IHCTPYKIIA

IJISI MeTUIHOT'0 3aCTOCYBaHHS JIIKapChKOT0 3aC0o0y

BECTIBO
(VESTIBO)
Cknao:
Oitoua pevosuHa: betahistine;
1 TabneTka MicTuTh GeTaricTuHy gurigpoxyiopuny 8 mr abo 16 mr, abo 24 mr;

O0ONOMIJCHI peyosuUHU: TIOBIfIOH, 1[e/II0JI03a MIKPOKPHCTaIiyHa, 1akKTO31 MOHOTIIpaT,
KPEMHi0 ioKCHI KOJIoimHuY 0e3BOOHMIM, KPOCIIOBIMOH, KMCJI0Ta CTeapPUHOBA.

JlikapcbKka popma. TabreTKu.
OcCHOBHI (i3uKo-XiMiuHI 81aCMUBOCMI:

mabaemku no 8 me: MUIIHAPUYHI, MI0CKi, Oini abo mMaiixke 6inmi TabmeTKy, 3i CKOIMIEHUMH KPasMu 3
OBOX CTOPiH, Ha OOHIM CTOPOHI - TUCHEeHHS B8, 3BOpOTHA CTOPOHA IJIOCKA;

mabaemku no 16 me: MUIIHAPUYHI, MIOCKi, Oini abo Maiixke 6imi TabMeTKy, 3i CKOIIEHUMH KPasMu 3
OBOX CTOPiH, Ha OOHiN CTOPOHI - TUCHEHHS B16, 3BOPOTHa CTOPOHA 3 HACIYKOIO;

mabsaemku no 24 me: Kpyrii, gBoonykii, 6isi abo matixke 6ini Tabnetku (Snap-Tab) 3 ninieio posmomy
Ha OMHI{ CTOPOHI.

®apMakoTepaneBTHYHA Irpymna. 3acobu Ams JTiKyBaHHS BECTUOYISPHUX IOPYIIEHE.
Betarictun. Kog ATX NO7C AO1.

dPapmako102iuyHi e racmueocmi.
®apmakoOuHamika.

Mexani3M fii 6eTaricTuHy BUBUEHUM JIMIIIe YACTKOBO. ICHY€E eKibKa JOCTOBIPHUX TiloTes,
sKi Oynu MiATBepAXKEHI JaHUMU JOCTiAXKeHb, TPOBeleHNX Ha TBapMHaX Ta 3 Y4acTIo JIofel.

BB GeTaricTHHY Ha ricTaMiHepriyHy cucteMy. BctaHOBIEHO, 1110 OeTariCTHH YaCTKOBO
IIPOSIBJIA€ arOHICTUYHY aKTUBHICTH 11070 H,-penenTopis, a TaKOXK aHTAarOHICTUYHY
aKTUBHICTS Wono H;-perenTopiB ricramMiny B HEPBOBiY TKaHUHI Ta Ma€ He3HAYHY aKTUBHICTh



mopno H,-penientopis ricraminy. Berarictus 30inbinye 0OMiH Ta BUBiITbHEHHS TiCTaMiHy
IIITX0OM OJIOKyBaHHS IpeCUHANTUYHUX H,-pelenTopiB Ta iHOYKIil Mpollecy 3HUKEHHS
KiJIBKOCTI BifnoBigHuX H,-penenTtopis.

BeraricTuH Moxe 30i/IbIIyBaTh KPOBOTIK Y KOXJIeapHil 30Hi, @ TaK0XK Y BChOMY T'OJTOBHOMY
MO3Ky. ®apMaKoJIOTiuHi HOCTiIXKeHHSI Ha TBapUHaX IIPONEeMOHCTPYBaM IIOKPallleHHsI KPOBOOOiry B
CyauHax stria vascularis BHYTPIIITHBOTO ByXa, MOXKJIMBO, 3@ PaXyHOK po3CyalieHHs MpeKamiIsIpHux
c(iHKTEpiB y CHCTEMI MIKPOLUXPKYIALil BHYTPIIIHBOTO ByXa. beTariCTuH TakK0XK IIPOEeMOHCTPYBaB
30inbIIIeHHST MO3KOBOTO KPOBOTOKY B OpPTraHi3Mi JTIOAUHH.

