THCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHsI JIiKapChbKOro 3acody
KIIOTPUMA3O0.1

(CLOTRIMAZOLUM)

Cknao:
ditoua peuosuHa: clotrimazole;
1 r masi micTuTh KjoTpuMaszoiny 10 mr;

0onomidcHi peyosuHu: TIPOIIIEHT IIKOIb, MOTeTUIEeHTTiKoIb (Makporomn) 400,
IOJIieTUIEHTTiK0Jb (Makporoi) 1500, momietunenrmnikons (makporon) 4000, monokcamep
338, guHaTpito egetaT (TPHUIIOH B), CIMPT 11eTOCTEapUIOBUMA, IIOJTi€TUIEHTIIKOJII0
(MakKporoiy) 1eToCcTeapuioBuu edip, Boga OYHUIIEHa.

Jlikapcbka ¢popma. Ma3b 1 %.

OcHosHi (pizuko-ximiuHi 81acmugocmi: Ma3b 6i7IOr0 KOIBOPY.

dapMakoTepaneBTHUYHA I'pyla.
[TpoTturpu6KoBi 3aco0u A7 MiCI[eBOT0 3aCTOCYBaHHSI.

Kom ATX DO1A CO1.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

MexaHi3M aHTUMIKOTUYHOI Ail KJIOTPUMAa30J1y OB’ I3aHUY 3 MPUTHIYEHHSIM CUHTE3y epProcTeposIy, o
IPU3BOIUTH OO0 CTPYKTYPHOTO Ta (PYHKITIOHATBHOTO MOMKOXKEHHS I[UTOIIa3MaTUYHOI MeMOpaHHU.

KnmoTpuMa3on Ma€ MIUPOKUY CIIEKTP aHTUMIKOTUYHOI aKTUBHOCTI in vitro Ta in vivo Ta fie Ha
nepMaTodiTH, OpiXKIKOBI, IITiCHSABI Ta TUMOPdHI TPubKHU.

[Tpu BiAmOBigHUX yMOBaX TeCTyBaHHS MiHiMasbHi iHTiOyI04i KOHIIEHTpAllil [ IUX TUIiB IPUOKiB
CTaHOBIATEL Mpubmu3Ho < 0,062-8,0 MKr/Mi cyOcTparTy.

MexaHi3M [il KJIOTPUMa30J1y NIOB’I3aHUi 3 TIEPBUHHOIO PYHTiCTaTUYHOI0 a0 (QYHTILHIHOIO



aKTUBHICTIO, 3aJIe2KHO Bifl KOHIIEHTPallil KJIOTPUMa3011y y MicIri indexkiril.

In vitro akTuBHICTh 0OMeXKeHa eleMeHTaMy IpubKa, 110 MPoidhepyroTh; CIIopy rpubKa MAIOTh JIUIIE
HE3HAYHY YyT/IUBICTb.

IomaTKoOBO A0 aHTUMIKOTUYHOI aKTUBHOCTI KJIOTPUMA30JI TaKOXK Mi€ Ha TPaMIIO3UTHUBHI
MiKpoopraHi3Mu (CTpPenTOKOKHU, cTadinokoku, Gardnerella vaginalis) Ta TpaMHeraTUBHi
Mikpoopra#niamu (Bacteroides).

In vitro xmoTpuMa3oJ MPUTHIYYE Po3MHOXKeHHs Corynebacteria Ta TpaMIO3UTUBHUX KOKIB (3a
BUHSITKOM Enterococci) y Kouuentpaitii 0,5-10 Mkr/mn cy6cTpary.

[TepBUHHO PE3UCTEHTHI IITAMU YyTIUBUX BU[IB I'PUOKiB 3yCTPidaloThCS PifKo. PO3BUTOK BTOPUHHOI
PE3UCTEHTHOCTI NIpH JIiKyBaHHi y YyTIUBUX I'pubKiB JOTeNep crocTepiraBcs gyxe pigko. JoxmiHiuHi
MOCTiAKEeHHSI, 110 TPOBOUIIN 3 YYaCTIO OOPOBOJIBLIIB i3 3aCTOCYBAHHSIM OMHOPA30BOI Ta ITOBTOPHOI

TOKCHUYHO! 031, He BUSBUIM IIOLIKOAXKYBAJIbHOTO TOKCUYHOI'0, TEHOTOKCUYHOTO BILIMBY Ta BILJIUBY

Ha PENpPOAYKTUBHICTb.

dapmakoKiHemuxka.

,]:[OCJ'IiJI}KeHHH Cl)apMaKOKiHeTI/IKI/I TI0OKa3aJlld, 110 BCMOKTYBAHHS KIIOTPXUMA30JIy HE3HAYHE,

< 2 ta 3-10 % 3acTocoBaHOl 403H 3 MTKOM I1J1a3MOBO1 KOHIIeHTpaIlil Aif04oi
peuoBrHH < 10 Hr/mn. TakuM YMHOM BUHUKHEHHS 100iYHOI mii abo cucTeMHUX e(eKTiB €
MaJIOMMOBIPHUM.

Kniniuni xapakKTepuCTHKH.
Iloxka3aHHs.

['pubKoBi iHGeKIIil WKipy, COpUYUHEeH] fepMaTodiTaMu, OPiKAKOBUMY i IITICHIBUMU rpuOKaMU Ta
iHmMYu 30yIHUKaMHU, YYTIUBUMU 10 KJIOTPUMA30IIy.

[adexkil mkipy, cnpuuyuHeri Malassezia furfur (pisHob6apBuu# nuina) Ta Corynebacterium
minutissimum (epuTpasma).

[HGekil cTaTeBux ry0d Ta CyMiXKHUX OiJITHOK Y XKiHOK (KaHOWOO3HUY BY/IbBIT), @ TAKOXK 3alajleHHs
TOJIOBKM CTATEBOT0 YJIeHa Ta KPauHbOI IIJIOTi CTaTEBOTO MTapTHepPa, CIIPUYMHEHE [APiKIKOBUMHI
rpubKaMu (KaHOUOO3HUH OajaHiT).

IIpomunoka3aHHs.

[TpemapaT He CJIiJ 3aCTOCOBYBATH y BUIIagKaX rimepyyTINBOCTI 0 KJIIOTPUMA30I1y, CIUPTY
IIeTOCTEeapPUI0BOro abo M0 Oyab-IKUX iHIIMX KOMIOHEHTIB Ipernapary.

He 3acTocoByBaTu [jis JTiKyBaHHS HIirTiB abo iH(eKIii mKipy ro1oBHU.

B3aemodis 3 iHwumMu nikapcobkumu 3acodamu ma iHwi eudu e3aemodii.



Knotpruma3osn MoXKe IPUTHIUYBaTH [i0 iHITNX MiCIIeBUX aHTUMIKOTUYHUX IIpernapaTiB, 0CoO6IMBO
TI0JTiEHOBUX aHTUOIOTUKIB (aMdoTepuliuH B, HicTaTUH, HaTaMilMH). AHTUMIKOTUYHA [is
KJIOTPUMAa30Jly IPUTHIYYETHCSA BUCOKUMU N03aMU JeKCcaMeTa30HY Ta [IOCUJII0ETHCS MiCLIEBUM
3aCTOCYyBaHHSM TigpoKcubeH30#Hoi KucaoTH (il mporminoBuM edipom).

Oco6 1ueocmi 3acmocye8aHHsi.

LleTocTeapunoBuy CIUPT MOXKE CIPUYUHSATU JIOKa/lbHE NTOAPa3HeHHs WKipU (HalpuKiaf,
KOHTAKTHUM fAepMaTuT). [IpomineHrIikoas MOXe CIPUYNHUATY IOAPa3HEeHH MIKIpU. Y TaKux
BUIIaIKaX PEKOMEHOYETHCS 3aCTOCOBYBATH iHII JTiKapChKi (OpPMU Ipenapary, o He MICTATh IbOTr0
KOMIIOHEHTA.

