KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHHSA ITPOAYKT " . - /s
HHU30PAJT 2% Kpewm . R —
NIZORAL 2% cream 6 6192 1U -03- 2024

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

B eauH rpam kpem ce cpabpxkat 20 mg kerokoHason (ketoconazole).

[loMoOLIIHM BELECTBA C U3BECTHO AEHCTBUE

Tosa nekapctBo cvabpxka 200 mg nponunenrnukon (E 1520), 20 mg uetunos ankoxon M 75 mg

CTCApPHJIOB AJIKOXOJ1 B €/1IHH I'PaM KpPCM.

3a MbJIHUA CMIMCHK HA NMOMOLLHMTE BELIECTBA, BUXKTE TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

KPGM 34 JIOKAJIHO MNPHJIOKCHHUE BBPXY KOXKaTa.

4. KJIMHHUYHHU JIAHHH

4.1. TepaneBTHYHH NOKA3AHHSA

HHU30PAJI 2% kpem ce npeanucaa 3a JIOKATHO NPUII0KEHHUE TMPH JIEYEHHUE Ha 1€pMATOPUTHH
HH(DEKLIMHU Ha KOXKaTa: NepMaTOMMKO3U Ha Ta10TO (Tinea corporis), Ha pbuerte (Tinea manus),
OeapeHuTe CBUBKH M HHIBUHAJIHATa obnacrt (Tinea cruris) v Ha KpakaTa, HarlpUMep HHTEPAUTrUTAJIEH U
[UIaHTAapeH TUN Tinea pedis, Nnpu4UHEHH OT Trichophyton rubrum, Trichophyton mentagrophytes,

Microsporum canis w Epidermophyton floccosum, KakTo U NpH JIeYEHHETO HA KAHAM103a Ha KOXKaTa M
JIMraBULMTE (BKJIIOYHTETHO BLHILHO MPHUJIOXKEHHE MPH KaHAWI03€H BYJIBUT) H Pa3HOLIBETEH JIMLIEH.

HHU30PAJI 2% kpeMm ce npeanucaa Cbllo M 3a JIEYEHHUETO Ha ceOOpEEH NepMATHT - CbCTOSHHUE Ha
KOXKaTa, CBbP3aHO ¢ HalMuueTo Ha Malassezia furfur.

4.2. Jlo3MpOBKAa H HAYHH HA NPHJIOKEHHE

o3upoBka

HHU30PAII 2% kpem ce ynorpedsiBa rnpu Bb3pacTHH MaLUEHTH.

Kanaunosa Ha koxara, A€pMaTOMHUKO3H Ha TAJIOTO, Ha pbleTe, OeApeHHUTe CBUBKH, KpakaTa U
pa3HoLBeTeH nuiien: npenopbuBa ce HU30PAJI 2% kpeM aa ce HaHacs BeAHBXK AHEBHO, Taka 4ye Aa
NOKPHE MNOPAa3eHHUA YYaCTbK W HEMOCPEACTBEHO 3a00MKaALLaTa ro NMOBbPXHOCT.

Cebopeen aepmatut: HU3OPAJI 2% kpem TpsabBa na ce HaHacs BbpXY NOpa3eHHUs YYaCTbK BEAHL2
WJIK 1B MbTH JHEBHO.

4 cenMHUM U Ha KpakaTa 4-6 ceAMHLIM.



Obu4aiiHaTa NbpBOHAYANHA NPOABILKHTEIHOCT HA IEYEHHETO NPH ceDOopeeH aepMartur e 2 10
4 ceamuu. I1pu cebopeen nepMaTyT ce npuiara NnoAabpKalilo JEUEHHE BEIHBXK WK [Ba TbTH
CEAMHYHO.

Jleuenuero TpaAOBa Aa NPOIbLIHKH HAKOJIKO IHH CJI€]l H34YE€3BaHE HA BCHYKH CHMNTOMM, J/I[Harnosara
TpaGea na 6bae npepasriieiaHa, ako He HACTBNH KIHHHWYHO noaobpenue cnel 4-ceAMHYHO JIEUEHHE,

CrneuHanHH nonyauuu

Heouampuuna nonynayus
HMma orpaHuueHn naHHy 3a ynorpedara Ha keTokOoHa301 2% KpeM NpH NeAHaTPHUUHH MAaLMUEHTH.

