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.

dapMmakoTepaneBTHYHA rpyna. [Ipemnapatu s TiKyBaHHS BeCTUOYISIPHUX TOPYILIEHD.

Kox ATX NO7C AO1.

dPapmakon02iuHi e1acmusocmi.
dapmakoOuHamika.

BertaricTuHy OUTiAPOXJIOPUL € CUHTEeTUYHUM aHaJIOrOM TiCTaMiHy [Jis IIepOpabHOTO 3aCTOCYBaHHS.
MexaHni3Mm fii 6eTaricTuHy BUBUEHUN JHIIE YACTKOBO. ICHY€E KinbKa JOCTOBIPHUX TiloTe3, sIKi
NiATBEPAXKYIOTLCSI HAHUMU NOCIiZKeHb, OTPUMaHUX Y TBAPUH Ta 3 y4acCTIO JII0flen:



BonuB OeTaricTUHY Ha ricTaMiHepriy"vy CUCTEMY

BcTraHoBEHO, 110 6eTariCTHH YaCTKOBO IIPOSIBIIIE arOHICTUYHY aKTUBHICTD Iono H;-pelenTopis, a
TaKOXK aHTAarOHICTUYHY aKTUBHICTh 1I0A0 H,-pelenTopiB rictaMiny B HepBOBili TKaHUHI Ta Ma€
He3HaYHy aKTUBHICTH mono H,-penenrtopis ricraminy. beTarictuH 30inbirye 0OMiH Ta BUBIIbHEHHS
ricraminy nuistxoM 6710KyBaHHS TpecUHANTUYHUX H,-pelenTopiB Ta iHOYKIIl Ipoliecy 3HUKEHHS
KiIBKOCTI BifnoBigHUX H,-perienTopis.

BrnnuB Ha 30ibIIeHHS KDOBOTOKY 10O KOXJ'IeaQHOi 30HH, d TAKOXK 10 BCHOI'O I'OJIOBHOT'O MO3KY

dapmaxkosoriuni gocmifKeHHs Ha TBapUHAX IPOJEMOHCTPYBaJIU IIOKPAllleHHSI KPOBOOOITy y CyauHax
stria vascularis BHYTPillTHEOTO ByXa, MOXKJIMBO, 32 PAXyHOK PO3CiabaeHHS MpeKaninsapHux chiHKTepiB
y CHUCTeMi MiKpOUMPKYJISIil BHYTPILIHBOTO ByXa. BeTariCTUH TaKoxXK IIPOAeMOHCTPYBaB 30i/IbIIIeHHS
MO3KOBOI'0 KPOBOTOKY B OpraHi3Mi JIIOAUHU.

CropusHHs BeCTUOYISPHiN KOMIIeHCcallii

BeraricTiuH npucKOpIOe BifHOBIEHHS BeCTUOYISIPHOL GYHKIII mics ogHOo6iuHOI HelipoeKToMil y
TBapUH, IIPUCKOPIOIOYY i CIPUSAIOUM IIPOLIeCy IeHTPaIbHOI BeCTUOYISIpHOI KoMIeHcatii. Lleit edekT
XapaKTepHU3YETHCS IIOCUIIEHHIM 00MiHY i BUBIIbHEHHSM TiCTaMiHy Ta peaii3yeTbCs y pe3yibTari
aHTaroHiamy H,-peuientopis. Y miofei mif 4yac niKyBaHHS 0eTariCTUHOM TaKOXK 3MEHIITyBaBCS 4ac
BimHOBNIeHHS BeCTUOYIIpHOL QyHKIII micis HelpoeKToMil.

BrnnvB Ha aKTUBHICTE HEWPOHIB Y BECTUOYISIPHUX SOpax

Byno BcTaHOBNEHO, 1110 6€TariCTUH Ma€e 00303a/eXXHUY iHTi0yI0Ynil BIIMB Ha TeHepallilo MiKOBUX
IIOTEHIliaJiB y HeMpOHaX Me[liaIbHUX Ta JIaTePAIbHUX BECTUOYISIPHUX SOep.

dapmakomrHaMiYHi BIaCTUBOCTI GeTaricTuHy, SK 11e 0y710 MOKa3aHo y TBAPUH, MOXKYTh 3a0e3MeUnTH
TIO3UTUBHUY TepaleBTUYHUN ePeKT IIpernapary y BeCTUOYISPHiA cUCTEMI.

