COOTBETCTEBYET ZKCNEPTHOMY OTUETY

o1 25.11.2024 N= 253955

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Knorpumasosn, 1 %, pacTBop A1t HApYKHOTO IPUMEHEHUS

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JleiicTByomee BemecTBO: KIOTPUMA3OJl.

1 r pactBOpa comepxkut 10 Mr KIOTpUMAa3oJa.

BcnomMorarenbHbie BelIeCTBa, HATWYME KOTOPHIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npernapara: MponuIEHITIUKOIb (cM. pa3aen 4.4.).

ITomubIi MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

PaCTBOp AJIL HAPYKHOT'O IPUMCHCHMU .
Hp03paqHa51 oT 66CI.[BCTHOI>1 J0 IIOYTH 66CHBCTHOﬁ, C JKCJITOBATBIM WJIM KOPHUYIHCBATHIM OTTCHKOM,

BsI3Kas XKUJIKOCTh. Jlomyckaercs cinalblid criernuaecKui 3amax.

4. KIMHNYECKUE JAHHbIE

4.1. Tloka3aHusl K IPUMEHEHHUIO
Knorpumaszon nokasaH K IpMMEHEHHUIO Y B3pOCIBIX U I€TEN MPU TPUOKOBBIX 3a00JIEBaHUAX KOXKH,
BBI3BAHHBIX JiepMaTopuTaMu, ApoxkeBbiME (BKIO4Yas pox Candida), miiecHeBbIMU U APYTUMH

T pI/I6aMI/I 151 BO36y,HI/ITeJ'I$IMI/I, YYBCTBUTCIIbHBIMU K KJIOTPUMA30JTY.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

PexxuM 103upOBaHus

PacTBop HaHOCAT TOHKUM clioeM 2-3 pa3a B JIeHb Ha MOPaKEHHBbIE YUYACTKH KOXHU U aKKypaTHO
BTHUparoT. HeckoibKo Karens J0CTaTouHo, 4TOOBI 00paboTaTh 00JaCTh TPUMEHEHHUS PA3MEPOM C
JJaJOHb PYKH. HpOJIO.]'DKI/ITeJ'IBHOCTI) JICUCHHUS 3aBUCHUT OT TSKCECTU 3360H€B3HI/I$I, JIOKAJIN3alinun
MaTOJOTUYECKUX U3MEHEHUN U 2PPEKTUBHOCTH TEPAIIUH.

Jlns mpenoTBpallieHus PEIUANBOB TEPANUI0 PEKOMEHIYeTCS TMPOJOJDKUTH €Ile B TeUeHHUe
2 HeseNb MoCiie YCTPAaHSHHSI CUMITTOMOB 3a00JIeBaHUSI.

Oco0ble TPVIIILI TAIUEHTOB

Habﬁ/leHWlbl NnoJ2HCUs10c0 so3pacma

Paznuuuii B TepaHeBTquCKOf/'I B(I)(bCKTI/IBHOCTI/I 1 0e30IaCHOCTH KIIOTpUMaA3o0Jia y MalMCHTOB
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MOKUJIOTO BO3pAacTa Mo CPaBHEHMIO ¢ 00mIeH I nymuné'ﬂ‘%5-3@3155@:%&1%@#&{55&[151&' 51'331;'1 HE

TpeOyercs.

Cnooco0 rnpuMeHeHus

HapyxHo. [TopaskeHHBIE y4aCTKU KOKHU MPEABAPUTEIHHO HEOOXOAUMO OYHCTUTD C TPUMEHEHHUEM

MBbLIa C HeﬁTpaHBHBIM 3HAYCHHUEM pH " OCYHIHTD.

4.3. IIpoTuBONOKA3AHUS
['unepuyBCTBUTENBHOCTh K  KJIOTPUMA30idy WM K  BCIOMOTaTelIbHBIM  BEIIECTBAM,

MePEUYUCIICHHBIM B pa3jene 6.1.

4.4. OcoOble yKka3aHMsl M1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

Tonbko 11 HApyKHOT'O IPUMEHEHHUS.

[Ipyu mosiBNEeHUHM aIEPrUYECKUX peakUUil WM pa3pa)keHUsi B MECTe HAHECEHUs Ipernapara
JeYeHHe TpeKpamaroT. i mpeaoTBpalienus: penHpUIUPOBaHUS CIeIyeT COOM0AaTh IpaBuiIa
TUTHUECHBI.

