[HCTPYKIIIA

[JIS MEOUYHOT0 3aCTOCYBaHHS JTIKapChKOTO 3aco0y

KAHIOWBIOTHUK

(CANDIBIOTIC)

CKnao:

miro4i peyoBUHM: X7I0paMdpeHiKoJl, KI0TpUMa30J1, 0eKJI0MeTa30Hy OUIIPOIIiOHAT, JTiJoKaiHy
TiOpOXJIOPHUL;

1 M1 po3uuHy MicTUTh XJTopaMmdenikony 50 Mr, KiotpuMaszony 10 Mr, 6eKI0MeTa30Hy AUIPOIIiOHATY
0,25 wmr, nigokainy rigpoxnopuny 20 Mr;

IONOMIXKHI PeYOBUHU: IJIillePUH, IPOIiIEeHT JTiKOJIb.

JlikapcbKka ¢popma. Kparmri BymHi.

OcHo8HI (pi3uko-XimMiuHI 8/1acmMuBocmi: Mpo30pa PiAuHa CBIiTIO-’KOBTOTO KOJIbOPY.

®apMakoTepaneBTUYHA Ipyla.

[Tpenapary, 1110 3aCTOCOBYIOTLCS B 0TOjI0Til. KoMOGiHOBaHi mpenapary, 10 MiCTSTh KOPTUKOCTEPOIoH
Ta IPOTUMIKPOOHi 3acobu.

Koo ATX S02C A.

dPapmako102iuHi 8 1acmueocmi.

®apmakonuHamika. Kom6GiHOBaHUY ITpenapar AJisi 30BHILITHBOT0 3aCTOCYBAHHS 3 IIPOTUMIKPOOHUMY,
IIPOTH3aNaJbHUMU Ta MiClleBOaHeCTe3yIYuMu BinacTuBocTsIMu. ®apmakonoriuna fis Kangubiotuka
00yMOBJIeHa BIaCTUBOCTSIMU X0paMdeHiKoIy, KIoTpuMa30i1y, 0eKJIIoMeTa30Hy AUNPOIIiOHATY Ta
JifoKaiHy, 110 BXOOATH 0 Moro cKilamy. XnopaMdeHiKon - noxifHa aMdeHikomy. Mae mUpoKui
CIIEKTp MPOTUMIKPOOHOI Aii. Brimus xmopaMdeHikony Ha MiKpoopraHi3Mu 1OB's3aHUM 3i 3AaTHICTIO
BIIJIUBATYU Ha CUHTeE3 Oifika y KJliTuHaX OakTepid. K mpaBuio, i€ 6aKTepiocTaTUYHO MO0 MKUPOKOT0
CIEeKTpa I'PaMIIO3UTUBHUX Ta I'PaMHeraTuBHUX OakTepiit. XnopaMbeHikos e(eKTUBHO BIJIMBAE TAKOXK
Ha aHaepoOHY dIopy.

Knorpuma3zon 3a xiMiyHo0 6yI0BOIO HaJIEKUTh 40 MOXigHUX imMifazony. [1o KIOTPUMa30iTy YyTIuBi
nepmartoditu, apixkmxkoBi rpubu (pomy Candida, Torulopsis glabarata, Rhodotorula), mmicussi rputu,
a Takox 30yguuKu Pityriasis versicolor (pisHoG6apBHOTO NHIlIai0) Ta epuTpasMu. Kpim toro,
KJIOTPMMa30J1 YUHUTh aHTUMIKPOOHY Mif0 II0JI0 TPaMIO3UTUBHUX (CTA(iIOKOKH, CTPENITOKOKH) Ta



rpamHeraTuBHUX OakTepit (Bacteroides, Gardnerella vaginalis), a Takoxk momo Trichomonas
vaginalis, Malasseria furfur, Corinebacterium minussimum. E¢pekT k1oTpuMa3omny noB'si3aHuu i3
TIOPYIIEHHSIM CUHTE3Y eproCTePUHY, 110 BXOAUTE 10 CKJIafy KIiTUHHOI MeMOpaHu rpubiB, BHACTIIOK
YOTr0 3MiHIOIOTLCS CTPYKTYpa Ta BIACTUBOCTI MeMOpaH, CIIOCTEPIraeThCst JIi3KUC KITiTHH.

