IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Berarictun-TeBa

(Betahistine-Teva)

CKn1ao0:
ditoua pevyosuHa: 6eTariCTUHY OUTiIPOXIOPUL;
1 tabnetka mMicTuTh 8 Mr abo 16 Mr, a6o 24 Mr 6eTariCTUHY OUTiTPOXJIOPUAY;

0ONOMIdCHI peuoBuUHU: TIOBIMOH, I1eJTI0103a MIKPOKPHUCTAlliyHa, TaKTO3W MOHOTIIpaT, KPEMHiI0
miokcup KOonoiguui 6e3BOMHUM, KPOCIIOBIMOH, KMCJI0Ta CTEAPUHOBA.

JIikapcbKka ¢opma. TabneTku.
OCHOBHI (pi3uKo-XiMiUHI 81aCMUBOCMI:

bemaeicmuH-Teaa 8 me: TabneTku Ginoro abo maiixke 06isoro Konbpopy, MUIIHAPUYHOI GOPMHU, TIJIOCKI,
3 (hackor 3 000x cTopin. Ha omHiii i3 cTOpiH - TCHeHHS «B8», iHIIa CTOPOHA I'IageHbKa.

BemaeicmuH-Teaa 16 me: TabneTku Oinoro abo mMaiixke 6iI0ro Koabopy, MWIHAPHYHOI GOpMH,
IIJIOCKi, 3 hackoi 3 000x cTopiH. Ha oxHiit i3 cTOpiH - TuCHeHHS «B16», Ha iHIIi#M CTOPOHI - iHis
po3II0MY.

bemaeicmuH-Teaa 24 me: TabneTku Oinoro abo maiizxke 6iI0oro KoIbopy, KPyTJli, ABOOIYKJI, 1110 MalOTh
JIIHII0 PO3JI0MY Ha OfHIiH i3 CTOPIH.

dapMakoTepaneBTHYHA Ipyna. 3acobu [s JTiKyBaHHS BeCTUOYISPHUX ITOPYIIeHb. beTaricTuH.
Kopm ATX NO7C AO1.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

MexaHi3Mm fii 6eTaricTUHy BUBYEHHH JIHIIIEe YaCTKOBO. [CHY€ KiTbKa HOCTOBIpHUX TinoTe3, sKi
MigTBEPAXKYIOTHCSI DAaHUMU JOCHIAKeHb, IPOBEeIeHUMH Ha TBapUHAX Ta 3 Y4YacTIO JII0OeH.

Brnnus GeTaricTUHY Ha ricTaMiHEPriyHYy CHUCTEMY.



BcranoBneHo, 110 6eTariCTMH YaCTKOBO MPOSIBIISE€ arOHICTUYHY aKTUBHICTH 1oAo H,-penenTtopis, a
TaAKOX aHTarOHICTUYHY aKTHUBHICTH 070 H,-penenTopis rictaMiny B HEPBOBill TKaHWHI Ta Ma€
He3HAYHY aKTUBHICTH Iogo H,-perentopis ricraminy. beTarictus 30inbirye oOMiH Ta BUBiTbHEHHS
ricraminy nuistxoM 6710KyBaHHS TpecUHaANTUYHUX H;-perenTopiB Ta iHOYKIll Ipoliecy 3HUKEHHS
KIIBKOCTI BifnoBigHUX H,-perienTopis.

BeraricTun Mozxke 36ibIIyBaT KPOBOTIK B KOXJI€apHiii 30Hi, a TaK0XK Y BCbOMY T'OJIOBHOMY MO3KY.

®apmaxkooriuni gocifKeHHs Ha TBApUHAX [IPOJEMOHCTPYBaIU IIOKPAIleHHsI KPOBOOOITy y cyauHax
stria vascularis BHYTPillTHEOTO ByXa, MOXKJIMBO, 32 PaXyHOK PO3CiabeHHs peKaninsipHux chiHKTepiB
y CUCTEMi MiKpOUMPKYJISIil BHYTPILIHBOTO ByXa. beTariCTH TaKoxK IMPOAeMOHCTPYBaB 30i/IbIIIeHHS
MO3KOBOI'0 KPOBOTOKY B OpraHi3Mi JIIOAUHU.

