
CITI'IH OPEI'I (SKINOREN)
Jrtlcrox-sK;taabtrri

(nrrtlropnauuH a;rs naquenroa)

Toproeoe Ha3BaHHe

Cruuopeu.

MeNiAyHapoanoe HelrareHToB:lHEoe Ha3BaEqe

A3exaHHoBafl K!lcJIora

JlenapcrnennaR {roPn.la
fe.rrr n-nl Hapy)ItHoro npuueueHnr 15%o

Onucanlre
Or 6eroro ro >l<ertoearo-6eroFo uBera Henpo3pa'lHhII rerb'

Oaprr.raxorepaueB'rfl qecKan rpynna
flpovue npenaparbr art neqeHEq yrpeii gm napyxuoro npIzMeHeI{IlJ{'

Cocrae
I r re.nx coqeP>xu'r

atmuarrcri unzpedueum - a3eJIaI'llIoBa'I ruclora 150 vr
6cnowo?amerbLlbte Bet4ecmla: nponI4reHfJIHKons (E1 520)'

lcap6or'rep 980, rprlr:rr'rqepuAbl cpeaHelz uetru' Harpl4t

6esaofiuas xracnora (E210), Boaa ot{HlqeHHat

OapuaxoloruuecKHe cBoiicrBa
{Dupnaxo0uattuuxa
Cqnraerc.s, qro rePa[eBTHqec(YIo

o6ycroeluoaer ero aHrul'antcpo6Hoe

3,604 uasecessoil .l o:r,t.

oKLtcIeHHt, B618O.[HTCtl TaKx{e roqKaMlt '

norncop6ar S0 (E433)' nesnruu (E322)'

rHApoKcHA (E524), alluarpltt saerar'

gnae. Octagruaqct qaorb B Bu.[e

ar!$exuenocrr' fert Cttauopen rtp neqeHHL aKHe

aeicrBue H He[ocpeAcrBeaHoe BJII'ttHI{e Ha QonnH(yJItpHbIH

fl{IIepI(eparo3.
KrgHlrqecxr4 na6:rrc.4aetCs 3HaqI'ITellbHOe CHI'Ix(eHHe nIOTHOCTI'I KOJIOHI'3aIIIII4 PrOpiOnibaCteriUm

^Cnes 
ti cyfiTecTBeHuoe yMeHbLrIeHue rlpaxquu cBo6oaHblx x(HpHbIX KI'ICJIOT B JII4n[Aax IloBepxfloc'l'lt

I{or(H.

A:e,raunosas (ncrora in yitro u in vivo ururu6upyer npolNclepaqulo KeparHHouHroB I.r HopMMH3yer

HapyuleHHeflpoueccoBTepMIHaJIr,Hofo.quo(hepeHuuporaHll'13IlHAepMxcanpuo6pa:olaul4HaKHe'
Ha N{olen4 (por!rqbero yxa a3erapiHoBat K14cjlora ycKopter KoMeAonL3ltc 14HAyIIllpoBaHHblx

TeTpaAeKaHoM KOMeAOHOB.

MexaHn:v, BcneacrBue I{oropofo a3ejrauHoBaf Kl4crora BJIHter Ha naroreHerl{qeoKne 3BeHbl

pa3BHTHtpo3aqea,onottrrran"noHeBbItcHeH'Llecxonlxor'lccreaosaHllfiinvittouinvivo
yr(a3bBaroT Ha ro, qTo a3eirariHoBat ruclora o6laAaeT IpoTHBOBOCSaII'ITeJILHLIM gooeKTOM, CHHt(a.S

o6pa:oeanue [poBocnanI4TerbHblx cBo6oaubrx paal4KanoB'

@apttttxot<uuemuxa
Ilocle uecrsoro HaHeCeHnr fers a3eirauHoBafl l(r.rctora npoHlrKaer Bo BCe cJrol{ KO)Kh'

riio"r*ro"""r" npoucxoaur 6rtcrpee B rloBpcxAeHllofi rco>re' I{eM B 3aopoBofi' floc:re

oaHoKpaTHOfO MeCTHO|O rpuMeHeHr.{rr 1 r a3claHltosofi l(ucjloTbl (5 r rena) BCaCbIBaeTC{ npHMepHO

gacrt scocaeueficfi KI'toJIorbI BblBoIHTct noqxar4ll B HeH3MeHe-lt}loM

arlxap6onorrrx KHcJIor c yropouenuoli AnHHoii qcnu 1C7' CJ)' o6

PaBHoBecHat KoHueHTpauut a3eranHoeoil (!{cltorbl y 6o;t'ultx

CxNHopeHa re:w 2 pasa B aeHb qepe3 8 seae'll 6stna cxo'unofi c



Ao6poBonbrreB I-r y 6o"rbHblx c aI(He np]4 Hop\{albHofi altere 3To

noaKo)r(Hofi a6cop6uul'l [pI'I HaHeceHfiL a3eJIaI{lloBor'I (HCJlOTbl

cHcTeMHylo Harpy3I(y a3enaltHoBoll li!{cJIOThl. IlonyqeHHoi 143

pe3yJrETaTe npl.eMa tIllrqfi

yKa3bIBaeT Ha To, qTo cTeneHI)

