COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 23.08.2024 N= 17713

MHCTPYKIIUS 110 MEJIMIIMHCKOMY FBAMEHE G = "°U°)

JIJEKAPCTBEHHOI'O IIPEITAPATA

OKO-Tepbun

PerncrpanuoHHblii HOMep:
Toprosoe HaumenoBanue: DKO-Tepoun

MeskyHapoaHOe HeMATEHTOBAHHOEe HAUMeHoBaHue: TepOuHadun

JlekapcTBennasi popma: Cripeit 1151 HapyKHOTO IIPUMEHEHUS
Cocras:

delicmayloujee 8eujecmeo:

TepOuHadUHA TUAPOXIOPHT 1,0r

ecnomoczamelilbHvle eeujecmed.

IPOINUJICHIIMKOJIb 50r
ATaHO (COUPT STHIOBBINA 95 %) 250r
MakKporoJja IeTOCTeapUIOBbIi Pup 20r
apoMaru3aTop JUMOHHBIM MA/1 144 0,1r
BOJIa OUMILICHHA 10 100 mn

Onucanue: npo3payHasi OECIBETHAS MIIU CJIETKa KEITOBATAasl AKHUIKOCTh C 3a11aXOM JIMMOHA.
dapmakoTepaneBTHYecKass TIpynna: TMpPOTUBOIPUOKOBbIE CpEACTBA, IMpPHUMEHsSEMble B
JNEpPMaTOJIOTUH; TPOTHUBOTPUOKOBBIE CpPEACTBA JUIsl HAPY)KHOTO TMPUMEHEHHs; Jpyrue
IPOTUBOTPUOKOBBIE CPEJCTBA IJIsl HAPYKHOTO IPUMEHEHUS

Koa ATX: DO1AEI1S

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Tepbunadun - neiictByromee BemectBo mpenapata OKO-Tepbun, mnpencraBiser cobOou
QUTHIIAMHH, 00JIQAAIOUINA UPOKUM CIIEKTPOM MPOTHBOIPHOKOBOI akTUBHOCTH. TepOuHaduH
aktTuBeH B oTHomieHuH gepmaroputoB (Trichophyton rubrum, T. mentagrophytes,
T. verrucosum, T. violaccum, T. tonsurans, Microsporum canis, Epidermophiton floccosum),
npoxokeBbix TpuboB poma Candida (B ocHoBHOM C. albicans) m ompeneneHHBIX JUMOPHOHBIX
rpuboB (Pityrosporum orbiculare). AKTUBHOCTh B OTHOILICHHH JPOXKKEBBIX TI'pHOOB, B
3aBHCHUMOCTH OT MX BHJIA, MOXKET OBITh (DYHTHMIIMTHOW WK (PYHTHCTATHYECKOM.

Tepbunadun cnenuduyeckumM 00pa3oM HU3MEHSET paHHUUW JTanm OMOCHHTE3a CTEpOJIOB,
MPOUCXOJAIIET0 B rpubax. OTo BeAeT K ACPUIMTY 3Procreposia U K BHYTPUKIECTOYHOMY

HAKOIJICHUIO CKBaJieHa, YTO BBI3bIBACT TuOenb KieTku rpuda. JleiictBue TtepOuHaduHa
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OCYIIECTBIISICTCS MyTeEM WHTHOMpPOBaHUS (PEepMEHTA cxﬁ%%ﬁ%&%ﬁéﬂ}%QH%EJ}K‘&HOF Ha

KJIETOYHOM MeMOpaHe rpuba.

TepOunauH He OKa3bIBaeT BIMAHME Ha cHUcTeMy IToxpoma P450 y wuenoBeka w,
COOTBETCTBEHHO, HA META0OJIU3M FOPMOHOB WJIH JPYTUX JIEKAPCTBEHHBIX MPENapaToB.
Dapmaxokunemuxa

[Ipu HapyXHOM HpUMEHEHHUHU abcopOIHs - MeHee 5%, OKa3bIBaeT HE3HAUUTEIILHOE CHCTEMHOE
JIICUCTBUE.

