. \ AKUMOHEPHOE OBLLIEECTBO
- =

NPOV3BOACTBEHHASA ®APMALIEBTUYECKASA
RENEWAL KOMMAHWS OBHOB/IEHUE
Ten./dakc: 8 (800) 200-09-95

B an RENEWAL

60 TabneTok no 24 Mr
AnA aneMa BHYTPb

beTarCcTuH PeHe

EMAPAT TMCTAMUHA

ne

NHCTPYKLMA
10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Beraructun PeneBaJ

Perucrpanuonnsrii Homep: JITT-006720

Toprosoe naumenoBanue: berarucrun PeneBan

Me:xayHapoaHoe HeIATEeHTOBAHHOE WJIM IPYNIUPOBOYHOe HAUMeHOBaHue: betaructun
JlekapcTBeHHas popMa: TabIETKU

Cocras Ha onHy Ta0/1eTKy

Heticmsyrowee seuwjecmso: OeraructuHa auruapoxiopun — 24,00 mr; ecnomoecamenvHble
sewjecmsa: TeINON03a MHUKpokpuctammueckas 102, mannuton (E421), Tanbk, AUMOHHOMN
KHUCTIOTHI MOHOTHUJIPAT, KPEMHHUS TUOKCU KOJUTOUAHBIH (a3pOCui)

Onucanue

Kpyrnple miockonuinHApUYeCKUe TaONeTKH Oenoro WM mo4th Oenoro msera ¢ ¢ackoil u

PHUCKOH.

betarnctmuH PeHeBan 24 mr Ne60: ckayaTb MHCTPYKLIMIO NO NPUMEHEHUIO Ha OPULMANbHOM canTe
npounssoaunTena
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AKLIMOHEPHOE OBLLIECTBO

MPOV3BOACTBEHHAS GAPMALIEBTUYECKAS

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

dapmakoTepaneBTHYeCKAs TPYNIA: TUCTAMHUHA Mperapar.

Kon ATX: NO7CA01

dapMaKoJI0rHyecKue CBOMCTBA

DapmakoounHamuka

MexanusMm JedcTBUS OETarucTUHA M3BECTEH TOJBKO dYacTUUHO. CyIIECTBYET HECKOJBKO
BO3MOJKHBIX TUIIOTE3, TOATBEPKICHHBIX JOKIUHUIECKUMU U KIMHUYECKUMU JTaHHBIMH:

Bruanue na cucmamunepauueckyio cucmemy

Yactuusblidi  aroHuct Hi-TUCTAaMHHOBBIX M aHTAaroHUCT Hs-rHCTaMUHOBBIX PELENTOPOB
BECTHOY/ISPHBIX siiep IHeHTpaigbHoi HepBHOU cuctembl (L[HC), oGnamaer He3HAUYUTENBHOM
aKTUBHOCTHIO B oTHOmIEeHHH Ho-penientopoB. beraructun yBennunBaer oOMEH THCTaMUHA B €r0
BBICBOOOK/IGHHE TIyTeM OJOKUPOBAHUS NPECHHANTHYECKUX H3-penentopoB W CHIKEHHS
kosimdecTBa Hs-perentopos.

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

CornacHO [OKJIMHMYECKAM HCCIEIOBAHUSM OETaruCTHH YIydllaeT KpOBOOOpalleHHe B
COCY/MCTOM TMOJIOCKE BHYTPEHHETO yXa 3a CyUeT pacciabiieHus MpeKanwUISPHBIX COUHKTEPOB
COCY/IOB BHYTpPEHHETo yxa. Taxke moka3zaHO, 4TO OETarCTUH YCHJIMBAE€T KPOBOTOK B FOJIOBHOM

MO3re y 4€jiOoBCKa.

