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COCTaB
1 ne,lleHeu cO,llep}KI1T 1,0 Mf 6eH3MKOHI151 xnopl1,lla (benzalkonii chloridum).
BcnoM02WneJlbHble eeUjecm6a: neBOMeHTon, 3cjmpHoe Macno M5:JTbI nepeYHOH, 3qmpHoe
Macno 3BKMI1llTa, TI1MOn, naKT03bI MOHOfH'upaT, napacjmH )J(H,UKHH, fl1l1uepHH, KaCTopOBoe
Macno tmCToe , rrpOTI1BOneHHhIH areHT 1510, Cop6HTon, rnlOK03a )J(11,UKruJ,MarHH}) cTeapaT,

Me,llH xnop0<pHnnI1H (EI41), KapTaMYc KOHueHTpaT, THTaHa ,llHOKCI1,ll (E 171), nOBH,UOH,
Karron 600 C!>apMa, caxap03a.

OnHcaHHe
Kpyrnble, ,llBOSIKOBhmYKnbIe ne,UeHUhI C rna,llKOH rroBepXHOCTblO, nOKpbITble 060nolfKoH OT
CBeTnO-3eneHoro ,ll0 3eneHoro UBeTa.

$apMaKOTepaneBHlqeCKaH rpynna
AHTHCellTH'4eCKOe cpe,llcTBo [R02AA 16]

$apMaKOJlOHlqeCKHe CBOHCTBa
Jle,lleHUhI CenToneTe MeHTon CO,llep)I<aT 6eH3MKOHH}) XnOpH,ll H THMon, KOTopbIe 06na,llaIOT
npoTHBoMHKp06HbIMH CBoHCTBaMI1.

nOKa3aHIIH K npHMeHeHlllo
JleneHUhI CenToneTe MeHTon npI1MeH5IlOTC}) ,Un5106neryeHHSI CHMnTOMOB npH cne,UYfOWHX
COCTOSIHH5!X:

I1pH nen<J1X I1H(peKUH5IX nOnOCTI1 pTa 11ropna;
I1pH npOCTY,lle H rpl1llrre (60J1h, CYXOCTh, )J()I(eHHe 11pa3,llpa)J(eHl1e ropna);
Ilpl1 BOCrrMeHI1H ,UeceH H cnH3HCTOH 060nOy.KH nonOCTH pTa (CTOMaTI1T, rHHrI1BIH);
I1pH oxpHnnOCTH ronoca Bcne,UCTBHe npOCTY,Ubl H npH Henpl1HTHOM 3anaxe H30 pTa.

npOTlIBOnOKa3aHIIH
DOBbIIlleHHa5I LJYBCTBI1TenbHOCTb K KOMnOHeHTaM npenapaTa.

,lJ,eTcKHH B03paCT no 4-x neT.

Cnoco6 npHMCHeHl{H II .lJ.03bl
1 ne,neHeu MellJIeHHO paccaCbIBaTb B nOnOCTI1 pTa Ka)J(llble 2-3 lIaca. ,UeT5IM CTapllle 4 neT
peKOMeHnyeTC5I npHHHMaTb ,UO4 ne,lleHUOB B ,UeHb. ,UenlM cTapIlle 10 neT peKOMeH,llyeTcSI

I SmPCPIL080897 4 I Page 1 of 312.07.2016 - Updated: 07.03.2017



1.3.1
SPC, Labeling and Packa e Leaflet

npHHHMaTb LlO 6 neLleHUOB B LleHb. B3pocnbIM H LleT5IM cTapwe 12 neT peKoMeHLlyeTc5I

npHHHMaTb LlO 8 neLleHUOB B LleHb.
JIeLleHubI paccacbIBalOT LlO nonHoro pacTBOpeHH5I.
He CJ1enyeT npHHHMaTb neLleHUbI HerrocpeLlcTBeHHo nepen npHeMoM mmU-I H BMeCTe C

MonOKOM.

n060QHOe .lleIICTBHe
D060QHble 3cpcpeKTbI Ha6nlOLlaFOTC5I OyeHb peLlKO, eCJ1YInpl1HHMaTb ne.lleHUbl CenTOJIeTe
MeHTOJI B peKoMeHnoBaHHblx Ll03ax. Y nFOneH C nOBblWeI-lHOH LIYBCTBIHeJIbHOCTbFO npHeM
npenapaTa MO)!(eT npHBecTH K )KenYLlOYHO-KHWeYHbIM pacCTpoHCTBaM (TowHoTa. Lll1ape5I),

npH npmlBneHHH KOTOPbIX npHeM npenapaTa LlomKeH 6blTb npeKpalUeH.

nepe.l103UpOBKa
ltb-3a HI13KOfi KOHueHTpaUI1H aKTHBHblX KOMnOHeHTOB B O.llHOM neneHue, B03MQ)KHOCTb
nepeLlo3HpoBKH MHHHMaIIbHa. Dpl1 nepeLlo3HpoBKe MOfY-I' Ha6J1FOLlaTbC5I)J(enynoYHO-
KHllleYHble paCCTpOHCTBa (TolliHoTa, pBOTa H LlHape5l). B TaKHX cnyyasrx cneLlyeT npeKpaTHTb

npHeM npenapaTa 1106paTHTbC5! K BpaQy.

Oco6ble YI\:a3aHHH
130JIbHbIM caxapHbIM nHa6eTOM cneayeT ITOMHHTb 0 TOM, liTO B Ka)KnOM neaeHue cOnep)I<HTC5!
207,2 Mf JIaKT03bI, 646,6 Mr caXap03bJ, 33,67 Mf fJlIOK03bl. 152,7 Mf Cop6HTona n03TOMY
npenapaT He cnenyeT npl1HHMaTb 60JIbHbIM c LlecpHUHTOM cpepMeHTa JIaKT03bl,
faJIaKT03eMHeH HnH CHHapOMOM MaJIa6cop6UHH rJIlOK03bVraIIaKT03bl I1nH aeclmuHToM
cpepMeHTa H30MaJIbT03bl, npenapaT He cneayeT npHHHMaTb 60JlbHbIM c BpQ)I<aeHHOH
HenepeHOCHMOCTbIQ K CPPYKT03e, T.K. 3TO MQ)KeT Bbl3BaTb HapyweHH5I ITHIueBapeHH5I.

l)epeMeHHOCTb H KOpMJleHHe rpYUblO

l3epeMeHHble H KOPM5!lUHe rpYLlb[Q )KeHlUHHbl MoryT npHHHMaTb neneHUbl CenToneTe

MeHTOJI TonbKO no peKOMeHLlaUl'IH BpaQa.

B3311Moud'IcTBlie C .llpyrHMH npenapaTaMH
l3eH3aJIKoHH5I xnopHLl He peKoMeHLlyeTC5! npHMeH.HTb C LlpyrHMH aHHlcenTHKaMI1,

npeaHa3Ha4eHHbIMH LlJU! paccaCbIsaHH5! s rrOJIOCTH pTa.

<DopMa BblnycKa
15 neaeHUOB B 6nHcTepe. 2 6nHcTepa B na4Ke.

\' .
I '

Y CJ10BHSIxpaHeHHH
XpaHHTb npH TeMnepaType He Bblwe 25°C B 3alUI1lUeHHOM OT SJIarl1 11 CBeTa MeCTe.

XpaHlImb 6 HeoocmytlHOM OJIR oemeil Mecme.

CpOK rOUHOCT"
He CJIeLlyeT npl1HHMaTb npenapaT nOCJIe HCTe4eHH5! cpOKa roaHOCTH, YKa3aHHOrO Ha

ynaKoBKe.
2 fona.

Y CJ10BHSIoTnycKa 113anTeK

DpenapaT omycKaeTC.SI 6e3 peuema Bpaya
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fiPOl13BO.llIlTeJlb

KPKA, !l ..ll., HOBO MecTo, WMapbeWKa ueCTa 6, 8501 HOBO MecTO. CnOBeHHlI
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