THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

KIIO®AH®

(CLOFAN®)

Cknao:
Oitoua pevyosuHa: KinoTpuMasoj/clotrimazole;
1 r kpemy MicTuTh KoTpuMa3zoiny 100 wmr;

donomidcHi peuosuHu: Teh03-63 (IOMieTUIEHTTIKOI0-6 CTeapaTt, eTUIIEHTIIKOIII0 cTeapar,
IIOJIIeTUJIEHTTIIKOIII0-32 CTeapart); OJlid MiHepaJibHa JierKa; CIUPT L[eTOCTeapuI0BU; CIUPT
6ensunosuit; Oyrunrigpokcuronyon (E 321); nomicopbat 60; HaTpito purinpodocdar, gurigpat; Boga
OYHUINEHa; TPUETaHOIaMiH.

JlikapcbKa ¢popma. Kpem BarinanbHUM.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: OMHOPIAHUM B’ I3KUU KpeM 0iIoro Kobopy.

®dapMakoTepaneBTUYHA Irpyna.
[TpoTuMiKpoOHi Ta aHTHCENTHUYHI 3aco0H, 1110 3aCTOCOBYIOTLCS Y riHekosorii. Knotpumasor.

Koo ATX GO1A FO02.

dPapmakonoziuHi e1acmueocmi.
®apmakoduHamika.
Kaompumaszon € aHTurpuOKOBUM IIpeliapaToM MicIieBol [ii i3 rpymu noxioHux imidasony.

MexaHi3M aHTUMIKOTUYHOI Oil KJIOTPUMA30J1y OB’ I3aHUM i3 MPUTHIYEHHSIM CUHTE3y eProCcTepoIy,
1110 TPU3BOJAUTD OO0 CTPYKTYPHOTO Ta QPYHKIIIOHAIBHOTO MTOMKOXKEHHS IIUTOIIa3MaTUYHO1
MeMOpaHH.

KnmoTpuMa3on Ma€e MIMPOKUY CIIEKTP aHTUMIKOTUYHOI aKTUBHOCTI in vitro Ta in vivo, fii€ Ha
nepMaToQiTy, APiKAKOBI Ta MITiCHIBI IPUOKHU.

[Tpu BigmOBigHUX yMOBaX TeCTyBaHHS MiHiMasbHi iHTiOyI04i KOHIIEHTpAllil A1 IUX TUIIiB IPUOKiB
CTaHOBIATEL MpubIKU3HO MeHIme Hix 0,062-8,0 MKr/Mi cybcTpary.



MexaHi3M [ii KTOTPUMa30JTy OB’ I3aHUH i3 TEePBUHHOI (PYHTiCTaTUYHOIO a00 PYHTILUIHOO
aKTHBHICTIO, 3aJ1€3KHO BiJf KOHLIEHTPAIIil KJIOTPUMA30/1y y MicIi iH(peKIil.

In vitro akTUBHICTh 06MeXKeHa eleMeHTaMu IpubKa, 110 MpoTidhepyioTh; CIIopu rpubKa MalOTh JIUIIE
HE3HAYHY YYTIUBICTS.

[TepBUHHO PE3UCTEHTHI MITaMU IPHUOKIB 3yCTPiYalOTLCS OyXKe PimkKo. PO3BUTOK BTOPUHHOI
PE3UCTEHTHOCTI y MOMepeIHbO YYTIUBUX [0 [ii KJIOTPpHMa30Jy rpuOKiB JOTEIep CIOCTepiraBcs mayxe
pimxko.

dapmakoKiHemuka.

HocmigxeHHsT papMaKOKiHETUKH ITiCJIs BariHaJIbHOT'O 3aCTOCYBaHHS ITOKa3ay, I0 JIMIlle He3HaYHa
KinbKicTb KnoTpuMa3sony (3-10 %) BcMOKTyeThCS. AGcopOoBaHMM KITOTPUMA30JI IIBUIKO
MeTabo0i3y€eThCs B MEYiHIl 10 HeaKTUBHUX MeTa0osIiTiB. ToMy IiK 171a3M0BOi KOHIIEHTpallii
KJIOTPMMAa30J1y IicJis BariHaJbHOTO 3aCTOCyBaHHA ¥ mo3i 500 mMr 6yB MeHmmuii 3a 10 ur/mi. Le
O3HayYae, 1[0 BUHUKHEHHS BUMipPHUX CUCTeMHUX eeKkTiB abo mob6iuHoi [ii micyig iHTpaBariHaaIbHOTO
3aCTOCYBaHHS KJIOTPHMAa30Jly € MalO¥WMOBIDHUM.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

BariHanpHUM KpeM i3 KJIOTPEMa30JI0M PeKOMEeH0BaHUY [ IiKyBaHHS KaHAUIO3HOIO BariHITY.

IIpomunoka3aHHs.

[TigBuIeHa YyTNUBICTE [0 KJIOTPUMa30iy abo 0 Oyab-IKuX iHIIMX KOMIIOHEHTIB IIpenapary.

B3aemodisn 3 iHwumu nikapcoKumu 3acob6amu ma iHwi eudu e3aemoditi.
JlamekcHi KoHmpauenmusu

OpHOYacCHe 3aCTOCYBaHHS KpeMy V AiISHIN TeHiTalil 3 TaTeKCHUMU KOHTpalelTUBaMu (TaKUMU K
IIpe3epBaTUB Ta giadparmMa) MoxkKe CIPUUYMHUTH IOIIKOAXKEHHS OCTaHHIX, TOMY e()eKTUBHICTh aHUX
KOHTpALIEIITUBIB MOXKe 3HUXKYBaTUCs. [lallieHTaM peKOMEeH0BaHO BUKOPUCTOBYBATH ajlbTePHATHUBHI
MeTOAX KOHTpAIEMNIIil MPHHaiMi IPOTIroM 5 [HIB IIiC/Isg 3aCTOCYBaHHS IIbOTO IIpernapary.

Takpoaimyc/cupoaimyc

OpHOYacHe JIiKyBaHHS KJIOTPUMAa30JI0M, 110 3aCTOCOBYETHCS BariHaabHO, Ta TAKPOJIIMYCOM
nepopanbsHo (FK-506; imyHOmempecaHT) abo CHPOIiMyCcOM MOXKe IMTPU3BOAUTH [I0 HiIBUILIEHHS PiBHS
TaKpOJIIMyCy/CAPOJIIMYCY y IIJIa3Mi KpoBi. TaKUM YHMHOM, CJIifl pETEeJIbHO KOHTPOJIIOBATH CTaH XBOPOT'0
[IJIsT BUSIBJIEHHSI CUMIITOMIB TIepef03yBaHHs TaKpoJjiMycy abo cupomimycy, v pa3i HeoOXifmHOCTi -
nepeBipsATH IX PiBHI y m1a3Mi KpOBi.



Oco06.1ue8ocmi 3acmocyeaHHsi.

Io moyaTKy niKyBaHHS BaTiHa/JIbHUM KPEMOM i3 KJIOTPUMa30710M HeoOXiTHO TPOKOHCYIbTYBaTUCS i3
JIKapeM.

Crnig TpPOKOHCYJIbTYBATHUCh 3 JIiKapeM, SIKIO0 CUMIITOMY 30epiraloThCs JOBIIE 7 [HIB IPH
3aCTOCYBaHHI BariHaJIbHOI'0 KpeMy i3 KJIOTPUMa30JI0M.

BarinanpHUM KpeM i3 KJIOTPUMa30JI0M MOXKHa 3aCTOCOBYBAaTHU ITIOBTOPHO, SKIIO CUMIITOMU
KaHOUI03HO1 iH(DeKIlil BUHUKHYTh IOBTOPHO Yepe3 7 OHIB Mic/is 3aKiH4eHHS Tepamil. OgHak, Cif
IIPOKOHCYJIbTYBaTHCh 3 JIiKapeM, SIKIIO0 BIIPOJIOBK OCTaHHIX 6 MicsiiB Oyso Oinbille [BOX €Mi30MiB
KaHOUOO3HOI0 BariHiTy.

CoupT IeTOCTeapuIOBUHM MOXKe CIPUYUHUTH MICIIeBi IKipHi peakii (HampuKiaa, KOHTaKTHUM
oepMaTur).

