IHCTPYKUIA
AJIS1 MEINYHOT0 32CTOCYBAHHS JIKAPCHKOI0 32C00y

KAHJI
(CANDID)

Cknao:

ditoua peuosuna: clotrimazole;

1 r kpeMy MiCTUTB Ki10TpuMa3zony 10 mr;

O00NOMICHI peyosuHy.: TIPONIICHITIKOIb, napadin 61K M’ KU, 0JIisl MiHEepaJbHa,
BICK HEIOHHMI €MyJIbIOBaHUM, criupT OeH3mI0BUil, MeTuimnaparigpokcudensoar (E
218), npomninmaparigpokcudenszoar (E 216), 6yrunriapokcuronyoin (E 321), Hatpito
auriapodocdar, Hatpito GochaT 6e3BoAHUII, BOA OUHILICHA.

Jlikapcbka gopma. Kpewm.

OcHogni hizuxo-ximiuni e1acmugocmi: HaAMBTBEPAUN KpeM O17I0TO KOJIBOPY.
dapmakoTepaneBTHYHA rpyna.

[TpoTurpuOKoBi mpenapatu sl MicIIeBOro 3acTocyBaHHs. [loximHi imiga3omy Ta
TpHUA30ITy.

Kox ATX DO1A CO1.

Dapmakonoziuni eracmusocmi.

Dapmaxoounamixa.

Knorpumason mae mMpoKHil COEKTp aHTUMIKOTHYHOIL i1 in vitro Ta in vivo, SIKUH
BKJIIOYA€ AepMatodiTh, 61acTominery, rihpoMineTd Ta AuMopHi rpudKu.

B excriepyuMeHTaTbHUX JOCITIKEHHAX MiHIMaJIbHI KOHLEHTpAIlii KIOTpUMa3ody, sSKi
MPUTHIYYIOTh PO3BUTOK TPUOKiB, cTaHOBIATH 0,062-4 (-8) Mkr/min y cyberpari.
Knorpumaszon uuHHTH mnepeBakHO QyHricratuuHy nito. Edektu in  vitro
OOMEXYIOTbCS JII€I0 Ha €JIeMEHTH IpubKa, 10 HpoiiepyroTh; IpUOKOBI CIOpU
MalOTh HU3bKY Bpa3iMBicTh. MexaHi3M [ii Monsrae y NPUTHIYEHHI CHHTE3y
eprocreposly, IO TMPHU3BOIUTH [JO pPyHHYBaHHS Ta TOTIPIIEHHS QYHKII]
LIUTOIUIa3MAaTUYHOI MeMOpaHH rpuoKa.

KpiM aHTUMIKOTHYHOTO e(eKTy, KJIOTPUMA3O0JI in Vifro MPUTHIUYYE PO3MHOKEHHS
KOpHUHEOaKTepiil Ta rpaMIO3UTUBHUX KOKIB, KPIM €HTEPOKOKIB, Y KOHIIEHTPALISAX
0,5-10 MKr/mMa y cyOcTparti Ta i€ Ha TPUXOMOHaAX Ipu KoHUeHTparii 100 Mxr/mi.
Pe3uCTeHTHICTh 10 KJIOTPUMA30Jy OIIHIOETHCS SIK CHPUSATINBA Yy MEPBUHHO
PE3UCTEHTHUX INTaMiB YyTJMBUX BUMAIB TpUOKiB. BTOpuMHHA pE3UCTEHTHICTh
PO3BHBA€ETHCS Yy NEPBUHHO UYTIMBHX BH[IIB TIpUOKIB MiCIs JIKYBaHHS, IO
CIIOCTEPIraeThCs AyXKE PLAKO.

Dapmaxoxinemuxa.
JlochimkenHs: ¢papMaKOKIHETHKH TOKa3ald, [0 BCMOKTYBaHHS KJIOTPUMA30Iy
He3HauHe, < 2 Ta 3-10 % 3acTOCOBaHHOI 103U 3 MKOM IIa3MOBOi KOHIIEHTpAIIii

nito4oi pedoBuHU < 10 HI/MII.

KuiniuHi XapakTepucTHKH.

Ilokazannsa.

I'puOKoOBi  3aXBOpIOBaHHA IIKIpM Ta CIW30BOi  OOOJIOHKM, CIIPUYMHEHI
nepmatopiTaMM, IUIICHABUMH 1 JAPDKIDKOBUMHM TIpubaMM, a TaKOXK I1HIIUMH
30y THUKaMH, YyTIMBUMH 10 KJIOTPUMA30ITY.

