CocrTaB

Oeticmsyrwuwiee seu,ecmao: GeHTUKOHA30J1a HUTPAaT;

1 kamncyna copmepkuT peHTHKOHa30sa HUTpaTa 1000 Mr;

8cnomMozameibHble 8eu,ecmaed: Macjio MUHepalibHOe ierkoe, napaduH Oenbli MSITKUH,
JIEUTUH COEBBIV;

000/104Ka Kancyivl: KenaTuH, TIUIepuH, TuTaHa auokcup (E 171), HaTpus
eTUJIaparugpokcubeH30aT, HaTPUs Mponusmnaparugpokcudbensoar (E 217).

JIekapcTBeHHas1 ¢popMa

KaHCy.TH)I BarvuHaJIbBHBIE MATKHE.

OcHoBHble (pu3UKO-XxuMu4ecKue ceolucmaed: MATKHE XKeJITaTUHOBBIE KallCyJIbl OBaJIbHOU
(opMmEI, IIBETA CITOHOBOM KOCTH.

®dapMakoTepaneBTHYECKasi rpynmna

[TpoTUBOMUKPOOHBIE M @aHTUCENITUYECKHUE CPEACTBA, IPUMEHsIEMbIE B THHEKOJIOTUH.
ITpoussomusie umupal3omna. Kog ATX GO1A F12.

(I)apMaKOJII/IHaMI/IKa

JIoMeKCHH - TPOTUBOTPHUOKOBOE CPENCTBO IIIMPOKOTO CIIEKTPA AENCTBUS.

[IpenapaT NposBJseT BHICOKYIO QyHIUCTaTU4YECKOe U QYHTUIIUOHOE OEeiCTBUE B
OTHOILIeHUU AepMaToduToB (Bce Bugbl Trichophyton, Microsporum, Epidermophyton),
Candida albicans n opyrux rpuOKOBBIX MH(PEKITUN KOXKHBIX TOKPOBOB U CIIU3UCTHIX
ob6omnouek. [Ipenapat UHrHOUPyeT KUCIIOTHYIO ITpoTenHaldy Candida albicans.

[IpemapaT oKa3bIBaeT aHTHUOAKTEepHaIbHOE OelCTBHEe B OTHOIIEHUH!
IPaAMIIOIOKHUTEIILHEIX MUKPOOPTaHN3MOB.



[IpenrosnaraoT, YTO MeXaHU3M OeicTBUus GeHTUKOHA30J/Ia HUTPaTa 3aKJII04YaeTcs B
IMOJlaBI€HUU OKUCIIeHUST (epMEeHTOB HAKOIIJIEHHBIM IIEPOKCHUOOM 1 B HEKPO3€e
TPUOKOBBIX KJIETOK, YTO IIPOSIBIISIETCS B HEIOCPEACTBEHHOM BO3OEMCTBUM Ha
MeMOpaHHI.

JIoMeKCHH TaKKe IIPOSIBIsAET aKTUBHOCTD B OTHOIlIeHUU Trichomonas vaginalis in vivo
u in vitro.

(I)apMaKOKPIHeTHKa

dapMaKOKMHETUYECKUE UCCIIeJOBaHUs IT0Ka3alu He3HAaUUTENbHYI0 abcopOIIuio yepes
KOXY Yy XKMBOTHBIX U TIOJEN.

He3nauuTenbHOe KOIHMYECTBO (EHTUKOHA30/a HUTpaTa abcopOyBanacs depe3
CITU3UCTYIO 000JIOYKY BlIaTajIUINa V KEHIIIUH.

B xopme moOKIMHHWYECKUX UcciienoBaHui JIOMEKCUH He BHISIBUJI MyTareHHOI'O
IMOTEeHIINana, He CItI0COOCTBOBAJI ITOBLIIIEHNIO YYBCTBUTEIBHOCTH, POTOTOKCUYHO U
doToanepruun.

