CocrTaB

Oeticmsyrwuwee geu,ecmeo: GeHTUKOHA30JI HUTpPaT;
1 Kkanicyna cogepxkuT peHTUKOHa30/1 HUTpaTa 600 Mmr;

8cnomMozame/ibHble 8euLecmaed: Macjio MUHepasibHOe JIeTKoe, mapaduH Oesbii MATKUH,
JIEIIMTUH COEBHIM; 000JI0YKa KaIICY/Ibl: XKeJIaThH, TTIUIlepuH, TuTaHa auokcun (E 171),
HaTpUs 3TUINapParuapokcrubeH30aT, HaTPU nponuamnaparugpokcudensoart (E 217).

JIekapcTBeHHas1 GpopMa

KaHCYJ'IBI BarvuHaJIbHBIE MATKHE.

OcHoBHble (pu3UKO-XuMUYeCcKue ceolucmed: MSATKHE XKeJITaTUHOBBIE KallCyJIbl OBaJIbHOU
(opmEI, IIBETA CITOHOBOM KOCTH.

dapMakoTepaneBTHYECKasi IpyIimna

[TpoTUBOMUKPOOHBIE M @aHTUCENITUYECKHUE CPEACTBA, IPUMEHSIEMbIE B THHEKOJIOTUH.
ITpousBomHbIe UMHUAA30IIA.

Kog ATX GO1A F12.
®dapMaKOOMHaAMHKa

JIomeKkCcuH - HpOTI/IBOFpI/IﬁKOBoe CpeacCTBO IIINPOKOT'O CIIEKTPaA OEelCTBUA.

[TpemapaT nposiBAsET BHICOKYIO QYHTUCTAaTUYECKYIO0 U PYHTUIIUOHYIO aKTUBHOCTE B
OTHOILIeHUM AepMaToduToB (Bce Bugsl Trichophyton, Microsporum, Epidermophyton),
Candida albicans n gpyrux rpuOKOBBIX MHPEKITUM KOXKHBIX TTOKPOBOB U CJIM3UCTHIX.
[IpenapaTt mHruOUpPyeT KUCJIOTHYIO npoTenHa3y Candida albicans.

[IpemapaT oKa3bIBaeT aHTUOAKTepUaIbHOE NENCTBHE B OTHOIIEHUHU
IPaMMOOJIOKUTEIbHBIX MUKPOOPTaHN3MOB.

[IpenrmosnaraoT, YTO MeXaHU3M OeicTBus GeHTUKOHA30J/la HUTPaTa 3aKJ/II0YaeTcs B
MHTUOMPOBAHUU OKHUCIIEHUS 9H3UMOB HAKOMJIEHHLIM IEPOKCUIIOM U HEKPO3€e
TPUOKOBBIX KJIETOK, YTO IIPOSIBIISIETCS B HEIIOCPEACTBEHHOM BO3[OEMCTBUM Ha
MeMOpaHHI.

JIoMeKCHH TaKiKe IIPOSIBIsAET aKTUBHOCTD B OTHOIlIeHUu Trichomonas vaginalis in vivo
U in vitro.



dapMaKOKHHETHKA

dapMaKOKMHETUYECKNE UCCIIeNOBaHUS BHISIBUJIM HE3HAUUTEJIbHYIO aOCcopOIIrio yepes
KOXKY Y KMBOTHBIX U TIOOEN.

He3HauuTenbHOE KOMUYECTBO (EeHTUKOHA30JIa HUTPaTa abCcopOupoBaIoch u3-3a
CITU3UCTOM 000I0YKY BaTUHEI Y JKEHIIIWH.

B xome DOKIMHUYECKUX HCcleqoBanuil JIOMeKCHUH He BHISIBUII MyTareHHOTO
TMOTEeHIMaNIa, He ClI0COOCTBOBAJI ITOBHIIIIEHUIO YYBCTBUTEIBHOCTHU, GPOTOTOKCUYHOCTHU U
doToanneprumn.

