KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

W3NLAHWTENHA ATEHIUA NO NEKAPCTBATA |

i'

1. HME HA JEKAPCTBEHHSA IIPOAYKT Kpamxa Xxapaxmepucmuxa na npogyxma - lpusoxetive 1
Be'[acepk 24 mg TabGIeTKH KoM Peeg. Ne ......... %%905\ l‘ k "
Betaserc 24 mg tablets B é/hf //7’5 nAe/
Paspewenue s ..
Il g- [15' m!l
2, KAYECTBEH H KOMMUYECTBEH CHCTAB Mm ,_A.{?..."'.:'."f'..' — A

Beracepk 24 mg Tabnerku chaspkar 24 mg OGeraxmcrHHOB guxuapoxnopnn (betahistine
dihydrochloride), xoeTo croTBeTCTBA Ha 15,63 mg GeraxvctuH (betahistine).

3a IBIHAA CIHCEK HA MOMOINHNMTE BEIIECTEA BIDKTE TOWKA 6.1,

3 JEKAPCTBEHA ©OFPMA

TabneTku, KpbIiH, GHKOHBEKCHR, Ch¢ CKoCeHH ppbope, ¢ 04N Ao NOYTH G4 UBAT A AC/HTENHA 9epTa, ©
BansOHato pesedHo H3o0paxenne ,,289% oT nBeTe CTPaHH Ha ACIHTCTHATA YePTa BLPXY €AHATA c*xpaﬂa
Ha TabneTkara, qrameTnpst ¢ 10 mm; Ternoro Ha TabneTkaTa ¢ okono 375 mg.

JenurennaTa YepTa e Camo fa yJIEeCHH YyNeHeTO 3a [o-NIeCHO MOTTbINaHe H He pasAend Tabnerxara na

eAHAKBH JO3H.

4. KIMHAYHA JAHHH
4.1 TepaneBTHYHA NOKAIAHHA

Bonecr na Mennep, KOATO ce MPOABABA CLC CMSJHATZ TPHANA OT CHMITOMHE:
# CBETORBPTEX (C raaeHe/mOBphIaHE);

s saryba Ha clyxa (3aTpyAHeHO YyBaHe);

¢  THHHTYC.

CHMITOMaTHYHO JIeueHHe Ha BECTHOYNAPHO BEPTHTO.
4.2 Ho3HpoBKa H HAYHH HA NpHJICKeHHE

03HPOBKa
Jlo3rpoBKaTa 3a BEIpAcTHH € 48 Mg B HAK0JIKO Mprema npes AeHd (1 Tabnerka 2 mbTa QHEBHO).
JosapoekaTa Tpafea Aa ce cho0pasH ¢ MBAMBHOYANHHA OTTOROP. IlomoGpeHHeTo MOHAKOTA MOXe [i
HACTBHOH eNBa CNef| HAKONKO ceAMumu nedenne. Hali-noGpr pe3ylfTaTH NOHAKOra c¢ MONy%aBar Clen
HAKOMKO Mecena. HMa AannAM, 9€ CBOSBPEMEHHOTC JIEYcHHE NPeJOTEPaTHBa NpOrPecHpPaHETO Ha
3afonApaHeTO /UK 3ary6aTa Ha clyxa B o-KscHHTe azn Ha GonecrTa,
Heduampuura nonyrayus
Beracepk 24 mg He ce mpenopbusa 3a ynorpeba mpH Jema moj 18-rogmmua BE3pacT nopa.:m

HeJAOCTATHYHH TaHHM 33 0e30nacHOCT i e@HKaCHDCT

Tepuampuuna nonyaayus




Bropexd 4e HMa OrpaHHYEHH NAHHH OT KAMHHIHY NPOYYBAHAA B Ta3H NAMEHTCKA rPpyNa, HATPYNARHAT
TO/IAM TNOCTMapPKETHHTOBHAT OMWT MOKa3Ba, Ye He ¢€ M3ACKBA AZAUTHpAHE HA [03aTa NpH Tasd
Nan#eHTCcKa rpymna.

