IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

OHABET

(ONABET)

Cknao:
Oitoua peuosuHa: sertaconazole;
1 r KpeMy MiCTUTh CepTakKOHa30i1y HiTpaTy 20 MT;

0ONOMIJCHI PEUOBUHU: CIIUPT IIEeTUIIOBUM, CIIUPT CTEAPUIOBUM, CIIUPT MiPUCTUIOBUM, TIIIIePOII
MOHOCTeapaT, copbiTaHcTeapar, mojicopdaTt 60, OKTUINOOEKAHO, OJliss MiHepasibHa JIeTKa, CIIUPT
0eH3UIOBUH, BOMla OUUIIEHA.

JIikapcbka ¢opma. Kpem.

OcHosHi (pi3uko-xiMiyHi 81acmueocmi: HalliBTBEPAUM KpeM 6isloro KOIbopy.

®apMakoTepaneBTHUYHa Ipyna.
[TpoTurprOKOBi IpemnapaTu [ MiCIIeBOTO 3aCTOCYBaHHS.

Kong ATX DO1A C14.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

CepTakoHa30J1 - MPOTUTPUOKOBHH 3acib [ MicIleBOro JTiKyBaHHS, IMOXiTHUY iMiga30iy, 10 YUHUTD
CUJIbHY (YHTIIUAHY [if0 i Ma€ MUPOKUM CIIEKTP aKTUBHOCTI IPOTHU IATOreHHUX TPUOKOBUX iHQEKIIi:
nepmaTtoditis (Trichophyion, Epidermophyton floccosum, Microsporum spp.), OPiXKIKOBUX
rpubiB (Candida albicans, Candida subspecies, Malassezsa furfur), a TaK0O3X IpH iHPEKITifX,
CIIPUYMHEHUX IPAMIIO3UTHBHUMU 30ymHUKaMU (Staphylococcus i Streptococcus). MexaHni3m il
CepTaKOHAa30Jly 3yMOBJIEHUY IPUTHIYEHHSIM CUHTE3y eproCTepoy i MigBUIleHHSIM IPOHUKHOCTL
MeMOpaHu KJIiTHH rpubiB, 1[0 IPU3BOAUTE A0 rubesni rpubis.

dapmakoKiHemuxka.

[Ipu MmicueBOMy 3aCTOCYBaHHI y KPOBI Ta CeYi He BUABIISAETHCA.



KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.

MicueBe mikyBaHHs rprOKOBUX iHQEKIiH MKipy, COPUYNHEHUX AepMaTodiTaMu i ApiKIKOBUMHU
rpubkamu: emimepModiTis CTOII, TaxoBa emimepModiTist, mepMaTOMIKO03 IiIafeHbKOl MKipu, TPUX0diTisa
OisTHKY 60pogy Ta BYCiB, HEPMaTOMiKO3 KHCTeM, KaHAUI03, BUCIBKOTIONIOHUI JTHAIIAM.

IIpomunoka3aHHs.

[TigBuilleHa YyTIUBICTh [0 CepTaKoHa30iy abo o Oyab-IKUX MPOTUTPUOKOBUX IOXigHUX iMiga30iIbHOl
TPYyIX B aHAMHE3i 4u 0o OyOb-SKOT0 iHIIIOr0 KOMIIOHEHTA IIpenapary.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

He BcTaHOB/EeHa. Y pa3i He0OXiMHOCTI OIHOYACHOT'0 3aCTOCYBaHHA OyAb-IKUX iHIINX JTiKapChKUX
3aco00iB CIlif TPOKOHCYTIbTYBATUCS 3 JIIKApEM.

Ocob1ueocmi 3acmocy8aHHs1.

[IpenapaT He MOXkKHa 3aCTOCOBYBaTH B o(pTanbMosiorii. He MoxkHa 3aCTOCOBYBaTH II€pOPabHO Ta
iHTpaBarinanbHo. KpeM 3aCTOCOBYBaTH TUIbKM HAIIKIPHO. fIKINO i Yac 3aCTOCYBaHHSA IIpenapaTy
BMHUKAE TOOPa3HeHHs, peakilil rinep4yyTaruBOCTi, IpenapaT HeoOXigHO BigMIiHUTH i MPU3HAUUTH
HeoOxifiHe NiKyBaHHS. [I[pM3HavaTy Ipenapar MaljieHTaM i3 TinepuyTIuBiCTIO 4O CepTaKoHa301y abo
10 Oymb-SIKUX IMPOTUTPUOKOBUX IOXIMHUX iMifla30/IbHOI IPYIIY MIPOTUIIOKA3aHO YePe3 MOKIIUBY
IepexpecHy 4yTJIUBICTb.

[lepen HaHECEHHSIM KpPeMYy Ha ypaxXeHi OiITHKY MIKipy ciig BUMUTH pyKu. HeoOXinHO yHUKATH
KOHTAKTY IIpernapaTy 3 04uMa, HOCOM, POTOM, iHIKuMU cnu3oBuMHU oboyoHkamu. IIkipa nepen
HaHeCEeHHSIM KpeMy ITOBUHHA OyTH CYXOIO.