OMBITH Ha 2XKUBOTHBIX HE BHISIBUJIA BIIUSTHUS HUTpPaATa (I)eHTI/IKOHa?aOJ'Ia Ha CI)YHKL[I/II/I
MYZKCKHUX UJIN 2KEHCKHUX ITIOJIOBEIX 2K€JI€3 1 Ha IIE€PBhIE (1)&351 PEIIpPpOayKIIru.

IToxa3zanus

leHUTaNbHBIN KaHOUO03 (MOJIOYHUIIA), BYJIbBOBAaTrMHUTHI, KOJILIIUTHI, CMEIIIaHHEIEe
MHQEKIINY CIIM3UCTHIX ITOJIOBLIX ITyTEH.

IIporuBONOKa3aHUA

IToBrIllIeHHas YYBCTBUTEJIBHOCTH K I[eI;ICTBYIOH_[eMy BeIIeCTBY UJIN TIIOGOMY us3
BCIIOMOT'aTEJIBHEIX BEIITeCTB IIpellapaTa.

JIoMeKCHH, KallCylbl BaruHajabHble MATKME 10 600 MTI, COOEpPKUT COEBBIU JIELIUTHH.
Ecnu y Bac ecTs anneprus Ha apaxuc UJIN COI0, He IPUMEHSAUTE 3TO JIeKapCTBEHHOE
CPencTBO.

B3auMoOaeHCTBHE C IPYTHMH JIEKapCTBEHHBIMH CPEICTBAMH H IPpyrue BUObI
B3aMMOIEeHUCTBUHA

2Kupocopgepxkaliue BelleCTBa, BXOOAIINE B COCTaB KalCyJl BlarajJuIHbIX MATKUX,
MOTYT ITIOBPEAUTh KOHTPAIENITUBH U3 JIaTEKCa.

[TanimeHTaM PEKOMEHYETCS MCII0JIb30BaTh allbTEPHATUBHBIE METOMbI
KOHTpAUENINuU/IPUHUMATh MEPHI TPEIOCTOPOXKHOCTY IIPU IIPUMEHEHUN 3TOTO
JIEKapCTBEHHOT'0O CPEICTBA.

OC00EeHHOCTH MPUMEHEeHHSsI

HekoTophie BcrioMoraTenbHEIE BEIleCTBa KAICyJl BlaraIuIIHBIX MATKUX
(maparugpokcubeH30aThl) MOTYT BBI3BIBATh aJlJIEPrudeckue peakiuu (BO3MOXKHO,
OTJIOZKEHHEIE).



HpI/I BO3HUKHOBEHHUU MECTHOH ITOBBLIIIEHHOU YYBCTBHUTEJILHOCTHU HUIIH anneprnquKofI
PeakKnunu JiIeyeHue CilaenyeT MPeKPaTuTh.

HaI_II/IeHTy cienyeT IMMPOKOHCYJIbTUPOBATECA C BPpA4YOM, €CJIn:

e IIPOSIBJIEHUSI CUMIITOMOB HE YMEHBIIIUJIUCH B TeUeHUEe OOHON HeIelu;

e CUMIITOMEI BO3HUKJIU IIOBTOPHO (00Jiee 2 nHGpEKINYU B TeUeHNe IIOCIeqHUX MIeCTU
MECSIIIEB);

e B IIPOIIIJIOM IIepeHeceHkl 3a00neBaHus, Iepenalollnecs IOJI0OBLIM IIyTEM, U/IU B
cnydae MHGUIMPOBaAHUS NapTHepa 3a001eBaHUSIMU, IIepeaalouMUCs ITI0JI0BBEIM
Iy TeM;

e BO3pAcCT malreHTa o 16 net u 6onee 60 neT;

