Jacroska: HEpopManus 3a morpeduTens

300PAH 4 mg punmupann TabneTkn
ZOFRAN 4 mg film-coated tablets

30MOPAH 8 mg duamupanu Tabjerkn
ZOFRAN 8 mg film-coated tablets

oHpanceTpon (ondansetron)

IIpouereTe BHAMATEIHO UANATA JIMCTOBKA, NPeAN A2 3aN0YHeTe AA NPHEMATE TOBA JEKAPCTBO,
THH KaTO T CHALPKA BKEA 32 Bac angopmanms.

Kakso chABLp#a Ta3H THCTORKA:

S AN~

1.

3anazeTe Ta3zu THCTOBKA, MOjke fla ce HaNOKH Ja § NIpovYeTeTe OTHOBO.

AKO MMaTe HAKAKBH AOITLIHUTEIHH BBIpocH, onutaiite Bamua nekap, hapmauert win
METHLHHCKE CECTPA.

Tora nexapeTBo e npeanrHcano iavHo Ha Bac. He ro npeorcreneaiite Ha apyru xopa. To mMoxe
1a UM HABPEIH, HE3ARMCUMO Y€ TIPH3HANMTE Ha TAXHOTO 3abonnBane ca chiMTe KaTo Bamute.
AKO TOIyHHTe HAKAKBH HeXeIanH peakund, yBenoMere Bamms nexap, hapManest wia
MEIHUIHHCKA CecTpa. TORA BK/IOYBA Y BCUYKY BH3MOMKHM HEXKENaHH PeaKiiy, HEONMCAHH B
Ta3H JIHCTOBKA. Bibkre Touka 4.

W3NBAHUTENHA ATEHUNA 110 NEKAPCTBATA

Kaxso npencrasinea 3odbpas # 3a KaKso ce MINOI3pa

Kakso Tps6Ba fia 3uacTe, Ipesu 1a TipHemere Sodpan |/ Hemodka - Mourokanue 2
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Kakso npeacrasassa 3odpan # 32 KaKB0 Ce HIN0/3BA

Jodpay npHHARIKM KEM IPYIa ASKApCTBa, HAPEUeHN AaHTHEMETHIH. 30(paH ce H3NOI3BA 38
NpeIOTEPATABAHE Ha rafJeHe W MOBPBLIAHE, KOHTO MOTAT Jia ce TIOABST:

N0 BpEME Ha NIeHeHHe Ha pak (XMMMOTepaTifs WIH TbYeTepari)
cnes onepauua nox olima yno#ika.

Kax aeticrsa 3Jogpan
Oupancerpon e SHT; penentopen anraronuct. Toli AejicTaa kato maxubupa SHT: penenropure Ha
HEBPOHHTE, JIOKATTH3NPAHH B NeprdepHATa U B LEHTPATHATE HEPBHA CHCTEMA.

2.

Kaxeo Tpadsa na 3naere, npean Na npuemete 3oppan

He npuemaiive Sodpan

L 2

aKo npuemate anomMopgHu (H3TION3BaH 3a JedcHue Ha GosecrTa na IlapkHacoH)

aKo CTe ANePrHYHH (CepvXUyaCMEUmMent) KbM OHAZHCETPOH HIH KBM HAKOA OT OCTaHAMHTE
cheTaRkH Ha 3odpaH (H30poeHH B Touka 6)

Axo MucIWTe, 9€ TOBa Ce OTHacH 3a Bac, He npuemaiite 3odpan npeau na cre ce MOCHBeTEA

Bawma nexap.

Ilpepynpexaenns B NPeANa3HA MEPKH
T'osopere ¢ Bamug nexap nan papmanesr npeasn ga npuemere Jogpan:

aKo CTe anepruYHH KbM JIeKapcTRa, notobuu Ha 3odpan, HanpHMep ACKapCTH
2PAHUCEMPOH Wi NATOHOCEMPOH
aKO HAKOra CTe MMalTH NpobiaeME ¢be ChPUETO



. aKo HMarTe NMpobiieMH Che CHPLETO (HAlp. HeNPABH/IEH ChPAEYEH PHTBM WiH 3acToiHa
ChpAeTHA HEJOCTATHLYHOCT)
aKo UMaTe YpeBHM HPobiieMu
aKo HMare JepHoapobHo 3aboaaBane, Bamuar nexkap moxe 1a Hamanu Bamrata so3a 3odpax
aKo HMaTe poGNeMH ¢ HHBATA Ha COIH B KpEBTa BH, KaTo Kaaui, narpuil ¥ Margesui

JApyra nexaperea H 3ofpan

Mons nnopmupaiire Bamus jJexap, fapManesT Hiu MeJHIAHCKA CecTpa, AK0 DpHemare,
HACKOPO CT¢ NPHEMATH WIH 3aI04BaTe Ja fIpHeMaTe JPYTH JEKAPCTBA, BKIIOUMTETHO H TAKHBA,
oTnyckadu 0e3 pelenra.

