COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 14.10.2024 N2 22312
(NOCNEOOBATENLHOCTE 0002)

OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPETTAPATA

Kanmnn, 2 %, reiab BaruHaJIbHBII

2. KAUYECTBEHHBIN 1 KOJTMYECTBEHHBII COCTAB

JeicTByrolee BEeIECTBO: KIOTPUMA30Jl.

Kax b1t rpamm renst cogepxut 20 Mr K10TpuMaszona.

BcnomorarenbHble BelECTBa, HAJMYUE KOTOPBIX HAJ0 YYUTHIBaTh B COCTaBE JIEKAPCTBEHHOI'O
npenapara: [MeTHJIOBBIN CIIUPT, MPONMJICHTITUKOIb, XJI0PKpe30d (cM. paznen 4.4).

[TonHbIi mepeyeHs BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pasjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
I'enp BaruHaJILHBIIA.

OmHOPOIHBII Tellb OENIOTO IBETA.

4, KJIMHUYECKHUE JAHHBIE
4.1. Tloka3aHusi K NPUMEHEHHIO
[penapar Kanaug nokasa Uit IpUMEHEHHsI y B3POCIBIX IS JICYCHHUS TeHUTAIBHBIX MH(EKLINH,

BBI3BAHHBIX JAPOXOKET0N00HbIME rpubamu poaa Candida (kaHIum103HbIH By IbBOBATHHHT).

4.2. PexuM 103UPOBAHMS H CNIOCOD MPUMEHEHHU

PexxuM 103upoBaHus

Bspocnvie
[TonHbIif anmukaTop ¢ resieM (0KoJIo 5 T IpernapaTa) BBOJIAT BO BIIaraliuIlle €:KeHEBHO B TEUCHUE
6 nHeil. [ToBTOpHBIN KypcC JIeUeHUs: BO3MOXKEH MOCIE KOHCYJIbTAl[UU Bpaya.

eTH
BezonacHocts u 3¢ dexruBHOCTD npenapara Kanaun y aereit 1 moapocTkoB B Bozpacte oT 0 10
18 neT He yCTaHOBJICHBI.

Croco0 IIpuMeHeHus

MectHO. TOnBKO [UIs1 MUHTPAaBarMHAJIBLHOIO NpUMEHEHHUs. [IoaHbI anmIMKaTop ¢ rejaeM BBOIAT

BCYCPOM BO BJIarajivine, B IMOJIOKCHHHU JIC)KA Ha CIIMHC ITPU CJICTKA COTHYTBIX HOTraX.
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4.3. TlporuBomokazaHus
['MnepyyBCTBUTENFHOCTS K KIOTPHUMA30JIy HJIM K JIFOOOMY M3 BCIIOMOTATEIBHBIX BEIIECTB,

NIEPEYUCIIEHHBIX B paszzaene 6.1.

4.4,  Ocobble yKa3aHUsi © MePbI IPEeI0CTOPOKHOCTH NPH MPUMEHEHHH

[lpy mOSIBIIEHUH aJUIEPTHYECKUX PEAKIMi WM pa3fpakeHUsT B MECTE€ BBEICHHS Iperapara
JIEYEHUE CIIEAYET IPEKPaTUT.

HpenapaT HCJIb3d ITPUMCHATH BO BPEMS MCHCTpPYallUH, JICUHCHUC HGHGCOOGPaSHO Ha4YUHATh I10CJIC
MEHCTPYAaIHH.

[lpr omHOBpeMEHHOH HH(GEKIUU TOJOBBIX Ty0 W TNPWIETAONUX YYaCTKOB (KaHAWIO3HBIH
ByJ'H:BI/IT) CICAyCT JOIMOJIHUTCIILHO IPOBOAHUTL MCCTHOC JICUCHUC KIIOTPHUMA30JIOM B
JIEKapCTBEHHOH opMe KpeM, Masb, I'ellb.

Jns mpenoTBpamieHuss HHOUIUPOBAHHWS HEOOXOIUMO OJHOBPEMEHHOE JICYCHHE IOJIOBBIX
napTHEpoB. B mepuos siedeHnss peKOMEHAYETCS BO3JIEPKUBATHCS OT IOJIOBBIX KOHTAKTOB. J[iist
peIOTBpaleHHS penH(UIIMPOBAHUS CIEeIyeT COOM0IaTh MpaBUiia TUTHCHEI.

He CJICAYCT UCIOJIb30BaTh TaMIIOHBI, ITPOBOAWUTL CHOPUHICBAHUA, MIPUMCHATH CIICPMHULIUABI UJIN
Npyrue TpenapaTrbl Jjs HWHTPABardiHAJBLHOTO TPUMEHEHHS B TIEPUOJ JICYCHHS JTaHHBIM
npernapaToM.

