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OBILIASl XAPAKTEPUCTHKA JIEKAPCTBEHHOFOTTPEIAPATA & 1007

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Haramunms, 100 Mr, Cynmo3uTopuu BaruHaIbHbIC.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JlelicTBy1o1I€€ BEUIECTBO: HATAMULIVH.

Kaxnapii cynnosutopuit cogepxut 100 Mmr HaraMunuHa.

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBEIEH B pazjedie 6.1.

3. JEKAPCTBEHHAS ®OPMA

CynnosuTopuu BaruHajlbHBbIE.

Cynmnosutopun TOpre000pa3Hoi (GOPMBI OT CBETIO-KEITOTO O CBETIO-KOPUYHEBOTO IBETA.
Ha mnpomonbHOM cpe3e JOMKHBI OTCYTCTBOBaTh IMOCTOPOHHUE BKiIoueHus. Jlomyckaercs
HAJIMYUe BO3AYIIHOTO CTEPXKHS I BOPOHKOOOPA3HOTO YIiTyOIeHHUS .

4. KINMHUYECKUE JAHHBIE

4.1 Iloxazanusi K NpUMEHEHUI0

[Ipemapar HatamunuH moka3aH K TPUMEHEHUIO JJs JIEYeHHUS BarkHHUTOB, BYJIHBUTOB,
BYJIbBOBAarMHUTOB, BbI3BaHHBIX Iprbamu poaa Candida.

4.2 PeskuM 103MPOBAHUS H CIIOCO0 NPHUMEHEHUA

PexxuM 103upoBanus

ITo 1 cynno3uTopuro BBOAAT BO Biaraiuile |1 pas B CyTKM Ha HOYb.

IIpooonxcumenvnocms neuenus

B Teuenne 3 — 6 gneil. IlponomxurenbHOCTh Kypca MHIUBUAYyanbHa. [locine ncuesHoBeHUs
CHUMIITOMOB 3a00JI€BaHUsI PEKOMEHAYETCs IPOAOJKATh JICUEHHUE €11[€ HECKOJIBKO JHEH.

Crooco0 nmpuMeHeHus

WHTpaBarnHaibHoO.

CynnosuTtopuu, IpeIBapUTEIbHO OCBOOOINB OT KOHTYPHOM YIIaKOBKH, HAXO/SICh B MOJIOKEHUU
JIeKa, BBOJAST BO BiIarajiuiile, Kak MOKHO IITy0xe.

4.3 IIlporuBonoka3zanus

['MnepuyyBCTBUTENBHOCT, K HAaTaMHIMHY WIM K JIIOOOMYy M3 BCIIOMOTaTeNIbHBIX BEIIECTB,
NePEYNCIICHHBIX B pa3zaene 6.1.

4.4 OcoOble yka3aHUs U Mepbl PEI0CTOPOKHOCTH NIPH IPUMEHEHUH

IIpy BarmHanbHOM AaNIUIMKALIMM MOJA  JEHCTBHEM TEMIIEpAaTypbl Tejla CYNIIO3UTOPUU
OpeBpalalTcss B TEHHCTYI0 Maccy, 4YTO CIIOCOOCTBYET PAaBHOMEPHOMY pacIpeesIeHUI0

HaTaMUIIMHA I10 CIIM3UCTOM 000JI04UKE BJIarajjuaia.
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B mepuwon nedeHus HET HEOOXOIUMOCTH HEeKHOYCHI —HOTOBBIX —KOHTAKTOB; —OAHAKO
PEKOMEHIyeTCsl MPOBECTH OOCIENIOBAaHUE IIOJIOBBIX NAPTHEPOB U, B CIydyae BBISIBICHUS
KaH/IMJI03HOTIO MOPa)XXEHUs, IPOBECTU KypcC JICYEHUsI HATAMUIIMHOM. B nepuop nedenus cienyer
UCIOJIb30BaTh OAphEPHBIC METO/IbI KOHTPALCTIIIH.