BeraricTun cupuse BecTUOYISIPHiN KOMIIeHCaIlii.

BeraricTuH IpUCKOPIOE BifHOBIIEHHS BeCTUOYISIPHOI QYyHKIII micis omHO6iuHOI HelipoeKToMil y
TBapUH, CTUMYJIIOIOYH i CIIPHSI0YH IIPOLEeCy LieHTPabHOI BeCTUOYIIpHOl KoMmneHcaltii. 1leit edekT
XapaKTepU3YETHCS IIOCUIIEHHAM PErysilil 0OMiHy i BUBITbHEHHS TicTaMiHy Ta Peasi3yeThCs y
pe3ynbTaTi aHTaroHiamy H,-penenTtopis. Y mropmed mim yac jgiKyBaHHS 0€TariCTHHOM TaKOXK
3MEHIIIyBaBCS Yac BiHOBJIEHHS BeCTUOYIAPHOI QYHKIII micasg HeMPOEKTOMil.

BeraricTus 3MiHIOE aKTHBHICTh HEMPOHIB Y BECTUOYASIPHUX SOPaX.

Byno Takox BCTaHOBJIEHO, 110 OeTariCTUH Ma€ [0303aJ1eKHUM iHriOyounii BIJIUB Ha TeHepalliio
IiKOBUX IOTEHIliaIiB Y HepoHax jaTepalbHUX i MefialbHUX BECTUOYNISIPHUX SOep.

dapmakonuHaMiuHi BMacTUBOCTI 6eTaricTuny, sK 1e 0yJI0 T0Ka3aHO y TBapUH, MOXKYThb 3a0€3NeYUuTH
TIO3UTUBHUY TepaleBTUYHUN ePeKT IIpernapary y BeCTUOYISApHiNA CUCTEMI.

EdekTuBHicTh GeTaricTuny Oysia MmokKasaHa ITif Yac JOCIiIKeHb Y MallieHTiB 3 BeCTUOYISIPHUM
3armaMOpPOYEHHSIM Ta XBOP000i0 MeHbepPa, 110 MPOSIBISANIOCS 3MEHIIIEHHSIM TSIKKOCTI Ta Y4aCTOTH
HallafiB 3allaMOpPOYEHHS.

dapmaxkoKiHemuxka.

BcmokTyBaHHS. [Ipy mepopaabHOMY 3aCTOCYBaHHI O€TariCTUH MIBUAKO i MalKe IIOBHICTIO
BCMOKTYETHCS B YCiX BififiiiaX IJIYHKOBO-KUIIKOBOT'O TPaKTy. [Iic/isl BCMOKTYBaHH IIpernapaT MIBUAKO
i MaiixKe TTOBHICTI0O MeTabOJIi3yeThCS 3 YTBOPEHHAM MeTaboiTy 2-MipUANIOLNTOBOI KUCTIOTH. PiBeHb
KOHIIeHTpallil 6eTariCTUHY y IJ1a3Mi KPOBi Oyke HU3bKKU. ToMy BCi papMaKOKiHETHYHI aHaJi3n
IIPOBOSATHCS LIISTXOM BUMipIOBAHHS KOHIIEHTPAIl MeTaboIiTy 2-MipuAnIONTOBOI KUCIIOTH Y IIa3Mi i
ceui.

[Tpu npuiiomi npenapary 3 1Kel0 MakcuMaibHa KoHueHTpauid (C,,,) IpenapaTy HAX4a, HiX Ipu
npuiiomi Hatire. [Ipu 11boMy 3arasibHa a0copOilisi OeTaricTuHy imeHTHYHa B 000X BUIAAKaXx, 110
BKa3ye Ha Te, 1[0 BXKUBaHHSA 1XKi JIHIlIe YIIOBIIBHIOE IIPOLleC BCMOKTYBaHHS IIpemnapary.

Posmnopin. BigcoTok GeTaricTugy, 1o 3B’43y€eThcs 3 OiKaMu II71a3MU KPOBi, CTAHOBUTH MeHIIE 5 %.

