IHCTPYKIIA
AJIS1 MEIUYHOT0 32CTOCYBAHHS JIKAPCHKOI0 32C00y

KAHJIIJ
(CANDID)

Cknao:

Oiroua peuosuna: clotrimazole;

100 M1 po34nHY MICTATH KJIOTpHMa3ony 1 r;
00NOMIJHICHA peyoB8UHA. TIPOITIICHTIIIKOb.

Jlikapcbka ¢opma. Po3unH 117151 30BHINIHBOTO 3aCTOCYBaHHS.
Ocnosni izuxo-ximiuni enacmugocmi: 6e306apBHa IPO30pa B’A3Ka PiIUHA.

dapmakoTepaneBTHYHA IpPyna.
[TpoturprubKoBi mpenapatu Juist MiclieBOTo 3acTocyBaHHs. [loxiaHi iMia30my Ta TpHa3omy.
Kox ATX DO1A CO1.

Dapmakonoziuni eracmusocmi.

Dapmarxoouramixa.

Korpumason — moxigHe iMi1a30,1y, IPOTUTPUOKOBHIA 3aCi0 MIMPOKOTO CIIeKTpa Ail. MexaHi3M Horo il
MOJIATa€ y TaJbMyBaHHI CHHTE3Y €procrepoiy, HeoOXigHOro id MoOyAOBU KIITUHHOI MeMOpaHH
rpubiB, 10 TPU3BOJMUTH 10 MOPYIICHHS 11 MPOHUKHOCTI 1 MOAAJIBIIOT0 pyiHYBaHHS KiaiTuHU. Kpim Toro,
KJIOTPUMA30J1 MPUTHIYYE aKTUBHICTh MEPOKCHIA3, 10 JOJATKOBO MOJIETIIye HAKOMUYEHHS y KJIITHHI
rpubka mepekucy BojaHI0. KoHIeHTpalis nmepekucy BOIHIO MiABHILYETHCS 10 TOKCHYHOTO PIBHSA, IO
IPU3BOJUTH A0 MOAAIBIIOTO PYHHYBAaHHS KIITHHH.

Knorpumaszon mae muMpokuid CHekTp ii: eeKTUBHHH mon0 aepMatodirTiB, APiXIKOBHX TPHOIB;
BUSIBIISIE aHTHOAKTepiaibHuid eeKT 11010 30yIHHUKIB epuTpasmu, ctadinokokis (Staphylococcus spp.)
Ta cTpenToKokiB (Streptococcus spp.).

Dapmaxokinemuxa.

[Ipu HaHeceHH1 Ha HIKIpY MPOHUKAE Y POTOBUH MIap LIKIPH 1 TaM HaKonuuyeTbes. [Ipu 30BHIIIHBOMY
3aCTOCYBaHHI 4epe3 LIKipy BCMOKTYEThCSI HE3HAUHA KUIbKICTh mpenapary. Maibke He abcopOyeTbes y
CUCTEMHUH KPOBOTIK.

Kuainiuni xapakrepucTuku.

Ilokazannsa.

I'pubKoBI 3aXBOprOBaHHS WIKIPHM 1 CIM30BOI OOOJIOHKH, CIPUYMHEH! 30yJHHUKaMH, YyTJIIMBHUMH J10
KJIOTPUMA30ILy.

Pi3no6apBHMIT uiai, epurpazma.

Ilpomunoxazanns.
[TigBuieHa YyTAMBICTH 10 KJIOTpUMaszony abo A0 OyIab-sKMX IHIIMX KOMIIOHEHTIB IIpernapary.
[linBuena 9y TAMBICTH IO 1HITUX 1M11a30TiB.

B3aecmooia 3 inwmumu nikapcoKumu 3acooamu ma iHuii 6UOU 63aEMOO0INL.

Knorpumason npurHidye Aif0 HIIUX MPOTUTPUOKOBUX IMpEnapaTiB JUisl 30BHIMIHBOTO 3aCTOCYBAaHHS,
30KpemMa aM(QOTEepUIIMHY, HICTATUHY 1 HAaTaMII[UHY.

AHTUMIKpOOHY [il0 KJIOTPUMAa30lly TIOCHUJIIOIOTH BHCOKI KOHIEHTpalii mpomiioBoro edipy
T1IPOKCUOEH30MHOT KUCIIOTH.

JlekcaMeTa30H y BUCOKHX 033X rajlbMye MPOTUTPUOKOBY 10 KJIOTPUMA30ITy.



Ocobnueocmi 3acmocyeanns.

[Ipenapar npu3HAYCHHI 17151 3aCTOCYBAHHS JIUIIIE Y ACPMATOJIOTIYHIN MTPAKTHUIII.

