JIncroBka: undopmanus 3a norpedbuTe 1 GZ DO 1O/ f

30®PPAH 8 mg puamupann Tad1eTKH i}
ZOFRAN 8 mg film-coated tablets -79/76 g

OHJ@aHCETpOH (ondansetron)

[IpoyereTe BHHMATEIHO HHAJIATA JJHCTOBKA, MPEIH A 3aMl0YHeTe 1a NpHeMaTe TOBA JIEKAPCTBO,

Thi KaTo TH ChAbPKa BaxkHa 3a Bac ungpopmanus.

- 3anazeTte Ta3u JUCTOBKA. MOXe J1a c€ HAJIOXKH /1a 1 MPOYETETE OTHOBO.

- AKO uUMaTe HAKaKBH JOITbJIHUTE/IHU BBIIPOCH, nonuraire Bawus nekap, papMaLeBT Wiu
MEJIMLIMHCKA CecTpa.

- Tora nekapcTBO € npeanucano JIM4YHO Ha Bac. He ro npeorcrenBaite Ha Apyryd xopa. To Moxe
J1a UM HaBpeH, HE3aBUCUMO Y€ MPU3HALIMTE HA TAXHOTO 3a00/19BaHe ca chluuTe KaTo Bawwure.

- AKO NOJIy4YuTe HAKAKBH HEXKEJIaHW peakluH, yBeaoMmere Bawus nekap, papMaueBT UM
MEJIMLIMHCKA cecTpa. [ oBa BKJIHOUBA U BCUYKH Bb3MOXKHH HEXKEJIAaHU pEeaKLIMU, HEOIHCAHH B
Ta3u JIMCTOBKa. BrKre Touka 4.

KakBo ¢cbabpika Ta3H JIHCTOBKA:

KakBo npejacrapisiBa 3o0dpaH U 3a KaKBO C€ U3I10J13Ba
KakBo Tpsa0OBa na 3Haere, npeau aa npuemere 3o¢ppaH

Kak na npuemare 3o¢paH

BBb3MOXXHM HEXEJTaHU PeaKLUM

Kak na cbxpansaBare 30¢paH

ChbabprkaHHe Ha ONMAaKOBKATa M JIOMbJIHUTEIHA HHGOpMaLIUS

I e e B

1. KakBo npeacrasiisBa 3o0ppaH H 3a KaKBO €€ H3M0JI13BA

3o(paH NpUHAAJIEKHU KbM I'pyIa JIEKapcTBa, HApeueHW aHTUEeMETULIM. 30¢paH ce U3MOoJ3Ba 3a
NpeaoTBpaTsABaHEe Ha raJieHe U MOBpPbIIAHE, KOUTO MOrarT /ia Ce MOSBAT:

s [10 BpEME Ha JIeYeHHE Ha paK (XUMMHOTEpanus WM JIbYeTeparms)
s clie onepauMs noj odiua ynouka.

Kak peiicrea 3o¢ppan
OnpancerpoH e SHT3 peuenropen antaronuct. Tol neicrea kato uHxuOupa SHT; peuenropure Ha
HEBPOHUTE, JIOKAJIM3UPaHH B liepyudepHaTa U B LIEHTpa/lHaTa HEpPBHA CUCTEMa.

2. Kakso Tpsa6Ba na 3Haerte, npeau aa npuemere 3o pan

He npuemaiite 3o¢pan

@ aKo npyemare anomMop@puH (M30J3BaH 3a JieueHHe Ha OoJiecrra HAa [lapkuHCOH)

® aKO CTE aJIepruvdHu (CepvxuyscmeumeHu) KbM OHJAHCETPOH WU KbM HAKOS OT OCTAHAJIUTE
CbCTaBKH Ha 30(dpaH (M30poeHH B TOUYKA 6)

AKO MHMCJIMTE, Y€ TOBa ce OTHAcs 3a Bac, He npuemaiite 3o pan npeau 1a cTe ce NOChBETBAJIH C

Bawus siekap.

