THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

KIIO®AH

(CLOFAN)

Cknao:
ditoua pevosuHa: kinotpumason (clotrimazole);
1 r xpemy MicTUTH KIT0oTpUMasony 20 Mr;

0ONOMIdCHI peyo8uHU: TIeTUIIIAIbMITAT, CIIUPT IIeTOCTEeapPUIOBUH, copbiTaH MOHOCTeapar,
moicop6aT 60, OKTUIIIOMEKAHOI, CITUPT OEH3UIOBUH, BOMla OUUIIEHA.

JIikapcbKa ¢opma. Kpewm.

OcHosHi (pi3uko-xiMiyHi 81acmueocmi: ODHOPIOHUY B'I3KUM KpeM 6iIoT0 KOILOopYy.

@apMaKOTepaneBanHa rpymna.

Hepmaronoriyni 3aco6u. IIpoTurpubKoBi IpenapaTy AJis 3aCTOCYBAHHS B JepMaTOJIOTil.
[TpoTurpuOKOBi mpenapaTu [y MiCIieBOT0 3acTocyBaHHS. [ToxifHi iMiga3omy Ta Tpia3oy.
Knorpuma3zon. Kog ATX DO1A CO1.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

MexaHi3aM aHTUMIKOTUYHOI [Iii KTIOTPUMAa30I1y IIOB’I3aHUM i3 MPUTHIYeHHSIM CUHTE3Y €pProCTEPOIY,
IO TPU3BOIUTD IO CTPYKTYPHOTO Ta QYHKITIOHAIBHOTO MOIIKOIXKEHHS IUTOIIa3MaTHYHOI MeMOpaHu
rpuodKiB.

KnmoTpuMa3on Ma€e MIUPOKUY CIIEKTP aHTUMIKOTUYHOI aKTUBHOCTI in vitro Ta in vivo i i€ Ha
nepMaTodiTH, OPiXKIXKOBI, IJTICHABI Ta iHIII BUAKM TPUOKIB.

3a BigmoBigHUX YMOB TeCTYBaHHS MiHiMasbHi iHriOyroui KOHIIEHTpAallil 719 IUX TUIIIB IPUOKIB
ctaHoBmnaTh npubnusno 0,062-8,0 Mkr/mMn cybcTpary.

MexaHi3M [il KJIOTPUMA30J1y [TOB I3aHUM i3 TEPBUHHOI PYyHTiCTAaTHYHOI ab0 QYHTIIIUOHO0
aKTHUBHICTIO, 3aJIe2KHO Biff KOHIIEHTPallil KTOTPIMa30J1y B MicIli iH(peKIIil.



In vitro akTUBHICTh 06MeXKeHa eleMeHTaMu IpubKa, 110 MPoTidhepyroTh; CIIOpU IPUOKIB MaIOTh JIHIIIE
HE3HAYHY YYTIUBICTS.

OkpiM mpoTUrpuOKOBOI aKTUBHOCTI, KJIOTPUMA30JI [Ii€ TAKOXK Ha IPaMIIO3UTHBHI MiKpOOpraHiaMu
(Streptococci/Staphylococci/Gardnerella vaginalis) Ta rpaMHeraTUBHI Mikpooprasi3dmu (Bacteroids).

In vitro KmoTpuMa3oJl IPUTHIYYe Po3MHOKeHHs Corynebacteria Ta TpaMIIO3UTUBHUX KOKiB (3a
BUHSITKOM Enterococci) y KoumeHTtparrisax 0,5-10 Mkr/mi cy6cTpary.

[TepBUHHO PE3UCTEHTHI IIITAaMU YyTINBUX BUMIB IPubiB 3yCTPida0ThCS OyXKe PifKO; PO3BUTOK
BTOPUHHOI PE3UCTEHTHOCTI Yy TIMBHUX TPUOiB NpHU JiKyBaHHI JOTENEp CIIOCTEPIraBcs JMIIe y OyXKe
IOOAWHOKUX BUIIAOKaX.

dapmakokiHemuka.

[Tpu HaHeCeHHi KpeMy Ha HEYIIKOKeHY a00 3 03HaKaMu 3alajeHHs MIKipy KJIOTPUMa30J1 IOTPaIIse
y KPOBOOOIr MoguHYU B MiHiManbHi# KinbkocTi. [TiKOBi KOHIIEHTpallil KIIOTPUMa30Jy B CHPOBATIIi KPOBi
Oynu HUK4Ye MexXi BUsBIeHHs, siKa ckiamae 0,001 MKr/mi, 110 CBIIUMUTH PO Majly HMOBIpHICTB

BUHUKHEHHS CUCTeMHUX eeKTiB abo moGiuHUX peakIliii Ipu MiCIleBOMY 3aCTOCYBaHHiI KJIOTPUMAa30JIy.