Indexuii mxipu, cnpuuuHeHi Malassezia furtur (pi3HOOapBHUM JUIIAN) Ta
Corynebacterium minutissimum (epuTpazma).

Kannuno3uwuii ByIbBIT Ta KaHIUAO3HUM OalaHiT.



IIpomunokaszanna.

[TigBuIieHa YyTAUBICTH 10 KJIOTPHUMAa3oily abo 10 IHIIMX KOMIIOHEHTIB Mpenapary.
[TigBuIieHa Yy TAUBICTH 0 1HIIKUX 1Mia307IiB.

He BuKOpHCTOBYBaTH KpeM /s JIIKyBaHHS HIITIB 00 1H(EKIIiH IIKipy TOJI0BH.
B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63aEMO0iil.
Knorpumaszon wmoxe 3HWXKYBaTH €(EeKT I1HIIHUX MICHEBUX MPOTUTPUOKOBUX
npernapariB, 30KpeMa TaKUX MOJIIEHOBUX aHTHOIOTHKIB SIK HICTATHH 1 HATaMIIUH.
Ocobueocmi 3acmocyeanns.

[Ipenapat npu3HavyeHuil U1 3aCTOCYBaHHS JIMIIE Y IEPMATOJIOTUHIN MPaKTHIII.
3a00pOHsETHCS 3aCTOCYBAaHHS MpenapaTy B OQTaaIbMOJIOTUHIM NpakTUlll. Y HUKATH
KOHTAaKTYy npenapary 3 ounMa. He 3actocoByBatu y aiisHi oueil. He koBratu.

He po3uyxyBartu ypaxxeHi AUISHKY Tija, sSIKi CBEpOISATh, OCKUIBKHU 11€ IPU3BOAUTS J10
PO3MOBCIOPKEHHSI 3aXBOPIOBAHHS.

€ MoB1IOMIIEHHSI TIPO peakLii MepexpecHoi rinepuyTIMBOCTI, TOMY Y pa3i aJepriyHoi
peakiiii Ha OyAb-IKUi IPOTUTPUOKOBHIA 3aC10 3 TPYITHU MOXITHUX 1M1Aa30I1y CIIiJ MaTH
Ha YBa31 MOKIIUBICTb IOSIBU TaKO1 peakiiii Ha iHIIMH npenapar uiei rpynu. [pu nossi
aJIepriyHO1 peakii JiKyBaHHs KIOTPHUMA30JI0M CIIiJ IPUITUHUTH.

ITin yac 3acTocyBaHHS IIOrO NpenapaTy CiiJl YHHKAaTH CTaTeBUX KOHTAKTIB,
OCKLUIBbKY 1H(EKIIis MOKe TIepeIaTUCs TTapTHEPY.

3acTocyBaHHs KpeMy y IUISHII TeHiTallii (30BHIIIHI CTaTeBl OpraHy 1 MPOMEXXHHA B
KIHOK a00 TOJIOBKA CTaTEBOTO YJIeHA 1 KpaifHs IIOTh Y YOJIOBIKIB) MOXKE 3HH)KYBaTH
e(eKTHBHICTh Ta Oe3eKy 3aCTOCYBaHHS JIATEKCHUX BUPOOiB, TAKUX SIK MPE3ePBATUB
Ta giadgparma. Bkazanuii eekT € TUMYaCOBUM 1 MOK€ BUHHUKATH TUJIBKU Mij yac
JKyBaHHS.

XBOpOMY PEKOMEHAYETbCS TPOKOHCYJIbTYBAaTHCA 3 JIKapeM: IpH BUSBJIEHIN
rinepuyTIuBOCTI 10 OyAb-SIKUX MPOTUTPUOKOBUX 3ac001B a00 MOXIAHUX 1M1J1a301Ty;
y pa3i HasSBHOCTI BEHEPUYHUX 3aXBOPIOBAHb B aHAaMHEe31 XBOPOTro abo Horo crareBoro
napTHepa; SKIIO Y XBOPOro BHcoka Temmeparypa Tita (38 °C abo Buie), 611b y
HIDKHIA YaCTHHI JKUBOTA, IU3ypis, OUTb y CHMHI, THiMHI BariHajJbHI BUIUICHHS 3
HEMPUEMHUM 3araxoM, BUPa3KH BYJbBU Ta BariHajbHI BUPA3KH, IMOYEPBOHIHHS,
Iiapesi, Hy10Ta, OJIFOBaHHS, BariHaJbHA KPOBOTEYA, sIKa CYNPOBOKYETHCS OOIEM y
TIedi.

Ilonepedoicennsi w000 NKy8aHHA KAHOUOO3HO20 6Yab8imy Yy iciHok. IlpoTsrom
MEHCTpYalii JIIKyBaHHsI TPOBOAUTH He ciijl. JIikyBaHHS CJiJl 3aKIHYUTHU /10 TI0YATKY
MEHCTpYaIlii.

He BukopucToByiiTe TaMIIOHM, IHTpaBariHajabHI 3pOIIEHHS, CIEPMILUAN a0 1HII
BariHaJbHI MPOAYKTH IIiJl 4ac 3aCTOCYBaHHS 1IbOTO Mpenapary.

Jlikapcbkuii 3aci0 MICTUTh OEH3WJIOBHM CIUPT, TOMY HOro HE 3aCTOCOBYIOTh
HE/IOHOIIEHUM JIITSM Ta HOBOHAPOKEHUM.

[Ipenapat MiCTUTh NPOMIJIEHIIIIKOb, 110 MOKE CIPUYUHUTH MOJIPA3HEHHS IIKIpH.
BMmict MermnmapariipokcubeH3oaTy Ta IPONUINApariipokcuOeH30aTy MOXke
CIPUYMHUTH JEePTiyHi peakiii (MOKIMBO YIOBUIBHEHI).

3acmocysanns y nepioo eacimunocmi abo 200y8anus 2py0oio.

KniHiuHi JocaiKeHHs 1010 BIUIMBY KJIOTPUMAa30ily Ha (epTUIIBHICT Y KIHOK He
MIPOBOJIMIINCH, IPOTE AOCII/PKEHHS HAa TBAPUHAX HE BUSBUIN BIUIUBY KJIOTPUMA30Iy
Ha GepTUIbHICTh. KIbKICTh JOCTIKEHb 3 BUKOPUCTAHHAM KJIOTPUMA30Jly IiJl Yac
BariTHOCTI oOMexeHa. Jlochi/keHHS Ha TBAapUHAX HE BUSBWIM MpsIMOro ado
HENpsAMOTo IIKIJUIMBOTO BIUIMBY 3 TOYKH 30py PEHNpPOAYKTHUBHOI TOKCHYHOCTI. Sk