Iloka3aHusi K NpUMeHEHUI0

Jleyenne rpruOKOBBIX HHPEKIMA KOXKH, B TOM YUCJIE€ MUKO30B CTON («TPHUOOK» CTOIIBI), TaXOBOM
smuaepMoguTu (tinea cruris), TpUOKOBBIX MOPAXKEHUH TIAJAKOH KOXM Tena (tinea corporis),
BBI3BAHHBIX JiepMaToPUTaMu. Pa3HOIIBETHBIN JIHIIIAH, BBI3BIBAEMBIH TUMOP(OHBIMU TPHOaMHU.
IIpoTruBonokazanust

[ToBbilIeHHAs] YYBCTBUTEIBHOCTh K TepOMHApUHY WIM K JIIOOOMY JPYroMy KOMIIOHEHTY
npenapara, JeTCKUil Bo3pacT 10 18 ner.

C 0CTOPOKHOCTHIO

[leyeHouHass W/WiM TOYEYHAs HEJOCTATOYHOCTb, AJIKOTOJIU3M, YTHETEHHE KOCTHOMO3['OBOTO
KPOBETBOPEHUS, OIyXOJH, 00Je3HH OOMEHa BEIeCTB, OKKJIFO3MOHHBIE 3a00JIeBaHMS COCYJIOB
KOHEYHOCTEM.

IIpuMeHeHne Npu 6epeMEHHOCTH M B MEPHO I'PYIHOI0 BCKAPMJIMBAHUS

B skcnepuMeHTaNbHBIX HCCIEOBAHMUSX TEPATOT€HHBIX CBOMCTB TepOMHA(HHA BBISIBICHO HE
Obu10. Jl0 HACTOSIIEr0 BPEMEHHM HE COOOMIANIOCh O KaKUX-JTHOO TOPOKax pasBUTHUS TIPH
npuMeHeHun TepOuHaduna. OqHAKO, MOCKOIbKY KIMHUYECKUN OMBIT MPUMEHEHUS TpenapaTa y
OEepeMEHHBIX KEHIIUH OrpaHMYeH, €ro CJiexyeT MPUMEHSTH TOJBKO MO CTPOTHM IOKa3aHHSIM.
TepOunadun B HEOONBIIOM KOJIMYECTBE BBIICISAETCS C IPYIHBIM MOJIOKOM. HensBecTHO, MOXKET
JU 3TO HEOOJbIIOE KOJMYECTBO OKa3blBaTh HEraTHBHOE BIMSHHUE HAa peOEHKAa MPU TPYAHOM
BCKApMJIMBaHHUM, [I03TOMY €r0 HE PEKOMEHAYETCSI IPUMEHATH KOPMSIIUM MaTEPSIM.

Cnoco6 npuMeHeHus U 103b1

Croco0 ImpuMeHeHus

HapyxHo.

B3pocnbiM cripeil HaHOCAT Ha NOpaKEHHbIE y4YacTKUM Kok 1 miam 2 pasa B neHb. llepen
NpUMEHEHHEM TMpernapata HeoOXOIUMO TIIATENbHO OYHCTUTh W TOACYIIUTH IOpPaKEHHBIC
ydacTkd. [IpenapaTr pacnbuIAIOT Ha NMOPaKEHHBIE YYAaCTKU B KOJUYECTBE, JOCTATOUYHOM IS MX
YBIIAKHEHUS, U, KPOME TOTO, PACHBLISAIOT Ha MPUIECTAIONINE YIACTKH KOKH.

PexxuM 1o3upoBaHus:

JNE€PMAaTOMMKO3 TYJIOBHIIA, FOJIeHEN: | pa3 B CyTKM B TeueHue 1 Heneny;
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MaxOBbIM IEPMATOMMKO3: | pa3 B CyTKH B TeueHpe 1 He

JEPMAaTOMMKO3 CTOII: | pa3 B CyTKM B TeueHHe | Heneny;

Pa3HOLBETHBIN JIMIIAN: 2 pa3a B CYTKU B TeUeHUE | Heaenu.

ITodouHOE nelicTBHE

YacTtoTra HeXenaTeNbHBIX peaklnui ObLTa ONpejeeHa B COOTBETCTBUU C KiIacCH(PUKAIHEH
Bceemuphoit opranuzanun 3npasooxpanenust (BO3): ouens vacto (>1/10), wacto (ot >1/100 o
<1/10), meuacto (ot >1/1000 mo <1/100), penko (ot >1/10000 mo <1/1000), o4yeHb peako
(<1/10000), BxrOUast OTACIbHBIE COOOIICHHUS.

