COOTBETCTEYET ZKCMNEPTHOMY OTYETY
ot 24.09.2024 N2 20462
UHCTHYKIH H1OCNEQCOBATENEHOCTE 0001

IO MEJUIIMHCKOMY NTPUMEHEHUIO JTEKAPCTBEHHOI'O ITPEITAPATA
HATAMUIIMH ABEKCUMA

PerncrpanuoHHblii HOMep:
Toprosoe naumenopanune: HATAMUIIMH ABEKCUMA
Me:kayHapoaHOe HeMATeHTOBAHHOE WJIH I'PYNIIMPOBOYHOE HAMMEHOBAHME . HaTaMUIINH

JlekapcTBenHasi popma: Kkpem s HAPYKHOTO U MECTHOTO IPUMEHEHUS

CocraBHa lr:

eticmeyrowee sewjecmeo: Hatamuiiul — 20,0 mr.

Bcnomozamenvuvlie  6ewjecmea:  UETOCTEAPUIIOBBIM  CHOUPT, HATpus  Jlaypuicyibdar,
MPONMWICHIJIMKOJIb,  BOCK  HETWID(PHUPHBIA,  JCHHWIONeaT, METHINaparuIpoKCuOeH30arT,

IpONUInaparuJpoKkcuOeH30ar, BoJa OYNIICHHA.

Onucanmue:

erM oT 6e10ro J0 CBCTJIO-XKXCITOIO IBCTA.

(DapMaKOTepaneBaneCKaﬂ rpymnmna
HpOTHBOFpI/I6KOBLIe CpeacCTBa, NMpPpUMCHACMBIC B ACPMATOJIOTHH, HpOTI/IBorpI/I6KOBHe cpeacTtBa
AJIL HAPYIKHOT'O IPUMCEHCHU A AHTHOWOTHKHU.

Kox ATX: DO1AAO2.

DapMaKoJIOrHYeCKue CBOMCTBA

Dapmaxoounamuka

Haramunusa — JeiCTBYIOIIEe BEIIECTBO Mpernapara, SBISIETCS MPOTHBOIPUOKOBBIM MOJHEHOBBIM
AQHTHOMOTHKOM (DYHTHITUIHOTO AeicTBHs. HaTaMUIMH CBS3bIBAET CTEPOIIBI KICTOYHBIX MEMOpaH,
HapyIIas uX HeOCTHOCTh U (DYHKIIMH, YTO MIPUBOAUT K THOETH MUKPOOpraHu3MoB. K HaTaMunnHy
4yBCTBUTEIIbHBI OOJBIIMHCTBO MATOTEHHBIX JIPO}OKEBBIX IprOoB, ocodenno Candida albicans,
HekoTopsie npocreimue (7. vaginalis). MeHee 4yBCTBUTENbHBI 1epMaTOPUTHL. Pe3uCTEeHTHOCTD K

HaTaMUIUHY CPEAU APOKKEBBIX IPUOOB B KIMHUYECKOH MPAKTUKE HE BCTPEUAETCSL.

DapmakoKunemuKka
[Tpu HapyXHOM U MECTHOM MPUMEHEHHUHU MTPAKTUUECKH HE BCACHIBACTCS Yepe3 HEMOBPEKICHHYIO

KOXY U CIIM3UCThIE 000TI0UKH.



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 24.09.2024 N2 20462
(NOCNEOOBATENLHOCTE 0001)

IHoka3anusi K NpUMeHEHUI0

['puOKkoBBIC 3a00JIeBaHUS KOXH M CIU3UCTBIX OOOJIOYEK, BBI3BAHHBIC UYYBCTBUTEIBHBIMH K
HATAMHIIMHY BO30YIUTEISIMH, B T.4.:

- BYJIbBUT, BYJIbBOBarMHUT, OaJIaHOTIOCTHT, BhI3BAHHBIC ITIaBHBIM 00pa3zoM rpubamu poaa Candida;

- KaHAUA03 KOKU U HOI'TEH;

- HapYXXHBIA OTHT, JIMOO MEPBUYHO BBI3BAHHBIN rpruOamMu, MO0 OCIOKHUBIITUNCS KaHIUI030M;

- ACPMATOMUKO3LI.

IIporuBomnokazanus
IToBemiennas YYBCTBUTCIIbHOCTb K HATAMHUIIMHY WJIA K HIOGOMy U3 BCIIOMOI'aTCJIbHBIX BCHIICCTB

npemnapara.

IIpumenenne npu 0epeMEHHOCTH M B IEPHO/ TPYIHOI0 BCKAPMJINBAHUS
Haramunun He BcachIBaeTCsl yepe3 CIM3UCTbIE 000JI0YKU U KOXKY. /laHHBIE 0 HEOIaronpusiTHOM
BIMSHUM IIperapara Ha IUIOJ OTCYTCTBYIOT. BO3MOXHO NpHMEHEHHE IIpernapara Ipu

6epeMeHHOCTI/I U B ICPUOJ T'PYAHOT'O BCKapMJIMBAHHAL.

Cnocod npuMeHeHHs U 103bl

HapyxHo, MecTHO.

[Tpu BynbBHUTE, ByJbBOBArMHUTE, 0ATAHOMOCTUTE KPEM HAHOCAT HA MOPAKEHHBIE YUYAaCTKU OJUH
WIA HECKOJIBKO pa3 B CyTKH. lIpu ymopHOM TeueHHM BYJIbBHUTA, BYJIbBOBAarMHUTA, BBI3BAHHBIX
Candida albicans, nononHuUTENbHO HA3HAYAIOT HATAMHIIMH B BUJAC TAOJNETOK BHYTPh HIIH
CYIITIO3UTOPUH BaruHAJIbHBIE.

[Tpu nepmaToMuko3ax (B T.4. KAaHU103aX KOKU U HOT'TEH, OMPENOCTAX y IeTei) KpeM HaHOCAT Ha
HNOPa)KEHHYIO TTOBEPXHOCTh KOKU U HOTTH | MM HECKOJBKO (10 4-X) pa3 B CYTKH.

[Tpr MUKO3€ HAPYKHOT'O CITyXOBOT'O TIPOXO0/1a MOPAKEHHYIO MTOBEPXHOCTH CMA3bIBAIOT KPEMOM OJIH WITH
HECKOJTIBKO (710 4-X) pa3 B cyTku. [lepen mpuMeHeHueM mpernapara yxo ouuiiarot. [locne npruMeHeHust
npernapara B CIyXOBOH IIPOXO0/T HOMELIAIOT TypyH/y U3 HaTYpalIbHOTO MaTepuana (XJIOMKa, IIepCTH).
[TpomomKUTENBHOCTh Kypca JICUEHUs] YCTAHABIMBAIOT MHAMBHIYyaibHO. Ilocie ncyesHOBEeHUS
CHUMIITOMOB 3a00JI€BaHUsI PEKOMEHTyeTCsl POJIOIDKUATH JICYSHHUE €1le HECKOJIBKO JTHEH.

Ecnu nocne neuenus ynyuwienus He nacmynaem uiy CUMRIMOMbL YCY2YONAI0OMCS, UTU NOABNAIOMCS
HOBble CUMNIMOMbI, HEOOXO0UMO NPOKOHCYIbMUpo8amscs ¢ eépadom. llpumensiime npenapam
MONLKO CO2NACHO MeM NOKA3AHUSAM, MOMY CHOCOOy NpUMEHeHUs U 6 mex 003axX, Komopbvie

YKA3AaHbl 6 UHCMPYKYUU NO NPUMEHEHUIO.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 24.09.2024 N= 20462

(NOCNEQCBATENEHOCTE 0001)

ITo0ouyHOE NelicTBUE

[To nanubiM Bceemupnoii opranmsanum 3npaBooxpaHenus (BO3) nexenarenbhbie 3(QeKTs
KJIACCU(UITUPOBAHBI B COOTBETCTBHH C X YaCTOTOH CIEAYIONINM 00pa3oM: oueHb yacTo (> 1/10),
gacto (> 1/100, Ho < 1/10), Hewacto (= 1/1000, Ho < 1/100), peaxo (= 1/10000, vHo < 1/1000),
oueHb peako (< 1/10000); gactora Hem3BecTHa (Ha OCHOBAHUM MMEIOIIUXCS JAHHBIX OIEHUTH
HEBO3MOKHO).

Obwue Hapywenus u peakyuu 6 mecme 68e0eHuUsl; pedko BO3MOXKHO JIETKOE pa3[pakeHHe U
OILYIIIEHUE >K)KEHUSI B MECTE€ HaHECEHHs Mpernapara.

Ecau y Bac ommeuaromcs nobounvie 2¢hghekmul, yKazaHuvie 6 UHCMPYKYUU, UIU OHU
yeyeyonaromes, uau Bul 3amemunu niobdvle Opyeue noboumvie ¢hghekmvl, He YKA3AHHLIE 6

UHCMPYKYUU, cooduume 06 3mom epauy.

ITepexo3upoBka
IIpn npuMeHeHuM npenapata B COOTBETCTBUM ¢ MHCTPYKIMEHN 110 IPUMEHEHHUIO IIEPEN03UPOBKA

MaJIOBEPOSITHA.

B3aumopneiicTBHe ¢ APYrUMH JIeKAPCTBEHHBIMH CpeCTBAMU

Her nanHbIX 0 1€KapCTBEHHOM B3aMMOAECHCTBUM IIpenapara.

Oco0ble yka3anus

B cocraB npenapara BXOAWUT LIETOCTEAPWIOBBIM CIIMPT, KOTOPBIM MOXET BBI3BIBATH MECTHBIE
KOXKHBIE peaKklMK (HapuMep, KOHTAKTHBIM 1IepMaTHUT).

IIpenapar coaepKUT MPONWICHITIMKOJIb, KOTOPBIA MOXKET pa3ipaxaTh KOXKY.

[TpenapaT coaepXUT MeTHUINaparupoKCHOEH30aT W MpPONUINaparupokcuOeH30aT, KOTOphIE

MOT'YT BBI3bIBATh AJUICPTUICCKUEC pCaKIUU (B TOM YHCIIC, OTCpO‘IeHHHC).

Bausinue JEKAPCTBCHHOI'0O Ipernapara Ha CNOCOOHOCTH YHupaBJisiTb TPaHCIIOPTHBIMUA
CpeacTrBaMu U paGOTaTL C MEXaHU3MaMH
HpI/IMeHeHI/IC npemnapara HC BJIHACT Ha CIIOCOOHOCTh YIIpaBJIATb TPAHCIIOPTHBIMHA CPEACTBAMU U

paboTaTh ¢ MEXaHU3MaMH.

dopMa BbINTYCKa
Kpem 111 Hapy>KHOTO U MeCTHOTO IpuMeHeHus, 2 %.
[To 30 r B TyOy aJIFOMHHHEBYIO, YKYTIOPEHHYIO OYILIOHOM MOJUMEPHBIM.

1 TyOy ¢ HHCTpYKLIMEN 0 MEAUIIMHCKOMY IPUMEHEHUIO MOMEIIAOT B MaYKy U3 KapTOHA.
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Venonus: xpanenis (NOCNEOOBATENLHOCTL 0001)

[Ipu remneparype He Bbie 25 °C.

XpaHUTb B HEIOCTYITHOM JUIs IETEU MeCTe.

Cpox rogHoctTu
2 rona 6 MecsLEeB.

He MPUMCHATH 1O UCTCUYCHUHU CPpOKAa 'OAHOCTH.

YcaoBus oTnycka

OTtmyckatoT 0e3 perenra.

Baagesien peructpanoHHOro yaocropepeusi/ Opranmszanusi, HpMHAMAKOIIAsS NPeTeH3UN
norpeounTesiei

OAO «ABekcuma»

125284, Poccusi, r. MockBa, JIeHUHTpaackuii mpocnekT, A. 31A, ctp.1.

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

IIpousBoaurenn

000 «Asexkcuma Cubupb»

652473, Poccus, KemepoBckas o6i. - Kysbace, r. Anxepo-CymkeHck, yiu. ['epuena, 1. 7.
Anpec mpon3BOJICTBA!

652473, Kemeposckast 001 - Ky3bacc, r. Amkepo-CymkeHck, yir. 'epriena, 1. 7.



