®viro ooV rpiong: IIinpogopics yra Tov yprotn

Irinotecan/Generics 20mg/ml avkvo draivpa Yo TapacKeLH dLoAOPATOS TPOS EYYVoN
Y OpoyAmpikn TPIPIKT pLvoTEKEVN

AwPaote TPOGEKTIKA 0AOKANPO TO PVALO 00N YIAV YPNONGS TTPLV UPYICETE VO, TALPVETE GVTO TO
Pappoxo, N6TL TEPLLAPPEVEL GNUAVTIKEG TANPOPOPIES Y10 GO,

- ®OvrdEte 0wTd T0 POALO 0N YLDV XproNG. Towg ypelaotel va to drafdcete Eavd.

- Edv éyete mepartépw amopiec, pOTNGTE TOV Y1ATPO, TOV QPOUPUAKOTOL) 1) TOV VOGOKOUO GOG.

- Edv mopatnpnoete K4molo avemBount evépyela, EVIILEPMDOTE TOV YLOTPO, TOV QOPLOKOTOLO 1) TOV
VOGOKONO G0G. AVTO 1oyDEL Kot Yo KGOe TV avemBountn evEPYELX TOL SEV AVOUPEPETAL GTO
Tapdv EUALO 0dN YLDV ypnong. BAére mapdypapo 4.

T wepréyer o mapév eHrLA0 0dNYLOV:

T eivon To Irinotecan/Generics kot mwoto givat 1 xp1ion TOL

T npénet va yvopilete npv oag yopnynbei to Irinotecan/Generics
i o cag yopnynOei To Irinotecan/Generics

[MBavég avemBounteg evépyeieg

o vo puidooetan To Irinotecan/Generics

[epreydpevo g cuokeLOTING Kot AOTEG TANpOPOpieg

oMb E

1. T givan o Irinotecan/Generics kot wowa givan 1) piion ToV

To Irinotecan/Generics sivat évo avTiKapKIvIKO GAPUOKO TOV TEPLEYEL TN SPOCTIKY OVGio
VOPOYAMPIKT TPLLOPIKN 1PIVOTEKAVT).

H vépoyrwpikn Tpdpikn pvotekdvn mopepmodilel Tnv avamtuén Kot v eEAnAmon KopKIVIKOY
KUTTAP®V GTO GMOLLA.

To Irinotecan/Generics gvdeikvutat 6e cuvdLOCUO pe GAAa appoKa Yo T Oepaneio aclevav e
TPOYWPNUEVO 1) LETAGTATIKO KAPKIVO TOL TTAYE0G EVIEPOL 1| TOL 0pHOD.

To Irinotecan/Generics pumopel va ypnoipomoieitol LOvog o€ AoOEVEI LI UETAGTATIKO KOPKIVO TOV
o £0G EVIEPOL 1] TOL 0pHoY, TOL 0010V 1) VOGO EMAVEUPAVICTNKE 1) TPOYDPNCE LETA OO OPYIKY
Oepaneia pe Pdon ™ eOoproovpakiin.

2. T npéner va yvopilete Tpy oog yopnyn0si to Irinotecan/Generics
Agv mpémel va. cag yopnysitor lrinotecan/Generics:

o Edv &yete ypdvia pAeypovdON VOGO TOV EVTEPOL KoL/ 1] ATOPPAEN TOVL EVTEPOV

e Edv glote aAlepyikdc 6TV LOPOYAMPIKY TPWIPIKN IPVOTEKGVT 1| GE OTOLOONTOTE AALO aTd
TO GLGTATIKE AVTOV TOV PUPLAKOL (OVAPEPOVTAL GTNV TOPAY PO 6)

e Edv giote Onidlovoa yovaika (BA. Tapdypago 2)

e Edv to eninedo yorepvOpivng cog gival vynAdtepo amd 3 popEC TO AVMTEPO OPLO TOV
@Vo10A0Y1KoD £0povg Edv éxete cofapn avemdpKeld LOEAOD TOV 0OGTOV

e Edv elote og ka1 yevikn katdotaon {Katdotaon anddoong tov [1IOY (IMaykodcuov
Opyaviopod Yyeiog) > 2 (Kokn yevikn kotdotaon)}

e Edv naipverte N éyete mapel mpodcata St. John's Wort (éva @utikd, exyOMGL0 TOL TEPLEYEL
hypericum)

e Edv npokerron va AdPete N AaPate tpocpata (ovtava eEacBevnuéva epuforta (epforia
KT TOV KiTptvov TupeTod, TG aveproPAOYIAG, Tov Eépmnta (owothpa, TS IAapds, TG



TOAPOTITIONG, TNG EPLOPAS, TG ELUOTIOONE, TOL POTATOV, TNG YPITNG) KOl KATE T SIAPKELN
TOV 6 UNVOV PETA TN S1oKOTN TNG YN UEobepameiog

Eav Aappavete to Irinotecan/Generics o€ cuvdvocpod pe dGAla eappoka, Bepoiwdeite 0t £xete
dwfdcet emiong o GUAAO 00N YLDV YPNONG TOV AAADV QUPUAK®OV GYETIKE e TPOGOETES
ovTeVoeiLelc..

IIpocdomouoeis Ko TPoPVAGEELS

Yv{ntote pe To yiTpd, T0 POPUAKOTOLO 1) TH VOCOKOLO GOG TPV YPNCULOTOGETE TO
Irinotecan/Generics

[IpocéEre Wraitepa pe to Irinotecan/Generics. H ypnion tov Irinotecan/Generics Oa mpémetl va
meplopiletal 6€ LOVASESG EIOIKEVUEVEG GTN OPNYNOT KLTTOPOTOEIKNG ynpeobepaneiog kot Oo Tpémet
va yopnyeitar povo vd v emifreyn evog yloTpo EIKEVUEVOL GTN XPTOT) AVTIKAPKIVIKNIG
ynupeobepaneiog.

