Ckian

Oitoua peuosuHa: betahistine;
1 TabreTka MicTUTh OeTaricTuHy gurigpoxnopuny 16 mr;

OONOMIJCHI peuoB8uHU: TIOBIOH, 1eJII0I03a MIKPOKpPUCTaslidHa, TJaKTO3U MOHOTIapar,
KPEeMHiIo JioKCUO KOJIOImHUYM 0e3BOOHUM, KPOCIIOBIOOH, KMCJIOTA CTEaPUHOBA.

JIikapcbKa ¢dpopMma

TabneTku.
OcHOoBHI (pi3uKo-xiMiuHI 81aCcMuBoCMi:

TabneTKu 1mo 16 Mr: HUIiHOPUYHI, IIJI0CKi, 6ini abo Mmarixke Oini TabneTku, 3i
CKOIIIEHVMU KpasiMU 3 IBOX CTOPiH, Ha OOHIU CTOPOHI - TUCHeHHs B16, 3BoOpoTHA
CTOpPOHAa 3 HaCIiYKOI0.

®dapMaKoTepalneBTHYHA Irpymna

3acobu g niKyBaHHS BeCTUOYISIPHUX NOPYIIeHb. beTaricTul.

Kog ATX NO7C AO1.
dapMakogHHaMiKa

MexaHi3M fil 6eTaricTuHy BUBYEHUH JIMIIIE YaCTKOBO. ICHY€ eKilbKa JOCTOBIpHUX
rirmores, siki Oynu mMigTBepAXKeHi MaHUMU OOCIIiaXKeHb, ITPOBeOeHUX Ha TBapHUHaX Ta 3
y4acTIo JII0Oen.

BnnuB OeTaricTuHy Ha ricraMiHepriuny cucrtemy. BcraHoBineHo, 1110 6eTaricTua
YaCTKOBO IIPOSIBJIAE€ arOHICTUYHY aKTUBHICTS 1ogo H1-pelentopis, a TakoX
QHTAroOHICTUYHY aKTUBHICTH 11040 H3-penenTopis ricraMiHy B HEPBOBiMl TKaHUHI Ta
Ma€ He3HauyHy aKTUBHICTS 100 H2-penenTtopis ricraminy. BerarictuH 30inbI1ye
00MiH Ta BUBiTbHEHHS TiCTaMiHy IIJITXOM OJIOKYBaHHS IMPEeCUHANTUUYHUX H3-
pelenTopiB Ta iHAYKIIil IPoIlecy 3HUXKEHHS KiTbKOCTi BignoBigHux H3-penenTtopis.

BeTarictTun Moxke 30iNTbITyBaTH KPOBOTIK y KOXJIeapHill 30Hi, @ TAKOXK Y BChOMY
roJIoBHOMY MO3KYy. PapMaKoJIOTriuHi JOCIIiAXKeHHA Ha TBapyUHaX IIPOaeMOHCTPyBaIu
MMOKpallleHHsI KPpoBO0Oiry B cyguHax stria vascularis BHyTPiIlIHBOTO Byxa, MOXKJIUBO, 3a
PaxyHOK po3cnablieHHs MTpeKaliasapHuX cChiHKTEPIB Yy CUCTEMI MiKPOIUPKY TSIl
BHYTPIIIHBOTO Byxa. beTaricCTuH TaKoXK MMPOAEeMOHCTPYBaB 30iJIbIIIEHHSI MO3KOBOT'O



KPOBOTOKY B OpTraHi3Mi JIIOOVHU.

BeTarictun cupusie BecTUOYISIpPHiM KoMIIeHcallil. beTaricTuH mpucKoOplo€e BiTHOBIIEHHS
BeCTuOYIsAPHOI QYHKIIII miciss ogHOOIYHOI HEMPEKTOMIl ¥ TBapuH, CTUMYJIIOIOYH i
CIIPUSIIOYM TIPOIeCy IIeHTpalIbHOl BeCTUOYJIAPpHOl KoMmeHcalii. Llei epekT
XapaKTepU3YETHCSA MOCUJIEHHAM PEeryJsllil oOMiHy i BUBIJIbHEHHS TicTaMiHy Ta
peani3yeThbCs B pe3ynbTaTi aHTaroHiamy H3-pelientopis. YV miomen ming 4ac JIiKyBaHHS
OeTaricCTUHOM TaKOXK 3MEHIIIyBaBCs YacC BiMHOBJIEHHS BeCTUOYIAPHOI QYHKIII micas
HeUpeKTOoMil.

