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KNOTPUMA3O MUHHUCTEPCTBOM 3IPABOOXPAHEHU
PECITIVBJINKU BEJIAPYCbH
Ipukas I»%)uﬂuc'éepc'rsasanpanooxpane}mn
. ecnybauxy Beaapycs
ToproBoe Ha3BaHue npenapara. KrioTpumasorni s OF L6 N

MexayHapoaHoe HenaTeHToBaHHOe Ha3BaHue: KoTpumMason

JNekapcTBeHHas hopma: KpeEM AN HAPYXKHOTO NPUMEHEHNA 1 %.

CocraB:

1 T KpeEMa CoAepPXuT.

akmusHoe gelyecmso: knotpumason 0,01 r

gcrioMozamernbHble  gelyecmsa:;  GEeH3WnoBbid  CAMPT,  LIETOCTEapunoBblid  CIMPT,
okTunaopekaron, nonucopbat 60, copbutaHa creapar, CUHTETUYECKMIA LeTaleym
(CNOXHO3UPHBIA LETUNOBLIA BOCK), BOAA OYNLLEHHAS.

Onucanune: OnHopoaHast macca 6enoro useTa.

dapmakoTepanesTnyeckKkaa rpynna. HPOTVIBOI'le6KOBbIe cpeactea  Afs  HapyXHOFO
NPUMEHEHUA. np0V|3BOAHbIe nMvumpasona u Tpuasona.

Kog ATX: [DO1ACO1]

®dapmakonorvyeckoe anencrene

KroTpuMa3os NoAaBnseT pocT 1 AeNeHNe KNETOK U B 3aBUCKMOCTY OT KOHLIEHTPaLMM MOXET
o6rnagath YHrACTATUYECKUM UNU YHIMUMAHBIM AericTeueM.  KrnoTpumason MSMeHseT
NPOHMLIAZEMOCTb MeMBpaHb! KNeTOoK 3a CHET HapyLLEHUA CUHTe3a 3procTepona n CBA3bIBAHIA
¢ pocchonunuaamin KNeTouHoi cTeHku rpuba. KnuHudeckue uccneaoBaHus rnokasanu, Hto
MECTHOE mneueHue WHMEKUMUA KNOTPUMA3OonoM SBMAETCA CTOMb Xe IPhEKTUBHLIM, KaK U
npuMeHeHre ApYrMX NPOM3BOAHbIX MMUAA30Na — 3koHa3ona 1 KeTokoHasona.

KrioTpumason nopasnser cuHtes Genkos, xwpos, AHK n nonucaxapuaos, noBpexaaeT
KNETOUHbIE HYKNEWHOBLIE KWACMOTbl W YCKOpseT BblBeAeHue kanus. OH Taioke MOXEeT
WHIMBUPOBaTb aKTUBHOCTb OKCMAA3 W Mepokcuaas v BuocuHTes TpuUrnuuepuaocs u
tdocchonmnuaos B rpubax. B Gonee BLICOKUX KOHLIGHTPAUMAX KOTPUMason Boi3biBaeT
NOBPEXAEHNe KIeTOYHbIX MemOpaH NocpeACcTBOM MEXaHW3MOB, He 3aBUCALLWX OT CUHTesa
cteponos. Knotpumaszon npeaoTepatyaeT TpaHcdopmaumio 6nacrocnop Candida albicans 8
NHBa3MBHYI0 OPMY MULIENUA. V3aMeHeHWe akTUBHOCTY KNeTO4HON MemOpaHbl NPUBOAUT K
rMBeny KNeTKV 1 3aBMCHT OT CTENEHY BO3AEACTBUSA NEeKapCTBEHHOro CPeACTBa Ha MUKPOGHbIe
opraHvambl.

Cnekmp akmusHocmu

KNnoTpyMason xapakTepuayeTcs LUMPOKM CMeKTPOM akTuBHOCTW. KnoTpumason noaasnser
pasBuTME W yHWYTOXaeT gepmatoduTsl (Epidermophyton floccosum, Microsporum canis,
Trichophyton mentagrophytes, Trichophyton rubrum), gpoxokn (Candida spp., Cryptococcus
neoformans) v pavmopdHble rpubel (Coccidioides immitis, Histoplasma capsulatum,
Paracoccidioides brasiliensis). Taioke KnoTPUMason akTUBeH B OTHOWEHWU HEKOTOPbIX
rpamnonoxutenbHeix  (Streptococcus,  Staphylococcus, Gardnerella  vaginalis) «
rpamoTpuuaTenbHblx (Bacteroides) MUKPOOPraH3MOB.