BerarictuH cnpuse BeCTUOYISPHiA KOMIeHcallil. beTaricTul nmpuckopioe BiHOBIIEHH S
BeCTUOYISIpHOI QYHKIII mics omHO6iYHOI HEUPEKTOMil ¥ TBapuH, CTUMYIIIOIOUH i CIIPUSIOYN

IIPOIIeCy IIeHTPabHOl BeCTUOYIIpHOI KoMieHcallil. [le# eeKT XxapakKTepu3y€eThCs
TIOCUJIEHHSM PErysiil oOMiHy i BUBITbHEHHS TicTaMiHy Ta peasi3yeThCsl B pe3yybTarTi
aHTaroHiamy H,-perenTtopis. Y miomei mifg yac jmikyBaHHS 0€TariCTUHOM TaK0XK 3MEHIITYBaBCS
Yyac BifHOBIEHHS BeCTUOYNSAPHOI QYHKIII ITicIg HeUpeKToMil.

BeraricTuH 3MiHIOE aKTUBHICTh HEMPOHIB Y BECTUOYISIPHUX AIpaX. Byno TakoXk BCTaHOBJIEHO,
mo GeTariCTUH Ma€ 00303ajieXKHUY iHTiOyI0Yni BIIJIUB Ha TeHepalliio MiKOBUX MTOTEHIIialiB y

HeWpPOHAX JIaTePabHUX i MemiaTbHUX BECTUOYIIPHUX SIep.

dapMakoguHaMiYHi BIaCTUBOCTI GeTaricTuHy, 5K 1e Oyo MoKa3aHo Y TBapKH, MOXYTh
3a0e3neunTy MO3UTUBHUY TepaneBTUYHUM eDeKT IpenapaTy y BeCTUOYIIpHil cucTemi.

EdexTuBHicTh OeTaricTuHy Oysla moKa3aHa IIif Yac AOCIigXeHb y Nalli€HTiB 3
BeCTUOYIIPHUM 3allaMOPOYEHHSIM Ta XBopo60io MeHbePa, 1110 0yI10 migTBepAKEeHO
3MEeHIIEeHHSIM TSAKKOCTI Ta YaCTOTH HallafiB 3allaMOPOYEHHS.

dapmaxoKiHemuxka.

BcmokTyBanHd. [Tpy mepopanbHOMY 3aCTOCYBaHHiI OeTariCTUH MIBUAKO i TPAKTUYHO IIOBHICTIO
BCMOKTYETBCS B YCiX Biffinax MUIYHKOBO-KUIIKOBOI'O TPakKTy. I1icjia BCMOKTyBaHHS IIpenapaT
IIBUAKO i MaliKe MOBHICTIO MeTabO0Ti3yETHCS 3 YTBOPEHHSIM MeTa0OIiTy 2-MipHaUIIOITOBOI
KUCIOTH. PiBeHb KOHIIEHTpallil OeTariCTUHY y I1a3Mi KpOBi AyKe HU3bKUM. ToMy BCi
(dhapMaKoOKiHETUYHI aHasli3yu MPOBOAATLCS IIUISIXOM BUMipIOBaHHS KOHIIEHTPallil MeTabomiTy
2-TIipUANIONTOBOI KUCIOTH Y TJIa3Mi i cedi.

[Tpu npuiiomi npenapary 3 iKelo MakciMaibHa KoHueHTpauid (C,,,) IpenapaTy HAX4a, HiX IpH
npuiiomi Hatire. [1pu 11boMy 3aranibHa aOcopOilisi OeTaricTuHy ineHTHYHa B 000X BUIAAKaX, 110
BKa3ye Ha Te, 10 IPUIOM 1XKi JIHille YIIOBiIbHIOE IIPOLleC BCMOKTYBaHHS IIperapary.

Po3nopin. BimcoTok 6eTarictuny, 1o 3B’S3yeThCS 3 OiTKaMu 11a3MU KPOBi, CTAHOBUTD
MeH1e 5%.

BiotpaHcdopmMmaunid. [Ticins BCMOKTyBaHHS OeTariCTUH LIBUAKO i MaiixkKe MTOBHICTIO
MeTab0mi3y€eThCS Y 2-MipUAUIOLTOBY KUCIIOTY, SiKa He Ma€ papMaKoIoriYHOl aKTUBHOCTI.