2 pa3a B AeHL He Biltlter Ha

3HAOIEIIHbIX HCTOqHHKOBJ }I R

floxa3aHlttr rt lrPHi]leHcHlIIo
- yrpeBat 6onegus: nerKoi;i H cpeAHef creneHtl narlynonycryne3Hble yrpu Ila Ko)I(e nllua'

- nanynonycry-'Je3llat Po3auca

Cnoco6 nprllvteneEufl H Ao3l,l
Hapylnno. B:pocjrr,re h aeTlt crapue 12 JreT: TeJIL HaHOCI.ITb Ha nopD(eHHble yr{acTKl',I KO)I{X I{ CIerKa

"rlrpar"Zp*u""ytn"(yrpovuneuepolr)'flpu6la:rre'rrsHo2,5cvre:rxrocraroqHo'!neBceHno""p*to"it n"qu. n"p"a npHMeHeHUeM npelapara CruuopeH l{ox(y cneayer orlucrl'{rb Bo'4ot Htn

Mgf KIiM O.tHIIalO[IH]v1 KOCMeTI.T.{eCKI.j M CpeAcTBOM, 3aTeM BbICyuI{Tb.

BarxHo, uro6lt Ctcuuopen reJlb I{cnojlb3oBatc{ peryn{pHo B TeqeHue Bcero neprloAa neqeHI.Jt-

IlpOAo;rXcUreltUocTb I{ypoa JIeqeHI.l[ MoI(er MeHqTbct B 3aBHCHMocT,I OT IIHA]tBI.IAya"lbHOfl KapTtlHbl

:aflOileeagr1s U OnpeAelseTcr cTeneHbro ero TtXecTh. OufyrrnrOe ynyq[IeHl{e na$IIOAaerCq, XaK

rrpaBHlro, 
""p"a 

4 Heaerll. .ryq Aocrltll(eHl,l nyqulix pe3ynbraroo CrunopeH feJll creryer

Ilpll]\{eHtTb HerlpepblllHo Ha IIpo ft)l(eHHll HecKoJltltHX MeCtUeB-

Ec,rs noc:re 1 necsua reqeHHg yrpenoii 6o:re':Hrl HJIH IIOCJ'Ie 2 vecsqes JleqeHl',lt po3allea He

ua6lrolaercl ynyquleH!{s Hnu B cnyqae o6ocrpenal y(a3aHHblx 3a6oneBaHl]fi, CneayeT npe(paTI{TL

HCTIOJb3OBaHI{e fent H paccMorpeTb .qpyf}4e BapltaHTf'I ilerlesHt'

B cnyvae . qpe3MepHoro pzBApaxeHH, (o)r(H cneayeT yMeHbuHTb AJII{ I(OII{qecTBo HaHocl.lMofo

Crunopeua rers, HJrH qacrory npltMel{eHl{t rpenapara ao I pa3a B cyrl(H Ao r{cqe3iloBeHitt

pa3npa;(eH,,r. flpu ueodxo,'rvoc' Jrroxro BpcMeH'o lrpepBarh neqeHHe Ha ltecKonbKo r'lHe[.
^E"aonaa"o"t6 

lr sdtrlexrl{aHocrb npr{MeHeHn{ CnuHopen reJ]t AIq JleqeHl4t po3auea y AeTei MIaAlue

18 ner ue ycrauoe:rena.

rIo6oqnrre neiicrsuq
Hall6O:ree qacTo npOqBItIoTCt MeCTHLIe no6or{Hble peaKql.i}i: xXeHIle, 3yA, 6OJIb' a TaK )(e cyxocTb,

cbrnb H rrapecTe3r.{H Ha MegTe HaHeceHur npenapafa (lpu leueuult yrpenoi 6o:resuu); cp<ocrr, cltnr'

napecre3un H oreK Ha Mecrc HaHeceHrq npelapara (npu rerJeHHH po3allea)'

