ANDA 75-135/S-005, S-006, S-007 T

Upsher-Smith Laboratories, Inc. -
Attention: Mark Robbins

14905, 23rd Avenue North PAPR 12 20001
Minneapolis, MN 55447-4709 -
IIIIIIIIIIl||lI|I|IIIIlll'l'l|”IIIIIIIHIllllllllllllll'lll”

‘Dear Sir:

This is in reference to your supplemental new drug applications
dated October 28, 1999, under section 505 (j), of the Federal
Food, Drug and Cosmetic Act, regarding your abbreviated new drug
application for Amiodarone Hydygochloride Tablets 200 mg

The supplemental applications submitted as “Special Supplement -
Changes Being Effected” (SUPAC-IR) provide for:

S-005: Facility Addition:

14905, 23rd Avenue North
Minneapolis, MN 55447-4709

S-006: A Manufacturing Revision: -
Scale up, Equipment and Process changes

S-007: A Labeling Revision

We have completed the review of these supplemental applications
and they are approved.
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We remind you that you must comply with the requirements for an

approved abbreviated new drug application described in 21 CFR
314.80-81.

The material submitted is being retained in our files.

Sincerely yours,

~ l \é
_ ‘

* Florence S. Fang
Director _
Division of Chemistry II
Office of Generic Drugs
Center for Drug Evaluation and Research
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