[Ticns mepopasnbHOTO IPUKMOMY OeTariCTUHY KOHIIEHTPALlis 2-TipUAUIIONTOBOI KUCIIOTH Y
I71a3Mi KPOBi (Ta B Cedi) JocsArae CBOTO MakKCUMyMy Yepe3 1 roguHy micisg IpurMoMy Ta
3MEHIIYETHCS 3 IEPIOIOM HalliBBUBEEeHHS ONMM3bKO 3,5 TOJUHM.



BuBeneHHs. 2-IipUAKIOINTOBA KUCIIOTa IIIBUIKO BUBOIUTLCS 3 ceueto. [1pu mpuiiomi
npemnapary B 103i 8-48 mMr 61u3bk0 85% MOYaTKOBOI 003K BUSBISIETHCS B cedi. BuBeneHHs
OeTaricTuHy HUpPKaMu a0 3 KajioM € HE3HAYHUM.

JliniHicTh. IIBUAKICTH BiTHOBJIEHHS 3a/IMIIAETHCS IOCTIMHO IIPU IIePOPaIbHOMY IIPUINOMI
8-48 mr mpenaparty, 110 BKa3ye Ha JIiHiNHICTb hapMaKoKiHeTUKM OeTaricTUHY i nae
MOXKJIMBICTD IIPUIIYCTUTH, IO 3aiTHUN MeTaOOMYHUY IUIAX € HeHaCUYyBaHUM.

KniniuHi XxapakTepHCTHKH.

Iloka3zauns.

XBopoOa i cuHapoM MeHbEpa, SIKi XapaKTepu3yHThCSd TPhOMa OCHOBHUMU CUMIITOMaMU:
- 3amaMOpPOYEHHSM, IO iHOMI CYyITPOBOIXKYETHCS HYIOTOIO i O/TI0BaHHSIM;

- 3HUXKEHHSIM CIIyXy (TyTOBYXICTIO);

- IIIyMOM Y ByXaxX.

CuMnToOMaTU4YHE J'[iKy'BaHHH BeCTI/IGYJIﬂpHOFO 3allaMOPOYEHHA pi3H01"O ITOXOO2KEeHH.

IIpomunoka3aHHus.
linepuyTnuBicTh [0 Aif04oi pedyoBHHU ab0 [0 Oymb-sIKOI 3 JOTIOMiXKHUX PEYOBUH ITperapary.

®deoxpomoITOMA.

B3aemodis 3 iHwuMu snikapcobkumu 3acodamu ma iHwi eudu e3aemoditi.

HocmimKeHHS in vivo, CIPsSIMOBaHi Ha BUBYEHHS B3a€MO/Iil 3 iHIIMMM JTiIKapChKUMU 3acobaMu, He
IIPOBOIOUIIN. 3 OIJIANY Ha [aHi OOCHIIiXKeHH in Vitro He O4iKy€eThbCS IPUTHIYeHHS aKTUBHOCTI
dbepmenTiB nuToxpomy P450 in vivo.

Iani, oTprMaHi B yMoBax in vitro, cBig4aTh Ipo NpUTHiYeHHsS MeTaboi3My OeTaricTuHy
IIpernapaTaMy, 110 iHTri0yi0Th aKTUBHICTE MOHOaMiHOKcufasu (MAQ), y Tomy uucni nmigtuny B MAO
(Hampuknaf, cenerinid). PeKOMeHIYETLCS HOTPUMYBATHCS 00€PEeKHOCTI ITPH OHOYACHOMY
3aCTOCyBaHHi GeTaricTuHy Ta iHri6iTopie MAO (BKIIOUarouu cenekTuBHi iHribitopu MAO-B).

Ockinbku OeTariCTUH € aHaAJO0TOM TicTaMiHy, B3aEMOfis 6eTariCTUHY 3 aHTUTiCTaMiHHUMU
IpeliapaTaMy TEOPETUYHO MOXKe BIJIMHYTU Ha e(eKTUBHICTh OGHOTO 3 LIUX IIpenaparTis.

