COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 11.06.2024 N2 11631
MHCTHYKIUANOCTENOBATENBHOCTS 0003)

10 MEJUIIUHCKOMY TITPUMEHEHUNIO JIEKAPCTBEHHOI'O ITPEITAPATA
AKPUJEPM I'K

PerncrpauuoHHblii HOMep:

Toprosoe HanmeHoBaHue npenapara: Akpuaepm ['K

MexayHapoaHOe HeMATEeHTOBAHHOE HA3BAHNE WJIH IPYNNIMPOBOYHOE HA3BAHHE:
beramerazon + ['entamunun + Kinorpumazon

JlekapcTBeHHas (popMa: Masp U1 HAPYKHOTO PUMEHEHMS

Cocras:

100 r Ma3u conepxar:

Oelicmsyowue  geujecmeqa: OeTaMeTa3oHa JUMNPONHOHAT (OeTaMeTa3oHa  JUIPOIHOHAT
MUKpOHM3UpOBaHHbIN) B nepecyere Ha 100 % BemectBo — 0,064 T, uro skBHUBasieHTHO 0,05 T
Oeramera3oHa, reHTaMHIMHA cylnbdar* B mepecuere Ha reHTamunuH — 0,1 T, KIOTpUMAa30l B
nepecuere Ha 100 % BemectBo — 1 T;

gcnomozamenvHhvle gewecmaa: IPONInaparuJpokcuoen3oar (Huna3on), napaduH >KuIKun
(Ba3eIMHOBOE MAacIo0), H30MPOIMUIMUAPHUCTAT, Ba3EIIHH.

*- TeopeTnueckoe COJEp)KaHWE TeHTaMUIIMHA Cyib(dara, skBuBaseHTHoe 0,1 T TeHTaMHIMHA,

coctaBusaeT 0,1667 T.

Onucanue. [lonynpo3paunas Ma3b 0€10ro Win MouTu OEI0ro LBETA.

dapmakoTepaneBTHYecKasi IpPynna: KOPTUKOCTEPOUIbI, NPUMEHSIEMble B JEpPMaTOJOTHH;
KOPTUKOCTEPOUIbl B KOMOHMHAaMU C aHTHOMOTUKAMHU; KOPTHKOCTEPOHIBI C BBICOKOU
AKTUBHOCTHIO B KOMOMHAIIUY C aHTHOMOTHKAMH.

Kox ATX: D07CCO01

DapMaKoJIOrHYecKue CBOMCTBA

dapMaKkoAUHAMHKA

KomOuHMpoBaHHbIH Ipenapar A1 HapyKHOTO IPUMEHEHUS.

Ma3p Axkpuzepm I'K couweraer B cebe NpOTHBOBOCHANUTENBHBIA, MPOTHUBO3YAHBIHI

OPOTUBOAJIEPIUYECKH M aHTHUAKCCYIaTuBHBIM 3(ddexr rmoxokoprukoctepouna (I'KC)



COOTBETCTBYET KCNEPTHOMY OTYETY
ot 11.06.2024 W= 11631
OerameTa3oHa IUIPONHMOHATA C MPOTUBOTPUOKOBOM aﬂﬂfﬂﬁo@%%ﬁoﬁ%ﬂﬁﬂbﬁ%-rﬁ gn/'rb;) UM

AQHTHOAKTEPUAITLHBIM JICHCTBHEM IeHTaMHIIMHA CYJb(daTa.

Knorpumazon oOkas3plBaeT MPOTHBOIPUOKOBOE [EHCTBHE 3a CYET HapylmIeHWs CHHTE3a
IProcTepuHa, SIBIISIOUICTOCS COCTABHOW YacCThIO KJIIETOYHOW MeMOpaHbl TpUOOB. AKTHBECH B
otHomenun Trichophyton rubrum, Trichophyton mentagrophytes, Epidermophyton floccosum,
Microsporum canis, Candida albicans, Malassezia furfur (Pityrosporum orbiculare).

