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MHCTPYKLMA 110 MEJJULIMHCKOMY IMTPUMEHEHUIO
JIEKAPCTBEHHOI' O ITPEITAPATA

Husopan®

Perucrpaunonnsiii Homep: [T NO11964/02

Toprosoe naumenoanue: Huzopan®

MexayHapoanoe HenaTeHTOBAHHOE HWJIH TIPYNNHPOBOYHOE HAHMEHOBAHHME:
KE€TOKOHA30J1

JlexapeTrBeHHasi popma: maMIyHb JIEKapCTBEHHBIN

Cocras (Ha | r mammnyHs):

eticmeyrowee eeuyecmeo: xkerokonaszoi — 20,00 mr.

Bcnomocamenvhoie gewecmea: HaTpus naypuicyibgar, JIUHATpUs
JaypuiCynb(OCYKLUHAT, IUITAHOJAMHUJI YKUPHBIX KHCJIOT KOKOCOBOIO Macia,
KOJIJIareHa THIPOJIM3aT, MaKporoja MEeTHJIAEKCTPO3bl IUOJIeaT, HATPHs XJIOPH/I,
XJIODUCTOBOJIOPOHAs ~ KHUCJIOTa, WMHUJOMOYEBHMHA, apoMaTH3aTop, HaTpus
TUAPOKCHU, KpaCHUTEIb KpacHbI oyapoBaTenbHblil (E 129), Bona ouniieHHas.
Onucanue: KpacHO-OpaHKeBast KUIAKOCT.

®apmakoTepaneBTHYeCKasl TPYNNa: MPOTHBOIPUOKOBOE CPEICTBO

Kox ATX: DO1ACOS

Papmako/iorHyecKHe cBOiCTBA

Dapmakoounamuxa

KeTokoHna3os1, cHHTeTHYecKoe MPOU3BOJHOE MMH/IA30JI-IMOKCONIaHa, 00JanaeTr
NPOTUBOTPUOKOBBIM JEHCTBMEM B OTHOIIEHHH J€PMAaTO(PHUTOB, TAKMX Kak
Trichophyton spp., Epidermophyton spp., Microsporum spp., U IpO3OKel, Takux

kak Candida spp. u Malassezia spp. (Pityrosporum spp.). Huzopan® mamnyss 2 %
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OBICTPO yMEHBIIAET LIeNyLIeHHe M 3y, KOTOpble OOBIYHO COIYTCTBYIOT

ceOopeiHOMY JIepMaTUTY, TIEPXOTH, OTPYOEBHIHOMY JIMIIAIO.

Dapmaxoxuremuxa

KoHleHTpalMyM KeTOKOHa30jla He ONpeleNsioTcss B IUIa3Me KpPOBM  I10CTIE
HapykHOro HaHeceHuss Huszopan® mamnyns 2 % Ha BOJOCHCTYIO 4acTh KOXH
TOJIOBBI, OJTHAKO OIpPEJESISIOTCS MOCJIe HAapy)KHOTO HAaHECEHWS IIaMITyHs Ha BCeE
Teno B KoHueHTpauuu 11,2 ur/man — 33,3 Hr/mu. ManoBeposiTHO, 4YTO TakKue
KOHLIEHTPAllMd MOIYT BbI3BaTh Kakue-JIMOO JieKapCTBEHHbIE B3aMMOJIEHCTBHS,

OIHaKO BO3MOJXHO YCHJICHHUE aAJIJIEPrHYCCKHUX peaKuHﬁ.

IlokazaHus K NpUMEHEHHI0
Jleuenne ¥ mpodunakTuka MHGEKLHH, BbI3BAHHBIX JAposokamu Malassezia spp.
(Pityrosporum spp.), Takux Kak ceOOpelHbBIi JepMaTuT U NepxoThb. JleueHue

OoTpyOeBHUIHOTO JiULIast (JIOKAJILHOTO).

IIporuBonoka3anmus
W3BecTHas MOBBILIEHHAs YyBCTBUTEJIBHOCTh K JIFOOOMYy M3 KOMIIOHEHTOB

IIaMITy HSI.

