IHCTPYKUIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKapChKOIo 3aco0y

KJIOTPUMA30.1
(CLOTRIMAZOLE)

Cknao:

diroua peuosuna: clotrimazole;

1 r Ma3i MiCTUTH KJI0TpUMazoiy 10 mr;

OONOMICHI pedosuHU. MaKpOTOIly IIeTOCTeapuiioBUi edip, CHUPT LETOCTeapHIOBHiA, mapadin
Ol M’SIKWiA, OJTisl MiHEpaJIbHA, MPOMUICHTIIIKOb, XJIOPKPE30J1, HAaTpiro TiapodocdaT Auriapar,
apomatu3zatop (Creamatest P3078), Bona ounuiena.

Jlikapcbka ¢opma. Mazb.
OcHosHi Qi3uko-XiMmiuHi énacmugocmi: M’ siKa Ma3b OLTOTO KOJIbOPY.

®apmakorepaneBTudHa rpyna. Kog ATX.
[IpoTurpuOkoBi mpenapaTu UIsi MicleBOro 3acrocyBaHHs. [loxifHi iMiga3ony Ta Tpiazoiy.
Knorpumazon. Kog ATX DO1A COl.

Dapmakon02ivni e1acmueocmi.

Dapmaxoounamixa.

Krnorpumazon mae MHMPOKUA CHEKTP AHTUMIKOTHYHOI il in vitro Ta in vivo, y T. 4. Ha
nepmatodity, 6iactoMineT, ripomiteru Ta TUMOp(HI TPUOKH.

VY X0l eKCIepuMEHTATbHUX JOCIIKEHb MIHIMAJIbHI KOHIIEHTpAIlii, SKi TPUTHIYYIOTh PO3BUTOK
rpuoKiB, ctanoBwin 0,062-4 (-8) Mxr/mi. KimoTpumazon YMHUTH NEPEBaXHO (DYHTICTATUYHY AifO0.
EdexTu in vitro oOMeXyrThCs JII€I0 Ha €JIEMEHTH TPUOKa, 10 MpoidepyroTh; TPHOKOBI CIIOPH
MaroTh HHM3bKY Bpa3iMBicTh. MexaHi3M Aii mondrae y NPUTHIYEHHI CHHTE3Yy eprocrepoily, Iio
MPU3BOJIUTE IO PYHHYBaHHS Ta MOTIPIICHHS (QYHKIIT IUTOIIA3MAaTHIHOI MeMOpaHu TpruoKa.

Kpim aHTUMIKOTHYHOTO e(eKTy, KIOTPUMA30J in Vitro TIPUTHIYYE PO3MHOKEHHSI KOPUHEOAKTEPiit
Ta TPAMIIO3UTHBHUX KOKIB, 32 BUHATKOM €HTEPOKOKIB, y KoHIeHTpamisx 0,5-10 Mkr/mi Ta mie Ha
TPUXOMOHAH MpH KoHIeHTpauii 100 MKr/mur.

Pe3ucTeHTHICT, O KJIOTPUMA30Jy OIIHIOETHCSA SIK CHPHUSATIMBA Y MEPBUHHO PE3UCTEHTHUX
IITaMiB YyTJIMBHUX BUAIB TPUOKIB 1 BUHUKAE PiKo. BTOpuHHA PE3UCTEHTHICTH PO3BUBAETHCA Y
TIEPBUHHO YYTJIMBUX BUIB IPUOKIB IMiCIIs JIKYBaHHS, 110 CTIOCTEPITAETHCS BKPAM PIIKO.
Dapmaxokinemuxa.

JocnimxenHs GpapMakOKIHETUKH MOKa3ajH, 110 BCMOKTYBaHHS KJIOTPHUMA30ily He3HauHe — < 2 Ta
3-10 % 3acTocoBaHOi 103M 3 MIKOM IUIa3MOBOi KOHIIEHTpaii Air04oi pedoBrHH < 10 Hr/miL

KuiniuHi XapakTepucTHKH.

Iloxazanns.

— I'pubkoBi iH(peKuii mKipu Ta cIM30BUX 00OJOHOK, CIIPUYMHEH] AepMaTo(iTaMu, APiIkKIKOBUMHU
Ta TUTICHSABUMH TPUOKAMH Ta IHIIMMHU 30yTHUKAMH, YYTIIMBUMH 70 KIOTPUMA3O0IYy.

