IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

BECTIHOPM®
(VESTINORM)

Cknag:

Aitoya peyosmHa: betahistine;

1 TabneTka MiCTUTb 6eTaricTuHy gurigpoxnopuay 8 mr abo 16 mr, abo 24 mr y nepepaxysaHHi Ha 100 % CyXy pe4oBUHY;

[ONOMI>KHI PEYOBUHW: LIeNH0103a MIKPOKPUCTa/TIYHa, HATPIK0 KPOXMasIbrNiKONAT (TUN A), KPEMHIIO AioKcua KONoigHMii 6e3B0AHMIA, NOBIJOH, MarHito cTeapar.

JlikapcbKa thopma. TabneTku.
OCHOBHI (pi3VKO-XiMiYHi BNacTUBOCTI: TabneTKM KPyrnoi oopMmn 3 NIOCKOK NMOBEPXHEHD 3 PUCKOKD Ta (hackoro, 6inoro abo maiike 6inoro Konbopy. Ha noBepxHi
TabneToK JOMYCKAETLCA MapMypOBICTb (4715 TabneTok no 8 mr ta 16 mr).

dapmakoTepaneBTUYHA rpyna. 3acobu A5 NikyBaHHA BECTUOYISPHUX NOPYLLEHb.
Kog ATX NO7C AOL.

dapmMakosoriyHi BNacTnBOCTI.

PapmakofnHamiKa.

MexaHi3Mm fii 6eTariCTUHy BUBYEHMIA NnLLE YaCTKOBO. ICHYE feKiNbKa JOCTOBIPHUX FinoTe3, AKi 6ynun NigTBepaKeHI AaHUMK AOCIKEHb, MPOBEAEHMM Ha TBapUHaX
Ta 3 y4acTH NltoAel.

Bnave 6eTaricTUHy Ha rictaMiHepriyHy CUCTEMY.

BcTaHOBNEHO, WO 6eTaricTUH 4acTKOBO MPOSB/SAE arOHICTUYHY aKTUBHICTb WWOA0 Hq-peuenTopiB, a TakoX aHTaroHiCTUYHY aKTMBHICTb WOA0 Ha-peuentopis

rictaMmiHy y HepBOBili TKaHWHI Ta Mae He3HayHy aKTMBHICTb LOA0 Ho-peuenTopis rictamiHy. BeTaricTvH 36i/bluye 0OMIH Ta BUBINbHEHHS TICTAMiHY LLISAXOM
610KyBaHHSA NpecMHanTUYHNX Ha-peLienTopis Ta iHAYKLiT NPOLeCy 3HMXeHHA KifIbKOCTI BiANOBiAHMX Ha-peLenTopis.

BeTarictuH MoXe 36i/1bLLYBATV KPOBOTIK Y KOX/1€apHIilA 30Hi, a TAKOX Y BCbOMY F0/I0BHOMY MO3KY.

dapmakonoriyHi AocnipKeHHs Ha TBapUHax NPOAEMOHCTPYBa/IM MOKPaLLeHHA KpoBOOGiry B cyamHax stria vascularis BHYTPILLIHbOIO ByXa, MOX/IMBO, 3a pPaxyHOK
po3cnabneHHs npekaninapHUX CPiHKTePIB y cUCTeMi MiKPOLMPKYNALIT BHYTPILLHLOr0 Byxa. BeTaricTvH TakoX NpoAeMOHCTPYBaB 36i/bLUeHHS MO3KOBOI0 KPOBOTOKY
B OpraHi3mi NI0AVHN.

BeTtaricTuH cnpuse BeCTUOYNSPHI KOMMEHCaLl.

BeTtaricTuH NPUCKOPIOE BIZHOB/MEHHSA BECTUOYNMAPHOT (PYHKUIT nicns OAHOGIYHOT HeMpPeKTOMIl y TBapWuH, CTUMY/HOKOYM i CNPUAKOYM MPOLECY LeHTPasbHOT
BECTVOYIAPHOT KoMNeHcaLlii. Lieli edheKT xapakTepu3yeTbCsl MOCUNEHHAM perynaLii 06MiHy i BUBINIbHEHHA FicTaMiHy Ta peani3yeTbCa B pe3y/ibTaTi aHTaroHismy Hs-

peLenTopiB. Y Nofei nijg yac NikyBaHHA 6eTariCTMHOM TaKOX 3MeHLLYBaBCS Yac BiHOBNEHHS BECTUOYNAPHOT PYHKLIT NiCNS HEAPEKTOMIT.

BeTaricTuH 3MiHIHOE aKTUBHICTb HEVMPOHIB Y BECTUOYNAPHUX SiApaX.

Byno TakoX BCTaHOB/IEHO, IO GeTaricTUH Mae [0303a/1eKHNUIA IHFiOYHUMIA BNANB Ha reHepauito MiKOBUX MOTeHUianiB y HeilpoHax naTepaibHUX | MegianbHUX
BeCTUOYNAPHUX ALep.




dapmakoMHaMiyHi BNacTMBOCTI GeTaricTuHy, fK Le 6yn0 nokKasaHo y TBapUH, MOXYTb 3a6e3Me4nT NO3UTUBHUIA TepaneBTUYHWIA epekT npenapaTy y BeCTUBYNAPHIi
CUCTEMI.

EtekTnBHICTb 6GeTaricTuHy Oyna nokasaHa nif 4ac AOChifpkKeHb Yy NauieHTiB 3 BeCTMOYNAPHMM 3anamMopoyeHHsIM Ta XBOpo60k0 MeHbepa, WO 6yno
MPOAEMOHCTPOBAHO LLIAXOM 3MEHLLUEHHSA TSXXKOCTI Ta YaCTOTW Hanagis 3anamMopOYeHHs.

PapmakoKiHe TuKa.

BCMOKTYBaHHA.

Mpn nepopanbHOMY BBefeHHI 6eTaricTMH LUBMAKO | NPaKTUYHO MOBHICTIO BCMOKTYETbCS B YCIX Bifinax LUIYHKOBO-KULLKOBOrO TpakTy. IMicis BCMOKTYBaHHSA
npenapat LBWAKO i Maidke NOBHICTHO MeTab0Ni3yeETbCA 3 YTBOPEHHAM METaboniTy 2-NipuanIoLTOBOI KACNOTW. PiBEHb KOHLEHTpaLiT 6eTaricTUHy y nnasMi KpoBi
AY>Xe HU3bKWIA. TOMY BCi (hapMaKOKIHETUYHI aHani3n NPOBOAATLCA LLNSAXOM BUMipHOBaHHS KOHLEHTpaLii MeTaboniTy 2-nipuannouToBOi KUCNOTK Y Niasmi i ceyi.

Mpwn npuitomi nNpenapaty 3 Ke MakcuManbHa KoHueHTpauis (Crgy) Npenapary HuKYa, HK Npu npuitomi HaTwe. MNpu LboMy NOBHe BCMOKTYBaHHS 6eTarictTuHy
ifeHTUYHe B 060X BUNajKax, L0 BKA3YeE Ha Te, L0 NPUIAOM Ki InLLe YNOBINIbHIOE MPOLLEC BCMOKTYBaHHS npenapaty.

Posnogin.

BifcoTok 6eTaricTuHy, L0 3B’A3yETbCA 3 6iIKamu Nia3Mmn KPoBi, CTAaHOBUTL MeHLLEe 5 %.

BioTpaHchopmauis.

[icns BCMOKTYBaHHS 6eTariCTuH LUBMAKO i Maike NOBHICTHO MeTaboni3yeTbCs B 2-NipUANIOLTOBY KACNOTY (AKa He Mae apMaKooriyHOT akTUBHOCTI).

Micna npuitomy 6eTaricTMHy BCepeAnHy KOHLEHTpauis 2-MipuannouToBOi KACAOTK Yy NnasMi KpoBi (Ta B Cedi) gocsarae CBOro Makcumymy depes 1 roguHy nicns
npuiiomy npenaparty Ta 3MeHLLYETbCA 3 NepiofoM HaniBBUBeLEeHHS 61M3bK0 3,5 rogunHu.

BuBefeHHS.

2-NipuannoLTOBa K1CN0Ta LUBMAKO BUBOAMTLCS 3 ceyeto. Mpu npuitomi npenapaty B 403YyBaHHI 8 - 48 mr 6113bKo 85 % no4aTKoBOI 403U BUABNAETLCA B
ceyi. BuefeHHs 6eTaricTMHy HMpKaMu abo 3 Ka/loM € He3HaUYHUM.

JMiHINHICTb.

LLIBnaKicTb BiAHOBMEHHS 3a/IMLWIAETLCSA NOCTIMHOK NMPW NepopanibHOMY npuiiomi 8 -48 mr npenaparty, BKasytouun Ha NiHIMHICTb PapMaKOKIHETMKM 6eTaricTuHy, i aae
MOX/IMBICTb NPUNYCTUTH, LLLO 3aAiHWNIA METAbONIYHNIA LLNAX € HEHACUYYBaHUM.

KniHiYHI XapaKTepUCTUKN.

lNoka3aHHS.

XBopoba i cMHapoM MeHbepa, AKi XapakTepu3yTbCA TPbOMa OCHOBHVMW CUMNTOMaMU:
—  3anamOopOYeHHSM, LLO IHOAI CYNPOBOMAXKYETLCA HYA0TOHO | 6/1H0BAHHAM;
—  3HWKEHHAM cnyXy (TYroByxicTo);
—  LUYMOM Y ByXax.

CumnToMaTUYHE NiKyBaHHSA BECTUOYNSAPHOr0 3anaMOPOYEHHS Pi3HOTO MOXOLKEHHS.

IMpoTnnoKasaHHA.
MinepyyTAMBICTb A0 BY/b-AKOr03 KOMMOHEHTIB Npenapary.
deoxpomoLMToma.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIiA.
LocnifKeHHs in vivo, CnpsMOBaHi Ha BUBYEHHS B3aEMOIT 3 IHLUMMM NliKapCbKUMIM 3ac06aMu, He NPoBOANAN. 3 OFNAAY Ha AaHi AOCNIAXKEHHS in Vitro He OYiKyeTbCA



MPUTHIYEHHS aKTUBHOCTI PepMeHTIB uuToxpomy P450 in vivo.

[aHi, oTpumaHi B ymMoBax in vitro, cBig4yaTb NPO MPUrHIYeHHs MeTaboniaMy 6eTaricTHy npenapatamu, WO iHFiOYHOTb aKTUBHICTb MOHOaMiHOKcuaasn (MAO), y
TOMy ymcni nigtuny B MAO (Hanpuknag ceneriniHom). PEKOMeHAYETLCA AOTPUMYBATMCA 00EPEXHOCTI NPU 0AHOYACHOMY 3aCTOCYyBaHHI 6eTaricTuHy Ta iHribiTopis
MAO (Bkntoyaroum Bnbipkoso nigtun B MAO).

OcCKifnbKu 6eTaricTvH € aHafIorom rictaminy, B3aEMogis 6etaricTvHy 3 aHTUricTaMiHHMMKM NpenapaTaMmy TEOPETUYHO MOXE BMN/IMHYTU Ha e(eKTUBHICTb OAHOIO 3 LIUX
npenaparis.

Oco6MBOCTI 3aCTOCYBaHHS.

Mig yac NnikyBaHHSA MpenapatomM HeoOXifHO pPeTeNbHO KOHTPO/OBATW CTaH NauieHTIB 3 OPOHXIa/IbHOK acTMOK Ta/abo BMPa3KOBOK XBOPOOOK LUMYHKA i
[BaHaAUATUNANOT KALWKN B aHaMHes3i.

PeKOMeHAYETLCA 3 06ePeXHICTIO 3aCTOCOBYBATU A1 NiKyBaHHA Y MaLieHTiB 3 BUPa3KOBOK XBOPOOOIO (B T.4. B aHaMHE3i), OCKiNIbKM MepiogMYHO BUHMKAKOTb BUMAAKM
ancnencii y nayieHTiB AKi npuiiMatoTb GeTaricTuH.

Cnip 3 06epexHICcTIO nNpu3HayaTh 6eTaricTH NauieHTaMm 3 HasBHOK KPOMUB'AHKOK, BUCUMOM abo anepriyHMM PUHITOM, OCKISIbKM MOX/IMBO HapOCTaHHA LUMX
CUMNTOMIB.

Cnipg 3 06epexxHICTIO Npu3HaYaTn npenapaT naLieHTam 3 TSXKKOH riMoTeH3IEL.

3acTocyBaHHA y nepiof BarimTHOCTI abo rogyBaHHs rpyaato.

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

Pe3ynbTaTv JOCNIKEHb Ha TBapUHaX € HeAOCTaTHIMU A1 OLiHKM MPSAMOro Yv HeNnpsMOoro BrMBY Ha nepebir BariTHOCTI, PO3BUTOK embpioHa/nnoga, nonoru Ta
MOCTHaTa/IbHUIA PO3BUTOK. MMOTEHUIAHUIA PU3MK ANA NOAMHWM HEBIAOMWIA. BeTaricTUH He cnif 3acTocoByBaTW Yy MNepiog BariTHOCTI, 3a BUHATKOM BWMafKiB
6e3nepeyHoi NoTpeodu.

Mepiog rofyBaHHs rpyaato. HeBigoMo, Yn NPoHMKae GeTaricTvH y rpyaHe MOMOKO NHOAUHW. JOCNiIKeHHA Ha TBapuHaX LWOA0 MPOHUKHEHHSA GeTariCTHy B MO/IOKO
He NpoBOAM/IN. BeTaricTUH He cnif 3acTOCOBYBaTV B Nepiog rofyBaHHs rpyaaio.

30aTHICTb BNIMBATU Ha LUBMAKICTb peakLii Npy KepyBaHHI aBTOTPAHCNOPTOM abo iHLWIUMM MeXaHi3mamu.

3anaMopoYeHHs, 3HKEHHA CNyXY, LWYM Y ByXax MoB'a3aHi 3 CUHAPOMOM MeHbepa MOXYTb HEraTVBHO BMNNBATW Ha 3AaTHICTb KepyBaTy aBTOTPAHCNOPTOM abo
npawutoBaTi 3 iHWMMK MeXaHi3maMun. BeTaricTuH 3rigHo 3 AaHUMK KNiHIYHKUX LOCNIIKEHb, HE YAHWUTbL 3HAYHOr 0 BNMBY abo etheKTiB, AKi MOTEHLIHO BNMBaKOTb Ha
30aTHICTb KepyBaTV aBTOMOGIi/IeM ab0 npawkoBaTu 3 IHWNMK MexaHi3Mamu.

Cniocib 3acTocyBaHHA Ta [f03W.
[lobosa f03a 419 LOPOCANX CTaHOBUTb 24—48 Mr, piBHOMIPHO po3nojineHa ans npuitomMy NpoTArom Lo6u.

TabneTku no 8 mr TabneTku no 16 mr TabneTku no 24 mr
1-2 TabneTku Yo—1 Tabnetka 1 Tabnetka
3 pa3n Ha foby 3 pa3n Ha foby 2 pa3v Ha o6y

[o3y cnig nigébupatn iHAWBIAYaNbHO, 3a/1EXHO Bif eeKTy. 3MEHLLUEHHS CUMMTOMIB iHKOMM CMOCTepiraeTbCa TifbKWA Micnsa 2-3 TUXKHIB NiKyBaHHA. Haiikpalyi



pe3y/ibTaTu IHKONW JOCAratoTbCA MpY NPUAOMI Npenaparty NPOTAroM KiflbKOX MicsLiB. ICHYHOTb AaHi Npo Te, WO Npu3HayYeHHs NlikyBaHHS Ha NMoYvaTKy 3aXBOPHOBaHHS
3arnobirae oro nporpecyBaHHIo Ta/abo BTPaTi CNyxy Ha Ni3HIX cTafisX.

MawieHTN NiTHLOrO BiKY

Xoua Ha fjaHuii Yac fdaHi KNiHIYHWX AocnimkeHb Y UiA rpyni nauieHTiB 06MeXeHi, LMPOKMIA AOCBIf 3acTOCYBaHHSI npenapaty y MicnspeecTpauiiHoMy nepiogi
NPUNYCKaE, L0 KOopeKLUist 403n ANs L€l KaTeropii nayieHTiB He NOTpi6Ha.

Hu1pKoBa HeAOCTATHICTb

Y uiin rpyni nauieHTiB cneyianbHi KAiHIYHI BUNPOOYBaHHS He MPOBOAWAW, ane BiAMOBIAHO A0 AOCBiAY NICNSPEECTPALIMHONO 3aCTOCYBaHHS KOPEKLis [03U He
noTpi6Ha.