Adppota

To Irinotecan/Generics pmopel va TpokaAécel S1dppota, 1 0Toi0 GE OPIGUEVES TEPMTMOGELG UTOPEL VoL
elvar coPapn. Avtd pumopel va Eekviioet AMyeg dpec 1 LEPIKESG NUEPES LETA TNV EYYLON TOL
eopupakov. Av apedel yopic Oepancia, 0o pmopovce va 0dNYNGEL 6 OPLIATM®GT Kol GoPapég
ANUIKES avIcoppoTies, ot omoieg pmopel va givan amenticég yia ) {on. O yiotpdg cag Oa
GUVTAYOYPOUPNGEL PAPLLAKO Yo TNV TPOANYN 1] TOV EAEYYO QVTNG TNG TapevEPYelns. Befoiwbeite 611
€xeTe MAPEL TO PAPLOKO OUECHC, £TGL MOTE VA TO EYETE GTO OTITL OTAV TO YPEIALEDTE.

* [Tapte TO PAPLOKO OTIMG GVVTOYOYPUPEITAL GTO TPDTO CTUASL TOV YOAUPADV 1] GLYVDV KIVIIGEDV
TOV EVTEPOV.

» [Tivete peydleg moooTNTEG VEPOL Kal (1) OALVPOV TOT®OV (avBpakovyo vepd, cOdA 1| GOVTA).

* KaAéote 10 Ylotpd 1] TN VOGOKOUO GO EAV EXETE AKOLN dLAPPOLa, EIOIKE €AV OL0PKEL TEPIGGOTEPO
ano 24 opeg 1 b €xete {aAn, {dAn 1 Mmobopuio.

Ovdetepomnevia (LEIMGN OPIGUEVOV AEVKDV OLLOCOOIPI®mV)

AVTO TO PAPLOKO UTOPEL VO LEIDGEL TOV AP0 TV AEVKDV GLLOCQOIPI®MY GOC, KUPIMG TIC
ePoopdOEg LETA TNV YOPTYNOT TOV PapPHAKOL. AvTd Propel va ovénoet Tov Kivduvo poAvvong.
Befaimbeite 011 €xete evNUEPDGEL AUECHS TO YIUTPO GUG EAV EYETE OTOIEGONTOTE EVOEIEELC
roiuwéng, énwg mopetd (38 ° C 1 vymAdtepn), piyn, ToVO Katd T d1EAEVGN 0Vp®V, VEO Prya 1
avapuAasio TrHglov. AToeuyeTe va gloTe KOVTE G€ ATOO TTOL ElVaL APPOCTA 1 £XOVV LOAVVGELS.
Evnuepdote 10 yiotpd cog apécwns edv poavicete onueio Aoipméng.

[Hopakorovdnon aipatog

O ywtpdc oag Ba e€etdoet mBavag To aipa oog mptv Kot katd ) ddpkela e Bepaneiog cag, yo va
eAéy&el TIc emOPAcELS TOV PapudKov oTov aplfud Tov aporetoriov | atn ynueia Tov aipatog. Me
Baon To aTOTEAEGLOTA TMV SOKIUDY, EVOEYETOL VO YPELUCTEITE QAPLOKA Yio Vo fondncete oty
QVTLLETOTION TV EMBPAcE®V. O Y10TpOg GOC UTOPEL EMOTG VoL XPELOCTEL VO LLELOGEL 1} VaL
kaOveTEPNGEL TNV EXOUEVT] HOGT] VTOV TOV PUPLAKOV 1| KOO KOL VO, TO GTOUOTNOEL EVIEADG.
Alotnpnote OAa To pavTeROD GOG VI EMCKEYELS GE YIOTPO KOl EPYASTNPLUKEC EEETAGELC.

Av106 T0 PAPUOKO PTOPEL VO, LEIDGEL TOV 0plOUd TOV ULOTETAAIDV OTIC EROOUAOEG LETA TN
YOPNYNON TOL, YEYOVOC TOV Uropel vo avENGeL Tov Kivouvo alpoppayioc. MIANoTe e 10 Ylorrpd 6o
TPV TAPETE OTOLAONTOTE PAPLOKO, 1] COUTANPOLOTOE TOV UTOPEL VOL EXNPEAGOVY TNV TKAVOTITO TOL
OPYOVIGLOV GOG VO GTAWATACEL TNV arpoppayia, Omwg acmipivi 1 @apLaka Tov TEPEYOVY acmpivn,
Bappapivn 7 Prropivn E. Evuepdote apéong tov yatpd cag edv éxete acuvifioTone HOAOTEC 1)
aloppayia pvoppayieg, apoppoyic towv ovAwv 6tav fovptoilete Ta 0OVTIX GOC 1) LODPO CKIGIUATO.

Novtia kot épetog

Mropei va, £yete voutia kol EUETO TNV NUEPE TOV AAUPBAVETE 0VTO TO PAPLOKO T TIG TPADTEC NUEPES

petd. O yoTpog oG UITOPEL VO GG YOPNYNOEL PAPLOKO TPV Otd T Oepameio GOC Yo VO ATOTPEYETE

N votia kot tov epetd. O yrorpdg cog mbavov va cuvTayoypoenoel GAPLOKO KATE TNg VOVTiog Tov
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umopeite va mhpete oto omitt coc. ‘Exete avtd ta edppoka oto xépt 6tav ta yperdleote. Kaiéote to
YTPO GOG GV deV UTOPEiTE VO TOUPVETE VYPE 0Td TO GTOLO AOY® VOVTIOG KO EULETOV

O&DH yoAvepycd civVOpoLo

AVTO TO PAPHOKO UTOPEL VO ETNPEAGEL LEPOS TOL VELPLKOD GG GUGTIUATOG TTOL EAEYYEL TIC
EKKPIGELG TOL CAOUOTOG, OONYDVTOS GE GVTO OV EIVOL YVOGTO G YOMVEPYIKO cuvopouo. Ta
CUUTTOUOTO PTOPEl VoL TEPILAUPAVOLV PIVIKT KATOPPOT]), avENuévo Ao, Tepiooela daKkpHmV GTa
pdtie, epidpwon, EEaym, Kothakég Kpdumes Ko dtéppota. AP|oTeE TO Y10TpO Gag 1} TNV voohAghtpla
va yvopilel apéoms eV TAPATNPNGETE KATO0 OO GVTH TO CLUTTOUOTA, KOOMG VITAPYOVY PAPUAKO
OV UToPOovV va og fondncovy va ta eAEyEete.