Ma3sp npru3HayeHa aullle AJ1 30BHIIIHBOT0 3aCTOCYBaHHSA Ha IIKIPY.
Crig yHMKATH IOTPAIIsIHHSA Ma3di B o4i. He KoBTaTH.

Ao yepe3 4 TUXKHI IicIA MOYaTKy JiKyBaHHS He Bil3HAYEHO K/IiHIYHOT0 MOKpAaIaHHS, Heo0XiIHO
3BEPHYTHUCS [I0 JliKaps Ta MiATBEPOUTH AiarH03 MiKp0o6iolIOTiYHUM METOMIOM i BUKJTIOUUTH iHIITY
IIPUYUHY 3aXBOPIOBAHHS.

[Ipy ogpHOYACHOMY 3aCTOCYBaHHI IIpenapaTty 3 JIaTeKCHUMU NPOLYKTaMU (IIpU 3aCTOCYBaHHI Ma3i B
OiNSHIN TeHiTanii) (HallpuKiiaf, Ipe3epBaTuBaMy Ta AiapparmMamMu) GyHKIIiOHaTbHA 30AaTHICTD
OCTaHHIX MOXe 3HUXKYBaTUCA Yepe3 JONOMIXKHI pPeYOBUHY, 1[0 MICTUTh Ma3b, 110, AK HACJIigOK, MOXe
BIIJIUBATHU Ha 0e3MeKy IIUX IPOIYKTiB.

Bkaszanuii ehekT € TUMYACOBUM i MOKe BUHUKATH TiJIbKM IIif] Yac JTiKyBaHHS.

[Tig 9ac 3acTocyBaHHS LIbOTO IIpelapaTy CJliJ YHUKATH CTaTeBUX KOHTAKTIB, OCKI/IbKY iHPEKIIis MOXKe
nmepegaTucs mapTHePY.

[TarieHTOBI pEKOMEHAYETHCSA IIPOKOHCYIbTYBATUCS 3 JIIKapeM: IIPU BUSBJIEHIU TiepuyTIMBOCTI 10
Oynmb-sIKUX IPOTUTPUOKOBUX 3ac006iB a0 MOXiMHUX iMifla30i1y; y pa3i HasIBHOCTi BEHEPUYHUX
3axBOpIOBaHbL B aHaMHe3i maijieHTa abo 10oro CTaTeBOro NapTHePa; SKIIO Y IallieHTa BUCOKa
Temmeparypa Tina (Big 38 °C), 6i51b y HUXKHIN YaCTHHI XKUBOTA, OU3YPis, Oiflb y CIIKHI, THiMHI
BariHaJbHi BUMINIEHHS 3 HEIPUEMHUM 3allaxoM, BUPa3KU BYJIbBY Ta BariHabHi BUPA3KH,
IIOYEePBOHIHHS, miapesi, HymoTa, O/II0BaHHS, BariHaabHA KPOBOTEYaA, IO CYIIPOBOMKYETHCS O0IEM.

ITonepedaceHHA w000 NiIKYyBaAHHA KAHOUOO3HO20 8Y/1b8IiMY Y JHCiHOK. IIpOTSIroM MeHCTpyallil
JIIKyBaHHS IPOBONUTHU He Cifl. JIiKyBaHHS CIif 3aKiHYWTH OO OYaATKy MEHCTpYalil.

He BUKOPHUCTOBYBaTH TaMIIOHHM, iHTpaBariHa/lbHi 3pOIIeHHs, criepMinuau abo iHiI BariHanbHi 3acobu
il 4aC 3aCTOCYBaHHS LILOTO IIpenapary.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

KriHiyHMX OOCHiAXKeHb IIOA0 BIIMBY KJIIOTPUMAa30JTy Ha (PEePTUBHICTE Y KiHOK He TPOBOOUIIH, IIPOTE
OOCIi?KEeHHS Ha TBAPUHAX HE BUSBUJIM BIUIUBY KJIOTPHMAa30/1y Ha (EepPTUIIBbHICTE.

KinpkicTh mocmizKeHb i3 3aCTOCyBaHHSIM KJIOTPUMA30J1y V IIepiofl BariTHOCTI oOMekKeHa.



