JIMCTOBKA: HH®OPMAIINA 3A HOTPEBUTEJISA

Muromunue-C KroBa 2 mg, npax 3a HHKeKIHOHEH pa3TBOp
Mutomanun-C Knora 10 mg, npax 3a HHxeKIHOHEH DAa3TBOP
Muatomauue-C KpoBa 20 mg, npax 3a HHKeKIHOHEH PA3TBOP

AKTHBHO BEMEeCTBO: METOMHIHH

Mitomycin-C Kyowa 2 mg, powder for solution for injection
Mitomycin-C Kyowa 10 mg, powder for solution for injection
Mitomycin-C Kyowa 20 mg, powder for solution for injection

MOJISI, IPOYETETE BHUMATEJHO ISLIATA JIACTOBKA IIPEJH KA 3ATIOYHETE
1A TIPAEMATE TOBA JEKAPCTBO

e 3anazere Ta3W JUCTOBKA, 3alIIOTO MOXKe Jia BH ce HANOXHM 1a # NpoyeTeTe OTHOBO,

® AKO MMAaTe HAKAKBH AOITBLIHUTE/IHH BHIPOCH MONHTAHTEe B#]JIHSI JieKap Wid gapMalesT.

e ToBaNieKapcTBO € MpeAMKCcaHo JH4HO Ha Bac. He ro npeotcTonBaiiTe Ha apyru xopa. To Moxe na
MM HaBpEO¥, HE3aBHCHMO OT TOBA, Y€ TEXHHTE CHMITTOMH Ca ChIIUTE KaTo Bammure.

¢ AKO HAKOS OT HE)KENAHUTE JIEKAPCTBCHH PeakiiuH CTaHe CEpHO3HA, MITH 3alenexure ApYTH,
HEOIIMCAHH B Ta3H JMCTOBKA HEXKEJIaHH peaKIMH, MO yBefiloMeTe Balllns nekap KM (papMalesT.

KAKBO CBIBPXA TAZH HHPOPMAIIMOHHA JIMCTOBKA:
Kaxpo npeacrasngaea Muromuiiui-C KeoBa 4 3a - :
Ipenu ;; npremate Muromumn-C Krosa W3MTbAHUTES A ATERULIA ndo DE_KAPGTBAI&.
Kak na npuemate Muromuimn-C Keopa } Slucmosia - Mpunoxe:e 2 o R
BE3MOXKHH HEXKEAHH JICKapCTBCHH PCaKLvH
Kax na cexpanasate Muromuunn-C Krosa
JorsnHuTENHA MHQOPMALHA

SR

1. KAKBO ITPEACTABJISAIBA MUTOMHUITHH-C KbOBA H 3A KAKBO CE N3II0JI3BA
Murtomuin-C KsoBa € IpOTHBOTYMOPEH aHTHOMOTHK.
MutoMuuuH-C Ks0Ba ce H3013Ba 3a JICUCHHE HA paanntmb BHZIOBE OHKOJIOTHYHH 3a00/1s1BaHUA B
KOMOMHALUMA C APYTH JIEKApPCTBA WIM B CIIy4aWTe, KOFaTO JIEYCHHETO OT IbpBa JIHHMA ©
Hee(heKTUBHO.
Mutromuiius-C KnoBa ce H3moNi3Ba 3a NedcHHe Ha OHKQIOTHYHH 3a00/IIBAHHA CHC CICHHUTE
JOKAITH3aIHH:
o [Ilpu pax Ha nuxko4HMA Mexyp MuromuuuH-C KpoBa MOXe 1a c¢ npuiara BEHOSHO WM 1pes3
BAMBAHUA JUPEKTHO B MAKOUHMA MEXYP CleJl XUPYPrHIHO JICHCHUE 32 HAMAIABAHC HA PUCKA
OT peUMANBH Ha 3a60/IABaHETO. |
e [Ipy ameHOKapUMHOMH HAa CTOMAaXa, NaHKpeaca, XpaHompoBoaa, nebenoTo 4epBo, IMpaBoTo
4epBO H KIbYHHTe meTHA MutomuiH-C KeoBa MOXe a C¢ HM3MON3BA B KOMOMHALMA C
APYTH JIeKapCTBa.
e IIpH IWIOCKOKIETHYEH KAPLMHOM Ha aHyca, MuromulmH-C KpoBa MOXeE [ia ce H3MON3Ba B
KOMOMHAIMS ¢ APYTH JICKApCTBa WIH ¢ ThUY€ICUYCHHE.

