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Betaserc 24 mg orodispersible tibl&tgg S /

beTaxucTHHOB AMXHAPOXIOPHA
(Betahistine dihydrochloride)

IIpo4eTeTe BHAMATENHO UAJATA JTHCTOBKA, MpPeIH 1A 3anoYHeTe AA IpHEMaTe TOBAa
JIEKapLTBO, Thil KaTO T4 CHABPKA BaxkHA 3a Bac undopmanus.

- 3anasere Taszu nMcTOBKA. MoXe f1a ce HaNOXkH Za A NpoyeTeTe OTHOBO.

- AKO MMaTe HAKAKBY JOMBIHUTENHH BLIpOCH, nonuTtaiTe Bauma nekap.

- Tosa nekapcTso e npeanucaHo nuuHo Ha Bac. He ro npeotcThnBaiite Ha Apyru xopa.
To moxe na WM HABPEAH, HE3ARUCHMO, Y€ MPU3HALMTE HA TAXHOTO 3abonsneaue ca
chLIMTE KaTo Bawnure.

- AKO MONYYHTE HAKAKBM HEXENAHW IEKAPCTBEHH peakuMy, yBeaoMere Baluus nekap.
Tosa BKAIOYBA H BCHUKH Bb3MOXHM HEXKENAHH peakLMH, HEOTIHCAHM B Ta3H TMCTOBKA.
Buxte TOuKa 4.

TTenHOTO HAMMEHOBaHKUE HAa Bawueto nexkapetro ¢ beracepk 24 mg tabnerku, aucnepripalyq
ce B ycTarta.

Kakso CbABPIKA TalH JACTOBKA

1. Kakso npeacrasngsa beracepk 24 mg TabneTkH, IuMcnepryipaliy ce B ycrata d 3a
KaKBO € H3M03Ba
2. Kakeo Tpabsa na 3Hacre, npenu na npuemere beracepk 24 mg TabneTkw,

JAMCNePrHpallly ce B yCTarTa
3 Kak na npuemate Beracepk 24 mg TabneTku, Aucnepripaily ce B ycrara
4, Bh3MOKHH HEweaHH peakuuM
5 Kak na cexpanseare Beracepk 24 mg TabnetkH, Iucneprupally ce B ycrara
6 Chbabp:KkaHKe Ha ONAKOBKATA H JOTIRIHUTENHA HHPOPMALHA

1. Kakeo npeactapinea Beracepk 24 mg tabaerkn, ANCHepropauy ¢e B yeTaTa #
33 KAKBO C€ HINOJI3BA

Kaxeo npencraennaea Beracepk 24 mg TabiieTkn, JHCIeprupaniy ce B yerara

beracepk 24 mg TabneTku, JUcneprypalluy ce B ycrata cbabpixa Oertaxuctii. beracepk 24 mg
TabyieTkH, AMCNeprHpally ce B ycTaTa € JEKapcTBO OT rpynaTta Ha T.Hap. ,XHCTaMHHOBH
aHanosn”,

3a xaxBo ce n3noaBa beracepk 24 mg Tabnerkn, AMCHEPrupallLH ce B YCTATA
MeHueposa GonecTt — NpH3HALIKTE ca:

- Vcewane 3a 3aMasHocT (BEPTHUIO) W rajieHe Witk NOBpbLIaHE;

- HIYM B YILHTE (THHHTYC);

- 3aryfa Ha CIyXa WJIH TEKKO HyBaHe.




beracepk 24 mg ralneTku, AMcneprdpamii ce B ycTata Jdefictsa, karo nomoGpdsa
KpbeooOpawenueTo BbB BameTo BbTpeuiHo yX0. BLTPellHOTO X0 e eI1H OT OpraHite, KOUTOo
OTroBap4T 3a Balueto uyscrTeo 32 paBHOBeCHe.

2. Kakeo TpaGpa da 3uaere, mpeau Aa npuemere Beracepx 24 mg taGaerkn,
AHCTIEprHPALIN Ce B ycTaTa

He npuemaiite beracepk 24 mg rabnerku, AHCHEPrupamiH ce B YCTATA, AKO!

