IHCTPYKIIA
JJIS1 METUYHOT0 32CTOCYBAHHA JiKapPChKOro 3aco0y

KJIOTPUMA30.1
(CLOTRIMAZOLE)

Cknao:

oioua peuosuna. clotrimazole;

1 r Ma3i MiCTUTB KJI0TpUMazoiry 10 mr;

OONOMICHI pedo8uHU. MaKpOTOIly IE€TOCTeapuiioBUi edip, COUPT LETOCTeapHIoBHiA, mapadin
0Lt M’SIKWiA, OJIisl MiHEpaJIbHA, MPOMUICHTIIIKOIb, XJIOPKPE30J1, HAaTpiro TiapodocdaT Auriapar,
apomatu3zatop (Creamatest P3078), Boma ouuntieHa.

Jlikapcbka ¢opma. Ma3sb.
OcHosHI Qi3uKko-XiMiuHi én1acmugocmi: M’ siKa Ma3b OLJIOTO KOJbOPY.

®apmakorepaneBTudyHa rpyna. Kog ATX.
[IpoTurpuOkoBi mpenapaTu Uil MicleBoro 3acrocyBaHHs. [loxifHi iMiza3zonly Ta Tpia3oiy.
Knorpumazon. Kog ATX DO1A COl.

Dapmakono2iuni eracmueocmi.

Dapmaxoounamixa.

MexaHi3M aHTUMIKOTHYHOI il KJIOTPUMA30idy TIOB’SI3aHWM 13 TPUTHIYCHHSIM CHHTE3Y
eprocTepony, M0 MPU3BOAUTH JO CTPYKTYpHOTO Ta (PYHKIIIOHATHHOTO MOIIKOKCHHS
[IATOIIA3MAaTUYHOT MEMOpPaHH TPUOKIB.

Knorpumason mae MIMPOKHHA CHEKTp aHTUMIKOTHYHOI aii in vitro Ta in vivo, y T. 4. Ha
nepmatoditu, 6mactomineTy, rihomineTu Ta AMMopdHI TPUOKH.

VY Xoai eKcriepuMEeHTATbHUX JO0CHIHKEHb MiHIMaIbHI KOHLEHTpAIlii, SKi MPUTHIYYIOTh PO3BUTOK
rpuokiB, ctanoBmn 0,062-4 (-8) Mxr/mi cydcrpary. MexaHi3m il KJIOTPUMa30JTy OB’ sI3aHUH 13
MEPBUHHOI0 (PYHTICTATHYHOI a00 (YHTIUIHOI aKTHBHICTIO, 3aJ€KHO BIJ KOHIEHTpAIlii
KJI0TpuMasony B micii iHdekiii. Edextu in vitro 0OMexyroThes i€10 Ha eJIeMEeHTH rpuOKa, 1o
nporidepyroTh; TPUOKOBI CHOPU MArOTh HHU3bKY Bpa3iHWBICTh. MexaHi3M Aii mojisrae y
MPUTHIYCHH] CHHTE3Y €procTepoiy, IO MPU3BOAWTH 0 PYWHYBaHHS Ta MOTIPIICHHS (QYHKIIIT
[IUTOIJIA3MATUIHOT MEMOpaHU TpUOKa.

OKpiM TPOTUTPUOKOBOT aKTHBHOCTI, KJIIOTPUMA30JI JII€ TAKOX HA TPAMIIO3UTUBHI MIKpOOpTaHi3MHU
(Streptococci/Staphylococci/Gardnerella  vaginalis) Ta  rpaMHeraTuBHI  MiKpOOpraHi3Mu
(Bacteroids). He BmumBae Ha jakToOaktepii. KpiM aHTHMIKOTHYHOTO e(eKTy, KIOTpUMa3oi in
VItr0 mpurHidye pO3MHOKEHHsS KOpWHEOAaKTepii Ta TpaMIIO3UTUBHHX KOKiB, 32 BHHSTKOM
E€HTEpOKOKiB, y KoHueHTpamisx 0,5-10 Mkr/mu cyOctpaTy Ta i€ Ha TPUXOMOHAIH IPH
koH1eHTpaii 100 MKr/mir.

Pe3nCTeHTHICTh /0 KJIOTPUMA30Jly OIIHIOETBCS SK CIPHUSATINBA y TEPBHHHO DPE3MCTEHTHUX
IITaMiB YyTJIMBUX BHUJIB TPUOKIB 1 BUHUKAE PiKo. BTOpHHHA PE3UCTEHTHICTH PO3BUBAETHCA Y
MEPBUHHO YYTJIUBUX BUIB IPUOKIB MiCIIs JIKYBaHHS, 110 CIIOCTEPITAETHCS BKpal PiIKo.