Ecnu ximHMuYeckue npusHakyd MHQEKIUH COXPAHSIOTCS IOCIE 3aBEpIICHUS JICUEHUs, CIEAyeT
IPOBECTU IMOBTOPHOE MUKPOOHOIOIHYECKOE UCCIIEIOBAHUE C LIENbI0 NOATBEPIKICHHS AMAarHO3a.
He pexomenyercs HaHECEHHE MpenapaTa Ha KOy B 00J1aCTH IJ1a3.

VY nanueHToB € IMEYEHOYHOW HEJOCTaTOYHOCTHIO CIIEAYET MEePHUOJUYECKH KOHTPOJIUPOBATH
(GYHKLINOHATIBHOE COCTOSTHUE MTEUYEHHU.

BcnoMorarenbHEIE BEIIECTBA

IIpenapar Knorpumason coepKUT NpONUIEHIIINKOIIb, KOTOPBIM MOKET pa3paxkaTb KOXKY.

4.5. B3aumopeiicTBue ¢ APYrMMH JIeKApCTBEHHBIMH TMpenapataMd MW Jpyrue BH/bI
B3aMMO/JEHCTBHUA
AMdorepuniua B, HataMunivH cHMXaT 3Q(EKTUBHOCTh KJIOTPUMa3oja MPU OJHOBPEMEHHOM

MMPUMCHCHHUH.

4.6. ®epTHIBHOCTDH, 0€PEMEHHOCTD H JIAKTALUS

bepeMeHHOCTB

HaHHBIe O MPUMEHCHUM TIpCIiapara y 6epeMeHHI)IX JKCHIIWH OI'PaHUYCHBI. B OKCIICPUMCHTAJIBHBIX
UCCIIEIOBAaHMSIX HA )KUBOTHBIX BBISIBICHO HAJIMYKE PENPOYKTUBHON TOKCUYHOCTH KJIOTPUMA30Jia
IpU NEpOpPATbHOM BBEJIEHHHM B BBICOKHMX J03aX. IIpum Hapy>KHOM NpHMEHEHHMH KJIOTpHUMAazoJia
HETaTHBHOC BOS)ICI\/'ICTBI/IG Ha pCIPOAYKTUBHYIO CUCTEMY HEC OKHNOACTCH. Bo3moxHO IIPUMCEHCHUC

KJIOTpUMa3o0Jia Ipu O€peMEHHOCTH 0/ HaOJII0IEHHEM Bpaya.
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(MOCNEOOBATENBHOC T:.. 0001)

JlakTamus

Knunnueckue naHHble O NPUMEHEHHUU IIpernapara y KOPMSIIMX SKEHIIUH OrpPaHUYEHBI.
OKCHEpUMEHTAJIbHBIE UCCIIEI0BAHUS HAa KUBOTHBIX CBHUJIETENICTBYIOT O TOM, YTO KJIOTPUMA30Jl
9KCKpETUpyeTCcsl B rpyAHOe MoJoko. Puck /s peOeHka MOJHOCThIO HE HCKIoueH. Bompoc o
1eJecO00pa3HOCTH NPUMEHEHHUs Mpernapara B MEpHOJ TPYJHOrO0 BCKapMIIMBAHUS JIOJDKEH
pelaThesl MHAMBUYaIbHO IIOCIIE KOHCYIbTAIlMH Bpaya, €CiIu NOTEHIIMAaIbHas [10J1b3a 11 MaTepu
IPEBOCXOJIUT BO3MOXKHBIA pUCK i peOeHka. Ilpn HeoOX0IUMOCTH CIeyeT PEeUIUTh BOIPOC O

MPEeKpaLEHUH TPYAHOIO BCKAPMITHUBAHHUSL.

