@viro oonyov ypiong: IIinpoeopics ya Tov ypriotn

Irinotecan/Viatris 20mg/ml vkvé draivpa Yo TopacKeL S10AORETOS TPOS £YYvon
Y OpoyAmpiki TPUOPIKT 1PIVOTEKAVN

A doTe TPOGEKTIKG 0AOKANPO TO PVALO 0ONYLAV YP1)ONG TPV UPYICETE VU TAIPVETE AVTO TO

QOAaPLOKO, O1OTL TEPLAGUPAVEL CNUAVTIKES TANPOYOPIES Y10 GOG.

- DdoArdEte avTd TO EUALO 0INYIDV YprionG. Towg ypelaotel va to drePfdcete Eavd.

- Edv éxete mepartépo amopieg, pOTNGTE TOV Y10TPO, TOV QUPLAKOTOLO 1| TOV VOGOKOUO GOC.

- Edv mapatmpnoete kamowo avemBOunn evépyeia, EVIUEPADOTE TOV YLOTPO, TOV PAPUAKOTOL0 1)
TOV VOGOKOUO G0C. AvTtd 1oy0el Kat yio ka0 mhavn avemBOun evépyela Tov oV avaQEPETAL
0TO TTOPOV PUALO 0dNYIOV YpnoNs. BAéme mapdypapo 4.

T tepéyer 10 TaPOV VA0 00N YIOV:

T eivan To Irinotecan/Viatris ko oo eivon 1 xpfon Tov
T npémel vo yvopilete npv mhpete to Irinotecan/Viatris
IMog Oa mapete o Irinotecan/Viatris

[MBavég avemBounteg evépyeteg

Ii¢ va pvidooete to Irinotecan/Viatris

[epreydpevo g cLGKELOGING KO AOUTEG TTANPOPOPIES

ocoukrwdE

1. T givor to Irinotecan/Viatris kon owa givon n ypiion Tov

To Irinotecan/Viatris givoi £va avTikopKivikd gApUOKO TOL TEPIEXEL T OPACTIKY 0LGI0 VIPOYAMPIKY
TPWOPIKN PVOTEKAVT.

H vépoyrwpikn tpwdpkn pivotekdvn mopepmodilel TNy avantoén Kot v eEAnAmon KopKIVIKOV
KUTTOP®V GTO GO

To Irinotecan/Viatris gvdeikvutal oe cuvdvaoud ue dGAla pappoxo yio tn Oepoaneio aobevdv e
TPOYWPNUEVO 1] LETACTATIKO KOPKIVO TOV TaXE0G EVTEPOL 1] TOL 0pBOV.

To Irinotecan/Viatris pnopei va ypnoylonoteitol povog oe acOeVEIg Le HETAGTATIKO KOPKIVO TOV
TOXEO0G EVTEPOV 1) TOV 0pHov, TOL 0TIV 1 VOGO EXAVEUPOVIGTNKE 1) TPOYDPNCE UETA OO aPyLKN
Oepaneio pe Paon ™ @boproovpakiin.

2. T npéner vo yvopilete apwy mapete to Irinotecan/Viatris
Mnyv napete to Irinotecan/Viatris:

e Edv éyete ypdvia pAeypovddn vOGo ToV eVTEPOV Kol / 1} amOPPa&n TOV EVTEPOV

e Edv elote aAlepykdc 6TV LOPOYAMPIKT TPWIPIKT IPVOTEKAVT 1] GE OTOL0ONTOTE AALO Ol
TO, GLGTOTIKG AVTOV TOL PAPUAKOV (AVUPEPOVTUL GTNV TAPAYPAPO 6)

e Edv giote Onhalovoa yovaiko (PA. mapdypapo 2)

e Edv 1o eninedo yorepvOpivng cog ivar vynAdTepo amd 3 POPEG TO AVMTEPO OPLO TOV
@Vo10AoYKoD €bpoug Edv éxete cofapn avendpKelo, LUEAOD TV 0GTOV

e Edv elote og koK1 yevikn kotdotaon {Katdotaon amddoong tov [IOY (IToykdoov
Opyaviopov Yyeiog) > 2 (Kokn yevikn katdotaon)}

e Edv naipverte 1 éxete mapel tpoceata St. John's Wort (éva guTikd, ekyOMGOLO TOL TEPLEYEL
hypericum)

e Edv npokettal va AdPete | AdPate mpocpota {wvtavd eEacBevnuéva epforta (epBoita Katd
TOV KiTPIVOL TLPETOV, TNG AVEUOPAOYIAG, TOV £pmNTa LMOTAPO, TNG AAPAS, TNG TOPOTITIONG,
™G €pLOPEG, TS PLLATIOONC, TOV POTAIOY, TNG YPIMNC) Kot KATA TN JdpKELN TOV 6 UNVEV
UETE TN SloKomn NG yMueobepameiog

Eav AopPavete o Irinotecan/Viatris oe cuvdvaoud pe diia pappoxo, pepoarmbeite 6t xete doPdoet
EMIONC TO PUALO 0NYIDOV XPNOTG TOV GALDY PAPUAK®V GYETIKA U TPOGOETEC avTEVOEIEELC.



[pocdomoniosis Ko TPoPVAAEES

Yu{ntote [ To Y1Tpo, TO POPUAKOTOLO 1) TH VOCOKOUE GOG TPLV YPNCUYLOTON|CETE TO
Irinotecan/Viatris
o &dv éyete ovuvdpopo Gilbert, o KANPOVOUIKY] KOTAGTOGT TOV UTOPEL Vo, TpokoAEcel avénuéva,
emimedo yorepvOpivng Kot iktepo (kitptvo dépua Kot pdTia)

ITpocé&te waitepa pe to Irinotecan/Viatris. H ypiion tov Irinotecan/Viatris Oa mpénet va mepropileton
0€ LOVAOES EIOTKEVIEVEG GTN YOPNYNOT KLTTOPOTOEIKNG ¥npetofepameiog Kot Bo Tpémet va yopnyeitol
novo vzd TV emifieyn evog YaTpoD EOIKELUEVOD GTI) YPNOT UVTIIKOPKIVIKNG XN UE0Depameiag.

