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AMOPOJI®WH NAK 019 HOITEN NEKAPCTBEHHbIN 5%

MHCTPYKLIA
110 MEVLIHCKOMY MPUMEHEHMIO NeKapCTBEHHOrO npenapara
NOLEPUI®
LOCERYL®
PerucTpaumonHbiit Homep: M N012558/01
Toprosoe HaumeHoBaHue: floLepun®
MexnyHapoaHoe HenateHToBaHHoe HaumeHoBaHue (MHH): avoponcuH
NekapcTBeHHaa qopma: nak [nA HOrTeil NeKapCTBEHHbINA
Cocras
B 1,0 r npenapara cogepxuTca:
[evicTayioLee BeLyecTBo: aMoponduHa ruapoxnopug - 64,0 Mr, 4T0 COOTBETCTBYET aMoponduHa
OCHOBAHMIO - 57,4 wr.
BeriomorarenibHele BelLecTsa: METUAMETaKpUNaTa, TPUMETUNaMMOHOATUAMETaKpINATa X0pUaa
1 aTnakpunara conomumep [2:0,2:1] - 143,0 mr, TpuaueTwh - 12,0 mr, 6yTunauetar - 57,0 wr,
aTunauerart - 172,0 wr, aTaHon abcomoTHbiil - 552,0 wr.
Onucatve: npo3payHan, GecuBeTHan M No4TY 6eCLBETHAR XUAKOCTb
(apmakoTepaneBTH4ecKan rpynna.
MpoTuBOrpPUBKOBOE CPEACTBO.
Kog ATX (DOTAE16)
(apmakonoruyeckue CBOHCTBa.
MpoTuBOrpUBKOBLIA NpenapaT ANA HapyXHOro npumeHernA. Oka3biBaeT (yHrUCTaTUyeckoe
(hyHrMLMAHOE [eiicTBINe, 00YCNOBNEHHOE MOBPEXAEHIMEM LIMTONNA3MATIYECKOI MeMBpaHbl rpuba
MyTéM HapyLLeHuA B1ocvHTe3a CTeponoB. CHINKAETCA CORepXaHue 3procTepona, HakanvsaeTca
COAAEPXKaHe aTUMYHbIX CTEPUYECKIX HEMMOCKWX CTEPONOB.
ObnapaeT WMPOKMM CMEKTPOM [LEMCTBUA. BbICOKOAKTUBEH B OTHOWEHMM Kak Haubonee
pacnpoCcTPaHeHHbIX, Tak 1 PefKKX Bo3OYAUTENel rpubKoBbIX NOPaXKEHNIA HOTTeN:
[lepmarodutos: Trichophyton spp., Microsporum spp., Epidermophyton spp.
[Lpoxokesbix rpubos: Candida spp., Cryptococeus spp., Malassezia spp. (Pityrosporum spp.)
Mnectesbix rpubos: Alternaria spp., Scopulariopsis spp., Hendersonula spp.
['puos 13 cemeiictea Dematiaceae: Cladopsorium spp., Fonsecaea spp., Wangiella spp.
[Lumopdnbix rpubos: Coccidioides spp., Histoplasma spp., Sporothrix spp.
dapmakoKuHeTMKa
Mpv HaHeCEeHMM Ha HOTTW MPOHVKAET B HOTTEBYK) MNACTUHKY W fanee B HOTTEBOE NOXe
(MpakTU4eCKM MOMHOCTbIO B TeyeHue nepBbiX 24 4acos). eKTUBHAA KOHLEHTpaLMA
COXPaHAETCA B MOPAXEHHON HOITEBOW NNAacTUHKe B TeveHue 7-10 AHewt yxe mocne nepso
annnvkaumn. CuctemHan abeopbLuA HeaHaumMTeNnbHa: KOHLEHTPALWA B NNa3ve HaXOBUTCA Hixe
npefena YyBCTBUTENbHOCTY METOA0B Onpeaenexa (Mexee 0,5 Hr/wn).
lMoka3saHua K npumMeHeHNto
- NIeYeHne rpUOKOBBIX MOPAXEHNA HOTTeNd, Bbi3BAHHLIX AEpMAToUTamMy, APOXKEBbIMA W
MNecHeBbIMM rpubamy;
- NIPOGMNAKTIKA rPUBKOBLIX NOPAXEHNI HOTEN.
MpoTuBonokasaHua
[oBbILWEHHAA YyBCTBUTENLHOCTb K aMOPONHMHY UM NoBOMY 13 KOMMOHEHTOB Mpenapata.
TpumeHeHKe npu GepemMeHHOCTM U B NEPUOA FPYAHOTO BCKapMIMBaHHA
[laHHble 0 MpUMeHeH Y aMopondHa NP 6epeMERHOCTI /UM B NEPUO Py AHONO BCKAPMAMBAHIA
orpaHinyeHbl. VIccnenoBaHiA Ha XVBOTHBIX MOKA3anM Hanuyie PenposyKTUBHOI TOKCHYHOCTH
NPV NepopanbHOM MPUMEHEHUY Npenapara B BbICOKIX 403aX. BBiay KpaiHe HN3KOro CUCTEMHONO
BO3/E/CTBIMA aMOPONGMHA MPY €ro HapyXHOM NPUMEHEHM B (hOPMe Naka ANA HOTTeil CTeneHb
pucka AnA nnoaa HeaHauuTensHa. HenaBecTHo, MPOHUKAET N aMopondyH B rpyaHOe MOMOKO.
BBiay orpanuieHHOCTI AaHHbIX O MPUMEHEHA aMopondvHa Y GepemMeHHbIX 1 KOPMALLWX KEHLLVH,
MPUMEHeHIe npenapara npu 6epemMeHHOCTY 11 B NEPUOL, MPYAHON0 BCKAPMIMBAHWA HE PEKOMEHAYETCA.
Cnoco6 npuMeHeHA 1 A03bl
HapyHo. HaHocwTb Ha nopavkEHHbIe HOMTV ManbLes pyK Wi Hor 1-2 paaa B HeAenio CrieaykoLLyM 06pasoM:

1. [lo npuMeHeHMA npenapara YAanuTb N0 BOMOXHOCTY MOPaXEHHbIE
Y4aCTKM HOFTA (OCOBEHHO C €ro MOBEPXHOCTM) C  MOMOLLbIO
npunaraeMoil NUAKM ANA HOrTed.

2. 3atem NOBEPXHOCTb HOMTA QYUCTUTL U 0663)KI/IpI/ITb npunaraembim
TaMmnoHOM, CMOY€EHHbIM CMIPTOM.

—
N
—

Epel KaxObiM MOCNEdyIoWMM MPUMEHEHVEM Mpenapata HeoBXomuMO Takxke MPOBOAMTL
00paBoTKy NOpaXeHHbIX HOrTe! MANKO W 3aTeM yaanATb OCTABLUMIACA CMIOA Naka CrpTOBbIM
TaMMOHOM.

3. OnycTuTb BCTPOEHHBIA B KPBILLKY annavKaTop BO (NakoH C 1akoM 1
3aTeM aKkypaTHO BbIHYTb €ro, He CTUPaA U3NULLKM N1aka O rop/bILLKO
hnakoHa.

%
260

4.C nomoLpto annnukaTtopa HaHectTW nak POBHbIM CNMOEM Ha BCHO
MOBEPXHOCTb NOPAXEHHOr0 HOrTA.

500
000

b

bILIEONMCAHHYHO MPOLIEAYPY NOBTOPUTD ANIA KAXAOTO MOPAXEHHOTO HOTTA.

i 5. [laTb N1aky BbICOXHYTb B TEUEHME 3-X MUHYT.

