Ckian

Oitoua pevyosuHd: GeHTUKOHA30JIy HiTpaT;
1 kanicyna MicTuTh PeHTUKOHAa305y HiTpaTy 600 Mmr;

OONOMIJCHI peuoB8uHU: OJIisi MiHepaJibHa J1erka, napadid 6inui M SKUM, TeUTUH
coeBul; 000IOHKA KAlICY/IU: XKeJlaTUH, TilepuH, TuTany giokcup (E 171), HaTpito
eTUINnaparigpokcubeH30aT, HaTpiio mponinnaparigpokcuden3zoar (E 217).

JIikapcbKa ¢opMma

Karicynu BarinanpHi M’ gKi.

OcHOBHI (pi3uKo-xiMiuHI 81acmuBocmi: M’SIKi XKeJlaTUHOBI KaIllCyJiM OBajIbHOL (popMH,
KOJIbOPY CJIOHOBOI KiCTKH.

®dapMaKoTepalneBTHYHA rpymna

[TpoTuMikpOOHi Ta aHTUCENTUYHI 3aC00H, 1110 3aCTOCOBYIOThCS y riHekosoril. [ToxigHi
iMimasomny.

Kom ATX GO1A F12.
dapMakogHHaMiKa

JIoMeKCUH® - MPOTUTPHUOKOBUM 3aCi0 HIMPOKOTr0 CIEKTpa Mil.

[IpemapaT BUSBISE BUCOKY (DYHTICTaTUYHY i QYHTIIMOHY aKTUBHICTh BiTHOCHO
nepMato@itis (yci Bugu Trichophyton, Microsporum, Epidermophyton), Candida
albicans Ta iHIMX rPUOKOBUX iHPEKITiIN MIKIipHUX MOKPUBIB i CTM30BUX 000JIOHOK.
[Ipenapart iHridye KucnaoTHy npoteina3ly Candida albicans.

[IpemapaT YMHUTL aHTUOAKTEpPiaIbHY [il0 BiTHOCHO IPaMIIO3UTUBHUX
MIKpPOOpPTraHi3MiB.

[TpumnyckaioTh, 10 MexXaHi3M Aii GeHTUKOHAa30/Ty HiTpaTy Imoisrae y iHrioyBaHHi
OKUCJIEHHS €H3UMiB HaKOMMMYEeHUM IIEePOKCUOM Ta Yy HEKPO3i rpuOKOBUX KIIITUH, 110
BUSIBIISIETLCS y Oe3mocepenHi Oil Ha MeMOpaHu.

JlomekCUH® TaKOXK BUSBISE aKTUBHICTH BiTHOCHO Trichomonas vaginalis in vivo Ta in
vitro.

dapMaKkoKiHEeTHKA



dapMaKOKiHETUYHI OOCIiAKEeHHS BUSBUJIM HE3HAYHY aOcopOliito yepes LUIKipy y
TBapUH Ta JIIOOEN.

Hes3HauHa KinbKicTh (peHTUKOHA301y HiTpaTy abcopOyBanacs yepe3 CIN30BY
000IOHKY BariHu y XKiHOK.

Y xomi mokiiHIYHUX fociaiakeHb JIoMeKCUH® He BUSIBUB MyTareHHOTO IIOTEHIialy, He
CIIPUSB ITiABUILEHHIO YyTIUBOCTi, POTOTOKCUYHOCTI Ta (poToaneprii.

[ocnigu Ha TBapUHAaX He BUSIBUIM BIIMBY PEeHTUKOHA30J/Iy HiTpaTy Ha QyHKIIil
YOJIOBIYMX YU XKIHOYHMX CTAaTEBUX 3aJI03 Ta Ha mepirIi pa3u penpoayKIiil.

IToxa3aHHSA

leniTanpbHUM KaHOUOO03 (MOJIOYHUIIS), BYJIbBOBATIHITH, KOMIBIIITH, 3MilllaHi iHpeKITil
CJIN30BUX 000JIOHOK CTATEBUX IIISIXiB.

ITporunnoka3aHHs

[TigBulleHa YyTJIMBICTh OO Ail0YOl pe4YOBHUHU ab0 A0 OyOb-IKOl 3 HOIIOMiXKHUX PEYOBUH
Ipenapary.

JlomekcuH®, KariCcy/iu BariHaiabHiI M’sgKi 10 600 Mr, MiCTUTh COEBUM JIELUTUH. AKIIO Yy
Bac € aneprist Ha apaxic abo coo, He 3aCTOCOBYHTe IleH JTiKapChKui 3acio.

