JIueroBka: HHpopManus 32 nauHenTa

; NBMTBAHATENHA ATEHUWR N0 NEKAPCTBATA
Nuemobka - Mpunoxenus 2

Beracepk 24 mg TabjieTku -
Betaserc 24 mg tablets KM Pz, Ne A00305 (L

BeTaxueTHHOB AMXHAPOXIIOPH]L [ BG/MA/ME -
(betahistine dihydrochloride) .Ogoﬁpeﬁun L

[IpouereTe BHHMATEIHO UA/IATA JIHCTOBKA, NPEIH 12 3ano4uHeTe 1a NpPHEMATEe TOBA JIEKAPCTBO,

Thil KaTo TH CBAbLPKA BakHa 32 Bac nudopmanus.

- 38”336’[‘6 TasH JIMCTOBKA. MO)KC na pemme Jla A npoyeTeTe OTHOBO.

- AKO MMaTe HAKaKBH JOMbIHUTEIHH BLIPOCH, nonuTaiTe Balums nekap.

- Tosa nexaperBo € npeanucano au4HO Ha Bac. He ro npeortcrbnpaiite Ha apyru xopa. To
MOKE J1a UM HaBpeﬂH, HE3dBHCHMO Y€ MMPHU3HALIUTE HA TAXHOTO 1a60nﬂ3aue ca ChIIUTE KAaTO
Bamwure.

- AKO ﬂOﬂy'—lHTE HAKAKBH HEWKEC/IAHH pCaKLHH, YBEIOMETE Bawius ﬂe}(ap. Toaa BKJIKOYBaA H
Beuuku BBb3MOXHH HEXKEJIaHH peaKuHu, HEOMUCAHU B Taszu JTUcTOBKA. BHxKTe Touka 4.

Kakgo ChABbPAA Ta3zH JHCTOBKA

KakBo npeacraslisgBa BeTacepK H 34 KaKBO C€ H3I10J13Ba

1.

2, Kakeo TpsabBa na 3Haete, npead aa npreMere beracepk

3. Kak na npuemare beracepx

4. Bb3MOKHHM HeskeNaHH peakiuH

3. Kak na cbxpanssare beracepk

6. ChbabprkaHue HA OMAKOBKATa M 10NBJIHUTEIHA HHDOPMAaLIMS
1. KaxBo npeacraBiaBa beracepk n 3a KakBo ce H3noa3Ba

AKTHBHOTO BelECTBO B TOBa JICKapCTBO € 0eTaxHUCTHH, ﬂpe,unonara CC, 4C TO MnoBHLLIaBa NpHTOKA Ha
KPbB KbM BBTPEUIHOTO YXO, KOETO BOAH 10 HaMaliaBaHC Ha HajJlAraHeTo, NMOHWKEHHE Ha culaTa H
HYECTOTAaTa Ha NPHCTBITHTE Ha CBETOBBPTEHK, HaMa/liBa LIyMa B YIIHTE; 3abaBs WK crnupa 3ary6aTa Ha
ciiyxa, ocofeHo KoraTo ce npeanpuemMe HaBpeMEHHO JICHEHHE.,

betacepk ce u3nonssa 3a sevyeHne Ha Menuneposa QoJiecT, H3ABSBALLA CE€ CHC CIIEAHUTE MPH3HALIM:
- YYBCTBO Ha 3amaiiBaHe (CBETOBBLPTEIK), HECTO CHIPOBOACHO € rajIeHe W MOBpbLLaHe

- LIYM B YLIHTE (THHHTYC)

- zaryba Ha cllyxa WM 3aTpy/IHCHO YyBaHE.

q)’BCTBO 3a 3amaiBaHe ce nojydaBa, KOrato 4act OT BBTPELIHOTO YX0, KOCETO KOHTpPOJIHpa
paBHOBECHETO, He paboTH NPaBHIIHO (T.H. BECTHOYIAPHO BEPTHIO).

2. Kakeo TpsaGBa n1a 3naere, npean a1a npuemerte beracepk

He npuemaiite beracepk, ako:

» HMaTe CBPBbXYYBCTBHTEIIHOCT (aﬂepruﬂ) KbM OETAXHUCTHH UK HAKOE OT MOMOLIHHTE
BelllecTsa

- Bauwmmsar nekap Bu e kazan, ue umare Tymop Ha HaaOGnOpeuHarta me;f
(heoxpomMoLHTOM). /




He npuemaiite Tora nexapcTBo ako u3bpoeHoTo no-rope ce oTHaca 3a Bac. Ako He cTe CHIypHH,
nonwutaiite Bawns nexap npeau ga npuemere Beracepk.

