JIncTOBK: HHGOPMALNS 38 MANHEHTA ,Z .
Betaserc 16 mg tablets Bé/ /7/ / /1P -

BeTaXHCTHHOB AHXHIAPOXJOPHA .
(betahistine dihydrochloride)

IIpovueTere BEHMATENHO IEATA JHCTOBKA, MpelH Aa 3aN0MHETE A3 NPHEMATe TOBA JIEKAPCTRO,

Thil KATO TH CLALPXKA BaxkHa 3a Bac nngopmanns.

- 3anasere TasH JHCTOBKA. MoOXe Ja ce HATOXKH J1a # NPpOYETeTe OTHOBO.

- AKO HMare HAKAKBH ZOITBJIHHTENHH BBIPOCH, nonuraiite Bawus nexkap.

- Tora nexapcTBo e npeanAcano JudHO Ha Bac. He ro ipeorcronBaiite Ha Apyru xopa. To Moxe
7ia MM HaBpeH, HE3aBHCHMO e MPU3HALIATE Ha TAXHOTO 3a004BaHe ca ChillTe Karo Bamure.

- AKO MOJY4YHTe HAKAKBH HEKEIaHH peakluu, yBeaoMere Bamus nexap. Topa BKOYBa H BCHYKH
BB3MOKHH HeKeNnaHH peakldH, HEOTMCaHH B Ta3H JRCTOBKA. Buxre Touka 4.

Kaxso ChABPAKA TAIH JHCTOBKA

Kakgo npeacrarnaea beracepk H 3a KaKBO CE H3MON3Ba

. Kakso TpabBa na 3HaeTe, Npeau Aa npueMere beracepk

Kak pa npremare beracepk

B1B3MOXHH HEXENAHH peaKLHH

Kak ga cexpansiBare beracepk

ChabpixdaHue Ha OMAKOBKATA U HOIIBIHATE MHA HHGO pManua

R

1. Kaxso npeacrapjaaBa ber ACEPK H 332 KAKBO €€ H3110J13BA

AKTHERHOTO BEIIECTBO B TOBA JiekapcTBo € OeraxucTnuH. [Ipeanonara ce, ye To NOBHILABa MPHTOKA Ha
KPBE KBM BETPEIIHOTO YXO, KOETO BOAH A0 HAMAIABAaHE Ha HAIAraHeTo, MOHWKCHHWE HA CHiaTa M
YeCTOTAaTa Ha MPHCTHIHTE Ha CBETOBBLPTEXK; HaManABa IIyMa B yIHHTe; 3a0aBj MM cIHpa 3arybara Ha
cITyXa, 0cofeHo Koraro ce npeAnprueMe HABPEMEHHO JIeYeHHE.

Be'racepk C& U3I10JI3Ba 3a JIEYCHHE HA MEI{HBPOBEI b6onect . H3ABABALIA CC CBhC CIICAHHNUTEC IIPH3IHALH .
- YYBCTBO Ha 3aMaiiBaHe (CBETDBBPTG}R), YeCTO CBIIPOBOOCHH € I'aI€HE H [IOBPBIIAHE

- INYM B YIIHTE (THHHTYC)
- 3ary0a Ha CJIyXa WIK 3aTpyOHEHO YyBaHe.

YyscTBO 3a 3aMalipaHe C€ HOOJIy4YaBa, KOrarg 4YacT OT BBTPEUIHOTO YXO0, KOETO KOHTpPOIHpa
paBHOBeCHETO, He paboTH MpaBWIHO (T.H. BECTHOYIIAPHO BEPTHIO).

2. Kakpo Tpabba na 3HaeTe, Npeau Aa npuemMere beracepk

He npuemaiite beracepk:

- AKO HUMATe CBPBXYYBCTBHTEHMHOCT (aneprus) KbM OeTAXMCTHH WAH HAKOE OT IMOMOIINHHTE
BEILCCTBA.

- ako BammsT nekap BM e Kasan, 4Ye WMmare Tymop Ha HaaOwOpeuyHara »xnesa (HapeueH

deoxpoMoTOM);

He npremaiite ToBa mexapcTtBo ako H36poeHoTO mo-rope ce oTHacs 3a Bac. Axo He C’I‘ﬁﬂ .{.}HI}"lel,
nonutaire Bamma nexkap npeau xa npuemerte beracepk.




