Jncrorka: BEGOPMAIMA 32 NANNEHTA

Beracepk 24 mg TaGnerkn
Betaserc 24 mg tablets

Beraxmcriios auxpapoxiopus
(betahistine dihydrochloride)

IIpodyeTeTe BHUMATEINO NAIATA JHCTOBKA, NPEIH 1A 3ano4HeTe I3 DPHEMATe TORA JIEKAPCTBO,

Thil KaTO T4 CLALPAXA BakHa 32 Bac undopmannn.

- 3amasere Tasu IACTOBKA. Moxe 1a pemuTe a A npoderere 0THOBO.

- AK0 MMaTe HAKAKBH NOMLIHUTENHA BBOp OCH, nonKTajire Banma nekap.

- ToBa nexapcTBo € npeamucado navHo HA Bac. He ro mpeoTcThnpalite Ha Apyru Xopa. To

MOXE Ia MM HABpe[H, HE3AaBHCAMO Y€ MPHIHALMTE Ha TAXHOTO 3a00/BaHe ca CHUIATE KATO

Bammre.
- AXO MonyuuTe HAKAKBK HEXETaHU peakiuy, yeeoMere Bamms nexap. Topa Bxmoasa H
BcHYKA BE3MOKHH HeKelaHH PeaKiyH, HeONHCAHH B TasH Jmcroska. Bikre Touka 4.

KaKks0 ¢bAbPH&E TA3H JHCTORKA

e

n3n '
Kaxso npeacTasnasa Betacepk n 3a KakBo ce H3MOI3BA = BIHUTENHA ATEHUUA NO NEKAPCTBATA .
. Kaxeo Tps6Ba aa 3Haere, mpeau Aa npremerte Beracepx  |/VemotKa - Nlpuraxenue 2
Kax ua npseware Betacepk Ko Po. ... ADDIOSUL
BE3MOKHH HEKSITAHN peakiuH — AG A hﬁ'% ’?
Kak na coxpanssare Beracepx R / /—7 )
CHABPXAHHE HA OMAKOBKATA H JONBIHNTENHA HHPOPM aspewenue Ne /9., 7400, JZ/ - eeversnseas 72 ‘;‘
| Ogotpenue Ne ... /. 19 -5 s .
1. Kakso npencraBianea Beracepk u 3a KAKBO ce H3N0A3BA

AKTHBHOTO BEIIECTBO B TOBA NeKapcTbo € Geraxmerun. Ilpeamonara ce, e TO MOBMMIABA MPUTOKA Ha
KpbB KbM BETPEIIHOTO YXO, KOSTO BOJH O HAMANABAHE HA HANATAHETO, NOHIDKCHHE HA CHIATE H
9ECTOTaTa HA TIPHCTHIMTE HAa CBETOBBPTEXK; HAMalABa IMyMa B ymumkre; 3abasa win cimupa sarybara Ha
cayxa, 0coGeHo KoraTo ce mpeAnpHeMe HABPEMEHHO JIeYeHHE.

Betacepk ce H3MON3RA 34 JJedeHHe Ha Menuepopa GolecT, H3TBSBAIA CE CBC CICAHATE MPH3HALIA:
- YYBCTEO Ha 3aMaii@ate (CBETORBPTEK), IECTO CHIPOBOJEHO C TANIeHe H TOBP hIaHS

- IMyM B YIIATE (THHHTYC)

- 3ary0a Ha CIyXa FUIH 3aTPyJHEHO dyBaHe.

YysctBo 3a 3amaifBane ce mnoiy4aea, KOraro 4acT OT BBEIPEIIHOTO YXO, KOETO KOHTpOIHpa
PaBHOBECHETO, He paloTH mpaBmnHO (T.H, BeCTAOYNAPHO BEPTHTO). '

2. Kaxso TpaiBa xa 3naeTe, npenn aa npuemere Beracepx

He npuemaiite BeTacepk, axo:
- MMaTe CBPLXYYBCTBHTEIHOCT (Aeprus) KbM GeTaXHCTHH MM HAKOE OT HOMOIIHHTE
BeIecTBa
- Bammar nexap Be e kasan, we HMare TymMop Ha RanGeOpevuHara
deoxpomouEToM). '




He npHeMajire ToBa NekapcTBO ako H3IGPOGHOTO mo-rope ce OTHacA 3a Bac. Axo He CTe CHIYpHH,
normTaiire Bamsig nexap npegu na npreMete Beracepk.

