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MHWHNCTEPCTBO 3APABOOXPAHEHUA U COLIMAJIBHOI'O PA3BUTHA
POCCHHUCKOU OENEPAIMA

WHCTPYKLIVS
[10 IIPHMCHCHHU IO JICKAPCTBECHHOT'O IIpCriaparta 1ol MCIUIINHCKOTO IIPDUMCHCHNA
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Xumuveckoe naspanue: 1-[[udennn(2-xnoppennm)mernn]-1H-umunazon

o

JlekapcTBennasi gopma: XpeM Ui HAPY)KHOrO NPUMEHEHHT - - ° |

¢ 4

P
Y 4 ~

CocraB o “
" ” Y ’ 4 # h

Kasxpiii rpamMm npénapa*rg CONIEPIKHT; -
Axmusenoe seuyecmso: IéIOTpHM&BOJI 10,0 Mr
Bcnomozamenvhvle éeujecmea: nponuineHraukons 50,0 Mr, Basenud Gensri 120,0 mMr, napabun
¥uakud 60,0 Mr, BOCK 3MYILCHOHHBIA LETOMAaKpOrodpHeli 135,0 Mr, GeH3WJIOBBIA CIHPT
10,0 wMr, Merwmmaparumpokcubenzoar 1,5 wmr, nponummaparuapoxkcubenszoar 0,5 Mr,
oyruwiruapoxcuronyor 1,0 Mr, Harpus muruapodocdara mgurmmpar 0,8 Mr, HaTpus
runpogocdar 0,6 mr, Boxa ounmmensas go 1000 mr.

Onucanne: OaHOpOaHEBIN KpeM Oeoro usera.

(dapmaxkorepaneBTHYecKas rpynna; ITpotuBorpndkoBoe cpencTso.

Kon ATX: D10ACOL.

@OapMakosiornuecKne cBoiicraa

(bapMakoJIOrHYecKoe NEeHCTBUE — MPOTHBOTPUOKOBOE CPEACTBO IIHPOKOro CIEKTpa AciicTBHS
JUI1 MECTHOI'O IIPUMEHECHHSA, aHTHOAKTEPHANBHOE, NPOTHBOIMPOTO30MHOE, TPHUXOMOHALMUIHOE.
AHTUMUKOTHYECKHIA .. 3pdexT axkTMBHOro  JHeliCTBYIOmErO  BelNecTsa KJI0TpUMasoJa
(mpou3BoAHOE HMI/II[\SaBQ,TEEl) CBSI3aH C HapyIIEHHEM CHHTE3a 3ProCTEPHHA, BXOIAIIETO B COCTAB
KJICTOYHOH MeMOpaHb!l TpuOOB, " YTO H3MEHSAET IPOHHUIIAEMOCT, MEMOpAHBI: U BBI3LIBAET
MOCHCAYIOIMUH JIM3UC KIETKH. B OQyHrHIMIHBIX KOHLIEHTPAUUAX B3aUMOACHCTBYET C
MHUTOXOHIPHANBHBIMH M IIEPOKCHIA3HEIMH (EepMEHTaMH, B pE3YAbTAaTE YEro INPOHCXOIMT
YBEIMYCHAEC KOHUCHTPAIMM TMEPEKUCH BOXOPOAA 10 TOKCHYECKOIO ’ YPOBHH, UYTO TaKXKe
cnocoﬁcmyéT pa3pyMIeHHIO IPUOKOBEIX KIETOK. | R _! . |

lIposBnser QyHrunuaHyo 1 QyHrucTaTHIECKYIO aKTHBHOCTH B OTHOLIEHHM JCPMATOMHIIETOR

(Trichophyton rubrum, Trichophyton mentagrophytes, Epidermophyton floccosum, Microsporum
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o KOHI_IGHTpalIHﬁ momnmasona B SHH,I[CPMHCC BBIIIIC, YICM B ,u;epMe H HO,IIKO}KHOH KJIICTHATKE. .