Ipeaynpexiennn B NpeANa3sHH MepKH

T'oBoperte ¢ Bawna nekap, npeay aa npuemere beracepk:
. AKO HAKOra cTe HMalH CTOMAIIHA A3Ba

- AKo nMaTe acTMa

He npuemalite beracepk, ako H30poeHOTO Mo-rope ce oTHaca 3a Bac (mnn ako Bue cre mammest ¢
OpoHxWanHa acTMa HWIM B MHHanoTo cre OoneayBann OT 4384 Ha CTOMaxa WHIM
IBaHAJIECETONPLCTHHKA ), TpA0Ba BHAMATEIHO A2 ObAeTe HabMIoAaBaHK 110 BPEME HA JICUEHHETO.

HJena
betacepk re ce npenoprysa npu aena noa 18 roaunu.

Jpyra aexaperea u Beracepk
Hudopmupaitte Bamma nexap, ako mpHeMare, HACKOPO CTE€ NPHEMATH WIH € RBIMOKHO Aa INPHEMATe

APYTH JIEKapCcTBa, BKAIOYMTENHO TAKMBA, OTMyCKaHH Oe3 peuenrta. ToBa ce orHacd M 3a OHNKOBH
JeKapersa.

Hudopmupaiite Bamua nekap, ako npueMare HAKOE OT CIISIHHATE JIeKapCTBa::

- ARTHXHUCTAMMHH — T€ MOTaT (TeOpeTHYHO) Oa HamaniaT edexra Ha beracepk. Coino u beracepk
MOXKE J1a HaManH e(peKTa Ha aHTHXHCTAMHHHTE.

- MoHoaMuHO-OKcHOa3HE uHxuOMTOpH (MAQO mBHXHOMTOpHM) — NpHAaranm 3a JIEUCHHE Ha
aenpecus wiH 6onect na [Napxuncon. Te morar aa 3acwsT edekra Ha beracepk.

AKO H30pOEHOTO MO-rope ce OTHACA 3a Bac (Wau He cTe CHrypHM), nonurafite Bamms sekap mpeaw aa
npuemere beracepk.

Beracepk ¢ xpana B HANHTKH
Moxkere na npuemare Tabnerkute ¢ MMM Oe3 xpaHa. beracepk MoKe Aa NPHYHHH JIEKH CTOMAIIHH
npobnemi. IlpuemMsT ¢ XpaHa MOKe J1a MOMOTHE 32 HAMAIABAHETO HM.

BpeMeHHOCT, KhpMeHe H epTHIHTET
Axo cte OpeMeHHa HAM KBPMHTE, CMATATE, Y€ MOXE [a cTe OpeMeHHAa HIH MIaHHpare OpeMeHHOCT,

nochbBeTBalTe c¢ ¢ Bamma nekap npeau ynorpebara Ha TOBA JIEKapCTBO.

He e u3BecTHO Aany Beracepk noBnusBa He pOACHOTO JETE.

- cripere Ja B3uMMaTe BeTacepk M KakeTe Ha Jiekaps, ako CTe 3a0peMEeHENIN WIH MHCJIHTE, Y€ CTe
OpeMeHna.

- He BiuMalire beracepk, ako cre OpeMeHHa, OCBeH ako Bammdar 1ekap e pemwn, 9¢ TOBa €
HeOOX0IHMO.

He e niBectHo pamm Beracepk mpeMuHaBa B MaiiumHoTo muiko. HeaeHite na kbpMHTE, ako B3HMAre
beracepk, ocBen axo nexapat Bu e kasan gpyro.

[IpoyuBaHHA TIPK KHBOTHH HE MTOKA3BAT HATHYHETO HA eeKTH BEPXY PepTHINTETA TIPH TLTHXOBE.

lllodHpane u paboTa ¢ MALIHHHA
He e BepodaTHO betacepk ma noBnusiea cnocoOHocTTa 3a wogupase H paboTa ¢ MaluHHM.

beracepk e moka3zan npu 6oysect Ha MeHuep u BepTHro (CBETOBHLPTEX), MpPU KOWTO, MOpaAu caMmara

Donect, Bue Moxke 73 ce 4WyBcrBaTe 3aMasHM H Ja BH npHnomasa H TOBAa MOXE A3 IOBIUAE
crocobHocTTa BH 32 Imodupane H pabora ¢ MalOHHH.

3. Kak aa npuemare betacepk




Bunaru npuemaiite beracepk ToyHo kakTo By e kazan BamuaTt nexap. Ako He ¢Te CHIYpPHH B Helllo,
nonuraiite Bamus nekap.

BamuAT nekap e afanTHpa A03aTa B 3aBHCHMOCT OT Bainero NoBIuABaHE.

