NINCTOK-BKNAODbILL
KNOTPUMA3OI

Toprosoe Ha3zBaHue npenapara: Knotpnmason

MexayHapogHoe HenaTeHTOBaHHOe Ha3BaHue: KNoTpnMasosi

INlekapcTBeHHana hopma: KpeM AN HAPYKHOIO NpUMeHeHust 1 %.

Cocras:

1 r kpema conoepXxuT:

akmueHoe geuwecmeso: knotpmmason 0,01 r

gcriomMozamersibHble  sewjecmea:  OeH3WnoBbI  CNWMPT,  LEeTOCTeapunoBbIA  CMPT,
okTungogekaHon, nonucopbatr 60, copbuTaHa cTeapaT, CUHTETMYECKMA LeTaueyMm
(CnoXXHO3MUPHBIN LETUIOBLIN BOCK), BOAA OYMLLIEHHAS.

Onucanune: OgHopogHas macca 6enoro uBeTa.

dapmakoTepaneBTUdeckass rpynna: [lpoTuBorpubkoBble cpeacTBa [Afs  HapYXHOro
npumeHeHusi. MponsBogHble MMMaasona v Tpuasona.

Kog ATX: [DO1ACO01]

Papmakonornyeckoe gemMcreme

KnoTpumason nogaBnsieT pocT M OeneHWe KINeToK U B 3aBMCUMOCTM OT KOHLUEHTpauuu
MOXeT obnagatb dyHrMcTaTM4eckuM unn  OYHrIMUMOHBIM - OENCTBUEM. KnoTtpumason
N3MEeHSIET NPOHULAEMOCTb MeMBpaHbl KNETOK 3a CHET HapyLLUEHUs CUHTEe3a 3procTeposna u
cBsA3bIBaHNA ¢ docdonunmaamm KIeTOYHOW CTeHKu rpuba. KnuHudeckne muccnenoBaHus
nokasanu, 4TO MEeCTHOoe fnedYeHne MWHEKUNA KIOTPUMAa3oNnoM HABNSETCA CTOMb XKe
3(P(PEKTMBHbIM, Kak U MNPUMEHEHWE APYrnx MNPOU3BOAHLIX MMMOA30ra — 3KOHasona wu
KeToKOHa3ona.

KnoTtpumason nogaBnseT cuHTe3 Oenko, xupo, OHK n nonucaxapuoos, noBpexgaeT
KNeTOYHble HYKINEeMHOBbIE KUCNOTbl W yCKOpsieT BblBedeHue Kanus. OH Takke MoXeT
WHrMOnpoBaTb AaKTUBHOCTb OKCMOA3 W nepokcuagas u  OUOCUHTE3 TpUrmuuepuaoB WU
dochonunnooe B rpmbax. B Gonee BbICOKMX KOHLEHTpAUMUAX KNOTPUMAa3on Bbi3blBAET
noBpeXaeHne KNeTodHbiXx MeMbpaH NOCpeacTBOM MEXAHU3MOB, HE 3aBUCSLLMX OT CUHTE3a
cteponos. Knotpumason npegoTtepawaeT TpaHcdopmauuio 6nactocnop Candida albicans B
WHBA3UBHYO hopmy muuenus. N3ameHeHne akTUBHOCTU KINEeTOYHOW MeMOpaHbl NpMBOAUT K
rmbenn KneTkn u 3aBUCUT OT CTENEeHU BO3AENCTBUSA JIeKapCTBEHHOrO CcpeacTtBa Ha
MUKPOOHLIE OpPraHN3Mbl.

Criekmp akmueHocmu

KnoTpumason xapakrtepusyeTcs LUMPOKMM CMEKTPOM akTMBHOCTU. KnoTpumason nogasnset
pasBuTME K yHUYTOXaeT gepmatodutbl (Epidermophyton floccosum, Microsporum canis,
Trichophyton mentagrophytes, Trichophyton rubrum), gpoxkn (Candida spp., Cryptococcus
neoformans) u paumopdHble rpubbl (Coccidioides immitis, Histoplasma capsulatum,
Paracoccidioides brasiliensis). Takke KIOoTpumason akTMBEH B OTHOLUEHUN HEKOTOPbIX
rpamnonoxurernbHblix  (Streptococcus,  Staphylococcus, Gardnerella  vaginalis) w
rpamoTpuuaTtenbHbiX (Bacteroides) MMkpoopraHMamos.

In vitro knoTpumason mHrMbmnpyeT pasmHoxeHune Corynebacterium n rpaMnonoXuTenbHbIX
KOKKOB (32 MCKITH0MEHMEM SHTEPOKOKKOB) B KOHLEeHTpauusax 0,5 — 10 mkr/mn.



