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60 8th Street, N.E.
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with 21 CFR 123.12(a)(2)(ii). However, the affirmative step you
maintaining a "Producer’s Certificate” for the Fish & Seafood Terrines is unaccept
follows:

a. The certificate does not state that the product has been manufactured under
sanitation and HACCP procedures that comply with the requirements of Title 21
United States Code of Federal Regulations, Part 123 (21 CFR Part 123).

b. If it is a lot-by-lot certificate, then it shouid inciude the ot # and amount of

product in addition to the product's name and/or description. If it is a continuing
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certificate should not remain in effect for more than one year after it is issued.

The above deviations were previously brought to your attention in my letter dated September 30,
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your firm are in compliance with the Act and all requirements of the federal regulations.

You should take prompt measures to correct these deviations. Failure to promptly correct these
deviations may resuit in reguiatory action without further notice. Such action inciudes seizure
and/or injunction. In addition, FDA may detain your imported seafood products without
examination until your firm is fully in compliance with the Seafood HACCP regulation.

Please respond in writing, within three weeks from your receipt of this letter. Your response
should outline the specific things you are doing to correct these deviations, including an
explanation of each step taken to prevent the recurrence of similar deviations. If you cannot
complete all corrections before you respond, we expect that you will explain the reason for your
delay and state when you will correct any remaining deviations.

Your written reply should be directed to Carlos A. Bonnin, Compliance Officer, U.S. Food and
Drug Administration, 60 Eighth Street, N.E., Atlanta, Georgia 30309. If you have any questions
regarding any issue in this letter, please contact Mr. Bonnin at 404-253-1277

Smcerely, /

S ! d/m/

allard H. Graham, Director
Atlanta District