. Kkapiama3en#l WK peHnTonH (H3MOI3BAHH 32 JISHEHHE HA eNHJIeNCHs )

° pudamunuHEH (H3INON3BAH 3a TeUueHHe Ha HH{EKIHH kaTo TyGepKynosa (TB))

. AHTHAPHTMHYHH JIEKAPCTBA, KATO aMHOAAPOH, H3TION3BAHH 32 IEUeHHE Ha HeTpaBUIeH
CBPACYCH PHTEM

. JieKapceTBa, HapeuyeHH GeTa-0a0KepH, KATO ATEHOON WITH THMOJMOM, KOHTO ¢€ M3IO/I2BAaT 38

TIEYECHHE Ha OTIpeJIeNIeHH ChpPAEYHH TH O4HH 3a00N18aHHA, TPEBOKHOCT FTH 38

NpPeNoTBpATHBAHE Ha MHTPEHO3HH IIPHCTHIIH

Tpamanon (boKoycnokogBamo)

IICKApCTBa, KOWTO YARDKaBaT T. Hap. QT-HHTEpBaN (KaTo XaJoNepHAOs KN METATOH)

aHTHOMOTHIIH, M2MOT3BAHH 32 JIeYeHHEe HA HHeKIMH (KATO SPHTPOMHLIME HIH KETOKOHA30M)

MPOTHBOPAKOBH JIeKapcTBa (MO-CICTHATHO AHTPALMKITMHH, KATO AOKCOPYOHLIMH HIH

JayHOpyOHLVH, HITH TpacTy3yMal)

. CEJIEKTHEHH HHXHOHTOpH Ha 06paTHOTO 3axBalaHe Ha cepoToHHH (SSRIs), usnonssanu 2a
JleYeHKe Ha ACNPECHA H/WIH TPEBOKHOCT, BIIIIOUHTENHO (hIYOKCETHH, IAPOKCETHH, CEPTPaTHH,
$IyBOKCAMHH, LMTANTONPaM, ECLHTATONPAM

. HHXUOHTOpH Ha 00paTHOTO 3axBamaHe Ha CEPOTOHHH H HopaapeHannH (SNRIS), H3Mon3BanHH 3a
NieueHHe Ha NeNpecHs W/HIH TPeBOXHOCT, BIJIKOYHTENHO BeHIa(hakcHH, AyaokceTHH

VBepomere Banius aexap uan papMaHeBT, ako IpHeMaTe HAKOE OT H3GPOSHHTE no-rope.

Hadopmupaiire Bamng nexap nian papmanesT HezaGaBHo, AK0 UOJIYYATE HAKOH OT CJIeIHUTE
CHMIOTOMH 10 BpeMe RJH ¢J1ejl npuaoxenne Ha 3odpan:
. aKOo MOJyMHTE BHE3aNHA §ONKa WIM CTATAHE B IBpPAUTe (MHOKAPIHA HCXEMMUA)

bpemennoct B KbpMeHe ,

. He 1pabpa na uanonseate 3opaH mpe3 NbpBUs TPHMECTEP Ha OpeMeHHOCTTA. ToBa € Taka,
3a10T0 3othpaH MOKe JIeKo Ja YBeJi4H PHCKa OT paxkaaHe Ha Gede ¢ nienka Ha ycTHaTa
(3aenixa ycTHa) W/HIH LeNKa Ha HeOLUeTo (OTBOp WITH 1I€NIKAa HA TOPHATA YCTHA W/knd Hebuero).

. AKo Bede cre OpeMeHHa, cMATATE, e MOXe Ja cTe GpeMeHHA WM MIaHUpaTe GPeMEHHOCT,
NOCHBETBANTE CE ¢ Baluus jiekap WiH GapMaeBT OpeaH aa npueMete 3odpan.

