JlncroBka: HHpopMaUHA 32 NALHEHTA

beracepk 24 mg Tab/1eTKH
Betaserc 24 mg tablets

beTaxuCTHHOB AUXHAPOXIOPHI
(betahistine dihydrochloride)

IIpoyeTeTe BHHMATEJNHO LAJATA JHCTOBKA, NMpeAH [a 3ano4HeTe [a nmpHeMaTe TOBa JieKapcTBO,

Thil KATO TH ChAbPKA BaxKHa 3a Bac undopmaunsn.

- 3anaszere Ta3u JUCTOBKA. Moxke aa peumTe aa s MpoYeTeTe OTHOBO.

- AKO UMaTe HAKAaKBH JOMBJIHUTEIHU BbIIpOCH, NonuTaite Bawns nekap.

- Tosa nekapcTBo € npeanucaHo Ju4HO Ha Bac. He ro npeorctenBaiite Ha apyru xopa. To
MO>KE Jla UM HaBpeJH, He3aBUCHMO Y€ NMPU3HALUTE HA TAXHOTO 3a00ssBaHe ca ChLIUTE KAaTo
Bawmure.

- AKO MOJIy4YHTEe HAKAKBHM HEXXeJIaHU peakuuH, yBeaomere Bawmusa nekap. Tosa Bk/touBa
Bcuuku Bb3MOXKHH HEXEJIaHH peaKLUH, HEONKUCaHU B Ta3u JIMCTOBKA. BUxTe TOUKa 4.

KakBo cbabpxKa Ta3H JHCTOBKA
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1. Kakso npeacras/isnBa Beracepk u 3a KaKkBo ce H3M0J13Ba

AKTHMBHOTO BEIIECTBO B TOBa JiekapcTBO € OeraxucTuH. Ilpeanonara ce, 4e TO MoBMIIaBa MPHUTOKA Ha
KpbB KbM BBTPEUIHOTO YXO, KOETO BOJAM N0 HaMajsiBaHE HA HaJIATAHETO, MOHWKEHHE Ha CWiara W
yecToTaTa Ha MPHUCTHIIUTE HA CBETOBBLPTEXK, HaMalsBa LIyMa B ywiuTe; 3a0aBs WM cnupa 3arybara Ha
clyXxa, 0coOeHO Koraro ce npearnpuemMe HaBpeMeHHO JIeYeHHUE.

beracepk ce u3non3sa 3a ne4yeHue Ha MeHuepoBa 0onecT, U3aBsABallA C€ CBC CIEJHUTE NMPHU3HAL:
- YyBCTBO Ha 3aMaiiBaHe (CBETOBBPTEX ), YECTO CHIIPOBO/ICHO C raJieHe U NMOBpblUAHE

- IIYM B YIIUTE (THHHUTYC)

- 3aryba Ha ciyxa HJIM 3aTpy/AHEHO 4YyBaHe.,

UyBcTBO 3a 3amaiiBaHe C€ TIOJy4aBa, KOraro 4acT OT BBTPELIHOTO YXO, KOETO KOHTpOJMpa
pPaBHOBECHETO, HE padOTH MPaBUIIHO (T.H. BECTHOYIApPHO BEPTHIO).

2. Kakso TpsiOBa aa 3HaeTe, npeau na npuemere beracepk

He npuemaiite beracepk, ako:
- MMaTe CBPBXYYBCTBUTEJIHOCT (aseprud) KbM O€TaXUCTHH UIIH HAKOE OT MOMOLUHHUTE

BELIECTBA
- Bamusar nekap BuM e ka3an, 4e wumare Tymop Ha Han0OvOpeuHaTa

¢eoXpoMOLIMTOM).




He npuemalite ToBa nexapcrBo ako H3OpoeHOTO mMo-rope ce oTHacAd 3a Bac. AKO He CT€ CHUTYpHH,
nonuraiite Bamus nekap npeau aa npueMere beracepk.

I[Ipenynpexnenua H NpeaAna3sHH MepPKH

["'oBopere ¢ Bamus nekap, npeau na npueMere beracepk:
- AKO HAKOIa CTE€ HMaH CTOMAIIIHA A3Ba

- AKoO uMmare acT™Ma

He mpuemaitre Betacepk ako u30poeHOTO mno-rope ce OTHacd 3a Bac (Win axo BHe cre maumeHT ¢
O6poHxmanHa acTMa HAM B MHHanoTo cTe OoneayBarH OT fA3Ba Ha CTOMaxa W/HIH
JABaHaJeceTONPHCTHHKA), TpAOBa BHUMaTenHo Aa ObpaeTe HaOMI0AaBaHH IO BPpEME Ha ICYEHHETO.

