- AKUMOHEPHOE OBLLIECTBO
— MPON3BOACTBEHHAA ®APMALIEBTUYECKAA

RENEWAL KOMMAHWS OBHOB/IEHUE
Ten./dakc: 8 (800) 200-09-95

S
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perarncTiH PeHeBall RENEWAL

30 TabneToK no 16 mr
MUHA @ anA npuema eHyTP®

MPEMAPAT r’McTA

NHCTPYKLMA
10 MEAMIIMHCKOMY ITPUMEHEHMNIO JIEKAPCTBEHHOTI'O ITIPEITAPATA

Bberaructun PeneBaJ

Perucrpanuonnsrii Homep: JITT-006720

Toprosoe nanmenoBanue: beraructun PeneBan

Me:knyHapoaHoe HEMATEHTOBAHHOE MJIU TPYNNUPOBOYHOE HAMMeHOBaHMe: beraructun
JlekapcTBeHHas popMa: TabIETKU

Cocras Ha onHy Ta0/aeTKy

Heticmeyrowee sewgecmeo: OeraructuHa auruapoxiopua — 16,00 mr; ecnomocamenvhvie
sewjecmsa: 1eIT0N03a MHUKpokpuctamuinueckas 102, mannuton (E421), Tanbk, JMMOHHOMN
KHUCTIOTHI MOHOTHUJIPAT, KPEMHHUS TUOKCU KOJUTOUAHBIH (a3pOCHi)

Onucanne

Kpyrnble minockonuinHapuuecKue TaONeTKh Oenoro WM mo4ytu Oenoro msera ¢ ¢ackoil u
PHUCKO.

dapmakoTepaneBTHYECKasl IPYNIA: TUCTAMHUHA IIpenapar.

betarnctuH PeHeBan 16 mr: cka4yaTb MHCTPYKLMIO MO NPUMEHEHMIO Ha 0dULIMAIbHOM caliTe
npounssoaunTena



https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/products/betagistin-16-mg/
https://www.renewal.ru/products/betagistin-16-mg/

AKLIMOHEPHOE OBLLIECTBO
MPOV3BOACTBEHHAS GAPMALIEBTUYECKAS

RENEWAL KOMMAHWS OGHOB/EHME
Ten./dakc: 8 (800) 200-09-95

Kon ATX: NO7CA01

dapMaKoJI0rHyecKue CBOMCTBA

DapmakoounHamuka

Mexanusm JelicTBUS OETarucTUHA M3BECTEH TOJBKO dYacTUYHO. CyIIECTBYET HECKOJBKO
BO3MOJKHBIX TUIIOTE3, TOATBEPKICHHBIX JOKIUHUYECKUMU U KIMHUYECKUMU JTaHHBIMH:

Bruanue na cucmamunepauueckyio cucmemy

Yactuusblidi  aroHuct Hi-TUCTAaMHHOBBIX M aHTAaroHUCT H3-rHCTaMUHOBBIX PELENTOPOB
BECTHOY/ISPHBIX siiep IHeHTpaibHoi HepBHOU cuctembl (L[HC), oOnamaer He3HAUYMTEIBHOM
aKTUBHOCTHIO B OoTHOIIeHNH Ho-perientopoB. beraructun yBennunBaer oOMEH THCTaMUHA U €r0
BBICBOOOK/IEHHE TIyTeM OJOKUPOBAHUS NPECHHANTHYECKUX H3-penentopoB W CHIKEHHS
kosimdecTBa Hs-pernentopos.

Ycunenue kxposomoka xoxneapHotl obracmu, a makice 8ce20 20J106H020 M0O32d

CornacHO JOKJIMHUYECKMM HCCIEAOBAHUSAM OCTaruCTHH YJydllaeT KpOBOOOpalleHue B
COCYAMCTOM MOJOCKE BHYTPEHHETO yXa 3a CyeT pacciiabiieHus MpeKanwUISPHBIX COUHKTEPOB
COCY/IOB BHYTpPEHHET0 yxa. Taxke moka3zaHO, 4TO OETarCTUH YCHJIMBAE€T KPOBOTOK B FOJIOBHOM

MO3re y 4€jioBCKa.