Dapmaxokinemuxa.

dapMaKOKIHETHYHI TOCIIHPKEHHS TIOKA3aJIH, 10 TIC/Is HAHECEHHS KPeMy Ha HEYIIKOKEeHY a0o 3
O3HaKaMH 3alajeHHs MIKIPy KJIOTPUMA30Jl IMOTparuisie B KPOBOOOIT JIOJWHU Y MiHIMAJIbHIN
KibKOCTi. [TiKOBI KOHIIEHTpaLlii KIOTPUMAa30Jly B CHPOBATI KPOBi Oy/IM HUXKYE MEXI BHSBIICHHS,
ska ctaHoBUTH 0,001 MKT/MII, OT)KE€ MMOBIPHICT, BUHUKHEHHS CUCTEMHHUX €(eKTiB a00 MoOIYHUX
peaxIiiii mpu MiCIIeBOMY 3aCTOCYBaHHI KJIOTPHUMA30Jly MaJa.



KuainiuHi xapakTepucTukm.

Ilokazannus.

— I'pubKxoBi iH}EKIIT mIKipy Ta CIM30BUX 000JOHOK, COPUYUHEHI AepMaTodiTamMu, APiKIHKOBUMHU
Ta IUTICHSBUMH I'PUOKaMHU Ta IHIIMMHU 30y THUKaMH, Yy TIMBUMH 0 KIOTPUMA30ITY.

— Indexmuii mkipu, cnpuunnaeni Malassezia furfur (suciskonoaionuii numrait) Ta Corynebacterium
minutissimum (eputpasma).

— Kannmo3auii ByJIbBIT Ta KaHAWIO3HHUHN OalaHIT.

Ilpomunokaszanna.
[limBuIIeHa Yy TIWBICTH 10 KJIOTPUMA30Ty a00 0 OyAb-sIKUX 1HIITMX KOMIIOHEHTIB TIpemapary.

B3aemooia 3 inwmumu nikapcoKumu 3acobamu ma inuii 6UOU 83a€MOOIT.

Bunanku B3aemoii 3 iHITUME JIIKQPCHKUMH 3aco0amMu HeBiioMi. Uepe3 HU3bKY BCMOKTYBAaHICTh
MIPH MIiCIIEBOMY 3aCTOCYBaHHI PU3UK PO3BUTKY B3a€EMO/IIN € MATOWMOBIPHHUM.

[Ipu omHovacHOMY 3actocyBaHHI KnoTpumaszoiy, masi, 3 JTaTEKCHUMHU MPOIYKTaMH (HAPUKIIA
npe3epBatuBaMu Ta miadparmMamu) (PyHKIIOHAIbHA 3[aTHICTh OCTaHHIX MOXKE 3HWKYBATHCS
4yepe3 IOTIOMIXKHI PEUYOBUHH, SIKI MICTUTh Tpernapar (0COOJIMBO CTeapaTH), 10, K HACTIOK, MOXKE
BIUTMBATH Ha OE3MEYHICTh IMX NpoaykTiB. IlamieHTaM pEeKOMEHIOBAaHO BHKOPHCTOBYBATH
QIbTEPHATUBHI METOIM KOHTpAaleNnuii MpuHAaMHI MPOTATOM 5 ITHIB MicCis 3aCTOCYBaHHS LbOTO
JKapChKOTO 3ac00Y.

Ocoobnueocmi 3acmocy8amnnsi.

Bci MonuBi iH(IKOBaHI JUISTHKH €111 0OpOOISATH OTHOYACHO.

Jlikapcbkuit  3aci® MICTHTH IIETOCTEAPUJIOBHN CHUPT Ta MPOMIJIEHTIIKOIb, M0 MOXYTh
CIPUYMHUTH MICIEBl IIKIpHI peakmii (HampuKiIal, KOHTAaKTHUM JepMaTUT) Ta MOApPA3HEHHS
IIKIpH, a TAKOX XJIOPKPE30J, M0 MOXKE CIPUYMHUTH aJepriyHi peakilii. ¥ Takux BHIAIKaX
3aMICTh KpEMYy PEKOMEHAYEThCS 3aCTOCOBYBATH JIKApChbKi (OPMH, IO HE MICTATH LBOTO
KOMITOHEHTY (pO34uH abo cripeit).