Awotapoy£ Tov TVELHOV

Yravia, ol AvOp@mol 6 ovTd TO PAPHOKO EYovV cofapd TpoPfAnpata otovg Tvedbpoves, Evnuepoote
apESmS To YoTpd oG Qv ExeTe VEO 1] EMOEVOVEVO Prixa, SvoKoiio atnv avamvon kat mopetd. O
YTpOg Gag IomG XpelaoTel va oTapatnost 1 Oepaneio cog yio vo avTIHETOTIGEL aVTO TO TPOPAN L.

AvT06 TO EAppraKO UTopEl va ovéNcet Tov Kivouvo peydiwmy Bpoufov aipatog otic AEREG TV
OOV 1 TOV TVELUOV®V, 01 00101 UTOPOVV VO, TAELOEYOLV G GAAN PEPT] TOV CAOUATOG, OTMG Ot
TVEOUOVEC | 0 EYKEQPAAOG. Evnuepdote apéome Tov YoTpo Gog Qv mapotnpioete Tovo 6To 6TtN0g,
dvomvola M TprHéuo, Tovo, epubpdra 1| (eoToold o€ Eva XEpL 1 TOOL.

Xpovio evteptkn AoV KoL/ 1] EVIEPIKT] OTOQPAEN
KoAéote 10 yrotpd o0 eGv £xeTE TOVO GTNV KOG GOG Kol 08V UTOPEITE VO, LETAKIVIOETE TOL EVTEPQ
00G, EWKE bV £YETE EMIONG POVOKM®LO. KO ATMAELD. TG OpeENG.

Oepameio axtvoPoiiog

Edv vropAn0dnkote mpocpata o Oepameia pe axtvobepameio tng TuéAOL N TNG KOLMOG, UTOpEl va
SlTpEYETE AVENUEVO KIVOLVO aVATTUENG KATAGTOANG TOL HLEAOD TV 00TMV (EAVTANON TV
KUTTAP®V TOV HVEAOD TOV 06TAOV). [Tapakaiode vao WANGETE e TO Y10Tpd 60O TPV EEKIVI|GETE TO
Irinotecan/Generics.

Neppikn Aettovpyia
"Exovv avagepbei mepurtdosig ve@pikng dvcieitovpyiog.

Koapdiaxég dratapoyésg

Evnuepoote 10 ylotpd cog edv ndoyete / moyete amd Kopdlok vOoo 1 edv Exete AdPet
avTIKapKvikd edpuoxo. O yotpdc cog Oo cag tapakorovdnoel oteva kat o culntioet pali cag
TAOG UTOPOVV VO LELMOOVV 01 TOPAYOVTEG KIVOUVOL (Y10 TUPASELY LA TO KATVIGLO, 1 VYNAN
OPTNPLOKN TIECT) KOl 1 VYNAT TEPLEKTIKOTNTA GE ATTOPA).

Ayyelakég datapoyég

H 1pwotekdvn ondvia cuoyetileton pe dratoapayés e pong Tov aipatog (Bpdpupot aipatog ota
ayyeio TOV TOSMOV Kol TOV TVELUOV®VY) Kot uropei va ouuPel omdvia o€ acbeveis pe ToAAamlohe
TOPAYOVTEG KIVOOLVOU.

AAeg

Av1d 10 EApLOKO UTOPEL VO TPOKOAEGEL TANYEG GTO GTOUO 1) OTO YEIAT, GLYVA EVTOG TOV TPOTWV
efdopdowv petd v Evapén g Bepaneiog. AVTod pUmopel vo TPOKAAEGEL TOVO GTO GTOLO,
aoppoayia, 7 akope Kot TpdfAnua pe to eayntd. O yatpdc 1 1 VOGOKOUO GO UTOPEl Vo TpoTeivel
TPOTOLG VO UelmBEL avTd, OTOC 1 AAAAYT| TOL TPOTTOL TTOL TPWTE N TOG Povptoilete To dOVTIA GOC.
Edv ypelaotel, 0 y10Tpdg 00G UITOPEL VO GLUVTAYOYPOPTGEL PAPLLOKO Y10 Vo fonBnoet pe Tov Tovo.

Evnuepdote 10 yorpd M| Tov 00ovtiatpo cog 0Tt Ppickeste 6 ovtd TO QAPLOKO, £V oYedALETE VO
KaveTe yEPOVPYIKT eTEUPaon 1 Kamolo dStodtkacia.

Edv ypnoiponoteitol 68 GUVOVAGUO e GANO AVTIKOPKIVIKG QAPLOKE, Y10 TV KOTAGTUGT GO,
BeParmbeite 611 Exete dafdoet emione Ta LAAASIO Y10 TO GALO PAPLOKO.



Edv cac €xel mel 0 yatpog oag 6T Exete SusaveSia 6 0PIGUEVO CAKYOPO, ETIKOIVOVIOTE LIE TO
Y10Tpd GOC TPV TAPETE OVTO TO PUPLOKEVTIKO TPOTOV.

Mowora ko Epnpor
Agv gpappdleton

Alro gappaxa ko Irinotecan/Generics

To Irinotecan/Generics pmopei vo. aAANAETIOPAGEL LUE OPIGUEVO. PAPUOKE KO GUUTAT|PDUOTOL, TO
omoia umopet eite va avENGovV 1| Vo HELDMCOVY TO EMITESO TOL PUPUAKOV 6TO aipa cog. Evnuepmorte
TO Y1TPO 1] TO PUPLOKOTOLO GOG EGV YPTCLLOTOLEITE, EYETE YPTOLULOTOWGEL TPOGPATA 1] EVOEXETAL
V0, XPNCYLOTOCETE KATO10 OO T TAPUKAT®:

» Oappaka Tov ¥pnoLponotovvToL Yo T Oepaneia g kpiong (kopPapalenivn, eavoBapPitdin,
@OIVVTOIVI] KOl QOGPALVLTOTVT)

» Odppaka ov ypnotporoovvtot yia T Oepameio pukNTIOCIKGOV AOUdEEDY (KeTOKOVALOAN,
rtpakovaloAn, fopikovaloin kot molokovaloin)

* Oappaka Tov ypnoonotovvTIL Yio T Oepaneio Paktnplokng Aoipméng (KhapBpopvkivn,
epvBpopvkivn kot teMBpopvkivn)

