IHCTPYKUIA
AN MeJMYHOI0 3aCTOCYBaHHS NiKapCbKoro 3acoby

K/TOTPVMAS3O/
(CLOTRIMAZOLUM)

Cknag:

Aitoya peyoBmHa: KNoTpumasor;

11 Kpemy mictutb 10 Mr KnoTpumasosny;

[ONOMI>KHI PEYOBUHU: CNUPT LeTOCTeapuioBuiA, OKTUNAOAEKAHO, nonicop6at 60, copbiTaHCTeapaT, BOCKY LIETUOBI eipy, CnMpT 6eH3UN0BUIA, BOAA OUMLLEHA.

Nikapcbka thopma. Kpem.
OCHOBHI (pi3nMKO-XiMiYHi BNacTWUBOCTI: BiNNiA Kpem OAHOPIAHOT KOHCUCTEHLT.

dapmakoTepaneBTUYHa rpyna. MpoTurpmokosi 3acobu A5 MicLeBoro 3actocyBaHHsA. oxigHi imigasony Ta Tpuasony. Knotpumason. Kog ATX DO1A COL.

dapmMakosoriyHi BnacTmBOCTI.

PapmakognHamika.

MexaHi3M aHTUMIKOTUYHOT AiT KNOTPMMasony MOB’A3aHWI i3 MPUTHIYEHHSM CUHTE3y eprocTteposly, Lo MNpU3BOAWUTL 4O CTPYKTYPHOro Ta (PYHKLiOHaIbHOro
MOLUKOPKEHHSA LMTOMMa3mMaTUUYHOT MeMbpaHu.

KnoTpumason Mae LUMPOKMIA CNEKTP aHTUMIKOTUYHOT aKTMBHOCTI in vitro Ta in vivo Ta gie Ha fepMaToiTi, ApDKAKOBI, NAICHABI Ta AMMOPGHI rpnéu.

Mpu BILNOBIAHUX YMOBAX TECTYBaHHA MiHIMa/IbHI IHFiOYHOUi KOHUEHTpaUiT 418 LUMX TUNiB rpnbiB cTaHOBAATL NpubnnsHo 0,062—8,0 mkr/mn cy6cTpary.

MexaHi3m Aii KNoTprmMasony MoB’si3aHWiA i3 NEePBUHHOK (DYHFICTaTUYHOK ab0 (DYHFILMAHOK aKTMBHICTIO, 3a/1eXXHO Bif KOHLEHTpaLil KnoTpyMmasony B Micli
IHeKLiT.

[N vitro akTUBHICTb 0OMEXeHa efleMeHTaMu rpuba, Lo NposidepyroTh; CNopy rprba MatoTh SINLLIE HE3HAYHY YYT/IUBICTD.

[0AaTKOBO A0 aHTMMIKOTUYHOT aKTUBHOCTI K/IOTPUMA30i TakKoX fi€ Ha rpamno3vMTUBHI MikpoopraHiamu (CTpenToKoKM, cTadinokokn, Gardnerella vaginalis) Ta
rpamHeratusHi MikpoopraHismu (Bacteroids).

In vitro KNoTpr“Mason NPUrHivye po3mHoXXeHHs Corynebacteria Ta rpaMno3vTUBHUX KOKIB (3a BUHATKOM Enterococci) y koHueHTpauii 0,5-10 mkr/mn cy6eTpaty.
MMepBMHHO PE3VNCTEHTHI LUTaMK YyT/IMBMX BUAIB rpubiB 3yCcTpivatoTbCs PiAKo. PO3BMTOK BTOPMHHOT PE3UCTEHTHOCTI MPW NliKyBaHHI Y YyT/MBUX rpubiB foTenep
crnocTepirascs gyxe pifko.

[OoKNiHIYHI gocnimKeHHs, AKi MPOBOAUINCA 3 YYacTHO LO6POBO/IbLIB, i3 3aCTOCYBAHHAM OA4HOPA30BOT Ta MOBTOPHOI TOKCUYHOT 4031 HE BUSABUIN MOLUKOKYBa/IbHOTO
TOKCUYHOI 0, FeHOTOKCUYHOTI O BMN/IBY Ta BM/IMBY Ha PeNpoAYKTUBHY (YHKLiO0.

dapmakoKiHeTVKa.