Obnecuenue npoyecca yeHmpanibHol 6eCMubOYIAPHON KOMREHCayuu

beraructuH yckopseT BOCCTaHOBJICHHE BECTHOYIAPHOH (YHKIMM Yy IKHUBOTHBIX IIOCIE
OJTHOCTOPOHHEH BECTHOYISIPHOH HEHPIKTOMHHM, YCKOpss H  oOyeryas ICHTPAIbHYIO
BECTUOYIISIPHYIO KOMIIEHCALIMIO 3 CUYET aHTaroHM3Ma ¢ Ha-rucTraMMHOBBIMU pELieITOPaMH.
Bpemsi BoccTaHOBNIEHMS TOCIE BECTHOYISAPHON HEHPIKTOMHM Yy 4YeNIOBEKa IPHU JICYCHUH
OeTarucTUHOM TaK)Ke YMEHBIIIACTCS.

Bo3zbyoicoenue netiponog 6 secmubyisapHvix 10pax

J10303aBHCUMO CHM)KAeT TI'€HEPalMi0 MOTCHIMAIOB JEHCTBUS B HEHPOHAX JIaTepajbHBIX H
MeHaNbHbIX BECTUOYISIPHBIX Aep.

dapmakoIMHAMUYECKHE CBOWCTBA, BBISIBICHHBIE HAa dKUBOTHBIX, 00ECIIEYMBAIOT MOJIOKUTEIbHBIN
TepaneBTHYecKui ekt OeTarncTHa B BECTUOYIISIPHOM cucTeMe.

D¢ ¢dexTuBHOCTH OeTarcTuHa ObUIa MPOJAEMOHCTPUPOBAHA Yy IALMEHTOB C BECTUOYISPHBIM
TOJIOBOKPY>KEHHEM U CUHAPOMOM MeHbepa, YTO MPOSBISIIOCh YMEHBIIEHHEM BBIPA)KEHHOCTH U

YaCTOTHI FOJIOBOpr)I(CHHf/'I.
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AKLIMOHEPHOE OBLLIECTBO
MPOV3BOACTBEHHAS GAPMALIEBTUYECKAS
RENEWAL KOMMAHWS OGHOB/EHME

Ten./dakc: 8 (800) 200-09-95

Dapmaxokunemuxa

Bcacvisanue

[Ipu nepopasbHOM TpueMe OeTarucTUH OBICTPO W TMPAKTUYECKU TIOJHOCTBIO BCACHIBACTCS B
xemynouHo-kumeyHoM Ttpakte (OKKT). Ilocme BcackiBanusi mpemapar OBICTPO W TOYTH
MOJIHOCTBhIO MeTaloJIn3upyeTcsi ¢ oOpa3oBaHMEM MeTaboNuTa 2-TUPUIMIIYKCYCHOM KHCIOTHI.
Konnenrpanust OeraructiHa B IUla3Me  KPOBH  O4YeHb HHU3Kas. TakuM  oOpaszom,
(apMaKOKMHETUYECKHE aHAJM3bl OCHOBAaHBI HAa W3MEPEHHHM KOHICHTPAIlMH METa0oIuTa
2-TTUPUAITYKCYCHOM KUCIIOTHI B IIa3Me KpoBU M Moue. Ilpu mpueme OeTaructuHa C MHIIEH
MakcuManibHas KOHIEHTpalusi (Cmax) B KPOBH HIDKE, YeM TpH mpueMe Haromiak. OJHaKo
cyMMmapHasi abcopOrus OeTarucTuHa OJMHAKOBAa B OOOMX CIIyYasiX, 4TO yKa3bIlBaeT Ha TO, YTO
MIpHUEM TIHIIH JIUIIb 3aMeIJIsIeT BCaChlBaHNE OeTarnCTHHA.

Pacnpeoenenue

Casi3pIBaHMe OeTarucTuHa ¢ O€TKaMH TUTa3Mbl KPOBH COCTaBIIsIeT MeHee S5 %.