Knotpumason ob6nagaet LWMPOKMM CNEKTPOM  DYHrMCTatudeckon U pyHrmunaHon
aKkTUBHOCTM in vitro. Ero gencreune Ha muuenun gepmartocpurtos (Trichophyton, Microsporum,
Epidermophyton) cxoxe c gencteuem rpuseodynbBuHaA, a OEWCTBME Ha MNOYKyHOLLMecs
rpubebl (Candida) cxoxe ¢ akTMBHOCTbLIO MONMEHOB (amoTepULNH B 1 HUCTaATUH).

Knotpumason B KOHUeHTpauum Hwke 1 MKr/Mn nogaensetr pas3sutve OonblUMHCTBA
wTtammoB Trichophyton rubrum, Trichophyton mentagrophytes, Epidermophyton floccosum un
Microsporum canis. KnoTpumason B KOHUEHTpauunm 3 MKr/MI WHrMOMpyeT passutue
GonblimHcTBa NatoreHoB Pityrosporum orbiculare, Aspergillus fumigatus, Candida species,
Bkrovas Candida albicans, HekoTopble wTammbl Staphylococcus aureus u Streptococcus
pyogenes, a Takke HeKkoTopble wWTamMmbl Proteus vulgaris u Salmonella. Knotprnmason
aencteyeT npotuB Sporothrix, Cryptococcus, Cefalosporium u Fusarium. KoHueHTpauun
Bbiwe 100 mkr/mn adhdekTnBHbI B OTHOLWeHMM Trichomonas vaginalis.

pnbbl, ycTOMUYMBBIE K KNOTPMMa3osy, BCTpPeYaloTCsa KpaHe peako; eCTb AaHHble TOMbKO Mo
oTaenbHbIM WTammam Candida guilliermondii.

He coobwanocb 0 pas3BuUTMM YCTOMYMBOCTU Y YyBCTBUTESNbHbBIX K KNOTpUmasony rpnbos
nocne naccaxa Candida albicans n Trichophyton mentagrophytes. He onucaHo cnydaeB
pasBUTUS YCTOMYMBOCTM K KnoTtpumasony Yy wrtammoB C. albicans, ycTomumBbIX K
NONMMEHOBLIM aHTMONOTUKaM BCNEACTBME XMMUYECKOWN MyTaLnn.

PdapmMaKOKUHETHKA

Mpn MEeCTHOM MPMMEHEHUN Kpema Ha KOXy KrioTpumasoni abcopbupyetcs anngepMmncOoM.
bornee BbICOKME KOHLIEHTpaUMW KnoTpumasornia obHapyXnBatTca B POroBOM U LLUMMNOBATOM
Crnosix anuagepMunca, a Takke B COCOMKOBOM U CETYATOM CIOSIX AEPMbI, OOHAKO B CUCTEMHBbIN
KPOBOTOK KITOTPMMa30/ nonagaeT B HE3HAYNTENbHbIX KONUYecTBax.

Knotpumason metabonuanpyetcss B MeYEeHU OO HEaKTMBHbIX BeLLeCTB, BbIBOAUMbBIX M3
opraHmMama 4epes NovkM U KULLEYHMK.

[Moka3zaHus K NPUMEHEHUIO:

Kpem Knotpumason npumeHseTcs Ans MeCcTHOro neyeHus:

- rpubkoBbIX 3aboneBaHUM KOXW: PYK WU HOr, TyNnoBMLA, FOMIEHM U CTOMbl, BbI3BAHHbIX
aepmatodutamm  Trichophyton rubrum, Trichophyton mentagrophytes, Epidermophyton
floccosum n Microsporum canis;

- oTpybeBugHoro nuuwas, Bbi3BaHHOro Malassezia furfur (Pityrosporum orbiculare wnm
Pityrosporum ovale);

-rPUBKOBBIX MHAEKLNIA KOXM U CIIM3UCTBIX 060MOYEK HAPYXKHBIX NONOBbLIX OPraHoB (MosoBbIX
ryb, KpanHewm NOTU M rONOBKM MOMOBOrO YneHa), BbidaBaHHbIX Candida vulvitis nnn Candida
balanitis.

NMpoTuBONOKa3aHuA
MMNep4YyBCTBUTENBHOCTL K KNOTPUMAa3orny UM BcnoMoratenbHbiM BELECTBaM npenapara.

