JIMCTOBKA: HH®POPMANUA 3A IIOTPEBUTEJIA
ANZEMET 12,5 mg/0,625 ml solution for injection
AHITEMET 12,5 mg/0,625 ml naxeKnHOHEH PA3sTBOP

Dolasetron mesilate
JlonazerpoHOB Me3UnaT

HPD‘IETET ¢ BHHMATE/IHO A/1ATA JIACTOBKA IPEAH AA 3an0YHETe 1A HPH/AAFATE TOBA JIEKAPCTRO.

3anasere Ta3u AHCTOBKA. MOXKe na ce HANoXH Aa g npoyeTeTe OTHOBO,

AKO UMaTe HIKaKBH JOITBIHUTE/IHY BBIPOCH, onuranTe Bamm: Jrekap.

AKO HAKOA OT HEXKCJIAHHTE JIeKAPCTBEHH PeaKIHH CTaHe CEpHO3HA, WM 3a0enexuTe IpyTH,
HEOMUCaHH B Ta3M JHCTOBKA HEXKEJIAaHH peaKUMH, Mojs yBeaoMmere Bamma nexap.

B Ta3H JHCTOBKA:

1. Kakpo npeacrasisBa Anzemet H 3a KaKBO C€ H3II0N3BA
2. [Ipenv na u3nom3BaTe Anzemet

3. Kak ce m3nonsea Anzemet

4, BE3MOXHI HEXENAaHH peaKkiuu

5. Kak na cexpansBate Anzemet

6. JIOITBJIHATEITHA UHPOPMALIYS

1.

KAKBO ITPEACTABJISIBA ANZEMET M 3A KAKBO CE H3110JI3BA

OBnagsBaHe Ha rajieHe 4 NOBPBHIIAHE TIPH MALKCHTH MOI0XKEHH Ha ITHPBOHAYAJICH WIH MOBTOPEH KypC
Ha [IPOTMBOTYMOPHA XMMHOTepanus (BITIOYHTEHO BUCOKH J03H cisplatin (uucraTuH)).

JleyeHne Ha NOCTONECPATHBHO IraficHe H MOBPBLIAHE,

[IpenoTparsiRaHe Ha MOCTONEPATHBHO raJcHe WM MOBPBUIAHE NPH BHCOKO DPHCKOBM MALMEHTH, KATO
HAMpHMeEP, NOIEXALIM Ha WHTPaaGIOMHHAHN TMHEKOJIOTMYHY ONEepalH WIH TaKkMBa C aHaMHes3a 3a
MOCTONEPATHBHO ra/iIcHe M NOBPBILAHE.

2.

IIPEIU JA MI3IIOI3BATE ANZEMET

He npremaiiTe Anzemet

aKO CTE AICPrHYHH (CBPHXMYBCTBHTEIHH) KbM AKTHMBHOTO BEMIECTBO HJIH KbM HAKOA OT IIOMOIIHHUTE
BelecTRa Ha Anzemet |

aKo CTe UMAJIH MCTOPHS Ha aJieprus KbM APYT JICKapCTBCH NPOOYKT, MPUHAUIC)KAIN KbM CBHUIMA Kac
aKO CTe WMAIH mpeichbpiHo-KamepeH Onok, Geapen Gnok, yawsmken QT unTepBan (IpoMiHa B
eJIKTPOKAPAMOrPaMaTa) WK HCTOPHS Ha apUTMKA (HapyIIEHHA Ha ChPASYHUA PUTBM) B MHHAJIOTO
aKO [IPHEMATe aHTHAPUTMHYHH JIEKAPCTBEHH MPOAYKTH (33 HOPMATH3HPAaHEe Ha CHPACYHHSA PUTEM)

fla He ce H3M0/I3Ba IIPH Aelia M noAgpacTeamu noA 18 ronuan

B CJIYYAH, YE CE KOJIEBAETE, OBBPHETE CE 3A CBBET KbM BAUIMS JIEKAP WA
GAPMALIEBT

IIprem Ha APYTH JeKAPCTBA
Monsa uadopMupaitte Bamus nexap win ¢apmalleBT, ako NpUeMare Wi HaCKOpO CTC NPHEM
JIEKapCcTBa, BKIOYHTEIHO M TaKKBa, OTITycKaHHu 6e3 pelenra.




BpeMeHHOCT H KbpMEHE

KaTo npenmnasHa MApKa TO3M JIEKAPCTBEH MPOMYKT He TpAGBa Jia ce ynoTpeOsBa [0 BpeMe Ha OpeMeHHOCT
W KbpPMEHE.

[TochBeTBaiiTe ce ¢ Bamus nexap WM ¢apMalerT npeay ynorpebara Ha KOeTO H /a € JICKapCTBO.

IHodupane u pabora ¢ MALIHHA

He ca W3BECTHH JaHHH 32 BIMAHME BBPXY COCOGHOCTTA 3a modHpaHe v paboTa ¢ MalIuHH.

3. KAK JA ITIPHEMATE ANZEMET ?

BuHaru npuemaifte Anzemet TOYHO KakTo Bu ¢ kazan Baummar nekap. AKO He CT€ CUrYpHHM B HEIO,
nonuTaiite Bamua nexap win apmauest. ObuyaiiHaTa f1o3a e €AHa aMITy/la JTHCBHO KaTO €JHOKpaTHA
no3a Clied MOogBara Ha rajeHe W NOBpPBIIAHE WIH 3a NMpeIoTBpaTABAHC HA MOCTONCPAaTHBHO rajICHE H

MOBPBIIAHE.

