& 7
!

Jucroeka: nadopmManns 3a HWM

30®PAH 4 mg duamupans TalIeTKH 54//7/7{}7/““!’?66 6 ‘-’Z

ZOFRAN 4 mg film-coated tablets 02 02 mm

30®PAH 8 mg puamupai Tablieticn e
ZOFRAN 8 mg film-coated tablets

oHJIaHCETpoH (ondansetron)

IIpoyereTe BHHMATENHO [AIATA JAHCTOBKA, IPEIH 12 3al04HeTe 14 NPHEMATE TOBA JIEKAPCTEO,

Thil KAT6 TH ChALPAKA BaxH2 33 Bac nndopmauns.

- 3anasere TasH JMCTOBKA. Moke 3 ce HAIOXHM Ja 1 Npo4eTete OTHOBO.

- AKO HMaTe HAKAKBH JOMBIIHHTE/HH BBIIPOCH, IONHTaiTe Baums nexap, dapMalesT in
MenHUHHCKA CecTpa.

- ToBa JleKkapCcTEO € NPEeANHcaHo AHUHO Ha Bac. He ro npeorcrunealite ua Apyru xopa. To Moxe
I1a UM HaBpeH, He3aBHCHMO Ue NIPH3IHAIIMTE HAa TAXHOTO 3a00ngBaHe ca ChlUMTE KaTo Barumre.

- AKO NOTyvHTe HAKAKBH HeKeNlaHH PeakiyH, yeeaoMere Baums nexap, dapMaueBT Wiy
MEAHUMHCKa CecTpa. ToBa BKJIHOUBA M BCHUKH BBE3MOXKHH HEKE/IAHH peaKLiH, HEONTUCAHH B
Ta3W MECTOBKA. Bukre TOYKa 4.

KaKBo cHARPKA TA3H JHCTOBKA:

Kakso npeacransisa 3otpaH i 3a KaKBO ce H3TON3BA
Kakpo tps6Ba Aa 3Haete, npeau na npHeMete 3odpaH

Kak na npuemare 3odpan

B®3MoxHM HeXeNnaHn PCaKmyi

Kak ma cexpanssare 3odpan

R CeIoppikarde Ha OIAKOBKATA H AOIBJIHATENHA HH(pOpMaIig

oA W~

1.  Kaxso npeacraBassa 3od)paH H 3a KaKBO Ce H3M0/13Ba

3odpaH npHHALIEKH KbM rpyna NeKapCeTBa, HapeueHH aHTHeMeTHUN. 3odpan ce H3non3sa 3a
NPEAOTBPATSBAHE Ha TANEHE M MOBPBILIAHE, KOWTO MOTAT JIa C IIOABAT:

. TIO BpEME Ha JISYEHHE Ha paK (XMMHOTEPAINH WIH TBYETEPais )

. crell onepauHs nNox obima ynoiika.

Kak peiictea 3odpan

Onpaticerpon e SHT: peuentopen anraroxuct. Toil neficTra karo uHxuOupa SHT; peuenTopHTe Ha
HEBPOHHTE, JIOKATH3HDAHN B nepnd)epaa'ra H B LICHTpAaHATa HEPBHA CHCTEMA.

2,  Kaxso Tpalea n1a 3HaeTe, Nped Na npHeMete 3odhpan

He npuemaiite 3odpan
. aKo npyeMare anoMopdhHH (M3N0N3BaH 34 NeucHHe Ha GoslecTTa Ha IlapKuHCOH)
. aKO CTe AJePIHYHH (CapbXUyScmEUmenHi) KbM OHIAHCETPOH KM KbM HAKOR OT OCTAHAIIHTE

CbeTaBkH Ha 3otpaH (H30poeHu B ToUKa 6)
AKO MHCTHTE, 4e TOBa ¢e OTHAcH 3a Bac, He npuemaiite 3odpan npeny Aa cTe e NOCHRETBAH C
Baumisa nexkap.

