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1. HME HA JJEKAPCTBEHHS MPOJIYKT 1 001 2023

Bectubo 16 mg Tabnerku
Vestibo 16 mg tablets

BectuGo 24 mg Tabnetkn
Vestibo 24 mg tablets
2. KAMVECTBEH H KOJIHYECTBEH CBCTAB

Bcesaka Tabnetka ceappika 16 mg mwin 24 mg GeTaxHcTHHOB nuxuapoxiopH] (betahistine
dihydrochloride).

IToMOUIHO BEIMIECTBO ¢ H3BECTHO JIEHCTBHE
JlakTo3a MoHOXHApaAT

3a OBJIHHA CIHCEK HA TIOMOIHKTE BEMIECTRA BHKTE To4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnetka

Bectu6o 16 mg tabueTks - 6enu Wik nouru 6enH Kpbriu TadneTkn ¢ guametsp 8,9 - 9,2 mm,
BucourHa 2,7 - 3,4 mm H MapkupoBka ,,B16” o ennaTa cTpaHa u AeNMTENHA YEpTa OT Apyrara.
Tabnerkara Moxe na 6b1e pa3feneHa Ha JBe PABHH JO3H.

Bectn6o 24 mg tabnerky - Gemy WM TOYTH G€NM, KPBIIH ABOHHOH3ITBKHANY TAOMETKH ¢ JHAMETHP

nopubn.11,3 mm, sHcounna 3,2-3,6 mm, ¢ AeaHTENHA YepTa OT €IHATA CTpaHa.
Tabnerkara Moxe na Gbae pas/ieNieHa HA BE PABHH JO3H.

4, KHHUYHH JAHHHA
4.1 TepaneBTHYHH NOKA3AHHI

Bonect Ha Menunep, KOATO ce NPOABABA CHC CJISIHATA TPHAIA OT CHMIITOMH:

. BEPTHIO {C rafieHe H/H/IH HOBPLILAHE);
. 3ary0a Ha ciryxa (3aTpyAHEHO TyBaHe);
. THHHTYC.

CHMNITOMaTHYHO NleYeHHe Ha BecTHOYIAapHO BEPTHIO.

4.2 lo3HpoBKa H HAYHH HA NPHJIOKEHHE

ﬂo:mpo:axa

Bw3pacmuu
Juesnara no3a e 24-48 mg, pasjeneHa ua J\sa Wi TpH npHema. Jlosupoekara ce o
HHJIHBH/[YaJTHUs OTTOBOD HA MALHEHTA.

IIpn Haxoun nauHeHTH NonoGpeHHe MOXe J1a HACTBITH e/1Ba Clie]] HAKOMKO CEAM
NoOpH pe3y/TaTH OHAKOra C¢ TOMYUABAT ClIel HAKOMKO Mecera. Ma nanHn, 4
JNeYCHHKE MPENOTBPATABA MPOTPECHPAHETO Ha 3a00NIBaHeTO H/HIH 3arybara Ha
dasu Ha bonectra.
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ITeduampuyna nonyrayus
beTaxucTHH He ce npenopbyBa 3a ynorpeda npu Jela noa 18-roguiuna pp3pacT nopaau
HEJOCTATHYHO TAHHH 32 eheKTHBHOCT U GE30MACHOCT.

Cmapuecka ev3pacm
Brrpekn ye HMa OrpaHHYEHH JAHHH OT KIHHHYHH [POYYBAHHA B Ta3H BH3PacTOBA IPyma,
HATPYNAHUAT TOJAM NIOCTMAPKETHHIOB OTIMT NI0KAa3Ba, Ye He ¢e U3UCKBA afanTHpaHe Ha J103aTa.

Bvbpeuno vepescoane
He ca npopexIaHK cneUManHi KIHHHYHH W3MHTBAHHA B TA3W NALMEHTCKA TpyIia, Ho Ha Oa3a Ha
NOCTMaPKETHHTOB ONHT He € HeoOX0IHMO afanTHpaHe Ha J03aTa.

Yeprnodpobuo vepexcoane
He ca npoBexaHy CHELHATHH KIMHHYHH H3IMTBAHHA B Ta3H MallHEHTCKa Ipya, Ho Ha 6asa Ha
NOCTMAaPKETHHIOB OTIMT HE © HeoOXOIUMO alaITTHpaHe Ha J103aT4.

4.3 IIporEBOonOKA3AHHA

. CBpPBXYYBCTBHTEIHOCT KbM aKTHBHOTO BEIIECTBO HIM KbM HAKOE OT NOMOILHHTE BEIIECTRA,
H30poeHH B Tovka 6.1.
. DeOXPOMOLIMTOM.

4.4 CpemHaJHH NpenyNpeiIcHEd H NPeANA3HA MePKH TIPH yOoTpeda

Ilo Bpeme Ha Tepans ¢ 6€TaXMCTHH € HeOOXOAHMO BHHMATETHO MOHHTOPHPAHE Ha MaLMEHTH ¢
GpOHXHaJIHa aCTMa H C aHAMHE3a 34 TIENTHYHA A3BA.

ITomolHH BelllecTBA

To3u nexapcTeeH NPOAYKT ChIBPXKA JakT034a. ITalHEHTH ¢ PEIKH HACIENCTBEHH MpobieMH Ha
HEIIOHOCHMOCT KBbM TallakT03a, MBJIeH JlakTa3eH aeHUuMT WM [II0K030-raNakTo3Ha mManabcopbuus He
TpsA0Ba Ja MPUEMAT TOBA JIEKAPCTRO.

4.5 Bsammoge#icTBHC ¢ APYTH JIeKAPCTBeAH NPOAYKTH H APYI'H (JopMA HA B3aHMOAEHCTBAE

He ca npoBexnadd i vive IPOYYBAHHA 33 B3aHMOAeHCTBHATa. B3 0cHOBA Ha in Vifro NaHHHTE HE C&
Ouakea in vive HHXHOHpaHe Ha proxpoM P450 eHsnmMure.

In vitro naHuvTe NMoOKa3BaT HHXHOHpaHe Ha MeTabONHM3Ma Ha OETAXMCTHH OT JIEKapCTBa, KOHTO
MOTHCKAT MOHOAMHHOOKcHIa3aTa (MAO), exmouurenno noarun MAQ-B (Harnp. cenerunus).
[Tpenoprura ce MOBHIIEHO BHHMAHKE [IPH €IHOBPEMEHHO M3MN0NI3BaHe Ha GetaxucTid 1 MAO-
HMHXHOHTOPH { BKIIOYHTENHO cenekTusHn MAO-B).

THH KaTO HETAXHCTHH € aHAJIOT Ha XHCTAMHHA, TEOPETHYHO B3aHMOASHCTBHETO MEXY OETaXHCTHH H
AHTHXMCTAMHMHH MOJKE Ja OK@KE BJIHAHHE BBPXY ¢(PHKACHOCTTA Ha HAKOE OT TE3H JIEKapCTBa.

4.6 @eprTuaHTET, GpEeMEHHOCT B KEpMeHe

BpemensocT
Hsama agekeaTaM JanHK OT ynorpe6ara Ha OeTaXMCTHH NIpH OpeMeHHM xeHH. [IpoyuBaHuATa BBHPXY

SKHBOTHH He [I0COYBAT HATMYHETO HA AMPEKTHH HITH HHIHPEKTHH YBPEXKAAIHA e(PEeKTH 0 OTHOIIECHHE
Ha PenpoAyKTHBHA TOKCHYHOCT MPH KJIMHMYHO 3HAYHMa TepaneBTHYHa ekcnosuuus. Karto npeanazna
MApKa, HE ce TIpenopbYBa ynoTpebara Ha OeTaXHCTHH 110 BpeMe Ha GpeMeHHOCT.

Kspmene

JIEKAPCTBOTO 33 MalikaTa HANBHIIABA TOTEHIHATHHA PHCK 32 ):[eTeTo
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GepTHIATET
IIpoy4BaH#ATA NPH XKHUBOTHH HE NMOKA3BAT HATHYHE Ha ¢(PEKTH BLPXY (PEPTHIAMTETA IIPH MIBXOBE.

4.7 Edextr Bnpxy cnocobHOCTTa 32 modHpaHe H paboTa ¢ MAIIHHE

beTtaxyeTrn e nokasax 3a nedenre Ha Gomect Ha MeHHep M cHMITOMaTH4HO BepTHro. JpeTe
3a00NARAHIA MOTAT 13 OKAXKAT HETATHBHO BIMAHHE BBHPXY CHOCOGHOCTTa 3a modupaHe u paboTara ¢
MallHHY. B )IMHHYHY IPpOyYBaHHA, CHIELHATHO PeJHAZHAYCHH 3a M3C/IEIBAHE HA BIIHAHHETO Ha
feTaxHcTUH BBPXY clocOOHOCTTA 3a wogHpaHe 1 paboTa ¢ MalliHU, GETAXHCTHH He TIOBIHMABA KIH
TIOB/IHABA NIpeHeOpeKUMO CrIOCODHOCTTA 38 modHpaHe WK paboTa ¢ MalIHHH.

4.8 Hexenann JleKapcTBeHH PEAKIHEA

HecToTaTa HA HEXKEJIAHHTE JICKAPCTBEHH PeakLMK, YCTaHOBEHA 10 BpEMeE Ha ML1aiie6o-KOHTPOoRMpaHH
KIHHUYHH TIPOYYBaHHA TIPH NALHECHTH, EKyBaHH ¢ OETAXHCTHH € clieHaTa: MHOro uecTH (>1/10),
gecTH (>1/100 no <1/10), Hewectn (>1/1 000 no <1/100), peaku (=1/10 000 mo <1/1 000}, MHOTO
peaxn (<1/10 000), ¢ HensBecTHA YecToTa (OT HATHYHKMTE JAHHH HE MOXe Aa Obae HalpaBeHa
OHEeHKa).

CroMamHo-9peBHH HAPVIIICHHS
YecTu: raacHe H AHCNHENCHS.

Ham’mel-lm Ha HEpPBHAaTa CHCTEMA
YectH: rnasobonue.

B nontiHeHre KBM Te3H CBOMTHA, IOKIAABAHH 110 BPEMC Ha KIIMHMYHH MPOYYRAHHA, CIICIHHTE
HEsKEJTAHK peaKlMH ca choOIIaBaH CMIOHTAHHO O BpeMe Ha ynoTpefa ciel MycKaHeTo Ha [a3apa U B
HAYuHaTa IMTepaTypa. Yecrorara He Moxe qa Gb/E OLIEHEHA OT HATHYHUTE JAHHH H €
wiacH(pHIHpaHa KaTo ,,c HEW3BECTHA YeCToTa™,

Hapvimenus Ha HMYHHATA CHCTEMA
Peaxiiiii Ha CBPBXYYBCTBHTENHOCT, HAMIP. aHAGHIAKCHS.

CroMafItHO-HPEBHH HAPYIHCHUA

JlexH cTOMalIHH OMIaKBaHuA (HANp, MOBpPEHLIAHE, CTOMALIHO-YpeBHa 6onKka, abnoMHHAIHA UCTEH3HA
H nOJlyBaHe Ha kopema). ODMKHOBEHO Te MOrarT Jja cé OTCTPaHAT 4pe3 MpHeMaHe Ha 103aTa I10 BpeMe
HA XpaHeHe WK Ype3 NOHIKABAHE HA N03aTa.

Hapvimenns Ha xK0kaTa M NOJKOKHATA TEKAH
K0XHH H NOAKOXKHH PEaKHyH Ha CBPBXYYBCTBUTENHOCT, HO-CIICLIHATHO aHTHOHEBPOTHUEH OTOK,

YPTHKapHsA, OOpHB H PYPHTYC.

CpollliaBase Ha MOIO3MPAHH HEXKEITAHH PEAKIAH

CrobmapareTo Ha NORO3HPAHH HEXeJIaHH PeaKlyy cilell pa3pelagaHe 3a ynorpeda Ha ICKapCTBeH s
NPOAYKT ¢ BaxkHO. ToBa MO3BOMABA Ja MPOABLIKH HAGMIOEHHETO Ha CHOTHOLIEHHETO MOMN3a/PHCK 3a
JIEKapCTBEHHA MPOAYKT. OT MeIULMHCKMTE CIIEIIHATHCTH Ce H3HCKBA J1a ChOOLIABAT BCAKA
NOA03MPAaHA HEXENlaHa peakuua Ypes MampnuurenHa areHIUa 1o n1eKapcTsara, yi. ,,Jamsn ['pyes”
Ne 8, 1303 Codm, Ten.: 02 8903417, yeGeaiir: www.bda.bg.

4.9 [IIpenosupane

Crobiueny ca HAKONIKO Cilydas Ha npeaosupane. [pu HakoH nauneHTH ca Hab/LONAB,
YMEPEHH CHMIITOMH € A03H 0 640 mg (Hanp. rageHe, CHHIHBOCT, Gonku B 0671a
CEPHO3RH YCJIOXKHEHYA (HANp. XOHRYACHH, GeaonpoOHR WIH ChPACYHH YCIIOXKHE
HabMIoAaBaHK B CIy4aHTe Ha YMHIIIEHO Mpefio3HpaHe ¢ DETaXMCTHH, 0co0eHo B
NpeAO3HpaHH NekapcTsa. JleueHneTo Ha npeaosHpaHeTo TpAOBa a BKTIOUBA CTA
NOAABPKAIH MEPKH.
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5. PAPMAKOJOTHMYHH CBONCTRBA
5.1 PapmakogHEAMHYHE CBOHCTBA

(hapmakoTepanerTHuHA rpymna: Jlekapcrsa 3a nedeHre Ha epTuro, ATC kon: NO7CAO1

Mexann3sMm Ha IeiCTEHE
MexaHM3MET Ha JeifcTBHEe HA OETAXHCTHH € YACTAYHO HIBECTEH.

Cr11eCTBYBAT HAKOJIKO BEPOATHH XHUNOTE3H, KOUTC €2 MOAKPETICHH OF U3IMHTBAHHS [IPH KHBOTHH H
xopa:

bemaxucmun nosnuisa xucmamunepeuRama cucmema

beraxucTHH geticTBa e JHOBpEMEHHO KaTro yacTHYeH xiueraMHH H1-penenTopeH aroHACT H XHCTAMHH
H3-peLienTopeH aHTArOHKCT B HEBPOHAITHHTE THKAHH 1 MMA He3HaumTe Ha H2-perieniTopHa aKkTHBHOCT.
beTaxHcTHH moBHIIaBa NPeoOpa3yBaHeTo H OCBODOYKIABAHETO HA XHCTAaMUH dpe3 GII0KHpaHe Ha
npecHHarrTHyHnTe H3-penentopu B uuayunpane ga H3-petenropua o6paTHa perynaums.

Bemaxucmun mooice 0a nosuty Kpb6omMoxa KeM KOXAeapHama o61acm, Kakmo i KoM HYenus Mo3vK
DapMaKkoJIOrHIHH TECTOBE NPH KHBOTHH TOKARAT, Ye KPBBHATA MPKYJALMA BbB BACKYJTaPHHTE
CTPHMH Ha BBETPEIIHOTO YXO ¢e noao0psaBsa, BEPOATHO YPE3 PENIaKCalMA HA MPEKANWIAPHUTE COUHKTEpH
Ha MUKPOUMPKYJIALMATA HA BETPEITHOTO yX0. BeTaXHCTHH NoBHUIABA CHINO LiepeOpanHHA KphBOTOK
TIpH XOpa.

bemaxucmun noonomaza eecmubyrapHama KOMRERCayus

betaxucTuH yckopaBa BecTHOYIAPHOTO BH3CTAHOBABAHETO ClI€] YHAIATEpaTHa HEBPEKTOMHEA NIPH
HHBOTHH, 9pe3 noaodpsasane 1 NOANOMAaraHe Ha LIEHTPA/IHaTa BeCTHOyIapHa KOMIECHCALHA; TO3H
edyekT, XapaKTepu3HpaLll ce ¢ NOBHIIeHa perynauus Ha npepadoTeaneTo H OTACMAHETO HA XHMCTAMHH,
¢e MeaHMpa npe3 H3-peuenropeH anTtaronnssM. [IpH Xopa, BpEMETO 3a BB3CTaHOBABAHE Clie]
BeCTHOYIapHa HEBPEKTOMHA € CHINO HAMAIECHO, KOTaTo c& NPUiara jedeHue ¢ OETaXHCTHH.

Bemaxucmun npomena ab36y0uMocmima na neepoHume 8v8 gecmubyraprume 0pa
HsBecTHO e, ye GeTaxMcTHH HMA JO303aBMCHM NOTHCKAIN edekT BbpXy o6pa3syBaHeTO HA HEBPOHAIHH
COAMKOBE B JaTEpPaHATE H MEIHATHUTE BeCTHOYIApHH AApa.

dapmakonHAMHYHHTE CBOHCTBA, KAKTO € TIOKA3aHO IIPH KUBOTHH, MOTaT 12 JOTIPHHECAT 3a
TepaneBTHYHATA NOT3a Ha 6eTaXHCTHH BBB BecTHOYNapHaTa cucTeMa.

KnuHu4Ha edukacHocT u GezonacHoCT

EdHKkacHocTTa Ha GETAXUCTHH € JeMOHCTPHUpAHA B X013 Ha [IPOYYBAaHHA NPH NALHMEHTH C
BecTHOYlapeH cBeTOBBPTEX U Oonect Ha MeHuep ¢ nono0peHHe TexecTra HA 3a00SBAHETO H
HAMANABAHE HA YeCTOTATA Ha CBETOBLPTEKHH KPH3H.

5.2 (PapmaxoKHHETHHH CBOHCTBA

Abcopbuus
Cnen nepopanes npueM GeTaxMCTHH QUXHAPOXIIOPHA ce abcopbupa 6e3mpobneMHO H MOYTH HAITHITHO
OT BCHYKH 4aCTH Ha CTOMAHIHO-4peBuusa TpakT, Cliell abcopOLHaTa HA AKTHBHOTO BEIWECTBO OBbP3H H
OYTH H31pwIo ce Metabonusupa Ao 2-PAA (2-mupUIKHNOLETHA KMCETHHA).

TInasMeHuTe HUBa Ha GeTaXHCTHH ca MHoro HHCKkH. [Topans Tora dapMakOKUHETHYHHTE ak ce
6azupat Ha M3MepBaHus Ha 2-PAA B iasmara M ypuHarTa.

ITpu npHem ¢ xpana Crax € MO-HHCKO B CPABHEHHE ¢ NIPHEM Ha MTajgHO. Berpexu 10
pesopﬁuHﬂ Ha DeTaxHcTHH e nonobHa MIPH JABETE CECTOAHMA, TIOKA3BAHKH, Y¢ IIPHE
3abaBa pe3opOLHATA HA HETAXUCTHH.

Paznpenenenue
[IpoueHTHT Ha GeTaXMCTHH, KOHTO Ce CBBP3Ba ¢ ILTa3MEHHTE NIPOTEHHH € moa 5%.
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BuoTtpaHcgopmalg

Cnen abcopbums, GeTaxucTHH GBP30 U NOYTH HAITEJIHO ce MeTabonu3upa 10 2-PAA (koaTo HiIMa
(rapMaKONOrHYHA AKTHBHOCT),

Cnen niepopalieH IpreM Ha GeTaXUCTHH, IUIA3MEHHTE (M YPUHHHTE ) KOHLIEHTpaluMu Ha 2-PAA
OOCTHTAT CBOS MAKCHMYM | 4ac c/ieJ MPHEMa, M COAAAT ¢ NOyKHUBOT OT OKoJo 3,5 4aca.

Enumunupane

2-PAA ce exckpetupa 65p30 ¢ ypuHata. Ilpu no3a 8 mg - 48 mg okono 85 % or nocrenunoro
BEILECTBO CE YCTaHOBABA B ypuHata. ExckpeuunsTa Ha GetaxueTud npe3 ObOpeiTe U H3NpaXKHeHHATA
€ OT MAJIKO 3HAYEHHE.

JInHeHHOCT/HETHHEHOCT

CTeneHTa Ha eNHMHHHPAHE OCTABA MOCTOSHHA 34 LIS/ 00XBAT Ha H3MOJI3BaHaTa f03a OT 8§ mg —
48 mg, KOeTO NOKa3sa, ye (PapMaKOKHHETHKATA HA DETAXMCTHH € TMHEHHA H NPEAnonara, 4e
MeTa0OMHTHHAT ITET He Ce HACHIIIA.