Bo BpEM: JICHCHHUA PCKOMCHAYCTCA IMMOJIb30BATHCA CPCACTBAMU KOHTPALCIIIIAN.

Puck paspeiBa mpe3epBaTHBa MM JAuadparMbl YBEIMYMBAETCS TMpPH HMX TNPUMEHEHUH
OJTHOBPEMEHHO ¢ TipenapaToM. HeoOXoauMo HCIoib30BaTh HAACKHBIE METO Il KOHTPAIICTIIINH.

BcnoMorarebHEIC BEISCTBA

[Ipenapar Kanaun conepXKUT HETHIOBBIA COUPT, KOTOPBIM MOXET BbI3bIBATH MECTHBIE KOXKHBIC
peakuuu (HarnpuMep, KOHTAKTHBIN IEPMATHT).
[Ipenapar Kanaua coaepXuT NpONUIEHIJIMKOb, KOTOPBIM MOXET pa3apaxaTh KOXKY.

[Tpenapat Kanaun conepkKuT XJI0pKpe30I1, KOTOPBIA MOKET BBI3BIBATH a/NIEPTUYECKUE PEAKIINH.

4.5. B3aunMopeiicTBMe C JAPYIrHMH JIEKAPCTBEHHbIMHM MpenapataMM M JApyrue BH/bI
B3alMOJeliCTBUSA

[Ipy BarmHaIHPHOM BBEIACHUHU KJIOTPHMMA30Jl CHUKACT aKTUBHOCTh aMdorepuiimHa B u apyrux
ITIOJIMCHOBBIX aHTI/I6I/IOTI/IKOB. HpI/I O,Z[HOBpeMGHHOM HpI/IMeHeHI/II/I C HUCTAaTHUHOM AaKTHUBHOCTH
KJIOTpUMa3ojia  MOXET  CHUXaTbCa.  OOHOBpEMEHHOE  MNPHUMEHEHUE  KIOTpUMazoya
WHTpaBaruHaJIBHO U TAaKPOJIMMYCa, CUPOJIUMYyCa TEPOPATHHO MOXKET MPUBOIUTH K MOBBIIICHUIO

KOHIICHTpAIlMU TOCJIEIHUX B IUIa3Me€ KPOBH, MTOITOMY CJIEIyeT HAOIIOAaTh 3a MallMeHTKaMU Ha
2
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MY OTHETY

OpeIMeT pPa3BUTUS CHUMITOMOB HX TMEPEIO3UPOBKH U, MPU HEOOXOIUMOCTH, H3MEPATH

KOHIEHTPAIlMHU 3THUX MPENapaToB B IIa3Me KPOBU.

4.6. @epTHWILHOCTb, 0€PEMEHHOCTH U JIAKTAIUS

bepemeHHOCTD

JlaHHBIE TTO TPUMEHEHHUIO KJIOTPUMa30Jia y OepeMEHHBIX )KEHIIIMH OTpaHuYeHBI. B nccnenoBanusax
Ha OKMBOTHBIX BBISBJICHO HAJIMYME PENPOAYKTUBHOM TOKCHUYHOCTH KIOTpUMA30Jia MpU
NepopaIbHOM BBEACHUU B BBICOKMX J03aX. [Ipy BarmHaabHOM NPUMEHEHHMH KIJIOTpUMAa30Jia
HETaTUBHOE BO3/ICHCTBUE HA PENPOAYKTHUBHYIO CHCTEMY HE OXXKHIAETCA B CBSI3U C €r0 HU3KUM
CHUCTEMHBIM BO3JAcHCTBHEM. B03MOXHO TpHMEHEHHE KJIOTpHUMasoja TMpH OEepeMEHHOCTH, HO
TOJILKO TI0]1 HAOIIO/ICHUEM Bpada.

JlakTanus

JoctyrnHple maHHble (hapMaKoIUMHAMUYECKUX/TOKCUKOJIOTHISCKUX HCCIICIOBAHUN HaA )KHBOTHBIX
MPOJICMOHCTPUPOBAJIA, YTO TIOCJIE€ BHYTPUBEHHOT'O BBEACHUS KIOTPUMA30JI/METAOOIUTHI
KIIOTPUMA30Jia BBIICISIOTCS C MOJIOKOM. Puck nnsi peOeHka, HAaXONAIIErocs Ha TPYyAHOM
BCKAPMIIMBAaHWH, HE MOXET OBITh HCKIIOYeH. PereHre 0 HEOOXOIMMOCTH MpEeKpamleHus
TPYJIHOTO BCKapMJTMBAHHUS WIIA O MIPEKPAIICHUN/TIPEPHIBAHUH TEPAITUH KIOTPUMA30JI0M B ITEPUOJT
TPYJIHOTO BCKAPMIIMBAHUS JOJHKHO MPUHUMATHCA C YYETOM MOJIb3bl TPYJAHOTO BCKAPMIIMBAHUS

JUIA pe6eHKa 1 1OJIB3bI TCpallur OJIsI MaTCPU.