*AKO CTe JKeHa ¢ AeTePOJieH MOTEHIHAN, MOXKe Jla ObIeTe NOCHEeTRaHH Aa U3MOM3BaTe e(DeKTHRHA

KOHTPALISMIHA,

He ce npenopbyBa 1a KBPMHTE 110 BpeMe Ha NeveHue ¢he 3o¢paH. CherarkuTe Ha 30¢paH MoraT 1a
NPEMUHAT B KEpMaTa 1 Aa Be3feiicTeaT Ha Bamero 6eGe. O6cnaere ToBa ¢ Bawuma ekap.

KeHn ¢ feTeponeH HOTEHUHAN H MbKe
3odpan MOXe Ia YBpPeAU mioAa. AKO CTe eHa B IeTepOAHa Bb3pacT, BammaT leKkap 1e npoBepH
Nany cTe GpemMeHHa, H aKO € HeOOX0IHMMO NpeK 3aroYBaHE Ha IEUEHHETO cbe 3odpaH,
HampaBH TecT 3a GpeMEHHOCT. AKO CHIIECTBYBA PHCK OT 3abpeMeHABAHE MO BpeMe
3ogpan, Tpabea ma H3NON3BaTe edeKTHBEH METO/ 33 KOHTPALISTIIIHA.

IMocsBeTraiiTe ce ¢ Bamma nekap 0THOCHO BE3MOKHOCTHTE 3& eheKTHBEH METO,

3o¢pan TabneTKH CBABPKA NAKTO3A.



Axo Bamuar nekap BH e ka3zan, 4ye HMare HeTOHOCHMOCT KbM HAKOH 3aXapH, CELPIKETE CE ¢ Hero
TIPSH Ja NPHEMETE TO3W JICKAPCTBEH TIPOAYKT.

3.  Kak aa npuemarte 3odpan

Kaxsa 103a na npaeMere
BamusaT Jiekap me B kacke ToHO koako 3odpan Ja npsemeTe. AKO HE CTe CHI'YPHH B HELIO,
nonuTatite Bauus nexap win dapmanesr.

3a npejoTEpaTdBaHe HA rajeHe H MOBPLAIaHe el JieueHHe 3a paK

Bwapacmnu

B nend Ha neyeHueTO!

O6uuaiinaTa fo3a TPH BBIPAcTHH € 8 mg, NPHETH eHH JI0 AB& Yaca Ipeay JEHSHAETO H ome 8 mg
JIBaHAaJIeceT Jaca No-KBCHO.

[pes cnegsanmre (HU:
Obnuatinata fo3a IPH BE3PAcTHH € 8 mg /{Ba ITTH AHEBHO, B MPOIB/LKeHKE Ha J0 NeT JHH.

Heya na ev3pacm 2 6 meceya u onowu
BaumaT nexap e UPEUCHH MpaBrHaTa A03a 3o¢pan 3a Baweto mete. OGuuaiinara no3a e xo 8 mg
AHEBHO (110 4 mg ABA METH JHEBHO), B IPOAL/DKEHHE Ha IO NET AHH.

3a mpenoTBpaTABaNE HA rajeHe H NOBPLIAHE CJIeN ONepALlHS
Buvspacmuu
QOOuuaiinaTa No2a NpPH BE3PACTHH € 16 Mg enwn vac Npean onepaiysTa.

Henya na ev3pacm = 1 mecey u ronowy
He ce mpenopbusa 3odpan tabnetky. 3odpan Moxe Aa ce IPWIOKH KATO HHTPABEHO3HA MHIKEKLIHA,

Kak aa npnemare 3ogppan
Tlornemaiite TaGMeTKHTE 1IeNM, ¢ MATIKO BOAA,
YBenoMere Bamng Jexkap HIH MeIHNHECKA CeCTPA, aKe NPONEIxaea na Bu ce raan.

AK0 cTe npomycHa/H 1a npaeMeTe 3odpan
ITpuemere mpomycHAaTaTa 4033 KOMKOTO € BE3MOXKHO [O-CKOPO H CJIe]] TOBA IIPHEMETE Clle/IBaInaTa
J03a no o6uyaitnoro speMe. He B3eMaiiTe apoiina 1034, 33 1a KOMIEHCHPATE MIPOMYCHATATA /1034,

AKO He cTe CHrypHH KaKBO 1A HANPABHTe, ONHTaliTe Bamua nexap win Gapmanesr.,

AKo cTe IpHEIH NOBeYe 0T HeobxoaEMaTa 1034 Jodpan

Axo Bue nam Bameto gete ¢Te npuenH WK ca Bu namu nosede oT HeobxoauMara nosa 3odpau,
rOBOpeTE ¢ IeKap HiTH He3a0aBHO oTHeTe B GomHHLA. B3emere onakoekara Ha nekapcTeoTo ¢ Bac,
He caapaiiTe npuema Ha 3odpan 0e3 ga cTe ce koncyarupain ¢ Bamug sexap

Tpuemaiite 3odipan TomkoRa I6ATO, KoakoTo Bu € npenopruan Bammar nexap. He crimpaiite mpueMa
Ha 3odpaH, ockeH ako Bawmsr nekap He Bu nochBersa fa ro Hanpasure.

