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Perucrpaunonnslii Homep:

Toprosoe naumenoBanune npenapara: PaGenok

MexaynapoaHoe HenaTeHTOBaHHOE HAHMEHOBAHME: pabenpa3zon

JlexapcrBennasn dopma: 11opuUIM3aT A1 NPUIOTOBIEHHUS pacTBOpa /1 BHYTPUBEHHOTO
BBEJICHHS

Cocras:

Kasxnpiii pnakon conepxur:

Axmusroe eeujecmeo. paGenpazon HaTpus - 20 Mr.

Bcnomozamenvnvie eewjecmsa; mannuron - 75 mr, HaTpus ruapokeua - no pH 11,0.
Onucanne: MModuIM3MPOBaHHAS Macca WM TIOPOILIOK OT MOYTH GENOTO 10 CBETI0-KENTOro
BeTa.

®apmakoTepaneBTHYeCKasi FPYNNA: CPEICTBO MOHIKAIOIIEE CEKPELHIO JKeJle3 JKeTyaKa —
MPOTOHHOIO HAaCOCa HHrUGUTOP.

Kox ATX: A02BC04

D®apmako/IOrH4YecKHe CBOHCTBA

Dapmaxoounamuxa

Mexanusm deiicmeun

PaGenpason HaTpus OTHOCHTCS K Kiaccy aHTHCEKPETOPHBIX BELIECTS, MPOM3BO/IHBIX
Gensumupasona. PaGempason HaTpus MOJaBIAeT CeKpeLio XKEYJIOUHOro COKa IyTeM
cneunpuyeckoro uHrHGWposanus H+/K+ ATdaser Ha CEKPETOPHOW  IMOBEPXHOCTH
NapueTaNbHBIX KeToK xenyaka. H+/K+ AT®a3a npeacrasiser co6oit GenkoBbIit KoMILIEKS,
KOTOpBIH ()YHKUMOHMpYET KaK MPOTOHHBIA HAacoc, TakuM 0GpasoMm, pabenpaszon HaTpus
ABJIAETCS MHIMOMTOPOM NPOTOHHOTO Hacoca B XKEJyAKe W GIOKMpYeT BHHAIBHYIO CTAfMIO
NMPOAYKLMK KUCIOTEI. JIaHHBIH a3 dexT ABseTcs 10303aBUCHUMBIM U MPUBOIHT K MO AABIEHHIO
Kak 0asalbHOM, TaK M CTHMYJIHPYEMOM CEKPeLMM KHCIIOTHl HE3aBUCHMO OT pas3apaxKuTes.
PaBenpason Hatpus He o61aaeT aHTHXOTMHEPrHYECKUMHU CBOMCTBAMH,

Anmucexpemopnoe oeiicmeue

[locne BBemenns 20 mr pabempasona HaTpus AHTHCEKPETOPHEIA 3 ekt passuBaercs B
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npononxcmenbumm csaszaHHeM JICKAPCTBEHHOIO  BELIECTBA C H+/K+ AT®a3oi
NapUeTaIbHBIX KIETOK Jkenyaka. Bennunna nnrubupyromero aeficteus paGenpasona Harpus
Ha CEKPELIMIO KHCIIOTEI A0CTUrAET MJIATO NOC/Ie TPeX AHEH NpUMEeHeHUs pabenpasona HATpHsL.
[Tpn npekpaineHny npuema, CeKpeTOpHas aKTUBHOCTb BOCCTAHABIMBAETCA B TEUEHHE OT 2 JI0
3 nHei.

Bnusanue na yposenv zacmpuna 6 naazme

B xoze ximHu4eckuX uccnenoBaHui maumeHTs! mpuHEManu 10 win 20 Mr pabenpasona
HATpUA €XKEJHEBHO NPH NMPOJIOJDKUTEIBHOCTH JieYeHHs 110 43 MecsileB. YpoBeHb racTpHHA B
niasMe ObLI TMOBBIWEH MepBble 2-8 Helelb, YTO OTpakaeT MHrHGHMpYyIOLee AeHCTBHE Ha
CEKPELIMIO KHCIIOThI. KOHUEHTpauus racTpuHa Bo3BpaIanach kK HCX0HOMY YPOBHIO 0BBIYHO
B TeyeHHe 1-2 Heaenb Mocie NpeKpalleHus JeYeHHs.

Bnuanue na snmepoxpomapunno-nodobusie knemxu

Ilpu uccnenosanuu o6pasuos GHoncuu skelyaka venoBeka M3 oGnacT aHTpyMa M JHa
xenynka 500 nauueHToB, monmyuaBIIMX paGenpason HATPHS HIH npenapar CpaBHEHHS B
TeyeHue 10 8 Henenb, yCTOHUMBEIE M3MeHeHMs B MOP(ONOrHYEcKOit CTPYKTYpe
SHTEPOXPOMA(YUHHO-NOAOOHEIX KJIETOK, CTENEHH BHIPAKEHHOCTH racTpuMTa, 4YacToTe
aTpo(uuecKoro racTpuTa, KMIIEYHON METAIIA3MH WM pacnpoCTpaHeHUH HHPEKLUUK
Helicobacter pylori e 6b11 06HapyXeHEI.

