COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 24.12.2025 N2 32126

(NOCNELOBATENBHOCTb 0002)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOT O HPEITAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Kanuzon, 1 %, kpem a5 Hapy>KHOTO IPUMEHEHUSI.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JelicTByrolee BEMIECTBO: KIOTPUMA3O0JI.
Kaxnpiii 1 r kpema conepxkut 10 Mr kinoTprumasona.

BemectBa, HaiuuuMe KOTOPBIX HAJA0 YYHUTHIBaTh B COCTaBe JIEKAPCTBEHHOI'O Ipemnapara:
[IETOCTCAPHIIOBBIN CITUPT, MPONUICHIIIMKOJIb, XJIOPOKPE30J1, OCH3MIOBBIN criupT (cM. pasnen 4.4).

Ilomuprit IEPCUYCHb BCIIOMOI'aTCJIbHBIX BEIICCTB IIPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kpem anst Hapy>XKHOTO IPUMEHEHUSI.

benplii niau noutu Gernblil OAHOPOIHBINA KpeM.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

HpenapaT Kanuzon MPUMCHSACTCA Y B3pOCIIbIX U I[eTeﬁ 110 MMOKa3aHUsIM:

*  JIepMaTOMHUKO3bI, BEI3BAHHBIC TNIECHEBBEIMU U APYTUMH YyBCTBUTEIBHBIMH K KJIOTPHMA30JTy
rpubamu (Hampumep, Trichophyton);

*  JIepMaTOMHUKO3bI, BBI3BAHHBIC POXIKEBBIMU rprbamu poaa Candida;

* 3a0o0yieBaHHS KOKH CO BTOPUYHBIM HH(DHIIMPOBAHWEM UyBCTBUTECIBHBIMHU K KIOTPHMA30JTy
rpubamuy;

*  OMNpeNocTh, BeI3BaHHAs rpubamu poaa Candida;
*  BYJIbBUT, OaJaHuUT,

*  Pa3HOILBETHBIN JIMIIAMN.
4.2. Pe:xum 103MpPOBaHuUS M CI0CO0 MPUMeEHEHHUSs

PexxuMm 03upoBaHus

Kpem cnepgyer HaHOCUTH Ha MOPaKEHHBIE YYaCTKHU KOXH 2—3 pa3a B CyTKH. [l mpeqoTBpaIieHus
PELUINBOB JIEYEHHE CIIEAyeT MPOJOJDKATh MO KpalHed Mepe B TEUYeHHE JABYX HeEZeNb IO0cCie
MCYE3HOBEHHSI BCEX CUMIITOMOB HH(EKIUH.

HpOaOJl.?fCumeﬂbHOCWIb Jle4eHUuA.
® HH(bCKHHH, BbI3bIBACMBIC I[CpMaTO(I)I/ITaMI/I — HC MCHECC OJJHOI'O MCCAIla,

» wuHpekus, Bei3bIBacMast rpudbamu poaa Candida — He MeHee IBYX HeJielnb.
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Oco0Oble T'PYIITBI TAITWMEHTOB

OTcyTcTBYyeT HEOOXOAUMOCTh B KOPPEKIIUH /103b1 y MAIIMEHTOB MOJIOJIOTO U TIOXKHIIOTO BO3PACTA.

Cnoco0 mpuMeHeHus

JInst Hapy>KHOTO MPUMEHEHUS.

erM CJICAYCT HAHOCHUTHL Ha YHUCTBIC CYXHUE YUYACTKHU HOp&)KCHHOﬁ KOXH (BBIMBITOI71 C MBIIOM,
UMCIOIIIM HeﬁTpaﬂbHOG 3HA4YCHUC pH) HpI/I HAaHCCCHHH Ha CTOIIBI CJICAYCT UX THIATCIILHO BBIMBITD,
BBICYIIUTH U 3aTEM HAHOCUTH KPEM MCKIY IIaJlbLlaMH.

4.3. IlpoTuBoONOKa3aHUS

['mnepuyBCTBUTENBHOCTE K KIOTPHUMA30JIy W/WIM K JIOOOMY M3 BCIIOMOTATEIBHBIX BEIIECTB,
NEPEYHCICHHBIX B pa3zene 6.1.

4.4. OcoOble ykazaHusi 1 MepPbl MPEI0CTOPOKHOCTH NMPH NPUMEHEHUH

W36eraTh monanaHusi KpemMa Ha CIM3UCTYIO 000J104Ky ria3. He rmorars.
Bce un¢unupoBannbie 06J1aCTH cleAyeT JICYUTh OJTHOBPEMEHHO.