Biorpancdopmariis. ITicisg BCMOKTYBaHHS OeTariCTUH IIBUAKO i MaliKe IOBHICTIO MeTab0Ii3y€eThCS B
2-TIpUAKTIONTOBY KUCIIOTY (sKa He Ma€ (hapMaKOJIOTiuHOl aKTUBHOCTI). ITic/s mepopanbHOTO
npuiioMy OeTariCTUHy KOHLIeHTpallid 2-MipuaUIoNTOBOl KUCIOTH B IIJIa3Mi KpoBi (Ta B cedi) mocsarae
CBOTr'0 MakCUMyMy 4Yepe3 1 roguHy micjisi IpUUOMY Ta 3MEHIIYETHCS 3 IEePi00M HalliBBUBEIEHHS
O7M3bKO0 3,5 TONUHM.



BuBeneHHS. 2-MipUANIOLTOBA KUCIOTA IIBUIKO BUBOOUTHCS i3 ceuero. [Ipu mpuiioMi npemnapaTty B
no3i 8-48 mr 6113bpK0 85 % Mo4YaTKOBOI IO3U BUSBISETLCA B Cedi. BuBegeHHs 6eTaricTUHy HUpPKaMu
abo 3 KaJoM € He3HaYHUM.

JlinivHicTe. IIBUAKICT BiTHOBIIEHHS 3a/IUIIAETHCS IOCTIMHOI IIPU IEPOPATILHOMY IIPUAOMI
mpernapary B [103i 8-48 mr, 1110 BKa3ye Ha JiHIHHICTh papMaKOKiHETHKY OeTaricTuHy i mae
MOZKJIUBICTb IPUILYCTUTH, 110 3aiTHUIN MeTa0OIiYHUM UIIAX € HeHaCUYyBaHUM.

KrinigHi XxapaKTepHCTHKH.

IToka3zanus.

XBopoOa i curgpoM MeHbepa, SKi XapaKTepU3yITHCS TPhOMAa OCHOBHUMYU CUMITOMaMHU:
- 3armaMOPOYEHHSM, IO iHOMi CYTTPOBOAXKYETHCS HYIOTOO Ta GJII0BAaHHSM;

- 3HUXKEHHSM CIIyXy (TyrOBYXiCTIO);

- IIyMOM Y ByXaX.

CuMrnToMaTuy4He JIiKyBaHHS BECTUOYISPHOTO 3allaMOPOYEHHS Pi3HOTO IOXOMKEHHS.

IIpomunoka3aHHs.
- TinepuyTnuBicTh [0 Oit04oi peuoBHHU a00 M0 Oymb-sIKOi 3 MOMOMIKHUX PEYOBKH IIPETapary.

- deoxpoMoLTOMA.

B3aemodisn 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

HocnigXeHHs in vivo 00 BUBUEHHS B3aeMOfii OeTaricTuHy 3 iHIIUMU TiKapCbKUMU 3aco0aMu He
IIPOBOJUINCS. 3 OTJISIAY Ha HaHi HOCTigXKeHHS in vitro He O4iKy€eThCs iHTiOyBaHHS aKTUBHOCTI
dbepmenTiB uToxpomy P450 in vivo.

Iani, oTprMaHi B yMoBax in vitro, cBig4aTh Ipo NpUTHiYeHHsS MeTaboi3My OeTaricTuHy
IpernapaTaMy, 110 iHri0yoTh aKTUBHICTE MOHOaMiHOKcufasu (MAQ), y Tomy uucnhi nmigruny B MAO
(HampuKnag, cenerinid). PeKOMeHOYETLCS TOTPUMYBaATHCS 00€pPEeKHOCTI TPU OHOYACHOMY
3acToCcyBaHHi OeTaricTuny Ta iHriditropis MAO (Bkioualouu celeKTuBHi iHribitopu MAO-B).

Ockinbku OeTariCTUH € aHAJIOrOM ricTaMiHy, B3aeMofisa 6eTariCTUHY 3 aHTUTiCTaMiHHUMU
IIpenapaTaMyu TEOPETUYHO MOXKe BIJIMHYTU Ha e(eKTUBHICTh OMHOIO 3 IIUX IIpenaparis.

