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COI'TACOBAHO

{

ToproBoe nHanmenosanue: Oyrmmn® R

MesK/1yHApO/IHOE HENATEHTOBAHHOE HJIH IPYNIIHPOBOYHOEe HAHMEHOBaHMe: (y3n/10Bas

KUCIIOTa

JlexapcrBenHasi popma: KpeM JUIsl HAPY>KHOTO IIPUMEHEHHUS]

Cocras:

B 1 r kpema conepxurcs:

Jeticmsyowee seugecmso: Gy3uoBoit kuciotsl reMuruapar 20,4 mr (B nepecyere Ha KUCIOTY

6e3Bo1Hy10 — 20,0 ™).

Bcnomozamenvivie eewgecmsa: nerwiosbii crmpt - 111 mr; rmnepon 85% - 111 mr; napadun

xukuii* - 111 Mr; mapagun msirkuit 6enbiii* - 56 mr; nosmcopOar 60 - 56 Mr; XJIOpUCTOBOAOPOIHAS

KUCI0Ta q.8. 710 pH 5; kamist copOar - 2,7 mr; Oytiiruapokcuannzodn - 0,04 mr; Boja - mpudi. 531 mr.
*conepxut okoso 10 ppm anbdha-rokodeposia

Onmcanne:

["omoreHHbIi Kpem ot 6es10ro 710 nouTH 6€10ro 1BeTa.

dapmakoTepaneBTHYECKAs TPYNNA: AHTUOMOTUK MOJTMIMKINYECKOH CTPYKTYPBbI

Kox ATX: D0O6AXO01

dapmako/IoruiecKHe CBoHCTBA

Dapmakoounamuka

baxrepuocraTudeckuii aHTHOMOTHK.

Oyruuue® Kpem cofepKuT Qy3HI0BYIO KHCIOTY - AHTMOMOTHK JUIs HAPY)KHOTO NPUMEHCHHS.

dy3u10Bast KUCIOTA M €€ COJIM PACTBOPUMBI B JKHpax U BoJie, 00J1a1al0T BEICOKON TOBEPXHOCTHOM

AKTHBHOCTBIO ¥ BBIPAKEHHON CITOCOOHOCTBIO K IIEHETPAIMU B HEMIOBPEXKICHHYIO KOKY.

[lpu konuenTpamuu ¢y3uaoBoi KuciaoTsl 0,03-0,12 MKI/MI MOJABISIOTCS MOYTH BCE IITAMMBI

Staphylococcus aureus. ®y3ua0Basi KUCI0Ta HAPYXKHOI'O IPUMEHEHUS aKTHBHA B OTHOLICHUM

MHKPOOPraHM3MOB, B TOM YHCIIe, OTHOCSAIUMCS K Streptococcus, Corynebacterium, Neisseria u

HeKoTopsIX npeactaButeneit Clostridium.

HeaktuBen B otHowmenuu Escherichia coli, Salmonella spp., Proteus spp. W Jpyrux

rpaMoOTpHUIaTe IbHbINA OaKTepHii, a TaKKe MPOCTEHIINX U IPUOOB.

DapmaKkoKkunemurka

WccnenoBanus in  vifro TIOKa3bIBaIOT, uTO (hy3uji0Basi KHUCIIOTa MOXKET IIPOHMKaTh 4Yepe3



HETOBPEK/IEHHYIO KOXKY YeJIOBeKa B KOHLIEHTPAILIMH JI0CTaTOYHOM JUIst 9 (HEKTUBHOTO 110/1aBICHHS
YYBCTBUTEIBHBIX MHKPOOPIaHH3MOB (MHHHMAIbHO HHrHOUpylomen konuentpanun — MUK).
Crenenb TNPOHMKHOBEHHSI 3aBHCHT OT TakuX (DAKTOpoB, KaK MPOIODKMTEIBLHOCTh BO3ICHCTBUS
(y3110BOM KUCIIOTHI U COCTOSIHUE KOKH. Dy3H10Bas KHCIOTa BBIBOJIUTCS B OCHOBHOM C JKEITYBIO;
HeOOJIBIIOE KOJIMUECTBO BHIBOJMTCS C MOYOH.