BcnomorarennHble BElIecTBA

[IpenapaT comepKMT LETOCTEapUJIOBBIA CIMPT, KOTOPBI MOXKET BBI3BIBATH MECTHBIE KOYKHBIC
peakuuu (HampuMmep, KOHTAKTHBIM JEPMATHT); MPOIMHUJICHIJIMKOIb, KOTOPBI MOXET BBI3BIBAThH
pa3gpakeHUEe KOXKH; XJIOPOKPE30J, KOTOPBIH MOXKET BbI3bIBAaTh aAJUIEPTUYECKUE PEAKIINH;
OCH3UJIOBBII CITUPT, KOTOPBIA MOXKET BBI3BIBAThH AJUIEPTUUECKUE PEAKIINN, MECTHOE pa3pa)keHue.

4.5. BzaumojeiicTBUe ¢ JPYrHMHU JIeKADCTBEHHbBIMH IpenapaTamMm W Jpyrue BHJbI
B3aUMO/IeHCTBUA

IIpoTuBO3a4aTOUYHBIE CPEJACTBA

Pe3ynbpTarsl 1a00paTOPHBIX aHAIU30B MOKA3aJld, YTO MPU OAHOBPEMEHHOM NPUMEHEHUH JaHHBIN
IpernapaT MOXET BbI3bIBaTh IIOBPEXKJEHUE JIATEKCHBIX KOHTpauenTuBoB. (Clie0BaTEIbHO,
3¢ (HEeKTUBHOCTh TAKUX MPOTUBO3aYaTOYHBIX CPEJICTB MOXKET ObITh MOHMKeHA. [larmenTam cnegyer
PEKOMEHI0BATh UCIIOJIb30BaTh aIbTEPHATUBHBIC CPEACTBA KOHTPALEILUN B TCYCHUE KAK MUHUMYM
IIATH JTHEW ITOCJIe IPUMEHEHHUs] TaHHOT' O IIpenapara.

4.6. ®epTHIBHOCTD, 0€PEeMEHHOCTD M JIAKTALMSA

bepemeHHOCTH

HaHHHC O IMPUMCHCHUU IIpcIiapara y 66peMeHHLIX JKCHINWH OT'PpaHUYCHBI. B OKCIICPUMCHTAJIBHBIX
HUCCICIOBAaHUAX Ha KHMBOTHBIX BBISABJICHO HAJIMYHC perD}IYKTHBHOfI TOKCHUYHOCTH KJIOTpHMA30Jia
Ipu IMepopajbHOM BBCACHHWHN B BBICOKHUX J03aX. HpI/I HAapy’KHOM NPHUMCEHCHUHU KIOTPUMA30Jia
HETraTUuBHOC BOSI[GI\/JICTBI/IG Ha pCHPOAYKTHBHYIO CUCTCMY HC OXHIACTCA. Bo3MoxHO IMPUMCHCHUEC
KJIOTpUMAa30Jia npu 6epeMeHHOCTI/I noa Ha6JIIO,[[eHI/ICM Bpaya.

JlakTarms

KnuHuueckne paHHple O TPUMEHEHHHM TNpenapaTa y KOPMSIIMX OKEHIIMH OrPaHUYEHBI.
DKcriepuMEHTANIbHBIE UCCIIEAOBAHNUS Ha XKMBOTHBIX CBHJETEIBCTBYIOT O TOM, YTO KJIOTPHUMAa30Jl
HKCKPETHUPYETCsl B IPyIHOE MOJOKO. Puck s peGeHka IMOJHOCTBIO HE HCKIoueH. Bompoc o
1enecoo0pa3HOCTH MPUMEHEHHUS MpenapaTa B IeprUo rpyJHOTO BCKapMIIMBAaHUS JOKEH pPeraThes
MHAVBUAYAJIBHO [TOCIIE KOHCYJIbTA[UH Bpaya, €CJIM IOTEHIIMAIbHAS [10J1b3a 111 MAaTEPU IIPEBOCXOAUT
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BO3MOJKHBIN pHCK miisa pedeHka. [Ipu HeoOxomumocTu cnen\}gfl%:ém::gb%g%g Ib%'exl_p%nlleﬁﬁh

rpyaHOro BCKapMJIMBaHUs.

