COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 20.03.2023 N2 5246

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Knorpumaszosn, 1 %, kpem U1t Hapy>KHOTO MTPUMEHEHHS.

2. KAUECTBEHHBIN U KOJIMMECTBEHHBIN COCTAB

JelicTBytolee BEIIECTBO: KJIOTPUMA30JI.

100 r xpema conepkuT 1 r k1oTprMazoa.

BcmomoratenbHbIe BElIecTBa, HATMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JIEKAPCTBCHHOTO
npenapara: leToCTeapuIOBbINA CIIUPT, MPONUICHTIUKOIb (cM. pasnen 4.4.)

ITonnbI MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

Kpem nmst Hapy>KHOTO IPUMEHEHUS.

OHOPOIHBIN KpeM 0eJIoro IBeTa.

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHusi K NPUMEHEHHIO
[Mpenapar KiorprmMazosn npruMeHsSIeTCsl y B3pOCIbIX U JCTEH M0 MOKa3aHHSIM:
® JICPMATOMHKO3BI, BBI3BaHHBIC TIUICCHEBHIMH W JPYIMMH UYYBCTBHTEIBHBIMH K
KJIOTpUMasoiy rpubamu (Hanpumep, Trichophyton);
e JIepPMaTOMHKO3bI, BBI3BaHHbBIE POKIKEBBIMU rpubamu pogaa Candida;
e 3a00JICBaHUS KOXH CO BTOPUYHBIM HH(PHUIIMPOBAHHEM YyBCTBUTEIILHBIMHU K KJIOTPUMA30ITy
rpubamu;
e OMpeNiocTh, BeI3BaHHAs rprbamu poaa Candida;
® BYIIBBUT, OAJIaHUT;

® Pa3HOILBETHBIN JIMIIAMN.

4.2. Pe:kuM 103UPOBAHNS M CIIOCOD MPUMEHEHUSI

PexxuMm no3upoBaHus

erM CJICAYCT HAHOCUTL Ha MMOPAKCHHBIC YHYACTKH KOKH 2-3 pas3a B CYTKH. I[J'ISI NpeaoTBpaIICHUA
pPCOUANBOB JICHCHUC CIICAYCT IPOLOJIKATH IIO KpaﬁHeﬁ MCpPE B TCUCHUC IABYX HCACIIb ITOCJIC
HCYC3HOBCHUA BCEX CUMIITOMOB I/IH(l)eKHI/II/I.

[TpoaoKUTENBHOCTD JICUCHUS:

Crpanuna 1 u3z 7



COOTBETCTEYET E'_I'iﬁ. l:_ [NEFTHOMY OTYETY

oT 20.03.2023 Nz 524

e uH(pEKIUY, BbI3bIBAEMbIC IepMaTOhUTAMH — HE M%e&?}%ﬁﬁ'ﬁ&ﬁﬂu‘:H DCTE 0001

e uHbekys, Be3bIBacMas rpubamu poga Candida — He MeHee IBYX HEZEIb.

Oco0nIe T'pYHOIIbI TAMEHTOB

OTCYTCTByeT HCO6XOI[I/IMOCTI) B KOPPEKIUH 0361 Y MMAIMEHTOB MOJIOA0I'0 U ITOKKUJIOI'O BO3pacTa.

Cnooco0 nnpuMeHeHus

st Hapy»KHOTO TPUMEHEHUSI.
Kpem cnenyeT HaHOCHTH Ha YUCTBIE CYyXHME YYaCTKU MOPAKEHHOM KOKU (BBIMBITOH C MBLIOM,
UMEIOUIMM HelTpanbHoe 3HadeHreMm PH). Ilpu HaHeceHWM Ha cTOMBI ClENyeT WX TIIATEIHHO

BBIMBITH, BBICYIIUTH U 3aTEM HAHOCHUTDH KPEM MCIKAY MNaJIblLaMHU.

4.3. IlpoTUBONOKA3AHHS
['MnepuyBCTBUTENFHOCTh K KIOTPHMA30JIy W/WIA K JIIOOOMY M3 BCIIOMOTATENBHBIX BEIIECTB,

IIEPEYUCIICHHBIX B pazzaene 6.1.