B uccnenoranuu ¢ yuacrtuem Gose 400 mauueHTOB, nosiyyaBmux pabenpason Hatpus (10
Mr/feHb uan 20 MI/AeHb) NMpoJOJIKUTENBHOCTBIO 10 1 roga, yacToTa rurnepruiasuu Oelia
HU3KOH M CPaBHUMOH ¢ TakoBO# Ai1s omenpasona (20 mr/kr). He Gbun 3aperuCTpUpOBaH HU
O/MH CITy4ai aIcHOMATO3HBIX M3MEHEHHIT MM KapLUHOMIHBIX OTTYXOJIeH, Ha6nbna3mnxcx y
KpBIC.

HApyzue 3¢pghexmot

Cucremuble appexTsl paGenpasosna HATPHUsS B OTHOLIEHHH LEHTPAIBHOM HEPBHOM CHCTEMBI,
CCPACYHO-COCYIMCTOH MM JBIXATeIbHOMH CHCTEM B HACTOSIIMI MOMEHT He OGHapyKeHbI.
Brito mokasano, yto paGenpason Hatpus B f03e 20 M B CyTKH B TeueHHe 2 Helelb He
OKa3bIBACT BJIMAHMA Ha (YHKUMIO LIMTOBMIHOM XKeJe3bl, YrJeBOAHBIH OGMEH, ypoBeHb
NapaTHpPEOMHOrO TOpPMOHAa B KPOBH, @ TaKkKe Ha YPOBEHb KOPTH30Jia, 3CTPOTEHOB,
TECTOCTEPOHA, MpOJIAKTHHA, TIJIIOKAaroHa, (osmMKynocTumMyupyromero ropmona (®CI),

2



JITT001200-060217

moTerHu3upyomero ropmona (JII'), penuna, anbocTepoHa H COMaTOTPOMHOTO rOPMOHA.

T xouuempauna u nnomanb oz xpunqii «;conuempguun 5pewl» il(AUC)) pa6er1pa30na R ‘
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(Ehada R0 JMHeiiHa B ,unanasoue 10301 10 10 40 MT; (bapmaxoxuue'mqecxne noxasaTeJm HE U3MEHSIOTCS
NPpY MHOTOKPAaTHOM BBEJICHHUH.
Pacnpedenenue
Cs3b ¢ 6enkamu masmsl — 96.3%.
Memabonusm
OKcTeHCHBHO MeTabonusupyercs. Tuosgup u cynb)OHOBOE TNPOM3BOJHOE SIBISIOTCS
| nepBUYHBIMM MeTabonuramu, oGHapykuBaeMsIMH B ruiazme. O6a MeTaGonuTa He 06agaI0T
‘ 3HAYUMO¥ aHTHCEKPETOPHOH akTMBHOCTBIO. MccriefoBanms in vitro nokasanu, yro pabenpason
MeTaboIM3NpyeTCss B MEYEHH ¢ yyacTHeM H3odepMeHToB uurtoxpoma P450 CYP3A no
cynboroBoro npoussoaHoro u CYP2C19 — no necmerunpaGenpasona. Tuosadup obpasyercs
nyTeM He)epMEHTHOTro NpeBpalieHus pabenpasosa.
Buigeoenue
BeiBoputes noukamu — 90% B OCHOBHOM B BHze THO3(hHpa KapGOHOBOH KHCIIOTEI, @ TAKKe B
BHJ/Ie KOHBIOTATOB U MeTabO0JMTOB MEPKAaNTYPOBOM KHMCIOTEI; OCTABILASCSA YacTh BBIBOJMUTCS
uepes kuwevHuK. [lepuon nomyseisenenus (T12) u3 mmasmsr kposu — 1-2 4. Knupenc - 283 +
98 mi/MuH.
DapMaKoKUHEMUKA 8 0COBbIX KIUHUYECKUX CIYYaAAX
Tepmunanvras cmaous noueyHowl HedoCmamoyHoOCmu
YV nauueHToB €O CTaGMIBHOM NOYEYHOM HEJOCTATOYHOCTBIO B TEPMUHANBLHOM CTajuH,
KOTOPBIM ~ HeOOXOMMM  MNOJEp)KMBAIOWMM  reMoauanus  (KJIMPEHC  KpEeaTHHHHA
<Smn/mun/1,73M%), BhIBeleHHe pabenpasona HATPHs CXOXe C TAKOBBIM JUISi 3JOPOBBEIX
no6posonbues. AUC u Cmax y 3THX NauHueHTOB ObUIM MpUMepHO Ha 35% Huke, yeMm y
30pOBBIX 106poBOJIBLIEB. B cpenHem nepuon nosyBeiBeaeHns pabenpasona coctass 0,82 u
y 310poBBIX n06poBoabLeB, 0,95 4 y nmauueHTOB BO BpeMs remMojuanusa 4 3,6 4 mocie
remMoauanu3a. KnupeHc npenapara y nauuMeHTOB ¢ 3aG0JIeBaHUAMH TMOYEK, HYXKIAIOLIMUXCS B
remo/iuainuse, 6b11 MpUOIN3UTENBHO B IBA pa3a BEILIE, YeM Y 310POBBIX J06POBOJIBLEB.
Xporuueckuti KOMNeHCUPOBAHHBLY YUPPO3
[TauMeHTBl ¢ XPOHHYECKUM KOMIEHCHPOBAHHBIM LMPPO30M T€YEHH XOPOLIO MEPEHOCAT
pabenpa3on Hatpus B 103e 20 mr 1 pa3 B ieHb, XoTst AUC yasoena u Cmax ysennuena Ha 50%

