3ATBEPI’KEHO
Haka3 MinicTepcTBa 0XOpOHH
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PeecTpaniiine nocBigueHHs
Ne UA/6725/02/01

3MIHU BHECEHO
Haxa3 MinicrepcTBa 0X0poHH
310pOB’ YKpaiHu
19.03.2018 Ne 506

IHCTPYKIIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

JEPMA3O0JI®

(DERMAZOLE®)
Cknao:
diroua peuosuna: xetokonason (ketoconazole);
1 r KxpeMy MICTUTh KeTOKOHa30.y 20 MT;
O00NOMIdICHI peyosuHu: TIPOIIJICHINIKONb, CIHMPT LETOCTepuiioBuil, neromakporon 1000, mapacdin
Olmmii M’SIKW, OJis MiHEpaJlbHa JIeTKa, JAWHATPIIO eneraT, HaTpito cynbdit Oe3Bomuuii (E 221),
noJricop6at 80, BoJ1a OUMIIICHA.

Jlikapcbka gopma. Kpewm.
OcHosHI i3uKo-XimiuHi racmueocmi: OJJHOPITHUNA KpeM OLTOTO KOIbOopY.

dapmMmakoTepaneBTUYHA Ipyna.
[TpoTurpubKoBi 3acodu as1st MicueBoOro 3acrocyBanHs. [1oxiaHi iMiZja30i1y Ta TPUA30IYy.
Kon ATX DO1A CO8.

Dapmakono2iuni eracmueocmi.

Dapmaroounamika.

KeTtokoHna3ou — 11¢ CHHTETHYHA TIOX1/IHA PEYOBHHA 1M17a30J1/110KCOJIaHYy, 110 TMPOSBIIIE MPOTUTPUOKOBY
aKTUBHICTh moa0 aepmaroditiB Trichophyton spp., Epidermophyton floccosum ta Microsporum spp.,
a TaKOX JAPDKIUKIB, y ToMy uncli Malassezia spp. Ta Candida spp. Oco0mmMBO BUPOKEHUH e€PEKT 11010
Malassezia spp.

Ketokona3on iHribye OloCHMHTE3 eprocrepoily y Tpubax Ta 3MIHIOE CKJIaJa IHIIWAX JIITIHAX
KOMIIOHEHTIB y MeMOpaHi.

Kpem xkerokoHazonmy myke IIBHIKO YCyBae CBepOiXK, SKUH 3a3BHYail CYIMPOBOKYE 1H(EKIIIT,
CHpUYUHEH] IepMarodiTaMu Ta APDKIKAMU, a Takoxk Malassezia spp. CuMnTOMaTHYHE MOKPAIEHHS
CIOCTEPIra€ThCs 10 MOSABH MEPIIUX O3HAK OyKaHHS.

Dapmaxokinemuxa.

[Ticns MiciieBOro 3acTOCyBaHHS Mpenapary y JOpOCIUX BMICT KETOKOHA30J1y Y KPOBI HE BU3HAYAETHCS.

KuiniyHi XapaKkTepucTHKH.

Ilokazanns.

Jlst MiCIIEBOTO 3acTOCYBaHHS TpH JIIKYBaHHI 1HQEKIIN MKipH, COPUYHMHEHHX AepMatodiTamu:
emizepModiTii Tijga, pyK, CTyNeHb, MaxoBoi emizepmoditii, cnpuuuHenux Trichophyton rubrum,
Trichophyton mentagrophytes, Microsporum canis ta Epidermophyton floccosum — a Takox st
JKyBaHHS KaHAMJI03Y IIKIpH 1 BUCIBKOIOIOHOTO JIUINIALO.



Kpem Jlepma3on® Takosk cliji MpU3HAYATH IS JIiKyBaHHS Ce0OpEHHOro IepMaTuTy — CTaHy LIKipH,
OB’ s13aHOTO 3 IPUCYTHICTIO Malassezia furfur.