4.4. OcoOble ykazaHMsl M1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

N36eraTh nmomagaHus KpemMa Ha CIM3UCTYIO 000104Ky T1a3. He rimoraTs.

Bce undunupoBanHbsie 006J1acT cleayeT JeYUTh OAHOBPEMEHHO.

B cocraB mpenaparta BXOAMT LETOCTEAPUIIOBBII CHUPT, KOTOPbIA MOKET BBI3bIBATH MECTHBIE
KOXHbBIE peakuuu (Hampumep, KOHTAKTHBIA aepMaTwut). lIponuneHrIvKoigb MOXKET BbI3BAThH

pa3apa’keHue KOXHU.

4.5. BzaumojeiicTBiue ¢ [JPYrHMH JIeKAPCTBEHHbIMHM TMpenapataMd M JApyrue BH/bI
B3auUMOAEelCTBUSA

[IpoTrBO3a4aTOYHBIE CPEICTBA

PesynbTarsl 1ab0opaTOPHBIX aHATM30B NOKA3aJIM, YTO MPU OJTHOBPEMEHHOM NPUMEHEHUH JTaHHBIN
Ipernapar MOXKET BBI3BIBATH IOBPEXKACHHUE JIATEKCHBIX KOHTpauenTuBoB. (iienoBarenbHO,
3(pPEKTUBHOCTh TAKUX MPOTHBO3AaYAaTOYHBIX CPEJCTB MOXKET ObITh MNOHMXeHa. [lanumeHtam
CleyeT peKOMEHA0BATh UCIIOJIb30BATh aJbTEPHATUBHBIE CPEACTBA KOHTPALIEIIIMY B TEUCHHUE KAK

MUHHUMYM IISITH )lHeﬁ MMOCJIC IPUMCHCHUA JAHHOTO IpcIiapara.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALUS

bepeMeHHOCTB

HaHHBIe O MPUMEHCHUM TIpCIiapara y 6epeMeHHI)IX JKCHIIWH OI'PaHUYCHBI. B OKCIICPUMCHTAJIBHBIX
UCCIIEIOBAaHMSIX HA )KUBOTHBIX BBISIBIEHO HAJIMYKE PENPOYKTUBHON TOKCUYHOCTH KJIOTPUMA30J1a

IpU NEpOpPATbHOM BBEJIEHHHM B BBICOKHMX J03aX. IIpum Hapy>KHOM HpHMEHEHHMH KJIOTpHUMAazoJia
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HEraTHBHOE BO3/EHCTBHE Ha PENPOAYKTUBHYIO SI/ICTeMyl: gg&%&“%&@o%héﬂ%ne

KIIOTPUMA30JIa Ipu OEPEeMEHHOCTH IO/ HA0JII0ICHUEM Bpaya.

JlakTanus

Knunuueckue naHHble O NOPUMEHEHUU IIpernapata y KOPMSIIUX SKCHIIUH OrpaHUYECHBI.
DKCrepUMEHTAIbHBIE UCCIIeI0BAaHUS Ha KUBOTHBIX CBHUJIETEIHCTBYIOT O TOM, YTO KJIOTPUMA30Jl
IKCKPETUPYETCSI B TPYAHOE MOJOKO. PucCk ayis peOeHKa MOTHOCTHIO HE MCKIIOYEH. Bompoc o
[[EIeCO00Pa3HOCTH TPHUMEHEHHUs Tperapara B MEpPHOJ] TPYJHOTO BCKapMIIMBAHUS JIOJDKEH
pelaThCsl MHIMBUYaIbHO MIOCTIE KOHCYIbTAIIMK Bpaya, €Ccliu MOTEHINAbHAs 110J1b3a ISl MaTepu
MIPEBOCXOIUT BO3MOXKHBIN pHUCK Aiisi pedeHka. [Ipu HeoOXxoaumMocTu clieayeT peluTh BOIpoc O
MPEKPALEHUH TPYAHOTO BCKAPMITHBAHHUSL.

DdepTUabHOCTD

I/ICCJ'IG,I[OBaHI/Iﬁ BJIMAAHUSA KIIOTpHUMA30Jia Ha (I)CpTI/IJIBHOCTL y J'IIO,I[CIZ HC MMPpOBOANIOCH, OAHAKO B

HCCIICAOBAHUAX HA )KUBOTHBIX BJIMSAHHC ITPCIIapaTa Ha (bepTI/IHBHOCTb HC 06Hapy>KeH0.

4.7. BiusiHue Ha CIOCOOHOCTh YIpPaBJIATbh TPAHCHOPTHBIMHM CPEACTBAMHU H paﬁoTaTb C
MeEXaHu3MaMH

Hetr panHbIX 00 OTPHULATCIIBHOM BJIMAHHU IIPCIlapaTa Ha CIIOCOOHOCTH K BBIIIOJIHEHHUIO
INOTCHIMAJIBHO OIIaCHbIX BHJOB ACATCIBHOCTH, TpGGyIOHlI/IX MMOBBINICHHOM KOHICHTpalun

BHHUMAaHUA U 6I>ICTpOTI)I IMICUXOMOTOPHBIX peaKuHﬁ.

4.8. Hexkenare/jibHbIE peakKUUU

PesroMme HexxenaTeabHbBIX PEAKIINT

HexenarenpHble peakiuy, MpeACTaBICHHBIC HIDKE, TIEPEUNCIICHBI B COOTBETCTBUH C TIOPAKCHUEM
OpraHoOB, CUCTEM OPraHOB M YACTOTOH BCTpeuaeMocTH. YacToTa BCTPEYAEMOCTH OMpeIeNsieTcs
crenyrmuM obpazom: ouernsv wacmo (> 1/10); uacmo (= 1/100 no < 1/10); newacmo (= 1/1000 go
< 1/100); peoko (> 1/10000 no < 1/1000); ouenv peoxo (< 1/10000); vacmoma neuszsecmna (e
MO>KET OBITh OIICHEHA Ha OCHOBE UMEIOIIUXCS TAHHBIX).

Hapywenus co cmopoHbl uMMYHHOU CUCmembl

Yacmoma neuzgecmmua’ ajiepruyeckas peakuus (MPOSBISIOMIAACS KPAMUBHUIICH, 0OMOPOKOM,
CHI)KCHHEM apTePUATBHOTO JIaBJICHUS, OJIBIIITKOH ).

Hapywenus co cmopoHbl Kodicu u NOOKONMCHBIX MKAHel

Yacmoma Heuzgecmua: Cblllb, 3yl, TY3bIPHKOBBIC BBHICBHINIAHUS, IIETYIICHHE, OOJb WU
TUCKOMGOPT, OTEK, XOKEHUE, pa3apaKeHUe, SPUTeMa, TTOKAIbIBAaHUSI.

Co0011eHne 0 MoI03PEBAEMBIX HEXKEIATEIBHBIX DEAKIIHIX

BaxHo coo0mars O M0A03pEBAEMBIX HEXKENaTeIbHBIX pPEaKLUUAX MOCIe PEerucTpanuu
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JIEKapCTBEHHOI'0 Tperapara ¢ 1eibio odecrnedeHust Henﬂg&ﬁﬁg%%ﬁﬁ%ﬂgdfgaﬁdiﬂéﬁnﬂ

«ONb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeIuIMHCKUM pabOTHUKAM pPEeKOMEHIYETCS
Co00IIaTh O JIFOOBIX MOJ03PEBACMBIX HEXKENIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO IMpemnapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHHS O HEXKEIATeNbHBIX PEaKIHUSIX IOCyIapCTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOI0 CO03a.

Poccniickas @enepanvs

109012, r. Mocksa, CraBsiHCKast IIIoaab, 1. 4, ctp. 1

®OenepalnibHas ciryx0a 1o Haa30py B cdepe 3npaBooxpanenus (Poc3npaBuaazop)

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

OnekrponHas mouta: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CHMITOMBI

[Tpu nmprMeHeHUH TIpernapaTa B COOTBETCTBHH C MHCTPYKIIUEH MO IPUMEHEHUIO, ITePEeI03UPOBKa
MmanoBepoaTHa. Ciy4an NEpeJo3UpPOBKH MpPH HAPYKHOM TMPUMEHEHUH KIOTpUMasoia He
OITMCaHEL.

JleueHme

[Ipu crmydaiilHOM TpueMe MpemapaTa BHYTPb, BO3MOXKHO IOSIBJICHHE TaKHX CHMIITOMOB Kak
TOIIIHOTA, PBOTA, TOJIOBOKpYkeHue. Crennduueckoro aHTUAOTa He cyiiecTByer. Heo6xoammo

MMPOBECTU CUMIITOMATUYCCKYIO TCPAIIHIO.

5. PAPMAKOJIOTUMYECKHE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOICTBA

®dapmakoTepaneBTUUYECKass  TpyMma: MPOTHBOTPUOKOBBIE  CPEACTBa, NPHUMEHSEMBIE B
ACPMAaTOJIOTHH, HpOTI/IBOFpI/I6KOBBIe CpeacTBa aJjid HAPYXKXKHOTO MNPUMCHCHUA, IMPOU3BOAHLIC
MMH/J1a30]1a ¥ TPHUA30JIa.

Kox ATX: DO1ACO1

Mexaumnsm nerictus U hapMakogrnHaMudeckue YO HEKThI

Knorpumason - nmpous3BogHOE MMMIAa30J1a, MPOTUBOTPUOKOBOE CPEACTBO IIUPOKOrO CHEKTpa
JeMcTBUS Ul Hapy)KHOTO mpuMeHeHus. IIpoTuBorprOKoBeId 3¢ (eKT CBA3aH C HapylICHHEM
CHHTE3a JProcrepoia, BXOMALIET0 B COCTAaB KJIETOYHOW MeMOpaHbl IpuOOB, UTO H3MEHSET
MPOHUIIAEMOCTh IIUTOIUIa3MaTHYECKO MEMOpPaHbI U BBI3BIBAET MOCIEAYIOMIMH JTU3HUC KIeTKU. B
MaJIbIX KOHLEHTpPALUAX JEHCTBYeT (YHTUCTATHYECKH, B OONbIINX - (YHTULUIHO, TIPUYEM HE

TOJILKO Ha Mponudepupyromue KIeTku. B QyHTHIUIHBIX KOHLIEHTPALUAX B3aMMOACHCTBYET C
Crpanuna 4 u3z 7


https://roszdravnadzor.gov.ru/

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 20.03.2023 N2 5246

MUTOXOHJIPHAJIbHBIMH U ME€POKCHUIa3HBIMU epMeHTé.MII/I_':::'];l Epl@}%‘fﬁ%ﬁ@ badrs Trfp@ﬁ'é'%nm

YBEIMYEHUE KOHICHTPALlUU TEPEKUCH BOJOPOJA [0 TOKCHYECKOrO YpPOBHS, YTO TaKke
CHOCOOCTBYET pa3pyIICHUIO TPHOKOBBIX KJIETOK.

