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October 5, 2000
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Dear Mr. Lim:
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We inspected your seafood firm on May 5, 2000. We conducted this inspection to
determine your compliance with FDA'’s seafood processing regulations, 21 Code of
Federal Regulauons (21 CFR 123) and the Good Manufacturmg Practlc ( GMP)
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verification procedures to verify that your foreign suppliers have implemented a
preventive system of food safety controls known as Hazard Analysis Critical Control
Point (HACCP) in accordance with U.S. requirements.
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your seafood proaucts specifically dried anchovies and canned boiled mackerel, to
be adulterated within the meaning of Section 402(a)(4) of the Federal Food, Drug,
and Cosmetic Act (the Act), in that the fish have been prepared, packed, or held under
insanitary conditions, whereby they may be rendered injurious to health. We listed
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1. You must have written product specifications that ar designed to ensure that the
fish and fishery products that you import are not i 1
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21 CFR 123.12(a)M2)1). However. durine our inenection on Mav § 2000 we faiind
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proaucts

(a) Dried anchovies from @i, to address potential pathogen growth and

toxin formation, including Clostridium botulinum and Staphylococcus
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(b) Canned mackerel from iR, to ensure control of the potential hazard of

histamine formation as a result of time/temperature abuse of the fish.

2. You must implement an affirmative step that ensures that the fish and fishery
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reguiations, to comply with 21 CFR 123.12(a)(2)(11). However, your firm did not
perform an affirmative step for dried anchovies and canned mackerel to verify that

ammn
the products were processed in accordance with the seafood HACCP regulations.
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You must immediately take a
1 a

La et
\(')

anirnITra N samtgaam mdi an T aetle o

21

O
e foreign processor may be piaced on import alert, and future
shipments of the products may be subject to detention without physical examination.
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product specifications, verification plans, your foreign processors’ HACCP pians,
or other useful information that would assist us in evaluating your corrections. If you
cannot complete all the corrections before you respond, we expect that you will
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explain the reason for your delay and state when you will correct any remaining
deficiencies. i

Please send your reply to the Food and Drug Administration, Attention: Erlinda N.
Figueroa, Compliance Officer, 1431 Harbor Bay Parkway, Alameda, California

94502-7070. If you have questions regarding any issue in this letter, please contact
Ms. Figueroa at (510) 337-6795.

Sincerely,

LD P
arrell T. Lee

Acting Director

San Francisco District



