OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA
Muxkoznepui, 1 %, pacTBop 11 HApY>KHOT'O IIPUMEHEHUS

2. KAYECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

eticmsyrowee sewyecmao: naptudus.

Kasxnprit Mt pactBopa comepxkut 10 mr HadbtuduHa (B BUAC THIPOXIOPUIA).
BcmomorartenbHble KOMIIOHEHTBI, HATHUYMe KOTOPBIX HAI0 YYUTHIBATH B COCTaBe
JICKApCTBCHHOTO Mperapara: IpoMHICHIIIUKOb (CM. pasnen 4.4).

[TonHBIH MTepedeHb BCIIOMOTaTeNIbHBIX BEIICCTB MMPUBEACH B paszeie 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTBop 11 HapyKHOI'O IPUMEHEHHUS.
[Tpo3paunblii, GeCLIBETHBIN WK CIIETKa XKeITOBAThIA PacTBOP € 3allaXOM 3TaHOJIA.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

— TpuOKOBBIC MHPEKIINU KOXKH U KOXKHBIX CKJIAIOK (tinea corporis, tinea inquinalis);

— MEXIaJIbIIeBbIe MUKO3HI (tinea manum, tinea pedum);

— rpu0OKOBbIe MH(PEKIIMN HOT'Tel (OHMXOMHUKO3BI);

— KaH/UJ03bI KOXKH;

— pa3HOLBETHBIN (OTPYyOEBUAHBIN) NHIIAN;

— JI€PMaTOMUKO3bI (C COIMYTCTBYIOIINUM 3yJIOM WM O€3 HETO).

[Ipenapar Mukoaepwi 3¢pheKTUBEH NMpHU JIEYCHUH MUKO30B, TOPAKAIOIMINX 00IACTH KOKHI
C TUTIIEPKEPATO30M, a TAKXKE B 30HAX POCTa BOJIOC.

4.2. Pe:kuM 103UPOBAaHNS M CIIOCO0 MPUMEHEHUSI
Pexum no3upoBanus

Bspocnvie:
LIpu nopasicenuu koorcu:
[Ipenapar HaHocsaT 1 pa3 B JeHb Ha MOPAXKEHHYIO OBEPXHOCTh KOKHM U MPUJIETAIOIINE K

Hell ydacTky (MpUOIU3UTENBHO 1 M 3J0pOBOI0 y4acTKa KOXKH M0 KpasiM 30HbI TOPaKEHUS )
MOCJI€ UX TIIATEIbHONW OYUCTKU U BBICYILIMBAHUS.

JUTMTeNnbHOCTh TEeparuy Npu AEPMAaTOMHUKO3ax — 2—4 Hexenu (pu HEOOXOAUMOCTH JI0 8
HEJIeNb ), IPU KaHIu03ax — 4 HeIemnu.

IIpu nopaosicenuu Hoemeu:

IIpenapat HaHOCAT 2 pa3a B I€Hb HA MOPaKEHHBIM HOroTh. [lepen mepBbIM MPUMEHEHHEM
IpernapaTa MaKCUMaJIbHO YAAJISIOT IOPAKEHHYIO YaCTh HOI'TS HOKHHUIIAMY WJIN TTAJIKOM 115
HOTI'TEH.

JnutenpHOCTh Tepanuu Npyu OHUXOMHKO3aX — /10 6 MecCsIIeB.
Jlns mpenoTBparieHusi peuuauBa JeUeHue cleayeT MPOJOJIKUTh B T€UEHHE MUHUMYM 2



HEJIEIb [10CJIE UCUYE3HOBEHHS KIIMHUYECKUX CUMIITOMOB.
emu

OHBIT KIMHNYCCKOI'O HpI/IMeHeHI/ISI OFpaHI/Iqu.

Croco0 nmpuMeHeHust

HapyxHo.

4.3. IIlpoTUBONOKA3aAHHS

 ['unepuyBcTBUTEIHLHOCTh K HAGTUDUHY WIH K JTIOOOMY M3 BCIIOMOTaTENIbHBIX BELIECTB,
MepEUYUCIICHHBIX B pazjene 6.1.

* bepemMeHHOCTh M TIEpHOA TPYIHOTO BCKapMiuBaHUs (0€30MacHOCTh U 3PPEKTUBHOCTD
MIPUMEHEHUS HE YCTAaHOBIICHBI).