3a00pOHSETHCS  3aCTOCYBAaHHsS Tpernapary B O(TaIbMOJIOTIYHIM MpakTHIi. YHHUKAaTH KOHTAKTY
npemnapary 3 ounma. He 3acrocoByBatu y nuisHIi odeid. He koBrartw.

He po3uyxyBaTu ypaskeHi IiJISHKHU Tija, SKi CBEPOISATh, OCKUIBKHY 11€ PU3BOAUTH JI0 PO3IIOBCIOKCHHS
3aXBOPIOBaHHS.

VY nesKkux BUMAJIKaX CIOCTEPIraeThes OakTepiaabHa pe3UCTEHTHICTB 10 KiIoTpuMaszomy. [Ipu BincyTHoCTI
TEepPaneBTUYHOTO €(EeKTY JIKAPCHKOTO 3ac00Y CIijl 3aCTOCOBYBATH 1HIIHMK CITOCIO JIIKYBaHHS.

€ MOoBIAOMJICHHS TIPO PEaKIIii MepeXpecHOi TiMmepYyTAUBOCTI, TOMY y pa3i aJIepriuHoi peakilii Ha Oy/Ib-
KU TPOTUTPUOKOBHIA 3aci0 3 rpyNy MOXiAHUX IMiAA30iTy CIiJ MAaTH Ha YBa3i MOKJIMBICTh MOSIBH TaKO1
peakiii Ha 1HImM npernapart 1€l rpynu. [Ipu mosBi anepriyHoi peakiii JiKyBaHHS KJIOTPUMA30JI0M CITijT
MPUITHHATH.

Ilix gac 3acTocyBaHHS IIbOTO MpEMapary CiiJ] YHUKATH CTaTeBUX KOHTAKTIB, OCKUIbKHU 1H(EKIIS MOXKe
nepeaaTucs mapTHepy.

3acTocyBaHHSI PO3YMHY y JUISHIN TeHITamild (30BHIIIHI CTaTeBl OpraHu 1 MPOMEXHHa B >KIHOK a0o
TOJiBKa CTaT€BOTO WieHa i KpailHs IUIOTh y YOJIOBIKIB) MOYKE 3HMKYBAaTH €(EKTHUBHICTH Ta Oe3meKy
3aCTOCYBaHHs JATEKCHUX BUPOOIB, TAKKX SIK MPe3epBaTUB Ta aiadparma. Bkazanuii epekt € THMUacoBUM
1 MOYKe BUHUKATH TUIBKH ITiJT 9acC JIIKyBaHHSI.

VY ckiaji 1ikapchbKOro 3aco0y MiCTUTHCS MIPOIUICHTIIKOIb, 110 MOYKE CIPUYMHUTH MOIpa3HEHHS IIKIPH.

3acmocysanns y nepiod eacimuocmi abo 200y8anHs 2py0oro.

Kniniuni 1ocnimkeHHs MOA0 BILTUBY KIOTPUMA30Ily Ha (GepTUIIBHICTD Y KIHOK HE IPOBOIMIINCS, TPOTE
JOCIIIJKEHHS Ha TBapUHAX HE BUSIBIIIM BIUIUBY KJIOTPUMA30Jly Ha (GepTHIIBHICTD.

KinpkicTh 10oCHiKeHb 13 3aCTOCYBAaHHIM KIIOTPUMA30Iy y IepioJ BariTHOCTI oOMexxeHa. JlocmikeHHs
Ha TBapUHAX HE BUSABWJIMU NPSAMOro ab0 HEMpsIMOIro LIKiAJIUBOTO BIUIMBY 3 TOUKH 30pY PENPOAYKTUBHOI
TOKCHYHOCTI. SIK mmormepeKyBalbHUN 3aXi]], 0a)KaHO YHHKATH 3aCTOCYBAaHHS KIIOTPUMA30JTy MPOTATOM |
TPUMECTPY BariTHOCTI.

[Tix gac mikyBaHHS KJIOTPUMA30JIOM CI1J] PUITUHUTH TOTYBAHHS TPYIIIO.

30amuicms  enaueamu Ha WEUOKICMb peaxyii npu Kepy8awHi aBMOMPAHCHOPMOM a0O0 [THUUMU
Mexauismamu.
He BrunBae.

Cnoci6 3acmocysanns ma 0o3u.

Jopocnum HaHOcuTH Kanai1, po3yuH A7 30BHIIIHBOTO 3aCTOCYBAaHHS, HA ypa)keH1 TUISTHKH 2-3 pa3u Ha
100y 10 3HUKHEHHS! CUMIITOMIB 3aXBOPIOBaHHS. 3HUKHEHHS! CUMIITOMIB OUIKYETHCS MICIIsl TPOBEIEHOTO
KypCy JiKyBaHHS IPOTSITOM TaKOTro Mepioay:

— IepMaTOMiKO31 — 3-4 THXKHI;

— epuTpasma — 2-4 THXHI;

— pi3HOOapBHMI Jumai — 1-3 THXKHI.