Memabonusm

[Tocne BcacbiBaHus OeTarucTWH OBICTPO W TIOYTH TOJHOCTBIO METa0OJIM3UPYETCS C
oOpazoBaHueM MeTa0oHMTa  2-MIMPUIMIIYKCYCHOM  KHCJIOTBI, KOTOpPBIH He oOJyiamaer
(hapMakoJOTHUeCKOW AaKTUBHOCTBIO. Cmax 2-TIMPUIWIYKCYCHOM KHCJIOTBHI B TIUIa3Me€ KpPOBU
(v Moue) JocTuraeTcs 4epes yac mocie npuema. [leproa nmoayssiBeaeHus (T12) cocraBiseT

npuoOIM3UTENBHO 3,5 Yaca.

Buiseoenue

2-NUPUUIIYKCYCHAsl KUCIIOTa OBICTPO BBIBOAMTCS uepe3 nouku. [Ipu npueme nmpenapara B 103e
8-48 mr oxoso 85 % HauanbHOM 03Bl OOHapyxuBaeTcs B Moue. BbiBeneHue OeraructuHa
ITOYKaMH MJIY Yepe3 KUIICUHUK HE3HAYUTEIBHO.

CKOpoCTb BBIBEJICHUS OCTaeTcs MOCTOSHHOW npu npueme 8-48 Mr OerarucrtuHa, ykasbIBas Ha
JUHEWHOCTh  (PapMAKOKMHETHKM  OeTarucTuHa, W  TO3BOJIAET  HPEINOJIOXKUTh,  YTO
3aJ1eliCTBOBAaHHbII MeTa00JINYECKUN MyTh OCTAETCSl HEHACHIIIIEHHBIM.

IoxkaszaHus K NPUMEHEHHIO

CungpoM Menbepa, XapaKTepU3YIOLUIUICS OCHOBHBIMA CUMIITOMAaMH:

— T'OJIOBOKPY?KCHHUEC, COITPOBOKAAOIICCCA TOI.I.IHOTOfI/pBOTOfI;

betarnctuH PeHeBan 16 mr: cka4yaTb MHCTPYKLMIO MO NPUMEHEHMIO Ha 0dULIMAIbHOM caliTe
npounssoaunTena



https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/products/betagistin-16-mg/
https://www.renewal.ru/products/betagistin-16-mg/

AKLIMOHEPHOE OBLLIECTBO
MPOV3BOACTBEHHAS GAPMALIEBTUYECKAS

RENEWAL KOMMAHWS OGHOB/EHME
Ten./dakc: 8 (800) 200-09-95

— CHIDKEHHE cllyXa (TYroyXocCTh);

— IIIyM B YIIIax.

CumnToMaTH4ecKoe JIeYCHNUE BECTUOYISIPHOTO TOJIOBOKPYKEHUS (BEPTHUTO).
IIpoTuBoONOKa3aHUA

[ToBbilieHHAsT YYBCTBUTEIBHOCTh K OETaruCTUHY W JPYrUM KOMIIOHEHTaM IIpernapara;
(deoxpoMouTOMa; OEPEMEHHOCTb, IMEPUOJI TPYIHOTO BCKapMIIMBaHMs, Bo3pacT 1o 18 et
(3¢ dekTUBHOCTH U 6€30TIaCHOCTh HE YCTAHOBJICHBI).

C 0CTOPOKHOCTHIO

S3BeHHast 60JIe3HB XKENyAKa W/WIN ABEHAAIATUIIEPCTHON KHUIIIKK; OpOHXHAJIbHAS acTMa.
IlpumeHeHnune npu 6epeMeHHOCTH M B NEPHO/I IPYAHOT0 BCKAPMJIUBAHUS

bepemennocms

[IpoTrBONIOKa3aHO TPUMEHEHUE MpernapaTa B CBSI3U C OTCYTCTBHEM JOCTATOYHOTO KOJIMYECTBA
JAHHBIX O 0€30MaCHOCTHU €ro NpuMeHeHus npu OepeMeHHOCTH. Ecian 6epeMeHHOCTh BhISIBICHA B
MIEpPUO/I JIEYUSHHUsI IpenapaToM, Ipenapar cieayeT OTMEHUTD.

