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ANDA See atfachment
AJG |3 2002

i : Mikart, Incorporated
Attention: Judy Howard

-~ 1750 Chattahoochee Avenue N.W.
_Atlanta, GA 30318 -

Dear Madam:

“This is in reference to your supplemental new drug applications,
‘dated April 2, 2002, submitted under section 505(j) of the

' Federal Food, Drug, and Cosmetic Act, regarding your abbreviated
'new drug appllcatlons for the products referenced in the
'attachment L

i These - supplemental appllcatlons, submitted as “Changes Being
- Effected in 30 Days”, prov1des for the following change:

'”We,ha€e completed the review“of these supplemental applications
~and they are approved.

IS B . We remind you that you must comply with the requirements for an
~“§ ot .. approved abbreviated new drug application described in 21 CFR
o 314.80-81. '

The materlal submltted is being retained in our flles

Slncerely yours,

I / </ (Q?DV/.
'q%?y . %5[ |
N Florence S. Eang

Director ,

Division of Chemistry II

Office of Generic Drugs

-Center for Drug Evaluation and Research
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