@ AnTeka iHTepHeT uev

Cknag
Aitroya pedoBuHa: ketoconazole;
1 r kpemy MicTnTb 20 Mr KETOKOHa30My;

AOMOMDKHI ~ pe4OoBMHM: MPOMINEHrnikonb, CNUpT  CTeapunoBun,  cnupT
ueTunoBun, copbitaHcTeapaT, nonicopbat 60, i3onponinMipucraT, HaTpito
cynbdit 6e3soaHnin, nonicopbat 80, Boaa oumuieHa.

Jlikapcbka dopma

KpeMm.

OCHOBHI @i3nK0O-XiMiYHi B1acTMBOCTI: 6in0oro Konbopy OAHOPIAHUIN KpeM.
dapmakoTepaneBTUYHA rpyna

MpoTurpmnbkoBi 3acobm gnsa micueBoro 3acrocyBaHHA. MoXigHi iMigasony Ta
Tpnasony. Kog ATX DO1A CO08.

dapMaKonoriyHi B1aCTUBOCTI
GapmakogmnHaMmika.

KeTokoHa3on — ue CUHTEeTUYHe noxigHe iMiga3onaiokcosiaHy, Wo MNposBiidAE
NpoTUrpnbKOBY aKTUBHICTb wWoA0 AepMmaTodiTiB, Takux sK Trichophyton
spp., Epidermophyton floccosum Tta Microsporum spp., a TakoX ApiKAXIB, Y
TOMYy uucni Malassezia spp. Ta Candida spp. Ocobnneso BupaxeHun edekT
wono Malassezia spp.

KeTokoHa30 iHribye 6iocMHTE3 eproctepony y rpmbax Ta 3MiHIOE cknag iHWnx
NiNiAHWX KOMMNOHEHTIB Yy MeMbpaHi.

KpeM 3 KeTOKOHa30/I0M AyXe LWBUAKO YCyBae cBepbiX, AKMA 3a3Buyamn
CYynpoOBOAXYE iHdeKUii, cnpnynHeHi gepMmaTtoditamm Ta ApiKAXKaMKU, a TaKOX
Npu CTaHax WKipy, 3yMOBAEHUX NPUCYTHICTIO Malassezia spp. CUMNTOMaTUYHE
NOKpaLleHHsA CNOCTEPIraETbCA A0 NOSABM MePLUNX O3HAK OAYXKAHHA.

dapMaKoKIHETUKA.

Micna MicueBoro 3actocyBaHHs kKpeMy Hizopan® BMiCT KETOKOHa30My y Mn/iasMi
KpPOBi A4OPOC/INX HE BM3HAYAETbLCA. Y XOA4i OAHOr0 AOCNIAXEHHS HEMOBIATAM i3
cebopenHmum gepmaTtutoMm (n = 19) wWoaHA HaHocun npmbnusHo 40 r Kpemy
Hizopan® 2 % Ha 40 % nsiowi NoBepxHi Tina: KeTOKOHA30/1 BM3Ha4yaBCs Y
naasMi KpoBi 5 HEMOBNAT, KOHLUEHTpaLisa ctaHoBuna Bi4 32 A0 133 Hr/mn.

Noka3aHHA

Ana MicueBoro 3acTtocyBaHHS NMpW JliKyBaHHI iHeKUin WKipyu, CNpUYMHEHNX
aAepmatoditamMu: enigepModiTii Tina, pykK, CTyneHb, naxoBoi enigepModiTii,
cnpuunHeHnx Trichophyton rubrum, Trichophyton
mentagrophytes, Microsporum canis Ta Epidermophyton floccosum, a Takox
AN NiKyBaHHS KaHAMAO03Y LWKipW i BUCIBKONOAIOHOrO nuwato.
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KpeM Hizopan® Takox cnig npu3HayaTtM ANa  JliKkyBaHHA CcebopenHoro
AepMaTUTy — CTaHy LWKipW, NoB'a3aHOro 3 NpUCyTHICTIO Malassezia furfur.

MpoTunokasaHH4

KpeM Hizopan® npoTtunokasaHuin ocobaM, y SsKUX BigoMa rinepyyTnumeicTb A0
KeTokoHa3ony abo oo 6yab-aKoro 3 iHrpedieHTiB npenapary.

B3aemogia 3 iHWMMK NikapCbKMMKN 3acobamum Ta iHWI BMAWM B3aEMOAIl
JocnigxeHHsa B3aeEMoAil He NPoOBOANIIUCS.

OcobnmBOCTI WOA0 3aCTOCYBaHHS

Kpem Hizopan® He 3acTocoByBaTy B 0TabMOJOriYHil npakTuLi.

Ona  3anobiraHHa CUMHAPOMY  BIiAMIHWM  NicNa  MNPUNWHEHHS  TpUBAanIoro
3aCTOCYBaHHA MicUEBUX KOPTUKOCTEPOIAIB PEKOMEHAYETLCA MNPOAOBXYBATU
HaHOCUTU Jierki MicueBi KOPTUKOCTEPOIAM Ha ypaXkeHe Micue BpaHLUi, a Kpem
Hisopan® - BBeuepi, a MOTIM MOCTYNOBO MPOTAroM 2-3 TUXXHIB MPUNUHUTU
Tepanito KOpTUKOCTepoigaMu.