— Indexuii mkipu, cnpuunneni Malassezia furfur (BuciBkonoaionuit numaii) Ta Corynebacterium
minutissimum (epuTpasma).

— Kanaumo3Huii BynbBIT Ta KaHIUIO03HUN OallaHiT.

Ilpomunokaszanna.
[TizmBuIIeHa YyTAUBICTH 10 KJIOTPUMAa30.Ty a00 10 OyAb-IKUX THIITMX KOMITOHEHTIB Tperapary.

B3aemooia 3 inwmumu nikapcoKumu 3acodvamu ma inuwii 6uo0u 83acmooii.



Bunanku B3aemonii 3 IHITUMU JIKApCHKUMHU 3aco0amMu HeBijioMi. Yepe3 HU3bKY BCMOKTYBaHICTh
IPY MIiCIIEBOMY 3aCTOCYBaHHI PU3HK PO3BUTKY B3a€MO/IiH € MaIOMMOBIPHUM.

[Ipu omHowacHOMy 3acTocyBaHHI KioTpumaszony mMasi 3 JaTEKCHHUMH TPOAyKTaMu (HaNpUKIIaL
npesepBaTUBaMu Ta AiadparmMamu) (yHKIIOHAJIbHA 3JaTHICTh OCTAHHIX MOXE 3HUKYBATHCS
4yepe3 JTOTMOMDKHI PEYOBHHHM, SIK1 MICTUTH TpernapaT (0COOIMBO cTeapaTH) 110, K HACTII0K, MOXKE
BILJTMBATH HA O€3MEYHICTh [UX MPOIYKTIB.

Ocobueocmi 3acmocy8anns.

Jlikapcbkuid  3aci® MICTUTH 1LIE€TOCTEAPWIOBUH CHUPT Ta NPOMUICHIIIKOIb, IO MOXYTh
CIIPUYMHHUTH MICIIEB1 MIKIPHI peakIlli (HampukiIaj, KOHTAKTHUHA IEPMATUT) Ta MOIPa3HEHHS IKIPH
a TaKOXX XJOPKPE30J, 10 MOXE CIPUYMHUTH alepridHi peakuii. Y TakuxX BHIJKaX 3aMiCTb
KpeMy PEKOMEHIIYEThCSI 3aCTOCOBYBATH JIIKAPChKI (DOPMHU, IO HE MICTITh IIBOTO KOMITIOHEHTY
(po3umH abo crpeii).

Ile#i mikapchkuii 3aci® MICTUTHh OCH3WJIOBHH CIUPT, TOMY HOr0O HE CIiJI 3aCTOCOBYBAaTH
HEJIOHOIICHUM JIITSIM Ta HOBOHAPOKEHUM.

[Tim gac 3acTocyBaHHS IILOTO Mpenapary Ciifi YHUKATH CTaTeBUX KOHTAKTIB, OCKUIbKU 1H(EKIIisA
MOXe Tmepenarucs mnapTHepy. IIpum opHouacHOMy 3actocyBaHHI Kiorpumason, wmasb, 3
JATEKCHUMH TIPOAYKTaMH (HAmpuKiIaa, Tpe3epBaTuBaMu Ta miadparmamu) (QyHKIIOHATBHA
3/IaTHICTh OCTaHHIX MOJKE 3HMKYBATHCS Yepe3 JOMOMIXKHI peuoBHHH, ki MicTUTh KioTpumasodn,
Ma3b, (0COOJIMBO, CTEapaTH), 10, SIK HACIIOK, MOKE BIUTMBATH HA OE3MEUYHICTH IIMX MPOIYKTIB.
Lei#t epexT THMUYacOBUI 1 CHIOCTEPIraeThCs JIMIIE BIPOJOBK IMEPIOAY 3aCTOCYBAaHHS Iperapary.
YHuKaTH KOHTaKTy 3 ounma. He koBTaTu.