[MeyiHKOBA HEJOCTATHICTb

Y Uir rpyni nauieHTiB cneuiasibHi KAiHIYHI BUNPOOYBaHHA He MPOBOAWAN, ane BIAMOBIAHO A0 AOCBiAY NICNSPEECTPaLiiHOro 3acTOCYBaHHA KOPEKLis [03u He
noTpibHa.

[iTn. Y 383Ky 3 He[OCTATHICTIO AaHMX LIOAO Ge3neKn Ta e)eKTMBHOCTI 3acTOCyBaHHS mpenapaTy BecTiHOpM®, 10ro He peKOMeHAyeTbCsA NPU3HAYaTV AiTaMm
(Bikom L0 18 pokiB).

Nepeno3yBaHHSA.

Bifomo Kinbka BUNafKiB nepefo3yBaHHsA npenapaTy. Y AesKux nauieHTiB cnocTepiranncs nerki Ta cepeAHboro CTyneHs TSHKKOCTI CUMNTOMM NP NpuiAioMi B A03i 40
640 Mr (HygoTa, COHMMBICTb, 6iNb Y XXMBOTI). IHWKMMKM cMMATOMaMu nepefosyBaHHA Oynu 610BOTa, AUchencis, atakcia i cygomu. CepiosHilwi YCKNaaHEHHS
(KOHBYNbCIT, YCKNafHeHHA 3 6OKYy Cepus i /iereHb) CnocTepiraincs npyv HaBMUCHOMY MPUIAOMI NigBULLEHUX [03 GeTaricTuHy, 0CO6/MBO 3 OLHOYACHUM
nepefo3yBaHHAM IHLIMMM NTiIKapCbKUMUK 3acobamu.

NikyBaHHS: NPOMMBAHHS LUTYHKa | CUMITOMATUYHA Tepanis peKOMeHA0BaHi NPOTAroM OAHIET FOAMHM MicNs Npuinomy npenapary.

Mo6iyHi peakuil.

3 BOKY LUNYHKOBO-KMLLIKOBOTO TPaKTY: HyAoTa Ta AUCMencis, CKapr Ha He3HauHi posnagy wayHka (61t0BaHHS, raCTPOIHTECTUHANbHUIA Biflb, 34YTTA XMBOTA Ta
meTeopu3m). LLi no6iuHi ethekTy 3a3BMYall 3HUKAIOTL NPW NPUIOMI NpenapaTty 3 ket abo Nicns 3MEHLLEHHS J03K.

3 60Ky HEPBOBOT CUCTEMM: TONIOBHUIA Giflb.

3 60Ky IMyHHOT CMCTeMK: peakuil rinepyyTaMBOCTI, HANpYKNag aHadinakcis.

3 GOKy WKipy i NiAWKIpHOT KNiTKOBUHK: peakuii rinepyyT/MBOCTI LWIKIpK Ta MiAWKIPHOT XXMPOBOI KNiITKOBUHW, 30KpEMa aHriOHEBPOTUYHMWIA HAbPSsIK, BUCUMAHHS,
CBEpOIX | KPONUB’AHKa.

TepMiH NpUAaTHOCTI.
3 poku.
He 3acTocoByBaTu npenapat nicnis 3akiH4eHHA TepMiHY NPUAATHOCTI, BKa3aHOr0 Ha YMakoBL,i.

YMoBM 36epiraHHs.
36epiratn y 3axuLieHoMy Bif CBITMa MicLi Npv Temnepatypi He BuLe 25 °C.
36epiratv y HelOCTYMHOMY A1 AiTel MicCLi.



YnakoBka. o 10 TabneTok y 6nictepi. Tabnetkn no 8 mr. o 3 611icTepun y navi.
Tabnetkn no 16 mr ta 24 mr. Mo 3 abo 6 61icTepiB y Nayu,.

KaTteropis Bignycky. 3a peLentom.

BupobHMK.
AT «Dapmak».

Micue3HaxomkeHHS BUPOOHMKaA Ta A0ro agpeca Micusa NPOBagKeHHS LisiNIbHOCTI.
YKpaiHa, 04080, M. Kuis, Byn. Kupuniscbka, 74.



