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Beracepk 24 mg TabieTkn, nncneprn‘:‘%,}éﬁ& XgTaTa / -10- W
Betaserc 24 mg orodispersibl e A
BetaxucTHHOB AMXHAPOXITIOpHA
(Betahistine dihydrochloride)
Ilpouerere BHMMATENNO NANATA JIHCTOBKA, NpETH AA 3amovHeTe 1a npHeMaTe TORA
JIEKAPCTBO, Thil KATO T CBABPXKA BaxHA 32 Bac undopmauus.
- 3anaseTe Tazu UCTORKA. MOjKe Aa ¢& HANOXKY A2 5 NPOMETETE OTHORO.
- AKO MMaTe HAKAKBH JOMLIHUTEHH BLIPOCH, NonuTaiite Baluua nexap.
- Tosa nekapcrtso e npeanucano nuuHo Ha Bac. He ro npeotctnnraiite a apyru xopa.
To moxe na UM HaBpeaM, HE3ABHCHMO, Ye NPH3HALKMTE HAa TIXHOTO 3alonaBaHe ca
chlMTE KaTo Bamure.
- AKO NOTYYHTEe HAKAKBH HEXE/TAHH AEKapCTBEHN peaklliy, yeegomeTe Bawua nexap.
ToBa BKMOYBA M BCHMKM BB3MOKHH HEXKENAHM peakUMH, HEORMMCAHM B Ta3M
JIMCTOBKA. Bruxre Touka 4,
[TeanoTO HaumeHoBanue Ha Baueto nexapeTBo e Betacepk 24 mg tadinerky, AMCREprupaLm
ce B ycTara.
Kakpo cbAbpKa TA3H JIHCTOBKA
1. Kaxso npeacrabnapa beracepk 24 mg taGneTks, aucnepripallii ce B ycTata M 3a
KakBo C€ U3Mn0n2ea
2. Kakpo Tpabea na 3Haete, npeau na npuemere Beracepk 24 mg TabieTky,
JAWCTICPrHpaLLM ce B yCTara
3. Kaxk na npuemare Beracepk 24 mg Tabnerku, AMcneprupauid ce B YCTaTa
4. BL3MOMHH HEXENaHH peakumH
5. Kaxk na cbxpanssare beracepk 24 mg TaGnersy, AMcneprupaiuy ce B yerata
6. CoabpxkaHHe Ha OIAKOBKATA H JOIBIHHTENHA HHOPMAUHA
1. Kakpo npeactapnasa Beracepk 24 mg Ta6.evku, Ancneprupaiiy ¢ce B yerara o
32 KaKBO €€ HINOI3BA
Kaxso npeicrapasea beracepk 24 mg Tab/eTkd, AHCICPrHPANIH Ce B YCTATA
beracepk 24 mg TabneTk, AMCNEpr#palin ce B ycTara chanpaa OeraxuctuH. Beracepk
24mg TabneTkd, AucreprHpally ce B YCraTa € JEKapcTBG OT Tpylnara Ha T.Hap.
»XHCTAMMHOBH aHAN03H”,
3a xaxkBo ce n3non3ea beracepk 24 mg TabaeTku, AHCHEPrUPAMIH CE B YCTATA
MeHHeposa SonecT — NpU3HaLMTE ca:
- Ycemate 3a 3aMadHOCT (BEpPTHIO) H FafieHE WIH NOBPLIUAHE;
- IWYM B YIUHTE (THHHTYC);
- 3ary0a Ha C1yXa WM TEXKKO UyBaHe.
Ycewate 3a 3aMafsHOCT — NOSBABA Ce, KOraTo 4acTra oT BaweTo BLTPEIMHO yXO, KOATO
KOHTpOAHpa paBHOBECHeTo, He paboTH npaBunHO (Hapuua ce ,,BecTHOyNapHO Bemum /70

Kak aeiictea beracepk 24 mg Tab/aeTKH, ARCHEPTHPALLH c€ B YCTATA
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Beracepx 24 mg TaGnerkw, Aucneprupalim ce B ycrata aeiicTea, KaTo nogobpaea
KpBBOOOpALICHHEeTO BRE BaweTo BhTpewHo yxo. BbTpewnoto yxo e eaun ot oprauure,
KOHMTO OTTOBapAT 3a BaweTo yyBCTEO 34 paBHOBECHE.

