IHCTPYKIOIA

IJIsI METHYIHOT 0 3aCTOCYBaHHS JIiIKapChKOI'0 3aC00y

KIIO®AH®

(CLOFAN®)

Cknao:
ditoua pevosuHa: KnotpuMasoj/clotrimazole;
1 r kpemy MicTuTh KioTpuMa3zoiny 100 wmr;

odonomidcHi pevosuHu: Teo3-63 (IOMETUNEHTTIKOMIO-6 CTeapaT, €TUJIEHTIIKOJII0 CTeapar,
MIOJTIIeTUTIEHTIIIKOI0-32 CcTeapar); OJlisl MiHepaibHa JIeTKa; CIUPT IIeTOCTeapUuI0BU; CIIUPT
6ensunosuii; 6ytunrigpokcuronyon (E 321); nonicopbat 60; HaTpito gurinpodocdat, gurinpat; Boma
ounllleHa; TPUEeTaHOIaMiH.

JlikapcbKka ¢popma. KpeM BariHanbHUI.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: OMHOPIAHUIM B I3KUN KpeM 0iIoro KoIbopy.

®apMakoTepaneBTUYHA IpyIa.
[TpoTuMiKpoOHi Ta aHTHCENTHUYHI 3ac00H, 110 3aCTOCOBYIOTLCA Yy TiHeKooril. Knotpumason.

Kon ATX GO1A FO2.

dPapmakon02iuHi e1acmusocmi.
dapmakoOuHamika.

A3omnu (30KpeMa KJIOTpUMa30J1) 3a3BU4ail pEKOMEHIYIOTHCS I MiCLIeBOTO JIiKyBaHHS
BY/IbBOBariHaJIbHOTO KaHAUA03Y, SKUM XapaKTepPU3y€EThCSI TaKUMHU BYJIbBOBaTiHAIBHUMU
CHMIITOMAaMH, K CBepOiXK, IeuiHHs, BUIiIeHHs, TOYEePBOHIHHS, HAOPSK Ta 60II0YiCTh.

Kiompumason € aHTUurpuOKOBUM IIperiapaToM MiCIeBOi Aiii 3 rpynu noxioHux imidasony.

MexaHi3M aHTUMIKOTUYHOI [Iil KJIOTPMMAa30J1y [I0B’I3aHUH i3 IPUTHIYeHHIM CUHTE3Y €pProCTEPOILY,
1110 TPU3BOJUTD IO CTPYKTYPHOTO Ta QYHKIIIOHAIBHOTO MTOMKOXKEHHS IIUTOIIa3MaTHYHO1
MeMOpaHH.



KnmoTpuMa3on Ma€e MIUPOKUY CIIEKTP aHTUMIKOTUYHOI aKTUBHOCTI in vitro Ta in vivo, fii€ Ha
nepMaToiTH, OPiKOKOBI Ta MITiCHSIBI rpudH.

[Tpu BigmoOBigHUX yMOBaX TeCTyBaHHS MiHiMasbHi iHTiOyI04i KOHIIEHTpalil A/ UUX TUIIB rpubiB
CTAHOBIATE MpubMu3Ho MeHIe Hix 0,062-8,0 MKr/mn cyOcTpary.

MexaHi3M [il KJIOTPUMa301y [OB I3aHUH i3 TePBUHHOI PyHTiCTaTU4YHOI ab0 QYHTIIMAHOI0
aKTHBHICTIO, 3aJI€2KHO BiJ] KOHLIEHTPAIIil KJIOTPUMA30/1y y MicIi iH(eKIil.

In vitro akTUBHICTh 06MeXKeHa elleMeHTaMu Ipuba, 10 IPoIipepyoTh; Criopu rpuba MaloTh JIUIIE
HE3HAYHY YyT/IUBICTb.

[TepBUHHO PE3UCTEHTHI IITaMu TPUOiB 3yCTPivaroThCs AyxKe pifnko. PO3BUTOK BTOPUHHOI
PE3UCTEHTHOCTI Y TIOMepeHbO YYTIUBUX [0 Ail KIOTPUMa30ily rpubiB HOTEmep CIOCTePiraBcs ayxe
pimko.

dapmakoKiHemuka.

HocmigxeHHsT papMaKOKiHETUKH ITiC/Is BariHaJIbHOT'O 3aCTOCYBaHHS ITOKa3aJly, Io0 JIKille He3HaYHa
KiNbKiCcTh KnoTpuMa3ony (3-10 %) BcMOKTyeThCsi. AOCopOOBaHUM KIOTPHMA30JT IIIBUIKO
MeTabo0i3y€eThCs B MEYiHIl 10 HeaKTUBHUX MeTa0osIiTiB. ToMy IIiK 1171a3MO0BOI KOHIIEHTpallii
KJIOTPMMAa30J1y IicJis BariHaJbHOTO 3aCcTOCyBaHHA ¥ mo3i 500 mMr 6yB MeHmuii 3a 10 ur/mi. Le
O3HayYae, 1[0 BUHUKHEHHS BUMIpPHUX CUCTeMHUX eeKkTiB abo mobiuHoI fii micig iHTpaBariHaabHOTO
3aCTOCYBaHHS KJIOTPUMA30J1y € MaJIOMMOBIPHUM.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

BariHanpHUM KpeM i3 KJIOTPEMa30JI0M PeKOMEH0OBaHUY [ JIiKyBaHHS KaHAUIO3HOIO BariHITY.

IIpomunoka3aHHs.

[TigBuIleHa YyTNUBICTL [0 KJIOTPUMa30iy abo [0 Oyab-IKuX iHIIMX KOMIIOHEHTIB IIpenapary.

B3aemodisa 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.
JlamekcHi koHmpauenmuau.

OpHOYaCHe 3aCTOCYBaHHS KpeMy B [OiNISHII FeHiTasil i3 JaTeKCHUMU KOHTpalenTUBaMu (TaKUMHU 5K
Ipe3epBaTUB Ta AiadparMa) MOXKe COPUYMHUTHU MOMIKOAXKEHHS OCTAHHIX, TOMy e()eKTUBHICTh ITUX
KOHTpPALIENITUBIB MOXe 3HUXKYyBaTUCA. [laliieHTaM peKOMeHI0BaHO BUKOPUCTOBYBaTH ajlbT€pPHATHBHI
MeTO[X KOHTpAIEMNIlil MprUHaiMi POTIroM 5 [HIB IIiC/Ig 3aCTOCYBaHHS IIbOTO IIpemapary.

Takpoaimyc/cupoaimyc.

OpHOoYacHe MiKyBaHHS KJIOTPUMAa30JI0M, II0 3aCTOCOBYETHCS BariHaIbHO, Ta TAKPOIiMYyCOM
nepopansHo (FK-506; imyHOmempecaHT) abo CHPOIiMyCcOM MOXKe ITPU3BOAUTH [0 HiIBUILIEHHS PiBHS



TaKPOJIIMyCy/CUPOJIIMYCY B IJIa3Mi KpoBi. ToOMy CIIifl peTelbHO KOHTPOJIIOBATH CTaH XBOPOTO IJIsd
BUSIBJIEHHSI CUMIITOMIB IIepefo3yBaHHs TaKpojimMycy abo cupoiiMycy, B pa3i moTpebu - mepeBipsTu ix
PiBHi B m1a3Mi KpOBI.

Ocob6 1ueocmi 3acmocy8aHHs1.

IIo mo4yaTKy JiKyBaHHS BariHaJbHUM KPEMOM i3 KJIOTPHMa30JI0M He0OXigHO ITPOKOHCYIbTYBAaTUCS i3
JIiKapeM.

Crnip TpOKOHCYNIBTYBATHUCS 3 JIiKapeM, SIKII0 CUMIITOMHU 30epiraioThCs OOoBIIe 7 OHIB IIpU
3aCTOCYBaHHI BariHaJILHOI'O KpeMy i3 KJIOTPUMa30JI0M.

BariHanpHUM KpeM i3 KJIOTPEMa30JI0M MOXKHa 3aCTOCOBYBATHU IIOBTOPHO, SKILO CUMIITOMU
KaHIUI03HOI iH(DeKIlil BUHUKHYTh IOBTOPHO Yepe3 7 OHiB IMic/is 3aKiHuyeHHs Teparil. OgHak ciin
IIPOKOHCYJIbTYBATHCS 3 JIiKapeM, SIKIIO BIPOOBK OCTaHHIX 6 MicsiB Oyyo Oinbille JBOX emi3ofmiB
KaHAMOO3HOI'0 BariHiTy.

CnupT 1[eTOCTeapua0BUM MOXKe CIPUYMHUTH MICIeBi IIKipHI peaklil (Hanpukiiaa, KOHTaKTHUU
OepMaTur).

ByTunrimpokcuTonyon Moxke CIPUYMHUATH MIClIeBi IIKipHi peakuil (HanpuKiaa, KOHTaKTHUN
mepMaTuT) abo mompa3HeHHs 04Yel Ta CIM30BUX 000IOHOK.

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

KinekicTh mocmifizKeHb i3 3aCTOCyBaHHSIM KJIOTPUMAa30Jly ¥ BariTHUX KiHOK oOMezkeHa. [locmigKeHHS
Ha TBapHHaX IPONEMOHCTPYBa/IN PENPONYKTUBHY TOKCUYHICTh KJIOTPUMA30J1y IIPU UOTO
IepopabHOMY 3aCTOCYBaHHI y BUCOKUX J03aX. [Ipy HU3BKiN CUCTEMHIN €KCIIO3UIIil KJIOTPUMA30J1y
IIiCyIs BariHaJIBHOTO 3aCTOCYBAHHS LIKIAIMBOTO BIJIUBY 3 TOYKHU 30PY PENPOTYKTUBHOL TOKCUYHOCTI
He ependavdaeThes.

Krnotrpuma301 MOXHa 3aCTOCOBYBaTHU Y IEPIOf BariTHOCTI JIMILIE IIif HATJISg0oM JliKaps.

[TpoTsiroM BaTiTHOCTI CITil 3aCTOCOBYBATH iHIIY JiKapChKy HOPMY KJIOTPHUMA30JIy, 10 He ToTpebye
BUKOPUCTAHHS aIljiikaTopa.

ITepiod 200ysaHHA 2pydoo.

HeMae gaHuX IIpo BUOINEHHS KIOTPUMAa30Jy B IpyAHe MojoKo. OgHak cucteMHa abcopOiris €
MiHiMa/IBHOIO HiCJIs 3aCTOCYBAHHS i HAaBPSAM YK IPHU3Befe A0 CUCTeMHHUX edekTiB. Kiodparn®, kpem
BariHaJIbHUY, MOXKHA BUKOPUCTOBYBATH Yy I1€Piof rogyBaHHS IPYALLO0.

depmusbHicmb.

Kniniuni mocmimkeHHS 000 BIUIMBY KJIOTPUMA30JTy Ha GEPTUIIbHICTh V KiHOK He ITPOBOMMIIHCS,
IIPOTe MOCTIiMXKEeHHS Ha TBAPUHAX He BUSBUIM BIUIUBY KJIOTPUMA30J1y Ha (PepPTUIBHICTE.



30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

KJ‘IO(baH®, KpeM BariHalbHUM, He BIJINBA€ Ha 3[aTHICTh KepyBaTH aBTOMOOiieM abo mpalioBaTé 3
IHIIMMY MeXaHi3MaMu a00 Mae€ JIullle He3HaYHWUH BII/IUB.

Cnoci6 3acmocyeaHHss ma do3u.
Kpem HeoOxigHO BBOOMTH iHTpaBariHalbHO 3a HOIIOMOI0I0 allylikaTopa, I0 MOMA€EThCS.

7 T Kpemy Knodan® (1 moBHUII amlikaTop) BBOGUTH SKOMOTa IIu6IIe y TiXBYy BBedepi (mepen CHOM)
omHOpa30Bo. Kypc nikyBaHHS - 1 geHb. [Ipyruil Kypc Teparii Moxke OyTH Ipu3HadeHn, SKIIO Iie
HeoOXigHO.

[TpoTsiroM MeHCTpYyallil TiKyBaHHS IIPOBOOUTH He ciifl. JIiKyBaHHS MOTPIOHO 3aKiHYUTH OO0 TOYATKy
MeHCTpyauil. He BUKOPHCTOBYBaTH TaMIIOHHU, iHTpaBariHa/lbHi 3pOIIeHHs, CIIepMilluau abo iHIIi
BariHaJbHi IPOAYKTH IIif YaC 3aCTOCYBaHHS LIbOTO IIpernapary.

[Tig wac Teparmii cig yHUKaTH CTaTEBUX KOHTAKTIB, OCKINTbKY iHQEKIIiST MOXe IepegaTUcs mapTHePY.

Himu.

IocBin 3acToCyBaHHS JTiKapChKOT0 3aco0y Knodar® gitaM BikoM 1o 16 pokis BIICYTHi}, TOMY HE CIIi[
110T0 3aCTOCOBYBATH IIili KaTeropii maIlfieHToK.

Ilepedo3yeanns.

2KomHoro pu3UKy rOCTPOi iHTOKCUKAIlil HeMa€, OCKiJTbKM MaJIOMMOBIPHO, II0 IIepeio3yBaHHS
MOZKJIMBe TIiCIg Pa30BOI BariHa/lbHOI 034 a00 HaHeCeHHS Ha MIKipy (3acTOCyBaHHS Ha BEJIMKUX
OinsgHKaX WKipYA IPU YMOBaX, 110 CIPUYUHSIOTH MigBUIIIeHEe BCMOKTYBaHHS), @ TAaKOXK MiCIS
BUIIaJKOBOTO II€POPAIbHOTO 3aCTOCyBaHHS. Crienn(piyHOro aHTUOTY HEMAE.