Mpn MicLueBOMY 3aCTOCYBaHHI KpPeMy Ha LUKIpy KNOTpuMMasos abcopbyeTbcs enifepMicoM. Bulla KOHUEeHTpauis KNoTpMMasosny BUSABMSETLCS Y POrOBOMY LUAPI
enigepmicy Ta peTUKynodepMi. ¥ CUCTEMHY UMPKYNALIK0 KpPeM NOTpansse y AyXe He3HauHin KinbkocTi (< 2 Ta 3-10 % 3acTocoBaHOi 403M 3 MiKOM M1a3mMoBOi
KOHLeHTpauiT 4ito4ol pevoBuHM < 10 Hr/ms1). TaKUM YUHOM, BUHUKHEHHSA NOGIYHOT i a0 CUCTEMHUX eEKTIB € MaSIOMMOBIPHNM.



KniHIYHI XapaKTepuUCTUKMN.

lNoka3aHHA.

"PMOKOBI IH(eKL T LWKIPX Ta CIM30BUX 060/0HOK, CNPUYMHEHT AepMaTodiTaMu, APDKIPKOBUMK Ta MAICHABUMM rpubKaMu Ta iHWKMMK 30yAHUKaMK, Yy T/IMBUMU [0
KN0TpUMasony.

IHeKuiT WKipy, cnpnunHeHi Malassezia furfur (pisHo6apsHMIA nuLwaii) Ta Corynebacterium minutissimum (epuTpasma).

KaHanao3HWiA BYNbBIT Ta KaHAWA03HWIA 6anaHiT.

IMpoTnnNoKasaHHA.
[inepyyTAMBICTb fO aKTUBHOIO KOMMOHeHTa Ta 0 iHLMX CKIaA0BUX npenapary.
He B1KopuncTOBYBaTU KPEM A5 NiKyBaHHS HIrTiB abo iH(eKLil LWKipy ronosw.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOZIN.

Mpn 0gHOYACHOMY 3aCTOCYBaHHI KpeMy 3 flaTeKCHUMW NpofyKTamu (Hanpuknag npesepsaTvBaMu Ta fiagparmamu) QyHKLiOHa/IbHA 34aTHICTb OCTaHHIX MOXe
3HMXXYBATUCS Yepe3 A0NOMIDKHI PeYOBUHM, SKi MICTUTb Kpem (0CO61MBO cTeapaT), Lo, K HaCNigoK, MOXKe BMMBATW Ha ePEKTMBHICTb LMX NPOAYKTiB. Llel edhekT
TUMYaCOBUIA | CMOCTEPIraETbCA /MLLIE NPOTArOM 3acTOCyBaHHSA npenaparty. lMauieHTam pekoMeHA0BaHO BMKOPWUCTOBYBATW a/ibTEPHATUBHI MeTOAM KOHTpauenLii
NpUHaiMHi NPOTAroM 5 HIB Nicns 3aCTOCYBaHHSA LLbOro npenapary.

Oco6MBOCTI 3aCTOCYBaHHS.

He peKoMeHAYETLCA HAHOCUTM KPeM Ha AiNSHKY LWKipy 6ins o4eil. YHUKATU KOHTaKTY 3 ounMa. He KoBTaTW. PEKOMEHLYETLCA NiKyBaTW BCi YpaXKeHi AiNAHKN LLKipK
OAHOYaCHO.

Y 3B’A3KY 3 HaABHICTIO B CK/1aAi NpenapaTy LeToCTeapuioBoro CNupTy Npy 3aCTOCYBaHHI MOXK/IMBA M0siBa MICLIEBOT peakLii 3 60Ky LUKipy (Hanpuknag KOHTaKTHOro
nepMaTuTy).

Llein nikapcbKuiA 3acib MiCTUTb GEH3UIOBUIA CNUPT, TOMY AOr0 He C/if 3aCTOCOBYBaTU HEAOHOLLEHNM [iTAM Ta HOBOHAPOPKEHVM.

IMig yYac 3acTOCyBaHHS LbOrO Mpenapaty Chif, YHUKaTW CTaTeBUX KOHTaKTIB, OCKI/IbKM TH(IEKLIA MOXe nepefatvcs napTHepy. pu ofHOYacCHOMY 3aCTOCYBaHHI
KnoTtpumasony, Kpemy, 3 naTekCHUMU NPoAYyKTaMu (Hanpukiag npesepsaTvieaMu Ta Aiaparmamu) yHKLiOHaIbHA 34aTHICTb OCTaHHIX MOXE 3HUXKYBaTUCA Yepe3
[ONOMDKHI PeYOBUHU, SiKi MICTUTL KnoTpumason, Kpem (0c06/MBO cTeapaTy), WO, SK HACMiA0K, MOXe BMMBATU Ha eeKTUBHICTb LMX MPOAYKTIB. Lieil edpekT
TUMYacoBUIA | CNOCTEPIraeTbCa NiLLIE BNPOLOBX Nepiofy 3aCTOCyBaHHA npenapary.