IS I‘pn61<OBHe 3a60neBaH1m KOXU, MPIKOBBI KOYKHBIX cmanoxc CTOI;
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canis), APOXOKEMONOOHEIX M IulecHeBBIX rpuboB (Candida spp., Bxmovas Candida albicans:
Torulopsis glabrata, pona Rhodotorula, Pityrosporum orbiculare). AKTHBEH B OTHOIUEHHH
BO30ynuTens pasHouBeTHoro mumas — Pityrosporum orbiculare (Malassezia furfur).
O(@eKTHBEH B OTHOUICHMH IPaMIIONIOXUTEIBHEIX OakTepuii — BO3GYAUTENS 3PUTPA3MEL
Corynebacterium minutissimum, a Takxe Staphylococcus spp., Streptococcus spp.,
rpaMOTPHLATENIBHBIX Oakrepuit — Bacteroides, Gardnerella vaginalis. B BBICOKHX
KOHIICHTPAIUAX aKTUBEH B OTHOIIEHUU Trichomonas vaginalis.

DapMaKOKHHETHKA

Knorpumason mnoxo BCACHIBACTCA YE€PE3 KOXY M CIM3HCTHIE OOONOYKM M NPAaKTHYECKH He
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OKa3bIBAET CHCTEMHOTG eiCTBUL. KOHHeHTpaI.IHH B ITTyOOKHX ClI0SX 3nunepMHca BBIIIE, YEM
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- Opr6eBHnHLm nnman 3pmpaama nosepxnocmme KaHIlH).IOBbI ' BBI3BAHHEIE

,I[epMaTO(bHTaMH IPOKOKEBEIMH (BKmoqaﬂ po,n Candzda), nJIeCHeBLmFH H leyI‘HMH rpnﬁamn H-
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[Ipnmenenne npu GepemennocTu u B MepHoj rpymmro BclcapMJmBaHnm . -
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[Ipn xnuHNYecKuxX H BKCHepHMeHTaJIBHBIX HCCJICI[OBaHI/IHX HE | 651110? yCTaHOBJIeHO 4TO

g

NpUMEHEHHE IpenapaTa B epHoON 6epemeHH0cm HITH B nepno,u KOPMJICHHS rpy,umo OKa3LIBAET

OTPULATEIFHOE BIHSIHHE Ha 370pPOBbE }KeHILIHHLI HJIH rmo,ua (peGeHKa) OpHako BOIpOC. O
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1eNeco00pa3sHOCTH Ha3HAYCHUS npengpaTa Bo I ‘mm ,III TPUMECTPE HOOJDKEH pEIIaThCS

MHANBUAYAIBHO MOCIC KOHCYIbTAUUN C BpadyoM. IIpu HasHayeHuu npenapara Bo Bpems II unu

! »
III TpumecTpoB OGepeMEHHOCTH CIIENYET YYMTHIBATL COOTHOLICHUE TiPEIIONAraeMoil MOJIb35I OT
Ha3HAa4YeHHA Ipernapara Ul MaTEePH M BO3MOXXHOIO pucKa st miona. Hanecenwe mpemapara
HENOCPEICTBEHHO HA JIAKTHPYIOIIYIO MOJIOYHYIO JXKeJIe3y IPOTHBOIIOKA3aHo.

Cniocod npuMeHeHHs M J03bI

Hapyxxno. KpeM Hanocar ToHkuM cioeM 2-3 pasa B JeHb Ha NPeABapUTEIBHO oqnmeHHmé (c

IPUMEHEHHEM MbUIA C HEUTpaJIbHBIM 3HAYEHHEM pH) u BBICYIICHHBIC n0pa}1<eHHHe ytlaCTKn J

B,

KOXH 1 ocromeHo BTUPAIOT. .

F
h'r"i » [ “



I1 NOO08874/02-120911
3

[IpogomKuUTENBHOCTE  JieYEHHS  3aBUCUT OT  TSOKECTH 3a00neBaHus, JIOKAIU3AIUA

MaTOJIOTMYECKUX U3MEHEHHUH U 3 EKTHBHOCTH Tepanuu.