BeTaricTuH 3MiHI0O€E aKTUBHICTh HEUPOHIB ¥ BeCTUOYNISIPHUX sigpax. bysno Takoxk
BCTAHOBJIEHO, 110 OeTariCTMH Ma€ A0303aJIe’KHUM iHTiOyI0Yni BOJIMB Ha reHepalliio
ITiKOBUX ITOTEHIlialiB y HEUPOHAaX JlaTepPaJbHUX i MediaTbHUX BECTUOYJIAPHUX SAHOED.

dapMakoOMHaMiUHi BTaCTUBOCTI OeTaricTuHy, K 1ie 0y0 IToKa3aHo Yy TBapUH, MOXKYTh
3a0e3MneYynTy MO3UTUBHUN TepaleBTUUYHUM edeKT IIpernapaTy y BeCTUOyIIpHin
CUCTEeMI.

EdekTuBHicTh OeTaricTuHy OyJia mMoKa3aHa ITifi 4YaC OOCiIXKeHb y MalliEHTIB 3
BeCTUOYISPHUM 3allaMOPOYEHHSIM Ta XBOpo0Ooio MeHbepa, 110 OyJI0 MiATBEPAXKEHO
3MEHIIEeHHSIM TSIKKOCTi Ta Y4aCTOTH HallaJiB 3allaMOPOYEHHS.

dapMaKkoKiHEeTHKA

BcmoxkmyeaHHA. [Ipu iepopalbHOMY BBeIeHHI OeTariCTUH MIBUAKO i TPAKTUYHO
IIOBHICTIO BCMOKTYETHCSA B YCiX BifmisiaxX IIJIyHKOBO-KUIIIKOBOT'O TpakTy. [licisa
BCMOKTYBaHHS IIpemnapaT MIBUAKO i MaliKe ITOBHICTIO MeTab0JIi3yETHCSA 3 YTBOPEHHAM
MeTaboIiTy 2-ITipUANIOLTOBOI KUCIOTH. PiBeHb KOHIIeHTpallil 6eTariCTUHY y I1a3Mi
KPOBi fiyke HU3bKUM. TOMYy BCi (papMaKOKiHETUYHI aHali3u IPOBOOATHCS LMIITXOM
BUMipIOBaHHS KOHIIEHTPAallili MeTabomiTy 2-IipuauI0ITOBOl KUCIOTH V II1a3Mi i ceui.

[Tpu mpuiiomi nmpemapaTy 3 2Kei0o MaKCUMallbHa KoHIleHTpallid (Cmax) mpenapary
HUK4Ya, HiXK IIpu npuiiomi HaTile. [Ipu ibomMy 3aranbHa abcopOiiist 6eTaricTury
imeHTHYHa B 000X BUITAIKaX, IIT0 BKA3y€ Ha Te, II[0 IIPUMOM IXKi JIHIIEe YIIOBiTBHIOE
ITpoIlec BCMOKTYBaHHS mperapary.

Po3nooia. BigcoTok 6eTaricTuny, 110 3B’SI3YEThCS 3 OiTKaMu I1JITa3MHU KPOBi, CTAaHOBUTD
MeHiue 5%.

BiompaHcpopmauis. Tlicnss BCMOKTyBaHHS OeTariCTUH IIBUOKO i MaliKe ITOBHICTIO
MeTabOoi3yeThCA Y 2-MiPpUAUIIONTOBY KUCJIOTY, siKa He Ma€ (papMaKoJIOTigHO1
aKTHUBHOCTI.



