IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

KAHOIO

(CANDID)

Cxnao:
ditoua pevosuHa: clotrimazole;
100 M pO34MHY MiCTSTh KIOTpUMa30my 1 T;

0ONOMIJHCHA PeY0BUHA: IPOMIiNIEHT TIIKOJIb.

JIikapcbka ¢opma. PO3UMH 1 30BHIIIHBEOTO 3aCTOCYBaHHS.

OcHosHi (pisuko-xiMiuHi 81acmusocmi: 6e30apBHa IIpo30pa B’s3Ka piAnHa.

®dapMakKoTepaneBTHUYHA I'pyna.
[TpoTurpuOKOBi MpemapaTy AJIsT MiClIeBOT0 3aCTOCyBaHH:A. IToxigHi iMifma3omy Ta Tpua3ony.

Kom ATX DO1A CO1.

dPapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

Knotrpuma3sorn - moxigHe iMima3omy, mpoTUrpubKOBUH 3acCi0 MIKMPOKOTo CIieKTpa Aii. MexaHi3m #oro mil
TI0JISITA€  TaJIbMyBaHHI CHHTE3Y eprocTepoiry, HeobximHoro s mobymoBy KIITHHHOI MeMOpaHu
rpubiB, 110 MTPHU3BOAUTE 10 IOPYIIEHHS i1 MPOHUKHOCTI i MOAaIbIIOro pyHyBaHHS KiTiTuHA. KpiM
TOT'0, KJIOTPUMA30JI IPUTHIYY€E aKTUBHICTh MTEPOKCHUIA3, 110 JOJATKOBO IIOJIETIIYE HAKOITUYEHHS Y
KJIiTUHI rpubKa mepekucy BogH0. KoHIeHTpallisl mepeKucy BOOHIO MiIBUIIYETHCS 10 TOKCUYHOTO
PiBHS, 110 TPU3BOIUTD IO MOMAIBIIOI0 PYHHYBAHHS KITiTHHU.

KnmoTpuMa3on Ma€e MUPOKUYM CIEKTP Mil: epeKTUBHUM IIOA0 OepMaTo(diTiB, APiKOKOBUX T'PUOIB;
BUSIBJISIE aHTUOAKTepianbHUM eekT momo 30ymHUKIB epuTpa3Mu, ctadinokokis (Staphylococcus
Spp.) Ta CTPENTOKOKIB (Streptococcus spp.).

dapmakoKiHemuka.

[Ipy HaHeceHHI Ha LIKipy IPOHUKAE Y POTOBUM IIap IIKIpU i TaM HAKONUYYEThCA. [Ipy 30BHIMIHBEOMY



3aCTOCyBaHHI yepe3 MIKipy BCMOKTY€EThCS He3HaUHa KilTbKiCTh npenapaTy. Malixke He aOCOpOy€eThCS y
CACTEMHUU KPOBOTIK.

Kniniuni xapaKTepuCTHKH.
Iloka3zaHHA.

['prOKOBi 3aXBOPIOBAHHS IIKIPH i CI1i30B0I 000JI0HKY, CIIPUYKHEHI 30y IHUKaMHU, Yy TIUBUMH [0
KJIOTPUMA301y.

PizHoOapBHUM nHiIail, epuTpasMa.

IIpomunoka3aHHs.

[ligBullleHa YYTIUBICTH J0 KJIOTPUMa30iy abo mo Oyab-SKKX iHIINX KOMIIOHEHTIB IIpenapary.
[TigBuIlleHa Yy TAUBICTD O IHIINX iMITa30JIiB.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

Knotpuma3zos nmpurHivye [ito iHIMX TPpOoTUTPpUOKOBUX MperapaTiB [i71s 30BHIIIHBOTO 3aCTOCYBaHHS,
30KpeMa aM(pOTepULMHY, HICTAaTUHY i HAaTaMilIMHY.

AHTHMIKPOOHY [Iif0 KJIOTPUMAa30JTy ITOCUJIIIOIOTE BUCOKI KOHIIEHTpallii mporminoBoro edipy
rigpokcrubeH30MHOI KUCIIOTH.

IexcaMeTa30H y BUCOKHX [103aX TaIbMy€ IIPOTUTPUOKOBY Mil0 KIOTPUMAa30JIy.

Oco6.1ueocmi 3acmocyeaHHs1.
[IpenapaTt npu3HaUYeHUM OJ1s 3aCTOCYBaHHSA JIUIIIE y IePMaTOJIOTiYHiy TPAKTHULII.