10 CPpaBHEHHIO CO 3J0POBBIMH IlOGpOBOJ’lbuaMH COOTBETCTBYIOLLICI'O M0OJIa.
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Hssectho, uro CYP2C19 nmeer reHetuyeckuii nomumMopdusm BereacTBHe ero aeduuura B

HEKOTOpBIX cybnomynsuusx (3-5% - y eBponeiickoit pacsl, 17-20% - y MOHIOJIOMTHOM pachr).
MetaGonusm paGenpasona y TakKux NalMeHTOB 3aMe/IIeH.

Y nmaumeHToB ¢ 3aMmeieHHEIM MeTabonsmom CYP2C19 nocne 7 aueit npuema pabenpasona
B no3e 20 mr B cytku AUC yBenuuusaercs B 1,9 pasa, a nepuos nomyseisesienus B 1,6 pasa 1o
CPaBHEHHIO C TEMH )K€ MapaMeTpamMu y «OBICTPEIX MeTaboIM3aTOPOBY, B TO BpeMs Kak Cmax

yBenuuuBaercs Ha 40%.

IToka3aHusi K IPHMEHEHHI0

PaGenpason ans BHYTPMBEHHOTO BBeJICHHs TOKa3aH B KAayeCTBE ANbTEPHATHBBI IS TeX
MalHEeHTOB, /Ul KOTOPBIX NEpopabHas Tepanus HeBO3MOXKHA HITH He T0Ka3aHa

-0CTpas s3Ba JBEHALATUNEPCTHOM KHUIIKH C KPOBOTEYEHHEM WJIH TSKEIBIM 3PO3UBHBIM
MopaXKEeHUEM;

-0CTpas A3Ba XeJyKa ¢ KPOBOTEUCHHEM HIIH TAKEJIBIM 3PO3HBHBIM MOPAXKEHUEM;
-KpaTKOCpOYHast Tepanus ractpos3odareanbHoit pedmokcHoi Gonesun (I'DPB) ¢
3PO3UBHBEIMHU MJIN A3BEHHBIMHU MOPAXKEHHSIMH;

-NpoGHUIAKTHKA aCTTUPALIMK KUCIIBIM COAEPXKUMBIM JKETY/IKa;

-CTPECC-UHAYLMPOBAHHOE MOPAXEHHE CIU3UCTON 06ONOUKHM JKeTyAOYHO-KHIIEYHOTO TPaKTa
B KPUTHYECKUX COCTOSHUSIX;

~MaTOJIOTHYECKHE FMIEePCEeKPETOPHBIE COCTOSHHS, BKIIOYAs CHHAPOM 30JUTHHrepa-JIIUCOHa;
-CTYNEHYaThId TMepexos (c*rynquaTasi Tepanus) ¢ MepopaJbHOrO npueMa pabemnpasofa B
Clly4ae, eC/M MalMeHT Npe/IBapUTE/IbHO HAXOIUJICS Ha JICYEHHH NepopalIbHBIM pabenpaszoiom
¥ BPEMEHHO HE MOXET NpPUHMMATh MepopajbHBIe JICKAPCTBEHHBIE CPEACTBA MO 06O

TMpUYHHE.

IIporuBonoka3anus
I'nnepuyBcTBUTENEHOCTE K pabenpasoy, B T.4. 3aMeLIeHHbIM GeH3UMUAa301aM, WK TI060MY
ApYromy KOMIIOHEHTY Mpernapara, 6epeMeHHOCTb, IEPHOJ] IPYAHOTO BCKAPMIIMBAHHUS, AETCKHIM

Bo3pact 110 18 seT (3¢peKkTHBHOCT U 6€30MacHOCTh HE YCTAHOBIIEHEI).
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Hpnmeﬂeune npH GepeMeHHOCTH H B nepnon rPYAHOT0 BCKAPMJTHBAHHS

bepemennocmy

Jaunbix no GesomacHoCTH mpuMeHeHus paGenpasona Bo BpeMs OepeMEHHOCTH Her.
HccnenoBanus penpoyKTHBHOCTH Ha KpBICAX M KPOJIMKAX He BBISBHJIN NPHU3HAKOB HapYIIECHUs
(epTrnbHOCTH MK Ied)eKTOB Pa3BUTHSA 11013, 06YCIOBIEHHBIX pabenpasoiom; 0JHAKO y KpBIC
B HeGO/BLIMX KOJMYECTBAX MpenapaT MPOHUKAET Yepes maueHtapHelii 6apeep. Pabenpason
NPOTHBOIOKA3aHO MPUMEHATE NPH GepeMEHHOCTH.