HNena
Betacepk He ce npenopb4Ba HpH Aena rnox 18 roouuu.

Hpyra nexapcrsa H beracepk
Hudopmupaiite Bamna nekap, ako npueMare, HACKOpO CT€ NMPUHEMANH MAH € Bb3MOXHO Ja NMpHEMeTe

APYTH NeKapcTea, BKMOYMUTEIHO TaKHBa, OTMyckaHu Oe3 peuenta. Toea ce oTHacs W 3a OMIKOBM
NIEKapCTRa.

Hudopmupaiite Bauiua nekap, ako NpHeMare HAKOE OT CIIEAHUTE JIEKapCTBA:

- aHTHXHUCTAMHHU — Te MOrat (TeopeTMdHo) Ja HamamaT edekta HA beracepk. Cniio H
BeTacepk Moxe na HaManH €eKTa Ha aHTUXHCTAMHHHTE.

- MoHoaMHHO-OKCHAa3HH HHEXMOHTOpH (MAO wurxubGdTOpHM) -~ npunaraHd 3a JE€YEHHE Ha
nenpecua WK 6onect Ha [TapkurcoH. Te Morar Aa 3acunsaTt edekra Ha beracepk.

Axo H3OpoeHOTO MO-Tope ce OTHAacA 3a Bac (wiu He cre curypHu), nonuralitre Bawna nexap npeay na
npuemere beracepk.

Beracepk ¢ XpaHa H HANHTKH
MosxeTre na npueMare Tabnerkure ¢ Had O6e3 XxpaHa. beracepk Moke fla NMPHYMHH JIEKH CTOMAIIHH

npobnemu. [IpHeMBT ¢ XpaHa MOXe a MOMOTHE 3a HAMaNIBaHETO UM.

BpeMeHHOCT, KbpMeEHe H (PePTHIIHTET
Axko cTe OpeMeHHa WM KBPMHTE, cMATare, 4e MoXKe Aa CTe OpeMeHHa WM IUlaHHpaTe OpeMeHHOCT,
NoCHEBETBaATE Ce ¢ Balnus nekap npeau ynorpedarta Ha ToBa NeKapCTBO.

He e n3pecTHO nanu beracepk noBnHABa He pOICHOTO JETE.
- CrIpeTe Aa B3WMaTe beracepk M KaKeTe Ha JIeKapf, ako CT¢ 3aDpeMEHENH UIH MHCIIHTE, Y€ CTe

bpemeHHa.
- He B3nMaiite beracepk, ako c¢te OpemeHHa, OCBeH ako Bamwuar nexap € peudn, 4Ye TOBA e
HeOOXOIHUMO.

He e uisecrHo aamu beracepk npemMHHaBa B MaiMHHOTO MAAKo. HeneliTe Ja KppMHTE axo B3uMare
Beracepk, ocBeH ako nexkapaT Bu e xaszan apyro.

[TpoyuBaHus NPH )KHBO THH HE MMOKA3BaT HATHYHETO HA €EeKTH BbpXY (epTHIHTETA NPH IUTEXOBE.

Iojpupane u pabora ¢ MAIHHH
He € BepoaTho beracepk aa nornusaBa cnocobHocTTa 32 OdGHpaHe B paboTa ¢ MalHHH.

cnocobHocTra By 3a mogupaHe 1 pabora ¢ MalliKHH.




3. Kak na npremarte beracepk

Bunaru npueMaiite beracepk To4HO KakTO BH € Ka3an BauiuaT gekap. AKO He CT€ CHIYPHH B HELlO,
nonuraiTe Bamusa nexap.

BawmsaT nekap ilie KOpMrapa A03ara B 3aBHCHMOCT oT Baieto nosnussane.

[Tpoasnxasalite na B3UMaTe NekapcTBoTO. HeobxoauMo € BpeMe 1eKapcTBOTO Aa 3anovHe Aa AeHCTba.
[IpuemaiiTe TabneTKuTE C BOAA.

Moxere na npuemare Tabnetkure ¢ unu 6e3 XpaHa. beracepk MOXe na NpHYMHHU JIEKH CTOMAUIHH
npobnemu. [IpemMbT ¢ XpaHa MoXe J1a NOMOTHE Jia ce HAMAIAT TE€3H NpodneMH.