Algppoto

To Irinotecan/Viatris pmopei va TpokaAécet S1ppota, 1 07oio GE OPIGUEVES TEPITTAOCELS UTOPEL VoL
elvar coPapn. Avtd pumopel va EeKvoel AMyeg dPEC N LEPIKEC NUEPES LETA TNV EYYLCT TOL POPUAKOV.
Av apebel yopic Oepaneio, 0o pmopovce va 0dNYNGEL G APLIATOOT KOl GOPAPES YMNUIKES
aV1Ic0pPOTEG, O1 omoieg pmopet va givar anetintikég yia tn {on. O yatpdc cog Bo cuVTayoypaPoEL
(APLLOKO Y10, TNV TPOANY™ 1] TOV EAEYYO VTG TNG TapevEPYELNG. BePaiwbeite 6Tt £xete mapet to
QAPUOKO AUECHC, £TGL MGTE VA TO £YETE GTO OTiTL OTAV TO YPELALEDTE.

* [Tapte TO PAPLOKO OTTMG GLVTOYOYPUPEITAL GTO TPATO CTUASL TOV YUAUPDV 1] GLYVAOV KIVAGEDY TOV
EVTEPOV.

* [Tivete peydleg mocdTNTEG VEPOD KOl (1) OALVPDV TOTOV (0vOpakoDyo vEPO, GOSN 1| GOVT).

» KoAéote 10 Ylotpd M| TN VOGOKOUO GOG EAV EXETE AKOMA SLAPPOLA, ELOIKE EAV OLUPKEL TEPIGGOTEPO
amo 24 mpeg M eav €xete {aAn, {dAn 1 Mmobopio.

Ovdetepomnevia (Lei®ON OPIGUEVOV AEVKDV ALLOGQUIPIOV)

AVTO TO PAPHOKO UTOPEL VO LELDGEL TOV APIBO TV AEVKADV ALOCOUIPI®mY GOC, Kupimg TIG EfOoNEdEg
LETA TNV YOPNYNON TOL QOPUAKOV. AVTO propel va avénoet tov kivovvo poivveong. Befawmbeite 6t
EYETE EVNLEPMOEL AUECHS TO YITPO OO EAV EYETE OMOIEGONTOTE VOEiEelg Aoinmwéng, dnwc Tupetd (38
° C 7 vynAotepn), piyn, movo Katd tn diElevon ovpmv, vEo Prixa 1 avaguiaio ttiglov. Amopoyete
va glote kovtd 6€ dtopa oL eivat dppwota 1 £xovv polvveels. Evnuepdaote to y1atpd oog apécmg
eav eupavicete onueio Aoipméng.

[NopakorovOnon aipatog

O ywatpog oag Ba eEetdioet mMBavdg To aipo oag TPy Kot katd tn didpkela g Bepaneiog oag, yuo va
eAéyEel TIC EMOPACELS TOV PAPUAKOL GTOV aPlOUO TOV AUOTETOM®Y 1 0T ¥NuEia Tov aipotog. Me
Baon o amoTEAEGLOTA TMV SOKIUMV, EVOEXETAL VAL YPELOCTEITE PAPLAKA Y10 Vo BonBnoete otV
OVTIHETOTIOT TOV EMOPAceV. O yloTpdg oG PUnopel eniong va YpeacTel vo LEDCEL 1] VoL
KaOvGTEPNOEL TNV ETOUEVT HOGT] AVTOD TOL POPLAKOV 1 AKOMO KOL VO, TO OTOUATIGEL EVIEADC.
Awmpnote Ol To pavieBoD GOG Y10 ETICKEYELG OE YIOTPO KOl EPYACTNPLOKES EEETAGELC.

AvT0 T0 PAPUOKO UTOPEL VO, LEDGEL TOV 0PIOUO TV OUOTETAAI®V OTIS EBOOUAdEG LETA TN YopNYNon
TOV, YEYOVOG TTOL UTopel va v&ENGeL Tov Kivouvo aupoppayioc. MIAGTE e TO YLOTpd GOG TPV TAPETE
OTOLOONTOTE PAPLLOKO 1] CUUTANPMUOATO TOV UTOPEL VOL EXNPEAGOVV TNV IKAVOTNTO TOV OPYAVIGHOD
C0G VO GTAUOTAGEL TV apoppayio, OTMG aomipivn 1 eapraKe Tov TEPLEYOLY aomipivn, Pappapivn 1
Brrapivn E. Evnuepoote apuéomg Tov y1otpod cog e4v £xete aoLVROIoTOVG HOA®TEG 1 CLLOppOyic,
pwoppayieg, aoppayio Tov ovA®V 6tav Bovptoilete Ta S0VTIO 0OG 1| LOOPA CKIGTULOTA.

Novtia kot épetog

Mmropei va, £xete vootia kot EUETO TNV NUEPA TOV AUUPAVETE AVTO TO PAPLOKO 1 TIG TPDTEG NUEPES
petd. O ylotpdc cog Wtopel vo oag YopnynoeL appako mpy amd T Bepaneio Gog yio vo amoTpEYeTe
™ vavTtia kot Tov gpetd. O yiatpdg cag mhavov vo GuVTOYOYPUPNGEL PAPLOKO KATA TNG VALTING TOV
umopeite va mapete 6to onitt coc. 'Exete avtd ta eappoaka 6to ¥épt 6tav ta ypeidleote. Koiéote 1o
YrTpo Go¢ GV dgv pumopeite va Taipvete VYPE amd TO GTOUN AOYM VOVTIOG Ko ELETOV

O&D yoAvepyiKd GOVIpOLO



AvTd 10 PAPUAKO UTOPEL VO ETNPEGGEL LEPOC TOV VEVPIKOD GO GUGTILLOTOG TOV EAEYYEL TIG EKKPIOELS
TOV GMUOTOG, 0OTYDVTAG GE OLTO TTOL Elval YV®OTO MG YOAVEPYIKO cOvdpopo. Ta coumtopata propet
va TEPLOUPAVOLV PIVIKY| Katappor], avénpuévo ollo, Tepicoela dakpO®V oTa LAt EQIdpoT,
EEay, KOIMOKEG KpAUTES Kal Odppota. APNOTE TO YoTpd GOC 1] TNV VOoAeLTPL Vo Yvmpilet
OUECMC EAV TOPUTNPNOETE KATOLO OO OVTE TO, GLUTTMOUATO, KOODS VTAPYOVY PAPLAKO TOV HUTOPOVY
va 6og fondnoovy va ta eAéyete.

Alotapoay€c Tov TVEL IOV

Yrdvia, ol AvBpwmol o ovTd TO PAPHOKO Exovv cofapd TpofAnata otovg Tvevpoveg, Evnuepoote
OUECMG TO YIOTPO 0aG €AV EYETE VEO 1] EMOEVOVUEVO Priya, Suokolio otnv avomvon kot Topetd. O
YITPOG GOG I0MG XPELNCTEL VO, GTANATAOEL 1) Ogpameio 6OG Y10 VO AVTIUETOTIGEL AVTO TO TPOPATLLOL.