BeknoMeTasoHy QUIPOMIOHAT - CAHTETUYHUM aHAJIOT TOPMOHIB KOPY HaJHUPKOBUX 3aJ103 - YAHUTH
IIPOTHU3aMaibHy, IPOTHANIEPTiYHY, aHTUEKCYaTUBHY Ta IPOTUCBEPOiIXKHY mito.

JlifokalH - MiCIleBUY aHECTETHK, 10 3HUXKYE COIPUUHATTS Ta NPOBEOEHHS IMIIy/IbCIB 110 Yy TIUBUX
HEPBOBHUX BOJIOKHaX y Micti aii. EdexT 060poTHuUIA.

dapmakokineTrKa. CrelianbHi JocTigKeHHS papMaKOKiHEeTUKY IIpenapaTy He IPOBOJUIIUCE.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

Anepriusi Ta 3amnanabHi 3aXBOPIOBaHHS 30BHILIHLOTO i CEPEIHBOTO ByXa; 0TOpes; iHpeKLikHI
3aXBOPIOBAHHS 30BHIITHLOTO Ta CEPEAHBOT0 ByXa, CIIPUUYMHEHI YyTIUBUMU [0 AOil Ipenapary
MikpoopraHizmamu. Xipyprigai BTpydaHHS Ha COCKOINOAIOHOMY BiIPOCTKY.

IIpomunoka3aHHA.

I[TigBHITNIeHa YYTIHBICTh MO KOMIIOHEHTIB IIpernapaTy Ta [0 iHIIHX aMigHUX MiCIleBOaHEeCTe3yIUnx
3aco0iB.

BiTtpsiHa Bicma, npocTtui abo onepisyBasiibHUM Teprec, MOPYIIeHHd I[iTicCHOCTI 6apabaHHOl TePEeTUHKH.

B3aemodisa 3 iHwumu snikapcekKumu 3acobamu ma iHwi eudu e3aemoditi.

He onucana. 3 ornsify Ha HU3bKY Yepe3IKipHy abcopOiiito 0KpeMuX aKTUBHUX iHTPeli€eHTIiB
npernapary, JlikapCcbKa B3a€eMOfisd 13 CyIyTHIMUA CUCTEMHUMU IIperiapaTaMy BBaXKa€eThCs
MaJIOMMOBIPHOIO.

Oco6.1ueocmi 3acmocy8aHHs1.
[IpenapatT npru3HaYeHUU JIUILIE AJI MICL[EeBOr0 3aCTOCYBaHHSA yV IIOPOXKHUHY ByXa.

3acToCcyBaHHS JIIKapChKOTO 3aC00Y CHil IPUIIMHUTY IIPY BUHUKHEHHI O3HaK MiABUILEHO] Yy TIUBOCTI
1o Oyap-KOTO 3 KOMIIOHEHTIB IIpemnapary.

KaHJII/I6iOTI/IK He CIIifg 3aCTOCOBYBATH AJISA HOBIrOTPUBAJIOTO JIiKYBaHHH.

[nsg 3a0e3nedeHHs aCEIITUYHOCTI Ta 3anobiraHus 0akTepiabHOMY 3a0pyIHEHHIO He TOPKAUTeCs
IiNeTKOI0-KOBIIaYKOM JKOOHUX [TOBEPXOHE (BKIII0Ya0UM IIOBEPXHIO ByXa).



Y pasi BumaikoBOro MPOKOBTYBaHHS JIiKapChKoro 3acoby KagnubioTuk HeoOXiqHO 3BEPHYTUCS [0
JiKaps.

Bymui npenapatu 3 xjmopaMdeHiKonoM He PEKOMEHIYETLCS 3aCTOCOBYBATH XBOPHUM 3 Iepdopariieo
6apabaHHOl IEPETUHKY Y 3B'SI3KY 3 BUCOKUM PU3UKOM OTOTOKCHUYHOCTI.

Kannub6ioTuk, Kparii ByIIHi, CITifl 3aCTOCOBYBaTH 3 00E€PEKHICTIO MallieHTaM 3 aJleprivHuMHU
peakuisMu Ha iHur ToniyHi ab6o mepopasnbHi KOPTUKOCTEPOIHI IpenapaT B aHaMHe3i yepes
MigBUIIEHUY PU3UK PO3BUTKY Till€PUYYTIUBOCTI.