[Ticnss mepopabHOTO IPUMOMYy OeTariCTUHY KOHIIEHTpPAIlis 2-TipuanUI0ITOBOI KUCIIOTH
y IIJ1Ia3Mi KpOBi (Ta B cedi) Jocsira€e CBOT0 MakKCUMyMy 4depe3 1 roguHy Iicis OpUruoMy
ImperapaTy Ta 3MEHIITYETLCS 3 IIepioloM HaliBBUBeOEeHHS O/TM3bKO 3,5 TOOUHMU.

BuesedeHHs. 2-TipuOnIoONTOBa KMCJIOTa IIBUOKO BUBOOUTHLCA 3 cedelo. [1pu npuiiomi
npemnapaty B go3i 8-48 mr 65113bK0 85% MM04YaTKOBOI 03U BUSABISETHCS B CEUi.
BuBenmenHus OeTaricTuHy HUpKaMu abo 3 KaJloM € He3HAYHUM.

JlinitiHicmy. IIBUOKICTH BiIHOBJIEHHS 3aJIMIIAETHCS IIOCTINHOIO IPU IEPOPAIbHOMY
nmpuiioMi 8-48 Mr mpemnapary, 110 BKa3ye Ha JIiHiNHICTL papMaKoKiHeTUKYU OeTaricTUHy
i Mae MOXKJIUBICTb IIPUNYCTUTH, 110 3aAiTHUN MeTaOOIiYHUY MIISAX € HEeHaCUYyBaHUM.

IToxa3aHHSA

XBopoba i cuHOpoM MeHbepa, AKi XapaKTepU3ylOThCI TPhOMa OCHOBHUMHU
CUMIITOMaMU:

e 3alIaMOPOYEHHSM, IO iHOAI CYIIPOBOAXKYETHCSA HYAOTOIO i OJII0BaHHSIM;
e 3HUXKEHHSAM CIIyXy (TyroBYyXiCTIO);
e IIIYMOM Y ByXaX.

CuMnTOMaTH4YHE JIiIKyBaHHS BECTUOYJISPHOIO 3allaMOPOYEHHS Pi3HOTO MOXOIXKEeHHS.
ITporunnoka3aHHs

lNnepuyyTnuBicTh MO0 aKTUBHOI ab0 H0 OyIOb-IKO1 3 MOMOMI?KHUX PEYOBUH IIpenapary.
deoxpomoriuToMa (OuB. Po3HisT «OCOOIUBOCTI 3aCTOCYBAHHSI»).

B3aeMmogisi 3 iHIIEMH JTiKapCHKHMH 3aC00aMH Ta iHIII BHOIH B3a€EMOIIH

IocnigKeHHs in vivo, CIIpAIMOBaHiI Ha BUBYEHHS B3a€EMO/il 3 iHIIMMU JIIKAPCbKUMU
3acobaMu, He ITPOBOAUIIM. 3 OTJISIAYy Ha AaHi JOCIigXKeHHS in vitro He Oo4iKyeThCS
MIPUTHiIYeHHS aKTUBHOCTI (pepMeHTiB nmToxpomy P450 in vivo.

IlaHni, oTpuMaHi B yMoBax in vitro, cBiguaTs npo NMpuUrHiveHHs MeTabosi3mMy
OeTaricTuHy npemnapaTraM¥, IO iHTiOYIOTh aKTUBHICTh MOHOaMiHOKcHuma3u (MAO), y
ToMy uucihi migTuny B MAO (Hanpukiag ceneriiid). PEKOMeHOyeThCS TOTPUMYBaTHUCS
00epeXHOCTI IIpKU OOHOYACHOMY 3aCTOCyBaHHI OeTaricTuny Ta iHribitopis MAO
(BKJTIOUAIO4YM CeJeKTUBHi iHribitopu MAO-B).

Ockinbku 6eTariCTUH € aHaJIorOM ricTaMiHy, B3a€EMOIisa 6eTaricTuHy 3
AHTUTICTaMiHHUMU IpellapaTaMy TEOPETUYHO MOXKEe BIIJIMHYTH Ha €(peKTUBHICTh
OOHOIO 3 IIUX IIpernaparis.