- CTe anepru4HH KM GeTAXMCTHH MITH KbM HAKOSA OT OCTaHAJMTE ChCTABKH Ha TOBa
nexapcTBo (M3GpoeHu B Touka 6).

- Bawuat nexap Bu e xazan, ue umare Tymop Ha HaaObOpeuHuTe *nesu (HapeueH
»(eoXpoMOLIHTOM™).

He npuemaiite ToBa JieKapcTBO, aKO HAKOE OT ropeH3dpoeHnTe ce oTHaca 3a Bac. Axo He cre
CHI'YpHM, rosopeTe ¢ Bauwiva nexap, npead pa npuemere beracepk 24 mg Tabnetku,
AMCIEprHpally e B ycTaTa.

IIpeaynpexieHns H NpeiNaiHH MePKH

l'oeopete ¢ Bamus nekap, npeau na npueMete betacepk 24 mg TabneTkn, AMcnepryupaiy ce
B YCTaTa:

- aKO HAKOTa CTe MMATH CTOMALLIHA A3Ba;

- aKo MMaTe acTMa.

AKo HiAKOoe OT ropeMs0OpoeHMTe ce oTHacd 3a Bac (MnH He cTe curypHu), rosopere ¢ Bauius
nekap, fipeau aa npuemete Beracepk 24 mg tabneTkM, aMcneprupaiuy ce B yerarta. Bawuar
JeKap Moxe Aa noucka aa Bu nabmonaea no-sHuMaTenHo, aokaro ripiemate bertacepk 24 mg
TaGJ’le‘TKH, JHCTIEprUpally e B yCTaTa.

Jeua n wnowmn
He nagaiite ToBa neKapcTBO HA NELa WK HOHOWM A0 18 TOAHHK.

JApyrn nekapcrea u beracepk 24 mg radieTkH, AHCNEPrHpalin ¢e B yCTaTa
Mudopmupaiite Bawuua nekap, ako npuemMare, HACKOpPO CTE NMPHEMAIH HJIM € Bb3MOXKHO ja
npuemerte gpyri nekapetea. Ilo-cneunanto, wudopmupaiite Baiuma nexap, ako npuemare
HAKOE OT CIEJHUTE NeKapCcTRa:

- AHTHXHCTAMHHH — B3MOMKHO € (TEOpETHUHO) Aa HaManaT edekTa Ha beracepk 24 mg
tabneTkH, AWcneprHpawiy ce B ycrata. Cvwo Taka, beracepk 24 mg Ttabnerkw,
JMCMEPrHpallly Ce B YCTATa MOXe a2 HAMaNK eheKTa Ha aHTUXMCTAMMHHTE.

- MoHoamMHHOOKcHAaZHH UHXUOHTOpH (MAO) — H3nonzear ce 3a JeHeHHe Ha Jenpecus
uiH Honectra Ha [Mapkuucon. BeimoxkHo e na yBenHuaT KOHUeHTpauMaTa Ha betacepk
24 mg TabneTku, AMCNEPrUpaLlM Ce B YCTATa.

AKO HAKOE OT ropeuzbpoeHuTe ce oTHacA 3a Bac (unu He cre curypuu), rosopete ¢ Batna
Jexap, npeau aa npuemere betacepk 24 mg TabneTkd, AMCNEPrupally ¢e B yCTata.