2. KakBo tpabBa na 3maere, mpeam ga npmemere Beracepk 24 mg Tabierxn,
AHCTICPTHPAUIY Ce B YCTATA

He npremaiite Beracepk 24 mg Ta6/ieTKH, 1HCNIEPrupallK c€ B YCTATA, 4KO0!

- CT¢ anepru4HH KbM OETAXHCTHH WIH KBM HAKOA OT OCTAHAAMTE ChCTABKH HA TOBA
nekapcTso (Madpoenn B Touka 6),

- Bawnsat nekap Bu e kazan, ye uMmare Tymop Ha HanOBOpeyHuTe XKIe3H (Hapeuen
HbeoxpomoLTom™),

He npuemaiite ToBa NekapeTBO, aKO HAKOE OT roped3GpoenHTe ce oTHacs 3a Bac. Ako He cTe
CHTYpHH, rosopere ¢ Bawma nekap, npean na npuemere Betacepk 24 mg Tabnerky,
AUCMEPTHPALLH CE B YCTATA.

HpeaynpexaeHun 1 RpeAnazHA MepKH

['osopete ¢ Bawua nexap, npeau na npuemete Betacepk 24 mg TabneTku, AMCNepripau ce
B yCTaTa:

- aKO HAKOTA CTE HMATH CTOMALLIHA 53BA;

- aKO MMaTe acTMa.

AKO HaKOe OT ropensdpoeHuTe ce oTHac 3a Bac (MM He ¢te curypum), rosopere ¢ Baiuus
Nekap, npeau aa npuemerte beracepk 24 mg tabnerku, oucneprupaiy ¢e B yetata. BammsT
neKap MOXKe 1a noucka aa Bu nabniopaea nmo-sHuMaTenHo, gokato npuemarte Bertacepk 24
mg TabieTKu, AMCNEPrupaIlH ce B YCTATA.

Jena # 0HOWR
He napafiTe TOBa NEKAPCTEO HA ACIE WAH KHOLIK 30 18 roauHH.

pyrn rexapcerBa n Beracepk 24 mg tabiieTkn, AHCAEPrUpamIn ce B yCTaTa

Undopmupaitte Bamusa siekap, ako mpuHeMare, HaCKOPO CTe NPUEMANIH WIIH € BB3MOXKHO 13

npuemMeTe APYrH neKapcTea. [lo-cnennanto, undiopmupaiite Bawnsg nexap, ako npuemare

HAKOE OT C/I€AHHMTE IEKapCTRa.

- AHTHXHCTAMHHH ~ BL3MOXKHO € (TEOPETHYHO) J1a HaManAT edexra Ha Betacepk 24 mg
TabneTky, aucneprupaw ce B ycrara. Cpwo Taka, Beracepk 24 mg tabnertxm,
AMCIEeprypaui ce B YCTaTa MOXKe J1a HaMaid e)exTa Ha aHTHXHUCTAMHHHTE.

- MonoamMBHOOKcHaazHY HHxuOuTOopH (MAOQ) — wu3ton3sat ce 34 JleueHHe Ha
aenpecus uaM Honectra Ha [lapkuHCOH. BbaMOKHO € 1a yBeMuaT KOHLIEHTPAUMATA
Ha Beracepk 24 mg TabneTky, AMcneprupallli ¢e B ycrara.

Ako HAKO€ OT ropen3bpoeHuTe ce oTHacs 3a Bac (unM He cre curypuu), rosopere ¢ Bawms
NeKap, npenu aa npdeMere beracepk 24 mg TabneTkH, AMCTEPrHpalLM ce B YCTATA.