* Hanecenue Ha paHeBYyIO IOBEPXHOCTD.

4.4. OcoOble yka3aHHusl U MepPbl NPEeI0CTOPOKHOCTH NPH NPUMEHEHUH
C OCTOPOXKHOCTBIO
CrnenyeTr coOnroAaTh OCTOPOKHOCTH IPU NMPUMEHEHHH Tperapara B JAETCKOM BO3pacTe

(OIBIT KIMHUYECKOTO IPUMEHEHHUS OTPaHHYCH ).
Oco0ble yKa3anus

Mukozaepui He IpeiHa3HaueH JUIsl IpUMeHeHus B odranbmosoruu. He cnenyer nomnyckarts
NOTIaIaHus TIpenapaTa B riasa.

Jliist mocTrkeHUs TepaneBTUIecKoro dddekra Tpedyercss KypcoBoe JICUCHHE.
Hudbopmaliys mo BCIIOMOTaTeIbHBIM BEIIeCTBaM

HpenapaT COACPIKUT NPONUIICHIIJIMKOJIb, KOTOpBIfI MOJKET BbI3BATb PA3APAKCHUEC KOXKHU.

4.5. B3aumojeiicTBUe ¢ APYruMH J1eKAPCTBEHHbIMH NpenaparamM W Jpyrue BH/bI
B3aUMOAEelCTBUSA
UccnenoBanus B3aMMOICHCTBHS HE TPOBOAUIUCE.

4.6. DepTUIBHOCTD, 0EPEMEHHOCTD M JTAKTALHSA

bepemeHHOCTD

K HacrosimieMy BpeMeHH OMBIT NpUMeHeHUs HapTuduHA Yy OEepeMEHHBIX KECHIIUH
3HAUMUTENIbHO OrpaHu4deH. McciaenoBaHWs HAa JKUBOTHBIX HE BBISIBUIM MPSIMOTO WU
HEMpSIMOTO  HETaTUBHOIO BIMSHUSL Ha PENpPOAYKTHBHOE 370poBbe. B  memsax
MPEIOCTOPOKHOCTH HAPTU(DUH HE CTOUT HAHOCUTH BO BpeMsi OEpEeMEHHOCTH.

JlakTarms

B memsax mnpegoctopoxHOCTH HaQTUPUH HE CTOUT HAHOCUTH B TIEPHOJ TPYAHOTO
BCKapMJIMBaHUA.

DepTHIILHOCTD

Bnusnue naptuduna Ha HepTUIBHOCTD HE U3y4aoCh.

4.7. BausinMe Ha COCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpPeACTBAMHU M PadoTaTh
¢ MeXaHNU3MaMH



Muxkonepun HE OKa3blBae€T BIMSHUS Ha CIOCOOHOCTh YIPABIATH TPAHCIOPTHBIMU
cpeAcTBaMU M paboTaTh C MEXaHW3MaMH, TPEOYIOIIMMH IOBBIIICHHON KOHIICHTpAIUu
BHUMAaHHUA U OBICTPOTHI IICHXOMOTOPHBIX PEaKIUil.

4.8. HexkenaTe/ibHbIE peaKINU
Pe3roMe HexxenaTeIbHbIX DEAKIINN

YacTtoTa BO3HHMKHOBEHHS HEXKENATEeJIbHBIX PEaKIUil ompeneisiack B COOTBETCTBHH C
knaccudukanueir Becemuproit Opranuzanuu 31paBooxXpaHeHus: odeHb vacto (> 1/10);
gacto (> 1/100, o < 1/10); mewacto (> 1/1000, vHo < 1/100); peaxo (= 1/10000, Ho <
1/1000); ouenp pemko (< 1/10000), gacTora Hem3BecTHA (Ha OCHOBAaHWUU HMECIOIIUXCS
JAHHBIX OIEHUTH HEBO3MOXKHO).

Obwue paccmpoucmea u HapyweHus 8 Mecme HaHeCceHus.

YacToTa HEM3BECTHA: ONIYIICHUE CYXOCTH, TOKPACHCHHE U KKEHUE.

Hapywenus co cmoponvl Kodtcu u nOOKOINCHbIX MKAHell

YacroTa HeM3BeCTHA: KOHTAKTHBIN JEPMaTUT, SpPUTEMA.