B3aeMoqisi 3 iHIIHMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIHU B3a€EMOIiN

2KUpoOBMICHI pe4YOBUHY, 110 BXOOATH OO0 CKJIaAy KallCyJI BariHaJIbHUX M’ SIKUX, MOXYTh
IOIIKOOUTHY KOHTPALIEIITUBHU 3 JIaTEKCY.

[TartieHTaM peKOMEHOy€EThCSI BUKOPUCTOBYBaTU ajlbTepHaTUBHI METOOU
KOHTpAIEIIlil/BXKUBaTH 3ar00iKHNX 3aX0/IiB IPHU 3aCTOCYBaHHI IIbOT0 JIIKAPCHKOTO
3aco0y.

Oco00/1UBOCTi 3aCcTOCYBaHHSA

Iesiki mommoMixKHi pe4YoBUHU KaTllCyJl BariHaJIbHUX M’ SIKUX (MaparigpokcubeH30aTH)
MOXKYTh BUKJIMKATH aJIepridHi peakiril (MOXKJIMBO, BiOKJamOeHi).

Y pa3si BUHUKHEHHS MiClleBOl HMifBUIIIEHOI YyTINUBOCTi ab0 ajepriuyHol peakiril
JIIKYBaHHS CJIiO IPUIIAHUTH.

[TarieHTy CJIi IPOKOHCYJIBTYBATUCA 3 JIIKAPEM, AKIIO:

e [IPOABHU CHUMIITOMIB HE 3MEHIINJIACH IIPOTATOM OOHOI'O THZKHSI;



e CUMIITOMU BUHUKIIU ITOBTOPHO (Oinbi HixK 2 iHGEKIIiI MTPOTSITroM OCTaHHIX IIeCTH
MicsI1iB);

e B MUHYJIOMY [IepeHeCeH] 3aXBOPIOBAHHS, 110 IIepefalThCs CTaTEBUM IIIJISIXOM,
abo y pasi iHpikyBaHHS ITapTHEPa 3aXBOPIOBAHHSMU, 1110 IIePEeNaloThCsI CTaTEBUM
IIIJISIXOM;

e BiK mallieHTa 0o 16 pokiB Ta moHapn 60 poKis;

e BiZOMa rinepyuyTiauBICTh 0 iMima30iB ab0 iHIINX BariHaJIbHUX IPOTUTPUOKOBUX
pemnaparis;

e HasiBHa Oy[b-siKa aHOMaJibHa a0 HeperynaspHa BariHalbHa KPOBOTEYa;

e HasBHi OyOb-sKi BariHanbHi BUAIIEHHS 3 KPOB' THUMU BKJIIOYEHHSIMU;

e HasBHI OyOb-gKi ByJibBOBariHaiabHi 0011, BUpa3ku abo IMyXuplii;

e HasIBHUY OyOb-siKuM Oifib y HUKHIM YaCTUHI )KUBOTa, IKUM MoXKe OyTHU
acolliioBaHUM 3 3aXBOPIOBAHHSAM, IO JIIKYETHCS, abo Oilb TP CEYOBUITYCKaHHI;

e criocTepirairoThcs OyOb-sKi mobiuHi epekTH, Taki IK epuTeMa, cBepbik abo BUCHII,
sIKi MOXKYTh OyTH acollilioBaHi 3 JIIKYyBaHHSM.

Karicynu BariHanbHi M’SIKi He CJIil BUKOPHUCTOBYBaTU B MOEAHAHHI 3 0ap’€epHUMU
KOHTpaAIleIITUBaMU. SIKIIO CTaTEBUM IIapPTHEP TaKoXK iH(iKoBaHUM, ITOKa3aHe
BiIOBigHE JTIKyBaHHS.

3maTHiCTH BIUIMBATH Ha HIBHIKICTHh peaklil mpu KepyBaHHiI aBTOTPaHCIOPTOM
a0o0 iHMMMHu MexaHi3ZMaMHu

[IpenapaT He BIOJIMBA€E Ha IMIBUOKICTh peakliil Mpu KepyBaHHI aBTOTPaHCIIOPTOM abo
PoOOTi 3 iHIIMMK MeXaHi3MaMH.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHs IPyaaio

He cnig 3acTocoByBaTu IIpenapar y Iepioq BariTHOCTi abo rogyBaHHS IPyOdio,
OCKIJIbKY BICYTHI JaHi JOCIIAXKEeHb 1000 3aCTOCYBaHH IIpenapaTy UM IrpynaMm
MalieHTiB.

Cmocid 3acTocyBaHHs Ta I03H

3acTocoByBaTHU iHTpaBariHabHO.