Ilepuoo zpyonozo éckapmaueanus

HenssectHo, BZensieTcs nu paGenpason ¢ TIPyAHEIM MOJIOKOM. CooTsercTBytOIIHE
HUCCTICNIOBAHHSA Y KOPMSLIMX JKEHIIMH He NpoBoAWIKCh. Bmecte ¢ Tem pabenpason o6Hapysken

B MOJIOK€ JaKTHPYIOIIUX KpBIC, H o3TOMY pa6erlpa30n IMPOTHBOIIOKA3aHO TIPUMEHATH

KOPMSIIUM XKCHILIUHAM.,

Cnoco6 npuMeHeHHs H 103b1

Tonsko Ans BHYTpHMBEHHOTO BBeAeHHMS. BHYTpHBEHHOE BBEJEHHE MOKA3aHO TONHKO B TeX
CirydasX, KOria nepopanbHas Teparus HEBO3MOXKHA; KaK TOJIBKO TepopaibHas Tepanus MOXKeT
OBITh OCYLIECTBIIEHa, BHYTPUBEHHOE BBE/IEHHE MPEKPALIAIOT.

Pexomenayemas n103a s B3pocibix - 20 MI OJMH pa3 B CYTKH.

BHyTprBeHHas uHbeKLMA: colepkuMoe (IaKoHa PacTBOPSIOT B 5 MJI BOABI [T HHBEKLHHA,
KOTOpPOE BBOAAT B T€YEHHUE 5-15 MUHYT.

BHyTpuBeHHAs HHQY3HUS: NPUrOTOBNICHHBIH, KAK YKA3aHO BBILIE PACTBOP I BHYTPHBEHHO#
UHBEKUHMH, B TOCIEAYIOLIEeM JO0JDKEH OBITh pa3BeleH B JIOCTATOYHOM KOJIMYECTBE
COBMECTHMOTO pacTBOpa [isi MH(Y3UiA U BBEICH ITyTEM KPaTKOCPOYHOM MH(Y3UH B TeUeHHe
15-30 MuHyT.

CoBmecTHMOCTE ¢ pacTBOpaMH s HHY3HH: paGenpa3osl COBMECTHM CO CTEPHIIBHOMN BOXO#
Ans uHbeKuui 1 0.9% pactBopoM Hatpus xnopuna. Hukakne Apyrue uAKOCTH M pacTBOPHI

HC I0JDKHBI TPUMEHATLCSA )11 BHYTPUBEHHOT'O BBEACHUS pa6enpa30na.

ITo6ouHoe neiicTBue
Yacrora passutus noGouHEIX 3d(PeKTOB KIACCHYULUMPOBAHA COTACHO PEKOMEHIALIHMAM
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| BeemupHoii oprauusauuu snpaBooxpaHeHm OY€Hb 4acTo (>l/10), 4acTo (>1/100 <1/10)
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Hapymenuﬂ CO CMOpoHbl Kpoeu u .uu.m[)amuuecxou cucmemyl: pedko - HEUTPOMNEHHS,

