HME HA JIEKAPCTBEHHMS ITPOAYKT

MICETAL 1 % cutaneous spray, solution Ko Poz. Ne ......... 7 ?/ﬂgf?f(
MULTETAJT 1 % crpedi 32 Kox, N i e,
Paapeiueriue Ne /fﬂ/ /7 4 ; % 6..::_?
.................... ]]&[ﬂ"l[ﬂﬁ
KOJm[]ECTBEH I/I KAqECTBEH CT)CTAB ’ 'L:Lfd' HUS M ""lllllllillluliiuun_r-/ reesesssernurrsanissiee

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

100 ml pastBop ceabpxar 1 g gpmyrpumason (flutrimazole).

3a IBJHMS CITMCHK HA IIOMOIHATE BEINECTBA BHXTE Touka 6.1.

JIEKAPCTBEHA ©@OPMA

Cnpeii 3a K04, pa3TBOp 32 JIoKaHa ynorpeda.
[Tpo3padeH KBITCHHKAB pa3TBOD C AJIKOXOJHA MHPH3MA.

KJMHNYHA JAHHHA

4.1.

4.2.

TepaneBTHYHH NOKAZAHHA

MMIETAJ crpeit 3a xoXka € HOpeAHA3HA4YCH 3a JIOKATHO JICUCHHE Ha KOXHH
MHKO3H KaTo pasiidHH (OpMH Ha TPUXOGHTHS: tinea pedis (aTIeTHIHO CTHIAIO),
tinea cruris, tinea corporis, tinea faciei et barbae u tinea inguinalis, TpHYUHEHH OT
Trichophyton (uaupmmep 7T. rubrum, T. mentagrophytes, 1. tonsurans),
Microsporum (anipumep M. canis, M. gypseum) u ot Epidermophyton floccosum.
3a JleueHMeTO HA KOXHH KaHAWAO3H, IPHYMHEHH FIIaBHO OT IPEACTABHTCIIM HA
Candida (nanipumep C. albicans, C. parapsilosis, C. guillermondii, C. tropicalis).
[IpensasHadeH € CBIOIO 3a JiedeHWe Ha pityriasis versicolor, TpHYHHEH OT
Malassezia furfur, no3uat celmo kato Pityrosporum ovale.

J03pOBKA B HAYHH HA NPHJIOKEHHE

MULIETAJI cupeii 3a koxka, pa3TBOp c€ MPHIAra BEIHEXK JHEBHO IIPH BE3PacTHU H
nena Han 10 roguuu. IIpy mampeHTH ¢ AMarHo3a 3a AepMAaroQHTO3a HIM KOXKHH
KaHAWIOMHMKO3H KOJIHYECTBOTO NMPHIOXKEH Pa3TBOp TpsAOBa Aa MOKPHBA H3LUIO
60THOTO MACTO M oOnacTHTe OKoNo Hero. [Ipu mammeHTH ¢ pityriasis versicolor
Pa3TBOPET TpsOBa Ja ¢& IIPHJIOKH IO IFI0TO TANIO.

ITpoAbKATEHOCTTA Ha JEYCHHETO 3aBHCH OT BHAZ Ha JIe3HATa WIH OT
nHbeKTHpanys MUKPOOPTaHH3EM, KaKTO H 0T HEHHOTO JIoKami3upane. JleueHuero
¢ MUILIETAJI cnpeii 3a Koxa, pa3TBOp TpsAOBa Ja JOBENE IO c@;gmeﬁue npe3
ITEPBHTE HAKOJIKO JHH Ha JIEYeHHETo. Bee mak ¢ mpenophunpsirig

MMOBTOPH 3a00/IABAHETO MPOXBDKUTEITHOCTTA Ha ACYCHHETO AT

pH finea pedis (aTNETHYHO CTHIIAIO) H MEKIYNPLCTHH MU
tinea corporis, 2-3 ceqmu; 1-2 cenMMIH mpH pityriasis |
KaHUIO3M oT 2 A0 4 ceavuim. J{narnosara Tpabea fa 61.;_[

