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o1 03.10.2025 N= 24832
(NOCNEOCBATENEHOCTE 0003)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA
1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
KJIEPOAEPM 1 % xpem [u1st Hapy>KHOTO IPUMEHEHUS
2. KAYECTBEHHBIN 1 KOJJMYECTBEHHBII COCTAB

JelicTByroniee BEMIECTBO: KIOTPUMA30JI.

1 r kpema cogepxut 10 Mr kiIoTpUMa3zoa.

BcenomoratenbHbIe BelecTBa, HATMYHE KOTOPHIX HAJ0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
rpenapara: CupT LEeTOCTeapuIOBbIi (cM. pasnen 4.4).

IToJHBII IepedeHb BCIIOMOTaTeIbHbIX BEUIECTB CM. B paszzeie 6.1.
3. JIEKAPCTBEHHAS ®OPMA

Kpem 151 HapyKHOTO IPUMEHEHUS.

benbrit mim moyTH O6€IbIi O THOPOIHBIN KPEM.
4, KIIMHUYECKUWE JAHHBIE

4.1. Tloka3aHusi K NPUMEHEHUIO

 JlepMaTOMMKO3bI, BBI3BaHHBIC IUIECHEBHIMH M IPYIMMH YyBCTBHTEIBHBIMH K KIOTPUMA30Jy
rpubamu (Hanpumep, Trichiphyton);

*  JIepMaTOMHKO3bI, BEI3BAHHBIE IPOKKEBBIMU rpubamu poaa Candida;

 3a00JieBaHUs KOXH CO BTOPHUYHBIM HMHQOHIMPOBAHUEM YYBCTBUTCIBHBIMH K KIOTPHMA30Jy
rpubamuy;

*  OMNpeJIOCTh, BhI3BaHHAs rpubamu poaa Candida;

*  BYJIBBUT, OAJIaHUT;

*  Pa3HOLBETHBIN JIMILIAN.

4.2. PexuM 103MPOBAHMSA U CNIOCOO MPUMEHEHUS

PexxuMm no3upoBanus

Kpem cienyer HaHOCUTBH Ha MOpPAXKEHHbIE YYaCTKU KOXKHU 2-3 pa3a B CyTKH. JlJI1 IpeoTBpaIeHUs
pPELUIMBOB JIEYEHHE CIIEAYET IPOJOJDKATh 0 KpalHEHd Mepe B TEUEHHE ABYX HEIENb IO0Cie
MCYE3HOBEHHMSI BCEX CUMIITOMOB UH(EKIIUH.

HpO,Z[OJDKI/ITeHBHOCTB JICUCHUA .
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- uH(EKINY, BBI3bIBACMBIC IepPMAaTO(QHUTAMH - HE MEHEE OTHOTO MecsIa;
- uH}ekuus, B3biBacMas rpudamu poaa Candida - He MeHee IByX HEleb.

Oco0ble rpyniibl MalueHTOB

OTtcyTcTByeT HEOOXOAMMOCTh B KOPPEKIMHU JI03bI y MAIIMEHTOB MOJOAOrO M MOYKHIJIOTO BO3pAcTa.

Cnocob NIPUMCHCHU A

Jljis Hapy»KHOT'O TPUMEHEHHUS.

Kpem crenyer HaHOCHTH Ha YHUCTBIE CYXHE YYaCTKH MOPAXKEHHOM KOXHU (BBIMBITOM MBLIOM C
HelTpanbHbiM 3HaueHueM pH). Ilpu HaHeceHMM HaA CTOMBI CIEIYET MX THIATEIHHO BBIMBITH,
BBICYIIUTH U 3aT€M HAHOCUTH KPEM MEXy MajbIlaMH.

4.3. IlporuBomoka3zaHusi

['unep4yyBCTBUTENBHOCT, K KIOTPUMA30Iy WM K JIIOOOMYy M3 BCIOMOTaTeNbHBIX BEIIECTB,
[IEPEYUCIICHHBIX B pa3zene 6.1.

4.4. Ocobble yka3aHusl 1 Mepbl IPEeI0CTOPOKHOCTH MPHU MPUMEHEHNH

Crnenyet uzberaTh nomnagaHusi KpeMa Ha CIM3UCTYIO 000710UKy Ta3. He riorats.