Oco06.1ue8ocmi 3acmocyeaHHsi.

[Tig yac nmikyBaHHS MpenapaToM HeoOXimHO peTebHO KOHTPOJIIOBATH CTaH IMallieHTiB 3 OpOHXialIbHOIO
acTMolo Ta/abo BUPa3KOBOIO XBOP0OOIO IIJTyHKA Ta ABAHAALSTUAIIAN0I KUIIKY (Y TOMY YHCITIi B



aHaMHe3i).

[IpenapaT MiCTUTh JTaKTO3y, TOMY XOT0 He CIIif IpU3HadyaTy NallicHTaM i3 PiAKiCHUMU CIIafIKOBUMU
dbopMaMy HellepeHOCUMOCTI rajlakTo3u, IOBHUM Ae(dilluToM 1aKTa3u abo CHHAPOMOM TI'JII0K030-
rajakTo3HOi ManbabcopOiii.

3acTocyBaHHS y Nepiof BariTHOCTI abo romyBaHHS IPYLAIO.
BaeimHicmb. HeMae mocTaTHIX JaHUX IIOA0 3aCTOCYBaHHS OeTariCTUHY BaTriTHUM KiHKaM.

Pe3ynbTaTy gOCHigKeHb HAa TBapUHAaX He MTOKa3asly NpIMuX abo HENpSIMUX MIKIIIUBAX HACTIiIKIB
CTOCOBHO PENPOAYKTUBHOI TOKCUYHOCTI ¥ M03ax, SKi BilTIOBigai0Th f03aM, 3aCTOCOBYBaHUM y
K/IiHIYHI¥ npakTuli. beTaricTul He CjIif 3aCTOCOBYBaTH y Iepiof BariTHOCTI, 3a BUHATKOM BUIMAAKIB
HarayjbHOI TOTPeOu.

ITepiod 200ysarHA 2py0ot. HeBimoMo, uu MpOHUKAE OETATiCTUH Y TPYIHE MOJIOKO JTIOOUHU.
BeraricTuH npoHUKae B MOJIOKO IypiB. EdekTH, 1110 CIIOCTEpIranuch Miclis MOJIOTiB B OCTiIXKEeHHAX
Ha TBapHHaX, CTOCYBAJIUCS TiIbKY AYXKe BUCOKUX [03. KOPUCTH Bif 3aCTOCYBaHHS IIpenapary Ajis
MaTepi CJIif CIiBBIAHOCUTH 3 IlepeBaraMu rogyBaHHs IPYAAI0 1 IOTEHLUIMHUM PU3UKOM A1 AUTUHU.

®epmusvHicmye. [JOCHIAXKEHHS Ha IIypaX He BUSIBUJIU BILIUBY Ha (PEPTUIIBHICTS.

3paTHICTL BIIMBATH Ha IMIBUAKICTH peakllil Ipyu KepyBaHHI aBTOTPAHCIOPTOM abo iHIMMHI
MeXaHi3MaMu.

BeTtaricTvH moka3aHuy A7 JTiIKyBaHHS CHHAPOMY MeHbePa, 110 XapaKTepPu3yeThCI TPiagoio
OCHOBHUMX CUMIITOMIB: 3allaMOPOYE€HHAM, 3HUKEHHAM CIIyXy, LIyMOM y ByXaX, a TaKOX [JIs
CHMIITOMATHYHOTO JIIKyBaHHS BeCTUOYISPHOTO 3anmaMopodeHHs. OO0uaBa CTaHU MOXKYTb HETAaTUBHO
BIIJIUBATH Ha 3[JAaTHICTh KepyBaTH aBTOMOOiIIEM Ta IIpallfoBaTH 3 iHIIKMU MeXaHi3MaMu. 3a JaHUMHU
KJTIHIYHUX [OCTIiIKeHb, 1[0 BUBYAJIX BIIJIUB IIperapaTy Ha 3[aTHICTh KepyBaTy aBTOMOOieM i
IIpalfioBaTy 3 iHIIMMK MeXaHi3MaMu, 6eTariCTUH He BIIJIMBAB a00 MaB HECYTTEBUY BILIMB Ha ITI0
37aTHICTh.