DepTUILHOCTE

HccnenoBanuii BIUSHHS KJIOTPUMa30ia Ha (EPTHIIBHOCTh y JIEOJCH HE MPOBOAMUIIOCH, OAHAKO B
UCCIIeIOBAaHUSIX HA KHUBOTHBIX BIUSHHUE IIpenapaTta Ha (epTHIILHOCTh HE 00HAPYKEHO.

4.7. BiusiHHe Ha CHOCOOHOCTH YINPABJATH TPAHCHOPTHBIMH CpeACTBAMHM M padorath ¢
MeXaHM3MAMH

Her paHHBIX 00 OTpUIATEIIBHOM BIIMSHHUM TIperapaTa Ha CIOCOOHOCTh K BBIMOJHCHHIO
MOTEHIIMAIBHO OIACHBIX BHJIOB JESTEIBHOCTH, TPEeOYIONIMX MOBBIIIEHHON KOHIEHTpalUu
BHUMAaHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIIHM.

4.8. HexxenaTelbHbIE peaKkIMU

Pe3roMe HexenaTenbHBIX PEAKIIN

HexxenarenbHple peakiyy, IPEICTaBICHHBIE HUKE, NIEPEUYHUCICHBI B COOTBETCTBHH C MOPAKEHHUEM
OpraHOB, CHCTEM OPraHOB M YacTOTOM BCTpedaeMOCTH. YacToTa BCTPEYAEMOCTH OIPEACIACTCS
clIeyroImuM o0pa3om:

oueHb yacto (> 1/10);

yacro (> 1/100, no < 1/10);

Hedacto (> 1/1 000, no < 1/100);

penko (> 1/10 000, wo < 1/1 000);

oueHb peako (< 1/10 000);

Y4acTOTa HEM3BECTHA (Ha OCHOBAHUM UMEIOIIUXCS JaHHBIX OLIEHUTH HEBO3MOYKHO).

Hapywenus co cmoponvl uMmynHoU cucmembl

Yacmoma neussecmua: annepruyeckas peaxius (MPOSABISAIOMIASACA KPANMUBHUIICH, OOMOPOKOM,
CHUKEHUEM apTePUATbHOTO JaBJICHUS, OJIBIIIKOM).

HapymeHuﬂ CO CMOPOHBL KOJHCU U NOOKOIHCHBIX MKAHEU

Yacmoma Heuzsecmua. ChIIlb, 3y, ITY3bIPEKOBBIC BEICBIIIAHWS, IICITYIICHHUE, 00Jb U )II/ICKOM(l)OpT,
OTCK, JXKCHUC, PA3APAKCHUC, DPUTEMA, ITIOKAJIbIBAHUS.

Coo0111eHre 0 MOI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIUAX

BaxHo coo0mare O MOJ03PEBAEMBIX HEXKENATENbHBIX pEaKIHUsIX IOCiIe pPerucTpanuu
JIEKapCTBEHHOI'O IIperapara C LEeJIbl0 00ecreueHus: HENpPEepbIBHOIO MOHUTOPHHIA COOTHOIIEHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOro Mpemnapara. MeAUIUMHCKUM pPaOOTHUKAM pPEKOMEHIYeTCs
coo0MIaTh O JOOBIX MO03PEBAEMBIX HEKEJIATEIIBHBIX PEAKIMUAX JIEKApPCTBEHHOIO IIpenapaTa 4epes
HallMOHAJIbHBIE CHCTEMBI COOOILEHHS O HEXENaTeNbHbIX pPEaKIUAX TOCYyAapcTB — YIEHOB
EBpazuiickoro 5KOHOMHU4ECKOT0 COK3a.

Pocculickas @enepanus

denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHSHUS

Apnpec: 109012, r. MockBa, CnaBsiHcKast miionianib, 1. 4, ctp. 1.
Tenedon: +7 800 550 99 03

OnextpoHHas noura: pharm@roszdravnadzor.gov.ru

Wi npr@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAIIMOHHO-TEIEKOMMYHUKALMOHHON ceTH «VIHTepHET»!
https://www.roszdravnadzor.gov.ru/
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4.9. Ilepeno3upoBka

CHUMIITOMBI
Crny4au nepeio3upoBKY MIPH HAPYKHOM MPUMEHEHHH KJIOTPUMA30Jjia HE OTMCAHBI.

[IpuMeHeHne Kpema B MOBBIIICHHBIX /103X HE BBI3BIBACT KAKUX-TMOO PEaKIMid U COCTOSHUM,
OIACHBIX JJIS KU3HHU.

IIpu cimyyaliHOM mpueMe Ipenapara BHYTPb BO3MOYKHO IIOSIBJICHUE T'OJIOBOKDPYXKEHUs, TOIIHOTHI,
PBOTBI.

Jleuenue

JleueHne cMMIITOMAaTHYECKOE. CHCHI/I(l)I/ILICCKOFO AHTHU0Ta HET.

5. PAPMAKOJIOTUMYECKUE CBOMCTBA
5.1. @apmakoauHaMHYecKHe CBOiiCTBA

dapMakoTeparieBTUYECKas rpymna: IpoTUBOrpUOKOBBIE CPEJCTBA, IPUMEHSEMBIE B 1I€pMATOJIOTUH;
IIPOTUBOI'PUOKOBBIE CPEJCTBA AJISl HAPYKHOI'O IPUMEHEHUS; IPOU3BOIHBIC UMUa3071a U TpUa3oJa.
Koxg ATX: DO1ACO1

MexaHu3M JEeUCTBUS U d)aDMaKOHI/IHaMI/I‘leCKI/IC B(bd)eKTLI

Knorpumason — mnpou3BOJHOE HMMHIA30J1a, MPOTHBOIPHOKOBOE CPEACTBO HIMPOKOTO CIIEKTpPa
NeUCTBUS AJIs HApYKHOTO puMeHeHus. [[poTuBorprOKoBEIil A3 deKT CBsI3aH ¢ HApyIIEHUEM CHHTE3a
AProcTeposia, BXOSIIETO B COCTaB KIETOUYHOW MeMOpaHbl TPHOOB, YTO M3MEHSET NMPOHUIIAEMOCTh
[UTOIJIA3MAaTUYECKOW MeMOpaHbl U BBI3BIBACT MOCHEAYIOIIMNA JIM3UC KIETKU. B manbix
KOHIICHTPALUAX JACUCTBYET (PyHTUCTATUYECKH, B OOJBIINX — (YHTULIUAHO, IPUYEM HE TOJIBKO Ha
npoiaudepupyomue  KIeTkd. B (GYHTHIUAHBIX  KOHLIEHTpAMSX  B3aMMOJCHCTBYeT  C
MUTOXOH/IPHAJIbHBIMH U TEPOKCHUIA3HbIMH (pepMEHTaMHM, B pe3yJbTaTe 4Yero MPOUCXOJUT
yBEJIUYEHUE KOHIIEHTPALMH IEPEKUCH BOJIOPOJIa 0 TOKCHYECKOTO YPOBHSI, UTO TAK)Ke CIOCOOCTBYET
pa3pyLIeHUIO TPUOKOBBIX KJIETOK.

Kiotpumason o67amaer MMPOKAM MPOTHBOIPHOKOBBIM CIIEKTPOM JeicTBHsS N Vitro u in vivo,
BKJIIIOYAst JIePMaTtoPUThI, JIPOXOKENOAO0HBIE U IUIeCHEBble TpuObl. [lpu  ompeseneHHbIX
AHAJTUTHYECKUX YCIOBHSX MOKa3aTeI MHUHUMAIBHOM TMOIABISIONICH KOHIEHTPAIIMU JUTS JTaHHBIX
TUTIOB TPUOOB HaxoJsATca B auamnazone or menee 0,062 mo 8,0 mxr/mi cyoctpara. DddexTuBeH B
OTHOIIIEHHH BO30YyIUTENs pa3HouBeTHOTO Juiias Pityriasis versicolor (Malassezia furfur). ITomumo
MIPOTHBOTPUOKOBOTO JICHCTBHUS, KIOTPUMA30J1 OKa3bIBAET aHTUMUKPOOHOE JICHCTBHE B OTHONICHHUH
TPaMIIONIOKHUTEIBHBIX  (CTAQHIOKOKKH, CTPENTOKOKKHM) W  TPaMOTPHUIIATEIbHBIX OaKkTepuid
(Bacteroides, Gardnerella vaginalis). In vitro kioTpuMa3on TOAABISET Pa3sMHOXKCHHE
Corynebacteria u rpaMIoNI0KUTEIbHBIX KOKKOB, 3@ HCKITIOYEHUEM SHTEPOKOKKOB, B KOHIIEHTPAIUSIX
0,5-10 mxr/mMn cybcerpara. Kinorpumaszonm He oka3bIBaeT BIMSHHUS Ha JIakToOamwuiel. [lepBudHO
PE3UCTEHTHBIC BAPHUAHTHI UyBCTBUTEIIBHBIX TPUOOB BCTPEUAOTCSI OYCHD PEIIKO, PA3BUTUE BTOPUIHOM
PE3UCTEHTHOCTH y YyBCTBHUTEJBHBIX I'PHOOB TAaK)KE OTMEYACTCS B HMCKIIOYHMTEIBHBIX CIydasx B
TEPaNEeBTHUCCKUX YCIOBHSIX.