1 karcyny BBOOUTH T'TMOOKO y BariHy Yy IIOJI0OXKEHHI JIexKa4yu yBeuepi mepen CHOM.
Axmro cumnTomMu 36epiraloThCs, TO MOKHa 3aCTOCYBaTH 1le OOHY KaIllCyJly depes 3
IIHi.

[[To6 YHUKHYTHU ITOBTOPHOTO iH(piKyBaHHS, peKOMEHA0BaHO OOMHOYACHO ITPOBOAUTH
MiCIIeBe JIIKyBaHHS CTAaTEBOI'0 IapTHepa IalleHTKH IIpenapaTtoM JIoMekCuH®, KpewM,
IIJITIXOM HaHEeCeHHS KpPeMy Ha TOJIiBKYy CTaTeBOIrO 4YjieHa Ta KPauHIO MI0Th.



itk
[IpemmapaT He 3aCTOCOBYBaTHU OIiTAM.
Ilepemo3yBaHHs

IToBimomiieHb NIPO Iepeno3yBaHHSA IIpenapaTry He HagXoauiao. JIoMekcuH ®
NpU3HAYEHUU [OJII MiCIIeBOT0 3aCTOCYBaHHS, a He [Jid IIepOopajibHOTO 3aCTOCyBaHHA. Y
pasi BUIIagKOBOT'O II€POPAIbHOI0 3aCTOCYBaHHS IIperapaTy MOXKe BUHUKHYTH Oilb y
JKMBOTi Ta OJII0OBaHHS.

IToOiuni peakmii

[Tpu 3acTocyBaHHI BiAMIOBIAHO A0 peKoMeHaali JIoMeKCMH® MpakKTUYHO He
BCMOKTYETBLCSI, TOMY CHUCTEeMHi HeOaxaHi peakilil He 04iKyioThcs. [1iciisg 3acTOCyBaHHSA
MOXe BUHUKHYTHU [IOMipHE TUMYacCOBE BiIUyTTsd Ie4YiHHA. TpuBajyie Micuese
3aCTOCYBaHHS IIpenapaTy MOXKe BUKJIMKATHU HiABUILEHY UyTJIUBICTh.

B Tabnuili HuK4e BKalaHi moOiuHi peakilii, Mpo SKi MOBigOMIIAJIOCS I Yac KIiHiYHUX
mociimxeHb ab0 y mepiof micnsspeecTpaliiHOro 3aCTOCYBaHHS MTpelapaTy, BiImoBigHO
mo knacudgikariii opraniB Ta cucteM MedDRA Ta 4acTOTH BUHUKHEHHS: IyKe 4YacTi (=
1/10); gacTi (Big = 1/100 mo < 1/10); HeuacTi (Big = 1/1000 go < 1/100); mooguHOKIi
(Bim = 1/10000 mo < 1/1000); pipkicHi (< 1/10000) Ta yacTtoTa HeBigoMa (y BUIlagKax,
KOJIM 9aCTOTy peakilil He MOXKHa po3paxyBaTH 3a HaSsBHUMU JaHUMMU).

Oprax a0o cucrteMa YacToTa BHHHKHEHHS ITo6iuni peakmii
3 00Ky pPenpoayKTUBHOL PigKicHi [TedinHSa CIU30BO1
, igKicHi ,
CHCTEMH i MOJIOYHUX 3aJI03 000JIOHKM ITiXBU
3 OOKYy IIKipu Ta migImkipHoil| . . . [TouepBOHIHHS, CBEPOIiXK,
i PigkicHi
KJIITKOBUHU BUCHUIIAHHA

TepMiH NpUIATHOCTI
3 pokwu.
YMoBHu 30epiranus

30epiratu npu Temmnepatypi He Buile 25°C. 30epiratu y HeIOCTYIITHOMY IJIsT OiTeH
micri.



YnakoBka

ITo 1 xarmcymi y 6mictepi. ITo 1 6iicTepy B KapTOHHiM KOPOOITi.
KaTeropis Bignycky

be3s penernra.

BupooHHK

KartanenT Itani C.ii.A./Catalent Italy S.p.A.

Miciie3Haxo/dKeHHsI BHPOOHHKA Ta HOro agpeca MiCIisi IPOBaaKeHHSI
OistIbHOCTI

Bia Hertynence Km. 20, 100 - 04011, Anpinia (JIT), Itamnisg/Via Nettunense Km. 20,
100 - 04011, Aprilia (LT), Italy.

[Ixepeso iHCTPYyKIIil

[HCTPYKIIito TiKapChKOro 3aco0y B3siTO 3 oQilliiiHOTo mxkepesa — [lepKaBHOTO PEECTPY
JIiKapCchKUX 3ac00iB YKpaiHu.
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