['eHTaMHIIMH ~ SBISICTCS  QHTUOMOTHKOM  IMUPOKOTO  CIIEKTpa  JCWCTBUS W3  TPYIIIBI
AMHUHOTJIMKO3HUIOB. JleHiCTBYeT OaKTEpUIIUIHO U OOCCIeYrBaeT BHICOKOA(P(EKTUBHOE MECTHOE
JICUCHHE TICPBUYHBIX U BTOPUYHBIX OaKTEpHUATbHBIX MH()EKIUN KOXXH. AKTUBEH B OTHOIICHHH
rpamoTpunaTenbHbeIx Oakrepuii: Pseudomonas aeruginosa, Enterobacter aerogenes, Escherichia
coli, Proteus vulgaris u Klebsiella pneumoniae; rpammonoxxuteabHbIx OakTepuii: Staphylococcus
aureus (Koarysas3a-moJIOKUTEIbHbIE, KOaryja3a-oTpUIaTeIbHbIE W HEKOTOPBIE IITAMMBI,

IPOAYLUPYIOLNE NEHUIUIUIMHAZY ).

DapMaKOKHHETHKA

[Ipn HakoXXHOM TPUMEHEHHWM TIperapara B TEPaleBTUYECKUX J03aX TpaHCIAepMalIbHOe
BCaChIBaAHHUC IIGfICTByIOH.[HX BCIICCTB B KPOBb OUCHb HC3HAYUTCIILHOC. HpI/I AlIJIMKAal Ha KOXY
WHTEHCHUBHOCTh BCAChIBaHUS OeTamMeTa3OHa 3aBUCHUT OT COCTOSHMS SMUIACPMAIBHOTO Oapbepa
(BocmaszieHMe M KOKHble 3a00JIeBaHMs MOBBIIIAIOT BcachbiBaHue). [IprMeHEeHNEe OKKIHO3MOHHBIX
MOBSI30K TMOBBIIIAET TPAHCIEPMaJIbHOE BCachlBaHWE OeTaMeTa30Ha M T€HTAaMUIMHA, YTO MOKET

IIPUBOJAUTH K YBCIIMYCHUIO PUCKA Pa3BUTHUA CUCTCMHBIX MOOOYHBIX Bq)(beKTOB.

IToxka3zaHus K NPUMEHEHHIO

JlepMaTo3bl, OCIOXHEHHble WHQEKUUSAMM, BbI3BAaHHBIMM YYBCTBUTEIBHBIMU K IIpenapary
BO30yAMUTENAMHU, WIM TpPU MOAO3PEHUHM Ha Takue HHQEKIUH, B TOM 4YHCIE - HPOCTOM MU
QICPrUYECKU IEpMATHUThI, aTOMWYeCKHid nepMaTHT (B T.4. Aup(y3HBINA HEHpoaepMur),
OTpaHMYEHHBIH  HEHPOJAEPMUT, DHK3€Ma, JI€PMATOMHUKO3bl  (IepMaTopUTUH, KaHIUI03,
Pa3HOLBETHBIN JHUINAl), 0COOEHHO MPH JOKAIU3ALMK B MMaXOBOM 0071aCTH U KPYIHBIX CKIAaJKax

KOKH; IPOCTOM XPOHWYECKU NUIIail (OrpaHMYEHHBIA HEHPOAEPMHUT).

IIpoTuBOoNMOKa3aHus

[ToBhIlIeHHAs! 4yBCTBUTENBHOCTH K O€TaMeTa30Hy, TeHTaMULIMHY, KIIOTPUMA30Iy U K JTI000MYy
U3 BCIIOMOTATEJbHBIX BEIIECTB, BXOAIIMX B COCTaB Mperapara; TyOepKyJe3 KOXKH, KOXKHbIC
MPOSIBIICHUS CU(UIIHICA, BETPSHAS OCTIa, MPOCTOM Tepriec, KOKHbIE TOCTBAKIIMHAILHBIC PEaAKIIUH,

OTKPBITHIE PaHbI, IETCKUN BO3pacT (10 2 JeT).
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C 0CTOPOKHOCTHIO
bepemennocth (ocobenno I tpumectp). Jlerckuit Bo3pact ot 2 10 18 net. JlnurensHoe JeUeHHE,
NPUMEHEHHE Ha OOJIBIINX YYaCTKaX KOKU WM IIPU HAPYIICHUH [IEJTOCTHOCTH KOKHBIX TOKPOBOB,

MCTIONIb30BaHNE OKKITFO3MOHHBIX MOBS30K (OCOOEHHO y JIeTeit).

