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Robert Iselqy
President
Coastal Se@food
35 Lexington Avenue
South Nor\yall<, CT 06S54

Dear hlr. I~ele~:

We inspected your tlrnl, located at 35 Lexington Aven\le, SouthNorwall<, CT. on Decenlber 13
and 14, 20Q1, and found that YOUhave se[iolls del-iatiol~s fronl the Seafood 14ACCP regulations
(21 CFR P$rt 123). These deviations, sonle of Jvhich were previously brought to your attention.
ca~lse Voul-lcrabnleat products to be in l~iola[io]l of section 402(a)(4) of the Federal Food, Drug,.
and Cosnl~tic Act (the Act). You can find this Act and the seafood 13AC.CP l-egul?tions thi-ougij
linl<s in FQA’s honle page at www.fda.go~.

The deviatjon was as follows:

o Failurq to have written product specifications for crabrneat that is in~ported fron~ Ecuador, to
con~ply with 21 CFR 123.10.

We nlay t$l<eftlrther action if you do not prolnptly correct this above violation. For inst:lllce. ~~?
n~ay tal<e f~~rtheraction to seize your prodtlct(s) and/or enjoin your firn~ fronl operating.

Please respond in writing within fifteen (15) days fronl your receipt of this letter. Your response
should oukline the specific things YOUare doing to correct these deviations. You may wish to
include ill yoLlr response docunlentation such as copies of tenlperature n~onitoring records for
your cool{ing. cooling and storage steps or other useful inforn~ation that would assist us in
evaluating your corrections. If yoLlcannot conlplete all corrections before you respond, we



. .

This letter l~~aynot list all tl~ecleviatiol~s at yo~lr facility. Yo~l are res~)ollsible for ells~lrillg that

yotlr ~]l”ocessil~gplant operates ill coll~pliallce \vitll tile Act, tile Seafood 13ACCP reg~llatiol~s ai~cl

tile Goocl hlal~~lfact~lrillg Practice reg~llatiolls (2 1 CFR Part 11O). YoL~also nave a respol~sibility
to ~lse pKocedL]resto loreve]lt f~lrtl~crviolations of tl~e Act allcl all applicable l-eg~llatiolls.

YOLIllla! direct>IOLIrrepl)’to I(arel~ N. Arclldeacol~, Co13~131iallceofficer. at tl~e address noted

above. lf yotl nave ally qtlestiol~s collcerllil~g this ll~atter, l)lease contact h4s. Arclldeacol~ at (781)
279-1675. Extellsioll 113.

.

Sincerely,

/‘,,,’~’

;;fi~::~~!c.
District Director
Ne\\ El~:lalld District Office
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