e U3BECTHA I'MIIEPUYYBCTBUTEJIBHOCTh K UMHUOA30JIaM UJIU OPYTUM BarMHaIbHBIM
MTPOTUBOTPUOKOBLIM ITpENapaTaMm;

e UMeeTCs JTI000e aHoOMaIbHOE UIU HEPETYISIPHOE BaruHaJlbHOE KPOBOTEYEHUE;

e UMEIOTCS JII00bIe BilarajiMIIHble BhIAEJIEHUSI C KDOBIHLIMU BKIIIOUEHUSIMU;

e UMeIOIINeCcs JIIo0ble ByJIbBOBaruHalibHbIe 00U, SI3BBI UJTU ITY3BIPHKY;

e IPHUCYTCTBYET Jito0ass 00JIb B HUKHEW YaCTHU XKMUBOTa, KOTOpas MOXKeT OBITh
accoIIMMpoBaHa C jedalnumMmcs 3aboneBaHueM UK 00J1b TPU MOYEUCITYCKAaHUH;

e HabomaloTcs Mo0ble TOO0YHBIE 3(p(PEeKThI, TaKue KaK 3puUTeMa, 3y UJIU CHIIIb,
KOTOpPBIE MOTYT OBITh aCCOIMUPOBAHLI C JIEYEHUEM.

Karicynel BarajauiiHbele MITKUE He CIeayeT UCII0Ib30BaTh B COYETAHUU C
OapbepHBIMM KOHTpPAllenITUBaMU. ECiiu ITOI0BOM IMapTHEP TaKKe MHPUIIMPOBaH,
ITOKa3aHO COOTBETCTBYIOIIleE JIeUeHHe.

CnoCcoOHOCTH BIHSITHh Ha CKOPOCTH PEaKIIHH [IPH yIIPaBIeHUH
ABTOTPAHCIOPTOM HJ/IH Pad0oTe ¢ MeXaHHu3MaMH

HpenapaT HeE€ BIIXSE€T Ha CKOPOCTE PE€AKIHWU IIPU YIIPABII€EHHUMX dBTOTPAHCIIOPTOM HIJIN
OPYTI'UMHU ME€XaHU3MaMUu.

IIpuMeHeHHEe B NIepHoOJ 0epPeMEeHHOCTH /I KOPMJIEHHSI T'PYABIO

He crnengyeT npuMeHsTh ITpelapaT B Ilepuoq 0epeMeHHOCTH UJIM KOPMJIEHUS T'PyOblo,
IMOCKOJIBKY OTCYTCTBYIOT JaHHBIE MCCJIefOBaHUU IPUMEHEeHHU IIpernapaTa 3TUM
rpyIIaM DarueHTOoB.

Crmoco0 nmpuMeHEeHUsI M T03bI

[TpuMeHSATHL UHTPaABaruHaIbHO.



1 karicyny BBOOUTH TTy0OOKO B BaruHy B IIOJIOKEHUH, JIezKa BeuepoM Iepen cHoM. Ecnu
CUMIITOMBI COXPAHSIOTCS, MOXKHO ITPUMEHUTH eIlle OJHY KaIlcyny depe3 3 OHS.

YT00BI n30€3KaTh MOBTOPHOT0 MHMUIIMPOBAHUS, PEKOMEHIYETCS OOHOBPEMEHHO
ITPOBOAUTL MECTHOE JIeUeHUe I10JIOBOTO ITapTHepa NallueHTKU IpelapaToM
JloMeKCUH®, KpeM IIyTeM HaHEeCEeHHUS KpeMa Ha I'0JIOBKY IIOJIOBOTO YJjieHa U KpauHIOI0
IIJIOTh.

