WHCTpYKUMA No npumeHeHuw ceBeyveil NMumadyunH®
PernctpaynoHHbli Homep: N NB13552/01
Toprosoe Ha3BaHWe

NumadyunH®
MexayHapogHoe HenaTeHTOBaHHOE HauMeHOBaHue:

HaTammuuH
NlekapcTBeHHas ¢opma

Cynno3nTopun BaruHasbHbe
CocTasn

1 cynno3uTOpuin cofepxuT: AKTMBHOE BeWecTBO: HaTamuuuH - 100 Mr. BcrnomoraTesibHble
BewecTBa: UEeTWIoBLIA cnupT - 690 Mr, xup TBepabvn - 700 mMr, copbutaHa TpuoneaTt - 460
Mr, nonucop6aTt 80 - 460 Mmr, HaTpusa rugpokapboHat - 69 Mr, agunuHoBas KucnoTa - 64
M.

OnuncaHue

CynnosmTopun TopneaoBuaHO Gopmbl OT GEM0ro C XenToBaTbiM OTTEHKOM A0 CBETN0-XenToro
C KOpWYHEBaTHIM OTTEHKOM LBeTa.
dapMakoTepaneBTUYeckas rpynna

NMpoTnBOrpnbKOBOE CPEACTBO.

Kog ATX: GO1lAA02
dapmaKkosiornyeckme csoicTBa

dapmakogmMHamMnKa

NMPOTMBOrPUGKOBLIA MOMMEHOBbLIA aHTUOBUOTUK M3 FPYNMNbl MAKPOAWAOB, WMEWWWA WAPOKWA CReKTp
pericteus. OkasbiBaeT QyHruymgHoe peiicteme. HaTamuuuH CBA3bIBAET CTEPO/Ibl KAETOYHBIX
mMembpaH, Hapywas WX LefIOCTHOCTb U QYHKUUM, 4YTO NPUBOAUT K rmbenn MMKpoopraHumamoB. K
HaTaMUUWHY 4YYBCTBUTE/IbHbl OOMBIWMHCTBO MATOrEHHbIX APOXXKEBbIX rpuboB, ocobeHHO Candida
albicans. MeHee 4YyBCTBWUTE/IbHbl K HaTamMUUUHY AepMaTo(uTbl. PE3UCTEHTHOCTb K HaTamUUMHY
B K/IMHNYECKOWN MpakKTUKe He BCTpe4vaeTcs.

dapmMaKoKMHEeTUKa

HaTaMmMuuH He oKa3blBaeT CUCTEMHOro rD,el‘/'ICTBI/Iﬂ, TakK KaK NnpakKTun4eCcKun He BcCacChbiBaeTCd C
NOBEPXHOCTU CJZIN3UCTbIX obonouek.
lMokasaHna Ana npumMeHeHusa

BarmHuTbl, BY/NbBUTbHI, BY/1bBOBArMHUTLHI, Bbi3BaHHbIE rNaBHbIM 06pa3om rpmbamm Candida.
MpoTuBOMNOKa3aHUa A9 NMPUMEHEHUS

MoBbllleHHAs YYBCTBUTENILHOCTb K KOMMOHEHTaM fpenapaTa.
PexuMm [03UPOBaHUS U CNocob BBeAeHUs

Mpu BarmMHMTax, BY/NbBUTaX, BYyNbBOBarmMHMTax HasHadawT No 1 cynno3nuTOpuio BaruHanbHOMY
B TeyeHue 3-6 AHel. Cynno3uTopuii BBOAAT BO Braranuie B MONOXEHUW fnexa, KakK MOXHO
rnybxe, 1 pa3 B CYTKM Ha HO4Yb. [lpy YyNnoOpHOM TeYeHWW BarmHUTOB, Bbi3BaHHbIX Candida
albicans, pgononHuTenbHo Ha3HayawT MNumadyunH® B BuAae TabneTok ANA npuema BHYTpb (Mo
1 1ab. 4 pa3a B CYTKM B TeyeHue 10-20 fHein) Ans caHauuMy o4vara KaHAWAO3HOW WHOeKuun
B KUWe4YHuKe. [nA neyeHns KaHAWAO3HOrO MOpPaxeHWs MOMOBbIX OPraHOB MnapTHepa UCNOMb3YWT
NumadyumH® B dopme Kpema. MPOAOIKUTENBHOCTbL Kypca JieYeHua ycTaHas/uBawT
UHAMBMAYanbHO. Tocne WCYe3HOBEHWA CUMMTOMOB 3abosieBaHMSA peKoMeHAyeTCA MpofonxaTb
NeyeHne elwe HECKO/IbKO AHei.

