
1.3.1 Bismuth subcitrate
SPC, Labe1in AM

111HCTPYKLI,II1f1
no npl4MeHeHl!11O JleKapCTseHHoro npenapaTa AJlfl MeAII1LJ,I4HCKoro npll1MeHeHl-1R

YJIbKaBHC®

ToprOBoe H311MeHOBaHue npenapaTa: YllbKaBHc®

Me~YHapoJJ.Hoe HenaTeHTOBaHHoe HJlH rpynnHpoBo'-IHoe HaHMeHOBaHue: BHcMYTa

TpHKalllUI .llHUHTpaT

JIeKapcTBeHH3S1 If>0pMa: Ta611eTKH, nOKpblTble ?~mvt9P~~csrt<?J'Wfl1J...;rt:--_
COCTaB E X PE R TI 0 A T A_ oliJ_
Ha 1Ta6JIeTKY:

j{eticmeYlOulee eeUjecmeo:
BHcMYTa TpHKallHSI .llHUHTpaT 303,03 Mr (3KBHBalleHTHO OKCH.llY BHcMYTa 120,
BcnoMOZameJlbl-lbZe eeUjecmaa:
KpaXMall KYKYPY3HbIH , nOBH.llOH K-30, nOllHKpHllHH KallHSI, MaKporoll 6000, MarHH.SI CTeapaT

060JlOIJKa nJlel-lOIJHClJl:
ITOllHBHHHllOBbIH cnHpT, MaKporo11 4000, TallbK, THTaHa .llHOKCH.ll (E171).

OmicaHI1e
Kpyrnble C11erKa .llBO.SIKOBbmYK11ble Ta611eTKH, nOKpbITble n11eHOQHOH 060110QKOH fie11oro H11H

nOllTH fie11oro UBeTa, C cpaCKoH.

<l>apMalcOTepaneBTHlJeCKaSi rpynna:aHTHcenTHlIeCKoe KHIlle4Hoe H B.SI)l(YlUee Cpe.llCTBO

KoJJ. A TX: A02BXOS

<I>apMaKOJlOrHlJeCKHe CBOHCTBa

(/)apJHaKOOI.lflaMUI(Q
ITpoTHBO.SI3BeHHOe Cpe.llCTBO C fiaKTepHUH.llHOH aKTHBHOCTblO B OTHOllleHHH Helicobacter
pylori. Ofilla.llaeT TaK)Ke npoTHBOBOCnallHTe11bHbIM H B.SI)l(YlUHM .lleHCTBHeM. B KHC110H cpeJJ.e

)KenY.llKa OCa)I<.llaIOTCSI HepacTBopHMble BHcMYTa OKCHX110PH.ll H uHTpaT, 06Pa.3YlOTCSI

xenaTHble coe.llHHeHHSI C fienKoBbIM cyficTpaToM B BHJle 3alUHTHoH nneHKH Ha rroBepxHocTH

SI3B H 3p03HH. YBe11HlIHBa.SI CHHTe3 npoCTarnaH.llHHa E, Ofipa30BaHHe CIIH3H H ceKpeUHIO

rH.llpoKapfioHaTa, CTHMY11HpyeT aKTHBHOCTb uHTonpoTeKTopHhIX MexaHH3MOB, nOBhIlIIaeT

YCTOMlJMBOCTb cnH3MCTOM ofionot.{KH )KenynollHo-KHlllellHoro TpaKTa K B03neHcTBHlO

nenCHHa, conSIHOH KHcnOTbI, <pepMeHToB H coneH )Ke114HblX KHcnOT. ITpHBonHT K

HaKonneHHlO 3nH.llepMallhHOrO (paKTOpa pOCTa B 30He Jle<peKTa. CHH>KaeT aKTHBHOCTb

nenCHHa.

(/)apJlfaKOKllHel1lllK{l
BHCMYTa cyfiUHTpaT npaI<THl-leCKH He BcaCbIBaeTCSI H3 ){(e11ynollHo-KHlIIellHoro TpaKTa.

BbIBonHTC51 npeHMYlUeCTBeHHO 1.Jepe3 KHlIIe4HHK C KallOM. He3Ha4HTellbHoe KOllH1.JeCTBO

BHCMYTa, nocTynHBlllee B nna3MY KPOBH, BbIBOnHTCSI H3 opraHH3Ma nOt.{KaMH.

nOKa3aHHSI K npHMeHeHHIO
o 513BeHHaSI fiOlle3Hb )l(e11ynKa H nBeHanuaTHnepCTHOH KHlllKH B <pa3e 060CTpeHH5I, B

TOM 4Hc11e aCCOUHHpOBaHHaSI C Helicobacter pylori.
o XpoHH4ecKHH racTpHT H racTponyoneHHT B <pa3e o6oCTpeHH.sI, B TOM 4HC11e

aCCOUHHpOBaHHbIH C Helicobacter pylori.
o CHHnpoM pa.3npa)KeHHOro KHillellHHKa, npoTeKaIOlUHH npeHMYlUecTseHHo c

CHMnTOMaMH JlMapeH.
I Page 1 of 3I SmPCPIL079011 5 I 27.06.2016 - Updated: 18.04.2017



1.3.1 Bismuth subcitrate

SPC, Labelin and Package Leaflet AM

o <DYHKUHOHaJIbHCUI .n;HcnenCH~, He CB~3aHHCUI C opraHHlIeCKHMI1 3a6oneBaHH~MH

)l(eny.n;OlfHO-KHlllelfHoro TpaKTa.

