IHCTPYKIIA
IS MEIUYHOTO 3aCTOCYBAHHS JIIKAPCHKOT0 32C00y

KETOKOHA3OJI-®ITO®PAPM
(KETOCONAZOLUM-PHYTOPHARM)

Cknao:

ditoua peuosuna: ketoconazole;

1 r kpeMy MICTHTbh KeTOKOHa301y (y nepepaxysanHi Ha 100 % pedyoBuny) 20 mr;
0onoMidicHi  pewosuHu:  TIPOMUICHTNIIKONIb,  IMIJOCEYOBHHA,  130MPOMUIMIPUCTAT,
OKTUJIIOJIEKAHOJ, CHUPT LIETOCTEapWIOBUI, MOJIETUICHIIIKOMIO (Makporoiny) 12
LEeTOCTeapuiIoBHid edip, Kamito auriapodocdar, HaTpito rigpodocdaT noxekariapar, Bojia
OYMILEHA.

Jlikapcbka ¢gopma. KpeMm 15151 30BHIIIHBOTO 3aCTOCYBaHHS 2 %o.

OcnosHi ¢hizuxo-ximiyni enacmusocmi: Kpem 6110ro abo Maiike 61J10ro KoJIbopy.
dapmakoTepaneBTHYHA rpyna.

[TpoTurpubKoBi mpenapatu Juist MiclieBOTro 3acTocyBaHHs. [loxiaHi iMiga3omy Ta

TpHUA30ITy.
Koxg ATX DO1A CO08.

Dapmakonoziuni eracmusocmi.

Dapmaxoounamixa.

KerokoHazon — 1€ CHHTETHYHE TMOXiJHE IMiJa30JI1I0KCOJIaHy, [0 TMPOSBIIIE

OPOTUTPUOKOBY AaKTHUBHICTH IIOAO AepMaToQitiB Trichophyton spp., Epidermophyton
floccosum ta Microsporum spp., a TaKOX JIPULKIDKIB, Y ToMy uucii Malassezia spp. Ta
Candida spp. OcobnuBo BupaxeHuit epext uono Malassezia spp.

KeroxoHna3zon iHridye 610CMHTE3 eprocrepoily y rpudax Ta 3MiHIO€ CKJIAJ| IHIIUX JIIITiTHUX
KOMIIOHEHTIB y MeMOpaHi.

Kpem keTokoHa30:1y AyXke LIBUAKO YyCyBae CBEpODXK, SKUIM 3a3BUYall CyNPOBOIKYE
iHQeKil, cnpuunHeHi aepMmaroditaMu Ta APLKIKAMHU, a TaKoX NpU CTaHax IIKipH,
3YMOBJICHUX HasiBHICTIO Malassezia spp. CUMITOMAaTUYHE MOKPAIIEHHS CIIOCTEPIraeThes
710 TIOSIBU TEPIINX 03HAK Oy >KaHHS.

Dapmaxoxinemuxa.

ITicng MicLeBOro 3aCTOCYBaHHSI KpEMY BMICT KETOKOHA30Jy Y IJ1a3Mi KPOB1 IOPOCIUX HE
BU3HAYA€THCS. Y MPOIECi OAHOTO JOCIIPKEHHSI HEMOBIIATAM 13 ce00peHHUM 1epMaTUTOM
(n = 19) moana Hanocunu npubimu3Ho 40 r xkpemy Ha 40 % myom MOBEpXHI Tija:
KETOKOHA30J1 BU3HAYABCs Y TUIa3Mi KPOB1 5 HEMOBIIAT, KOHIIEHTpallisd CTaHOBMIIA Bif 32 10
133 ur/mi.

Kuiniuni XapakTepucTUKH.

Ilokazannsa.

JUis  MICIIEeBOrO 3acTOCYBaHHS TpW JIIKYBaHHI 1H(EKIIH MKipH, CHPUYMHEHUX
nepmaroditamu: enigepMogitii Tia, pyK, CTYIHIB, TaX0BOT emiaepModiTii, CHPUIMHEHUX
Trichophyton  rubrum, Trichophyton mentagrophytes, Microsporum canis Ta
Epidermophyton floccosum, a TakOX 17151 TIKYBaHHS KaHIU103Y IIKIPH 1 BUCIBKOMIOAI0HOTO
JIMIIALO.

Kpem Takox cii mpU3HAYUTH IS JTIKYBaHHS ceOOpeiHOro AepMaTuTy — CTaHy LIKipH,
MIOB’SI3aHOTO 3 HasBHICTIO Malassezia furfur.

IIpomunokaszanna.



[TigBuIieHa Yy TAMBICTH 10 KETOKOHA30Iy 200 A0 1HIIMX KOMIIOHEHTIB IIpenapary.
B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€mMo0iil.
JlocimkeHHs B3a€EMO/Ii1 He TTPOBOIMIIUCS.

Ocobueocmi 3acmocyeanns.