IocmimXeHHsT Ha TBAapUHAX He BUSIBUIIU MIPSIMOT0 a00 HEMPSIMOT0 IIKiIIUBOTO BIIJIUBY 3 TOYKH 30Dy
PETPONYKTUBHOI TOKCUYHOCTI. fK momnepenKyBanbHUM 3axin 6aKaHO YHUKATH 3aCTOCYBaHHS
KJIOTPHMMa30J1y BIPOJOBXK | TpuMecTpy BariTHOCTI.

Ha nepiop nikyBaHHS KJI0TPUMAa30JI0M CJIif IPUNUHUTYA TOOYBaHHS IpyAnto0. He 3acTocoByBaTtu Masb
y OUISHII MOJIOYHUX 3aJ103 IIPOTATOM YChOI'0 I1epiofy rofyBaHHs I'PYALLO0.

30amHicmb enaueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo 3 iHwumu
mexaHizamamu. He BOuBae.

Cnocid 3acmocyeaHHsi ma do3u.

Ma3sb 3acTOCOBYyBaTH iopociiuM. [lepen HaHeCEHHSM IIpernapaTy HeoOXiIHO PeTebHO OYUCTHUTH i
HiACYIINTY ypaxkeHi ginsgHku. Ma3b HaHocuTH 1-3 pa3u Ha fo6y mo 0,5 cM CMyXKKHM TOHKHM IIIapoM
Ha ypaXeHy OiISHKY IIKipu Ta MPUJIeTli OiISHKY i 00epekHO BTUPATH.

[Tpu KaHOMIO3HOMY BYJIbBiTI a60 KaHAMmO3HOMY OanaHiTi JopocnuM cMyxkKy Kpemy (0,5 cm) 2-3
pas3u Ha o0y HAHOCHUTU TOHKUM IIIapOM Ha ypaxXKeHi JinsgHKY (30BHIIIHI CTaTeBi OpraHu i

IIPOMIiXKHICTh y XKiHOK a00 T0JI0BKY 4JieHa i KpauHIO IIJIOTh ¥ YOJIOBIKiB) Ta BTUPATH.

Teparmis KaHAMIO3HOTO BYIbBITY a00 KaHOUAO3HOT0 OaaHiTy BUMarae oqHO4YaCHOr0 JIiKyBaHHSA 000X
napTHEPIB

TpuBamicTs Teparmii:

IpU epuTpasMi - 2-4 TUXKHI,

[IpY IepMaTOMiKO3ax - 3-4 THXKHI,

pu pizHOOapBHOMY nuiai - 1-3 TUXKHI,

IPY KaHOUAO03HOMY BYJIbBITI Ta KAaHAUO3HOMY OasnaHiTi - 1-2 TUXHI.

3aexkKHO Biff XapaKTepy Ta TIXKKOCTi 3aXBOPIOBaHHS JliKap MOXkKe IIPU3HAYUTH iHAUBITyaTbHUN
pexuM I03yBaHHS Ta CIOCiI0 3aCTOCYyBaHHS IIperapary, a TakoXkK TPHUBaIIiCTh JTiKyBaHHS.

[Iepepn 3acToCyBaHHSM IIperniapaTy CTOIU CJIifi IOMUTH TEIJIOI BOLOK 3 MUJIOM, Ma3b PETEJILHO
BTHpaTH, 0COOIHMBO MiX ManblsaiMu. 17151 3abe3nedeHHs eheKTUBHOCTI JIiKyBaHHS, 3a/IeXKHO Bif
3aXBOPIOBaHHS, HeOOXigHO IPOIOBXKUTH 3aCTOCYBAHHS Maa3i I1le Ha 2 TUXKHI ITiCc/Is 3HUKHEHHS
Cy0’EKTUBHUX CUMIITOMIB.

[TarienT Ma€e 060B’sI3KOBO TTOBIIOMUTH JIiKaps, SKIIO He HAaCTaJlo TOKPAIaHHs Micyg 4 TUXKHIB
JIIKyBaHHS.

