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IHCTPYKUIA
NS MeIMYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby

BeTtarictuH-TeBa
(Betahistine-Teva)

Cknag;

Aitoya peyoBuHa: 6etaricTuHy AUrigpoxnopua;

1 Tabnetka MicTuTL 8 Mr abo 16 mr, abo 24 Mr 6eTaricTyHy AUTiLPOXI0PUAY;

AOMOMI>KHI PeYOBMHU: MOBIOH, LIEN0N03a MIKPOKPUCTasTYHA, NaKTO3M MOHOTiAPaT, KPEMHIIO AiOKCUA KONOIAHWIA 6e3BOAHWIA, KPOCNOBIAOH, KACN0Ta CTEapMHOBA.

JlikapcbKa thopma. Tabnetku.

OcCHOBHI (pi3MKO-XiMiYHi BNaCTUBOCTI:

BeTaricTuH-TeBa 8 Mr: Tabnetku 6inoro abo Maiike 6in0ro KoMLOPY, LUAIHAPUYHOT (POPMK, NAOCKI, 3 PACKOK 3 060X CTOPIH. Ha OfHIi i3 CTOPIH — TUCHEHHS
«B8», iHLa CTOpOHa rnajeHbKa.

beTaricTuH-Tesa 16 Mr: TabneTku 6inoro abo marixe 6in10ro Konbopy, LMNiHAPWUYHOT hopMK, NAOCKI, 3 (hackor 3 060X CTOPiH. Ha OAHilA i3 CTOPIH — TUCHEHHS
«B16», Ha IHLUI CTOPOHI — NiHif po3/10MY.

BeTaricTuH-TeBa 24 mr: TabneTkn 6inoro abo mavixe 6in0ro Konbopy, Kpyrni, ABOONYKAI, O MatOTb NiHIKO PO3/IOMY Ha OAHIl i3 CTOPIH.

dapmakoTepaneBTUYHa rpyna. MpenapaTty 415 NikyBaHHS BECTUOYNSAPHUX NOPYLLIEHb.
Kog ATX NO7C AO01L.

dapmMakosoriyHi BNacTmBoCTI.

dapmakofnHamiKa.

BeTtaricTuHy Aurigpoxnopus € CUHTETUYHUM aHaI0roM ricTamiHy A1s nepopaibHOro 3acTocyBaHHA. MexaHi3M fiT 6eTaricTUHy BUBUYEHWIA IULLE YaCTKOBO. ICHYye
KiNlbKa JOCTOBIPHMX rinoTes, fKi MNiATBEPAKYHOTLCSA JaHUMUN AOCNIIKEHb, OTPUMaHNX Y TBAPUH Ta 3 YUaCTHO NtOAei:

Bnnve 6eTaricTUHy Ha rictaMiHepriydy cuctemy

BcTaHoBNEHO, L0 GeTariCTMH YaCTKOBO MPOAB/AE arOHICTUYHY aKTMBHICTb LWOAO0 Hq-peLenTopiB, a TaKoX aHTaroHiCTUYHY aKTMBHICTb LWOA0 Hiz-pevenTtopis

rictaMmiHy B HepBOBI TKaHWHI Ta Ma€ He3HauHy aKTWBHICTb WOA0 Hy-peuenTopis rictamiHy. beTaricTvH 36inbllye 0O6MiH Ta BUBISIbHEHHA TiCTaMiHy LUISAXOM



mailto:

610KyBaHHSA NpecMHanTUYHNX Ha-peLienTopis Ta iHAYKLIT NPOLecy 3HMKeHHA KisIbKOCTI BIANOBIAHMX Ha-peLenTopis.