Kpem Kerokonazon-®irodapm He 3acTOCOBYBaTH B O(TaNbMOJIOTIUHIN MpakTULll. SKIo
KpeM HAHOCUTH Ha ypakeHI Miclsg OJpa3y >K MiCs TPUBAJOIO JIIKyBaHHS Ma3siMH, IO
MICTSTh KOPTHUKOCTEPOiM, MOX€ BHHUKHYTH TIOApPA3HEHHs. Y TaKWX BHIAAKaX
PEKOMEHAYEThCS MTPOAOBKYBATH HAHOCUTH JIETKI MICIIEBI KOPTUKOCTEPOIIU HA ypa)KeHe
Mmiciie Bpasii, a kpem Kerokonazon-®itodgapm — BBeuepi, a MOTIM HOCTYIIOBO MPOTATOM
2-3 TUKHIB IPUITUHUTH TEPAMio0 KOPTUKOCTEPOInaMHu.

ITponineHTIiKoIb MOKE CIIPUUUHUTH MTOIpa3HeHHs MKipyu. CUPT HETOCTEapHIIOBHIA MOXKe
CIPUYMHUTH MICIEBI IIKIPHI peakiii (HanpuKial, KOHTaKTHUHA AEPMATHUT).

3acmocysanns y nepioo eacimnocmi abo 200y8anus 2py0oio.

BincyTHi anekBaTHI Ta J00pe KOHTPOJIOBAHI JIOCTIJDKEHHS 3aCTOCYBaHHs Mpenapary
BariTHUM >KIHKaM Ta »>KiHKaMm, SKi TOAyIOTh Tpymaro. OOMexeHa KUIBKICTh JaHUX
3aCTOCYBaHHS BariTHUM >KIHKaM CBIJYUTh TPO BiJACYTHICTh HETaTUBHOIO BIUIMBY
KETOKOHA30Jly Ha BariTHICTb a00 Ha 340pOB’s IUIOAA/HOBOHAPOKEHOI JUTHHH.
JlocmipKeHHS Ha TBapUHaX MPOJIEMOHCTPYBAIU PENPOAYKTUBHY TOKCHYHICTD Y /103aX, SIK1
HE JIOCATAIOThCS MIPU MICIIEBOMY 3aCTOCYBaHHI KETOKOHA30ITY.

[Ticns MicIIeBOro 3acTOCYBaHHS KpeMy KETOKOHA30Jl Yy TIUIa3Mi HEBariTHUX JKIHOK He
BU3HaYaeThCs. HeBioMi pu3MKH, TOB’s3aHI 13 3aCTOCYBaHHSM TMpemapary y Mepiof
BariTHOCTI 200 TOTyBaHHS TPYUIIO.

30amuicms enaueamu Ha weUOKicCmMb peaxkyii npu KepyeauHi asmompaHcnopmom abo
IHUWUMU MEXAHISMAMU.

He BrumiBae.

Cnoci6 3acmocysannsa ma 0o3u.

Kpem Kerokonazon-®itodapMm 3aCTOCOBYIOTH TOPOCIUM Ha ILIKIpY.

Kanouoos wxkipu, enioepmogimiss mina, pyk, cmynuie, naxoea enioepmoimis ma
8UCIBKONOOIONUTI TUWAl; PEKOMEHIOBAHO HAHOCUTH KpeM Ha ypaxeHy IIKipy Ta
HABKOJIMIIHI JUISHKY 1 pa3 Ha 100y.

Cebopetinuti depmamum. CI1Jl HAHOCUTH KpeM Ha ypaxkeHy IIKipy 1-2 pa3u Ha 100y .
JlikyBaHHS TOBUHHO TPUBATH MPOTATOM JIOCTATHHOTO Yacy, IIOHAWMEHINE MPOTATOM Iie
JEKUIbKOX JIHIB MICJsl 3HUKHEHHS YCIX CHMIITOMIB. SIKIIO CUMNITOMM 3aXBOPIOBAHHS HE
3HUKalOTh Ticis 4 TWXKHIB JIKYBaHHS, CIiJ MeperyisHyTH aiarHo3. HeoOxigHo
JOTPUMYBATHUCS 3arajlbHUX MpPaBUJ Tirl€HH, 100 KOHTPOJIOBATH JKepena iHpekuii Ta
peindexiii.

3BHUaiiHa TPHUBAIICTH JIIKYBaHHS CTAHOBHUTbH: BHCIBKONMOMIOHMNA numail — 2-3 THXKHI,
APp1LXKKOBI 1HpeEKIT — 2-3 THXKHI, TaxoBa eniepModiTis — 2-4 THxkHI, enigepModiTis Tia
— 3-4 TixHi, enigepModiTisi CTYnHIB — 4-6 THKHIB.

3a3BUuail TpUBANICTH JIIKYBaHHS ce0OpeitHOToO AepMaTuTy TpuBae Bif 2 10 4 TwxHiB. s
HiATPUMYIOYOI Tepamii mpu cebopeiiHOMY AepMaTuTi KpeM HaHOCUTH nepioanyHo (1 pa3
Ha THXKCHB ).

Cebopelinuil JepMaTUT € XPOHIYHUM 3aXBOPIOBAHHIM 3 BUCOKOIO HMOBIPHICTIO PELIU/IHUBY.
Jimu.

JHlocBin 3actocyBaHHs Kpemy Ketokonazon-®ditodapm AiTAM BiICyTHIH.
Ilepedosyeanns.



Micyese 3acmocyeanns. MiclieBe 3aCTOCYBaHHA KpeMmy Y HaJIMipHIH KIJIBKOCTI MOXe
CIPUYMHUTH BUHUKHEHHS €pUTEMHU, HAOPSKY, BIAUYTTS OMIKY MIKIpH, SIK1 IIBUKO MUHAIOTh
TiCJIs NPUITUHEHHS Tepartii.

Bunaoxose enympiwne 3acmocysanns. Ilpu BUIIagKOBOMY TPHUIOMI BHYTPIIIHBO CIiJ
BXKUTH MiATPUMYIOUl Ta CHMIITOMATHYHI TE€PANeBTUYHI 3aXO/IH.

Ho6iuni peaxuii.

Ha ocHOBi 00’eqHaHuX JaHUX 3 O€3MEeKW KIIHIYHUX JOCIIKeHb Hakdacrtime (>1 %)
MOBIIOMJISUIM TTPO Taki MoOiuHi peakii (% BHUMAIKiB): cBepOX y Micii HaHeceHHH (2 %),
BiquyTTs nedinHs wkipu (1,9 %) Ta epuremy B micui HaHeceHHs (1 %).

3 ypaxyBaHHSM BUIIE€3a3HAYCHUX MOOIYHUX peakiiil y TaOnuIl HIKYe HABEJEHO MOOiIvHI
peakiii, Mmpo fAKI MOBLAOMIISIM TMiJ Yac KIIHIYHUX JOCTIDKEHb Ta MPOTATOM
MOCTMAapKETHHTOBOI0 3acTOCYBaHHs. YacToTa BUHUKHEHHs NMOOIYHUX peakiiii Bu3HaueHa
TaKUM YMHOM: aye dacto (>1/10), vacto (Bix > 1/100 mo < 1/10), newacro (Big > 1/1000
10 < 1/100), piako (Bix > 1/10000 mo < 1/1000), xy>xe pinko (< 1/10000), yacrora HeBigoMa
(HEMOXJIMBO OLIIHUTH Ha OCHOBI HAsIBHUX JaHUX KITHIYHHUX JOCIIIKEHB).

Knac cucrem opranis [To6iuni peakmii
Kareropist vactotu
Yacro Hewacro Yacrora
(Bim > (Bim > 1/1000 mo < 1/100) HEBITOMA
1/100 no
< 1/10)
3 boky  imyHHOI Peakii rinepuyTimBocTi
cucmemu
3 6oxy wxipu ma | Biguyrrsa | BynbosHi BUCHIIAHHS, KOHTakTHUH | Kponus’sHka
RIOWKIPHOT NEeYiHHSA | IePMATUT, BHUCUIIAHHS], JYLIEHHA abo
KAIMKOBUHU JIMIIKICTh IIKIpH.
3acanvui nopywenns | Eputema, | KpoBoTOUMBICTB, BITUYTTS JUCKOM(DOPTY,
ma peakyii y micyi | CBepOIX | CyXICTb, 3amnajneHHs, MOJpa3HEHHS,
3acmocy8anis napecTesis, peaxiii y Micili HaHEeCeHHS

3BITHICTB 11010 MOOIYHUX PEAKIIii

3BITHICTh IIOJO IiIO3PIOBAHUX MOOIYHMX peaKIild MicIs 3aTBEPHKCHHS JIIKApChKOTO
3aco0y BaxiuBa. Lle 1ae 3Mory npo10BXXKUTH MOHITOPUHT CITiBBITHOLICHHS KOPUCTh/PU3UK
3aCTOCYBAaHHSA JIIKAPCHKOTO 3ac00y. MeInYHMUX MpaliBHUKIB MPOCATH MOBIAOMIIATH PO
Oyab-sKi Ii03pIoBaHi MOOIYHI peakilii uepe3 HalllOHAIbHY CUCTEMY 3BITHOCTI.

Tepmin npuoammuocmi.

2 poxu.

YmoBu 30epiranus.

30epiratu B OpUTiHABHIN YIIaKOBII MpH TemrepaTypi He Buiie 25 °C. He 3amoposkyBartu.
30epiratv y HEJJOCTYITHOMY IS NITEH MIiCITi.

YnakoBka.

ITo 15 r abo 25 r y tybax; 1 Ty6a y nmauii.

Kareropis Bignycky.

bes penenra.

Bupoouuk.

[MTPAT «DITODOAPM».

Micue3Haxo1xeHHs] BUPOOHMKA Ta aJpeca Miclsl IPOBA/ZKeHHS HOro AislVIbHOCTI.



VYkpaina, 84500, lonernpka 06:1., M. baxmyT, Byn. Cubipresa, 2.

3asiBHUK.

I[TIPAT «DITODAPM».

Micne3HaxoQKeHHs 3asiBHHKA.

Ykpaina, 02152, m. Kuis, npocnext [TaBna Tuunnu, Oyaunok 1B, odic A 504.