Av16 10 Papuako propel va avénoet Tov kivouvo peydlmv Opoppwv aipatog otig pAEPES TV TOdDV
N TOV IVELUOV®V, 01 00101 UTOPOVV VO, TAEIOEYOLV GE AL LEPT] TOV CAOUATOG, OTTMG OL TVEVIOVEG 1
0 eyképoroc. Evnuepmote apuécmg Tov ylotpd cog Qv Tapatnpnoete movo oto 6thoc, dvomvola
apn&po, mdvo, epuBpdtnta N Leotactd o Eva yEPL 1 TO.

Xpdvio evteptkn eAeyuovn Kot / 1 EVIEPIKN amdepaln
KoAéote 10 yrotpd oG edv £xete TOVO TNV KOIMA GO KOl OEV UTOPEITE VO LETAKIVICETE TOL EVIEPA
006, EWOKE GV £YETE EMIONG POVCKM®LO KO ATDAELY TNG OpeEENC.

Oepameio axTivoPoliog

Edv vrofAn0nkate mpoécpata oe Oepaneia pe axtvobepameio tng TuéAov 1 TG Kothag, pmopet va
dtoTpéxete aVENUEVO KIVOLVO avATTLENG KATAGTOANG TOL LLELOD TV 00TMV (e€AVTANION TV
KUTTAP®V TOV HVEAOD TOV 06TAOV). [Tapakaiovpe va WANGETE e TO YITPO GOC TPV EEKIVIGETE TO
Irinotecan/Viatris.

Neppikn Aettovpyia
"Exovv avapepbel mepintdoelg veppikng SuGAELTOVPYINS.

Kopdiakég datapoyég

Evnuepaote 10 yotpd cog edv naoyete / mioyeTe amd Kapdlokn vOoo 1 eGv Exete AdPet
avTikapkwvikd edppoka. O yotpdsg cos Ba oag Tapakorovdnoet otevd kot Oa cuinoet poli cog T
UopohV va. HelwBobv o1 Tapdyovteg Kivdbuvou (Yio TapAdeLy Lol TO KATVIGE, 1] VYNAT apTNPLOKT
TEST KOl 1] VYNAN TEPIEKTIKOTNTO GE AMTOPA).

Ayyelakég datapoyég

H pwotekdvn ondvia cuoyetiletot pe dtatapayég T pong Tov aipatog (Opoupor aipartog ota ayyeia
TOV TOJDV Kot ToV Tveuudvmv) Kot uropei va copPel omdvia oe acheveig pe molhamrlods mapdyoveg
KLvoUVOoL.

Alheg

AvTd 10 EAPLAKO UTOPEL VO TPOKOAEGEL TANYEC GTO GTOUA 1) OTO YEIAT, CLYVA EVTIOS TOV TPDTOV
gPoopadmv petd v Evapén g Bepomneiag. Avtd pnopel va TpokaAéoel TOVO 61O GTOA, aioppayia,
N axopo Kot TPOPANUa e To eaynto. O yutpog 1 1 VOGOKOUN GOG UTOPEL Vo TPOTEIVEL TPOTOVG Vi
pelwbel avtod, OTMG 1 AALXYT TOL TPOTOV OV TPAOTE 1| TMG Povptoilete Ta d6vTIO cag. Edv ypelaotel,
0 Y10TpdG GOG UTOPEL VO GUVTOYOYPUPNGEL PAPLOKO Y10 va. fonBnocel e tov Tovo.

INo T pogopics avTicOAANYNS Kol ONAAGROV, avaTPEETE OTIS TANPOPOPIES TOV TAPEYOVTUL
TOPUKATO 6TO TR, AVTIGOAAM YT, EYKVROGUVI], ONAaGNOS Kol YOVIROTTO

Evnuepaote 10 ylotpd 1 Tov 0dovtiatpd cog 0Tt Bpickeste o ovTd TO PAPHOKO, £V oYedALETE VAL
KAVETE YEPOVPYIKT EMEUPAOT 1 KAmToLo StadtKacio.

Edv ypnowonoteitonl 6 cUVOVAGHO Le GALO AVTIKOPKIVIKE PAPLOKO. Y10 TNV KOTAGTOCT GG,
BeParmbeite 611 £xete dafdoet emiong Ta LAAGSIIA Y10 TO GALO QAPLOKO.



Edv cag €xetl mel o yrotpog oag 0TL £xete dusaveSio o OPIGIEVI CAKYOPO, EMKOVMVIOTE LE TO YLUTPO
GOG TPV TAPETE AVTO TO POPLOKEVLTIKO TPOTOV.

Howora ko Epnpor
Agv gpapuoleton

Al eappoxa kan Irinotecan/Viatris

To Irinotecan/Viatris pmopei va aAANAETISPACEL e OPIGUEVE PAPLLOKO, KoL GUUTANPOUOTO, TO, OO0
umopel gite va av&NoovV 1 VoL LELMGOVV TO EMINMESO TOL POPLAKOV 6TO aipla cog. Evnuepmote to
YOITPO M| TO PAPUOKOTOLO GG EAV YPNOUOTOLEITE, EYETE YPT|CULOTONGEL TPOGPATA 1| EVOEYETAL VAL
YPMNOLLOTOGETE KATOLO OO TO, TOPAUKATO:

» Oppaka Tov ypnolponoovvTo yia T Oepaneia g kpiong (kapPopalenivn, eawvoBapPirdin,
QOIVVTOIVT] KOl QOGOAIVLTOTVT))

» Oappaka oV ¥PNCLUOTOIOVVTAL Yia TN Oepameio puKNTIOCIK®Y AOUdEEDV (keToKOVALOAN,
rpaxovaloin, Boptkovaloin kot molakovaloin)

* Oappaka oV ypnoiporolovvtal yia T Bepaneio faxtnprokne Aoipméng (kKhapBpopvkivn,
gpvOBpopvkivn kot teAdpopvkivn)

» Oppaka Tov ypnotponotovvTol yia T Oepaneio g pupaTioong (PLEAUTIKIVY Kot pLoapumonTivn)
* BoAcapdyopto (puTikd GOUTANPOUL S10TPOPNG)

» Zovtava eEacbevnuéva epforta

» Oappaka wov ypnoiponotovvtot yia tn Oepaneia tov HIV (wdwvafipn, pitovapipn, amprenavir,
eooaumpevofipn, vekpwafipn, atazanavir kot GAAo)