Y pasi BUIIafiKoBOT0 IepOpaIbHOr0 3aCTOCYBaHHS TiIbKY IIPU IPOSIBi KITIHIYHUX CUMIITOMIB
nepeno3yBaHHs (TaKKX SK 3allaMOPOYeHHs, HynoTa a0o O/10BaHHS) CJIiJ 3aCTOCOBYBATH TaKi
npodinakTUyHi 3aX0nu, IK ITPOMUBAHHS IUTyHKA. [I[pOMUBaHHS IUTYHKA MOTPIOHO ITPOBOAUTH JIUIIIE Y
BUMAJKaX, KOJIU € HaJIeXKHUM 3aXUCT JUXAIbHUX IIISIXiB.

ITobiuni peakuii.

Ockinbku maHi mpo HUXKYeHaBeneHi HebaxaHi eeKTH I'PYHTYIOThCS Ha CIIOHTAHHUX TTOBiIOMIIEHHSX,
BU3HAYUTHU TOYHY YaCTOTY iX BUHUKHEHHS HEMOXKIIUBO.

3 boky imyHHOI cucmemu: aHadinaKTUYHa PeaKIlis, aHTiIOHEeBPOTUYHUYN HAOPSK, TinepyyTIUBICTS.

3 6oky cyOuHHOI cucmemu: CHHKOIIE, apTepiabHa TilmoTeH3is.



3 60Ky duxaabHOI cucmemu ma opaaHie cepedoCmiHHA: TUCITHOe.
3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: OiNlb y JKMBOTI, HyIOTA.
3 6oky wkipu ma niOwKipHoi KAiMKOBUHU: BUCUTIAHHS, KPOIIUB'THKA, CBEPOiXK,

3 60Ky penpodykmueHoi cucmemu ma MOAO0YHUX 3d/103: NYIIEeHHS MKipH y TiNSHI CTaTeBUX OPTaHiB,
BU[iJIEHHA 3 IIiXBY, BariHaJlbHa KPOBOTEYa, ByJIbBOBAriHaJIbHUN AUCKOM@OPT, ByJIbBOBariHalbHa
epuTeMa, By/IbBOBariHajabHe NIeUiHHS, By/IbBOBariHaabHUM CBepOiXK, By/IbBOBariHaIbHUM Oilb

3azanvHi po3nadu ma peakuii y micui 3acmocyB8aHHs: IOApPa3HEeHHS y MiCIlli HaHeCeHHS, Peakilid y
Miclli HaHeCceHHs, HaOpsK, Oib.

[ToBimoMIIeHHS PO Mimo3pIoBaHi mo6ivHi peakxirii.

[ToBimomneHnHs mpo mobiuHi peakilil micns peecTpaliil Tikapchkoro 3aco0y Ma€ Benrvke 3HaueHHs. Le
[la€ 3MOT'y IIPOBOAUTYA MOHITOPUHT CIIIBBiIHOLIEHHS KOPUCTH/PU3UK IIPUA 3aCTOCYBaHHI [IEOTO
JiKapCchKOro 3aco0y. MeguuHUM Ta hapMalleBTUYHUM IIpalliBHUKAM, a TAaKOX IallieHTaM abo ixHiM
3aKOHHUM ITPeCTaBHUKAM CJIi[ TIOBiTOMJISITH IIPO BCi BUIMIQKH ITig03pOBaHUX MOOIYHUX peakiliii Ta
BiicyTHOCTI e(heKTUBHOCTI JIikapchKOT0 3aco0y Yyepe3 ABTOMaTH30BaHy iHpopMaliiiHy cucteMy 3
(dbapMakoHarisAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKHU.

YMmoBH 30epiraHssi.
30epiratu npu TeMmepatypi He Buile 25 °C. He 3aM0OpoXKyBaTH.

30epiratu y HEgOCTYIIHOMY IJIST OiTe# MicIi.

YnakoBka.

[To 7 r y Ty0i, mo 1 Ty6i pa3oM 3 anikaTopoM y KapTOHHIi# yIIaKOBIIi.

Kareropis Bigmycky.

bes penernra.

BupoOHHK.
KYCYM XEJITXKEP I1BT JITH/

KUSUM HEALTHCARE PVT LTD.



Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCIllsi IPOBaXKeHHsS HOro Jis/IbHOCTI.
CII-289 (A), PIIKO Inpmactpian apea, Yonanki, bxiBapi, [ict. AnBap (Pagxacta#n), Iumis/

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



