COTIIACOBAHO
MUHHCTEPCTBOM BHPABOOXPAHEHI/IH
PECHVBIVKDT BEJIAPYCH
Ppuxaz I\’Izumc'.repmm B}zpaBooxpaHeHHﬂ
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o Me}II/IHHHCKOMy IPUMEHECHHIO JIEKAPCTBEHHOI'0 CpEeaCTBA

Bial =i
8069 -2020

Toprosoe HazBaHme npenaparta: ['urodopr®

MexayHapoanoe HenaTeHToBannoe Hazpanue (MHH):
Byrokonazon (butoconazole)

®opma BBHIYCKa: KPEM BarMHAIBHBIN

Cocras

5 r kpeMa cozepxKar:

eticmgyrowee seuyecmso: 6yTokoHazoa HuTpar 0, 1 T.

Bcnomoeamenvhvle sewjecmea: copburona pacTBOP KPHCTAIUIUIYIOIIUHCS; TapadmH KU IKHi;
TTIHLEPHII MOHOM30CTeapaT; IIOMUITIMIEPHI-3-01eaT; BOCK MHUKPOKPHUCTATIMYCCKU; KPEMHUS
IOWOKCHZ  KOJUIOMIHBIA  OC3BOAHBIM; [MWUHATPHS  OAETAT; METHIIIApardApOKCHOEeH30aT;
TIPOMAIITAPArHAPOKCUOSH30aT; IPOTIMIISHTIINKONE; BOJA OUHINCHHAL.

Onucanpne
MsIrkuii TOMOT€HHEIM KpeM OT 0exoro 1o mouTh Oenoro IBeTa, CBOOOMHBIA OT ITOCTOPOHHMX
YacTHUIl ¥ 0€3 BUIUMOI0 PACCIOCHMS.

dapmaxoTepaneBTHYECCKAS IPYIIIa

[IpoTMBOMUKPOOHEIE M aHTHCEUTHUCCKHE JIEKApCTBCHHBHIC CpEACTBA JUIS IPUMCHEHHS B
THHEKOJIOTHH. [IpOTUBOMUKPOOHBIC M AHTUCENTHYESCKHE JIEKAPCTBEHHEBIE CPECTBA, MCKIFOUAs
KOMOMHAIMY ¢ KopTHKOocTeponnaMu. [Ipon3BofHEIe HIMEIA301a.

Ko ATX: GO1AF15.

dDapMaKoJIoraJecKue CBOicTBa

Dapmaxoounamuxa )

ByTOKOHa30JI, IPOX3BOHOE MMEIA3011a, 06NamaeT GhyHIAMIHON aKTHBHOCTEIO i72 Vifro IIPOTAB
rpuboB Candida, Trichophyton, Microsporum m Epidermophyton. Ilpemapar in vitro Taxke
" aKTHBEH B OTHOMICHWH HEKOTOPHIX TPAMIIONIOKHUTENBHEIX Oaxrepuii. Kimaudecku shdexrusen
IIPY BarmHAJIBHBIX HHQEKINIX, BEI3BaHHEX mTammamu Candida albicans.

TouHBII MEXaHW3M IIPOTHBOTPUOKOBOTO JeficTBHS OyTOKOHA30JIa HHTpaTa HE H3BECTEH,
IIpenroaracTCd, 4I0 OH KaK APYIHUe€ IIPOM3BOAHBIC MMHAA30JIa HeﬁCTBYIOT 3a CulT HI-]I‘I/I6I/Ip0BaHI/I5{
CHHTE3a CTCPOUIOB.

VimMpnazonsl B IEpBYIO ouepels BO3JECHCTBYIOT Ha KICTOUHYIO MeMOpaHy rpuda, HHIHOUpPYS
TIPEBpaIieHue JIAHOCTEPOJIa B DPrOCTEPOs, YTO IPHUBOMUT K M3MECHEHHIO JUIMIHOLO COCTABA
MeMOpaHEL. V3MeHseTcs MPOHMITAeMOCTh KIICTKH, 9TO0 IPHBOIKT K CHIDKCHHIO OCMOTHYECKOMH
PE3UCTEHTHOCTH B JXXKU3HECTIOCOOHOCTH Tprba.