* OAppoKa TOV YPNCLULOTOIOVVTOL Y10 TV KATAGTOAN TOV 0lVOGOTOUTIKOD GUGTIUATOG TOV
OPYOAVIGLOV GOG Y10 TNV OTOTPOTN TNG AmOPPIYNE LOGYELLTOC (KVKAOGTOPivY Ko tacrolimus)

» Oappaka Tov ypnotponotovvTo yio T Bepaneia Tov Kapkivov (regorafenib, crizotinib ko idelalisib
KOl 0oV Tapion)

* Avtayoviotég g Prrapiving K (kowvd apoiwtikd tov aipatog énwe 1 fopeapivn)

* OAppaKa TOV YPNCLUOTOIOVVTOL Y1l T YOAAPMOT] TOV HVMV TOL YPNCULOTOLOVVTAL KATA T
SlpKeLa TNG YEVIKNG avalcOnoiog kot yeipovpyikng enépfaong (covéapeddvio)

* 5-pBopoovpakiin / porvikd o&n

* To bevacizumab (avacToAéng TG ovATTUENG TOV AUOPOPOV ayYEi®V)

* To Cetuximab (évag avactoréag vrodoyéa EGF)

Evnuepdote 10 y1aTpd, TO QUPUAKOTOLO 1 T VOGOKOUO COG TPV GOg xopnynoel ipivotekdvn edv
&xete NON N £xeTe KAvEL TpOcaTa ynuetodepameio (kot axtivodepamneia).

Mnyv EgkiviioeTe 1| GTOUOTHGETE VO TOpVETE PAapLaKo evd Bpiokeote oto Irinotecan/Viatris yopic va
WANCETE TPOTA L€ TO YIOTPO COG.

Av1d 10 QapuraKo umopel vo TpokaAiéael coPapn dtdppota. [Ipocmabnote va amoevyete o KaBopTIKd
KOl TO LOAOKOTIKA TOV KOTPAV®V VD TOIPVETE QVTO TO PAPLLOKO.

Mmopel vo, vTpyovy TEPIGGOTEPA PAPLLOKO TTOV dAANAETOpOVV e To Irinotecan/Viatris.
Emikowvovnote pe 1o y1otpo, 1o QopUOKOTOoLd 1] T VOGOKOLN GO GYETIKA UE TO GAAN PApLLOKL, TO
BoTove KOl TO GUUTANPOUOTO KOL EAV TO OAKOOA UTOPEL VO TPOKAAEGEL TPOPANUATO LUE AVTO TO

QAPLLOKO.

AvtioOAnyn, Kinon, 0nlaopdg kot yovipotnra

AvticOAANyN

Edv eiote yuvaika oe ovamopoy®ylk nAkio, tOTE TPETEL VO YPNCULOTOMGETE AMTOTEAEGILOTIKY
AVTIGUAAN YT KATA T O1APKELD KOl MG Kot 6 UVeS PLETd TN dlakomh TG Depoaneiog.

Q¢ avopag, TPEMEL VO PNCLOTOLEITE AMOTEAEGUATIKY OVTICOAANYT KT TN O1dpKeld Kol £m¢ Kot 3
unveg uetd ™ dwaxonn Oepameiag. Eival onuavtiko vo ehéyéete e TO YTpd GOG GYETIKG, LE TO €10M
OTTOTELECLLOTIKNG OVTIGOAANYNG TOV UmopovV va xproiporotnfoiv katd t didpkela g Beponeiog pe



oVTO TO PAPLLOKO.

Konon

Av1d 10 Qdproko pmopel va mpokarésel TpoPfAnuota e o EUPpvo edv Anedel Katd ™ oTIYUN TG
GUAMYNG M KOTA T dldipketa TG eykvpoovvng. Ilptv amd v Evapén g Bepamneiog, o yiatpdc cag Ba
dtoporicetl 0Tt dev giote Eykvoc.

Edwv giote éyxvog, vouilete O6t1 pmopel va giote £ykvoc 1 oyedlalete va, £xete maidi, pOTNOTE TO YIUTPO
N TO POPHOKOTOLO GOG Y10 GUUBOVAN TPV TAPETE AVTO TO PAPUAKO.

Oniacudc
H 1pwotekdvn kot ot petaforiteg tng anekkpivovtal 6To avOpdOTVO UnTptkd YaAa.
O Onhoopodg mpénet va StakomTETAL Yo OAN TN didpKela Tng OBepomeiog oag pe avtd T0 PAPUAKO.

Edv OnAdalete, {ntote T GuuBovi| TOL YLOTPOY 1| TOL PUPUUKOTOL0D GOG TPV TUPETE AVTO TO
(PAPLLOKO.

Tovipdtta

Agv &yovv yivel peréteg, mapoia aVTA, AVTO TO PAPLOKO UTOPEL VUL EXNPEAGEL T YOVIILOTNTO.
Yv{ntnote e To YiTpd 00G GYETIKA e TOV THOVO KIVOUVO LE dLTO TO PAPUOKO KoL TIG EMAOYESG TTOV
UIopEl va S1oTnPiGovY TNV IKOVOTNTA GOG VO EXETE TOUOLA.

O0fyNoN KoL LEPIOROS PNY AV RATOV

Mmropei vo, mapoatnpfoste 01t giote Lolopuévog/n kat / 1 0Tt £xeTe TPOPANUO LE TNV OPACT GOG TIC
npmTEG 24 dpeg mepimov petd tn AMjyn avtod Tov pappdakov. Mnv odnyeite kot pn xepileote
UNYOVILLOTO 0V EYETE TOPEVEPYELEC.

To Irinotecan/Viatris wepiéyer copprroin ko vatpuo.

H copPiroin givar anyn epovktodlng. Edv eceic (1] To moudi oag) £xete kAnpovopkn dvoaveéio ot
epovktdln (HFI), o omdvia yevetikn dtatapoyn, eo€ic (1 To Toudi cag) oev mpémet vo Aapavete
avto to edppako. O acBeveic pe HFI dev pmopodv va dtasmdoovy T ¢povktdln, | omoia propet vo
TPOKAAEGEL GOPAPEG TOPEVEPYELEC.

[Ipémel va evnuepdoETE TO YIATPO GOG TPV AAPETE AVTO TO PAPLOKO, AV £0€lg (1] TO TOdl GaG) EYeTe
HFI 7 edv to mondi dev umopet mAéov va maipvetl YAvkd tpdoipa 1 Totd emeldn acOdveral dppwoto,
TAoM Yo EUETO 1] AGOAVETOL OLGAPESTA OTMG POVCKMLLO, KPAUTEG GTOUAYOV 1| dLdppola.