» Oappoka Tov ¥PNOLLOTOIoVVTOL Yia T Ogpameia T pupaTi®oNS (PLEAUTIKIVY KOl PLPOUTOVTIVY)
* BaAcapdyopto (eUTIKO GUUTANPOU SLOTPOPNG)

* Zovtava eEacBevnpuéva epuforta

» Oappaka ov ypnotponoovviot yio ) Oepaneia tov HIV (wdwvofipn, prtovaPipn, amprenavir,
eoocaumpevofipn, verpwvapipn, atazanavir kot GAA)

* OappoKa IOV YPNCLULOTOIOVVTOL Y1 TV KATAGTOAN TOV 0lVOGOTOUTIKOY GLUGTIHOTOS TOV
OPYOVIGHOV GOG Y10 TV OTOTPOTN TNG AOPPIYNG HOGYEVATOG (KuKAOGTOpivY Kot tacrolimus)

* Oappoka Tov ypnoponotovvTIL Yio T Ogpaneia Tov Kapkivov (regorafenib, crizotinib kot
idelalisib)

* Avtayoviotég g Prrapiving K (kowvd apaiotikd tov aipatog énwe 1 fapeapivn)

* OAppoKa TOV YPNOLLOTOIOVVTOL Y10 TI YOAAPMOT] TOV LUOV TOL YPNCILOTOOVVTL KATH T
dtdpreLn TG YEVIKNG availstnaoiog kat yeipovpykng eméppoong (covéopedovio)

* 5-pBopoovpaxkidn / eoivikd o0&y

* To bevacizumab (avacTtoAéag TG avVATTLENG T®V AUOPOPOV ayYEI®DV)

* To Cetuximab (évag avaotoréag vrodoyxéa EGF)

Mnyv Eexvioete 1 oTapaTACETE va TaipveTe pappaka eved Ppickeote oto Irinotecan/Generics yopig
Vo WANGETE TPAOTO UE TO YIUTPO GUGC.

AvT0 T0 Pappako pmopel va Tpokarécel coPapr| didppota. Ilpootabnote va anopiyete Ta
KaOaPTIKG KOl TO, LOAOK®OTIKG TOV KOTPAVOV EVD TOIPVETE OVTO TO PAPLLOKO.

Mmopei vo vIhpy oLV TEPIEGOTEPE PAPUAKN TTOV CAANAETOpOvV pe To Irinotecan/Generics.
Enwowmvnote e To Y1aTpd, TO POPLOKOTOL) 1 TN VOGOKOUO GO GYETIKE [LE TOL GAAC PApLOKOL, TO
BoTovo Kol TO, GUUTATNPOUOTO KOL EAV TO 0AKOOA UTOPEL VO, TPOKAAEGEL TPOPANUOATA. [LE AVTO TO

QAPLOKO.

Kbnon, Onraopég ko yovripdtnto

IMvaikec avamopay@ytkod duvapkol / AVTIcOAMNYN 6€ AVOPES KOl YOVOIKEG

Ot yvvaikeg og avamopaymylkn nikia kot ot GvOpeg TPEMEL VAL YPTCLULOTOIOVV ATOTEAEGLLOTIKY
OVTIGUAAN YT KATA T SdpKeLd kot puéypt 1 unva ko 3 piveg petd tn Oepaneia avtictorya.

Eyxopocivn

Av106 T0 PapUaKO PTOPEL VO TPOKAAESEL TPOPANLLOTA [E TO EUPPLO £V ANPOEl KTA TN OTIYUN TNG
GOUAANYTG 1 KaTd TN S1apKELD TNG EYKLUOGVVTS. Ot GvdpeC Kot 01 Yuvaikeg ov Aapfavouy antd 1o
(QAPLLOKO TPETEL VO YPNCILOTOLOVV OEIOTIOTO EAEYXO TMV YEVVIGEMY KATA T1) S1APKEL TNG
Oepaneiog. Etvar onuovtiko vo eviUepMGETE TO YIUTPO GO GYETIKA UE TO €100G TOV EAEYYOV T®V
YEVVIGEMV TTOV UIOpEl va, ypnotponom el pe antd to eapuoko. Xe £YKvec yuvoikee, 1 Oepameio pe
0VTO TO PAPUAKO TPETEL VO YPTOLUOTTOLEITAL LOVO €AV TO OOV GPENOC Y10, TN UNTEPA VIEPTEPEL TOL
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Kvdvvov Yo To Epppvuo.

Edv giote éyxvog, vopilete 6T1 pmopel va elote £ykvog 1 oxedidlete va £xete mandi, pOTNOTE TO
YTpo 1| TO PAPLOKOTOO GOG Y10 GUUPOVAN TTPLY TAPETE AVTO TO PAPLLAKO.

Oniaoudg

Agv €yovv yivel pehétec, Tapoia ovTd, 0vTd TO PAPLOKO UITOPEL VO TEPAGEL GTO UNTPIKO YA Kot vaL
emnpedoel 1o popd. O nrhacpog mpémet vo dlakoOmTETAL Yot OAN TN ddpKeta TG Bepaneiog oag pe
oVTO TO PAPLOKO.

Edv Iniélete, {ntiote ) GupPovin ToL YTpov 1| TOL PAPLOKOTOLOY GOG TPV TAPETE AVTO TO
QAPLOKO.

Tovipomta

Agv €yovv yiver pehétec, TapoAa ovTd, ovTd TO PAPLOKO UTOPEL VO EXNPEACEL TN YOVILOTNTA.
Yv{ntoTe [E To Y1Tpd 00G GYETIKA e TOV THOVO KIVOUVO LE dLTO TO GAPUOKO KOl TIG EMAOYES TTOV
UTOPEL va S10TNPHGOLY TNV IKOVOTNTA GOg VO EXETE TOUOLA.

Oonynon ko YEPIGROS pPNYOVIRATOV

Mmnopet va mapatnprioete 61t giote LoAnopévoc/n Kot/ 1 0Tt Exete TPOPANUA LE TV OPAGT) GOG TIG
TpmTEG 24 dpeg mepimov PeTd T AMyn avtod Tov Paprakov. Mnv odnyeite kou un yepileote
LN OV LLOTOL EQV £XETE TOPEVEPYELEC.

