KPATKA XAPAKTEPHCTHUKA HA ITPOAYKTA

W3NLAHWTENHA ATEHUWA MO NEKAPCTBATA
1. HME HA JIEKAPCTBEHUS TPOAYKT ROBTING KEDEATSPUCTIONE 18 Ppogyne - 11 -
Q0
betacepk 24 mg Tabnerku Kbm Pee. Ne ”"\'\'P)O‘Tnu‘
Betaserc 24 mg tablets Paspewerus Ne
pamamp ... k8 X LU LD
2 KAYECTBEH U KOJIMMECTBEH CBHCTAB s il L O T——

beracepk 24 mg TabneTku cbabpkar 24 mg OeTaxMCTHHOB AMXMapoxjopua  (betahistine
dihydrochloride), koeTo cboTBeTCTRa Ha 15,63 mg Geraxucrun (betahistine).

3a NbJIHKUA CITUCHK HA MOMOLUHHTE BELIECTBA BHIKTE TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA

Tabnerku, KpbraM, ABOHHOM3MBKHAIM, CbC CKOCEHH pbOOBe, ¢ 641 10 NouTH 6N UBAT M JAeMTeNHa
uepra, ¢ BaabOHaTO penedHo uzobpakenue 289 OT aABeTe CTpaHW Ha JE/MTEIHATA 4epTa BbPXY
e/Hara ctpada Ha Tabnerkara. JluamerspsT € 10 mm; Tersnoto Ha Tabnetkara e okoso 375 mg.

HCHHTCJ'I HaTa 4epra € CaMo Jla YJIECHH YYTEHETO 3a Mo-JeCHO NOrblUaHe H HE pa3jeins Tabnerkara Ha
C/IHAKBH N03H.

4. KJIMHUYHHA JAHHH
4.1 TepaneBTHYHH NOKa3aHHA

bonect Ha Menuep, KOATO ce NPOABABa CLC Clle/HATa TPHALA OT CUMIITOMM:
¢  CBETOBBPTEXK (C rajeHe/noBpbliaHe);

e 3ary0a Ha ciyxa (3aTpy/HEHO YyBaHe);

®  THHHTYC.

CHUMIITOMATHYHO JIEYEHHE Ha BeCTHGyJ’lapI!O BEPTHIO.

4.2 Jl03HpOBKA H HAYHH HA NPHJIOKEHHE

EOB HPOBKA

Jlo3upoBkata 3a Bb3pacTHH € 48 mg B HAKOJKO npuema npe3 aeHs (1 Tabnerka 2 nbTH JAHEBHO).
Jo3suposkara TpsbBa na ce cboOpa3u ¢ MHAMBUAYaTHMS oTroBop. [lonoGpeHHeTo noHskora Moxke aa
HaCcTBIM e/1Ba ciell HAKONKO ceAMHUUM nevenue. Hali-noOpu pesynraTu noHskora ce nosyyaBatr cliiel
HAKONIKO Mecella. Mma naHHM, 4e CBOGBPEMEHHOTO JIEYEHHE MpelOTBpaTABA [POrPECHPAHETO Ha
3abonaBaHeTo WM 3arybara Ha cayxa B no-kbcHHTE (ha3u Ha OonectTa.

Heouampuuna nonyiayus
beracepk 24 mg He ce npenopbusa 3a ynorpeba npu aeua noa 18-roavuiHa Bb3pacT nopaju

HE0CTAaTb4HH JaHHH 3a 0e30MacHoOCT erHKaCHOCT.

Iepuampuuna nonyiayus




Bbripeku 4e MMa OrpaHHyeHH JaHHH OT KIWHMYHH NPOY4YBaHUA B TA3H NALUMEHTCKA [PYyNa, HATPYNAHUAT
TONAM MOCTMapPKETHHIOBHAT ONHT MOKa3Ba, Y€ HE C€ M3WCKBA aJanTHPaHE Ha J03aTa NpH Tasu
nalMeHTCKa rpyna.

bubpeuno yspeacoane
He ca nposexnann cneudanHH KIMHMMHHM M3NWTBAHWA B Ta3W MAUMEHTCKA rpyna, Ho Ha 6asa Ha
NOCTMAPKETHHIOB OIHT He € HeoBX0AMMO aNanTHPaHe Ha A03aTa.