IIpeaynpexaeHns H nNpeAnasHH MepPKH
I'oBopere ¢ Bamus jiekap uin papmanesT npeau aa npuemere 3oppan:

® aKo CTe ajlepru4HH KbM JIeKapcTBa, nogoOHK Ha 30¢dpaH, HaNpUMep JieKapCcTBa, ChIb i g 8
2PAHUCeMPOH UIU NAIOHOCeMPOH / Y,
® aKO HAKOra cTe UMaJii npodJ/ieMH CbC CbPIETO

® aKo uMarte npobJieMH CbC CHPLETO (HAIp. HeNMPABHJIEH ChbpAe4YeH PHTHM WIIH 3
ChpAe4HAa HeA0CTATBYHOCT)
® aKO UMaTe YpeBHH npodJieMu




o aKo UMarte uepHoApobHO 3aboaaBane, Bawiuar nexap Moxke 1a Hamanu Bamara no3a 3o¢paH
® ako ¥Mate npofsieMu ¢ HUBATA HA CONM B KpbBTa B, KaTo Ka/IMit, HATPHA U MAarHe3HH

Apyru jiexaperpa i 3o pas
Mo.aa uadopmupaiire Bamun nexap, papManeBT HJIH MeIHIHHCKA CecTPa, AK0 NPHEMATE,

HACKOPO CTe NpHeMallM WIH 3alo4BaTe Ja IIPHEMATE APYrH JIeKApCTBa, BKIIOUUTEIHO U TAKMBA,
oTryckaHM Oe3 pelenra.

. KapbamazenHH WK peHHTONH (M3M0I3BaHH 33 JICUCHHE Ha eNHJIeTICHS )

. paudaMnunan (H3NON3BaH 3a JICYHCHHUE Ha HHQEKLUYU KaTo Tybepkynosa (TB))

. aHTHApPUTMHYHH IEKAPCTBA, KATO AMHOAAPOH, H3MOJI3BaHH 3a JICYEHHE HA HEMPaBHIICH
ChbpaeyveH pUTHM

. JIeKapCTBa, Hape4YeHHU OeTa-0noKepH, KATO aTEHONIOJ WIH TUMOJIOJ, KOMTO C€ M3IOJI3BAaT 32

JieueHre Ha ONPEOCIEHH CHPACYHH WK OYHH 3a00/IBaHUs, TPEBOXKHOCT WIIH 32

NpeAOTBPATABAHE HA MUTPEHO3HH IIPHUCTHITH

TpamMaaoa (fonKoycnoxosBamo)

JeKapCcTBa, KOMTO YABDKABAT T. Hap. QT-uHTepBal (KaTo Xanonepuaoa Wid MeTaloH)

AHTHOMOTHLIM, U3MOJI3BAHH 3a JICUCHHE Ha HH(PEKLHMH (KaTO EPUTPOMHMUMH WIH KETOKOHA30:1)

NPOTHBOPAKOBH NekapcTBa (NO-CrielHaAIHO aHTPALMKIIMHH, KaTO JOKCOPYOHLIHH HITH

NayHOPYOHLIMH, WiH TpacTy3yMal)

o CeJIEKTHBHH MHXMOHTOPH Ha 00paTHOTO 3aXBallaHe Ha cepoToHHH (SSRIs), u3nonseanu 3a
JeUeHHE Ha JACNPecus W/IWIH TPEBOXHOCT, BKIOYUTEIHO QUIYOKCETHH, MAPOKCETHH, CEPTPAIIMH,
(TyBOKCAMMH, LUTATONpaM, eCUMTANIONPaM

. HHXHOHTOPH Ha OOPaTHOTO 3axBalllaHe Ha CEpOTOHUH H HopaapeHaIHH (SNRIs), m3nonizsanu 3a
NIeYEHHE Ha AENpecHa W/ WIH TPEBOXHOCT, BIUTIOUYHTENHO BeHIaQaKCHH, XyTOKCETHH

YBeaomere Bamug nexkap RiH dapManeBT, aKO [TIPHEMATE HAKOE OT U3OPOEHHUTE MO-Tope.

Hadopmupaiite Bamus nexkap pau gapmanesT He3a0aBHO, AK0 NOJTYINTE HAKOH OT C/IeHHTE
CHMIOTOMHE IO BpeMe HJIH ¢Jie npajiokenne Ha Jodpan:

¢ aKo IIOJIY4YUTE BHE3arnHa Oonka WM ¢TAraHe B rbpAuTe (MHOKADIAHA UCXEMUA)

bpeMeHHOCT B KhpMeHe

¢ He TpabBa na uanon3sate 3ogpaH npe3 mbpBHA TPUMECTHP Ha OpemeHHOCTTa. TOBa € Taka,
3aoTO 30¢paH MOXKE JIEKO Ja YBEIMUYHM pHUCKa OT paxkaaHe Ha 6ebe ¢ Lienka Ha ycrHara
(3aelika YCTHa) W/WJIH LieNKa Ha HeOLeTo (OTBOp WIM LENKA Ha rOpHATa YCTHA /WK HeOLeTo).