5.2. apmakoKHHEeTHYECKHE CBOHCTBA

K.HOTpI/IMa3OJ'I IJIOXO BCACBIBACTCS Y€PE3 KOXKY U CIIU3UCTHIC 000JI0YKH U MPAKTUYCCKU HC OKA3bIBACT
CUCTEMHOTO )ICfICTBHSI. KOHHeHTpaHI/If{ B FJIy60KI/IX CJIOAX SIIUACpPMHUCA BBIIIC, YEM MHUHUMAJIbHAs
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MOAABJIAIONAs KOHIEHTpaus s aepmatoduto. llpu Hap'vrlxgiélq%gna'é”};—elﬁgﬁl—ll{; : eﬁlqa'%'ﬁ‘;[:'ﬂ

KJIOTpUMA30Jia B SIMMUACPMHUCEC BBIIIC, YEM B ICPMEC U HOI[KO)I(HOﬁ KJICTYAaTKCE.

6. PAPMAIIEBTUUECKHUE CBOMCTBA
6.1. [lepeueHb BcoMOraTeIbHbIX BelIeCTB

IHeromakporon-1000

[Mapadun nerkuit sxuaKun
[Tapadun Msrkuii 6enbIi
[{erocTeapuyioBBIN CIUPT
[IponuaeHrmMKonb

XII0pOKpe30.1

bensunoBslii ciupt

Huuarpus sperar

Juuatpus ruapodocdara Turuapar
Harpus nurunpodocdara quruapat

Bona ounmennas

6.2. HecoBMeCTHMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 rojaa.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPH XPAHEHHH
[Tpu Temmnieparype He Boie 25 °C. He 3aMopakuBarts.
6.5. XapakTep u cogep:kaHue YNaKOBKHU

ITo 20 r nmpenapata B aJIOMMHHEBOM WM JAMUHUPOBaHHOM TyOe, yKyNOpeHHOW OylioHamMH M3
MOJINATHIIEHA BBICOKOM TuioTHOCTH. [1o 1 TyGe BMecTe ¢ MHCTpYKIUEH 10 MPUMEHEHHUIO B KAPTOHHOU
Mayke.

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3AIUH MCNOJIH30BAHHOIO JeKAPCTBEHHOT0
npenapara WIH OTXOI0B, IOJY4YEHHBIX IOCJe¢ TPHMEHEHHs TMpenapara, M Jpyrue
MAHMIYJISIIMY € PenapaTom

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.
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7. IEPJKATEJb PETUCTPAIIMOHHOIO YIOCTOBEPE st~ 54 TEITEHOCTS 0002)

Nunus
AJIKMO ®APMALEBTUKAIJI3 JITA.
A-38, Ilpom. 3ona Hanmxkuot, Kypma-Auaxepu Poyn, Cetidn [Tyn, Mymo6aii - 400 072, Uaaus

7.1. IlpeacraBuTeIb A€prKATE/Is] PETHCTPAIMOHHOTO YA0CTOBEPEHUSI

[Iperen3un norpeduTeneil HANPaBIATH 110 ATPECY:

Poccuiickas @enepanus

000 «AJIXKHNO PYCx

115230, r. Mocksa, Kammpckoe mocce, 1. 3, k. 2 cTp. 4, moment. 1/7
Ten./dakc: (495) 502-90-01

8. HOMEP (HOMEPA) PETUCTPALIMUOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

HCKapCTBCHHbIﬁ npemnapat OTHOCUTCA K KaTCropuu OTIIyCKa 0e3 peucirTa.

O61ua;1 XapaKTCPUCTHUKA JICKAPCTBCHHOI'O IIpCIlapaTa Kanunzon AOCTYIIHA B COAWUHOM DPEECTPE
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiicKOro 3KOHOMHYECKOTO COK3a M Ha
oduIMaILHOM caiite YIOJIHOMOYEHHOTO oprasa (3KcriepTHOM OpraHU3AIIHH )
https://Ik.regmed.ru/Register/EAEU_SmPC



