IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MIKOHA3OJI-TAPHUIIA

(MICONAZOLE-DARNITSA)

Cknao:
ditoua pevosuHa: miconazole;
1 r KpeMy MiCTUTH MiKOHa3011y HiTpaTy 20 Mr;

0onoMIdCHI pe408UHU: TIPOIiNEHTIiK0Ib, Makporon 400, mookcaMep, MakKpOrojly LIeTOCTeapUuIoBUl
edip, CIUPT ETOCTEAPUIIOBUH.

JlikapcbKka ¢popma. Kpem.

OcHosHi ¢i3uko-xiMiyHi 81acmusocmi: OgHOPIgHUN KpeM 0illoro Koibopy.

dapmakoTepaneBTHYHA rpyna. [IpoturpubKoBi 3acobu [ MiciieBoro 3actocyBaHHs. [loxigHi
imigazony Ta Tpiazony. Kog ATX DO1A CO2.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

Iitoya peyoBHHA JTiIKapChKOTO 3aC00y - MiKOHA30JI - HAJIEXKUTh 0O MPOTUTPUOKOBUX 3ac00iB i3 rpymnu
NOXiIHUX iMima3osy. MiKoHa301y HiTpaT NpuUrHiyye 6i0CMHTE3 eProCTUPOIIY Ta 3MiHIOE JiMigHUN
CK/ag MeMOpaHH, 110 TPHU3BOAUTE [0 3aruberti kiitTuHu rpuba. CrpuyrHsae QyHTIIUAHY [il0 Ha
nepmartoditu (Trichophyton rubrum, Trichophyton mentagrophytes, Epidermophyton floccosum,
Microsporum canis), opixknoxoBi Ta gpixmxononioxi rpudu (Candida albicans), a TakoX Ha iHITi
natoreHHi rpubu (Malassezia furfur, Aspergillus niger, Penicillium crus-taceum). Jlikapcbkuit 3aci0
YUHUTH TAKOXK aHTHOAKTepialbHy Mi0, sKa OiNbIl BUpaxKeHa 100 I'PaMIIO3UTUBHUX OaKTepii
(cTadinokokiB, CTPENTOKOKIB) Ta MEHIII BUPaXKeHa I0O0 TPaMHEeraTUBHUX OaKTepii (KUIIKOBOI
MaJIN4YKy, CHHbOTHIMHOI MaMYKY, IPOTES).

Jlikapcekui 3acib Ma€e MOMipHY TillepoCMONSIpHY aKTUBHICTh, BHACJIIIOK YOT'0 BUSIBIISIE
aHTUEKCYOaTUBHY Ail0.



dapmakoKiHemuxka.

[Tpu micieBoMy 3aCTOCYBaHHI MiKOHA30JI MalikKe He BCMOKTYEThCS Y CUCTEMHUM KPOBOTIK. HeBenuka
MOT0 KiNbKIiCTh, sIKa OTTIMHAETHCS, 3B’I3y€EThCS 3 OinkaMu 1mia3Mu Kposi (Ha 88,2 %) Ta
eputpouutamiu (10,6 %). BUBOOUTHECA 3 OpPraHi3My KUIIEUHUKOM Y He3MiHEHOMY CTaHi Ta y BUTTIAAL
MeTaboIiTiB.

KriniuHi XxapaKTepHCTHKH.
Iloka3anns.

- ['pubKoBi iH(eKIIi] WKipHu Ta HIrTiB, CIpUYKWHEHi gepMaToditamu abo rpubamu poxy Candida,
YyTJIMBUMHU [0 MIKOHA30J1y.

- Cymnepiadexkriil, CHpuYnHeHi rpaMIIO3UTUBHUMU OaKTepiIMHu.
IIpomunoka3aHHs.

[TigBuIeHa YYTIUBICTh [0 Ait040i peyoBuHU ab0 70 OyAb SKUX iHIIMX KOMIIOHEHTIB JIiIKapChKOTO
3aco0y.

3axXBOPIOBAHHA LIKIpYU, CIPUYUHEH] repliec-BipycaMu.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

[Tpu cucteMHOMY 3aCTOCyBaHHI MiKOHa3071 iHTiOye 1uToxpoM P450 CYP3A4/2C9 Ta npurHiuye
MeTaboi3M miKapchKux 3acobiB, 110 MeTaboIi3yI0ThCS 3a IOIIOMOT010 X (PepMeHTiB. Y 3B’I3Ky 3
00MekKeHOI0 CHCTEMHOI0 JOCTYIIHICTIO KJTiHIYHO 3HauyIli B3aeMofil pigkicHi. [TpoTe nikapcrkuii 3aci6
CJIif 3aCTOCOBYBATH 3 00€PeXkKHICTIO OMHOYACHO 3 TepOpaIbHUMM aHTUKOATYISTHTaMU (HallpuKiafm,
BapdapuH) Ta KOHTPOIIOBATH aHTUKOATYISIHTHUN e(eKT.