IlIpomunoxazanns.
Kpewm Jlepmazon® npotunokasanuii oco6am 3 TinepuyTaMBicTIO 10 KETOKOHA30Ty a60 10 6y/Ib-IKOro 3
IHTPEIIEHTIB Mperapary.

B3aemodia 3 inmumu nikapcoKumu 3acovamu ma inwii 6uou 83acmooiil.
He Big3HavaeThcs.

Ocobnueocmi 3acmocyeanns.

Kpem Jlepmazon® He 3acTOCOBYBaTH B 0(TaIBMONOTIUHIi TIPAKTHIILI.

Jlns 3amobiraHHs CHHAPOMY BIIMIHM MICHS NPUIOMHEHHS TPHBAJIOrO 3aCTOCYBAaHHS MICIEBHX
KOPTUKOCTEPOI/[IB PEKOMEHYETHCS MPOJOBKYBATH HAHOCUTH MICIIEBI KOPTHUKOCTEPOiM Ha ypaxKeHe
Micie Bpanili, a kpeMm Jlepmazon® — BBedepi, a MOTIM MOCTYTIOBO IIPOTATOM 2—3 THYKHIB IIPHIUHUTH
Teparnio KOPTUKOCTEPOigamMH.

[Ipenapat MiCTUTh MPOMIICHIIIIKOIb, TOMY MOXE CIIPHUMHHUTH TOPa3HEHHS IIKIPH.

[Ipenapatr MICTUTh CHUPT IETOCTEAPUIIOBUH, TOMY MOXKE CHPHUYMHHTH MICIEBI IIKIpHI peaKxiii
(HanmpuKiIaJ KOHTAKTHUN AEPMATHUT).

3acmocysanns y nepioo eacimnocmi abo 200y8aHus 2py00io.

BincyrHi agekBaTHi Ta 100pe KOHTPOJbOBaHI JOCIIHKEHHS 3aCTOCYBaHHS KpeMy 13 KETOKOHA30JI0M
BariTHUM Ta XiHKaM, SIKi TOAYIOTh Tpyaio. Ilicns MicIeBOro 3aCTOCYBaHHSI KETOKOHA30J Yy IUIa3Mi
KpOBI HEBAriTHUX >KIHOK HE BU3HAYAae€ThCs. PU3nKM, MOB’sA3aH1 13 3aCTOCYBaHHSAM IIpemnapary y nepion
BariTHOCTI a00 TOyBaHHS IPYAII0, HEBITOMI.

30amuicms enausamu Ha WBUOKICMb peakyii npu KepysawHi demMOmMpaHcnopmom ado  iHWUMU
MeXaHniZMamu.
Jlepmazon®, kpem, He BILIMBAE HA 3[aTHICTh KePYBaTH aBTOTPAHCIOPTOM a00 MPAIIOBATH 3 iHIIMMH
MeXaHi3MaMH.

Cnocio 3acmocysannsa ma 003u.

Kpem Jlepmazon® 3acTocoByBaTH 30BHIIIHEO. KpeM HaHOCHTM Ha ypaxeHy IIKipy Ta HaBKOIMIIHI
ninsakn. HeoOXx1gHO AOTpUMYBATHCS 3arajiIbHUX NPaBWI TiTi€HH, MO0 KOHTPOJIOBATH JDKEpesa
iHGekuil Ta peindexuii.

JInst BCiX TAIli€HTIB TPUBATICTh JIKYBaHHS Ma€ TPYHTYBATHCS Ha I1HIUBIIyaJbHIN BIIMOBIAI Ha
TEepaIriio.

[Tokazanus Kparnicts TpuBamicts [TpumiTku
HAHECEHHSI JKyBaHHS
Kpemy

Kannunos mkipu (apixmxosi | 1 pa3 Ha 100y 2-3 THxHI JlikyBaHHS TIOBMHHO TpPUBATH
1H}exii) MPOTSTOM JIOCTaTHHOTO 4Yacy,
BuciBkononi6umii numai 1 pa3 Ha 100y 2-3 TuxHI IIOHAaliMEHIIE MPOTArOM IIE
[TaxoBa emigepModiTis 1 pa3 Ha 100y 24 tixkHi JICKLITBKOX JIHIB micois
Enizepmoditis Tina 1 pa3 Ha 100y 3—4 TuxHi 3HUKHEHHS YCIX CHMIITOMIB.
Enigepmoditist pyx 1 pa3 Ha 100y 4-6 Twxmip | JKmo CUMITTOMHA
EninepmodiTis cryneHn 1 pa3 Ha 100y 4—6 THXKHIB 3aXBOPIOBaHHS HC 3HHMKAIOTh
Cebopeiinuit nepMaTuT 1-2 pa3u Ha 2—-4 TxHI micnas 4 THKHIB JTIKYBaHHS,
(ocnoena mepanis) 106y* CIIiJT IEPETJITHYTH J[1arHO3.
CebopeitHuii 1epMaTuT 1 abo 2 pa3u

(niompumysanvrua mepanis) Ha THXKICHb

* 3aJIeKHO BIJT TSKKOCTI 1H(EKITii.



Jimu.

JlocBin 3acTocyBanns kpemy Jlepmazon® fitsam BincyTHii.

Ilepeoo3ysanns.

Micyeee 3acmocyeanns.

MicueBe 3acTOCyBaHHA KpeMy Yy HaJIMIpHIM KITBKOCTI MOXE CIPUYMHUTH BUHHKHEHHS CPUTEMH,
HaOpsKy, BIAUYTTS OIIKY IIKipH, K IBUAKO MUHAIOTh MICJIs IPUITMHEHHS TEepartii.

Bunaokose enympiwine 3acmocyeamnsi.

[Tpu BuUMagKoBOMY NMPUHOMI BHYTPILIHBO CIIiI BXKUTH MIATPUMYIOUi Ta CHMOTOMAaTHYHI TeparieBTUYHI
3aXO/H.

Ilo6iuni peaxuii.

3 6oky imyHHOI cucmemu: peakiii TimepIyTIUBOCTI;

3acanvHi nopywenns ma peaxyii y micyi 3acmocyeéaHHs — €puUTeMa, CBEpOIXK, KPOBOTOUUBICTH,
BITUYTTS AUCKOM(OPTY, CYXiCTh, 3allaJIeHHs, IOAPAa3HEHHsI, TapecTe3is, peaKkiii y Miclli HAaHECEHHS.

3 60Ky wKipu ma niOWKipHOI KIimKO8UHU: BITIYTTS TICUIHHS, BUCUIIAHHS, OyJbO3HI BHCHIIAHHS,
KOHTAKTHUH I€PMATUT, JTyILIEHHS a00 JHUIMKICTh MIKipH, KPOTIUB’ SHKA.

Tepmin npuoammuocmi.
4 poku.

YmoBH 30epiranus.
30epiratu mpu Temrneparypi He Buiie 25 °C B opUriHaNbHIN yIAKOBIII.
30epiraTy y HEIOCTYITHOMY JJISI TITeH MiCIIi.

Ynakoska.
ITo 15 r a6o mo 30 r y Ty0i y KapTOHHI# YHaKoBII.

Kareropis Binnmycky.
bes penenra.

BupooHuk.
KYCYM XEJTXKEP IIBT JITJ/
KUSUM HEALTHCARE PVT LTD.

Micue3Haxoa:KeHHs1 BAPOOHHUKA Ta MOro ajpeca Micusi NPOBa/sKeHHS AislVIbHOCTI.
CII-289 (A), PIIKO Inpacrtpian apea, Yomanki, bxisaxi, [ict. AnBap (Pamkacran), [nmis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

JlaTa ocTaHHBOIO MeperJsay.
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