[Ticns 3HUKHEHHS cy0’ €KTUBHUX CUMIOTOMIB, /I 3a0e3meueHHs €(peKTUBHOCTI JTIKYBaHHS, 3aJIEKHO BiJl
3aXBOPIOBaHHS, HEOOX1HO MPOJOBKUTHU 3aCTOCYBAHHS Mpernapary Iie Ha 2 THXKHI.

Jimu.
JlocBi 3aCTOCYBaHHS Mpenapary A JTIKyBaHHS IiTeH BiACYTHIN, TOMY HE CJIiJ] 3aCTOCOBYBATH HOTO i
KaTeropii MaIji€eHTiB.

Ilepeoo3ysanns.



’KomHoro pu3uKy rocTpoi IHTOKCHUKAIlli HEMa€e, OCKUTBKH MaJOMMOBIPHO, IO TIEPEI03YBaHHS MOKIINBE
icJIsg pa3oBoi BariHaJIBHOI 1031 a00 HAHECEHHS Ha MIKIpY (3aCTOCYBAHHS HA BEMUKUX IUITHKAX MIKipU
MIPHU YMOBAX, IO CIPHUSIOTH MMiIBUIIIEHOMY BCMOKTYBAHHIO), @ TAKOXK TICIISl BUITAIKOBOTO TIEPOPATLHOTO
3acrocyBaHHs. Crienin(ivHOTO aHTUOTY HE ICHYE.

[Ipu BHIaAKOBOMY IMEPOpPaIbHOMY 3aCTOCYBaHHI PIKO MOX€ BHHUKHYTH TIOTpebda y IMpOBEACHHI
NPOMHBAHHA NUTYHKA, SKIIO J103a, SIKA 3arpOXKyeE JKUTTIO, Oylla 3aCTOCOBaHAa MPOTITOM MONEPEAHbOT
roAMHU a00 SKIIO HAsSBHI BUIMMI CHMIITOMH TIepeI03yBaHHs (HAIIPHUKIIA, 3a[IaMOPOYCHHS, Hy10Ta a00
OmoBanHs). [I[poMHBaHHS LUTYHKA CIiJ MPOBOAMTH JIMIIE Y BHIAAKaX, KOJH € HAJICKHHHA 3aXHUCT
JMXAITBHUX MUISAXIB.

Ilo6iuni peakuii.

3 60Ky imyHHOI cucmemu

Anepriuni peakuii, BKIO4aoud aHadimakTHyHi/aHadimakToigHi peakuii (aHadiTAKTHYHUHA MIOK,
aHT1OHEBPOTHUYHI HAOPSKH, apTepialibHA T1IIOTEH3151, HEIPUTOMHICTD, 33 MIIIKa, KPOITUB STHKA), CHHKOIIC.
3 6oky wKipu ma niOwKipHoi KIiMKOBUHU

[TouepBoHiHHS, TOSBA MTyXUPIB, JYILIEHHS, BIIYYTTS NEUiHHI/)Kapy, TOKOIIOBAHHS, TOKAIbHUN HAOPSK,
CBepOiK, BHICHIIAHHS, 3arajbHE NOJpa3HEHHS, OUIb/TUCKOMMOPT, IyIIeHHs/eKcomiaris, BiIIyTTsI
CYXOCTI; aJlepriyHHi, KOHTAKTHUI IEPMATHT.

[TosiBa TaHWX CHMIITOMIB BUMarae MpHUITMHCHHS JTIKyBaHHSI IPETIapaTOM.

Tepmin npuoammnocmi.
2 pOKH.

YmoBH 30epiranus.
30epiratu mpu Temreparypi He Buie 25 °C.
30epiratu y HEZJOCTYITHOMY TSI IITEH MiCIIi.

Ynakoska.
ITo 20 mn y ¢nakoHni. [To 1 duakoHy y KapTOHHIM yHIaKkoBIIi.

Kareropis Binnmycky.
bes peuenra.

Bupoonuk.
I'nenmapk ®apmacerotukans JIta./Glenmark Pharmaceuticals Ltd.

Micue3HaxoakeHHsI BHPOOHUKA Ta ajpeca Micls NPOBAasKeHHS HOro AislJIbHOCTI.
Hineaung Ne E-37/39, Em.Aii. 11.Ci., Catnyp, Hacik — 422 007, Tugis/
Plot No E-37/39, M.1.D.C., Industrial Estate, Satpur, Nasik — 422 007, India.