IlpeaynpexaeHun H NPeANTa3HH MEPKH

T'oBopete ¢ Bamus aexap wan rapMaleBT npean aa npuemere 3oppan:

. 4KO CTe aJIepruYHH KbM JIeKapcTBa, oaotHn Ha 3odpaH, HanpHMEp JIEKapCeTEa, ChIkb
ZPAHUCEMPOR WIK NANOHOCEMPOH

. AKO HAKOra cTE HMaIH NpodJieMH ChC CHPLETO
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L4 aKo UMare NpobleMH CBC CHPLETO (HANp. HeTpaBHJIeH ChpAevyeH PHTEM WK 3acToiiHa
ChpAEYHA HEAOCTATLMHOCT)
dKO MMaTe YpeBHH npobaemu
aKO HMaTe YepkoApobuo sabonasane, Bamuat nexap Moxe 1a Hamany Balara 1033 3odpau
aKo UMaTe NpolneMH ¢ HUBATA Ha CONH B kKphETa BY, karo kanuii, naTpmii 1 MarHe3IuH

JApyru nexaperea u 3ohpan
Mona andopmupaiite Bamun aexap, papManest niaH MEIHUHHCKA CeCTPA, K0 NpHeMaTe,

HAcKOpO CT¢ PHEMANIK ANH 3aloyBaTe A4 IPHEMare APYTH J1eKapeTBa, BKIIOUHTETHO H TAKHBA,

oTnyckaHy Gez peuenta,

. KapGaMasensn WM GeHHTOHN {H3NO/I3BAHH 34 ISUCHAE Ha eMHAJIENCHA)

. pHbaMIOHIMH (M3N0T38aH 32 NeueHHe Ha undeKUuM Kato TyGepiyso3a (TB))

. aHTHAPUTMMYHH JIEKAPCTRA, KATO aMU0NAPOH, W3MON3BAHM 34 ICUEHHE HA HelpaBuieH
CBPIEYCH PHTHEM

. JIEKapCTBa, HapedeHH Gera-0nokepH, KaTo aTeHONoN MY THMOJION, KOKTO C& H3IION3BAT 34

NEYSHHE Ha ONpefeneHd CEPIeYHH WM O4HE 3a6011BaHAA, TPEBOKHOCT HIH 32

NIPEAOTEpaTABAHE HA MEIPEHO3HH IPHCTHITA

TPaMaLoJ (601K0YCIOKOABAILO)

NEeKapcTRa, KOMTO YAbIkasaT T. Hap. QT-HHTepBan (KaTo XaIonepuaoN Wi METaZIoH)

aHTHOHOTHIIM, M3MNON3BAHH 33 JISYeHHE HA HH(EKIMH (KATO EPHTPOMHIHMH HITH KETOKOHA30/1)

NPOTHBOPAKOBH JIEKAPCTBA (MO-CIELHATHO AHTPALMKIIHHY, KaTO AOKCOPYOHIIMH HITH

nayHopyOGHUMH, HAH TPAcTy3yMal)

4 CENIEKTHBHH UHXMOHTOPH Ha 06paTHOTO 3axpaniaHe Ha cepotoHuH (SSRIs), #3moa3BaHH 33
JIEYEHHE Ha JENPecHs W/HIH TPEBOXHOCT, BKITIOMHTENHO (UIyOKCETHH, NapOKCETHH, CEPTPANHH,
(ITYBOKCAMMH, HHTANONPAM, €CLIHTAAONPAM

. HHXHGHTODH Ha 06paTHOTO 3axBaniaHe Ha CepOTOHHH H HopanpeHanuH (SNRIS), n3noa3zaHu 3a
NEYEHHE HA NENPeca WHIM TPEROKHOCT, BRIIOUNTENHO BeHNAdaKCHH, AyAOKCeTHH

¥YeeaoMeTe Bamng sexap niH drapManeBT, ako NpHEMAaTe HAKOE OT H30POEHKTE MO-Tope.

Hudopmupaiite Bamns aekap win gapMauesT He3aGaBHo, aK0 NOTyIdTe HAKOH OT ceHHTE
CHMIOTOMH N0 BPEMe HJIH CAeA NpHaokenHne Ha Jodpan:
s aKO NONYMHTE BHelanHa G0ika MK CTATAHE B IbpAWTe (MHOKAPAHA HCXEMUS)

BpeMeHHOCT H KhPMEHe

. He Tpa6Ba na usnonssare 3odpan npe3 mbpBHs TpHMECTbP Ha GpeMeHHocTTa. ToBa € Taka,
3amoto 3odpan MOXe NEKO A3 YBETHYH PHCKa OT paXjaHe Ha Gele ¢ Uenka Ha yCTHaTa
(3aellKa yCTHa) WHIH Lienka Ka HeOUeTo (OTBOp MK LIeNka Ha NOPHATA YCTHA W/UIH HebLeTo).

. Axo Beve cTe GpeMeHHa, cMaTare, Ye MoXe J1a cTe GpeMeHHa HiH mwiaHHpaTe GPeMEeHHOCT,
mochReTBaiiTe ce ¢ Bauma nexap win dapMauest npean Aa npieMere 3odpan.

