KpaTka XxapakrepucTMka Ha npoaykTa

1. AMe Ha nekapcTBeHMA NPOAYKT

a

Betagen 16 mg tablets a l] O 5 P~ 7
betagxeH 16 mg Tabnetku
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2. KayeCTBeH v KONUYeCTBeH CbCTaRn

Betahistine dihydrochloride 16 mg
3a MbNHUA CNUCEK Ha NOMOLUHMTE BeLlecTBa, BUX Pasnen 6.1,

3. NexapcreeHa Popma

TabneTkw.
Bana, kpvrna, nnocka Tabnetka, ¢ avameTsp 8,5 MM CbC CKOCEHW BbIMW, C
BonbOHaAT penedeH Hapnue "BH 16" oT egHara cTtpaHa u "G" ot gpyrarta.

4. KNMMHUYHKM gaHHW
4.1 TepaneBTUYHM NOKa3aHUA

beTagxeH € nokasaH 3a neveHne Ha BepPTUro, WyM B ywwuTe, 3aryba Ha cryxa u
rageHe, cBbp3aHu ¢ MeHnepoB cUHAPOM.

4.2 lo3MpoBKa U HAYUH Ha NPUNOXeHue

[103VpoBKa:

Bb3pacTHU: (BKNIOYUTENHO NauUeHTU B HanpegHana Bb3pacT):

HauanHoTo nepopanHo nevenve € 8 4o 16 mg Tpu NBTU AHEBHO, NPUETU C XpaHa.
lNopabpxawara fgosa No NpuHUWN € B paMkuTe Ha 24 - 48 mg AHeBHO. Jo3aTa
MOXE da ce aganTipa B 3aBUCUMOCT OT MHAVBUAYANHUTE HYXAW Ha NaLueHTa.

Heua:

beragkeH TabneTkm He ce npenopbyBa f[a ce npunaraT npu  Adeua.

EcpukacHocTTa 1 GesonacrocTTa Ha BbeTamkeH TabneTkn He ca NPoyyYeHU npw
aevua U roHown po 18 .

4.3 lMpoTnBOnNoOKasaHuA

beTagxeH € nNpoTuBOMoOKasaH NPW NauUMEHTN C (HeoxXpoMOUMTOM. Tbi KaTo
beTagkeH € CUHTETUMEH aHanor Ha XUCTaMuMHa, MOXe [Ja npeausBuka
ocBoOOXAaBaHETO Ha KaTexonammHW OT Tymopa, KOeTo [0 AoBede A0 TeXKa
XUNEPTOHUS.

CblWO NPOTMBOMOKA3HO € CnegHoTo. YCTaHoBeHa CBPbXYYCTBUTENHOCT KbM
Betahistine dihydrochloride wnu Hsikoe oT !‘IOMOLLIHHTE} BEUJ,ECTBEI eAHOBPEMEHHO
NPUNOXKEHUE Ha aHTUXNCTAMUHM.



4.4 CneunanHu npeaynpexaeHusa U cneunanHu Mepku npm ynotpeba

FlpenopbtyBa ce BHUMaHWE NpU NEYEeHWETO Ha nauueHTU ¢ NenTUYHa Si3Ba WNu
aHaMHesa 3a NenTUYHO pasA3BABaHe, TbW KaTO NOHAKora npu NauveHTn,
nekyBaHu ¢ betagkeH, ce nosiBABa ANCNENCUS.

C BHUMaHKWe Tpabea Aa ce noaxoxpa Npy NauMeHTU ¢ 6poHxManHa acTMma.

[lpenopbyBa ce BHUMaHWE npu npuemMaHeTo Ha bBertamkeH OT nayuveHTn C
yPTUKapnsa, o6puBK UN1 anepruvHy pUHUTK, Nopagu Bb3MOXHOCTTa OT BfoLLaBaHe
Ha Te3u CUMNTOMM.

EcdukacHocTTa 1 6esonacHocTTa Ha beTagxeH TabneTkv He ca npoyyeHn npu aeua
1 lOHOWK Ao 18 .

4.5 BaaumogencTsus ¢ Apyru nekapcrea v aApyru oopmMmu Ha B3aMMOOeACTBUSA
HAama gokasaHu chyyan Ha onacHU B3aUMOAENCTBUS.

CroblweHo e 3a cnyvyald Ha B3aUMOAEWCTBUME C €TaHON W CbeanHeHue,
CbAbpXawo nNMpUMeTaMuH C AancoH 1 apyro noteHuyupaHe Ha beTagXeH Che
candbytamon.

4.6 bpeMeHHOCT U KbpMeHe

besonacHocTTa Ha betahistine npu 6pemMeHHOCT He e HaNbLMHO YCTaHOBEHA, HO
eKCNnepuMeHTanHn escneasaHus, nNposefgeHu Npu OpeMeHHU 3aluw, He gaear
AOKasaTencrsa 3a TepaToreHHW edrekTn. 3aToBa Ce MPenopbuMBa BHUMaHME,
koraTto ce npunara betagpkeH no Bpeme Ha BpemMeHHOoCT.