B cinydae xpoHWYECKOW WM PEHHUIUBUPYIONMIEH WH(EKIHMH MECTHOE JICUYCHHE MOXKET OBITh
JIOTIOTHEHO HAa3HAYCHHEM HAaTaMHUIIMHA B BHJIE TAOJIETOK /ISl IprieMa BHYTPb JIJIsl CAaHAIIMK o4ara
KaHIUA03HON MH(EKIMHN B KullleuHuke. Eciii KIMHUYeckrue Mpru3Haku WHOEKINH COXPAHSIIOTCS
Mocjie  3aBEpLICHUs JIEYCHMsI, CJIEAyeT IPOBECTH IMOBTOPHOE MHKPOOHOJIOTHYECKOe
WCCJICIOBAHKUE C IICNIbI0 TIOATBEPXKICHUS auarHo3a. llpu JedeHWrn BarvHaNbHBIX HHQEKIUH
mperapar Hellb3sl IPUMEHSTh BO BPeMsi MCHCTPYaIlUH, JICYCHHE 11eJIeco00pa3Ho HAaYMHATH MOCIIe
MEHCTpYalHH.

[Tpu npumMeHeHnH MpenapaTa BO BpeMsi 06peMEHHOCTH HE CIIEAyET UCIONIb30BaTh AIIIMKATOP.
4.5 B3aumoneiicTBHe ¢ JAPYrMMH JIEKADCTBEHHBIMH IIpenapaTtaMM M Jpyrue BH/bI
B3aUMOAeHCTBUS

JlekapcTBeHHOE B3aMMOJICHCTBHE IIpenapara ¢ JIPYTMMHU JIEKapCTBEHHBIMM Ipenaparamu He
OIHUCAaHO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

Bo3MoxHO mprMeHEeHHe TIpenapara B mepruoa 0epeMeHHOCTH.

JlakTanus

Bo3MoxHO TpuMeHeHue mpenapara B epuo;] TPy IHOTO BCKapMIIMBAHUS.

4.7. Biausinde Ha CNOCOOHOCTH YHPABJIATH TPAHCIOPTHBIMHM CpeICTBAMH U padoTaTh ¢
MeXaHu3MaMu

[Ipemapar He BIUSET HA CIOCOOHOCTH YIPABIATH TPAHCHOPTOM HIIM 3aHUMATHCA APYTUMU
MOTEHIIMAIHHO OMACHBIMHU BUIAMU JCSITEIBHOCTH, TPEOYIOIMMHU MOBBINIEHHOW KOHIIEHTPAIUU
BHUMAaHUS ¥ OBICTPOTHI ICUXOMOTOPHBIX PEaKIIHil.

4.8. HexkesnaTesibHbIEC peaKIUU

Pe3roMe HeXeIaTeIbHbIX PEeaKIui

[Ipy MecTHOM NPUMEHEHUM BO3MOKHO JIETKOE Pa3/IpaKCHHE W OIIYLICHHUE MXKEHUS B MECTE
BBEJIICHMUA.

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOA03PEeBAEMBIX HEXKENATENbHBIX PEAaKIUAX IOClIe PETUCTpaIlluu
JIEKapCTBEHHOTO TIpernapara ¢ 1ebi0 00eCTICUeHHs] HETPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHAYEeTCs

COO6H13TB 0 JII00BIX MoaO3pE€BACMbIX HEKCEIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIperiapara
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Yyepe3 HalMOHAIBHBIE CHCTEMbI COOOIIECHUS O
EBpa3uiickoro 3k0HOMHYECKOr0 COI03a.
Poccuiickas @enepanus

®denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.
Anpec: 109012, r. Mocksa, CraBsiHCKas IJI0IIa1b, 1. 4, cTp. 1.
Tenedon: +7 800 550 99 03

DnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEIIEKOMMYHHUKAITMOHHON CeTH «HTEepHETY:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

Jlo HacToAIIero BpeMEeHH! 0 clydasix Mepe03upOBKHU MpernapaTa He Co00Ianoch.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1 ®apmakoguHaMHUYeCKUe CBOMCTBA

dapmakoTepaneBTHUECKasi  TpyImna: IMPOTHUBOMHKPOOHBIE  CPEACTBA W AHTUCENTHKH,
NpPUMEHSEMbIE B THHEKOJOTHUH; MPOTUBOMHUKPOOHBIE CpPEICTBA U AHTHCENTHUKH, KpOMe
KOMOHMHAIIUU C KOPTUKOCTEPOUAAMU; AaHTUOHMOTHUKH.