1 NIeAKONEeHHUs, TPOMOOLIUTONIEHHS], IEHKOLIUTO3,
Hapywenua co cmoponsl ummynnoli cucmemsi: pedko - OCTpble CUCTEMHBIE alIepruyecKie
peakiMH, MoI0CTpas KOXKHasi CUCTeMHasi BOJTYaHKa.
Hapywenua co cmoponst obmena eewjecme u numanun: pedxko - aHOPEKCHS; yacmoma
Heu36ecmHa - TMIIOHATPUEMHUs], TUTIOMarHHEMHSI.
Ilcuxuueckue paccmpoiicmea: uacmo - GeCCOHHHMLA; HeYacmo - HEPBO3HOCTE; pedko -
ACTIPECCUS; YACMOma Heu36ecmHa - CIlyTaHHOCTh CO3HAHMS.
Hapywenua co cmoponst nepenoii cucmemsi: yacmo - ronoBHas 60716, TOJIOBOKPYKEHHE;
Heuyacmo - COHJIMBOCTb.
Hapywenua co cmoponvt opzanos spenun: pedxo - HapyleHue 3peHusl.
Hapywenua co cmoponst cepoeuno-cocyoucmoii cucmemvi: yacmoma Heuseecmua -
nepudepudecKuii OTek.
Hapywenun co cmoponvl dvixamensHoii cucmemul: uacmo - Kawenb, GapHHTHT, PHHUT;
Heuyacmo - GPOHXUT, CHHYCHT.
Hapywenua co cmoponst nuwesapumenvnozo mpaxkma: uacmo - nuapes, TOIHOTA, PBOTA,
otk B 5KMBOTE, 3a110p, METEOPH3M; HEYACMO - IUCTIETICHS], CYXOCTb BO PTY, OTPBIKKA; peoKo
- FaCTPUT, CTOMATUT, HapYIIEHHUE BKYCOBBIX OLIYILIEHHH.
Hapywenua co cmoponst 2enamobunuapnoii cucmemsi: pedko - TENaTHT, XeNTyXa,
ne4yeHoYHas dHUedanonaTus;
Hapywenun co cmoponvt nouex u mouesvi60daugux nymeii: nevacmo — uH eKUUH
MOYEBBIBO/IAIIMNX MyTeH; oueHb pedko - Hmepcmunansﬁmﬁ HepuT;
Hapywenua co cmoponsi kodicu u noOKodiCHbIX MKaHel: Heuacmo - Chillb, SpUTEMa; peoKo -
3yA, TOTIMBOCTh, Oy/Ule3Hbl€ BBICHINAHHUA; OYeHb pedko - MyNbTU(OPMHas SpUTeMa,
TOKCHYECKHH SNHIepMaibHBIH HeKpou3, CHHAPoM CTuBeHca-/[PKOHCOHA.
Hapywenus co cmoponsl kocmHuo-mbtuieunoii cucmemsl: uacmo - Hecrieuupuyeckas 60is,
GoJib B criMHe; Hevacmo - MUANTHs, CYAOPOTH B HOTAX, apTpanrys, MepesoMsl;
Hapywienua co cmopoHst penpoOoyKmueHoOU CUCMEMbl: YaACmMoma Heuseecmua -
THHEKOMACTHS;

Obugue HapywieHua u peakyuu 6 mecme 66e0eHUA: 4aCMO - ACTEHMs, TPUIIONONOGHEIE
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Hmetorest coobuienns o npumeHeHnu npenapara B 1o3e 60 mr 2 pasa B JeHb win 160 mr
OZHOKPATHO, MPH 3TOM N0604HbIE 3 DeKThI GblIM MUHUMATBHEI ¥ 06PaTMBI M He TpeGoBau
MEJIMLIMHCKOrO BMELIaTe/IbCTRa.,

Jlevenue

Crneundunyecknit antunor ais pabenpasona HenssecteH. PaGenpasos Xopowo CBA3BIBAETCS C
GekamMu TUIasMBl, W TO3TOMY cnaGo BBIBOAWTCA Npu Auanuse. IIpu mepeno3MpoBKe

Heo6xo Mo NIPOBOAWUTE CHMIITOMAaTHUY€CKOE U MOJAEPXKUBAIOLIIEE JICYEHHUE,

B3aumoaeiicTBre ¢ ApyruMH JIeKapCTBEHHBIMH CPeICTBAMH

Jlexapcmeennsie  cpedcmea, MemaGonUIUPYIOUUECA  ROCPEOCMBOM  U30(EPMEHMOE
yumoxpoma CYP450

Pabenpason Hatpus, kak M JpyrMe MHIHOMTOPEHI NpPOTOHHOTO Hacoca (MUITH),
MeTaboJM3UpyeTCss € y4acTHeM cucTeMbl LuToxpoma P450 (CYP450) B rneyenn. B
MCCIIEJIOBAHMAX in Vitro Ha MHKpOCOMaX MeyeHH 4esnoBeka GbIIO MOKa3aHo, 4To paGenpason
HaTpus MeTabonusupyercs uzopepmentamu CYP2C19 u CYP3 A4,

HccnepoBanus Ha 310poBBIX 10GPOBOJIBLAX MMOKA3aIH, YTO pabenpas’os HaTpus He MMeeT
(DapMaKOKHHETHYECKUX MM KIMHHYECKH 3HAYMMBIX B3aMMOAEHCTBHI C JIeKapCTBEHHBIMH
BEIIECTBAMH, KOTOpEIE MeTaboJM3UpYIOTCA cHCTeMOH wLuToXpoma P450 - BapdapunoM,
(peHHTOMHOM, TEODWIIMHOM M JuasenaMoM (HE3aBMCHMO OT TOTO, METaGOIM3MPYIOT JIH
MalMEeHTBI JUa3enaM yCHICHHO WK ¢1a6o).