In vitro KnoTpuMason UHrMGupyeT pasmHoxeHne Corynebacterium v rpamnoNOXUTENbHbIX
KOKKOB (32 WCKIIOHEHNEM 3HTEPOKOKKOB) B KoHLeHTpaumsx 0,5 — 10 MKr/mn.
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KnoTpumason obrafaeT LWMPOKUM CMEKTPOM hyHIMCTaTUHECKON U (PYHTMUNAHOW aKTUBHOCTH
in vitro. Ero pencteue Ha wmuuenwii aepmarodutoB (Trichophyton, Microsporum,
Epidermophyton) cxoxe ¢ feCTBUeM rpuseodyrnbBIHa, a AECTBIE Ha NOUKYIOLLMECA rpubbl
(Candida) cxoxe ¢ aKTUBHOCTbIO NONMEHOB (amoTepUUMH B 1 HACTATUH).

KnoTpumason B KOHLEHTpaLmu Huxe 1 MKr/M1 noAaenseT passutve GonbLUMHCTBA LTaMMOB
Trichophyton rubrum, Trichophyton mentagrophytes, Epidermophyton floccosum W
Microsporum canis. KnoTpuMason B KOHUEHTpauum 3 Mkr/mn uHrvbupyeTt passutue
GonblwuMHCTBa natoreHos Pityrosporum orbiculare, Aspergillus fumigatus, Candida species,
BKknoMaa Candida albicans, HexoTopble WTammbl Staphylococcus aureus w Streptococcus
pyogenes, a Taloke HekoTopble TaMMbl Proteus vulgaris n Salmonella. Knotpumason
pevicteyet npotus Sporothrix, Cryptococcus, Cefalosporium v Fusarium. KoHUeHTpauuu
Bbiwe 100 Mkr/mMn adhdheKTUBHbI B OTHOWEHUK Trichomonas vaginalis.

Fpubbl, yCTONUMBBIE K KIOTPUMA30ny, BCTPEYAKTCA KpaHe pefko; €CTb AaHHbIe TOMbKO Mo
oTAenbHbIM WTammam Candida guilliermondii.

He cooBLanoch 0 passuTUM YCTONUMBOCTY Y HUyBCTBUTENbHLIX K KINOTPUMa3osny rpubos nocne
naccaxa Candida albicans w Trichophyton mentagrophytes. He onucaHo cny4aes passutus
YCTOMMMBOCTM K knoTpumasony y wrammos C. albicans, ycToAuMBbLIX K MOMUEHOBLIM
aHTUBNOTUKAM BCNELCTBUE XMMUYECKON MYTaLMK.

dapMakOKUHETUKA

Mpy MECTHOM NPUMEHEHUN Kpema Ha KOXy KnoTpumason abcopbupyetcs annaepmMUcoM.
Boree BbICOKME KOHLIEHTpaLMu knoTpymasona obHapyXuBaroTcs B POroBOM W LUAMNOBATOM
CROSIX 3NMAEPMIACA, a Takke B COCOYKOBOM ¥ CETHATOM CrOSX A€PMbI, OAHAKO B CUCTEMHbIN
KPOBOTOK KOTPUMa30n nonafaeT B HE3HAYNTENbHbIX KONWYecTBax.
KnoTpumason MeTtabonuaupyeTcs B MNe4YeHU A0 HEaKTUBHLIX BEulecTs, BbIBOAUMBIX U3
opraHuamMa Yyepes MoYKu 1 KULLEYHUK. COTITACOBAHC
MHWHUCTEPCTBOM 3JPABOOXFAHEH,
PECIIYVBJIMKU BEJAPYIL
MokasaHust K NPUMEHEHUIO0: ITpuxas MusHucTepeTBa 34PABOOKPAHEHIL:.
Kpem KnoTpumason npUMEHSETCA AN MECTHOO fe4eHns, Pecrybauieu Benapyen
- rpubKoBbIX 3aBGoneBaHNit KOXW: PYK W HOr, TynoOBWLLA, FOMEHW U CTOMbI, BbI3BAHHbIX
aepmatocdutamu Trichophyton rubrum, Tnchophyton mentagrophytes, Epidermophyton
floccosum v Microsporum canis;
- oTpyBeBuaHoro nuwas, Bbi3BaHHoro Malassezia furfur (Pityrosporum orbiculare wnu
Pityrosporum ovale),
-rpBKOBLIX MHEEKLIUIA KOXU U CrIM3NCTLIX 0B0NOYEK HapyXHbIX MONOBbLIX OpraHoB (MOnoBbIX
ry6, KpaiiHei NNOTW W rONOBKYU MOSOBOrO YNeHa), BeisBaHHbIX Candida vulvitis wnn Candida
balanitis.

[poTuBONOKa3aHUA
MMnep4yBCTBUTENBHOCTb K KNOTPUMA30ry Unv BCrioMoraTernbHbIM BeLecTBam npenapara.