Betahistine ce ekckpeTupa B kbpMaTa, B KOHUEHTPaUWK, ON3KW A0 Te3W, OTKPUTKU B
nnasmara. TOKCUYHUTE BNUAHWA NPU HOBOPOAEHW B TE3N KOHLUEHTPauuM He ca
M3BECTHU. 3aToBa TpsibBa Aa ce n3bsarea ynotpebarta Ha BeTapkeH no Bpeme Ha
KbpMeHe.

4.7 BnusiHune BbLPXY cnocobHOCTTA 3a WwodupaHe u padoTta ¢ MawUHK
CvoblyeHo e 3a pegkyn cnydyan Ha CbHIVBOCT, CBbp3aHa ¢ betamkeH. MaumneHTUTE
TpsAbBa aa BbvaaT npepynpefeHy, Ye ako ToBa ce nposAsKk, TpAdBa ga vabsareaT
AEVNHOCTN, N3NCKBALLM KOHLIEHTPpaUUS, KaTo wodupaHe n paboTa ¢ MaLlyHu.

4.8 HexxenaHu nekapcrBeHM peakuuvm

[No-npuHUKN betahistine ce noHacs aobpe n e cvobLEHO 3a OTHOCUTENHO MATIKO
HeXenaHW NeKapCcTBEHU peakumin,

MedDRA cucteMo-opranHa knacudmkaumsa |HexenaHa nekapcTBeHa peakLms

HapylweHus ebpxy UHC [ naBobonue, psako CbHNBOCT

CromaLlHO YpeBeHW HapyLUEHNS Pas3TpuncrTeo, rageHe, gucnencus

HapylieHns Ha koXaTa U NOAKOXKHUTE ThKaku-Koikem, oOpunsn, NnpypuTyc
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4.9 MpenoaupaHe

CumnToMuTE Ha NpegosmMpaHe ¢ BUCOKM Ao3u betahistine ca ragene, NoOBPLLUAHE,
AWCHencus, arakcust n ropdose. Hsma cneunduydeH aHTUOOT. [lpenopbyiBa ce
NPOMMBKA HA CTOMaxa U CUMNTOMAaTUYHO NeYyeHue.

9. dapmakonorvyHu cBoOMCTBaA

5.1 ®apmakoguHaMmuuHu cBOMCTBA

H1 aronnctyHaTa aktuesHocT Ha betahistine BbPXY XUCTaMWUHOBUTE peLenTopu B
NEPUPEpHUTE  KPBLBOHOCHU  CbOOBE  NpW Xopa Cce nposABsiBa 4pes
NPEAoTBpaTABaHE Ha DEeTaxUCTUH-MHOYUMpaHaTa Ba3oaunaTaUms ¢ XMCTAMUHOBUS
aHTaroHUCT AaupeHxuapamuH. Betahistine uma  MUHUMANHN ePekTn BbBPXY
KNCENUHHTa cekpeuns Ha cTamaxa (H; peuenTop Meguupanus OTrOBOpP).

EcpukacHocTTa Ha betahistine npy neveHveTo Ha BEPTUro MoXe Ou ce abmkn Ha
HEerosaTta CnocobHOCT Aa MoguduLMpa LUMPKYNauvsTa BbLE BbTPELHOTC YXO WU
Ha AUPEKTHUA eeKT BLPXY HEBPOHWUTE Ha BECTUBYNapHWTE agpa.

EouHniHa nepopanHa posa betahistine go 32 Mg NpU HOopManHW xopa BOAKU A0
MakCManHa Cynpecus Ha nHayumpaHus sectubynaper HUCTarbm B NpoAbIXeHWe
Ha 3-4 4Yaca cneg npuwema, ¢ NO-BUCOKM AO3U, KOUTO ca nNo-ePeKTVBHU B
HamansaBaHe Ha NPOABLMKUTENHOCTTA Ha HUCTarMa.

[TynMoHapHUAT enuTeneH nepmeabunuTer NPU HOBEK ce noBulliaBa ot betahistine.
ToBa e foKka3aHo OT HaManeHWeTo Ha BPEMETO Ha KNPBLHC OT Benute gpobose o
KPBBTa Ha paguoaktmeeH mapkep. Tosa aencteve ce npefoTepaTaBa 4pes

NPEABApUTENHO nepopanHo nedeHwe ¢ TepdeHaguH, mssecTeH H- peuenTopeH
Gnokep.

HoKaTo xuctamMuHa MmMa nonoXuTeneH MHOTPONEH eqeKkT BbPXY CbPLETO, He e
M3BECTHO betahistine ga nosuwasa ckupaeyHus nedbut n Heroeus Basoaunarupaly
eekT MoXe ga gosede 00 cnabo NOHMKEHMe Ha KPBBHOTO HansraHe npyu HAKOW
nauyueHT!.