IIpeaynpexaenns H npeana3’HH MePKH

['oBopete ¢ Baiuusg nekap, npeau Aa npuemere Beracepx:
- AKO HAKOra cTe MMalli CTOMALLIHA A3Ea

- AKO umare acTMma

He npuemaiite Beracepk ako u3bpoeHoTo no-rope ce orHaca 3a Bac (unm axo Bue cTe nauueHT ¢
OpouxuanHa acTMa WAM B MHHaioTO cTe OGonefyBand OT A3Ba Ha CTOMAaxa WHUIH
ABaHAAECETONPBCTHHKA), TpAOBA BHUMaTENHO /1a 6baeTe HabnoaaBaHu 110 BpeMe Ha JIEYEHHETO.

Jeua
Beracepk He ce npenopruBa npu Aeua noa 18 roanuu.

Apyru aexkapersa u Beracepk

Huopmupaiite Baums nekap, ako npHemare, HACKOPO CTE MPHEMANH WM € BLIMOXHO 1a NPHEMETe
APYTH JlexapcTBa, BKIAKOUMTENHO TakHMBa, oTnyckaHu Oes peuenTta. ToBa ce OTHacd H 3a GHAKOBM
neKapeTsa.

Hudopmupaiite Bauina nexap, ako npueMare HAKOE OT CIEAHUTE NEKAPCTBA:

- AHTHXWCTAMUHH — Te MoraT (TEOpeTHYHO) na HaManaT edekra Ha beracepk. Cuuo W
beTtacepk mMoxe na HamManu eeKTa Ha AHTHXHCTAMHHUTE.

- MonoamuHo-okcHaa3Hn MHXHOMTOPH (MAQO HWHXHOMTOpH) — nNpWNaraHy 3a Je4yeHHWE Ha
nenpecks M 6onect Ha [Tapkuncon. Te moraT na zacunar edexra Ha Bertacepk.

AKo H30poeHOTO 110-rope ce oTHaca 3a Bac (unu He cTe curyphu), nonutaite Bawus nekap npead aa
npuemete betacepk.

Betacepk ¢ XpaHa H HAIHTKH
Moxkete na npuemare TabneTkWTe ¢ MM Oe3 xpana. beracepk Moxe na NPHYUHH JIEKH CTOMALUHM
npoGaemMu. [IpHemMbT ¢ XxpaHa MOXe Aa IOMOTHE 33 HAMANABAHETO MM.

BpemMenHocT, KbpMeHe H QepTHAHTET
AKko cTe OpeMeHHa WNM KbPMHTE, CMATaTe, Ye MOXE Ja cTe OpeMeHHa WK NaHupaTe GpeMeHHOCT,
nocspeTBaiiTe ce ¢ Bawua nexap npean ynorpefarta Ha TOBa NeKapcTBO.

He e u3secTHO nanu beracepx noenvssa HepoaeHOTO aeTe.

- crnipete Aa B3umarte beracepk M KakeTe Ha Jiekaps, ako cte 3abpeMeHenH HIH MHCIHTE, Ye CTe
6peMeHHa.

- He B3uMalite beracepk, ako cte OpemeHHa, ocBeH ako Bawuatr nexap e pewudn, ue Toea e
HeoDX0aMMO.

He ¢ u3sectHo nanu Beracepk nmpemunaBa B MmaiiunHoTo masko. Heneiite na KbpMHTe ako B3uMarte
beracepk, ocseH ako nekapar Bu e xazan apyro.

[TpoyuBaHus npH MHUBOTHH He MOKA3BAT HATMYMETO HA €PEKTH BhPXY (PepTUIHTETA IPH NNBXOBE.

Hlodnpane n paGoTa ¢ MAIIMHA
He e peposaTHo Beracepk na nosnussa cnocobHocTTa 3a wWwodupade U paboTa ¢ MalLHHH.

beracepk € nokasaH npu Oonect Ha Menuep H BepTHrO (CBETOBLPTEA(), NPH KOMTO, NOpany
Oonect, Bue Moxke na ce uyBcTBaTe 3aMasHM M Aa Bu npunomasa W ToBa Moxe 1
criocoOHOCTTa BH 3a wodHpaHe K paboTa ¢ MalusHH.