U3MLARKTENHA ATEHUNA N0 NIEKAPCTBATA
Kpamna xapamﬁoumwxa Ha npogyxma - [puroxerue 1

/
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4.7
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OCBEIOMEH KaK ia NpHiara o0MYaliHMTe MEPKH 3a XUTHEHa, 34 Jia ce H30ersat
M3TOYHMLATE 32 HOBO KM ITOBTOPHO HEGEKTHPAHE.,

IIpoTHBONOKA3IAHHSA

MHWIIETAJI crpeii 3a xoXa, pasTBOp € NPOTHBOIOKA3aH IIPH:
- [anMeHTH CBC CBPBXYYBCTBHTENHOCT KBM AaKTHBHOTO HIIH HAKOE OT

IMMOMOIIHUTE BCIUISCTRA Ha JICKAPCTBCHHUA ITPOAYKT,
~ HNaIHCHTH CHC CBPBXYIYBCTBHTCIIHOCT KbM HMHIA30IOBH aHTHMHKOTHIIH,

- = genanox 10 romuHw.

CrepaTHH NpexynpexkIeHds H NpeaIa3HH MepKH OpH yHoTpeda

MHMIIETAJI cmpefl 3a KoXka, pa3sTBOp He € IpeaHasHa'ieH 3a NPWIOKEHHC B
0 TAIMOJIOTHATA, KAKTO H 33 IIPHIOKEHHE B 00JIACTH ¢ JIMTaBHITH.

[Tpu mosisa Ha BH3NANCHHE HIH CEHCHOWIHM3AMA TIO BPEME Ha JICUICHHCTO C
MUILTETAIJI copeit 3a koxa, pasTBOp TeparmsaTa TpsOBa Ja ce NPeyCTAHOBH | /id
ce HasHa4u mmo-0i1aronpHsTHa Takasa.

Jlnarsosata Tpa6Ba Za ce TOTBBpAM 4pes jupektHo m3cneisaHe (KOH) m/uma
KYJITHBHPAHE , 3a 12 Ce MPEeTHINE aIeKBaTHOTO JIEIEHHE 332 ASPMATOMHKO3H.
Hsmva nipoBeieHH KIMHMYHY IPOYYBaHUA IpH Jena nox 10 rofinHa BE3pact.

3a a Ce NONYYM IBIHO O3/paBiBaHe Ha HMH(EKIMATa € MHOTO BaXHO 1a Ce
3aBBLPIIH ITHIHUSA KypPC HA JICYEHHE ¢ IPOAYKTa, IOPH ako CHMITOMHTE 3all09HAT
73 ce momoOpsBar B TPONBLDKEHHE Ha HAKOJKO AHH. B IpoTHBEeH cCiyvai
CIIHPAHETO Ha JICYEHHETO MOXKE Jia IOBE/IE A0 PeNanc Ha 3a00/ABaHeTo.

Ila ce NpeAOTBpaTsIBa KOHTAKT HA JICKAPCTBEHHA MPOAYKT ¢ OoWuTe. B ciydai Ha
TAaKBB NMANMEHTHT TPAOBa a OB/ ChBeTBaH Ja ' H3IUIaKHE OOMIIHO ¢ BOJA.

B3anmoaeiicrsie ¢ JpYrd JIeKApCTBEHM NPOAYKTH H JApyra ¢opma H2
B3aHMMOACHCTBHE

HaMma ¢cpo0meHHn.

@ epTHIAATET,OPEMEHHOCT H KbpMEHe

WacnensanuaTa, TMpOBEACHA IPH JKMBOTHH HE Ca TOKasald MyTareHCH HIH
TeparoreHeH edeKT, KoiTO MoXe Ia ce oTaale Ha GuyTpumason. Hama KimHHIHA
JAHHHW, TOJYYCHH TNpPH KOHTPOJMpPAHM H3CIEeABAHHA NpH OpeMEHHH XKCHH,
tperapadn ¢ MULIETAJI cnpeii 3a koxa, pasTeop. B IIbpBOTO TpHMECETHE OT
6pemennoctra nedenuero ¢ MHULIETAJI cipel 3a xoxa, pasTBOp € JKCJIATeHO
caMo B CIYYAHMTE, KOraro JeKapCTBOTO € KpaiHHO HeoOXOMHMO 34 JICYCHHETO Ha
MAHEHTKATA.

Teii xaro HAMa HaHHH JamH GIyTpuMason ce OTAend upe3 KbpMara, TO €
HeoOX0IMMO BHHMAHHE IPH yroTpebaTa Ha JEKAPCTBEHHA IIPOAYKT OT KbPMadKH.

Edexrn BLpXy cnocofrocrTa 3a mmodgupase H padbora ¢ MaIAHH

MUILIETAJI crpeit 3a xoxa, pa3TBOp He IMOBIHABA CIIOCOOHOCTTA 32 I
paboTa C MaIlHHH. SN/

Hexenann JeKAPCTBEHH PeaAKIHH
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Hexenanute peakiyu ca oapeAeHd no CHCTeMOo-0prafiHH KJIacOoBE H 9€CTOTA.
YecToTaTa HM ce ompefeia karto Muaoro gecti (>1/10); gectn (>1/100, <1/10),
meuectd (>1/1,000, <1/100); penxm (>1/10,000, <1/1,000); MHOro peaKH
(<1/10,000), BKIIIOUHTENHO H30IMPAHU CIy9aH (C HEyCTaHOBECHA YECTOTA).

Hapymenus Ha koxaTta H IOAKOXKHATA ThKaH: HaO/Io1aBaHH ca CJIydad Ha
aJICprUYHH peakiyH

[Ipg WIHMHWYHHMTE NpPOYYBAHMA € YCTAHOBEHO, 9Y€ HEXKCJIAHATE JICKapPCTBCHH
peakimy mpu neuenne ¢ MUIIETAJI crpe#t 3a xoka, pa3Teop ca CBBP3aHH C
KOJIHYECTBOTO HA HPHIIOKECHIA JIEKAPCTBEH IPOAYKT.

HapyieHyd Ha K03aTa ¥ IOKQXHATA THKaH:
YectH: erythema u pruritus

CrofIanane He NOXO3HPARE HEBEIany peakiuy

Cro0IaBaHeTo Ha TIOJ03APaHU HEXKEIAHU PEAKIHH CIIE]] paspelasaHe 3a
ynorpeda Ha JeKapCTBEHUS MPOAYKT € BaXHO. T0oBa MO3BOJIABA Ja ITPOIBJ/DKH
HaGIOAEHAETO Ha CHOTHOLIEHHETO TI0N3a/PUCK 32 JIEKAPCTBCHHUA TPOAYyKT. OT
METHLHMHCKHTE CIICNHAIHCTH C€ H3HCKBA J1a ChoOIMABaT BCAKa NOJ03HPaHa
HEKENaHa PeaKiMs ypes HAlHOHAIHA CHCTeMa 3a Cpo0maBane: M3nmeHHTENHA
areHIHs 1o JIeKapcTeaTa, yiL. ,,Jlamsu I'pyes” Ne 8, 1303 Codusa, Tem.: +359 2
8903417, yebcaiiT: www.bda.bg.

IIpexosupane

[Topann HHCKara KOHUEHTpAUHd Ha JEeKapCTBEHOTO BCINECTBO H HOpaaH
JIOKATHOTO CH IPHIOXKeHHE, Ipeao3upateTo Wil HHTokcukamusta ¢ MALTETAJL
crupeit 3a Koxka, pasTBOp Ca MaIKO BEpPOATHH H € HCBB3MOXKH2 II04BATa HA
’KHBOTO3acTpalllaBallld CHTyanuu. BEIpekd TOBa, ak0 HHLUHMACHTHO €€ ITOCMC
3HAYMTETHO KOJMYECTBO, TpAOBa Ja ce HasHAYM NOAXOMAINI0 CHMIITOMATHYHO
JICUCHHE.

5. GAPMAKOJOI'MYHHA CBOHCTBA

3.1

PapMaKoIHHAMHYIHH CBOMCTBA

dapMakoTepanesTHuHa rpya: MMunasonosy Ipon3BoHHA
ATC xon: DO1AC16

MexaHH3IBEM HA AclicCTBHE
OIyTpEMasoN € JIOKATHO MPOTHBOTBOHYHO CPEACTBO OT HMHA30JNOBHA KJAc.

Kaxro M BCHUKHM JepHBaTH Ha AMH3A/I0Na, QIyTpHAMa30]l HHXHOHpa CHHTE3aTa Ha
eprocTepoNl KaTo CcIHpa AEMETHMpeHero Ha naHocrepona (14a-demethylase),
KOMTO YBpexna MeMOpaHaTa Ha I'bOHYHATa KIIETKA.

OnyrpuMasojl HIMa aHTHMHKOTHYHO JCHCTBHE CpeIny nponicml
rBORYKH U ISPMATODUTH.

CriexTHPBT HA H3CeABaHHTE Apoxau Brmousa Candida albicans,
parapsilosis, C. guillermondii, C. krusei u Torulopsis glabrata. (
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GAPMAIEBTHYHH JAHHH

6.1.

MUHHIMaTHa HExHOupama xoHieHpamms (MWK) ma QuryTpEMa3s’on 3a moBedeToO
H3CIISABAHH IaMOBe BapupaT Mexkay 0.5 1 5.0 pg/ml.

HacneBany ca ¥ HAKOM INAMOBE Ha IepMarodurH, BKinouutenHo Irichophyton
mentagrophytes, T. rubrum, T. tonsurans, T. schoenleinii, Microsporum canis, M.
gypseum u Epidermophyton floccosum, xbaero croftnocture Ha MHK Bapupar

Mexay 0.15 1 2,50 pg/ml.
HscnenBanusTa Ha IaMoBe Ha (JMIAMEHTO3HH I'bOMYKM BKIIOYBAT Aspergillus

niger, A. fumigatus, A. nidulans u Scopulariopsis brevicaulis. Tlopeuero MUK
cpenty pasIM4HA mamose Ha Aspergillus ca B obcera ot 0.25 mo 2.50 pg/l., mokaro
Te3H cpenry Scopulariopsis ca Mexay 0.15 u 0.60 pg/ml.

In vivo

AHTHMHKOTHYHOTO JeHcTeHe Ha (IyTpHMa3on € H3CISABaHO in Vvivo IIpH
JVMBOTHH, BarMHANHA KAHIMJOMHKO3H NpH IUTHXOBE M JAepMaTo(HTO’d IIpH
MOPCKH CBHHYETA, Pe3yrarite oT Te3u H3C/AeqBaHMA IIOKA3BAT, Y€ QIIyTpuMason
¥Ma AHTEQYHTHIMAHA aXTABHOCT IPH MOAEIMTe, MMHTAPAIM NATOJIOTHIHH
CHCTOSHHMA IIPH XOpaTa U Karo TAKHBa ca TPETHPAHH JIOKAJIHO.

GapmakokuHeTMIHH CBOHCTBA

Uacnenpanvsd Ha IIEpKyTaHHa abcopOLMs H AepMajlHOTO pasNpOCTpaHCHHE
II0Ka3BaT MHOTO HHCKA pe3opOIlis npe3 Koxara Ha iryTpuMasoll. (PIyTpHMaso
ce KOHIICHTpHpa B stratum spinosum, stratum granulosum ¥ B OCHOBHMA CJOH Ha
ernepMIca; GasaTHHAT ciIod Ha emraepMuca AeiicTBa KaTo edeKTHBHA Oaprepa
33 IPOHHKBAHETO Ha JeKapcTBeHua mpogykT. Huckara nepkyranna abcopbums ce
IOTBEPAABA 1 OT NpoyusaHui ¢ 1% '*C- ¢payrpumazon npu xopa: He € OTKPHTA
3HaYHTEHA PafiOaKTHBHOCT BbB (eKaniuTe H IUla3MaTa u camo exea 0.65% or
pPaJHOAKTUBHATA /1034 Ce OTAEI Ype3 ypHHaTa.

In vitro wscnenasauna Ha MHKPO3OMHMS MeTaOomm3bM JaBaT OCHOBAaHHE Ja €€
npemIonaoky, ge (Hryrpumason He ce MeTabomusupa upes P-450 umuroxpoma Ha
MHUKPO3OMHTE HA UOBEIIKATA KOX3a, KaKTO H M0ABA Ha METaboyM3bM B

YepHOAPOOHNTE MHKPO30MH IPH KyYeTa B X0pa.
IpeaxIMAMYHE JAHHM 32 0€30IaCHOCT

Huckara crenes Ha nepkyTradHa abcopbums Ha (QiryTpHMasoJi I0Ka3Ba, 9¢ pUCKET
OT CHCTEMHM TOKCHYHHM e(ekTH ¢ MHHHMAJicH. BLIpeku Topa, M3CACABAHHA 3a

CHCTEMHA TOKCHYHOCT ca IpeACTaBeHH H IOKa3BaT MHOI0 HHCKa 0CTpa
TokcHUHOCT. Edekru ce nabmopmasar caMo IIp# MHOTOKPAaTHO HPWIOKCHHC H
W3C/IEIBAHHATA Ha PENPOLYKTHBHOCTTA IOKA3BAT, Y€ TOBA C€ IBJUKH HA CTCPOHAHA
OuocuuTe3a. Mexay nOpyroto, TaxmBa cdexTd ca MO3HATH TPH  BCHYIKH
JICKapCTBEHH CPEACTBA OT KJaca Ha HMHZA30J1 aHTHMHKOTHIHHTE cpeacTsa. Hama
NAHHH 33 I'eHOTOKCHUYHOCT M TEPATOT€HHOCT, BHIIPEKH, Y€ BHIA HA JICKapCTBOTO,
HauWHA HA MpHEMaHe H IPOTBL/DKHTCIHOCTTA HA JIEYEHHETO IPH XOpaTa,
npeIIosara JIMIcaTa Ha KapIiMHOTCHEH NIOTCHLHA.

JIokaHOTO MpHIOXKEHHE Ha (NIyTpHEMAa30/l He BOOH IO CCHCHOMIH3AUMA HIA JO

¢$OTOTOKCHYHA peaKIHs.

CrrchbK HA DOMOIIHHTE BEINECTBA
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OKTHJIAOIEKAHOJI
mMakporon 400
TPOIaMHH
€TAHON

6.2. HecbBMeCTHMOCTH
Henpunoxemo.
6.3. Cpok Ba rogHocT
3 roavHu.
6.4. Chnenmnajana ycaoBHS 32 ChXpaHEHHE
Jla ce chxpaHdBa IpH Temiieparypa nox 25 °C.
6.5. Buau chLALPKAHEE HA ONAKOBKATA

ByTiiika oT TBMHO CTBKIO, chabpxama 30 ml pasTsop H cHadAcHa ¢ Ao3Wpalna
NoMIIa Ha BHHT H [IpO3payvHa Karladka.

6.6. Cpneunajan NpeANasHEA MEPKH NPH HIXBbPJIAHE

PazpuiiTe KaIa9kaTa @ HATHCHETE HAKOIKO ITHTH, KATO Haco4sare Audyscpa KbM
MSICTOTO 34 AIUTHKALTHAL

IIPUTEXATEJ HA PASPEINIEHHETO 3A YIIOTPEBA

Armpxemund ®apma beirapus EOO/]
Byi. Acern Mopnanos 10

Copusa 1592, brarapus

Ten.: +35929751395

dakc: +3592971 5745
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