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36Mpeff 113B8LUTaj 38 OC06HHHT8 HB neKOT 
KETOKONAZOL I ETOKOHA30fl . 

35li1PEH li13BEWTAJ 3A OC05li1Hli1TE HA n EKOT 

KETOKONAZOL/KETOKOHA30n 

ketoconazole 

1. 111ME HA nEKOT: 

KETOKONAZOL/KETOKOHA30fl 

2. KBAnv1TATII1BEH 111 KBAHTII1TATV1BEH COCTAB: 

3. 

ketokonazole (1 g KpeM cop)K~ 20 mg KeTOKOHa3on) 
ketokonazole (1 g waMnoH cop)K~ 20 mg KeToKOHa3on) 

CDAPMALlEBTCKI/1 05n111K: 

4. Kn111HII14KII1 nO,lJ,ATOLll/1: 

4.1. TepanesrcKH MHP.MKaU./111 

4.2. 

TpeTMaH ~ npo¢~naKca Ha ~H¢eKu,~~ OA ra6~Yki Malassezia 
(Pityrosporum) no3HaT~ KaKo pityriasis versicolor (noKan~3~paH), 
ce6opoM4eH P.epMarMr ~ pityriasis capitis. 111cTo TaKa, Ton~YeH 
TpeTMaH Ha tinea corporis, tinea cruris i tinea pedis npeA~3B~KaH~ OA 
Trichophyton i Epidermophyton. KeTOKOHa3on e e¢~KaceH ~ Kaj 
KO)f<Ha KaHA~A~ja3a. 

/].o3upa1-be 11 H8411H Ha ynorpe6a 
KpeM: . 
KpeMoT KETOKOHA30n ce HaHecyea Ha 3a¢aTeHaTa noepw~Ha eo 
T9HOK cnoj. Kn~H~YKO nOA06pyeal-be MO)K9 IJ,a ce B~A~ 3a KpaTKO 
epeMe no noYeTOKOT Ha TpeTMaHoT, HO aKo ce pa6oT~ 3a tinea cruris 
~ corporis, ~n~ 3a KaHA~Aa ~H¢eKu,~ja, TpeTMaHOT Tpe6a Aa Tpae 
ABe HeAen~ 3a Aa ce HaMan~ eepojaTHOCTa 3a noeTopHo nojaeyeat-be 
Ha C~MnTOM~Te. 
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4 .3. 

4.4. 

4.5. 

4.6. 

4.7. 

WaMnoH: 
KETOKOHA30n waMnoHoT ce HaHecyea Ha acpeKT~paHaTa 
noepw~Ha Ha KO:>KaTa ~n~ cKannoT, ce ocTaea Aa Aenyea OA 3-5 
M~HYT~.npeA Aa ce ~3M~e CO BOAa. WaMnOHOT ce KOp~CT~ ABa naT~ 
HeAeJlHO 80 TeKOT Ha 4eT~p~ HeAeJl~ , CO 6apeM Tp~ AeHa noMefy 
ABe M~el-ba co waMnoHOT. 3a Pityriasis versicolor, MecTOTO ce M~e 
eAHaW AHeBHO 80 TeK Ha neT AeHa. 

KoHTpaMHP,MK8J..ll111 
neKOT He CMee Aa ce ynoTpe6yea Kaj npe4yBCTB~TeJlHOCT Ha 
KeTOKOHa30Jl ~Jl~ Ha APYf~Te nOMOWH~ COCTOjK~ Ha JleKOT. 

MepKu Ha nperna3nusocr 
np~ np0110Hr~paHa ynoTpe6a Ha TOn~4H~ KOpT~KOCTepO~A~. 
HeonXOAHO e ~CT~Te nocTeneHo Aa ce npeK~HaT ABe AO TP~ HeAeJl~ 
npeA Aa ce no4He co np~MeHaTa Ha KeToKoHa3oJl. 
He 9 no:>KeJlHO KeTOKOHa30Jl Aa AOjAe BO KOHTaKT CO CJlY3H~U,aTa Ha 
oKoTo. AoKOJlKY ce cny4~ oea, noTpe6Ho e ~cn~pal-be co MJlaKa 
BOAa. 

J1 HTepaKLC/111 
He ce no3HaT~ 

5peMeHOCT 11 P,08fb8 
KeTOKOHa30Jl np~MeHeT 80 cpopMa Ha WaMnOH ~ KpeM He ce 
pecop6~pa ~Jl~ AOKOJlKY ce pecop6~pa, C~CTeMCK~Te 

KOHU,9HTpau,~~Te ce ~3BOHP9AHO H~CK~. 

BnMjaHMe sp3 cnoco6Hocra 3a so3efbe 11n11 paJ<YBal-be co MaWMHM 
KETOKOHA30n He en~jae ep3 cnoco6HocTa 3a eo3el-be ~Jl~ 
paKYBal-be CO MaW~H~. 

4.8. HecaKaHM p,ejcrsa 
noKanHaTa nOAHOCJl~BOCT Ha K9TOKOHa30Jl e penaT~BHO A06pa. 
Mo:>KaT Aa ce jaeaT noKanHa ~p~Tau,~ja, 4ewal-be, nycryn~ Ha 
cKannoT, cysa Ko>Ka. 

4.9. npep,o3Mpafbe 
npeA03~pal-be OA JlOKa11HO ann~u,~paH KeTOKOHa30Jl e MaJlKY 
eepojaTHO, ~ He e 049KYBaHO TOa Aa AOBeAe AO COCTOj6a onacHa no 
)K~BOTOT Ha nau,~eHTOT. 
So cny4aj Ha ~HrecT~ja, npenopa4aH e cynopT~BeH TpeTMaH. 



1 r 

5.0. <DAPMAKOnOWKVl CBOJCTBA 

5.1. ([)apMaKOP.MHaMcKu csojcrsa 
- cpapMaKorepam1CKa rpyna 
8HTI!1MI!1KOTI!1K 38 nOKanHa np1!1M9Ha 

- M9X8H~38M Ha A9jCTBO lA cpapMaKOA~H8MCK~ ecpeKT~ 
AHT~M~KOT~4H8Ta 8KTI!1BHOCT Ha K9TOKOH830110T ce 6a3~pa Ha 
~HX~6~U.~ja Ha U.IATOXpOM P-450 KOj e 38B~C9H OA 14 .A9M9T~Jla3a-Ta 
Koja ~Ma 3Ha4ajHa ynora eo ra6~4HTa 61!10CI!1HTe3a Ha eprocreponoT. 
KeroKoHa3onoT noKa:>t<yea BI!1COKa aKTI!1BHOCT 
(IC5o< 5 X 10-8 M). no OAHOC Ha C9119KTI!1BHOCTa, K9TOKOH830Jl e 38 2 
nan-1 noceneKTI!1BeH OA M~KoHa30llOT 111 3a 8 nar111 noceneKT~BeH OA 
cpllyKOH830110T. 
KeTOKOH830110T K8KO ~MI!1A83011CK~ A9PI!1B8T, e aKT~BeH KOH 
~Hcp9KU.~I!1 npeAIA3BI!1K8HI!1 OA A9PM8TOcp1!1TI!1 (Trichophyton spp., 
Microsporum spp., Epidermophyton floccosum), ra6~4K~ 
(Cryptococcus neoformans, Pityrosporium spp., Candida spp. (Candida 
albicans, C. glabrata, C. krusei}, Aspergillus spp. Histoplasma spp., 
Paracoccidioides brasiliensis, Sporotrix schenkii, Fonsacea spp., 
Cladosporium spp., Blastomyces dermatitidis 111 MHory Apyrl!1 ra61114KI!1. 
VlH B1!1Tp0 ~Cni!1TYB81-b8Ta yKa:>t<yBaaT A9Ka K9TOKOH830Jl ja MeHyea 
CI!1HTe3aTa Ha eprocreponoT eo KJ19TKara Ha ra6ara. KaKo wro e 
n03HaTo eprocreponor npeAcraayea BI!1TanHa KOMnoHeHTa Ha 
KJ19T04H8Ta M9M6paHa Ha ra6ara. npoMeHa Ha C~HT938Ta Ha 
eprocreponor Ae¢>~HI!1TI!1BHo pe3y11r~pa co 1!13YM~patbe Ha ra6ara. 

5.2. ([)apMaKOKMHeTCKn csojcrsa 
noKaJIHO anll~U.~paH~OT KeTOKOH830Jl CKOpO ~ A8 He ce pecop6111pa, 
a AOKOJlKY ce pecop6~pa, TOa e BO HeMepll~B~ KOHU.9HTP8U.I!11!1. 

5.3. npeTKf111HI14KI1 nOP,8TO/..ll1 
TOKC~KOJlOWK~Te ~CniATYBal-ba Ce OnWIApHO on~WaH~ BO 
EKcneprcK~or ~seewraj 3a cpapMaKOllOWKO-TOKCI!1KonowKara 111 
K111!1HI!14Kara AOKYMeHrau.111ja OA 2007 roAIAHa. 

6.0. <DAPMAUEBTCKV1 nO,O.ATOUVl 

6.1 . Cocras 
1 Q KpeM COAP:>KIA 20 mg K9TOKOH83011. 
1 Q u.iaMnOH COAP:>K~ 20 mg K9TOKOH830Jl. 

6.2. EKC/..lMnMeHTM 
KpeM: 
Cop61!1T8H MOHOCTeapaT 
noni!1COp6aT 60 
nolli!1COp6aT 80 
V13onpon11111 M~p111crar 
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6.3. 

6.4. 

6.5. 

6.6. 

Uen·m anKoxon 
UeTocTeaplt1n anKoxon 
nponlt111 napaXIt1APOKCit16eH30aT 
npom1JleH rJllt1KOJ1 
MeTit111 napaxlt1APOKCit16eH30aT 
HaTplt1yM cyn¢111T 
npeYit1CT9Ha BOA8 

WaMnoH: 
HaTplt1yM nayp11111 cyncpaT 
,lllt1HaTplt1yM naypeT cyncpocyKU.It1HaT 
KoKaMit1A ,D,EA 
npon1..1neH rn111Kon I nEr-ss 111 npon111neH rn111Kon oneaT 
HaTplt1yM xnop1t1A 
Tplt19T8HOJ18Mit1H 
111Mit1Aypea 
,lllt1HaTplt1yM 9A9T8T 
Kanlt1yM KOKOVIJl Xlt1AP0111t13VIpaH npOT9VIH 
XJJopOBOAOPOAHa Klt1C9111t1Ha 
napcpeM: Xep6aneH waMnoH 
ooja: u.peeHa E 124 
npeYit1CT9Ha BOA8 

naKJIB8/-be 
Ty6a co 30g 2% KpeM 
W111we OA 100 ml, 2% waMnOH. 

PoK Ha rpae/-be 
2 fOAVIHVI 

Ha4MH Ha 4yBal-be 
Aa ce yysa Ha TeMnepaTYpa AO 25°C, 3aWTit1T9Ho OA cseTnlt1Ha. 
JlEKOT lJ.A CE YYBA HA MECTA HE,D,OCTAnHI/1 3A ,D,EUATA! 

KapaKTepucrnKn Ha BHarpewHoro (KOHTaKTHO) naKJIBa/-be 
KpeM: 
AnyMit1Hit1YMCKa TY6a co nnacTit1YHO KanaYe 
WaMnoH: 
nE nnacTVIYHO w111we 111 nnacTit14HO KanaLte 

6.7. Ha4nH Ha usp,asal-be 
JleKoT MO>Ke Aa ce lt13AaBa 111 6e3 neKapCKit1 peu.em. 

7.0. UMe 11 ap,peca Ha nponssop,urenor 
AA JAKA 80 PaAOBit1W 
npolt13BOAHa J10K8U,It1ja: "npeoMajcKa" 6.6. CKonje 
Peny6nlt1Ka MaKeAOHit1ja 
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8.0. ;:Jara Ha npaara perucrpau,Mja 

9.0. ;:Jara Ha nocnep,Hara peBU3Mja Ha 36upHuor U3Bewraj 3a oco6uHure 
HaneKOT 

CKonje, asrycT, 2007 r. 
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