*AKO CTe XeHa C JIeTepoeH OTEHIMAN, MoXe Aa GhaeTe NOChBETBAHU 1 H3NOJI3BaTe ePeKTHBHA

KOHTPAIETIIHAL.

He ce npenmopwuBa xa KbPMHTE N0 BpeMe HA JieyeHHe cb¢ 3o¢paH. CheraBkuTe Ha 3odpan Morar 1a
NpEMHHAT B KbpMATa M 12 Bb3AeciicTrar Ha Bamreto 6e6e. OGcnaere ToBa ¢ Baums nekap.

Kenu c AeTepoaeH MOTEHIHAT R MEXKE

3o¢pan MOke Aa yBpeaH Mnoja. AKo cre JeHa B ieTepoHa Bb3pacT, BanlnaT NeKap e npoBepy
Aanu cte GpemenHa, U ako e HeoGXxoQMMO NPEIH 3aN0YBaHe Ha Jie4eHHeTo ¢be 3odpan, e BH
HaIIpasH TecT 3a OpeMeHHOCT. AKO CHINECTBYBA PHCK OT 3a0peMeHsBaHe N0 BpeMe Ha IEUSHHETO ChC
3otpan, Tpabea aa Hanon3pare eEeKTHBEH METO] 32 KOHTPALICTILIA.

TMocusersaitre ¢e ¢ BamMs nexap OTHOCHO BE3MOMKHOCTHTE 34 &()eKTHBEH METO/ 33 KOHTpaLIeTIIH.

3odpan TabneTkH cCHABLPXKA JAKTO3A.




Axo Banmsr nexap Bu e kazan, ye uMaTe HEIOHOCHMOCT KbM HAKOH 3aXaph, CBBPXETE Ce C HEro
npeaH Ja IpHeMeTe TO3H IEKApCTBEH MPOAYKT.

3.  Kak na npuemare 3odpan

KakBpa 103a 1a nprHeMere
BawmsaT Jexap me By kaxke TouHo ko1Kk0 3odpaH Aa npHemMeTe. AKO He CTE CHIYPHH B HEllO,
nonwraiite Bamus nexap wiv dapmaiest.

3a npeacTRpaTBaAHE HA FAJCHE H NOBPBIIAHE ciel JedeHRE 3a paK

Buspacmnu

B nend na nevenuero:

O6uyaiinara ao3a npy BE3pacTHE € § mg, NpHeTH eqHH [0 Ba Yaca HPeay NEYEHHETO H oile 8 mg
JBaHANECET Yaca [MO-KbCHO.

IIpes cnenpamyre auu:
O6nyaiinara Fo3a Npu BB3pacTHH € 8 mg ABa [I6TH JHEBHO, B IPOTBIDKEHAE HA 10 NIET JHU.

Heya na evspacm > 6 meceya u rwoHowu
BawmAT jsiekap ke IpelieHH npaBuaxaTa A03a 3odpak 3a Bamero xere. O6u4aiinata no3a € o 8 mg
JHEBHO (A0 4 mg nBa MBTH JHEBHO), B IPONBIKEHUE Ha [0 TIeT OHH.

3a npeaOTRPATABAHE HA raJeHe H ROBPHINAHE CIE] ONEPALHS
Buspacmuu :
Obuualinara no3a npy Bb3pacTHU e 16 mg eIUH Yac npeay OnepanHaTa.

Heya na svipacm = 1 mecey u onowu
He ce npenoppura 3opas Tabsetku. 3ohpan Moxke Jia ce NPHICKH KATO HHTPaBeHO3Ha HHKeKLH.

Kax na npraemate 3odpan
TTornsiuaiiTe TabneTKHTE LEAM, ¢ MATIKO BOZA.
¥Yeeaomere Bamma niexap HAH MeAHUHEHCKA CeCcTpa, aKo MIPOABIKARA Jla Bu ce ranu.

AKO CTe NPONyCHAIH 1a npHemeTe 3o¢pan
INpueMerTe mpomycHaTaTa 4033 KOIKOTO € BR3MOMHO [I0-CKOPO U CJIe TOBA HPHEMETE ClleBalliaTa
Ao3a 0o obuualinoro speme. He saemaiite ABOMRA D034, 32 Aa KOMIIEHCHPATE NIPOIYCHATATA 103a.

AKO He CT¢ CHIYPHH KAKBO 12 HANPABHTE, MonuTaiire Baumia nexap win GapManesT.

AKo CcTe NpHe/IH noBeye 0T HeobxoaumarTa A03a odpau
Axo Bue pan Bamero Aeve cre npuenu Wi ca BH aanu noeede ot neoGxoaumara 1o3a 3odpaH,
TOBOPETE C NleKap WK HezabaBHo oTHIeTe B GoNHNIa. BieMeTe omakorkaTa Ha ekapcTaoTo ¢ Bac.