Le#t nikapchkuit 3aci® MiCTUTh OEH3WIOBHI CHHUPT, TOMY HOro HE CIiJi 3aCTOCOBYBAaTH
HEJIOHOIIIEHUM JIITAM Ta HOBOHApO/UKEHMM. BEH3MJIOBHI CHUPT MOXKE BHUKJIMKATH ajlepriuHi
peakiiii Ta HoMipHe MOAPa3HEHHS Y MicClli HAaHEeCEHHSI.

[Tiz gac 3acTocyBaHHS IILOTO Mpemapary CJijJl YHUKATH CTaTeBUX KOHTAKTIB, OCKUIbKU 1H(EKIIiSA
MoXxe mepenarucsi naprtHepy. I[lpm oxHOowacHoMy 3actocyBaHHi Kiorpumasomy, wmasi, 3
JATEKCHUMH TPOAYKTaMH (HampuKiIaa, Tpe3epBaTuBaMu Ta miadparmamu) (QyHKIIOHATBHA
3/IaTHICTh OCTaHHIX MOJKE 3HMKYBATHCs 4epe3 JOMOMIXKHI peUuOBHHH, K1 MicTuTh Kiotpumasodn,
Ma3b, (0COOJIMBO, CTEapaTH), 10, SIK HACIIOK, MOYKE BIUTMBATH Ha OE3MEUYHICTH IIMX MPOIYKTIB.
Leit edexT THMUYacOBHUIl 1 COCTEPIraeThCs JIMIIE BIPOJOBK IMEPIOAY 3aCTOCYBAaHHS Iperapary.
YHuKaTH KOHTaKTy 3 ounma. He koBTaTh.

XBOpOMY PEKOMEHIYETHCS MPOKOHCYJIBTYBATUCS 3 JIIKApeM: IMPHU BUABICHIHN TiepUyTIUBOCTI 10
OyIb-IKUX MPOTUTPUOKOBUX 3ac00IB a00 MOXITHUX 1MiJa30ily; Y pa3l HasBHOCTI BEHEPUUYHUX
3aXBOpIOBaHb B aHaMHE31 XBOPOTro ab0 HOro CTaTeBOro MapTHEPA; SKIIO y XBOPOIO BUCOKA
temriepatypa Tina (38 °C abo Buie), 01T y HHKHIA YaCTHHI JKUBOTA, AU3Ypis, OlIb y CIUHI,
THIMHI BariHaJbHI BUAUICHHS 3 HEPUEMHUM 3allaxoOM, BUPa3KW BYJIbBU Ta BariHaJlbHI BUPa3KH,
MMOYEPBOHIHHS, Jliapesi, HyJ0Ta, OJI0BaHHs, BariHaJIbHa KPOBOTEYA, KA CYMPOBOIKYETHCS O0IeM
y IUIei.

Ilonepeodoicentss w000 NKY8aHH KAHOUOO3HO20 8yabeimy Yy dcinok. IlpoTsarom MeHCTpyarii
JIKYBaHHS IPOBOJIUTH He cliil. JIIKyBaHHSI CITiJT 3aKIHYUTH J0 TTOYAaTKy MEHCTpYyaIlii.

He 3actrocoByBaTM TaMIioHM, iHTpaBariHaJbHI 3pOIIEHHS, CHepMiluaAn alo I1HIN BariHajJbHI
MIPOJIYKTH ITiJ] 4aC 3aCTOCYBaHHS IIbOTO MPETapary.

3acmocysanns y nepioo sazimuocmi abo 200y8aHHs 2pyook0.

2



BaritHicTb.

KinpkicTh JaHUX MPO 3aCTOCYBAaHHS KJIOTPUMA30Jy BariTHUM >KiHKaM oOMexeHa. JlocmimkeHHs
Ha TBaprWHAaX MOKa3alM PENpORYyKTHBHY TOKCHYHICTh KJIOTPHMA30iy HpU HOTrO HEpOpaTbHOMY
3aCTOCYBaHHI Y BUCOKHUX J103aX. OCKIJIbKM CHCTEMHA €KCIO3HULIs KIIOTPHUMA30ITy IICIs MiCLIEBOTO
3aCTOCYBaHHS HHU3bKa, IIKJIMBA i IIOAO PENpOAYKTHBHOI (YHKIT HE MPOTHO3YETHCS.
KiotprMason MoxHa 3aCTOCOBYBATH TIiJ] 4ac BariTHOCTI, ajie TUTBKH 1] HATJISIIOM JIiKaps.
Ilepion rpyIHOTO rOyBaHHS.

Hemae maHux mpo BUALICHHS KIOTPUMA3oily B IpyaHe Mosoko. OpHak BiOMO, IIO CHCTEMHA
abcopO11ist € MiHIMAJIBHOIO MICIS MICLIEBOTO 3aCTOCYBAHHA 1 HaBPSA UM MPU3BENE 10 CUCTEMHUX
edextiB. Ma3p Knorpumazon MoXHa BUKOPHCTOBYBAaTH B TIEPiOJ] TPYAHOTO TOMyBaHHA. Y pasi
MICIIEBOTO 3aCTOCYBaHHS Ha AUISHKY COCKIB MOTPIOHO MUTH TPY/IH MEpe] TOyBaHHAM AUTHHH.
DepTUIBHICTS.

KniniuHi 1ocaiKeHHs 010 BIUTUBY KJIOTPUMAa30iy Ha (pepTHIBHICTD Y )KIHOK HE MPOBOIMIINCA,
IpOTE JTOCITIHKEHHS Ha TBApUHAX HE BUSBUIIM HOTO BIUIMBY HA (EPTUIBHICTB.

30amuicmu énausamu Ha wUOKICMb peakyii npu Kepy8awHi a8MOMPAHCNOPMOM AOO THUUMU
Mexanizmamu.

Jlikapcbkuit 3aci0 He BIUIMBae a0 Ma€ HE3HAYHUH BIUIMB HA 37]aTHICTh KEPYBAaTH TPAHCIIOPTHHUMH
3aco0amy Ta MPaIlOBaTH 3 MEXaHI3MaMHU.

Cnoci6 3acmocysannsa ma 0o3u.

Hopocnum Ma3p 3actocoByBaTH 1-3 pa3u Ha 100y. CMykKy Ma3i noBxkuHOIO 0,5 ¢cM HaHOCUTH
TOHKHMM IIapOM Ha JUISHKY IIKIPH PO3MIPOM 3 JIOJOHIO Ta BTUPATH.

[Ipyn xaHIUIO3HOMY BYJIBBITI Ta KaHAWJIO3HOMY OaJlaHITI y JOPOCIUX CMYXKKY Ma3i HaHOCUTH
TOHKMM IIapOM Ha ypakKeH1 MIJSHKH (30BHIIIHI CTAaTeBi OpraHW i MPOMEXHHY Y >KIHOK a0o
TOJIOBKY CTAaTE€BOI0 Y€HA 1 KpailHIO IJIOTh Y YOJIOBIKIB) Ta BTUpATH. Tepartisi TaHUX 3aXBOPIOBaHb
BHMAarae OJIHOYaCHOTO JIIKyBaHHsI 000X IMapTHEPIB.

Jlnst HanmifHOTO BUIAJICHHS 30yTHUKA Ta 3aJIe)KHO BiJl CAMIITOMIB JIIKyBaHHS CJIiJI TPOJIOBKYBATH
npUOJIM3HO 2 THXKHI TICHA 3HUKHEHHS Cy0’ €KTHBHUX CUMIITOMIB.

3aranpHa TPUBAJIICTh JTIKYBaHHS CTAHOBHTH:

JEpMaTOMIKO3U — 3-4 THXKHI,

epuTpasma — 2-4 THXKHI,

pizHoOapBHUH Jmiait — 1-3 THKHI;

KaH/IUI0O3HUH BYJIBBIT Ta KaHAWIO3HUM OanmaHIT — 1-2 THXKHI.

[MarieHT Mae 00OB’SA3KOBO MOBITOMHUTH JIiKapsl, SIKIO HE HACTAIO HISKOTO MOKpAIIeHHS micis 4
THKHIB JIIKYBaHHS.

Himu.

JlocBiz 3acTocyBaHHS Mpenapary IiTSAM BiICYyTHIH.

Ilepeoosysanns.

’KomHoro pusuky rocTpoi IHTOKCHKAIl HEMa€, OCKUIBKHM MaJOWMOBIPHO, IO TIEPEI03yBaHHSI
MOYJIMBE TICIIs Pa30BOi BariHaJbHOI 03M a00 HAHECEHHs Ha IIKipy (3aCTOCYBAaHHS Ha BEIUKUX
TIISHKaX MIKIpU TPU yMOBax, IO CHPHUSIOTH MiABUIIECHOMY BCMOKTYBaHHIO), a TaKOX ITICISA
BUIIA/IKOBOT'O MIEPOPATBHOTO 3acTOCyBaHHs. Crielu(iqyHOro aHTHIOTY HE iCHYE.

