_ AKUMOHEPHOE OBLLIECTBO
MPON3BOACTBEHHAA PAPMALIEBTUYECKAA

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

- =
B an RENEWAL

60 TabneTok no 24 mr
ana npueM‘a BHYTPI-’

BeTarucTuH PeHe

EMAPAT TMCTAMUHA

npe

NHCTPYKLMA
10 MEJUIITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Berarnctun PeneBaJ

Perucrpauuonnbiii Homep: JII1-006720

Toprosoe HaumenoBanue: beraructun PeneBan

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

Cocras Ha oaHy Ta0/aeTKy

Heticmsyrowee seuwjecmso: Oeraructuna auruapoxinopua — 24,00 wmr; ecnomoecamenvHvle
sewjecmsa: TEITION03a MHUKpokpuctamnueckas 102, mannuton (E421), Tanbk, AMMOHHOMN
KHCTIOTHI MOHOTHUIPAT, KPEMHHUS TUOKCU KOJUTOUAHBIHN (a3pOCH)

Onucanue

Kpyrnple miockomuIMHApUYECKHE TaONeTKH OeNoro WiM mo4tu Oenoro msera ¢ ¢ackoil u

PHUCKOH.

betarnctuH PeHeBan 24 mr Ne60: ckayaTb MHCTPYKLIMIO NO NPUMEHEHUIO Ha OPUMLMANbHOM canTe
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MPOM3BOACTBEHHAS GAPMALIEBTUYECKAS

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

dapmakoTepaneBTHYECKAs IPYNIA: THCTAMHUHA MIpenapar.

Kon ATX: NO7CAO01

dapMaKoJI0rHyecKue CBOMCTBA

DapmakoounHamuka

MexanusMm JeHcTBUS OETarucTUHA M3BECTEH TOJBKO dYacTUUHO. CyIIECTBYET HECKOJBKO
BO3MOJKHBIX TUIIOTE3, TOATBEPKICHHBIX JOKIUHUYECKUMU U KIMHUYECKUMU JaHHBIMH:

Bruanue na cucmamunepauueckyio cucmemy

Yactuusblidi  aroHuct Hi-TUCTAaMMHOBBIX M aHTAaroHUCT H3-rHCTaMUHOBBIX PELENTOPOB
BeCTHOYIISIpHBIX sifiep ImeHTpanbHOoU HepBHOW cuctembl (IIHC), obGnamaer He3HaunTEIHHOM
aKTUBHOCTHIO B oTHOmEeHNH Ho-perientopoB. berarnuctun yBennunBaer oOMEH THCTaMUHA B €r0
BBICBOOOK/IGHHE TIyTeM OJOKUPOBAHUS NPECHHANTHYECKUX H3-penentopoB W CHIDKEHHS
kosimdecTBa Hz-penentopos.

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

CornacHO [OKJIMHMYECKAM HCCJIEIOBAHUSM OETaruCTHH YIydllaeT KpOBOOOpalleHHe B
COCY/MCTOM MOJIOCKE BHYTPEHHETO yXa 3a CyeT paccilabiieHus MpeKanwUISPHBIX COUHKTEPOB
COCY/IOB BHYTpPEHHETo0 yxa. Taxke moka3zaHO, 4TO OETarCTUH YCHJIMBA€T KPOBOTOK B FOJIOBHOM

MO3re y 4€jIOBCKa.

Obnezuenue npoyecca yenmpaibHoU 6eCMUOYIAPHOU KOMIEHCAYUU

beraructuH ycKopsieT BOCCTAHOBIICHHE BECTHOYISIPHOW (YHKIHMHM Yy IKHUBOTHBIX IOCIIE
OJTHOCTOPOHHEH  BECTHUOYISPHON HEWPIKTOMHH, YCKOpsisi U oOJyieryas I[EHTPaJIbHYIO
BECTHOYJISPHYIO KOMITCHCAIIMIO 32 CUET aHTaroHu3ma ¢ H3-rucTaMuHOBBIMH PELIEITOPAMH.
Bpemsi BOcCTaHOBJIGHHS TIOCIE BECTHOYISPHON HEWPIKTOMHHM Yy 4YeNOBEKa INPU JICUYCHHUU
0eTaruCTUHOM TaK)KE YMECHBIIACTCS.