Oc006/1MBOCTi 3aCTOCYyBaHHSA

[Tig yac nmikyBaHHS MperapaToM HeOOXigHO peTenbHO KOHTPOJIIOBATH CTaH MAlli€HTIB 3
OpoHXiaJTbHOIO aCTMOIO Ta/abo BUPA3KOBOIO XBOPOOOIO IITYHKA i ABaHAOISITUTIAIIOl
KUIIKYU B aHaMHe3l.

BeTaricTuH mpoTUIIOKa3aHUM mallieHTaM 3 peoxpoMonuToMoio. OCKinbKu OeTaricTuH €
CHUHTETUYHUM aHaJIOTOM TicTaMiHy, BiH MOXe iHOyYKyBaTU BUIOIJIEHHS IIyXJIUNHOIO
KaTeXx0JIaMiHiB, 10 IPU3BOOUTH [0 TSIKKOl apTepiajibHOI rinepTeH3sil.

[IpenapaT MiCTUTB JIaKTO3y, TOMY MOI'0 He CJIif 3aCTOCOBYBaTHU MallieHTaM 3
pimKicHUMUY CIlagKOBUMU ITpoOieMaMy HelIepeHOCUMOCTi rajakTo3u, gediluTom
nakTal3u Jlamma a6o ManbabCcopOIlielo IIII0KO3U-TaJIaKTO3M.

3maTHiCTh BIUDIMBATH HA IIBHIKICTH peakiIlili mpHu KepyBaHHI aBTOTPAaHCIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

BeraricTuH nmokasaHUU [OJid JTiKyBaHHS CUHOPOMY MeHbepPa, 110 XapaKTePU3y€EThCSA
TPiaZol0 OCHOBHUX CUMIITOMIB: 3allaMOPOYEHHSIM, 3HUKEHHSAM CIIyXy, LIIyMOM Y ByXax,
a TaKOXK [OJII CUMIITOMaTHYHOTO JIiKyBaHHSI BECTUOYISIPHOTO 3almaMopodyeHHs. O6uaBa
CTaHM MOXKYTh HEeraTUBHO BIIJIMBATH Ha 30aTHICTb KepyBaTH aBTOMOOiIeM Ta
IpalioBaTy 3 IHIIMMU MexXaHi3MaMU. 3a JaHUMU KJIiHIYHUX OOCIIAXKeHb, 1110 BUBYAIIU
BIIMB IIpelapaTy Ha 3MaTHICTh KepyBaTu aBTOMOOiIeM i mpalffoBaT 3 iHIIUMU
MexaHi3MaMu, OeTariCTUH He BO/IMBaB ab0 MaB HECYTTEBUM BIJIMB Ha II0 3IaTHICTh.

3acTocyBaHHSA y nepioa BariTHocCTi a00 rogmyBaHHS Ipyaaio

Baeimnicmb. Hemae mocTaTHiX JaHUX HION0 3aCTOCYBaHHSA OeTariCTUHY BariTHUM
XKiHkaM. Pe3ynbTaTy 0OCHiaXKeHb Ha TBapUHAaX € HeOOCTaTHIMU [Jis OLIIHKY BIIJIUBY Ha
rnepeObir BariTHOCTI, PO3BUTOK eMOpioHa/IIJIofa, IOJIOTHU Ta IIOCTHATAJIbHUM PO3BUTOK.
PesynbTaTu gociigXKeHb Ha TBapUHaX He IToKa3alu NpAMux abo HeIpAMUX MIKigJINBUX
HaCJIigKiB CTOCOBHO PENPOAYKTUBHOI TOKCHUYHOCTI y J03aX, sKi BiAMIOBiIal0Th J03aM,
3aCTOCOBYBaHUM y KJIiHIUHIY npakTulli. [IoTeHIinHEUN PU3UK [OJI4 JIIOOVHY HEBIJOMUMN.
BeraricTuH He CJIif 3aCTOCOBYBATHU Yy IIepiof BariTHOCTI, 3a BUHATKOM BUIIaAKiB
Oe3repevyHol IoTpeodu.