Bce nopaxeHHbIE yY4aCTKU KOKH HEOOXOIMMO JICYUTh OJTHOBPEMEHHO.

[Ipenapar coAep>KUT UETOCTEAPUIIOBBIM CIHUPT, KOTOPBI MOMET BBI3BIBATH MECTHBIC KOXKHBIE
peakuuu (Hanpumep, KOHTAKTHBIA JePMaTHT).

Pe3ynbratel 1abopaTOpPHBIX TECTOB IMOKA3ald, YTO MPU OJHOBPEMEHHOM MPUMEHEHUH JaHHBIHA
mpemnapaT MOXKeT HapyllaTh 1EeJO0CTHOCTh JAaTEKCHBIX KOHTPAILIETITUBOB U TEM CaMbIM OCIaOUTh UX
s dextuBHOCTh. [lallMEHTHI AOMKHBI UCIOIH30BaTh AJbTEPHATUBHBIE METOJIBI KOHTPAICTIIUN BO
BpeMs JICUCHUS U B TEUCHUE HE MEHEE 5 JHEH Tociie OKOHYaHUS Kypca Teparuu.

4.5. B3aumoaeiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH MpeNapaTaMM U JIpyrue BUAbI
B3aMMOJAEHCTBUSA

He n3yuanocs.

4.6. @epTHIBHOCTH, 0€PEMEHHOCTH U JIAKTAIUS

bepemeHHOCTD

JlaHHBIE O MIPUMEHEHUHU TIpernapaTa y OepeMeHHBIX JKCHIMH OrpaHUYeHbl. B 3KcIieprMeHTaNbHBIX
WCCTIEOBAHUSAX Ha )KMBOTHBIX BBISBICHO HAJIMYME PETPOAYKTHBHON TOKCHUYHOCTH KJIOTPHUMA30Jia
MpU TIEPOPATBHOM BBEJICHHHM B BBICOKMX J03aX. [Ipu Hapy>KHOM NPUMEHEHHH KJIOTPHUMa3oja
HEraTUBHOE BO3/ICHCTBHUE HA PENPOAYKTHBHYIO CHUCTEMY HE OKHMJIA€TCAd B CBSI3U C €r0 HHU3KUM
CHUCTEeMHBIM BO3JIelicTBUEM. B03MOXXHO MNpUMEHEHHE KIOTpUMaszoia MpH OEpPeMEHHOCTH TMOJ
Ha0Ir0IeHueM Bpada win (penbamepa.

Ilepmog rpyAHOr0 BCKapMIMBAHHUS

HocrtynHple gaHHble (hapMaKOAMHAMUYECKUX/TOKCUKOIOTHYECKIX HCCICIOBAaHUN Ha YKUBOTHBIX
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CBHUJIETEIILCTBYIOT O TOM, YTO KJIOTPUMA30J1 SKCKPETHPYETCs B IPyIHOE MOJIOKO. Puck i peOenka
IIOJIHOCTBIO HE UCKIIIOUeH. Borpoc o nenecoo6pa3HOCTH NpUMEHEHUS IipenapaTa B IEpUoJ] IPyIHOIO
BCKapMJIMBaHUs JOJDKEH pelarbCsi WHAMBUAYAIbHO II0CIE KOHCYJIbTAlMM Bpada, €ClIu
MOTEHIMAJIbHAsT T0JIb3a Ui MaTepd IPEBOCXOJUT BO3MOXKHBIM pHCK Uit pebenka. llpu
HEO0XOAMMOCTH CJIEIyEeT PELIMTh BOIPOC O MPEKPAIEHUH IPYAHOTO BCKAPMIIMBAHUS.

DepTUILHOCTD

HccnenoBanuii BIUSHUS KJIOTpUMa3ojia Ha (EpTUIBHOCTh y JIOAEH HE MPOBOIMIOCH, OJHAKO B
WCCIICIOBAaHMSIX HA XUBOTHBIX BIUSHHE IpernapaTta Ha GepTHIIbHOCTh He 00HAPYKEHO.