Obnezuenue npoyecca yeHmpaibHoOU 6eCMUOYIAPHOU KOMIEHCAYUU

beraructuH ycKopsieT BOCCTAHOBIICHHE BECTHOYISPHOW (YHKIHMHM Yy IKHUBOTHBIX IIOCIIE
OJTHOCTOPOHHEH BECTHUOYISPHON HEWPIKTOMHH, YCKOpsisi U oOyeryas I[EHTPaJIbHYIO
BECTHOY/ISPHYIO KOMITCHCAIIMIO 32 CUET aHTaroHu3ma ¢ Ha-rucTaMuHOBBIMH PELIEITOPAMH.
Bpemsi BoccTaHOBJIGHHSI TIOCJIE€ BECTHOYISPHON HEUPIKTOMHHM Yy 4YeNOBEKa TPU JICUYCHHUU
0ETaruCTUHOM TAaK)KE YMECHBIIIACTCS.

Bo3zbyoicoenue netiponog 6 secmubyisapHvix 10pax

J10303aBUCHUMO CHHKAET TEHEpalMi0 TMOTEHIUAIOB JEHCTBUS B HEMpPOHAX JaTepalbHbIX M
MeHalbHBIX BECTUOYISIPHBIX SAEP.

dapMakoTHAMHYECKHE CBOICTBA, BHISIBIICHHBIE HA )KUBOTHBIX, 00€CIIEYMBAIOT TOJIOKUTEIbHBIN

TepaneBTHUecKui ekt OeTarncTHa B BECTUOYIISIPHOM cucteMe.

BetarnctuH PeHeBan 24 mr Ne60: ckayaTb MHCTPYKLIMIO MO MPUMEHEHMNIO Ha odULIMaNbHOM canTe
npons3soamnTens
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AKLIMOHEPHOE OBLLIECTBO
MPOV3BOACTBEHHAS GAPMALIEBTUYECKAS

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

D¢ dexTuBHOCTS OeTarrcTiHa ObUIA MPOJAEMOHCTPUPOBAHA Yy IAIMEHTOB C BECTUOYISPHBIM
TOJIOBOKPY)KEHHEM U CHHAPOMOM MeHbepa, YTO MPOSBISUIIOCh YMEHBIIEHHEM BBIPA)KEHHOCTH U
YaCTOTHI T'OJIOBOKPYKEHHUH.

Dapmakokunemuxa

Bcacvieanue

[Ipu mepopasibHOM TpueMe OeTarucTUH OBICTPO MW TPAKTUYECKH TIOJHOCTBIO BCACHIBACTCS B
xenynouno-kumeynom Tpakte (OKKT). ITlocme BcacbiBanust mnpemnapaT OBICTPO W TOYTH
MOJIHOCTBhIO MeTaloJIn3upyeTcsi ¢ oOpa3oBaHMEM METaboIuTa 2-TUPUIMIIYKCYCHOM KHCIIOTHI.
Konnentpanust OeraructiHa B IUla3Me  KPOBH  O4YeHb HHU3Kas. TakuM  oOpasom,
(apMaKOKMHETHYECKHE aHAJM3bl OCHOBAaHBI HAa W3MEPEHHHM KOHIICHTPAIlMH METa0oInTa
2-TTUPUAITYKCYCHON KUCIIOTHI B IIa3Me KpoBU M Moue. Ilpu mpueme OeTarucTuHa C MHIICH
MakcuMaiibHass KOHIEHTpaust (Cmax) B KPOBH HIDKE, YeM TMpH mpreMe Haromiak. OJHaKo
cyMMmapHasi abcopOrus OeTarucTuHa OJMHAKOBAa B OOOMX CIIyYasiX, 4TO yKa3bIBaeT Ha TO, YTO
MIpUeM MHUILIY JIMIIb 3aMeJIsIeT BCachlBaHWE OETarkCTUHA.