Beracepk 24 mg Tad1eTKH, ANCHEPrUHPaLIH ce B YCTATA € XPAHA H HAMHTKH
Mosxete na npuemate betacepk 24 mg TabneTku, aMcHeprupailid ce B ycrata ¢be HiM Oes
xpaHa. Br3moxuo e obaue beracepk 24 mg tabnerku, aucneprupaliy ce B ycTaTa 2
npeausBWKa nekH npobnemu cue cromaxa (M3Gpoeny B Touka 4). [TpuemsbT Ha Beracepk 24 m

BpemMeHHOCT, KbpMeHe 1 (hepTHIHTET
Ako cte OGpeMeHHa MMH KbPMHTE, CMATaTe, ue MoxKe Ja cte OpeMeHHa MaM
GpeMeHHOCT, 10ChbBeTBaliTe ce ¢ Bawiua nekap npenu ynorpebaTa Ha ToBa NeKapc
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He e ussecrno panu betacepk 24 mg TabneTxh, pqucnepripali ce B ycrara okasea edexT

BBPXY HepoaeHoto 6ebe:

- Crpetre mprema Ha Beracepk 24 mg TafneTk, AMcrieprupaumM ce B ycTaTa M
HHpopmupaiiTe Bawus nekap, ako cTe GpeMeHHa, CMATATE, Ye MOXKe fa cTe GpemenHa
Wik TUTaHHpaTe OPeMEHHOCT.

- He npuemaitte Betacepk 24 mg rabnetku, aucrieprupallld ce B ycTara, ako CcTe
GpemeHHa, OCBEH aKo BallusaT nekap He npeLeHy, ue e HeobXxoaumo.

He e useecTHo nanu Betacepk 24 mg Tabnerku, AMCNEprupally ce B yCTaTa MPEMMHAaRA B

YOBELIKATA KbpMa:

- He ktpmere, ako npuemate beracepk 24 mg TadneTky, AMCMEPrupally ce B ycrara,
oceeH ako Baiuat nekap He Bu kaxe.

[IpoyuBanKs RpH JKMBOTHH HE MOKA3IBAT HAMHUWETO Ha edeKTH BBPXY depruiuteta npu
IIBXOBE.

Illo¢upane ¥ paGora ¢ MAIIHHA
Hsama BeposTHocT Beracepx 24 mg TabneTku, AMcmeprypauid ce B YCTaTa 44 NOBNKSE
crnocoOHOCTTa BH 3a wodkpane nitn H3no13BaHe Ha HHCTPYMEHTH HITH MalLIHHMU.

He 3abpapsiite obaue, ue Gonecrure, 2apasy KOMTO NPUEMATE TOBA JIEKAPCTBO, MoraT aa Bu
Hakapat Ja M3IM1TATe CBETOBBPTEX WM 12 MOBPHUIATE H /14 NOBAHAAT Ha criocobuocTTa B 3a
wodupare 1 paboTa ¢ MaLIHHU.

Betacepk 24 mg Ta0/1eTKH, JHCREPTHPALIH CE B YCTATA ChAbIKA

- Toea nekapctBo cbabpxa 3,4 mg acnapram BwB Bcfka Tabnetka. Acnapram (E 951),
H3TOYHHK Ha deHunananuH. Moxe f1a € BpeniHO, ako HMaTe DEHUITKETOHYPUSA, PAIKO
reHeTHYHO 3abondBaHe, IPU KOETO ceé HATpymnBa EHWIANaHWH, 3aLI0TO TANOTO HE
MO3Ke Aa IO OT/Ae/8 MPaBUIHO.

- 3axaposa. Axko Bamuar nexap Bu e Kkasan, ue MMaTe HEMOHOCHMMOCT KbM HAKOU
BBIIEXHAPATH, MOCHBETBAHTE C€ € HEro, NMpeAH Ja [pUeMere TO3H JEeKAPCTBEH
NpOaYKT.

3.  Kak aa npuemare beracepx 24 mg TabneTku, AHCHeprupaiiy ¢e B yeraTa

Bunary npsemaiite Tora nekapcTBo TouHO kakTo Bu e xazan Bawuar nekap. Ako ne cre

CHI'YPHY B Hewlo, nonuTaiite Bawma nexkap.

- Bawmar nexap e onpeaeny nozara By, B 3apucuMoct ot Bawius Hanpeabk.

- Ipoabmkasaitre aa npuemare nekapcTBoTo. Moxe Aa MHHE H3RECTHO BpEME, NpenH
TO 71a 3aMouHe Aa AcHcTsa.