Bapgapun

Hmerores coobumenns o6 yUIMHEHHH MEXIYHApPOJHOrO HOPMAIM30BAHHOTO OTHOLICHHS
(MHO) u mpotpom6uroBoro Bpemenu (I1B) y mnauueHTOB, MONY4aBIIMX OJHOBPEMEHHO
MHTHOUTOPBI TIPOTOHHOM MOMIIBI, BKItOYas paGenpasos, u Bapbapun. Yamnerne MHO u [1B
MOJXKET MPUBOJAUTE K MOBBILIEHHIO PHCKA KPOBOTEYEHMIA,

Huxnocnopun

B ucenenoBanusx in vitro ¢ MUKpoCOMaMH MeveHH YenoBeka GbIIo MoKa3aHo, 4To pabenpason
MHIHOUpyeT MeTaboNu3M LMKIOCTIOPHHA ¢ HHIMOUPYIOLIEH KOHLEHTpaluei 50-62 MKMOTb,

KoTopasi Gosnee yem B 50 pa3 npeBbIIaeT MAKCHMAbHYIO KOHLEHTPALMIO Yy 30pPOBBIX
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noGpoaonbueB nocne npumerenus 20 mr paGenpasona. Ota creneHb MHrUOMpOBaHUA Oblna
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_ )Keny,uoqﬂoro coka. Takum o6pasom, MOZKET npqncxonms Bsaumoneﬁcmue c Bemep:rBaMH,
RUERE 5o A% SR St b SN e o Ao LTSRS S-SR VS TR SR, SR o o A SRR e
| [V KOTOPBIX a6cop6um1 3aucnt ot pH. Ilpu onHOBpemMeHHOM mnpueMe ¢ pabernpasosnom
Hatpus abcopbums KeTokoHasona ymeHbwaercs Ha 30%, a abcopOuus aUrokcuHa
yBeauuusaercs Ha 22%. Crnei0BaTe/bHO, /I HEKOTOPBIX NALMEHTOB J0JUKHO TPOBOIHUTHCS
Hab/mofieHHe I PelleHHs BONPOCa O HEOGXOAMMOCTH KOPPEKTHPOBKH J03bl npu
OZHOBPEMEHHOM MNpHeMe pabernpa3osia HATPHS ¢ KETOKOHA30J10M, AUTOKCHHOM I APYTHMH
JICKapCTBEHHBIX NpenapaTaMH, JUist KOTopeix abcopOuus 3aBucur ot pH,
OnHoBpeMeHHOE mpHMeHeHMe pabenpaszona U GHMAWUO0E He NPUBOJUT K KIMHUYECKH
3HAaYMMBIM U3MEHEHHSM I1a3MEHHOM KOHLIEHTpaLmy pabenpasoa.
Ilpn onHOBpeMEHHOM NpPUMEHEHWH @MA3aHAgUpa ¢ WHMGHTOPAaMH NPOTOHHOH TOMIIBI
OJKHM/AeTCs 3HAYUMOE CHIKCHHE KOHLICHTPALMK aTa3aHaBUPa, YTO NPUBOJMT K CHIDKEHHUIO €ro
| TEpaneBTHYECKOro S(deKkra, MOITOMY OJHOBPEMEHHOE MPHMEHEHHE aTa3aHaBHUpa
MHrHOMTOpaMK NPOTOHHOM NOMITBI (BKJIIOYAs pabenpasos) He peKOMEH/YeTCs.
Ilpn opHOBpEMEHHOM TNpHMEHEHWH pabenpa3ona, AMOKCHLWIMHA | KJIApUTPOMHLIMHA
nokazateqd AUC u Cmax s KIapuTPOMHMLMHA M aMOKCHLMIMHA OBLIH CXOMKHUMH npu
CpaBHEHWH KOMOMHMPOBAaHHOM Tepanuu ¢ MoHoTepanueif. ITokasatenn AUC u Cmax
pabenpasona ysenuuuBanuch Ha 11% u 34% coorBerctBenHo, a AUC u Cmax 14-
FHAPOKCHKIAPUTPOMHULMHA (aKTUBHOTO MeTaboNIMTa KIAPUTPOMULMHA) YBEIMYHBAIUCH HA
42% u 46% cooTtBeTcTBeHHO. J[aHHOE YBENMYEHHE TMOKa3aTeled He ObLIO MPU3HAHO
KJIMHHYECKU 3HAYHMBIM.
Memompexcam
CorniacHo HaHHBIM COOGIICHMH O HeXelaTeJbHBIX SBNEHHAX, JAHHBIM OIyGIMKOBAHHBIX
(DapMaKOKMHETHYECKHX HMCCe0BAHUN M JaHHBIM PETPOCTIEKTHBHOTO aHATM3a MOKHO
NpPEAINONIOXHUTE, YTO OJHOBPEMEHHBIH TNpHeM WHTHOMTOPOB MPOTOHHOM MOMMBI U
MeToTpekcaTa (NpeXae BCero B BBICOKHX [03aX), MOXET MNPHUBECTH K IOBBILICHHIO
KOHLEHTPAlMKM METOTpeKcaTa U / WK ero MeTabosIuTa rAPOKCUMETOTPEKCATa H YBEIHYUTD
NepHoJ MoJyBbIBeAeHHs. TeM He MeHee, CNELMaNbHEIX HMCC/IEAOBAHUN JIEKAPCTBEHHOTO
B3aHMOJICHCTBHS METOTpEKCaTa ¢ MHTHOMTOPaMH MPOTOHHOMN TMOMITEI HE TIPOBO AUIOC.