Cnocid 3acmocyeaHHsi ma do3u.

o6oBa mo3a AJIst HOPOCINX CTAHOBUTH 24-48 MT, IKy PiBHOMIpHO PO3IOMINAIOTE AJIS IPUAOMY
mpoTsroM mo6u. TabaeTKy CIIif KOBTATH, 3allMBAI0YH BOMIOIO.

Tabaemku no 8 me  Tabaemxku no 16 m2 Tabaemku no 24 me
1-2 TabneTku -1 TabneTka 1 Tabnerka
3 pa3u Ha go0y 3 pa3u Ha noly 2 pa3u Ha go0y

o3y cnip migbupaTy iHOUBIMYyaNIbHO 3a71€KHO Bif ePekTy. 3MeHIIIeHHS CUMIITOMIB iHKOIU
CIIOCTepiraeThCs TIMBKY MiCNIA OEeKiIbKOX TUXKHIB JTiKyBaHHs. Halkpalli pe3yabTaTé iHKOIN



[OCATaITHCS NIPU IPUKUOMI IIpenapaTy IPOTATOM KiJIbKOX MiCALIB. 3a AeIKUMU JaHUMH,
IpU3HaYEeHH JTIKyBaHHS Ha IMOYaTKY 3aXBOPIOBaHHS 3arobirae 1oro mporpecyBaHHio abo BTparti
CJIyXy Ha IIi3HiX CTafifax.

BeraricTuH MOXKHa 3aCTOCOBYBATH He3alexXKHO Bif mpuiioMy ixi. [1ig yac mpuitoMy mpenapary
MOXKYTh BUHUKATH He3HaUYHi IUTYHKOBO-KUIIIKOBI po3y1agy (HaBemeHi y po3mini «ITo6iuHi peakirii»),
SIKi MOXKYTb OyTH YCYHEHI IUISIXOM IIPUUOMY IIpernapaTy pa3oM 3 ixkero.

[IalieHTH JTITHBOTO BIiKY

Xoua goTenep faHi KTiHIYHUX OOCTIXKEHb y 11iii rpyIi namnieHTiB o0MeXeHi, MUPOKUN DOCBIA
3aCTOCyBaHHS 0eTariCTUHY B IiCIIpeecTpalitHoMy nepiofii 4O3BOJISE MPUIYCTUTH, 1110 KOPEKITis
MO3Y IS TTAllieHTiB TiTHLOTO BiKy He moTpibHa.

[TarienTy 3 HUPKOBO ab0 MeYiHKOBOI HEIOCTATHICTIO

Y ui#t rpymni naiieHTiB crenianbHi KTiHiYHI BUTPOOOBYBaHHS He IPOBOAUIIKCS, ajle BifTIOBIIHO [0
IOCBiOy Mic/IsIpeecTPaIifHOro 3aCTOCyBaHHS OeTariCTUHy KOpEeKIlis 103U He MoTpibHa.

Himu.

Y 3B’s13Ky 3 HEOCTATHICTIO MaHUX 1070 Oe3MeKy Ta e(peKTUBHOCTI 3aCTOCYyBaHHS OeTariCTuHy Moro
He PeKOMEHYEThCS MPU3HadYaTH AiTAM (BikoM 10 18 pokiBs).

Ilepedo3yeanHns.

Bimomo Kinbka BUIaMKiB ITepeno3yBaHHs OeTaricTuny. Y mesiKux MallieHTiB CIlocTepiraaucs jJerki i
IIOMipHi CUMIITOMU (HYZOTa, COHNUBICTD, Oi/1b y 2KMBOTI) Iic/ig IPUNAOMY IIpenapary y fo3ax fo 640
Mmr. Cepio3Hill ycKnagHeHHS (CyIOMHU, CEPIIeBO-IETeHEB] YCKIIaJHEHHS) CIIOCTEPIranucs mpu
HAaBMHCHOMY IIpUIOMi IifiBUINIEHUX 103 6eTariCTUHy, 0cOOIMBO V¥ TIOEOHAHHI 3 TePef03yBaHHIM
iHImMX TiKapCchKUX 3aC00iB.