47. BuausiHHe HA CMOCOOHOCTH YNPABJIATH TPAHCMOPTHBIMU CPeACTBAMH U PadoTaTh C
MeXaHHu3MaMH

Her JaHHBIX 06 OTpUIATCIIbHOM BJIMAHUW 1pCriapara Ha CHOCOGHOCTB K BBIIIOJIHCHHUIO
NOTCHIUAJIBHO OIIACHBIX BHAOB OCATCIBHOCTH, Tp€6yIOH_II/IX MOBBIIICHHOMI KOHICHTpAalun

BHUMaHUs U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIHIA.

4.8. HexenateJabHble peakiuu

PesroMe HexxenaTeabHbIX peaKIIui

Hapywenus co cmopoHnsl uMMyHHOU cucmembl

Annepruyeckas peakius (MPOSBISAIONIASCS KpanmUBHUIECH, OOMOpPOKOM, apTepHAIbHON
THUTIOTCH3WEH, OJIBIIIKOMN ).

Kenyoouno-kuuieynvie HapyuleHus

bonsb B xuBOTE.

Hapywenus co cmoponbsl penpodykmusHoU cucmemsl U MOIOYHbBLX Jicelle3
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BynbBoBaruHanbHbIH AUCKOM(OPT, OTEK, JKKEHUE, MISTYyIIEHHE KOXU B 00JacTH IeHUTAIUH,

pasapaxkeHue, 3y, 00J1b B MaJOM Ta3y, Chlllb, BATHHAIBHOE KPOBOTEUEHHE, IpUTEMA.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0mare 0 MOJ03peBaeMbIX HEXKENATENbHBIX pEeakIUsAX I[OoClie PETUCTpaluu
JIEKapCTBEHHOI'0 Tperapara ¢ 1efibio 00ecredeHnsl HelPepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOTrO Mpemnapara. MeAUIMHCKUM pPaOOTHUKAM PEKOMEHIyeTcs
coolmiare 0 JOOBIX MOJ03PEBAEMBIX HEKENATENbHBIX PEaKIHsIX JIEKAaPCTBEHHOIO Iperapara
yepe3 HallMOHAIBbHBIE CUCTEMbI COOOUIECHHS O HEXENATEebHBIX PEaKIUsiX rocyJapcTB — YJICHOB
EBpa3zuiickoro 3KOHOMHUYECKOTO COH03a.

Poccniickas @enepanvs

®denepanbHas ciryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus Poccuiickoii @enepanun

Anpec: 109012, r. MockBa, CnaBsiHcKast 1iiomanasb, A. 4, crpoeHue 1

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

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMALMOHHO-KOMMYHHKALMOHHOM ceTu «HTepHeT:

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

Pecriy6nuka Kazaxcran

PI'TI na [IXB «HaunoHanbHBIA LEHTP 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U MEAULMUHCKUX
uznenuit» Komutera MemumuHCKOro M (apMaleBTUYECKOro KOHTposii MuHucTepcTBa
3npaBooxpanenus Pecny6nuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonslp, yi1. A. UmanoBa, 1. 13 (BLl «Hypcaynet 2»)
Tenedon: 8 (7172) 235-135

OnektponHas noura: pdlc@dari.kz

CaiiT B nH(pOpMAIIMOHHO-KOMMYHHKAIIMOHHOM cetn « HTepHEe™: http://www.ndda.kz/

4.9. Ilepeno3upoBka

CuMnOTOMBI

[lpy npumeHeHuu mpenapara B COOTBETCTBUM C JIMCTKOM-BKJIAJBIIIEM IE€PEI03UPOBKA
manioBeposTHa. Cilydau nepeio3upoBKY U HHTPaBaruHaJIbHOM IPUMEHEHUH KJIOTPUMAa3oJia He
onucansl. [Ipu ciyyaitHOM npueme npenapara BHyTpb BO3MOXHO HOSBICHUE TAKUX CUMITOMOB,
KaK TOILTHOTA, PBOTA, FOJIOBOKPY KEHUE.