Jlexapcmeennvle  cpedcmea,  MemabonuzUPYIOUAUECH  HOCPeOCMEOM  u3ogepmenma
CYP2C19
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Ocobble ykazanus

Mo u mocne neveHMs DPEKOMEHIYETCA MPOBOAMTb SHAOCKONMYECKHH KOHTPONb VIS
MCKJIFOYEHHUS  3/I0KAYECTBEHHOr0 HOBOOOPAa3oBaHMSA, T.K. JIEYEHHE MOXET MacKMpOBATH
CHMINITOMATHKY U OTCPOYHUTE NPABUIILHYIO AHATHOCTHKY.

B HeckonbkMX OMYGIMKOBAHHBIX HAGMIOJATEBHBIX MCCIEHOBAHMSX COOBIIANOCH O
BO3MOXKHOH CBA3M JICYEHHS WHrHOMTOpPaMM NPOTOHHOW MOMIBI € MOBBIMIEHHEIM PHCKOM
Pa3BUTHSA OCTEONOPO3-aCCOLUUPOBAHHBIX MEPETOMOB KocTeit Geipa, 3ansiCThs, MO3BOHOYHUKA.
Puick nepenoMoB Gkl NMOBBIIIEH Y NaUMEHTOB, MOMYYABIIMX BEICOKHME 10361 MM JIEYHBIIHECS
AnutensHO (1 roa u Gosee). Heo6xoaumo Ucroib30BaTh HAMMEHBLIYIO 3 GEKTHBHYIO 103y U
MUHHUMAJIBHEIH KypC JIEYEHHs B 3aBUCHMMOCTH OT MOKA3aHWH, 10 KOTOPHIM TPHUMEHSIOTCS
MHTHOMTOPBI MPOTOHHOM MOMITHL.

Ilayuenmo! ¢ napywenuem gynxkyuu nevenu

B creumanbHOM HCCe10BaHUM y NALMEHTOB C JITKUMH WM YMEPEHHBIMH HApYIIEHHAMH
dyHKuMM neveHH He GbII0 0GHAPYXKEHO 3HAYMMOTO OTIHYMS YaCTOTHI MOBOUHBIX appexron
pabernpasonia y nojoGpaHHEIX MO MOy M BO3PAcTy 3AOPOBEIX JIHL, HO, HECMOTPS Ha 3T0,
PEKOMEHJyeTCs COOIIIOAATE OCTOPOXKHOCTE MPH MIEPBOM Ha3HAYEHUM pabenpa3osia MalHeHTam
C TKENBIMU HapymeHusMu yHkunn nevyenn. AUC pabenpasonia HaTpus y MalMeHTOB CO
3HAYMMBIM HapylieHHeM (QyHKUMH MeueHH NMPHMEPHO B [Ba pasa BBILIE, YEM Y 3JI0POBBIX
NalHeHTOB, | |
ITauuenram ¢ HapymeHHAMU QYHKUMH MOYEK MM MEYeHH KOPPEKTHPOBKA 036l Mperapata

PaGenok He TpeGyeTtcs.

Oonospemennwiii npuem c eapghapunom

B rmeprox mnocTperucTpauMoHHOrO NpHMeHeHHs coobmanock 06 yeenumuennn MHO wu
NPOTPOMOMHOBOTO BPEMEHH y NAIIMEHTOB NPUHUMAIOLIUX HHTHGUTOPEI TIPOTOHHOM TIOMITBI, B
TOM uHkcie W pabGenpason, M BaphapuH ojgHoBpemeHHo. [loBeimenne MHO wu

ﬂpOTpOM6HHOBOI‘O BPEMCHH MOXET INPUBECTH K aHOMAaJIbHBIM KPOBOTCYCHHAM M JaXEe K
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B GonbumHCTBE cydaes 5TH COOBIIEHHS MOCTYNANU Yepe3 TO/1 NOC/e NPOBeCHHAS TEeparuH.
Cepbe3HbiMM N0GOYHBIMU SIBNCHUAMH OBLIM TETaHUsl, apUTMHS M CYJOPOTH. BosnpmuHCcTBY
MalKeHTOB TpeGoBaoCk JIeYeHHEe THIIOMArHMEMHMH, BKIIOYAIOLIEH 3aMeLleHHe MAarHus M
OTMEHBI Teparniu HHrHOUTOPOB NMPOTOHHOM MOMITBL. VY NAaLHeHTOB, KOTOpble GYIYT MOJIy4aTh
ATUTENIPHOE JICYEHHE WIM KOTOpble NPMHUMAIOT WHTMOMTOPBHI MPOTOHHOM IOMIBI ¢
npenapatamu, TaKMMHM KaK JMIOKCHH WM TpenapaTtaMu, KOTOpBle MOTYT BhI3BATh
TUTIOMarHUeMHUIo  (Hampumep,  AMYPeTHKH),  MEIMLUMHCKME  pPabOTHHKM  JI0JDKHBI
KOHTPOJIMPOBAaTh YPOBEHb MarHHs 10 Havala JeYeHHs: HHrHOUTOPaMH NPOTOHHOM TOMITH U B
NIEPUOJL JIEYEHHS.