IMoka3aHusi K NPHMEHEHHIO

Kosxuble HH(EKINH, BhI3BaHHbIE OAKTEPUSIMH, YyBCTBUTEIILHBIMU K (Dy3HI0BOM KUCIIOTE.
I[IporuBonoOKa3anus

['uepuyBCTBUTEILHOCTh K JICHCTBYIOIIEMY BELIECTBY WM BCIIOMOTaTeIbHBIM BELIECTBAM
npenapara.

C 0CcTOpPOXKHOCTBIO

BepeMeHHOCTb, IePUO/] IPYAHOTO BCKAPMJIMBAHHSL.

Ilpumenenne npu 6epeMEHHOCTH H B IIEPHO/I IPY/IHOI0 BCKAPMJ/IMBAHUS

bepemennocms

CucremHoe Bo3zeiicTBHE (Y3UI0BOM KHCIOTHI/(y3HuaaTa HaTpUsl SBJISETCS HE3HAUYUTEIbHBIM,
MOSTOMY pPa3BHTHE HEKEIATebHbIX JIEKAPCTBEHHBIX peaKIMid BO BpeMsl OEpEMEHHOCTH He
oxuaercs. [IpumeneHne npenapara npu OEpeMEHHOCTH BO3MOXKHO B Cllyyae, Korja IoJjb3a Jiis
MaTepy MPEBbIIACT BO3ZMOXKHBIN PUCK IS IUI0/A. .

Ilepuoo epyonozo eckapmaueanus

Pa3ButHe HEXeJaTeIbHbIX JIEKapCTBEHHBIX peakuui y BCKapMJIMBaEMOTO
HOBOPOXKJICHHOTO/TPY/IHOTO peOeHKa He OXKHJIAeTcsi, IOCKOJIBKY CHCTEMHOE BO3/IEHCTBHE
HapY)KHOTO TpUMEHEHHs (y3U0BOM KHUCIOTBI/HaTpus (y3ujgara Ha KOPMSILYIO JKEHIIUHY
SBJISICTCS HE3HAYMTeIbHBIM. [IpuMeHeHue mpenapara B IEPUOJ TPYAHOIO BCKApMIIMBaHHSI
BO3MOXKHO B CJIy4ae, KOT/ia IoJib3a JUls MaTepu MPEBBIIACT BO3MOKHBIA pHCK Juls pedenka. He
PEKOMEH TyeTCsl HAHOCHTh Iperapar Ha MOJIOYHBIE JKEJIE3bl.

DepmuibHocmy

KimHndecknx nccienoBanuii npenapara ®yrumn® uis Hapy)KHOTO PUMEHEHHUS B OTHOIICHHH
(GepTUILHOCTH HE TIPOBOANIOCH. Pa3BUTHE HeXelaTeIbHBIX JIeKapCTBEHHBIX PEAKIUH y JKEHIIUH
PENpPOYKTHBHOTO BO3PACTA HE OJKHIAETCS, TOCKOJIbKY CUCTEMHOE BO3/IEUCTBHUE MOCIIE HAPYKHOTO
npuMeHeHus Gy3u/I0BOI KUCIOThI/HATPUsl (Dy3uaTa sBIsSETCS HE3HAYUTEIbHBIM.

Cnocod npuMeHeHHs U 103b1

Hapy»xHo.

V B3pOCIBIX M JI€Tel C POXK/ICHHS] HA OTKPBITHIC TOPAKEHHBIE YJACTKH KOXH KPEM HAHOCSAT TOHKMM
cioeM 3-4 pasa B JICHb.

ITpu MCIIO/Ib30BAHNM MAPJIEBBIX IOBS30K 4ACTOTA HAHECCHUSI MOXET OBITh yMeHbIIEHa /10 1-2 pa3



B JICHb.
[IpoI0/DKUTEILHOCTE JICYEHHsT 3aBUCHT OT (OpMBI M TsDKECTH 3a00sieBaHUs M B CPEIHEM
cocrapiisieT 7-14 qHEl.

Ilo6ouHnoe eiicTBHE

OreHKa 4acTOThl HeXeJIaTe IbHBIX JiekapcTBeHHBIX peakiuii (HJIP) nposoauiiack Ha ocHOBaHUH
CBOJIHOT'O aHAJIN3a KIIMHUYECKUX MCCIICJIOBAHUI M CIIOHTAHHBIX COOOIICHHUH.