AVTO TO PUPUOKEVTIKO TPOIdV TTEPLEYEL MyOTEPO 0O 1 mmol vatpiov (23 mg) avd @laAidio, dniadn
OVLGLUGTIKA «XWPIC VATPLON.

3. IIog va mapete To Irinotecan/Viatris

Xpnoiponoleite TvTo aVTO TO PAPLOKO OKPPOG OTWS G0G €l 0 YaTpog oag. EAEyETe Le 10 yiotpo
oag eav dev giote PEPatot.

To Irinotecan/Viatris 8a oag yopnynbei amd enayyelpatieg Tov topéa g LYEiag.

O ywtpdc oag pmopei va ovotioet po eétacn DNA mpwv amd v tpadtn 66o1 tov Irinotecan/Viatris.
Mepkoi dvBpmmor ivar yevetikd mBavOoTEPO Vo £0VV OPLGUEVES TAPEVEPYELES OO TO (PAPLLOKO.

To mocd tov Irinotecan/Viatris mov Oo AdPete e€optdror amd TOAAODC TOPAYOVTES, OTMG TO VYOG Kal
10 Bapog cag, Ta yevikd oag mpoPAnpata vysiog 1 dAla TpoPfAnpata vyelag Kot ToV TOTO TOL

Kapkivov N g katdotaong mov avtipetonilete. O yatpog cag Ba kabopicet tn doom Kot To
YPOVOOLAYPOLLLLAL.



To Irinotecan/Viatris gvietar og eAEPa pécw evéoeriPrag 0dov (IV). Oa Adfete awtnyv TNV £veon o€
KAMvikn 1 vocokopetokn mepiboiyn. To Irinotecan/Viatris npénet va yopnyeitar apyd ko 1 Eyyvon IV
umopel va dtopkécel Emg 90 Aemtd Yo voL OAOKANpmOE.

Mmnopel va cag yopnynovv dAia eappaka yio TNy TpOANYN TG VOUTIOG, TOV EUETOV, TNG SLAPPOLNG
Ko GAA@V avemBopntmv evepyeldv evod Aapupavete to Irinotecan/Viatris. Mmopei va ypelactei va
GUVEYIGETE VO YPTGILOTTOLEITE AVTA TO PAPLLOKO Y10l TOVAGYIGTOV pio NILEPA LETE TNV £YYVOT TOL
Irinotecan/Viatris.

Evnuepaote toug ppovtiotég oag edv arcbavbeite kavon, tdévo 1 oidnuo yopw and m IV Berdva dtav
gyyvBei o Irinotecan/Viatris. Edv to eappaxo drapedyet amd ™ eAEBa umopel va mpokarécet PAGSN
0TOVG 10ToVG. Edv eppavicete movo 1 mopatnpnoete pufpotnta 1 oidnua ot 6éon IV evod
AopBavere to Irinotecan/Viatris, tpogidomomote auéc®S TOV EnayyEAUATIO VYEING OOG.

Yndpyovv onuepa ToAAG Tpoypaupoto Bepaneiog Tov cuvictdvtot yio to Irinotecan/Viatris. Zvvr0mg
yopnyeitot gite pio @opd kabe 3 fdopddeg (to Irinotecan/Viatris yopnyeitar povo tov) 1 pio popd
KaOe 2 efdopdadeg (to Irinotecan/Viatris yopnyeitoan o€ cuvdvaouod pe SFU // FA ynueoBepamneio). H
o001 Oa e&aptnOel amd d1aPopPovg TAPAYOVTES, OTMS TO TPOYPOULO Oepaneiag, TO COUATIKO Gag
péyebog, Tnv nAkio 6og Kot TN YEVIKT KOTAGTACT TG LYEiNG 6ag, Tov aptBpud Tov aipatdg 6og, T0
1660 KaAd Aettovpyel To Nrap, To €4V €xete aKTvOPoAel GTNV KO / £(0VV TOPEVEPYELES OTTMG
ddppota.

Movo o yiatpds cog pmopel va a&lohoynoet T dtdpkela g Bepamneiog.

Eav ypnowpononjcete peyordtepn moocotnta Irinotecan/Viatris amé tnv kavoviki)

Zntmote 1otpkn Pondeia Ektaxtng avaykng. Ta coumtdpate VIEPSOGOL0YiNG EVOEXETAL VO
TEPIAAUPAVOLY LEPIKES OO TIC GOPAPES AVETIBVUNTEG EVEPYELEG TTOVL AVOPEPOVTOL GE QVTOV TOV 001Y0
QOPUAKOV.

Eav Egyaoete va ypnoporomjcete To Irinotecan/Viatris
KaAéote 10 yrotpo cog yio odnyieg av dgv cog ypelaotel pavtefov ya v éveon Irinotecan/Viatris.

Edv éyete meportépm amopieg GYETIKA e TN YPNON ALTOL TOL PAPUAKOV, POTNOTE TO YULTPO, TOV
QOPUOKOTOL) 1 T VOGOKOLO GOC.

4, IMBavéig avemBounTes evépyereg

Onwg 6Aa To pAPLLOKD, £TGL KOL 0VTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYEIEG AV
Kot 6gv Tapovctdlovtatl 6 GAOVG ToVS avBpOTOLG,.

Kdmoeg mapevépyeieg pmopet va givar coPapég. [Ipémetl va emkovavnoete aUESMG UE TO YI0TPO GOg
€4V eUPOVIcETE KATO10 amd 0L TA HETA 0o coPapég avemBounteg evépyeieg (BA. [lapdypapo 2).

ITapte wTpikn fondeia EKTOKTNG avAYKNG 6V £YETE KATO10 0d 0VTA TOL GNUASLO AAAEPYIKNG
avtidpaong: kvidmon. 60cKoAN avamvor]. TPHELLO TOV TPOGMITOV, TOV XEIMDV, TG YADCOAG 1] TOV
Adipov.

* d1appota (PAéme mapdypapo 2)

* [Ipcdwun didppoia: TTapovsialetar viog 24 wpmv omd TN AW LTOV TOV PAPHAKOL, GUVOOEVOLEVT
07t0 GLUTTOUOTO PVIKT KATAPPOT, CENUEVT Glokyio, VYPA patia, epidpmon, EEoym, KOIALOKN
Kkpaumec. (Avtd umopel va copPel katd tn S1dpKeLa TG YOPYNONG TOL POPLAKOV, OV VL,
TPOEBONONOTE OUECHOS TOV Y1ATPO G0G.) Mmopel va d00el PapUAKEVTIKY Oy®YT Yl VO GTOUOTACEL 1] /
KO VO LELOGEL ALTH TNV TPOUN avemBOUNTN evEpyeLa,).