Beracepk 24 mg TabieTky, 1ACNEPTHPALIH ce B YCTATA € XPAHA B HANHTKH

Moxete aa npuemare beracepk 24 mg TabneTkH, AMCIEprypaily ce B yCTaTa ¢be MM Ges
xpana. BnamoxHo € ofaue beracepk 24 mg TabGneTkd, OUCNEpPrupalyy ce B ycraTta ja
NpeIn3BHKA JIekH rpobnemu ¢be cTomaxa (i36poend B Touka 4). [IpuemsT Ha Bera; 24

BpeMennocT, KbpMene 1 pepraauter :
Ako cre OpeMeHHa WIH KBPMHTE, CMATATE, Ue MOXKE Ja CTE 6pemeHHa_/
OpemeHHOCT, nockBeTBalTe ce ¢ Bawua nexap npenu ynotpebara Ha ToBa 1
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He e n3eecTHo nanm Gertacepk 24 mg TaGnerku, aucneprupaluy ce B yCTaTa OKassa edekt

BLPXY HepoJecHoTO bebe:

- Cnpere mpuema Ha Beracepk 24 mg TabneTkd, aucneprupalld ce B ycrata M
uHopmMHpaiiTe Bawmua nexap, ako cTe 6pemeHHa, ¢MsATaTe, 4Ye MOXke aa CTe
GpeMeHHa WiH NnanMpate OpeMeHHOCT.

- He mpuemaiite bBeracepk 24 mg rabneTku, JAucneprupally ce B ycTaTa, ako CTe
Opementa, oCBen axo BawmAT nekap He npeueHy, ye e HeoBXOIUMO.

He e nsectHo nanu Beracepk 24 mg TabneTkH, AMCHEPIUPALIN ce B yCTata MPEMHMHABA B

YOBELUKATA KbpPMa:

- He kbpMete, ako npuemarte Beracepk 24 mg Tab/eTku, Auciieprupaluy ce B ycTaTa,
ocBeH axo Bamuar nexkap ve Bu kaxe.

[Ipoy4eaHHA TIpK KMBOTHHM HE MOKA3BAT HANMYMETO Ha edexTH BBPXY (epTHIUTETa npu
AbX0BeE.

Ilo¢mpane n paGoTa ¢ MAIKHHEA
Hama BepoaTHocT Beracepk 24 mg TabaerTku, Aucreprupalum ¢e B ycrata Ja MOBAHAE
cnocobHocTTa By 3a wodupane nix H3NoN3BaHe Ha HHCTPYMEHTH MW MallMHH.

He 3abpapaiite o6aue, ue Gonecture, 3apajii KOMTO MpUEMATE TOBa JIEKapPCTBO, MOraT Aa Bu
HaKapaT J1a U3MKTaTe CRETOBBPTEX HJIM Aa MOBPBINATE U [a NMOBIHAAT Ha cnocobHocTTa Bu
33 wiohupane ¥ padora © MaLIuHK,

Betacepk 24 mg Tab/leTKH, AHMCOEPTHPALIH C€ B YCTATA ChABPAKA

- Tosa nexapcTso cbabpxa 3,4 mg acnapram Bbe BeAka TaGnerka. Acnapram (E 951),
H3TOYHHMK Ha theHUNAIaHHH. Moxe 1a € BpeaHO, aKo HMaTe (EeHHAKETOHYPHA, PAAKO
reHETHYHO 3a00naBaHe, NpH KOETO ce HaTpynea (eHWNANAHWH, 3aW0TO THNOTO He
MO3KE 1a IO OTAENA [IPABHIHO.

- 3axapoza. Axko Bawmar nexap Bu e kasan, ye MMaTe HEMOHOCHMOCT KBM HAKOM
BLIIEXUAPATY, MOCHBETBAWTE C€ C HEero, npeaM 1a TNPHEMETE TO3H JTIEKAPCTBEH

NPOJYKT.

3. Kak na npuemare Beracepk 24 mg rabaeTkn, incneprapams ce B yerata

Bunaru npuemaiite ToBa siekapcTeO TouHo KakTo Bu e kazan Batmuar nekap. Ako He cTe

CHTYPHH B HELLO, NonHTalite Bamus nexap.

- Bawmat nexap mie onpesensy fo3ava By, B sasucumoct ot Bawmsg Hanpensk.