IpenynpexaeAnd B EpeANAIHH MEPKHA

Tosopere ¢ Bainug nekap, npean na npHeMere betacepk:
- AK0 HAKOTa CTe HMalli CTOMAIIHA A3Ba

- AKO HMAaTe acTMa

He npuemaitre Betacepk axo m3GpoeHoro mo-rope ¢e oTHact 3a Bac (mnH axo Bee cTe nauHeHT ¢
GpoHxmanHa acTMa HAH B MMHANOTO cre GoneqyBalH oOT 3BA HAa CTOMaxa MR
ABAHANECETONPBCTHHER), TpAOBA BHAMATENHO 12 6bAeTe HAGMIONABAHH O BpeMe HA NEJEHHETO.

Jena
Betacepk He ce npenoprasa npH Aena nol 18 roauun.

Apyra nexkapcrsa B Beracepx

Hadopmupaiire Bamus aexap, ako npHeMate, HACKOpo CT¢ NPHEMAid HIH € Bh3MOXHO Ja IPHEMETe
- OPYTH JieKapcTsa, BKMOYMTENHO TAKMB2, OTMycKaHu Ges penenta. ToBa ce oThHacs H 3a OHIKoBH

NeKapeTRA.

Huadopmapaiire Bamwma nexap, ako npReMare HIK0OE 0T CNeAHHATE 1€ KapCTRa:

- ANTHXHCTAMHHH — T€ Morar (TeopeTHdHo) na Hamamr edexra Ha Beracepk. Crmo #
Beracepk Moske Na HaMad edekTa HAa ANTHXHCTAMUHHNTE.

- MonoaMuaO-OKCHAA3EH HExHOETOopEr (MAQ uHEXHOHTOPH) — DpHUAaraHH 33 JeYcHHe Ha
nenpecra wiK Gonect va INapkurcon. Te Morar aa sachnaT edexra Ha Beracepk.

Axo #36poenoTo No-Tope ce 0THacK 33 Bac (WM He cTe CHTYPHH), NONHATAlTe Banmg nekap npean aa
npuemere beracepk.

BeTacepk ¢ XpaHa H HANHTKH
Mosxere ma mpueMare TaGnerkmre ¢ wm Oe3 xpaHa. Beracepk Moxe Ja NPHIHHH JIEKH CTOMAIIRA
npobnemu. [IpueMBT ¢ XpaHa MOXKe Ad MOMOTHE 33 HAMAMABAHETO HM.

Bpemennoer, kbpMese H QepTHIRTET
Axo cre OpeMeHHa WM KLPMHTE, CMATaTe, Y& MOXKe Na ¢re OpeMeHHA WIH NnaHHpaTe GpeMeHHOCT,
MOCHBETBaliTE ce ¢ Bamms nexap npeau ynotpeGara Ha ToBa IEKapCTBO,

He e uzgecTHo fanu beracepk NoBIHABaA HEPOISHOTO JeTe.

- copere Aa B3umare Betacepk M xaxere Ha nekapx aKo cre 3abpemeHenH ANH Mucnme, qe CTe
OpemenHa.

- He B3uMaitte Betacepk, ako ¢re OpemeHHa, OCB¢H ako BammaT nexap € pelin, ye TOBA ¢
HeoOxoaHMO.

He e m3secTHo namm Beracepx mpemuHara B maifwnHoTe Miiko. Henmefite na kbpMuTe ako BiEMare
beracepk, oceeH ako nekapaT By e kazan opyro.

Ipoyuranns npd #ABO THH He MOKA3BAT HANMYHETO Ha eekTH BbPXY (EPTHIHTETA IPA IUTEXO0BE,

Ilogupane u padoTa ¢ MAMHHH _
He e pepoaTro Feracepx fa moanHABa COOc00HOCTTA 3a modupane H pabora ¢ MamIAHH.

Betacepk e mokazal npu Oonect Ha MeHMep H Beprure (CBETOBEPTEXK), NPH KOHTO, I
Gonecr, Bue MoXke ja ce dyBCTBaTe 3aMasHM H Ja Bu npumomasa B TOBA Mo
cnoco®HocTTa BH 3a modwpase o paboTa ¢ MAIOHHH.




3. Kax na npuemare Beracepk

Brnarn npuemaiire Beracepx TouHo kakTo Bu € kasanm Bamuar nexap. AKc He cTe CHTYPHH B Helno,
nonHTaltre Bamns fexap.

BammusT nexap me KOPUrupa Josara B 3aBHCHMOCT oT BaweTo NOBIAABaHe.

IIponen:xasalitTe fa P3EMAaTeE TEKAPCTROTO. Heoﬁxommo € BpeMe JICKapcTBOTO Ja 3anodHe Aa neﬁc'ma
Tipnemaliire TabneTKHTe ¢ BoRa.