IIpOHIBonoKa3aHHH
T~)KenCUI nOllellHCUI He.n;OCTaTOllHOCTb (KnHpeHC KpeaTHHHHa MeHee 30 MJIlMHH),
6epeMeHHocTb, nepHo.n; rpy.n;Horo BCKapMnHBaHH~, HH.n;HBH.n;yanbHCUIHenepeHocHMoCTb

npenapaTa.

IIpliMeHeHlle npH 6epeMeHHocTH II B nepHOLl rpYLlHoro BC~1¥~a~~ n M T ~
TIpHMeHeHl1e npenapaTa Y nbKaBI1C npH 6epeMeHHocTI1 11B n~pM.n rp~'u~bfJSc'K'a Ba

npoTHBOnOKa3aHo. E X PE R T /0 A T L If). I~

Cnoco6 npliMeHeHIIH II Ll03bl I P P Lie t! T /0 A T A_c1£)· oct· /;j' r
I1penapaT Y nbKaBHC Ha3HalfalOT no 1 Ta6neTKe 4 pa3a B CyTKH 3a 30 MHHyT .n;o npHeMa nl1lU

H Ha HOllb HnH no 2 Ta6neTKH 2 pa3a B CyTKH 3a 30 MHH)'T .n;o npHeMa nHlUH.

J(en1flM He peKOMefu')yemCfl.
Ta6neTKH npHHHMaIOT 3a 30 MHHyT .n;o e.n;bl C He60nblllHM KOnHqeCTBOM BO.n;bI.
TIPO.n;OJ1)KHTenbHocTb Kypca neqeHH~ 4-8 HeneJlb. B TeqeHHe cne.n;YlOlUHx 8 He.n;enb He
cne.n;yeT npHMeH~Tb neKapCTBeHHble npenapaTbl, co.n;ep)l(alUHe BHCMYT.
.n:n~ 3pa.n;HKaUHH Helicobacter pylori ueneC006pa3HO npHMeHeHHe npenapaTa Y nbKaBHC B
KOM6HHaUHH C .n;pymMH aHTH6aKTepHanbHblMH cpe.n;cTBaMH, o6na.n;alOlUHMH

aHTHX enH Ko6aKTep H0 H aKTHBH OCTblO.

IIo6oqHoeLle~cTBlie
Co cmopOHbl mnLfeaapUmeJlbl-lOU cucmeMbL B03MO)l(HO nmIBneHHe TOIliHOTbl, PBOTbl, 60nee
qaCTOrO cTyna, 3anopoB. 3TH ~BneHH.SI He onaCHbl ,Un.Sl3.n;OPOBb.SlH HOC.SITBpeMeHHblH

xapaKTep.
AJlJlep2UtIeCKue peaKI1Uu: KO)l(Ha.SICbmb, KO)l(HbIH 3y.n;.
I1PH .n;nHTenbHOM npHMeHeHHH B BbICOKHX .n;03ax B03MO)l(HO pa3BHTHe 3Hue<l>anonaTHH,

CBjI3aHHOH C HaKonneHHeM BHCMYTa B ueHTpanbHOH HepBHOH CHCTeMe.

IIepeLl03HpOBKa
TIepe.n;03HpOBKa npenapaTa YnbKaBHC, BbI3BaHHa.SI ,UnHTenbHbfM npHeMOM .n;03,
npeBhllllalOI.UHX peKOMeH.n;yeMhle, MO)l(eT npl1BeCTI1 K HapyweHHIO CPYHKUHH nOqeK. 3TH

CHMnTOMbI nonHOCThlO 06paTHMbl npH OTMeHe npenapaTa YnbKaBHC.
I1pH nOjIBneHHH npH3HaKOB OTpaBneHH.SI He06xo.n;HMO: npOMbITb :>I(eny.n;OK,npHHHTb
aKTHBHpOBaHHblH yronh H COJIeRhTecna6HTenbHble. B .n;anbHeHllIeM neqeHHe ,Uon)l(HO 6blTb
CHMnTOMaTHlleCKHM. B CJIyqae HapyrneHH.SI cPYHKUHH nOlleK, KOTopoe COnpOBO)l(.n;aeTCH
BblCOKOH KOHueHTpaUHeH BHcMYTa B nJIa3Me KPOBH, MQ)KHO Ha3HalfHTb xeJIaToo6pa30BaTeml

(neHHUHnnaMHH, .n;HMepKanTonponaHCYJIb<poHaT HaTpH.SI). B cnyqae Bblpa)l(eHHOrO

HapyrneHI1.S1 cPYHKUHI1 nOqel{ nOKa3aH reMO,UHaJIH3.

