COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 03.12.2024 N= 26680

OBILIASl XAPAKTEPUCTHKA JIEKAPCTBEHHOFOTTPEIAPATA & 1007

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

HATAMMIINMH, 100 mr, cynmo3uTopuy BaruHAJILHEIE.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JlelicTBy1o1I€€ BEUIECTBO: HATAMULIVH.

Kaxnpriii cynmosutopuii cogepxut 100 mr HatamunuHa.

[TonHbIl TepevYeHb BCIOMOraTEIbHbIX BELIECTB IIPUBEIEH B paznene 6.1.

3. JEKAPCTBEHHAS ®OPMA

CynnosuTopuu BaruHajibHBbIE.

Cynmnosutopun TOpre000pa3Hoi (GOPMBI OT CBETIO-KEITOTO O CBETIO-KOPUYHEBOTO IBETA.
Ha mnpomonbHOM cpe3e JOMMKHBI OTCYTCTBOBATh IIOCTOPOHHHE BKIIOUeHus. Jlomyckaercs
HaJIM4YUe BO3AYIIHOTO CTEPXKHS I BOPOHKOOOPA3HOTO YIiTyOIeHHUS.

4. KINMHUYECKUE JAHHBIE

4.1 IloxkazaHusl K NpUMEHEHUI0

HATAMUIIMH noka3an K OpUMEHEHUIO Ui JICYEHUS  BaruHUTOB,  BYJIbBHUTOB,
BYJIbBOBAarMHUTOB, BbI3BaHHBIX Iprbamu poaa Candida.

4.2 PeskuM 103MPOBaHUS U CIIOCO0 NPHMMEHEeHU

PexxuM J103upoBaHus

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

IIpooonxcumenvnocms neuenus

B teuenne 3 — 6 mueil. [IpogoimkuTenbHOCTh Kypca HHAMBUAYyaNbHA. [lociie ncuesHOBEeHUS
CHUMIITOMOB 3a00JI€BaHUsI PEKOMEHAYETCs IPOAOJKATh JICUEHHE €111€ HECKOJIBKO JTHEH.

Crooco0 nmpuMeHeHus

WHTpaBarnHaibHoO.

CynnosuTtopuu, IpeBapuTeIbHO OCBOOOINB OT KOHTYPHOU YIAaKOBKH, HAXO/ASCh B MOJIO)KEHUU
JIeKa, BBOJST BO Biarajiuile, Kak MO>KHO TTyOxe.

4.3 IlpoTrnBOoNOKa3aHus

['MnepyyBCTBUTENBHOCTh K HAaTaMMLIMHY WIM K JIIOOOMY W3 BCIIOMOTaTENIbHBIX BELIECTB,
NePEYNCIICHHBIX B pa3zaene 6.1.

4.4 OcoOble yka3aHUs U Mepbl PEI0CTOPOKHOCTH NPH NPUMEHEHUH

IIpy BarMHanbHOM AaNIUIMKAlMM MOJA JEHCTBHEM TEMIIEpAaTypbl Tejla CYNIO3UTOPUU
OpeBpalalTcss B MEHHCTYI0 Maccy, YTO CIIOCOOCTBYET pPaBHOMEPHOMY paclpe/ieleHUI0

HaTaMUIMHA I10 CIIU3UCTOMN 000JI04UKE BJIarajjuaia.
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B nepuoa JICHCHUA HCET HCOGXOI[I/IMOCTI/I HCKTOYCHT —THTOAOBBIX—KOHTAKTOB, —OAHaKoO

PEKOMEHIyeTCsl MPOBECTH OOCIEeOBAaHUE IIOJIOBBIX MAPTHEPOB U, B CIlydae BBISIBICHUS
KaH/IMJI03HOT'0 MOPaXEHUs, IPOBECTU KypC JICUEHUs HAaTaMULIMHOM. B mepuos nedeHus ciuegyer
UCIIOJIb30BaTh OAPhEPHBIE METOAbI KOHTPALICIIIUH.

B cinydae xpoHWYECKOW WM PEHHUIUBUPYIONMIEH WH(EKIHMH MECTHOE JICUYCHHE MOXKET OBITh
JIOTIOTHEHO HA3HAYCHHEM HAaTaMHUIIMHA B BHJIE TAOJIETOK /ISl IpHeMa BHYTPb JIJIsl CAaHAIIMK Oodara
KaHJIUJ03HONM MH(EKIUHU B KUIIeUHHKe. Eciny kmuHu4eckre nmpu3Haku MHPEKIUU COXPaHSIIOTCS
Mocjie  3aBEpLICHUs] JIEYCHMsI, CJIEIyeT MPOBECTH TMOBTOPHOE MHKPOOHOJIOrHYECKOe
WCCJICIOBAHKUE C IICNIbI0 TIOATBEPXKICHUS auarHo3a. llpu JedeHWrn BarvHaNbHBIX HHQEKIUH
mperapar Hellb3sl IPUMEHSTh BO BpeMsI MCHCTPYaIlUH, JICYCHUE 11eJIecO00pa3HO HAYMHATH MOCIIe
MEHCTpYalHH.