XBOpOMY PEKOMEHIYETHCS MTPOKOHCYIBTYBATUCS 3 JIIKApeM: MPHU BHUSIBIICHIH TiNepuayTIUBOCTI 10
OyIb-KUX MPOTUTPUOKOBUX 3ac00IB a00 MOXITHUX IMiJa30Jly; Y pa3i HasBHOCTI BEHEPUUHUX
3aXBOpIOBaHb B aHaMHE31 XBOPOTro ab0 HOro CTaTeBOro MapTHEPA; SKIIO y XBOPOTO BUCOKA
temriepatypa Tina (38 °C abo Buie), 011 y HUKHIA YaCTHHI JKUBOTA, AU3Ypis, OUTh y CIHHI,
THIMHI BariHaJpHI BUAUICHHS 3 HEPUEMHUM 3allaxOM, BUpa3Ku BYJIbBU Ta BariHaJlbHI BUPa3KH,
MMOYEpPBOHIHHS, Jllapesi, Hy10Ta, OJI0OBaHHs, BariHaJIbHA KPOBOTEYA, SIKa CYIPOBOKYETHCS O0IeM
y IUIedi.

Ilonepedoicenns w000 niKysanHs KAHOUOO3HO2O0 BYabsimy ) dicinok. IIpoTsarom MeHCTpyartii
JIKYBaHHS MPOBOJUTH HE ciifl. JIIKyBaHHS CTiJl 3aKIHYUTH J0 MOYATKy MEHCTPYaLlii.

He 3actocoByBaTH TaMIIOHHW, iHTpaBariHaJbHI 3POIICHHS, CIEPMINHMAA a0O0 1HIIN BariHAJIbHI
IPOAYKTH ITiJ] 4ac 3aCTOCYBAHHsI LIbOTO Mperapary.

3acmocysanus y nepioo eazimnocmi abo 200y8aHHsA epyOoio.

KiiHIYHUX JOCIIKEHDb 1010 BIUIMBY KJIOTPUMA30idy Ha (PepTHIBHICTh y JKIHOK HE MPOBOJIUIIH,
IpOTE JOCHIKEHHS Ha TBapUHAX HE BUSBHIIM BIUIMBY KJIOTPHUMA30Ly Ha (DePTUIIbHICTb.
KinpkicTh MOCHIIKEHh 3 BUKOPUCTAHHSM KJIOTPUMA30Jly y TEpioJ BariTHOCTI OOMEXKeHa.
JlocnmipKeHHsT Ha TBapMHAX HE BUABMIIM MPSAMOTO a00 HENPSMOTO IIKIJIMBOTO BIUIMBY 3 TOYKH
30py PENpOAYKTHBHOI TOKCHYHOCTI. Sk TmomepemKyBadbHUN 3axif, OaXaHO YHUKATH
BUKOPUCTaHHS KJIOTPUMA30J1y BIPOJOBXK | TpUMECTpy BariTHOCTI.

VY xoxi JiKyBaHHS KJIOTPUMA30JIOM CIiJl TPUIUHUTH TOAYBaHHA Tpymaro. He 3actocoByBaTH
Kiotpumasosn, Masb, y JUISHII MOJIOYHHUX 327103 TIPOTSITOM YCHOTO MEPio1y TOAYBaHHS TPYIITIO.

30amuicms enaueamu Ha WEUOKICMb peakyii npu Kepy8aHHi aemompancnopmom abo pooomi 3
THUWUMU MEXAHIZMAMU.
He BnuBae.

Cnoci6 3acmocysannsa ma 0o3u.
Jopocnum Ma3p 3actocoByBaTH 1-3 pa3u Ha 100y. CMyxKy Masi qoBxkuHOIO 0,5 ¢cM HAaHOCUTH
TOHKHMM IIapOM Ha JUISHKY IIKIPH PO3MIPOM 3 JOJIOHIO Ta BTUPATH.



[Ipy kaHIUIO3HOMY BYJIBBITI Ta KaHAHJIO3HOMY OaJlaHITI y JOPOCIHX CMYXKY Ma3li HaHOCHUTH
TOHKMM IIapOM Ha ypa)kKeH1 AIISHKU (30BHIIIHI CTAaTeBi OpraHu 1 MPOMEXKHUHY y KIHOK abo
TOJIOBKY CTAaTE€BOI0 YICHA 1 KpailHIO IJIOTh Y YOJIOBIKIB) Ta BTUpATH. Tepartist TaHUX 3aXBOPIOBaHb
BHMAarae 0JIHOYaCHOTO JIIKyBaHHSI 000X MMapTHEPIB.