Pacnpeoenenue

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

Memabonusm

[locne BcachiBanust OeTarucTWH OBICTPO M IOYTHU IMOJIHOCTBIO METa0OJIM3UPYETCS C
oOpa3oBaHueM MeTaboiuTa 2-MUPUAWIYKCYCHOM  KHCIIOTBI, KOTOpBHIM He oOnamaer
(bapMaKoIOruyecKko AakTHUBHOCTBIO. Cmax 2-THPUIMIYKCYCHOM KHUCIOTHI B IUIa3Me€ KpOBU
(v Moue) JocTuraeTcs 4epes yac mocie npuema. [leproa nmoayssiBeaenus (T12) cocraBiser

npubIM3uTeNbHO 3,5 yaca.

Buigeoenue

2-MIUPUAUITYKCYCHAsI KUCIIOTa ObICTPO BBHIBOJAUTCS uepe3 mouku. [Ipu mpueme mpemnapara B 103€
8-48 mr oxono 85 % HauanpbHOW 1036l OOHapyKMBaeTcs B Moue. BriBereHue OeTarucTtuHa
MOYKaMH UITU Yepe3 KUIIICUHUK He3HAYUTENBHO.

CKopocTh BBIBEIEHHUSI OCTAETCsl MOCTOSHHOM mpH mpueme 8-48 Mr OeTarucTHHa, yKas3biBas Ha
TUHEHHOCTh  (apMAaKOKMHETUKH  OeTarucTuHa, W  TO3BOJSET  MPENANOJIOKUTh,  YTO

3aJIeiiICTBOBAHHBIN MeTa00INYECKUI IIyTb OCTACTCA HCHACBIIIICHHBIM.
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AKLIMOHEPHOE OBLLIECTBO
MPOV3BOACTBEHHAS GAPMALIEBTUYECKAS

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

IMoka3zanusi K NPpUMEHEHHN IO

Cunnpom Menbepa, XapakTepU3YIOIUNUCS OCHOBHBIMU CUMITTOMAMU:

— TOJIOBOKPYKCHHE, COTIPOBOK/IAIOIICECS TOITHOTOW/PBOTOM;

— CHIDKEHHE cllyXa (TYroyXocCTh);

— IIIyM B YIIIax.

CumnToMaTH4ecKoe JIeYCHNUE BECTUOYIISIPHOTO TOJIOBOKPYKEHUS (BEPTHUTO).
IIpoTuBoNOKa3aHUA

[ToBbilieHHAsT YYBCTBUTEIBHOCTh K OETaruCTUHY W JPYrUM KOMIIOHEHTaM IIpernapara;
(dbeoxpomMoruTomMa; OCPEeMEHHOCTh, TEPHOJ] TPYAHOTO BCKapMJIMBaHHS; BO3pacT A0 18 et
(3¢ dekTUBHOCTE U 6€30TIaCHOCTh HE YCTAHOBJICHBI).

C 0CTOPOKHOCTHIO

S3BeHHas 00JIe3HB XKEIyAKa W/WIN ABEHAAIATUTIEPCTHON KHUIIIKH; OpOHXHAIbHAS acTMa.
IlpumeHeHnune npu 6epeMeHHOCTH M B NEPHO/I IPYAHOT0 BCKAPMJIUBAHUS

bepemennocms

[IpoTrBOMOKa3aHO TPUMEHEHHUE MpernapaTa B CBSI3U C OTCYTCTBHEM JOCTATOYHOTO KOJIMYECTBA
JaHHBIX O 0€30MacHOCTH €ro NpuMeHeHus npu 0epeMeHHOCTU. Ecian 6epeMeHHOCTh BhISIBICHA B
MIEPHO/I JIEYSHHUsI TpenapaToM, Ipenapar cieayeT OTMEHUTD.

Ilepuoo epyonoco ecxapmausanus

HeusBectHo, BbiaensieTcss 71U OETarucTUH C TPYyAHBIM MOJOKOM. Ecnu mpuem mpemapata
HE0OX0IUM B MIEPUO/I IPYIHOTO BCKAPMIIMBAHMSI, KOPMIIEHUE TPYAbIO ClIEyeT IPEKPaTUTh.
Cnoco0 npuMeHeHHs M 103bI

BuyTpb, BO BpeMst €/bl, HE pa3KeBbIBas, 3aMuBas HEOOIBIIUM KOJTUYECTBOM BOJIBI.