He cnupaiiTe npuema Ha 3o¢pan Ge3 a2 cre ce koucyaTHpaIn ¢ Bamun gexap
Mpremaiite 3odpan TONKOBA ILITO, KONKOTO B e npenopryan Banmsar nexap. He cnupaiite npiema
Ha 3odpan, ocseH ako Bamuar nexap e BH nockBeTsa Aa ro HarmpaBure.

4. Bh3MOKHH HEKENAHH PEAKIHH

Kakro BeHukn nexapersa, 3ofpan Moe a NpeAH3BHKA HEXKENAHH PeaklHy, BLIPEKH ¢ HE BCCKH TH
NOmy'aBa.

Hsixon nexeaHH peakiHH Morar Aa 6baaT cepHo3HA
CIIPETE npuema na 3odpas W He3afapHO NOTEPCeTe MeAMLUMHCKA momont, ako Bue
HONy4H HAKOA OT CeJHHTE:




Texxu anepruunn peaxuun: Te ca pelikd NpH xopata, npremaiy 3odpa. [Ipu3HanmTe BKIIOYBAT:
. HaguTHAT ¥ CEpOAm o6pHB (ypmurapus)

. NoAyBaHe, MOHAKOTa Ha JIHLETO WIH YCTara (anzuoedes), IPHIHHABAIIO 3aTPYAHSHO AuIlaHe
* KOJIATIC.

Mnuoxapana nexemus: IIpH3HaUNTe BKAIOYRAT:
. BHe3anmHa 60JIKa B IBpAMTE I
. CTATAHE B FbpAMTE

JpyTH PL3MOKHE HEXKeJIAHH pPeakiinn
JpyTH HexeNaHu peakKLidi MOXKe Ja BKNIOUBAT W30pOeHHTE I0-40.1y. AKO HAKOA OT TE3H HEKEJIAHN
peaKumH cTaHe ceprosHa, rH(opMupaiite Baluna nexap, dapMaleBT WM MEAHLIMHCKA CECTpa.

Mnoro yectn
Morar aa 3acersar noseye o1 1 Ha 10 mareHTH:
. rnasobonmue.

YectH

Morar ja 3acerHar ao 1 na 10 nauuenTn:

. YYBCTBO HA 3aTOIUIAHE MNH 3auepBABane
. 3anek.

HeuecTH

Morar ga 3acernar go 1 na 100 naumenTH:

NpUNATBLM

HEROQNEBH MYCKYTHH ABMKEHUS MW CIa3MK

HEMPABHIICH WK 3a0aBeH CEpASYSH PHTEM

6OTKa B CBpAHTE

HHUCKO KPBBHO HANAraHe

XBILaHe

NMOBUUIARAHE Ha BEINECTBA (ex3umi), IPOUIBEKIAHN OT YEPHHA Apol (MOrar aa ce nposBAT
9pe3 KPYbBHU H3CNETRAHALA).

Peaxn

Morar na sacersar ao 1 wa 1 000 namweATH:

TEKKH AJIEPrHIHHA PEaKkliu

HapyllIeHHE Ha CBPACYHHA PHTEM {KOETO NOHAKOra BOAM 10 BHE3anHa 3ary0a Ha Ch3HaHHE)
3aMasHOCT

BPEMEHHO 3aMBITIEHO WIH HapyIIeHO 3peHHe.

Mitoro peaxku

Morar aa 3acersar ao 1 na 10 000 narenTH:

. obumpeH o6pHB ¢ MEXYPH H H3TIOUIBAHE HA KOXaTa OT TojlIMa 4acT OT IOBBPXHOCTTA Ha
TAIOTO (THOKCUYHA eNntdepmaina HeKPORU3)

. BPEMEHHA CNEnoTa.

CroliaBane Ha HeXeJAHH PeAKUHH
AKO IIOJTy4HTe HAKAKBH HEXKENIaHH JIeKapCTBEHH peakLiuy, yBeaoMere Bamns nexap WM fapmaLesT.
Tosa BKIHOYBA BCHYKH BB3MOKHH HEOIMHCAHH B Ta3H IHCTOBKA HEXKEaHH peaklud. MoxeTe ChIIO Ja
CHOOIIMTE HeXENaHH PeaklMi JUPEKTHO Upe3 HALMOHAIHATA CHCTEMa 3a ChobllaBaHe, FocoMEHa
no-pony. Karo cpobiiasare Hexenany peakiiii, MOXETe 12 JajleTe CBOA NPHAOC 38 TIoNyua
nopeye HHPOpMalL|s OTHOCHO 6e30MacHOCTTa Ha TOBa JIEKapCTRO.