IlauueHTsl He NODKHBI NMPUHHMMATE OJHOBPEMEHHO C paGenpasoNioM ApyrHe CpejcTBa,
CHWXAIOLIME KHUCIOTHOCTh, Hampumep, Onokatopel H peuentopoB Wi MHrUGHTOpEI
NIPOTOHHOTO Hacoca.

Oonoepemennoe npumenenue pabenpazona c Memompexcamom

CornacHo JMTepaTypHEIM JaHHBIM, OHOBpeMeHHbIH npuem MIIIT ¢ MeToTpeKkcaTom (mpexnie
BCErO B BHICOKHX J103aX), MOXKET MPUBECTH K TMOBBIIIEHUIO KOHLEHTPALMM METOTpEKCaTa H /
WM ero MeTaboJMTa MMAPOKCHMETOTPEKCATa M YBEJIMYHTh MEPHOJ TMONYBBIBEACHHS, YTO
MOXET TMpPUBECTH K TMPOABICHHIO TOKCHYHOCTH MeToTpekcara. [Ipu Heob6xoaumocTn
NPUMEHEHUA BBICOKMX J103 METOTPEKcaTa, MOXET OBITh paccMOTpeHa BO3MOXKHOCTh
BPEMEHHOTO npekpatieHus Tepanuu UITIT.

Clostridium difficile

CHIKEHHEe KHCIOTHOCTH JKENyJIOYHOTO COKAa MPHU MPUMEHEHHH pabenpasona BEI3BIBAET
YBEJIMYEHHE KONMYecTBa GakTepui, NMPUCYTCTBYIOUMX B KEMyAOYHO-KMLIEYHOM TPAKTE.
Jleuenne pabenpasoniom MOBHIMIAET PHCK XKeJYAOYHO-KMIIEYHBIX MH(MEKLHH, BEI3bIBAEMBIX

Salmonella, Campylobacter u Clostridium difficile.

Bansinue Ha cnoco6HOCTL yNpaBAsITE TPAHCIIOPTHBLIMH CPEACTBAMH, MEXaHH3MAMH

B ciyuae pasBuTHs Takux HeKeNaTeIbHBIX PeaKiyii, Kak rONOBOKPY)KEHHE, PeKOMEHIYeTCs
BO3/IEP)KATBCA OT YMpaBICHHs TPAHCMIOPTHBIMM CPEICTBAMH M OT 3aHATHH JAPYrMMH
TMOTEHLIMA/IbHO ONACHBIMH BHAAMH JEATEIbHOCTH, TPEOYIOMMX MOBBILICHHOM KOHLIEHTPALMK

10
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BHUMAaHHs U ObICTPOTEI ICHXOMOTOPHBIX peaKLIMii.
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NPUMCHCHHIO B MAa4YKy U3 KapTOHa,

YciaoBus XxpaHenus
B samuuienHoM ot cBeTa MecTe npu Temmneparype He Bbiure 25 °C.

XpaHUTB B HEIOCTYITHOM 1A JIeTel MecTe.

Cpok roasocru

2 roja.

He IIPUMEHATD IT0 UCTEYECHUH CPOKA MOJHOCTH, YKa3aHHOI'O Ha 3TUKETKE.

YcaoBus oTnycka

Ornyckaror no peuenry.

IIpounsBoauTens

«Kanuna ®apmaceiotrkans Jlumureny

Kaguna Kopropeiir Kammye, Capkemx-Ixonka Poyn, Axvenabax — 382210, I'ymxapar,
Huaus.

Anpec MecTa NPOH3BOACTBA
1389, Tpacan Poyn, Ixonka — 387810, paiion: Axmena6az, wrar I'ymkapar, Mnaus
1389, Trasad Road, Dholka — 387810, district: Ahmedabad, Gujarat state, India.

IIperensun norpeGureneii nanpapasTe B aapec Ilpeacrasutenscrsa pupmsr B PO:
119571, r. Mockea, Jlennnckuit mpocnekr 148, opuc 205.
Ten.: (495) 937-57-36, daxc: (495) 937-57-38.

VYT0THOMOYEHHBIH NpeACTaBUTENTh opuikoB C.B.

«Kaauna ®apmacerotukans Jlumuren»