BarmpanpHBII KpeM SBISIETCS OMYJBCHEH THIA «BOJa B Macley, HO3ToMmy oOiamaeT
O6uoaare3uBHEIM cBo¥cTBOM. VcciiemoBaHus in Vivo TOKa3aid, YTO IPH HWHTPABATHHAILHOM
BBEICHUM OMOaATe3MBHBIM KpPeM HaXOOUTCS Ha CIM3UCTOM 000JI0YKE BIIATANHWINA B CPEIHEM B
TeueHue 4,2 mHeH.

VccnenoBanus in vitro IpoAEMOHCTPUPOBAJIH, YTO TaHHAS JeKapcTBEHHAS (GopMa BEICBOOOXKIAET
aKTHBHOE JIEWCTBYIOIIEE BEUIECTBO OYTOKOHA30JI B TeUeHME 6 IHEH, TOrza Kak o6quHBIH KpeM
BBICBOOOXK1aeT Oy TOKOHA30J OBICTPO, B TEYEHUE 6 TaCOB.

DapmaxkoKuHemuxa
Bcacvisanue
Ilpw mHTpaBardHAILHOM BBEACHUH B cperHeM abcopbupyercs 1,7% BBeNSHHOM TO3BL.
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HHTPaBardHAJIBHOT'O BBEACHUA JOCTUIaCTCA ICPC3 13 gacos.

e
ByTokoHa3011 moBepracTcsl KHTCHCHBHOMY MeTabom3My. Hm e
Buigeoenue '
BrIBOIUTCS TOUKAMU B Y€PE3 KMIICIHUK. 8 0 5 g - 20 20

IMoxazanus K IPAMEHEHHIO
MecTtHas Teparms ByJIbBOBarHHAIBHBIX IPUOKOBBIX WHGeKIHi, Bpr3BaHHbIX Candida albicans u
npyramu Bugamu rpuooB posa Candida (Candida non-albicans).

IIpoTuBonOKa3anusd

+ TloBeUmEHHAS YYBCTBUTEIHHOCT K OyTOKOHA30Iy H/UIIH APYTHM KOMIIOHEHTaM Ipenapara.
» IlepBorif TpuMeCTp GEPEMEHHOCTH. ,

o JKeHIIUHEI AETOPOIHOrO BO3pacTa Mpy OTCYTCTBHH afeKBaTHOH KOHTpaIICIIIMM.
 Jlerckuit Bo3pact 10 14 net (3¢ deKTHBHOCT U 0€30IaCHOCT HE YCTaHOBIICHEL).

IlpuveHenne npu OepeMeHHOCTH M B IEPHOJA IPYJHOr0 BCKAPDMIMBAHHMA, BJIMAHHE HA
dpepTHIALHOCTH

bepemennOCTD

B HacTosumee BpeMs JaHHBIX O IIPUMEHEHUM OyTOKOHA30JIa HUTpaTa BO BpeMs OepeMEeHHOCTH
HEIIOCTATOYHO.

B uccienoBanngx Ha )KHBOTHBIX ObLTa IIOKAa3aHa PEIIPOLYKTHUBHAS TOKCHIHOCTE. -

He pexomeryeTcs mpuMeHsTH ipeniapar ['uHodopt® xermunam B | TpuMecTpe GepeMEHHOCTH
WUIM JKEHIIMHAM JIETOPOIHOTO BO3pacTa IIPH OTCYTCTBUM HAJIEKHOW KOHTPALECIIIHAH.

IIprmvenaTs npenapar T'uaodopt® Bo 1T 1 III TpuMecTpax GepeMEHHOCTH MOXKHO TOIBKO B TOM
cIlyuae, eCiIi OXKHfaeMast I0JIb3a UL JKEHIIUHBI IIPEBBIIACT IOTCHINAIBHBIA PUCK I II0A.
Ilpy npuMeHeHWH mpemHapara BO BpeMs OepeMEHHOCTH ClefyeT coOimomare 0cobyro
OCTOPOKHOCTH TIPY BBEACHUH aNIUIAKATOpa JUIA NPeIOTBPAIlCHHs BO3MOKHOCTH MEXaHWYIECKOR
TpPaBMBL. ‘

I'pynHOE BCKapMIMBAHWE
HewsBecTHo, TpOHMKAeT JH OYTOKOHA30d B IPYJHOE MOJIOKO IIOCHE HMHTPaBardHAILHOTO
" BBEJECHHS, TIOOTOMY CJICIyeT BHUMATEIBHO ONECHUTS IONB3Y OT UPUMEHEHM IIPEapara B IEPHOLT
IPY/IHOTO BCKAPMIIMBAHISA ¥ BO3MOXKHBIM PHCK JUI peOeHKa.