B3aHMoLlC~CTBHe CLlpyrHMH JICKapCTBeHHbIMH cpeLlCTBaMtl
B TeqeHHe nonYlfaca .n;o H nocne npl1eMa npenapaTa Y JIbKaSHC He peKOMeH.n;yeTc.SI
npHMeHeHHe BHYTPb .n:pyrHx neKapCTseHHblX cpe.n;CTB, a TaK)Ke npHeM nHIIlH H )l(H.n;KOCTH, B

qaCTHOCTH, aHTauH.n;OB, MOJIOKa, rpPYKTOB H cPPYKTOBblX COKOB. 3TO CBH3aHO C TeM, llTO OHH
npl1 O,UHOBpeMeHHOM npHeMe BHYTPb MoryT OKa3bIBaTh BnHSlHHe Ha 3cprpeKTHBHOCTb

npenapaTa Y nbKaBHC.
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O'[{HOBpeMeHHoe npHMeHeHHe npenapaTa Y J1bKaBHC C TeTpaUHKJ1HHOM YMeHblllaeT

BcaCbIBaHHe nOCJ1e,[{Hero.

Oco6hle YKa3aHIUI
ITpenapaT YJ1bI(aBHC He CJ1e,[{yeT npHMeHSlTb 60J1ee 8 He,[{eJ1b. TaK)I(e He peKOMeH,[{yeTc~ BO

BpeMSI J1etIeHHSI npeBbIllIaTb YCTaHOBJ1eHHble CYTOtIHble '[{03bI. B nep"o'[{ J1etIeHIUI

npenapaTOM YJIbKaBHC He CJ1e,[{yeT npHMeHSlTb ,[{pyrHe J1eKapCTBeHHbIe npenapaTbI,

co,[{ep)KaIl.lHe BHCMYT. ITo OKOHtIaHl1H KypCOBoro J1etIeHI1S1npenapaTOM B peKOMeH,[{yeMbIX

n03ax KOHueHTpaUHH neHCTBYlOllJ,erO BellJ,eCTBa B nm13Me KpOBI1 He npeBbIlliaeT 3-58 MKr/JI, a

HHTOKCI1KaUI1S1 Ha6mo'[{aeTC.H J1Hillb npH KOHueHTpaUHH B nJ1a3Me KpOBH BbIllIe 100 MKr/JI.

ITPI1 npHMeHeHHI1 npenapaTa Y J1bKaBI1C B03MO)l(HO oKpaillHBaHHe KaJJa B TeMHbIH UBeT

BCJ1e,nCTBHe 06pa30BaHH5I cYJ1bClm,na BHcMYTa. JIIHor,na OTMe'-laeTCSl He3Ha'-lHreJ1bHOe

nOTeMHeHHe Sl3b1Ka.

BJllIRllue Ila clloc061l0C11lb 6bIl10Jll-teflUR nOmefll{lI(UlbflO onaCflblX 6U006 OeRmeJlbflOCmU,

mpe6y,oUlrlLX oc060zo 6f1I1J1faflllR II 6blcmpblx peaKt(uii (flallpllJIUp, ynpa6JleHUe

(I61110mpaHCIlOpmOJl'I, pa6om(l C 06UJlCYU(lIJ1fl1CRMeXafll13J1f{l.Mu)

,UaHHble 0 BJ1HSlHHI1 npenapaTa Y JIbKaBI1C Ha cnoco6HoCTh ynpaBJ151Th TpaHcnopTHhIMH

cpe,ncTBaMH H MexaHH3MaMI1 OTCYTCTBYlOT.

<I>opMa Bhmycl\:a
Ta6JIeTKH, nOKphITble nJ1eHOtIHOH 060J10tIKOH, 120 Mr.

ITo 14 Ta6J1eTOK B 6mlCTep 113KOM611HHpOBaHHoro MaTepHaJJa (OITAI AJ1/ITBX) H CPOJ1hrH

aJJlOMHHHeBoH.

no 2 HJ1H 4 6J1HCTepa (6J1HCrep no 14 Ta6J1eToK) BMeCTe C HHCTPYKUHeH no npHMeHeHHlO

nOMellJ,alOT B natIKY KapToHHYlO.

Y CJlOBtUl xpaHeHIHI
npl1 reMnepaType He BhIille 25°C, B opHrHHaJJhHoH ynaKoBKe.

XpaHHTh B He,nocTynHoM ,nJ1S1,neTeti MeCTe.

CpOK ro,nHOCTH

2 ro,na.

He HCn0J1b30BaTb npenapaT nOCJ1e HCTetIeHHSI cpOKa ro,nHOCTH.

Y CJlOBIUI oTnycKa
TOJ1hKO no peuenry BpatIa.

IIpOH3BOJlHTeJlb
KPKA, ,n.,n., HOBo MecTo, WMapbeillKa ueCTa 6, 8501 HOBo MecTo, CnOBeHH51

APPROVED BYS-JMT JSC
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