[penoppunTennara Ao3za ¢ 1 Tabnerka 2 mbTH AHeBHO. BinuMaiiTe TabneTkuTe No €AHO M CHINO BpeMe,
Tosa e Bu noMorue na He 3abpaBure Aa I'v MpHeMare.

AKoO cTe NpHe/H noBede 0T HeoOxoauMaTa Ao3a beracepk

AKO nmpHeMeTe 10-rojiaMa 1033, OTKOJAKOTO BH e npeanucaHa Moske ga Bu npunowee (1a Bu ce ragm),
1a OpneTe ChbHIHB WIH Ja nmonydnTe 0olka B ¢ToMaxa. AKO CTe MPHENH MoBede OT Heobxoaumara aos3a
Beracepk, obagere ce Ha Bawma nexap wnu otruzere Ao Hai-O6muskara OonuHuua senxara. Baemare
OMAaKOBKaTa Ha JIeKapcTBOTO ¢ Bac.

AKoO cTe nponycHanH na npueMere beracepk

Axo 3abpaBuTe a B3E€METE JIEKApPCTBOTO, MpOMycHeTe jJo3aTa. BieMere cnensawjara B 0OM4alHOTO
BpeMe. He npuemMaiiTe ABOKHA 1034, 3a Ja KOMIIEHCHpATE NpOIyCHATATa 1034,

He cnupaiiTe npuema Ha beracepk, JopH aKO 3aN04YHETE Ja ce YyBCTBaTe 110-A00pe.

AKO UMaTe HAKAKBH JOITBJIHHUTETHH BBIIPOCH, CBbP3aHM C YIIOTpedaTa Ha TOBA JICKApCTBO, MONUTAMHTE
Bauwuda nekap.

4. B1LIMOXKHH HEXeJAHH peaKuUH

KakTo BCUUKH JIEKapCTBa, TOBA NMEKAPCTBO MOXE & MPEAH3BHKA HEXEaHW peakUMU, BBIPEKH ye He
BCEKH TH MOJy4aBa.

ATepruYHN peakuuu
AKO HMaTe anepruyHa peakuHs, clpere npHeMa Ha beracepk M ce CBBpPXKETE ¢ JIEKap HIH OTHIAETE

BeaHara B 0onHHuYHO 3aBegeHue. [Ipu3nauure Mmorar na 6baar:

- yepBeH OOPHB MO KOXATA MM Bb3NaleHa ChpOAla KOoXKa
- OTOK HA NULETO, YCTHUTE, €3MKa WM UIHATA

- CHalaHe Ha KPBbBHOTO HAATAH €

- 3ary0a Ha Ch3HAHHE

. TPYAHO OHLUAHE,

HpyruTe HexenaHyd peakuuu Morart aa obaar:

YecTH (Moxe na 3acerdatr Mexay | 1 10 nanuenTa, Ha Bcexkr 100 nexyBany
- raaeHe

- 3ATPYAHEHO XpaHOCMUIIaHe (AHcnencus)

- rnasobonue.

JIpyru HexkenaHu peaklWH ca JieKH npobieMu ¢bC cTOMaxa KaTo NMpHiowasaHe (MOBphiane), Oonxa 8
CTOMAXa M YEPBATA, KOPEMHO HAMNpPEeXXEHHE U NOAYBaHE.

AKO HAKOA OT HEXeNMaHHTe pPeakllUd CTAaHe CEepPHO3Ha, WiIH 3alenexHre OpyrH,
NHCTOBKA, MONA KaKeTe Ha Baumsa nekap unu ¢papMallesT.



Cro0maBane HA HeXKEJIAHH PeaKlHH

AKO NMONMyuHMTE HAKAKBM HEXEJAaHH JICKAPCTBEHHM peaxiidd, yBegoMmere Bawua nekap. Tosa BKTIOYBa
BCHYKM BbHb3MOXKHH HEONMMCAH¥ B Ta3H JIMCTOBKA HEXENaHH peakuud. Moxkere cblo fga cbrobmmure
HeXKeNlaHW PeakUdH AUp eKTHO Ype3 HauMoHAaNHaTa CHCTEMA 3a ChoOlaBaHe:

H3nbnHUTENIHA areHLUMA N0 JIEKa pCTBaTa

yi. ,,Jlamsn 'pyeB” Ne 8

1303 Codux

Ten.: +359 2 8903487

yebcaT: http://www.bda.bg

Karo cbobmapare HeXelaHM peakluuH, MOXKETe Ja JaJeTe CBOA MPUHOC 3a MOJNYy4YaBaHE Ha NOBEYeE
HHGOpMaLHA OTHOCHO 6€30MacHOCTTa Ha TOBA NIEKapCTBO.