Brnave Ha 36i/1bLLIEHHA KPOBOTOKY 10 KOX/IEAPHOT 30HM, & TaKOX 10 BCbOr0 r0/IOBHOI0 MO3KY

dapmakonoriyHi 4ocnifKeHHs Ha TBapuHax NPOAEeMOHCTPYBa/IM NMOKPALLEHHA KPOBOOGIry y cyamHax stria vascularis BHyTPiLLHbOro ByXa, MOX/NBO, 33 paxyHOK
po3cnabnieHHs npekaninspHMX CHIHKTEPIB Y CUCTEMI MIKPOLUMPKYNALIT BHYTPIWHLOIO ByXa. beTaricTMH TakoXX MpoAeMOHCTPYyBaB 36i/bLUEHHS MO3KOBOIO
KPOBOTOKY B OpraHi3mMi /IF0AVHMN.

CnpusHHSA BECTUOYISAPHI KOMNEeHcaL,iT

beTaricTH MpPUCKOPIOE BiAHOBNEHHSA BECTUOYNAPHOT PYHKUIT Nicns oAHOBIYHOT HEMPOEKTOMIT Yy TBapWH, MPUCKOPHOKUM | CIPUSAKYM NPOLECY LEeHTPasbHOI
BECTMOYNAPHOT KOMMeHcauil. Lieii edhekT xapakTepmn3yeTbCs MOCUIEHHAM OOMIHY | BMBIIbHEHHAM riCTaMiHy Ta peanisyeTbCcA Yy pesynbTaTi aHTaroHismy Hs-

peLenTopiB. Y Nogen nif Yac NikyBaHHS 6eTariCTMHOM TaKoX 3MEHLLYBaBCS Yac BiJHOBNEHHS BECTUOYNAPHOT (hYHKLIT Mics HEMPOEKTOMIl.

BnavB Ha aKTUBHICTb HEMPOHIB Y BECTUOYNAPHUX AApax

Byno BCTaHOBNEHO, WO GETariCTUH Mae [0303a/1eXXHUIA IHFiOYHUMIA BMMB Ha reHepauito MiKOBMX MOTeHUianiB y HepoHax MefiabHUX Ta natepanibHUX
BECTUOYNAPHUX ALEP.

dapmakofuHamiyHi BNacTMBOCTI GeTaricTuHy, AK Le 6yn0 NokaszaHo y TBapWH, MOXYTb 3abe3neynTyt MO3UTUBHWUIA TepaneBTUYHMWIA edeKT npenapaty Y
BECTMOYNSAPHIN CUCTEMI.

EekTnBHICTb GeTaricTUHy 6yna mokasaHa nif 4yac AOCMifpKeHb Y MauieHTiB 3 BECTUOYNAPHMM 3anaMOpPOYeHHAM Ta XBOPO60 MeHbepa, WO MPosBAsioca
3MEHLLEHHAM TSHXKKOCTI Ta 4aCTOTM Hanazis 3anaMOpOYeHHs.

dapmakoKiHe TVKa.

BcMokTyBaHHSA. Mpy nepopaibHOMY 3aCTOCYBaHHI 6eTariCTUH LWBUAKO i Malie MOBHICTIO BCMOKTYETLCS B YCIX BifAinax LWIyHKOBO-KULLKOBOrO TpakTy. Micns
BCMOKTYBaHHS Nnpenapar LWBWAKO i MaiiXKe NOBHICTIO MeTab0/1i3yeTbCa 3 YTBOPEHHAM MeTaboniTy 2-nipuannoLToBOI KUCNOTU. PiBeHb KOHLEHTpaLiT 6eTaricTuHy y
nnasmi KpoBi Ay>e HWU3bKWIA. TOMY BCi (hapMakKOKIHETUYHI aHani3n NPOBOAATLCS LUISXOM BUMIpIOBaHHS KOHLEHTpaLii MeTabonity 2-NipuanNoLTOBOI
KUCNOTK Yy Nnasmi i ceui.

Mpw npuiiomi Npenapary 3 Hkero MakcuManbHa KoHUeHTpauis (Cray) NpenapaTy HUKYa, HiXK Npyu npuinomi Hatie. MNpu LbOMy NoBHE BCMOKTYBaHHS GeTaricTuHy

ifeHTUYHe B 060X BUMaaKax, L0 BKa3ye Ha Te, LLL0 BXXMBaHHA Xi SIMLLE YNOBI/IbHIOE MPOLLEC BCMOKTYBaHHSA npenapary.

Posnogin. BigcoTok 6eTaricTuHy, Lo 3B’ A3yeTbCA 3 BisIkaMu M1a3mum KpoBi, CTaHOBUTL MeHLLUe 5 %.

BioTpaHcdopmaLis. Micns BCMOKTYBaHHA G6eTariCTUH LWBMAKO i Maiike NOBHICTIO MeTabo/Mi3yeTbCs B 2-NipUANIOLTOBY KUCNOTY (SKa He Mae (hapMakosorivHol
aKTUBHOCTI). TMicna npuiiomy 6eTaricTHy BHYTPILIHLO KOHUEHTpaLis 2-nipuannoLToBOT KMCNOTK B MNa3Mi KPoBi Ta B Cedi Jocsrae CBOro Makcumymy 4epes 1
ro4WHY nicns NpuiioMy npenapary Ta 3MeHLUYETbCA 3 NepiofoM HaniBBrBeAeHHS 6/1M3bKO0 3,5 roAuHW.

BvBeAeHHS. 2-nipnannouToBa K1cnoTa WBWMAKO BUBOAUTLCS i3 ceveto. Mpu npuiiomMi npenapaTy B A03yBaHHI 8—48 Mr 6113bKo 85 % No4aTKoBOT A03M BUSBMISIETLCA
B cedi. BuBeaeHHs 6eTaricTvHy HUpkamm abo 3 KasiomM € He3HaYHUM.

NiHiAHicTb. LLIBMAKICTb BiHOBEHHS 3a/IMLLIAETHCA NOCTINHOWO MPW NepopaibHOMY NPUIAOMI

848 Mr npenapaty, L0 BKa3dye Ha NiHIAHICTb (hapMaKOKIHETUKN 6eTaricTUHy 1 Aae MOX/IMBICTb MNPUNYCTUTW, WO 3afdisHWA MeTaboniyHMin Wnax €
HeHacuyyBaHVM.

KniHIYHI XapaKTePUCTUKW.

lNoka3aHHA.

XBopob6a i cMHAPOM MeHbepa, AKi XapakTepu3yTbCs TPbOMa OCHOBHUMMW CUMNTOMaMU:
- 3anamMOpOYeHHSM, LLO iHOAI CYNPOBOKYETLCA HYAO0TOK Ta 6/110BaHHAM;



- WWYMOM Y ByXax;
- 3HWXKEeHHAM cnyxy (TYroByxicTio).
CumnToMaTUyHe fliKyBaHHA BECTUOYNAPHOr0 3anamMopOYeHHS Pi3HOMO MOXOLKEHHS.

IMpoTnnoKasaHHA.
- TinepyyTnuBicTb A0 Aitoyoi abo 40 6yAb-SKOT 3 LOMOMIKHMX PeYOBUHNpenapary.
- ®eoxpomoLumTOMA.

B3aemogis 3 iHLUMMM NiKapcbKMMKM 3acobamm Ta iHLLi BUAW B3aEMOAINA.

JocnifpKeHHs in ViVO LWOAO BUBYEHHS B3aEMOZil 6eTariCTvHy 3 iHLWMMKM fliKapcbKUMK 3acobamun He nposogumnuca. [aHi JocnifkeHHs in vitro J03BONAOTH
nepef6aynTV BIACYTHICTb IHFiOYBaHHA aKTMBHOCTI (hepMeHTIB LumuToxpomy P450 in vivo.

[JaHi, oTpyMaHi B ymMoBax in vitro, cBigyaTb NpPo NpUrHivYeHHs MeTaboniaMy GeTaricTuHy npenapaTamu, WO iHribyTb aKTUBHICTb MOHOaMiHOKcuaasn (MAO), y
ToMmy umcni nigtuny B MAO (Hanpuknag, ceneriniHom). Cnif, 3 06epeXxHiCTIO 3aCTOCoBYBaTH 6eTaricTuH Ta iHriditopy MAO (BK/1OYa0UumM CeNeKTUBHI IHriGiTopy
MAO-B).