4, Buimoxau HeXeIAHE peaknan

Kakro BCHYKH JIeKapCTBa, 3odpad Moxe Ja IIpeIH3BHKA HeXKENAHH peakLuH, BBIIp
TIOTy4aBa.

HaxoH HeXxelaHH PeaKIHA MOTaT Aa 0bJaT CEpHO3HH
CIIPETE npuema na 3odpan 1 He3abaBHO NOTHPCETE MEMHIIMHECKA TIOMOII, KO
TIOTyYH HAKOA OT CJIEHHTE:



Texkn anepruanm peakunn: Te ca peaxH pH Xopara, npdeMaiiy 3odpan. IlpusHalliTe BRIOYBAT:
. HATHTHAT U chpbsaur oOpue (ypmurapus)

. noAyBaHe, IOHAKOTA Ha TMLETO HIIH YcTara (anzuoedem), IPUHHHABALLIO 3ATPYAHEHO AHILAHE
. KoJ1a1Ic.

Muokapana scxemus: [IpasHanyre BlUTIOUBAT:
. BHe3aMNHa 60MKa B FBPAKWTS HIH
bl CTATraHe B I'ePIHTE

JPpyra Bb3MOKHHE HEKENTAHH PEAKIHH
Jpyra HexxenaHu peakuHy MOXe [a BKTIOYBaT n30pocHHTe N0-10)ty. AKO HAKOS OT Te3H HeKeaaHH
peaKkiuu CTake cepHosHa, MHGopMupaiite Baiuua nexap, GapMalleBT HiM MEMLKHCKA cecTpa.

Musoro yecrn
Morar ga 3acersar noseue ot 1 na 10 nanpenTti:

] raaso0onue.

Yecrn

Morar nia 3acertar o 1 na 10 nanpedTu:

. JyBCTBO HA 3aTOILIAHE HIM 3a4EPBABAHE

. 3amnek,

HewecTn

Morar na 3acernar go 1 na 100 nanmenTH:

. NPHITATBLE

. HEeBOJICBH MYCKY/THH EBIGKEHHS HITH CrIasMK
. HETIpABHJIEH WiH 3a0aBeH ChpAeieH PHTEM
. 6onka B TEPINTE

] HHCKO KPBBHO HAJIATAHe

. XBIIIaHe

) MOBHINABAHE Ha BelllecTBa (eH3uMu), IPOU3BEHTAHH OT YepHHUA Apob (MOTAT Ja ce MPOsBAT

ype3 KPBbBHH M3CTCIBAHHA).

Penxkn

Morar aa 3acerdar g0 1 ua 1 000 maumenTu:

] TEXKKH JIEPTHYHA PeaKLpy

] HapyIleHHe Ha ChPOCYHHA PUTHM (KOSTO TOHAKOTA BOMM A0 BHE3AMHA 3ary0a Ha ch3naHue)
L 3aMadHOCT

L] BPEMEHHO 3aMEBITIEHO WIH HapyIIEHO 3PEHHE.

Mpuoro peakn

Morar na 3acernar ao 1 sa 10 000 nauuenTH:

. OBHpPEH OOPHB ¢ MEXYPH H M3IIIOLIBAHE HA KOXKATA OT IO/BIMA HACT OT MOBBPXHOCTTA Ha
TANOTO {MOKCUNHA eNUOLDMANHG HEKPOAU3A)

. BpeMEHHa ClIenora.

CrobmapaHe HA HeXeJAHA PeakuHH
A0 nomyvydTe HAKAKBY HEeXENaHK JCKApCTBEHH Peakuyy, yeeIoMerte Banus nekap ui
Toea BKKOYBA BCHYKH BE3MOXHH HEONMCAHHM B Ta3H THCTOBKA HEXKENaHH pea v
cHOOmMTE HEXENAHY PEAKLIMY AUPEKTHO Ype3 HALMOHANHATA CHeTeMa 32 CroOIg
no-noiy. Kato crobiiapate HeKeNlaHH peakilHe, MOXeTe Ja AafeTe CRoA TP
HOBe4e HHPOPMALKs OTHOCHO Ge3011aCHOCTTA Ha TOBA JIEKapCTBO.

dhapMmanesT.

