COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 28.09.2023 N2 19081

Lt

MHCTRYKIMS = 1EADEATENEHDCTS 0002)

[1O MEAMIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTI O ITPEITAPATA

KETOKOHA30.1

PerncrpanuoHHblii HOMep:
Toprosoe nHanmenoBanue: KETOKOHA3OJI
MexayHapoaHoe HEMATEHTOBAHHOE WM IPYNIIUPOBOYHOE HAUMEHOBAHME  KETOKOHA30J1

JlekapcTBeHHas (popMa: CyNIIO3UTOPUM BarMHAJIbHbIC

Cocras

1 cynno3urtopuii COEpKUT:

Oeticmsyowee geugecmeao. ketokonazon — 400,0 mr;

scnomozamenvHuvle geujecmaa.; OyTUATHAPOKCHAHN30I - 0,5 M, IOJTYCHHTETUYECKUE TIUIICPHIbI

(Cynmomup AM) - 1599,5 mr.

Onucanue
Cynno3utopun Toprieoo0pa3Hoii Gopmbl, 6e10ro Wi 6eI0ro ¢ KEITOBATHIM OTTEHKOM IIBETA.
Ha mpononsHOM cpese aomyckaeTcs Haludue BO3AYIIHOTO CTEPXKHS HIIM BOPOHKOOOPA3HOTO

yrayOneHus.

dapmakoTepaneBTHYecKasi TIpPynna. I[POTUBOMUKPOOHBIE CpPEIACTBA U AHTHCENTHKH,
OpUMEHSIeMble B THHEKOJOIMH; MPOTHBOMUKPOOHBIE CpEICTBA M AHTHCENTHKH, KpOMe
KOMOMHAIUN ¢ KOPTUKOCTEPOUIaMHU; TPOU3BOIHBIE UMUA30J1a.

Kox ATX: GO1AF11

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Kerokonazon (mpou3BOIHOE WMHAA30JIUOKCOIAHA) - CHHTETUYECKOE MPOTHBOTPUOKOBOE
CpCACTBO MNPOKOI'O CIICKTpa ,Z[Cf/iCTBI/ISI AJIL MECTHOTO ITPUMCHCHUA.

OkasbIBaeT (I)YHFI/II_II/I)IHOG u (1JYHFI/ICT3.TI/I‘-ICCKOG ﬂeﬁCTBHe B OTHOUIICHHUH r[[epMaTO(l)I/ITOBZ
Trichophyton spp., Epidermophyton floccosum, Microsporum Spp.; ApPOXIKEBBIX W
nposokenonoousx rpubdos: Candida spp., Pityrosporum spp., Torulopsis, Cryptococcus spp.,

TUMOpQHBIX TpuOOB W SyMuneroB. [Ipemapar akTHMBEH B OTHOIIEHUHM CTa(QHUIOKOKKOB H



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 28.09.2023 N= 1304

CTPENTOKOKKOB. MeXaHu3M JEHCTBUS 3aKIIOURETCS B 'HJE&Q%@H‘OEEQE '::%Fadiféﬂéﬁa u

W3MEHEHUH JIMIIUTHOTO COCTaBa MEMOpaHbI rprOOB.
DapmaKkokunemuka

CucremHas a6cop6u1z1;1 I[P UHTpaBaruHaJJbHOM IIPUMCHCHHNHU HE3HAUYUTCIIbHAA.

Iloka3zanus K NPpUMEHEHHUIO

Jleyenne oOCTpOro W  XPOHHUYECKOTO PEUUIUMBHUPYIOUIETO BAarvMHAJIBHOIO  KaHAM03a,
npoduIakTUKa BO3HUKHOBEHHUS TpHOKOBBIX UWHGEKUUH BiIaraluia MOpd HOHWKEHHOU
PE3UCTEHTHOCTH OpraHu3Ma U Ha (poHe JieueHUs aHTHOAKTepUAIbHBIMU CPEICTBAMU U APYTUMU

npernapaTamy, HapylmarIuMU HOPMaIbHYIO MUKPO(IIOpY BiIarajiuiia.