OnbITH Ha XKUBOTHBIX HE BBISIBUJIN BIIUSTHUS (I)eHTI/IKOHa3OHa HHUTPATaA Ha d)YHKHI/II/I
MY2KCKHUX HUJIN 2KEHCKHUX IIOJIOBEBIX 2K€JI€3 U Ha II€PBEIE (1)&3131 PENNpPOOYKIINH.

IToxka3aHus

e 'eHUTANBLHBLIN KAHOMA03 (MOJIOYHUIIA), BYJIbBOBarMHUTHI, KOJIBIIUTHI, CMEIlIaHHbIE
WHGPEKIUN CIIU3UCTHIX 000JI049€K IOJIOBHIX IIyTEH;

e BarvHambHBIM TPUXOMOHMA3 U CMEINIaHHbIe BaruHaabHble NHGEKIINY, BEI3BAaHHLIE
Trichomonas vaginalis u Candida albicans.

ITporuBONIOKa3aHUus1

e [loBBIllIEHHAS YYBCTBUTEIBHOCTD K IENCTBYIOLIEMY BEIIeCTBY UJIM K JIIOO0OMY U3
BCIIOMOTaTeJIbHEIX BellleCTB IIpelapara.

e JIoMeKCUH, KalCyJibl BaruHajabHble MATKUeE 110 1000 Mr cogepUT COEBBIU
nenuTtuH. Ecnu y Bac ecTh aqyieprusa Ha apaxuc UM COI0 - HE UCIOJIb3YUTE 3TOT
mpernapar.

B3auMMoOaeHCTBHE C IPYTrHMH JIEKapCTBEHHBIMH CPEICTBAMHU H IPpyrue BUObI
B3aUMOIEeHUCTBUH

2Kupocopgepixkaliue BelleCTBa, BXOOAINE B COCTaB KalCyJl BaruHAIbHBIX MSITKUX,
MOTYT ITIOBPEAUTh KOHTPAILENITUBH U3 JIaTEKCa.



[TanmeHTaM PEKOMEHIYEeTCsI UCII0JIb30BAaTh ajlbTePHATUBHEIE METOOBl KOHTPAIIEITUY /
MIPUHSATH MEPHI ITPENOCTOPOKHOCTHU ITPU IIPUMEHEHUU 3TOT0 JIEKapCTBEHHOTO
CpemncTBa.

OCo00EeHHOCTH IPUMEHEeHHUsI

HekoToprie BcmoMoraTenbHBIE BEllleCTBa KaIlCyJl BaruHaAJIbHBIX MATKUX
(maparugpokcrubeH30aThl) MOTYT BHI3BATh ajlJleprudecKue peakuu (BO3MOKHO,
OTJIOKEHHEIE).

B cnyyae BOBHMKHOBEHUSI MECTHOM MOBBIIIIEHHON YyBCTBUTEIbHOCTHU UJIH
aJIeprudecKor peakiium JiedeHue CJIeyeT IPEeKPaTUTh.

[TaumeHTy ciiefyeT IPOKOHCYJIbTUPOBATLCSA C Bpa4OM, €CJIU:

e TIPOSIBIIEHUSI CUMIITOMOB He YMEHBIIUIIUCH B TEYEeHUE OOHOM HeOesu;

e CHUMIITOMEI BO3HUKIIX MOBTOPHO (Ooyiee 2 nHGEKIUH B TeUYeHHe ITOCJIeTHUX IIIeCTH
MECSI1IEB);

e B IIPOIIJIOM IIepeHeceHHbIe 3a00IeBaHUsI, ITepefaorecs MOJI0BEIM ITyTEM, UJTH B
ciaydyae MHQUIIMPOBAHUS ITapTHepa 3a00jIeBaHUSIMHU, IIePedalouMUCs TOJIOBEIM
yTeM;

e BO3pacCT malueHTa 0o 16 net u cBuiliie 60 1eT

e WU3BECTHAS I'MIIEPYYBCTBUTENBHOCTh K UMHUIA30JIa UJIN OPYTUX BarMHAJIBHBIX
MTPOTUBOTPUOKOBEIX IIPENapaToB;

e MMeeTCs o0asi aHoOMaJIbHas UJIM HepeTyJiapHasi BaruHaJIbHOe KPOBOTeUYeHHeE;

e MMeIOINIUecs Io0bie BaruHAIbHLIE BHIIEJIEHUSI C KPOBSTHBIMU BKITIOUEHUSIMU;

e MMeIoNIMecs Io0bie ByJIbBOBaruHaIbHbBIE 00JIM, SI3BHI UJIU ITy3bIPHKY;

e MMEIOUIUMCS II00yI0 00JIb B HUXKHEW YaCTHU XKMUBOTA, KOTOPHIM MOXKET OBLITh
accoIMUPOBaH C 3a00IeBaHUEM, JIEYUTCS, UIU OOIb IIPU MOYEHUCIyCKaHUY;

e HalJIomaoTCs Kakue-nubo nobouHble 3¢ppeKTh, TaKue KaK 3puTeMa, 3y UIu
CHITIb, KOTOPBIE MOTYT OLITH ACCOIIMUPOBAHEI C JIeUEHUEM.

Karicynel BarmHanbHbIE MSITKME He CJlefyeT UCII0JIb30BaTh B COUYETAaHUU C OapbepPHBEIMU
KOHTpauernTuBamMmu. EC/iu 1moj1oBoM NMapTHEP TakkKe MHOUIIMPOBaH, TOKa3aHOo
COOTBETCTBYIOIIIEE JIEUEHUE.

CnoCcoOHOCTH BJIMSITHh Ha CKOPOCTH PEaKIIHH IPH YIIPaBI€eHHUH
ABTOTPAHCIOPTOM M/IM padoTe C MexaHHu3MaMH



[IpemapaT He BIHUSET Ha CKOPOCTh PEAKIINHU ITPY YIPaBIeHHUN aBTOTPAHCIIOPTOM MJIH
paboTe C APyruMU MeXaHU3MaMHU.

IIppuMeHeHHe B MEepPHO] 0EPEMEeHHOCTH H/IH KOPMJIEHHUSI I'PYIbIO

He cnemyeT mpuMeHsITh IIpelapaT B mepuop 6epeMeHHOCTH U KOPMJIEHUS TPYObIO,
ITOCKOJIBKY OTCYTCTBYIOT TaHHBIE UCCJIEIOBAHUM 10 MPUMEHEHHIO IIpelapaTa 3TUM
rpyIam IIaiueHTOB.

Cnoco0 mpuMeHeHHUsI U T03bI

HpI/IMeHﬂTB MHTPaABATrMHAJIBEHO.

1 Kancysny BBOOUTH I'JIyOOKO BO BJlarajiuliile B ITOJIOKEHUM JieXKa BeYepoM Iiepen CHOM.

JledueHnne nH(peKUUM, BEI3BAaHHLIX Trichomonas vaginalis, n cMelllaHHBIX THPEKInH (
Trichomonas + Candida): npuMeHsaTh 1 Karncyny 1000 mr. [Tpu HeoOX0OMMOCTHA
IIPOBECTU IOBTOPHOE IIPUMEHEHNe Yyepe3 24 yaca.

Jleuenue nH@eKuM, BEI3BaHHLIX Candida albicans: 1 kancyny 1000 Mr IpuMeHSTh
OOHOKpATHO BeuepoM. Eciu CUMIOTOMEI COXPaHSIOTCS, IOBTOPHOE IPUMEHEHUE
Karncysnsl 1000 Mr mpoBoouTh Yyepe3 3 gHA.

et
[IpemapaT He IPUMEHSTH JETIM.
Ilepeno3upoBKa

Coo0111eHu 0 Mepego3uPoOBKe MpemapaTa He IocTymasno. JIoMeKCUH nTpeqHa3HavYeH
OJIsI MECTHOT'O IPUMEeHEeHHsI, a He [OJIs IepopaibHOTo IpUMeHeHus. B cioydae
CIIy4aWHOT 0 IepOopaibHOTO MPUMEHEHHUs IMperapaTa MOXKeT BO3HUKHYThL 00JIb B
XKUBOTE U PBOTY.

ITo6GouHBbIE peaKIuu

HpI/I IIPUMEHEHNH B COOTBETCTBHUU C PEKOMEHOAITUAMM ['MHOKCUH IIPAKTHU4YEeCKHU HE
BCaCBIBaA€TCHd, IIO3TOMY CHUCTEMHEIE moOOYHEIEe PeakKnr HEe 02KHUOaeTCs. [Tocne



IIPUMEHEHHNA MO2KET BOSHUKHYTE YMEPEHHOE BPEMEHHOE YYBCTBO KZKEHMHI.
IIuTEeIbHOE MECTHOE IIPUMEHEHHNE IIPpellapaTa MOZKET BEI3BATE ITOBEIINIEHHYIO
YYBCTBUTEJIBHOCTB.

B Tabnuile HUXKe YKa3aHbl TOO0YHBIE PEAKIINU, 0 KOTOPHIX COOOIIAIoCh B X0Oe
KIMHUYECKUX MUCCIeIOBAaHUY WU B IIEPUO] IIOCTIePEerucTPaIlMOHHOT0 IPUMEeHeHU
npernapara, CorjlacHO Kiaccudukauuy opraHoB u cucteM MedDRA u 4aCcTOTH
BO3HUKHOBEHUS: 04eHb YacTo (= 1/10); vacto (= 1/100 mo <1/10); peokue (0T =
1/1000 mo <1/100); eguanuHbIe (0T = 1/10000 mo <1/1000); penkue (<1/10000) u
YacToTa HeM3BeCTHa (B CJIy4yasiX, KOraa 4aCTOTy pPeaKIUu Helb3sl PAaCCYUTATh 110
MMEIOITUMCS TaHHBIM).

YacToTa
OprasH unu cucreMa [ToGouHBIE PEAKITUU
BO3HUKHOBEHU S
Co CcTOpPOHEI
pPenpoayKTUBHOU p KxKeHre CIu3nuCTOou
eKo
CHUCTEMBI ¥ MOJIOYHBIX 000JI0YKM Barajuiia
Xxejse3s
CoO CTOPOHEI KOXKH U p ITokpacHeHue, 3y[,
. eKo
IMOOKOXKHOU KJIeT4aTKU BEICBHITIaHU S

CpoK rogHoctu
3 roga.
YcnoBusi xpanenusi

XpaHUTH IIPU TeMIilepaType He Bhillle 25 ° C. XpaHUTh B HEJOCTYIIHOM [JI1 AeTeu
MecCTe.

YnakoBKa

[To 2 kancynsl B I[IBX / [IBIX / antomMmuaueBoM Onuctepe. [1o 1 651mcTepy B KapTOHHOMU
KOpoOKe.



Kareropus ornycka
ITo penenry.
ITpou3sBomurenn
Catalent Italy S.p.A.

MecTOHaxo0XaeHHue IIPOHU3BOOHUTEIA H €ro aapecC MeCTa OCyImIeCTBIICHHSA
oesiTeJIbHOCTH

Bua HettyHence Km. 20, 100 - 04011, Anpunua (JIT), Utanus/

Via Nettunense Km. 20, 100 - 04011, Aprilia (LT), Italy.
N CTOYHUK UHCTPYKIIUHA

HHCTpyKIUs IeKapCTBEHHOT O CPeACTBa B3siTa U3 OPUIIMAIbHOIO UCTOYHUKA —
I'ocygapCTBEHHOI'O peecTpa JIEKaPCTBEHHBIX CPEOCTB YKPAUHHL.
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