4.7. BiusiHue Ha CcrnocoOHOCTH YNPaBJATH TPAHCIOPTHBIMM CpeJCcTBaMH M padorarh ¢
MeXaHH3MaMH

[Ipenapat He oKa3bIBaeT BIMSIHMUSA Ha CIIOCOOHOCTH YNPaBIATh TPAHCIOPTHBIMHU CPEACTBAMHU U
3aHUMATbCA JPYTMMH MOTEHIMAJIbHO OMNACHBIMU BHMJAMHM JEATEIBHOCTH, TpPEOYIOIUMU

MMOBBIIIICHHOM KOHICHTpAallMU BHUMAHUSA U 6I>ICTpOTI)I IICUXOMOTOPHBIX peaKuHﬁ.

4.8. HexxesaTesIbHbIE peaKIIHU

Pe3roMe HekenaTebHBIX PeaKIUn

Hapywenus co cmoponsl uMMyHHOU cucmembl

Annepruyeckas peakius  (NMPOSIBISIONMIAACS — KPAlMBHHIICH, OJBIIIKON, apTepuaIbHOU
TUTNOTEH3HUEH, 0OMOPOKOM).

Hapywenue co cmoponsl kodxcu u nOOKOIHCHbIX MKAHell

CelIib, 3y/, BOJBIPH, MIETyIICHHE, 00JIb/AUCKOMMOPT, OTEK, XKEHUE, pa3/ipakeHHe, dJpUTeMa,
MOKaJIbIBAaHUE.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo co00111aTh 0 0103pEeBaEMbIX HEXKENATEIbHBIX PEAKIUAX TOCTIE PETUCTPAIIMU TIperapara ¢
IEIbI0 OOECHEYEeHHs] HENMPEPHIBHOIO MOHUTOPUHTAa COOTHOIICHHUS «IOJb3a — PHUCK»
JIEKApCTBEHHOTO TIpenapara. MeauIMHCKIM pabOTHUKAM PEKOMEHIYETCsl cOoOIaTh O JHOOBIX
MO/I03PEBAEMBIX HEXKENATENbHbIX PEaKIUAX JIEKAPCTBEHHOTO Mperapara 4yepe3 HallMOHAJIbHbIE
CHUCTEMBI COOOINEHUsT O HEKeJIaTeNbHBIX pPEaKIUsIX TOCyAapcTB — UIeHOB EBpasuiickoro
SKOHOMHYECKOTO COI03a.

Poccuiickas @enepanus

Anpec: 109012, r. Mocksa, CraBsiHCKasl Iiiomaip, 1. 4, ctp. 1

®denepanbHas cryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBuanzop)

Temedon: +7 (800) 550-99-03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru
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https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHMIITOMBI

[Tpu npuMeHeHuH TpernapaTa B COOTBETCTBHH C MHCTPYKIIUEH MO MPUMEHEHUIO, IePeI03UPOBKa
ManoBeposatHa. Ciydanm TEpeqo3UpOBKH MpPH HAPYKHOM TMPUMEHEHUH KIOTpUMAasoia He
onucansl. [Ipu cmydaifHOM mpueMe npernapaTta BHyTPb, BO3MOKHO MOSBICHHE TAKUX CHMIITOMOB
KaK TOIIHOTA, pPBOTA, TOJIOBOKPYKEHHE.

JleueHue

CuMnToMaTH4ecKast TCpammus.

5. DPAPMAKOJIOTMTYECKUE CBOMCTBA

5.1. ®apmakoauHaMHuYeCKHe CBOMCTBA

®dapMakoTepaneBTUYECKass Tpymma: MPOTHBOIPUOKOBBIE  CPEACTBA, MPHUMEHsSIEMblE B
JIEPMaTOJIOTUH; TMPOTHUBOTPUOKOBBIE CPEACTBA [JIi HAPY)KHOTO TPUMEHEHHUS; MPOU3BOIHBIC
MMU/J1a30J1a ¥ TPUa3oJa.

Kox ATX: DO1ACO1

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/IC 3d)d)eKTLI

Knorpumazon - mpous3BogHOE MMHIa30j1a, MPOTHBOIPUOKOBOE CPEICTBO LIMPOKOTO CHEKTpa
JICUCTBHS VIl HAPYXXHOTO NpUMeHEeHUs. [IpoTHBOrpuOKOBBINA (PQPEKT CBA3aH C HAPYIICHUEM
CHHTE3a JProcTepoia, BXOMALIETO B COCTAaB KJIETOYHOW MeMOpaHBl TpHOOB, YTO H3MEHSET
POHUIIAEMOCTh HUTOIIa3MAaTHIECKOH MEMOPaHbl M BBI3BIBAET MOCIEAYIONINHA TU3UC KIETKHU. B
MaJIbIX KOHIEHTPALUIX NEHCTBYET (YHTHCTATUYECKH, B OONBIIMX - (YHTHUIMIHO, IPUYEM HE
TOJIBKO Ha Tpoudepupyromue KieTku. B QyHrHIMAHBIX KOHIIGHTpPAIMAX B3aUMOJCHCTBYET C
MHUTOXOHIPHAJIBHBIMA M TIEPOKCUIA3HBIMH (EpMEHTAMH, B pPE3yJbTaTe dYero IMPOUCXOIUT
YBEJIMYCHNE KOHIIEHTPAIIMU IEPEeKUCH BOJOPONA 1O TOKCHYECKOTO YPOBHS, YTO TaKKe
CHOCOOCTBYET pa3pyIIEHUIO TPHOKOBBIX KJIETOK.

Kiotpumason obnagaeT mUpOKUM MPOTHBOTPUOKOBBIM CIIEKTPOM JEWCTBHS IN VItro m in vivo,
BKJTFOUAsl JIEPMATOQUTHI, IPONOKENOJ00HbIe M IUIeCHEeBbie rpuObl. [Ipu  ompeaerseHHbIX
AQHAJTMTUYECKUX YCIOBUSX ITOKA3aTeIl MUHIMAIBHOW MOIABIISIONICH KOHIIEHTPALIUH TSl TAHHBIX
TUIIOB TPUOOB HaxoATcs B Auanazone ot MeHee 0,062 mo 8,0 mxr/mi cyberpara. DpdexTuBeH B
OTHONICHUH BO30yauTeNs pasHouBeTHOro Jjwuiias Pityriasis versicolor (Malassezia furfur).
[ToMHMO MPOTHBOTPUOKOBOTO JCUCTBHS, KIOTPHUMA30J OKa3bIBaCT aHTUMUKPOOHOE JICHCTBUE B

OTHOLICHUU TI'PaMIIOJIOKUTCIbHBIX (CTa(I)I/IJ'IOKOKKI/I, CTpCHTOKOKKI/I) U TpaMOTPpHULATCIBbHBIX
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6axrepuii (Bacteroides, Gardnerella vaginalis)| In vitro RhSTpinas0s Homasiiser-pasitomenme
Corynebacteria u rpamIOJIOKUTEIBHBIX KOKKOB - 3a HCKJIIOUEHHEM SHTCPOKOKKOB - B

koHreHTpanusax 0,5-10 wmxr/mn  cybcrpara. Kiorpumaszonm He oOKka3bplBaeT BIUSHHUS Ha
nakToOanuibl. [lepBU4HO pe3ncTEeHTHBIE BApUAHTHI UyBCTBUTEIIBHBIX TPUOOB BCTPEYAIOTCS OUEHb
PENKO; pa3BUTHE BTOPUYHOM PE3UCTEHTHOCTU Y UYBCTBUTEIBHBIX TPUOOB TaK:Ke OTMEUaeTCs B
WCKIIFOUUTEIIbHBIX CITydasX B TEPANEBTUUYECKUX YCIOBHUSX.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopOuus

PapMaKOKMHETHYECKUE HCCIIEIOBAHMS MOCIE HAHECEHUs KIOTpUMasoja Ha MHTAKTHYK WIIU
BOCIMAJICHHYIO KOXY YCTaHOBWJIM, YTO KJIOTPMMA30Jl IIJIOXO BCACHIBAETCA YEpe3 KOXKY U
MpPaKTUYECKH HE OKa3bIBa€T CHUCTEMHOI0 JIeWCTBHS. MakcUMalbHblE KOHIIEHTPAIUU

KJIOTPUMA30Jia B CBIBOPOTKE KPOBU ObUIH HUXKeE npeaena ooHapyxenus 0,001 mxr/mt.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. Ilepeuenb BcIOMOraTe/ibHbIX BelIECTB

IIponIeHI TMKOIb.

6.2. HecoBmecTuMOCTD

He npumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU

B 3amumienHoM ot ceeta mecrte, ipu Temneparype He Boime 30 °C. He 3amopaxuBats!

6.5. XapakTep u cofep:kaHHe MEPBUYHOI YTAKOBKH

ITo 15, 20, 25 mn mpenapata BO (PJIaKOHBI CBETO3ALIUTHOIO CTEKJA, WJIM BO (DJIAKOHBI U3
HOJMATUIIEHA WM U3 TTOJIMATUIIeHTepedTanara, yKymopeHHbIE MOJUITUICHOBBIMH MTPOOKaMH W
npoOKaMU-KaneJlbHUIIAMH, C KPBIIIKAMU HABUHYMBAEMBIMHU, UM HABUHUYMBAEMBIMH C KOHTPOJIEM
MEPBOr0 BCKPBITUS, WIK C CUCTEMOW 3alllUThl OT JETEeH, TaKKe JOMYCKAeTCsl MCIOJIb30BaHUE
KpBILLIEK-KaNeIbHUL], KPBIIIEK C MUIETKOM, KPBIIIEK C JIONATOYKOM, KPBIIIEK ¢ KUCTOUYKOW WU
Kpblliek 6e3 npoOku. Ha (rmakoHbl HakIeWBAIOT THKETKY M3 OymMard WJIM CaMOKJIESIIYIOCS
3TUKeTKY. Kaxkapiil priakoH BMeCTe ¢ MHCTPYKLHUEH 110 MEUIIMHCKOMY IPUMEHEHUIO TTOMEIIAI0T
B MMa4yKy M3 KapToHa. JlomyckaeTcsl BJIOXKEHHE B KaXAYIO0 MayKy MHUIETKH, WU KPBILIKUA C
MUMETKOM, WM KPBIIIKK C JIONATOYKOM, WK KpbIkH ¢ kucroukou. ITo 10, 20, 50 dpnaakoHoB ¢
PaBHBIM KOJIMYECTBOM WHCTPYKIMH MO MEIMIMHCKOMY MPUMEHEHHMIO MOMEIIAI0T B KOPOOKY

KapTOHHYIO WJIU SIIIUK U3 TOGPUPOBAHHOTO KapTOHA (JIs1 CTAIMOHAPOB).
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6.6. OcoOble Mepbl NPeTOCTOPOKHOCT npu" yﬁﬂ%&%ﬁﬂ}gﬂtﬂg&ﬁ%éﬁﬁmﬁom

JIEKAPCTBCHHOI'0 nmpemnapara HJIH 0TX0/10B, MOJTYYCHHBIX mnmocJjie NMPUMEHECHUSA
JIEKAPCTBCHHOI'0 Ipemapara v Ipyru€ MaHUMyJIsiiuu € rmpenaparom

OcoObie TpeOoBaHUS K YTUIN3ALUN OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPAIHIMOHHOI'O YJOCTOBEPEHUSA
Poccniickas @enepanys
AO «Kuposckas dapmarieBTruueckas Gpadpuka

610000, Kuposckas 06u1., T. Kupos, yi1. MockoBckas, 1. 27 a

7.1. IlpencraBuTtenb AepakaTessi pericCTPALMOHHOIO YA0CTOBEPEHHU

IIpereH3uu HOTDG6I/ITCJ'IGI‘;I HarpaBJIATh IO aAPECy.

Poccuiickas ®@enepanus

AO «Kuposckas papmarieBTudeckas Gpadpukar

610000, Kuposckas 00u1., T. Kupos, yin. MockoBckas, 1. 27 a
Ten. (8332) 22-01-26

E-mail: kachestvo-s@k-ff.ru

www.Kk-ff.ru

8. HOMEP PET'MCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JIATA TEPBUYHOM PEIUCTPALIMU (IIOATBEPXKIEHUS
PET'UCTPALIUU, IEPEPEI'UCTPALIUN)

[aTa nepBoii perucTpanum:

10. JATA IIEPECMOTPA TEKCTA

OOmast  XapakTepHCTHKa JICKQpCTBEHHOTO Tpemnapata Kiorpumazon, JOCTynmHa  Ha
WHPOPMAIIMOHHOM TIOpTaie EBpasuiickoro 5KOHOMHUYECKOTO Ccor3a B HWH(POPMAIMOHHO-

KOMMYHHKaIMOHHOM cetu «HTepHeT™ http://eec.eaeunion.org/
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