e MuroMud-C KeoBa MOXe Jia ¢€ M3M0JI3Ba B mmﬁmqaum C JIPYTHU JIEKapCcTBa 34 JIEYCHHE Ha

HeApeOHOKIEThUEH Pak Ha Oemus Apol KM afieHOKapLIHOM Ha MIieUHaTa JKIIe3a.

2. TIPEJH JA IPHEMATE MATOMHIIUMH-C KbOBA
Jleuenuero ¢ Murommme-C KpoBa ce NpoBexaa noj HaOMOACHHETO Ha Jg
XMMHOTEPAIHATA.
Toii Tpa6Ba 1a B3eMe BCHYKH HEOOXOIMMH MepKH 32 6e30M1aCHOTO NPHIIOKCHHN




HHTpaBeHO3HATA aNNIMKALIAA MOXKe Ja Mpeau3BuKa Gomka, Bp3naieHHe niM obpasysaHe Ha TpoMG
BLB BEHO3HMA CHhA. MHTpaapTepHaTHOTO NPWIOKEHHE MOXKE a NpPEAU3BHKA CIEAHHTE KOXHH
Hapymenus: Gonka, 3auepBsiBaHe, epuTeM, OOpasyBaHe Ha MEXYPH, €PO3HHM HIH YNIEpaLHH,
KOMTO MOraT nia AoBefaT A0 KOXHA MM MYCKYJIHa Hekpo3a. [Ipm annuipaHe IUPEKTHO B
yepHOAPOOHATAa apTepHA, TMPOHUKBAHETO HA JIEKAPCTBCHMS PAa3TBOP HM3BBH TAPIeTHHTE 30HH
MOXKE Aa JOBeJie A0 CTOMAIINHO-YPEBHH pa3fA3BABAHMS, KBpBEHE, mepdopaiys, BBIMAICHHE Ha
NUTHYHHA MEXYP, YEPHOAPOOHH HApYLICHUA WA HApYIISHHA Ha XOTbYHMTE ITHTHIIA.

[Ipu NledeHHe HAa pak Ha MHUKOYHHMS MEXYp upe3 BBTPEMEXYPHH BIMBaHWA Ha MuTOMHUHH-C
KroBa ca HabmogaBany cyyad Ha ¢ubpo3a Ha cTeHaTa Ha MHUKOYHMA MEXYP, HAKOH, OT KOHTO
MOraT Aa noeeaat ao OpbpeuHa HeAOCTATHYHOCT.

HE IPHEMAWTE MUTOMHIINH-C KbOBA

Muromuma-C KrpoBa He TpabBa Ja ce H3mon3Ba IpH HM3BECTHH B MHMHAIOTO HAHHU 3a
CBPBX4YBCTBHTEIHOCT KbM HAKOM OT CHCTABKMTE Ha JICKAPCTBOTO WIH NIPH HAMHYHE Ha Pas/TMIHA
BHIOBE 3a00MABaHUA HA KPHBTA, YepHHA Apob uiu 6s0peuuTe.