Tabaemxu, 16 me: 10 Y2-1 TabneTke 3 pasa B CyTKH.

Tabnemxu, 24 me: o 1 Tabnerke 2 paza B CyTKH.

MakcumainbHas cyroyHas 103a — 48 Mr.

Jlo3y cnenyet moadupaTh WHANBUAYAIBHO B 3aBUCHMOCTH OT PEaKIIUU Ha JICYeHUE. YIIydllleHHe
WHOTJIa HAONIONaeTCsl TOJBKO Yepe3 HECKOJbKO HeAenb JiedeHHs. Haumydinme pes3ynbTaTsl
WHOT/Ia JIOCTUTAIOTCA TOCJIE€ HECKOJIbKMX MECSLEB JeueHusd. Vmerorcs AaHHbIE O TOM, YTO
Ha3HAauYeHHWe JIeYeHHs] B Hauaje 3a00JIeBaHMs MPENOTBpAIllaeT €ro MpOTrPECCHpPOBAHUE W/HIU

MOTECPIO CIIyXa Ha Ooitee O3AHUX CTaJHAX.

BetarnctuH PeHeBan 24 mr Ne60: ckayaTb MHCTPYKLIMIO MO MPUMEHEHMNIO Ha odULIMaNbHOM canTe
npons3soamnTens



https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/products/betagistin-24-mg-60/
https://www.renewal.ru/products/betagistin-24-mg-60/

AKLIMOHEPHOE OBLLIECTBO
MPOV3BOACTBEHHAS GAPMALIEBTUYECKAS

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

Y mnanveHToB ¢ MOYEYHOM WIJIM TMEYEHOYHOW HEJOCTAaTOYHOCTHIO, a TAKKE Yy IMAILMEHTOB

MOXHJIOTO BO3pacTa KOPPEKLUH 03kl HE TpeOyeTCsl.

Ilo6ounoe neiicTBHE

Yactora pa3Butus HexenarenbHbix  peakmmit (HP)  kmaccudunupoBana  coriacHo
peKOoMeHIanusIM BceMHUpHOW OpraHM3aliii 37paBOOXPAHEHHUS, a TaKKe CHUCTEMHO-OPTaHHBIX
KJIACCOB MEIUIIMHCKOTO CJIOBapsl [UIsi HOPMaTHBHO-TIpaBoBoW nesitenbHOCTH MedDRA,
XapakTepusyercss  Kak: odeHb yacto (>1/10); wacro (> 1/100, < 1/10); meuacro
(>1/1000, < 1/100); penko (> 1/10000, < 1/1000); ouenp peako (< 1/10000); wactoTa
HEHM3BECTHA.

Hapywenus co cmoponbl UMMYHHOU —CcuUCmeMbl: YacTOTa HEHM3BECTHA —  pEaKIUu
THIIEPYYBCTBUTEIILHOCTH, B TOM YHCIIE aHa(QUIaKTHYECKast PEaKilysl, aHTHOHEBPOTHYCCKHIA OTEK,
KpaIruBHHIIA.

Hapywenus co cmoponvl yeHmpaibHOU HepeHOIl CUCmeMbl. 4acTO — TOJIOBHAsS 00Tb.

Hapywenus co cmopoHbl 2cey0OuHO-KUMEUH020 mpaKkma: 9acTo — TOIIHOTA M JUCIICIICHS,
JacTOTa HEM3BECTHA — PBOTA, OMUIYIICHHE TSXKECTH B AIUTACTPUH, a0JI0MHHAIbHBIC OOJIH,
B3IyTHE HUBOTA. DTU 3()(DEKTh 0OBIYHO HUCUE3AIOT TOCIIE MpUeMa Ipenapara OJHOBPEMEHHO C
MUIIEH WK TOCIIEC CHIKCHUS 103bI.