*"Yortepn oiappotia: [apovoialetar peyardtepn omd 24 dpeg amd T AYN avTod TOL PapUAKoV.
AOY® aVNGLYLDV GYETIKA LE TNV OPLIATMOON KOl TIG AVIGOPPOTIES TOV NAEKTPOAVTOV L ddppota,



elvarl onpovTiKd vo 10TE € ETOPTN LLE TOVE EMAYYEALATIEG VYEIOG Y10 TOPAKOAOVON O KO Y10l
GUUPOVAEG Y10 TN POPUOKEVTIKT OY®YT KOL T1 S0TPOPT.

2u{noTe L 1o YaTpd N TN VOCOKOUM GO GV ELPAVIGETE OTOLOONTOTE OITO TO TOPUKATM

GUUTTAOLOTOL

Zountopoto Toyxvotnra ” epedviong otn Toyvomtal epedviong o
MovoBepameiog cuvovacuévn Bepameio

Acvvifiota youniog [ToAvd cuyvéc [ToAvd cuyvéc
aplOpoc Aevkmv
opoc@opiev mov propet
Vo oG EVEYOLV oENLEVO
Kivouvo yio Aoipmén
Xouniog apdpog epubpav | ITodd cvyvég [ToAvd cuyvéc
opoceapinv
TPOKAADVTOG KOTMOT) KOl
OVOKOALN GTNV AVATVOT
Mewopévn 6peén [ToAvd cuyvéc [ToAvd cuyvéc
Xohvepykd cuvdpopo (BA | [ToAd cuyvég [ToAb cvyvég
IIpocéte Wiaitepa e
Irinotecan/Viatris)
"Epetog [ToAb cvyvéc [ToAb cvyvéc
Noavtia [ToAvd cuyvéc [ToAvd cuyvéc
Kook dAyog [ToAb cvyvéc Yuyveéc
AmdAelo TPy OV [ToAvd cuyvéc [ToAvd cuyvéc
(avaotpéyiun)
DdLeypovn Tov [ToAvd cuyvéc [ToAvd cuyvéc
PArevvoyoveov
TTvpetog [ToAb cvyvéc Yuyveéc
AtoOnpo advvopiog kot [ToAvd cuyvéc [ToAvd cuyvéc
ENdenym evépyelag
XapnAog ap1fpoc Yuyvéc [ToAb cvyvéc
aponetadiov (KoTTOpa
aipatog mov fonbovv otnv
mén) mov pmopei va
TPOKAALEGOVV LOADTEG 1
ooppayio
Mn puctloloyikég TIHEG Yuyvég [ToAvd cuyvéc
EAEYYOL TG NITATIKNG
Aettovpyiog
Aolpwén Yuyvég Yuyvég
Xopuniodg apBpdg Aevkdv Yuyveéc Yuyveéc
OLHLOCQOIPIOV UE TUPETH
Avcrototnta Xuyveég Xuyveég
Mn @LGLOAOYIKES TILEG Yuyveéc Agv avoeéptnkay
doKociog veppikng
Aertovpyiog

* TIoAb cuyvég: umopel va ennpedoovy nepiocdtepa and 1 ota 10 dropo
T Suyvég: umopei va enmpedoovy éoc 1 ota 10 dropo

Mn yvootég: 1 cuyvotnta dev pmopel va exktiun et pe Baon ta dabécipa dedopéval




* YoPapn, exipovn N opatnpn ddppota wov Umopel va oYeTileETOL LE TOVO GTO GTOLAYL 1] TVPETO) TOV
mpokaAeitar omd Paktnpidia mov ovopdlovtor (Clostridium difficile)

* Moilpmén aiportog

* MuKNTIOG1IKEG AOUMEELS

* Joyeveig Aotudéelg

* Apuddatwon (AOyw d1dppotag Kot ELETOV)

* ZAAN, YpNYOPOC KapdloKOc TaAUOC Kot yAmud dépo (Lo KOTAGTIoT ToL ovoudleTol vooyKauio)
* AAdepyikn| ovtidpoon

* [Ipocwpvég dratapayég ophiag katd tn d1dpkeia 1 Alyo petd ) Bepomeio

* [Tivédha kKo Behdveg

* Yymhn aptnprokn mieomn (Kotd ) Stdpkela | LETA TV Eyyvon)

* Kapdiaxd tpopfinquoto®

* AcBéveln Tov vedpova mov Tpokaiel cuptypd kot dvomvora (BA. apdypaeo 2)
* Pé&po

* Evtepwcn amodepatn

* MeyéBuvon tov may€og eviépov

* Awpoppayia amd ta Eviepa

» OAeyoVT| TOV TAYXEOG EVTEPOV

* Mn @UG10AOYIKA ATOTEAEGLLOTO EPYOCTNPLOKAOY EEETACEMY

* Tpdma oto évtepo

* Amopn nroTikn voco

* AgplrOTIKEG AVTIOPACELG

* Avtidpdoeig 6o onpeio 6mov yopnynonke To eéppoKo

* XounAo eninedo KaAiov 6To aipa

* XounAo eninedo olotiob 6T0 aiplo Tov oXeTIeTon Kupimg e SiippoLo Kot EUETO
* Muikéc Kpapmeg

* Neppkd mpofiqpoto *

* XounAn mieon aipatog*

* YMAVIEG TEPIMTMOGELG ALTAOV TOV TEPLOTATIKAOV EYovv Topatnpndel oe acbeveic mov eppdvicav
EMEGOO10 APLOATOONG TTOL GyeTiovTal Ue dtappota 1 / Kot EUETO 1| e AOIUMDEELS TOV OULOITOC.

AvoQopd avemBipunTov EVEPYELOV

Edv mapatnpnioete kamoto avemBountn evépyeta, EVNUEPDOTE TO YLOTPO 6aG. AVTd 1GYVEL KO Yid
k&€ TOAVY avemBOUNTN EVEPYELD TOV JEV AVAPEPETAL GTO POV PVAAO 0dNYIDV Ypnons. Mropeite,
emiong, va avapépete avemBounTeg evépyeleg anevbeiog otov EOviko Opyaviopd Ooppakwmy
(Mecoyeiwv 284, 15562 Xoiapyog, ABnva, Tni: + 30 21 32040380/337, ®a&: + 30 21 06549585,
Iototonog: www.eof.gr). Méom g avapopds avembountov evepyeidv punopsite vo fondnoete ot
GLAAOYN TTEPLGGOTEP®V TAT|POPOPLDY GYETIKA UE TNV UCPUAELD, TOV TOPOVTOG POPUAKOV.