MpumeHeHne BO BpeMsi 6epeMeHHOCTU U B NepUOoL KOPMIIEHUA rPyaAbIO

bepeMeHHOCTb

MmetloTcsl orpaHnYeHHble OaHHble MPUMMEHEHNs] KNOoTpuMasona BO BpeMsi OepeMeHHOCTW.
McecnepoBaHnsa Ha >KMBOTHBIX HE BbISABWAW MPSMOrO MM OMOCPEAOBAHHOIO BIUSIHUSA B
OTHOLUEHUN PenpPoayKTUBHOMN TOKCUYHOCTU. B kayecTBe Mepbl NpedoCTOPOXKHOCTU cneayet
nsberaTb NPMMEHEHNS KNOTPMMa3osia B NepBOM TpumectTpe 6epemMeHHOCTMU.

JlakTauus




Umetowmecs  papmakoguHamunyeckme/dapMakokKMHETUHECKNE  [aHHble Y KUBOTHbIX
BbIABUMW BblgerieHne Kknotpumasona/metabonutoB B Morioko. Bo Bpemsa neveHus
KNoTpUMas3onom crenyeT npekpaTutb rpyaHoe BCKapMIiMBaHue.

PepTUnNbLHOCTb

NccnepgoBaHun BANAHWA KnoTpumasona Ha epTUrbHOCTbL 4YerioBeka He MpoBOauIoCh.
WccnepoBaHna Ha XXMBOTHLIX HE BbIABUNW BANAHNUS Ha EepPTUIbHOCTb.

Cnoco6 npuMeHeHUs 1 4o3bl

[nsa Hapy>XHOro NPUMEHEHUS.

Kpem cnegyeT HaHOCUTb TOHKMM crioem 2-3 pasa B AeHb Ha NpeaBapuUTENbHO OYULLIEHHbIE
(C NnpMMeHeHneM Mbina ¢ HenTparnbHbIM 3HadYeHneM pH) n cyxme nopaxkeHHble y4acTKu B
TeyeHue 2-4 Hegenb.

Kpem cnegyet ogHOBPEMEHHO HAHOCUTb Ha BCE MOPaXKEHHbIE YYaCTKW.

Mpn HaHeceHUn Kpema Ha CTyMnHU, NX Heob6XoaMMO TLATENBHO NOMbITh, BbICYLLWTb, @ 3aTeEM
HaHECTM KPEM Ha y4acTKu Mexay nanbuamm Hor.

MaumeHTam HeobxoaMMO MOBTOPHO OOpaTUTbCS K Bpady, ecnv nocne 7 OHEeW neyeHust
CUMMTOMbI He yny4dluaTcs.

No6oyHoe gencreme

YactoTa BCcTpeyaeMoCcT NOOOYHbIX peakunn onpeaendercs criegylolmm obpa3oM: OYEHb
yacmo (= 1/10), yacmo (= 1/100 n < 1/10), Hewyacmo (= 1/1 000 n < 1/100), pedko (=
1/10 000 u < 1/1 000), oveHb pedko (< 1/10 000), yvacmoma Heu3zgecmHa (4acToTa He
MOXET ObITb OLeHEHA NO UMEKLLMMCS OaHHbIM).

HapyweHusi co cmopoHbl UMMYHHOU CUCMEMbI:

UactoTa Heu3BeCTHa: annepruyeckme peakuumn (TakMe Kak KpanuBHMUA, OfblLLKa,
apTepuanbHas runoTeH3uns, 06MopoKM).

HapyweHusi co cmopOHbI KOXU U MOOKOXHbIX MKaHeU:

YactoTa HemsBecTHa: 3yA, CbiMb, BOMAbIPW, LIENyLWEHME KOXW, olyuleHve 6onu wnm
anckomdopTa, OTeEK, XOKEeHWNE, pasgpaxeHune, aputTemMa, nokanbiBaHue.

Mpy NosiBNEHMM NepeyncreHHbIX NOOOYHbIX peakuun, a Takke peakuun, He YNOMSIHYTbIX B
WHCTPYKLUMM NO MELULMUHCKOMY NPUMEHEHMIO, HE0OX0ANMMO 06paTUTLCA K Nevallemy Bpady.