Kax ce npnema

- INocrasere TafneTkata RBPXY €3MKa M A OCTABETE /la ce pasnajiHe, Npeid Oa 2
roreiHere ¢b¢ MK Gez Boja (cnopea npeanounTaHusTa Bu).

- Moxere na npuemare tTabnerkara ckc MK 6e3 xpaHa. BvamoxkHo ¢ ofaue beracepk
24 mg TabneTkH, AMCNEpTrHpally Ce B yCTara Ja NMPeM3BHKa NEKH NpobaeMH ¢he
cromaxa (u3bpoenn B Touka 4). [lpuembT Ha beracepx 24 mg Tabnetkn,
QMCNEPrHpALlK CE B yCTaTa ¢ XpaHa MOXe Aa O6NeKYM CTOMAaLLHUTE NpodnemMH.

Koako 12 npuemare
IpenopbunrennaTa Ao3a € no eaHa TabneTka ABA MBTH JHEBHO.




Pasnpenenere TabneTkUTE paBHOMEPHO B X0Aa Ha AeHA. Hanpumep, npuemaiite eaHa tabnerka
CYTPHH M €1Ha — Beuep,

[locrapaiite ce na npuemare TalNeTKHTE MO €AHO M CHIIO BPEME BCEKH JeH. Taka iue
OCHTYPHTE TIOCTOAHHO KOJIHYECTBO OT JIeKapcTBOTO BbB Batiua oprannibu. B aonwinenmue,
Karo ApHEMATE JIEKAPCTBOTO (10 €1HO W CBLIO BpeMe, HAMA Aa 3abpasuTe na CH BlemeTe
TabneTkHTe,

Axo cre npdean mnoseue ot HeoOxogumata go3a Beracepk 24 mg TabneTkw,
ANCOEpPrupaily ¢e B yerara

AKo cTe npHenH nosetde oT HeobxoauMaTa 1o3a beracepk 24 mg TabneTku, AMcHeprypatiy ce
B yCTara, MOKE A3 TMOYYBCTBATE laleHe, CHHIAMBOCT Win Sonku B cromMaxa. AKo ce
NpHTECHIBATE, MOTHpceTe Bawna nekap.

Ako cre nponycHanu aa npuemere beracepk 24 mg TaG/eTkn, Ancneprupawu ce B
ycrara

- AKO CTe NponmycHan f03a, He BiemaiTe HoBa. Baemerte creapalnata B obHualtuoro
BpEME.
- He paemaiite npokiHa f03a, 3a Ja KOMMEHCHpaTe NMPONYCHATaTa /103a.

AKO cTe ¢cnpe/n npuema va Beracepk 24 mg 1a0/1eTKH, IHCIEPTHPALLM Ce B YCTATA

He cnupaiite npuema Ha beracepk 24 mg tabnetkn, Aucneprupauiu ce B ycrarta 6e3 aa cte
roBOpHIIK ¢ Bawna nexap, 10pu u aa cTe ce NovYyBCTRANH No-no6pe.

AKO HMATe HAKAKBU JAOITBEITHHTE/IHH BBIIPOCH, CBLP3AaHH C yﬂOTpeGﬂTa Ha TOBa JICKAPCTBO,
nonuraitte Bawua nexap.

4, BL3MOXKHN HEXKENAHN PpeaKIIHH

KaxTo BcuukH NeKapCTBa, TOBa NEKAPCTBO MOXKE Ja NMPEAH3BHKA HEXKENAHN DEAKIIHH, BEOPCKH
Ye HE BCCKH T'H NONTYYaBa.
I'lpu npUeEMa Ha TOBA NiCKAPCTBO €a BE3MOXKHH CNIEAHHTE HEXETaHH PpEAKLHH!