Oco06.1ueocmi 3acmocyeaHHsi.



[Tig yac mikyBaHHS IIpenapaToM HeOOXiTHO peTebHO KOHTPOJIIOBATY CTaH IAlliEHTiB 3 OpOHXiaIbHOIO
acTMOI0 Ta/a00 BUPa3KOBOIO XBOPOOOIO IIJTYHKA i IBAaHAMIITUIIAIO] KUIIIKY B aHAMHe3i.

[IpemapaT MiCTHATh TaKTO3y, TOMY MOTO HE CIIifl 3aCTOCOBYBaTH MalliEHTaM 3 PiOKICHUMHU CITagfKOBHUMU
npo6yieMaMy HEITEPEHOCUMOCTI rajlakTo31, IOBHUM AedinuToM nakTa3u abo Manbabcopbiieio
TJIIOKO3U-TaJIaKTO3H.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00io.

BaeimHicmb. Hemae gocTaTHIX JaHUX LIOMI0 3aCTOCYBaHHS OeTariCTUHY BariTHUM XKiHKaM.
Pe3ynbTaTé HOCHigXKEeHb Ha TBApHHAX He II0Ka3alu IpAMuX abo HenpsAMUX IIKiATUBUX
HACJIiIKiB CTOCOBHO PEIPOIYKTUBHOI TOKCUYHOCTI y [103aX, SIKi BilTOBigai0Th 103aM,
3aCTOCOBYBaHHUM Y KJTiHiYHiN IpakKTULi. beTariCTuH He CIif 3aCTOCOBYBATH y Mepiof
BariTHOCTI, 3@ BUHSATKOM BUIIQIKiB HarajbHOI MOTPeOHu.

ITepiod 200ysaHHs 2pyddi. HeBimoMo, uu TpoHKKA€E OeTariCTUH y TPyAHEe MOJIOKO JTIIONUHU.
BeraricTua mpoHUKa€e y MOJIOKO IIypiB. EQekTH, 1110 criocTepiraaucs micys MoJIoTiB y JOCHiAXKEHHIX
Ha TBapuHaX, CTOCYBAJIUCA TiIbKU AyKe BUCOKUX 003. KOpUCTh Bif 3aCTOCyBaHHS Mpenapary Ois
MaTepi CIIif CIiBBIAHOCUTH 3 IlepeBaraMy rogyBaHHS IPYAAI0 1 TOTEHLIMHAM PU3UKOM A1 OUTUHU.

®epmuabHicme. [IOCITIgXEeHHS Ha ITypax He BUSBUIIYU BIIJIUBY Ha (EPTUIIBHICTD.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3Mamu.

BeTraricTuH noka3aHuil AJis JTiIKyBaHHS CUHAPOMY MeHBEPA, 110 XapaKTepPu3yEThCA TPiafoo
OCHOBHHUX CUMIITOMiB: 3allaMOPOYEHHSM, 3HUKEHHIM CJIyXy, IIIyMOM y ByXaX, a TaKOX [JIs
CHMIITOMATUYHOTO JIiIKyBaHHS BECTUOYISPHOTO 3armaMopoueHHs. O0uBa CTaHU MOXYTh
HeTaTHMBHO BIJIMBATU Ha 3[MaTHICTh KEPyBAaTH aBTOMOOiNIEM Ta IpallloBaT 3 iHIUMU
MexaHi3MaMu. 3a JaHUMU KIIHIYHUX OOCHIiAXKeHb, 1110 BUBYaJIX BIIJIUB IIpelapaTy Ha
3MaTHICTh KEpyBaTH aBTOMOOiNEM i MpaIlfoBaTH 3 iHIIMMY MexXaHi3MaMu, OeTariCTuH He
BII/IBaB a00 MaB HECYTTEBUM BIIJIUB Ha ITI0 30ATHICTb.

Cnocid 3acmocyeaHHsi ma 0o3u.

ITo6oBa mo3a A1 JOPOCNINX CTaHOBUTD 24-48 MT, piBHOMIPHO pO3MOAiNieHa AJS IPUMNoMYy
npoTsAroM go6u. TaGneTKu CIifg KOBTATH, 3allMBal04Yy BOJIOIO.