HznmenEUTEIHA ar¢HIUMa N0 JeKapcTBaTa
ya. ,Jdamsas I'pyer” Ne 8



1303 Codus
Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

5, Kak na cexpansiBate 3odpan

Jla ce cbxpaHsBa Ha MACTO, HEJIOCTHITHO 3a LA,

He u3nonssaiite 3o¢pan cne cpoka Ha roAHOCT, OTOENsN3aH BbPXY ONAaKOBKATA.
Ha ce cuxpansasa noa 30°C.

He n3xpwpnsiite nekapcTsara B KaHaIM3aLMATA MM B KOHTEHHepa 3a IOMALIHK OTNabLH.
Monwuraiite Bamus dapmaneBT kak Ja H3XBBPIIATE JIEKAPCTBATa, KOUTO Bede He M3nosssare. Tesu
MEPKH L€ CIIOMOTHAT 3a Ofa3BaHe Ha OKOJIHATa cpeja.

6. CpabpkanHe HA ONAKOBKATA H J0NbJIHUTE/IHA HHpOpMAL A
KakBo cbabpxka 3odpan

AKTHBHOTO BELLECTBO € OHaHceTpoH. Besdka Tabnerka chabpika 4 mg MK 8 mg OHJIAHCETPOH NOA
¢opmaTa Ha XHAPOXJIOPH AMXHAPAT.

Jlpyrure cbeTaBKH ca: 1akTo3a, 6€3B0IHA, MHUKPOKPUCTATHA LIETYJI03a, TPEekKeNaTHHH3UPaHO
LlapeBUYHO HULIECTE, MArHE3UEB CTEapaT, METHIIXH/IPOKCHIIPONMIILIENY I03a, ONAcTpei K bJITO
M-1-8429 (ceabpixa TuTaHoB auokcua (E171) u sxenezen okewna (E172)), npeuncrena Boaa.

Kak u3riexaa 3oppan H KaKBO ChAbPKA ONAKOBKATA
Tabnerkure, chabpkalld 4 mg OHAAHCETPOH (KaTO XMAPOXJIOPHA AMXHIPAT), Ca MBITH Ha LIBAT,
€JIMNICOBH/IHH, ABOHHOM3MbKHANH, ¢ Haanue ,,GXET3” or enHaTa cTpaHa v rilaiky OT Apyrara.

Tabnerkure, chabpxkaliy § mg oHAaHCETPOH (KATO XMAPOXJIOPHA IUXHIIPAT), Ca HbJITH HA LIBAT,
CJIMNICOBH/IHY, ABOHHOM3NMbKHANH, ¢ Haamic ,,GXETS” or enqnaTa cTpaHa v riiajiku OT apyrara.

Besika onakoBka 3odpan chabpika S unu 10 Gpunmupanu tabnetku B 61UCTEPH OT JBOMHO
amyMHHHERO (OITHO.

He BcHyKH BHIOBE ONAKOBKHM Morat aa ObJar mycHaTH B npoaaxoa.
IIpuTexare HA pa3pelieHHETO 3a YIOTPe6a M NPOH3BOAHTE/]

IpuTexaren Ha pa3pemIeHHETO 3a yHoTpeda
Sandoz d.d.

Verovskova 57,

1000 Ljubljana

CiioBeHus

IlponzBoauTenn

GlaxoSmithKline Pharmaceuticals S.A., Grunwaldzka Street 189, 60-322, Poznan, [Tosw
Novartis Pharma GmbH, Roonstrasse 25, 90429 Nuernberg, T'epmanns e
Novartis Farmacéutica, S.A., Gran Via de les Corts Catalanes, 764, 08013 Bapi€la

3a JONbJIHUTENHA HHPOPMALIHSA OTHOCHO TO3H JIEKAPCTBEH NPOAYKT, MOJIA
TNpe/ICTABMTE)] HAa NPUTEIKATENIA Ha pa3peLleHHeTo 3a ynorpeda:

Cannos bwearapus KYT



Ten.: +359 2970 47 47

Jara na nocaenso oxoGpenne HA JHCTOBKATA:




