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W3MLAHWUTENHA ATEHLMA NO NEKAPCTBATA
Kpam«a‘xwma Ha npogyxma - [punoxerue 1
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1. UME HA JJEKAPCTBEHHSA ITPOAYKT
betacepk 16 mg Tabnetku Kbm Pee. Me ........

Betaserc 16 mg tablets Po— Ne 7
BG/MA/MP - EL e LU Uk

2. KAYECTBEH U KOJIMUECTBEH CBCTAB | OGOBDONUE Ne ovvvovivorvesnerinnsiners: iR

beracepk 16 mg TadneTkn chbabpka 16 mg OeraxvcTHHOB  AWXMApoxiopua  (betahistine
dihydrochloride), koeto cvoTBercTBa Ha 10,43 mg GeTaxucTun (betahistine).

3a MbJIHKA CIMCBK HA MOMOLIHHUTE BELIECTBA BUXKTE TouKa 6.1,

3. JEKAPCTBEHA ®OPMA
Tabnerku, Kpbriv, ABOHHOM3MBKHAIH, CbC CKOCEHH pbOOBe, ¢ 0A1 A0 NMoyTH 04N UBAT M AeIMTE/HA
yepta, ¢ BAALOHATO penedHo H3oOpakeHue ,,267° OT /BeTe CTpaHM Ha AE/UTENIHATA 4epTa BbpXY

e/lHaTa cTpaHa Ha Tabnetkara. Jlnamerspobt e 8,5 mm; ternoro Ha Tabnerkara e okono 250 mg.

Tabnerkara moxe na Objie pa3aeneHa Ha eIHAKBH J103H.

4. KJIHMHUYHH JAHHH
4.1 TepaneBTH4HH NOKA3aHUA

bBonect Ha MeHuep, KOATO C€ NnpoABsABa CbC ClieAHaTa TpHala OT CHMIITOMHM!

. CBETOBBPTEXK (C rajieHe/MOBpbILAHE);
. 3aryba Ha ciiyxa (3aTpyAHEHO uyBaHe);
. THHHTYC.

CHMIITOMATHYHO JieyeHHe Ha BeCTUOYJIapHO BEPTHTO.
4.2 Jlo3HpoBKa H HAYHH HA NPHJIOKEHHE

,Q,osnposxa

Josupoekata 3a Bb3pacTHH e 24-48 mg B HsKoiKo npuema npe3 aeus (1/2 — 1 tabnerka 3 nbTH
JIHEBHO).

JlosupoBkata TpsOBa na ce cbobpasu ¢ uHaAMBHAYyanHUA oTroBop. [lonoGpenuero nonskora moxke aa
HACTBIH e/1Ba Cle]l HAKOJKO ceAMMUM Jieuenne. Hali-noOpu pesyntatu nouskora ce noayuaBaT clie
HAKOAKO Meceua. MMa naHHM, 4e CBOEBPEMEHHOTO JieUeHHWe TMpeloTBpaTaBa MPOrpecHpaHeTo Ha
3abonsBaHeTo W/MaM 3arybara Ha ciyxa B no-KkbeHHTe (haszu Ha Gonectra.

Ieouampuuna nonyiayus
beracepk 16 mg He ce npenopbuBa 3a ynorpeba npu aeua noa 18-roauuiHa BB3pacT nopaau

He/I0CTaThbYHHK JaHHH 3a De30nacHoOCT H E(bHKaCHOCT.

Tepuampuuna nonyaayus




B'b[lpEKld 4ye¢ UMa oOrpaHH4eHH JaHHH OT KIIHHHYHHK NpOYu4BaHHA B Ta3H MALHEHTCKA rpyna, HaTpynaHHAaT
rofsm noCTMapKeTHHIOB ONWT NOKa3Ba, M¢ HEC CC M3HMCKBA alanTHpPAHS Ha 003aTa NPH Ta3H NAUHCHTCKA

rpyna.

Bvbpeuno yspesxcoane
He ca npoeexxaaHH creuManHW KNIMHUYHH H3NWTBAHWA B Ta3W NauveHTCKa rpyna, HO Ha Ga3a Ha
NOCTMAPKETHHIOB ONHT HE € HeoOX0AMMO afanTupaHe Ha 203ara.

YeproOpobuo yepexcoane
He ca npoBexnaHW cneLManHW KIHHMYHH M3NMTBAHWA B Ta3u NaUMeHTCKa Fpyna, HO Ha Gaza Ha
NOCTMAPKETHHIOB ONHT He € HeoOX0AUMMO aJanTypaHe Ha Ao3aTa.

43 IIpoTHBONOKA3AHHSA

¢ CBpPbXUYBCTBHTENHOCT KbM aKTHBHOTO BeLECTBO WM HAKOE OT MOMOLIHHTE BELUeCcTBa,
u36poeHH B Touka 6.1;
¢  (DeoXpOMOLIHTOM,

44 CrieuHa/IHH BpeAyNpeXIeHHA H NPeANaiHH MepKH 3a ynotrpeba

[Taunenture ¢ 6p0quaﬂHa acTMa M C aHaMHE3a 3a NEnTHYHa #A3Ba €€ HYXIAAT OT JICKApCKO
Haﬁmonenne no BpeMe Ha NEHEHHETO.

4.5 BiaumopeficTBHe ¢ APYrH NeKapcTBeHH NPOAYKTH H APYTH GOPMH Ha B3aHMOACHCTBHE

He ca npoeexxaaHu uzcnenranmsa in vivo. Ha Oaszata wa in vitro u3cinenBaHWs HE ce O4aKksa in vivo
MHXHOHpaHe Ha eH3UMHATa cucTeMa Ha uHToxpoM P 450,

In vitro gaHHM NoOKa3BaT NOTHUCKaHe Ha MeTabonu3Ma Ha DETAXUCTHH OT NEKapcTBa, KOMTO HHXHOMpaT
mMoHoaMHHOOKcHaazata (MAOQO), skn. MAO noarun B (Hanp. cenernnun). [loBuuieHo BHHMaHHe e
HeobxonMMo, KoraTo ce npunara 6etaxucTuH ¢ MAQ-unxubutopu (skn. MAO-B cenexTHBHH).

Twii kaTo OETAXMCTHH € aHANOr Ha XMCTaMHHa, B3aUMOAEHCTBHE Ha GETAXUCTHH C AHTHXHCTAMHMHH
MOXE TEOPETHHHO Ja MOBJIHAC edmxacnocrra Ha HAKOC OT JiIeKapcTBaTa.

4.6 @epraanTeT, GPEeMEHHOCT H KbpMeEHe

BpemenHnoct
JauHuTe 33 npuioxenneTo Ha DETaXMCTHH N0 BpeMe Ha OPEMEHHOCT ca HEAOCTATbYHU.

[MpoyuBaHKs C KMBOTHW HE NOCOHBAT HAJTHYMETO HAa AWPEKTHH WK HHAMPEKTHH yBpekaaulk €peKTH
N0 OTHOWEHHE HA PENpPOAYKTHBHA TOKCHMHOCT NMPH KIMHHYHO 3HA4YMMa TEPANEBTHYHA €KCNO3HUMA.
Karto npeanasna msapka e 3a nmpeJnouMTaHe aa ce u3barsa ynorpebaTa Ha 6eTaxWMCTHH MO BPEME Ha
fpeMeHHOCT.

Kupmene
He e u3pecTHO aamH GeTaxucTHH ce OTOENA B KEPMATa NpH Xopa.

BeTaxucTHH Ce OTAeNs B MISKO HA [NBXOBe. B MpoyuBaHHs ¢ % MBOTHH, edexTuTe, KOWTO ca
Ha0MoAaBaHN B MOCTNIAPTANHUA NepHO, ca OUAK orpaHHYeHM caMO A0 MHOro BucokuTe a034. Tpabea
Aa ce MIPeUeHy Naly non3arta oT JeKapCTBOTO 3a MalKaTa HaABHLLABA NOTEHUNANHNA PHUCK 32 1E€TETO.

OepTHnuTeT
[TpoyuBaHHs NPH KMBOTHH He NOKa3BaT HATMYHMETO Ha ePEKTH BbPXY QepTHIHTETA NPH M

4.7 EderTu BbpXy cnocobHocTTa 32 modupane n paboTa ¢ MalIHHH




BeraxucTuh e nokasaH npu 6onect Ha MeHuep, NeduHHpaHa OT KAKOYOBATA TPHANa CHMITOMH BEPTHIO,
3aryfa Ha cityX, THHHTYC U NIpH BeCTHOynapHo BepTuro. J{pete GonecTH MOraT HEraTHBHO A MOBAMAAT
cnocobuocTTa 3a wodupane 1 padoTa ¢ MallKHH.

B KIMHHYHHM NpoyuyBaHHs, CNELUMaNHO NpedHa3HA4YeHH Aa NpoydaT cnocoGHocTTa 3a wodupaHe H
paboTa c MauIMHK, HeTaXHCTHH He € NOKa3an MM € HMal HE3HAUMTENHU eEeKTH.

4.8 Hewxenanu JeKapcTBEHH PeaKkuHn

HabnionaBaHyu ca cneAHHTe HeXeNaHW NEKAPCTBEHM PEAKLMH TPH MAllHeHTH, JIeKYBaHH ¢ GeTaxuCTHH
10 BpeMe Ha MmianeSo-KOHTPONMPAHH KIHHWYHN TIPOYUBAHHA C YecTOoTa: MHoOro yecTH (>1/10); yectu
(=1/100 no <1/10); neuectu (=1/1 000 no <1/100); penxu (>=1/10 000 no <1/1 000); mHoro peaxu (<1/10
000).

CToMallIHO-4PEBHN HAPYLIEHUS
Yecmu: rajeHe 1 AUCNENcHa

HapyiieHns Ha HEPBHATA CHCTEMA
Yecmu: rnanobonue

OceeHn HexenaHuTe peakUHH, c¢hollleHH no BpEME Ha KJIHHHYHH H3IIHUTBAHHA, CIEAHHTEC HEXKENaHH
PEaKLHA ca OMNH NOKNagRaHH CNOHTAHHO MO BpEME Ha NOCTMApPKETUHIOBATa yn0Tpe6a Ha GeTaxHCTHH
H B Hay4dHaTa JHTEpaTypa. YectoTata He mMoxe aa Onae onpencyicHa OT AOCTBRAHHWTE NaHHH, nopagH
KOETO € onpeaciicHa KaTo ,,C HEH3BECTHA uecToTa™.

HapyliigHna Ha HMYHHATa CUCTEMA
Peakunu Ha CBPBXYYBCTBHTE/THOCT, HaMnp. aHaClJPIJ'IaKCPIH.

CroMallHO-YPEBHY HAPYLIEHHA

Jlekn cTOMallHKM OMTaKBaHMA (Hanp. MOBpPBLUAHE, CTOMALIHO-YPEeBHA OO/Ka, KOPEMHO HanpekeHHe u
no,uyBaHe). Te morat aace HBGCFHET, Korato Be’racepk CC B3NMA MO BPEME Ha XPaHEHE MW C€ HaMaliHi
JO3HPOBKATA.

HapylueHua Ha KoxaTa M MOAKOKHATa ThKaH
HaGnronasaHu ca peakUMH Ha CBPbXUYBCTBHTENIHOCT Ha KOXKATa W TNOAKOKHATA ThKaH, KaTo
AHTMOHEBPOTHYEH eNeM, OOPHB, NPYPHTYC U YPTUKAPHA.

CrobluaBpaHe Ha MOA03HPAHY HEXENAHH PEAKLIMK

Cpo6iuapaHeTo Ha NOJO3MPAHH HEXENAHW peaKUWH Cled pa3peluapaHe 3a ynorpeda Ha JeKkapcTBEHHA
NpoayKT e BaxHO. ToBa Mo3BONABA A3 NPOALMKH HAONIOAEHHETO Ha CLOTHOLIEHWETO MOM3a/pHCK 3a
neKapcTBEHHA NpoAYKT. OT MeAHUMHCKHTE CNEeLMATHCTH Ce M3HCKBA Na cboOuiaBaT BCAKa Nooo3HpaHa
HeXeNnaHa peakuus upe3 HalHOHAIHATA CHCTEMA 3a chobLaBaHe:

H3mbnHuTeNHA areHUMs RO IeKapCcTRaTa
yan. Jamsau ['pyes” Ne §

1303 Codux

Ten.: +359 2 8903487

yebcaiit: http://www.bda.bg

4.9 ITpenozupane
JoxnaaBaHK ca HAKONKO ciaydasd Ha npelo3dpade. Hakou nmauveHTH npossasat cnafu oo ymepeHo

y3paleHH CHMIITOMHM Ha NpeAo3upaHe NMpH Oo3M Haa 640 mg (Hanp. rageHe, CbHIHMBOCT, KQ
6onka).

Npeno3npaHH NeKapcTea.




Jleuennero MpH NMpEAO3HPaAHE TPHGBB. Aa BXIIIOUBA CTAHAAPTHH NOAARPKALLH MEPKH.

5. ®APMAKOJIOTMYHH CBOMCTBA
5.1 (apmMakoaHHAMHYHH CBOHCTBA

dapmakoTepanesTHyHa rpyna: Jpyrd sekapcTBa 3a J€ueHWe HA HEPBHATA CHCTEMa, JIEKapcTBa 3a
Aevenue Ha sepTro, ATC koa: NO7CAOQ!

MexaunaMbT Ha JeHcTBHe Ha OeTaxHCTMH AMXMAPOXJIOPHA € 4acTWHHO M3BecTeH. CbluecTBYBaT
HAKOJIKO BEPOATHH XMNOTEIH, KOUTO Ca NIOAKPENEHH OT U3MHTBAHHMA NPH HHBOTHU H XOpa:

e DBeraxucTHH 3acAra XMCTAMHHEPryUYHATa CUCTEMA
BeraxucTHH neficTBa eqHOBPEMEHHO KaTo 4acTH4eH xuctamuH Hl-peuentoped aronucr M
xucTamMHH H3-peuenTopeH aHTaroHWCT 8 HeBpOHANHMTE THKAHKM H MMa He3HauuTenHa H2-
peuenTopHa akTMBHOCT. beTaxucTHH noBMILaBa npeobpazyBaHeTo W OCBOOOMKIABAHETO Ha
XMCTaMuH 4pe3 OnokupaHe Ha mnpecuHanTHuHuTe H3-peuentopd M uHayuupawe Ha H3-
peuenTopHa o0bpaTHa perynauus.

s BeTaxucTHH MOXe ja NOBUILK KPLEOTOKA KBM KOXneapHaTa 06AacT, KAKTO H KbM LIE/THS MO3BK.
(DapMaKoONOrMHHKM TECTOBE MPH JKMBOTHHM €4 [OKA3ald, Y€ KPbBHATA LWPKYNaUUs BbB
BACKYJIADHHUTE CTPUH Ha BBLTPEUWIHOTO YXO ce€ noaodpsea, BEPOATHO 4Ype3 penakcalUus Ha
NpeKanuIApHUTE COHUHKTEPH HA MHMKPOLMPKyNaLMATa Ha BBLTPELIHOTO YXO. beraxucTuH
NOBHILARA CBLIO LiepeOpanHis KpbBEH TOK NpH Xopa.

» DBeTaxHCTHH MOANOMAra BeCTHOYNapHaTa KOMITEHCALIUA
BeTaxHCTHH YCKOpABa BeCTHOYNapHOTO BL3CTAHOBABAHE CNE/l YHHAATEPAIHA HEBPEKTOMUA MPH
KHBOTHH, upe3 nMoaoOpABaHe W MOANOMAraHe Ha LieHTpanHaTa secTHOynapHa KOMIMeHCaLMS,
TO3M edeKT, XapakTepH3upalll ce ¢ NOBUILEHA perynalus Ha npepaboTBaHeTo W OTAENAHETO Ha
XHCTaMHHa ce Meauupa npes H3 peuenTtopen antaronmawm. Tlpu xopa, BpemeTto 3a
BbICTAHOBABAHE clell BeCTHOYNAapHa HEBPEKTOMMA € ChIUIO HaMalleHD, KOTaTo ce npunara
JleyeHHe ¢ BeTaxHCTUH.

¢ BeraxucTih npoMens Bb30YAMMOCTTa Ha HEBPOHHTE BLB BecTHGYyIapHMTe Sapa
H3BecTHO e, He GeTaxMCTHH MMa 1030-3aBHCHM MoTHCKail edekT BbpXy oOpazyBaHeTo Ha

HEBpPOHANHH cnaiikope B NaTepanHoTo H MEAHANHOTO Becmﬁynapﬂu f1apa.

(dapMakogHaMHYHUTE CBOMCTBA, KAaKTO € MNOKa3aHO MNPH KUBOTHM, MOXE Ja JONpHHECAT 3a
TepaneBTHYHATa, Non3a Ha GeTaxUcTHH BLB BecTHOynapHaTa cucTema.

E¢ukacHocTTa Ha GeTaXWCTMH € OEMOHCTPHpaHa B NPOYHYBAHWA MNpH MauHeHTH ¢ BecTuOynapeH
CBETOBBPTEXK U € Gonect Ha MeHuep ¢ nogobpeHKe Ha TexecTTa Ha 3aDONABAHETO W HAMaNgBAHE Ha
4ecTOTaTa Ha CBETOBBLPTEXHY KPH3H.

5.2 PapMaKoKHHETHYHH CBOHCTBA

Abcopbuus
Cnea nepopaneH npuem GetaxucTuh auxuapoxaopuz ce abeopGupa NecHo ¥ NOYTH HANBAHO OT BCHUKH

YacTH Ha CTOMalliHO-upeBHHMA TpakT. Caen abcopbuna Ha aKTMBHOTO BeLLECTBO OBbP30 H MOYTH M3UANC
ce metabonnsnpa no 2-PAA (2-nupuaniioueTHa kucennHa). [nasmennTe HuBa Ha GETaXUCTHH ca MHOTO
Hucku. [Mopagn ToBa dapMakOKMHETHYHUTE aHANU3H ce Ga3upar Ha M3MepBaHMa Ha 2-PAA
M ypHHaTa.




B ycnoBus Ha xpaHeHe Cmax € MO-HMCKO B CPaBHEHHME C YCIOBHATAa Ha rnagHo. Bwrpekn ToBa,
ToTanHata abcopbuma Ha GeTaxHcTHH € nojobHa npu ABETe ChCTOAHMSA, MOKa3BalKH, He NPHEMbT Ha
xpaHa camo 3abass aGcopOumarTa Ha 6GeTaxHCTHH.

Paznpeaenenue
[lpoueHTHT Ha GeTaxuCcTUH, KOHTO C¢ CRBP3Ba C TJIa3MEHHTE NPOTEHHH € noa 5%.

buoTrpanchopmauus

Cnen abcopbumsa, OeTaxHCTMH JCCHO M NOYTH HanwiHO ce Mertabonuanmpa no 2-PAA (kosTo HaMa
thapmMaKonorMuHa aKTHBHOCT).

Cnea nepopanen npueM Ha GeTaxMCTHH NNA3MEHUTE (M YPHHHHTE) KOHUEHTpaLWH Ha 2-PAA nocturar
CBOA MakcHMYM | 4ac cnen nmpMeMa M cnajart ¢ Mony>XHBOT oT okono 3,5 vaca.

Eaumunupane

2-PAA ce ekckpeTHpa 6bp3o nipe3 ypuHara. [Ipu noza ot 8 mg a0 48 mg, okono 85% or nocTbnuaoTO
BEILIECTRBO CE YCTAHOBABA B ypHHaTa. Ekckpeundara Ha GetaxucTiH npe3 6b6peLnTe 1 H3NPOKHEHNATA e
OT MaJIKO 3HaueHHe.

JlnHeiiHocT/HENUHEHHOCT

CreneHTa Ha eMMHHHMpaHe OCTaBa MOCTOAHHA 3a Lenus oOXBAaT Ha W3Mon3BaHaTa Ao3a oT § mg ao
48 mg, koeto nokaspa, 4e GapMmMakOKMHeTHKaTa Ha OeTaxUCTHH e JIHHeapHa H ce npeanojara, ye
METAOOMMTHHAT ITHT HE CE HACHLIA.