DepTUILHOCTD

Bimanme Ha (GEpTHIBHOCTH Yy UeNOBeKa HE H3ydaloch. Pe3ylbTaThl MCCIENOBaHUH,
IIPOBOJUBIIIXCS HA JKABOTHBIX, HE YKA3bIBAIOT Ha HEOMAroNpPHUATHOE BO3ICHCTBHE IIpenapara Ha
(hepTHIHEHOCTD.

Croco6 npuMeHeHns 1 103bI

WuatpaBarnyansHO.

Ipenapar I'mrohopT® HOCTABIAETCS B [PEABAPUTEILHO 3aIIONHEHHOM IIIPHUIle-alIIIKATOpe
OIHOKPATHOrO TPUMEHEHMs, CONepXKallleM 5 I KpeMa, 9To COOTBETCTBYeT mpumepHo 100 mr
O6yTOKOHA3071a HATpATa.

PexoMenayeMast 10338 — COZEPKHEMOE OIHOIO alILIMKATopa (OKOIO 5 T), BBOAUTCA OJHOKPATHO,
rIy6OKO BO Barajiuine B IF000e BpeMs CyTOK (IIPeAOYTHTENIFHO BEYEPOM).

Vkasanus 10 TPUMEHEHHIO anIUIMKaTopa:

1. Vaamuts Goibry ¢ yHakoBKH M #3BJIeYb anmmkarop. Kommagok He ymanats. Ecom Komadox
OBUI yIaJIeH, alIlIIKaTop He HCIONb30BaTh. He Hazpesamv anniukamop nepeo npumeHeHuem.
Kpenko nepka amumKaTop OJHOM pPyKOM H IIOTAHYB IAPYrod 3a KONBIO, BBITSHYTH W3
aNIUIIKaToOpa HOPIIeHb 10 Ipexena (cM. puc 1).
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2. OCTOPOIKHO BBECTH ANIUIAKATOP KaK MOYHO TJIyGike BO BIAraiuiie (pHC. .‘,-‘“Weﬁenm
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MAIUEHTKOM, pHC. 3 — IPUMEHEHHE BPadoM). e ]

3. MeyteHHO HamaBIMBas HA MOPIIEHb, BHIAABHTH KpeM H3 amumkaropa (cM. puc. 4, 5 —

NpUMEHEHHE MAMEHTKOM, pHC. 6 — IPHMEHEHHE BPAdoM).
4. BIarajdiia d  BBIOPOCHTH  €ro0.

o

Y namute CTOM ANIUIAKATOP u3

] ¥
'

Iemu u noopocmku 0o 18 nem




COTJIACOBAHC

MUHHCTEPCTROM 3IPARCOXPAHENNRA
PECIIVSIHKHY LETAPYTh

Tpuras Mumietepess 30 0aBooXDALEHUST
He pexoMeHyeTcs IpAMersTh nperapat [arodopt® y neret Miamme 149ter: x@@@emmsﬂocm

1 6€30IIaCHOCTh IPUMEHEHHS TIpeapara B JaHHOH BO3PACTHOM TPYIIIe He YCTaHOBJIeHBI
H3-32 OrpaHHYCHHBIX JAHHBIX, KacalOIMUXCs JIEUYCHHUs MpernaparoM I'mrOGOpT® MOIPOCTKOB,
BeYITHX aKTHBHYIO HOJOBYIO XU3HB (B Bo3pacte 0T 14 1o 18 ner), meper ’H§3HaquHeM JTAHHOTO
mperapara Bpad JOJKEH OIEHUTH COOTHOINEHHUE IIOIB3EI U PHCKA. =l )

Ilo6ogHoe geiicTBHIE 8 0 6 9 - 2 0 2 D

PesromMe npoduist 6€30IacHOCTH

ITocie TpEMeHeHHs IpenapaTa MOTYT BO3HHKHYTh TaKue CHMITOMBI KaK JOKEHHE B OOIacTH
HAPYXKHBIX HOJOBEIX OPraHOB/BIATAIAING, 3y, BOCIAICHHE M OTSK CIIH3MCTOR Biarammma, 6omm
WM CIa3MBI B HUKHEH 9YacTH JKMBOTA WM OOIAacTH Tasa, OO codeTaHue IBYX WA Oolee
TEPECUUCICHHBIX CHUMIITOMOB.

