JIncroBka: HHOpMAaUH 32 NALHEHTA

beracepk 16 mg Tabd.1eTkn
Betaserc 16 mg tablets

beraxucTHHOB TMXMAPOXIOPHL
(betahistine dihvdrochloride)

[Ipoyerere BHUMATE/IHO NAJIATA JIMCTOBKA, NPelH A 3aNM04HeTe 1a NpHeMaTe TOBA JIEKAPCTBO,

ThH KAaTO TH ¢bABbpKa BaxkHa 3a Bac ungopmanusn.

- 3anasere Ta3u 1ucToBka. Moske /1a ce HAJIOXKH J1a 8 NpoyeTeTe OTHOBO.

- AKO MMaTe HAKAKBH JI0MbJIHWTEIHH BBIIPOCH, NonuTaiite Bawus nexap.

- Tosa nekapcTBo e npeanucano snuHo Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To moxe
Jla UM HaBpPeJIH, HE3aBMCHMO Ye NPH3HALMTE Ha TAXHOTO 3ab0/15BaHe ca chlMTe KaTo Bawure.

E AKO NojyunTe HAKAKBW HEXKEJIaHH peakUnH, yBeaomete Bawns nekap. Tosa BKIOYBA M BCHUKH
Bb3MOXHH HexenaHH peakliMi, HeOMUCaHH B Ta3H JMCTOBKA. BukTe Touka 4.
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1. Kakso npeacrabiisBa beracepk u 3a kakBo ce H3n0J/13Ba

AKTHBHOTO BelLIECTBO B TOBA JIEKApPCTBO € OeTaxXUCTHH. ﬂpcunonara Ce€, Y€ TO NnoBHLLIaBa NpUTOKa Ha
KPpbB KbM BBTPEUIHOTO YXO, KOCTO BOAH /10 HaMajiABaHC HA HaJAraHETO, MNOHHXKEHHWE Ha cuilara H
yecToTaTta Ha NPUCTBIIMTE Ha CBCTOBLPTEK, HaMaaBa LIyMa B YIUWUTE, 3abaBg WM Cridpa 33[')/63'['3 Ha
clyxa, 0cobeHo KoraTo ce npeanpueMe HaBpeEMEHHO JIEHEHHE.

betacepk ce u3non3pa 3a nevenue Ha MenurepoBa GoJiecT, H3ABsBALLA C€ CBC CIIEHUTE MPH3HALIM:
- YYBCTBO Ha 3amaiiBaHe (CBETOBBLPTENK), YECTO ChIIPOBOJEHH C rajieHe W MoBpbllaHe

- LLIYM B YIUHTE (THHHTYC)

- 3ary0a Ha cjlyXa MM 3aTpy/IHEHO UyBaHe.

YypcTBO 3a 3aMaiiBaHe ce [MoOJydyaBa, KOrato 4acT OT BbTPELIHOTO YXO, KOETO KOHTpOJHpa
paBHOBecHeTo, He palboTH NpaBHIIHO (T.H. BECTUOYIapHO BEPTHIO).

2. Kakgo Tpa6Ba j1a 3naete, npeau aa npuemere beracepk

He npuemaiite Beracepk:

- aKO MMaTe CBPBXYYBCTBHTENHOCT (aneprus) KbM O€TaXMCTHH WIM HAKOE OT MOMOLLHHUTE

BELLECCTBA.

(heOXpOMOLIUTOM);

/
He npuemaiite ToBa nekapcTBO ako W30poeHOTO mno-rope ce otHacs 3a Bac. Ako HG?"
nonuraiite Bawns nekap npeau aa npuemere beracepk.



IIpeaynpexneHun H NpeaAna3zHH MePKH

lNoBopete ¢ Bawus nekap, npeau aa npuemete betacepk:
- AKO HAKOra CTe HMaJli CTOMALUHA A3Ba

- AKO umare acTma

He npuemaiite bertacepk, ako u3GpoeHoTo no-rope ce oTHacsa 3a Bac (unu axo Bue cre nanment ¢
OpoHxnanHa acTMa HAH B MHHanoTO cCcTe Ooneaypand  OT  A3Ba  HAa CTOMaxa WMIM
ABaHAECETONPLCTHHKA), TpAGBa BHUMATENHO Aa ObleTe HAONHONABAHM MO BPEME HA IEUEHHETO.