Aflepruunn peakuun

AKO TIONy4HTe anepruvHa peaxlus, NpekpaTere npHeMa Ha bertacepk 24 mg TaGneTkw,
AMCMESPTHPALLH Ce B YCTATa M NOThPCETe JIeKap WK BeAHara OTHAETe B GonHuiua. BramMoxHu
ca CleAHHTE MPU3HALIHK:

- 3auepBABAHE WK MOAYTHHA Ha KOKaTa ¢ OOpHB WK BbanaleHue u cbplesk o kokara;
- NoAgYBaHE Ha JIMLETO, YCTHHTE, €3HKa WM BpaTa;

- najiake Ha KPbBHOTO HAIATAHE;

- 3aryDa Ha Ch3HaHue,

- 3aTPYAHEHO JHLLIAHE.

IlpeycranoBete npruema ua beracepk 24 mg TtadneTKH, JHCTIEPrupamid ce B yCTaTa M
NOThpceTe JeKap HJAH BeAHara oTHAeTe B OoJHHNA, ako 3aleiexHTe HAKOH oT
n30poeHnTe NO-rope NPHU3HANH,

Apyru HexeNaHu peakuuu:

Yectu (Morat aa 3acernar go 1 Ha 10 gywin)

- rajeHe;

- 3aTPYOHEHO XPaHOCMHIAHE (IHCTIENICHA);
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- rnasobonue.

JonbannTeNHH HexeJaHH PeaKUHH, 332 KOHTO HM2 cboOwmenus npu ynorpeba Ha

Beracepk 24 mg rabneTku, IHCOEPrUpALLH C€ B yCTaTa

- Jlexu cromawHK npo6ieMu KaTo NoBpbiLaHe, Sonku B CTOMaxa, NOAYBaHe Ha CTOMAXa
(pasaymaHe Ha kopema) u oOpazyBaHe Ha razoe. [lpueMbT Ha Betacepk 24 mg
TabneTku, AWCNEpryupalid ce B YCTaTa ¢ XpaHa MOXe Ja O0JEKYH CTOMAalHHUTE
npobnemu.

CrofmaBane Ha HeXXe/1aHH peaKIHH.

AKO NONYUMTE HAKAKBH HEXKENAHH /IEKApCTBEHU PeakuMnH, ysedomere Bauinst nekap. Tosa
BIJIKOYBA BCHUKH Bb3MOKHM HEOMHCAHH B TA3M JMCTOBKA HEXENAHH peaklni. MOXeTe Chlllo
Ja choOLIMTE HeXKETaHH peakutH JMPEKTHO Ype? HALMOHATIHATA CHCTEMa 34 CLOOLIABaHE:

M3nenHuTenHa areHumMs no nekapcreara
yn. ,Jdamsas pyes” Ne 8

1303 Cognn

Ten.: +35 9 28903487

yeGcaiit: http://www.bda.bg

Kato chofulapate HexenaHu peaklMM, MOXKETE Aa AAfETE CROA MPHHOC 33 NOTYYaBaHE Ha
noseye HHPOpPMaUHA oTHOCHO Be30nacHOCTTa Ha TOBA J1€KapCTBO.

5. Kak na chxpanaeare Beracepk 24 mg TabjeTkn, THCNEeprupanH ce B yeTaTa

- Ia ce cbxpaHaBa HA MACTO, HEJIOCTRIIHO 32 Jeua.

- He wu3nonzeaiiTe TOBa JEKApCTBO CIEA CPOKA HAa TOAHOCT, OTOens3aH BBPXY
KapToHeHaTa onakoBka M GaHceTepa. CPOKET HAa FOAHOCT OTroBaps Ha MOCAEAHHA AEH
OT NOCOYCHHUA MECEL,.

- JlekapcTBEHHAT NPOAYKT He H3UCKBA CMELHATHH YCIOBHA HA ChXPAHEHHE.

- He usxBnpnaiiTe nexapceTsaTa B KaHAIM3IaLMATA WIM B KOHTEHHepa 3a IJOMAallHH
ormaabuy. [Tonutaiite Bairus dapmaueBT Kak Aa M3XBBLPAATE NEKAPCTBATA, KOUTO
Beye He H3Monm3Bare. Te3H MEPKH LIE CNOMOTHAT 3a ONa3BaHE HA OKOJIHATa cpeda.