Bvbpeuno yapexncoane
He ca mpoBexfaRM croelMaHH KIMHAWGHH H3NHTBAHWA B Ta3sy NAUMEHTCKA Tpyna, Ho Ba Oada wHa
NIOCTMAPKETHHIOB OTMT He € HeoOX0IUMOo afalTHPAHE HA FO3aTa.

Hepnodpobo yepescoane :
He ca npoBesnanu cnenWayiHH KNHAWYHA M3MHTBAHMA B TasH LAUMEHTCKAa IpyNa, Ho Ha Oasa Ha
NOCTMAPKETHHIOB ONUT He € HeoDXOMMMO AAANTHPAHE HA JOIATE.

4.3 TpoTuBOMOKA3IaHHA

. CRPBXUMYBCTBHTEHOCT KBM AKTHRHOTO BELIGCTRO HIY B KOS OT NOMOLIMETE BINRCTRA;
DeOXpOMOIHTOM.

44 Creunalrhn npefynpesxgeHMa ¥ npeAnasHA mepky 3a ynorpeba

IMTaumenTnre ¢ OpoHXHANHA ACTMA W € aHAMHE3a 33 NENTHYHA A3B& €€ HYKOAAT OT JIEKapoKo
HaONIoieHHE IO BpEME HA JIEYeRAETO.

45 BzaumonaeiicTere ¢ ApYrn AeKapeTBEHH DPOIYKTH A ApyrH opMHE HA BlaEMOaeiicTRRE

He ca nposexxpanu macnensamug in vivo. Ha Gazata Ha in vifro B3cnexpaHua HE ce Oudakma in vivo
¥axubupane Ha eH3HMHATA CHCTEMa Ha nUTOXpoM P 450,

In vitro pannm mokassat moTHckaHe Ha MeTafonn3Ma Ha GeTAXACTHH OT JISKAPCTBA, KOMTO MHXHOMpar
MoHoaMuHookcHaazara (MAQ), sxi. MAO moarun B (uaup. cenermnmm). [lopAmeno pHAMaHHE €
HeoBXo1uMO, Koraro ce npwuiara feraxucTun ¢ MAO-urxu6utopn (8. MAO-B celeKTHEHE).

Tsit Karo GeTaXWMCTHH € AHATOr HA XHCTAMHHA, BIAHMOJASHCIBHE¢ Ha OETaXHCTHH ¢ ANTHXHMCTAMHHH
MoO3Ke TEOPETHIHO 3 MOBIHAS ediKaACHOCTTA HA HAKOE OT NeKAPCTBATA,

46  @epruaurer, SpeMeHHOCT H KbPMERE

Bpemennocr
JlaunnATe 38 npaNeKeHAETO Ha GeTaXHCTHH MO BpeMe Ha GpeMEHHOCT ca HEROCTATHIHM,

TpoydYBaHAA NPH KUBOTHA He NOCOMBAT HANMYHMETO Ha AMPEKTHH M HHIUPEKTHH YBpEXKIauH edeKTH
A0 OTHOINCHHE HA PEeNpOMYKTHBHA TOKCHYHOCT NPH KIHHHIHO 3HAAYHMa TEePaneBTHYHA EKCIOIHIHA.
Kato mpeamasna MApKa e 3a IpenmoduTaHe Aa ce M3Garea ymotpebara Ha GeTaxucTuH IO Bpeme Ha
GpeMEHHOCT. '

Knpuene

He ¢ u3pecTHO ganu feTaxHCTHA ce OTAend B KEPMAaTa NpH Xopa.

BeraxueTuH ce OTAENM B MIAKO HA IbXoBe. B NpoyuBaHus ¢ KMBOTHH, edexTHTe, KOMTO Ca
HabmoZaBaiy B NOCTNAPTANHNA NEpHOJ, ¢a OHIH OTPAHHYSHH CaMO 0 MHOTO BHCOKHTe RosH. Tpabea
Aa ce HpeleHH JATH NM0N3aTa OT ICKapCcTROTO 32 MajikaTa HaABHINABA NOTCHIHAIHNA PHCK 38 ZeTETO.