MpuMeHeHue Bo BpeMsi 6epeMeHHOCTU U B Nepuosa KOPMINEHUA rpyAbIo

bepemMeHHOCTb

MMeloTCA OrpaHuYeHHble OaHHble NMPUMEHEHWS KnoTpumasona Bo Bpems GepemeHHOCTH.
UccnenoBaHWA Ha JKMBOTHBIX HE BbLIABUMKU NPAMOro WNU ONOCPELOBAHHOrO BNUSHUS B
OTHOLWEHWUW PEnpPOAYKTUBHOW TOKCUYHOCT. B KauecTBe Mepbl NPefoCTOPOXHOCTU cneayeT
n3beratb NPUMEHEHUS KNOTPUMasona B NEpBOM TpUMecTpe 6epeMeHHOCTH.

Jlakrauus




I,
NmetoiLneca hapMakognHamuyeckme/apMakokMHETUYECKUE AaHHbIE Y XVWBOTHBIX BbIABUANW
BblAENeHne KnoTpumasona/meTabonuTos B MOSIOKO. Bo BpeMs neveHns KnoTpyMasonom
crieayeT NpekpaTuTb rpyAHOE BCKapMnvBaHue.

PepTUNLHOCTDL

WccneposaHui BRusHWS KNOTpuMasona Ha ¢epTunbHOCTbL YeroBeka He NpoBOAMNOCH.
WcecnenoBaHna Ha XUBOTHBIX HE BbIABUNW BNUAHUA Ha de TINEHETP T ACOBA HO

MUHBUCTEPCTBOM 3IPABOOXPAHEHUA

Cnoco6 NpUMEHEHUA ¥ A03bl PECIVBJINKN BEJIAPYCH
Hpuxas MunMcTEpCTBA 3PAaBOOXPAHEHMS
NS HapyXKHOro NMPUMEHEHUS. Pecriy6auics Bunapyon

Kpem crieflyeT HaHOCUTb TOHKVM CNOeM 2-3 pasa B [ieHb Ha NpefBapuUTenbHO OUMLLEHHbIE (C
NPUMEHEHWEM Mbina C HeWTpanbHbIM 3HadeHvem pH) U cyxue nopaxeHHble y4acTku B
TeueHune 2-4 Hepenb.

Kpem cneayeT o4HOBPEMEHHO HAHOCUTbL Ha BCE NMOPAXEHHbIE y4acTKu.

Mpy HaHECEHMM Kpema Ha CTYMHU, UX HeoBX0AMMO TLaTenbHO NOMbITh, BbICYLLIMTD, @ 3aTeM
HaHeCTW KpeM Ha y4yacTki Mexay nanbuamu Hor.

MaumeHTaM HeoBXoAvMO MOBTOPHO OBpaTUTLCA K Bpady, €Ccnu nocne 7 OHed neveHus
CUMNTOMBI HE ynyyLwaTcs.

MNobouHoe nencTeune

UacToTa BCTpeuaeMocTyt NoGoYHbIX peakumnin onpeaenseTca crnedyioum obpasom: oveHb
yacmo (2 1/10), vacmo (= 1/100 u < 1/10), Heyacmo (= 1/1 000 u < 1/100), pedko (= 1/10 000
n < 1/1 000), oyeHb pedko (< 1/10 000), yacmoma HeuseecmHa (4acToTa He MOXeT BbiTb
OLleHEHa N0 UMEOLVMCS AAHHBIM).

HapyweHust coO cmopOHbI UMMYHHOU cucmembl.

UacToTa Heus3BecTHa: annepruyeckMe peakuuu (Takve Kak KpanueHULa, OAbIWKa,
apTepuanbHas runoTeHsuns, oGMopoku).

HapyweHusi co cmopoHbl KOXU U MOOKOXHbIX mKaHe:

YacToTa HEu3BecTHa: 3yA4, Cbinb, BOMAbIPY, LUEMyWEHWe KOXW, olyweHve Oonu unw
AnckoMdopTa, OTEK, XOKEHWNE, pasapaxeHue, apuTema, nokanbiBaHve.

TMpy NOABMNEHUM NEPEYNCNEHHBIX NOBOYHBIX PEaKLWiA, a TakKe peakuui, He YNoMsHYTbIX B
VHCTPYKLMK N0 MEQULMHCKOMY NPUMEHEHMIO, HE0BX0ANMO 06paTUTLCS K nevallemy Bpavy.

Mepeno3upoBkKa

Mpy Hapy>XHOM NPUMEHEHWU NpenapaTa Nepeao3vpoBKa ManoBeposTHa.