Kon ATX: GOTAA02

Mexanusm aeiicTBus

HaramMuiH — TOpPOTHBOTPUOKOBBIA IOJMEHOBBIM AHTUOMOTHK W3 TPYIIbl MaKpOJIUIOB,
UMEIONINH IIUPOKHUN CIeKTp neiicTBUs. OkxasbiBaeT (QyHTUIHIHOE neiicTBre. CBS3BIBACTCS CO
CTepoJIaMH KIICTOYHBIX MEMOpaH, Hapylas HMX IeJIOCTHOCTh M (PYHKIMH, YTO HPUBOIUT K
rudeau MUKpOOPraHU3MOB.

AXTHBEH B OTHOLICHWH OOJBIIMHCTBA MATOTCHHBIX JPOXIKEIOJOOHBIX TPHOOB (OCOOCHHO
Candida albicans), npoxokeii (Torulopsis u Rhodotorula), a Taxxe Apyrux MaToreHHbIX IPHOOB
(Aspergillus, Penicillium). Menee akTuBeH B oTHoueHun nepmaroduros (Trichophyton,
Microsporum, Epidermophyton).

YyBCTBUTENBLHOCTS iN Vitro

He Biuser in vitro na I'paMITIOJIOKUTCIIBHBIC U T'PAMOTPULIATCIILHBIC 68.I(TepI/II/I.

PesncreHTHOCTD

Pe3ncTeHTHOCTE K HaTaMUIIUHY B KIIMHAUYECKOH IMPAKTHUKE HE BCTPEUACTCH.
5.2. apmakoknHeTHYECKHE CBOHCTBA
Haramumue npakTH4ecKkd He BCAChIBAETCSI CO CIM3UCTOM OOOJOYKM BIIAraliuiia, He OKa3bIBaeT

CHUCTEMHOTO JE€HUCTBUA.


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BcIOMOraTe/IbHbIX BelllECTB
Makporoma riauiepuiIrupokcrucTeapar
Kpemuust 1MOKCH KOJITOUAHBIN

TBepasiii xup (Butencon mapka H 15 unu Cynnocup mapka NA 15)

TBepasiii xkup (Butencon mapka W 35 unu Cynnocup mapka NAS 50)

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

2 roza.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NPH XPAHECHHU U

XpaHuTb 1pu Temieparype He Boiie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 3, 6 cynno3uTopueB B KOHTYpPHOH SYEHKOBOM YNAKOBKE M3 IUJIEHKH M3 IOJIMMEPHBIX
matepuainos [IBX/TID.

[To 1 KOHTYpHOI YEHKOBOW YyIMAaKOBKE BMECTE C HHCTPYKIUEH MO0 MEIUIIUHCKOMY IPUMEHEHHIO
npernapara oMeIaoT B aYKy U3 KapToHa.

[To 3 cynmo3uTopusi B KOHTYPHOM STYEHMKOBOM yIMaKOBKE M3 MJICHKU U3 MOJIMMEPHBIX MaTepUaIoB
[MBX/TI3.

[Io 2 KOHTYpHBIX SYEHWKOBBIX YMHAaKOBKM BMECTE€ C HWHCTPYKUUEH 10 MEIUIUHCKOMY
IIPUMEHEHHUIO MTpernapaTa MOMEIIAI0T B MaYKy U3 KapToHa.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WJIM  OTX0A0B, IOJYYEHHBIX I0CJe TNPUMEHEHUs
JIEKAPCTBEHHOI'0 Npenapara, i Apyrue MaHUIYJISIUN € PenapaTomM

Her ocobbix TpeboBaHui.

7. AEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

000 «®opmyna-DOP»

109443, r. Mocksa, Bonrorpaackuit mpocmnekt, 1. 139, opuc 10

7.1 IlpeacraBuTeib AepKaTessi PeruCTPALMOHHOIO YA0CTOBEPEHUS.

[Iperen3un HOTD66I/ITCJICI71 HalnpasJATH 110 aApECy:

Poccniickas @enepanns

00O «Tynbckas hapmaneBTruaeckas hadpukar»
300004, r. Tyna, TopxoBckuii mpoe3, A. 10
Ten.: +7 (4872) 41-04-73
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dakc: +7 (4872) 41-04-73

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOATBEPXJEHUS PETMCTPALIMU,
INEPEPETUCTPALINN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO0miass  XapakTepucTUKa  JIEKApCTBEHHOro  mpenapara  HaramuuuH — gocTynHa — Ha
UHPOPMALIMOHHOM TOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHUKAIIMOHHOM cetn « HTepHe™» http://eec.eaeunion.org].



http://eec.eaeunion.org/