Jlikapcbknin  3aci6 MICTUTbL  MpPONISIeHrNiKOMb, WO MOXe CAPUYUHUTU
NOApPA3HEHHS LWKipW, @ TakKoX CAMPT CTeapuioBUA Ta CAMPT UEeTUI0BUN, SKi
MOXYTb CIPUYMHUTM MicUeBi LWKIipHi peakuii (Hanpuknag KOHTAKTHUM
AepMaTuT).

3acrocyBaHHS y riepio BaritHocTi abo rogyBaHHs rpyasto.

BiACyTHI ageKkBaTHI Ta peTesibHO KOHTPOJIbOBAHi AOCMIAXEHHSA 3acTOCYyBaHHS
npenapaTy BariTHUM Ta XiHKaM, §Ki roaytoTb rpyaat. ObmexeHa KinbKicTb
AAHNX 3aCTOCYBaHHSA BariTHMM XiHKaM CBig4YUTb NPO BiACYTHICTb HErATUBHOIO
BMNAMBY KeTOKOHa30/y Ha BariTHICTb abo Ha 340poB’a
nnoaa/HoBOHapoaXXeHoro. [ocnigXeHHs Ha TBapuHax NpoOAEeMOHCTpyBanu
penpoaAyKTUBHY TOKCUYHICTb Y A03aX, AKi He [0oCAratTbCAa Npu MicLueBOMYy
3aCTOCYBaHHI KETOKOHAa30/y.

Micnsa MicueBoro 3acTtocyBaHHs kpeMy Hizopan® keTokoHa3on y nnasMi KpoBi
HeBariTHUX >XIHOK He BW3Ha4aeTbcsa. HeBigOMIi pu3MKK, NOB'A3aHi i3
3aCTOCYBaHHAM npenapaTy Yy nepioa BariTHOCTIi abo roayBaHHS rpyaato.

34aTHICTb BMN/IMBATU HAa LUBUAKICTb peakuil rnpu KepyBaHHI aBTOTPaHCMOpPTOM
abo iHWnMn mexaHiamMamu.

Kpem Hizopan® He Bn/MBA€E Ha 34aTHICTb KepyBaTW aBTOTPAHCNOPTOM Ta
npaurBaT 3 iIHWNMMU MexaHi3MaMu.

Cnocib 3acTtocyBaHHS Ta 403U

Kpem Hizopan® 3acTtocoByoTb 0OPOCMM Ha LWWKIpY.
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KaHaunaos wkipun, enigepmoitis Tina, pykK, CTyrneHb, riaxoBa ernigepmoitis 1a
BUCIBKOMOAIOHMI  NLLAK PEKOMEH0BAHO HAHoOcUTU KpeMm Hizopan® Ha
ypaXkeHy WKipy Ta HaBKOMLWHI AiNsHKKN 1 pa3 Ha aoby.

JlikyBaHHS NOBMHHO TpWUBATM NPOTAroM AOCTATHbOMO 4Yacy, LWOHaWMeHLe
MPOTAroM LWe [AEeKiSIbKOX AHIB Nicns 3HUKHEHHS YCiX CUMMMNTOMIB. SKLWO
CUMNTOMMN 3aXBOPIOBaHHA He 3HWUKAKTb NiCAa 4 TUXHIB JNliKyBaHHA, cnij
nepernsaHyTn piarHo3. HeobxigHO 4OTpUMYBaTUCS 3araibHUX NpaBu Tiri€Hn,
Wwob KoHTpontoBaTH oXXepena iHdekuii Ta peiHdekuii.

3BMYanNHa TpUBANICTb NiKyBaHHS CTaHOBMUTb: BUCiBKONOAiIOHMM nuwan — 2-3
TUXHI, ApiXAXOBI iHdeKLUii — 2-3 TUXHI, naxoBa eniaepmodiTia — 2-4 TUXHI,
enigepmodiTia Tina — 3-4 TUXHI, enigaepModiTia cTyneHb — 4-6 TUXHIB.

CeboperiHnii gepMaTuT: cnig HaHocuTn kpeM Hizopan® Ha ypaxeHy wkipy 1
4n 2 pasun Ha foby. 3a3Bmyan TpmBanicTb NikyBaHHA cebopenHoro aepMaTuTy
TpuBae Big 2 Ao 4 TWXHIB. Ona niaTpuMyBanbHOI Tepanii npu cebopenHomy
AepMaTUTi KpeM HaHOCUTK nepioanyHo (1 pa3 Ha TUXAEHb).

CebopenHnin AepMaTUT € XPOHIYHUM 3aXBOPIOBAHHAM 3 BUCOKOK MMOBIPHICTIO
peunamnBy.