Yeprodpobro yapexcoane
He ca npoBexaaHH CMEUHaNHH KIMHHYHU M3NUTBAHHA B Ta3W MAUHEHTCKA rpyna, Ho Ha Gaza Ha
NOCTMAPKETHHIOB ONUT He € HeOOXOAUMO aflaliTHpaHe Ha 103aTa.

43 IIpornBonokazaHHA
. CBpBX4YBCTBHTE/IHOCT KbM aKTHBHOTO BELLECTBO MJIM HAKOE OT MOMOLUHHTE BELECTBRA;
. deoxpomMoUHTOM.

4.4 CrelHAJHH NpeAYNpeKICHHR W NPeANa3sHH MEPKH 3a ynoTpeb6a

Mauuenture ¢ OGpoHxManHa acTMa W C aHaMHe3a 3a MNENTUYHA A3Ba CE HYXKOAAT OT JIEKAPCKO
HabnrozleHre No BpeMe Ha NEYEHHETO.

4.5 B3auMoaeicTBHe ¢ APYrH 1eKapcTBeHH NPOXYKTH H Apyrd $opMu Ha BlaHMozeficTBHe

He ca nposexnann uscneasanus in vivo. Ha Gazata Ha in vitro v3ac/ieiBaHMs He Ce O4akBa in vivo
vHxuOMpane HA eH3MMHATA CUCTEMA Ha LUMTOXpoM P 450,

In vitro AAHHH NOKa3B4AT NMNOTHCKaAHE Ha MeTa60nuzma Ha GeTaXHCTHH OT JIEKApCTBa, KOUTO uqu6upaT
moHoamuHookcHaazata (MAQ), eki. MAO noatun B (Hanp. cenerunuu). [loBHWIEHO BHMMaHHE €
HeoBXx0aMMO, koraTo ce npunara Getaxuctin ¢ MAO-uuxubutopu (Bxn. MAO-B ceneKTHBHH).

Tbi kato GeTaxXMCTHH € aHaNoOr Ha XHCTaMHHA, B3aMMOASHCTBYE HA BeTAXHCTUH ¢ AHTHXHMCTAMHHH
MOXKE TEOPETUHHO Aa NOBIHAE BQ)PIKBCHOCTTH Ha HAKQE OT neKapCTRaTa.

4.6 ®depTuanuTer, 5peMEHHOCT H KbpPMeHe

BpeMeHHoCT
JaHuuTe 33 NpUNOKEHHETO HA GETAXUCTHH MO BpeMe Ha 6peMEHHOCT €a HETOCTATLYHH.

[Tpoy4BaHHs NPK KUBOTHH HE MOCOUBAT HANWYHETO HA AHPEKTHH WM HHAHPEKTHH YBPEKAALWN eHEeKTH
MO OTHOLUEHME HA PENPOAYKTHBHA TOKCHYHOCT NPHM KIMHHYHO 3HA4YWMa TEpaneBTHYHA €KCMO3WLIMA.
Karo mpennaizna msapka e 3a npeamnoudTake jAa ce u3barea ynorpeGaTta Ha GeTaxWcTHH no Bpeme Ha
6peMeHHOCT.

Knpmene
He e w3BecTHO Aanu GETaXHCTHH ce OTAENA B KbpMaTa NpH Xopa.

BeraxuctuH ce oTaens B MAAKO Ha mibxoBe. B mpoyuBaHMA C JKMBOTHH, edekTHTe, KOMTO ca
HabntosaBaHu B NOCTNAPTATHMA nepuol, ca OWIM OrpaHH4eHH caMoO 0 MHOTO BHCOKHTe 103H. Tpabsa
Jla ce MpeLEHH AaJH MON3aTa OT NEKApPCTBOTO 3a MaiikaTa HaABHILABA NOTEHLMANHHA PUCK 3a JETETO.

Deprynurer
[IpoyuBaHus NPH KHBOTHKM He NOKA3BaT HANMHYHUETO Ha edekTH BLPXY dheprTuinTeTa NP NIELXO0BE.