. AKko Beue cTe OpeMeHHa, cMATaTe, Y€ MOXKe f1a ¢cTe OpeMeHHa WM r1aHHpaTe OpeMeHHOCT,
NOChBETBaTE ce ¢ Baing nekap wiu gapMaLesT npeau na npueMere 3odpaH.

*AKO ¢Te )€eHa ¢ ACTEPOACH MOTEHLHAI, MOXE Ja ObjIeTe NOCHLBETBAHM Aa U3NON3BaTe eeKTHBHA

KOHTpalcIiuns.

He ce mpenopnuBa Aa KbPMHTE [0 BpeMe Ha JiedeHHE CEC 3odpaH. CbcTaBKUTE HAa JodpaH MOraT Aa
NPpEeMMHAT B KbpMaTa M Ia Be37eicTBaT Ha Bawero 6ebe. O6chraere ToBa ¢ Bamusg nekap.

KeHH ¢ feTepoaeH NOTEHRHA H MbiKe

3ot¢hpaH MOXe a2 yBpedH IUTofa. AKO CTe KEHa B AeTepoAHa Bbh3pacT, BallMAT Jlekap Lie NpoOBEpH
fany cre 6peMeHHa, M ako € HeoOXoAMMO MNpeau 3aloYBaHe Ha JieYeHHeTo ¢be 30¢pan, me Bu
HanpasH TeCT 3a OpeMEHHOCT. AKO CHLIECTBYBA PUCK OT 3a0peMeHsABaHe 110 BpeMe Ha JISHEHUETO ChC
3o¢pal, TpaOBa Aa U3N0I3BATE €(PEKTHREH METO/ 38 KOHTPAUECTIUHA.

[MocbeeTRaiiTE ce ¢ Bauius nekap OTHOCHO BE3MOXKHOCTHTE 34 €(PEKTHBEH METO/ 3a KOHTPALIETILIUA.
30dpan TabneTku ehaABLPKA JAKTO34.

Axo BammsT nexap Bu e Ka3ai, ue uMare HENMOHOCUMOCT KbM HAKOM 3aXapH, CBBPKETE CE C
npeay Aa rnpUeMeTe TO3U JEKaAPCTBEH IIPOAYKT.




3. Kak aa npuemarte 3odpan

Kaksa 103a 1a OpHEMETE
BamnsaTt rexap me Ba Kake Touno K01K0 30¢pan na npueMeTe. AKO HE CT€ CHIYPHH B HEllo,
nonurakre Bamwus nekap win ¢papMauesT.

3a mpexoTBpATABAHE HA FAACHE H MOBPbLIIAHE /€] JIeUeHHe 3a paK

Bw3pacmuu

B neHs Ha neyeHHETO:

O6uuatinaTta 103a NP BB3pacTHH € § mg, MpUETH eIHH JO Ba Haca Npeau IEYEeHHeTo U otue 8 mg

ABaHAAECET Haca I[IO~KbCHO.,.

[Ipe3 caeppaluMTe OHH:
O6uvailinaTa 1034 NP BBE3PacTHH € 8§ mg ABa MbTH JHEBHO, B IPOABLIDKEHUE Ha O NMET JHH.

Heya na ev3pacm 2 6 meceya u 1onowu
BaiiuaT nexkap 1e npeueHy npapwiHaTa A03a 3ogpan 3a Bamero aere. O6uuaitHata g03a e 1o 8 mg
JHeBHO (N0 4 mg ABa IMTbTH AHEBHO), B MPOAB/DKCHHE HA A0 NIET AHH.

3a npeaoTBpaTABANE HA raiede H NOBPLILAHE C/Ie] ONePaAlHs
Bw3pacmuu
ObwuuaiiHaTa no3a NpY BB3PACTHH € 16 mg ¢auH Yac npead onepanunara.

Ileya na evapacm =2 1 mecey u wonowu
He ce npenoppuBa 3o¢pan TabaeTku. 30paH MOKE Aa C€ NPWIOKHU KATO HHTPABEHO3HA HHXKEKIIHAL.

Kak ga npremare 3o¢ppan
[Tornpiuaitre Tabnerkure neny, ¢ MAIKO BOAA.
YBeaomere Bamus JieKkap RJIE MeAHIAHCKA CECTPa, aKo Npoab/bKaea Ja Bu ce raam.

AKO cTe nponycHAIH Aa npaeMmeTe 3odpan
[Tpuemere npomycHaTaTa 403a KOJIKOTO € Bh3MOXKHO NO-CKOPO H CJIEA TOBa [IPHEMETE ClIe/BalllaTa
no3a no oonuaitHoro BpeMe. He B3emMaiiTe 1BofiHA 1034, 33 1a KOMIIEHCHpATE NPOITyCHATaTa J103a.

