,

"Hmieg deppatikég avtidpdoeic, Nmieg avtidpacelg ot 0éomn Eyyvong

AvokoMa 6TV avamvon

[MvevpovorndOeto (d1dpeon Tvevpovoradeia)

Amoppaln eviépov

Kotloko movo Kot pAEyYUovn, oL TPoKaAoDV didppota ([io Tabnon yvmoTtn g
yevdoueuPpoavmon KoATidw)

"Exovv mapatnpnBel 61 Guyva TEPIOTATIKA VEPPIKNG AVETAPKELNG, YOUNANG OPTNPLUKNG TTEGNS
N KaPSOKVKAOQOPIKNG OVETAPKELNG G& acHEVEIC TOV EKONAMCAY EXELGOON OLPVIATMCNC TOV
oyetiovtav pe diappoia /Kot EUETO, | CRYNG.

Zravieg (evoéyerar va exnpealovy éwg kat 1 ota 1.000 droua)

AMlepykég avTdpaoelg foplic Lopens (AvOQLANKTIKES/ AVaPLANKTOEOEIC avTIOPACELS) UmopEl
va. ekONA0OoDV Lo GLYVE pHéca GE AETTA OO TNV EVECT] TOL TPOTOVTOG: depUATIKO e&EAvVON U,
CUUTEPTAOUPOVOLEVOD KOKKIVOV KVIOUDOOVS dEPUATOC, TPNELLO XEPLOV, TOOIDV, UCTPAYAA®YV,
TPOCAOTOL, YEIMDV, GTOHOTOG 1] AdoD (oL UTopel va TPOoKOAEGEL SUGKOAIN GTNV KATATOOoT 1)
™V avamvon), Kabdg kot aictnuo 6t Tpoxertar va Autobupnoete. Eqv copfel kati té€toto, 0o
pémel va amevbuvleite apéows oTov ylotpd oo

[Ipdpeg emdpdoetg, OnMC HVIKEG CLOTACELS 1) KpApTES, KaOdG Kot povdlacspa (Tapaicncio)



. Ayoppayio TOV YOGTPEVIEPIKOD GCOANVO KOL PAEYLOVI] TOV KOAOV, GUUTEPTAOUPBOVOUEVIC TNG
GKOANKOELOOVG ATOPLGNG

AvdTpnon evtépov, avope&ia, KotMakd GAyog, pAeypovr| Tov fAevvoyovav

dAeypovn 1oV TayKpENTOG

AvEnuévn aptnplokn mieon kaTd T SdpKEL TS YOPNYNONG Kot HETA amd QLT V.

Meiopéva enineda Kaliov kot vaTpiov oto aipa, mov oyetiloviatl Kupimg pe didppota Kot
EUETO.

Il0A6 oravies (evoéyetan va exnpeddovy éwg kai 1 ota 10.000 aroua)
. Mopodikég dratapayég Adyov
. Avénuéva enimeda optopévav eviOU®V TOL TETTIKOD, TO 0010 OTOSOUOVY GAKYOPO KOt AL,

Mpn yvoaotés (1 ovyvoTyta oev umopei va ektiunlei ue faon ta drabéocyua dcdouéva)
o Yofapng LOpPNG, EMIOVN N apopparyikn dtdppota (1 omoio evdéyetal va oyetileTon pe

OTOMOYIKO TOVO 1 TUPETO) IOV TTPOoKoAeitan and Paktipila wov ovopdaovtor (Clostridium

difficile)

Aolpmén tov aipatog

Apvddtmon (AOym tng ddppotag Kot Tov EUETOV)

Z&An, tayvkopdia Kol yAOpacpo (Lo KaTdoToot Tov ovoudleTol vToyAvKoior)

Alhepycn avtidpaon

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

Aiobnon «toumnpdatovy

YynmAn appilokn wieon (Kotd T StépKeln 1 LETA TNV EyYVon)

Koapdiaxd mpoprnporto*

[Tvevpovikn vécog mov Tpokaiel cuptypnd kot Svomvola (PA. mapdypaeo 2)

AobEvyKag

Amdéppaln eviépov

Aoykopévo o

Evtepucn apopparyio

Aolpumén tov Tay£og EVIEPOL

Mn @LGLOAOYIKE OMOTEAEGULATO EPYACTNPLOK®V EEETACEDV

Onn 670 évtepo

Amddeg Nmop

Agppoticég avtidpdoelg

AvTidpaceig 6To oNEIo YOpYNONG TOL POPUAKOV

XounAd eninedo kodiov oto aipo

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

Mvikég kpbiumeg

Hratwd npopfiquoto®

XounAn aptnplokn wieon™®

Mnkvutidoelg

loyeveic AoymEetg

* LMAVIEG TEPIMTMOGELG AVTOV TV cLUPAVTOV Exovv TapatnpnBel og acbeveic mTov Tapovciacay

eMecHO10 APLOATOONG oL cyetilovTat pe dtappota Kot / 1 EUETO 1 AOUMEELS TOL OipLATOG.