Ilepuoo epyonoco eckxapmausanus

HeusBectHo, BbiAensieTcss nu OETarucTUH C TPYyAHBIM MoOJOKoM. Ecinu mpuem mnpemapata
HE0OX0IUM B NIEPUO/I IPYIHOTO BCKAPMIIMBAHMSI, KOPMJIEHUE TPYIbIO CIIEyeT IPEKPATUTh.
Cnoco0 npuMeHeHHs M 103bI

BuyTpb, BO BpeMst €/bl, HE pa3KeBbIBas, 3aluBas HEOOIBIIUM KOJTUYECTBOM BOJIbI.

Tabnemxu, 16 mz: o %2-1 Tabnerke 3 pasa B CyTKH.

Tabnemku, 24 me: o 1 Tabnerke 2 pa3a B CyTKH.

MakcumainbHas cyroyHas 103a — 48 Mr.

Jlo3y cienyet noadupaTh UHAMBUAYAILHO B 3aBUCHMOCTH OT PEaKLIUU Ha JICYCHUE. YIIydllleHHe
MHOTJa HAONIONAeTCsl TOJBKO Yepe3 HECKOJbKO Helenb JiedeHus. Hawumydinue pes3ynbTaTsl
WHOTJa JOCTUTAIOTCS TOCJIEe HECKOJNbKUX MEcCsIeB JjeueHus. VMerorcs naHHbIE O TOM, YTO
Ha3HAauYeHHWe JIeYeHHs] B Hauajie 3a00JIeBaHMs MPENOTBpAIlaeT €ro MpOTrPECCHpPOBAHUE W/HIU
MOTEPIO cIyXa Ha OoJiee MO3IHUX CTAAUSX.

Y nanueHToB C MOYEYHOW WM T€YEHOYHOM HENOCTAaTOYHOCThIO, a TakKKe y MalUeHTOB

MMOXKHUJIOTO BO3pacCTa KOPPCKIHUU N03bI HE Tpe6yeT051.
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AKLIMOHEPHOE OBLLIECTBO
MPOV3BOACTBEHHAS GAPMALIEBTUYECKAS

RENEWAL KOMMAHWS OGHOB/EHME
Ten./dakc: 8 (800) 200-09-95

Ilo6ouHoe neiicTBHE

Uactora pa3Butus HexenarenbHbix  peakmuit (HP)  kmaccuduuupoBana  coriacHo
pexoMeHanusIM BceMupHOW opraHuM3anuy 3ApaBOOXPAHEHHUS, a TAKKE CHCTEMHO-OPTaHHBIX
KJIaCCOB MEIUIIMHCKOTO CJIOBapsl [UIsi HOPMaTHUBHO-TIpaBoBoM nestenbHOCTH MedDRA,
XapakTepusyercss  Kak: odeHb 4acto (>1/10); wacro (> 1/100, < 1/10); veuacrto
(> 1/1000, < 1/100); penko (> 1/10000, < 1/1000); ouenp peako (< 1/10000); wactoTa
HEM3BECTHA.

Hapywenus co cmopouvbl uUMMYHHOU  cucmemvl. YacTOTa HEW3BECTHA — pPEaKIUU
TUIICPYYBCTBUTEIHPHOCTH, B TOM YHCIIe aHA(UITAKTHUECKasT PEaKIisl, aHTHOHEBPOTUYCCKUH OTEK,
KpanuBHUIIA.

Hapywenus co cmopoHvl yeHmpanibHol HepeHOTl CUCeMbl: 9acTO — TOJIOBHAs 00JIb.

Hapywenus co cmoponbl dceny0ouHo-Kuuleunoeo mpakma: 9acTo — TOIIHOTA W JTUCTICTICHS;
9YacTOTa HEW3BECTHA — PBOTA, ONIYIICHHE TSHKECTH B OJIUTACTPUH, a0JIOMUHAIBHBIE 00JH,
B3yTHE XUBOTA. DTH 3(PPEeKTh 0OBIYHO MCUE3AIOT TOCIe MIpUeMa Ipernapara 0OJJHOBPEMEHHO C
MUIIEH WITU TTOCIIe CHIKECHHS JT03bI.