IIpumenenne npu 0epeMEHHOCTH M B IIEPHOJ I'PYAHOI0 BCKAPMJIMBAHHA

Bo Bpemst 6epemenHOCTH (0cOOeHHO B | TprMecTpe) MecTHOe MPUMEHEHHE Ma3h y OepeMeHHbIX
JIOTIYCKaeTCsl TOJIbKO B TEX Cllydasx, KOTAa Ipeanosaraemas 1ojib3a A MaTepu IpPEBbIIIAET
NOTEHUUANbHBIA pUCK I IUIoAa. B Takux ciydasXx HNpUMEHEHHue Ipenapara JO0JKHO ObITh
HENPOOJKUTENIBHBIM U OrpPaHUUYUBAThCS HEOOJIBIIMMHU YYaCTKAMU KOKHBIX IIOKPOBOB.

He wn3BecTHO, BBIIEIAIOTCSA M KOMIIOHEHTHI IIpemnapara ¢ IpyAHbIM MojokoM. [loatomy npu
HazHadeHun Ma3u AxpuzaepM 'K B mepuop jakrauuym peKOMEHIYETCsl MPEKpalleHue rpyaHOoro

BCKapMJIMBaHUs.

Cnoco6 npuMeHeHus U 103bI

Hapy:xHo.

Masp Axpunepm ['K cienyer HaHOCUTH TOHKUM CIIOEM Ha BCIO MOPAKEHHYIO OBEPXHOCTh KOKHU
U OKPY’KaIOIIyI0 TKaHb JBa pa3a B JIEHb - yTPOM M Ha HOYb. [t oGecnieuerns 3¢ppekTuBHOCTH
nedyeHust Ma3b Axpuaepm I'K Heo6xo1umMo npuMeHsTh peryssipHo. [IpoaomKUTeIbHOCTD TepaIiy
3aBUCHUT OT pa3Mepa U JOKAIU3aLNUU MOPAXKEHUS, a TAKXKE, PEaKIMHU NallueHTa.

Eciy kIMHMYECKOE yiydllleHUE HE HAacTynaeT nocie 3—4 Helenb JEUEHUs, 3TO MOXKET CIIyKUTh

IMOBOJAOM JIs1 YTOUHCHUA AWArHosa.

ITo0ouHOE neicTBHE

[To nmanubiMm Bcemupnoii opranuzanuu 3apaBooxpaHeHus (BO3), uvacrora HexenaTelbHBIX
peaknuii pacnpenensieTcs CIeAYImuM oopazoM: odeHb dacto (> 1/10); wacro (ot > 1/100 mo
< 1/10), megacto (ot > 1/1000 mo < 1/100); peaxo (ot > 1/10000 no < 1/1000); oueHp penko
(or <1/10000); wyactota Heu3BecTHa (MO UMEIOUIMMCS JAaHHBIM YCTAHOBUTH YacTOTY
BO3HHKHOBEHHUSI HE MPEJCTABISAETCS BOSMOXKHBIM).

Ouenp penko mnpu npuMeHeHun mpemnapara Axpuaepm ['K oTmedaroTcs: 4yBCTBO JKXKEHHS,
IpUTEMA, IKCCYAlHsl, HApYILIEHUE TUTMEHTAINH U 3y /.

[Tobounble peakiuu, BCTpeYAlOUIMECs] NPU NPUMEHEHHH TIIOKOKOPTHKOCTEPOUIOB IS
HApYXKHOTO TMPUMEHEHHsI (OCOOEHHO MPU NPUMEHEHUU OKKIFO3HMOHHBIX IOBSI30K): YYBCTBO

MOKEHUS, 3yH, CYXOCThb KOXH, (OJUIMKYIUT, THUIEPTPUX03, YIPHU, THIIOTUTMEHTAIMS,

3
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MepHOPABHBIH EPMATHT, a/UTeprHIeCKHil KOHFAKTHBIH HepMa Tt - Matepaliid Kook, padenTie

BTOPUYHOW WHQEKIUHN, aTpopusi KOXKH, CTPUH, MOTHUIA, a TaKXKe CHUCTEMHBIC PEaKIHH
(HEYEeTKOCTh 3peHUS).

[ToGouHble peakuuy, OOYCIOBICHHBIC KIOTPHUMA30JIOM: SPUTEMa, OLIYIIECHHE IOKaJbIBaHMUS,
NOSIBJICHHE BOJIABIPEH, ISNyIICHHE, JIOKAIBHBIA OTEK, 3y/l, KPallUBHUIIA, Pa3IpaKeHUE KOXKU.
[ToGounble peakyu, OOYCIOBICHHBIE TEHTAMHUIIMHOM: TPEXOMSIIEe pa3IpaKCHHE KOKH
(3putema, 3y1), OOBIYHO HE TpeOyrolee MPEKPAIICHHS JICUCHUSI.

Ecnm y Bac ormeuatotcst mobounsle 3 hexTsl, yka3aHHbIE B UHCTPYKIUH HIIH OHH YCYTYOJISIOTCS,
win Bel 3ametmiun mo0sle Apyrue nodounsie 3pGeKThl, He yKa3aHHbIE B UHCTPYKIUH, COOOLTUTE

00 TOM Bpauy.

Ilepeno3upoBka

CHUMIOTOMEL: npu UIMTCIbHOM TPUMCHCHUU MCECTHBIX I'KC B BBICOKHX J03aX BO3MOXKHO
IIOJaBJICHUEC (1)YHKIII/II/I HaJIIOYCYHUKOB C pasBUTHEM BTOpI/IIIHOfI HﬁILHO‘IG‘IHI/IKOBOﬁ
HEJOCTATOYHOCTH U CUMIITOMOB I'MIIEPKOPTULIM3MA, BKIItOUast cMHApoM KytmHra.
[lepeno3upoBka KIOTpHMazoiia P MECTHOM €ro MPUMEHEHUHU HE BEJET K MOSIBICHUIO KaKUX-TTHOO
CHMIITOMOB.

[Ipu onHOKpaTHOM Mepeno3UPOBKE I'€HTAMUIMHA MMOSABICHUS KaKUX-IMOO CHUMIITOMOB TaKXKE HE
OXKUJIaeTCsl.

JlnutenpHOE JIeYeHWE TEHTAMHULMHOM B IMOBBIIICHHBIX [J03aX MOXET IPUBECTH K pOCTY
HEUYBCTBUTEIBHOU (IIOPHIL.

Jleuenue: cumnromaruueckoe. OCTpble CHMIITOMBI TMIIEPKOPTUIM3MA OOBIYHO 0OpaTtumbl. Ilpu
HEOOXOIMMOCTH TIPOBOAAT KOPPEKIIHIO IEKTPOIIMTHOTO aucbananca. B cioydae xponndeckoii ['KC

TOKCUYHOCTH peKOMEeHIyeTcs nocrenenHas otmena ['KC.

B3aumopneiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH CPeACTBAMH

BSaHMOHCﬁCTBHH npemnapara ¢ JpyrumMu JICKapCTBCHHBIMU CPCACTBAaMU HC BBISIBJICHO.

Oco0ble ykazanus

Masp Axpugepm 'K He npennasHaueHa aisi NMpUMEHEHUS B oQTaimbmoioruu. IllanumeHtsr,
INPUMEHSIOINE CHUCTEMHBIE TIIFOKOKOPTHUKOCTEPOUIBl WM TIIIOKOKOPTHUKOCTEPOUIBI IS
Hapy’>KHOTO MPHUMEHEHMs, COOOLIanu O HapyleHuax 3peHus. Ecnm y manuenra HaGmronaercs
HEUETKOCTb 3pEHMsI WU JAPYTHe 3pUTENIbHBIE HApYIICHUs, ClIeAyeT 00OpaTUThCs K O(TaIbMOJIOTY
JUIsL OLICHKHM BO3MOXKHBIX IIPUYUH, KOTOPBIE MOTYT BKJIIOYATh KAaTapakTy, IIIayKOMY, CEPO3HYIO

XOPUOPETHUHOIATHIO.
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pesucteHTHOH MuKpodmopsl. B 3TOM ciiydae, a Takke TpU Pa3sBUTHH Ppa3Ipa)keHUs,
ceHCHOUIM3auuu Wik cynepuHpekuuyd npu npumeHeHuu npenapara AxpuaepMm 'K, neuenue
clelyeT MPeKpaTUTh U HA3HAYUTh COOTBETCTBYIONIYIO Tepanuio. Habmionamuch nepekpecTHbie
AIUIEPTUYECKUE PEAKIIUY C aMHUHOTIIMKO3UTHBIMA aHTUOMOTUKAMHU.

JIrobbie  moGouHble  3((eKTh,  BCTpeHalOmMecs NP NPUMEHEHHH  CHCTEMHBIX
[IIIOKOKOPTUKOCTEPOUIOB, BKJIIOYas yrHeTeHHWE (YHKIUH KOpPbl HAAMOYEUYHUKOB, MOTYT
OTMEUaThCS W TMPH NPUMEHEHUU TIIOKOKOPTUKOCTEPOUAOB ISl HAPYKHOTO MPUMEHEHUS, B
0COOEHHOCTH Y JIeTeH.

CucrtemHast abCopOIHs TIFOKOKOPTHKOCTEPOHIOB MITM TeHTAaMHIIMHA TTPU MECTHOM MTPUMEHEHHUH
OyneT Bblllle, €CIM JieUeHHe OyJeT MPOBOAMTHCS Ha OONBIIMX YYacTKaX KOXH WIM TpHU
UCIIONb30BAHUU OKKIIFO3MOHHBIX TOBS30K, OCOOEHHO MpPHU JIUTEIBHOM JIEUCHUHM WIH TpU
HAPYIICHUH [ETOCTHOCTH KOXKHBIX MOKPoBOB. HeoOxomumo n3beraTh HAHECEHUS TeHTaMUIIMHA
Ha OTKpBITHIE paHbl U TMOBPEXKICHHYIO KOXY. B NpoTHBHOM ciyyae BO3MOXKHO MOSIBIECHHE
no00YHbIX 3((}EKTOB, XapaKTepHBIX [Js TEHTAaMUIMHA TPU €ro CUCTEMHOM MPUMEHEHHUU.
Crnenyet co0ut01aTh COOTBETCTBYIONINE MEPHI MPEAOCTOPOKHOCTH B TAKUX CIydyasx, 0COOECHHO
IIPY JICYECHUU JETEH.

[Ipn npnuTenbHOM UCHOJIB30BAaHUMU IIperapaTa €ro OTMEHY pEKOMEHAYEeTCsl MPOBOAUTH
MOCTEIIEHHO.

IIpuMeHeHMe B meIUATPUHA

Jetu Oonee moABEp>KEHBI YTHETEHUIO TUMOTAIaMO-THMO(U3apHO-HAIOYECYHUKOBONH CHUCTEMBI
BCJIE/ICTBUE IPUMEHEHUS INIIOKOKOPTUKOCTEPOUIOB JUIsl HAPYKHOI'O IPUMEHEHUS, YEM B3pOCIIBIE,
u3-3a OOJIBIIETO COOTHOIICHMS Yy HHUX IUIOIIAJH IMOBEPXHOCTH TEJa U Beca M, COOTBETCTBEHHO,
MOBBINICHHON abcopOimu npemnapara. Y JeTel 3TO onpenesseTcs HU3KMM YPOBHEM KOPTH30J1a B
I1a3Me KpOBHM U OTCYTCTBHEM OTBETAa Ha CTUMYJISIIHIO aJpeHOKOPTUKOTPOIHOTO TOPMOHA.
Bo3moxHO Bo3HuUKHOBeHuEe cuHiapoMa Mnenko-KymmHra, HapymieHue pocta W pas3BUTHS,
3aMelJIeHHe NpuOaBKU Beca, IOBBIIIEHWE BHYTPUYEPEIIHOTO MJABJICHHUS, MPOSBISIONIEIOCs
BBIISIYMBAHUEM POJHHUYKA, TOJOBHBIMU OOJSIMHM, JBYCTOPOHHUM OTEKOM JHMCKa 3PUTEIHHOTO
HepBa. J[muTenbHOE TpHUMEHEHHE TMpemnapara y JeTed JOKHO MPOBOAMTHCS IO CTPOTUM
NOKA3aHUSAM U I1OJ] KOHTPOJIEM Bpaya. Y JeTel yalle, YeM y B3pOCIbIX, BOSHUKAIOT aTpodudecKkue
M3MEHEHUs KOKU NPU HapyKHOM IIPUMEHEHUH ITIOKOKOpTUKOCTEpon10B. Kypc nedenus nomkeH
OTPAHUYUTHCS MATHIO AHSIMH. OKKITI03MOHHbBIE TIOBSI3KU HE JI0JKHBI IPUMEHSITHCSL.

I/IHd)ODMaI_II/ISI I10 BCIIOMOT'aTCJIBbHBIM BCIICCTBAM

[IpenapaT comepXUT MPOMIINAPATUAPOKCUOCH30aT (HUIIA30J1), KOTOPBI MOXET BBI3BIBATH

aJJIepru4eckue peakuuu (B TOM YHCIIE, OTCPOUEHHBIE).
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BinsiHMe JieKapCTBEHHOr0 Mpemnapara Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMU
cpeacTBAMH, MEXaHU3MAMH

HexoTtopblie moOouYHbIE peakIiy, TAKHE KaK HapyIIEHHE 3pEHUs] MOT'YT CHU)KATh IICUXOMOTOPHYO
PEaKIMIoO U CIOCOOHOCTh K KOHIIEHTPALMH U B CBSI3U C 3THM IOBBICUTH PHCK B CUTYyalUsiX, B
KOTOpBIX HaJWYHE OSTHUX CHOCOOHOCTEH OCOOEHHO Ba)XXHO (HAampuUMep, MpU YIpaBICHUU

aBTOMOOWJIEM WJIH APYTUMHU MEXaHU3MaAMH ).

dopma BBINIYCKA
Massb s HapyskHoro npumenenus, 0,05 % + 0,1 % + 1 %.
ITo 15 wim 30 B TyOy amoMmuHHEeBYI0. Kaxayro TyOy BMecTe ¢ MHCTPYKIIUEH 110 MPUMEHEHHUIO

IMOMCIIAIOT B ITAYKY U3 KapTOHA.

YcaoBust XxpaHeHust
[Tpu Temneparype ot 15 mo 25 °C.

XpaHHUTh B HEOCTYITHOM IS IETEeH MecTe.

Cpoxk rogHocTu
2 rona.

He ncrionp30BaTh MoCae HCTCUCHUS CpOKa roaHOCTH.

YcaoBus ornycka

OtnyckatoT 0e3 perenra.

Jlep:kaTes b perncTpaHOHHOTO YI0CTOBEPEHHS
AxuunoHepHoe 0011ecTBO « XuMHKO-(hapmarieBTHueckuii komonnat « AKPUXHWH»

(AO «AKPUXWMH»), Poccus

142450, MockoBckas 00actb, r.0. boropoackuii, r. Ctapas Kynasna, yin. Kuposa, 1. 29.

ITpousBoauTe/ b
AknroHepHOe 001IecTBO «XUMHKO-(hapmareBTruueckuii komonmaat « AKPUXWH»
(AO «AKPUXHWH»), Poccus

142450, MockoBckast 06sacTs, I.0. boropoackuit, r. Crapas Kynasna, yin. Kuposa, a. 29, ctp. 3.
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AxnmoHepHoe 00mecTBO « XuMHKO-(hapmareBTrHaeckuii komonHat « AKPUXHWH»
(AO «AKPUXHWH»), Poccus
142450, MockoBckas 00s1acTs, I.0. boropoackuit, r. Crapas Kynasna, yin. Kuposa, 1. 29.

Tenedon/dakc: + 7 (495) 702-95-03.



