
ENCLOSURE B



OFW DRAFT 3/20/07 3:37 pm

Comparison of Label ing

The labeling submitted in this petition for the proposed drug product, Clindamycin Phosphate
Foam, 1%, is consistent with the current labeling for the reference listed drug, Evocling)
(clindamycin phosphate) Foam, 1% .

The labeling for the proposed generic drug product is the same as that of the reference listed drug
product except for the changes required due to differences in inactive ingredients, product
appearance, administration, NDC numbers, manufacturers, and minor editorial changes . These
differences have been highlighted in the labeling comparison provided on the following pages .
The specific differences in inactive ingredients, dosing, and container size will be addressed in
the Abbreviated New Drug Application for the proposed drug product .

A comparison of the Evoclin@) (clindamycin phosphate) Foam, 1%, and Clindamycin Phosphate
Foam, 1% package inserts is provided in text format for improved readability .

The approved labeling for Evocling (clindamycin phosphate) Foam, 1% was available at
http://www.fda .gov/cder/approval/index .htin .

Please note that the following numbers correspond to the changes highlighted in the side-by-side
comparison of the Clindamycin Phosphate Foam, 1% and the reference listed drug's package
insert and container label, provided for on the following pages :

1 . Replacement of the innovator trade name with the established name .
2. Changes to the text due to the unique formulation, manufacturer and/or

distributor, and packaging configurations for each product .
3 . Minor administrative and editorial changes .
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