EdekTuBHicTs GeTaricTuny Oynia nmoka3aHa IIif 4ac AOCIXKeHb V Malli€HTiB 3 BeCTUOYIIPHUM
3al1aMOPOYeHHSIM Ta XBOpP06010 MeHbeDa, 110 TPOSIBIISANIOCS 3MEHIIEHHSIM TSAXKKOCTi Ta 4aCTOTH
HallafiB 3allaMOPOYEHHS.

dapmaKoKiHemuxka.

BcMokTyBaHHA. [Ipy mepopasbHOMY 3aCTOCYBaHHI OeTariCTHH IIBUAKO i Maiixke MOBHICTIO
BCMOKTYETHCS B YCiX BiffiifiaX IIIyHKOBO-KUIIKOBOr0 TPaKTy. [Iic/is BCMOKTYBaHHS IIpenapaT MBUAKO
i MaiixKe MTOBHICTI0O MeTabOJIi3yeThCS 3 YTBOPEHHAM MeTaboIiTy 2-MipUANIOLNTOBOI KUCTIOTH. PiBeHb
KOHIIeHTpallil 6eTariCTUHY y IJIa3Mi KPOBi Iyke HU3bKKU. ToMy BCi papMaKOKiHETHYHI aHai3u
IIPOBOASTHCS LIISIXOM BUMipIOBaHHS KOHIIEHTpallil MeTabomiTy 2-TIPUONIIONTOBOI KUCJIOTH Y
nas3mii ceui.

[Tpu npuiiomi npenapaty 3 1Kelo MakciMaibHa KoHueHTpauid (C,,,) IpenapaTy HAX4a, HiX IpH
npuiiomi HaTire. [Ipu 1[bOMy IIOBHE BCMOKTYBaHHS OeTariCTUHY imeHTHU4YHe B 000X BUIafKaX, 1110
BKa3ye Ha Te, 1[0 BXKUBaHHSA 1XKi JHIlIe YIIOBIIHHIOE IIPOLleC BCMOKTYBaHHS IIpernapary.

Po3nopin. BigcoTok GeTaricTuHy, 1110 3B’sI3yeThCA 3 GiTKaMu IJTa3MU KPOBi, CTAHOBUTH MeHIIIe 5 %.

Biorpancdopmarris. ITicisgs BCMOKTYBaHHS OeTariCTUH IIBUAKO i MalKe IMOBHICTIO MeTabo0Ii3y€eThCS B
2-TIpUAKTIONTOBY KUCIIOTY (gKa He Ma€ (apMaKoJIOTiuHOl aKTUBHOCTI). ITicns mpuitomy GeTaricTuHy
BHYTPIIIHBO KOHIIEHTpAIis 2-MipUAUIOLTOBOI KUCIOTH B IJIa3Mi KPOBi Ta B CeUi JOCSITA€E CBOTO



MaKCcUMyMy 4epe3 1 TOguHy Micis NPUKUoMY IIpernapaTy Ta 3MEeHIIYEThCSA 3 ITePiogoM
HaiBBUBENEHHS 0JIU3bKO 3,5 TOOUHU.

BuBegeHHS. 2-MipUANIOLTOBA KUCIOTA IIBUIKO BUBOOUTHCS i3 ceuero. [Ipu mpuiioMi npemnapaTty B
no3yBaHHi 8-48 Mr 61113bK0 85 % IOYaTKOBOI 103K BUSIBNIIETHCS B cedi. BuBeneHHs GeTaricTuny
HUpKaMu abo 3 KajloM € He3HaYHUM.

JlinivHicTe. IIBUAKICT BiTHOBJIEHHS 3a/IUIIAETHCS IOCTIMHON IIPU NIEPOPATILHOMY IIPUAOMI
8-48 mr mpenaparty, 110 BKa3ye Ha JiHiKHICTh PapMaKoKiHeTHKYU OeTariCTUHY i Ja€ MOXKIUBICTD
IPUITYCTUTH, 110 3afiTHUIM MeTa0oIiuHNN UUISX € HeHaCUIyBaHUM.

KrinigHi xapaKTepHCTHKH.

IToka3zannus.

XBopoba i cuEIpOM MeHbeDa, IKi XapaKTepU3yoThCS TPhOMa OCHOBHUMY CUMIITOMaMMU:
- 3aIlaMOpPOYEHHAM, IO iHOMi CYyIPOBOAXKYETHCS HYLOTOIO Ta OJII0BAHHSAM;

- IIyMOM Y ByXaX;

- 3HUXEHHAM CIIyXy (TyrOBYyXICTIO).