4.7. Bausinne Ha CHOCOOHOCTH YNPAaBJASATHL TPAHCHOPTHHIMHU CpeACTBAMH U PpadoTaTh C
MeXaHM3MaMU

KIIEPOIEPM kpem He OKa3bIBaeT BIUSHUS HA CIIOCOOHOCTD YIPABJISATH TPAHCIIOPTHBIM CPEACTBOM
WM TOTEHIMAJIBHO ONACHBIMU MEXaHU3MaMH.

4.8. HexenareJbHble peaKIuu

[Ipu npumMeHeHnH npenapaTa BO3MOXKHBI CIeIyIOIIIe MT0O0YHbIE YPPEKTHI.

Hapywenus co cmoponbl ummyHHOU cucmemsl: ajjieprudyeckas peaxuus (IposBIIAIOIIasCcs
KpanuBHULIEH, OJBILIKON, apTepHalIbHON THIIOTEH3HEH, 0OMOPOKOM).

Hapywenus co cmoponvl xodcu u noOKOJCHbIX MKAaHeu: ChIllb, 3y[, BOIIBIPH, IIENYyIICHUE,
60116/ TUCKOM(DOPT, OTEK, HOKEHUE, pa3ipakeHHe, JpUTEMa, MTOKAJIbIBAaHHE.

Coo011eHne 0 MOI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIINIX

Baxxno coo0mare 0 1OAO3pEBaEeMBIX HEKEIATeNbHBIX pEaKUMsIX IOCiIe  perucTparnuu
JIEKapCTBEHHOT'0 Ipernapara ¢ LeJbl0 00ecrneueHus] HENpPephIBHOIO MOHUTOPHUHIA COOTHOIIEHHS
«oNb3a — PHUCK» JIEKAPCTBEHHOTO TMpemnapaTa. MeIWIHUHCKUM pa0OTHUKAM pPEKOMEHIyeTcs
CO00IIaTh O JHOBIX MMOI03PEBAEMBIX HEXKENATENbHBIX PEAKIMIX JIEKAPCTBEHHOIO Mpernapara yepes
HalmTMOHAJIbHBIE CHUCTEMBI COO6H1€HI/I$I 0 HCXKCIIATCIIBHBIX PCeaKOUAX TOCYydapCTB — YJICHOB
EBpasuiickoro 5KOHOMUYECKOTO COK03a.

Poccuiickas @enepanus

®denepanpHas cayx0a o Haa30py B cdepe 3apaBoOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKas TU101Iab, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

OnektpoHHas nmovra: pharm@roszdravnadzor.gov.ru

CaiitT B mHGOPMAIMOHHO-TETIEKOMMYHUKAIIMOHHOM ceTH «HTepHeT»:

https://www.roszdravnadzor.gov.ru/
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4.9. Ilepeno3upoBka

[Ipn npuMeHeHUU mpenapara B COOTBETCTBHHM C MHCTPYKIMEH MO MPUMEHEHUIO Mepero3UpOBKa
MaJOBEpOSTHA.

Crnyyau niepeo3upOBKH MIPH HAPYKHOM MTPUMEHEHHH KIIOTPUMA30Jia HE OMHCAHBL.

CuMITOMBI

[Ipu cnyuyaiiHoM mpueme npenapara BHYTPb BO3MOXKHO MOSIBICHHE T'OJOBOKPY>KEHUS, TOUIHOTHI,
PBOTEI.

Jledenue: cuMmnromaTideckoe. JledeHue cieayer mpoBOIUTE TOIBKO MPH MPOSBICHUU KIIMHUYSCKUX

cuMnToMoB. Crienn(uIeckoro aHTHAO0TA HET.
5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. dapmakoauHaMH4YecKHe CBOHCTBA

dapmakomepanesmuueckas 2pynna: TPOTUBOTPHUOKOBBIE  CpPEACTBA, IPUMEHSEMblE B
JIepMaToJIOTuH; MIPOTUBOTPHOKOBBIE CPEACTBA, JJI HApYKHOIO HPHUMEHEHHS; IPOU3BOJHBIE
MMH1a30J1a ¥ TPUA301a.

Koo ATX: DO1ACO01

MexaHusM aeicTBUS

Knorpumason - mnpousBoAHOE HMMHJa30ja, MPOTHUBOIPUOKOBOE CPEACTBO IIMPOKOIO CIIEKTpa
JEWCTBUS ISl HAPY)KHOTO IPUMEHEHUSI.

[IpotuBorpuOKoBBIN 3G (EeKT cBA3aH ¢ HApYLIEHHEM CHUHTE3a 3Procreposa, BXOJSIIEro B COCTaB
KJICTOYHOM MeMOpaHbl rpuOOB, YTO U3MEHSET MPOHULAEMOCTh LIUTOIUIA3MAaTHYECKOM MeMOpaHbl U
BBI3BIBACT MOCJIEAYIOUINH JTU3UC KIETKU. B MasbIX KOHIEHTpauusax JeicTByeT (PyHruCTaTHYeCKHU, B
00JbIIKMX - (YHTUUIUIHO, IPUYEM HE TOJIBKO Ha mpoiudepupyromue KieTku. B QyHruumuaHex
KOHIICHTPALUAX B3aUMOJICHCTBYET C MHUTOXOHAPHAIHHBIMH U TMEPOKCUAA3HBIMH (epMEHTaMH, B
pe3yiabTaTe 4ero MpOUCXOMUT yBETHYEHHE KOHIIEHTPALUHU MEPEKHCH BOJOPOAA J0 TOKCHUECKOTO
YPOBHS, UTO TaKXe CIIOCOOCTBYET pa3pyILICHNUIO TPHOKOBBIX KIETOK.

Kiotpumason obiamaer MIMPOKAM MPOTHBOIPUOKOBBIM CIIEKTPOM JEWCTBHs IN VItro u in Vivo,
BKJIIOYAst JIEPMATO(HTHI, JIPOAOKENOJOOHBIE W IUIeCHeBble TpuObl. [lpm  ompeneneHHbIX
AHAJTMTUYECKUX YCIOBHSAX IMOKA3aTeld MUHUMAJIbHON IMOJABISIONIEH KOHIIEHTPALUHU I TAaHHBIX
TUTIOB TPUOOB HaxosaTcs B nuamnazoHe ot MeHee 0,062 mo 8,0 Mxr/miu cyberpara. DddexTuBeH B
OTHOIIIEHUH BO30YyIUTeINs pa3HOLBETHOTO Juinas Pityriasis versicolor (Malassezia furfur).

[ToMrMO TIPOTHBOTPUOKOBOTO NEHCTBHSA, KIOTPUMA30Jl OKa3bIBAeT aHTHMUKPOOHOE NIEHCTBHE B
OTHOLICHUM TPAMIIOJIOKUTENBHBIX  (CTAQUIOKOKKH, CTPENTOKOKKH) W TpaMOTpUIaTEIbHBIX

oaktepuii (Bacteroides, Gardnerella vaginalis).
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In vitro xirorpumason nopasisier pasmMHoxxerne Corinebacteria u rpaMIoIoKHUTEILHBIX KOKKOB, 32
UCKJIFOUEHUEM SHTEPOKOKKOB, MpH KoHUeHTpanusax 0,5 — 10 mkr/mi cydcrpara.

Knorpumason He OKa3bIBaeT BIMAHUS HA JAKTOOALIMIIIBL.

IlepBUYHO pe3UCTEHTHBIE BapUAHThI UyBCTBUTENIBHBIX TPUOOB BCTPEUYAOTCSI OUEHB PEIKO; Pa3BUTHE
BTOPUYHOM PE3UCTEHTHOCTH Y YYBCTBUTEIbHBIX I'PUOOB TAaKXKE OTMEUACTCS B MCKIIOYMTEIbHBIX
CIIy4asX B TEPAllEBTUYECKUX YCIOBUSIX.

5.2. dapMakoKHMHeTH4YeCKHe CBOIiCcTBa

PapMaKOKMHETUYECKUE WCCICJOBAHUs II0CIE€ HAHECEHUS KIOTPUMA30JIa HAa MHTAKTHYIO WIH
BOCHAJICHHYIO KOKY YCTaHOBUJIM, YTO KJIOTPUMA30J1 IIJIOXO BCACBIBAECTCA YEPE3 KOXKY U IPAKTUUECKH
HE OKa3bIBacT CUCTEMHOIO JEHCTBUS.

MakcumanbHble KOHLEHTPAIlMM KJIOTPHUMAa3oja B CHIBOPOTKE KPOBH OBUIM HHXKE Ipejena

obnapyxenust 0,001 Mkr/mi.
6. ®APMAIEBTUYECKHE CBOMCTBA

6.1. IlepedyeHb BCIOMOraTe/IbHBIX BelECTB

ben3nnoBelii criupr,

copOuTaHa cTeapar,

nonucopOat 60,

HETHIITIAIbMUTAT,

[IETOCTEAPHIIOBBINA CITUPT [1eTHIIOBBINA criupT 60%, cTeapuinoBeiit crimpT 40%],
OKTHJII0/IEKAHOI,

BOJIa OYMILIEHHAS.

6.2. HecoBMecTHMOCTH

He nmpumenunmo.

6.3. Cpok rogHoctu

4 rona.

[Tocne BckpeITHS TYOBI IpeTapar MpUroIeH Ui MpUMEHEeHHs B TeueHue | rofa.
6.4. Oco0ble MepbI MPETOCTOPOKHOCTH NTPH XPaHEHHH

XpaHuThb Npu TEMIiepatype He Boiie 25°C.

VYcioBust XpaHeHHs [TOCTIe IEPBOT0 BCKPBITHS JIEKAPCTBEHHOIO IIpenapara cM. B paszene 6.3.

6.5. XapakTtep ¥ coep:kaHue NePBUYHON YIIAKOBKH
ITo 20 r npenapata B aJIOMUHHUEBYIO TYOy € 3aBUHUYMBAIOLICHCS KPBIIIKON M3 TOJIUITPONUIICHA.

1 TY6y BMCECTC C JIUCTKOM-BKJIAABIIIEM IMOMEIIAIOT B KAPTOHHYIO MMAYKYy.
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6.6. OcoOble Mepbl  NPEAOCTOPOKHOCTHM  HPH  YHHYTOKEHMH  MCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara UM 0TX0/10B, NOJYYeHHBIX M0cJie MPUMeHEeHHs JIEKAPCTBEHHOI0
npenapara u Apyrue MAaHUMYJIAIUH C IPeNapaToM

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

40501058

C K Menurek IIpaitBut Jlumuten

A/8, Jlopanc Teppac, Aok Mapr, Xa3parranmk, Jlakxuay - 226001, Uuaus
E-mail: meditechsk@yahoo.com

7.1. IlpencraBuTe/ib ep:KaTesisi PerucTPAllMOHHOIO Y/10CTOBEPEeHH s

IIperen3un HOTDC6I/ITCJI$I HaIrpaBJIATH I10 aAPECy.

Poccuiickas @enepanust

[IpencraButensctBo «C K Meautek IIpaiiBut Jlumureny,

Anpec: 121471, r. Mocksa, yi. PsOunoBas, 1. 43, kopn. 1 kom. 35.
Tem: +7(499)726-74-40.

E-mail: skmruss@mail.ru

8. HOMEP PETHCTPALHIMOHHOI'O YAOCTOBEPEHUSA

JITT-Ne(004678)-(PT-RU)

9. JIATA NEPBUYHOM PETUCTPAIIMU (ITOATBEPKJIEHUA PETUCTPAIIUMN,
HEPEPETUCTPALINN)

Hara nepBoii peructpauuu: 20.02.2024

JlaTa mocneHero moATBEPKACHUS PErucTpalny (IepeperucTpaium):

10. AATA NIEPECMOTPA TEKCTA

06111a;1 XAapPaAKTCPUCTHKA JICKAPCTBCHHOT'O IIpCIiapara KJ'IOTpI/IMaBOJ'I AOCTYIIHA Ha I/IH(I)OpMaI_[I/IOHHOM
nopraje EBpaSHﬁCKOFO OKOHOMHYCCKOIO COKO3a B I/IH(i)OpMaI_II/IOHHO-KOMMYHHKaHHOHHOﬁ CCTU

«uTtepueT» https://eec.eaeunion.org
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