[Tpu npumMeHeHnH MpenapaTa Bo BpeMsi 0epeMEHHOCTH HE ClieAyeT HCIOIb30BaTh alIIUKATOP.
4.5 B3aumoneiicTBHe ¢ JAPYrMMH JIEKADCTBEHHBIMH INpenapaTamMd M Jpyrue BHJbI
B3aUMOAeHCTBUS

JlekapcTBeHHOE B3aMMOJICHWCTBHE Ipenapara ¢ JAPYrMMH JIEKapCTBEHHBIMH IIperapaTaMu He
OIHUCAaHO.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

Bo3MoxHO mprMeHEHHe TIpenapara B mepruoa 0epeMeHHOCTH.

JlakTanus

Bo3MoxHO TpuMeHeHue mpenapara B Iepuoj] TPyAHOTO BCKapMIIMBAHUS.

4.7. Biausinde Ha CNOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMH CPeACTBAMHU M PadoTaTh C
MeXaHu3MaMu

[IpemapaT He BIUSET HA CIOCOOHOCTH YIPABIATH TPAHCIOPTOM WM 3aHUMATHCS APYTUMU
MOTEHIIMAIHHO OMACHBIMHU BUIAMU JCSITEIBHOCTH, TPEOYIOIMMHU MOBBINIEHHOW KOHIIEHTPAIUU
BHUMAaHUS U OBICTPOTHI ICUXOMOTOPHBIX PEaKITHH.

4.8. He:kesnaTesibHbIEC peaKIUU

Pe3roMe HeXeIaTeIbHbIX PEeaKIui

[Ipy MeCTHOM NPUMEHEHWH BO3MOKHO JIETKOE Pa3IpAKCHUE M ONIYIICHHE KECHHS B MECTE
BBEJICHMUS.

COO6H.ICHI/I$I 0 TOA03PEBACMBIX HEXKCIATCIbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEaKIUAX T[OCIe PETUCTpaIuH
JIEKapCTBEHHOTO TIpernapara ¢ 1eJbl0 00eCTIeUeHHs] HEMPEPHIBHOIO MOHUTOPHUHTA COOTHOIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO IMpernapara. MeIunuHCKUM pabOTHUKAM pPEKOMEHIYyeTcs

COO6H13TB 0 JII00BIX moaO3pE€BACMbBIX HEXKCEIIATCIBbHBIX PCAKIHAX JICKAPCTBECHHOI'O IIpf€rapara
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yepe3 HallMOHAJIbHBIE CHCTEMBI COOOILICHUS O
EBpa3uiickoro 3k0HOMHYECKOr0 COI03a.
Poccuiickas @enepanus

Anpec: 109012, r. MockBa, CnaBsiHcKasi 1iiomaib, a. 4, ctp. 1

VY1onHOMOUYEHHBIN OpraH (yIoJHOMOYEHHAsl OpraHu3alys) rocy1apcTsa - wieHa EBpasuiickoro
SKOHOMHUECKOro coro3a: dDenepanbHas ciayxba Mo Hag30py B cdepe 3IpaBOOXpaHEHHS
(Poc3apaBHanzop)

Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30

dakc: +7 (495) 698-15-73

DnekTponHas noyra: pharm@roszdravnadzor.ru

Caiit B nH()OPMAIIMOHHO-TEIEKOMMYHUKAITHOHHOM ceTn « HTepHeT»: WWW.roszdravnadzor.ru
4.9. Ilepeno3upoBka

J1o HACTOSIIEro BPEMEHH O CITydasx IMepeI03UPOBKH IpermapaTa He COO0IIaIoch.