MNepenosvpoBka

Mpn Hapy>xHOM NpUMEHeHUN nNpenapaTa nepego3npoBka ManoBepoATHA.

lMprMMeHeHne KnoTpyMMasoria B MOBLIWEHHbIX 403aX He BbI3blBAET KaKuMx-nMbo peakunn m
COCTOSIHUI, ONaCHbIX A5 XKU3HWN.

lMpenapat He npefHasHayeH NS npuema BHYTPb. Ecnn xe cnydyanHo kpem 6yaeT NpuHAaT
BHYTPb, BO3MOXHbl aHOpPEKCUs, TOLIHOTa, pBOTa, 60nM B XMBOTE, HapylleHue QYHKUUn
neyeHW; peako COHMMBOCTb, ranniouuHauMM, 4YacToe MOYeucCrlyCKaHue, KOXHble
annepruyeckme peakuun. B aTom cnyyae Heob6xoguMMo MPOBECTU NPOMbIBAHUE Xenyaka u
Ha3Ha4YNTb aKTUBUPOBAHHbBIN Yrosib.

Mpu cnyyanHom nonagaHuMm Kpema B rnasa unu pot HeobxoAMMO HeMeOSIEHHO NPOMbITb MX
BOAOW M KaK MOXHO ckopee 0bpaTuTbCs K Bpayy.

Mpy npornatbiBaHUKM Kpema HeoBXoauMO cpasy xe 0bpaTuTbCs K Bpayy.

B3aunmogencrBue ¢ APYrmMu fieKapcTBeHHbLIMU cpeacTBamMu

Knotpumason, npuvMEHAEMbIi MECTHO Ha Cru3NCTble OBONMOYKM HapYXKHbIX MOMOBbIX
OpraHoB, MOXeT MPUBOAUTb K NMOBPEXAEHUIO KOHTPaLENTMBOB, M3rOTOBMEHHbLIX M3 naTtekca
(Npe3epBaTMBOB M MeccapueB), U1 TEM caMbiM ocnabutb ux 3ddeKkTUBHOCTbL. [loaTomy
naumeHtTam HeobXxoOuMMO WCMONb30BaTb anbTepHATUMBHbIE CpeacTBa KOHTpauenuuuM BO
BPEMSI NTeYEHNS KNOTPMMA30IoM U B TEYEHNE He MeHee 5 oHen nocne ero 3aBepLueHus.




BnusHue Ha CNOCOGHOCTbL yNpaBnsaTbL aBTOMOGUIIEM U MEeXaHU3MamMu
Knotpumason He oOkasbiBaeT WM OKasblBaeT KpawHe He3HauuTenbHoe BruUsiHME Ha
CMOCOBHOCTL YNpaBnsiTb aBTOMOGUIIEM N MEeXaHU3MaMMU.

Mepbl NpegoCcTOPOXHOCTU

CneayeT nsberaTb HaHeCeHNs Npenapata Ha Koxy B obnacTtu rnas. He rnotatb.

Bce noteHumanbHO 3apaXKeHHble Y4aCTKM KOXN HEODX0ANMO NeYnTb OAHOBPEMEHHO.
MponuneHrnnkonb, BXOASILUIA B COCTaB KpeMa, MOXET BbI3blBaTb pa3apaXeHne KOXW.

B cBA3M C HanuuMem LETOCTEapunoBOro CNupTa B COCTaBe npenapara, NekapCTBEHHOe
CPEeACTBO MOXET BbI3BaTb MECTHbIE KOXHbIE peakumn (Hanpumep, KOHTaKTHbIN epMaTuT).

YnakoBka
Kpem ansa HapyxHoro npumeHennss 1 %. Mo 20 r kpema B antoMvHUEBYHO TyOy, MOKPbITYIO
n3HyTpu nakom. Mo 1 Ty6e BMecTe ¢ MHCTPYKLMEN MO NPUMEHEHMIO B KAPTOHHON Navke.

CpoK rogHoCcTU
3 ropa.
He npumeHATb Nocne nctevyeHnsa cpoka roqHoCTu.

YcnoBus xpaHeHus
Mpn TemnepaTtype Hmke 25 °C, B HeAOCTYNHOM ANs geten mecte. He 3amopakumeaTb.

OTnyck n3 antek
bes peuenTa.

NMPOU3BOOUTEIDb

MmakcoCmutKnanH ®apmacetotnkans CA

/ GlaxoSmithKline Pharmaceuticals SA

Monbwa, r. No3HaHb, 60-322, yn. 'ptoHBanbacka, 189
/ ul. Grunwaldzka, 189, 60-322, Poznan, Poland

3A OOMNONHUTENTIbHOU UHOOPMALIMEN OBPALLATBLCS MO AQPECY:
MpeacraButensctBo OO0 «ImakcoCmutKnanx Akcnopt JNITO» (BenukobputaHus) B
Pecny6nuke Benapycb

220039, r. MuHck, yn. BopoHsHckoro 7A, ocouc 400

Ten.: +375 17 213 20 16; cpakc: +375 17 213 18 66