H3mpHETEIHA areHIHA 110 IeKapCTBaTa
ya . Jlaman [pyep” Ne 8



1303 Codpust
Ten.: +359 2 8903417
yedcaiiT: www.bda.bg

5. Kak na cexpaunsiBate 3opan

Jla ce cbxpaHsBa Ha MACTO, HEAOCTBITHO 3a JeLia.

He m3nonssaiite 3odpaH cnen cpoka Ha rOQHOCT, 0TOENA3aH BbPXY OMAaKOBKATa.

Ja ce cbxpansiga nnoa 30°C.

He u3xsbpnsiiTe NekapcTBara B KaHaAM3alUMATa WM B KOHTeHepa 3a 10MalllH{ OTIaXbLIH.
IMonuraiite Baiuns $apmaueBT Kak 1a H3XBbPISATE JIEKAPCTBAaTa, KOUTO Beue He u3nonsgare. Tesu
MEpKH L€ CIIOMOTHAT 3a Ona3BaHe Ha OKOJIHaTa cpeia.

6. Cobabp:kaHHe HA OMAKOBKATA H IONbJIHHTEHA HH(OpMALHS

Kakso cbabpxa 3odpan

AKTHBHOTO BEILIECTBO € OHIaHCeTpoH. Beska tabnerka cbabpska 4 mg uin 8 mg OHIaHCETPOH Moj
(bopmaTa Ha XHAPOXJIOPHI AUXHAPAT.

Hpyrute CbCTaBKH ca: 1akTo3a, 6e3B01HA, MUKPOKPHCTA/IHA LIeJTyJ103a, MpekeTaTHHU3HPaHo
LIapEBHYHO HHIIECTE, MarHE3WeB CTeapaT, METUIIXHAPOKCUIIPONUIILENYJI03a, ONacnpei JKbITo
M-1-8429 (cbabprka TuTaHoB auokceua (E171) u xkenesen okcun (E172)), npeyncreHa soaa.

Kak u3rnexna 3odpan n KakBo cbAbpka 0NaKOBKaTA

Tabnerkute, chabpxkally 4 mg OHAAHCETPOH (KaTO XHAPOXIOPHIL AUXHUIPAT), Ca KbATH HA LIBAT,

€JIMICOBHHH, ABOHHON3MBKHANH, ¢ Haamue ,,GXET3™ or enHara cTpaHa H raaku OT Apyrara.

Tabnerkure, chabpikaiy 8 mg OHAAHCETPOH (KaTo XMAPOXJIOPH/ AMXUIPAT), Ca HKBJITH Ha LIBAT,
eJIMTNICOBHIHH, NBOHHOM3IBbKHANM, ¢ Haanuc ,,GXETS5” or eqnara crpaHa ¥ rjiaZiki OT apyrara.

Bcesika onakoBka 3o¢paH cbabpxka 5 wiu 10 dunmupanu TabneTku B GIMCTEPH OT ABOHHO
anyMHHHeBO (omHo.

He Bcv4KH BHIOBE OMAKOBKM MOraT a ObJaT MycHaTH B npoaakoa.
[puTexaren Ha paspemwieHHeTo 32 ynoTpeda H NPOH3BOAHTE

IpuTexkaTen Ha paspelieHHeTO 3a ynorpeda
Novartis Pharma GmbH, Roonstrasse 25, 90429 Nuernberg, ['epmanus

IIpousBoauTenn
GlaxoSmithKline Pharmaceuticals S.A., Grunwaldzka Street 189, 60-322, Poznan, [Tonwa
NOVMS Pharma GmbH, Roonstrasse 25, 90429 Nuernberg, I' MaHHA

Novartis Farmacéutica, S.A., Gran Via de les Corts Catalanes, 764, 08013 B:

3a 10MbIHUTENHA HHOOPMALIMA OTHOCHO TO3H JIEKAPCTBEH NPOAYKT, MOJIA CBbPIKETE CE C JIOKAIHU
TpeACTaBUTEN HA NPHTEXKATENs Ha pa3pelieHHeTo 3a ynorpeda:

Novartis Bulgaria EOOD

oyn. ,,Huxona Banuapoe® Ne 55
EKCITIO 2000, crpazaa 4, er. 4
Codus 1407
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Ten: 02/489 98 28; daxc: 02/489 98 29

Jara na nocaeano oa06peHHe HA THCTOBKATA:




