IHCTPYKIIIA
IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOr0 3aco0y

EKOJAKC®

Cknao:

ditoua pevosuHa: econazole;

1 r KpeMy MICTUTBh €KOHa30J1y HiTpaTy 10 Mr;

0onoMidicHI peuosuHU: XJIOPKPe30J1, HaTpito gurimpodocdat nurigpat, Kucnota pochopHa

KOHIIEHTPOBaHa, napadin Gimuit M IKUH, 0J1isT MiHEpaIbHa, COIUPT IeTOCTeaPUIIOBUM, IIETOMAaKPOT 0T
1000, rHaTpito rimpoKcup, Boma O4YHUIlleHa.

JlikapcbKka ¢popma. Kpewm.

OcHOBHI (i3uK0-XiMiuHi 81aCMUBOCMI: OMHOPITHUI TOMOTEHHUM KpeM Bif 6iI0ro [0 XKOBTYBATO-
6i710T0 KOJIBOPY.

®dapmakoTepaneBTHYHA Irpyna. [Ipoturpu6KoBi 3aco6u sl MiCIIEBOTO 3aCTOCYBAHHS.

Kom ATX DO1A CO03.

dapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

ExoHa30J1, oXigHa peYoBUHA iMifa3011y, € MPOTUTrPUOKOBUM IIperapaToM IUPOKOTO CIeKTpa il Amis
30BHIIIHBOTO 3aCTOCYBaHHS. YUHUTH QYHTIUAHY i 6aKTEepUIMAHY Ait0. MexaHi3M fii ekoHa301y
3yYMOBJIEHUM IPUTHIUeHHIM Oi0CHHTE3y eprocTepoy, 0 PETYII0e MPOHUKHICT KITITUHHUX CTiHOK
MiKpoopraHi3miB. BiH akTUBHUY L1070 AepMaTOQiTiB, ApixkAKiB Ta miicHIBUX rpubiB: Trichophiton
rubrum, Trichophiton mentagrophytes, Trichophiton tonsurans, Microsporum canis, Microsporum
audouini, Microsporum gypseum, Candida albicans, Torulopsis, Rhodotorula, Malassezia furfur
(Pityrosporum orbiculare), siki cnpu4YuHSIOTE pi3HOOapBHMY nMuia, Epidermophyton floccosum,
Aspergillus, Cladosporium, Scopulariopsis brevicautus Ta fesiki rpaMIo3uTHBHI OakTepii
(ctpenTokoku, cTradinokoku Ta Nocardia minutissima).

dapmaxkoKiHemuxka.
BcmoxkmyeaHHA

[Ticns miciieBoro 3acToCyBaHHS Ha LIKipy cucTeMHa a0copOilis eKoHa30Jy Hai3BUYaiHO HU3bKa.



Cepenns mikoBa KOHIIEHTpALIis eKOHa30/1y Ta/abo #oro MeTabosIiTiB B 1a3Mi/CUpOBaTII KPOBi
criocTepiranacs yepe3 1-2 gHi micisd 3aCTOCYBaHHS 003U Ta cTaHoBuna <1 Hr/mi ang 2 %
IepMaJIbHOT0 KpeMY, HAHECEHOTr 0 Ha iIHTaKTHY LIKipy, Ta 20 Hr/MJ g71d 2 % gepMajibHOTO0 KpeMy,
SIKMH 3aCTOCOBYBa/IM Ha IMOIIKOXKEHY HIKipy. Xo4a OiNbUIicTh €EKOHA30J1y 3aTUINaeThCs Ha ITOBEPXHi
MIKipu (mpubnu3no 90 %) micnsa HaHeceHHS 1 % KpeMy, KOHILIEeHTpallil eKOHa3071y, siKi 6ynu
BUSBJIEHI B POTOBOMY IIIapi, IepeBUINYIOTH MiHiMasbHi iHTiI6ITOPHI KOHIIEHTPAIlil A7ig fepMaToQiTiB, a
iHTiOiTOPHI KOHIIEHTpAllil [OCSATal0TLCS B CEPEIUHI IePMU.

Po3nodin

Exonaszon Ta/abo #oro MeTaboiTi y CUCTEMHOMY KPOBOOOIry iHTEHCUBHO 3B’s13y10ThCs (>98 %) 3
OinKaMu CUPOBaTKU KPOBI.

Memab6oaizm

EXoHAa307, 110 loCSATaE CUCTEMHOTO KPOBOOOIry, iHTEHCUBHO MeTa0O0JIi3yeThCs LINISIXOM OKUCIIEHHS
Kinblg iMiga3ony, a moTiM O-geankimyBaHHS Ta TIIIOKYpPOHi3arlfil.

Exckpeuis

ExoHa301 Ta MeTabOJIiTH BUIINSAIOTECS 3 Ce4Yel0 Ta KajoM MPUOIN3HO V PiBHUX KiTbKOCTSX.

KriniuHi xapaKTepHCTHKH.
IToka3zanus.

I miKyBaHHS KQHOMUOO3Y IIKipH, IepMaTOMiK03y Ta Pi3HOOAPBHOIO JIUINAI0, BKIIOYA0YH
IiM03pIoOBaHi CymyTHI iH(eKIIi], CHpuYNHEeH] rPaMIIO3UTUBHUMU OaKTEpisIMHu.

IIpomunoka3aHHs.
[TigBuileHa YyTNUBICTEL N0 €KOHA30Jy a00o 0o OyOb-IKOro iHIIIOr0 KOMIIOHEHTA Ipernapary.
B3aemodisa 3 iHwumu nikapcekKumu 3acobamu ma iHwi eudu é3aemoditi.

Exonason € BimomuM inribitopom CYP3A/2C29. OngHak 3 origay Ha Te, 10 ITpenapat ciabko
BCMOKTYETHCS Y CUCTEMHUM KPOBOOOIr, BUHUKHEHHS KJIIHIYHO 3HAYYIIAX B3aEMO[Iiil MaI0o¥MOBipHe.

[NTauieHTaM, sKi MpUiiMalOTh ITepopasbHi aHTUKOATYISHTH, TaKi K BappapuH Ta alleHOKyMapoJI,
HeoOXiTHO HOTpPUMYyBaTHCS 00€PEeKHOCTI Ta CIigKyBaTH 3a lTapaMeTpaMy 3TOPTaHHS KPOBI.

YrpomoBxK Ta micys JTiKyBaHHS €KOHA30JI0M Moxe 6yTr HeoOXigHOI KOPEKIIist 03U IepopaTbHUX
AQHTHUKOATYJISHTIB.

Oco6 1ueocmi 3acmocyeaHHsi.

[TpemapaT MiCTUTh CIUPT LETOCTEAPUIIOBUY, II0 MOXKe CIPUYMHUTHU MiClleBi IKIipHI peakiiil
(HanpuKIag KOHTAKTHUAY JEepMaTHUT), @ TaK0XK XJIOPKPEe30J1, 110 MOXKe CIPUYUHSATY aJepPriyfi peakiiil.



Exopakc® He IpU3HaYeHUH A1 0TaIBMOJIOTIYHOTO Ta IIePOPaIbHOTO 3aCTOCYBaHHsd. He gomycKkaTu
MOTPAIUISTHHSA KPEMY B 04i. Y pa3i gKIIo Teparis HeeeKTUBHA IIPOTSATOM 3a3Ha4€HOl Y PO3[isi
«Cmocib 3acTOCyBaHHS Ta NO3W» TPUBAJIOCTI JIIKYBaHHS, CIIifi 3BEPHYTUCS [0 JIiKaps OJis
IpU3HAYEeHHS albTePHATUBHOIO JIiKyBaHHA. JIiKyBaHHS CJIifl MPUMIUHUTH, KO 3’ IBUITKUCS OyAb-sKi
CHMIITOMH IigBUIIEHO] Yy TIUBOCTI a60 mMofipa3HeHHS MIKipH.

JIiTHI maIfileHTH: HeJOCTAaTHLO AAaHUX 100 3aCTOCYBaHHS IIpenapaTy nalieHTaM BiKOM IIoHap 65
POKIiB.

Y nari€eHTiB i3 MiABUIIEHOIO YyTIUBICTIO IO IIpenapariB iMiga30IbHO1 IPYIIU MOXKe TaK0XK
CIIOCTepiraTucs MifBUIleHa YyTIUBICTh 0 €KOHA30J1y HIiTparTy.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHicTb

HocrnigXeHHS Ha TBapUHAX IPOLEMOHCTPYBAJIA PEIIPOAYKTUBHY TOKCAUHICTD. Y JIIOOUHU CUCTEMHa
abcopOuis micns MicleBoro 3aCTOCYyBaHHS Ha HEYIIKOXKEeHY IIKipy € Hu3bKoio (<10 %). Hamexuux
Ta J00pe KOHTPOJIbOBAHUX JOCIIIKEHb 100 3aCTOCYBaHHS €KOHA30J1y Y Iepion BariTHOCTI He
IIPOBOLUIIMA, TaKOXK BiICYTHI BiiNOBiAHI enigeMionoriyHi gaHi. OCKIJIbKY ICHY€E CUCTEMHE
BCMOKTYBaHH4 IIpenaparTy, He peKOMEeHOYEThCS 3aCTOCOBYBATH MOT0 Y IEePiof BariTHOCTI.

T'ongyBaHHA TPYANI0

[Ticns mepopanbHOTO BBEOEHHS €KOHA30Jy HiTPATy TaKTYIOUUM IIypaM eKOoHa3011 Ta/abo MeTabosiTu
BUOUIANIUACS Y MOJIOKO Ta BUSBJISIUCS Y IIyPAT, 110 BATOLOBYBAIUCS IIUM MOJIOKOM.

HeBigomo, 4¥ MpH3BOAUTH HAHECEHHST €KOHA30J1y Ha IIKipy 10 cucTeMHOI abcopObiii, HoCTaTHBOI [Is
NOCATHEHHS BUMIipIOBaHOI KiJTbKOCTi €KOHA30J1y y TPYIHOMY MOJIOL TIOAUHU. TOMYy 3aCTOCYBaHHS
mpenaparty y IIepiof rogyBaHHS I'PYLAA0 MOXKJIMBE 3a YMOBH, 1110 IIOTEHIIiIHA KOPUCTH AJIs MaTepi
IIepeBUIIyE MOXKIIMBUY PU3KK A OUTHMHU. He Cilig HaHOCUTHU IpenapaT Ha COCKHY Ta Ha [AISHKY
HaABKOJIO COCKIB.

®epTUNLHICTD

He BnnuBa€e Ha pepPTUIIBHICTS.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

HesBigoMma.

Cnocib 3acmocyeaHHsi ma do3u.
Exomakc®, KpeM, IPU3HauYeHUN TiIbKY A1 30BHIIIIHBOTO 3aCTOCYBaHHS.

HopocnuM Ta giTsAM BiKOM Bifi 16 pOKiB KpeM HaHOCUTHU Ha YpaXKeHi AiIAHKY WKIpU TOHKAM PIBHUM
II1apoM BpaHLi i BBeuyepi i BTUpATH IO ITIOBHOTO BCMOKTYBaHHS.



MoOKHYYi YaCTHHH Yy OisSTHKAX CKJIAMOK CJIifl MOIepeaHbO IPOCYIIUTH MapJelo.

TpuBanicTs NiKyBaHHS CTAHOBUTH 2 THXKHI. JIiIKyBaHHS BUCOKOKEPATHUHI30BaHUX [iNISHOK IIKipU
(cTroma) moxe TpuBaTu 1,5 micsus.

Himu.

Hani mopmo 6e3neKu 3aCTOCYBaHHSI €KOHA30JIy HiTAM BikoM [0 16 poKiB BifACyTHi, TOMYy He
PEKOMEHIY€EThCS MpU3HaYaTH Ipelapar MalieHTaM i€l BiKoBOl I'PYIIH.

Ilepedo3yeanHsi.

TinbKM [719 HAIIKIPHOTO 3aCTOCYBaHHA. Y pa3i BUIaAKOBOTO IIPOKOBTYBaHHS HeoOXifHe
CHMIITOMaTH4He JIiKyBaHHA. fKII0 BUNIaAKOBO KPEM IIOTPAIXB B 04i, HEOOXiJHO TPOMUTU YUCTOIO
BO010 ab0 (iziomoriyHUM PO3YMHOM i 3BEPHYTHUCS 3a MEOUYHOIO IOTIOMOTO0I0, SKII[0 CUMIITOMMU
30epirarThCs.

ITo6iyHi peakxuii.

Huxye HaBo#sAThCA MOGiIYHI peaxilil, 10 crocTepiranucs y KIiHiYHUX HOCTIIXKEeHHSIX Ta IMif 4ac
IIOCTMApPKETUHTOBOTO CIIOCTEPEXKEHHS. 3a MOXKJTMBOCTI BKA3YETHCS YaCTOTa MOOIYHUX peakllii 3
BUKOPHUCTAHHSM TaKHX YMOBHUX KaTeropii: gyxe dacto (= 1/10), gacto (= 1/100 Ta < 1/10),
HeyacTo (= 1/1000 Ta < 1/100), pigko (= 1/10 000 ta < 1/1000), nyxe pigko (< 1/10 000), y Tomy
YUCJI OKpeMi ITOBITOMJIEHHS.

3 60Ky wKipu ma niGwkKipHux MKaHuH: KOHTAKTHUY JTepPMaTUT, IIe4iHHs, cBepOixK, Moipa3HeHHs
i rimepemis mKipu (epuTemMa), CyXiCTb, KPOIIUB SHKA, ITyXUPi, eKCPOoTiaTUBHI 3MiHU IIKipH,
rinomirMeHTatis, WKipHi BUCKUIaHHS, HaOPSIK, IOOPa3HEHHS Y MiCIli 3aCTOCYBaHHS, IyXKe
pigko - aTpodis mKipu, aHTIOHEBPOTUYHUY HAOPSIK.

3 boky iMmyHHOI cucmemu: IyXe PifKo - peakxiiii TimepuyTIUBOCTI.

3azanvi pozaadu: 6inb, gUCKOMMPOPT, HAOPSIK.

3BITHICTD IIIOMIO Ii03PI0BAHUX N0OIYHUX peaKIlii

3BiTHICTH IIOMI0 MiMO3PI0OBAHMX MOOIYHUX PeaKIlil Mmic/s 3aTBepOKEeHHS JTIKapChKOT0 3aco0y
BaxuBa. Lle mae 3Mory pogoBXKUTU MOHITOPUHT CIiBBiIHOIIEHHS KOPUCThH/PU3UK 3aCTOCYBaHHSA
JiKapchbKOro 3aco0y. MeOuyHUX MpalliBHUKIB IIPOCITh MOBIIOMIATH IIPO OyAb-5Ki Migo3pioBaHi
no0iyHi peakuii Yyepe3 HallioHATbHY CUCTEMY 3BiTHOCTI.

Tepmin npudamHocmi.

3 pPoKH.



YmMmoBH 30epiranns.

36epiratu nmpu Temmepartypi He Buine 30 °C y HeIOCTYITHOMY IS HmiTed miciri. He 3amMopoxyBaTw.

YnaxkoBka. [To 10 r kpemy y Ty0i; mo 1 Ty6i y KapTOHHi# KOPOOIIi.
Kareropis Bignycky. bes penenra.
BupoOHUK.

«HOnik ®apmacriotukan Jlaboparopis» (Bigminenus ¢gipmu «IIx. b. Kemikan3 eng ®apMachioTUKan3
JItp.»)/Unique Pharmaceutical Laboratories (a division of J. B. Chemicals & Pharmaceuticals Ltd.).

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MiCIsi IPOBaIXKeHHs MOro TisIbHOCTI.

Hinsguka Ne 304-308, IOxi. Au. [i. Ci. Iagactpian Epia, micto I1anoni - 394 116, okpyr bxapyx, [apisa/
Plot No. 304-308, G.I.D.C. Industrial Area, City: Panoli - 394 116, Dist: Bharuch, India.

3asiBHHUK.

TOB «JIkoHCOH i [I;)KOHCOH YKpalHa»

Micne3HaxomKeHHsI 3asIBHHKA.
01010, m. KuiB, Bynuils MockoBcbka, OyouHoK 32/2, YkpaiHa.
Temn: 38 (044) 498 0888

®akc: 38 (044) 498 7392