XBOPOMY peKOMEHAYETbCA NPOKOHCY/IbTYBATUCA3 JliKapeM: NPW BUSAB/IEHIN FiNepyyTaIMBOCTI A0 OYAb-AKUX NPOTUIPUOKOBKX 3aC06iB a60 MOXIAHMX iMifa3ony; y pasi
HasBHOCTI BEHEPMYHMX 3aXBOPIOBaHb B aHaMHe3i XBOPOro abo Moro CTtaTeBoOro napTHepa; SKLLO Y XBOPOro BMCOKa TemrepaTypa Tina (38 °C abo Buuye), 6ib y
HVDKHIM YaCTWHI XKMBOTa, AM3Ypis, BiNlb y CNWHI, THIAHI BariHaibHi BUAINEHHS 3 HENPMEMHUM 3amaxoMm, BUPa3Kn BY/bBW Ta BariHa/bHi BMPa3KM, NOYEPBOHIHHS,
Jiapes, Hyf0Ta, 61t0BaHHS, BariHa/lbHa KPOBOTeYa, ika CynpoBOMKYETLCS 60/1EM Y Mevi.

Monepei>KeHHs WOAO NiKyBaHHA KaHAMLO3HOIO BY/bBITY Y >KIHOK. [POTArOM MeHCTpyaui NiKyBaHHA NMPOBOAUTY He cnif. JTiKyBaHHA CNif 3aKiHYMTW [0 MoYaTKy
MeHCTpYalLii.

He BMKOPWCTOBYITE TaMMOHK, iHTpaBariHa/ibHi 3pOLIEHHSA, cnepmiLmam abo iHWi BariHasbHI ikapcbKi 3ac00M Mifj Yac 3aCTOCyBaHHS LbOro npenapary.

3acTocyBaHHSA y nepiog BariTHOCTI abo rogyBaHHA rpyaaro.
KniHiuHi gocnifXeHHs LWOLO BMAMBY KMOTPUMA30Ny Ha (hepTWIbHICTb Y XKIHOK He MPOBOAWWCA, MPOTe [AOCMIMKEHHA Ha TBapuHax He BWUABWAW BM/UBY



KNIOTPUMa30ony Ha PepTU/bHICTb.

JocnipkeHHs Ha TBapuHaxX He BUABWAW MPAMOro abo HEenpAMOro LWKIiAAMBOro BMAMBY 3 TOUKW 30pY PenpoAyKTMBHOI TOKCMYHOCTI. KinbKiCTb JOCNigKEHb 3
BUKOPUCTAHHAM KNOTPMMa30/y Nij vac BariTHOCTI 06MexeHa, TOMY peKOMeHA0BaHO YHMUKATK 3aCTOCYBaHHA npenapaTy npoTaroM | TpUMeCTpy BariTHOCTI.

IMig yac nikyBaHHA npenapaToM Cnif NPUNUHATK rogyBaHHA rpyaato. Kpem He cnif HAHOCUTK Ha MOJIOYHI 3a/1031 Mij, Yac rogyBaHHs rpyaato.

30aTHICTb BNIMBATU Ha LUBMAKICTb peakLii Npy KepyBaHHI aBTOTPAHCNOPTOM abo iHLINUMK MeXaHi3mamu.
He BnnvBac.

Cnocib 3acTocyBaHHA Ta A03Mu.

MpenapaT Npu3HaYeHnin 41 MiCLLeBOro 3aCTOCYBaHHS.

Kpem HaHOCATb TOHKMM LLIAPOM Ha YpaXKeHy AINAHKY LIKipy 2—3 pa3u Ha f0OY i 3/1erka BTMpatoTh.

Mpn KaHANLO3HOMY BY/bBITI Ta KaHAWAO3HOMY GanaHiTi y AOPOC/INX CMYXXKY KpemMy HaHOCATb TOHKMM LLAPOM Ha ypadkeHi AiNSHKM Ta BTMpatoTb. Tepanisa gaHux
3aXBOPOBaHb BMMarae 0HO4YacHOro NikyBaHHsA 060X NapTHepIB.