Hitn.

[ocBia 3acTtocyBaHHsS kpeMy Hizopan® aitam BiacyTHin.
MepenosyBaHHA

MicyeBe 3acTocyBaHHSA.

MicueBe 3aCTOoCyBaHHS KpPEMY Y HaAMIpHIN KiNbKOCTI MOXeE CMpPUUYUHUTIK
BUHUKHEHHSI epuTeMU, HaAbpsIKy, BiAUYyTTS ONiKy LWKipW, 9Ki WBNAKO MUHAKOTb
nicng NpUMNMHEHHA Tepanil.

BunagkoBe BHYTPILLIHE 3aCTOCYBaHHSI.

Mpn BWUNAAKOBOMY MPUMOMI BHYTPIWHLO CAi4 BXWTW NiATPUMYBasbHUX Ta
CMMNTOMaTUYHUX TEPANEBTUYHMX 3aXOAiB.

MobiuHi edekTn

Be3sneky kpemy Hizopan® Bu3sHavanu y xoai 30 KAiHIYHMX [OCHIAXKEHb 3
y4dacTio 1079 nauieHTiB, 9KMM npenapaTt HaHOCU/IN MiCLLEBO Ha LKipY.

Ha ocHoBi o6’egHaHMX AaHMX 3 6e3nekn KNiHIYHUX AocniaXeHb HambinbLl
yacto (= 1 %) nosigomMnsanu nNpo Taki NobivHi peakuii (% BuNaakis): cBepbix
y Micui HaHeceHHs (2 %), Bia4yTTa nediHHA wKipu (1,9 %) Ta epuTeMa y Micui
HaHeceHHs (1 %).

3 ypaxyBaHHSIM BULle3a3HavYeHMxX nNobiyHMX peakuin y Tabnuui Hux4e
HaBeaeHo nNobiyHi peakuii, Npo AKi NOBIAOMAAAM Mig YaC KAIHIYHMX A0CNIAXEHb
Ta MNPOTAroM MNOCTMAapPKETMHIOBOrO0 3acCTOCYBaHHSA. YacToTa BUHUKHEHHS
Nob6iYHMX peakuin BM3HAUYEHa TakuMM YMHOM: Ayxe dacTto (3 1/10); yacto (3
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1/100 Ta < 1/10); HeyvacTo (3 1/1000 Ta < 1/100); piako (3 1/10 000 Ta <
1/1000); ayxe pigko (< 1/10 000); yactoTa HeBigoMa (HEMOX/IMBO OLIHUTH
Ha OCHOBI HAABHMX AAHUX KNiHIYHUX OOCMIAXKEHDb).

Knac cucrteM | MNobiyvHi peakuii
OopraHis -
KaTeropia yactotu
YacTto HeuacTto YacrtoTa
HeBigoMa
(3 1/100 Ta <|(3 1/1000 Ta < A
1/10) 1/100)
3 60Ky IiMyHHOI Peakuii
cucTtemu rinepyyTnmMBOCTI
3 60Ky LwKipyn Ta | BiguyTTs Bynbo3Hi Kponue’sHka
niguwkKipHor MneviHHA WKipu BUCUNAHHA,
KJTITKOBUHN KOHTaKTHUMN
AepMaTuT,
BUCUMNAHHS,
NyuweHHs abo
JINNKICTb WKipw
3arasibHi Eputema, KpoBOTO4YMBICTD,
rnopyweHHss  T1a | ceepbix BiAYYyTTA
peakuyii 'y Micui anckomaoopTy,
3acTocyBaHHs CyXIiCTb,
3ananeHHs,
noApa3HEeHHS,

rnapecresis,
peakuii 'y Micui
HaHeCeHHs

3BIiTHICTb WO0A0 NO6IYHUX peakLin

3BiTHICTb WOA0 nNigo3ptoBaHMX Nob6IYHMX peakuin nicnsg 3aTBepaXeHHS
nikapcbkoro 3acoby BaxnuBa. Lle pga€e 3Mory npoaoBXWTU  MOHITOPUHT
CNiBBIAHOLWEHHST  KOPWUCTb/PU3MK  3aCTOCyBaHHSA  NiKapCbKoro  3acoby.
MeauyHMX NpauiBHUKIB MpPOCATb MNOBIAOMAATM nNpo 6yab-aKi Nigo3proBaHi
no6iyvHi peakuii Yyepe3 HauioHaNIbHY CUCTEMY 3BIiTHOCTI.

TepMiH NpUAATHOCTI

3 poKu.

YMoBU 36epiraHHs

Onsa nikapcbkoro 3acoby He NOTpPibHI ocobnmnei ymMoBu 36epiraHHs.

36epirat y HegOCTYNHOMY ANA AiTen Micui.



V AnTeka iHTepHeT yev

YnakoBKa
Mo 15 r y Ty6i. Mo 1 Ty6i B KAPTOHHIN yNakoBLi.
KaTeropisa Bignycky

bes peuenTa.