Himu.

IocBif 3acToCyBaHHA IIpenapaTy HiTSM BiICYTHIM.



Ilepedo3yeaHHsi.

2KogHOTr0o pU3uKY rOCTPOI iHTOKCHUKALlil HEMa€, OCKiTbKM MaJIOWMOBIpHO, 1[0 TIEPEeN03yBaHHSI
MOZKJIMBe TIiCJI Pa30BOi BariHa/lbHOI 031 a00 HaHECEHHS Ha IMIKipy (3acTOCyBaHHS Ha BEJIMKUX
OiNsSHKaX LIKipY IpY YMOBAX, 10 CIIPUSIOTH MiABUIIEHOMY BCMOKTYBaHHIO), @ TAaKOXK IiC/IS
BUIIAJKOBOT'0 II€POPAJbHOr0 3aCTOCYyBaHHSA. Cieln(piyHOr0 aHTUAOTY HE iCHYE.

[Tpu BuIIafIkOBOMY II€POPAIbHOMY 3aCTOCYBaHHI PiIKO M0OXKe BUHUKHYTHU ITOTpeba y MpoBedeHHi
IIPOMUBAHHS IIIYHKA, SKIIO [[03a, Ka 3aTrPOXKYye XKUTTI0, Oya 3aCTOCOBaHa BIPOJOBXK IOIEPETHbOI
roguHu abo SKIO HasBHI BUAMMI CUMIITOMU Ilepefo3yBaHHs (HampuKIIal, 3allaMOpPOYeHHs, HyJoTa
abo 6moBaHHS). [[poMUBaHHS LMITyHKA CITiT MIPOBOAUTY JIUIIE YV BUMTAAKaX, KOIU € HaleXHUM 3aXUCT
OVXaJIbHUX LIJISXIiB.

ITo6iuni peakuii.
Y nepiof 3acToCyBaHHS NpemnapaTy MOXYTh TPAIUITUCS HACTyNHI mobiuHi edpekTu:

- 3 60Ky iMyHHOI CHCTeMHU: aJieprivHi peakilii, BKIII0Ya4y HEIIPUTOMHICTb, apTepiabHy TilMoTeH3ilo,
3a[IUIIKY, KPOIIUB' THKY;

- 3 6OKy IKipy Ta MigIIKipHOI KITiTKOBUHU: ITOUEPBOHIHHS (epuTeMa), MyXupi, He3MyKaHHS,
nuckoMpopT/6inb, HAOPSK, TOAPa3HEHHs, TyLeHHS, CBepOiXK, BUCUIIaHHS, TIOKOJTIOBaHHS,

[IeYiHH/BIIUYTTS XKapy.

[Tpu mipBUILeHiM YyTIUBOCTI IO I[ETOCTEAPUIOBOTO CIIUPTY MOXKYTh BUHMKATH aJiepridyHi peakilil Ha
mKipi a6o Ha CIHM30Bil 000JOHIII.

Tepmin npudamuocmi. 2 POKHU.

YMoBu 30epiranHsi.

30epiraTu B OPUTiHANBHIN YIIaKOBIN Tpu TeMiepaTypi He Buie 25 °C. He 3aMopoxXyBaTH.

306epiratu y HeAOCTYIIHOMY AJid OiTEX MicCIi.

YnakoBka.

I[To 15 T abo 25 r y Ty6ax; 1 Tyba y mautii.

Kareropis Bigmycky.

bes penernra.



BupoOHHuK. [TPAT «OITOOAPM».

Micue3HaxoaKeHHsI BHPOOHHKA Ta afipeca MicIisi MpoBaIKeHHS HOT0 Tis/TbHOCTI.

Vkpaina, 84500, [Tonenbka 00:., M. BaxmyT, Byn. Cubip1iesa, 2.

3asaBHUK. [IpAT OO «Biona».
Micne3HaxoaKeHHs 3assBHHKA.

Ykpaina, 69063, 3anopi3pka 0051., MicTo 3anopixxks, Bynunsa AkageMika AMocoBa, OyouHOK 75.



