IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

OHABET
(ONABET)

Cknag:

Aitoya peyosmHa: sertaconazole;

11 Kpemy MiCTUTbL cepTakoHasosny HiTpaty 20 wmr;

[ONOMI>KHI PevoBUHW: CNUPT LETUIOBUIA, CNIUPT CTEApPWUIOBUIA, CIUPT MIPUCTUNOBUIA, TNiLepon MOHoCTeapaT, copbiTaHCTeapaT, nosicopbart 60, OKTUIAO0AEKaHO,
0Nis MiHepanbHa nerka, cnupT 6eH31N0BUIA, BOAA OUMLLIEHA.

Jlikapcbka hopma. Kpewm.
OCHOBHI (i3MKO-XiMiYHi BNaCTVBOCTi: HaMiBTBEpPAUIA O4HOPILAHUIA KpeM 6ifloro Konbopy.

dapmakoTepaneBTUYHa rpyna.
MpoTurpnbKosi Npenapartu 411 MiCLEBOr0 3aCTOCYBaHHS.
Kog ATX DO1A C14.

dapmMakosoriyHi BNacTmBOCTI.

PapmakognHamika.

CepTaKoHa30/1 — NPOTUIPUOKOBWIA 3aCib A1 MICLLEBOro NiKyBaHHS, NOXiAHWUIA iMiga30My, WO YMHUTL CUNbHY DYHFILUMAHY Ait0 | Ma€e LWMPOKKIA CNEKTP aKTUBHOCTI
MPOTU MaTOreHHUX rpubKoBMX iHGeKLin: aepmatoqiTtis (Trichophyion, EpiderTophyton floccosum, MicrosporuT spp.), Apikmkosux rpubis (Candida albicans,
Candida subspecies, Malassezsa furfur), a TakoX npu iHeKLisX, CIPUYNMHEHNX FPaMno3nMTUBHUMK 36yaHUKamn (Staphylococcus i Streptococcus). MexaHiam ait
CepTakoHa30/y 3yMOB/NEHNI NPUTHIYEHHAM CUHTE3Y eprocTepony i NiABULLEHHAM NPOHMKHOCTI MeMOBpaHu KAITUH rpubiB, Lo NPU3BOAUTL A0 rmbeni rpuois.
PapmakoKiHe TuKa.

Mpn MicLeBOMY 3aCTOCYBaHHI Y KPOBI Ta Ceydi He BUAB/AETHCA.

KniHIYHI XapaKTePUCTUKW.

lNoka3aHHA.

MicueBe niKyBaHHSI TPMOKOBUX [HGIEKLIA LWKipK, CNPUYMHEHMX AepmaTodiTamMu i APDKMKOBMMM FpuMbkamun: enigepmoqiTis cTton, naxoBa enigepmodiTis,
AepMaTOMIKO3 FNafeHbKOT LKipKU, TPUXOoMITIs AiNSHKK 60poan Ta BYCiB, AepMaTOMIKO3 KUCTERN, KaHAN403, BUCIBKONOAIOHWIA NnLLaiA.

MpoTunokasaHHs.
MigBvLeHa YyTAMBICTb 40 CepTakoHa30/1y abo 0 6yab-SKMX NPOTUrPUOKOBUX NOXIAHWX IMiAa30/bHOT rPynn B aHaMHe3i Yn A0 OY/fb-AKOro iHWOro KOMMOHeHTa
npenapary.

B3aemogis 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.



He BcTaHOB/EHA. Y pa3i HEO6XiAHOCTI OAHOYACHOI0 3aCTOCYBaHHSA BY/Ab-AKMX IHLLMX NIKAPCbKMX 3aCc06iB CNif NPOKOHCYNbTYBATUCA3S NiKApeM.

Oco6MBOCTI 3aCTOCYBaHHS.

Mpenapat He MOXKHa 3aCTOCOBYBAaTK B O(NTa/IbMO/IONii. He MOXKHa 3aCTOCOBYBAaTU NepopasibHO Ta iHTpaBariHabHO. Kpem 3aCcTOCOBYBaTU TifIbKM HALLKIPHO. AKLLO Nijg
yac 3aCTOCYBaHHA npenapaty BMHWKaE MOAPa3HEHHS, peakLii rinepyyT/MBOCTI, Npenapat HeobXigHO BIAMIHUTK i NPU3HAYMTU HeobXifHe NliKyBaHHSA. [pr3HavaTy
npenapar nawieHTam i3 rinepyyTaMBICTIO L0 CepTakoHas3ony abo A0 6yAb-AKUX MPOTUrPUOKOBUX MOXIAHMX IMIAA30/bHOI FPYNX NPOTUNOKA3aHO Yepe3 MOX/IUBY
MepexpecHy YyT/IMBICTb.

Mepef HAHECEHHAM Kpemy Ha YpakeHi AiNAHKW LWKIipKU cif BUMUTU pyKu. HeobXifHO YHMKATV KOHTaKTy npenapaty 3 o4vMma, HOCOM, POTOM, iHLUXMUK CN30BUMU
060/10HKamK. LLIKipa nepes HaHeCEHHAM KpeMy MOBMHHA 6y Ty CyXOlO.