3aranibHa TpUBaNICTb NiKyBaHHA CTAHOBUTL!

fepMaTOMiKO3M — 3-4 TWXHI;

epuTpasma — 24 TWXHI;
pi3HOGapPBHUIA NnLLIAI — 1-3 TWXHI;
KaHAMA03HWI BYNbBIT Ta KAHAMAO03HMI 6anaHiT ~ — 1-2 TUXHI.

3 METOK NPOgINAKTUKM peuunanBy IH(EKLIT BXXINBO NPOLOBXKYBATH IKyBaHHA MPOTArOM 2 TWXHIB NiCNsi 3HUKHEHHSA CY6’EKTUBHMUX CUMMNTOMIB IH(EKLIT.
Y pasi BiACYTHOCTI MOKPALLEHHSA CTaHy Nic/is 4 TVXHIB 3aCTOCYBaHHA NpenapaTy XBOPOMY Cif, 3BepHYTUCA L0 NiKaps.

aiTn.
JocBif 3acTocyBaHHS BIACYTHIiA.

Nepeno3yBaHHS.

YKOAHOro pu3nKy rocTpoi iHTOKCUKaLiT HeMaE, OCKi/IbKM MasioMOBIPHO, IO Mepefo3yBaHHS MOX/IMBe MICNSA HAHECEHHS Ha LUKIpY (3aCTOCYBaHHS Ha BEMKUX
[iNSHKaX WKIipU Npu ymoBax, WO CNpusI0Tb MigBULLEHOMY BCMOKTYBAHHIO), & TaKOX Mic/s BMNALKOBOro nepopanbHOro npuiiomy. CrneyugiyHoro aHTMAoTy He
icHye. Npn BUNagKOBOMY NepopasibHOMY 3aCTOCYBaHHI PifKO MOXKe BUHUKHYTW NOTpeba y NpoBefeHHI NPOMMBaHHSA LLMYHKA, AKLO0 4034, SKa 3arpoxXye XUTTio, byna
3acTOCOBaHa NPOTAroM nornepeAHbol roAUHM abo AKLLO HasiBHI BUAMMI CUMMNTOMMW Nepefo3yBaHHA (Hanpuknag, 3anamopoyeHHs, HyAoTa, 6/1t0BaHHSA). [NpoOMMBaHHS
LUYHKA CNif NPOBOAUTY NinLLE Y pa3i HasgBHOCTI Bi4NOBIAHUX YMOB [/15 NPOBEAEHHS NPOLeaypw.

Mo6iyHi peakuil.

3 60Ky iIMyHHOT CMCTeMW: anepriyHi peakuil, BKIKOYaKUM KPONMB’SHKY, AUCMTHOE, apTepiasibHy rinoTeH3ito, CUHKOME.

3 60Ky LWKipK Ta NigWKIPHOT TKaHUHK: CBEPOIXK, BUCUMAHHA, NYXMPLI, ekcdonialis WKipn, ANCKOMPOopT/6inb, HABPSAK, NOYEPBOHIHHA (EpUTEMA), BIAUYTTA MEYiHHS,
BifUYTTA Xapy, NOAPa3HEHHS.

Mpw NiABWLLEHI YyTAIMBOCTI O LLETOCTEAPUIOBOr0 CNUPTY MOXYTb BUHMKATYM afieprivHi peakuii Ha WKipi abo Ha CNn30Biii 060/OHL.



TepMiH NpMAATHOCTI. 3 POKW.

YMmoBu 36epiraHHsA. 36epiratv B HeLOCTYNHOMY AN AiTei micui. 36epirat npu TemnepaTypi HxYe 25 °C. He 3aMOpoXXyBaTu.
YnakoBKa. o 20 r Kpemy B antoMiHieBili Ty6i, no 1 Ty6i B KapTOHHIl Kopoou,.

Kareropis Bignycky. be3 pevenra.

Bupo6HMK.

I"nakcoCMmiTKnsinH ®apmacsioTkans C.A., Monbua/

GlaxoSmithKline Pharmaceuticals S.A., Poland.

Micue3HaxomkeHHs BUPOOHMKaA Ta A0ro agpeca Micusa NPOBagpKeHHS AisiNIbHOCTI.

I"nakcoCmiTKnsAiH dapmacbotukans C.A., 189, Byn. 'proHBanbacbka, 60-322 Mo3HaHb, MNonbLua.
GlaxoSmithKline Pharmaceuticals S.A., 189 Grunwaldzka Str., 60-322 Poznan, Poland.