IIponwsnxakaiiTe Ia B3UMaTe NEKAPCTBOTO, Thil KATO € HEOOXOOUMO BPEME TO Aa 3al04YHE A4 ISHCTBa.
IIpuemaiite Tabnerkure ¢ BOAA.

Moxere Aa mpreMare TalOnerkure ¢ WM Oe3 XpaHa. beracepk MoKe Oa NMPHYMHH JIEKH CTOMAIIHH
npoOnemu. [IpuemMbT ¢ Xpana MOXe A3 NOMOTHE Aa € HaMANAT T34 npodnemu,

[Ipenoprunrennara go3a € ¥2-1 Tabnerka Tpu NETH AHSBHO .
B3pmMaiiTe TabteTkuTe O €QHO H CHILO BpeMe, ToBa e By noMorte Aa He 3abpasure Aa I'd OpHEMATE.

AKO cTe NIpHeJH NNOBEYE OT HeoHXONUMATA 1032 Betacepk

AKO TIpHeMeTe No-rojMa A03a, OTKOJIKOTO BH e npeanmcana, Moxke Ja Bu npunonree (Ia Bu ce ragn),
na OBAeTe CHHAMB WIH Aa nonydure 60nKa B croMaxa. AKo CTe IpPHENH noeeve oT Heobxoaumara no3a
Bberacepk, obanere ce Ha Bammd nexap wnu oTHgeTe Oo Hal-Onwixara Oonmmua seawara. Biemare
OMaKORKATa HA eKapcTBoTO ¢ Bac.

Axo cTe nponycHaau Aa npHemere beracepk

Axo 3apaBHTe Aa BieMeTe JeKapcTBOTO, NPOMycHeTe no3ara. Biemere cneapammara B obnuyalHOTO
BpeMe. He B3uMaliTe ABOIHA 1034, 32 A3 KOMIIEHCHpATE [POIyCHATATA J034.

He compaitre npuema Ha beracepk, HOpA aKo 3an0YHETE a c€ YyBCTBATe no-a00pe.

AKO HMare HAKAKBH XOITBJIKHTEIHH BBHIIPOCH, CBBEP3aHH ¢ yrioTpedara Ha TOBa JICKAPCTBO, IOIHTAHTE
Bauua nekap.

4. Bb3MOKHH HEXKEJIAHH PEAKIHH

KaxTo BCHYKH NEKapCTBa, TOBA HNEKAPCTBO MOXKE Ja NPeAH3BHKA HEXCNAHW peakKUHH, BBIIPEKH *I¢ HE
BCEKHM I'H NIOTYYaRa.

AnlepriyHd peakuuu

AKO HMaTe aNepruvHa peaknud, COpeTe NpHeMa Ha DeTracepk W ¢ CBBPXKETS C JAeKap WIM OTHACTE
BegHara B OOJNIHMYHO 3aBeaenne. [[pusnanuTe Morar Ja 6paar:

- yepBeH OOpHB MO KOXKaTa WIH Bh3NaneHa ¢ppOama Koxa

- OTOK Ha IHLETO, YCTHHTE, €3HKa HIIH [HHATa

- crajlaie Ha KpBBHOTO HAIATAH €

- 3aryba Ha CB3HaAHHE

- TPYAHO AMINAHE.

JApyruTe HeXelaH! peakiu Morar Aa OBaar:

YecT (Moxke Aa 3acersatr Mexay 1 1 10 nanmenta, Ha Beexku 100 nexyranu)
- rageHe

- 3aTPYAHEHO XpaHOCMIIaHe (JHCTIencHs )

- rrasobojne.

JIpyru He)KellaHK peakuuH ¢a JIeKM NpoGiieMH ¢bC CTOMAaxa KaTo npunonrasaHe (nospbllaxe), 601ka B
CTOMAaxa M YepBara, KOPSMHO Halpe)KeHHe H MOAyBaHe,

AKO HAKOA OT HEXEJIAHHTE peaKuHH CTaHe cepuo3Ha, wiM 3abenexwure JApyrd, HEONMCAHH B Ta3H
JIMCTOBKA 3a noTpeburens, Mona kaxere Ha Bauma nekap.