Ha ocHOBaHHHM CBOJIHBIX JIAHHBIX KIMHHYECKMX HCCIIEIOBAHMMN, BKIIOYAONMX 4724 manueHra,
npumensBumrx Oyuuauma® kpem wim Oyuumn® mass, yacrora HIIP cocrassier 2,3%.

CampiMu YacTeiMH 10 BeTpedaeMocT HJIP Bo Bpems jeueHus sBISIOTCS pa3id4HbIE KOXKHbBIE
peaKIiK, TaKUe KaK 3yl U ChIllb, 33 KOTOPBIMHU CJIE/IyIOT PEAaKIIMH B MECTE HAHECEHH S, HallpUMED,
60116 U pazpaxxenue; Bee ykazanuble HJIP nabmopamcs menee yeM y 1% nanueHToB.

bbutn cooO1menus 0 runepyyBCTBUTEILHOCTH U QHTHOHEBPOTUYECKOM OTEKE.

HJIP nepeuncnensl no kiaaccy cucrem opranoB MedDRA wu oraensusie HJIP nepeunciiensi,
HauWHas ¢ yacTo BCTpedarommxcs. B pamkax kaxaoi rpynnsl HJIP npencrasiensl B nopsjke
yOBbIBaHHS UX CEPbE3HOCTH.

Ouenv yacmo > 1/10

Yacmo > 1/100 u < 1/10

Heuacmo > 1/1000 u < 1/100

Peoxo > 1/10000 u < 1/1000

Ouenw peoxo <1/10000

Hapywienus co cmoponsl UMMYHHOU CUCMEMbI:

PeoKo: aJIePrHYeCcKue peaKkiiuy.

Hapywenus co cmoponsl 0p2anoe 3peHun:

PeoKo: KOHbIOHKTHBUT

Hapywienus co cmoponsl Koxcu u nOOKONCHbIX MKAHEU:

Heuacmo: JepMaTtuT (B TOM 4YHCJIe KOHTAaKTHBIM J€pPMATUT, 9K3€Ma), Chblllb (IpUTEMaTO3HAs,
MakyJjionanyJie3Has, IycTyJie3Has, BE3UKYJsIpHas, MaxyJionamyje3Has M Iamyje3Has; Takxke
OBLTH clTyyad TeHepaM30BaHHOM CHINH), 3y/1, IpUTEMA

PeOoKo: aHTHOHEBPOTUYECKHH OTEK, KpalMBHHUIA, 00pa30oBaHUE ITy3bIpei

Obwue paccmpoiicmea u HapyuieHuUA 6 mecme 66€0eHUA

nHeyacmo: 00Jb B MeCTE HaHECEHHs (B TOM YHCJIe YYBCTBO XOKEHHs), pas3/ipakeHHE B MecTe
HaHECEHUS

Iayuenmul 0oemcko2o 6o3pacma

O»xwujiaercs, 4To yacTora, TiIl U Tsokecth HJIP y neteii Oy1yT TakuMH e, Kak U Y B3pOCIBbIX.

Ecnu y Bac ormeuarorest no6ounbie 3G (eKThl, yKazaHHbIe B HHCTPYKIIMH MJIM OHH YCYTyOIISIOTCS,



win Bel 3ameTin mo6sle apyrue nobounsie GpGekThl He yKa3aHHbIe B HHCTPYKIMH, COOOIIHATE
00 3TOM Bpauy.

Ilepeno3upoBka

[Ipy nprMEHEHHH IpernapaTa B COOTBETCTBUH C MHCTPYKIHMEH 10 TIPUMEHEHUIO [IEPEI03UPOBKa
MaJIOBEpPOSITHA.

Bsanmo/ieiicTBHE ¢ IPYTHMH JIEKAPCTBEHHBIMH CPeICTBAMH

UcciiesioBanusi  JIEKApCTBEHHBIX  B3aMMOJICHCTBHI HE INPOBOAMIMCH. B3auMmojeicTBus ¢
CHCTEMHBIMH JICKAPCTBEHHBIMH CPEJICTBAMU CUNUTAIOTCS MUHUMAJIbHBIMH, IIOCKOJIBKY CHCTEMHAs
abcopOius JeiicTByIONIEro BemecTsa kpema Oynuann” sisercs He3HaAYUTeILHOM.