B KOHTpOIMpYeMBIX KIMHHYESCKHX WCCIIENOBAHUSAX ¢ ONHOKpPATHBIM IPUMEHEHHEM IIperapara
I'mropopT® 0 HeXemaTeMbHEIX ABIEHHAX coobmmmm 5,7% u3 314 mamwentox, 1 Tompko y 1%
MAITICHTOK JKaJI005I OBUIH CBA3AHEI C JICUCHHEM JaHHBIM IIPEeTapaToM.

HapyimeHus cO CTOPOHBL JKEIYJIOYHO-KUITIEYHOI'O TPaKTa: 00JIb B HIDKHHX OTAcHIax JXHUBOTA,
CHIasMbI B HYUKHHEX OTJCIax XXUBOTA.

Hapyimmerrst co CTOpOHBI IOJOBEIX OPraHoB M MOJIOUHOM Kele3bl: Ta3oBas 6OJIB, BOCIIQJICHHEC
BJIAraJIAIIA, OTEK Baranya, 3yaB obact Hapy K KHBIX IIOJIOBEIX OPIaHOB M BiIarajluirg, XOKCHUC
B 00JTaCTH IIOJOBBIX OpraHoB U Bjlarajigiia.

Bo3MoxHO pa3BuTHE AJUIEPTIYECKAX PEaKIU.

Coobimenne 0 HexXEIaTENBHBIX PEAKITHIX

Baxwuo COO6IJIaT]': 0 IIOJO3PCBACMBIX HEXCIATCIBHBIX PEAKIUAX C IICIBIO obecIieueHUs
HEOPEPHIBHOTO MOHHTOPHHIA COOTHOIICHUS «IIOJB3a-PHCK)» JIEKAPCTBEHHOIO IIperapara.
MC,III/IHI/IHCKI/IM paGOTHI/IKa.M PEKOMCHIIYCTCsL COO6IIIaTB 0 IOOBIX IIOI03PCBaCMBbIX
HEXEIAaTCNbHBIX pPEaKiuAX JICKapCTBEHHOIr'O IIpEIrapata ¢Wepe3 HAIHOHAIBHYIO CHCTEMY
OTYCTHOCTH.

Ilepeno3upoBka
IIpu cioydaiiHOM HpOTIATHBaHHE Hpenapara ['EHOGOPT® HEOGXOAMMO KaK MOMKHO CKOpEe
ClIeNaTh IPOMBIBAHUE XKy IKa ¥ TIPH HEOOXOIUMOCTH HaYaTh CHMITOMATHIECKYIO TEPAIIHIO.

B3anmoaelicTBHe ¢ APYTEMH JeKAPCTBEHHBIMH CPeICTBAMH

JlaHHEIE 0 B3aUMOECHCTBUY C IPYTUMHU JIEKaPCTBEHHBIMHI CPEICTBAME OTCYTCTBYIOT.

Ipenapar [urodopr® comepxut nmapadys KuKui, TOBPEKIATOIIAN Ui U3 JaTeKca MK
pe3uHsl (B T.4. Mpe3epBaTUBbI WK BlaraluinHbe NuadparMsl), TOSTOMY B TeUeHHE 72 9acoB
0CTIe IpUMEHeHHs Tpenapata I'mrodopt® He pekoMeH/yeTcs HCIOoIb30BaTh BHIIEyKa3aHHEIE
cpezncrea KonTpanennuu. Crenyer HCIOIb30BaTh APYTHE METO Bl KOHTPAICIITHH.

Meps1 peIoCTOPOKHOCTH

Ilepen mprveneHmeM Inpenapara cieLyeT MPOBECTH MAKPOCKOMUYECKOE /WA KYJIbTYPaIbHOS
HCCIIeNI0OBAaHKME Ma3Ka U3 Biarajldiia IS OATBEP)KICHHS JUarH03a.

Ecnu wimHvYeckue npu3Haku WHOEKIUM COXPAHAIOTCA MOCHE 3aBEPIICHIS JICUCHUS, CICIyeT
IIPOBECTH IIOBTOPHOE MHUKPOOMONOTMYECKOE HCCIENOBAaHUE M MCKIIOYEHHsS APYTHX
BO30yIUTENEH U IOATBEPIKICHUS AUATHO3A.