Edv AapPavere Irinotecan Accord ce cuvovacUO e KETOLELMANTY, OPICUEVEC OO TIC OVETIBVUNTES
EVEPYELEG TTOL 10MC VO EKONAMGETE, LITOPOVV ETIOTG VO OPEIAOVTOL GTOV GLUVOVAGHO OVTOV. XE OVTEG
TIG avemBOuNTeg evépyeleg umopel va meptiapBdvetar e£avonua tomov axung. Katd cvvéneia,
BeParwbeite 611 Ba drafdcete emiong To GPOALO 00N YLDV ¥PNONG YO TNV KETOLEYLAUTT).

Edv Aappavete Irinotecan Accord 6 cuVOVAGUO L KOTEGITUANTIVY], OPICUEVEC OO TIC AVETIOVUNTES
EVEPYELEG TTOV 1GMC VO EKONADCETE, LTOPOVV EMIGNE VO OPEILOVTOL GTOV GLVIVACUO OVTOV. LE AVTEG



T1G avemBOunteg evépyeleg umopel va meptrapfdavovrar ot eENG: 0T ToAD cuyvég ot Bpdupot Tov
OOTOC, OTIG GUYVEG Ol GAAEPYIKES OVTIOPACELS, 1] KOPOL0KT TPOGPOAT Kal 0 TUPETOC 6 achevelg e
YOUNAO 0pBpd Aevkdv apocpatpiov. Katd cvvénela, Pefarwnbdeite o1t Bo drafdcete emiong to gvALO
00N YLDV YPTONG Y10 TV KOTEGITOUTIVY).

Edv Aappavete Irinotecan Accord e cuvovacud e Komesttapmivy kot prefaciioopdpr,
OPIOUEVES OO TIC OVEMBOUNTES EVEPYELES IOV 1GMG VL EKONADGCETE, LTOPOLV EMIGNG V. opeilovTal
GTOV GLVOVOGHO QVTOV. Xg AVTEG TIG avemBOUNTES EVEPYELEG TEPAAPAVOVTAL O1 EENG: YAUNADGS
aplOpoc Asvk@v arpoceaipiov, Opoupor aipatog, VYNAN aPTNPLOKN THECT Kol KAPILOKN TPOGPOAT.
Kotd ovvéneta, Pefaiwbeite 611 Oa dafdcete emiong to @OALO 0dNyIDV ¥PNONG Y10, TV
KOEGLTOUTIVI KoL TNV pUrefact{ovpdaunn.

Edv xémota avemBountn evépyela yivelt cofopn, 1 oV TopoTNPNOETE KATOL AvemBOUNTN EVEPYELD
OV O&V AVAPEPETAL GTO TTAPOV PUAAO OONYIDV, EVIUEPDGTE TOV YIATPO 1 TOV PAPUOKOTOLO GOG.

Ava@opd avemOounTov evepyEtOdv

Edv mapatmpnoete Kamowo avemBOUNTn eVEPYELD, EVILEPADCTE TOV YIOTPO, TOV POPLAKOTOLO 1) TOV
VOGOKOUO 60G. AVTO 1oyvEL Kot Yl kaBe mhavr avemBountn evépyela TOv SEV AVOPEPETAL GTO TOPOV
QOALO 0OMYIDV YpNoNe. Mropeite miong vo avapépete avemBounteg evépyeleg anevbeiog ot
devbovvon:

EBvikdg Opyaviopog @appdxmv

Meooyeimv 284

GR-15562 Xolapyog, Aiva

TnA: + 30 21 32040380/337

Dag: +30 21 06549585

Iotétomog: http://www.eof.gr

Mécm g avapopdg avemBOunTmv evepyeldv pmopeite vo fondncete ot GLALOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA UE TNV OCPUAELN TOV TUPOVTOG PUPILAKOV.

5. llog va puidooete To Irinotecan Accord

Na puidooetar o€ 0éon, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta maldd.

Mnv KatoyOyeTe.

INa pio poévo ypnion.