PeNe voxet na6rrcaarbc.s 3pHTeNra, KoHTaIoHLIft AepN{arllr, ueJryIxe}lse KoxH' qyBcrBo rellJrorbl H

g3MeHeHr{e oKpacKg Ko)t(H Ha MecTe HalreceHHr npeflapam (npn .rteuennlr yrpeaofi 6oleuu), lpurelra,

Cbinb, KOHTaKTH6TS AeplIaTHT, g1tcxolr(lopr, XpanHBHIlqa Ha MecTe HaHeCeHI4t flpenapaTa (rtpu

neqeHlt!i po3auea), a raK x(e peaKI{HH rufiepqyBcrBu rerbHocrl4'

tr4geecrHsr cnyqalr )xyaueutx 6por rrrra,rtHor"l acrMr,l y fiaufieHroB, lronyqaBrnhx neqeHl'le

ageraHHogofi KHc,'Iorofr .

IIpo'rneonoxa:anrn
flossrueHnat qyBcrBl{TenbHocrb K I(oMnoHefl '[aM npcrrapara.

Oco6lre yra:anIrn
fipenapar npe4Ha-rHaqen ToJIbro AJur HapyxHoro pIIMeHefl us.

C,reAyer u:6erarb [OlaAaHU{ lpenapaTa B I JTa3a, B poT I-I Ha CIH3IrCTble o6OnO'{xu. Iplt ClyuafiHOt"t

nO[aAaHHla HeO6XOALIMO TUIaTSJIhHO IIpo]vlLlTb rna3a, pOT ll Cls3ugtr,Ie O6OnOqKI4 C 6O16rr1HM

KOnr{qecTBoM BOAU. ECln pas4parxetrue rJfa3 coxpaHseTct, Heo6xoguvo npoKoHcynbTHpoBaTbcs c



Pexoueu,ayercr He rrcrroJrb3oBarl crrrprocoaepxarrlue oquqalolque cpeacrBa, Hacror.r a
orrrrenyur.IBaroque cpeacrBa rrplI npHMeHeHHra cnuaopeu renb ajrs re.qLe:l^:,1's. lanylouycry.l€sHofi
po3auea.

IlepeaosfipoBxa
Yqutrtean oqeHb HH3KyIo MecrHy'Io 14 cr.{creMH),'}o roKcr.tq}rocrl a-gerafiHogoi Kucrorbr,
rrHTor(cfi I{aqr{r MonoBeporTHa.

B:arlMoAeftcreue c Apyrr.rMr{ JIeKapcrBeHHbrMn cpeAcrBaMll
I{e ycraHoaaeasr

Bepeuenuocru H !,rarcl aunq
Heo6xoaruo co6.urcpats ocropoxHocrb rrpr.r Ha3HaqeHLrI4 Cxunopen re:rr 6epeueunsrv u KopM;1[{r4M
xeHnILtHaM.
KonrponNpyevrre liccneAoBalrat npl4 MecrHoM IIpHMeEeHI.IIa a3erar.rHoeoft Kr.rcJlorbl y xeHuI1rH B
nepuoa oepeuenHocrr4 He rpoBoannacb. B ueroroprn HccJre.(oBaHlirx in vitro aelroHcrplrpoBaracb
BO3MO)I(HOCTb npoHr.rr(HoBeHnr npeflapaTa B rpy.qHoe MonoKo.
Pe6€nox He AoJDKeH coflpfiKacarbcr c Kor(eft u rpyabro, Koropr,re o6pa6arsrnarorcr [penaparoM.

Cpox ro4nocrn
3 roaa He ficnolb3oBarb no Hcreqe*I,fi cpoKa roA'ocrlr, y(a3aHHofo Ha yrraKoBl(e.

Yc.ronug xpaHeHHq
flpu reuneparype He Bbrrxe 25 oC, n Hegocly[HoM Arf, AereE Mecre.

(Dopua errnycxa n yrraKoBKa
IIo 5 u 30 | aJIIoMItHHeBaJI ry6a, :ane.raraHIra;r veu6pauofi, c HaBuHquBaloutrriiracs rornaq(o\r. Tv6a
BMecre c nacrKoM-BKIaABIrxeM rroMeuleH6r B KaproHHyto xopo6ry.

Ycnonuq ornycra
6e: peqema

Hn$opruaqul o rrpor.r3BoAnre,re
Eafiep tDapua Af, fepvauua
flpouue4euo Eafiep Xencrsp Mauy{rxrypuHr C.p.:r,
Va.3. lllepunra 21,20090 Cerpare (Ma:ran), hrarux

Bayer Pharma AG, Gennany
Manufactured by Bayer Healthcare Manufacturing S.r.l.
Via E. Sclrering 21 , 20090 Segrate 1 Milano). Italy-

/-2/f: .