- [MpoakmkaBaiTe na npHeMate NeKapcTBOTO. Mode 2a MHHE H3BECTHO BpPeMe, Npeau
TO 44 3ano4He Ja JeiicTsa,

Kak ce npuema

- [locrareTe rabneTkata BBpPXY €3MKa M s OcTaBeTe [a Ce pasnajHe, NMpeu Aa s
norbJaHere ¢bC Wi 6e3 soga (cnopea npeanountanuata Bu).

- Moskere na npuemarte TabneTkara ¢be MM Ge3 xpaHa. BbramoxkHo e o6aue betacepk
24 mg 7TabneTk, QHCOEPryupaliy Ce B YCTAaTa Aa NpeAn3BHMKA Neku npollieMu che
cromaxa (M3bpoenn B Touka 4). [Ipwemsr Ha bBeracepk 24 mg Tabnerky,
IMCIEePrupaiH ce B yCTaTa ¢ XpaHa Moxe Ja of/1eK4H CTOMAIIHHTE [1po

Koako na npuemate
l'[penop’quenna'ra A03a € No eaHa Tabnerka ABA IMbTH JHEBHO.



Pasnpepenere Ttabnetkure paBHoMepHO B xo4a Ha fAens. Hanpumep, npuemaiite enna
TabNeTka CYTPHH M elHa — Bevep.,

[locrapaiite ce na nmpuemare TabneTkWTe MO €AHO M CHILO BpeMe BCEKH JeH. Taka we
OCHIYpHTE NIOCTOAHHO KOJKWYECTBO OT JIGKApCTBOTO BBE Bawka opranussm. B gombnHeHme,

KaTo MpHeMaTe JIEKapCcTBOTO 110 €IHO M ChILO Bpeme, HAMa 1a 3a0paBHTe Ja CH BleMeTe
TabneTKuTe.

Ako crte npHean mnopede or ueobxoammarta g03a Beracepk 24 mg Tabaerku,
ANCAEePrHpaLTH Ce B yCTATA

Axo cTe npHenH noseue ot HeoGxomumara no3a Beracepk 24 mg tabneTkwn, AMcneprupaim
Ce B yCcrara, MOXE [a [I0YYBCTBaTe raZieHe, ChHAMBOCT WM OOJKM B cTOMaxa. AKO ce
npuTecHsBarte, norepeete Bawua nekap.

AKo cTe nponycHann xa upuemete Beracepk 24 mg rabnerxs, gucneprapaimn ce B
ycraTa

- AKO ¢Te nponycHaM j103a, He B3eMaiiTe HOBRA. Biemere cneapamara B ofuuaiiHoTo
BpEME.
- He p3emaiiTe as0iiHa no3a, 3a fa KOMMEHCHpPATE NPONyCHaTaTa A034.

Axo cTe cnpenu nprema na beracepk 24 mg TadyieTkH, IHCHEPrUPAILN Ce B YCTaTa

He cnupaiite npuema Ha betacepk 24 mg taGnetku, Aucneprupauiy ce B ycrara 6e3 na cre
FOBOPHIIY ¢ Ballia nekap, JOpH H a CTe C& MOUYBCTBANH 10-100pe.

AKO HMMaTe HAKAKBH JOMBIHHTENHM BBLNPOCH, CBLP2aHM ¢ ynoTpebaTa Ha TOBa NEKapeTBo,
nomuTaite Bawma nekap.

4. BBbI3MOMKHH HEXEeJIAHA PeAKIHH

Kakro Becuuku JNICKApCTBa, TOBA JICKAPCTBO MOMKE Ja MPEIM3IBHKA HEKCIAHHW DPEaKLiHH,
BBINECKH Y€ HE BCCKH I'H NONYy4aBa.
HPH fpHEMA Ha TOBA JICKAPCTBO ¢4 Bb3IMOXKHH CNEAHUTE HEXENAaHH peaKliHH:

AJlepruynn pearunu

AKO TI0JYUHTE AlepryyHa peakuus, npekparteTe npuema Ha Beracepk 24 mg TabneTku,

AUCNEPTHPALLH CE B YCTATA W [IOTLPCETE JIeKap WK BefHara OTHAeTe 8 GOMHHLA, Bu3MoicHu

€a CNEJHHTE NPH3HALK!

