UHCTPYKLUS
10 HpI/IMeHeHI/I}O J'IeKapCTBeHHOFO npenapaT a JId MCOAUIINHCKOT'O HpI/IMCHCHI/Iﬂ
JIOLIEPMJI ®

Perucrpauuonnsiii Homep: [T N012558/01

Toprosoe Ha3BaHUe NMpenapara: HouepI/m®

Me:xnyHapoaHoe HenaTeHToBanHoe Ha3Banue (MHH): amopondun
JlekapcTBeHHasi gopma: J1ak Juisi HOITei

COCTAB
B 1,0 r mpenapara conepkuTcs:
Jeiicmeyrowee  ewpecmeo: amopoiiuHa ruUApOoxIOpHA - 64,0 Mr, YTO COOTBETCTBYET

amopoJii(hrHa OCHOBAHUIO - 57,4 MT.

Bcnomocamenvhvie  sewjecmea:  METHIMETAaKpWIaTa, TPUMETHIIAMMOHHOATHIMETaKpHUIaTa
xJopuaa u dtuiakpuiara comosmmep [1:2:0.2] - 143,0 mr, tpuanetus - 12,0 Mr, Oyruianerar -
57,0 mr, stunanerat - 172,0 mMr, 3TaH0a a0COTIOTHBIN - 552,0 M.

OITUCAHME: npo3paunas, OecliBETHas WJIHM IMOYTH OCCIIBETHAS YKUIKOCTh

DPAPMAKOTEPAIIEBTUYECKAS I'PYIIIIA.
[TpoTuBOrpNOKOBOE CPENCTBO.
Kon ATX (DO1AE16)

DOAPMAKOJIOI'MYECKOE I[EFICTBI/IE.

[TpoTHBOrpUOKOBEIHA Mpenapar i Hapy>KHOTO npuMeHeHHs. OKa3bIBaeT (PyHTUCTATUYECKOE U
q)YHFI/II_II/I)IHOC HeﬁCTBHC, O6YCJ'IOBJ'ICHHOC MOBPECKKACHUEM LII/ITOHJ'IEBM&TI/I‘ICCKOﬁ MeM6paHLI
rpuba myTéM HapyueHuss OuocuHTe3a cTeposioB. CHMXKaeTcs CcoJep)kaHue »sprocreposa,
HAKaIImBaceTCd COACPIKAHUC ATUITNYHBIX CTCPUYCCKUX HCIJIOCKUX CTCPOJIOB.

O06namaer MIMPOKHUM CIIEKTPOM JIEUCTBHUS. BBICOKOAaKTHBEH B OTHOIICHMM Kak Haubosee
pacrpoCTpaHEHHBIX, TaK U PEIKUX BO30yaAnUTENEl TpHOKOBBIX MOPAaKEHNH HOTTEH:
Hepmarodutos: Trichophyton spp., Microsporum spp., Epidermophyton spp.

Hpoxokerbix rpubos: Candida spp., Cryptococcus spp., Malassezia spp. (Pityrosporum spp.)
[necueBbix rpuboB: Alternaria spp., Scopulariopsis spp., Hendersonula spp.

'puboB u3 cemeiictea Dematiaceae: Cladopsorium spp., Fonsecaea spp., Wangiella spp.
Jumopdueix rpudos: Coccidioides spp., Histoplasma spp., Sporothrix spp.

GOAPMAKOKMHETHKA

IIpy HaHeceHMM Ha HOITH NPOHUKAET B HOITEBYIO IUIACTMHKY M Jlalie€ B HOITEBOE JIOXKE
(mpakTHYECKH TOJHOCTHIO B TeueHHEe MepBbIX 24 dacoB). DddeKTUBHAS KOHIIEHTPAIUSI
COXpaHsETCS B MOPAXEHHOM HOITEBOW IUIACTMHKE B TeueHue 7-10 nHeil yxxe mocne nepBou
anmukanun. CucreMHast abcopOIus He3HAUUTENbHA: KOHIIEHTPAIIHS B IJIa3Me HAXOUTCS HUKE
mpeJiena YyBCTBUTEILHOCTH METOIOB omnpeneieHust (MeHee 0,5 HI/ mi).