ITepio0 2o0ysaHHA 2pydoro. HeBimomo, 4u MpOHUKA€E OeTariCTUH y TPyaHe MOJIOKO
MopuHY. beTaricTuH IIpOHUKAaE y MOJIOKO 11ypiB. EdexTH, 110 criocTepiranucs micus
IIOJIOTIB Y OOCIIAXKEHHAX Ha TBapUHaX, CTOCYBAJIUCS TiJIbKU OyXKe BUCOKUX [03.
KopucTs Bifg 3acTOCyBaHHS IIpemnapary AJisd MaTepi CJIif CHOiBBIiZHOCUTH 3 epeBaraMu
TOLYBAHHS I'PYOOIO0 1 MTOTEHIIIUHUM PU3UKOM [JIsI DUTUHU.

®epmuavHicms. J1OCTiAXKeHHS Ha IIypax He BUSBUJIM BIJIMBY Ha (DEPTUIBHICTb.



Cnocid 3acTocyBaHHs Ta 03U

IloGoBa mo3a At JOPOCIUX CTaHOBUTH 24-48 MT, piBHOMIpHO po3mofinieHa AJjis
MIPpUMOMY IIPOTATOM mo6u. TabrmeTKH Cilif KOBTaTH He PO32KOBYIOUH, 3allMBal0Ouu
OOCTATHBLOIO KiNTbKICTIO PiguHM ITig yac abo micis iou.

Tabnetku o |Tabnetku o |TabseTKu 1o
8 Mmr 16 Mmr 24 mMr
-1
1-2 TabneTku ’ 1 TabneTKa
TabeTKa
3 pa3u Ha 2 pa3u Ha
3 pa3u Ha
no0y mo0y
noGy

o3y cnipg mimbupaTu iHOUBiOyanbHO, 3aJIeKHO Bim epekTy. 3MEeHIIIeHHSI CUMIITOMIB
IHKOJIU CIIOCTEPIraeThCs TiJILKU MIiC/IA OeKiJIbKOX TUXKHIB JIIKYBaHHS.

JIimHil 8iK

Xoya Ha JaHUM 4Yac OaHi KIiHIYHUX OOCIigXKeHb 1010 IIi€l IPyIy MallieHTiB 00MeKeHi,
IIMPOKMUM OOCBiA 3aCTOCYBaHHA IpenapaTty y HiciaspeecTpaliiHoMy IIepiofi gae 3Mory
MTPUITYCTUTH, III0 KOPEKIIisS MO3M [JIs IMalliEHTIB TiTHLOTO BiKy He IOTPiOHA.

Hupxosa HeOocmamHicmb

YV uiii rpyni namieHTiB crelianbHUX KITIHIYHUX BUITPOOyBaHb He ITPOBOOUIIH, aJle
BIITIOBIOHO [0 AOCBiAY ITiCISIPEECTPALIiMHOTO 3aCTOCYyBaHHS KOPEKIlisd O3 He
nmoTpibHa.

IleuiHkoB8a HedocmamHicmuw

YV ui#i rpymi maiieHTiB cneliaJbHUX KITiHIYHUX BUIPOOyBaHb HE IPOBOOUIU, ajle
BITIOBIOHO OO OOCBiAY IiCIApPeECTPaliiHOTO 3aCTOCYBaHHS KOPEKIlid OO3U He
nmoTpibHa.

itk



Y 3B’s1I3Ky 3 HE[IOCTATHICTIO JaHuX 11000 Oe3rneKu Ta epeKTUBHOCTI 3aCTOCYBaHH S
OeTaricTuHy mpenapaTr He peKOMeHOYEThCS MMPU3HavyaTu OiTAM (BikoMm A0 18 pokis).

Ilepego3yBaHHs

Bimomo KislbKa BUIIA[KIB IIepeno3yBaHHA Iperapary. Y OesaKUX IalieHTiB
CIIOCTepiranaucs jerki i moMipHi cuMnTomMu (HymoTa, COHJIUBICTD, Oifib ¥ )KUBOTI) Iicis
npuiioMy npemnaparty B go3ax go 640 mr. Ceplo3Hilli yCKIagHeHHS (CyooMu, CepleBo-
JIeTeHeBi YCKIIagHEeHHsI) CIIOCTePIiraaucs IIpu HaBMHUCHOMY IPUUOMI HMigABUIIEHUX 03
OeTaricTuHy, 0COOJIMBO y MIOEAHAHHI 3 Mepefo3yBaHHSIM iHIINUX JTiIKapChKUX 3ac00iB.

