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evaluating your correction. If you cannot complete your correction before you respond, we
expect that you will explain the reason for your delay and state when you will correct the
deviation.

Please send your reply to the Food and Drug Administration, Attention: Lisa M. Althar,
Compliance Officer, 22201 23 Drive SE, Bothell, Washington 98021-4421. If you have
questions regarding any issue in this letter, please contact Ms. Althar at (425) 483-4940.

Sincerely,
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Charles M. Breen !
District Director

Enclosures:
Form FDA 483
21 CFR PART 123
Section 402 of the Federal Food, Drug, and Cosmetic Act

cc: WSDA with disclosure statement