To Irinotecan/Generics mepiéyst copPrroin kon vazpio.

H copPirorn givar anyn epovktdlng. Edv eoeig (1 To moudi cag) £xete kKAnpovoukn dvcavesio ot
epovktoln (HFI), pa omdvio yevetikn diatapoyn, ecgic (1] To Toudi 6og) oev mpémel va Aapupdvete
ovto o Pdppako. Ot acBeveic ue HFI dev pmopodv va dtasmdoovy ™ ¢povktdln, | omoia propet vo
TPOKOAECEL GOPOPES TAPEVEPYELEG.

[Ipémet va evnuep®ceTE TO Y10TPO GaG TPV AGPETE AVTO TO PAPUOKO, GV £GEIC (1] TO TAdL GOC)
éxete HFI 1 v 10 moudi dev pmopetl mAéov va maipvel YALKA Tpo@iua 1] ToTd eneldn ochiveton
GppwoTOo, ThoN Yo £UETO 1} acBAvETOL SVGAPESTA OTMG POVCKMUA, KPAUTEG GTOUAYOV 1) S14ppola.

AVTO TO PUPUAKEVTIKO TTPOTOV TtEpLE el MyoTepo amd 1 mmol vatpiov (23 mg) avd elaridlo, dSniadn
OVGLUGTIKA «YWPig VATPLON.

3. Iog 0a cag yopnynOsi To Irinotecan/Generics

Xpnoyonoteite Tavta avTo TO PAPLOKO aKPIP®S OnmG oag gire 0 ylotpdg cag. EAEyEte pe to yrotpd
oag eav oev giote PEPatot.
To Irinotecan/Generics Oa cog xopnynOei and enayyelpotieg Tov Topéa TG vYEiag.

O ywatpog cag pumopel va cuothoset pa e&étacn DNA npv amd v tpdTn 4661 Tov
Irinotecan/Generics.

Mepikoi dvOpmmot ival yeveTikd mlavoTePO Vo £X0VV OPLGUEVES TAPEVEPYELEC OTTO TO PAPLOKO.

To moc6 tov Irinotecan/Generics mov Ba AaPete e&aptdrol amd TOAALOVS Tapdyovies, OTWOS TO HYog
KoL To PAPOg GOC, T YEVIKG GOG TPOPANLOTA VYEIOG 1 AAAL TPOPAH AT VYEING KOl TOV TOTO TOV
KapKivov 1| TG Katdotaong mov avtipetonilete. O yioutpog oag Oa kabopicetl T d601 Kot TO
YPOVOSIAYPOLLLAL.

To Irinotecan/Generics evietor oe EAEPa pécw evooPAEPLag 000V (IV). Oa AaPete avtnv TV €veon
o€ KAk 1 vocokopetokn mepiBaiyn. To Irinotecan/Generics mpémet va yopnyeitat apyd Kot m
&yyvon IV pmopel va dwoprécet Eémg 90 Aemtd yia vo, ohokANpmOEL.



Mmropel va cag yopnynovdv dAia edppaka yio tnv TpOANYT TG VOLTIOG, TOV EUETOL, TNG SLAPPOLUG
Kot GAA@V avemBOUNTOV evepyel®v v AapPdavete to Irinotecan/Generics. Mmopei va ypelactel va
oLVEYIOETE VO YPTCLOTOIEITE VT TO, PAPUOKO Y10 TOLAGYLOTOV Lot NUEPO LETA TNV EYYVOT] TOV
Irinotecan/Generics.

Evnuepoote toug ppovtiotég oag eav aicbavieite kavomn, Tévo 1 oidnua yopw amd t IV Berova
otav gyyvbei 1o Irinotecan/Generics. Eqv 10 @dppoko dtapedyet amd ) eAEPa pmopel va TpokoAéoet
BA&PN otovg 1otobc. Edv eppavicete ndvo N mapatnprioete epuBpdtnta 1| oidnpa ot 0éon IV evd
Aappdvete to Irinotecan/Generics, TPOEOOTOOTE OUECMG TOV EXAYYEAUATIO VYELOG GOC.

Ynrdpyovv ofjuepa oAl Tpoypdappata Oepaneiog mov cuvicTdvtol yuo To Irinotecan/Generics.
YuvnBwg yopnyeitarl gite pia eopd kabe 3 efdouddeg (to Irinotecan/Generics yopnyeital Lovo Tov)
pio eopd kabe 2 efdopddeg (to Irinotecan/Generics yopnyeital o€ cuvdvacuod pe SFU // FA
ynueobepaneio). H d6om Ba eEaptnBel amd dibpopovs mapdyoviec, dOnwg to Tpdypappa Bepaneiog,
10 cOUATIKO oo néyedog, TV NAKic GOG Kot TN YEVIKT KATAGTAGT TG VYELNS Gag, Tov aptBud tov
aipaTdg G0C, TO TOGO KAAA Asrtovpyel TO o, TO edv £xeTe akTVOPOAEl 6TV KOWMA / ExovV
TOPEVEPYELEG OTMG O1APPOTLQL.

Movo o yiatpdc cog umopei va a&lohoynoel T dtdpketo e Oepameiog.

Eav ypnowpomouioete peyarvtepn mocétnta Irinotecan/Generics amwd Ty kKavovikiy
Zntmote 1otpkn Ponbeia Ektaxtng avaykns. Ta copmtdpate vTEPSOGOA0YING EVOEXETAL VO
TEPILOUPAVOLY UEPIKEC OO TIC GOPUPEC OVETIBVUNTEG EVEPYELES TOV OVOPEPOVTUL GE QLTOV TOV
00NYO PAPUAK®V.

Eav Eegyaoete vo, ypnopomonoste To Irinotecan/Generics
KoAéote 10 yloTpd 60 yio 001yieg ov 0ev Gog ¥pelacTel pavtefod yia tnv Eveon
Irinotecan/Generics.

Edv éxete mepartépo amopieg oyeTikd e T ¥pNoT aVTOD TOV POPUAKOV, POTACTE TO YLUTPO, TOV
(QOPLOKOTOLO 1] T VOGOKOUO GOGC.