[Ipu BuMagKOBOMY MEPOPATLHOMY 3aCTOCYBaHHI PIIKO MOXE BUHUKHYTH TOTpeda y MpOBEICHHI
OPOMHMBAHHA IIUTYHKA, SKIIO 1033, SKa 3arpoXkye OXKHUTTIO, Oylla 3acTOCOBaHA BIPOJIOBXK
MOTNEPEIHhOI TOMWHM abo0 SKIIO HAasBHI BHIWMI CHMITOMH I€peI03yBaHHS (HAIPUKIA,
3araMopoYeHHs, HyjaoTa abo OmroBaHHs). [IpoMUBaHHS WITyHKa CJiJ NPOBOAMTH JIHILIE Yy
BUTIA/IKAX, KOJIH € HAJCKHUH 3aXUCT AUXATbHUX IIISXIB.

Ilo6iuni peakuii.



Hwxkye nHaBeneHo moOiuHI peakiii, mo OyJau BHUSBICHI MiJ Yac MiCIAPEECTPAIHOTO
3actocyBaHHa Kiorpumazomy. Ockinbku gaHi Hpo Ui HeOaxaHi e(eKTH TIPyHTYIOTbCA Ha
CIIOHTAHHHX ITOB1IOMJICHHSX, BU3HAYNTH TOYHY YaCTOTY X BUHUKHEHHS HEMOKIIUBO.

[IpoTsirom 3acTocyBaHHS JIKapChKOT0 3aC00Y MOXIINBI Taki MOOIUHI ePeKTH:

— 3 Ooky IMyHHOI cucTeMH: aHadiIaKTHYHA PEaKIlisd, aHTIOHEBPOTUYHUN HaOPSIK,
riNepuyTIuBICTh, aJepriyHi peakuii (HENPUTOMHICTh, apTepiajibHa TIMOTEH3isd, 3aMIIKa,
KpOTIUB’ SIHKA),

— 3 00Ky MIKipM Ta MiAIIKIPHOI KIITKOBHUHM: TOYEPBOHIHHS (epuTeMa), MyXHpi, He3myKaHHS,
TuckoMopT/Oinb, HaOpsK, MOApPa3HEHHs, IYIIEHHS, CBEpOikK, BHUCHIIAHHS, ITOKOJIOBaHHS,
neuinHs / BiTUyTTS Kapy, KOHTAKTHHUIN JI€PMATHUT, TapecTe3is;

— 3arajibHi pO3JIa/IM Ta peakiii y MiCIli 3aCTOCYBaHHS: MOAPA3HEHHS y MiCLll HAHECEHHS, peaKIlis y
MiCIll HAaHECEHHSI, HaOpsIK, OLITb.

[oBinomneHHs po MOOIUHI peakuii mics peecTparii JKapchKOro 3aco0y Mae BEIHMKe 3HAUCHHS.
Ile mae 3Mory MPOBOJIUTHA MOHITOPUHT CITIBBIIHOIICHHS KOPUCTH/PU3UK MPH 3aCTOCYBAHHI IIHOTO
JiKapchkoro 3aco0y. MeanyHuM Ta (papManeBTUYHUM MpaliBHUKAaM, a TaKoX NalmieHTam abo
iXHIM 3aKOHHHUM TPEICTaBHUKAM CJIiJ MOBIIOMJISITH MPO yCl BUMAIKHA M1J03PIOBAHUX MOOIYHUX
peaxiiiii Ta BiICyTHOCTI €(peKTUBHOCTI JIKapChKOT0 3acC00y uepe3 aBToMaTu30BaHy iHopMaliiiny
cucremy 3 (hapmakoHarjsity 3a mocuaanusm: https://aisf.dec.gov.ua

Tepmin npuoamnocmi.
4 poxu.

YmoBu 30epiranns.
30epiraTé B OpUTiHAIBHIN YIAKOBII B HEIOCTYITHOMY JJISl JITEH MICIIl TIPH TEMIIEpaTypl HE BUIIE

30 °C.

YnakoBka.
ITo 20 T B amoMiHi€BIH TyO1 B TTavIli 3 KAPTOHY.

Kareropis Binmycky. be3 penenra.

BupooHuk.
Enx’100 Erikan3 [Ipaiisit Jlimiten, Inais/Encube Ethicals Private Limited, India.


https://aisf.dec.gov.ua/

	– з боку шкіри та підшкірної клітковини: почервоніння (еритема), пухирі, нездужання, дискомфорт/біль, набряк, подразнення, лущення, свербіж, висипання, поколювання, печіння / відчуття жару, контактний дерматит, парестезія;