6. Cranp:kanHe HA ONAKOBKATA B JONLJAHHTEIHA HHpOPMANHA

Kakso cuanpixa Beracepk 24 mg tabnerku, AucNeprupaiy ce B ycrata

- AKTHBHOTO BEIIECTBO € BeTaxHCTHHOR AMXUapoxiopua. Besaka Tabnertka csabspxa 24
MHIHrpaMa (mg) 6eTaXHCTHHOB AHXHAPOXITOPUA.

- Hpyrute c¢beTaBkM Ha Beracepk 24 mg TabneTku, aucneprdpaitd ce B ycrara ca
MHKPOKPHCTANTHA UENMYn03a, KPOCNOBKAOH {Tun A), TMMOHEHa KHUCeN1HHa, 6e3BOIHa,
CMNHLMKEB AMOKCHA, KojouaeH Oe3pojeH, Tank, E951 acnapram, E950 xanues
auecydam, MEHTOB BKYC, Mackupalll Bkyc (3axapo3za, E951 acnapram, E950 kannes
auecyndam).

Kak nsrnexna Beracepk 24 mg Tab/1eTKH, ANCOEePrApallH e B YCTATA H KAKBO ChABL KA
ONAKOBKATA

- Beracepk 24 mg TabneTku, AHCNEPrHpaLly ¢ B YCTATa Ca KPbEMH, IJIOCKH
WBITEHHMKABM HAa UBAT, Ge3 NOKpUTHE, CBC CKOCEHW kpauu@ H Ges
JInaMeTBLpBT MM e 0koI0 9 mm.



- beracepk 24 mg TabneTku, AMCNEprUpaLy ce B YCTaTa Ce NpeataraT B ONIAKOBKH 110
20, 30, 50, 60 wau 100 Tabnerxku. Te ca oNakoBaHU B onucTepu  OT
TIONHAMRI/ATYMUHUI/ IIONMBHHUNXITOPH] M 2TYMHHHEBO 2aneuarsauto Gonuo.

- He BcHuKHM BH/10BE ONAKCBKYH MOTAT Aa ObAAT MycHaTH B npoaaxta.

IIpuTexkaTen Ha pazpeileHHETO 3a ynorpeba H NPoN3BOANTE]

Hpumescamen na pazpewenemo 3a ynompeta:
Viatris Healthcare Limited

Damastown Industrial Park,

Mulhuddart, Dublin 15,

DUBLIN, Hpnanaus

[Ipouzeodumen:

Delpharm I'Aigle

Zone Industrielle N° 1, Route de Crulai
61300 L'Aigle

Opanuus

To3n nexapcTeeH mMpoAykT € paspelreH 3a ynotpeba B abp:kaBuTe 4neHKH Ha EMIT noa
C/IeAHUTE MMEHa:

Ouunanans  Betaserc 24 mg suussa hajoava tabletti

Brarapus Beracepk 24 mg TabaeTku, AMcieprypaiLy ce B ycTarta
Kunnp Betaserc 24 mg Awoxio S1IGTEPOLUEVD GTO OTONA
Ecronus Betaserc

dpanuma Betaserc 24 mg Comprimé orodispersible

bpums Betaserc 24 mg Aiokio dacreipousvo aTo oTG
YHrapus Betaserc 24 mg ODT szajban diszpergalddo tabletta
Jataua Betaserc 24 mg muté disperg&jamas tabletes

JIuTra Betaserc 24 mg burnoje disperguojamosios tabletés
[Tosnuia Betaserc ODT

[Mopryranua  Betaserc ODT 24 mg

PyMbHHA Betaserc 24 mg Comprimate orodispersabile
Cnoeenus Betaserc 24 mg Orodisperzibilne tablete

Jata Ha nocneaHO npepa3sraexaane HA JucToBKaTa 01/2026