4, MBavéc avemBOuNTES EVEPYELEG

Onwe 6Aa T Phpoka, ETCL KO 0VTO TO PAPUAKO LTOPEL VO TPOKAAESEL AVETOVUNTES EVEPYELES OV
Kot 6gv ToPovc1alovtal 6€ OAOVG TOVG AvOPMOTOVG.

Kdanoeg mapevépyeieg umopet va givor coPapés. [pémet va emkotvavioete aUES®S e TO YIOTPO GOG
€QV EUPOVIcETE KATO10 0md 0VTE HETA amd coPapég avembounteg evépyeteg (BA. [lapdypago 2).

[Mapte wrpikn Pondeta EKTakTng ovarykng edv €xete KAmo1o amd ot To. GNUASL CAAEPYIKNG
avtidpaong: kvidmwon. SOGKOAN avamvon. TPHELLO TOV TPOCOTOV, TOV XEIAMMY, TNG YADCTAG 1] TOV
Aapod.

* d1appota (PAéme mapdypopo 2)

* [Tpcdwun ddppota: Iapoveialetar viog 24 mpmdv amd Th AW 0LTOD TOV PAPUAKOUL,
GUVOSELOUEVT OO GUUTTMUOTO PLVIKT KOTOPPOT], ALENUEVT GloAyia, vYpa udtio, Qidpwon, Eayn,
KOWMOKT kKpapmes. (Avtd umopei va copPel katd tn S1dpKeLn TNG XOPTYNONG TOL PUPUAKOV, OV VaL,
TPOEBOTONOTE AUECHOS TOV YI0TPO G0G.) Mmopel vo do0el PUPLOKEVTIKY 0y@YT Y10l VO, GTALOTICEL
N/ Ko va, LEMGEL 0TH TV TPMLUN averBountn evEPyeLn).

*"Yotepn o1dppoia: [lopovsialetor peyarvtepn omd 24 ®peg amd T Ayn avTod TOL PapUAKoV.
AOY® aVIGLYLDV GYETIKA LE TNV APLOATM®GN KO TIG AVIGOPPOTIES TV NAEKTPOAVTOV LE ddppota,
glvarl onpovTikd vo l0TE 68 ETAPT LLE TOVE EMAYYEALOTIEG VYEING Y10 TOPUKOAOVON O KOt Y10
GLUPOVALC Y10 TN QOPUOKEVTIKT Oy@YT KOL T1 OTPOPT.

Yv{ntote pe 1o Y1Tpd ) T VOCOKOUO GOG EQV ELLPAVIGETE OTOIOONTOTE 0T TOL TOPAKAT®
GUUTTAOTOL



SOUTTOUOTO ZoyvotnTa~ EpeAvIoNg 6Tn Zoyvomtal epedvionc ot
MovobBepaneiog cuvdvacpévn Bepaneio

Acvvifiota yopuniog [ToAb cuyvég [ToAd cuyvég

apBpdg Asvkdv

alpoceapiov Tov uropsel

VO GOC EVEYOLV AVENIEVO

Kivouvo yio Aoipwén

Xopuniog apBuog epubpdv | [Todd cuyvég [ToAd cuyvég

alpoceapiov

TPOKOADVTOG KOTWOOT) Kol

dVGKOAID GTNV aVOTVON

Meiopévn 6peén [ToAd cuyvég [ToAd cuyvég

XoAvepykd aovdpopo (BA | [ToAd cuyvég [ToAd cuyvég

[Ipocé€te Winitepa pe

Irinotecan/Generics)

"‘Epetog [ToAd cuyvég [ToAd cuyvég

Navtia [ToAd cuyvég [ToAd cuyvég

Kot\axo dhyoc [ToAd cuyvég Suyvég

ATdAEW TPLYYOV [ToAb cuyvég [ToAd cuyvég

(avaoctpéyiun)

dAreypovn Tov [ToAd cuyvég [ToAd cuyvég

BAevvoyovav

[Mvpetog [ToAd cuyvég Yuyvég

AloOnpuo advvapiog kot [ToAd cuyvég [ToAd cuyvég

ety evépyelag

XopunAog aptfpog Yuyvég [ToAd cuyvég

opoTETAA®V (KOTTOPO

aipartog wov Bonbovv otnv

mm&n) Tov pmopei va

TPOKOAEGOVY UOADTEG

opopparyio

Mn @UGLOAOYIKES TILES Yuyvég [ToAd cuyvég

EAEYYOL TNG MIATIKNG

Aettovpyiog

Aolpmén Yuyvég Yuyvég

XounAog aplOuog Aevkav | Zuyvég Suyvég

OLHOCPUIPiV HE TUPETO

Avcrodta XuyvEc 2uyvEc

Mn QUGLOAOYIKES TIUEG Zoyvég Agv avoeépbniay

SOKIHACTOG VEPPIKNG

Aertovpyiog

* TIoAD cuyvég: umopet va, emnpedoovy mepiocdtepa and 1 ota 10 dropo
T Toyvég: pmopet vo enmpedoovy £og 1 ota 10 dropa

Mn yvooTéc: 1 cuyxvoTTa dgv pmopel va exktiun el pe faon ta dabéciua dedouéva
* Yofapmn, emipovn N aipotnpn S1dppota Tov pUropel vo oxeTileTol pe TGVO 6TO GTOUAYL 1) TUPETO)
7oV poKkaAeitat omd Paktnpidia Tov ovoudlovrot (Clostridium difficile)

* Aoilpwén aipatog
* MuknToo1KéG AOUMEELG
* loyeveig Aowwméelg




* Apuddtmon (AMdy® d1dppotag Kot EPLETOV)

* ZGAn, YPYOPOG Kopdlakog TOALOG Kot YA®UO dEpua (Uio KATACTOOT) TOV OVOUALeTaL
VITOOYKOLLLIOL)

* Allepyucn avtidpaon

* [Ipocmpvég dratapayés ophiog katd tn oidpkela 1 Aiyo petd ) Oepameio

* [Tivéda ko Bedoveg

* YynmAn aptmptlokn mieon (Kotd m didpkela 1) LETA TV EyyVon)