JleueHue


https://www.roszdravnadzor.gov.ru/
http://www.ndda.kz/
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Cneunduueckoro anTHIOTa He cyulecTByeT. HeoO0Xoaumo MNpoBeCTH CHUMITOMATHYECKYIO

TEpaIuIo.

5. O®APMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®dapmakoamHaMUYecKHe CBOICTBA

dapMakoTeparieBTUYECKas  Ipylma:  MPOTHUBOMHKPOOHBIC  CpPEICTBA W AHTHUCENTHKH,
HpI/IMeHHeMBIe B THHCKOJIOI'UH, HpOTI/IBOMI/IKpO6HBI€ CpeI[CTBa U AaHTUCCIITHUKH, KpOMe

KOMOUWHAIMI ¢ KOPTHUKOCTEPOUJaMH; TPOU3BOIHBIE UMHIA30J1a.

Kon ATX: GO1AFO02.

Mexanusm aeiicteus u hapMakoauHaMudeckue 3O GHEKTEI

Knorpumason — mpousBomHOE HMMUIA30j1a, MPOTHBOIPHOKOBOE CPEACTBO IIMPOKOTO CIEKTpa
nerctBus. [IpoTuBOTprHOKOBEIH 3P HEKT CBsI3aH C HAPYIICHHUEM CHHTE3a 3ProCcTepoJia, BXOISAIIETO
B COCTaB KJIETOYHOH MeMOpaHbl TPHOOB, YTO U3MEHSET MPOHUIIAEMOCTh ITUTOIUIA3MATHUECKOM
MEMOpaHbl ¥ BBI3BIBACT IMOCICAYIOMIMN JU3UC KICTKH. B MaibIX KOHIEHTpAIMSIX IeHCTBYET
¢yHrucTaTHUeCKH, B OONBIIMX — (PYHTMUUAHO, MPHYEM HE TOJIBKO Ha Mpoiudepupyronme
KJIeTKH. B (QyHTUIIMIHBIX KOHIEHTpAIMSIX B3aUMOJCHCTBYET € MHTOXOHAPHAIBHBIMU H
NEPOKCUIa3HBIMH (PEPMEHTaMH, B PE3YJIbTATe YEro MPOUCXOAMWT YBEIHMUCHHE KOHIICHTPAIHH
NEPeKHCH BOJOpPOJA JO TOKCHYECKOTO YPOBHS, 4YTO TAaKXKE CIIOCOOCTBYET pa3pyIICHHUIO
I'pUOKOBBIX KJIETOK.

Knorpumason ob6amaeT MUAPOKUM IMPOTHBOIPHOKOBBIM CIIEKTPOM JEHCTBHS IN Vitro u in vivo,
BKITIOYAst JIEPMAaTO(HTHI, JAPOXOKENONO0HBIE M TUIECHEBble TpuObl. [lpm ompeneneHHBIX
AHATUTHYECKUX YCIIOBUSX TIOKA3aTEIM MUHUMAJIBHOM MOIaBJISIONICH KOHIICHTPAIIUH JUIs TaHHBIX
TUTIOB TPUOOB HaxoATcs B Auanazone ot meHee 0,062 mo 8,0 Mxr/mi cyberpara. DPQeKTuBeH B
OTHOIIICHWH BO30yauTeNss pasHouBeTHOro juiias Pityriasis versicolor (Malassezia furfur).
[ToMuMO TTPOTHUBOTPUOKOBOTO NEHCTBHS, KJIOTPHMA30JI OKa3bIBACT aHTUMUKPOOHOE JICHCTBHE B
OTHOIICHUH TPAMIIOJIOKHUTEIbHBIX (CTA(QUIOKOKKH, CTPENTOKOKKH) W TPaMOTPHUIATEIBHBIX
oaxtepuii (Bacteroides, Gardnerella vaginalis). In vitro kioTpumMa3zost mouasisieT pa3MHOKCHHE
Corinebacteria wu rpaMIIONIOKUTEIBHBIX KOKKOB, 3a HCKJIIOYEHHEM OSHTEPOKOKKOB, B
koHneHtpanusax 0,5-10 wMxr/mu  cyOctpara. Knorpumaszonm He oOKas3bplBaeT BIHMSHUSA Ha
JakToOanusuibl. [IepBHYHO PE3UCTCHTHBIC BAPHAHTHI YYBCTBUTEIBHBIX TI'PUOOB BCTPEUYAIOTCS
OUYCHb PEIKO; pPAa3BUTUE BTOPUYHON PE3HCTEHTHOCTH Y YYBCTBUTCIBHBIX TIPHOOB TaKkKe

OTMCYACTCA B UCKIIIOUUTCIIBHEIX ClTy4dasaX B TCPAIICBTHYCCKUX YCIOBUAX.
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5.2. dapMakoKMHeTHYeCKHe CBOIiCTBa

Abcopbrus

[Ipu nmpuMeHeHNH KJIOTPHMAa30ja MHTpaBarMHaIbHO abcopOuus cocraBiser 3—10% BBeaeHHOM
703bl. BBICOKHME KOHIIEHTpAallMd B BaruHaJbHOM CEKpeTe W HU3KHE KOHLIEHTPAIMH B KPOBH
COXpaHSIOTCS B TeueHue 48—72 4acos.

Buorpancdhopmarims

B neyenu ObIcTpO METabOIM3UPYETCS 10 HEAKTUBHBIX METa0O0JIUTOB.

6. ®APMAIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOTaTeJbHBIX BElIECTB
IlernnoBsIlii ciupr.

[IponuneHrauKoms.

['munepon (riunepun).

ben3unoBslii ciupr.

IleroMakpOroabHbIN 3MYJIbCHOHHBIN BOCK.
Kapo6omnon 940 (Kapoomep 940).

Harpus ruapokcus.

XIIOpKpe30.1.

Bopa ouninennas.

6.2. HecoBMecTHMOCTDH

He npumenumo.

6.3. Cpox rogHocTH (CPOK XpaHEeHUsl)

3 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NMPH XPAHEHUH
XpaHuTh B 3aIIUIIEHHOM OT CBETa MECTE MU TeMIieparype He Boie 25 °C.

He 3amopaxuBars.

6.5. XapakTep U coaep:KaHHe NMEPBUYHOI YIAKOBKH
I[Io 30 r B amomuHueBble TyObl. TyOy BMecTe C amIuIMKaTOpOM M JIMCTKOM-BKJIAJbIIIEM

MOMEIIAIOT B KAPTOHHYIO MauKy.
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6.6. OcoOble Mepbl NPEAOCTOPOKHOCTH TNPH YHUYTOKEHMH HCIOJIH30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX IOcjde NpPHMEHEeHUs:
JIEKApCTBEHHOI0 Npenapara, ¥ Ipyrue MaHUMyJISIHH C IPenapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JAEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Nunna

I'meamapk ®@apmacerotukans JIta.

B/2 Maxanakmmu YemOep3, 22 bxymnabxai Jlecait Poan, Maxamakmmu, Mym6aii-400026.
Tenedon: +91 22 4018 9999.

®axc: +91 22 4018 9986.

Onextponnas noura: complianceofficer@glenmarkpharma.com

7.1. IlpeacTraBuTeNb [ep:KaTesisi PerMcTPANIMOHHOTO Y/JAOCTOBEPEHHSI HA TEePPUTOPHH
Coro3a

IIperen3uun norpeduTeiell HAOPABIATS 10 AJIPECY:

B Poccuiickoit @enepanuu:

Poccuiickas @enepanus

00O «I'neamapk mnake»

115114, r. Mocksa, yi. JIeTHUKOBCKasi, 10M 2, CTpOeHHE 3.
Tenedon: + 7 (499) 951-00-00.

Dnexrponnas nmoura: Safety.Russia@glenmarkpharma.com

B Pecny6nuke Kazaxcran:

Pecnyonuka Kazaxcran

[IpencraBuTENHCTBO Kommanun "GLENMARK PHARMACEUTICALS LIMITED
(TJTEHMAPK ®APMAIEBTUKAIJIC JINMUTE])"

050059, r. Anmartsl, npoctiekT Anb-®apabu 7, B «Hypnsr-Tay», 610k 4 A, oduc 12.

Tenedon: + 7 (727) 311 04 41.

OnektponHas noura: Safety. KZ&UZ@glenmarkpharma.com

8. HOMEP PETHCTPAHIMOHHOI'O YAOCTOBEPEHMUSA
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9. JIATA IEPBUYHOM PETUCTPAIIMU (ITOJATBEPKIEHUS PETUCTPAIIUMN,
INEPEPETUCTPAIIN)

JlaTa nepBoii perucTpanuu:

10. JATA NIEPECMOTPA TEKCTA

OO0mmasi xapakTepHuCcTHUKa JEKapCTBEHHOTO npenapara Kanaun moctynHa Ha WHGOPMAIMOHHOM

noprtasie EBpa3uiickoro 3KOHOMHUYECKOTO CO03a B MH(DOPMAIMOHHO-KOMMYHHKAIIMOHHON CeTH

«Hurepuer» https://eec.eaeunion.org/.


https://eec.eaeunion.org/
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