PerumuBupyromumii BarvHAIGHBIA KaHAWZ03, HE MONAFOINMHACS 3paJdKalliOHHOM Tepammy,
MOXeT OBITh paHHUM mpu3HakoM BUY-mudexiun y 'XeHIIUH, HAXOAAIMUXCS B TPyNIE PHUCKa
3apaxxenus BY.

W3-3a mmuTensHOro ASWCTBUS BarMHAIBHOIO KpeMa Iocie MPUMEHEHHs Ipernapara FHHO(bopT®
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HEe PEeKOMEHIyeTcsl IIPOM3BO/IATh OPOIICHAE BIaraluina M BBIMBIBATE KON I3 "’aﬁifmff ”mﬂB
teuerne 3 mmeit. Ilo Toi ke IpWYMHE B TeueHWe 3 AHeW Iocie MPUMEHCHHMN KPeNa CIHenyer
BO3JIEPIKATHCS OT IIOJIOBBIX KOHTAKTOB.

IIpy NOSBICHHY AlIEPIAIecKOd PEaKIy WM pa3fpaKeHrs CIM3HUCTOH 000IOYKH Biarajua
JIeUSHHUE CIIelyeT PEKPATHTE.

Ipenapar T'urodopr® comepxut napabus XUAKUA, TOBPEKIAFONTHN H3/EIHL U3 JIATEKCa A
pesHHHI (B T.4. Ipe3epBaTHBhI WM BHYTPHUBIATAIMIIHGC AnadparMsl), IO3TOMY B T€YEHHE 72
YacoB IOCHE IpPUMEHeHWS npemapata [umHOGOPT® He pPEKOMEHYeTCs HCIOIb30BaTh
BBIINIEYKAa3aHHbIE CpeicTBa KoHTpamenuuu. Criefyer HCIoNb30BaTh APYTHe  METONBI
KOHTpAIIETIIVIH.

IIpemapar I'maodopr® comepUT MPONMIEHTIAKONb, KOTOPBIA MOXET BBI3BATH Pa3/IpakeHHe
KOXKH.

IIpemapat I'mHOGOPT® COMEPIKAT METHIIAPATAAPOKCHOEH30aT 1 IIPOIAIIIAPArHAPOKCHOEH30aT,
KOTOpPbIE MOTYT BBI3BIBATE AJUIEPTUICCKHAEC PEAKIIHH (BO3MOXKHO OTCPOUCHHEIE).

Biausiape HA cIOCOOHOCTH K YIPABJICHHI0 TPAHCHOPTHBIMHU CpeICTBAMH M Ha padory ¢
MeXaHH3MAMH

Ipenapar I'maodopr® He BOMSET WM BIHSET HE3HAYUTENHHO HA CHOCOOHOCTH K BOXKIEHHIO
aBTOMOOWMIIS ¥ paboTy ¢ MEXaHU3MaMHU.

Ynakoska

ITo 5 r mpemapata B IOJMUIPOIMHUICHOBHINM anmiaukaTop. Kaxaprii anmimkaTop IIOMEINEH B
MIOJIUCTHAPOJIOBEIM IeHal M 3aTeM YIakoBaH B JaMHHHWpOBaHHBIM maker. Ilaker Bmecre ¢
FHCTPYKIEH 0 MeIUIIHHCKOMY IPUMEHEHHUIO ITOMEINAIOT B KAPTOHHYIO IIaUKy.

YcnoBust xpaHenus

Xpauuts Ipu Temieparype He Boime 25 °C.
M36erats xpaHeHUS IpH TeMieparype Boime 25 °C.
XpaHWTH B HEOCTYIIHOM JUIS ieTeit MecTe.

Cpok rogaocTu
3 roxa.
He npumensts nmpenapar mocje HCTeUSHU CpoKa TOTHOCTH, YKA3aHHOTO Ha YIIaKOBKE.

YcnoBus 0TIycKa U3 anTeK
Ilo pemenrty.

HNndopmanusa o mpousBoauresie
OAO «I'eneon Puxtep»
1103 Bynanemt, yn. Aémpén, 19-21, Benrpus

Kovnanns, npeacTapisiomast HHTEPeChl MPOU3BOIUTEISA U 3AABUTEIA:
OAO «I'egeon Puxtep»
1103 Bymanert, yn. Iémpén, 19-21, Berrpus

Tenedon ropseis murwH (3B0HOK GecIuiaribi): 7-800-555-00777
OnexTporHBIH anpec: drugsafety@g-richter.ru