Bo3zbyoicoenue netiponog 6 secmubynsapHvix 10pax

J10303aBUCHMO CHHKAE€T TEHEpalUui0 TMOTEHIMAIOB JEHCTBUS B HEMpPOHAX JaTepalbHbIX W
MeHalbHBIX BECTUOYISIPHBIX SAEP.

dapMakoMHAMHYECKHE CBOICTBA, BBISIBIICHHBIE HA )KUBOTHBIX, 00€CIIEYMBAIOT MOJIOKUTEIbHBIN

TepaneBTHYecKui 3¢dekT OeTarncTHa B BECTUOYIISIPHOM cucteMe.
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D¢ dexTuBHOCTH OeTarrcTiHa ObUIA MPOAEMOHCTPUPOBAHA Yy IAIMEHTOB C BECTUOYISPHBIM
rOJIOBOKPYKEHUEM M CUHIAPOMOM MeHbepa, 4To MPOSIBIISIIOCh YMEHBIIEHUEM BBIPA)KEHHOCTH U
4aCTOTHI T'OJIOBOKPYKEHHUH.

Dapmakokunemuxa

Bcacvieanue

[Ipn nepopanbHOM mpueMe OeTaruCTUH OBICTPO M MPAKTUYECKH IOJHOCTHIO BCAChIBAECTCS B
xenynouno-kumeuyHom Tpakte (OKKT). Tlocnme BcackiBanus mnpemnapaT OBICTPO W TOYTH
MOJIHOCTBhIO MeTaloJIn3upyeTcss ¢ oOpa3oBaHMEM METaboIUTa 2-TUPUIMIYKCYCHOM KHCIOTHI
KoHuenTtpauus OerarucTuHa B IUIa3ME€ KpPOBM O4YeHb HU3Kas. Takum  oOpasom,
(hapMakOKMHETHYECKWE aHaJdu3bl OCHOBaHbl HAa HW3MEpPEHHH KOHIEHTpaluuu MeTabonura
2-MUPUAUIYKCYCHOM KHUCIIOTHI B Ija3Me KpoBU U Moue. [Ipu mpueme OeraructvHa ¢ muinen
MakcuManbHas KOHUEHTpauusi (Cmax) B KPOBM HUXKe, 4eM Hpu mpueMe Haromak. OmHako
cyMMapHasi abcopOrus OeTarucTuHa OJMHAKOBAa B OOOMX CIIyYasiX, 4TO yKa3bIBaeT Ha TO, YTO
MIpUEM MUY JIMIIb 3aMeJIsIeT BCachlBaHWE OETarkCTHHA.

Pacnpeoenenue

Casi3pIBaHMe OeTarucTuHa ¢ O€ITKaMH TUTa3Mbl KPOBH COCTaBIIIET MeHee S5 %.

Memabonusm

[locne BcachiBanust OeTarucTWH OBICTPO M IOYTHU IMOJIHOCTBIO METa0OJIM3UPYETCS C
oOpa3oBaHueM MeTaboMTa 2-MUPUAWIYKCYCHOM  KHCIIOTBI, KOTOpBHI He oOnamaer
(bapMaKoJIOruyecKo AakTHUBHOCTBIO. Cmax 2-TMHPUIMIYKCYCHOM KHCIOTHI B IUIa3Me€ KpOBU
(um Moue) gocturaercs uyepes yac nocie npuema. Ilepuon momnyssiBenenust (T12) cocraBmisier

npubIM3uTeNHHO 3,5 yaca.

Buiseoenue

2-NUPUUITYKCYCHAsE KUCIIOTa OBICTPO BBIBOAMTCS uepe3 nouku. [Ipu npueme mpenapara B 103e
8-48 Mr oxono 85 % HauvanpHOW 03Bl OOHapyXkHBaeTcs B Moue. BpiBeneHue OerarucruHa
IIOYKaMH MJIU Yepe3 KUIIEUHUK HE3HAYUTEIBHO.