JlikyeaHHs. JIikyBaHHS IIepeqo3yBaHHs MOBUHHO BK/IIOYATH CTaHAAPTHI MiATPUMYIOUi 3aX0AHu.

ITo6iuni peakuii.

Huxxue3a3HaueHi mo6iuHi peakilil crocTepiraaucs y maiji€eHTiB, sKi 3aCTOCOByBasu OeTariCTuH Imif
yac mane00-KOHTPOIbOBAaHUX JOCITiKeHb, 3 TAKOI0 4aCTOTO0: OyXKe dacTo (=1/10), gacTo (Bifg
=>1/100 mo <1/10), HewacTo (Big =1/1000 mo <1/100), pimko (Big =1/10000 mo <1/1000), gyxe pimko
(<1/10000).

3 60Ky WAYHK0B80-KUWKO0B020 MpPAKMy

YacTo: HymoTa Ta QUCIIEIICid.

3 boky Hepeogoi cucmemu

YacTo: roioBHUH OiNb.



Ha pgopmaTok oo BUMAfKiB, IPO AKi MOBIHOMIIANOCS Mif Yac KIiHIYHUX OOCIIAXKEHb, IIPO
HUXK4Ye3a3HauyeHi HeOaXkaHi SBHUIIA TOBITOMIISIOCS CIIOHTAHHO YV XO[i TOCTMAPKETHHTOBOTO
3aCTOCYBaHHS Ta BiloMO 3 HAyKOBOI JliTepaTypH. 3a HasiBHUMHU JaHUMU 9aCTOTy He MOXKHa
BCTAHOBUTH, TOMY BOHa Kjiacu(pikoBaHa K HEBimoMa.

3 60Ky iMyHHOI cucmemu
Peakuiil rinepuyTauBOCTi, HallpuKiaz aHadinakcis.

3 60Ky WAYHK080-KUWKOB020 MPAKmMy

Ckapru Ha He3HauHi po3/naAy IITyHKa (0/1I0BaHHS, TaCTPOiHTECTUHAIBHUY 0i/lb, 3OyTTS KUBOTA Ta
meTeopu3M). Lli mobiuni edekTr 3a3BMYai 3HUKAIOTL IIPU MIPUHAOMI ITpenapaTy 3 ixketo abo micis
3MEeHIIeHHS J03MU.

3 6oky wkipu i nidwkipHOi KAIMKOBUHU

CnocTepiranucs peakliiii FinepyyTIUBOCTI 3 00Ky LIKipU Ta MiAIIKIPHOL JKUPOBOI KITiTKOBUHH,
30KpeMa aHTiOHEeBPOTUYHUYN HAOPSIK, KPONIUB'THKA, BUCUIIAHHS i CBepOixK.

Tepmin npudamHocmi. 3 POKHU.

YMmoBH 30epiranssi.

TabmeTku 1m0 8 Mr Ta 16 Mr 30epiratu npu TemnepaTypi He Buille 25 °C y HEJOCTYIIHOMY OIS iTei
Micrii. TabneTku o 24 Mr 36epiraTy B OpuUTriHa/IbHIM YIIaKOBIl IIPU TeMIiepaTypi He Bute 25 °Cy
HEe[OCTYIIHOMY OJId AiTel MiCIIi.

YnakoBka.

TabmeTku 1o 8 Mr Ta 16 Mr: o 10 TabneTok y 6micTepi; mo 3 6/icTepu y KapTOHHIN KOpOOIIi.

TabmeTku 1o 24 mr: o 10 TabneTok y 6micTepi; mo 2 6/icTepy y KApTOHHIN KOpOOIIi.

Kareropis Bigmycky. 3a peLenTtom.

Bupoo6Huk. Mepkne 'm6X.

Micue3HaxoKeHHsI BHPOOHHKA Ta afipeca MicIsi IpoBaJIKeHHs MOro dis/IbHOCTI.

Jliopsir-Mepkine-Ilitpacce 3, 89143 bnay6oiipeH, HimeuunHa.