Ha4yuH Ha NPHIOKCHHC

JloxanHo npunaraHe BbPXyY KOXKaTa.
4.3. IlpoTHBONOKA3aAHHA

HU3OPAIJI 2% kpem e npoTHBOMNOKA3aH MMpPH JIKLA CbC CBPbXHYBCTBUTENTHOCT KbM aKTHBHOTO
BELUECTBO HJIK KbM HAKOE OT MOMOLLHHTE BELIECTBA.

4.4, CpneunHaJHH NpeaynpexAeHAA H NPeANAa3HH MEPKH NPH ynoTpeda.

HHU30PAJI 2% kpemM He € npeaHa3HaucH 3a ynorpeba B opTaniMonorusra.

AKO ce npuiara €JHOBPEMEHHO ¢ KOPTHKOCTEPOUT 3a JIOKANIHO NPUIOKEHHE, C L€ NPEIOTRpaTIBaHE
Ha pebayHa edeKT cnen npekpaTaBaHe Ha NPOAB/LKHTENHO JIeUeHHE C KOPTHKOCTEPOUIH 3@ JIOKANTHO
[PUNOKEHHUE, CE MPENOPBHUBA MPOALKABAHE NPHUAAraHETO HA ¢1ad KOPTHKOCTEPOUA CYTPHH U Ha
HU3OPAJI 2% kpeM Beuep ¥ BNOCACACTBUE MOCTENEHHO OTTEINIAHE HA NOKANKATA

KOPTUKOCTEPOHIHA TEPANHUA B PAMKHTE Ha 2-3 ceIMHLM.

HHU3O0PAJ 2% kpeM CbabprKa LETWIOB alIKOXO0J1 U CTEAPHIIOB a/IKOXO0J, KOUTO MOTaT A3 NPHUUHAT
NIOKaIHH KOXKHH peaKiluK (HANPHUMEP KOHTAKTEH AEPMATHT).

HU3O0PAJTI 2% xpeM cbabpxa ITPONKWIEHITHKON, KOHTO MOXKE Ja NPHYHHH APa3HEHE HA KOXKaTa.
4.5. BzanMoaeHCTBHE ¢ APYI'H JJeKAPCTBEHH NPOAYKTH H APYra GopMu Ha B3AHMOAeHCTBHE
He ca W3BECTHM.

4.6. DepTHIHTET, OPEMEHHOCT H KLPpMEHE

bpeMeHHOCT

Hama noctatbuHO U 100Ope KOHTPONHPaBH U3NUTBAHUA NPH OpeMEHHH KeHN. He ce oTuMTaT
NJa3MEeHHU KOHUEHTPalLlHU Ha KETOKOHA30M cleR JokanHo npunoxenwe Ha HU30PAJT 2% kpem Bbpxy
KOXAaTa Ha XXE€HH, KOUTO He ca OpeMeHHH. He ¢a n3BecTHH pUCKOBE, CBLP3aHH ¢ ynotpebara Ha
HHU3OPAIJI 2% kpem no Bpeme Ha OpeMEHHOCT.

KbpmeHe

Hsama poctaTbuHo v 106pe KOHTPOIHPaHU H3NHTBAHKA NPH KbPMELLM XeHH. He e ycTa
MPH KLPMEHETO, CBLP3aH ¢ ynotpebara Ha HU30PAJI 2% kpem.

4.7. EdexkTn BbpXxy cnocobHocTTa 32 Wopupane H padbora ¢ MALIHHA

Henpunoxumo.



4.8. HexenaHH JeKapcTBeHH PeaKNHH

B Ta3u TOUKa ca NnpeaCcTaBCHHU HCKCIAHHUTC JICKapDCTBEHH PCAKLHH. Hexenanure JNECKApPCTBEHU
PEAKLUHH Ca HCHKCIIAHH C'b'ﬁHTHH, KOHUTO Bb3 OCHOBA HA M3BLPLICHA LANOCTHA OLUCHKA Hd HATTHYHaTa
HHd)OpMauHﬂ 3a HeXeJ1aHH CHLOUTHS €& CHMTAT 33 OCHOBATENHO CBBbpP3aHH C ynorpeﬁaTa HA4
KETOKOHa30.1. B oTaenHHM CAY4HaH HC MOXKC Ja CC YCTAHOBH HaACKIHA MMPUYHHHO-CNICACTECHA BPb3Ka €
K€TOKOHa30,1. OcBeH TOBd, ThH KaTO KJIMHHYHUTE HW3NHUTBAHHUA CE [IpoORCHKAAT IPH Hﬂﬁ-pﬁEﬂH‘{HH
YCNOBHA, HCCTOTATA HA Bb3HHKBAHC Ha HCXKCIIAHH NCKAPDCTBEHH PCAKIIHH, HaOJIKOAABaHA MpH
KJIHHHYHHTC HU3NIUTBAHHA Ha CAHH JICKAPCTBEH IMPOAYKT, HC MOXE AHPCKTHO 14 CE CpABHABA C
HECTOTATd HAQ Bb3HUKBAHE B KNIMHHYHHUTE U3INMUTBAHUA Ha ApYI JEKAPCTBCH MNMPOAYKT H MOXKE 1a HE
OoTpa3ssaBa HCCTOTATA Ha Bb3HUKBAHC, Haﬁmo,uanaua B KIHHHUYHATA NPAKTHKA,

bezonacHoctTa HAa HU3OPAJI 2% kpem e ouerena npu 1079 nauneHTu, yyacteanu B 30 KiIMHHYHH
npoyuBaHus, B kouto HU30OPAIJI 2% kpeM € npunarad nokajiHo BbpXY K0Xara.

B13 ocHOBa Ha 0b0bmeHuTe 1aHHU 32 6€30NaCHOCT OT Te3H KIHHWYHH NPOYYBaAHHA Hal-4eCcTO
crobiuaBaHuTe (Yectora = 1%) Hexenanu nekapcTeeHy peakuuu ca (¢ Y% yecroTa): cbpbex Ha
MACTOTO Ha npuaoKeHue (2%), ycewane 3a napeHe no koxara (1,9%) u epyreM Ha MACTOTO Ha
npunoxeHue (1%,).

B tabnuuara no-201y ca NpeacTaBEHW HEXKENAHHTE JIEKAPCTBEHU PEaKLHU, ChOOLIEHN nNpu
ynotpedara Ha HU3OPAJI 2% kxpeM WaH OT KIMHHYHH NPOYYBAHHA, WITH OT NOCTMAPKETHHIOBY
HaONKAEHHS, BKIIFOUHUTENHO H FOPENOCOYEHHUTE peakund. H3non3paHUTe KaTErOpHHM Ha 4eCTOTa Ca B
CbOTBETCTBUE CbC CIIEAHATA KOHBEHIUA:

MHuoro dects (21/10); yectu (21/100 go <1/10); Heuectn (21/1000 no <1/100); peaku (=1/10 000 ao
<1/1000); muoro peaku (<1/10 000); ¢ Heu3BecTHA YecTOTa (OT HANTHYHHTE NAHHH HEe MOXKe Aa Obae
HanpaecHa OUEHKA),

Tabamna 1: HexxenaHu nexapcTBEHH peakUWH

Hexenann JEKApPCTBEHH PEHHI]HII

CHcTemo- KaTteropus gecrorta
OpraHeH Kjaac YecTH Heuectn C HeH3BecTHA
(=1/100 po <1/10) (21/1000 no <1/100) 4ecTOTA
Hapywenust Ha
HMYHHATA CBpBXUYCTBUTEIHOCT
CHCTEMA
bynosen obpus
Hapymenus na
KOHTakTEH AepMaTuT
KOKaTa N Ycewane 3a
OO0pus YpTHKapus
NOAKOKHATA |NapEHEe MO KoXKaTa
JleHe Ha KoxaTa
TbKAH
JlenkaBa KoOxa
KbpBEHE HA MACTOTO Ha MPHAOKEHHE
EpuTem Ha
Ob6mn MACTOTO Ha JAuckoMdopT Ha MACTOTO Ha NPUITOKEHKE
HAPYLIEHHSA H CyXxoTa Ha MACTOTO Ha NPHIOKEHHE
MPHIOXKEHHE
e¢pexKTH Ha CroBex Ha BiananeHue Ha MACTOTO Ha NMPUITOKEHUE
MACTOTO HA Mslf'ro*ro a Pazapa3zHeHue Ha MACTOTO Ha NPHIOKEHHE
NPHJICKEHHE IlapecTe3ns Ha MACTOTO Ha NPUIOKEHHE
NMPUWIOKEHHE

Peal{I.LHﬂ Hd MACTOTO Ha NNPUHJOXKCHHC

ChobiuiaBaHe Ha NOJO3MPAHU HEXEJAHH PEAKLIHH
CroblaBaHeTo Ha NOAO3UPAHHU HEXeNaHH PEaKlMH Clie]l pa3pellaBaHe 3a yrnotpeda Ha
NPOAYKT € BaXKHO. ToBa NO3BONIABA AA MPOALIDKH HAONIOAEHHETO Ha CbOTHOLIEHHETO

[IOAO3HWPAHA HEXKENaHa peaKlUa upes:
M3nbaHUTENHA areHUMs N0 JieKapcTBara
yn. ,,JlamaH I'pyes” Ne 8



1303 Codus
Ten.: +359 2 8903417
yeGealiT: www.bda.bg

4.9. Ilpenozupane

JlokaaHO NPUITOKEHUE
[lpekoMepHaTa nokanna ynotpeda Moxe 1a Npean3BHKa 3a4EpBABAHE, OTOK H NApeo ycellaHe,
KOUTO OORKHOBEHO H3U€3BaT CIEA NPEYCTAHOBSABAHE HA JICHEHHETO.

IlornbuiaHe
[Tpu cnyuatino nornbluale TpabBa aa ce npeanpveMar noAaALPIKAalK H CHMNITOMaTHYHH MEPKM.

5. ®APMAKOJIOTHYHHA CBOUCTBA
5.1. PapMaKOIHHAMHYHH CBONCTBA

q}apMHI{OTepaHEBTHqHﬂ rpyna: aHTHMHKOTHILIHA 34 BbHLWHO [IPHITOKCHHUC, HMHUA30J10BY U TPHA30J10BH

MPOU3BOAHH
ATC koa: DO1ACOS

MexaHU3bM HA OeHCTBUE
KetokoHna3on nHxubupa OHOCHHTE3aTa Ha eprocTepos B rbOMUYKUTE K NMPOMEHA ChCTAaRa HA ApYTH
JIMITHAHH KOMNOHEHTH B MeMOpaHara.

dapMakoAHHAMHYHU ePekTH

OOKKHOBEHO KETOKOHA30/ KPEM Bb3AEHCTBAa Obp30 BbPXY ChpOexa, KOHTO YecTo ce Habnioaaea NpH
NEPMATOPHTHH H APOXKIAHH HHPEKUHH, KAKTO H NPH CBCTOAHUS HA KOXKATA, CBbP3aHH ¢ HATMYHETO Ha
Malassezia spp., kato cebopeeH AepPMATUT CbC CUMITTOMHK 0Opa3yBaHe Ha KOXKHH JIFOCMH MO CKanna,
KOCATa, JIMUETO, OKOJIO HOCA, KIIENaynTe, BeXauTe, Opanara wiM MyCcTauuTe; YepReHHKaBo-kad By
[IETHA NO KOXAaTa, NOKPUTH ¢ DeNr WK XBATH KOPHUKH WM AK0cnH (ceboperHu IU1aKkH); 3auepBABaHE
U cbpOex. ToBa cuMNTOMaTHYHO NoaobpeHue ce 3abeng3ra npenu aa ce HabIAABaT MbPBUTE
[PH3HALK Ha UAIEKYBAHE,

Mukpoburosorus

KeTOKOHA301 € CHHTETHYHO HMKA30J1-AHOKCOIAHOBO FIPOU3BOAHO C MOUIHO AHTUMUKOTHYHO
neHcreue cpeuly aepMaroduTh, kato Trychophyton sp., Epidermophyton floccosum v Microsporum
Sp., H CpELLY ApOXKIM, BKIouHTeNnHo Malassezia spp. v Candida spp. JIeWCTBHETO Ha KETOKOHA30N €
ocobeHo u3pazeHo npu Malassezia spp.

5.2. @apMAKOKHHETHYHH CBOHCTBA

He e ycTaHOBEHA ruia3MeHa KOHLEHTPALUMA HA KETOKOHA30/1 ClIE NOKAJIHO NMPHIOKEHHE Ha
HU30PAJI 2% kpeM BbPXYy KOXA NPy Bb3pacTHH. B npoyyBaHe npu Acla cbe cedopeeH AepMaTHT
(n=19), npu xoeto aneBHaTa ynotpeba Ha HU30OPAJI 2% xpem ¢ npubnnzurenno 40 g , sepxy 40%
OT MOBBLPXHOCTTA HA TAJNOTO, € YCTAHOBEHA [U1a3MEHA KOHUECHTpallMg Ha KETOKOHA30J MpH 5 aeua,
papupaiua ot 32 no 133 ng/ml.

5.3, TlpeaknnHHYHH AAHHH 3a 0e3onacHOCT

[IpeakNMHHUHK AaHHK, Oa3UpaHH HA KOHBEHUIHOHATHH W3MUTBAHHA, KOMTO BKNIOYBAT lr :
WJIH KOXKHO JIpa3HeHe, KOXKHO CEHCHOWNU3HPpAHE W TOKCHYHH 32 KOXKaTa NOBTapALUH Qf
NoKasBaT 0co0€H PUCK NPH YOBEKA.
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MOPCKH CBMHYETA HE NOKA3BAaT allepreHe WK CeHCMOUNUM3npaw noreHunan. B ner npoyyusaHus 3a
APa3HUMOCT Ha KOXaTa, C NOBTapALLH C€ N03H NPH 3aHLH, KETOKOHA30/ € NPUIOKEH BbPXY OXJTy3€Ha
¥ HEOXJTY3€HA KOXa B MakcuMasiHa no3a oT 40 mg/kg. B eaHo ot npoyuBaHusTa ce Habmoaasa neko
Apa3HEHE KaKTo B rpynara Ha KETOKOHA30J1, Taka M B rpyrarta Ha 1auedo, HO NpH Apyrure
NpOy4BaHKA He Ce HabMOAABAT JePMATHH WK CUCTEMHH TOKCHYHH edexTH. JlanHnTe oT
(apMaKOKHHETHYHH MPOYYUBAHHUA Ha HAKOJIKO aKTyalHH (POPMH Ha KETOKOHA30/, H3BbLPLIEHH NPH
NOAYEPTAHH YCII0BUA 32 H3BbLPLUBAHE HA TECTOBE, BbPXY JIaDOPATOPHH )XHBOTHH, HE 110KA3BAT
H3MEPHMH MNa3MeHH KOHLEHTPALHH Ha KETOKOHA30J!.

6. PAPMAILIEBTHYHHA JAHHH

6.1. ChnuchLK HA NOMOIHHTE BEINECTBA
[Tponuneuraukon (E 1520)

Cteapuios ankoxon

IleTunos ankoxon

CopbutaHoB cTeapar

[lonucopbdar

HzonponunmMupucrar

Hatpues cyndur, 6e3poaecH

[lpeuncTeHa BoAa

6.2. HecbBMecTHMOCTH

HenpHioxumo.

6.3. Cpok Ha rogHocT

3 roaunHn.

CpoOK Ha roiHOCT ¢JieaA MbPBO OTRAapsHE HAa IMbPBUYHATA ONAKOBKA: 6 Meceua.
6.4. CnennanHu yc/JIOBHS Ha ChLXPaHeHHE

Ia ce cxxpanasa nog 25°C.

Ha ce cbXpaHABa HA MACTO, HEAOCTBMHO 3a ACLA.
6.5. Bua H cBABPKAHHE HA OBAKOBKATA
HU3OPAJ1 2% xpeM ce npounssexaa B TyOu o 15 g.

6.6. ChnenHalHH NpeAna3yH MePKH NPH HIXBBLPJIAHE H padoTa

Heu3non3paHUAT N€KapCTBEH MPOAYKT WM OTHAABUHHTE MaTEPUAJIN OT Hero TpaOBa na ce U3XBBLPIAT
B CbOTBETCTBHE C MECTHHTE HIUCKBAHMA.

7. [IPUTEXATEJ HA PAJPEUIEHHETO 3A YIIOTPEBA

STADA Arzneimittel AG
Stadastrasse 2-18
61118 Bad Vilbel

['epmanus




8. HOMEP HA PAZPEINIEHHUETO 3A YITOTPEBA
20010017
9. JATA HA ITbPBO PA3PEINABAHE/TIOAHOBABAHE HA PAZPEIIEHHETO 3A

YIIOTPEBA

Jlata Ha nmbpBO pa3pewaBane; 3 aHyapu 2001r.
Jlara Ha nocneaHO NOAHOBABaHeE: 5 tonn 2011r.

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

04/2024