- 3a4CpBABAHE HIIM TIOAYTHHA Ha Koxata ¢ oOpHB MMM BBb3NancHHe H ChpOEX no
KO3KaTa;

- MOAYBAHE HA IMLETO, YCTHHTE, €3MKA UM BpaTa;

- NnajaHe Ha KPLBHOTO HANArAHE;

- 3aryfa Ha Chb3HAHHE;

- 3aTPYAHEHO [JHLIAHE.

IlpeycranoBere npuema na Beracepk 24 mg TaGaeTKH, AHCOEPrupamy ce B ycTara v

NOTLpCeTe JeKap WAM BeAHAra OTHAETEe B OOJHHIA, AK0 zaﬁenemny-mm
H30poeHHTE NO-rope NPU3HALM, pSE LWH /?0

JIpyru Hexe/1aHH PeaKIHH:
YecTn (MoraT ga saceryar a0 1 na 10 nywmn)
- raaeHe;



- 3aTPYIHEHO XPAHOCMHKITAHE (JHCTIencus);
- rnasobonue.

JONbAHHTENHH HEXeJAHH PEAKUHH, 33 KOHTO HMA ChUOMEHAS IpH yuoTpeba Ha

BeTtacepk 24 mg TabneTKH, AHCIEPTAPAINA C€ B YCTATA '

- Jlexu cToMalHH TPoOIeMH KaTo MoOBpblIaHe, OONKH B CTOMAaxa, MOJYBAHE Ha
cToMaxa (pazmysaHe Ha Kopema) M obpazyBane Ha rasose. [IpuemsT Ha beracepk 24
mg TaGieTky, OHCMEprupaly ce B YCTAaTa ¢ XpaHa MoXe Ja OONeKYH CTOMALIHUTe
npodAEMH.

Crob0masane Ha HexeIaHHd PEAKIHN,

AKO MOJIyYHTe HAKAKBM HEXe/laHH JIeKapCTBEHH PeakinH, yBenoMere Bawwuar nekap. Tosa
BIJIFOUBA BCHYKM BE3MOXKHH HEOMHACAHM B TasH JIMCTOBKA HEMXENaHH peakLiuH. Moxere ChIlo
A3 choBLIMTe HeXENaHH PeaKLMy AUPEKTHO Ype3 HAMOHANHATA CHCTeMa 33 chobwasane:

HanbiuuTenHa areHUHA 1o JIEKapCeTeaTa
ya. ,Jaman [pyes” Ne 8

1303 Codus

Ten.: +35 9 28903487

yefcaiT: http://www.bda.bg

Karto cpoblnasaTe HEKEMaHH PEakilHH, MOKETe [a AafieTe CBOf INMPHHOC 33 MOMyvaBaHE Ha
noseye uHGOpMaIKi OTHOCHO 6€30MAacHOCTTA HA TOBA JIEKApCTBO,

5. Kax na coxpanaBate Beracepk 24 mg Ta0/IeTKA, IRCIEPTHPAINHE Ce B YCTATa

- ,Ha €€ CbXpaHiaBa HA MACTO, HCAOCTBITHO 38 Jeua.

- He W3monm3RaiiTe TOBA NEKApcTBO CNEN CPOKA HA TOAHOCT, oTfensasaH BBPXY

KapTOHEHAaTa onakoBKa H O/HcTepa. CPOKBT HA FOAHOCT OTTOBAPA HA MOCHEAHHA NEH

OT [IOCOYSHUA MECELL.

JleKapCTBEHHUAT TIPOAYKT HE H3HCKBA CTIEMATIHH YCIIOBHA HA CBXPAHECHHE,

- He u3xpbpisiiTe JEKApCTRATA B KaHATW3ALMATA WIH B KOHTeiHepa 3a JOMAllHH
ornansiM. Iomuraite Bamng dapmanesr Kak 03 W3XBBPIATE ISKAPCTEATA, KOUTO
BCUE HE MITION3BATE. Tesn MCPKH 1€ CTIOMOrHAT 34 ona3BaHe Ha OKQIIHATa cpeia.