ByTUITiIPOKCUTOYOI MOXKe CIIPUUYMHUTY MiCIleBi WIKIpHi peakilil (Hanpukiiaj, KOHTaKTHUAN
nepMaTuT) abo mompa3HeHHS 04Yel Ta CIM30BUX 000IOHOK.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00to.
BazimHicmb

KinbkicTh mocnigxKeHb i3 3aCTOCYBaHHAM KJIOTPUMAa30J1y ¥ BariTHUX XKiHOK oOMexkeHa. [JoCmigKeHHsS
Ha TBapHHaX IPONEMOHCTPYBaIM PENPONYKTUBHY TOKCUYHICTh KJIOTPUMA30J1y IIPU UOT0
IepopajbHOMY 3aCTOCYBaHHI y BUCOKUX fl03aX. [Ipy HU3bKiN CUCTEMHIN €KCITO3UIil KJITIOTPUMAa30I1y
IIiCcJ1s BariHaiIbHOTO 3aCTOCYBaHHS LIKINIMBOIO BIIUBY 3 TOYKHU 30PY PEIPOAYKTUBHOL TOKCUYHOCTI
He nepen0adaEeThCs.

Krnotpuma3o MOXHa 3aCTOCOBYBATHU Y IIEPIOf BariTHOCTI JIMLIE IIif HATJIAL0OM JliKaps.

[TpoTsiroM BaTiTHOCTI CITiff 3aCTOCOBYBATH iHIIY JiKapchKy GOpMy KJIOTPHMa3oJly, o He ToTpebye
BUKOPUCTAHHS aljlikaropa.

ITepiod 200ys8aHHA 2py0010

HasiBHi (papMakomrHaMiYHi/TOKCUKOIOTIYHI faHi y TBAPUH IT0OKa3aslH, 10 KI0TPKHMa3oJil abo ioro
MeTaboIiTH IOTPANIAITh Y TPYAHE MOJIOKO IIPH MOTO BHYTPIIIHbOBEHHOMY BBeeHHi. ToMy
HEeMOXKJIMBO BUKJIIOUUTH PU3UK [IJIST OUTUHHY, SKa IepedyBae Ha rPyIHOMY BUTOHOBYyBaHHi. HeobOximHO
IPUUHSATH PillleHHs PO MPUIUHEHHS TOOyBaHHS T'PYAI0 a00 Mpo IPUIUHEeHHS/ YTPUMaHHS Bill
JIIKyBaHHS KJIOTPUMAa30JI0M 3 ypaxXyBaHHSM IlepeBar rogyBaHHS IPYAAI0 O OUTUHU Ta KOPUCTI Bif
Teparil os XKiHKU.

depmuabHicmb

KniniuHi mocmigKeHHS LI0f0 BIJIMBY KJIOTPUMa30Iy Ha (GepPTUIbHICTh Y XKiHOK He ITPOBONUIIHCS,
IIPOTE JOCTiAXKEeHHS Ha TBaprMHaX He BUSBUIIM BIIJIUBY KIOTPUMa30Jly Ha (epTUIbHICTb.

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



KJ‘IO(baH®, KpeM BariHalbHUM, He BIJINBA€ Ha 3[aTHICTh KepyBaTH aBTOMOOisieM abo mpalioBaT 3
IHIIMMU MeXaHi3MaMu ab0 Mae€ JIulle He3HAYHUH BIIJIUB.

Cnoci6 3acmocyeaHHsi ma do3u.
Kpem HeoOxigHO BBOOMTH iHTpaBariHalbHO 3a HOIIOMOT0I0 allylikaTopa, I0 J0Ma€ThCs.

7 T Kpemy Knodan® (1 moBHuII amikaTop) BBOGUTH SKOMOTa IIu6IIe y TiXBYy BBedepi (mepen CHOM)
omHOpPa30Bo. Kypc nikyBaHHd - 1 geHb. [Ipyruil Kypc Teparii Moxke OyTH Ipu3HadYeHU, SKIIIO Iie
HeoOXigHO.