- PeprATATET

IlpoyusaHna pH XKABO THHY HE NOK23IBAT HATHYHETO Ha edeKTH BbPXY deprunurera IpH LILX0BE,

4.7 E¢exTr BLpLy cnocofHocTra 33 modpupane g paGora ¢ Mamunn g ) ’_\\




- BeraxucTuH e mokasaH npH GonecT Ha Meusep, nedHupana. OT KIOYOBR TPRAJA CHMITTOMA BEPTHNO,

3ary0a Ha CHyX, THHHTYC ¥ OpH BecTHGYnapHo Bepruro. Jlsere Goniecta Morar HETATHBHO NI HOBINHAST o

en0co6HOCTTa 33 WodHpaHe H paboTa ¢ MABHYL

B wimRHYHM TpOyvBaHHA, CHENHANHO NpEAHA3HAYEHH Ja MpOYUar cnocoGHocm 3a modmpa&e H

pabora ¢ Mammm, Seraxnc'rﬂﬂ HE e r0Kalayl WK ¢ AMAl RESHATHTENHH efexTn.

48  Hexensnun .nelcapc'melm pealmml

Habnionapanu ca ‘clieHATE HEXENAHH NEKAPCTBEHN PEAKIEK NPH NanHeHTH, NEKYBaHK © ﬁe'raxncma .

no BpeMe Ha M/1aneGo-KOHTPOJHPAHA KAHANYHH NPOYUBAHHA C YECTOTa: MHOTO 4YecTd (>1/10); wecrn
(=1/100 go <1/10); regectn (=1/1 000 mo <1/100); peaku (21/10 000 go <1/1 000); MaOrO pemm (<1!10
000), BKMOYRTENO UIOANPAHA CIyTaH.

CTOM&I]IHO-'-IQB’BHH HADYIUEHWAA
Yecmu: raicHe U JHCNICTICHSA

- Hapymenus na sepBuara cuctema

Yecmu: rnapobonme

OcBen HeXeNaHUTe peakiliH, CHOGUIEHH 110 Bpeme HA KIHHHYHH H3NHTBAHNA, CECAHHTS HEMENaHA

peaximy ca OHIH JOKIANBAHH COOHTAHHC 0 BPEME HA IOCTMAPKCTHHIOBAara ynoTpeta Ha GETAXHCTHH. -
W B HaydHara nureparypa. Yecrorara He MoXe. Js,a 6nne onpe,ueneua OF HOCTHMRNTE JAHHN, nopami' L

KO€TO € oOpenciIiCHa Karo »C HeH3BecTHa gecToTa™.

apYIIeHHA Ha UMYHHATA CHCTE _ .
Peaxiuu Ha CBpBbXUYBCTBATENHOCT, HANp. anadunakchi. 3 o

OM O~ BHH HA| €

JIeKH CTOMAIIHH OIIAKBAHFS (HAanp. IOBPHIIAHE, CTOMANIHO-YpeBHa GONKa, KOPEMHO HANpeKEHHE H : .-

nomysake). Te Morar xa ce mﬁemar, Koraro beracepk ce B3HMa 110 npeme Ha XpaHeHe HIH Ce HAMANH
JA03HPOBKATA. : T

Ha ApPYIICHHA Ha KOXaTa H NONK0KHATA ThKaH

HaGnionaBadu ca pedKUHM HAa CBPBXUYBCTBHTE/JHOCT HA KOMATa H HOAKONHATA ThKaH, KaTO

AHTHOHEBPOTHYCH e/eM, OGDHR, IPYPHTYC H YPTHKAPHAL

Crolmapate Ha NIOZO3IMPAHH HEXeENAHH PeaKIH

CpobmapaneTo Ha MOAOZHPAHHA HexeJlaHH PeaKi{H CJiel paspemapane 3a ynorpeﬁa Ha nexapmenm' |

TIPOAYKT € BakHo. ToBa No3pondpa Ja MPONBIDKH RaGMONEHHETO Ha CHOTHOMEHHETO no.usa/pncx 34
ACKAPCTBSHAS IPOMYKT. OT MEAHUNHCKATE CIENMATHCTH C H3HCKBA Ja croDImaBar BCAKa nonoanpaua
HeXeNaKa PeakuHa upe3 HAUROHATHATA CHCTEMA 32 ChoGIaBane:

HansnnuTeNHA AreHIH 1O JIeKa pCTEaTa
yi. Jamsan Ipyes” Ne 8

1303 Codua

Ten.: +359 2 8903487

yeGcaiir: hitp://www.bda. bg
4.9 Hpeaonpane

JIOKnaneanu ca HAKONKO Chydas Ha mpenosupane. Hiaxon DAumeHTH NPOABABAT CNabH A0 yMepeHo
H3paleHy CHMIITOMHM HA OpeA0O3HpaHe OpH Jo3H Hag 640 mg (sanp. ranene, cmumocr, xopeMHa
Gonka), :

o-cepnosan  ycnoxuenns (Hamp. KoHByncum, OGenoapoGHH - mmE cbpneq}m .

npego3HpaHu .ﬂelcapc'ma




JledenneTo npy npefosdpane TpA6BA Ja RKNOYBA CTAHIAPTHUTE MO TBPKAINN MEPKH.

5. ®APMAKOJIOTHYHH CBOHCTBA
5.1 PDapMaKoIMHAMHYHE CBOKECTBA

dapmakoTepalieBTHYHA Ipyma: JIpyrH nekapcTBa 3a JCYeHH€ HA HEPBHATA CHCTeMa, NeKApeTBa 3a
nevenne Ha septuro, ATC xoa: NO7CAQ1

Mexann3sM Ha neHicTBHE

MexanusMbsT HA OeficTBHe Ha GETAXHCTMH JHXHAPOXJAOPHI € YacTHYHO MH3pecTeH. ChImecTBYBAT
HAKOJIKO BEPOATHH XMMOTE3H, KOUTO ¢4 HOAKPENeHA OT H3NIHTBAHAA TIPH XKHBOTHH H XOpa:

s BeraXxHMCTHH NopIMABA XHCTAMHHEPTHIHATA CHCTEMA
BeraxucTHH felicTBa eAHOBpEMEHHO KaTo YacTHYeH XHcramuR Hl-pemenropen aroHmcer H

XucTaMHH H3-penenTopeH aHTATOHHCT B HEBPOHAIHHTC THKAHH H UMa HesRawurenma H2-
pelleNTOpHa aKTHBHOCT. DETAXHCTHH MOBHIUIABa NMpeobpasyRaHETO K OCRODOKAUBAHETO KA . -
XMCTaMHH 4pe3 Onokupane Ha npecwuanTnuumre H3-peuenropu ¥ mumynmpane Ha H3-
peuenTopHa ofpaTHa peryamms.

» BeraxmcTHE MOJKe [1a MOBHIIH KPBBOTOKA KbM KoXJIeapHaTa of7acT, KAkTo H KbM Je/IHA MO3BK.
DapMakoNOTHIHH TECTOBE IIPH KHBOTHH Ca MOKA3ANH, Y€ KPHBHATA IHPKyJaldd BLE

BACKYNApPHHTE CTPMH HA BBLTPEIHOTO YXO ce nogoOpaBa, BepoATHO 4pes penakcanus Ha
NpekanunapHaTe CQUHKTEPH HAa MMKPOUMPKYIaUMATa Ha BRTPEIHOTO YXo. beraxmerun
HOBMIZABA Chige LepeGpPATHAL KPRBEH TOK IIPH XOPa.

« BeraxucTun nofnomara BecTHOyAapHATA XOMNSHCANN
BeraxucTHH yckopiABa BecTHOy1apHOTO BR3CTAHOBABAHE CIEH YHHNATEPATHA HEBPEKTOMHA NIpH

WHBOTHM ype3 mofofpasane W MOATIOMaraHe Ha NEHTpalHata BecTuOyjapHa KoMNEHCAUHA;
TO3H eeKT, XapaKTepHIAPAI Ce ¢ TIOBHINEHA PETYNAlHA Ha NpepaboTBaneTo H OTAENAHETO HA
XHCTaMWHa, ce Meamupa npes H3-penenmropen anrarommsvM. Ilpu xopa, Bpemero 3a
BB3CTAHOBABAHE CIieJ] BECTHOYNapHA HEBPEKTOMHS € CBII0 HAMANCHO, KOraTo ceé HApHIara
nedenHe ¢ GeTAXHCTHH.