MawieHTaM cnifg 3 06epeXXHICTIO 3aCTOCOBYBATM KMCNOTHI MUIOYI 3aC006M, OCKINIbKM Y KUCIOMY CepefoBuLLi 36i/1bLLIYETLCSA po3noBctoxeHHs Candida spp.

BmicT cnupTy LeT1NOBOro Ta CMPTY CTEaPMIOBOro MOXKe CIIPUYNHUTIA MICLEBI LLKIPHI peakuil (Hanpuknag, KOHTaKTHUIA fepMaTuT).

3acTocyBaHHs y nepiof, BariTHOCTI abo rogysaHHs rpyaato.
Bnnve ceptakoHa3osnly Ha HOBOHapPOKeHMX abo BariTHUX He LOCMiApKyBasv, TOMY nepej NpusHavyeHHAM npenapary y nepiog BariTHOCTI abo rofysaHHSA rpya4ro
NOTPI6HO OLIHNTY CNIBBIAHOLLIEHHS KOPUCTb-PU3NK A5 XKIHKM Ta Nnoaa/4uTUHN.

30aTHICTb BNMBATU Ha LWBMAKICTb pPeaku i’ Npy KepyBaHHi aBTOTPAHCNOPTOM IHLUUMU MeXaHi3Mamu.
He BnnvBae.

Cnocib 3acTocyBaHHA Ta A03Mu.

Kpem cnig HaHocuTn 1 abo 2 pasu Ha 06y (6axkaHO Ha Hiy abo 3paHKy Ta BBeyepi) TOHKUM LUapoM M’SKO Ta PiBHOMIPHO Ha ypaXkeHy AINAHKY LKipW, HaMarato4umnch
3axonuTn NPUBAN3HO 1 CM 340POBOI LLKIPY HABKOJ0 YPaXKEHOT AINSAHKN.

TpuBanicTb NiKyBaHHA 3a1€XNUTb Bif, €TIONOTiT 30yAHMKa Ta NoKanisauil iHpeKLiT.

AK NpaBunIo, PeKOMEHAYETLCA MPUBNNZHO 4 TMXKHI NiKYBaHHSA AN AOCATHEHHS KNIHIYHOT peMiciT 3 HeraTUBHUM MiKpPOG6IoNoriYHMM BUSIBMIEHHSIM Ta NS 3anobiraHHa
peunavBy, ane B 6aratbox BUMagKax KiiHivYHe ofy>KaHHS Bif0YBaeTbCA paHille — MK 2-M i 4-UM TVDKHAMMW.

aiTn.
Hemae faHuX 00 3aCTOCYBaHHA npenapary B negiaTpii.

Nepeno3yBaHHS.
Bepyus [0 yBarv KOHLEHTPAUit0 [Ait04OT PeYOBMHM Ta LUMSX 3aCTOCYBaHHS, WO PeKOMEHAYeETbCH, IHTOKCMKALif ManoimMoBipHa. OfHakK npu BUNagKoBOMY
MPOKOBTYBAHHI NpenapaTy HeobxigHO 3aCTOCYBaTM BiAMOBIAHY CUMNTOMATUYHY Teparito.

Mo6iyHi peakuil.

Mpenapat nokasae 406PY NEPEHOCUMICTb MPU HAHECEHHI | HA HEYLLKOMKeHY, I Ha YLLIKO[KEHY LUKIpY.

MicLeBo MOXe 3’ABUTUCA KOHTaKTHWUIA fepMaTuT (CyXiCTb LUKIpW, NeYiHHS, cBep6iX, KPonuBe’aHKa). MOoX/MBI peakuil rinepyyT/IMBOCTI, MiCLEBI LUBUAKOMUHYYi
epuTEMAaTO3HI peakLii, Wo He NoTPebytoTb NPUMUHEHHS 3aCTOCYBaHHSA Npenapary.



TepMiH NpUAaTHOCTI.
2 POKMW.

YMoBW 36epiraHHs.

36epiratv npu TemnepaTypi He BuLle 25 °C.
36epirati y HefoOCTYNHOMY A/15 4iTei MicLi.
He 3amopoxyBaTw.

YnakoBkKa.
Mo 20 r Kpemy Y Ty6i, KOXXHa Ty6a Yy KapTOHHII ynakoBL,i.

KaTteropis Bignycky.
be3 peuenTa.

BupobHuK.
I"neHmapk ®apmacbroTukans Jitg./Glenmark Pharmaceuticals Ltd.

MicuesHaxomkeHHSA BUPOOHMKaA Ta afpeca Micusa NpoBaiKeHHS Moro AisnbHOCTI.

LinbHnys Ne E-37/39, Em.AR.Ai.Ci., Catnyp, Hacik — 422 007, IHgis/
Plot No E-37/39, M.I1.D.C., Industrial Estate, Satpur, Nasik — 422 007, India.