Av106 T0 PapUaKELTIKO TPOTOV dev amaitel Waitepeg ouvOnKkeg Beppokpaciog yio tn OAAEN TOV.
DVAAGGETE GTNV APYLKT] CUCKEVAGI Y10 VO TPOGTUTEVETOL TG TO PG,

No pn ¥p1oonoLEite 0VTO TO PAUPLOKEVTIKO TPOIOV HETA TNV NUEPOUNVio ANENG TOV OVOQEPETAL GTO
KoVTi Kot 070 PloAidto petd v AHEH. H nuepounvia Anéng etvon 1 tedevtaio nuépo Tov Uiva ToLv
ovVOPEPETOL EKEL.

To phppoko dev TPETEL VA, OTOPPITTOVIOL GTO VEPO TNG ATOYETELONG T CTUOIKIAKC CITOP PLLLLOLTAL.
Pwtote T0o apuokomold cog yio 1o Tmg vo TETAEETE Ta PAppoKo Tov dev ypeldlovtan wa. Avtd o
pétpa Bo fondfcovy 6Ny TpocTacion TOL TEPPAAAOVTOC.

6. Iepreyopevo TG GLOKEVAGING KO AOUTEG TANPOPOPIES

T wegpréyer to Irinotecan Accord

. H dpaoctikni ovsio eivar n Tprudpikn VOPOYAMPIKT PIVOTEKAVY.

. 1 ml cvumvkvodpatog TepEyel 20 mg TPWIPIKNG LOPOYAMPIKNAG IPIVOTEKAVNG TTOL 1GOSVVAOVY
pe 17,33 mg pvotekdvng.

. ‘Eva. @loAido tov 2 ml mepiéyet 40 mg tprudpiknig vOPOYAMPIKNG 1PVOTEKAVIG


http://www.eof.gr/

"Eva @1oAido tov 5 ml mepiéyet 100 mg tprudpikig vOPOYA®PIKNG IPIVOTEKAVIG
"Eva @ioAido tov 15 ml mepiéyet 300 mg tprudpikig vOPOYA®PIKNAG IPVOTEKAVNG
"Eva @oAido tov 25 ml mepiéyet 500 mg tprodpikig vOPOYA®PIKNAG IPVOTEKAVNG
"Eva @oAido tov 50 ml mepiéyer 1.000 mg tprudpikng vOPOYAWMPIKNAG IPIVOTEKAVIG
Ta dAio cvotatikd givarl copPrrorn (E420), yohaktikd 0&v, vdpo&eidio Tov vatpiov,
VOPOYA®PIKS 0&D Kol VWP Y10 EVEGILA.

Ep@avion tov Irinotecan Accord kon TEPLEYOUEVA TS GVOKELUGIOG
To Irinotecan Accord givar éva dtawyég dtdAvpa, @ypoKiTpIvoL YPOUOTOC.

Meyébn cvokevaciog:

2ml

5ml

15 ml

25 ml

50 ml

Mmropei vo, un KoKAOPOPOUV OAEG 01 GLGKEVOGIES

Karoyog docioc kukrhopopiag kot Tapaymyodg

Karoyog dosrog kukho@opiog
Accord Healthcare S.L.U.
World Trade Center, Moll de Barcelona, s/n, Edifici Est 6° planta, 08039 Barcelona,

Tortavia

Hoapaywyoc

Accord Healthcare Limited

Sage House, 319, Pinner Road, North Harrow
Middlesex HA1 4HF

Hvouévo Baciielo

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

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéym
OAhowvoio

AvT0 T0 QUPPOKEVTIKO TTPOTOV givan eykekpipévo oto Kpatn Mékn tov EOX vad Tig axkéiovOeg
ovopacisg:

‘Ovopo tov Kpdtoug Ovopooio Tov ®appakevtikov Ipoidvrog

Méhovg

Avotpia Irinotecan Accord 20 mg/ml Konzentrat zur Herstellung einer
Infusionslésung

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

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

Kompog Irinotecan Accord 20 mg/ml TTvkvd dtdAvpo. Yo TapacKeLT|
OLOADLLOTOG TTPOG EyYVOoN

Togyu Anupokportio Irinotecan Accordpharma 20 mg/ml koncentrat pro infuzni roztok

Ieppovia Irinotecan Accord 20 mg/ml Konzentrat zur Herstellung einer
Infusionslésung