5. PAPMAKOJIOTUYECKHE CBOMCTBA

5.1 dapmakoguHAMHYECKHE CBOHCTBA

dapmakoTepaneBTHUECKasi  TpyIa: MPOTUBOMHKPOOHBIC  CPEACTBA W AHTUCENTHKH,
MNPUMCHACMBIC B THUHCKOJIOI'UH, HpOTI/IBOMI/IKpO6HI>Ie cpeacrtBa M AHTHCCIITUKH, KpPOMC
KOM6I/IHaIII/II/I C KOPTUKOCTCPOHUAaMU,; aHTI/I6I/IOTI/IKI/I

Kox ATX: GO1AA02

MexaHN3M e CTBUS

HartamMumua — mNpOTHBOTPUOKOBBIA TIOJUCHOBBI aHTUOMOTUK W3 TPYIIBI MaKpOJIUIOB,
UMEIOUINI UPOKUN cnekTp AedcTBus. OkaspiBaeT (pyHruuuaHoe aeiictsue. CBS3bIBAaeTCS CO
CTepOJIaMU KJIETOUYHBIX MEMOpaH, Hapylias WX LEeJIOCTHOCTh M (PYHKIMH, YTO MPUBOIUT K
ru0eny MUKPOOPIaHU3MOB.

AKTUBEH B OTHOIIECHUU OOJIBIIMHCTBA MMATOTCHHBIX JPOXIKENOAOOHBIX TpHOOB (0COOEHHO
Candida albicans), mpoxokeit (Torulopsis u Rhodotorula), a Taxxe apyrux maToreHHbIX TpHOOB
(Aspergillus, Penicillium). Menee aktuBeH B oTHomieHun aepmaroduros (Trichophyton,
Microsporum, Epidermophyton).

YyBCTBUTENBHOCTS iN Vitro

He BiuseT in Vitro Ha rpaMIioIOKUTEIbHBIC H IPAMOTPHIIATEIIbHBIC OAKTEPUH.

PesncreHTHOCTD

Pe3ncrenTHOCTE K HaTaMUIIUHY B KJIMHUYECKOI IMMPAKTHUKE HEC BCTPCUACTCA.


mailto:pharm@roszdravnadzor.ru
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5.2. apmakoknHeTHYECKHE CBOWCTBA
HaramMumnuH npakTHYecKd HE BCACHIBACTCSI CO CIU3UCTOW OOOJOYKM BIIAralidila, HE OKa3bIBaeT
CUCTEMHOT'O JACHCTBHUS.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeyeHb BCIOMOTraTe/bLHBIX BelIECTB

MakporoJia ridiuepuiIruIpokcucTeapaTt

Kpemuust 1MOKCH KOJITIOUAHBII

TBepapiii xkup (Butencon mapka H 15 unu Cynmocup mapka NA 15)

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

6.2. HecoBMeCTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

2 roja.

6.4. Ocodbie MepbI MPEI0CTOPOKHOCTH MPH XPAHEHUHT

XpaHuTb 1pu Temieparype He Boiie 25 °C.

6.5. Xapakrep u coep:xkaHue NEPBUYHON YIIAKOBKHU

Ilo 1, 2, 3, 4, 5, 6 Cynmo3uTOpHMEB B KOHTYPHOM SYEHKOBOW YNAKOBKE W3 IUJICHKH W3
noauMepHbIX MaTepuanos [IBX/TID.

Ilo 1, 2, 3,4, 5, 6 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKLUHUEH MO MEAUIMHCKOMY
MPUMEHEHUIO MperapaTa NOMEIIAT B TaYKy U3 KapTOHA.

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH TNPH  YHUYTOKEHHHM  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WM OTXOA0B, TMOJYYEHHBIX TMoOcCjJe TPUMeHEHUs
JIEKAPCTBEHHOI'0 NMpenapara, u Apyrue MAaHUILYJISIIHH ¢ IPenapaToM

Het oco6b1x TpeboBaHuil.

7. AEPKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanns

000 «BUTA JIAVH»

443099, Camapckas obnactb, r.0. Camapa, BH. p-H Camapckuif, r. Camapa, yi. KyiiObiesa,
n. 110.

7.1 IlpeacraBuTeib AepaTessi PEruHCTPALMOHHOIO Y0CTOBEPEHUS.

[Iperen3un HOTDG6HTCJ’IC§I HamnpasJATh 110 agpeCy:

Poccniickas @enepanus

00O «Tynbckas hapmaneBTruaeckas hadpukar»
300004, r. Tyna, TopxoBckuii mpoe3n, aA. 10
Ten.: +7 (4872) 41-04-73
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dakc: +7 (4872) 41-04-73

8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOATBEPXJIEHHUS PETMCTPAIIUU,
INEPEPETUCTPAIIN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

O6mass  xapaktepucTuka JsekapctBeHHoro mnpernapata HATAMUIWUH pgocrynna Ha
WH(OPMAIIMOHHOM TopTaje EBpa3suiicKOro HSKOHOMHYECKOTO CO03a B HH(POPMAIMOHHO-

KOMMYHHUKaIMOHHOM cetn «MHTepHe» http://eec.eaeunion.orgl.
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