OBFBPHETE CIIEITMAJIHO BHAMAHME ITPH YIIOTPEBATA HA MUTOMMIIHH-C
KbOBA

AKo uMate HapynicHH ObOpeysd wWid uYepHOApPOOHH (yHKIMH, TOBa MOXE jAa JOBeAe JO
YBE/IMYABAHE HA HEXKENAHWTE JIeKapcTBeHM peakuud. [IpH npHnoxeHwe Ha Jeua WIH Ha
IAOMEHTH B PEMPOAYKTHBHA BH3PACT € BL3MOXKHO fa 6ba¢ NOBIUAH Ohaemms penpoayKTHBEH
NOTEHINAIL.

AKO ¥MaTe MOATHMCHATa KOCTHOMO3bYHAa (QyHKUHA (0cOGEHO MpH BB3PACTHHM MAUMEHTH) KM
pHpEeKIMs (BKIIOYWTESIHO BapHileia), T€ MOTaT Ja Ce 3aABn0ovaT cliejl NMPHIOKCHHETO Ha
Muromuume-C KboBa; BE3MOXKHA € noABa Ha (paTaJIHM CHCTEMHH HapYyLICHU.

JleuernreTo HA BB3pPACTHH TALICHTH W Aetia Tpsabsa Aa ce mpujara cb¢ CCLHAIHO BHUMAHHE,
MOpajH NOBUIIEHHA PHCK OT HEXE/IAHHU JIEKAPCTBEHM PEaKLiUy IIPH Te3U IPYIHU NMalMCHTH.

IIPHEM HA APYTH JIEKAPCTBA

Muromuune-C KboBa Moke Ja B3auMOJEHCTBA ¢ HAKOH JpPYrd BHIOBE JICKapCTBa.
Hudopmupaiite JieKyBalllia CH JeKap, ako NpHEMaTe APYTH JICKapCTBa MO BpeMC Ha TepanuiTa,
3a 71a MOXKE JIa B3€Me M0/ BHUMaHHe TO3H daKT.

BPEMEHHOCT H KhbPMEHE
Muromuma-C KboBa He TpsGBa fa ce mpwiara Ha OpeMeHHH XXCHM M KbpMaukH, TBH KaTo
H3C/IeABAaHHATA HA )KUBOTHH ¢4 MOKA3aIH Bh3MOXKHM HApPYLUICHHA B PA3BUTHETO HA IUIOMA.

CeopikeTe ce HeaabasHO ¢ Bamns nexap ako ce ChbMHABaTe, Ye CTe OpeMeHHH.

HIOPUPAHE U PABOTA C MAIIIKNHHU
B peaxu ciayuau ca HabmonaBaHu ofia ¢1abocT H MOBUIICHA YMOPA, IIPH 110ABaTa, Ha KOUTO HE
TpsAGBa Aa wodupare WK Ja paboTHTE ¢ MALlIUHA.

3. KAK JA MTIPUEMATE MUTOMMIIUH-C KbOBA
TouHaTa JO3MPOBKA H YECTOTaTa Ha nmpuwioxenne Ha MuroMuuuH-C KboBa 3aBucAT oT Bainarta

BBR3PAcT, TEINIO, CHOBTCTBAIM 3abonaBaHMA W OOLIO CBCTOSAHHE, KAKTO H OT TOBAa [AjH
Muromnupa-C KsoBa me ce xoMOHHHpa ¢ ApyrH Jekapersa. IIpH mnosBa Ha HEXEIaHH
JIeKapCTBEHH PEaKIWH, KOMTO ca mpobiem, Aozata Ha MuromuimH-C KpoBa moxe na Opac
pamaneHa. Muromuiiue-C KroBa OOHKHOBEHO ce IMpunara HHXKEKIHOHHO WIM KaTO HH

KaTeThp.

3. Bb3MOXHHTE HEXEJIAHHA JJIEKAPCTBEHH PEAKIIMHA |
Jleuermero ¢ Muromuuma-C Kpoa Modke /la MoBee A0 HamaisBaHe Ha Opos\
KJIETKH U TOQTHCKAHe HAa KOCTHHA MO3BLK KaTo: HaMaliBaHe Ha Opos HA BCUYKH K




(naHLUTONEHMA), Ha UepBeHHTE KPBBHH KIeTKY (epUTpONeHus) (aHeMHsd; BKIOUHTCIHO
XeMOJIHTUYHA), Ha O€TIHTe KPBBHH KIICTKH (JileBKOTIEHHA) WM HA TPoMOOLIUTHTE (Tpombonenns),
KaTO T€3H HAPYILIEHNA MOTAT Jia BB3HHKHAT B [IOCNCNCTEAC HIH 13 ce aKkyMyJtHpaT 6aBHO.

3atoBa Bamata KphBHA KapTHHa TpAGBa Aa ObAe mpocieliBaHa 3a TAKWBA HApYLISHW M0 BpEME
Ha JeyeOHATE KYPCOBE, KaTO NPH M0ABAaTa HM 6bae TPOMEHEHO JedeHueTo. MoraT f1a Bb3HUKHAT
[IOKOBK H aHAa(hWAAKTOHAHH PEAKLHH, KOUTO Ce NPOABABAT KaTO chpbex, oOpHB, TOIUIH BBIIHH,
YCH/IEHO MOTEHE ¥ MOHIDKABAHE HA KPBBHOTO HAATAHC.

HemocpeacTBeHO ¢lie JICUCHUCTO C Murtomuime-C KsoBa € BB3MOXHA MOABaTa Ha rajicHe X
OBpPBINAHE, KOHTO 0B MKHOBEHO ¢a ¢BhC ¢J1ad MHTEH3UTET H C KpaTKa MPORXBILKHTEIHOCT.

Jipyr# BE3MOXKHH HEKENaHH JICKAPCTBCHH PEAKLIMH C4. 3aTpyAHEeHHA B JUINAHETO WIIH KalUIHIA,
sary6a Ha TeJIeCHO Terjo, 3amneK, KOpeMeH auckoMdopT, Tpecka, kocomaj, KbpBEHE, OOpHEBH,
yAlepalid WK BB3MaJCHHE B yCTHATA KyX{Ha, OTOLM, IOBHILUCHH CTOHHOCTH Ha KPBBHOTO
HalSTaHe M Bh3NaJieHUE Ha IMraBHIlaTa Ha YCTHaTa KyXHHa.

[Ipu neueHue ¢ Mutomunua-C KeoBa Morar Aa BB3HHKHAT H: OCTpa OBLOpeuHa HEAOCTATHIHOCT
WM HapylleHus Ha GrOpeuHaTa QyHKIMA, HapyIEHUA Ha yeproApoOHaTa QyHKINA, OenonpobHa
TOKCHYHOCT KaTo mHeBMoHusdA, (ubposza (NMpUApPYKEHH OT Tpecka, KallUTMLIA, 3aTPYAHCHHE B
NUILIAHETO, IPOMEHHU B peHTreHoTpadHiITa HA Oenud mpo6, e03nHOPUITHA).

[IpH HHTPABEC3UKAIHO JIEYCHHE C Muromuime-C Koosa ca HaOliofaBaH¥ BB3NMAICHHA Ha
AUTaBHLAaTa Ha MUKOYHHA MEXYP.

[Ipn nosBa Ha HAKOH OT ropen3GpoeHHTe WK OpYyrH NAaTONOrHTHH CHMIITOMH, Tpa0Ba He3a0aBHO
1a ce KOHCyNTupaTe ¢ Bamns iexypaill JeKkap HilH (dapMaiieBT.

Axo HAKOA OT HEXETaHHTE JIEKAPCTBEHM peaKllMy CTaHe CEpHo3Ha, Wwim 3abenexxure OPYTH,
HEOMHCAHM B Task JINCTOBKA HEKeNIaHH Peaklk, MO yBOAOMUIT Bammsa Jiexkap WIH

¢apMaLIeBT.

4. KAK JA CBXPAHSABATE MMTOMMIIMH-C KbOBA

CrXpaHEeHHE MIPH TEMNepaTypa noj 250 C.