[TpoTsiroM MeHCTpYyallil TiKyBaHHS IIPOBOOUTH He ciif. JIiIKyBaHHS CJIifi 3aKiHYUTH [0 TOYaTKy
MeHCTpyauil. He BUKOPUCTOBYBaTH TaMIIOHHU, iHTpaBariHalbHi 3pOIIeHHs, CIIepMilliuau a0o iHIri
BariHa/IbHI IPOAYKTH IIif YaC 3aCTOCYBaHHS LIbOTO IIpernapary.

[Tig wac Teparmii cig yHUKATH CTaTEBUX KOHTAKTIB, OCKINTbKY iHQEKIIiS MOXKe IepegaTUcs MapTHEePY.

Himu.

IlocBig 3acTOCyBaHHSA IIpenapaTy Knodar® miTsam BikoM 10 16 pokis BIICYTHi}, TOMY He CJIifi 10TO
3aCTOCOBYBATH [aHil KaTeropil naiieHToK.

Ilepedo3yeanns.

2KomHoro pU3UKy rOCTPOI iIHTOKCUKAIlil HeMa€, OCKiJTbKY MaJIOMMOBIPHO, III0 ITepeio3yBaHHS
MO2KJIMBE IIiCJIsT Pa30BOi BariHa/MbHOI 1031 a00 HaHeCeHHs Ha IIKipy (3acTOCYBaHHS Ha BEJIUKUX
OinsgHKaX WKipKA TPU YMOBaX, 110 CIPUYUHSIOTH MigBUIIIEHE BCMOKTYBaHHS), @ TAKOXK MiCIS
BUIIaJKOBOTO II€POPAIbHOTO 3aCTOCyBaHHS. Cienn(piyHOro aHTUIOTY HEMAE.

Y pasi BUIIafiKoBOT0 IepopaIbHOr0 3aCTOCYBaHHS Ti/IbKY IIPU MPOSIBi KITIHIYHUX CUMIITOMIB
niepeno3yBaHHs (TaKuX SIK 3allaMOPOYeHHs, HynoTa abo 6/10BaHHS) CIIif 3aCTOCOBYBATH TaKi
IpoiTaKTUYHI 3aX00U SIK IPOMUBAHHS MUTyHKA. [I[pOMUBAHHS MUTYHKA CJIif IPOBONUTH JIALIE Y
BUIIa[IKaX, KOJIM € HAJIEXKHUY 3aXUCT OUXANIbHUX LIISXIB.

ITobiuni peakuii.

3 6oky wkipu ma nidwkKipHoi KAimKoB8uHuU: MicIleBi IIKipHi peakilii, BKIIO4Yal04y, KOHTaKTHUN
IepMaTuT.

3 6oky iMyHHOI cucmemu: anepriyHi peakilii, BKII0OYal04 HEITPUTOMHICTh (CHHKOIIE), apTepiaabHy
rinoTeHsito, UCIHOE (3a[MIIKY), KPOIUB'THKY, CBEPOiK.

3 6oky penpodyKkmugHoi cucmemMu ma MO/A0YHUX 3d/103: HETIPUEMHI BimuyTTs (cBepOixK, TUCKOMOOPT,
neviHHA) Ta KJIiHiYHI IPOsBYU (MMOfpa3HeHHSs, MYIIeHHs IKipy, BUCUTIAHHS, HaOpsK, epuTteMa) y
OiJISHII CTAaTEBUX OpraHiB; OiNb y minsgHIl Ta3a, BariHalbHa KPOBOTEYa.



3 60Ky WAYHKOBO-KUWK0B020 Mpakmy: Oifib y KUBOTI.

Tepmin npudamHocmi. 2 POKH.

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

30epiratu y HEJOCTYIIHOMY IJIST OiTe# MicIi.

YnakoBka.

[To 7 r y Ty0i, mo 1 Ty6i pa3oM 3 anmikaTopoM y KapTOHHIi# yIaKOBIIi.

Kareropis Bigmycky.

bes penernra.

BupoOHHUK.
KYCYM XEJITXKEP IIBT JITHO/

KUSUM HEALTHCARE PVT LTD.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Miclsi IpoBaJIXKeHHs HOro Tis/IbHOCTI.
CII-289 (A), PIIKO Iupmactpian apea, Yonanki, bxirami, [lict. AnBap (PagxacTan), Inmis/

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