HE MEHee 2 HeJIeIb 1I0CIe YCTPaHeHHsI CHMIITOMOB 3a00JIeBAHUSL.
IlobouyHoe geiicreue
AJJIEPTHYECKHE PEAaKIMH B BHUAE 3y4a, KPAMBHHIBI, MOKEHHS, MOKANGIBAHMS B MECTax

HaHeCCHUSA KpeMa. BO3MOXHO mosBieHHE 3pUTEMEI, BoJabIpeil, OTeka, pasapaxeHHsI H

IIETYIICHNS KOXH.,
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[IpumeneHue KpeMa B IOBBIUEHHBIX JI03aX HE BHI3BIBACT KAKHX-JUGO PeaKui U COCTOSHUIA,
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Biaumozeiicreue ¢ ApyrumMu JiekapCTBeHNBIMHU MpenapatamMn =~ .
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AMQoTepHIH B, HHCTAaTHH, HaTAMHIMH CHIXAIOT 3((EKTHBHOCTE KJIOTpUMa3oyia IIpH

ONHOBPEMEHHOM IIPUMEHEHUHY,

[Ipu npuMeHeHUH KpeMa oTpHIATENBHEIE B3aNMONEHCTBHIS C JPYTUMH CpeICTBaMHU HE U3BECTHEI

H HX HE CIIENYET 0XUIATh, T.X. pe30pOLUOHHAsA CTOCOOHOCTh KIIOTPNAMA30JIa OYeHb HU3KAd.

|
Oco0ble ykazanus }
He pexomennyercs HaHeceHHe npenapaTa Ha KOXY B 061aCTH IJ1as.

Y OONBHBIX C INEYEHOYHOII HEZOCTATOYHOCTBIO CICAYeT NEPHOANYECKH KOHTPOJIMpPOBATh

(byHKIIHOHANEHOE COCTOSHHIE IIEYEHN.

IIpyn nosBneHNM NpU3HAKOB MHIEPYYBCTBUTENBLHOCTH HITH pasipaxeH!s JeYEHUE MPEKPaILALOT.
ITpu orcyrcTBum a9 dexra B Teuenue 4 nenens cnenyer NOATBEPAUTH JUATHO3.
BiusiHne Ha CriocoGHOCTD yNPaBJIATL TPAHCIIOPTHLIMH CPEACTBAMH M MeXaHH3MAMH

[Ipemapar He BnMsieT Ha CIOCOGHOCTD YIIPABIATH TPAHCIIOPTHHIMH CPEACTBAMH M MEXaHU3MAaMH.
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®opma BuInycka ,.f

KpemM Jjuis HapyxHoro npumenenus 1%. ITo 20 r Ipenapara B ATIOMHUHUEBYIO TYOy C
3aBUHYMBAIOMEHCS IUIACTHKOBOH KpBINKOM, CHaGXEHHOHM ocTpueMm s IIPOKAJIbIBAHHUS

3aIUTHOH MeMOpaHel. OnHa TyGa BMeCTe ¢ HHCTPYKIME]i IT0 IPUMEHEHHIO B KapTOHHOM IayKe.

YcjoBua XpaHeHHus
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B cyxoM, 3ammmesHHoM or cBeTa Mecte npu teMmneparype ot 2°C po 25°C. Xpanuth B
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CpoK roxHoCTH

4 roma. He NpUMeEHATH 110 HCTEYEHHNN CPOKA F'OJTHOCTH.
YeaoBua OTIIyCKa

OtoyckaroT 6€3 penenra.

Baajnejien perHcTpafHOHHOr0 yA0CTOBEPECHHA!

« neamapk Papmacerotukans Jita.», Uamus
Glenmark Pharmaceuticals Ltd.

B/2 Mahalaxmi Chambers, 22 Bhulabhai Desai Road, Mahalaxmu, Mumbai-400026, India

IIpou3BoauTEIb:
«"meamapk Papmacerotuxans Jita.», Mams

Plot No. E 37, 39, MIDC Area, Satpur, Nasik-422007, Maharashtra, India

IIpemen3zuu nompebumeneil HANPAENAMb 8 AOPEC NPEOCMABUMENLCMEA.

115191 Mocksa, yi. Bonsmas Tynsckas, zom 10, crpoenue 9, opuc Ne 0509/9510;
Ter/daxc: (495) 723-72-90.

PyxoBOIUTENE OTAENA HOPMATHBHEIX BOIIPOCOB %W/ M

1 MEeIHUIMHCKHUX MCCIEI0BAHUN I1.B. Bonkosa

bonbLue nHdpopmaunm ob 3TomMm nekapctee Ha [1poTabneTku
https://protabletky.ru/candid/



https://protabletky.ru/candid/