Takox MMpu OMHOYACHOMY 3aCTOCYBaHHI MiKOHA30J1y 3 TilOTTiKeMiYHUMHU 3aco0aMu - MOXiTHUMHU
ceuyoBUHU a00 PeHiTOIHOM - MOXKJIMBE ITOCHUJIEHHS Mil OCTAHHIX.

He pekoMeHOy€eThCS OOHOYACHE 3aCTOCYBaHHS JIIKAPCHKOT0 3aC00y 3 iHIIMMU TOMIYHUMHU HOopMaMu
JiKapCchbKuX 3aco0iB.

Oco6.1ueocmi 3acmocyeaHHs1.
Cnip yHMKaTH MOTPAIJITHHS JTiIKapCchKOro 3aco0y B 04i Ta Ha BiIKPUTI paHU.

[Tpu mosiBi MiclieBUX peakiiiit abo BiICYTHOCTI KITiHIYHUX TPOSBiB €PEeKTUBHOCTI TiKyBaHHS MIPOTATOM
4-X THXKHIB 3aCTOCYBaHHS JIiIKapChKOT0 3aC00y CIIiJ IPUIUHUTU Ta IPOUTH IOlaTKOBE 00CTEXKEHHS.

Jlikapcekui 3acib 3aCTOCOBYBaTH 3 00€peXKHICTIO XBOPUM Ha LYKPOBUM AiabeT 3 mOpyIIeHHAM
MiKPOIUPKYJISALII.

[Tpu ypaxkeHHi HIrTiB peKOMeHy€eThCSA 00pi3aTH iX SKOMOTa KOPOTIIE.



[Tpu ypaxKeHHi CTOIl peKOMEHAY€EThCS 0COOIUBY yBary NpUAiTuTA 00po01li MiKIaIbIl[eBUX ITPOMiXKKiB.
[Toka3aHe HOCiHHS BiIbHOTO, JOOPEe MPOBITPIOBAHOI'0 B3YTTS i 3MiHa IIKApPIETOK He MeH1Ie 1
pa3/no0y.

[TponineHrnikoab MOXKe CIPUYMHUATH OAPAa3HEHHS IIKIipH.

CoupT 11eTOCTeapuI0OBUM MOXKe CIIPUYUHUTH MICIeBi MIKipHI peakilil (Hanpukiaja, KOHTaKTHUN
IEepPMaTHT).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

MoxmuBe o0epexkHe 3aCTOCYBaHHS JTIKApChKOTO 3aco0y y Iepiof BariTHOCTI micis KOHCYJIbTalil 3
JIiKapeM.

Hesigomo, 4u IpoHMKAE MiKOHA30J1 y TPy[HE MOJIOKO. [Ipu HeoOXigHOCTI 3aCTOCYBaHHS TiKapChKOT0
3ac00y PeKOMEHAYEThCS MPUIIMHUTY TOAYBaHHS TPYALIO.

Y pagsi rogyBaHHS TPYAIIO0 TiKapchKui 3aci0 He CJIif HaHOCUTH Ha MOJIOYHI 3aJ103H.

30amuicmb 8niusamu Ha weudKicmb peakyii npu kepysaHHi aamompaHcnopmom abo iHwumu
MexaHi3mamu.

JlikapceKkuii 3aci0 He BIJIMBA€ Ha IIBAIKICThL peakllil Ipy KepyBaHHI aBTOTPAHCIOPTOM alo0 iHIIuMHU
MeXaHi3MaMu.

Cnocid 3acmocyeaHHsi ma do3u.
JlikapceKkuit 3acib 3aCTOCOBYBaTH MiCIIEBO.

I'pubkoei iHpexuii wKipu: mikapchbKUM 3acid HAHOCKUTU Ha ypaxKeHi minsgHKM WIKipu 2 pa3u Ha go0y
(BpaHLIi Ta BBeYepi) Ta BTUPATHU [0 IIOBHOTO BCMOKTYBaHHS, OXOILIIOIOYY HEBEJIUKY HiJITHKY HaBKOJIO
ocepenKy ypaxeHHs. Miclig, 110 MOKHYTb, ¥ OUISHII CKIaf0K (MiXKIIaablieBl IPOMIKKH, Tax0Bi
CKJIafiK1) Ilepef 3aCTOCYBaHHAM JIiKapChKOT0 3aco0y CJIifi TPOMUTHU Ta MiACYIIUTH MapJieBoi0
CEPBETKOIO.

Kypc nikyBaHHS 3a/1eXKUTh Bifi €eKTUBHOCTI JIiIKyBaHHS Ta PE3y/IbTaTiB MiKOJIOTiYHUX TECTIB i
CTaHOBUTSH Bif 1 mo 6 TuXKHiIB. CepenHs TPUBAIICTh KAaHOUAOMIKO3iB WIKipu - 1-3 THUXKHI, iHpeKIiH,
cIpuYrHeHuX gepMaTtoditamu, 3-4 TUXKHI, Ginbin 3aTAXKHUX iHeEKiH - 5-6 THXKHIB.

3acToCyBaHHS JTIKapChKOT0 3aco0y CJIifl MPOMOBXKYBATH He MeHIlne 1 THXKHS IiC/s 3HUKHEHHS
KJIIHIYHUX CUMIITOMIiB 3aXBOPIOBaHHS.

I'pubkosi iH(pekyii Hiemia: micisg MONEPegHLOTO BiAIapyBaHHs ypaXKeHOol HirThboBOI MIaCTUHY
JMiKapChbKUM 3aci0 HAHOCHTU TOHKUM IIIapOM Ha HIirThoBe J0:Ke 1-2 pa3u Ha mo0y i3 mogasnbIium
HaKJIaJaHHSAM OKJII03iMHOI OB’ I3KH. JIiKyBaHHS IIPOJOBXKYBATU MiHIMyM 3 MiCsLi O OCTAaTOYHOTO
(dhopMyBaHHSA HOBOTO HIirTs.

3aeKHO Bif BUAY Ta TSAXKKOCTI 3aXBOPIOBAHHSA JIiKap MOXKe IIPU3HAUYUTH iHOUBIAyaTbHUN PEXKUAM



M03yBaHHS Ta CIOCIO 3aCTOCYBaHHS TiKapChKOTO 3aco0y.

Himu.

JlikapceKuii 3acib H03BOJIEHUY [JIS1 3aCTOCYBaHHS y NeOiaTpUUHiM TPAKTULl TiMbKY Mics
KOHCYJIbTallil 3 TiKapeM.

Ilepedo3yeanHsi.

MoxrBe IOgpPa3HeHHs IIKipH, SKe 3a3BUYall MUHAE IIiC/Is BiTMiHM JTiKapChKOTO 3acoby. Y pasi
BUITQIKOBOT'O ITPOKOBTYBAHHST BEJIUKOI KiIbKOCTI TiIKapChKOro 3aco0y peKOMEHIY€EThCS
BUIMIOPOKHEHHS LITyHKA.

Jlikapcbkuit 3acib mpu3HayeHui TiTbKY [J151 30BHILIHLOT0 HAHECEHHS.

ITobiuni peakuii.
MoxXnuBU# PO3BUTOK HACTYIIHUX MOOIYHUX pPeakiliii:

3 60Ky iMyHHOI cucmeMu: peaxiiii rinepyyTIUBOCTi, y TOMYy YHCIi aHadimaKTUYHI peaxiiii,
AHTiIOHEeBPOTUYHUM HaOPAK;

3 60Ky WwKipu ma niOwKipHOi KAiMKOBUHU: BUCUTIaHHS, CBepOixK, epuTeMa, CyXiCThb MIKipH,
KPOIIWB IHKA, KOHTAaKTHUU IePMaTHUT, peakilil Ha MiClli HaHeCeHHs, BK/II0Yal0o4yy ITOAPa3HeHHs LIKipH,
rinepemiio, IeYiHHSA, IIOKOTI0OBaHHS.

Tepmin npudamHocmi. 2 POKH.

YmMmoBH 30epiranns.

30epiraTtu B OpuriHaabHiY yIAKOBIi IpU TeMIepaTypi He Buile 25 °C.

30epiratu y HeJOCTYIIHOMY OIS HiTeH MicCIfi.

YnakoBka. [To 15 r a6o mo 30 r y Ty06i; o 1 Ty6i B mayii.

Kareropis Bignycky. bes penenra.

Bupoo6nuk. ITpAT «dapmarieBTuyHa pipmMa «lapHUALIS».



Micue3HaxoIKeHHsI BHPOOHHKA Ta aipeca MicCIsi IPpoOBaIXKeHHs HOro Tis/IbHOCTI.

Ykpaina, 02093, m. Kuis, Byn. bopucminbceka, 13.