Hapywenus co cmopoHul Kodcu u NOOKOHCHBIX MKAKell: 9aCTOTa HEN3BECTHA — 3y U CHITTb.
Baoicno coobuams o pazeumuu HedcenramenbHblX peakyuil ¢ yeivblo obecneyenus HenpepbleHO20
MOHUMOPUHSA OMHOUIEHUSI NOAb3bl U PUCKA JeKapcmeenHo2o npenapama. Eciu awobvie u3z
VKA3AHHBIX 6 UHCMPYKYUU NoOOUHbIX 3¢hghekmos ycyeyoasiomes, uiu Bot 3amemunu arobwvie
opyeue nobouHvle d¢hghexmvi, He YKA3AHHLIE 6 UHCMPYKYUU, coodwume 00 3mom 8pau).
Meouyunckue pabomuuxu coobwaom o J00bIX HeNCENAMENbHbIX PeaKyusix JIeKapCmMEeHHO20
npenapama uepe3 HAyuOHAIbHbLE CUCTEMbl COOOWEHUSL O HENCEAMENbHBIX PeAKYUSIX.
Ilepeno3upoBka

Cumnmompi: 00Nb B JKUBOTE, TOIIHOTA, COHJMBOCTH (IOCIIC TpUeMa Iperapara B J03ax
10 640 Mr); Cym0oporH, CepAeYHO-IETOYHbIe OCIOKHEHUs (MOCe mprueMa OEeTarucTHHA B J103aX
6osiee 640 Mr, 0COOEHHO B COUETAHUH C TIEPEO3UPOBKON IPYTUX JIEKAPCTBEHHBIX CPEJICTB).
Jleuenue:  TIpOMBIBaHWUE  IKENyJKa, TMPHEM  aJCOPOCHTOB  (AaKTUBUPOBAHHOTO  YIJIA),
CHUMIITOMATUYECKAasl TEPaITHsI.

B3anmopeiicTBHe ¢ APYTrUMH JIE€KAPCTBEHHBIMH CPeACTBAMH
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AKLIMOHEPHOE OBLLIECTBO
MPOV3BOACTBEHHAS GAPMALIEBTUYECKAS

RENEWAL KOMMAHWS OGHOB/EHME
Ten./dakc: 8 (800) 200-09-95

HccnenoBanust iN VIVO, HampaBlICHHbIE Ha M3YYCHHE B3aUMOJCHUCTBHS C JAPYTUMHU
JICKAPCTBEHHBIMH TIperapaTtamMu, He MPOBOIMINCh. OCHOBBIBAasCh Ha JAHHBIX IN VItro, MOKHO
MPEAINOJIOKUTh OTCYTCTBUE WHTHOMPOBAHUS aKTMBHOCTH H30(epMEHTOB IuToxpoma P450 in
Vivo.

[To manHBIM HcclemoBaHui IN Vitr0 MHrHOMTOpPH MOHOAMHHOKCHAa3bl (MAQO), B TOM dYwHCie
cesniekTuBHbIe MHTHOMTOp! MAO mnoatuna B, mHrubupyror merabonusm OeraructuHa. [lpu
OJIHOBPEMEHHOM TNpUMEHeHuu ¢ uHruoutopamu MAO, B TOM UHCIIE CEJIEKTUBHBIMU
uaruoutopamu MAO noarumna B, BO3MOKHO MOBBITIIEHUE KOHIIEHTPAIIMU OETarucTUHA B TUIa3Me
KpOBHU.

BsaumopneiictBue GeraructuHa ¢ O1okatopamu Hi-rucTaMHHOBBIX pELENTOPOB TEOPETUYECKU
MOKET CHIKATh 3((EKTUBHOCTH OJTHOTO U3 3TUX JIEKAPCTBEHHBIX MIPENapaToB.