OcCKiflbKv 6eTariCTUH € aHa/IoroM rictamiHy, B3aemMopia 6eTaricTHy 3 aHTUriCTaMiHHUMYK npenapaTaMy TEOPETUYHO MOXKE BMIMHYTU Ha ePeKTUBHICTb OAHOIO 3
LMX npenaparis.

Oco6MBOCTI 3aCTOCYBAHHSA.

Cnifg 3 06epeXxHICTIO NpM3HaYaT Ta peTeNlbHO KOHTPO0BaTK CTaH NaLieHTIB 3:

— B1PA3KOBOK XBOPOOOIO LLMYHKA Ta ABaHAAUATMNANOT KMLLKM (Y TOMY YMC/li B aHaMHesI);

— BPOHXia/IbHOK aCTMOHO.

MpenapaT MICTUTb NaKTO3y, TOMY Oro He Cnif Npu3HayaTh nalieHTam i3 pigKiCHUMM CnagkoBMMK (hopMamMmn HeNepeHOCUMOCTI ranakTosu, AediunTom nakTasu
anna abo CMHAPOMOM INHOKO30-ranakTo3HOT Masibabcopouii.

3acTocyBaHHSA y nepiof BariTHOCTI abo rofyBaHHS rpyaato.

BariTHicTb. Hemae foCTaTHIX AaHUX LLOAO 3aCTOCYBaHHA 6eTariCTuHy BariTHUM XKiHKaM.

PesynbTaTh AOCNi[XKeHb Ha TBapMHax € HeAoCTaTHIMM ANS OWiHKMA BNAMBY Ha Mepebir BariTHOCTI, PO3BMTOK embpioHa/nniofa, nonoru Ta MocTHaTa/lbHWIA
PO3BUTOK. MOTEHLINHWIA PU3MK AN15 NIOAVHWN HEBIJOMUIA. BeTaricTUH He Cif, 3aCTOCOBYBATU Y Nepiof BariTHOCTI, 3a BUHATKOM BUMaAKIB 6e3nepeyHol noTpeou.
Mepiog rogysaHHsA rpyaato. HeBigoMo, U NPoHMKae 6eTariCTUH y rpyAHe MOJIOKO NIOAUHW. [LOCMiPKEHHA Ha TBapMHaX LLOAO NMPOHNUKHEHHS 6eTaricTuHy B MO/TOKO
He nposoAmnanch. KopycTb Bif 3aCTOCYBaHHS npenapaTy A/1s Mmatepi i cniBBigHOCUTA 3 NepeBaramu rofyBaHHsA rpyaato i NOTEHUIMHUM PU3NKOM A1t AUTUHW.

34aTHICTb BNAMBATW Ha LUBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo IHLLIMMKU MeXaHi3MaMu.

BetaricTuH nokasaHUi Ana NikyBaHHA CUHAPOMY MeHbepa, L0 XapaKTepu3yeTbCs TPiafo OCHOBHUX CUMMTOMIB: 3aMamMOPOYeHHSIM, 3HVKEHHSAM CyXY, LLYMOM Y
ByXax, a TakOX A/l CUMNTOMATUYHOrO NiKyBaHHA BECTMOYNSIPHOrO 3anaMopodeHHs. O6uaga CTaHW MOXYTb HEraTMBHO BMAMBATWM Ha 3[4aTHICTb KepyBaTu
aBToOMOGiNeM Ta npautoBaTy 3 iHWMMK MexaHi3maMu. 3a JaHUMK JOCNiIKeHb, WO B1BYaM BNAMB MpenapaTty Ha 34aTHICTb KepyBaTy aBTOMOGIIEM i MpautoBaTy 3
MexaHizMamu, 6eTaricTvH He BNnMBaB ab0 MaB HECYTTEBMIA BM/IMB Ha L0 34aTHICTb.