Jdena
Betacepk He ce npenopbusa npH Acua nod ! 8 roauHy.

Apyrn aexapcrpa H beracepk

Wndopmupaiite Bawmna nekap, ako npHemare, HaCKOpO CT€ NPUEMaNH WK € BB3IMOXKHO A2 MpHEMaTe
APYr'H NEKapcTBa, BKUIOMMTENHO TakMBa, OTMyckaHd Oe3 peuenta. ToBa ce oTHacd H 3a OMNKOBM
JlekapcTea.

Hudopmupaiite Balwusg nekap, ako npHeMare HIKOE OT C/IEAHUTE NIEKapCTBa::

- AHTUXMCTAMWHH — Te Morat (TeopeTH4HO) Aa HaManaT edekrta Ha beracepk. Cbuo u betacepk
MOsKe Na Hamanu edeKTa Ha AaHTHXUCTaMHHWTE.

- MoHoamuHo-okcHaazHH WHXHOMTOpH (MAQ uHXxuOMTOpHM) — mnpufaraHd 3a JieHeHHe Ha
aenpecks unau Gonect Ha lNapkuncon. Te Morar aa 3acuanT efexta Ha betacepk.

Axo u3bpoeHOTO NMo-rope ce oTHaca 3a Bac (Mau He cTe curypHu), nonuraiTe Bawmug nekap npean na
npuemete betacepk.

Beracepk ¢ xpaHa H HANHTKH
MosxkeTe na npHemare Tabnerkute ¢ Win Oe3 xpaHa. Beracepk Moxe aa NMpHYMHM NEKH CTOMALLHH
npobaemu. [NpuembT ¢ XpaHa MOXke 1a NOMOTHE 38 HAMANABAHETO UM.

BpemeHHOCT, KbpMeHe B PepTHARTET
AKO cTe GpeMeHHa MM KbpPMHTE, cMATaTe, 4e MOXeE Aa cTe OpeMeHHa MK naaHupaTe OpeMEeHHOCT,
nocbeeTealTe ce ¢ Bawua nekap npeau ynotpebara Ha TOBa NeKapeTso.

He e usBecTHo nanu beracepk NoBnHABa HEPOAEHOTO AETE.

- cripere na B3uMare betacepk W KakeTe Ha Jckaps, ako cTe 3a0pEMEHE/TH MIIH MHUCIIHTE, Ye CTe
OpemeHHa.

- He B3uMmaiiTe Beracepk, ako cTe GpemeHHa, oceeH ako BawmaTt nexap € peluun, uye ToBa €
HeobxoauMo.

He e n3BectHo aanu beracepk npemuHasa 8 maitunnoTo mnaxo. Henelite aa kepMuTe, axo s3umare
Beracepk, ocBeH ako nekapaT Bu e kazan npyro.

[IpoyuBanms NpPH XKHBOTHU HE MOKA3BAT HANHUUETO Ha eheKTH BbPXY GEPTHINTETA MPH NABLXOBE.

IMModupasne u pabora ¢ MAIIHHH
He e seposartHo Beracepk na noenuaea cnocoGHOCTTa 3a WwogHpade U paboTa ¢ MaLIKHK.

Betacepk e mokaszau npu Oonect Ha MeHdep W BepTUTo (CBETOBBPTEXK), HNPH KOWTO, NOpajH camarta

Gonecr, Bue Moxe Oa ce uyBcTBaTe 3amasHH W Aa Bu npunowasa W TOBa MOXeE Na NOBJHsAE
cnocobHocTTa BU 3a wodmnpaHe u paboTta ¢ MaLLKHH.

3. Kak na npunemarte Beracepk




Bunaru npuemaiite betacepk TouHo kakTo Bu e kazan BawuaT nexap. AKO He CTe CHI'YPHH B HELLO,
nonwuraiite Bawus nekap.

BawuaT nexap e aaanTupa 103ata B 3aBHCHMOCT OT Balueto noenussane.

TponsakaraiiTe 1a B3MMATE NEKaPCTROTO, Thil KATO € HEOGXOAUMO BpEME TO J1a 3aN04He Aa AeiCTRa.
Mpremaiite TabaeTkure ¢ BoAA.