6. MpoTepeThb annaukaTop TaMmoHOM, UCMIONb30BAHHBIM AfIA O4UCTKM
o |  HorTA, n3beras npu 3TOM KOHTaKTa 06paboTaHHbIX HOTTEll 1 TamnoHa.
MNOTHO 3aKpbITh (hNIaKOH Cpady Xe Mo OKOHYaHWW MpoLedypbl.
JAcronb3oBaHHbIit TaMMOH BLIGPOCUTS.
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HaHeceHue iekopaTvBHOrO Nnaka AnA HOTTell BO3MOXHO He paHee, Yem yepe3 10 MuHyT nocne
MPYMEHEHIA NeKapCTBEHHOO Naka AnA Horedt Jlouepun®.

TPy MOBTOPHOM NMPUMEHEHNM NeKaPCTBERHONO Naka Jloiepun®, HEOBXOAMMO akKyPaTHO yAaMUTL
C HOrTelt OCTaBLUMIACA AEKOPATUBHLIA NaK, 3aTeM C MOMOLLbIO MpuUnaraembix NAoK obpabotatb
MOPAXEHHbIE Y4aCTKV HOTeV W YAanUTb OCTABLUMIACA CROV Naka CMpTOBbIMM TAMMOHAMM.

0 OKOHYaHWV MPOLIeAYPbI TLLATENbHO BLIMOWTE PyK. B Cnyyae, €Cnv nak HaHOCUNCA Ha HOTTH Ha
pyKax, AOXAUTECH CHA4a/a ero MoHOro BbICbIXaHNA.

locne BbiCbIXaHINA Naka pa3peLLaeTCA PerynAPHOE MbITbe PYK 1 HOT C UCMIONb30BaHVEM Mbina.
Jledenne cnepyet MPOROMKATb HEMPEPLIBHO [0 PereHepauin HOrTA U MOMHOTO M3NeyeHns
MOPaXEHHOro y4acTka.

CpepHAR AMUTENbHOCTb NIEYEHNA COCTABNAET 6 MECALIEB ANA HOTTel Ha pykax v 9-12 mecALes
[NA HOTTeV Ha Horax.

BBMay MeMeHHOro pocTa HOTTEBbIX MAACTMH MepBble MPU3HAKK YMYYILEHMA MOryT CTaTb
3aMeTHbIMM TOMbKO nocne 2-3 MeCALEB NpUMEHeHnA npenapata. [pu OTCyTCTBUM NPU3HAKOB
YAYYLIEHUA MO UCTEYEHUN 3 MECALIEB PEKOMEHAYETCA NPOKOHCY/bTUPOBATLCA C BPAYOM.
Ipumenenue y geteit

KnuHnyeckve fanHble 0 MpUMEHeHIM npenapara y naLveHToB AETCKOro Bo3pacTa oTCyTCTBYIoT,
MI03TOMY He CMeayeT HasHauaTb ero AETAM.

Mo6ouHoe AeitcTBUe

Mpv npvMeHeHMM npenapara JloLepun® HexenatensHble peakuMu OTMEYaloTCA PeaKo. Takve
MOBPEX/AEHVA HOTeN, KaK U3MEHEHe UBETa, PaspyLueHe HOrTeBbIX MNACTYH, OMKOCTb HOTel,
MOryT BbITb CNIEACTBIEM rPUBKOBOTO MOPAXEHNA HOTTEM.

Bee HexenatenbHble peakuui, OTMEYEHHble MpW MpuMeHeHuM npenapata [Jlouepun®,
MPeACTaBNeHbl B TaOMULE HIDKe B COOTBETCTBIM C MPUHATON Knaccuiukaumeid no cuctemam
0praHoB ¥ 4YacToTe BCTPEYaeMocTi: 04eHb yacTto (= 1/10), yacto (= 1100 - < 1/10), Hevacto
(21/1000 - < 1/100), peaxo (= 1/10 000 - <1/1000), o4eHb peako (< 1/10 000), yacToTa HeussecTHa
(He MOXeT BbITb OLIEHEH Ha OCHOBaHIN UMEIOLLMXCA AaHHBIX):

Knacc cucTem opraHoB | Yactora BcTpeyaemocTs HexenarenibHble NekapCTBEHHbIE
peakumm
HapyweHus co cTopoHbl | YacToTa HenssecTHa* Peakuym runepyyBCTBUTENBHOCTM
VIMMYHHO CACTEMbI (cncTemHbIe anneprirveckiie peaLi)
Hapywenus co cToporbl | Peko ToBpexzaeHue HorTei,
KO 11 MOJKOXHBIX 1N3MEHeHve LBETa, OHVXOKNa3nA
TKaHe# (NOMKOCTb HOFTEBOW NNACTUHKMA),
OHYXOPEKCYC (XPYMKOCTb HOrTEBOIA
MNACTUHKM)
OueHb pezko OLuyLLEHIE XOKEHNA KOXN
YacToTa HenaecTHa" OpuTema’, 3ya”, KOHTaKTHbIA
[epMaTuT*, KpanueHuLa®,
06pa3oBaHiie BONAbIpen”

* [lakHble NOCTPEruCTPaLVOHHbIX HaBnioneHMit

Ecnm nobble 13 ykasaHHbIX B MHCTPYKLMM MOGOYHBIX 3ddeKTOB YeyrybnaloTeA, Ui 0TMeYatoTcA

niobble Apyrite No6OYHble 3MEKTHI, He YKa3aHHbe B WHCTPYKLMM, CMIEAYeT HeMeAneHHo

c006LWMTb 06 3TOM Bpayy.

MepenosupoBka

My HapyXXHOM MpUMEHeHUM Tpenapata passiATAE CUCTEMHbIX MPU3HAKOB Mepemo3ipoBKM He

OXIBAeTeA.

Mpn cnyyaitHom MpornaTbiBaduy npenapata  HEOOXOAMMO MPOBECTU  COOTBETCTBYIOLLYIO

CUMNTOMATUYECKYIO Tepanuio.

BaaumopeiicTBue C APYTUMUM NeKaPCTBEHHBIMU CPEACTBAMM

He ycTaHoBneHo.

Ocobble ykasaHuA

- NUMKK, CNONb30BaHHbIE ANA 06paboTkin NOPaXKeHHbIX HOMTEN, He CrepyeT Uenonbaosarb AnA
06paboTky 340POBbIX HOTEN;

- nMua, paboTalolume ¢ OpraHnieckvMA pacTBOPUTENAMY, SOMKHbI HaJeBaTb HeNMpOHULAeMble
nepyaTky ANA 3aLMTbI HOTTEl, MOKPBITBIX 1aKoM;

- BO BPEMA NIeYEHIA CNeayeT aberaTb 1CroNnb3oBaHNA HakNaaHbIX NCKYCCTBEHHbIX HOMTEV;

- Mpenapar COAePXUT 3TaHOM, MO3TOMY CMMALIKOM YaCTOe WNM HEnpaBuibHOE Ero HaHeceHue
MOXET NPVUBECTI K NOABNEHIIO PA3APAXEHUA MM CYXOCTH KOXI BOKPYT HOTTA;

- He CMIeAyeT HaHoCuT nak Jlowepun® Ha KXy BOKPYr HOFT;

- TaMMOH COAEPXWT NErKO BOCTNAMEHAIOLLEECA BELLECTBO.

Cnepyet u3beratb nonafaxua naka B rnasa, ylwu 1 Ha cauancTble 060n04KK. Mpi nonagaxum

naka B rnasa HEOOXOAMMO HEMESNEHHO MPOMbITb WX BOROW. [MauveHTam C COCTORHWAMM,

npespacnonararoLLMy K pasBiTHIio rpUOKOBbIX OPaXEHWi HOrTell (HapyLLEHIe neputepuyecKoro

KpOBOOBPALLEHIA, CaxapHblil AMabeT, MMMYHOLEULIMTSI), @ TaKxKe nauneHTam ¢ AMCTpotuel

HOTTA WNM Pa3pylueHHOM HOMTEBOM MNACTWHKOM, NCOPMasoM MM APYrAMI  XPOHUYECKUMA

3a60n1eBaHNAMM KOX CnepyeT 0BpaTUTLCA K Bpavy.

B cnyyae, ecnvt paspylienvio wan rpubKoBOMY MOPaXeHMio noasepxeHo Gonee 2/3 HorTesoil

MNaCTUHKY, HEOOXOAMMO Takxe O0paTWTbCA K Bpayy MANA Ha3HaYeHMA COMyTCTBYOLEH

nepopasbHov Tepanii.

[pv BOSHUKHOBEHA CUCTEMHBIX WA MECTHBIX NNepriAYeckilX PeakLui nocne HaHeceHuA naka

Touepnn® cneayeT HeMeaneHHo NPeKpaTUTb €ro MpUMeHeRve i 0BpaTUTLCA K Bpady. Mcnons3ya

XMAKOCTb BNA CHATUA Naka, HeoBXOAMMO YAANUTL Mpenapar ¢ HorTeil. He cnepyet HaHocuTb

npenapar noBTOPHO.

Bruarme Ha cnoco6HOCTb YNpaBRATL TPAHCMIOPTHBIMK CPEACTBAMM, MEXaHU3MANM

Mpenapat He OKaabIBaeT BMMAHMA Ha CMOCOBHOCTb K YNPaBNEHIIO TPAHCTIOPTHbIMI CPeACTBaMM

11 paboTe ¢ MexaHuamami.

®opma BbinycKa

Jlak AnA HorTei NekapcTBEHHbIA, 5 %

02,5 M71115 M7 BO (haKoH 13 TEMHOO CTeKna C NAaCcTUKOBOI OTKPYHVBAIOLLEICA KPbILUKOI, MMEtOLLE

BCTPOEHHbI/ aNMIKaTOP, ¥ BKMabILLEM 13 NONMEPHONO MaTepiana, MPeAoXPaHAIOLLIM Mpenapar ot

BbICbIXaHVA. Kavablii (hnakoH BMECTE C MHCTPYKLIEN N MpiMeHervio, 30 TamnoHami, CMOYEHHbIMM

1130MPOMVNIOBLIM CTIMPTOM, (B TEPMETIYHO 3aNarHHbIX KOHBEPTAX U3 NTAMVHIPOBAHHON anioMHINeBOM

honbru) 11 30 MnKamy MOMELLAIOT B KAPTOHHYHO KOPOBKY C KOHTPONIEM NEPBOTO BCKPLITAA.

CpoK rogHoCTH

3ropa.

He ncnonb3osarb N0 MCTEYeHINN CPOKa FOAHOCTY.

Yenosua xpaHeHus

Mpyn Temnepatype He Bbilue 30 °C.

XpaHuTb B HEROCTYMHOM ANA AeTeit MecTe!

Ycnosua otnycka

Otnyckatot 6e3 peuenTa

Mpou3ssoputenn

TNabopatopu Manaepma, GpaHuya,

3oH VikaycTpuens, MonTagaup,

74540 Anbbu-ctop-LLiepan, GpaHums.

[llepxatenb perucTpaLnoHHoro YA0CTOBEPEHNA:

lanpepma CA

Llenepger 10, 6300 Llyr, LLiseiiapua

Opraxu3auma, NPUHMMaloLLAA NPeTeH3uM OT noTpedutenei:

000 «TAJIIEPMA», Poccua

123112, Mocksa,

1-it KpacHorsappelickuit npoesp, 4. 15,

aTax 34, oguc 34.01

Ten.. +7 (495) 540-50-17

E-mail: PV.Russia@galderma.com
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