Cnoci6 3acTocyBaHHSA Ta f03M.



3acTocoByBaTU BHYTPILWHLO. MpuiiMaTy Nig Yac abo nicns BXMBaHHS XK, 3anmnBatoym 4OCTaTHLOK KifIbKICTHO PiAVHN.
[o60Ba [103a Ans JOPOCNNX CTaHOBUTb 24—48 Mr, piBHOMIPHO po3nogifeHa Ha 2—3 NpuiomMm NPOTArom 4o6u.
BeTaricTunH-Tesa 8 mr: no 1-2 Tabnetkn 3 pasun Ha Jo6Y (BpaHLi, B 06if i BBEYEPI).

bBeTaricTuH-Tesa 16 mr: no ¥2-1 Tabnetui 3 pasu Ha foOYy (BpaHLi, B 06if i BBEYEPI).

beTaricTuH-Tesa 24 mr: no 1 TabneTui 2 pasun Ha 4o6y (BpaHui i BBeYepi).

[o3y cnig nigébupatn iHAMBILYaNnbHO 3aneXHO Bif e(eKTy. 3MEHLLIEHHS CUMNTOMIB iHOAI CMOCTEPIraeTbCA TiNbKN Yepe3 2—3 TUXKHI NiKyBaHHS. ONTUMasbHi
pesy/ibTaTh JOCAratoTbCa NpPY NpUinoMi npenaparty NPOTArOM KilbKOX MiCAUIB. ICHYIOTb faHi Npo Te, WO NPU3HaYeHHs NiKyBaHHA Ha NO4YaTKy 3axBOPHOBaHHA
3anobirae Moro NporpecyBaHHo i/abo BTpaTi CNyXy Ha Ni3HiX cTadisix.

MaLlieHTn NITHLOI O BiKY

Xoua foTenep faHi KNiHIYHUX LOCNIMKeHb Y Uil rpyni nawuieHTiB 0OMeXeHi, LUMPOKMIA [OCBIL 3aCTOCYBaHHA GeTaricTuHy B nicnspeectpauiiHomy nepiogi
[103BONISIE NPUNYCTUTH, LLLO KOPEKLA 403K AN LIET rpynu NayieHTiB He NOTpi6Ha.

MauieHTN 3 HUPKOBOK ab0 NeYiHKOBOK HELOCTATHICTHO

Y uiii rpyni nauieHTiB crneyjianbHi KNiHIYHI BUNPOOOBYBaHHA He MPOBOAUANUCA, ane BiAnoBiAHO A0 AOCBIAY MiCNSAPeecTpaLiiHOro 3acTOCyBaHHSA GeTaricTuHy
KOpeKLUisi 4031 He NoTpibHa.

aiTw.
Y 3B’A3KYy 3 HEJOCTATHICTIO AaHUX W00 6e3neky Ta ePeKTUBHOCTI 3aCTOCYyBaHHA npenapaTy beTaricTvH-TeBa 10ro He PeKOMEHAYETLCA NPU3HAYaTh AiTAM (BiKOM
[0 18 pokiB).

Nepeno3yBaHHSA.

Bifomo KinbKa BUNagKiB nepefosyBaHHsA GeTaricTUHy. Y AeaKUX nauieHTiB crnocTepiranmcs ferki i NoMipHi cuMnToMu (Hyf4oTa, COHNMBICTL, BiNb Y XXMBOTI) Nicns
npuiiomy npenapaty y fosax fo 640 mr. Cepiio3Hiwi ycknagHeHHs (CyLOMM, CepLeBO-/IereHeBi YCKNafHeHHs) CrocTepiraimcs npyu HaBMUCHOMY MpPUIAOMI
nigBULLEHMX 03 BeTaricTuHy, 0CO6MBO Y MOEAHAHHI 3 Nepefo3yBaHHAM IHLLMX NIKAPCbKMX 3aC06iB.

