
1.3.1 Benzocaine + Cetylpyridinium chloride
SPC, Labeling and Package Leaflet

llHCTPYKUIDI ITO ITPllMEHEHmO

CEITTOJIETE@ nmoe Mell H JlaiiM

SEPTOLETE@ plus honey and lime

ToprOBoe(naTeIITOSalllloe) na3BaUHe: CenTOJleTe® nmoc Me.D,11JlaHM

Me~yHaponHoe (lIenaTeuToBalluoe) Ha3BaUHe ItJIli rpynnnpOBOQHOe ua3Balllle: 6eH30KaHH +
ueTliJlnJ.1pJ.1.D,HHHll XJlOPH.D,

JIeKapcTBeHHaR c1J0pMa: JIe.D,eHUbl. . "
I. ;, lJ I

COCTaB

1 Jle.D,eHeu CO.D,ep}KHT:

AKI11U6Hble ae11Iecl116a:

ueTIJ1mlp")UofHl111 XJlOpH.D, (B BI1.D,eMOHOfH.D,paTa)

6eH30KalofH

1 Mf

5 Mr

BcnOM02ame!lbHble 6eulecl11Ga: JleBOMeHTOJl, MllTbl nepe4HoH JlHCTbeB MaCJlO, apOManl3aTOp JlaHMa,

apoMaTH3aTop MeJJ.a, MaJIbTHTOJl )1<H.D,KI1H (cyxoe BellleCTBo), MaHHI1TOJl, rJlHuepon, KacTopoBoe

MaCJlO, KpeMHHSI JlI10KCJ.f.D, KOnnOI1.D,HbIH 6e3BO.D,HbIH, MarHl1l1 cTeapaT, Kanon 600 <DapMa, nOBI1.D,OH,

KpaCI1TeJlb TI1TaHa .D,110KCH.D,(E 171), KpaCHTeJlb XI1HOJUlHOBblH )I<enTbIH (E 104), KpaCI1TeJlb KapaMenb

(E 150a), KpaCI1Tellb KpacHblH o4apOBaTeJlbHbIH (E 129), MaJIbTHTOJl.

Onlfc3HlIe

KpYfJlble .Ll.BOllKOBbmYKJlble Jle.D,eHUbl C rJla.D,KOH nOBepxHocTblO, TeMHO-)l<eJlTOrO UBeTa.

<l>apMaKoTepaneBTlf'lecKMI rpynna

DpenapaTbI.Ll.JUl Jle4eHJ.fll 3a6oJleBaHl1H ropJla. AHTI1CenTI1KI1.

Ko.ll ATX: R02AA06

<l>apMaKOJlOrllQeCKHe CsoiiCTBa

UeTHllnHpH.D,HHHSI XJlOPH.D, - aHTHcenTHK H3 fpynnbl 4eTBepTH4HbiX aMMOHHeBblX COe.D,HHeHHH. OH

.D,eHCTByeT KaK KaTHOHHblH .D,eTepfeHT. 4eTBepTH4Hbie aMMOHHeBble COe.D,I1HeHHll CBll3blBalOTClI C

nOBepxHocTblO 6al<TepHaJlbHblX KJleTOK, npoHHKafoT BHyrpb H COe.D,HHllIOTCli C UHTOnJla3MaTH4ecKoH

MeM6paHoH MI1Kp060B. B pe3YJlbTaTe nOBblwaeTCll npOHl1uaeMOCTb UHTOnJla3MaTWleclwH MeM6paHbi

.D,JllI HI13KoMoJleKYJlllpHbiX BellleCTB, B OCHOBHOM, .D,JllI HOHOB KaJlHlI. 4eTBepTl14Hhie aMMOHl1eBble

COe.D,HHeHHll 3aTeM npoHHKalOT BHYTPb KJleTKH, nOBpe)l<.D,all ee CPYHKUHIO H npHBO.D,lI K rH6eJlH.

UeTHJlnHpH.uHHHll XJI0PH.D, 06J1a.uaeT 6aKTepHUH.D,HbIM, BHPYUH.D,HbIM H CPYHfHUl1.llHblM .D,eHCTBHeM.

EeH30KaHH 6J10KHPyeT npoBe.D,eHl1e I1MnYJlbCOB no HepBHblM BonOKHaM, BKJlI04all 60neBble, TaKI1M

06Pa30M, YCTpaHllll OIl.(yw.eHl1e 60JlH. Depe.D,a4a I1MnYJlbCOB no HepBaM HapywaeTcli BCJle.D,CTBHe

nOBblWeHHJl npOHl1uaeMOCTH MeM6paH HepBHblX KJleTOK DJlll 110HOB HaTpHll.

tI>apMaKoloIHenl'lecKue CBoi:lcTBa

B JIl.1Teparype OTCYTCTBYIOT .D,aHHble 0 cjlapMaKOKI1HeTI1Ke ueTI1J1nl1pl1.D,HHI111XllOpl1.D,a. DOJlbWall 4aCTb

I1Hcpoprl'lall.lH1 no cpapMaKOKHHeTI1Ke 4eTBepTH4HbiX aMMOHl1eBblX coe.uI1HeHI1H nonY4eHa B

3KcnepHMeHTax H3 }I<I1BOTHbIX. H3BecTHo, 4TO lfeTBepTI14Hbie aMMOHl1eBbie COe.D,HHeHHll nnoxo

BcaCblBalOTCll, TOllbKO Ha 10-20%. HeBcocasw311clI LIaCTb npenapaTa BblBO.lll1TClI C KaJlOM B

Hel13MeHeHHOM BH.D,e.

J1HTeparYPHble CBe.Ll.eHl1l1 0 cj)apMaKOKHHeTI1Ke 6eH30Kal1Ha TalOKe CKY.D,Hble. HeKoTopble MeCTHble

aHeCTeTHKH, BKJlI04all 6eH30KaHH, nJloxo pacTBopHMbl B BO.D,e11n03ToMY HX a6cop6UI111 MHHHMaJlbHa.

BcocaBwHHcSI 6eH30KaHH rH.D,pOnl13yeTcli npeHMYlllecTBeHHo nJla3MeHH0l1 XOJl11HecTepa3011, H

He60JlbWaSi 4aCTb MeTa6oJll13lipyeTclI B ne4eHI1. DpO.uYKTbI pacna.D,a BbIBO.D,lITCli C M04011.

I1oKa3allllSl K npI-IMetleHIlI:O

J1e.D,eHUbl CenToneTeilil nJllOc Me.u H JlaHM peKOMeH.D,OBaHbl .D,nll CHMnTOMan14eCKOfO 06nefLleHHll

60JlH, 4YBcTBa }IOl<eHHll H nepWeHI111 B ropne:

npl1 YMepeHHblX HHcpeKUI111X nonOCTH pTa 11fopna (cjlapHHfI1T, llapHHrl1T,Ha4aJ1bHall CTa.D,l111aHfl1Hbl)

npH BOCnaJIeHI1H .D,eCeH 11CJlH311CTOH 060Jl04KI1 nOnOCTI1 pTa (fI1HfI1BHT, CTOMaTHT)

npl-i npocTy.UHblX 3a60JleB3Hl-i5lX H rpHnne.
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Cnoco6 npIIl\feHeHHSI H ~03b1

PeKOMeHJI.yeMa5!,n03HpOBKa ~n5! B3pocnblX H neTeH CTapwe 12 neT - no 8 neneHUOB B neHb.

PaccacblBan no onHOMY neneHuy KaJl(Jlble 2 - 3 Llaca.

Pel<oMeHnyeMa51n03HpOBI<a nn51neTeH OT 6 no 12 neT - no 4 neneHUOB B neHb.

PaccacblBaTb no onHoMY neneHuy K(l)I(nble 4 "4aca.

OnblT npHMeHeHlul y neTeH OrpaHl1'-1eH.

CenToneTe® nmoc Men H naHM neneHUbl He peKOMeH.nYIOTC51.nn5! npHMeHeHH51Y .neTeH Mna.nwe 6
neT, TaK KaK HenOCTaT04HO.naHHbIX no 6e30naCHOCTH npHMeHeHH51.

llpOHIBonOKa3alllfSi

IToBblweHHa51 YYBCTBl1TenbHOCTbK aKTl1BHblM HnH BcnOMoraie:ngfl';IMLBe.ll(eCt®'~' r Cjl
,n:eTCKI1HB03paCTno 6-x neT. 6) J t) .

EXP~RT lUI. T L:U. -<.11 ~~. ~
llooo'lIlOe .neHcTBHe I i ~ ""',' T I ii,O,f./rY
B 04eHb penKHX cnY"4a51XB03MQ)KHbI CI.J1JlepZU'leCKue peaKl1uu. ' \-

Co C/110POHbl I1UZlleaCipUmeJlbliOU cucmeJVlbl B 04eHb penKHX cnY4aSlX B03MO)I(Hbl: TOWHOTa, 60nb B

)l(HBOTe, nHapeJl, npH np051BneHHH KOTOPblX npl1eM npenapaTa nOJl)KeH 6blTb npeKpalUeH.

ITpenapaT COnep)I<I1T nOJUfOnbl (MMbTI1TOn, MaHHI1Ton), KOTopble MoryT B 60nbWHX n03ax
Bbl3Ban nl1apelO, oco6eHHO y .neTeH.

B3amlO~eiiCTBlle C ~pyr"I\HI npenapaTaMI-J

He onHcaHO CJlyyaeB B3aI1Mo.neHCTBI1J1CenTOJleTe® nJlIOC Men 11naHM C npYrHMH JleKapCTBeHHblMI1

npenapaTaMI1. J1eneHUbl He nOJl)J(Hbl npYlHI1MaTbCJICOBMeCTHOC MOJlOKOM,TaK KaK MonOKO CHI1)KaeT

npOHIBOMHKpo6HblM 3cpcpeKTueTI1Jlnl1pHnl1HYlSlXJlopHna.

OCOOLle YKa3alllUi

J1eneHUbl Henb351npl1MeHJlTb npl1 OTKpblTblX paHax POTOBOHnOJlOCTH, nOCKonbKY uenWnl1pHnHHH5!

XJl0pH.n 3aMe.nn51eT3a)I<YlBneHHepaH.

ITPH 60nee BblpaJI<eHHblX I1HcpeKUHOHHblX npoueccax, conpOBQ)KnalOlllHXC51 nOBblWeHl1eM

TeMnepaTypbl, rOJlOBHOH 60JlbiO Yl PBOTOH, Heo6xonHMO 06paTI1TbC5! K BpaLly, oco6eHHO ecnl1

COCTOJlHHe3,nOPOBb5!He ynYLlwaeTC51 B TeyeHl1e 3-x nHeH.

ITaUHeHTbl c caxapHblM nHa6eTOM nOJl)KHbl 3HaTb, LITO Ka)I<nbIH neneHeu COnep)l{I1T npl1MepHO 1 r

MMbTI1Tona. L(n51MeTa6oJIl13Ma MMbTHTona Heo6xonl1M I1Hcynl1H, HO 113-3aMenneHHoro rl1npOJIH3a 11
BcaCblBaeMOCTI1 113 )l(eJIyn04HO-Kl1we4Horo TpaKTa ero rnl1KeM114eCKl1H I1HneKC O'leHb HI13KI1H.

3HepreTl14eCK351 ueHHOCTb ManbTHTona (10 KL()ldr HnH 2,4 KKM/r) CYllleCTBeHHO HH)I(e, "4eM y

caxapo3bl.

J1e.neHUbl CenTOJleTe® nnlOc Me.n H naHM He peKOMeH.nOBaHblneT51MMOJlQ)Ke6 neT.

ITpl1MeHeHHe B .n03ax cBbiwe onHcaHHblX He peKOMeH.nYIOTC51.

CneZ/UCIJlbHCIJl uNqJOpJvlal1U5l 0 opyzux KOMI10NeHII1C1X npenapamCi

J1e.neHUbl CenToneTe® nnlOc Me.n 11naHM COnep)I(aT ManbTHTon 11)l<H.nKI1HMMbTHTon. ITaUl1eHTbl C

pe.nKHMI1 Hacne.nCTBeHHbIMI1npo6neMaMH HenepeHOCI1MOCTHCPPYKT03blHe nOfl)l<Hbl npHHHMaTb 3TOT

npenapaT.

BJ1IISIHne Ha Clloco6HOCTb ynpaBJISlTb aBTOM06HJIeM H paooTy C TeXHIIKoii

HeT C006111eHI1H0 BJlI1S1HHHJleneHUOB CenToneTe® nnlOc. Men H JlaMM Ha c.nOc.o6HOCTh ynpaBn5lTh

aBTOMo6HneM 11pa60TY CTeXHl1l<OH.

llpnMeHeHHe npn oepeMelUIOCTII U B nepuoLl rpy.nHoro BCKapMJIHBaHIfSl

Heo6xo.Lll-1MO co6nlOnaTb OCTOPQ)I(HOCTb npl1 Ha3HaLleHI1H CenToneTe® nJllOC Men H naHM

6epeMeHHbiM H KOpM51LUI1M)l(eHlUI1HaM. ITOCKOJlbKY.naHHble 0 npYlMeHeHHH JleneHUOB CenTOJleTe®

nnlOc Me.n 11 JlaHM y 6epeMeHHbiX )((eHlUJ.1HorpaHI1LleHbl I1nl1 OTCYTCTBYIOT,He peKOMeH.nyeTcSI

npl1HI1MaTb I1X B nepl1o.n 6epeMeHHOCTH 11KopMneHHSI rpy.ublO
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llepe,lJ,031lpOBlCa
o cnY4aJl.X flepe.n03»POBKH He C006W,aJlOCb.
1-l3-3a HI13KI1XKOHu,eHTpaUI1HaKTI1BHblX KOMnOl-leHTOB13ne,lleHuaX, nepe,ll03l1pOBKa npaKTI14eCKI1 He

B03MO)l(Ha. Dp» npl1eMe ).1m, lIpe~bIWal{)w,I1X peKOMeH.nyeMbie, Mor)''T Pa3BHTbCJI.)Keny.n04Ilo-

KI1We4Hble paccTpoi1cTBa, TaKl1e KaK TOWHOTa, pBOTa 11.nl1apeJl.. BblCOKl1e .n03bl nOnl10nOB MoryT

Bbl3blBaTb )lwapel{), oc06eHHO y .neTeH. oeH30KaHH MO)!(eT Bbl3blBaTb MeTreMOrJIo6HHeMHI{), a

uen1J1nl1pl1.nHH1-H1 xnopH.n - PBOTY 11 TOWHOTY Bcne.nCTBl1e paJ.npaJl<eHHJI.cnH3HCTOH 060n04KH

)KenY)101.JHO-KHWe1.JHorOTpaKTa.

<l>opMa BblUYClm

JIe)leHllhI.
ITo 9 JIe,lleHUOBB 6nl1CTep 113KOM611HI1pOBaHHoroMaTepl1aJ1a IlBX/IlB,UX - cponbrH aJlI{)MI1Hl1eBoH.

Ilo 2 6mlcTepa nOMewalOT 13na4KY KapToHHYIO BMeCTeC HHCTPYKUHeHno npHMeHeHl1lo.

Y CJJ0 BIUl xpaHeHIlSi
XpaHI1Tb npH TeMnepaType He Bblwe 25°C, B 3aWI1w,eHHOMOT Bnarl1 11CBeTa MeCTe.

XpaHI1Tb B He)lOcrynHoM ,llnJl. ,lleTeH MeCTe.

CpOK rO)lHOCTlI

3 rO,lJ,a.
He flpl1HHMaTb nocne I1CTelJeHI1J1.cpoKa rO,llHOCTI1.

YCJJOB1UI OTnYClCa 113 anTelC

ITpenapaT OTnYCKaeTCJI.6e3 peu,enTa spaLla.

IIpOH3Bo.[l.I1TeSlh
KPKA, )l.,ll., HOBO MecTo, WMapbewKa u,eCTa6, 8501 HOBo MecTo, CnOl3eHI1SI
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