5. IIag va pvrhdooste To Irinotecan/Viatris
dvidooete og Beppokpacio pikpotepn twv 25°C. Mnv katoyOyETE.

Na pn ypnolponoteite ovtd T0 PAPHOKO UETE TV MUEPOUNViD ANENG TOV OVAQEPETAL GTO XAPTIVO
KovTi ] 6T0 PLOAISI0 petd to «AHZEH» (kovti) 1 10 «kEXPy» (proridio). H nuepounvia Anéng etvau n
Televtaio NUEPA TOL UAVA TTOL OVOPEPETOL EKEL.

duidocete T0 PLOAIdI0 6TO EEMTEPIKO YAPTIVO KOVTL Y10, VO TPOGTATEVETAUL OO TO MG,

Metd amd apainorn og diddvpa yhoptovyov vatpiov 0,9% (9 mg / ml) | oe Sdhvpo YAvkoing 5% (50
mg / ml), n ynuikn Kot euoikn otabepdTnTo KoTd TN YpNom Exel omode el yuo 24 dpeg otovg 2 © C
€wg 8 ° C ko 25 ° C, TposTaTELUEVO ATO TO PG,

Amd pikpofroroyikn dmoy, ektog edv 1 uEBodoc avoiyuatog / apainong amokAgiel Tov Kivouvo
pkpofroxng poAvveng, to Tpoidv Ba mpémel va ypnoionoteiton apecwc. Av dev ypnotporoindel


http://www.eof.gr/

apESmC, 01 XPOVOL KOl 01 GUVONKES amoBnkevone KaTd T ¥pnom ivar evBdvn Tov YpIoTN.

MnV xpnoCIUOTOIEITE 0VTO TO PAPLOKO €GV Tapatnproete {{nua ota LoAidlo 1 LETA TNV apainoT, TO
TPOioV TPEmel va amopplebel cOpEmva Le TIC LV BELS SLUOIKUGIES Y10 KOTTUPOTOEIKOVE TAPAYOVTEC.

Mnyv metdite eApUAKA GTO VEPD NG amoyETELONS. POTNoTE TOV QapaKkomold Gog yio T0 TS Vo
TETAEETE T PAPLLOKO, TTOV OEV YPTOILOTOLEITE Tl AvTd T péTpa B fonbcovy oty Tpoctacic Tov
nepPArAOVTOC.

6. Ilepreydpeva TS CVOGKEVAGIOG KOl AOLTEG TANPOPOPIES
T negpréyer to Irinotecan/Viatris :

- H dpactikn ovoia givail 1 vOpoYA®PIKT TPIOPIKY IPVOTEKAVT.

Kdabe proridro tov 2 ml mepiéyet 40 mg vépoyA®PIKNG TPWIPIKNAG IPIVOTEKAVNC, TO, 0TI
ooduvapovy pe 34,66 mg 1pvoTeKAvNG.

Kd&0e proridro tov 5 ml mepiéyet 100 mg vopoyAmpukig TPLLOPIKNG PVOTEKAVNG, TO OTTOl0
1GodLVVOUOVY pe 86,65 mg 1p1voTEKAVNC.

KébBe prorido tov 15 ml mepiéyet 300 mg vdpoyAwpikig TPLLOPIKNG LPVOTEKAVIG, T OTTOLa!
1GodLVVOUODVY pEe 259,95 mg pvotekdvng.

Kd&0e proridro tav 25 ml mepiéyel 500 mg vdpoyAmptkng TPOPIKNG IPIVOTEKAVNG, TA OTOl0,
woduvapovv pe 433,25 mg 1pvotexdvng.

I ml ToKvod dAVPATOG Y10 TAPACKELT] SIHADLATOG TTPOG £yxvom mepiEyel 20 mg VIPOYAMPIKNG
TPIOPIKNG IPIVOTEKAVG, T OOl 1ooduvapovy pe 17,33 mg ipvotekdvng.

- Ta dGALa cvototikd givol : copPrtodn E420, yoroaktikd o0&, vatpiov vdpo&eidio (yio poOuion tov
pH), evéoipo Komp.

Ep@avien tov Irinotecan/Viatris kot mepleyopevo TG 6VOKELOGIOG

To @apuako ovtod givar 6T Hopen TUKVODH SLEAVUATOS Yo dtdAvpa TTpog £yyvon. Eival éva dtavyég
Stdvpa.

DroAidia (Yodhvo kexpiumapdypmpo Tomov I) tov 2 ml 1 tov 5 mlfq tov 15 mlfq tov 25 ml
SAOPATOG, Ta OTToleL PEPOVY EAAGTIKO TAOUA ad YAMPOBOVTOALO KOl ETITOUA (ATOCTOUEVO ~TOTOV
flip off-). Zvokevacio tov 1, 5, 10 kot 20 eroAdiov.

Mmnopet va. unv KuKAOQOpoLV OAEG Ol GUGKEVAGIEC.

Karoyog Adsrog Kvkhogopiog ko [lapackevactig

Kdroyoc Adsiog Kvklogopiag
Viatris Limited

Damastown Industrial Park
Mulhuddart

Dublin 15, DUBLIN

IpAavdia

TomKOS AVTITPOGMTOS
Viatris Hellas Ltd




A. Mecoyeiov 253-255
154 51 N. Poywod
AbMva, EALGSa

TnA.: 2100 100 002

Hopaokevaostic:
"H Viatris Sante., 1 Rue De Turin, Lyon, 69007, T'aAAio
'H VIANEX A.E., Epy. I, 16° yAp. Aswo. Mapabmvog, 15351 [TaAinvn, Attikng, EALGSa

To wapév gOLLo 0dNYLOV YpRoNG eYKPiONKE Y10 TEAEVTAIN POPa TO LemTépPpro 2023.