Tabsiemku no 8 me Tabaemxku no 16 me Tabsiemxku no 24 me
1-2 TabneTKu -1 TabJieTka 1 TabieTka
3 pa3u Ha 0oy 3 pa3u Ha fo0y 2 pa3u Ha go0y




o3y cnip migbupaTy iHAUBigyanbHO, 3a/IeKHO Bifg ePeKTy. 3MeHIIeHHS CUMIITOMIB iHKONA
CIIOCTEepPIraeThCs TUIBKY IIICIIA OEeKIIbKOX TUXKHIB JIiKyBaHHs. Haukpali pe3yibTaT IHKOIN
OOCATAITHCS IIPU IIPUKOMI IIperapaTy IPOTATOM KiJIbKOX MICALIB. 3a OeIKUMU NaHUMY,
IpU3HAauYeHHA JIIKyBaHHS Ha I0YaTKy 3aXBOPIOBAHHSA 3amno0irae 1oro nporpecyBaHaio abo
BTpATI CJIyXy Ha Mi3HIX CTamigx.

BeraricTuH MOXKHa 3aCTOCOBYBaTU He3alexXKHO Bif mpuiomy ixi. [Tig gac npuiiomy
nIpernapaTy MOXYTh BUHUKATU He3HauHi IIJTYHKOBO-KUIIKOBI PO3/1afy (HaBe#eHi y po3aimi
«[TobiyHi peakii»), IKi MOXKyTh OyTH YCYHEHI IIUISTXOM IIPUHOMY IIperapaTy pa3oM 3 ixkelo.

[1arienTH JITHBOTO BIKY

Xo4ya Ha maHUM Yac [aHi KIiHIYHUX JOCTigXKeHb 00 ITi€l IPYIX NallieHTiB 00MeXeHi,
IIMPOKUM OOCBif 3aCTOCYBaHHA Ipernaparty y IicisapeecTpaliiHoMy IIepioal qae 3Mory
IIPUIYCTUTH, 1110 KOPEKIIiS J03U /IS MalliEHTiB JIITHHOTO BiKy He MoTpibHa.

HupkoBa HeqoOCTaTHICTh

Y 1i#l rpy1mi maiieHTiB crelianbHUX KIiHIYHUX BUIIPOOyBaHb He ITPOBOIUIIH, ajle BiIIOBioHO
[0 DOCBiAY MiCIISIPEECTPAIiNHOT0 3aCTOCYBaHHS KOPEKIIis 03K He MOoTpidHa.

[leuyiHKOBa HEIOCTATHICTh

Y niit rpymi marieHTiB crelianbHUX KTiHIYHUX BUITPOOYBaHb He MIPOBOMAUIIHY, ajie BifMOBioHO
[0 DOCBiAY MiCNISIpEeECTPAIiiHOTO 3aCTOCYBaHHS KOPEKIIis N03K He MOoTpidHa.

Himu.

Y 3B’43Ky 3 HE[JOCTATHICTIO faHUX II0H0 0e3MeKy Ta e(peKTUBHOCTI 3aCTOCYBaHHS
OeTaricTuHy #0r0 He PEKOMEHAYEThCS MPU3HadaTH OiTAM (BikoM 0 18 pokiB).

Ilepedo3yeanHsi.

Bigomo KinbKa BUIIAJKIB IIepefo3yBaHHS Iperapary. Y OesdKUX Malli€HTiB CIIoCTepiraaucs
JIeTKi i moMipHi cuMnToMu (HyOOTa, COHNUBICTS, Oilb y KMBOTI) MiC/IsT MPUKAOMY IIpernaparty B
no3ax fo 640 mr. Cepiio3Hili yCKIagHEHHS (CyOOMH, CEpPLIEBO-JIereHeBl YCKIagHEHHS)
CIIOCTepirajaucs mpu HaBMUCHOMY IIPUMOMi MigBUIIEHUX 003 OeTariCTuHy, 0COOIUBO y
TIOEHaHHI 3 Iepelo3yBaHHAM iHIIKX JTiIKapChKUX 3aco0iB.

JlixyeaHHA nepedo3ysaHHA. JIiKyBaHHS Ilepefo3yBaHHS IOBUHHO BKJIIOUYATU CTAHAAPTHI MiATPUMYIOYi
3axopnu.