3 Kak 1a npuemare Beracepk

BuHaru nipuemaiite betacepk Touno kakto Bu e kazan BawmaT nekap. AKO He CT€ CHIYPHH B HEllo,
nonutaiite Bauua nexap.

Balwmnar nekap we kopyrupa 4o3sara B 3aBMCUMOCT OT Bainero nosnuseane.

[TpoankapaiiTe na B3umate nekapcTsoto. HeobxoauMo ¢ BpeMe JIeKapCTBOTO Aa 3ano4vHe Aa AeicTra.
[Npuemaiite TabneTkure ¢ Boaa.

Moxere na npuemare Tabnetkute ¢ waM Oe3 xpaHa. Betacepk Moe Ja MPHUMHHU IEKH CTOMALIHM
npobnemy. [IpeMbT ¢ XpaHa MOXe 1a NOMOIHE /1a C& HAMANAT Te3H NpobneMH.

[Ipenopbunrennara no3a e 1 Tabnerxa 2 mbTH AnesHo, Baumaiite TabneTKUTE NO e4HO M CHILO BpeMe,
Tosa ule Bu nomorHe na He 3a6pasuTe 1a ru npuemare.

AKO cTe npneny noseue 0T HeoGxoaumaTa ao3a beracepk

Axo npuemeTe no-roasaMa A03a, oTkonkoto Bu e npeanucana moxe aa Bu npunowee (aa Bu ce raam),
na 6baeTe CHHIXB MK Aa nonyuuTe Hoslka B cToMaxa. AKO CTe MPHENH MoBeYe OT HeoOXxoaumara no3a
Betacepk, obanere ce Ha Bawna nekap unu otvaere Ao uaii-Gnuakata Gonuuua eennara. Biemare
OMaKoBKaTa Ha nekapcTBoTo ¢ Bac.

Axo cTe nponycHasn Ja npuemete Beracepk

Ako 3abpaBHTe 1a B3eMETe NEKapCTBOTO, NMpOMycHeTe Ao3arta. Biemete crneasaulata B oOuvaiHOTO
BpeMe. He npuemaiite asoiiHa 1034, 32 Na KOMIEHCHpATe MPONycHaTaTa 403a.

He cnupaiite npuema Ha Beracepk, A0pH ako 3anoyHeTe aa ce YyBCTRaTe no-gobpe.

AKo UMaTe HAKAKBY JAOMBIHHTENHHA BBIIPOCH, CBBP3aHM ¢ ynoTpelaTa HA TORA ACKApCTBO, NONUTAaRTE
Bawusa nekap.

4. Bn3MOXKHH HeKeJTAHH PEAKUHH

KakTto BCHUKH JIEKapCTsa, TOBA JICKAPCTBO MOMXKE Aa NPEeIH3BHKA HEXKENTaHH pEaKLHH, BBIIPEKH HE€ HE
BCEKH T'H Nony4yana,

AnepruyHy peakuuu

AKO HMare anepruyHa peaklis, cnpere npueMa Ha Beracepk W ce CRbpKETE ¢ Jlekap MW OTHAETE
BE&AHara B OOJIHHYHO 3aBeicHHeE, HPHBHE\IJ,HTG Morartr na 6’1:)13.1‘:

- uepeeH OOpHB NO KOXAaTa WK Bb3NaseHa chpbiia Koxa

- OTOK Ha THUETO, YCTHHTE, €3HKa HITH LIWATa

- cnajaHe Ha KPbBHOTO HanAraHe

- 3ary0a Ha Ch3HaHHue

- TPYAHC AHMLLIAHE.

JlpyruTe HexenaHu peakUiH Morat 4a Obaart:

YecTH (Moske 1a 3acerHaT Mexay 1 o 10 nanuenTta, Ha Bcekd 100 nexypaHu)
- rageHe

- 3aTPYAHEHO XpaHOCMHIIaHe (IWCnencus)

- rnaeofonue.

CTOMaxa M 4HepBarta, KOpeMHO HANnpeKEeHHE W NOAYBaHE.