» DBeraxucrun HpoMEnd BBG!QEMOC‘[T& Ha HEBPOHHTE BLB Becruﬁynag}m-re aapa

H3pecTHO €, 4e GeTaxHCTHH HMMa [030-3aBACHM mOTHCKam edext BEpXy ofpaiyBaHeTo Ha
HEBPOHATHH CIANKOBE B IATEPATHOTO H MeJHANHOTO BECTHOYIapHM A DA,

®apMakoaAHAMHYHHTE CBOJCTBA, KAKTO € MNOKA3aHO IIpH XHBOTHM, MOXKe Ja JOTpHHECAT 3a
TepalleBTHYHATA NoN3a Ha OETaXNCTHH BLE BeCTHOYNapHATA CHCTEMA.

Knunnyna edrracyoer B 6ezonacHocT

EduxachocTra Ha GeTAXMCTHH € JEMOHCTPHpPAHA B MMPOYUBAHHA UPH TAUMEHTH ¢ BecTHOymaped
CBETOBBpTEX H ¢ GonecT Ha Menuep ¢ noaoOpeHHe HA TexecTTa Ha 3a00/M9BAHETO H HaMANKBAHE HA
9ecTOTaTa Ha CBETOBBPTCKHH KPH3H.

52 DapmMaKoxKRHeTHIHH cBOiicTRA

Abcopbuus

Criea nepopaner npaeM GeTaxncTHH (MXRAPOXTOPUL ce aGcopOupa NECHO U NoYTY
YacTH HA CTOMAWIHO-upeBHMA Tpakr. Cnei abcopGUMATAa Ha AKTHBHOTO Beriege
o ce Metabonusapa a0 2-PAA (2-mapmunonerHa kucennra). Inasmenn g #inalng




ca mMuOTe BCKH. TTopany ToBa dapMakOKHHETHURATe aHAMH3IH ce GalHpar Ha W3Mepbanng Ha 2-PAA »
TUIA3MATa H YPHHATA.

B ycrnoema Ha xpawere Cmax e MO-HHCKO B CpPaBHeHMe ¢ YCJOBHATA HA IIaaHo. Beupexu ToBa,
ToranHata abcopbuma ¥a GeTaxuceTyd ¢ noaolHa NpK ABeTe ChOTONHMA, NOKAIBANKY, 4e NPHEMET HA
XpaHa camo 3a6asa aGeopOIuATa Ha GETAXHCTHH.

Pasnpenenepne
[TpoueHTET Ha GeTAXKCTHR, KOWTO C& CBBP3Ba C IIA3MEHNTE TIPOTEHHH € 1og 5%.

noTpanchopm

Cnen abcopbuus, GetaxucTHH 6BP30 M NOYTH HANbiHO ce Merabommsupa mo 2-PAA (koaro .mama
dapMakonorHuHa AKTHBHOCT).

Cren niepopaien OpEeM Ha GeTaxHCTHH IUia3MeHHTE (M YpHHHATE) koRueHTpanuuna 2-PAA nociurar
CEDA MAKCHMYM 1 Yac cneg NpHeMAa M CIANAT C NoJiy -KUBOT 0T OKOMo 3,5 waca.

Enumunnpane
2-PAA ce ekckpernpa 6bp30 mpes ypunara. ITpu nosa or 8 mg ao 48 mg okosno 85% or nocreamancto

BEIHECTBO C€ YCTAHOBABA B ypuHata. Exckpennata Ha GeraxucTdn npes 6L0penuTe B HIMPAXKHEARATA €
OT MAJJKO 3HAYCHHE.

JlungHHOCT/ HenpHeRHOCT

CreneHTa HA €THMHHHpPAHE OCTaBa TIOCTOAHHA 3a Lenns oGXBaT Ha HM3NON3BAHATA A03a OT 8 mg A0
48 mg, KoeTo nokaiea, ue (dapMakoKkHHeTHKaTa Ha OeTaxWMCTHH € JIHHeapHa M C¢ NpEeRmonara, 3¢
MeTaDONHTHUAT ITET HE C€ HaCHIIA.