Mokere aa npueMate Tabnerkdre ¢ WM Ge3 xpada. Beracepk Moxke Ja NpHIHHH JIeKH CTOMANHHA
npobnemn, ITpeMBT © XpaHa MOXE ha HOMOTHE ia Ce HaMaJAT Te3H mpoGaeMH. '

Ipenopwsaurennara Ko3a € 1 Tabnerka 2 msTH AREBHO. BauMaiite TabneTknTe MO eAHO H CHIIO BpeMe,
ToBa me Bu noMOrae na He 3a0pasATe Ja M NpHEMATe.

AKko cTe npnenn noeeye ot HeoGxoaumaTa n03a Beracepk

AKO TIpHeMeTe No-TofAMa 034, OTKONKOTO Br ¢ mpeanucana Moxe aa Bu npuiowmee (aa Bu ce raam),
na ObAeTe CHHUMB HNH A2 Nonyddre GolKa B cTOMaxa. AKO CTe NpHeNH noBede oT HeobxoauMmara xosa
Beracepk, ofamere ce wa Bamma nexap wiw ormnere no Hali-Onmskatra Gonmnna sezpara. Baemate
OMAKOBKATA Ha AeKapeTsoTo ¢ Bac.

AKo cTe nponycHaJH Ja npHemeTe GeTacepk

Axo 3abpazuTe Ja Bl3eMeTe NEKapcTBOTO, MPOIycHeTe Ho3aTa. Bsemere crnenpalnara B oﬁmaﬁuo'ro
ppeMe. He mpuemaiite aBofiHa no3a, 3a 1a KOMIIEHCHpATE NPOIYCHATATA A034.

He cniupaitre npueMa Ha BeTacepk, JopH axo 3anoyHeTe Ja ce IyBcTBaTe no-goGpe.

AX0 HMaTe HYKAKBH JOMTBIHUTENHH BLIPOCH, CEBP3aHA ¢ yOOTpe0ara Ha TOBA JIEKapCTRO, nomn'aﬁ'l‘e
Bamwtnst nexap.

4. BB3MOKHH HEXEJAHH PeaKIHH

Ka;cro BCHYKH JICKAPCTEA, TOBA JICKapCTBO MOXKE Ia NMpCIH3BHKA HEXKENAHH PEaKIHH, BBRIPEKH ¢ He
BCCKH T'H [MOy4aBa.

AJEPTHYHH PEAKIHA
AKO HMaTe aleprMuHA peakuud, clipeTe mpuema Ha beracepk H Ce CRBPXKeTe C NEKap HIH oTHAETE

BeAHara B DoJiHHYHAOC 3aBefenne, JIpnspanyTe Morar Aa 6aaT:

- HepBeH OOpHE 10 KOXKaTa MM Bb3NaneHa chpiama koxka
- OTOK Ha JIHLETO, YCTHHTE, £3HKA HITH MHATA

- crianade Ha KPBHBHOTO Hansrame

- 3aryba Ha CpIHaHHE

- TPYZHO OHIIAHE.

JIpyTHTE HexeNaHd PeakIHH MoraT sa 6baar:

YBectu (Moxke N1a 3aCETHAT ME: 1 ¢ 10 manmenTa, Ha Beexu 100 nexysann
- rajeHe

- JATPYAHCHO XPAHOCMMNIEHE (macnencun)

- rnagoGonne.

JpyTH HexeNaHy PeakIEu ca JekH npobieMA ¢hc cToMaxa KaTo NpriomapaHe (IOBPhInaHe), Gomka B
€TOMAaXxa H YepBard, KOPEMHO HANpeXXeHHe H NOgyBaHE.

AKO HAKOA OT HEXeNaHWTe peaknWH CTaHe CepHoIHa, WIH 3alenexwHre ApyTH, &b
JTHCTOBKA, MOJIA KayKeTe Ha Batuma nexap wiu dapMauesT.




Crofmapane Ha HEXKEAAHH PeakIEH :

AKO TOyNTEe HAKAKBH HEKENAHH JIEKapCTBEHH peaxmm yeenoMere Bamma Jlemap Tosa BEmouBa
BCHYKH BEIMOKHH HEOMHCAHH B TA3H JIMCTOBKA HEXeNAHW Ppeaximi. Moxere cbmo Aa’ c'mﬁnm're
HEMENAHN PeakLKi Up CKTHO Ype3 HALMOHANIHATA CHOTEMA 3a cholniabane:

Hsnenuurenda areHmus No ieKaperpara

yn. Jamau I'pyes” No 8

1303 Codmua

Ten.: +359 2 8903487

yeGcaiit; http://www.bda.bg o . C

Karo crofmaeare HexelaHH peaxuHH, MOXKeTe Ja Aanere CBOoA NPHAOC 33 MOMy4aBaHE ﬂa noseqe

HHGbOpMalus OTHOCHO Oe30nacHOCTTa HA TOBA NEKAPCTEO.