O A poopicc Tov aK0LoVO0VY aTEVOVVOVTUL HOVO GE Y1O.TPOVS 1| EMAYYELNOTIES TOV TOREN TG
VYEWOVOKN G TEPIBUAYNG:

Odnyieg ypriong / YEIPLOHOV, TAPAGKEVNS KOl 001 Y0G amdppwyng Yo to Irinotecan/Viatris avkvo
OldAvpa Yo TopaoKeLY] SLOADHATOS TPOGS EYYvon

XPHXH/XEIPIZEMOX

Onwg woydet Kot e TOVG GALOVS OVTIVEOTAUG LOTIKOVG TTOPAYOVTESG, 1| TPOETOUACIO KOl O YEPLOHOG
tov Irinotecan/Viatris 0o mpénel vo mpaypartonoteitat pe mpoocoyn. Amotteital ) yprion
TPOGTAUTEVTIKAV YUOADV, LACKOG KOL YOVTIOV.

Edav to didlopa tov Irinotecan/Viatris 1) to didlvpa g €yyvong épbet o€ emapt| ue To déppa, TAOVETE
AMEZQY ka1 emoTopéve, TV TEPLOYN Ue vepod kot comovvi. Edv to didlvpa tov Irinotecan/Viatris 1
To dtddvpa g Eyyvong £pbet og emaen pe toug Prevvoydvoug Eemhbvete AMEXQY e vepo.

Hapaockevi] Tov gvooPiéProv draridpartog

Onwg 6Aa To EVEGILO QAPLOKA, TO OIAAVE, TNG PIVOTEKAVIG TPETEL VA TOPACKELALETAL LE YPTION
AOMTTNG TEYVIKNC.

Edv mapatnpnBet toyov inuo oto groridio ] 6To dtdAvpa LeTd TV apoimon, T0 TPoidv TPEMEL VA
amoppleOel cOUE®VA PE TIG TUTIKEG SLUOIKAGIEG Y10 TNV ATOPPIYN KVTTAPOTOEIKDV TOPAYOVIMV.

Mn ypniopomtomeete to Irinotecan/Viatris , edv mapatmpnoete opatd onueia amrocvvheong.
Avappoopnote pe Babuovopnpévn ocbpiyya, pe AoNITN TEYVIKY, TNV QTOLTOVUEVT TOCOTNTO TUKVOD
Sdrdvpotog Irinotecan/Viatris and to @loidio ko evécate e aokd 1 o€ PLIAN £yyxvong 250 ml wov
nepLexet elte drbAvpa yhoplovyov vatpiov 0,9% 1 ddivpa yAvkding 5%. To didhvpa mpog £yyxvon Ba
TPEMEL KATOTLY VO avopelyBel oYoAAoTIKA HECM TEPIGTPOPTG LLE TO YXEPL.

Yuviotatat, Yio vo petmbet o pikpofloroyikodg kivouvog, To SIeAD LT £YXVOTG VO TOPAcKELALOVTL
APESMG TPV YpNCILoToBovVY Kot 1 £yxvon va EEKvE TO GUVTOHOTEPO SLVATO UETA TNV TOPACKELT
mg. Edv de ypnoyomondel apéomg, ot xpdvot kot o1 cuVONKeg S10TPNOTG KATA TN XPHOT| Kol TPV
a6 TN ypnon eivar evBHvN Tov YprHoTn Kot Oe Bo TpEmel va vepPaivouy Tig 24 mpeg otoug 2 °C £mg 8
°C, ektdg ka1 av 1 apaimon &xel TpaypatorotBel VIO EAEYYOUEVEG KOl EMIKVPMUEVEG GLVOTKESG
acnyiog.

H éyyvon tov Irinotecan/Viatris mpénel va yiveton péoa oe mepipepikn 1 kevepikn oAERa. To
Irinotecan/Viatris dev mpénet va yopnyeitan og evooeAEPia bolus 1 evdoeAéPia Eyyvon pikpdTepn TV
30 Aemtadv 1| peyardtepn tov 90 Aentdv.

Azoppryn

‘O)la To VAMKE TTOV YPNOIUOTOON KAV TNV apaimaon Kal T xopnynon 0o mpénetl va amoppintoviol
COLPOVO, LLE TIC GLVNOEIC VOGOKOUELOKEG SLUOTKOGIEG TTOV 1GYDOVV Y10 TNV ATOPPIYT TOV
KUTTOPOTOEIKDY TAPAyOVTOV.



	 Εάν έχετε χρόνια φλεγμονώδη νόσο του εντέρου και / ή απόφραξη του εντέρου
	 Εάν είστε αλλεργικός στην υδροχλωρική τριυδρική ιρινοτεκάνη ή σε οποιοδήποτε άλλο από τα συστατικά αυτού του φαρμάκου (αναφέρονται στην παράγραφο 6)
	 Εάν είστε θηλάζουσα γυναίκα (βλ. παράγραφο 2)
	 Εάν το επίπεδο χολερυθρίνης σας είναι υψηλότερο από 3 φορές το ανώτερο όριο του φυσιολογικού εύρους Εάν έχετε σοβαρή ανεπάρκεια μυελού των οστών
	 Εάν είστε σε κακή γενική κατάσταση {Κατάσταση απόδοσης του ΠΟΥ (Παγκόσμιου Οργανισμού Υγείας) > 2 (κακή γενική κατάσταση)}
	 Εάν παίρνετε ή έχετε πάρει πρόσφατα St. John's Wort (ένα φυτικό, εκχύλισμα που περιέχει hypericum)
	 Εάν πρόκειται να λάβετε ή λάβατε πρόσφατα ζωντανά εξασθενημένα εμβόλια (εμβόλια κατά του κίτρινου πυρετού, της ανεμοβλογιάς, του έρπητα ζωστήρα, της ιλαράς, της παρωτίτιδας, της ερυθράς, της φυματίωσης, του ροταϊού, της γρίπης) και κατά τη διάρκεια ...
	- Η δραστική ουσία είναι η υδροχλωρική τριυδρική ιρινοτεκάνη.
	- Tα άλλα συστατικά είναι : σορβιτόλη E420, γαλακτικό οξύ, νατρίου υδροξείδιο (για ρύθμιση του pH), ενέσιμο ύδωρ.
	Το φάρμακο αυτό είναι στη μορφή πυκνού διαλύματος για διάλυμα προς έγχυση. Είναι ένα διαυγές διάλυμα.
	Φιαλίδια (γυάλινα κεχριμπαρόχρωμα τύπου Ι) των 2 ml ή των 5 ml ή των 15 ml ή των 25 ml διαλύματος, τα οποία φέρουν ελαστικό πώμα από χλωροβουτύλιο και επίπωμα (αποσπώμενο -τύπου flip off-). Συσκευασία των 1, 5, 10 και 20 φιαλιδίων.
	Παρασκευαστής:
	Απόρριψη