Aavia Irinotecan Accord




EcBovia Irinotecan Accord

EX\dda Irinotecan Accord 20 mg/ml ITukvd ddlvpa ya £yyvon

Dwiavdio Irinotecan Accord 20 mg/ml Infuusiokonsentraatti, liuosta varten

Kpoario Irinotekan Accord 20 mg/ml koncentrat za otopinu za infuziju

Ovyyopia Irinotecan Accord 20 mg/ml koncentratum oldatos infiiziohoz

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

IoAavdia Irinotecan Accord 20 mg/ml, innrennslispykkni, lausn

Itokio Irinotecan Accord

Agtovia Irinotecan Accord 20 mg/ml koncentrats infuziju Skiduma
pagatavosanai

ABovavia Irinotecan Accord 20 mg/ml koncentratas infuziniam tirpalui

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

[ToAwvia Irinotecan Accord

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

Noppnyia Irinotecan Accord

IToptoyokio Irinotecano Accord

Povpovia Irinotecan Accord 20 mg/ml concentrat pentru solutie perfuzabila

XloPoxkia Irinotecan Accord 20 mg/ml infizny koncentrat

>\oPevia Irinotekan Accord 20 mg/ml koncentrat za raztopino za infundiranje

Youndia Irinotecan Accord 20 mg/ml, koncentrat till infusionsvétska, l0sning

Hvopévo Baoileo Irinotecan Hydrochloride 20 mg/ml Concentrate for Solution for
Infusion

Iomavia Irinotecan Accord 20 mg/ml concentrado para solucion para perfusion
EFG

'oAMo IRINOTECAN ACCORD 20 mg/ml, Solution a diluer pour perfusion

To mapdv ¢vAlo 0dNYLOV YpiioNS avadempOnke Yo TelsvTaio popd otig 01/2023

Irinotecan Accord 20 mg/ml ITvkvé ordivpa yia £yyvon

O Tinpogopics Tov akorovBovv anevBivovtal povo o€ YioTpoig 1) emayyelparieg vyeiog:

Odonyieg ypiong - Kvrrapotolikd

Xeiprouos rov Irinotecan Accord

Onmg 1oyvet kot Yo GAAOLS OVTIVEOTAAGLLOTIKOVS TAPAYOVTES, ¥PEALETOL TPOGOYN KATH TOV XEPICHO
tov Irinotecan Accord. H apaimon Oo mtpénet va die&ayetol vid donnreg cuvOnkeg and exmardevuévo
TPOCHOTIKO G€ o KaBopiopévn meptoyn. Oa npénet va Aappdvovial Tpo@uAGEelg doTE va
OTOPEVYETOL 1 ETOPN UE TO SEPO. KO TOVG PAEVVOYOVOLG,.

Odnyieg mpooTaGiag Yio TNV TOPACKELT] TOL SHAVUATOC TPOG EYYVOT] TNG IPVOTEKAVNG

1. Oa TPENEL VO, YPTCILOTOIEITE TPOSTOTELTIKO BGAALO KOl TPOSTATEVTIKG YAVTIO Kot B0l Tpémet
Vo popate TPoaTaTELTIKN pouma. Edv dev vmdpyel mpootatevtikdg 0dhapog drabéoipoc, Oa
TPEMEL VO YPNOLUOTOLEITE KAAV L0 Y10 TO GTOMO KOl TPOGTOTEVTIKA YOOMA.

2. O1 avoikTol TEPIEKTEG, OTMG TO. PLAAISIO EvEONC KO 01 PLAAEC £YYLONGC, KABMG Kot 01
YPNOLLUOTONLEVES KAVOLAES, GUPLYYES, KOOETPES, COAVES KOl DITOAEILUATO KUTTOPOGTAUTIKMV
Bo Tpémel va BepovvTal EMKIVOLVA OTOPANTA KOl VO ATOPPITTOVIOL GOLPOVA LE TIC TOTKEG
katevBuvnpieg 0dnyieg yia to yepopd EMMKINAYNOQN ATIOBAHTQN.

3. Y mepintmon Sappong, 0KOAOLONOTE TIg TOPUKATO 0ONYiEG:




. 0o TPEMEL VO POPATE TPOGTATEVTIKO POLYLGUO

. TOL GTAGUEVA YVOALY Oo TPETEL VO GLAAEYOVTOL KOl VO, TOTOOETOVVTOL GTOV TEPLEKTN Y10l
EIMIKINAYNA ATTIOBAHTA

. ol LoAVGUEVES emPAveLes Bo Tpémel vaL ekTAEVOVTOL KOTAAAN O pe dpBoveg mOGHTNTES KPVOL
vEPOD

. OTN GLVEYELD, Ol EMPAVELES TOV £yovv ekmALOEL Ba mpénet va orovmilovton GYoAAcTIKA Kol TaL
VAIKG IOV YPTGLOTOLOVVTOL Y10 TO okoVvTicua Oa tpémet va amoppintovion wg EIITKINAYNA
ATIOBAHTA