Mepbl MPefoCTOPOXHOCTU NMPU NPUMEHEHUN



0co6bIX Mep MNpPefoCTOPOXHOCTU MNPV MPUMEHEHWMM NpenapaTta He TpeGyeTcs.
Nepenos3upoBKa npenapaTta

0 cnydyasax nepefo3vpoBKU npenapaTta NumadyumH® He coobWAnoch.
0cobble yKazaHus

Cynno3nTopun BaruHanbHble Mo AeincTBuem TemnepaTypbl Tesia 6bICTPO pacTBOPSANTCH,
obpa3ysd NeHWCTyl mMaccy, 4YTO Cnoco6CTBYeT paBHOMEPHOMY pacnpefeneHun akTUBHOM
cybCcTaHumm. B cnyyae XpOHMYECKOW unu peuungusupyolein MHGeKLumMn MecTHOe siedyeHue MOXeT
ObITb JOMNOJIHEHO Ha3HayeHueMm npenapata MuvadyuuH® B nekapcTBeHHON ¢opme TabneTkn u
Kpem.

LleTnnoBblii CNNPT, KOTOPLI BXOAUT B COCTaB BaruHa/ibHbIX CYMNMNO3MTOPUEB, MOXET Bbi3BaTb
YYBCTBO NIErKOr0 XXEHUS B FeHUTasIbHOW 06/1acTW NMpPU MOBBILEHHOW YYBCTBUTENBHOCTU K
JAaHHOMY KOMMOHEeHTY. B nepuog MeHCTpyauuii Tepanuio Cynno3uTopusMuM npepbiBawoT. B nepuopg
NeyeHnss cynno3nTopusMm HeT HeoOBXOAUMOCTW B WCK/IOYEHUM MOMOBLIX KOHTAKTOB. OAHAKO
peKomMeHAyeTCsi MpoBecTu ob6cnefoBaHMe MOMOBLIX MAPTHEPOB U, B C/iyvyae BbiSIBIEHUSA
KaHANOAO3HOr 0 MOpaxeHwusi, MNPOBECTU KypcC nedyeHus npenapatom MumadyumH®. Takxe cnepyet
npeaycMoTpeTb WCNONb30BaHWe B MNepuos fedeHnss GapbepHbiX KOHTpaLenTuBOB.

Mo6o4yHoe pgencTeue

MecTHble peaKkLuu: BO3MOXHO Nerkoe pasgpaxeHue, OlyleHNe XKeHUs .
B3aumogeincTBue C APYruMU NeKapCcTBEHHbLIMU mnpenapaTamu

JNlekapcTBeHHOe B3aumogeicTBue npenapata MNumagyumH® c ApYrUMU NIEKapPCTBEHHLIMM
CpefcTBaMU He OMUCaHo.
BepemMeHHOCTb W MNepuog nakTauum

MpuvmeHeHne npenapaTta NuMadyumH® npu 6epemMeHHOCTU WM B Mepuo NnakTauuu BO3MOXHO.
B/MsAHWE Ha CMOCOGHOCTb YNpaBnATh TPAHCMOPTHLIMA CPeACcTBaMU UM MeXaHu3mamu

NMuvadyunH® He BAMAET Ha CNOCOOHOCTb YNpPaBAATb TPAHCNOPTHHIMU CpeacTBamMu U
MexaHu3Mamu .
dopma BbiNycKa

3 cynnosuTopus B CTpuUN U3 anlloMUHMeBOW donbru. 1 unm 2 cTpuna BMECTe C UHCTPyKuuein B
KapTOHHON nauyke.
Cpok rogHocTu

2 roga. He ucnonb3oBaTb MO UCTEYEHUU CpPOKa roOAHOCTU, YKas3aHHOIo Ha ynaKoBKe.
YcnoBua xpaHeHus

XpaHnTb Npu TemnepaType He Bblwe 25 °C. XpaHUTb B HeAOCTYMNHOM ANA AeTell mecTe.
YcnoBua oTnycka M3 anTek

be3 peuenTa.
Bnageney pervcTpauMoHHOro yaoCTOBEpeHus

NEO dapma A/C, [JaHua WHaycTpunapkeH 55, OK-2750 bannepyn, [aHus
Mpon3soauTenib/ynakoBWUK/ BbINYCKaOWNiA KOHTPOb

Temmnep WUTanua C.p.J1., WTanua Bua gene WHAycTpu 2, 2006 Kapyrate, (Mu), WTanusa