AKO He cTe CHTYPHH KAKBO a4 HANpABHTE, nonuraire Bawna nekap Wik ¢gapMaLesT.

AKO ¢Te NpHEJIH NoBeYe oT HeoOxoarmara 1033 3oppan
Ao Bue pau Bamero aere cre npueny Wik ca Bu nanu noseue ot Heobxoanmara go3a 3o¢paH,
roBopeTe ¢ JieKap Wik He3abapHO oTHAeTe B O0oNHHLA. B3eMeTe onakoBKaTa Ha JIeKapcTBOTO ¢ Bac.

He cnapaliTe npaemMa Ha 3odpan 6e3 aa cTe ce KOHCYJITHPAAH ¢ Bamug Jekap
[Ipuemaiire 3o¢dpaH TONKOBa ABLIro, Konkoro Bu e npenopbsuyan Bammsr nekap. He cnupakite npuema
Ha 3odpaH, ocBeH aKo Bamuat nekap He By mocbBeTBa Aa o HanpaBHTe.

4. B1L3MOXHE HeXKeIAHH PeaKIHH

KakTo Bcuuku iekapcTBa, 3o0hpaH MOXKE 1a NPEeIA3BUKA HEXKEJIAaHH peaKliH, BBIIPEKH Y€ HE BCEKH I'H
NoJIy4yaBa.

Haxon HexKeJAHH PeaKIdH MOTAT A4 O0bJAT CEpHO3ZHH
CIIPETE npuema Ha 3o¢gpaH 1 He3abaBHO NMOTHPCETE MEAHIIMHCKA NTOMolLL, ako Bue unu aerero Bu
MOJTYUH HAKOA OT ClICHUTE:

Texxu anepraann peaknian: Te ca peaku npu xopara, npueMaiiy 3odpa. IlpusxHa
° HaJUTHAT U CbpOALL 0OpuB (Ypmurapus)
o NOAYBaHE, IOHAKOTa HA JIMUETO WK ycTaTa (anzuoedem), NpHUHHABALLO 3aTPYAHE
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® KOJIaIlc.

Muaokapana uexemus: [IpusHanyure BRITIOYBAT:
* BHe3anHa 00JIKa B rbPAUTE WIH
o CTAraHe B IbpAATE

JIpyru Bb3MOKHH HeXKeJTaHH peaKIHH
JIpyry HexKenaHH peaKiid MOXKE J1a BKIIOYBAT M30POEHHUTE TT0-A0Ty. AKO HAKOA OT TE3H HEXKeJIaHH
peakIiMM CTaHe cepHo3Ha, MHbopMupaikite Bamus nexap, ¢papMalLieBT WM MEJULMHCKA CECTpA.

MBoro secrd
Morat ga 3acerdHat noseude oT 1 Ha 10 nauueHTy:

. rnasobonue.

YecTm

Morart na 3acerdar Ao 1 na 10 naumeHTH:

. 4yyBCTBO Ha 3aTOIUISHE WIH 3a4YepBABaHE

. 3aMeK.

HeuwecTn

Morar na 3acersar Ao 1 ua 100 nanueHTH:

. NpUNagbLHU

. HEBOJICBH MYCKYJIHH ABHXXEHHA HWIH Cna3Mu
. HeIIpaBHUICH WIH 3a0aBeH ChbpAECHEH PUTHM
° Oonka B repauTe

° HHCKO KpBBHO HAJIATAHE

' XBbJILIAHE

. [IOBMILIABAHE HA BellleCTBAa {en3uMu), IPOH3BEXKAAHH OT YepHus Apob (Morar na ce NposBAT

Yype3 KPbBHH H3CJIEBAHHA ).

Penxkn

Morart na sacerdar Ao 1 sa 1 000 naunperTu:

° TEeXKH AIEPrU4HA peakliuU

. HapYILeHHE Ha ChbPACYHUSA PUTHM (KOETO MOHAKOra BOJHM N0 BHE3allHa 3aryba Ha Cb3HaHHE)
. 3aMasHOCT

* BPEMEHHO 3aMEITICHO WIH HApYLICHO 3pEHHE.

M=uoro peaxH
Morat na 3acersar Ao 1 ga 10 000 naumenTu:

o oOLIMpeH OOPHB ¢ MEXYPH H HITIOHIBAHE Ha KOXATA OT rOMAMa 4YacT OT NOBLPXHOCTTA Ha
TAJIOTO (MOKCUYHA enudepMaIHG HeKpPOAU3a)
. BpEeMEHHA CNenoTa.