MOTNEpe/KYBAIbHUN  3axil, OakaHO YHHKaTH BHKOPHCTAHHS KJIOTPUMA30Iy
IPOTSTOM MEPILIOT0 TPUMECTPY BariTHOCTI.
ITix yac AiKyBaHHS KJIOTPUMA30JIOM CJIiJl IPUIMHUTH JIIKYBaHHS TPy UTIO.
30amuicms enaueamu Ha wWEUOKiCMb pearkyii npu KepyeamHi asmompaHcnopmom
abo THWUMU MEXAHIZMAMU.
He BruuBae.
Cnoci6 3acmocysannsa ma 0o3u.
Hopocnum Kanaia, kpeM, HAaHOCUTH TOHKMM IIAPOM Ha ypaXkeHi AUITHKY WKipu 1-3
pasu Ha 00y 3 po3paxyHKy 0,5 cM CMy»XKHU KpeMy Ha TOBEPXHIO PO3MIpPOM 3 J0JIOHIO.
[Ticnsa HaHECEeHHS KpeM JIErKO BTUPATH.
ITpu kaHIMIO3HOMY BYJBBITI a00 KaHIUA03HOMY OajaHiTI y JOPOCIHX CMYXKKY
kpemy (0,5 cM) HAHOCUTH TOHKUM LIapOM Ha ypaskeH1 JUISHKH 2-3 pa3u Ha 100y (Ha
30BHIIIIHI CTaTEBI OPraHU 1 IPOMEKUHY y JKIHOK a00 Ha TOJIOBKY CTATEBOIO WEHa i
KpaifHIO IUIOTh Y YOJIOBIKIB) Ta BTUPATH.
Tepamist KaHIUAO3HOTO BYJBBITY a00 KaHAMJIO3HOTO OajaHIiTy BHMarae
OJTHOYACHOTO JIIKyBaHHS 000X IMapTHEPIB.
Jlnst 3a6e3neueHHs epeKTUBHOCTI JIIKYBaHHS 3aJIEXKHO BiJ] 3aXBOPIOBaHHSA HEOOX11HO
NPOJOBXKUTU 3acTocyBaHHs Kauainy, kpemy, mie Ha 2 THOKHI MICHS 3HUKHEHHS
Cy0’€KTUBHUX CHUMITOMIB. 3HUKHEHHSI CUMIITOMIB OUIKYETHCS MICIIsl MPOBEIEHOTO
Kypcy JikyBaHHa Kanginom:
- IIpH JiepMaToMiko3ax — 3-4 THXKHI,
- IIpU €pUTPa3Mi — 2-4 THXKHI,
- IIpH pi3HOOApBHOMY JHUINAK0 — 1-3 THXKHI;
- IPU KaHAUIO3HOMY OallaHiTi 1 KaHAUIO3HOMY BYJBBITI — 1-2 THXHI.
SIKmo He HacTalo HISKOTO TOKpAIleHHs Micis 4 TWXKHIB JIKyBaHHS, MAIli€HT
MMOBUHEH 000B’S3KOBO MOBIJOMHUTH PO II€ JKapsI.
Jimu.
JlocBif 3acTOCYBaHHS KJIOTPUMA30ITy s JIIKyBaHHA JiTel BIACYTHIM, TOMY He CIif
3aCTOCOBYBATH HOTO 11l KaTeropii maiieHTiB.
Ilepedosyeanns.
’KonmHoro pu3uKy roctpoi IHTOKCHKALli HEMa€, OCKUIBKM MajOHMOBIpHO, IO
nepe03yBaHHs MOKIIMBE MICIIs pa30BOi BariHaIbHOI 1031 a00 HAHECEHHs Ha MIKIpY
(3acTocyBaHHs Ha BENUKUX JUISSHKaX MIKIpM MpPU yMOBax, M0 CHPUAIOTH
MiABUIEHOMY BCMOKTYBaHHIO), a TaKOX IIICJI BHUIAJKOBOIO MEPOPAIBLHOTO
3actocyBaHHA. Creru(iyHOro aHTUJOTY HE ICHYE.
ITpu BuUNagKoBOMY MEpPOPaILHOMY 3aCTOCYBAaHHI PiJIKO MOK€ BUHUKHYTH MOTpeda
y TpPOBEAEHHI MPOMUBAHHS NUIYHKa SKIIO [03a, SIKAa 3arpoXye KHUTTIO, Oyia
3aCTOCOBAaHA MPOTATOM MOIMEPEIHbOI TOAUHU a00 SKIIO HAasBHI BUIMMI CUMIITOMHU
nepefo3yBaHHs (HaNpUKIIal, 3alaMOPOYEHHs, HyAoTa, OntoBaHHs). [IpoMuBaHHS
IITYHKA CJIiJ] IPOBOJUTH JIMIIE Yy BUIMAAKAX, KOJIH € HAICKHHUNA 3aXUCT TUXATbHUX
IIISAXIB.
Ho6iuni peaxuii.
BriposioB 3acTocyBaHHS npenapaTy MOXYTh TPAIUIATUCS HACTYITHI TOO1UH1 €PeKTH:
- 3 00Ky IMyHHOI CHCTEMH: aJIeprivyHi peakxiii, BKJIYaloul HEMPUTOMHICTb,
apTepiaibHy TioTeH3i10, 3aAUIIKY, KPOITUB’ IHKY;
- 300Ky IIKipH Ta MiAMKIPHOI KIIITKOBUHH: TIOYEPBOHIHHSA (€pUTEMA), ITyXUPI,
HE3IyXaHHs, AMCKOM(OpPT/Oib, HAOPSK, MOJPA3HEHH, JIYIIEHH:, CBEpOIK,
BUCHUIIAHHS, IOKOJIFOBAHHS, IEYIHHA/BIIUYTTS Kapy.



Tepmin npuoamnocmi. 4 poku.

YMoBH 30epiranus.

30epiraTy B OpUTriHAJIBHIA YIAKOBII MpU TeMiiepaTypi He Buie 25 °C. He
3aMOPOXKYBATH.

30epiraTy y HEIOCTYITHOMY TSI TITEH MicCIIi.

Ynakoska.

ITo 20 r mpemnapaty y TyOi; mo 1 Ty01 y KapTOHHIN yIaKOBIIi.

Kareropis Binmycky. be3 penernra.

Bupoouuk.

I'meamapk ®apmacerotukans JIta./Glenmark Pharmaceuticals Ltd.
Micue3HaxokeHHs1 BHUPOOHHUKA Ta aapeca Micls TMPOBAJKEHHSI #Oro
IisSJILHOCTI.

Hineaung Ne E-37/39, Em. A J1i.Ci., Catyp, Hacik — 422 007, Tamis/

Plot No E-37/39, M.1.D.C., Industrial Estate, Satpur, Nasik — 422 007, India.