Oco0ble ykazanust

VY mnmanMeHToB C apTepUalbHOM TUIOTEH3HEW, OpOHXWAIbHOW acTMOM, S3BEHHOW OO0JE3HBIO
KeNyKa W/ WiIW ABEHAIIATUIEPCTHOW KHUIIKU Mpernapar cielyeT IPUMEHSTh ¢ OCTOPOKHOCTHIO
Y TI0JT KOHTPOJIEM JIEUAIlleTo Bpaya.

Biusinue Ha cOCOOHOCTDH YNIPABJISATh TPAHCIIOPTHBIMM CPeICTBAMHU, MEXaHN3MaMH
[Ipenapar beraructun PeneBan He BIMSET WIM OKa3blBaeT HE3HAYUTENIBLHOE BIUSHUE Ha
CIOCOOHOCTH K YIPABJICHUIO TPAHCIOPTHBIMH CPEICTBAMU U 3aHATUSAM JPYTUMHU MOTEHIUAIBHO
OTMACHBIMH BUJAMH JIEATEIBHOCTH, TPEOYIONIMMH MOBBIIICHHONW KOHIEHTpPAlMd BHUMAaHUS U
OBICTPOTHI ICUXOMOTOPHBIX PEAKIIHIA.

®opma BBIILYCKA

Tabmerku, 16 mr, 24 mr.

[To 10 TabmeTok B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY M3 IJICHKU MOJMBUHUIXJIOPUAHON U
($hobIH ATFOMUHUEBOM TICYaTHOM JTAKHPOBAHHOM.

3 KOHTypHBbIE slYeHKOBbIE YMakoBKM 1o 10 TabmeTok C HMHCTPYKIHMEH MO NPUMEHEHUIO
MOMENIAIOT B MAYKy U3 KapTOHA IS MOTPEeOUTENbCKOM Taphl (U1 J03UPOBKH 16 Mr).

3, 6 KOHTYpHBIX SYEWKOBBIX YMAaKOBOK Mo 10 TabmeTok ¢ MHCTPYKLHMEH MO NPUMEHEHHUIO
MOMENIAIOT B MAYKy U3 KapTOHA JJIs MOTPEeOUTENbCKOM Taphl (U1 JO3UPOBKH 24 MT).

YciaoBus XxpaHeHus

IIpu remnepatype He Bbie 25 °C.

XpaHUTb B HEOCTYITHOM JUIsl IETEN MecCTe.
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‘ | AKLIMOHEPHOE OBLLECTBO
— MPOM3BOACTBEHHAS ®APMALIEBTUYECKAS
RENEWAL KOMMAHUs OBHOB/EHWE

Ten./dakc: 8 (800) 200-09-95

Cpok rogHoctu

3 roga.

He npuMeHsTh 0 UCTEYEHUH CPOKA TOTHOCTH.
YcaoBus ornycka

OTnycKaroT 10 peLenTy.

Baagesen perncTpauMoHHOrO y10CTOBepPeHU

AxupnonepHoe o6mectBo «IIpousBoacTBenHas apmaneBTHueckas koMmnanus OOHOBIEHUE
Opunnuecknii anmpec: 633621, Hoocubupckas o061., Cy3yHckuit paitoH, pr. CysyH,
yi. Komuccapa 3sThkoBa, 1. 18.

Temn./dakc: 8 (800) 200-09-95.

Wurepuer: www.pfk-obnovlenie.ru

IIpounssoauTens/Oprannsanus, NPUHAMAKOLIAS IPETEH3UM OT NOTpeduTeei
IIpouzeooumenw

AxuunonepHoe o6mectBo «IIpousBoacTBennas dpapmaneBTuyeckas komnanuss OOHOBICHHE»
Aodpec mecma npouzeoocmaa

630096, r. HoBocubupck, yn. CrannmonHas, . 80.

Opeanuzayus, npuHUMAaowas npemensuu om nompeoumerei.

Axuunonepnoe o6mectBo «IIpousBoacTBenHas apmaieBTruueckas koMmmnanus OOHOBIECHUE)
630096, r. HoBocubupck, yin. Craniuonnasi, a. 80,

e-mail: pretenzii@pfk-obnovlenie.ru
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