NikyBaHHs. JTikyBaHHSA Nepefo3yBaHHA NOBUHHO BKIKOYATY CTaHAAPTHI NIATPMMYHOYi 3aX04M.

Mo6iyHI peakuii.

HwuykuesasHayeHi MoGiYHI peakLiT crocTepiranncs y nayieHTiB 3 TaKOK YaCcTOTOHO: AyXKe YacTi

(= /10), vacri (Big =1/100 po <1/10), HeuacTi (Big =1/1000 fo <1/100), nooamHoKi (Big =1/10000 go <1/1000), pigkicHi (<1/10000), yacToTa HeBigoMa (He MOXHa
BM3HAYNTL 33 HASBHUMM JaHNMK).

3 6OKY LLIYHKOBO-KWLLIKOBOIO TPaKTy

YacTi: HygoTa Ta gucnencis.

3 60Ky HEPBOBOT CUCTEMMU

YacTi: ronosHu 6isb.

Ha fofaTok Ao BuMMagkis, Mpo AKi NOBIZOMASANOCA Nif Yac KAIHIYHUX AOCNILKEHb, MPO HKYe3a3HayeHi HebakaHi fBumLLA MOBIAOMIANOCA CMOHTAHHO Y XOAi
MOCTMAPKETUHIOBOr0 3aCTOCYBaHHSA Ta BiZOMO 3 HayKOBOI fliTepaTypu. 3a HasBHUMMU JaHMMW YacTOTYy He MOXHa BCTAHOBUTW, TOMY BOHA KnacugikoBaHa fK
HeBifoMa.




Mo6iyHI peakLiii, yacToTa AKUX HeBigoMa.

3 60KY IMYHHOT CUCTEMU

Peakuii rinepyyTnnBocCTi, HaNpPUKIaz aHaginakcis.

3 6OKY LLIYHKOBO-KWULLIKOBOTO TPaKTY

Ckapru Ha He3HauHi po3nagu LWnyHKa (61HBaHHS, raCTPOIHTECTMHANIbHUIA BiNb, 34YyTTA XMBOTa Ta MeTeopusM). Lli nob6ivHi eheKTn 3a3BMuall 3HUKaOTb MPU
npuinomi npenapaty 3 ket abo Nicnd 3MEHLLEHHSA J031.

3 60Ky LUKIpW | NiAWKIPHOT KNi TKOBUHW

CnocTepiranmcs peakuii rinepyyTAnMBOCTI LWKIPW Ta NifLWKIPHOT XKMPOBOT KNITKOBMHK, 30KPEMA aHTiOHEBPOTUUHNIA HAaBPSK, BUCMNAaHHS, CBEPOIX I KPOMNMB' AHKa.

TepMiH NpUAATHOCTI. 3 POKMK.

YMoBM 36epiraHHs.

TabneTkn no 8 Mr Ta 16 mr 36epiraty Npu Temnepatypi He BuLle 25 °C y HefloCTYNHOMY Ans AiTei micui. TabneTku no 24 mr 36epiratv B OpUriHaibHiin ynakoBLii
npv TemnepaTypi He BuLle 25 °C y HeJOCTYMHOMY A/15 AiTei MicLi.

YnakoBKa.

TabneTtkun no 8 mr t1a 16 mr: no 10 TabneTok y 6nictepi; no 3 6/1icTepy Y KAPTOHHI KOpPO6Li.

Tabnetkn no 24 mr: no 10 Tabnetok y 6nicTepi; No 2 6/iCTepn y KAPTOHHI KOpooLi.

Karteropis Bignycky. 3a peLenTtom.

BupobHuk. Mepkne M'moX.

Micue3HaxomKeHHs BUPOOHMKa Ta agpeca Micusa NPoBafpKeHHS 0ro AisiNIbHOCTI.
NMogsir-Mepkne-LLTtpacce 3, 89143 bnay6olipeH, HimeyurHa.