Kitorprmasosn 0051a1aeT MMpOKUM IPOTHBOTPHOKOBBIM CIIEKTPOM JeicTBHS N VItro u in Vivo, BKIroYas
JepMaTOpUTHL, IPOOKENOA00HbIE U TIECHEBbIE TPUOBL. [Ipu orpeeneHHbIX aHATUTUYECKUX YCTIOBHAX
MOKa3aTe MUHUMAJIBHON TOJABIISIONICH KOHIIEHTPALUK UIS IAHHBIX THIIOB TPHOOB HAXOJSTCS B
mranazone or meHee 0,062 mo 8,0 mMir/mn cyoctpara. DhGEKTUBEH B OTHOIICHWH BO30YIHMTEIS
pasHonBerHoro Jmmiias Pityriasis versicolor (Malassezia furfur). IToMmumo mpoTHBOrpHOKOBOTO
NEHCTBUS,  KIOTPUMA30oil  OKa3bIBaeT  aHTUMUKpOOHOEe  JeiicTBHE B OTHOIICHUU
IPaMIOJIOKHUTENbHBIX (CTa(UIOKOKKH, CTPENTOKOKKM) M TI'PaMOTPHUIATENBHBIX OaKTepHid
(Bacteroides, Gardnerella vaginalis). In vitro kiorpumazon nopasiser pasmHoxenue Corynebacteria
U TPaMIIONIOKUTENBHBIX KOKKOB, 32 UCKIIFOUEHHEM SHTEPOKOKKOB, B KoHIeHTpauusax 0,5-10 Mxr/min
cyoctpara. Kiorpumaszon He oOkas3bBaeT BIMSHHMSA Ha JakTOOAUMUIbL [lepBUYHO pE3UCTEHTHBIC
BapHAHTHI YYBCTBUTEIBHBIX TPHOOB BCTPEUAIOTCS OUYSHB PEAKO, PA3BUTHE BTOPUIHOHN PE3NCTEHTHOCTH
y YyBCTBUTEIIbHBIX TPUOOB TAKKE OTMEYACTCS B HCKIIOUUTEIBHBIX CIydasx B TEPANeBTHYCCKHUX
YCIIOBHSIX.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

DapMaKOKHMHETUYECKHE HCCICIOBAHUS TIOCIEe HAHECEHHs KIOTPHMAa30ja Ha WHTAKTHYIO WU
BOCTIAJICHHYIO KOXY YCTaHOBWJIM, 4YTO KIOTPHMA30JI IIJIOXO BCACHIBACTCS dYepe3 KOXKYy U
MPAKTUYECKH HE OKa3blBaeT CHUCTEMHOro JeicTBus. MakcuManbHble KOHIICHTpAIUU

KJIOTPUMAa30Jia B CBIBOPOTKE KPOBU ObUTN HMKE npejiena ooHapykeHus 0,001 Mxr/mi.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. Ilepeuenb BcoMoOraTe/ibHbIX BelIECTB
e [IponuneHrnukosnn
e Makporomn-1500
e [lomoxcamep 338
e Makporon-4000
e Bopa ounienHas
e [lerocTeapusnoBsiii COUPT
e Makporo:n nerocreapuiioBsiii a¢up 20
e JluHaTpus d1eTaTa TUTHIpAT

e Makporon-400
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(NOCNEOOBATENEHOCTE 0001)

6.2. HecoBMecTHUMOCTL

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUHU

XpaHuTb Npu Temreparype He Bbiie 25 °C B KapTOHHON yIIakoBKe (I1a4yke).

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

ITo 20, 30 wnm 50 r B TYyOy aIFOMUHHUEBYIO.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOr0  Ipenapara MWJIH  OTXO0J0B, MOJYYeHHBIX IOCJe NpPUMeHeHHUs
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYJISIUM C IPenapaToM

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Poccniickas @enepanus

000 «ATomn»

445351, Camapckas o0:., r. XKurynesck, yiu. ['mapoctpourenei, a. 6.

Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

7.1. IlpencraBurtennb AepaaTessi pericCTPALMOHHOIO YA0CTOBEPEeHUA

[Iperen3uu HOTDC6I/ITCJ'IGI\;I HalpaBJIATH IO agpPeECy:

Poccuiickas ®enepanus

000 «O308»

445351, Camapckast 0071., 1.0. XKurynesck, T. XXurynesck, yi. ['mapocrpouteneii, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETMCTPAIIMOHHOTI' O YAOCTOBEPEHUA
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9. JIATA MEPBUYHOW PErUCTPAIIIF-“GIOATBEPK AL

PETUCTPALIUU, HEPEPETUCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OO0miass  xapakTepuCTHKa JIEKapCTBEHHOro nmnpemnapara KimoTrpumazon  JocTymHa — Ha
UHPOPMALIMOHHOM ToOpTaie EBpa3suiickoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHUKaIMoHHO# cetn «utepuer» https://eec.eaeunion.org/.
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