KriniuHi xapaKTepHCTHKH.

IToka3zanus.

Kanpuno3Huy ByJIbBIT.

KaHuaumos3Huit BariHiT (9K JOMOMIXKHHIK 3aci0).

JIikyBaHHSI CTaTEBOTO IMMAapTHEPa 3 METO0 3arnobiraHHs ITOBTOPHOMY 3apazkKeHHIO.

IIpomunoka3aHHs.

[TigBuINeHa YYTIUBICTE [0 [it0490i peyoBuHU ab0 10 OyAb-sIKOi 3 HOTOMIXKHUX PEYOBHUH JIIKAPCHKOTO
3aco0y.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

[Ipy ogHOYACHOMY 3aCTOCYBaHHI 3 TaTEKCHUMM KOHTPalLleNITUBaMU KPEM MOXKe CIIPUYUHUTH 1X
IOIIKOAKEHHS Ta 3HUXKEeHHA ePeKTUBHOCTI. [TaiieHTaM peKOMeHI0BaHO 3aCTOCOBYBAaTH
arbTepHATHBHI METONX KOHTPAIENIlii MpHHaiMHi BIIPOOBXK I’ SITA OHIB ITiCJIA 3aCTOCYBaHHS I[LOTO
mpemnapary.

Oco06.1ueo0cmi 3acmocyeaHHsi.



[Tepen 3acToCyBaHHSIM IIpenapaTy HeOOXiTHO IPOKOHCYIbTYBATUCS 3 JIKAPEM yV TAaKUX BUTIAOKaX:
- SKITO 1le TIepPLUINY BUIIaJ0K KaHOUIO03HOT O BariHITy;
- IIpY HasIBHOCTI Oifbllle JBOX €Mi30/1iB KaHAUI03HOT0 BaTiHiTy BIPOMOBXK OCTaHHIX 6 MicAIIiB;

- IIpY HasIBHOCTiI BEHEPUYHMX 3aXBOPIOBAHb B aHaMHe3i ab0 00TsAKeHOro aHaMHe3y 100
BEHEPUYHHUX 3aXBOPIOBaHb y MapTHEPQ;

- IIpH BariTHOCTI a0o mimo3pi Ha BariTHICT;
- SIKITIO BiK IaIlieHTa MeHIe 16 abo Oinbire 60 Pokis;

- IIPY BifioMiii rinepyyTauBOCTi 0o moxigHux imifazony a6o Ko 6yab-gKUX MPOTUTPUOKOBUX
3aco0iB.

He MoxkHa 3aCTOCOBYBATH IIperapaT Ta HeoOXigHO MPOKOHCYIbTYBATUCS 3 JIiKapeM IIPU HasBHOCTI
Oymb-IKOTO 3 TAKUX CUMIITOMIB:

- HeperyJIsipHi BariHajabHiI KpOBOTEYl;

- IIaTOJIOTiYHi BariHambHi KPoBOTEYi ab0 BariHa/lbHI BUAIIEHHS 3 JOMIIIKaMu KPOBI;
- BHPA3KU YU MyXUPi BYJIbBU a00 IMiXBY;

- 6inb BHU3Y KKBOTA ab0 AU3YPis;

- Oynmb-sIKi HECTIPUSTIINBI SIBUIA, TaKi SIK IOUEPBOHIHHS, ToApa3HeHHsT abo HAOPSK, MOB's13aHi 3
JIIKyBaHHAM;

- rapsiuka abo 03H0O;
- HynoTa, 6moBaHHS abo miapest;
- BaTriHaIbHI BUMiI€HHS 3 HEIPUEMHUM 3alIaX0M.

Lle#t mikapcbkui 3acib MiCTUTE 1I€TOCTEAPUIOBUM CIIUPT, IKUM MOXKe CIPUYUHUTU BUHUKHEHHS
MiClIeBUX IIKipHUX pPeakIliil (Halpukiag, KOHTAaKTHOTO iepMaTuTy). KpeM TakoX MiCTUTh
OeH3UI0BUM CIIUPT, KU MOXKe BUKIMKATH aJIepriuHi peakilil Ta moMipHe mofipa3HeHHs y Micli
HaHECEHHS.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

DepTUNLHICTD.