[Mamientam cifm 3 00epekHICTIO 3aCTOCOBYBATH KUCJIOTHI MUI0Yi 3aC00H, OCKINIbKY ¥ KUCIIOMY
cepenoBuIIi 30inbIIyeTHCS PO3MOBCIOAKeHHST Candida spp.

BwmicT cnupTy 1eTUIOBOTO Ta CIMPTY CTEAPUIIOBOTO MOXKE CIIPUYMHUTH MiCLIeBi IIKipHI peakiil
(HampuKiad, KOHTaKTHUM OepPMaTHUT).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00to.



BB cepTakoHa30/1y Ha HOBOHAPOAXKEHUX a00 BaTiTHUX He OOCIigKyBasid, TOMY IIepef
IPU3HAYEHHSIM IIpernapary y nepion BariTHocTi abo romyBaHHS TPYOA0 MOTPiOHO OLIHUTH
CHiBBiIHOIIEHHST KOPUCTh-PU3UK MAJIS XKiHKU Ta IJI00a/IUTUHU.

30amuicmb 8nausamu Ha weudKicmby peakuyii npu KepysaHHi aBmompaHcnopmom iHwumMu
MexaHi3mamu.

He BnnuBae.

Cnocid 3acmocyeaHHsi ma do3u.

Kpewm crnig Harocuty 1 abo 2 pa3u Ha no0y (0axxaHo Ha Hi4 ab0 3paHKY Ta BBeUepi) TOHKUM IIapoM
M’SIKO Ta PiBHOMIPHO Ha ypaxKeHY AiJITHKY LIKipy, HaMaratouuch 3aXONUTH IPubIu3Ho 1 cM 300poBol
IIKipY HaBKOJIO ypaXkKeHOol OiISHKY.

TpuBasicTh NiKyBaHHS 3a/IeXKUTh Bif eTiosnorii 36yqHUKa Ta joKamizalil iHdexkil.

4K mpaBuio, peKOMEHAYETHCS MPUOMN3HO 4 THUXKHI JTIKyBaHHS AJIS HOCITHEHHS KITiHIYHOI peMicil 3
HeraTUBHUM MiKpOOGiOIOTiYHUM BHUSIBJIEHHSAM Ta [JIA 3ano0iraHHs peluauBy, ane B 6araTbox
BUITQMIKaX KJTiHiYHe OfyzKaHHS BinOyBaeThCs paHille - MixK 2-M i 4-UM TUXKHSIMHU.

Himu.

HeMmae maHuX 11070 3aCTOCYBaHHA IIpelaparTy B ediaTpil.

ITepedo3yeaHHs.

Bepyuu 0o yBaru KOHIEHTpPAIIiI0 Ail090l PEYOBMHY Ta IIJISX 3aCTOCYBaHHS, 110 PEKOMEHAYEThCH,
iHTOKCUKallis MasnoiimMoBipHa. OgHaK npy BUIIQIKOBOMY IIPOKOBTYBaHHI IpenapaTy HeoOXifmHO
3aCTOCYyBaTHU BiAIIOBIIHY CUMIITOMaTAYHY Tepallilo.

ITobiuni peakuii.

[TpemapaTt moka3as foOpy IePeHOCUMICTh IIpY HaHECEeHH] 1 Ha HeYIIKOAXKeHY, 1 Ha YIIKOAKEHY
HIKipy.

MicrieBo MoXKe 3'SIBUTHUCS KOHTAaKTHUM OepMaTUT (CYXiCTh IIKipH, mevinHs, cBepOik, KPOIUB' THKA).
MoxXmuBi peakiiil rinepuyTINBOCTI, MiCIeBi IIBUAKOMUHYYi epUTEMATO3Hi peakllil, o He
noTpeOyIOTh IPUNUHEHHS 3aCTOCYBaHHS IIpenapary.

Tepmin npudamuocmi.



2 POKH.

YmMmoBH 30epiranssi.
30epiratu npu TeMiepartypi He Buile 25 2C.
30epiratu y HegOCTYIIHOMY OJIS1 OiTel MiCIi.

He 3amMopoxyBaTu.

YnakoBka.

[To 20 r kpemy y Ty0i, KokHa TyOa Y KapTOHHIi# YIIaKOBII.

Kareropis Bigmycky.

be3 pernernra.

BupoOHHK.

'menmapk ®apmaceiotukans JIta./Glenmark Pharmaceuticals Ltd.

Micue3HaxoIKeHHsI BHPOOHHKA Ta afipeca MicClsi IpoBaIKeHHs HOro Tis/IbHOCTI.

Hinbuuisg Ne E-37/39, Em.A#.[1i.Ci., Cartmyp, Hacik - 422 007, Iumisi/

Plot No E-37/39, M.1.D.C., Industrial Estate, Satpur, Nasik - 422 007, India.