» Kapodiaxd mpofinparo™

* AcBéveia Tov Tvedpova Tov TPokarel cuptyud kot dvorvola (PA. [lapdypagpo 2)
* Ya&o

* Evtepu andepoén

* MeyéBuvon tov mayog eVTEPOV

* Apoppayio omd T Eviepa

» OAEYLOVY| TOV TOLXE0G EVTIEPOV

* M1 @UGLOAOYIK(G OTOTEAEGLOTO EPYAOTNPLOK®OV EEETAGEDV

* Tpoma ot0 évtepo

* Amopn nroTikn voco

* AepproTiKEG avTIOPAGELS

* AVTI0pacelg 6To onueio 6mov yopnyndnke To eapuaKo

* XounAo eninedo kaAiiov 6To aipa

* Xopuno eninedo olotiod 610 aipa Tov oyetileTon Kupimg pe diippota Kot EUETO
* Muikég kpdipmeg

* Negpika mpopinuato *

* Xopunin mieon aipatog*

* YIOVIEG TEPIMTMOGELG AVTMOV TOV TEPLOTATIKAV £YovV mapotnpn el o€ acbeveig mov eppdvicay
EMEIGOOL0 APLOATOOTNG TTOL TYETICOVTOL UE dLPPoLo 1 / Kot EUETO N LE AOUMEEIC TOV OHUOTOG.

AvoQopd aveEmMOOUNTOV EVEPYELDV

Edv mopoatmpnoete Kamoo avemBOunt eVEPYELD, EVILEPDOTE TO YIOTPO GOG. AVTO 1GYVEL Kot Y10,
Kk60e mBavn avemBounTn gvépyela Tov dev AVaPEPETAL GTO TAPHV GUALO 0ONYIDV XPTOTG.
Mmropeite, emiong, va avaeépete avemBounteg evépyeieg angvbeiag otov EOvikd Opyavioud
Ddapuakonv (Mecoyeimv 284, 15562 Xorapyoc, ABnva, TnA: + 30 21 32040380/337, ®ag: + 30 21
06549585, Totdtomog: www.eof.gr). Méow tng ovapopds avembBountov evepyedv unopeite va
BonOnoete 61N CLALOYN TTEPLGGOTEP®V TANPOPOPLDV GYETIKA LE TNV OACPAAELD TOV TOPOVTOG
QOPUAKOV.

5. Mag va gviacoete To Irinotecan/Generics
dvidooete og Beppokpacio pikpoTepn twv 25°C. Mnv katoyOyETE.

Noa un ypnoiponoteite ovtd T0 PAPHOKO UETE TV NUEPOUNVia AHENC TOV aVOQEPETOL GTO YAPTIVO
KovTi | 670 ELOALSI0 petd to «AHZEH» (kovti) 1 10 «kEXPy» (paiido). H nuepounvia AnéEng ivor n
TEAEVLTOIO MUEPOL TOV UIVOL TOL OVOPEPETOL EKEL.

DduAdocete T0 PLOAISI0 6T0 EEMTEPIKO YAPTIVO KOVTL Y10, VO TPOGTATEVETOL QIO TO PG,

Metd and apaioon og didivpa yroptovyov vatpiov 0,9% (9 mg / ml) | oe diddlvpa yAvkoing 5%
(50 mg / ml), n ynuikn Ko ooy otabepodTnTa KoTd TN YpNomn £xel anoderyel yio 24 mpeg oTovg 2
°C émg 8 ° C ko 25 ° C, mpoctotevpévo amd 10 pg.

Amo pukpofroroyikn amoym, ektog edv 1 péBodog avoiypatog / apainong amokieiel Tov Kivouvo
piKpoflaxng poALVONG, T0 TPOoldV Ba TPEMEL VoL PN OLUOTTOIEITOL AUEc®C. AV dev ypnoyomom et
apécmS, ol xpovol Kut o1 cuVONKeg amobnkevong KaTA T XpNoT gival evdHVN Tov YpHoTY.

Mnv xpnouonoleite onTd T0 PAPLOKO GV Tapatnproete I{nua ota ELOASIO 7 LETA TNV apaino,
TO TTPOIOV TTpémel Vo, amopplebel cOUP@VO UE TIg GVVNDELg S10d1KAGIES Y10 KUTTAPOTOEIKOVG


http://www.eof.gr/

TAPAYOVTEC.

Mnv metdite eapraKa 610 vEPS NG amoyétevons. Potote tov gapprokomold Gog yio 1o Tos vo
TETAEETE T PAPLOKO, TTOV OEV YpMOoLoTolEite . Avtd ta pétpa Ba fondncovy oty Tpootacia
ToV TEPPAALOVTOG,.

6. IlepreyOpeva TNG GVOKEVAGIOG KAl AOLTEG TANPOPOPIES
T egpréyer to Irinotecan/Generics :

- H dpaoctikn ovoia gival 1 vOpoyAmPIKN TPIPIKT 1PVOTEKEAVN.

Kdabe proridwo tov 2 ml mepiéyet 40 mg vdpoyAmpikng TPOPIKNG IPVOTEKAVNG, TA OTTOi0L
1G0dLVVaUOVY pe 34,66 mg 1pIVOTEKAVTC.

Kdabe proridwo tov 5 ml mepiéyet 100 mg vopoyA®pPIKNG TPLLOPIKNG IPIVOTEKAVNC, TO OTOid
woduvapovy pe 86,65 mg 1pvoTeKAvC.

Kabe prorido tov 15 ml tepiéyel 300 mg v3poyAmptkng TPIOPIKNG IPIVOTEKAVNG, T OO0,
woduvapovy pe 259,95 mg pvotekdvng.

Kabe prorido tov 25 ml tepiéyel 500 mg vdpoyAmpkng TPIUOPIKNG IPIVOTEKAVTG, TO OO0
wwoduvapovy pe 433,25 mg ipvotekdvng.

1 ml okvod SLEAVIOTOC Y10 TUPUCKEDT] SLOADUATOG TTPOG £yyvoT TePIExel 20 mg VOPOYAMPIKNG
TPWOPIKNAG PIVOTEKAVNG, T, 070l 1IGoduVapovy pe 17,33 mg ipivotekdvng.