HeTn
[IpenapaTt He UCMIOIB30BATh AETSIM.
Ilepeno3upoBka

Coo0b111eHu 0 Tepeno3upPoOBKe MpernapaTa He IoCcTymasno. JIoMeKCHH npegHa3HadYeH
IJIst MECTHOTO TIPUMEHEeHUsI, a He OJIS IIepopaibHOTo IpuMeHeHus. [Ipu coydaitHoM
IIepopasbHOM ITPUMEHEeHHUH IpellapaTa MOXKeT BOSHUKHYTh 00J1b B 2KMBOTE U PBOTA.

ITIobouHBbIE peaKIIUuu

HpI/I IIPUMEHEHHNH B COOTBETCTBHUH C PEKOMEHOAIITNAMU JIomekcuH IIPaKTU4YE€CKHU HE
BCaCBIBA€TCHd, IIO3TOMY CHCTEMHEBIE HeXKeJlaTeJIbHBIE PeaKIIU HE OZKHUIOAal0TCA. ITocne
IIPUMEHEeHNA MOZKET BOSHUKHYTH YMEPEHHOE€ BPEMEHHOE YYBCTBO 2K2KE€HU .
IIIuTenpHOE MECTHOE IIPUMEHEHHNE IIPpEeIllapPpaTa MO2KET BEI3BATH ITOBHIIIIEHHYIO
YYBCTBUTEJIILHOCTE.

B Tabnuie HUXKe yKa3aHbl MTOO0YHBIE PeaKIIuK, O KOTOPBIX COO0INaroch BO BpeMs
KJIMHUYECKUX MCCJIeHOBaHUU UIU B IIEPUOJ ITOCIEPETrUCTPAllMOHHOT 0 IPUMEHEHU
npenapaTa, B COOTBETCTBUM C KiaccupuKkalme opraioB u cucteM MedDRA u
YaCTOTHI BO3HUKHOBEHUS: 04eHb 4acThl (= 1/10); gactrie (oT = 1/100 mo < 1/10);
HevacThle (0T = 1/1000 go < 1/100); ogunouHbie (0T = 1/10000 mo < 1/1000); penkue
(< 1/10000) u yacTtoTa Heu3BeCTHa (B CIy4Yasax, KOrga 4aCTOTYy peaKluu HeJlb34
paccuuTaTh I10 UMEIOUIUMCS TaHHBIM).

Opran uid cucreMa

YacTorTa BOSHUKHOBEHHUS

ITo6GouYHBbIE peaKIIuu

Co cTOpOHEI

KxeHue cimu3ucTou

PEenpoOayYKTUBHOU cucTeMbl (Pegko
BJIarauia
1 MOJIOYHEIX XKeJje3
CoO CTOPOHEI KOXKU U
Penko [lokpacHeHUe, 3yA, CHIIb

IIOOKOXKHOM KJIETYATKHU

CpoK rogHoctu




3 ropma.
YcnoBusi xpanenusi

XpaHUTh IIPpU TeMIlepaType He Bhile 25 2C. XpaHUTh B HEJOCTYIIHOM [OJIs OeTeu
MecCTe.

YnakoBka

ITo 1 karmicyne B 6nuctepe. ITo 1 61ucTepy B KapTOHHOM KOPOOKe.
Kareropus ornycka

Be3s perenta.

ITpou3sBomourenn

Kartanent Utanu C.IT.A./Catalent Italy S.p.A.

MecTOHaxOXKIeHHe IIPOHU3BOOHUTEIA H €ro aapecC MeCTa OCyIIeCTBJICHH S
oesiTeJIbHOCTH

Bua HettyHence kM. 20, 100 - 04011, Anopunua (JIT), Utanus/Via Nettunense Km. 20,
100 - 04011, Aprilia (LT), UTtanus4.

M CTOYHUK MHCTPYKIIMH

HNHCTpyKIUS TEeKapCTBEHHOTO CPeACcTBa B3siTa U3 OPUIHMATIbHOTO UCTOYHUKA —
"'ocymapCTBEHHOT0 peecTpa JIeKapPCTBeHHBIX CPEeACTB YKPauHHI.
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