3a00pOHSAETHCS 3aCTOCYBAaHHS IIpenapaTy B 0QTaabMOJIOTiUHIM TPAaKTUIll. YHUKATHA KOHTAKTY
mpemnapary 3 ouuMa. He 3acTocoByBaTH y OiNAHIIL oyer. He KoBTaTH.

He po3uyxyBaTu ypaxXKeHi OiSHKY TiNa, SKi CBEPOIATh, OCKINIbKY 1ie TPU3BOOUTD 10
PO3MOBCIOAKEHHS 3aXBOPIOBAHHS.

Y messkux BUMagKax CIIOCTEPiraeTbcsi 0aKTepianbHa Pe3UCTEHTHICTh 10 KIOTpUMa3oy. [Ipu
BiICYyTHOCTi TepameBTUYHOT0 e(PeKTy JTiKapChKOTr0 3aco0y CJlif 3aCTOCOBYBATH iHIINN CIIOCIO
JIIKyBaHHS.

€ NOBiIOMJIEHHS IIPO Peakilil IepexpecHol rinepyyTInBOCTI, TOMY y Pa3i aJlepridyHol peakiiil
Ha Oy[b-KUM TPOTUTPUOKOBHUI 3aCib 3 rpynu MOXiAHUX iMiga3oiTy CIifl MaTH Ha yBasi
MOZKJIMBICTB ITIOSBU TaKOl peakliil Ha iHIINY mpemnapar Liel rpynu. [Ipu nosBi anepriyaol



peakiril MiKyBaHHS KJIIOTPUMA30JI0M CJIifl IPUIHUHUTH.

ITig wac 3acToCcyBaHHSA LIBOTO IIpenaparTy CJIif YHUKATU CTaTeBUX KOHTAKTIB, OCKiIbKI
iH(eKIIig MoXKe IlepefaTucs napTHEPY.

3acToCyBaHHS PO3YMHY V AiNSHIII TeHiTaii (30BHIIIHI CTaTeBi OpraHu i MpoMeXXKKHa B KiHOK
abo rosiBKa CTaTeBOTr0 4JieHa i KpalH4 IJI0Th Y YOJIOBiKiB) MOXe 3HUXKYBaTH e(DeKTUBHICTh
Ta 0e3IeKy 3aCTOCYyBaHHS JTaTeKCHUX BUPOOiB, TaKuX K IIpe3epBaTUB Ta giadparma.
BxazaHuii e(eKT € TUMYACOBUM i MOKE BUHUKATHU TiTbKHU TIif Yac JIiKyBaHHS.

Y cknapi nikapchKoro 3aco0y MiCTUTBHCS IPOIINEHTIIKOIb, 1110 MOXKe CIPUYUHUTH
IIOApa3HeHH LIKIpHU.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.

KmiHiuHi JOCHiAKEHHS 00 BIIJIUBY KJIOTPUMAa30J1y Ha (PEePTUIBHICTD y XKIiHOK He
IIPOBOJUIIKCS, IIPOTE OOCHIAXKEHHS Ha TBapuHaxX He BUSBUIIM BIJIMBY KJIOTPHUMAa30Iy Ha
(hepTUNbHICTE.

KinbkicTh mocimkeHb i3 3aCTOCYBaHHSIM KJIOTPUMA30JIy V IIepiof BariTHOCTI oOMexkeHa.
HocmigkKeHHS Ha TBapuHaX He BUSIBUIIU MPSIMOT0 ad0 HENPSIMOT0 IIKiAIMBOTO BIIJIUBY 3
TOYKM 30pPY PENPOAYKTUBHOI TOKCUYHOCTI. fK monepenKyBaJibHUM 3axif, 0axkKaHO YHUKATHU
3aCTOCYBaHHA KJIOTPUMA30J1y IIPOTATOM I TpuMecTpy BariTHOCTI.

[Tig yac nikyBaHHS KJIOTPUMAa30JI0M CJIif IPUIUHUTYA TOOYBaHHS I'PYLLIO.

30amuicmb eniueamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo iHwumu
MexXaHisMamu.

He BnnuBae.

Cnoci6 3acmocyeaHHss ma do3u.

Hopocnum HaHOCcUuTH KaH[if, po34uH [j1d 30BHIIIHBOTO 3aCTOCYBaHHS, Ha YpaXKeHi OiITHKY
2-3 pa3u Ha 0o0y 10 3HUKHEHHS CUMIITOMIB 3aXBOPIOBaHHSA. 3HUKHEHHS CHMIITOMIB
OYIKY€THCH IIiCIIA IIPOBENEHOr0 KypCy JIiIKyBaHHS IIPOTATOM TaKOr'o Iepiofy:

- IepMaToOMikKO3u - 3-4 THUXKHi;
- epuTpasMa - 2-4 TUXKHI;
- pi3HOOapBHUY nuaM - 1-3 TUKHI.