ITOKA3AHUA K IPUMEHEHHWIO
- JIe4eHHEe TPUOKOBBIX MOPaKEHUN HOTTEH, BHI3BAHHBIX JAepMaTOPUTAMU, APOKKEBBIMU U
IUIECHEBBIMU IpUOaMH;
- npoduiIakTUKa rpuOKOBBIX MOPAXKEHHUH HOTTEH.

INPOTUBOIIOKA3AHUA
[ToBbIIeHHAst YyBCTBUTEIBHOCT K aMOPOJIpUHY WK JTI000MY U3 KOMIIOHEHTOB IIpernapara.



HNPUMEHEHUE IIPU BEPEMEHHOCTU U B HNEPHUOA TIPYJIHOI'O
BCKAPMJUIMBAHUA

BBuy OrpaHM4eHHOCTH NaHHBIX O MPUMEHEHHH aMoposipuHa y OCpEeMEHHBIX M KOPMSIIIHX
JKEHIIMH, IPUMEHEHHE Mpenapara npu 6epeMeHHOCTH U B MIEPUOJ TPYIHOTO BCKAPMIIMBAHUS HE
PEKOMEHIYETCSL.

CIIOCOb IPUMEHEHMUSA U 103bI
Hapyxno. Hanocuth Ha mnopak€HHbIE HOTTH NajlblleB PYK WM HOr 1-2 pa3a B Hemeo
CIeIyIOIUM 00pa3oMm:

1. Jlo nmnpumeHenuss mpemnapara YIaIUTb 1O  BO3MOXHOCTH
MOpaKEHHBIC YYaCTKH HOTTSA (OCOOEHHO C €ro IMOBEPXHOCTH) C
IMOMOIIBIO ITPUJIAraeMOM NUJIKY U1 HOTTEH.

TaMIIOHOM, CMOYCHHBIM CIIMPTOM.

%
2. 3areM MOBEPXHOCTHh HOTTSI OYUCTUTH U 00E3KUPHUTDH MPHIIAraeMbIM
(;; ;

Hepe[[ KaXIAbIM IMOCJIICAYIOIIUM IMPUMCHCHUEM IIpCriapara HGO6XOI{I/IMO TAaKXE IMPOBOJIUTH
o6pa60TI<y IOPAKCHHBIX HOTTEH IMUJIKOH U 3aTeEM YAAIATDb OCTaBIIMKCSA CJIOH JIaka CIIMPTOBBIM
TaMIIOHOM.

3. OmycTuTh anmuMKaTtop BO (UIaKOH C JIAKOM U 3aT€M aKKypaTHO
§ BBIHYTb €0, HE CTUpasi U3JIUIIKH JaKa O TOPJIBIILIKO (piakoHa.

N

4. C MMOMOIIIBIO aIlIIJINKATOpa HAHCCTU JIAK POBHBIM CJIIOEM Ha BCHO
MMOBEPXHOCTH IMOPAKCHHOT'O HOI'TA.

BBIIJ_IGOHI/ICQ.HHyIO npouecaypy noBTOpUTh JJIS KaKAOTO HOpa)KéHHOFO HOTTA.

™

(T 6. IIpoTrepeTh anmmuIMKATOp TAMIIOHOM, HCIIOJIB30BAHHBIM IS OUUCTKH
N HOTTs, u30eras INpH 3TOM KOHTakTa OOpabOTaHHBIX HOITEH U
tamnoHa. [ImoTHO 3akpbITh (rakoH cpa3y e MO0 OKOHYaHHH

nporuenypsl. Mcrnonb30BaHHBIN TaMIIOH BBIOPOCHTS.

5. JlaTb n1aKky BBICOXHYTh B T€YEHUE 3-X MUHYT.

Hanecenne nekopaTHBHOTO Jiaka /JJig HOI'T€l BO3MOXHO HE paHee, 4yeM depe3 10 MUHYT mociie
. ®
MPUMEHEHUS JIaka Juisi Horren Jlonepun

IIpy MOBTOPHOM NPUMEHEHHH JIaKa Houeppm®, HEO0OXOJUMO aKKypaTHO YIaJUTh C HOITEH
OCTaBILIMICS JEKOpPAaTUBHBIA JaK, 3aTeéM C IMOMOUIbI0 MpHJIaraéMbIX IHUJIOK 00paboTarh
[IOPAKEHHBIE YYACTKU HOI'TEN U YAAIUTh OCTABIINKCA CIIOM JIaKa CIIMPTOBBIMU TaMIIOHAMMU.

ITo oxoH4YaHMM IpoLEeAypPHI TIIATEIBHO BBIMOWTE PYKH. B ciydae, eciau Jlak HAaHOCHIICS Ha HOT'TH
Ha pyKax, JOKIUTECh CHA4YaJla €ro IOJIHOIO BbICHIXaHUS.

ITocne BBICBIXaHHUS JIaKa pa3penIacTcs PEryJIIPHOE MBIThE PYK M HOT € UCIIOJIb30BaHUEM MbLIA.



JleyeHue cinepyeT MpoJoJKaTh A0 PEreHepaluy HOITA M IOJIHOTO H3JIEYEHUs NOpPakKEHHOTO
ydyacTka.

Cpenssist JIMTEIBHOCTD JICYEHHS COCTABIIAET 6 MECSILEB JUIsl HOITEl Ha pykax u 9-12 mecsues
JUIs HOT'TEeH Ha Horax.

BBuny MeieHHOro pocra HOITEBBIX IUIACTHUH IEPBbIE MPU3HAKU YIYYIIEHUS MOIYT CTaTh
3aMEeTHBIMM TOJIBKO Iociie 2-3 MecsleB NpuMeHeHus npenapata. [Ipy oTCYyTCTBMM HpPU3HAKOB
YJIy4IIEHHUS TI0 UCTEYEHUH 3 MECSLIEB PEKOMEHYETCS IPOKOHCYJIBTUPOBATHCS C BPAYOM.

Ilpumenenue y oemeit
Knuauueckue JnaHHble O MPUMEHEHHM IIpenapara ) nayueHmos O0emcKoz20 603pacma
OTCYTCTBYIOT, IIO9TOMY HE CIE1yeT Ha3HauaThb €ro ACTAM.

IMOBOYHOE JIEMCTBUE

IIpyu mpuMeHeHn: npenapara JIomeprI® HeXelaTeIbHbIe PeaKIUd OTMEYaloTcs peaKo. Takue
MOBPEK/JCHHUS HOTTEH, KaK HM3MEHEHHE IIBETa, pa3pyllIeHHWE HOITEBBIX IUIACTHH, JIOMKOCTh
HOTTEH, MOTYT OBITh CJICJICTBUEM IPUOKOBOTO TIOPAYKEHHSI HOTTEH.

Bce HeKenaTenbHbIC PEAKIHMH, OTMEUCHHbIC NpH NPUMEHCHHH mpemnapara Jlowepui”,
NPE/CTaBICHBI B TAOJUIIC HIKE B COOTBETCTBUU C TPUHATON KiaccH(HKaUed Mo cucTteMaM
OpPTraHOB M YaCcTOTE BCTPEYAEMOCTH: O4eHb yacTo (> 1/10), gacro (> 1/100 - < 1/10), neyacro (>
1/1000 - < 1/100), peaxo (> 1/10 000 - <1/1000), ouens peako (< 1/10 000), yacToTa HEU3BECTHA
(He MOXeT OBITh OIICHEHA Ha OCHOBAHUU UMEIOIIUXCS JaHHBIX ):

Knacc Yacmoma Heowcenamenvnuie nexapcmeennuvle peakyuu

cucmem ecmpeuaemoc-

op2anos mu

Hapymenns | Yacrora Peakuuu runepyyBCcTBU-TENBHOCTH (CUCTEMHBIE alNIEPrUYECKUe

CO CTOPOHBI | HEM3BECTHA® | peakuumn)*

UMMYHHOH

CHCTEMBI

Hapymenus | Penko [ToBpexienne HOTrTel, U3MEHEHUE 1IBETA, OHUXOKJIA3Hs

co ctoponsl | (>1/10 000 — | (JIOMKOCTH HOT'TE€BOM TTACTUHKH), OHUXOPEKCUC (XPYIKOCTh

KOXHU U < 1/1000) HOT'TEBOM TTACTHHKN)

NOAKOXKHBEIX | OueHb penko | OurylieHne xKeHus KOXU

TKaHen (< 1/10 000)
Yacrora Opurema*, 3ya*, KOHTakTHBIA JepMaTUT®, KpamuBHUIA®,
HeusBecTHa®™ | oOpazoBaHMe BOJIbIpEi™

* JlaHHBIE MOCTPETUCTPAIIMOHHBIX HAOIIOIEHUH

Ecniu mroOble M3 yKa3aHHBIX B HWHCTPYKUUU TMOOOYHBIX 3()QPEKTOB yCYryOnstoTcs, WU
OTMEYaloTCsl JII0ObIe JIpyrue mnoOouHble 3¢ (EeKThl, HE yKa3aHHble B HHCTPYKLUH, CIEIyeT
HEMEJJICHHO COOOIIUTH 00 TOM Bpady.

MEPEJO3UPOBKA

ITpu Hapy>XKHOM NPUMEHEHUM IpenapaTa pa3BUTHUE CUCTEMHBIX NPU3HAKOB MEPEAO3UPOBKH HE
OKUJIAETCS.

[lpu cnydailHOM [pPOTJaThIBAHMM Mpernapara HeoOXOIUMO MPOBECTH COOTBETCTBYIOILYIO
CUMITOMAaTUYECKYIO TEpAIHIO.

JEKAPCTBEHHOE B3AUMOJIEMCTBHUE
He ycranosneHo.



OCOBBIE YKA3AHUSA

- TIMJIKH, MCIIOJIb30BaHHbIC JJIsI 00paOOTKH MOPaXEHHBIX HOTTEH, HE CIeIyeT MCIIOJIb30BaTh
U1 00pabOTKH 3JOPOBBIX HOTTEH;

- Jmna, padoTarole ¢ OPraHnYeCKUMH PaCTBOPHUTEIISIMY, TOJDKHBI HaJIeBaTh HEITPOHHUIIAEMBbIE
MEepYaTKU IJId 3alllUThI HOI‘TGfI, IOKPBITBHIX JIAKOM;

- BO BpeMs JICYCHHs ClieyeT u30eraTh NCIIOJIb30BAHMUS HAKIAHbIX HCKYCCTBEHHBIX HOI'TEH;

- Tpemnapar COAEPXKHUT 3TAHOJI, IIO3TOMY CJIMIIKOM 4YacTO€ WJIM HEMPaBUIbHOE €ro HAaHECCHUE
MOET MPUBECTH K MOSBICHUIO Pa3IPAKCHUS UM CYXOCTH KOXKH BOKPYT HOTTS;

- TaMIOH COJCP>KUT JIETKO BOCIUIAMEHSIOINEECsS BELIECTBO.

Crnenyer m3berate monajgaHus Jlaka B IJ1a3a, YIIUM U Ha CIM3UCTBIE 000704kH. [Ipn momamanuu

JJaka B TJia3a HCO6XOI[I/IMO HCMCIJICHHO IIPOMBITH HX BOI[OfI. HaL[I/IeHTaM C COCTOsAHHAMHU,

NpeApacnoiaraloMMi K Pa3BUTHIO TPUOKOBBIX  IMOpPaKEHMH  HOTTEH  (HapylIeHue

nepuepuyeckoro KpoBooOpalleHus, caxapHbldi 1uabeT, WMMYHOAC(HIMTHI), a TaKKe

NalnyeHTaM C JUCTpOoHel HOTITS WM Pa3pyIIEHHON HOTTEBOH IUIACTUHKOH, IICOPHA30M WM

JPYTUMU XPOHUYECKUMH 3a00JIEBaHUSIMU KOXKH CIIEYET 0OpaTUTHCS K Bpady.

B ciyuae, ecnu paspylieHHIO WM IPUOKOBOMY MOPa)KEHUIO MOJBEPXKEHO Oosee 2/3 HOrTeBOM

IIJTaCTUHKU, HCO6XOILI/IMO TaK¥XKEC O6paTI/ITI)C$[ K Bpady 1 Ha3HAYCHHA COHYTCTBYIOHICf/i

HepopaIbHOM Tepanuu.

HpI/I BO3HUKHOBCHHWHN CHUCTCMHBIX M MCCTHBIX aJUICPrHYCCKUX peaKHI/If/'I CJICAYyCT HCMCIJICHHO

TPEKPATHTh NpUMEeHeHHe naka Jlouepun® u oBpaTHThCs K Bpady. MCIOTB3Ys KHAKOCTH s

CHATHA JIaka, HEOOXOAMMO yJalMTh Ipernapar ¢ Horred. He ciemyer HaHOCHTBH mpemapar

HOBTOPHO.

®OPMA BbIITYCKA

Jlak mnst Horrew, 5%.

ITo 1,25 mi, 2,5 Ma 1 5 M BO (JIaKOH M3 TEMHOTO CTEKJIa C MJIACTUKOBOM OTKpydMBarouiencs
KPBIIIKOM, MMEIOIIEH BCTPOCHHBIM aNIUIMKATOpP, W BKJIAJBIIIEM W3 ITOJMMEPHOIO MaTepHala,
NPEJOXPAHSIONIMM Ipenapar OT BbIChIXaHMA. Kaxaplil (1akoH BMecTe ¢ HHCTPYKLHUEH o
npuMeHeHuto, 30 TamMmoHaMu, CMOYEHHBIMH M3OIMPONUIOBBIM CHUPTOM, (B TE€PMETHYHO
3anasHHbIX KOHBEPTaX W3 JAMUHUPOBAHHOH amoMUHMEBOH (onbru) u 30 nuikamMu MOMeIaoT B
KapTOHHYIO KOPOOKY ¢ KOHTPOJIEM MEPBOTO BCKPBITHSI.

CPOKI'OJHOCTH
3 roga. He ucnonp30Bate 10 HCTEYEHUH CPOKA TOJHOCTH.

YCJIOBUSA XPAHEHUSA
[Tpu Temneparype He Boime 30 °C.
XpaHUTh B HEJIOCTYITHOM 1711 ieTei mecre!l

YCJIOBHUSA OTIIYCKA U3 AIITEK
bes penenra

HA3BAHUWE U AJIPEC IPOU3BOJIUTEJIA:
Laboratoires Galderma, France,

Zone Industrielle Montdesir,

74540 Alby sur Cheran, France.

JlaGopatopuu I'annepma, @pannus,
3on Uuayctpuens, MoHTaE3MD,
74540 Ans6u crop Lllepan, @panuus.



BJAJEJIEIL PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA B POCCUMN:
Galderma SA, Switzerland
Zugerstrasse 8, 6330 CHAM Switzerland

I'annepma CA, HIBelinapust
Lyrepmrpacce, 8, 6330 CHAM, lIseituapus

IIperen3un norpeduTe el HANPABJATH 10 aJApecy:

000 «"angepmar»

Poccus, 125284, MockBa, JlennHrpaackuii npocnekT, A.31A, ctp.1
Ten./dpaxc: + 7(495)540-50-17