CKOpoCTb BBIBEJICHUS OCTaeTcs MOCTOSHHOW npH mpueme §-48 Mr OerarucrtuHa, ykasbIBas Ha
JUHEWHOCTh  (papMAKOKMHETHKH  OeTarucTuHa, W  TO3BOJIIET  HPEINOJIOKUTh,  YTO

3aJIeiiICTBOBAHHBIN MeTab0INYECKUI IMyTb OCTACTCA HCHACBIIIICHHBIM.
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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

[ToBbIllieHHAst YYBCTBUTEIBHOCTh K OCETaruCTUHY W JPYrUM KOMIIOHEHTaM IIpernapara;
(dbeoxpomMoruTomMa; OCpPEeMEHHOCTh, TEPHOJ] TPYAHOTO BCKapMJIMBaHHS; BO3pacT A0 18 et
(3¢ dekTHBHOCTH ¥ 6€30TIaCHOCTh HE YCTAHOBJICHBI).

C 0CTOPOKHOCTHIO

S3BeHHast 00JIe3HB XKEIyAKa W/WIN ABEHAAIATUTIEPCTHON KHUIIIKH; OpOHXHAIbHAS acTMa.
IlpumeHeHnune npu 6epeMeHHOCTH M B NEPHO/I IPYAHOI0 BCKAPMJIUBAHUS

bepemennocms

[IpoTrBONOKAa3aHO TPUMEHEHUE MpernapaTa B CBSI3U C OTCYTCTBHEM JOCTATOYHOTO KOJIMYECTBA
JaHHBIX O 0€30MacHOCTH €ro NpuMeHeHus npu OepeMeHHOCTU. Ecian 6epeMeHHOCTh BhISIBICHA B
MIEPHO/T JICYUSHHU I IPEnapaToM, Ipenapar cleayeT OTMEHUTD.

Ilepuoo epyonoco eckapmausanus

HeusBectHo, BbiAensieTcss nu OETarucTUH C TPYyAHBIM MOJOKOoM. Ecnu mpuem mpemapata
HE0OX0IUM B MIEPUO/I IPYIHOTO BCKAPMIIMBAHMUSI, KOPMIIEHUE TPYAbIO ClIEyeT IPEKPaTUTh.
Cnoco0 npuMeHeHus U 103bI

BuyTpb, BO BpeMst €/1bl, HE pa3KeBbIBasl, 3alluBas HEOOIBIIUM KOJIMYECTBOM BOJIbI.

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

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

MakcumanbHas cyroyHas 703a — 48 Mr.

Jlo3y cienyet moadupaTh WHANBUAYAIBHO B 3aBUCHMOCTH OT PEaKIIUU Ha JICYeHUE. YIIydllIeHHe
WHOTJIa HaONIOaeTcsl TOJBKO Yepe3 HECKOJbKO Helenb JiedeHus. Haumydinme pes3ynbTaTsl
WHOT/Ia JIOCTUTAIOTCA TIOCJIE€ HECKOJIbKMX MECSUEeB JieueHusd. Mmerorcs aaHHbIE O TOM, YTO
Ha3HAauYeHHUe JIeYeHHs] B Hauaje 3a00JieBaHMs MPENOTBpAIaeT €ro MpOTPECCHPOBAHUE H/HIU

MOTECPIO CIyXa Ha Ooltee O3AHUX CTaJHAX.
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Y mnanMeHToB ¢ MOYEYHOM WIJIM TMEYEHOYHOW HEJOCTAaTOYHOCTBIO, a TAKKE Yy IMAILMEHTOB

MOXHJIOTO BO3pacTa KOPPEKLUH 03kl HE TpeOyeTCsl.

Ilo6ounoe neiicTBHE

Yactora pa3Butus HexenarenbHbix  peakimit (HP)  kmaccudunupoBana  coriacHo
pexoMeHaanusIM BceMupHOW opraHuM3anuy 37ApaBOOXPAaHEHHUS, a TAKKE CHCTEMHO-OPTaHHBIX
KJIaCCOB MEIUIIMHCKOTO CJOBapsl [UIsi HOPMaTHBHO-TIpaBoBoi nestenbHOCTH MedDRA,
XapakTepusyercs  Kak: o4yeHb 4acto (=1/10); wacro (= 1/100, < 1/10); HeuacTo
(= 1/1000, < 1/100); penko (> 1/10000, < 1/1000); ouenr peaxko (< 1/10000); wacTtoTa
HEM3BECTHA.