CuMrnrToMaTuy4He JIiKyBaHHS BECTUOYIIIPHOTO 3allaMOPOYEHHS Pi3HOTO IOXOMKEHHS.

IIpomunoka3aHHs.
- linepuyTnusicTs mo mitouoi ab6o mo Oyob-SKO1 3 MOIOMIXKHUX PeUOBUH IIpernapary.

- deoxpoMoLIUTOMA.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

HocnigxKeHHS in vivo 00 BUBUEHHS B3aeMOfii OeTaricTuHy 3 iHIIMMU JTiKapChbKUMU 3aco0aMu He
npoBoaunucs. [laHi qocmimKeHHd in vitro 0O3BONSAIOTH Tepea0aYuTH BiCyTHICTh iHTi0yBaHHS
aKTUBHOCTI (pepMeHTiB nuToxpomy P450 in vivo.

Iani, oTprMaHi B yMOBax in vitro, cBig4aTh Ipo NpUTHiYeHHS MeTaboi3My OeTaricTuHy
IpernapaTaMy, 110 iHTri0y0Th aKTUBHICTE MOHOaMiHOKcufasu (MAQ), y Tomy uucni nmigruny B MAO
(Hanpuknag, cenerininoM). Crif 3 06epeXHiCTIO 3aCTOCOBYyBaTU OeTaricTuH Ta iHriditopu MAO
(BKIIO4aouM cenekTuBHi iHribiTopu MAO-B).

Ockinbku OeTariCTUH € aHAJIOrOM ricTaMiHy, B3aeMofis 6eTariCTUHY 3 aHTUTiCTaMiHHUMU
IIpenapaTaMyu TEOPETUYHO MOXKe BIUIMHYTU Ha e(eKTUBHICTh OMHOIO 3 IUX IIpenaparis.

Oco6.1ueocmi 3acmocyeaHHsi.



Crnip 3 06epeXHiCTIO IpU3HaYaTH Ta PETEIbHO KOHTPOJIIOBATH CTaH IMAIli€HTIB 3:
- BUPa3K0BOIO XBOPOOOIO IIJIyHKA Ta ABaHAOIATUIIANOI KALIKY (Y TOMY YHCIIi B aHaMHe3i);
- OpOHXiaIbHOIO aCTMOIO.

[IpemapaT MiCTUTH JIaKTO3Y, TOMY MOT0O HE CIIi IpHU3HAYyaTH MallieHTaM i3 PiIKiCHUMU CIIafKOBUMU
dhopMamMu HenmepeHOCUMOCTIi rajlakTo3u, medinuToM makTasu Jlamnma abo CHHIPOMOM T'JII0K030-
rajlakTo3HOI MaababcopOIril.

3acTocyBaHHS y mepion BariTHOCTi abo rogyBaHHS I'PYAIIO.
BaeimHicmb. HeMae mocTaTHIX JaHUX IOA0 3aCTOCYBAHHS OeTariCTUHY BariTHUM XKiHKaM.

PesynbraTu OOCTiXKEHb Ha TBAPUHAX € HEOCTATHIMU [IJI OLIIHKY BIIJIUBY Ha Iepebir BariTHOCTI,
PO3BUTOK eMOpiOHa/III0Ma, IOJIOTH Ta IOCTHATAIPHUN PO3BUTOK. [IOTEHITIMHUY PU3UK OJIS JTIOIUHI
HeBimoMui. betaricTul He CIifl 3aCTOCOBYBATH Y NEPiOf BariTHOCTI, 3a BUHATKOM BUIIa[IKiB
Oe3nepednoi moTpedu.

ITepiod 200ysaHHs 2pydor. HeBimoMo, un TpoHKKA€E OETariCTUH y TPyAHE MOJIOKO JIIONUHU.
HocmifKeHHS Ha TBApXWHAX IIOA0 MPOHUKHEHHS OeTariCTUHy B MOJIOKO He ITPOBOAUNINCE. KOopucTh Bif
3aCTOCYBaHHS IIpelapaTty Ajisl MaTepi Cilif CIiBBIAHOCUTH 3 llepeBaraMu rogyBaHHs IPYAOLO 1
MOTEHLIMHAM PU3UKOM I AUTUHU.

3maTHICTh BIIMBATH Ha IIBUAKICTH peakllil Ipyu KepyBaHHI aBTOTPAHCIOPTOM abo iHIIMMHI
MeXaHi3MaMHu.