[Ticnsa 3HUKHEeHHS Cy0’€KTUBHUX CUMIITOMIB, {71 3a0e3nedyeHHsT eeKTUBHOCTI JTiKyBaHHS,
3aJ1eKHO Bifl 3aXBOPIOBaHHS, HEOOXiOHO MPOMOBXUTY 3aCTOCYBaHHS IIpelapary ILie Ha 2



TUXKHI.

Himu.

IlocBif 3acToCyBaHHA IIpenaparTy OJid JIiIKyBaHHS OiTey BifCyTHIN, TOMY He CIIif
3aCTOCOBYBaTH MOTO LIiil KaTeropil maIi€HTiB.

Ilepedo3yeanHsi.

2KopmHoro pu3uKy rocTpoi iHTOKCHKAIlil HEMae, OCKiTbKYM MaJ0WMOBIPHO, 10 TePeNo3yBaHHS
MOXKJIMBE ITiCJIST pa30BOi BariHalbHOI 103U a00 HaHeCeHHS Ha IIKipy (3acTOCyBaHHS Ha
BEJIMKUX OiISTHKAX IIKipW IPU YMOBaX, 110 CIPHUSIOTH MiIBUIIIEHOMY BCMOKTYBAHHIO), @ TAKOX
TiCyIs BUTIAZKOBOT'O [TEPOPAJIbHOTO 3aCTOCYyBaHHS. CrenndivHOr0 aHTUOOTY HE iCHYE.

[Tpu BUIIagKOBOMY II€pPOPaIbHOMY 3aCTOCYBaHHI PiTK0 MOXe BUHUKHYTH ITOTpeba y
IIPOBEIeHHI MPOMUBAHHS IIIYHKA, SKIIO 7034, SIKa 3arPoXKye XKUTTIO0, Oyla 3aCTOCOBaHa
IIPOTSATOM IIOIIePeaHbOl TOMUHY a0 SKIO HasgBHI BUAMMI CUMIITOMY IIepPeqo3yBaHH
(HampuKaj, 3alaMOpOYeHHs, HymoTa abo OmroBaHHs). [IpoMUBaHHS MIJTYHKA CITif
IIPOBOOWTHY JIIIE V BUIIQKAX, KOMK € HaJIeXKHUYN 3aXUCT AUXATbHUX IIISIXIB.

ITo6iuni peakuii.

3 6oky imyHHOI cucmemu

AnepriuHi peakuii, BKII049alouy aHadinakTuuHi/aHadpinakTolgHi peakuil (aHahinaKTUYHAN 10K,
aHTiOHeBPOTUYHI HaOpsAKHY, apTepiasnbHa rinoTeH3is, HEIPUTOMHICTh, 3aAUIIKa, KPOIIUB'THKA),
CUHKOIIE.

3 60Ky wkipu ma nidwKipHOi KAimKo8uHU

[TouyepBOHIHHS, MOSIBA MYXUPIiB, NYILIeHH, BIIYyTTS MI€YiHHSI/XKapy, IOKOJII0OBaHHS, IOKaJIbHUI
HaOpsK, cBepbixK, BUCUIIAHHS, 3aTrajibHe MMOApa3HeHHs, 0inb/ouckomMbopT, mylleHHs/eKcdoIiarlis,
BiOUyTTS CYXOCTi; ajllepriYHuii, KOHTaKTHUU JepMaTuT.

[TosgBa jaHUX CUMIITOMIB BUMara€ IpUNUHEHHS JIIKyBaHHS IIpernapaToM.

Tepmin npudamHocmi.

2 POKH.

YMmoBH 30epiranssi.



30epiratu npu TeMiepartypi He Buine 25 °C.

30epiratu y HegOCTYIIHOMY OJISl OiTel MiCIi.

VYnaxoBka.

[To 20 M7 y (bJTaKOHI 3 KOBIAYKOM 3 KOHTPOJIEM IEPUIOro BinKpUTTs. I10 1 Gpr1akoHy y KapTOHHIH
YIIaKOBII.

Kareropis Bigmycky.

be3 perenra.

BupoOHHK.

I'neamapk ®apmacrrotukana JIta./Glenmark Pharmaceuticals Ltd.

Micne3HaxoaKeHHsI BHPOOHHKA Ta ajipeca MicCIsi MPOBaIXKeHHsI HOro Tis/IbHOCTI.
Hinprung Ne E-37/39, Em.Au.[1i.Ci., Catnyp, Hacik - 422 007, Iamis/

Plot No E-37/39, M.I.D.C., Industrial Estate, Satpur, Nasik - 422 007, India.