6. CuABpXKAHHE HA OOAKOBKATA H JONBJIHATEHA HEpOpMALHA

Kakgo coanpixa Beracepk 24 mg TabneTKH, AHCHEPrHPALIH ce B yCTaTa

- AKTHEHOTO BellleCTBO € GEeTAXMCTHHOB IUXHAPOXNOpHI. Bedka TabneTka chaepxa
24 munurpama (mg) 6eTaXHCTHHOB JHXHAPOXIOPHA.

- Jpyrute cweraekn Ha Beracepk 24 mg Tabnerku, AMCMeprHpalid ce B yCTaTa ca
MHKPOKPHCTATIHA Lie/1y.103a, KPOCTIOBHAOH (THN A), NMMMoHeHa kucenuHa, Ge3sonHa,
cHAMUMEB OHOKCHA, KomomaeH Oessomen, Ttank, E951 acnapram, E950 xamumer
auecysndaM, MEHTOB BKYC, MacKupail, Bkyc (3axaposa, E951 acnapram, E950 xanues
anecyndam).

CHABpPXKA ONAKOBKATA
- Beracepk 24 mg TabneTkH, AMCMEPTHPAIUH CE B YCTATa ca Kp‘b[‘JIH/

JKBITEHUKABH Ha IBAT, §€3 MOKPHTHE, CbC CKOCEHH KpaHIIa
JIMaMeTBPBT UM € OKOMo 9 mm. !




- Beracepk 24 mg TabneTku, Aucneprupaiuy ce B yeraTa ce NPeUTaraT B ONaKOBKH 110
20, 30, 50, 60 wmu 100 Tafnerkn. Te ca onakoBaHy B Enucrepn o1
TIONHAMH IV ATYMHHUA/IONMBHHUITXIOPHA K allyMHHHMEBO 3aNeyaThallo $ouo.

- He Bcuuku BHAOBE OnakoBkyu Morat aa 6baat nycHaTH B npoaax0a.

IIpaTexkaTen na paspemeHHeTo 3a yiorpeba  IPOH3BOANTEN

Hpumeocamen na paspewientiemo 3a yhompeba:
Maiinan EOO[

Oduc crpana ,,Cepauka oducu®

6yn. CuTHsakoBo Ne 48, eT. 7

1505 Codpuia, Brnrapus

{Ipoussodumen:
Famar 'Aigle

ZI Ne 1 Route de Crulai, 61300 L'Aigle
@OpaHuua

To3u nekapersed npoaykT € paspeiwteH 3a ynorpeba B abpkasuTe uyneHkn na EMIT mog
CleH|TE UMeHa:

Ounnangva  Betaserc 24 mg suussa hajoava tabletti

Btarapus Beracepk 24 mg TabneTku, AUCHEPTHPALIH ¢ B YCTaTa
Kunsp Betaserc 24 mg Awskio Swionelpopevo ato GTou
EcTonus Betaserc

Dpanuma Betaserc 24 mg Comprimé orodispersible

Mbpuns Betaserc 24 mg Aigkio Swoneipdpevo o1o o1dpa
YHrapus Betaserc 24 mg ODT szajban diszpergalodo tabletta
Jlatens Betaserc 24 mg muté disperg&jamis tabletes

Jlutea Betaserc 24 mg burnoje disperguojamosios tabletés
[Tonwa Betaserc ODT

[Topryranua  Betaserc ODT 24 mg

Pymbrus Betaserc 24 mg Comprimate orodispersabile
Cnosenus Betaserc 24 mg Orodisperzibilne tablete

3a gonbiHMTENHA MHGOPMALMA OTHOCHO TOBA JIEKAPCTRO, MOJIS, CBBPKETE C& C JIOKATHHUA
NpeACTaBHTE/l HA MPHUTEKATE/A Ha pa3pelleHHeTo 3a ynoTpeba:

Brarapns

Maiinan EQOJT

Oduc crpana Cepauka oducu
Bbyn. Cutaaxoso Ne 48, eT. 7
1505 Codus

Ten: + 359 2 44 55 400

M@axc: + 359 2 44 55 401

JaTa Ha noc/IeaHo npepaIrnexkAaHe HA JTHCTOBKATa (09/2019