Hapywenus co cmopomwl Kodicu 1 ROOKONICHBIX MKAHel. 4acCTOTa HEU3BECTHA — 3Y/I U ChIIIb.
Baoicrno coobwame o pazeumuu HedcenramenbHulxX peakyull ¢ Yeavio 00ecneyenus HenpepbieHO20
MOHUMOPUH2A OMHOWLEHUSI NOJb3bl U PUCKA JeKapcmeenno2o npenapama. Eciu nobvie uz
VKA3AHHbIX 6 UHCMPYKYUU NobOuHbIX 3¢phexmos ycyeyonsiomes, unu Boi 3amemunu nobvle
opyaue nobounvie d¢hghekmoul, He YKA3aAHHLIE 8 UHCMPYKYUU, CooOwume 00 2MOM 6payy.
Meouyunckue pabomuuxu coodwaiom o mOObIX HENCENAMENbHbIX PEaAKYUSIX NeKaAPCMBEEHHO20
npenapama uepes HAYUOHAIbHbIE CUCTNEMbL COOOUECHUSL O HEeXHCEIAMENbHbIX PeAKYUSIX.
Ilepeno3upoBka

Cumnmompl: 00b B KUBOTE, TOILIHOTA, COHJIMBOCTH (TOCNIE TpHEeMa Mpermaparta B J03aX
10 640 Mr); CymI0porH, CepACYHO-IETOYHbIe OCIOKHEHUs (MOCie mprueMa OEeTarucTHHA B J103aX

6osiee 640 M, 0COOEHHO B COUETAHUU C TIEPEJO3UPOBKON IPYTUX JIEKAPCTBEHHBIX CPE/ICTB).
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AKLIMOHEPHOE OBLLIECTBO

MPOV3BOACTBEHHAS GAPMALIEBTUYECKAS

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

Jleuenue:  TIpOMBIBAaHUE  JKEIyAKa, MpuUeM  aACOpOEHTOB  (AaKTMBUPOBAHHOIO  YIJIs),
CUMITOMAaTHYeCKasi Tepanusl.

B3anmopeiicTBHe ¢ APYrUMH JIeKAPCTBEHHBIMH CPeACTBAMM

HccnenoBanust iN - VIVO, HamnpaBlICHHbIE Ha M3YYCHHE B3aUMOJCHUCTBHS C JAPYTUMH
JICKaPCTBEHHBIMH TIperapaTtaMu, He MPOBOIMINCh. OCHOBBIBAasCh HA JAHHBIX IN VItro, MOXKHO
MPEAINOJIOKUTh OTCYTCTBUE WHTHOMPOBAHUS aKTMBHOCTH H30(epMEHTOB IuToxpoma P450 in
vivo.

[To manHBIM HcclemoBaHui IN Vitr0 MHrHOMTOpPH MOHOAMHHOKCHAa3bl (MAQO), B TOM dYwHcie
cesniekTuBHbIe MHTHOUMTOp! MAO mnoatuna B, mHrubupyror merabonusm Oeraructuna. [lpu
OJIHOBPEMEHHOM TpHUMeHeHuu ¢ uHruoutopamu MAO, B TOM 4YHCIIE CEJIEKTHUBHBIMU
narnoutopamu MAO noarumna B, BO3MOKHO MOBHITIIEHUE KOHIIEHTPAIIMU OETaruCTUHA B TUTa3Me
KpOBHU.

BsaumopneiictBue GeraructuHa ¢ O1okatopamu Hi-rucTaMHHOBBIX pELENTOPOB TEOPETUUYECKU
MOJKET CHUXKATh 3(P(PEKTUBHOCTH OJTHOTO U3 3TUX JIEKAPCTBEHHBIX MpENapaToB.

Oco0ble ykazaHust

VY manmueHToB ¢ apTepuaibHON THUIOTEH3MEH, OpPOHXMATBHOM acTMOM, SI3BEHHOW O0JIC3HBIO
KeNyJKa W/UiIU IBEHaJAATUIIEPCTHON KHUILKM IpenapaT cielyeT NPUMEHATb C OCTOPOKHOCTBIO
U II0JT KOHTPOJIEM JIEHAILlero Bpaya.