4.7 E¢exTn B1pxy cnocobnoerTa 3a modupane H paboTa ¢ MalIHHH




beraxuctun € nokasan npu 6onect Ha MeHuep, AedHHUpaHA OT KIIOYOBM TPHAA CHMITTOMH BEPTHIO,
3aryba Ha ClyX, THHUTYC H NpH BecTHOynapHo Bepturo. [{Bete GONECTH MOraT HEraTUBHO [a MOBIHAAT
cnocoOHOCTTa 22 WwodHpaHe H paboTa ¢ MalUMHH.

B knuuuuHM npoyuBaHHA, CMELMANHO NMpeHA3HAYeHH Aa NpoyyaT crnocoOHOCTTa 3a WogdHpaHe
paboTa ¢ MauIMHH, GETAXMCTHH HE € NIOKA3aN Wi € UMATT HE3HAUUTEHH edeKTH.

4.8 Hexce1auu JieKaAPCTBEHH peakuun

Habnionaeaku ca cnefHHTE HexenaHH JIEKapcTBEHW PeakUyu NpH NAUHEHTH, JIEKYBaHH ¢ GETAXMCTHH
Mo BPEME Ha NAaLEO0O-KOHTPOAHPAHH KIHHHUYHK NPOYYBAHMA C YECTOTA: MHOrO 4ecTH (>1/10); uectn
(=1/100 ao <1/10); newectn (=1/1 000 no <1/100); peaxwu (>1/10 000 zo <1/1 000); mHoro peaku (<1/10
000), BKAIOYHTENTHO H3ONUPAKH CAYYaH.

CToMaiHo-upesHH HAPYILUEHUS
Yecmu: rafeHe W JUCTIENCHA

Hapyiuenus Ha HepBHATA cHcTEMA
Yecmu: rnasobonue

OceeH HeXeNaHWTe peakuHH, cboOLIEHH 1O BpeMe Ha KJIMHWYHM H3NUTBAHMS, CNEAHMTE HEXENaHH
peakiMH ca 6MNM AOKNaABAHM CROHTAHHO N0 BpeMe Ha NOCTMAapKeTHHroBaTta ynorpeda Ha 6eTaxMCTHH
M B HayuHarta auTeparypa. Yecrorata He Moxke na Onie onpeaeneHa OT JOCTBLITHMTE AaHHM, Nopagd
KOeTO € onpesenera kato ,,C HeM3BeCTHa YecToTa’.

HapyiueHus Ha HMYHHATa CHCTEMA
Peakuiu HA CBPBLXUYBCTBHTENHOCT, Hanp. aHadgunakcus.

CroMaluHo-4pesHH HApYLIEHNA:

Jlexn cTomalliHM onnakBaHUA (HAMp. MOBPBIUAHE, CTOMAIHO-YpeBHA GONKA, KOPEMHO HamnpexkeHHe U
noaysane). Te Morar Aa ce nibernar, korato Beracepk ce B31ima 0 BpeMe Ha XpaHeHe MM ce Hamanu
JO3UPOBKATA.

Hapyiuenus Ha K0xkaTa ¥ NOJKOXHATA ThKaH
HaGmonaBaHu ca peakUdd Ha CBPbXUYBCTBHTENIHOCT Ha KOKATA W TMOAKOXKHATA TbKAH, KAaTo
AHIHOHEBPOTHYEH eleM, OOpHB, MPYPUTYC H YPTHKAPHS.

Crobiiapate Ha NOJO3UPAHM Hexe/laHH peakunu

CrofluaBaHeTo Ha MOAOIWPEHH HEXESIAHH PEeakLHMM ClleAl pazpeilaBaHe 3a ynotpeba Ha NeKkapcTBEHUA
NpOAYKT € BaXKHO. ToBa Mo3BONABA A3 MPOABIDKH HAONIOAEHHETO HA CLOTHOLICHHETO NON3A/PHCK 3a
NEeKapCTBEHHUA MpoaykT. OT MeAHUMHCKHTE CNELMaTMCTH Ce M3HCKBA Ja choOLaBaT BeAKa NoJo3upaHa
HEXE/IAHA PEAKLMA 4Ype3 HALMOHATHATA CHCTEMA 3a choDluaBaHe:

HanmbnnuTenHa areHUMA no nekapcTearta
yi. ,,JlamsH ['pyes™ Ne 8

1303 Codus
+Ten.: +359 2 8903487

yebcaitt: hitp://www.bda.bg
4.9 IEpeaozupane

JowiaaBaHu ca HAKONKO clyuvas Ha mpeno3dpaHe. HAKOW nauueHTH nNposBapaT cnalbd 00 ymepeHo
H3pa3eHH CHMNTOMH Ha nNpefosupaHe npu no3d Han 640 mg (Hanp. raneHe, CbHIUBOCT, KO
Bonka). .

flo-cepro3HM  yCnoKHEHHA (Hanp. KOHBYACHH, OenonpoOHHM HAWM  CbpieyHH Yyl
HabonaBaHW B CY4aH Ha YMHLILIEHO Mpeao3upaHe Ha GeTaxucTHH, ocobeHo B KOMOHH
Npeno3upaHH ieKapcTaa.




Jleuenrero npu npenosupane Tpabea Na BKITIOYBA CTAHAAPTHHTE NOAABLPKALUY MEPKH.

5. ®APMAKOJIOTUMHH CBONCTBA
5.1 PapmMAKOAHHAMHYHH CBOHCTBA

QapmakorepanesTHuHa rpyna: JlpyrH nexapcTea 3a JieWeHHE Ha HepBHaTa CHCTeMa, JleKapcTBa 3a
nevenne Ha Bepturo, ATC koa: NO7CAO]

Mexanu3sM HA JeACTBHE

MexanuambT Ha AeicTBME Ha OETAXHCTHH AMXMAPOXIOPHA € 4YAaCTHUYHO W3BecTeH. ChbluecTsysar
HKOJIKO BEPOATHH XHMIOTE3H, KOWUTO €A MOAKPENEHH OT U3MHTBAHHA NPH XUBOTHH U XOpa:

e  beTaxucTud NOBIHABA XUCTAMHHEPIHYHATA CUCTEMA
BeraxucTud aeiicTea €JHOBpPEMEHHO KaTO 4acTHyeH xucTamuH Hl-peuenTtopeH aronuct u
KHucTamMuH H3-peuenTopeH aHTArOHHCT B HEBPOHANHWTE ThKaHW W MMa He3HauduTenda H2-
peuenTopHa akTUBHOCT. beTaxWcTuH noepMwasa npeolpasyBaHeTO M OCBOOOKAABAHETO Ha
XHCTaMHH upe3 OnokupaHe Ha npecuHatuTHyHuTe H3-peuentopy # MHayuupaHe Ha H3-
peuenTtopHa o6paTHa perynaums.

¢ beraxucTHH MOXe 13 IOBHIIH KPBBOTOKA KbM KOXJIeapHaTa 001acT, KaKTo U KbM LIETHA MOZbK.
(dapMakoNOrHYHH TECTOBE NPH KMBOTHH Ca [MOKa3anM, Y€ KPbBHATA LIMPKYIalUWA BbB
BACKY/IAPHUTE CTPHH Ha BBTPELIHOTO YXO C€ NOAOOpABA, BEPOATHO upe3 pelakcalus Ha
NpeKkanunapHHTe CHMHKTEPH HA MHUKPOLMPKYNAlLMATa Ha BBLTPEIIHOTO yX0. BeTaxucTHH
NMOBUILIABA CBLUO LiepeOpaHui KPBBEH TOK NPH XOpa.

o beraxucTuH noanomara BecTHOYNapHaTa KOMNEHCAUHSA
BeraxucTHH yckopsiBa BecTHOYNapHOTO Bb3CTAHOBSBAHE Cliefl YHUIATEPANHA HEBPEKTOMHSA MPH
XHBOTHH 4pe3 noaobpABaHe M MOANOMAraHE Ha LIEHTpanHata BecTHOyNapHa KOMMEHCALIKA;
TO3M edeKT, XapakTepH3Hpall ce ¢ NOBHLIEHA peryiauus Ha npepaboTBaHeTO W OTACNAAHETO Ha
XMCTaMMHa, ce Meauupa npe3 H3-peuentopen antaronwwzem. [lpH xopa, Bpemero 3a
Bb3CTAHOBRBAHE CNEA BeCcTHOyNapHa HEBPEKTOMHA € ChLUO HaMalleHO, KOrato ce npunara
neueHue ¢ HETAXUCTHH.