5. Kak aa cprxpansnate beracepk
Ha ce cbXpaHaBa HA MACTO, HEAOCTBITHO 34 AcLa.

He u3nonspaiiTe TOBa JIEKApCTBO ClEA CPOKA Ha TOAHOCT, OTOENA3AH BbpXY KApTOHEHATa OMAaKOBKA.
CpOKBT Ha roZHOCT OTrOBapA Ha NOCHeHUA JeH OT NOCOYEHHS Meceil.

To3u nexkapcTBeH NPOAYKT HE HIHCKBA CTICHHAIIHH TE MIIEpaTypPHH YCIOBHA 32 CbXpaHCHHE.
Ila ce ¢hXpaHABA B OPMI'HHATHATA ONAKOBKA, 3a Jla ce Npeala3H OT BNara.

He u3xpupnsiite nekapcTBaTa B KaHATM3AUMATA MNH B KOHTEHHEpa 3a noMaluHu otnagsuy. IlonvrakiTe
Bamus ¢apManeer Kak Ja H3XBbPIATE JIEKApCTBaTa, KOMTO Be4ye HE H3Mon3Bare. 1€3M MEpKH 1Ie

CIIOMOTHAT 34 Orna3zBaHE€ Hd OKOJIHaTa CpClad.

6. CuabpxaHHe Ha ONAKOBKATA R AONBJAHATENHA HHpOpMaLIHS

Kakso cbaspxa beracepk

- AKTHBHOTO BeleCTBO Ha beracepk e 0eTaXxUCTHHOB XHIPOXJIODHL.

- Jdpyr# CBCTaBKM Ha JIeKapcTBOTO (NMOMOIIHHW BEHECTBa) Ca: MHKPOKPHCTANHA LENYT03a,
MaHuuTon E421, MOHOXHMApPAT HA JMMOHEHATA KHCE/IMHA, KONOHICH O€3BOAEH CHIHIHEB

JHOKCHII K TAIK.
Kaxk n3rnexaa Beracepk H KakBo ChABLPkKA 0NAKOBKaTa
Beracepk 24 mg tabnerku B PVC/PVDC Gnucrep u anymuuueso oo, no 10, 20, 50, 60 u 100
Ta0JETKH B ONAKOBKA.
He BcrukyM BH ROBE ONAKOBKHM Morar ga Obaar mycHaTH B pogaxba.
TabneTkuTe ca KpbIriy, AROHHOM3IIBEK HATH, CBC CKOCEHH pBOOBeE, ¢ 041 10 nouTH 041 LBAT M ACNTHTENIHA
yepTa, ¢ BmIsOHaTo pernedHo mMiobpaxkenue ,,289" or ABeTe CTpaHH HA JAENUTEIHATa 4epTa BBPXY

eHATa CTpaHa Ha TabneTKara.

JlenuTenyaTa YyepTa € caMo [a YJIECHH YYNEHETO 3a NMOo-AecHO MOrnbLaHe H He pasgens Tabnerkara Ha
eAHAKBH JO3H.

IpuTexaTen HA pajpelieHHeTO 33 YNOoTpe6a B NPOH3IBOAHTE

IIpumeosicamen Ha paspewier wemo 3a ynompeba:
Maiinan EOOJ]
Od¢wuc crpana,,Cepauka opucu™




Oyn. Currakoso Ne 48, er. 7
1505 Cotpua, brirapus

Ipouseodumen:

Mylan Laboratories SAS
Route de Belleville

Lieu dit Maillard

01400 Chatilion sur Chalaronne
DpaHUKA

3a JONBJIHHUTEHA HH(l)Op MalKa OTHOCHO TO3H JICKAPCTRBEH MPOAYKT, MOJIA CBBEPAKLETC CC C JIOKATHHA
NMpEACTABHTCI Ha ITPHUTEXKATEIA HAa PAa3pCIUCHHCTO 34 ynu'rpeﬁa:

bnarapun
Maiinau EOO/I.

Oduc crpaga ,,Cepauka oducn”
byn. CutHakoBo 48 er. 7, Codus 15035
Ten. +359 2 44 55 400

JiaTa Ha mocaeaHo npepasriaexaaHe Ha aucTopkara 12/2018