Moxere na npuemarte Tabnerkure ¢ waMm Ge3 xpaHa. Beracepk mMoxke na NpHHMMHM NEKM CTOMaMIHY
npoGaemu. [pHembT € XpaHa MOXKe 1a NOMOrHE 43 ce HAMANAT Te3u npobnemn.

[NpenopbunTenHara nosa € -1 TabneTka TpHW MbTH AHEBHO.
BaumaiiTe TabneTknTe no eAHO U CHILO Bpeme, TOBA we By noMorke na He 3abpaBuTe fa rM npuemMare.

AKo cTe npHeaH Nosede oT HeoOxoanmaTa ao3a Beracepk

AKO npHeMeTe no-ronama 1o3a, oTKOJAKOTo Bu e npeanucana, Moxe aa Bu npunoiuee (na Bu ce raam),
na ObaeTe CHLHIMB MIK Aa nojyurte Gonka B cToMaxa. AKO cTe npHeny noseue oT Heobxonumara no3a
Betacepk, oGanete ce Ha Bauima nexap winu otuaere a0 naii-Onuzkara Gonnuua seanara. Baemarte
OTIaKOBKaTa Ha NlekapcTBoTo ¢ Bac.

AKO cTe NponycHAAH Aa npuemete beracepk

Ako 3a0paeHTe f[a BleMeTe NekapcTBOTO, fponycHeTe Ac3arta. Biaemere cneasawarta B ofuuaiiHoTO
speme. He BanmatiTe nroiiHa go3a, 3a A4a KOMITEHCHPATE NPONYCHATATA 4034,

He cnupaiite npuema Ha Betacepk, A0pH aKO 3anovHETE Aa € UYBCTBATE NO-A00peE.

AKO MMaTe HAKaKBH AOMBJHMTENIHH BBLMPOCH, CBBLP3aHH ¢ yYnoTpebaTa Ha TOBA JEKAapCTBO, NOMUTaHTE
Baiuus nekap.

4. Bb3MOXKHH HexeJaHH PeaKlHH

Kakto BCMuKM nekapcTBa, TOBA NEKapcTBO MOXKE 11a NMPEAM3BUKA HEXENAaHM PeaKkLHH, BBIPEKH e He
BCEKM T'H MONy4aBa.

AJIEprHYHH peakuuH

AKO HMMaTe anepruyHa peaxuus, cripete nprema Ha beTacepk W ce CBBPXETE C JIEKap HIH OTHIETE
BeaHara B GonHu4HO 3aBeseuue. [Ipu3naumTe morar aa 6baar:

- yepBReH 0OPUEB MO KOXKATA WITH Bb3ManeHa chpbaLla koxa

- OTOK Ha NHLETO, YCTHHTE, €3MKa HITH UIMATA

- CrajaHe Ha KPbLBHOTO HansraHe

- 3ary0a Ha Cb3HaHHE

- TPYIHO AMIIAHE.

Jpyrute HexkenaHH peakLuu Morar aa obaar:

Yectu (MO¥Ke 13 3aCErHaT Me 1 v 10 nanmenTa, Ha Beceku 100 nexyraHu
- rajieHe

- 3aTPYAHEHO XpaHOCMHaHe (IUCTencus)

- rnasoGonue.

JIpyru Hexenauu peaklyu ca ek nNpobaeMHu ChC CTOMaxa kaTo npuiollasaHe (noppeluaHe), 6onka B
cTOMaxa M YepeaTa, KOPEMHO HaNpexKeHHe U MoAYBaHe.

AKQ HAKOS OT HeMelaHHTe peakKuHMHd CTaHE CEpPHO3HAa, H/IH 3abenexunTe IpPYTrH, HEOMHCAHH B T
JTHCTOBKA 33 nm’peﬁu'renn, MONA KaxeTe Ha Bawusa NeKap.