¢  beraxucTvH npoMeHs Bb3GYAMMOCTTA HA HEBPOHMTE BLE BecTUOyNapHuTE aapa
M3BecTHO e, ye OeTAXHCTHMH MMa R030-3aBMCHM MOTHcKall eeKT BbpXy oOpa3yBaHeTO Ha
HEBPOHAJTHH CMAHKOBE B JIATEPATHOTO M MEAHATTHOTO BeCTHOYNAapHH Aapa.

(DapMaKO,ﬂHHaMH'-IHHTe CBOHCTBa, KakTO € MNOKa3aHo Py XKHUBOTHH, MOXKE Ja JOonpHHECAT 3a
TepanepTHUHATA NOJ3a HA OeTaXMCTHH BbE BeCTHGyIIapHaTa CHCTEMA.

KnuHuuHa edukacHocT K He3onacHoct

EdukacHocTta Ha OeTaXHCTMH € JAEMOHCTpPUpaHa B NpPOYUYBAHHWA MpPH MalUUeHTH ¢ BecTUOynapeH
CBETOBBPTEX M c GonecT Ha MeHHep ¢ noaoOpeHHe Ha TexecTTa Ha 3a0ONABAHETO W HaMaNABaHEe HA
4eCTOTaTa HA CBETOBBPTEIKHH KPH3H.

5.2 DapMAKOKHHETHYHH CBOHCTBA

Abcopbiina
Cnepn nepopaneH npuem GeTaxHCTHH AMXMAPOXIIOPHA ce abcopGupa IeCHO U NOYTH HAMBIHG O

YaCTH Ha CTOMalHO-upeBHUA TpakT. Cnen abcopbumata Ha aKTHBHOTO BELUECTBO 61;63@*
n3uano ce Merabonusupa ao 2-PAA (2-nupuannoueTHa kucenuna). I[lnasmeHuTe HuBa 1}1 $efra

'3



ca MHOTO HuckH, [Topanu Tosa hapMakOKHHETHUHUTE aHANHM3W ce Ga3sHpaT Ha H3MepBaHMuA Ha 2-PAA s
N1a3MaTa i ypHHATA.

B ycnosua Ha xpaHewe Cmax € NO-HHCKO B CpPaBHEHHME C YCNOBMATa HA riagHo. Buhpeku Tosa,
ToTanHaTa abcopbuma Ha GeTaxucTHH € Mojo0Ha NPU ABeTe CLCTOAHMA, NMOKA3BANKH, Y€ MPHEMDBT Ha
xpaHa camo 3afaBa abcopbumnTa Ha 6ETAXHCTHH.

Pasnpenenenue
[TpoueHTsT Ha BETAXHCTHH, KOHTO ce CBBP3BA C IIa3MEHHUTE MPOTEHHH € noa 5%.

Buorpancdopmaiiis

Cnen abcopbumns, 6eraxucTmH 6bp30 M NOYTH HanbiHO ce Metabonuzupa a0 2-PAA (KoATo HAMa
thapMaKoIOrHiHa aKTHBHOCT).

Cnen nepopaneH npueM Ha 6eTaXMCTHH NNAa3MEHUTE (M YPHHHHTE) KOHUeHTpauukHa 2-PAA nocturar
CBOS MakcuMyM 1 Yac chea npuema B cnafaar ¢ Nojly-)KHBOT OT 0kono 3,5 uaca.

EnumunupaHe
2-PAA ce exkckpetnpa Obp3o npes ypuHara. [Ipu no3a ot 8 mg no 48 mg okono 85% oT NOCTLOMIOTO

BELLECTBO CE YCTAHOBABA B YpuHara. ExckpeunaTa Ha 6eTaxHCTHH npe3 6b0peuuTe M HANPOKHEHHATA €
OT MAKO 3HaYEHHUE;

JIMHEAHOCT/HENHHEAHOCT

CrenenTa Ha enHMHHHMpaHE OCTaBa MOCTOAHHA 3a LienHA oOXBaT Ha W3NON3BaHaTa go3a OT 8 mg a0
48 mg, koeto mMokasBa, 4¢ (PpapMaKOKHMHETHUKATA Ha OCTAXHCTHH € JiMHeapHa W C€ Npeanonara, 4e
MeTalONUTHHAT LT HE C€ HACHLUA.

