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Orbifloxacin
Noriyuki KITADAI and Masahiro NAKAI

Animal Health Products, Dainippon Sumitomo Pharma Co., Ltd.,
5-51, Ebie 1-chome, Fukushima-ku, Osaka 553-0001, Japan

DSP developed VICTAS®S MT Cream (VMTC) containing the three active pharmaceutical ingredients (APIs) of
orbifloxacin (OBFX), miconazole nitrate (MCZ) and triamcinolone acetonide (TA). The additional marketing approval
of VMTC was given to include the indications for cats of topical treatment of bacterial and/or fungal otitis externa and
dermal infection in 2005 and VMTC has been marketed.

In a cat safety study that VMTC was applied to the dorsal skin once a day for 7 days, no drug-related toxicological
effects were observed.

Intradermal pharmacokinetics of VMTC was observed by intradermal concentration measurement of APIs and
their disappearance from skin. As a result, the intradermal concentrations of OBFX and TA increased for three days
after application, while MCZ concentration was maintained at a constant level throughout drug application period. All
APIs concentrations decreased rapidly by the fifth day after withdrawal.

MIC,, of OBFX against clinical isolates of Staphylococcus spp., Pseudomonas spp. and Escherichia coli were 6.25mg/L,
6.25mg/L and 100mg/L, respectively.

The clinical efficacy rates of VMTC were 75.0% and 71.7% for otitis externa and dermal infection in cats, respectively.
No adverse events related to VMTC were observed during study.

These findings demonstrate the efficacy and safety of VMTC in cats as well as in dogs.
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