CroOmanane HA HEKETAHH PEAKIHHA

AKO NOMy4YHTe HAKAKBH HEXEJIaHH JICKAPCTBEHM peakLHH, yeeaoMeTe Bauing iekap Wik ¢apMalieBT.
Topa BKIIOUBa BCHUYKH BB3MOXKHH HEOIMHCAHH B TAa3H JIMCTOBKA HEKEIAHU peakiuu, MoxeTe chulo Ja
ChOOIMTE HEeXENaHH peakiiiy NHPEKTHO Ype3 HAUMOHAIHATA CHCTEMA 3a ChODILaBaHe, MocoyeHa
no-a0y. Kato cho0iaBare HeXKEllaHU peakLMU, MOXKETE Aa AaAETe CBOA MPUHOC 3a NONYy4YaBaHE Ha
noseve MHGOPMAaLHA OTHOCHO 6€3011aCHOCTTa Ha TOBA JIEKAPCTBO.

H3nbiHUTENHA areHUMS NOo JIeKapCcTBaTa
yi. ,,JJamaH ['pyes” Ne 8
1303 Codus

Tell.: +359 2 8903417
yebcaiiT: www.bda.bg




5. Kak aa cexpanaBare 3Jodppan

Ila ce cpXpaHaBa HA MACTO, HEAOCTBHITHO 33 Jela.

He usnonzeaiire 3o¢pan ciel cpoka Ha rogHOCT, 0TOENA3aH BPXY OMMAKOBKATA.
Ha ce cpxpanssa nox 30°C,

He n3xpbpAsiTe jieKapcTBaTa B KAHAMM3AUUATA KM B KOHTEHHEpa 3a JOMAUIHU OTNAaqbLH.
[TonuTraiire Baiuvg papMaleBT Kak Ja U3XBBPJIATE JIEKAPCTBATa, KOUTO Beye He u3nosspare. Tesu
MEPKH LUE CIIOMOrHAT 3a Ofna3BaHe Ha OKOJHaTa cpeja.

6. CopappxaHHe HA ONAKOBKATA H J0MbLINHTETHA HHPOpMALHA

Kaxpo cpabpxa 3o¢pan

AKTMBHOTO BeLLIECTBO € OHAaHCETPOH. Besika TabneTka cbabpxKa 4 mg win 8 mg OHOaHCETPOH MoA

dhopMaTa Ha XHAPOXJIOPUI AUXHAPAT.

Hpyrure cbCTaBKU ca: J1akTo3a, He3BOAHA, MUKPOKPUCTAJIHA LIeNys103a, NpeKeNaTUHU3HPAHO
HAPEBHYHO HUIIIECTE, MAarHEe3UeR CTeapar, METHIXHAPOKCUIIPOIIWILIENY103a, ONacnped xbaTo
M-1-8429 (csabpprka TuTaHoB AMokcua (E171) 1 xenezeH okena (E172)), npeuncrena Boja.

Kak n3riiexna 30 pan B KAKBO ChABLPHKA ONAKOBKATA

Tabnerkure, chappkamin 8 mg OHAAHCETPOH (KaTO XHAPOXJIOPUA AUXUIAPAT), Ca XKbJITH Ha L{BAT,
¢AUNCOBMOHH, ABOMHOM3IMBKHATH, ¢ Haanuc ,,GXETS5” oT eqHara ¢cTpaHa U FIaaKu OT Apyrara.

Beska onakoska 3ogpaH cbabpka 5 unu 10 punmupanu Tabnerku B SaMCTEpH OT ABOHHO
ATYMHHHEBO (POITHO.

He BCHYKH BHIOBE ONAKOBKK MOrat Ja 6bJaT mycHAaTH B npoaaxoa.
IIpaTexaren HA pApPEMEARETO 32 YNOTpeba B NPOR3IBOAHATEN

IIpurexares Ha pa3pemeHueTo 3a ynorpeba
Sandoz d.d.

Verovikova 57,

1000 Ljubljana

ChaoBeHds

IIponzBoaHTEIR

LEK Pharmaceuticals d.d.,
Verovikova ulica 57,

1526 Ljubljana,

CnoBeHHA

3a AOMBLIHUTEHA HHOOPMALIHA OTHOCHO TO3H JICKAPCTBEH NPOAYKT, MOJIA CBBPXKETE CE C JIOKATHUA
NpeaCTAaBHTEN HA MIPUTEKATEIIA HA pa3pellleHUeTO 3a yroTpeba:

Cangos brarapua KUT
Ten.: +359 2 970 47 47

JaTa HA MOCJIEAHO 0100peHNE HA TACTOBKATA:
MM/ATIT




