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KPATKA XAPAKTEPUCTHKA HA OPOIYKTA ~ /A2 3 Y P 03 -1 9

1. HUME HA JIEKAPCTBEHMUS IMTPOAYKT

Hu3zopan 2% neueben mamnoax

Nizoral 2% Shampoo

2. KAYECTBEH U KOJIMMECTBEH CHCTAB

B enun rpam ce cbabpakar 20 mg kerokoHazon (ketoconazole).

[Tomol11HM BewecTBa C U3BECTHO JIEHCTBHE:

B eaunn rpam ce chabpikat 2 mg napdromen Oyker, koo chabpika 0,08 pg 6eHzuwios ankoxon, 1,2 ug

OeH30eHa KucenuHa U 0,2 pg Oy THIXMIPOKCHTONTYEH .
3a 'bJIHKA CITMCHK Ha MOMOLIHUTE BEIIEeCTBA BHKTE TouKa 6.1.

3. JJEKAPCTBEHA ®OPMA

LllamnoaH 3a nokanHa ynorpeba B o61acTTa Ha OKOCMEHATa YacT Ha I1aBaTa WiH KOXKaTa.

4. KJIMHUYHU JTAHHH

4.1. TepaneBTHYHH MOKA3aAHHNA

Jleyenne u npopunakTHKa Ha WHOEKIMH, IPHIMHEHH OT APOXKIAMTE OT BUaa Malassezia (npemm HapeyeH
Pityrosporum) xato ceGopeeH nepMaTHT W pityriasis capitis (ITbpXOT), KaKTO M 3a JIeUeHHE Ha pityriasis
versicolor (JIokalu3upaH).

4.2.  JIo3HpOBKAa H HAYMHH HA NPHJIOKEHHE

Jlo3upoBka
OOMKHOBEHO 3a €IHO H3MHBAHE € JOCTAThYHO ChIBPIKAHUETO Ha €/1HA 11Iera OT [aMIoaHa.

Jleuenue:
e PasHouBereH nuineii /pityriasis versicolor/: BeaHBk JHEBHO B NPOABIKEHHEe HA | 10 5 THM.

e (Cebopeen nepmarur / seborrhoeic dermatitis/ u nbpxor /pityriasis capitis/: 1Ba MbTH ceAMMYHO B
NPOABIDKEHHE Ha 2 10 4 CeAMHULIHN.

IIpogunaxmuxa:
CebopeeH 1epMaTHT M MbPXOT: BEAHBK CEAMHYHO MJIH HA JIBE CEIMHIIH.

CnennajiHn nonyJianuu

lleduampuuna nonyrayus

He e ycranosena Oe3onacnara u epektuBHa ynorpeda Ha Huzopan 2% neueGeH mamnoan, MpH KbpMayeTa
U Jiella Ha Bb3pacT noa 12 roauHu.

Havuun na npunoocenue.

3a nokanHa ynorpeba B 061acTTa Ha OKOCMEHATa YacT Ha I71aBaTa Wik KOKaTa.
MHugexTupanure yyacTbM Ha KOXAaTa WM CKajina TpaOBa J1a ce M3MHAT OOHITHO ¢
[IAMIIOaH M /12 HE Ce U3IUIAKBAT B IPOAb/DKEHUE Ha 3 10 S MHHYTH.

4.3. IIporHBOonokKa3zaHus




Husopan 2% neveGeH maMnoan e NpOTHBOMOKA3aH NPH JIMLA C M3BECTHA CBPbXYYBCTBUTENHOCT KbM HAKOS
OT CBCTABKHTE MY.

44. CnennanHm npexynpexaeHds H OpeANa3HA MEPKR NpR ynorpeta

Ilpy nauueHTH, KOHTO ca OWJIM NMpPOXB/DKHTENHO BPEME Ha JIEUEHUE C JIOKAIHH KOPTHKOCTEPOMIH Ce
NPenopbYBa CMMPaHE Ha CTEPOMIHATA TEPANHA MOCTENEHHO 3a MEPHO OT 2 A0 3 ceMMLIM, JOKATO Tpae
ynorpebara na Husopan 2% neueben 1namnoan, ¢ uen aa ce naberse Bb3MOXHOCTTa OT pubayH edexT.