KniniuHi mocmigkKeHHS LIO00 BIJIUBY KJIOTPUMA301y Ha (GepPTUIbHICTh ¥ XKiHOK HEe ITPOBOAMIINCS,
IIPOTe JOCTiAKEeHHS Ha TBapruHaX He BUSBUIM MOTO BIIMBY Ha (DEPTUIIBHICTE.

BariTtHiCTB.

IcHye oOMexKeHa KiTbKiCTh HaHUX PO 3aCTOCYBAHHS KJIOTPUMA30J1y BariTHUMU KiHKaMHU.
HocrnigXeHHs Ha TBapUHAX [10Ka3aJld PeNpPONYKTUBHY TOKCUYHICTh KIIOTPUMA30J1y IIPU UOr0



IepopaabHOMY 3aCTOCYBaHHI y BUCOKUX [03aX. [Ipy HU3bKiN CUCTEMHIN €KCIIO3UIlil KJIOTPUMAa30I1y
IiCyIs MiCIIeBOTO JIiKyBaHHS LIKIANKBA [id MO0 PENPOAYKTUBHOI (PYHKII HE IPOTHO3YETHCH.
Krnotrpuma301 MOKHa 3aCTOCOBYBATH IIif] YacC BariTHOCTI, ajie TiIbKY i HarIsaAoM JIiKaps.

[Iepion rogyBaHHSA TPYOOIO.

HewMmae gaHuX IIpo BUAiNEHHS KIOTPUMa30Jly B I'pyAHe MonoKo. OgHak cucteMHa abcopOuis €
MiHIMaNbHOIO IiCJIA 3aCTOCYBaHHA 1 HaBpAA 4M IpU3Bede 00 cucTeMHUX edekTiB. KnodaH, kpeMm,
MOXKHA BUKOPUCTOBYBATH B I1€PiOf I'PYAHOTO rofyBaHHs. ¥ pa3i MiCIeBOro 3aCTOCYBaHHS Ha OUIAHKY
COCKiB IOTPiOHO MUTU IPYAU Ilepef TOOyBaHHSAM OUTUHHU.

30amuicmb 8niusamu Ha weudKicmb peakuyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

KpeM i3 K11oTprMa30Ji0M He BIIJINBa€ abo Ma€ He3HAUHUM BIIMB Ha 3[aTHICTh KepyBaTH
TPAHCIIOPTHUMU 3aco0aMu Ta IIPalfoBaTH 3 MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.
[Tpenapat mpu3HaYeHU# O MiCIIEBOTO 3aCTOCYBaHHS.

KpeM HaHOCUTHU TOHKUM IIapOM Ha ypaXKeHy LIKIPY 30BHIIIHIX CTAaTEBUX OPraHiB Ta IPUJIETIIUX
OiNISTHOK 2-3 pa3u Ha Jo0y i 371erKa BTUPATH.

JIikyBaHHS MOTPiOHO IPOJOBKYBATH 00 3HUKHEHHS CUMIITOMIB iH(eKIIii.

HAK110 npu JIiKyBaHHI BariHiTy CUMITOMU He IIOKPAIIYyIOThCS IPOTATOM CEMU [HIB, CIIil OTpUMaTH
KOHCYJIBTALIIO JIiKaps.

JIIKyBaHHS CTATEBOI'0 IIapTHEPA.

3 MeTo10 3amo0iraHHs MOBTOPHOMY 3apakKe€HHI0 KpeM HaHOCUTH TOHKKM ITapOM Ha CTATeBUH YJIeH
2-3 pa3u Ha 00y i 371eTKa BTUPATH.

JIikyBaHHS MOTPIOHO IPOOBKYBATH MTPOTATOM 2 THUKHIB.

Himu.

IocBin 3acToCyBaHHSA IpenapaTy HiTsSM BiICYTHIM.

Ilepedo3yeaHHsi.

Pusuky roctpoi iHTOKCHUKaIlil HEMa€, OCKiIbKY MaJI0OMMOBIpHO, 110 IePef03yBaHHS MOXKJIUBE IiCs
OJHOPA30BOT'0 HaHECEHHS Ha WIKipy HagMipHOI KiJTbKOCTI (3aCTOCYBaHHS Ha BEIUKIM OiNTHIN MKIPH B
yMOBaX, CIPUSATIIMBUX IJIs1 BCMOKTYBaHHS) a00 BUIIAZKOBOTO ITePOPaIbHOI0 IPUIOMY.