ITob6iyHi peakuii.

Huxxue3a3HadeHi moOiyHi peakiril CliocTepiraaucs y malieHTiB, SKi 3aCTOCOBYBaK



OeTaricTuH mif Yac maaned0-KOHTPOIbOBAHUX AOCIIgXKEHD, 3 TAKOI YaCTOTOIO: OyXKe 4acCTo
(=1/10), gacro (Big =1/100 mo <1/10), HeuacTo (Bim =1/1000 mo <1/100), pigko (Bif
=>1/10000 mo <1/1000), omy=xe pigko (<1/10000).

3 60K)2 W/AYHKOBO-KUWKOB8020 MpAxKkmy
YacTo: HygoTa Ta QUCIIENCis.

3 boky Hepeogoi cucmemu

YacTo: roIoBHUH Oifb.

Ha momaTok [o BUITAOKiB, PO SIKi ITOBIHOMIISAIH ITif YacC KIIIHIYHUX OOCHIAXKEeHb, IIPO
HUXKYe3a3HaueHi HeOaxKaHi SBHUIIA MOBITOMIISIN CIIOHTAHHO Y XOMi IicIsgpeecTpaniitHoro
3aCTOCYBaHHS Ta BilOMO 3 HAyKOBOI JIiTepaTypHu. 3a HasBHUMHU JaHUMHU YaCTOTY HE MOXKHa
BCTAHOBUTH, TOMY BOHa KJlacH(ikKoBaHa SIK HeBifoMa.

3 60Ky iMyHHOI cucmemu
Peakxiiil rinep4yyTauBOCTi, HallpUKJiIaf aHadinakcis.

3 6OK)2 W/AYHKOBO-KUWKOB8020 MpaxKkmy

Ckapru Ha He3HAYHi po3naau MTyHKa (0/1I0BaHHS, TaCTPOIHTECTHHANbHUM Oib, 3OYTTS
JKUBOTa Ta MeTeopu3M). Lli mo6iuHi eekTr 3a3BUYal 3HUKAIOTh TPYU IPUKAOMI ITpenapary 3
ike1o abo micysg 3MeHIIEeHHS JO3HU.

3 60Ky WKipu i niQWKIpHOI KAIMKOBUHU

CnocTepiranucs peakilil rinepyyTauBOCTi 3 00Ky IIKipX Ta MigIIKipHOI JKMPOBOI KITiTKOBUHH,
30KpeMa aHTiOHEeBPOTUYHUY HAOPSIK, KPOIKB SHKA, BUCUIIAHHS i CBepPOixK.

Tepmin npudamHocmi. 3 POKH.

YMoBH 30epiranHsi.
30epiratu B OpUTiHabHIN YIIAKOBI IpU TeMIepatypi He Buire 25 °C.

30epiraTy y MiclsgX, HEMOCTYIIHUX OJIST TiTeH.

YnakoBka.
Tabaemku no 8 m2: mo 10 TabneTok y GmicTepi, o 3 GicTepu y KOpooiri;

mabsaemku no 16 me: mo 10 ta6nertox y Gmictepi, mo 3 GicTepu y KOpoOL;



mabaemku no 24 me: mo 10 taGnetok y GricTepi, mo 2 6micTepu y Kopooiri;
110 6 GyicTepiB y KopoOili - Ajist BUpOoOHUKa Bankaudapma-Iynuauist AT;

o 15 TabneTok y Omictepi, mo 4 6micTepu y KopooO1ii - myist BUpoOHHKa KaraneHt
Himeuyuynna [Mlopumopd I'm6X, Himeuuwnna.

Kareropis Bignmycky. 3a perenTom.

BupoOHHKH.
KaranenTt Himewuuna [Mlopamopd 'MOX.

Bankangapma-[lynauis AT.

Micue3Haxom:KeHHs1 BAPOOHHUKIB Ta aJpecH MicIlisi IPOBaAXKEeHHs IX TisiTbHOCTI.
ITaubaumTpacce 112, 73614 Hlopamopd, HimeuunHa.

Bys1. CamoKOBChKe woce 3, Hynauns, 2600, bonrapis.