IIpoTuBONOKa3aHMS
[ToBbillIeHHAasT YYBCTBUTEIBHOCTh K KETOKOHA307y, OEpeMEHHOCTh, NEPUOA TPYAHOTrO

BCKapMJIMBaHHMs, JETCKUH Bo3pact 10 18 nert.

IIpumenenne npu 0epeMEHHOCTH M B IEPHO/] TPYIHOI0 BCKAPMJINBAHUS

KnuHuyeckue naHHble O NPUMEHEHHUU IIPENapaToB KETOKOHA30jJa Yy JKEHIUMH B IEPUOJ
OepeMeHHOCTH UM B NEPUOJ TPYJHOrO0 BCKapMIIMBaHMsI orpaHuyeHsl. [IpumeHeHue npenapara
pu 6epeMEHHOCTH MPOTUBOINOKa3aHo. [Ipyn He0OXoMMOCTH NMPUMEHEHHUSI ITpenapaTa B MEPUOJ

JIAKTallu¥ I'pyAHOC BCKAPMIIMBAHUEC CIICAYCT IIPECKPATUTD.

Cnocod npuMeHeHHs U 103bl

WntpaBarunanbHo. [lpeaBapurenbHO OCBOOOIMB CYMIO3UTOPUNH OT KOHTYPHOW YIAKOBKH,
BBOJIAT €r0 INTyOOKO BO BJarajidiile B MOJO0XEHUH JieXa Ha CIIHMHE, 0 | CYyNIO3UTOPHUIO B CYTKH,
B TeueHue 3-5 aHeH, B 3aBUCUMOCTH OT TedeHus 3aboneBaHMs. [Ipy XpOHHYECKOM KaHAMIO03€
MPUMEHSIIOT 10 | CyNIO3UTOpHIO B CYTKHU B TeueHue 10 nHen.

Ecnu na ¢one neuenus ynyuwienuss He Hacmynaem uiu MNOAGIAIOMCA HOGble CUMNIMOMDbL,

Heo0X00UMO NPOKOHCYILIMUPOBAMBC C BPAUOM.

IToGouHoe neiicTBHE

['uniepeMust U pazapaxeHue CIM3UCTON 000JIOUKM BIIATajIHING, 3y BIarajuiia. AJIeprHuecKue
pEaKIIMU: KOKHAs ChIlb, KPAMBHUIIA.

Ecnu nrobvie uz ykazauuwvix 6 uHcmpykyuu noboyHulx 3¢ghexmos ycyeyonaromces, uiu Boi
3amemunu a0ovie opyaue nobouHvle IPhexkmol, He VKA3AHHble 8 UHCMPYKYuU, coodwume 00

9MoM 8pauy.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 28.09.2023 N= 19081

(NOCNEQCBATENEHOCTE 0002)

Ilepeno3upoBka

B cBa3u ¢ Hu3koil abcopOmmeil mnpemapara MNP WHTPABarMHAIBHOM TPHUMEHEHUU B
PEKOMEHI0BAaHHBIX (T€paneBTUUECKUX) 103aX [1EPEL03UPOBKA MAIIOBEPOSTHA.

[Ipu cnyvailHOM TmpuemMe ImpemapaTa BHYTPb BO3MOXKHBI  CHMIITOMBI  OTPaBIICHUS.
Cneuuduueckoro antuaora HeT. Ilpu HEOOXOAMMOCTH MPUHATH AKTUBHPOBAHHBIA YTOJb M

MMPOBECTU CUMIITOMATUYCCKOC JICUCHUC.

B3aumopneiicTBHe ¢ APYrUMH J1eKAPCTBEHHBIMH NIpeNapaTaMu
W3-3a HM3KO# abcopOuuKM MpU HWHTpaBarvHajIbHOM MPUMEHEHUU B3aUMOJCHCTBUE C JIPYTUMU

JICKAPpCTBCHHBIMHU CPCACTBAMU MAJIOBCPOATHO.