MpyMeHeHUe KroTpUMasona B MOBLILEHHLIX [03aX HE BbI3bIBAET Kakux-nubo peakumn u
COCTOSIHWI, ONAaCHbIX AN XU3HW.

MpenapaT He nNpeaHa3HayeH AN rpuema BHYTpb. Ecnn xe cnyyaitHo kpem GyaeTt npuHaT
BHYTPb, BO3MOXHbI @HOPEKCUs, TOWHOTa, pBOTa, GOnMM B XMBOTE, HapyluieHue QyHKUUK
neyYeHn; PeAKo COHMMBOCTb, raffiouuHauuy, Yactoe MOYEeUCrnyckaHue, KOXHble
annepruyeckue peakuuu. B aToMm cnyvae HeobxoauMo MpoBECTU NMPOMbIBAHWE Xenyaka u
Ha3Ha4YUTb aKTUBMPOBAHHbIA Yronb.

Mpv cny4aitHOM nonagaHuv Kpema B rrasa Ui poT HeoBXO0ANMO HEMEANEHHO NPOMBITE KX
BOJON W KaK MOXHO ckopee 06paTnTbCs K Bpady.

Mpw npornaTtbiBaHUK Kpema HeobXoAMMO cpasy xe o6paTUTbCA K Bpauy.

B3aumogencTBue C APYrMMU NeKapcTBEHHbIMU CpeacTBaMU

KrnoTpvmasor, NPUMEHSAEMbI MECTHO Ha CrU3NCTLIE 060M04KM HapyXXHBIX MONOBLIX OPraHoB,
MOXET MPUBOAUTL K TMOBPEXAEHWIO KOHTPALENTUBOB, W3rOTOBMEHHbIX W3 naTekca
(NpesepBaTMBOB W Meccapves), U Tem caMbiM ocnabute ux addexTusHoCcTb. MoaTomy
nauueHTam HeobXoaMMOo UCMOSb30BaTh anbTePHATUBHBIE CPEACTBA KOHTPALENLM BO BPEMS
NeYeHns KNoTPUMa30onom 1 B TEYEHUe He MeHee 5 [iHeN nocne ero 3aBepLuUeHns.




BnusHue Ha CNOCOBGHOCTHL YNpaBNATbL aBTOMOGUNEM ¥ MeXaHUu3Mamu
KnoTpumason He OKasbiBaeT WNW OKasbiBAaeT KpavuHe HesHauuTenbHoe BnusHue Ha
cnocoBHOCTb YNpaBnsTe aBTOMODUNEM U MEXaHU3MaMW.

Mepb! NpeoCTOPOXHOCTH

CnepyeT usberaTb HaHeceHUs Npenapara Ha koxy B obnacTu rnas. He rnotars.

Bce noTeHuWarnbHO 3apaxeHHbIe Y4acTKu KoXu HeobxoauMo nevnTts 04HOBPEMEHHO.
MponuneHrnuKorb, BXOASALMIA B COCTaB KPEMA, MOXET Bbl3blBaTb Pa3ApPaXEHNe KOXU.

B cBa3W C HanuMuveM LIEeTOCTeapwioBOro Cnupta B cOCTaBe npenapara, nekapcTBeHHoe
CPEACTBO MOXET Bbl3BaTb MECTHbIE KOXHbIE PEaKLMU (HanpuMep, KOHTaKTHbIA AePMaTHT).

YnakoBka
Kpem ans HapyxHoro npumeHenus 1 %. Mo 20 r kpema B anioMuH1eByto TyOy, NOKPLITYIO
U3HyTpY NakoM. Mo 1 Ty6e BMECTe C MHCTPYKLMEN MO NPUMEHEHMIO B KAPTOHHOW Navke.
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He npuMeHaTb Nocne UcTeYeHus cpoka rogHoCTU. ‘ PitKas Munuereperpg 5 YCh :
YcnoBus xpaHeHus R

Mpv TemnepaType Huxe 25 °C, B HEAOCTYNHOM ANs AeTen MecTe. He 3amopaxueaTs.

OTnycK U3 antek
bes peuenra.

NPOU3BOOUTESb

makcoCmutKnaiH Gapmacetotukans CA

/ GlaxoSmithKline Pharmaceuticals SA

Monbwa, r. MoaHaHb, 60-322, yn. MproHBanbAcka, 189
/ ul. Grunwaldzka, 189, 60-322, Poznan, Poland

3A JONONHUTENBHON MHOOPMALIMEN OBPALLATLCS NO AOPECY:
Npeactasutenscteo 000 «MnakcoCmuTKnsitH 3kcnopt JITA» (BenukobputaHus) B
Pecnybnuke Benapychb

220039, r. MuHck, yni. BopoHsaxckoro 7A, oduc 400

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