4. Ye nepintoon enapng tov Irinotecan Accord pe to dépua, 1 eployn Bo Tpémel va exTAEveTaL

pe aeBovo TPEYOVUEVO VEPO KOL, GTI| GUVEYELD, VO TAEVETOL LUE GATOVVL KOl vepd. Le mepinTmon
EMOENG e PAEVVOYOVOLG, TADVETE TNV TTEPLOYN OV NPBE Gg emapn oYOAUCTIKG 1e vepd. Edv
EUPAVIGETE KATOL0 EVOYANOT], EMIKOIVOVINOTE UE YIUTPO.

5. Y nepintowon enapng tov Irinotecan Accord pe ta pdTio, TAOVETE To GYOANCTIKA LE ApBovo
vepo. Emkovovnote apéowng pe opbaipiotpo.

Hopaockevn Tov dlaivpuaros mpos Eyyven

To Irinotecan Accord mpoopiletan yio evoopAEPLa £yyvom, HOVo HETd and apainom, TP amd )
YOPMYNOT], OTA GUVICTMOUEVA SLOADUATA opainons, eite didAvpa yrmplodyov vatpiov 0,9% mpog
&yyvon elte 0dhvpa YAukoing 5% mpog £yxvon. Avappoenote pe Badpovounuévn ocvpryya kot vd
donmteg GLVONKEG TNV AMALTOVUEVT] TOGOTITO GUUTVKVAOLOTOG Y10, TOPOCKEVT] OLOADATOG
PVOTEKAVNG 0t TO PLOAISI0 Kot EVESTE TNV G€ £vay aokd N PLaAn £yyvong tov 250 ml. To diéivpa
&yyvong Oa mpémel vo, avouelydei oYOAUGTIKG LIE TEPIGTPOPN WE TO XEPL.

To mpoidv Ba mpémer va apaiwbel kot va ypnoipomombel apécws PHETH TO AvOLy L.

To dhvpa pvotekdvng ival LOTKE Kot yNUIKA otafepo pe StaAdpoTa TPOg Eyyvon [ddAvua
yAoprovyov varpiov 0,9% (k.0.) kot dStadivpa yAvkoing 5% (k.6.)] yio €mg kat 28 nuépeg, otV
puibooetar og meprekteg omd LDPE 1 PVC, og Begprokpacio 5°C 1 og Beppokpacio 25°C ko
TPOGTATEVUEVO amd T0 PmG. Otav gival ektedeévo 610 MG, £XEL KATASELYTEL 1] PLGTKOYT KN
otabepdTTa Y10 £0G Kol 3 NUEPEC.

A7 pikpoProroyikng amoyng, To apaldpuévo ot 0o Tpémel va ypnoyomoteitat apécms. Edv dev
ypnoLoronfel apécms, ot xpOVOL KOTA TN ¥P1omn Kot ot cuvOnKes eOAAENG TPV amd TN ¥pNon
amoTeLoBV evBVVN TOL YPNOTN Kot dev Ba TpEmeL va, eivarl LeyaADTEPOL, PUGIOAOYIKG, 0t 24 DPEC GE
Oepuokpacia 2 £mg 8°C, extdc €dv £xel yivel avacvoToon/apainon (K.AT.) o€ eAeyYOUEVES Kl
EMKVPOUEVES GUVOTKEG aoNyiog.

Edv omotodfmote i{nua mapatnpnOel ota elaAiowe 1 petd tnv ovachotact, To Tpoidv o mtpénet va
OTOPPINTETAL GOUPDVO. LE TNV TUTIKY] O10S1KAGIN Y10 KUTTOPOTOEIKOVG TOPAYOVTES.

To Irinotecan Accord dev Bo Tpémet va yopmyeitar ¢ evooeAéPia bolus éveon 1 mg evio@AEPia
&yyvon duapkelag pkpotepng omd 30 Aemtd 1| peyolvtepng amod 90 Aemtd.

Amdppryn
O\o. To. aVTIKEIUEVO TTOV Y¥PNCIUOTOMONKAY Y10, TV TOPOCKELT] Kot TN ¥opnynon tov Irinotecan

Accord 1 qpOav pe omolovonTote GALOV TpOTO Ge EmaPn pe avtd, B Tpénel vo, amoppinToviol
COLPOVO LE TIC TOTIKEG KOTEVHUVTIPIEG OONYIES Y10 TOV XEIPIGUO KUTTOPOTOEIKADY EVOCEMV.