53 IpeaxnuunyHH JaHHY 3a Ge3onacHOCT

XPOHUYHA TOKCUYHOCT

Habawaaeann ca HexkenaHu peaklUWM OT CTpaHa Ha HEpBHATA CHCTEMa MPH Ky4eTa M faBHaHW Cnea
MHTpaBEeHO3HK 4034 oT W Haa 120 mg/kg.

Hacneapanus 3a XpoHHUHA NEpOpaiHa TOKCHYHOCT B NpOAbL/KeHHe Ha |8 Mecela npu NabXxoBe B A03a
oT 500 mg/kg v B npoab/oKeHHe Ha 6 Meceua npu KyyeTa B 103a oT 25 mg/kg noka3spar, ye 6eraxHcTHH
ce noHaca nobpe, 0e3 HAIMYMETO Ha ONpeaeNeHa TOKCHYHOCT.

MyTareHeH ¥ xapuHHOreHeH NOoTeHUNan

BeTaxucTUH HAMA MyTareHeH NOTEHLHAN.

pu 18-Meceuno npoyuBaHe 3a XpOHHYHA TOKCHMHOCT NMPW NbXoBse, betaxuctix B fo3a a0 500 mg/kg
HE NOoKaia HHKakBH JIaHHM 3a KAHLEPOr&€HEH noTeHuHan.

PenpojayKkTuBHa TOKCHYHOCT

EdexkTuTe B MpOy4YBaHHMATA 3a PENPOAYKTHBHA TOKCHYHOCT ¢a HaGJIIOJaBaHH CaMO MpPH EKCMO3MLMH,
CYHTAHH 33 JOCTATHYHO HAABMIUABALUM MAKCHMATHATA €KCIIO3MLMA MpPH XOpa, KOETO MOKa3Ba MaIKo
3HAYEHHE 34 KIKHUYHATA ynoTpeba.

6, OAPMAITEBTHYHU JAHHH
6.1 CnHchK HA NOMOIIHHTE BelllecTBA

MuKkpokpHcTanHa uenynosa

Maunuton (E421)

JluMoHeHa KHCeNHHA, MOHOXHApAT
CHIHLHEB JHOKCH, KOMOHAEH Oe3BoaeH
Tank

L-UHMCTEHHOB XHAPOXNOPHI MOHOXHAPAT
Itpormnranar

6.2 HecnemecrumocTn




Henpunoxumo

6.3 Cpok na rogHocT

3 roguuHu.

6.4 CneunaiHH yc/10BHA 34 ChXpaHeHHE

To3u nexapcTBeH NPOAYKT HE H3UCKBA CNIELHAIHY YCIOBHA Ha ChXpPaHEHHE.

6.5 BHa ¥ ¢habpiKaHHe HA ONAKOBKATA

Betacepk 16 mg Tabnerku B PVC/PVDC Gauctep ut anymununeso donuo, no 30, 40, 42 n 60 tabneTku B
ONaKORKa.

He BcHukH onakoBkH morat Aa 6baaT nycHatH B npogaxba.

6.6 Cneudanny npejnasHH MEPKH NPH H3XBLPJIAHE

Hewsnoaseanusar JIEKAPCTBEH NPOAYKT HNH OTNAABYHHUTE MATCPHATH OT HErO TpﬂGBa Aa C€ H3XBBPJAT B
CBOTBETCTBUE ¢ MECTHHTE U3HCKBAHHA.

7. HPUTEXATEJI HA PASPELIEHHETO 3A YIIOTPEBA
Buarpuc EOO]J]
otuc crpana ,.Cepavka opucH™

6yn. CutHsakoBo Ne 48, eT. 7
1505 Codwma, Brarapua

8. HOMEP HA PAZPEINEHHETO 3A YIIOTPEBA

Peructpauuonen Homep: 20000360

9, JATA HA ITBbPBO PAZPEMMABAHE/TIOJHOBABAHE HA PA3ZPEIIEHHETO 3A
YIIOTPEBA

Hata Ha nbpeO paspeuwraane; 21 anpun 1995 r.
JlaTa Ha nocnenHo nogHoessaHe: 20 onn 2011 r.

10, JATA HA AKTYAJIU3HPAHE HA TEKCTA

03/2026