ToBa JIeKapcTBO HE M3HCKBA CIICIHAIHH YCIOBHA Ha CBXPaHCHHE.

CpoKBbT Ha TOHOCT Ha Mitomycin-C Kyowa € oTneqaTas BpXy KapTOHeHaId OTTaKOBKA
1 eTHKETa Ha (hIaKoHa Ha JEKapcTBOTO. Jla He ce ynorpeOsBa cle/l H3THIAHE Ha CpOKa
Ha roHOCT, IIOCOUYEH BHPXY ONakoBKaTta, CJICA TONEH JO: [TspsnTe aBe YuPpu
OCOYBAT MECela, a MOCIEHUTE YeTHPH 9U(PH — FOJHHATA. JiekapCcTBOTO € TOJIHO 32
yrorpeba Ko MOCHCHHA IEH OT IIOCOUCHHUS MECEIL.

CpXxpaHABaiiTe Ha MACTO, HEAOCTBITHO 3 JICLiA.

JlekapcTBara He TpAOBa fa €€ U3XBBPIAT B KaHATH3ALMATA WIH B KOHTEelHepa 3a AoMaIlllHK

ormarbiy. TonuTaiite Bamua ¢apMalieBT Kak Aa yHHIIOKHTE nenyxuHTe Bu nekapersa. Tesu
MepKH [Ie CIIOMOTHAT 3a OTia3BaHe Ha OkoJHata cpeaa.

6. JOITBJHUTEIHA HHOOPMAIMA

KAKBO CbhbADBPXA MHTOMHMIINH-C KbOBA

Bceku dutaxon Muromuimn-C KpoBa CBABPIKA TIPAX 34 HIDKEKI[HMOHEH pa3TBOpP.

Beeku ¢nakoH chABPKA AKTHBHOTO BEIISCTEO MUTOMHLMH, choTBEeTHO 2 mg, 10 mg, 20 mg u
[TOMOIIHOTO BEIIECTBO HATPHEB XJIOPUL.

KAK M3JIEXIA METOMUIHAH-C KbOBA H KAKBO CHABPXA ONAKOBKATA
DaxoHuTe CHABPKAT CUH/TIIAB KPHCTAJICH IIpax.

Mirromuri-C KboBa ce Ipou3Bexaa B QilakoHu OT 2 mg, 10 mg u 20 mg.
drakoHUTE OT 2 Mg ce npeajiaraT B ONAKOBKa OT 10 6pos.
draxouuTe oT 10 mg u 20 mg ce npeanaraT B CAMOCTOATENIHH OTakoBKH OF 1 uoff

Kyowa Hakko Kirin UK Lid.

-4 =2 - - . T L e B e 5 o Ty ot T—.l.r.:-n--.##::ﬂ:-::uiﬂu#j—ﬂ-‘-:rr--.- o = S Tm Lt W Tt



258 Bath Road,
Slough, Berkshire,
SL1 4DX, BenukoOpuranus

[Ipoussonurenu:

Kyowa Hakko Kirin Co. Ltd.
1-6-1, Ohtemachi, Chiyoda-ku,
Tokyo 100-8185, Snouuns

BTopu4HO onakoBaHe:
Cancernova GmbH
Hirtenweg 2

792776 Reute, I'epmanus

OtroBopeH 3a ocBoO0KAaBaHe Ha MAPTHANTE H MPOALKOHUTE:
Euro Nippon Kayaku GmbH

Staufenstrasse 4

D-60323 Frankfurt am Main

["'epManus

HAITUOHAJIEH PETHCTPAIIMOHEH HOMEP
Muromuune-C KboBa 2 mg: 20040098
MuroMuLimH-C KeoBa 10 mg: 20040099
Murommn-C KroBa 20 mg: 20040100

TATA HA TOCJHENHO ONOBPEHHE HA JIMCTOBKATA
Geppyapu 2009 r.