Ha ce H30ArBa nonajaHeTo My B O4HTe. AKO TOBA Ce CTyuH, OYHTe TPA6Ba Aa ce W3NAAKHAT ¢ BOAA.

IHHoMOIMHHA BellleCTBA

Crneuyanuu NPpERYNPOKNCHNHA, CBBP3aHH ¢ NTOMOLIHHUTE BELIIECTBA

Tosn nexapcTBeH NPORYKT ChAbPKa apoMaT (napdromen Gyker) ¢ anda-u3oMeTn HOHOH, aMHN LIHHAMAN,
aMHJ1 UHHAMWIOB aJIKOXOJ, O€H30€Ha KMCE/IHHA, OyTHIXHAPOKCHTONYEH, OEH3WIOB  ANKOXOJ,
OeH3mIOeHz0aT, OeH3MILHHAMAT, IMHAMAJ1, LIUHAMHJIOB aJIKOXOJT, LUHTPAN,LATPOHENOIL, €yTeHON, EKCTPAKT
OT IbOOB MBX, r€paHHON, XEKCHILHHAMAIAEXHA, XHAPOKCHIHTPOHEN A, , JIMMOHEH M JIMHATIOOJ, KOHTO
MOraT 4a MPpUYHHAT QICPrUMHH peaKkiLHH.

To3u nexkapcrBeH nmpoayKT cbaAbpHa GEHIWIOB ANTKOXOJ1, KOHTO MOXeE 2 NPHYHHHE ANICPrU4dHH peaklyH H
JIEKO JIOKAJTHO Jpa3HEeHgE., |

To3u nexapcTBeH NPOIYKT chabpika 6€H306Ha KHCENNHA, KOATO MOXE 18 HPHYHHH JIOKANHO Jpa3HeHe.

To3n nekapcTBeH MPOAYKT ChABPH#aA GYTHIXHAPOKCHTONYEH,KOMTO MOXKE 18 TMPUYMHM JIOKAIHH KOXHH
peaklH (HanpUMep KOHTAKTEH JEePMAaTUT) MK Jpa3HeHe Ha OYUTE U JIUraBHLIMTE.

4.5, BaaamoaeiicTeae ¢ APYrH IeKAPCTBERHE NPOJAYKTH H Apyra popME Ba B3aHMOIeHCTBHE
He ca u3BecTHM.

4.6. DepTHIHTET, BpEeMEeHHOCT H KhPMeEHE
bpemennocm
Hsma goctatsuHo H [o6pe KOHTpoNMpaHH NpoyyuBaHus Ipy 6peMeHHH yxeHH. CIrel JIOKATHO MPUIOKEHHE

Ha Husopan 2% neuebeH wwamnoan BbpXy cKajina Ha XEHH, KOMTO He ca GPEMEHHM, He CE YCTAHOBSBAT
IUTa3MeHH KOHLEHTPALMH Ha KEeTOKOHazofl. Clie[ JIOKAIHO NPUNOKEHHE BBPXY LANOTO THANO C€
yCTAHOBABAT IU1a3MEHU HUBa Ha Husopan 2% neueben mammnoan.

Ilo BpeMe Ha GpeMEHHOCT He Ca M3BECTHH PHMCKOBe, CBBp3aHH ¢ ynoTpebara na Husopan 2% neueben
LIAMIIOAaH.

Kvpmene
Hsama nocraTb4HO H 106pe KOHTpONHpaHH NpOyYBaHMs NPH KbpMelH xerH. He ca m3BecTHH puckose,
CBBp3aHH ¢ ynotpebara Ha Husopan 2% neuyebeH wammnoaH, no BpeMe Ha KbpMEHE.

4.7.  EdexkTH BLpXy cnocobrocTTa 33 modHpane n pabora ¢ Mamuan
Hemnpunoxumo.

4.8. HexenaHH JIeKAPCTBEHH peaKIHH
B To31 pazaen ca NIpeACTaBEHH HekeTaHHTe peakuru. HexxenannTe peakumy ca HexeNatH ¢

WHGOPMALNA 3a HEXEJIAHOTO CHOUTHE. B OTACNHY ClTy4an NMPUHHHHO-CIIEACTBEHA B
HEe Moxe Na Obae HanexAaHo ycraHoBeHa. OCBEH TOBa, KIMHUUHHTE npoy4sBaH
pﬂ3.1'l HYHH }'CJIOBHH, YCCTOTHUTE Ha HﬂﬁﬂlﬂﬂaB&HHTE HCAKCIIAHH pEﬂKLlHH B KIIHHHYHHUT
JICKApPCTBEH NMPOAYKT He MOrar a ObAaT NpSKO CPaBHEHM C YECTOTUTE TIPH KIIWHM JEa2
IpyT NEKapCTBEH NPOLYKT M MOKeE /1a HE OTPa3ABAT YECTOTHTE, HABITIONABAHNA B KITHANSARA NRANT HKA'
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besonacHoctra Ha Huszopan 2% neuebed wammnoaH e oueHsBana npu 2890 nMua B 22 KIHHHYHM
W3NUTBAHHSA, KbAeTO Huzopan 2% sneuelen 1waMnoaH e npiaraH J0KanHO BbPXY CKAJINa W/HIH KOXKATA.

Hsama cbobiliesn HexxenaHH peakuum ¢ yectora > 1% npH naumeHTn, eKyBaHH ¢ Huzopan 2% neueben
HIaMIOAaH.

B Tabnuua 1 ca npeacTaBeHd HeXeNaHHTe peakuMH NO BpeMe Ha KIHHHYHH MPOYYBaHHs ¢ YecToTa <1%
NpH NaLUeHTH, JieKyBaHu ¢ Huzopan 2% nevebeH mwamMmnoaH.

Tabnuua 1. Hexenann peakuuy, chobmery no BpeMe Ha 22 KIHHHYHE NPOYYBaHus ¢ uyecToTa <1% npu
2890 nauuenTy, nekyeanu ¢ Huzopan 2% nevebex wammnoan.

Crcremo-opransa kiacadaxanus

IIpennovuTad TepmMun
HapymeHns HR O9HTE
Ou4Ho aApasHeHe
3aCHJICHO CHI300TAENAHE
O6mu Hapymenns u epeKTH Ha MACTOTO HA NIPUIGKEHHE
EpHTema Ha MACTOTO Ha NMPUNOKEHHE
Jpa3HeHe Ha MACTOTO Ha TIPHIOKEHHE
CBpPBXUYBCTBHTEIIHOCT HA MACTOTO Ha IPHIIOKEHHE
Copberk Ha MACTOTO Ha MPHIOKEHUE |
[IycTyiu Ha MACTOTO Ha IIPUIOIKEHUE
PeakiiMs Ha MACTOTO Ha NPUAQKEHHE
HapymeHHs HA HMYHHATA CHCTEMA
CBpLXYYBCTBUTENHOCT |
Mndexnnn B undecTanun
DonHxysuT
HapymeHHS HA NeHTPAJIHA HEPBHA CHCTEMa
Jucreysus
HapymeHRS HA KOXKATA H DOAKOKHATA THKaH
AKHe
Anoneuus
KoHTakTeHn aepMaTuT
CyxoTa Ha KoXaTa
HapyuwenHus Ha CTpYKTypaTa Ha KOCHEMa
Obpus
YyBCTBO 3a napeHe Ha KoxaTa
HapymeHHs Ha ko)kaTa
Excdonuanus Ha Koxara

JaRHH OT NOCTMAPKETHHIOBA NPOYYBAHAA

B nonbnHeHHE KbM CHOGLUEHHTE MO-TOPE HEXENAHH PEAKLUMH 0 BpeMe HA KIIMHHYHHTE MPOYYBAHMSA,
CIIEAHHTE HEXKE/IAHUTE peakiMH ca OMiH chOOLICHH N0 BpeMe NMOCTMAPKETHHIOBMTE Npoy4BaHuA. [Ipu
NpeaCcTaBAHe HA KATErOPHHUTE 33 YECTOTA € W3MON3BAHA C/IEAHATAa KOHBSHIIHA:

MHoro yectu 21/10

Yeetu 21/100 go < 1/10

Heuectu 21/1,000 no <1/100

Peaxxu 21/10,000 oo <1/1,000

MHoro peaks <1/10,000, BIIOYBALIM H30IMPAHH CITYYaH




Hapymennﬂ Ha KOXKATA H NOJKOXKHATAE ThKaH

Muore peakn AHrHOIEM, YPTHKapHs, MPOMAHA B LIBETA HA KOCHMA

Crobiasane Ha NONO3HPAHU HEXETAHHU PEAKLIHH

Cpo0IapaHeTo Ha MONO3MPAaHH HEXENIAHH PeakUMH Cliell pa3pelliaBaHe 3a yaoTpeGa Ha JEKApCTBCHHA
NPOXYKT € BaXKHO. ToBa 103B0JIsBa Aa NPOAB/DKY HabMOAEHHETO HA CHOTHOLLEHHETO NOM3a/PHCK 3a
JICKAPCTBEHHA MPOAYKT. OT MEAULIMHCKUTE CIICLNATMCTH Ce H3HCKBA 1a ChOOLIABAT BCAKA NONO3UpPaAHA
HeKeJIaHA peaKuUa Ypes:

M31re/IHATENHA areHUMs 10 JIEKapcTRaTa
yi. Hamsu ['pyes 8

Codua 1303

Ten.: +359 2 8903417,

yebcaT:www.bda.bg

4.9. Ilpeno3mpane |

I1pn ciy4aitso norreiiane Tpa6pa ga ObOaT NpeANPUETH CAMO NMOAXBPAKALLE H CHMITTOMATHYHH MepkH, C
Lien U30ArBaHe Ha acmUpaliya, He TpAGBa Na ce NpaBH CTOMALIHA MPOMMBKA WM Aa Ce TIpeAU3BUKBa
NOBpB1IAHE.

5. ®APMAKOJIOTHYHHA CBOHCTBA

5.1. ®apmMaKkoIHHAMHAYHH CBOHCTBA |
dapmakorepaneBTHyHa rpyna: IIpoTHBOrE6HMUHE CpeACcTBa 3a JIOKAJIHO npunoxeHe. UMuaasonopu M
TpHazonoBu npou3BoaHu, ATC kom: DOIACOS

Mexanuzvm na oeticmaue:
KeToKoHa30/1 € CHHTETHUHO MMHIa30/1-IMOKCONAaHOBO ITPOU3BOAHO C MOLIHO AHTHMHKOTHYHO AciCTBUE.

Dapmaxoduramuunu epexmu
Husopan 2% neueben wamnoan 61p30 obnekdaga MOWEHETO H chpBeka, KOHTO OGHKHOBEHO CHIIPOBOMKIAT
cebopelinns aepMaTHT, pityriasis capitis (ITbpxoT) 4 pa3HOLBETHHA JTHLLE;].

Muxpobuonozun
KerokoHazon Mma MOLIHO aHTHMHKOTWYHO OeiicTBMe cpeuty aepmatodury, Kato ITrichophyton spp.,
Epidermophyton spp., Microsporum spp., u npoxxau karo Candida spp. 4 Malassezia spp. (Pityrosporum Spp.).

5.2, (PDapMaKOKHHETHYHH CBONHCTBA

Cnen nokanHo npunoxenue Ha Husopan 2% seyefen maMnoaH BEpXy cKaimna He e YCTaHOBEHA
I1a3MEHA KOHLEHTpalLMs Ha KeTOKOHa30. Cies1 iokanHa ynotpeba BbpXY UAJIOTO TANO €3 YCTAHOBEHH
InasMeHn HUBa Ha Huzopan 2% neveben wamnoas.

5.3. IIpeaknuHu9HA AanHH 3a 6ezomacHoct

He e ycraHOBeH pHCK MPH XOpa CMOpea HATTHYHHTE NPEJKIMHHYHY AaHHH, 6a3UpaHH HAa KOHBEHLIMOHAIHH
NpOyYBaHHA, KOMTO BKIKOYBAT OCTPa A€pMallHA M OpajlHa TOKCHYHOCT, ITBPBHYHO OYHO [Apa3HeHe M
TOKCHYHOCT Y BB3MAJE€HHE HAa KOXATA MPH MMOBTOPHO MPHIOKEHHE.

[IpoyBaHus 3a 0CTpa OpanHa TOKCHYHOCT ¢ AMHMYHA 034 WAMMOAaH MPH FPH3auH, NOKHE RV
OesonacHocT npubnusurento ot 83 mo 125 metu (Gasupana Ha mg/kg), B cpaBH i '

NPHIOKEHHE HA KTHHHYHA 1033 2% wamnoaH. [IpoyuBaHusa 3a OCTPO AEPMANHO H '

3aMLHK, ¢ JNIeKapcTBEHa (OpMa Ha KETOKOHA30J IAMIIOAH, MOKAa3BaT MUHHMAIHO Kb ¥
oOpaTHO passBuTHE. B npoyuBaHns 3a XpoHH4Ha (6-MeceuHa) AepMaTHa TOKCHUHOCT Rpg ' ,
50 mg/kg nHeBHO, pe3yNTaTHTE NOKA3BaT, Y€ JIeKapCTBEHaTa GopMa LIAMMIOAH HE BO/N 0 epmanau uhg® /
CHMCTEMHH TOKCHYHH PEaKIMH H HAMa NOTEHLHAN 32 NIOBUIUABAHE HA YYBCTBUTEIHOCTTAY ’%‘/yyﬁmg 2
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6.  ®APMALEBTHYHH JAHHH

6.1. Cnucbk Ha NOMOMIHHTE BediecTBAa
Husopan 2% neuebeH wuaMnoax

Hatpues naypunerep cyngar

AHHATpHEB MOHOJIAYPHIETED CYIPOCYKLMHAT
JlueraHonaMu OT KOKOCOBa MAaCTHA KHCE/IHHA
XHAPOIH3HPaH ¢ 1aypANMOHUYM XHBOTHHCKH KOJIareH
Maxporon 120 meTMarmokoseH aquonear
[Tapgrom

" Muaypes

XJ1I0pOBOAOPOAHA KHCETHHA

Hatpues xuapokcHa

Hatpues epurposns (E127)

Hatpues xnopun

Ilpeuncrena Bona

6.2. HechBMecTHMOCTH
Henpunoxumo.

6.3. Cpox Ha rogsocr
3 rogvHH

6.4. Coenuajans yca0BHS HAa ChXpaHeHHE
Ha ce cxxpansaBa nog 25°C.

6.5. Bua H cbALP:KAHAE HA ONAKOBKATA
60 ml, 100 ml u 200 ml Genu OYTWIKH OT NONHETHAEH C BHCOKA IUTBTHOCT C TTOJIMNPOITHNICHOBH KaNauKy.

6.6. Croennanny DpeaNA3HA MEPKH NPH AIXBLpPJIAHE
HewnsnonspaHMAT JeKapcTBeH MPOJYKT HIM OTNATbYHHTE MAaTepHaid OT Hero Tpi6Ba 1a ce H3XBBPIIAT B
CLOTBETCTBHE C MECTHHTE H3HCKBAHUSL.

7. IIPUTEXATEJ HA PA3PEIIEHUETO 3A VIIOTPEEA
STADA Arzneimittel AG |

Stadastrasse 2-18

61118 Bad Vilbel

I'epMmanna

8. HOMEP HA PAPEHIEHHETO 3A YIIOTPERA
Peructpauuonen Homep: 20010016

9. AATA HA ITBPBO PA3PEIABAHETIOTHOBABAHE HA PA3PEIIE
YIIOTPEBA

JlaTa Ha mbpBo paspeluasaHe: 03 SHyapu 2001 r.
HJata Ha noarosaBane: 28 Anpua 2006 r.

10. JATA HA AKTYAJJH3HPAHE HA TEKCTA

07/2025