IIpumenenne npu 6epeMeHHOCTH H B MEPHOI IPYIHOI0 BCKAPMJIHBAHHS
AJIEKBaTHBIX M XOPOLIO KOHTPOJIUPYEMbIX HCCIIEN0BAHUM Y GepeMEHHBIX KEHIIUH
M B IEPHON TPYyIHOrO BCKapMJIMBaHUS HE TPOBOAMIIOCH. Ilna3MeHHbIE
KOHLEHTPALMK KETOKOHA30J1a He ObLIM 0OHApY KeHbI MOCiie MPUMEHEHHS HapyKHO
npenapara Huzopan® mwamnyHb Ha KOXy TIOJOBBI HeOepEeMEHHBIX IKSHIIUH.
Kerokona3on oOHapyxuBajicsi B IJa3Me KPOBH IIOCJIE€ HApY)KHOIO HaHECEHUs
mammyHst Huzopan® Ha Bero nmoBepxHoCTh Tena. He M3BeCTHBI PUCKH, CBS3aHHBIE C
npuMeHeHHeM  npernapara Huszopan® B nekapcTBeHHON (opMme IIaMIyHb
JEKapCTBEHHbIH 2 % BO Bpemsi OepeMEHHOCTM W B IE€PUOJ TIPYIHOIO
BCKapMJIMBaHMUSI.

HOCKOJII:Ky BCaChbIBaHHUE KETOKOHA30Jla B CUMCTEMHBIN KPOBOTOK HpeHe6p€)KI/IMO
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Maio, Kakux-J1ndo 3(p(hekToB Ha OepeMeHHbIX JKEHIUH U JAeTel, HaXOIAIIUXCS Ha

I'PYIHOM BCKapMJIMBaHUH, HE 0)KHUIAETCS.
IIpu GepeMeHHOCTH M B MEPHOA IPYAHOTO BCKAPMIIMBAHMS MPHMEHSIOT TOJIBKO B
Cllyyae, eciii MpejroJiaraemMas 1oJyib3a Juiss MaTepd IMPEeBbIIIAET MOTEHIUATbHbIN

PHCK 1JIs TUIoa U pebeHKa.

Cnoco6 npuMeHeHHUsl U 103bI
HapyxHo.

ITonpoctku ¢ 12 sieT U B3pocbie

Ha mnopaxeHHble yyacTKM KOXH HaHecTH mpenapar Husopan® mammnyHb
JIeKapCTBEHHbIN 2 % Ha 3—5 MUHYT, 3aT€eM IPOMBITH BOJIOH.

Jleuenue:

® OTpyOeBUAHBIN JNHILIAN: OAKMH pa3 B JIeHb B TeyeHue 1-3 qHeil;

® ceDOpeHHbIi IepMaTUT U NEPXOTh: [[Ba pa3a B HEJEIIO B TedeHue 2—4 Hellelb.
IIpogunaxkmuxa:

® ceOopelHbIi IepMaTUT U NePXOTh: eXKEHENELHO WiIH | pa3 B JBe HeJlelH.
besonacHocTe U 3ddexkTBHOCTS NpHMeHeHHs npenapara Huzopan® mamnyHs

JieKapcTBEHHbIN 2 % y neteit 10 12 neT He yCTaHOBJIEHBI.

IToGouHoe neiicTBHE

HexenarenbHbIX peakuuid, HabmoAaBIIUXCst y > 1% mauueHToB nocjie HaHeCEeHHs
npenapara Huszopan® B nekapcTeHHO# (opMe MmIaMITyHb JeKapcTBeHHbIH 2 % Ha
BOJIOCHCTYO YacTh IOJIOBbBI HJTH KOXKY, HE BBISIBIIEHO.

[IpuBeieHHbIE HMXKE JaHHBIE CYMMHPYIOT HH()OPMALIHIO 110 MOGOYHBIM d(deKTaMm,
3aperMCTPUPOBAHHLIM B XOJ€ KIMHUYECKUX MCCIIEIOBaHUM, a TakXe JaHHbIE 110
npoduIi0 Oe30MacHOCTH IIpernapara, MOJMyYeHHbIE B XOAE €ro NMpUMEHEHHs B
KJIIMHUYECKOU MPAKTUKE.

[To6ounbie 3ddexTsl CcrpynnupoBaHbl B COOTBETCTBMM C KjaccuduKaluei
OpraHoB u cucteM opraHoB MedDRA (MenuuuHCKuN CI0Baph IS HOPMATHBHO-

IIPaBOBOi JieATeNbHOCTH). KpuTepru OlleHKH 4acTOThl BOSHUKHOBEHHUS MOOOYHBIX
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> dekToB: ouens yacto (> 1/10), yacto (> 1/100 u < 1/10), neuacro (> 1/1000 u

< 1/100), peaxo (= 1/10000 u < 1/1000), o4yens penko (< 1/10000, BkTrOuas
oTheNbHbIE  cooOwenus1). Ilockonbky B MOCTpErHCTPalMOHHOM — MEpUOJE
coO0IIEeHHsT 0 NOOOYHBIX d(heKTax MOCTyNarT B J0OPOBOJLHOM TOPSIAKE H3
NONYJISIMK  HEONpPEJeIEHHOr0 pa3Mepa, JOCTOBEPHO OLIGHHUTh YacTOTy HX
BO3HUKHOBEHHUS HE€ IPENCTABISIETCS BO3MOXXHBIM, B CBSI3M C 4eM JUIsl JaHHBIX
110004YHBIX 3P (HEKTOB yKa3aHO «4aCTOTA HEU3BECTHAY.

Hngpexyuonnvie u napasumapmvie 3abonesanus: newacmo — GONTUKYIHT.
Hapywenus co cmoponer ummynnou cucmemvi: peoko — TOBbIILIEHHAS
4yBCTBUTEIBHOCTD.

Hapywenus co cmoponvl HepsHoil cucmemvl: pedko — HapylIeHHE BKYyCOBOM
4yBCTBUTEJIbHOCTH.

Hapywenus co cmoponul opeana 3penus: neuacmo — NOBBILIEHHOE CJI€30TEUEHHUE;
peoko — pazJipakeHue rias.

Hapywenus co cmoponvi kodcu u nookoxicnvix mkaueil: Heuacmo — ajoleLus,
CYXOCTb KOXH, HapyILlIE€HHE TEKCTYPbl BOJIOC, ChIb, OLIYIIEHUE XIKEHHUS; PeOKO —
yrpeBasi Cbillb, KOHTAaKTHBIM J€PMaTUT, MOBPEXKIACHUE KOXH, LIETYIIEHUE KOXH,
yacmoma HeuseecmHna — U3MEHEeHHe 1iBeTa BOJIOC, KpaliBHHUIIA.

Obwue paccmpoiicmea u Hapywienuss 6 mecme 66e0eHUs: HEYacmo — SPUTEMA B
MECTe HAHECEHMs, pa3/pak€HHE B MECTe HAHECEHHUs, KOXHBIH 3yl B MecTe
HaHECeHMs,  KOXHbIE  peaklMM B  MeCTe  HaHeCeHWs;  pedko - —
TMMEPYyBCTBUTENILHOCTE B MECT€ HAHECEHMs, MyCTYJbl B MECT€ HaHECEHMS;
uacmoma HeuseecmHa — aHrHOHeBPOTHUYECKUN OTEK.

Ecnu moOble U3 yka3aHHBIX B MHCTPYKIHMHU MTOGOYHBIX 3(P(EKTOB yCyryOnsrorcs,
WM OTMEeYaroTcs odble apyrue mnodo4yHble 3((deKThl, He yKa3aHHLIE B

UHCTPYKIIHMH, CIIEyeT HEMEAJIEHHO COOOILUTh 00 3TOM Bpady.

Ilepeno3upoBka
[Ipy npumenennu mnpenapata Huszopan® B nekapcTBeHHON (opMe IIaAMITyHb

HeKapCTBeHHbIﬁ 2 % pa3BUTHS TNEPEOO3UPOBKHA HE IMIPEAIOojaraeTcs, TakK Kak
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npenapar npeJHa3Ha4eH TOJBKO Ul Hapy)KHOro npuMeHeHus. [Ipu ciaydaiiHom

[IPUEME€ BHYTPBb CJICAYET Ha3HAYUTh CUMIITOMATHYECKYIO U MNOAACPKUBAIOIILYIO
TEpaIimro. I[JISI NpeAOTBpAILlICHHA acClpalyyd 3alpeliaeTcsl BbI3bIBAaTh PBOTY HJIHU

HUCII0JIb30BaTh [IPOMBIBAHHUE XKEJTY KA.

B33“M0}leﬁCTBﬂe C APYIr'HMH JIEKAPCTBEHHBIMH CPeACTBAMH
IIaHHLIe [0 B3aUMOJIEUCTBHIO C APYIrUMH  JIEKAPCTBEHHBIMH  Cpe€ACTBaAMHU

OTCYTCTBYIOT.

Ocobble ykazanus

[Ipu WCmonb30BaHMM 1IAMIYHS cleayeT u3berarh MonajgaHus ero B riasa. Ilpu
TIOTaJaHUH 1IaMITyHsl B I71a3a HEOOXOIUMO MPOMBITh HX BOJIOM.

Jlns mpenoTBpallleHus] CHHAPOMa OTMEHBI INPU JUIMTEILHOM MECTHOM JI€YeHUH
KOPTUKOCTEPOUMJAMH  PEKOMEHJyeTcsi IMpOJO/DKaTh MECTHOE IpUMEHEHHE
KOPTHKOCTEPOMIOB B codyeTanuu ¢ Huzopan® mammynem 2 % c¢ mocienyoueii
MOCTENIEHHOM OTMEHON KOPTUKOCTEPOUJIOB B TeYEHHE 2-3 HEIEIb.

Eciu nekapcTBEHHOE CpeICTBO MPHIILIO B HETOJHOCTh MJIH UCTEK CPOK MOJHOCTH —
He BbUIMBAWTE €ro B CTOYHBIE BOJbl U He BbIOpachiBaiiTe Ha ynuily! ITomecture
JIEKapCTBEHHOE CPECTBO B MAKET U MOJ0XKUTE B MyCOPHBIA KOHTEHHEDP. DTH MEPHI

MIOMOT'YT 3aLIUTUTb OKPYIKaIOLIyIO cpey!

Bausinue Ha cmocoOHOCTDH yunpaBjdaTb TPAHCIOPTHBIMH CpeaACTBaAMH,
MEXaHH3MaMHU
HpenapaT HE OKa3bIBaeT BO3JICMCTBUS Ha CIIOCOOHOCTH YIpPaBJIATb aBTOMOOMJIEM H

paboTaTh C TEXHUKOM.



®opmbl BbINycKa

[ITamnyHb NekapcTBeHHBIH 2 %.

[To 25, 60 unn 120 mMn npenapara Bo (p1akoH U3 MONUITHIEHA BHICOKOM MIOTHOCTH
C HaBMHYMBAIOIICHCS KpbllIKOH. OnuH (1akoH BMeCTe ¢ HHCTPYKLHMEH Mo

IIPUMCHCHHUIO B KAPTOHHYO IMAYKYy.

Yci0Bust XpaHeHust
XpaHHUTb Npu Temneparype He Boie 25 °C.

XpaHWUTb B HEJJOCTYITHOM JIJIs ZIETE€H MecCTe.

Cpok roanocru

3 roga. He mpuMeHsITh 1ociie HCTeYEHHs: CPOKa FOIHOCTH.

YcaoBust ornmycka

Otnyckatot 6e3 perernra.

IIpousBoauTe/ib

«sIHccen @apmanestrka HB», benbrus/«Janssen Pharmaceutica NV», Belgium
®dakTHYecKHii apec NPOU3BOACTBEHHOM NJIOIAIKH:

Typuxoyrceser 30, beepce, 2340, Benbrusi/Turnhoutseweg 30, Beerse, 2340,
Belgium

Baiajesien perucTpanHoHHOro yaocToBepeHus/opraHu3anms, NPUHAMAIOMAS
NPEeTEeH3HH NoTpeduTeIei:

00O «JIxxoncon & J[xoHcon», Poccus,

121614, r. Mocksa, yn. Kpbutatckas, 1. 17, kop. 2, en. (495) 726-55-55.

[IpencraBurens Gupmbl

/
CrequanucT 1o perucTpanuu % 5/{20/ A.B. MIBaHueHKO