Y miTelt TomiyHi KOPTUKOCTEPOIOM MOXKYTh abCOpOYBaATUCS Y MPOMOPLUIAHO OiNbLUINX KiTBKOCTSX,
3YMOBJTIOI0YY OibIIy HMOBIPHICTE CHCTEMHOI TOKCUYHOCTI.

[Ticns cucteMHOl abCopO1IIii TOMIYHUX KOPTUKOCTEPOINliB BUHUKA€E 000POTHE IPUTHIYEHHS
rinmoranmamMo-rinodizapHo-HaguupPKoBo3ano3Hol (I'TH) oci. KniniyHi cuMnToMu BKITIOYal0OTh CUMIITOM
Kyumunra, rinepriikeMito i rimoko3ypito. Taki no6iuHi peakilii MOXKyTh 3 0ilbIII0I0 YaCTOTOO
CIIOCTEpIraTUCs MPU 3aCTOCYBaHHi GibII MOTYKHUX CTEPOifiB, HAHECEHH] IIpenapaTy Ha BEJIUKY
TIJIOLTY ITOBEPXHI Tifla IpU JOBrOTPHBaIil Teparil npenapaToM, CyIyTHbOMY 3aCTOCYBaHHI
OKJTIO3IMHUX IIOB’I30K, @ TaKOXK y pa3i HasBHOCTI y Malli€HTa Ne4YiHKOBOl HeJOoCTAaTHOCTI. [licns
BigMiHu npenapatTy QyHKLUig [TH oci BifTHOBMIOETHCSA IMIBUAKO i MOBHICTIO. Y TOOOUHOKUX BUIIafKax
MOXKYTh BUHMKATH CUMIITOMU BiIMiHU CTEpOIfiB, SKi MOXYTh NOTPeOyBaTH 3aCTOCYBAHHS NONaTKOBUX
CUCTEMHUX KOPTUKOCTEPOILiB.

[TamieHTiB, IKMM IPU3HA4YaOTLCS TOIMIYHI KOPTUKOCTEPOIOH, CIIif IPOIHCTPYKTYBATH, 1110 BOHM MalOTh
BUKOPHUCTOBYBATH IIpernapaT, CyBOPO JOTPUMYIOYKCh BKa3iBOK JIiKaps, BUKJIIOUHO [JIg JIiKyBaHHSA
3aXBOPIOBaHHS, AJIS IKOTO IPU3HA4YEHUN IIpenapar, i He [JoBlle IPU3HaYeHOr 0 JIikapeM TepMiHy.

Lleii mpenapart CIIifi 3aCTOCOBYBaTH 3 00epeKHICTIO MallieHTaM, IKi OTPUMYIOTh CYIIyTHIO CHCTEMHY
IPOTUTPHUOKOBY Teparlilo; XBOPUM Ha IIYKPOBHUii fiabeT; MmallieHTaM 3 iMyHOCYIIpeci€lo B aHaMHe3i i
malieHTaM 3 ocytabieHuM iMyHITeTOM.

Po3BUTOK AuCKpa3il KpoBi, BKITIOYAIOYM allJTaCTUYHY aHEeMilo, MOXKe acCollifoBaTUCS i3 3aCTOCYBaHHIM
xsmopaMdenikomny. [TpoTsirom TpuBasoi abo mepepuBYACTOI Teparlil CTil MPOBOOUTH afleKBaTHi
aHaJli3u KpOoBi Nalji€HTa.

Cnig yHUKaTH TpUBaaoro abo 4acToro NepepruBYacTOro 3aCTOCYBaHHS TOMIYHUX IIperapaTiB
xJiopamMGeHiKoy 4yepe3 iMOBIPHICTh PO3BUTKY peaklii MiiBUINEHO0]l YyTINBOCTI, BKITIOYal04n
rimnomnsasito KiCTKOBOI'0O MO3KY.

XmnopaMdpeHiKoJl BBaKa€eThCSI HeOe3MMeYHUM 151 3aCTOCYBaHHS MallieHTaM 3 TOCTPOI0 mopdipiero.
Y mesikux BUIIafIKax CIIOCTEPIraeThcs OakTepianbHa PE3UCTEHTHICTD 10 KJIOTPUMA30y.
3anobiraTu momagaHHIO IIperapary B 04i.