Haunn Ba OPHJIOKCHHAE
HMHTpaBeHO3HO MPHIOXKEHHE

AKO HMATE HAKAKEM JOITHIHKTETHH BBIIPOCH, CBBP3aHH ¢ yrioTpe6aTa Ha TO3H MPOAYKT, MOJIS MONMHTAHTE
Banus jexap Wi ¢papMalieBT.

4. Bh3MOXKHH HEXEJIAHA PEAKITHN

KakTo BCHUKH JiekapcTBa, Anzemet MOJKe /1a MPEAN3BAKA HEXKCIAHH peaKiy, BBIIPCKH HC HE BCCKH T'H
NoJIyyaBa.

I'naBoOonue, 3aMasHOCT.

Peakip¥ Ha CBPBYYBCTBUTEIHOCT — OOpHB, ChpOeK.
Vcemane 3a JJoKajHa 00J1Ka WM NIapeHe Ha MSCTOTO Ha HH)KCKTHPAaHE
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e IlpexoaHO yBENHUEHHE Ha ONPEC/ICHH YEPHOAPOOHH CHIUMH (TpaHCaMHHAa3H).
e TloHW)KEHHE HAa KPHBHOTO HAJIATAHE H €JICKTPOKApAMOrpad)CKH NPOMEHH.
e BrsnaneHHe Ha MaHKpeaca; HapyIIEHHUA B ICHHOCTTA Ha YepBara

¢ 3aTpyJHEHO MHIIAHE WIH XpUNTeHe (GpOHXOCIA3EM)

e Hapymenus Ha ChpeYHUA PHTBM K 320aBCH CHPICHEH PHTBM

o JXniaTeHHUIlA

e ['spuoBe

e OroK

®

@

AKO HSKOS OT HEKENAHWTE PEaKUHM CTaHe CEpHO3HA, HWAM 3abenexxure Npyrd, HEOMMCaHH B Ta3H
JTMCTOBKA HeKeJIaHH PEaKL|WH, MOJiA yBefomere Banmis nexap win papMalesT.

5.  KAK JA CHXPAHSABATE ANZEMET

30°C), 3a Aa ce nmpeRna3y OT CBET/IHHA.




PasTBOpEHM TIPOAYKT: PAasTBOPUTE 32 MUHTPABEHO3ZHA yrotpe6a TpsOBa fa ce H3MOI3BAT He3a0aBHO Cliel
MPUrOTBAHETO MM, AKO Ce HaJlara 11a ¢e CbXpaHH, MakCHMaITHOTO BpeME 3 ChXPAHCHNC Ha Pa3TBOPUTE €

24 yaca. [la ce cChXpaHABa B XJIaJHITHUK (PH TEMIEPaTypa OT 2°C no 8°C)
He usnion3paiite Anzemet clieZl CpoKa Ha TOIHOCT 0TOe/3aH BBPXY KapOTEeHEHATa ONIaKOBK4.

CoxpaHgsaiiTe Ha MSCTO, HEOCTHITHO 3a ACLA.
JlexapcTBara He TPAOBa [1a Ce M3XBBPIIAT B KaHIN3ALMATA WU B kOHTelHepa 3a JOMAIIIHH OTIAABLH,

[Monutaitre Bawmma ¢dapMaueBT Kak A3 YHHIIOXKHTE HEHYXKHHTC Bu JexapcTBa. 1€3W MCPKH MIC
CMOMOTHAT 32 OTMAa3BaHe HAa OKOJIHATa Cpela.

6. TOINBJIHATE/IHA HHOOPMAITHA
Kakso cuabpika Anzemet

- AKTMBHOTO BelecTBo €: 12,5 mg A0Na3eTpOHOB ME3WIatT (Dolasetron mesilate), KOIHYECTRBO,
eKBMBANEHTHO Ha 9,30 mg nonasetpoH 6asa (dolasetron base) 3a €aHa amITyJa OT 0,625 ml.

- Jlpyrume CHCTABKH Ca: MAHUTOJ, HATPHEB TPHUXHIPAT ALeTar, JlefieHa OLIeTHAa KHCEeNHHa, BOJA 32
HHKESKIHH.

Kak mrjaexaa Anzemet H KAKBO ChABPKA
UspkeKIIMOHEH pa3TBop; no 10 aMmynH B KyTHA.

IIparexaren na PajpelieEAETO 32 ynoTtpeba:
Sanofi-Aventis Deutschland GmbH

65926 Frankfurt am Main
['epmanus

IIpoH3BOAHTEN
Gruppo Lepetit S.p.A.
03012 Anagni
Hranua

3a NONBIHMTEHA MH(POPMALMS OTHOCHO TOMA JIeKapCTBO, MOJA CBBPKETE CC JIOKQTHHS MPEACTABHTEN
HA IPHTEXATEI HA paspelieHHETO 3a ynorpeba.

TlaTa Ha NOCJeIHO 0A00peHne HA JACTOBKATA:
SIayapu 2009