Jlnst HamifHOTO BUJIAJICHHS 30yIHUKA Ta 3aJI€KHO BiJl CAMIITOMIB JIIKYBaHHS CJIiJI TTPOJIOBKYBATH
npuOJIM3HO 2 THXKHI MTICHA 3HUKHEHHS Cy0’ €KTUBHUX CUMIITOMIB.

3aranbHa TPUBAJIICTh JIKYBaHHS CTAHOBHTD:

JIEpPMaTOMIKO3U — 3-4 THXKHI,

eputpasma — 2-4 THXHI,

pizHOOapBHMIA uIai — 1-3 THXKHI;

KaHJUIO03HUI BYJIBBIT Ta KaHIUAO3HUM OaaHiT — 1-2 THKHI.

[TamieHT Mae OOOB’SI3KOBO TOBIJOMMTH JIIKaps, SKIIO HE HACTAJIO HISKOTO MOKPAIICHHS TIiCIs
4 THXKHIB JIIKYBaHHA.

Himu.

JlocBiz 3acTocyBaHHS TIpenapary AiTSM BiJICYTHIH.

Ilepeoo3ysanns.

XomHoro pu3MKy rocTpoi IHTOKCHKAIi HEMa€, OCKUIBKA MaJOWMOBIPHO, IO MEPEI03yBaHHS
MO>KJIMBE TIICIISI pa30BOi BariHaIbHOI J03W a00 HAHECEHHS Ha MIKIpY (3aCTOCYBaHHS Ha BEITMKUX
JTUISHKAX IIKIpY TPU yMOBAax, IO CHPUSIOTH IiJBUIIEHOMY BCMOKTYBAaHHIO), @ TAaKOX MICII
BUITAIKOBOTO TIEPOPAITBHOTO 3acToCcyBaHHs. CrienniYHOT0 aHTHIOTY HE ICHYE.

[Ipu BUnankoBOMY MepopaIbHOMY 3aCTOCYBAaHHI PIAKO MOXE BUHUKHYTH MOTpeda y MpOBEICHHI
NPOMHUBAaHHA IUTyHKa, SKIIO [03a, fAKa 3arpoXye >KUTTIO, Oyjla 3acTOCOBaHA BIIPOJOBXK
HOMEPEeIHbOI TOAMHU a00 SKIIO HAsABHI BHIUMI CHUMITOMH IEpeO3yBaHHs (HAIPHKIA,
3aMmaMoOpOYCHHs, HyaoTa abo OsroBaHHs). [IpoMuBaHHS NUTYHKA CIIiJ TPOBOJAWTH JIHIIE Y
BUIIA/IKAX, KOJIM € HAJIECKHUH 3aXUCT AUXATbHUX IIIJISXIB.

I06iuni peaxuii.

[IpoTsirom 3acTocyBaHHS MpenapaTy MOXJIMBI Taki MOOIYHI eheKTH:

— 3 00Ky IMyHHOT CUCTeMH: aJIepriyHi peakiiii (HEMpUTOMHICTb, apTepiaibHa T1IIOTeH31s, 3aJUILKa,
KpOTIUB’ SIHKA),

— 3 OOKy IIKipM Ta MIAMIKIPHOI KJIITKOBUHM: TOYEPBOHIHHS (epuTeMa), MyXHpi, HE3TyKaHHS,
nuckoM$opT/0inb, HaOpsK, MOApPa3HEHHsS, JYIICHHs, CBEpPODK, BHUCHUIAHHSA, ITOKOJIOBAHHS,
NEUiHHS/BITIYTTS JKapy.

Tepmin npudamnocmi.
4 poku.

YMoBH 30epiranus.
30epiraty B OpUTriHAIBHIN YyIaKoBIi B HEAOCTYITHOMY JJISl JITeH MICII IPU TEMIIEpaTypi HE BUIIE

30 °C.

YnakoBka.
ITo 20 r B amomiHi€Bi# TyO1 B MayIli 3 KAPTOHY.

Kareropis Binnmycky. be3 penenra.

BupooOnuk.
Enk’r06 Erikan3 [Ipaiisit Jlimiten, [aais/Encube Ethicals Private Limited, India.