[lpy xopara betahistine uma cnab egekT BBLPXY XNE3UTE C BbHLLHA CeKpeLns.
5.2 PapMaKOKMHETUYHU CBOMCTEA

Betahistine ce abcopbupa HanbnHo cneg nepopanHo NPUNOXeHWe 1 MakCUManH1Te
KOHUEHTpaUMM B nnasmata Ha “C  MapkMpaHus Betahistine ce nocTurar

MPUBIIMSUTENHO EAMH Yac CNea NepopanHoTo NPUIOKEHNE Npy foBposonuy Ha
rmagHo.

EnnmuHnpaneTo Ha betahistine cTasa rnasko 4Ype3 meTabonnabm u metabonutuTe

NOCNEABaLID Ce enuMuHMpaT rnaesHo vpes 6vbpedHa ekckpeuus. 85-90% oT

PaAnoakTMBHOCTTa Ha NpMNoXeHa A03a 0T 8 mg Ce.NoABABA B ypUHaTa Hag 56

Haca, a MakCUManH1Te CTOUHOCTY Ha eKckpeLmg; e AdtTihraT s pamkiTe Ha Aea
.45-*'11“l r- .-ﬂ.h“ ’ k



“aca cnej npunoxeHweto. Tbid KaTo KOHUEHTpauunTe Ha betahistine B nnasmara

ca noa rpaHuyata Ha OTKpuBaHeTo, OMOHaNW4HOCTTa Cce oueHsiea no
KOHUEHTpauunTe B ypuHaTa Ha HEroBuMsi OoCHOBEH meTtabonuT 2-nupugunoueTHa
KncenuHa.

HAma gaHHW 3a npecnctemeH meTabonmabm U KNbYHaTa excKkpeLmns He TpAbBa ga
Ce CHMTa 3a BaXKeH NbT Ha eneMuvHUpaHe Ha nekapcTBEeHUN NPOLYKT UMW Ha HAKOW
OT HeroBuTe MmetabonuTn. CBBbP3BAHEHO C NNA3MEHN NPOTEVHU € B HUCKA CTeneH
W nuncea TakoBa, Ho betahistine ce wMetabonuavpa B YepHua Apob.
[Mpubnunaurento 80-90% oT npunoxeHaTta 4o3a ce eKcKpeTupa ¢ ypuHara.

5.3 MNpeAKNUHUYHU faHHU 3a Be30onacHoOCT

[poyuBaHMA 38 TOKCUHYHOCTTA NPU MHOTOKPATHO NPUNOXEHUE ¢ NPOABITKUTENHOCT
6 MeceLia npu kydeTa n 18 meceua Npu NNbxoBe anBUHOCK He NOoKa3BaT KMUHUYHO
3HaYMMK yBpexaallm edekT npu goam or 2,5 go 120 mg.kg . Betahistine Hsima
MyTareHeH e@eKT U HAMA AaHHW 3a KapUMHOreHHOCT NpW NnbXoBe. TecTose,
npoBedeHn npyv OpemeHHW 3aiuUWM Ha [asaT [0oKasaTencTBO 3a TepaToreHHW
egexTw.

6. PapmaLeBTUYHU CBOUCTBA
6.1 NomowHM BewecTBa

MuKpoKpucTanHa uenynosa

MaHnuTon

JTumoHeHa KucenuHa moHoxuapar
Kononganex 6e3soaeH cunmumes QUOKCUA
Tank

HectunupaHa soaa purified

6.2 HecbBMeCcTUMOCTH
He e npnnoXxumo.
6.3 CpoK Ha rogHoOCT
2 TOQUHW.
6.4 CneunanHun MepkKu 3a cbxpaHeHue

fla ce cexpaHaBa npu TemnepaTtypa nog 25 °C.

6.5 MNpouaxoa n cLCTaB Ha onNakoBKaTa
brvctep ot PVAC(285 mm)/Anymunus (20 mm) cbabpxaly 10 TabneTku.

KapToHeHa onakoska no 30 6p. Tabnetku (3 6nuctepa x 10 TabneTkw)
KapToHeHa onakoeka no 100 6p. Tabnetku (10 6nuctepa x 10 TabneTtku)

ryp,

6.6 UHCTpYKLKMM 3a paboTa u ynoTpeba RSN

tttttt



Hama cneunanHit N3NCKBaHUA

7. lpuTexaren Ha paspeweHneTo 3a ynotpeba

Generics (UK) Limited, Station Close, Potters Bar, Hertfordshire, EN61TL
8. Homep Ha paspelueHunero 3a ynotpeba
20040343
9. [lata Ha NbPBO pa3pelwweHne 3a ynorpeba
14.07.2004
10. OaTta Ha nocneaHa pegakuua:

Hexemspu 2008
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