CrofwaBane Ba HeXeNaHH PeaKIUH




AKO NONy4YHTe HAKAKBH HEXENaHH JIEKAPCTBEHH peakuWH, yBenomere Bawua nekap. ToBa Bkmouea
BCHYKHM BBIMO)KHH HEOMHCAHW B Ta3M JIMCTOBKA HEXeNaHW peakUMH. MoeTe cbillo Aa ¢hobluute
HEXENAHH pPeaKLH JHPEKTHO Ype3 HaUMOHATHATA CUCTeMa 3a chobLIaBaHe:

H3nbauuTENHA areHUMs No JeKkapcTeaTa

ya. Jdaman I'pyes™ No 8

1303 Codus

Ten.: +359 2 8903487

yebealit: http://www . bda.bg

Kato chobulaBaTe HexenaHM peakuuH, MOXKETE Aa AaeTe CBOA MPHHOC 3a MOSy4aBaHe HA lOBede
HH(POPMALIMA OTHOCHO 6e30MacHOCTTa HA TOBA IEKaPCTRO.

5. Kak ga coxpansBare beracepk
[Ja ce cbxpaHABa Ha MACTO, HEJOCTHITHO 3a JeUa.

He wznonzeaiite ToBa NEKAPCTRO CNEl Cpoka HAa rOJHOCT, orbenszaH BBPXY KAPTOHEHATA ONMaKkOBKA.
CpOK‘bT Ha rogHOCT OTroBapA Ha NOCJACAHUA O€H OT NOCOYEHHA MECCLI.

To3n nekapcTeeH MPOAYKT HE M3UCKBA CTIELIHATIHHM YCNIOBHA Ha ChbXPaHEHHE.

He u3xBbpnsiiTe nekapcTBata B KaHANN3ALMATA WM B KOHTeitHepa 3a JOMalUHW oTnaabuM. [TonuTaiite
Bawms dapmanesT kak Aa W3XBbpAATe JieKapcTBaTa, KOWTO Beue He W3non3eaTte. Te3n MEpKM e
CMOMOrHAT 3a ONa3BaHe Ha OKO/MHATA cpena.

6. Cbm,pmamle Ha ONMAKOBKATA H JONbJAHHTE/IHA HHll)OpMal.lHﬂ

Kakno ceanpka beracepk

- AKTHBHOTO BeillecTBO Ha beTacepk e: 6eTaxMCTHHOB AHXHAPOXIOPHA.

- Jpyrd cbCTaBKM Ha JIeKapcTBOTO (NOMOLUHM BELUECTBA) Ca: MUKPOKPHCTANHA [I€AYy/03a,
MaHuTOon E421, MOHOXMIApaT Ha NHMOHEHATa KWCeNWHa, KonowleH Oe3RodeH CHAMLIMEB
JAHOKCHA, TANK, L-UHCTEeHHOB XHAPOXNOPHA MOHOXUAPAT, pOnUranar.

Kak n3raexna Betacepk H KAKBO CbIbP)KA ONAKOBKATA
Betacepk 16 mg Tabnetku B PVC/PVDC Gnucrep u anymunueroc donno, no 30, 40, 42 u 60 Tabnetiy p
OTIAKOBKA.

He BcHMukiM BUIOBE ONAKOBKK MOTAT Ja Obnar MMYCHATH B npona}xﬁa.

TabneTkute ca KPBLiAH, JBEOMHOMIMBKHAMM, ChC CKOCEHH puOOBe, ¢ 047 10 NOYTH O8N UBAT U OEAHTEHA
depTa, ¢ BAALGHATO penedHo M3oOpakeHnue ,,267° OT NBeTe CTpPaHW HA AENHTENHATA HEPTa BLPXY
e/iHaTa cTpaHa Ha TabneTkara.

Tabnerkara moxe Aa ObAe pa3zaencHa Ha €IHAKBH A03H.
IIpuTexaTen Ha palpelleHHETO 32 yHoTpeda B NPOH3BOAHTEN

IIpumesicamen na paspewenuemo 3a ynompeba:
Buarpuc EOO/]

otuc crpana ,,Cepauka opucu™

Oyn. CutHsakoso Ne 48, er. 7

1505 Coduns, brarapua




Hpouszsodumen:
Mylan Laboratories SAS

Route de Belleville

Lieu dit Maillard

01400 Chitillon sur Chalaronne
OpaHums

JaTta Ha nocniexHo npepasriexaane Ha auctoskara 03/2026