;
AKO HAKOA OT HEXE/IAHMTE PEaKUMM CTaHe CEPHO3HA, WaM 3abeNexuTe ApYrH, HEOmHea
JIMCTOBKA, MONA KaxkeTe Ha Bawing nexap unun dapmauesT. ‘



CrobwaBaHe HA HeXeNAHH PeaKUHH

AKO NoNy4uTe HAKAaKBM HEXeNauH JIEKADCTBEHH peakumu, yeeaomeTe Bawma nexap. ToBa Biunousa
BCHYKH BB3MOXKHH HEOMHCEHH B Ta3H JINCTOBKA HEXENaH peakiMd. Moxkere cnulo Aa cbobLiuTe
HEXKENAKH PEaKUMH JHPEKTHO HPe3 HallMOHANHATa CHCTEMA 3a chobaBane:

HsnbanuTenHa areHums no nekapcreara

yi. . Jlamsad [pyes™ Ne 8

1303 Codua

Ten.: +359 2 8903487

yebcaiit: http://www.bda.bg

KaTo cbofliaBaTe HexenaHH peakuuH, MOXeTe Na LafeTe CBOA MPHHOC 3a MONy4aBaHe Ha MOBeye
HHPOpMaLIKA OTHOCHO G€30MaCHOCTTa Ha TOBA IEKAPCTBO.

5. Kak aa coxpansBare Beracepk
Jla ce cbXpaHsaBa Ha MACTO, HEIOCTBITHO 3a Jeua.

He wsnonapalite ToBa NIEKAPCTRO CNea Cpoka Ha FOAHOCT, otbensizaH BBpXY KapTOHEHATA OMaKoOBKa.
CpOK'hT Ha rOJHOCT OTroBapa Ha NOCNCIHHA JE€H OT NOCCUYEHHA MCCCLL.

Tozn NEKApPCTEEH NPOAYKT HE H3HCKBA CNIELIHA/IHH YCITOBHA Ha CBXPAHECHHE.

He u3xpbpisitte nexapcTpara B KaHaNH3aLUMATA HIH B KOHTEHHepa 3a nOMaLIHK oTnaabuu. [MonuTaiite
Baumms dapMaleBT Kak Oa M3XBbpisiTe NEKapcTBaTa, KOMTO Beve He M3noj3eate, Te3d MepKkH Lie
CINIOMOrHAT 3a ONIa3BaHe Ha OKONHATa cpena.

6. CoabpxanHe HA ONAKOBKATA H JONbJIHHTENHA HHPOpMAUMS

Kaxkpo cbanpxa Beracepr

- AKTHBHOTO BelllecTBO Ha betacepk e 6eTaXMCTHHOB XHAPOXIOpPHA.

- Adpyrn cbcTaBkM Ha fekapcTBOTO (MOMOLUIHM BELUECTBA) €A MUKPOKPHCTANIHA LENTY03a,
manuton E421, MoHOXMApaT Ha JHMOHEHATA KHCENHHA, KOJIOMAEH Oe3BOJEH CHAMLHMEB
AMOKCH], TajK, L-UNCTeHHOB XHAPOXJIOPHUA MOHOXHIAPAT, [IPOMUATranar.

Kax m3riexna beracepk 1 KakBO CbALPKA ONAKOBKATA
beracepk 24 mg Tabnetkn B PVC/PVDC Gauctep u anymuHueso donuo, no 10, 20, 50, 60 u 100
TablieTK B ONakogKa,

He BcHukM BUAOBE OMAKOBKH MOrat Ja Obaar NYCHATH B nponaxcﬁa.

Tabnerxkute ca kpbLIIK, ABOAHOW3ITEKHANH, CBC CKOCEHH pbOOBE, ¢ 6 10 NouTH HANT UBAT M AeNHUTENHA
uepTa, ¢ BAAbOHaTO penedHo M3oOpaxeHue 289 oT npeTe CTPAHW HA NEeAMTENHATA YEPTA BBPXY
e[lHaTa cTpaHa Ha TabneTkara.

I[enme.nﬂa'ra ycpTa € CaMO f1a YNI€CHU YYTEHETO 3a NO-JIECHO NOMBUWAHE H HE pa3jcns Tabnerkarta Ha
C€IHAKBH N03H.

HpuTexaTen Ha pa3pelieHHETO 3a Ynorpeba H npon3IBoRHTEN

pumescamen na paspewenuemo 3a ynompeba:
Bnatpuc EOOJ]

otuc crpagna ,,Cepauka oducu*
Oya. CutHakoBo Ne 48, er. 7




1505 Codua, Brarapus

Ilpouseodumen:
Mylan Laboratories SAS

Route de Belleville

Lieu dit Maillard

01400 Chatillon sur Chalaronne
®paHuus

JaTa Ha nocneaHo npepasriaexiane Ha auctopxkara 03/2026