Oco0ble yka3anus

JUis CHW)KEHUs pHCKa peluIuBa 3a00J€BaHUS PEKOMEHAYETCS OJHOBPEMEHHOE JIeYeHHE
II0JIOBOT'O MapTHEPA.

B peaxux ciayyasx BO3MOXHa THIEPEMUs [TOJIOBOTO YIEHA Y IOJIOBOI0 apTHEpA.

[IpuMeHeHHEe CYNIIO3UTOPHEB MOXKET CHMXKAaTh HAJEKHOCTh MEXAaHMYECKOM KOHTpaleNluu
(JlaTekc-cofepxalliie Mpe3epBaTUBbl U BaruHaibHble auadparmsl). Bo Bpems nedeHus
PCKOMCHAYCTCA HOI[6I/IpaTI) HaACKHBIC METOAbI KOHTPALCTILUH.

Bo Bpems neueHHs HEOOXOJMMO KOHTPOJIMPOBATH KapTHHY nepudeprueckoi KpoBH,
(GYHKLINOHATIBHOE COCTOSIHUE NIEUYEHHU U IOYEK.

BarunanbHble CyNmo3UTOpUHM MOJ J€HCTBHEM TeMIepaTypbl Tella pacIlIaBisioTCs, 00pa3ys
00BEMHO PACHPOCTPAHSIOIIYIOCS MEHHCTYI0 Maccy, 4YTO CHOCOOCTBYET paBHOMEPHOMY

pacripeielIeHUI0 aKTUBHOM CYOCTAHITMH IO CIIM3UCTON 000JI0UKeE.

Bansinne Ha CIOCOOHOCTH YIIPABJIATH TPAHCMOPTHBIMHU CPEACTBAMH, MEXaHU3MAMH
[IpumeHeHue mpemnapaTa He BIMSET Ha CIOCOOHOCTh K YIPaBJICHHUIO aBTOTPAHCIOPTOM U

YIIPaBJICHUIO MOTCHIHUAIIBHO OITACHBIMU MECXaHU3MAaMH.

dopMa BbINIYCKa

Cynmno3zuropun BaruHanbHsle, 400 mr.

I[To 5 cynmo3uTopueB B KOHTYPHYIO siueiikoBy10 ynakoBky u3 [IBX/IID nienku.

ITo 1 mau 2 KOHTypHBIE AYEHKOBBIE YMAKOBKM BMECTE C HMHCTPYKIHUEN MO MEIULUHCKOMY

MPUMCHCHHUIO TOMCHIAIOT B ITAYKY U3 KapTOHA.
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s

Venonus: xpanenis (NOCNEOOBATENLHOCTL 0002)

XpaHHUTh B 3alUIICHHOM OT CBETa MECTE MPH TeMIiepaType He Boitre 25 °C.

XpaHUTb B HEIOCTYITHOM JUIs IETEU MeCTe.

Cpox rogHoctTu
3 rona.

He MPUMCHATH IMOCJIC UCTCUCHUA CPOKA I'OJHOCTH.

YcaoBus oTnycka

OrnyckaroT 6e3 perenra.

Biiajgenen perucTpauoHHOro yjaocropepenusi/ Opranu3anusi, NPUHAMAIOMIAS MPeTEeH3HH
OT moTpeduUTe el

OAO «ABekcuma»

125284, Poccusi, r. MockBa, JIeHuHrpaackuii mpocnekt, 1. 31A, ctp.1.

Ten.: +7 (495) 258-45-28.

IIpousBoauTe b roTOBOI JIeKapcTBEeHHOH (JOpMBbI/TIEPBUYHAS YIIAKOBKA
000 «PAPMAIIPUM)»
MD-4829, Peciybninka MonnoBa, p-on Kpuynens, c. [Topym6ens, yi. Kpununop, 1. 5.

Bropnunasi (moTrpeduTe/ibCcKas) YNAKOBKA/NPOU3BOAUTEIb (BbINYCKAKIIMI KOHTPOJIb
KavyecTBa)

000 «Aekcuma Cubupn»

652473, Poccus, KemepoBckas o61. - Kysbacce, r. Anxepo-CymkeHck, yiu. ['eprena, 1. 7.