53 IIpeakTHHHYHE AaHHA 32 (e30MACHOCT

XpOHHYHA TOKCHYHOCT

HaGnionasaHn ca HexenaHM peakuW OT CTpAaHAa Ha HEPBHATa CHCTEMA MPH Ky4yeTa W NaBHaHHM clea
HMHTPaBeHO3HH R03H OKONo U Haa 120 mg/kg.

M3acneasanua 3a XpoHHYHA NEpopaiHa TOKCHYHOCT B MIPOAb/KeHHe Ha 18 Meceua nipu ribxoBe B no3a
ot 500 mg/kg u B npoabKEHHe Ha 6 Mecella MpU KydeTa B 103a oT 25 mg/kg nokazear, ue GeTaXHCTHH
ce noxacs ao0pe, 63 HAMHYKETO HA ONMPEAENEHA TOKCHYHOCT.

MyTareHed ¥ KapLUUHOTeHEH MoTeHLHA

BeTaxMCTHH HAMa MYTareHeH TIOTCHIIHAT,

IlIpu 18-MeceuHo npoyuBaHe 3a XpOHHYHA TOKCHYHOCT ITPH MLUTbXOBe, OeTaxucTHH B A03a A0 500 mg'kg
HE MoKa3a HHKAKBH AaHHH 3a KaHLIEPOreHeH NOTEHLHAN.

PenpoayKTHBHA TOKCHYHOCT

Edextute B npoyuBaHWATa 3a penpoiyKTHBHA TOKCHUHOCT ca HaGnioJaBaHW caMO TIPH eKCMO3HLMM,
CUMTAHH 3a ACCTATbYHO HABHILUABALUM MAKCHMMAIHATA €KCIIO3WLMA MpH XOpa, KOETO NMOoKa3Ba MaJiKo
3HAYEHMWE 3a INTHHWYHATA ynoTpeda.

6. OAPMAINEBTHYHH JAHHH
6.1 CnHebK HA NTOMOLIHMTE BEWECTBA

MukpokpHcTanHa uenynosza

MauuTton (E421)

JIuMOHeHa KKcen1Ha, MOHOXHAPAT
Cunuuues aMokcHa, konouaeH Gessosex
Tank

L-uncTenHos xuapoxnopyua MOHOXHAPAT
[lponunranar




6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha TroaHOCT

3 rooMnum.

6.4 Cnennanny ycJ10BHA 3a cbXpaHeHHe

To3mn nekapcTseH NPOAYKT HE HIHCKBA CMNELMANHH YCIIOBHS HAa ChXpPaHEHHe,

6.5 BHA B chbaAbpKaHHE HA OTIAKOBKATA

Beracepk 24 mg Tabnetkn 8 PVC/PVDC Gnuctep u anymunueso ¢onuo, no 10, 20, 50, 60 u 100

TabneTKu B ONaKoBKa.

He BcHukH onakoBky Moratr na 6baaT mycHaTH B npoaaxoba.

6.6 Cneunajnn npeinasHH MepKH NPH HIXBLPJIAHE

Hen3non3paHUAT JlekapcTBeH NMPOAYKT HIH OTNalbYHHTE MAaTEPHANH OT HEero TpAGBA Aa ¢e H3XBLPIAT B

ChOTBETCTBHE C MECTHHTE H3UCKBAHUS.

7. IMMPUTEXKATEJ HA PASPEHIEHHUETO 3A YIIOTPERA

Buarpuc EOO/

o¢uc crpaaa ,,Cepauxa opucu™

Oyn. Cuthakoso Ne 48, eT. 7

1505 Codus, Bvnrapus

8. HOMEP HA PAZPELHIEHHUETO 3A YIIOTPEBA

Perucrpaunonen nomep: 20030511

9. JATA HA ITBPBO PA3PELIABAHE/TIOJHOBABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Jara Ha mepeo paspewaBane: 21 ronu 2003 r.

Jara Ha nocnenHo noaHoesBaHe: 19 anyapu 2009 r.

10.  JIATA HA AKTYAJIM3HPAHE HA TEKCTA

03/2026