[TopylleHHS 30py MOXKEe CIIOCTePiraTUCS MPXA CUCTEMHOMY i MiCIIeBOMY 3aCTOCYBaHHI
KOPTUKOCTEPOIMiB. AKIIO NaIliEHT Ma€ Taki CUMIITOMH K MOPYIIEHHS YiTKOCTi 30py abo iHmri
MOPYIIEHHS 30pYy, MOTO BapTO HAPaBUTHU A0 0)TaIbMOJIOTa AJIS OLIHKYA MOXK/INBUX IIPUYUH, SKi
MOXKYTb BKJIIOYATH KaTapaKTy, TlayKoMy a0bo Taki pigkicHi xBopobu sIK IleHTpasibHa Cepo3Ha
XOpilOpeTHHOMNATIsA, IIPO BUHUKHEHHS SKUX ITOBIIOMIIAJIN IIIiC/IA 3aCTOCYBaHHA CUCTEMHUX 1 MiCIIEBUX
KOPTHUKOCTEPOITIB.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.

He3sBaxarwuu Ha Te, IO y KJIHIYHUX Ta €KCIIEpUMEHTaIbHUX JOCIIIIXKEeHHIX HeTaTUBHOI'O BIUIMBY Ha
3M0pOB'a MaTepi abo ImIofa He BCTaHOBIIEHO, He CJIi[l 3aCTOCOBYBATH IIpemnapaT y Iepiof BariTHOCTI i
rofyBaHHS TPYAMIO.

30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHi3mamu.

He BrinuBae.

Cnoci6 3acmocyeaHHss ma do3u.
[l MiceBoOro 3aCTOCyBaHHS.

HopocnuM i giTaM BiKoM Bif 12 pokiB - o 3 - 4 KpaIJi ipenapaTy 3aKalyBaTH y CJIyXOBUU NPoXif 3 -
4 pa3u Ha [00y.

Kypc nikyBaHHS, SIKAY BCTAHOBIIOIOTH iHAKWBiTyanbHO, 3aJIe3KHO Bifl CTYIIEHS TSXKKOCTI i mepebiry
3aXBOPIOBaHHs, CTaHOBUTH V¥ CEPefHLOMY O - 7 [HIB.

Hitsim BikoM Bif 2 mo 12 pokiB - 1o 2 Kpamti 4 pa3u Ha go0y. Kypc nikyBaHHS CTAHOBUTD 5 IHIB.

II7s 3aCTOCyBaHHS IIperapary CIIifl HaXUJIUTHU T'oJI0BY, 3aKamnaTy MOTPiOHY KiNbKiCTh Kpamesb y ByXO i
TPUMAaTH TOJI0BY HaXUJIEHOO JesKui 4yac, 1100 3a0e3MneyuTy MPOHNKHEHHS IIperapary ¥ CIIyXOBUM
IpoXif,.

Himu.

JlikapcbKui 3aci0 3aCTOCOBYIOTD AiTSIM BiKOM Bifi 2 POKiB.

Ilepedo3yeanHns.

He onucane.

ITo6iuni peakuii.

MoxXHBi aniepriuni peakiril, BK/I0o4ao4yu cBepOixkK, BigUyTTs MeYiHHSA Ta MOKOIIOBAHHS Y MicIi
BBe[IeHHS IIpelapary; epuTeMa, KpOIuB sHKa, HaOpsAK, KOHTaKTHHAW JepMaTUT, IOPYIIeHHs YiTKOCTi
30py (ouB. po3gin «Oco0IMBOCTI 3aCTOCYBaHHI»).

Tepmin npudamHocmi.



2 POKH.

YmMmoBH 30epiranssi.

30epiraTv y HeIOCTYITHOMY [JIS OiTeM, CyXOMY, 3aXUIIEHOMY Bif] CBiTJIa MiCIli ITPU TeMIepaTypi Bifg 2
no 8 °C.

VYnaxoBka.

[To 5 M7 y rrakoHi 3 MiNeTKOI0-KOBIIaYKOM, BKIaJeHOMY y MOJIieTUIEHOBUM NTaKeTUK, y KapTOHHIN
KOpPOOT1Ii.

Kareropis Bigmycky.

3a peLemnToM.

BupOOHHK.

I'nenmapk ®apmackiotukans JIta. / Glenmark Pharmaceuticals Ltd.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOr0 aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.
Hinprung Ne E-37/39, Em.Au.[1i.Ci., Catnyp, Hacik - 422 007, Iamis/

Plot No E-37/39, M.I.D.C., Industrial Estate, Satpur, Nasik - 422 007, India.