Cro0maBaHe Ha HeXeTAHH peaKnnu




- AKo NONYIHTE HAKAKBH HCKECIJAHH JeKapCTBCHH PCaKlyH, YBCAOMCETE Bamua JICKAap. Toea BxaO4EBa

BCHYKH BB3MOKHM HEONHCAHM B TA3H NHCTOBKA HeXenaHu peakuuu. Moxere cpllo Za chobmmre
HEXeNAHH PeaKilHH JHP EKTHO Ype3 HAHOHAIIHATA CHCTEMA 3a choblaBane:

H3nbnauTenia areHUMA O NeKapcTRaTa

ya. ,Jdaman I'pyep” Ne 8

1303 Codms

Ten.: +359 2 8903487

yeOcaiit: http://www.bda.bg

Karo cpofimapare HeXenalu PeakinW, MOXKETE 1a ZaAcTe CBOA NPHHOC 33 MONyuyaBaHe Ha IOBeue
HHopMama 0THOCHO 6€30MacHOCTTA Ha TOBA NIeKApCTEO.

5. Kak ga cnxpansBarte Beracepk
Jla ce cpxpansBa Ha MACTO, HEJOCTRITHO 32 Jella.

He m3nonseaiite TOBA JIeKapcTBO ClieX CPOKAa Ha FOAHOCT, 0T0€/1A3aH BBPXY KAPTOHEHATAa OMAKOBKA.
CpOKBT Ha TOAHOCT OTTOBapsA Ha MOCNEIHMA ASH OT IOCOYEHHA MECELL.

To3u nexapcrBeH NpoAYKT He H3HCKBA CIIENHAIIHK Te MIEPATYPHH YCITIOBHA 334 ChXpaHeHue,
Ha ce cpXpaHABa B OpUIrHHAIHATA ONIAKOBKA, 32 Ja ce Mpeanasy oT Blaara.

He u3axpupidiite nexkapcTBaTa B KaHANH3IAUHMATA WM B KOHTeliHepa 3a AOMAIIHK oTnaAbiM, [lomiraiire
Bamua dapManeBT ¥aKk Ja HIXBEPAATE JIEKAPCTBATA, KOWTO BEYS HE MINON3BATE. 1e3W MEPKM e
CIIOMOTHAT 34 OTIa3BaHe HA OKOJIHATA cpena.

6. CuappxanHe Ha OMAKOBKATA H J0NBJHHATEIHa HHpOpMALHS

Kakno cbabnpxa beracepk
- AKTHBHOTO BelllecTBO Ha beracepk e: 0eTaxHCTHHOB JUXHIPOXMOPHI.

- JIpyTH CBCTaBKH HAa JI€KapcTBOTO (NMOMOIIHM BeImecTBa) ca: MHUKPOKPHCTAIHA IeNyJio3a,
manAuTon E421, MoHOXHApaT Ha JHMOHEHAaTa KHCEJKWHA, KOJOHOEH Oe3BOIEH CHIHLHEB
OHOKCHM] M TaNK.

Kak n3raexxaa BeTacepk H KAKBO ChObPAKA ONAKOBKATA
Beracepk 16 mg tabnerxu B PVC/PVDC 6rnucrep v anyMunueso $pomano, no 30, 40, 42 u 60 TabreTk B
ONAKORKa.

He BcHUKH BH N0Be OMAKOBKM MOTI'aT Ja OLJAAT MyCHAaTH B nponaxoa.

TaGnerkure ca-KpsriMn, OHKOHBEKCHH, Ch¢ CKOoceHH pbboee, ¢ 641 Zo mourd 6an HBAT M AeIHTENHA
yepta, ¢ BANLOHATO penedhno miobpaxenue ,,267“ OT ABere CTpPaHH HAa AENHTEIHATA YepTa BBPXY
¢AHATA CTpaHa Ha TabyieTKaTa.

Tabnerkara moxke na 6pAe pazie/ieHa Ha eIHAKBH MOJTOBHHH.

[Ipurexaren Ha pa3pelieHHETO 33 YnoTpeba H NPOU3BOAHTEN

Tlpumexcamen Ha pazpewier uemo 3a ynompeba:
Maitnan EOOJ

Odmuc crpana ,,.Cepauka opucu®
0yn. Catuakoso Ne 48, er1. 7
1505 Codusa, benrapua




IIpouseodumen:
Mylan Laboratories SAS

Route de Belleville

Lieu dit Maillard

01400 Chatillon sur Chalaronne
Qpaius

33 ponwiHWTenHa #AGOpPMAIMA OTHOCHO TOBA JIEKAPCTBO, MOJA, CBbpXKeTe C€ ¢ JOKATHHA
NpeACcTaBATE HA MPHTEXKATENA HA pa3pelenneTo 3a ynorpeda:

brarapns

Maiinas EQOJ]

Od¢mc crpana ,,Cepauka oducu”
Byn. CurHakopo 48 er. 7
Codua 1505

Ten. +359 2 44 55 400

Mara Ha nocaegHo npepasraexiane ua nucrosrara 04/2018