BeraricTvl noka3aHuy Ojis JIiKyBaHHS CUHAPOMY MeHbepa, 1110 XapaKTepPU3YETHCS TPiaforo
OCHOBHUMX CMMIITOMIB: 3aIlaMOPOYEHHAM, 3HUKEHHAM CIIyXy, LIyMOM y ByXaX, a TaKOXK [JIs
CHMIITOMATUYHOTO JTIKyBaHHS BeCTUOYISPHOTO 3amaMopoueHHss. OOuBa CTAHM MOXKYTb HETAaTUBHO
BIIJIUBATH Ha 3[JAaTHICTh KePyBaTH aBTOMOOiIIEM Ta IIPAIfOBATH 3 iHIIMMU MeXaHi3MaMu. 3a JaHUMHU
MOCTiAKeHb, 110 BUBYAJIU BIIJIMB IIperapaTy Ha 3aTHICTh KepyBaTy aBTOMOOieM i mmpaifoBaTu 3
MexaHi3Mamu, 6eTariCTHH He BIIMBaB a00 MaB HECYTTEBUI BIIUB Ha II0 3MATHICTbh.

Cnocib 3acmocyeaHHs ma do3u.

3aCcTOCOBYBATH BHYTPIIIHBO. [TpuiiMaTH mim yac abo miciist BXKWBAHHS iKi, 3aIIMBAI04M [TOCTATHHOIO
KiJTBKICTIO PiIWHU.

Io6oBa [103a [T JOPOCIUX CTaHOBUThL 24-48 Mr, piBHOMIpPHO po3nofineHa Ha 2-3 npuiioMu
IIPOTSTOM [I00H.

BemazicmuH-Teaa 8 me: o 1-2 tabnetku 3 pa3u Ha mo0y (BpaHili, B 00ix i BBeuepi).
BemazicmuH-Teaa 16 me: o Y2-1 Tabnerui 3 pa3u Ha o0y (BpaHIi, B 06ig i BBeuepi).

BemazicmuH-Tesa 24 me: o 1 tabnetiri 2 pa3u Ha mo0Oy (BpaHIi i BBeuepi).



o3y cnip migbupaTy iHOAWBIMYyaNnbHO 3a7€XKHO Bif eeKTy. 3MeHIIeHHsS CUMIITOMIB iHOM1
CIIOCTepiraeTeCs TiMBKYU Yepe3 2-3 TUXKHI IiKyBaHHA. ONTUMAaJIbHI pe3yIbTaTh AOCATAal0ThCS [IPU
IIPUMOMI IIpenapaTy IPOTATrOM KiIbKOX MicAIiB. [CHYIOTh faHi IIpo Te, 10 IpHU3HaYeHH JIIKyBaHHS
Ha [M0YaTKy 3aXBOPIOBAHHS 3arobirae #oro mporpecyBaHHIo i/abo BTpaTi ClIyXy Ha IMi3HiX CTafisIx.

[TalieHTH TITHBOTO BIiKY

Xoua goTenep faHi KTiHIYHUX OOCTIXKEHb y 11iii rpyIi namieHTiB oOMeXeHi, MUPOKUN DOCBIA
3aCTOCyBaHHS 0eTariCTUHY B IiCISpeecTpaliitHoMy Iepiofii 4O3BOJIsIE MTPUIYCTUTH, 1110 KOPEKIIis
MO3U IS 1li€l Ipymu mallieHTiB He moTpibHa.

[TarienTy 3 HUPKOBO ab0 MeYiHKOBOI HEIOCTATHICTIO

Y ui#t rpymi naiieHTiB crenianbHi KiHiYHI BUTPOOOBYBaHHS He MPOBOAUIIKCS, ajle BifiTIOBIIHO [0
IOCBiOy Mic/IsIpeecTPaIiiHOro 3aCTOCyBaHHS OeTariCTUHy KOpeKIlis m03u He MoTpibHa.

Himu.

Y 3B’5I3Ky 3 HE[IOCTATHICTIO faHUX 1[0f0 Oe3meKu Ta e(eKTHBHOCTI 3aCTOCYBaHHS IpernapaTy
Betarictun-TeBa 10r0 He PEKOMEHAYETHCS NMPU3HadYaT AiTIM (BikoM [0 18 pokiB).

Ilepedo3yeanHsi.