5. Kak ga coxpanaeare Beracepk

Jla ce chxpanHABa HA MACTO, HEXOCTEUHO 32 feua.

He wm3monspaiiTe TOBa NEKApPCTBO CISA CPOKA HA TOAHOCT, OTOENA3aH BBPXY KapTOHEHATA ONaKOBKA.

CpOK‘l:T Ha TOOTHOCT OTroBapA Ha MOCASOHHA OCH OT MOCOYCHAA MeCell.

To3H NexapcTBeH NPOAYKT HE H3NCKBA CMSHANHE Te MIIEPATYPHH YCIOBHA 3a ChXpaHeHHe.
Da ce cbXxpasaBa B OpUT HHANHATA OMAKOEKA, 32 J]a ce NpeRna3n oT Biara.

He u3xpbpsifTe NeKapeTRaTa B KaHATH3ANMATA HITH B KORTeHHepa 3a foMawHK ornaxsuy. [lonuralire -

Bamma ¢apMauesT KaK Ja HIXBBpIATE AEKAPCTBATA, KOMIO BEYe HE H3OOM3Bare. 1€3H: Mepxu me
CIOOMOTHAT 38 OHA3BAHE Ha OKOMHATA Cpeaa.

6. CrappxaHie HA ONSKORKATA H A0OBIHHTeIHa HHQOpMADHA S 5:::_

KaxBo coappka Beracepk

- AxTHEHOTO BemecTBe Ha Beracepk ¢ GeTaxncTHHOR XMAPOXIOPHL.

- HpyrH CHCTABKH 1A NCKapCTBOTO (NOMONHIHM BemecTda) Cal  MAKPOKPHCTANHA: MENynosa,
manuTon E421, MoHOXMapaT Ha2 MHMOHEHATA KHCEJIHHA, KONOHICH Oe3BONEH CHIHIMEB
JAMOKCHI H TaNK. '

Kax myrnexna Eeracepk H KAKBO ChALPAA 0NAKOBKATA
Beracepx 24 mg Tabnerkn B PVC/PVDC Gumctep n anymumkeso doimo, no 10, 20, 50 60 un 100
TabneTkH B OMaKoBKA.

He pcHYKH BH AOBE ONIAKOBKH MoTaT 2 §baar nycHatH B npojaxGa.
Tabnerkure ca KPbIH, BOMHONINBKHAMH, CHC CKOCEHH PEOOBE, ¢ 64N N0 Ho9TH GAN LBAT ¥ ACNHTENHA

qJepra, ¢ BATEOHATO penedHo Hr00paKeHHE ,,289" OT nBeTe CTPaHM HA MAENHTERHATa Hepra BHEPXY
eZ[HaTa CTpaHa Ha TabneTkara.

JlenuTeNMHaTa YepTa € caMo A YNECHH JYIICHETO 3a TIO-JIECHO LOTMTBIAHE H He pasueis TabneTkara pa- & ©

eIHAKBK JO3H.
IipuTexaren Ha paspemienuero 3a ynorpeba H NPOHIBOIHTER

IIpumexcamen na pazpewted uemo 3g ynompeba.
Maiinan EQOJT '

Odmc crpanga ,,Cep:,u,mca oucn”




Gyn. Curaxoso Ne 48, e1. 7
1505 Codwua, Brarapus

Hpouzeodumen:
Mpylan Laboratories SAS

Route de Belleville

Lieu dit Maillard

01400 Chétillon sur Chalaronne
OpaHIua

3a JONBENHHTEIHA HADOPMALHA OTHOCHO TO3H NEKApCTREH NPOJYKT, MOJIA CELPKETE C¢ ¢ JIOKanHHs
MpeaCTABHTCII HA NPHTCKATCILT HA PASPCIICHHETO 32 ynmpeﬁa:

Bnarapas

Maiinan EQOJI.

Odmuc crpana ,,Cepauka odgmon”

Byn. Cutrakoso 48 et. 7, Codmn 1505
Ten. +359 2 44 55 400

Jara Ha nocaeaHo NpepasriexaaHe na aucropkara 12/2018




