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The above listed violations and the FDA-483, Inspectional Observations, issued and
discussed with you at the conclusion of the inspection, is not intended to be an all-
inclusive list of deficiencies at your facility. It is your responsibility to assure that your
establishment is in compliance with all requirements of the federal regulations.

You should take prompt measures to correct these deviations. Failure to promptly correct
these violations may result in regulatory action without further notice, such as seizure
and/or injunction.

Please notify this office, in writing, within 15 working days of receipt of this letter, of the
specific steps you have taken or plan to take to prevent recurrence. If corrective action
cannot be completed within 15 working days, state the reason for the delay and the time
within which the corrections will be completed.

Your reply should be sent to the attention of George F. Bailey, Compliance Officer, at the
above listed address.

Sincerely,
\s\

Raymond V. Mlecko
District Director