CroenuiyHOr0o aHTUAOTA HEMAE.

OmHak y pasi BUIIaAKOBOT0 MEPOPAILHOTO IIPUMOMY PiIKO MOXKe BUHUKHYTH IoTpeda y MpoBeeHHi
IIPOMMBAHHS IIUTYHKA, SKIIO J03a KJIOTPUMA30JTy, siKa 3arpoxkKye KUTTI0, Oya 3aCTOCOBaHA MIPOTSATOM
ToTIepeaHbOI ronuHY a00 y pa3i BUSBIEHHS KITiHIYHUX CUMIITOMIB ITepefo3yBaHHs (HallpUKIa,
3araMOpPOYEeHHSs, HymoTu abo 61roBaHHS). [IpOMUBaHHS IIJTyHKA IOTPiOHO MPOBOIUTHU JIUIIE B TOMY
pasi, KOnu € HaleXHUU 3aXUCT IUXaIbHUX IISXIB.

ITo6iuni peakuii.

OckinbKH faHi Tpo HUXK4YeHaBefeHi HeOaxkaHi e(eKTH I'PYHTYIOThCS Ha CIIOHTAHHUX TTOBiOMIIEHHSX,
BM3HAQUUTHU TOUHY YaCTOTY IX BUHUKHEHHS HEMOXKJIMBO.

3 60Ky imyHHOI cucmemu: aHadinakKTUYHa peakilis, aHTiIOHEBPOTUYHUYN HAOPSK, TinepyuyTIUBICTS.
3 60Ky cyOuHHOI cucmeMu: CHHKOIIE, apTepiabHa TiloTeH3is.
3 60Ky duxaabHOI cucmemMu ma opaaHie cepedoCmiHHA: TUCITHOe.

3 60Ky wkipu ma nidwKipHOi KAiMmKoB8UHU: TIYXUPIli, KOHTAKTHUH IePMATUT, ePUTEMa, ITapecTesis,
TyIIeHHs MKipy, cBepOiXK, BUCUIIaHHS, KDOIIUB THKA, ITOKOJIIOBAaHHS MIKIPH / BITYYTTS MeYiHHA
MIKipH.

3azanvHi po3aadu ma peakuii y micui 3acmocy8aHHA: IOAPa3HEHHS y MiClli HaHeCEeHHS, peakis y
MicCIli HaHeCceHHs, HaOpsK, Oib.

[ToBimoMIIEHHS IIPO Him03PIOBaHi m06iYHI peakxirii.

[ToBimoMnenHs npo nmobiuHi peakilil micns peecTpariii Tikapchkoro 3aco0y Mae Benuke 3HaueHHs. Le
[la€ 3MOT'y IIPOBOAUTYA MOHITOPUHT CIiBBIIHOIIEHHS KOPUCTh/PU3UK IIPUA 3aCTOCYBaHHI [IbOTO
JiKapchbKOro 3aco6y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0OX MallieHTaMm abo ixHiM
3aKOHHUM IIpefCTaBHUKAM CJIi] TIOBiOMJISITH TIPO YCi BUMIAAKHU Iif03PI0OBaHUX IMOOIYHUX Peakllii Ta
BifICYTHOCTi e(peKTHUBHOCTI TiKapChKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy CUCTEMY 3
(dbapMakoHarnsAmy 3a nmocunaHHsaM: https://aisf.dec.gov.ua

Tepmin npudamHocmi. 2 POKH.

YMoBu 30epiranHsi.

30epiratu npu TeMiepaTypi He Buille 25 °C B opuriHasbHiil ynakoili. He 3aMopoxyBaTH.

30epiratu y HEJOCTYIIHOMY IJISI OiTe# MicIi.

VYnaxoBka.

[To 20 r y Ty6i, mo 1 Ty6i B KapTOHHi# KOPOOIIi.



Kareropis Bigmycky.

bes penernra.

BupoOHUK.
KYCYM XEJITXKEP I1BT JITH/

KUSUM HEALTHCARE PVT LTD.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Micus MpoBaIXKeHHS HOro Tis/IbHOCTI.
CII-289 (A), PIIKO Iapmactpian apea, Yonanki, bxirami, [lict. AnBap (Pagxactan), Inmis/

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.