- Ta GALa cvototikd gival : copPrroin E420, yoloktikd o0&, vatpiov vopo&eidio (Yo pyOuion tov
pH), evécipo vomp.

Epgavien tov Irinotecan/Generics kot wepiey0pevo TG 6VOKEVOGING

To @dpuaxo ovtd gival 6t Lopen TOKVOD SLEAVUATOC Yo StdAL e TTpog £yyvon. Eival éva dtawyég
Stdivpa.

Droridia (keypumapdypopn vorog tomov I) tov 2 ml M tov 5 mlfq teov 15 ml fq tov 25 ml
AV UOTOG, TO OTT010L PEPOLY ELOCTIKO TOUN 0TTO YA®POPOVTUALO KoL EMITOUE, (UTOCTMUEVO ~TOTOV
flip off-). Zvokevaoio tov 1, 5, 10 ka1 20 poAdimv.

Mmropei va, unv KoKA0QOpoHY OAEG Ol GLCKEVAGIEC.
Karoyog Adcrog Kvkhopopiog ko Iapackevaotiig

Karoyog Adsrog Kvkhogopiac:
Generics Pharma Hellas EIIE, Ayiov Anuntpiov 63, 17456 Alpog, TnA: 210-99 36 410

Hopookevaotic:
GP Pharm, Poligon Industrial Els Vinyets-Els Fogars, 08777 Sant Quinti de Mediona (Barcelona),
Ioravia

'H Mylan S.A.S., 117 allee des Parcs, 69 800 Saint Priest, T'oAXio

'H Mylan B.V., 3752 LB Bunschoten, OXAhavdia

'H Mylan S.p.A., Viale dell'Innovazione, 3, 20126 Milano, Itaiio

'H VIANEX A.E., Epy. I, 16° yAp. Aewo. Mapabmvog, 15351 [TaAinvn, Attikng, EALGSa

To mapov pOALO 0dnyIdY xpriong eykpibnke yo teEdevtaio opd tov @efpovdpio 2019



O Tinpo@opieg Tov akorovBov arevdivovTar pévo o€ YIaTPOVG 1] ENayYELLATIES TOV TOPEN
NG VYEWOVOMIKN G TEPiBaiync:

Odnyieg ypNnone / ye1propov, Tapackevi|s Kat 0d1y05 amoppryng yre. o Irinotecan/Generics
TUKVO O10AVPO Y10 TOPAGKEDT] OLOAVNATOG TPOG £YVOT

XPHXH/XEIPIZEMOX

Onwg woydet kot pe Toug GALOVS AVTIVEOTAUGLATIKOVG TOPAYOVTES, 1| TPOETOLAGIO KOt O YEPIGHOG
tov Irinotecan/Generics Oa mpénet va mpaypotomoteital pe Tpocoyn. Amatteitol n xpnon
TPOGTUTEVTIKAOV YUUADV, LACKOG KOl YOVTIOV.

Eav to didivpa tov Irinotecan/Generics 1 to didAvpa g yyvong £pbet oe emoen pe 1o dépua,
mAovete AMEXQY kot emotapéva v mepoyn He vepo kot camovvi. Edv to dtlvpa tov
Irinotecan/Generics 1 to didlvpa g Eyyvong £pbel e emapn pe Toug PAevvoyovoug Eemlbvete
AMEZQY ue vepd.

Hapackev] Tov EvO0PAEBLOV SLEAVNATOS

Onwg OAa To EVESIU, QAPUAKE, TO SIIAVUA TNG IPIVOTEKAVG TTPETEL VO, TOPACKEVALETAL LLE PO
GoNTING TEYVIKNG.

Edv mapoatmpndei toyov ilnuo ota groridio ] 6To StdAvpo LeTd TV apaimon, To Tpoidv TPEmeL va
amoppleOel cOLE®VA LE TIG TUTIKEG O10OIKAGIES Y10 TNV AmOPPIYT] KVTTAPOTOEIKDV TOPUYOVIMV.

Mn ypnowomomeete o Irinotecan/Generics , eGv mapotnpnoete opatd onpeio amocHhvheons.
Avoppoonote e fadpovounpuévn cOptyya, Le AoNTTN TEXVIKY, TNV OTOLTOVUEVT TOGHTNTA TUKVOD
daivporog Irinotecan/Generics amd To QuoAid0 Kot gvésate og AoKO 1| 6€ ELAAN Eyyvong 250 ml
oL TEPLEYEL elte drdAvpa yrmplodyov vatpiov 0,9% 1 Sdivpa yYAvkoing 5%. To didivpa mpog
&yyvon Ba Tpémel KOTOTY Vo, avoueLyDel GYOANGTIKA LEGH TEPIGTPOPNG LLE TO YEPL.

Yuviotatat, yio vo petmdet o pikpofroroyukog kivouvog, To StaAvpata £yyuong va Topackevalovtot
apES®G TPV YpNoLoTotnfovy kot 1 Eyyvon vo EEKIVE TO GLVTOUOTEPO SVVATO LETE TNV TOPUCKEDT
™. Edv e ypnoyomombei apéowme, ol ypdvotl kot ot cuVONKeg Slathpnong KaTd T XPNOT Kol TPV
amod ™ xpnon tvor evBvvn Tov xprotr Kot Og o mpémetl va vepPaivouy Tic 24 dpeg otovg 2 °C £mg
8 °C, ektog xau av 1 apaimon €xel TpaypatomomBel vd eAeyyOHEVES KO ETKVPMUEVES GUVONKES
aonyiog.

H &yyvon tov Irinotecan/Generics mpémel va yivetotl péoa oe TepLeeptkn 1 Kevipikn eAEPa. To
Irinotecan/Generics dev mpémel va yopnyeitor wg evooeAEPia bolus 1 evdoeAéfia Eyyvon pkpdtepn
tov 30 Aemtdv N ueyolotepn tov 90 Aemtov.

Amoppryn
Ola o vAKd oL ypnoomomOnkay oty apaimaon kot T xoprynon Ba npénet va amoppintovtor

COLPOVO, LLE TIC GLVNDEIC VOGOKOUELOKESG O1001KOGTIEG TOV 1oYDOLV Y10 TNV ATOPPIYT TOV
KUTTOPOTOEIKMV TAPAyOVTOV.
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