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in order to comply with 21 CFR 123.6 (b).

)
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e You must maintain complete sanitation control records that document
monitoring and corrections, in order to comply with 21 CFR 123.11 (c).
However, your firm had no sanitation monitoring records or procedures in all

areas of sanitation, including the maintenance of hand-washing/sanitizing.

specifically trained in seafood HACCP to prepare your HACCP plans and review
records. This letter is not intended to be an all-inclusive list of deficiencies at
your facility. At the conclusion of the inspection your firm was issued a Form
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FDA-483 which is a list of the Investigators' observations of deviations noted
during the inspection. A copy of the FDA-483 is enclosed. It is your

regulations.

You should know that this serious violation of the law may result in FDA taking
regulatory action without further notice to you. These actions include, but are not
limited to seizure, and/or obtaining a court injunction against further marketing of
your seafood products.

It is necessary for you to take action on this matter now. Please let this office
know in writing within fifteen (15) working days from the date you receive this
letter what steps you are taking to correct the problems. We also ask that you
explain how you plan to prevent these violations from happening again. If you
need more time, let us know why and when you expect to complete your
corrections. Your reply should be sent to Gwendolyn Sue Gilbreath, Compliance
Officer, at the above address.
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