JIikyBaHHA nnepeno3yBaHHs. JIiKyBaHHSA Ilepeno3yBaHHA [IOBUHHO BKJIIOYaTHU
CTaHOAPTHI HIOTPUMYIOYl 3aX00u.

ITo0iuni peakmii

Huxye3asHaueHi moOiuHi peakilil CIiocTepiraaucs y mallieHTiB 3 TaKOIO 4YaCTOTOIO:
nyxke dacTto (=1/10), gacto (Bim =1/100 mo <1/10), HeuacTo (Big =1/1000 mo <1/100),
pizko (Big =1/10000 mo <1/1000), gyxe pigko (<1/10000), yuacTtoTa HeBigoMa (He
MOJKHa BU3HAUYUTU Ha OCHOBI JOCTYIIHUX OaHUX).

3 60Ky WAYHKOBO-KUWKOB020 MpaKmy
YacTo: Hy#OoTa Ta OUCIEIICi.

3 60Ky Hepsosoi cucmemu

YacTo: TomoBHUM Oifb.

YacToTa HeBijoOMa: COHJIUBICTS.

3 6oky cepus

Pigko: BimuyTTs cepueOUTTS.

Ha momaTok o BUIaAKiB, PO SKi MOBIOOMIJIAJIN IIi[] YacC KJIIHIYHUX OOCIIiAXKEHbD, IIPO
HUXK4Ye3a3HaueHi HeOaKaHi SBUIIla MOBIIOMJISAIN CIIOHTAHHO y XO[i
ImicJIIpeecTpaliiHOr0 3aCTOCYBaHHS Ta BiloMO 3 HayKOBOI JIiTepaTypHu. 3a HasiBHUMHU
OaHMMH 9YaCTOTY He MOXKHa BCTaHOBUTH, TOMY BOHa KiacudikoBaHa K HeBimoMa.

3 60Ky iMmyHHOI cucmemu
YacToTa HeBigoMa: peakllil TimepYyTIUBOCTI, HalpuKiag aHadimakcis.

3 60Ky WAYHKOBO-KUWKOB020 MpaKmy



YacToTa HeBimoMa: CKapru Ha He3HayHi po3naau muIyHkKa (6Ir0BaHHS,
racTPOiHTEeCTUHANIbHUM OiNlb, 3Oy TTS XKUBOTA Ta MeTeopu3M). Lli mobiuHi epekTn
3a3BUYal 3HMKAIOTh IIPU IIPUMOMI ITpenapaTy 3 i2keto abo micyist 3MeHIIIeHHS JO3U.

3 60Ky wkKipu i niOWKIPHOI KAIMKOBUHU

YacToTa HeBifoMa: CIIOCTepPIraaucsa peakilil rirnepyyTINBOCTI IIKipY Ta MiAIIKipHOl
KHUPOBOI KIIITKOBUHU, 30KpeMa aHTiOHEeBPOTUYHUYN HAOPSK, BUCUIIAHHS, CBEPOixK i
KPOIIUB'sTHKA.

TepMiH NpUIATHOCTI
3 POKHU.
YMmoBHu 30epiranHs

30epiraTtu B OpuUTiHaNbHiN yIaKOBIIi ITpu TeMIepaTypi He Buiile 25 °C.

30epiratu y MicIsix, HeDOCTYIHUX OJIsT OiTEMH.
YnakoBka

mo 10 tabneTok y 6iicTepi, mo 3 6micTepu y KOpooiii.
KaTeropis Bignycky

3a penemnTomM.

BupooHuk

Katanent Himeuunna [llopamopd I'm6X.

Micuie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoOBaJaXKeHHSI
IisTIHLHOCTI

[MITanuabanmrpacce 112, 73614 lopuoopd, HimeuuuHa.
[Ixepeso iHCTPYyKIIil

[HCTPYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTO mkepesa — [lepKaBHOTO PEECTPY
JIiIKapCchKUX 3aco0iB YKpaiHu.
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