53 Ilpeaxnunnqns JaRHHE 33 Ge3omacHOCT

XpoHHYHA TOKCHYHOCT
HabatonapaHH ca HexxenaHH peakiH{ OT CTPaHA Ha HEPBHATA CHCTEMA IIPH KY4YETa H ABHAHH CJIE]
HHTpaBEHO3HH 103K okono K Haa 120 mg/kg.

Mzcnensanus 3a xpoHHYHA [IEpOPAIHA TOKCHYHOCT B [IPOL/IKEHHE Ha 18 Mecelia npy NALXOBE B 1034
ot 500 mg/kg 1 B npoakDkeHHe Ha 6 Meceua NIPH KyueTa B 1o3a oT 25 mg/kg mokassar, ye 6eTaxueTHH
ce nonacq nodpe, 6e3 HANMUMETO HA ONpeEeHa TOKCHYHOCT.

MyTareHeH H KaHLEpOreHeH HOTEHIHAT

beTaxHCTHH HAMa MyTareHeH TIOTeHIHAIL.

IIpu 18-MeceqHO npoytBaHe 3a XPOHHYHA TOKCHYHOCT [IPH [LUTEXOBE, OETaXMCTHH B j103a 10 500 mg/kg
HE TMOKa3Ba HUKAKBH JaHHH 38 KAPIIHHOT€HEeH MOTeHLHAL.

PenponykTHBHA TOKCHYHOCT

EdexTuTe B MPOy4BAHHATA 32 PSIPOAYKTHBHA TOKCHYHOCT ca HabMOMABaHU CAMO MU €KCIIO3HLIKH,
CYHTAHH 32 AOCTATEYHO HAABHINABALIH MAKCHMAIHATA €KCTIOZUIIMA TIPH XOPa, KOETO NMOKa3Ra MAJIKO
3HaUYEHHE 33 KIIHHHYHATA yroTpeba.

6. DOAPMAIIEBTHYHH JAHHA
6.1 ChnHCBK Ba HOMONIHATE BEIIECTBA
IosunoH

MukpokpHcTanHa Lenynosa

JlaxTo3a MOHOXHApaT

Kononpen Ge3pofieH CHIHIHMER JHOKCH,
Kpocnossaon

CreapHHOBa KHCETHHA

6.2 HecHEBEMeCTEMOCTH

HenpunoxkumMo

6.3 Cpox Ba rogHocT

3 rogHHH
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6.4 CHoenHANHH YCIOBHA HA ChLXPAHEHHE

Ja ce cpxpanssa nomg 25°C.

6.5 BuHiHcBILPXKAHRE HA OMAKOBKATA

ITo 10 rabnetku B 6muctep o1 PVC/PVDC/anyMinuero (onHo, o 3 v 6 6aHcTepa B OIIaKOBKA.
6.6 CnenuanHu DpeAUA3ENH MEPKH IPH A3XBbPJIAHE

Hsima crietyaniy H3iHcKBaHus.

Heu3non3paHHAT NPOIYKT WIH OTNATbYHATE MATEPHAIH OT HeTo TpA6Ba Ia ce HIXBBPIIAT B
CBOTBETCTBHE C MECTHMTE H3UCKBAHHA.

7.  IIPHTEXATEJ]I HA PAPEINEHUETO 3A YIIOTPEBA

Tera ®apma EAJ]
yi1. ,.Jlioba Benuukopa“ Ne 9, 1407 Codpus
Brarapua

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA

Becrufo 16 mg Tabnerku - per. Ne 20050549

Bectnbo 24 mg Tabaerku - per. Ne 20060807

9. JATA HA ITBPBO PA3PEIIABAHE/NIOJHOBSABAHE HA PASPEIIEHHETO 3A
YHOTPEBA

Becmubo 16 mg mabremxu

Jlara Ha nepBo paspemasane: 29 Hoemepy 2005 1.

Jlara Ha mocnenso noaHoBsBaHe: 27 auyapu 2011 r.

Becmubo 24 mg mabremxu

Jata Ha mepBO paspelnaBaHe: 29 nekemepu 2006 r.
Jlara Ha nocnenHo nogHoBABaHe: 16 despyapu 2012 r.

10. JATA HA AKTYAJIH3APAHE HA TEKCTA
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