COO6H_I€HI/IH 0 IMOJ03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxHo coo0mare 0 M0J03peBaEMBIX HEXKENATEIbHBIX PEAKLIUAX MOCIE PErHcTpalnuu
JIEKapCTBEHHOI'O IIpernapara ¢ Leibl0 OOECHeYeHUs HENPEephIBHOTO MOHUTOPHHIA
COOTHOIIIECHUS «I10JIb3a — PUCK» JIEKAPCTBEHHOTO Mpenapara. MeAUIUHCKIM pabOTHHUKAM
PEKOMEHAYETCS CcOoO00IaTh O JIOBIX IOJ03PEBAEMBIX HEXKEIATEIbHBIX —PEAKIMIX
JIEKapCTBEHHOTO Iperapara yepe3 HallMOHAJIbHYIO0 CUCTEMY COOOIIEHHS O HEXKENaTeNbHbIX
peaxkuusax rocyAapcTB — WICHOB EBpa3uiicCKOro 5KOHOMHYECKOTO COI03a.

Poccuiickas ®enepanus

®DenepanbHas ci1yx0a 1Mo Ha30py B chepe 31paBOOXPAHEHUSI.

Anpec: 109012, r. Mocksa, CraBsiHCKas IUI0IIa b, 1. 4, cTp. 1.

Tenedon: +7 800 550 99 03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAITMOHHO-TEIEKOMMYHUKAIIHOHHOM ceTu «HTEpHETY:!
www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

[Ipy npuMeHeHMM Tmperapata B COOTBETCTBUM C MHCTPYKIMEH MO MPUMEHEHHIO
nepe03uPOBKA MAIIOBEPOSITHA.

Jleyenue

IIpy ciayyallHOM IpueMe BHYTPb ITOKA3aHO IPOMBIBAHHE JKEIy/IKa, CUMIITOMAaTHYECKas
Tepamnusl.

5. DPAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOIiCcTBA


mailto:pharm@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/

dapmakoTepaneBTHUECKasi TpyIna: MPOTUBOTPHOKOBBIE CPEICTBA, NpPUMEHSIEMbIE B
JIepMaTOJIOTUH; TPOTUBOTPUOKOBBIE CPEACTBA JJSl HAPY)KHOTO TPUMEHEHUs; Ipyrue
IPOTHBOTPUOKOBBIE CPEACTBA JJISI HAPYKHOT'O IIPUMEHEHUSI.

Kox ATX: AO1AB12
MexaHu3M IeHCTBUS

MuKkoepuit - MPOTUBOTPUOKOBBI Mperapar Jijisl HApY>KHOTO MTPUMEHEHHSI, ICHCTBYIOIIHM
BEIIIECTBOM KOTOporo siBisiercs HadhtuduH. Haptudun — npoTuBOrpnOKOBOE CpeaCTBO,
OTHOCSIIEECS K KIACCy alMIaMHHOB. MeXaHW3M JCHCTBHS CBS3aH C MHTUOMPOBAHUEM
CKBaJIeH-2,3-3MOKCU/Ia3bl, YTO MPHBOJUT K CHIDKEHUIO OOpa3oBaHHUS 3Procrepona,
BXOISIIETO B COCTAB KJICTOYHON CTCHKH rpHroa.

DapmakoanHamuueckue 3 HeKThl

Haptudun axTHBEH B OTHOLICHMHM JepMaropuTOB, Takux Kak Trichophyton,
Epidermophyton, Microsporum, mpoxskeBbIx U Aposkxkenonoonsx rpudos (Candida spp.,
Pityrosporum), miaecueBbix rpudos (Aspergillus) u apyrux rpu6os (Hanpumep, Sporothrix
schenckii). B otaomennn nepmaroduTtos u actiepruini HaQTUPHUH NSHCTBYET (QYHTUIHTHO.

B oTHomeHMHM IpOXOKEBBIX TPUOOB TIpemapar TMpOSBIsAET (YHTHUIHIHYIO WU
(GyHTHCTATHYECKYIO aKTUBHOCTH B 3aBUCUMOCTH OT IITaMMa MUKpooprannizMa. Habtudun
oOnamaer aHTHOAKTEPUALHOW AKTUBHOCTHIO B OTHOIICHUH TPaMIOJIOKHUTEIBHBIX |
rpaMOTPHLATENBHBIX MHKPOOPTaHU3MOB, BBI3BIBAIOIIMX BTOPUYHBIE OaKTEepHUaIbHBIC
UHQEKIHH.

Haptudun obOnamaer npoTHBOBOCHAIMTENBHBIM JIEHCTBUEM, KOTOpPOE CHOCOOCTBYET
OBICTPOMY HCYE3HOBEHHIO CUMIITOMOB BOCHAJIEHHsI, 0COOEHHO 3y/a.

5.2. apmakoKUHEeTHYeCKHUEe CBOHCTBA

AbGcopbuus

[Ipy Hapy)XHOM MpUMEHEHUM HaQTUPUH OBICTPO TPOHHUKAET B KOXKY, CO37aBas
YCTONYMBBIE MPOTHBOIPUOKOBBIE KOHIIEHTpAIlMM B PA3IMUHBIX €€ CJO0AX, YTO JeNaeT
BO3MO>KHBIM €70 IPUMEHEHHUE OJMH Pa3 B JICHb.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BCOMOraTeIbHbIX BelleCTB
Dranon (DTUIIOBEIHA crupT 95 %)
IIponmiieHrnuKoIb

Bona ounimennas

6.2. HecoBMecTHMOCTDH
He npumennmo.

6.3. Cpok roaHocTH (CpoOK XpaHeHus )
5 ner.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPU XPAHEHUH



XpaHuTb 1pu Temieparype He Boie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YNIAKOBKH

ITo 10 mu, 15 mm, 20 mu, 25 mu wiam 30 mur BO (hJIaKOHBI-KaNeIbHUIIBI U3 TEMHOTO
(IHTApHOTO) CTEKJA, YKYIMOPEHHBIC TOJUATUICHOBBIMUA MPOOKAMHU-KAMECIbHUIIAMH W
MOJIMATUIICHOBBIMHU  KPBIIIIKAMA C KOHTPOJIEM IIEPBOTO BCKPBITHs. Kakawii (iakoH-
KareJIbHUIY BMECTE C MHCTPYKIMEH 10 MPUMEHEHHUIO MOMEIIAIOT B MMAYKy U3 KapTOHA.

6.6. OcoOble Mepbl MNPETOCTOPOKHOCTH NPH YHHYTOKEHHH HCIOJIb30BAHHOTO
JIEKAPCTBEHHOr0 TMpenapara WJIM OTXO0J0B, MOJYYEeHHBIX TMOCjIe TNpPUMEHEeHUs
JIEKAPCTBEHHOI0 Mpenapara, ¥ Ipyrue MaHUMYJISIHH ¢ PernapaToM

Her oco0bIx TpeOoBaHUI.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUSA
Poccniickas @enepanys

Axmmoneproe oomiectBo "Otucudapm" (AO "Otucudapm™)

123112, r. Mockga, yi. TectoBckas, 1. 10, a1. 12, mom. II, xom. 29
Ten: +7 (800) 775-98-19

dakc: +7 (495) 221-18-02

ajipec siIeKTpoHHoM mouTkl: info@otcpharm.ru

7.1. TlpeacraBuTe/b AepKaTeisi PeruCTPANMOHHOI0 Y10CTOBEPEeHUs
[Iperen3un norpedbUTENEH HAOPABIATE 110 aIPECY:

Poccniickas @enepanys

Axmmonepnoe obmectBo "Otucudapm" (AO "Otucudapm")
123112, r. Mockga, yn. TectoBckas, a. 10, 31. 12, nom. II, kom. 29
Ten: +7 (800) 775-98-19

dakc: +7 (495) 221-18-02

azpec aNeKTpoHHoM mouTkl: info@otcpharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JATA NEPBUYHOM PEI'’ICTPALIUN (IIOATBEPKIEHUSA
PEI'ICTPALIIMU, TIEPEPEI'UCTPALIUN)

JlaTa niepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmiasi XapakTepUCTHKa JIGKapCTBEHHOro mpenapara MmUKOAepua JOCTylHa Ha
UH(QOPMAIIMOHHOM TOpTajie EBpa3uiickoro 3KOHOMHYECKOTO CO03a B MH(OPMAIMOHHO-
KOMMYHUKAIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org