Biusinue Ha ClIOCOOHOCTH YNIPaBJIATH TPAHCIIOPTHBIMH CPEICTBAMHU, MEXaHU3MaMH
IIpenapar berarnctun PeneBasl He BIMAET WIM OKa3blBaeT HE3HAYUTEIBHOE BIIMSHUE HA
CIOCOOHOCTh K YNPaBJIECHUIO TPAHCIIOPTHBIMU CPEJACTBAMU U 3aHATUAM JPYTUMH HOTEHIMATIbHO
ONAaCHBIMU BHUJIAMU JIEATEIILHOCTH, TPEOYIOLIMMH IOBBIIICHHON KOHLEHTpAllMd BHUMAaHUS U
OBICTPOTHI ICUXOMOTOPHBIX pPEaKIUil.

®opma BBIIIYCKA

Tabmerku, 16 mr, 24 mr.

ITo 10 TabmeTok B KOHTYPHYIO SUYEHKOBYIO YIAKOBKY M3 IUIEHKH MOJUBUHWIXJIOPUIHONW U
(bosbry ANMIOMUHUEBON TIEYaTHOHN JTaKUPOBAaHHOM.

3 KOHTYpHBIE s4YeWKOBble yMakoBkM Mo 10 TabneTok ¢ MHCTPYKIHMEH MO NPUMEHEHHUIO
MOMEUIAIOT B MAYKy U3 KapTOHA IS MOTPEeOUTENbCKOM Taphl (U1 J03UPOBKH 16 Mr).

3, 6 KOHTYpPHBIX SYEHKOBBIX YMAaKOBOK 1o 10 TabmeTok ¢ MHCTPYKLUMEH MO NPUMEHEHHUIO

MOMENIAIOT B MAYKy U3 KapTOHA IS MOTPEOUTENbCKOM Taphl (U1 JO3UPOBKH 24 MT).

BetarnctuH PeHeBan 24 mr Ne60: ckayaTb MHCTPYKLIMIO MO MPUMEHEHMNIO Ha odULIMaNbHOM canTe
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RENEWAL KOMMAHWS OGHOB/EHME
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YciaoBus XxpaHeHust

[Ipu remnepatype He Bbiie 25 °C.

XpaHUTh B HEJOCTYITHOM JIJIsI IETEH MecTe.
Cpok rogHoctu

3 roxa.

He nmpumeHsITh 0 UCTEYSHUH CPOKA TOTHOCTH.
YcaoBust ormycka

OTnycKaroT 1o peLenTy.

Baanenen perucTpauMmoHHOr0 yJ10CTOBEpPEeHUs

AxnmonepHoe obmiectBo «IIponsBoacTBeHHas hapmarieBTrudeckas kommanus OOHOBIICHUE)»
Opunnuecknii ampec: 633621, HosocubOupckas o061., Cy3yHckuii paiton, pi. Cy3yH,
yi. Komuccapa 3sThkoBa, 1. 18.

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

Hutepuer: www.pfk-obnovlenie.ru

IpousBoauTen/Opranusanus, NPUHUMAKOIIAS PETEH3UH OT MOTpPeduTe el
IIpouzsooumenw

Axuunonepnoe o6mectBo «IIpousBoacTBennas dpapmaieBruyeckas komnanus OOHOBICHHE»
Aodpec mecma npouzeoocmaa

630096, r. HoBocubupck, yn. CranimonHas, . 80.

Opeanuzayus, npuHUMAaowas npemensuu om nompeoumerei.

Axuunonepnoe o6mectBo «IIpousBoacTBenHas apmaieBTrueckas koMmmnanus OOHOBICHUE)
630096, r. HoBocubupck, yn. Crtannuonsas, . 80,

e-mail: pretenzii@pfk-obnovlenie.ru
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