Ocobble ykazaHus

Coo01@ioch, 4To NPH HAPYKHOM HPHMEHeHHH npenapata ®yruuann® MoXeT pa3BHBATHCS
pe3sucTeHTHOCTh Staphylococcus aureus. Kak W B cioydae ¢ JPYTMMH aHTHOMOTHKaMH
IPOJIOJDKUTEIIBHOE UCTTOJIb30BaHUE (DY3H/I0BOM KHCIOTHI THOO €€ IPUMEHEHHE YaCThIMU KYPCaMH
MOJKET YBEJIMYHUBATh PUCK Pa3BUTHS OaKTepUaibHON PE3UCTEHTHOCTH.

[Ipoio/oKuTEIbHOE TPUMEHEHHE TTpernapara, JIM00 ero UCIoIb30BaHUEe YaCThIMU KypCaMM TaKKe
MOJKET YBEJTMYUTh PUCK PA3BUTHSI KOHTAKTHON CEHCHOMIM3AIMH.

Oyrmmn® KpeM coepKuT 6y THITHIPOKCHAHU301, IETUIIOBBIH CIIUPT ¥ Kasusi copOat, KOTopbie
MOTYT MOCJTY)KUTh IPUYUHO#H MOSIBJIEHHSI MECTHBIX AJUIEPTUYECKUX KOXKHBIX peaKIvii (HarpuMmep,
KOHTAKTHOTO JIEPMATUTA).

ByTHJITHAPOKCHAHMW30JI TAaK)K€ MOXKET BBI3BIBATh pa3JpaKCHHUE IJIa3 U CIM3MUCTBIX 00O0JIOYEK.
[TosToMy B neprop6uTaIbHOl 061acTH Dyiumu® KpeM clielyeT HAaHOCHTD € OCTOPOKHOCTBIO.
Bimmsinue Ha crocoOHOCTH YIPABJISTH TPAHCIIOPTHLIMH CPEJACTBAMH H MeXaHH3MaMH
®yiuaun” He OKa3bIBAET BIMAHHMSA Ha CIIOCOOHOCTH YIPABJISATH TPAHCIIOPTHBIMU CPEICTBAMHU H
paboTaTh ¢ MEXaHU3MaMH.

®opma BbINyCKA

Kpewm ju1st Hapy»KHOro npumenenus, 2 %.

15 r npemapara B Ty0y aIIOMHHHEBYIO, JIAKHPOBAHHYIO HM3HYTPH C HaBMHYHBAIOLICHCS
MOJIMITUIICHOBOM KPBILIKOM.

1 TyOa BMecTe ¢ MHCTPYKIIUEH 110 MPUMEHEHHIO B KAPTOHHYIO 1a4Ky.

YeaoBusi XxpaHeHust

XpanuTh 1pu Temneparype He Bbime 25 °C.

XpaHuTh B HEJOCTYITHOM JUIs JIETEH MecTe.

Cpok rogHocTu

3 roga.

He ucnonb30BaTh 10 UCTCYECHUU CpOKa IrofHOCTH.



-

YeaoBus ornycka

OTnycKaroT 1o peLenty.

BJiajiesien) perucTpaHoOHHOrO0 y/10CTOBEPEHHS

JIEO ®apma A/C,

Uupycrpunapken 55, JIK-2750 bannepyn, Jlanus

LEO Pharma A/S

Industriparken 55, 2750 Ballerup, Denmark
IIpousBoauTe b/Brinyckaomuii KOHTPOJIbL Ka4yecTBa
JIEO JIx6oparopuc Jlumuresn,

285 Kemen Poan, Jly6mmn 12, Upnanaus.

Leo Laboratories Limited,

285 Cashel Road, Dublin 12, Ireland

Opranuszanus, NPUHEMAIONIAs PETeH3HH NoTpeduTe e
000 «JIEO ®apmacsiotukai IIpogakrey

125315 Mocksa, JIeHuHTrpaICKuii mpocnexT, 1.72, kop.2
Tenedon: (495) 789 11 60

DnektponHas noyra: info.ru@leo-pharma.com

MeHejpKep 1o peryasiTOpHbBIM BOIIpocam V \

000 «JIEO ®apmacerotukai [Ipogakrey \)

Kycrosa O.A.