Hapywenus co cmopouvbl UMMYHHOU  cucmembl. YacTOTa HEW3BECTHA — pPEaKIUU
TUIIEPYYBCTBUTEIHHOCTH, B TOM YHCIIe aHA(UITAKTHIECKasT PEaKIisl, aHTHOHEBPOTUYCCKUH OTEK,
KpanuBHULIA.

Hapywenus co cmoponvl yenmpanvHou Hep8HOt cucmemyl: 9acTO — TOJIOBHASI 00JTb.

Hapywenus co cmoponul dcenyoouno-kuuieyHo2o mpaxkma: 4acTo — TOIIHOTA U JHCIIETICHS;
yacToTa HEM3BECTHAa — PBOTA, ONIYIIEHHWE TSHKECTH B SIUTACTPUM, abJ0MUHAJIbHBbIE OO0JIH,
B3/yTHE KHUBOTA. DTH 3()()eKThl 0OBIYHO MCUE3a0T MOCIie IpUeMa ImpenapaTa OJHOBPEMEHHO C
MU WU TOCJIe CHUYKEHUSI TO3BI.

Hapywenus co cmopoHwl Kodtcu 4 NOOKOJNCHBIX MKAHel: 4YaCTOTa HEU3BECTHA — 3Y/1 U CHIIb.
Baoicrno coobwame o pazsumuu HedicenamenvbHbvix peakyuil ¢ yenivto odecneyeHus HenpepuleHO20
MOHUMOPUH2A OMHOWEHUs. NOJb3bl U PUCKA JleKapcmeeHHo2o npenapama. Ecau nwobdvlie u3
VKA3AHHBIX 8 UHCMPYKYuU nobouHwvlx 3¢hghexmos ycyeyonaromces, uiu Buol samemunu nwobvie
opyeue nobounvie d¢hghekmoul, He YKA3AHHLIE 8 UHCMPYKYUU, COo0Owume 00 2MOM 6payy.
Meouyunckue pabomuuxu coodowaom o a00bIX HeICelamenbHbIX PeaKyusx 1eKapCmeeHHO20
npenapama uepe3 HaYUOHAIbHble CUCTNEMbL COOOWEHUS O HeHCETIAMeNbHbIX PeaKyUsx.
Ilepeno3upoBka

Cumnmomspi: 0OOIIb B JKHMBOTE, TOIIHOTA, COHJMBOCTh (TOCJE MpHeMa TMpernapara B A03aX
1o 640 mr); cyIoporu, cepleYHO-JIerOYHbIe OCIIOKHEHHUs (Tocie nmpueMa O0eTarucThHa B J03aX

6osee 640 Mr, 0cOOEHHO B COYETAaHUH C TIEPEIO3UPOBKOM JPYrUX JIEKAPCTBEHHBIX CPEJICTB).
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Jleuenue:  TIpOMBIBAaHUE  JKEIyAKa, MpUeM  aACOpPOEHTOB  (AaKTMBUPOBAHHOIO  YIJIs),
CUMITOMAaTHUYeCKasi Tepanusl.

B3anMmopeiicTBHe ¢ APYrUMH JIeKAPCTBEHHBIMH CPeACTBAMH

HccnenoBanuss in vivo, HanpaBJICHHbIE HAa HW3y4YEHUE B3aUMOJACUCTBUA C JPYrUMHU
JIEKapCTBEHHBIMU TIperaparaMmu, He MpoBOAMINCH. OCHOBBIBAasICh HAa JaHHBIX in Vitro, MOKHO
MIPENIOJIOKUTh OTCYTCTBUE MHTMOMPOBAaHUS aKTMBHOCTU H30(pepMeHTOB LuToxpoma P450 in
Vivo.