BimoMmo kinbka BUTIA[KiB epemo3yBaHHs OeTaricTury. Y mesiKUX MalliEHTIiB CIIOCTepiraaucs JIerki i
TIOMIipHi CUMIITOMHY (HYIOTA, COHIUBICTD, Oi/Ib Y XKUBOTI) Mic/Isg IpUAOMY IIpernapary y fo3ax mo 640
Mmr. Cepio3Hil ycKnagHeHHS (CyIOMHU, CEplieBO-IereHeBi YCKIafHEHHS) CIIOCTePiraaucs npu
HaBMHCHOMY IIpUMOMI IifBUIIeHUX 103 OeTaricTuHy, 0COOIMBO y MOEOHAHH] 3 Tepeno3yBaHHIM
iHIIMX JTiKapCchKUX 3ac00iB.

JIikysaHHA. JIiKyBaHHS IIepefo3yBaHHA IIOBUHHO BKJIIOYATH CTaHAAPTHI MiATPUMY0UYl 3aX00MU.

ITo6iuni peakuii.

Huxxue3a3HaueHi mo6iuHi peakilil cocTepiraaucs y mali€HTiB 3 TAKOI 4aCTOTO0: qyXKe YacTi
(= 1/10), gacTi (Big =1/100 mo <1/10), Heuacri (Big =1/1000 mo <1/100), mooguuoOKi (Bim =1/10000 mo
<1/1000), pipkicui (<1/10000), yacToTa HeBigoMa (He MOXHa BU3HAUYUTH 3a HASSBHUMU JaHUMHU).

3 60Ky WAYHK0BO-KUWKOB020 MPAKmMy
YacTi: HygoTa Ta JUCIIeICis.

3 60ky Hepsosoi cucmemu

YacrTi: ronoBHUN OiNb.

Ha momaToK 10 BHIIAKIB, PO SAKi MOBIHOMIIANOCS IIif YaC KIiHIYHUX JOCHiAXKEeHb, PO
HUXK4e3a3HayeHi HebaXkaHi SBHINA IOBIMOMIISAIOCS CIIOHTAHHO Y XOfi TOCTMAapKETUHT 0BOTO
3aCTOCyBaHHS Ta BiIOMO 3 HayKOBOI JIiTepaTypu. 3a HasIBHUMU JaHUMHU YaCTOTY He MOXKHA



BCTAaHOBUTH, TOMY BOHa KJ'IaCI/I(l)iKOBaHa sIK HeBigoMa.

[To6iuni peakiii, 4acToTa SKUX HEBigoMa.

3 6oky iMyHHOI cucmemu

Peakuii rimep4yTnuBoCTi, HanmpuKiag aHadinakcis.

3 601{32 W/AYHKOBO-KUWKOB020 MpaxKmy

Ckapru Ha He3Ha4Hi po3nafgy UimyHKa (6/10BaHHS, raCTPOiHTECTUHAbHUY OiNlb, 3MyTTS XKUBOTA Ta
MeTeopu3sM). Lli mobiuni edekTH 3a3BMYail 3HUKAIOTH IIPU NIPUHOMI ITpenapaTy 3 ixketo abo micns
3MEeHIIeHHS J03M.

3 6oky wkipu i nidwkKipHOi KAIMKOBUHU

CnocTepiranucs peakxiii rinepyyTIUBOCTI LIKipU Ta MiAIKIPHOL JKUPOBO1 KIIiITKOBUHY, 30KpeEMa
aHTiOHeBPOTUYHUM HaOpSK, BUCUIIaHHS, CBepOixK i KponuB'SHKa.

Tepmin npudamuocmi. 3 POKH.

YMmoBH 30epiranssi.

Tabnerku o 8 mr Ta 16 Mr 36epiratu npu TeMnepatypi He Buiiie 25 °C y HELOCTYIIHOMY L7 HiTen
micrgi. Tabnetku o 24 Mr 36epiraTé B OpuUriHa/IbHIN YIIaKOBII IPU TeMIepaTypi He Bute 25 °Cy
HeIOCTYIIHOMY [JIs OiTe’ MiCLi.

VYnaxoBka.

Tabnerku mo 8 mr ta 16 mr: mo 10 Tabnmetox y 6mictepi; mo 3 6ricTepu y KApTOHHINA KOPOOIIi.

Tabnetku mo 24 mr: o 10 TabmeTok y 6iicTepi; mo 2 61micTepu y KAPTOHHIM KOpOoO1Ii.

Kareropis Bigmycky. 3a peLenTom.

Bupo6uuk. Mepkne 'm6X.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micus MpoBaIKeHHs HOro
OisTILHOCTI.

Jlrogsir-Mepkie-Illtpacce 3, 89143 brnay6oiipeH, HimeyuuHa.