53 IlpeaxAidHAYHE AaHHH 32 GezomacHoCT

Xpoggqﬂa TOKCHYHOCT

Habmoaasand ca HexenaHd peakUMH OT CTpPAHA HAa HEPBHATA CHCTEMa NPH KyWUera H NMABHRHH ClIe]
HATPaBEeHO3HH N031 0Ko 1o ¥ Hax 120 mg'kg.

Uscnensanua 3a XpOHHYHA NEpopaiHa TOKCHYHOCT B NPONBMKeHHe Ha 18 Mecela OpH IUTAXOBE B H034
oT 500 mg/kg A B MpoABIDKEHAE Ha & Mecela pH Kydera B f03a oT 25 mg/kg nokassat, 4¢ GeTaxACTHH
ce ToHacs Jodpe, 6e3 HATHIHETO HA OmpeAesieHa TOKCHIHOCT.

MyTareHer ¥ xaplIFHOT€HEH NOTeHInaN

BeraxucTaH HAMa MyTareHeH NoTeHIH A, _

Ipu 18-Meceuno MpoydBaHe 3a XPOHAYHA TOKCHYHOCT IPH IUTEXCRe, GeTaXHCTHH B 1033 20 500 mg/ke
He€ N0KA332 HUKAKB M JaHHH 3a& KAHLE€POreHeH NOTeHIHAN.

PernpoayKTHEHA TOKCHIHOCT

EdexTiTe B MpOYYBaHHATA 33 PENPOXYKTHBHA TOKCHUHOCT ca HaOMIONABAHH CaMO NDH SKCTIOSHLHH,
CUMTAHE 3a JOCTATHYHO HaABHIIABAINM MAKCHMANHATA €KCIO3HLEA NPH XOPa, KOETO NOKAIBa MATKO
3HATEHHE 32 KIMHAYHATA ynoTpeda.

6. QAPMAUEBTHYHH JAHHH
6.1 Cnuebk HA TOMOIHHTE BellecTRA
MHUKpOKpHCTANREA Lemyno3a

Manmton (E421)

JIuMOHEHA KACeTHRA, MOHOXHAPAT
CHIHIIeB AROK CHA, KononaeH Geinoaeu

Tanx

6.2 HecnBMecTHMOCTH




Henpunoxumo

6.3 Cpok Ha roaeoct

3 roguHu,

64 Cuoensannu yCaoBHA 33 ChXpanenve

To3d NeKapcTBEH NPOAYKT HE M3HCKBA COENHANHM TEMIEPATYpHH YCIOBHA 3a chxpanende. [Jla ce

ChbXpaHiBa B OPHTHHAHATA ONAKOBKA, 3a /1a C& NpeAnas3H OT Brara. '

6.5 Bua ¥ chabpxaHHe HA ONIAKOBKATA

Beracepk 24 mg tabnerkn B PVC/PVDC Gnuctep ¥ anymuuneso donmo, no 10, 20, 50, 60 u 100

TalNeTKM B ONAKOBKA. '

He seHMKH Onako BKH MOTaT Aa GBAAT MyCHATH B npoaax6a.

6.6 Crenuajian nNpeANA3HH MePKH OpA HIXBhLpISHE

Heu3non3saquaT NeKapcTREH NPOAYKT MM OTNaZEYHUTE MATEPHAIIA OT HeTo TpAGBa J1a ce H3XBBPIAT B

CHOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. MIPUTEXKATEJ HA PASPEIHIEHHETO 3A YIIOTPEBA

Maiinan EOOQJ]

Oduc crpana ,,Cepmuxa oducu®

6yn. Cutaaxopo Ne 48, er. 7

1505 Codms, brirapus

8. HOMEP HA PAIPEIIEHHETO 3A YHOTPEBA

20030511

9. JATA HA TIBPBO PAZPEHIABAHE/MIOJHOBABAHE HA PAIPELIEHHETO 3A
YIIOTPEBA

Jlara Ka mepso pazpemarane: 21 tomx 2003 r.

Jlara Ha nocneano nogHoBARanHe: 19 suyapu 2009 r.

10, JATA HA AKTYAJIM3HPAHE HA TEKCTA

12/2018