[To maHHBIM HccnenOBaHUM in Vitro UHTMOMTOpPHI MOHOaMHHOKcHAa3zbl (MAQO), B ToM 4ucie
cesniekTuBHbIe MHTHOUTOpH! MAO mnoatuna B, mHrubupyror merabonuszm Oeraructuna. [lpu
OJIHOBPEMEHHOM TNpUMeHeHuu ¢ uHruoutopamu MAO, B TOM 4YHCIIE CEJIEKTHUBHBIMU
narnoutopamu MAO noarumna B, BO3MOKHO MOBHITIIEHUE KOHIIEHTPAIIMU OETaruCTUHA B TUIa3Me
KpOBH.

BsaumopneiictBue GeraructuHa ¢ Omokatopamu Hi-rucTaMHHOBBIX pELENTOPOB TEOPETUUYECKU
MOJKET CHMUXKATh 3(P(PEKTUBHOCTH OJTHOTO U3 3TUX JIEKAPCTBEHHBIX MpPENapaToB.

Oco0ble ykazaHust

VY manmueHToB ¢ apTepuaibHOM THUIOTEH3MEH, OpPOHXMATBHOM acTMOM, SI3BEHHOW O0JIE3HBIO
KeJyJKa W/UiIU IBEHaAATUIIEPCTHON KHUILKM IpenapaT cielyeT NPUMEHATb C OCTOPOKHOCTBIO
U 1101 KOHTPOJIEM JIEHAILlero Bpaya.

Biusinue Ha CIOCOOHOCTH YNIPABJIATH TPAHCIIOPTHBIMH CPEICTBAMHU, MEXaHU3MaMH
IIpenapar berarnctun PeneBas He BIMAET WIM OKa3blBaCT HE3HAYMTEIBHOE BIIMSHUE HA
CIOCOOHOCTh K YNPaBJICHUIO TPAHCIOPTHBIMU CPEJCTBAMU U 3aHATUAM JPYTUMH HOTEHIMAIBHO
ONAaCHBIMU BHUJIAMU JIEATEIIBHOCTH, TPEOYIOLIMMH IOBBIIICHHON KOHLEHTpAllMd BHUMAaHUS U
OBICTPOTBI ICUXOMOTOPHBIX PEaKIUil.

®opma BBIIIYCKA

Tabmerku, 16 mr, 24 mr.

ITo 10 TabneTok B KOHTYPHYIO SUEHKOBYIO YIAKOBKY M3 IUICHKH MOJUBUHWIXJIOPUIHONW MU
(bosBIy ANIOMUHUEBON TIEYaTHOHN JTAKUPOBAHHOM.

3 KOHTYpHBIE s4YeWKOBble yMakoBkM 1Mo 10 TabneTok C MHCTPYKIMEH MO NPUMEHEHHUIO
MOMEIIAIOT B MAYKy U3 KapTOHA IS MOTPEOUTENbCKOM Taphl (U1 J03UPOBKH 16 Mr).

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

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

[Ipu remnepatype He Bbiie 25 °C.

XpaHUTh B HEJOCTYITHOM JIJISI IETEH MecTe.
Cpok rognoctu

3 roga.

He nmpuMeHsI T 0 UCTEYEHUH CPOKA TOTHOCTH.
YcaoBust ormycka

OTmycKaroT 1Mo perenTy.

Baanenen perucTpauMoHHOr0 yJ10CTOBEpeHUs

AxnmonepHoe obmiectBo «IIponsBoacTBeHHas hapmarieBTrudeckas kommanus OOHOBIICHUE)»
Opunnuecknii anmpec: 633621, HosocubOupckas o061., Cy3yHckuit paitoH, pi. CysyH,
yn. Komuccapa 3sTeKoBa, 1. 18.

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

Hurtepuer: www.pfk-obnovlenie.ru

IMpousBoauTenn/Opranuzanms, NPUHUMAKOIIAS PETEH3UH OT MOTpPeduTe el
IIpouzeooumenw

Axuunonepnoe o6mectBo «IIpousBoacTBennas dapmaieBruueckas komnanuss OOHOBICHHUE»
Aodpec mecma npouzeoocmaa

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

Opeanuzayus, npuHuUMaowas npemensuu om nompeoumerei.

Axuunonepnoe o6mectBo «IIpousBoacTBenHas apmareBTrueckas koMmmnanus OOHOBIECHUE)
630096, r. HoBocubupck, yin. Cranimonnas, a. 80,

e-mail: pretenzii @pfk-obnovlenie.ru
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