Hapywenus co cmoponsl umMmyHHOU cucmembl.

Yacrora HEM3BECTHA: PEAKLUHU TUIEPUYBCTBUTEIHHOCTH (CHIIb).

Hapywenus co cmoponvl opeana 3spenusi:

Penxo: paznpaxenue rias.

Hapywenus co cmoponsl Kodtcu 1 NOOKOHCHBIX MKAHELL:

YacTo: menymeHue Koxu, 3ya.

Heuwacto: moBpexxaeHne KOXH, 00pa3oBaHME KOPKHM, MOpaKEHHE KOXH, HapylleHHe
MUTMEHTALUH, SpUTEMA, OIIYILEHUE XOKEHUS KOXKH.

Penxo: ourymeHre cyxocTH KOKU, KOHTaKTHBIN I€pMaTHUT, IK3EMa.

YacroTa HEU3BECTHA: CHIIIb.

Obwue napyuienus u peakyuu 6 mecme 66€0€HUsL:

Heuacro: 601b, 6076 B MECTe HAaHECEHHUS], pa3paKeHNE B MECTE HAHECEHMUS.

Penko: o6ocTpenne cuMIITOMOB 3a00JICBaHMSI.

B Mecrax HaHeceHusi mpemapara MOTYT HaONMIOJaTbCs 3y, LIETyHICHHE KOXH, OOJeBble
OLIYIICHHUs, pa3fpakeHUue, U3MEHEHWE NMUTMEHTAIlMU KOXH, XOKEHHE, dpHTeMa, 00pa3oBaHHE
KOpPOK.  OTH  HE3HayuTelbHblE  CHMIITOMBl  CJIEAyeT  OTIMYaTb  OT  peakuui
TUINEePYYBCTBUTEIBLHOCTH, TAKMX KaK ChbIlb, BO3HUKAIOIIUX B PEAKUX CIydasx U TPEOYIOIINX
OTMEHBI Ipenapata. B penkux ciydasx TedeHne rpuOKOBBIX MH(MEKIUH MOXKET 000CTPATHCS.
Ecnu mo0Oble M3 yKa3aHHBIX B HMHCTPYKIUH TOOOYHBIX 3()(eKToB ycyryOmnsrorcs, uian Bel
3aMETHIIM JIFOOBIe npyrue moOouHble 3P¢eKThl, HE yKa3aHHbIC B WHCTPYKIIUH, COOOIMTE 00
3TOM Bpauy.

Ilepeno3upoBka

O cnyuasix mepeo3upoBKU TepOMHAa(UHA TPU HAPY)KHOM MPUMEHEHUH HEe COOOIIAI0Ch, OJHAKO
Ipu ciay4ailHOM MpueMe Mpernapara BHYTPb MOKHO OXHIATh Pa3BUTHs MOOOYHBIX 3D (EKTOB,
KaK W TIPH TIepe03UpoBKe TepOrHadHa B TaOJICTHPOBAHHON JIEKapCTBEHHOU (hopme (ToJoBHAs
00J1b, TOITHOTA, 0OJIb B SMHUTaCTPUH U FOJOBOKpYXeHue). HeoOXoauMo Takke yuyuThIBaTh, YTO B

COCTaB CIIpEsl BXOAUT 3TWIOBBIN criupT 95%.
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JleyeHue:  aKTMBUPOBAHHBIM  yroiab, IIp HGOéQ(IJ_II[:I;I‘JgglLQ Ei;IEﬂIE%Eﬁd};I%'Kaﬂ

MO ICPKUBAKOIAst TEpAIIUsL.

B3aumopeiicTBHe ¢ APYTrUMH J1eKAPCTBEHHBIMH CPeICTBAMU

Kaxkune-n1b60 nexapcTBEHHbIE B3aMMOJICUCTBHS i TepOMHaduHa B opMe cripesi He U3BECTHBI.
[TockoybKy HCCIEOBaHUS COBMECTHMMOCTH HE TPOBOJMINCH, HE PEKOMEHAYETCS TPUMEHSTH
npenapat COBMCCTHO C APYTHUMU CPCACTBAMU U1 HAPYIKHOT'O MPUMCHCHUA.

Oco0ble ykazanus

[Ipn HamTU4YMKM OJHOTO W3 MEPEUYHCIICHHBIX HUXKE 3a00JeBaHU / cOCTOsIHMM / (DaKTOPOB pHCKa,

nepes MpUeMOoM Ipernapara 00s13aTelIbHO MPOKOHCYIBTHPYHUTECH C BPAYOM:

o IICYCHOYHAas I/I/I/IJII/I nmouycyHasa HEAJOCTATOYHOCTD,

. AJIKOTOJIU3M;

. YTHETEHUE KOCTHOMO3TOBOTO KPOBETBOPCHHS,

. OITYXOJIH;

. 0oJ1e3H1 OOMEHA BEIIECTB;

. OKKJIFO3UOHHBIE 3a00JIEBaHUS COCY0B KOHEUHOCTEIH;
. OCpEeMEHHOCTb.

[Tpr OOMIMPHBIX I'PUOKOBBIX MOPAXKEHUAX PEKOMEHIYETCS NMPUMEHATh CIpel BO (prakoHax Mo
30 mu. Crpeit DKO-TepOun npeaHa3HaueH TOJBKO AJIS Hapy>KHOro npuMmeHeHus. He ciemyer
npuMeHTh crpeid DKO-Tepbun i HaHeceHUs Ha Koxy Juna. Crenyer u3berarb momnajgaHus
€ro B IJ1a3a, Tak KaKk OH MOXET BbI3BaTh pazapaxeHue. Ilpu ciyyaiiHOM nonajaHuy npenapara B
rjlaza UX CledyeT HEMEIJIEHHO IPOMBITh IPOTOYHON BOMOHM, a B Ciaydae pa3BUTHS CTOMKHX
SBIICHUN pa3pakeHUs] HEOOXOIMMO MPOKOHCYIbTHPOBAThCSA ¢ BpadoM. He ciegyeT BIbIXaTh
napel. Eciau npenapat ObuT cilydyalfHO BBEIEH B JbIXaTENIbHBIC IYTH NPU MHTASIHMH, CIEAYeT
00paTUTHCS 32 MEAUIUHCKON MOMOIIBIO WM NPOKOHCYJIBTUPOBATHCS ¢ BpadoM. [Ipu pa3zButuu
QIJIEPrUYeCKUX peakluii HeoOXO0aUMO OTMEHMTh npenapaT. Cieayer n3beraTtb KOHTaKTa JeTel
IPyIHOTO BO3pacTa ¢ 00paboTaHHON KOKEeH, BKIII0Yast MOJIOUHBIE JKEJIe3bl.

[Ipy npuMeHeHHMH clenyeT CoOMOJaTh OCTOPOXKHOCTh, ITOCKOJBKY ATHUJIOBBIM  CHHPT,
coaepxarmuiicss B cocrae npenapara IKO-TepOuH, MOXKET BbI3BATh pa3IpakeHUE y MAIMEHTOB
C TIOBPEKACHUSAMU KOKHOTO ITOKPOBa (HalpuMmep, Iocjae BO3JEHCTBUS COIHIIA WIH IIPU CHIIBHOM
LIETYIIEHUHU KOXKN).

ConepXKUT NPONUIIEHTIINKOJIb, KOTOPBIA MOKET BbI3BAaTh PA3APAKEHUE KOXKHU.

BinsiHue HA cOCOOHOCTH YNPABJSTH TPAHCIIOPTHLIMH CPEACTBAMH, MeXaHU3MaMH

[Tocne HapyXHOrO TpUMEHEHUs TepOuHaduHA HE COOOMmANOCh O Kakux-aubo 3ddekrax,
BIMSAIONIMX Ha CIIOCOOHOCTh K YIPABICHUIO TPAHCIOPTHBIMU CPEACTBAMU MM paboTe ¢

APYruMu MCXaHU3MaMU.
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®opMa BBIILYCKA

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Copeii it HapykHoro npuMeHenus 1%.

ITo 30 mu, 40 mut, 50 M1 Bo priakoHBI U3 oMMATHUIICHA BhIcOKOU tuioTHOCTH ([IDBIT) ¢ BUHTOBOIM
TOPJIOBUHOM YKyHNOpEHHbIE HABUHYMBAEMBIMHU IIACTMACCOBBIMHU KHOTIOYHBIMH PaCIBUTUTEISIMU
1151 hIIaKOHOB.

ITo 25 mn, 30 mi, 40 mu, 50 mut Bo ¢umakoHsl U3 nonudTHiaeHTepedranara (II9T) ¢ BuHTOBOIA
TOPJIOBUHOM YKYNOpEHHBbIC HABUHYMBAEMBIMHU TIACTMACCOBBIMH KHOIIOYHBIMH PACTBUTUTEISIMA
1151 hIIaKOHOB.

ITo 25, 50 mn BO (pyrakoHBI-KANEIBHUIIBI CTEKISIHHBIE C BUHTOBOW TOPJIOBHHOW YKYINOpPEHHBIC
HABUHYMBACMBIMHU TUIACTMACCOBBIMU KHOMIOYHBIMH PACTIBUTHTEISIMU /17151 (DJIAKOHOB.

ITo 30 mn, 40 mu, 50 mu Bo (y1akOHBI OPAHKEBOTO WM KOPUYHEBOTO CTEKJIa C BHUHTOBOM
TOPJIOBUHOM YKyNOpEHHbIE HABUHYMBAEMBIMU IIACTMACCOBBIMHU KHOIIOYHBIMH PaCHBUTUTEISIMU
1151 hIIaKOHOB.

ITo 30 mn, 40 mu, 50 mu1 Bo (y1akOHBI OPAHKEBOTO WM KOPUYHEBOTO CTEKJIa C BHUHTOBOM
TOPJIOBUHOM YKYHOpPEHHBIC TPOOKAMU W/WIIA KPBIIIKAMHA HABUHIYMBAEMBIMHU T11ACTMACCOBBIMH.
Ha xaxnpiit pnakon [19BII, ¢makon I19T, duakon-kaneapHUIly, (IaKOH HAKJIEUBAIOT ITHKETKY
u3 OyMaru 3TUKETOYHOMN WJIM MUCYEN WIIM STUKETKY CAMOKJICIOUTYIOCS.

Kaxnprit ¢uakon I19BII, ¢nakon 19T, ¢nakon-kanenbHUIy, (hJIaKOH BMECTE C MHCTPYKIUEH
110 METUIIMHCKOMY IIPUMEHEHHUIO, TOMEIIAIOT B IaUKy U3 KapTOHA.

Kaxnprit (rmakoH, yKynmopeHHBIM TPOOKOW W/WIM KPBIIIKOW KOMIUIEKTYIOT HAaBUHYHMBAEMbBIM
IJIACTMACCOBBIM KHOMOYHBIM paclbUIMTENEM JJs (JIaKOHOB M BMECTE€ C HMHCTPYKIUEH 10
MEIUIIMHCKOMY TPUMEHEHHUIO MOMEIAIOT B MAa4YKy U3 KapTOHA.

YcaoBus xpaHeHust

B 3amuiineHHom oT cBeTa MecTe, pu Temiieparype He Boie 25°C.

XpaHUTh B HEAOCTYITHOM JIJIs IeTei MecTe!

Cpok rogHoctu

3 rona. He npuMeHATh 110 HCTEYEHUH CPOKA FOJTHOCTH!

YcaoBus ornycka

OTtmyckaroT 0e3 perenra.

Buajesnen perucTpanMOHHOIO y10CTOBEPEHHUS

AO «9KOnab», 142530, MockoBckas 061., r.0. [1aBnoBo-Ilocaackuii, r. DMeKTPOTOpCK,

yi. byaennoro, 1. 1

ten. 8-800-333-33-47
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IIpousBoauTeib

AO «9KOnab», 142530, MockoBckas 061., r.0. [1aBnoBo-Ilocaackuii, r. DMeKTPOTOpCK,
yi. bynennoro, 1. 1

IIpousBoauTe b (BHINYCKAIIME KOHTPOJIb Ka4eCTBA)

AO «9KOnab», 142530, MockoBckast 00:1., T.0. [TaBnoBo-Ilocanckwuii, r. DmeKTporopck,
yi. bynennoro, 1. la

Opranusanusi, (pUHUMAIOIIAS MPeTeH3’

AO «9KOnab», 142530, MockoBckast 00:1., T.0. [TaBnoBo-Ilocanckwuii, r. DmeKTporopck,
yin. byaenHnoro, a. 1, 1. la

tein. 8-800-333-33-47

e-mail: ekolab-ook@ekolab.ru



