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1. HME HA JIEKAPCTBEHU S HPOXYKT 25 02, 101

Huzopan 2% neueben wamnoan
Nizoral 2% Shampoo

2. KAYECTBEH U KOJIMYECTBEH CB(CTAB
B eaun rpam ce crabpikar 20 mg xeroxonason (ketoconazole).
IToMoLIHHE BelliecTBa ¢ HIBECTHO ACHCTRHE:

B enuH rpam ce cuaspxar 2 mg napdromMen Oyker.
3a MEAHKA COMCHK HA MOMOLIHHTE BELIECTRA BIOKTe Touka 6.1,

3. JIEKAPCTBEHA ®OPMA

[iamnoan 3a nokarHa ynotpeda B 00JIACTTA HA OKOCMEHATA HacT Ha INIaBaTa Wik KokKara.

4. K/MHHYHY JAHHH
4.1.  TepaneBTHYHH MOKAIAHHA

Jlevyenne ¥ npodMnakTHKa Ha MHQEKIUH, MPUYHHEHH OT ApoxauTe oT Bijia Malussezia (mpenu HapeveH
Pityrosporum) kato cebopeeH nepMaTHT W pityriasis capitis (IbpXoT), KAKTO H 32 NEueHHE Ha pityriasis
versicolor (JiokaJM3upan).

4.2.  JI03HpOBKA H HAYHH HA EPHICKEHHE

EO3HQOBK3

OGHXHOBEHD 32 €4HO W3MHBAHE C JOCTATEYHO CEOBPKAHUCTO Ha €1Ha Ierna OT aMIioaHa.

Jevenue:
» Pasnouseren numeii /pityriasis versicolor/: Beanbx NHEBHO B IpOaBIDKeHHe Ha 1 10 5 nHH.
o CeGopeen nepmatut / seborrhoeic dermatitis/ n mepxoT /pityriasis capitis/: Ba METH CEAMHYHO B
MPOALDKEHYE HA 2 10 4 CeaMMIIA.

lipogdrunaxmura:
CefopeeH iepMaTHT H TBEPXOT: BEAHBAK CEAMHYHO WK Ha JBe CeIMHUIIH.

CroensadHA MONY.TAIMHA

Teduampuura nonyrayus

He e ycranosena 6eszonachata v edpexTupHa ynorpeba va Huzopan 2% nevefeH uiaMnoaH, Ipy KEpMadeTa
W J81a Ha eB3pacT noa 12 roavHn.

Havun na npuioocenue:
3a nokanna ynotpefa B 06JIaCTTa HA OKOCMEHATA YacT Ha IIABATa WIK KOKATA.

ImaMmoaH ¥ a He C€ H3IUIAaKBaT B ITPOABJIKEHHE HA 3 no 5 MHHYTH.

43. TlporaBonmokazanus




Huzopan 2% nevebeH 1WamMnoad ¢ NPOTHBOIIOKA3AH ITPH JTHIA ¢ M3BECTHA CBPBXUYBCTBUTETHOCT KbM HAKOA
OT CECTABKHTE MYy.

4.4. CpennajHY NpexynpexIeHMs H IPeINAIHA MEPKH NPH YooTpeda

[Ipy manueHTH, KOMTO ca OWIIH MPOABL/UKHTENHO BpEMe HA JIEUCHHE C JIOKATHM KOPTHKOCTEPOWIM ce
MperopLuBa CIMpane Ha CTEPOWIHATA Tepanus NOCTeNEHHO 3a NepHoA, oT 2 o 3 ceAMHMLH, ROKATO Tpae
ynotpeGata Ha Huzopan 2% nedebeH maMIioaH, ¢ 1iel 2 ce W30erHe Bb3MOXKHOCTTA OT pHOayH, edexr.

Ha ce u30Area nonajgaHeTo My B OYHMTE. AKO TOBA C€ CITyYH, OUHTe TP:AOBA Na ce M3IUIAKHAT ¢ Boaa.

ITomomuu BeiieCTBA
CHeLIHaJ]HH npenynpememm, CEBP33aHH € TIOMOILHHTE BEIIECTBA

To3u nekapcTBEH NPOAYKT ChABPXKA apoMar (mapdroMen OykeT) ¢ anda-n3oMeTH HOHOH, AMHJI LIMHAMAJ,
aMHNT [MHAMIJIOB QIKOXOJ, OSH3HNOB  ankoxon, OeHsunOcHzoar, OenszmniuHamar, OyTadeHHN
METINNPOTTHOHAI, IIMHAMAJT, IMHAMMWIOR ATKOXOJ, IHTPaJL, LIMTPOHENO, EYTeHO, eKCTPAKT 0T Ab00B MBX,
repaHHoNl, XCKCHMIHHAMANIAEXH)],  XHAPOKCHULIMTPOHENAd, XWIPOKCHHIOXEKCUN  3-IMKIIOXEKCEH
KapOoKcaIeXua, JIMMOHEH W JTMHAIIOO0MN, KOUTO MOFAT 4a TIPHYHHST AJePTHYHH PeaKiluH.

4.5. BaanamogeiicTBue ¢ APYI| JdeKapcTBeHH OPOIYKTH H APYrH (FOPMH ¥a B3aRMOJCHCTBHE
He ca n3pectsu.

4.6. @epTHIHTET, OpeMeHROCT H KLPMeHe

bpemennocm

Hama nocrarbuno 1 400pe KOHTpoNInpaky Mpoy4ueaHus NpH SpeMerHY sxkeHd. Cref T0KaIHO NPHToKeHHe
Ha Huzopan 2% neyeben mamnoaH BLPXy CKaina Ha SKEHH, KOWTO He Ca OPEMEHHH, HE C€ YCTAHOBABAT
MNa3MEHH KOHLEHTpalMM HAa KeTOKOHazonm. Cien NOKaTHO MpHIIOKEHHE BBEPXY LATOTO TAIO Ce
yCTaHOBABAT NNasMeHy HuBa Ha Huzopan 2% neyefen wamnoan.

[o Bpeme wa GpeMeRHOCT He Ca M3BECTHH DHCKOBE, CBbp3aHH ¢ ynorpebara Ha Husopan 2% neyeben
amMII0aH.

Kopmene
HsaMa pocrarbyro M ao0pe KOHTPOJIHPAHH NpOyYBAHHA MPH KbpMeniH xeHH. He ca H3BeCTHH PUCKOERE,
CBBP3aHU ¢ ynoTpedara Ha Huzopan 2% neueben miamMnoaH, no BpeMe Ha KbPMEHE,

4.7.  EdexrTn BLpxy cnioco0HOCTTA 32 ModHpaHe H paboTa ¢ MAIEHH
Henpumoxammo.

4.8. HewxeaaHu AexapcTBeHH peaxknHH

B 031 pazaen ca Mpe/icraBeHM HEXeNaHWTe peakuyi. HeskenaHuTe peakiiny ca HeskenaHu ChOHTHSA, KOHTO
CE CMATAT 33 CBbP3aHH ¢ M3MONIBAHETO HA KETOKOHAZON BB OCHOBA HA LIJIOCTHA OUEHKA Ha HANM4HATA
HHGOpPMALIHS 33 HEXNENaHOTO ChOHTHE. B OTACAHH C/TyHan NPHYMHHO-CIEACTBEHA BPE3Ka ¢ KETOKOHA30I1
He Moxe na GbJe HaueXKAHO ycTaHoBena. OCBeH TOBa, KNUHWYHUTE MPOYHBAHMA C€ MPOBEKAAT MPH
Pa3IMYHM YCIOBHA, YECTOTUTE Ha HabMIOAAaBaHNTE HeyKeNaHH Peakly B KIINHHYHUTE NPOYUBAHHS Ha €TUH
JISKapCTBEH MPOAYKT He MOTAT Aa ObAaT MPAKO CPABHEHM C HEeCTOTHTE NPH KIMHHYHWTES NPOYYRaHMs Ha
JPYF IeKapcTBEeH NPOAYKT M MOMKE JIa He OTPAa3sBaT YeCTOTHTE, HabllioJaBaly B KIHHUYRATA [IPAKTYKA,

Besonacnoctra Ha Husopan 2% neuebey waMnoan ¢ ouenssama npu 2890 mna p 22 KIMHWYHHA
M3NHTBaHKA, Kb1eTo Husopan 2% JieyebeH WiaMnoaH € NpIiIaraH JIOKATHO BBPXY CKaJINa W/MIM KOXKATA.
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B rabiitia 1 ca NpeAcTaBeHH HEXCSTAHUTE Peakiiy N0 BPEMe Ha ICTHHHYHH np%

Mpu NalMeHTH, JeKyBaHH ¢ Huzopan 2% neucben mamrmoaH. ‘ . \‘-\,
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Tabmuna 1. Hexxenany peakuun, choOLIEHH O BpeMe Ha 22 RIMHHYHH NPOYYBAHHA ¢ decToTa <1% npw
2890 naumentH, Nexyrand ¢ Husopan 2% neueben wammoaH.

Cactemo-opranna KiacHpukanun

IpeanousTan TepMHH

Hapymenus Ha 04HTE

OuHo npasHene

JacH/ISHO CHIB00TAENsHE

Oomu Eapymenns 0 epeKTH Ha MACTOTO HA MPHJIOKEHHE
Epurema Ha MACTOTO Ha MPHIIOKEHAE

JlpazHeHe Ha MACTOTO Ha MPHIOKEHHE
CBpPBEXYYBCTBUTENHOCT H2 MACTOTO HA TIPUIMKEHHE
Crpbex Ha MACTOTO Ha TIPHIOKEHHE

ITycTynu Ha MACTOTO HA TIPUIOKEHHE

Peakiing Ha MACTOTC Ha MPHIKKEHHE
Hapyuwienns na HMYHHATA CHCTEMA
CRpBXUYBCTBHTENHOCT

Hudexnnn u undecrannn

Donukynur

HapymieHnsi Ha HEHTPAJTHA HEPBHA CHCTEMA
Hucreysna

Hapywennsi Ha KoXKaTa H NOAKOKHATA ThKAH
Axne

Anonenys

KoHTakTen nepMatit

Cyxora Ha koKaTa

Hapyluenus Ha cTpyKTypaTa Ha KOChMa

O6pus

UyBcTBO 33 apeHe Ha KoxKara

HapylueHua Ha Koskara

Excdromuanus Ha KoxRaTta

JanHA 0T NOCTMAPKETHHIOBH NPOYIBAHHA

B nonbiHende KbM CHODILEHHMTE MO-FOPE HEXENAHH PEAKLMH N0 BPEME Ha KNHHHUHHMTE NpPOYUBAHHA,
CleHUTE HEKENaHNTE PeakUyn ca OWiH cboOleHH 110 BpeMe IOCTMAPKETHHTOBHTe npoy4sanus. [lpu
MpeAcTaBAHE HA KATErOPHHTE 3a YeCTOTA € U3MOI3BAHA CISJHATA KOHBEHLIHA:

Mmuoro yectn =1/10

Yecrun >1/100 ao < 1/10

Heuecru 21/1,000 no <1/100

Peaxku 21/10,000 go <1/1,000

Mmoro peakn <1/10,000, pk1ro4BalIN H30HPAHK CTYUaH

Tabnuua 2. Hexxenauu peakiluy, MHASHTHGHULKPAHH NO BPeME HA NOCTMAPKETHHTOBUS onuT ¢ Huzopan
2% nevebeH [WAaMIoan CIope] KATErOpHuaTa Ha YeCTOTa, OLigHEHA OT CTIOHTAHHO ¢hOOILEHH ClIy4au.

Hapymenna Ha KOXATA H NOJKOKHATA ThKAH

Muoro peaxn AHPHOLEM, YPTHKAPHA, @OM’IH@/(
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Crobuiasate Ha NOTO3MPAHH HEXKETAHH PEaKLHH HESE RS
CrobiiaBaneTo Ha ONOZHPAHH HeXKETAHH peakliH cllell paspeluaBate 3a ynomégfﬁ@gglqapcm
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JEKAPCTBCHUSA NPOOYKT. OT MEeIHIIHHCKMTE CTIELMATHCTH ¢€ H3HCKRA Ja CT:OGH.[aBElT BCsAKa NMoAo3HpaHa
HEXCTaHa peaKius 4Ypes:

H3nbaHuTEiHa areHills 1o JICKapeTBaTa
yn. Hamss I'pyes 8

Codux 1303

Ten.; +359 2 8903417;
Yebcaiit:www.bda. bg

4.9. Ipexosupane

Tpw cny4aiHo morneinaHe TpadBa Aa 64T NPSANPHETH CaMO MOZABPKALIH H CHMITOMATHYHH MepkH, C
ne1 HabareaHe Ha acnupalls, He TpsOpa Ja ce MpaBu CTOMAllHa NMPOMHMBKA WIH /& C€ NPeAU3BHKBA
MOBPEIIAHE.

5. GAPMAKOJIOTMYHH CBOMCTBA

5.1. DapmakoAHHAMHYMHH CBOHCTBA
dapmMakoTepaneBTHIHa rpyna; [IpoTHROTEOMYHH CpeicTBa 3a JIOKANHO Mpuiokenue. MMHnazonosn d
TprazonosH ripouseoaHH, ATC kon: DO1ACOS

Mexanuzom na deticmene,
KeToKoHaz0n € CHHTETHHMHO HMHIAZ0M~IHOKCOIAHOBO NMPOH3BOAHO C MOILHO AHTHMUKOTHYHO JSHCTBHE.

DapMakoourHamusru eqexri
Huzopan 2% nevebGen maMnoan Obp3c obexkdapa MOIEHETO W ¢bpbexka, KOWTO 00MKHOBEHO CHIIPOBOXKAAT
cebopeiiHnsa AepMaTHT, pityriasis capitis (ITbPXoT) ¥ pa3HOLBETHHS JTHILIEH.

Murpobuonozun
KeTokoHa30 MMa MOWIHO AHTHUMHKOTHYHO [eiCTBHe cpelly aepmatodmTH, kato Trichophyton spp.,
Epidermophyton spp., Microsporum spp., n apoxau kato Candida spp. n Malassezia spp. (Pityrosporum spp.).

5.2. @apmakoxHHmeTHYHM CBONCTBA

Cnen noxanno npunoxernne Ha Husopan 2% neuefeH maMrnoaH BbPXY CKaINA He € YCTAHOBEHA
I1a3MeHa KOHIIEHTpalua Ha keTokoHason. Cien nokamna ynorpeba Bbpxy LBIOTO TAN0 €8 YCTAHOBEHH
wiasmeHd HHBa Ha Huzopan 2% nedeben mammnoaH.

5.3. IMpenkNAEAYHA AaHHMH 32 §e300ACHOCT

He ¢ ycTaHoBeH pHCK npy Xopa CIOPeR HAUTHIHITE NPeATHHHYHA JanHy, 623upaHn Ba KOHBEHIIMOHATTHA
IPOYYBAHMSA, KOHWTO BRIKOYBAT OCTPa AepMAanHa W OpanHa TOKCHYHOCT, MEPBHYHO OYHO JpasHEHEe H
TOKCHYHOCT M BE3INATSHHE HA KOXKATA TPH NOBTOPHO IIPHNOKEHHE.

IIpoyuBaHui 3a 0CTpa opajlHa TOKCHYHOCT ¢ €IMHHYHA /103a LIaMIIOaH NPH FPH3a4H, IOKA3BaT rpaHiula Ha
6ezomacHocT mpubnnzutenno ot 83 mo 125 meTH (Gasmpana Ha mg/kg), B cpaBHEHHE C EAHOKPATHO
NpWIOKEHHE Ha KIHHUYHA 1032 2% wammnoan. [TpoyusaHus 3a OCTPO AEPMATHO H OYHO BB3TTAIEHHE NpH
3aifilln, ¢ JekapcTEeHa (opMa Ha KETOKOHA30J LIAMITOaH, NOKa3BaT MAHHMAIIHO Bh3MalleHHe ¢ Ho6po
obpatHo paseuTHe. B npoyuranis 3a xpoHHtHa (6-MeceyHa) JepMaHa TOKCHYHOCT MpH 3ailiy, ¢ 1033 10
50 mg/kg AHEBHO, Pe3yNTaTHTE MOKA3IBAT, Y€ JICKAPCTBECHATA (JOPMa LIAMIIOaH HE BOAM J0 AEPMANHH WK
CHCTEMHH TOKCHYHH peakllMH 1 HAMA MOTEHIUa 32 OBHLIIABaHE HA YyBCTBUTEIHOCTTA.
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6. ©®APMAIEBTHUHH JARHA

6.1. Cnoucbk A3 NOMOMHHATE BEIECTBA
Huzopan 2% neueben wamnoan

Harpues naypunetep cyndar



JluHaTpreB MOHOTIAYPUAETED CYN(OCYKIMHAT
JMeraHonaMu 0T KOKOCOBA MACTHA KHCENHHA
XUaponuaupaH ¢ JaypaMMOHAYM KHBOTHHCKH KoJlared
Makporon 120 MeTunriokozeH nuonear

Tapgiom

Umunypes
XJopoBoOOPOOHA KHCEIHHA

Harpues xuapokeny

Hartpuer eperposun (E127)

Hartpues xstopaa

Ilpeunctena soaa

6.2. HechbBMecTHMOCTH

Henpunoxumo.

6.3.  Cpox Ha rogHoCT

3 ronuny

6.4. CpeunaJiHH YC/I0BHA HA CLXpPaHeHHE

Ja ce cuxpanssa noa 25°C.,

6.5. BuaHcbIbpKaHHe AA OMAKOBKATA

60 ml 1 100 m] Beny 6yTHAKH OT NOMHETHASH ¢ BUCOKA ITTBTHOCT € MONMIIPONKICHORBA KaNa4KH.
6.6. CpennajaHM npeNNa3HH MEPKH RPH H3XBbJIAHE

Hen3non3paHuAT NeKapcTBeH MPOAYKT MW OTII/IBYHHTE MATepHaIM OT HEro TpAGBa Ja ce H3XBBLPJIAT B

CHOTBETCTBHE ¢ MECTHHUTE H3IUCKBAHNA,

7. MPATEXKATE HA PAJPEIIEHHETO 3A YIIOTPEBA
STADA Arzneimittel AG

Stadastrasse 2-18

61118 Bad Vilbel

I'epmanns

8. HOMEP HA PASPEINIEHHETO 3A YIIOTPEBA

Peructpaumonen Homep: 20010016

9. JATA HA TBPBO PAZPEIIABAHE/MOJHOBABAHE HA PA3SPEIIEHHETO 3A
YIIOTPEEBA

Jara Ha mepeo paspewasane: 03 Axyapu 2001 r.
Jara na nognoeseane: 28 Anpmn 2006 r.

10. JATA HA AKTYAJH3HPAHE HA TEKCTA

01/2021




