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DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration

‘\%. Ncw England District imports

.D

Fwdamt DmgAdtl~i[listratitJI\

OIK Montvale Avenue

S(mcham. Massachusetts 02 I M)

(617)279-1483 FAX:(617)279-1733

June 13, 1997

WARNING LETTER

NWE-11-97W

Mr. Henry Wainer, President
Sid Waincr & Son
A Division of Friendly Fruit Inc.
2301 Purchase Street
P.O. Box 50240
Ncw Bedford, MA 02746

RE: FDA sample # 1934549

D Dc;~rMr. Wainer:

On June 4, 1997 we attempted to sample a shipment of :lnchovics in :iccordancc wi[h ourv
notice of sampling dated May 30, 1997 offered for import into the Uni[ccf St;i[cs by your !.!

on M:iy 25, 1997 under entry number AH50042023-9 ;ind found (1ICshipmcn[ wits not
:Iv;til:iblc. An inventory showed only 32 cartons rcnuiining from [he invoiced # Cal”tolls,

On June 4, 1997, wc :~ttcmpttxl to wharf examine ;I shipment of wtrious products in accort
with our no[icc of sampling dated April 4, 1997 offered f’orimport into the United Stdtcs by

your firm on April 2, 1997 under entry number AH5(XM1214-5 :Incl!ound [he shipnwnt w;Is

110( {l V;lili\blC. Entry hi~s 14 line items for ii total of 1113 ~iis~s of Viirious products wit.i]

inventory showing only 918 ci~s~s rcmiiining,

‘1’hcsc itlstitnccs iir~ violittior]s” of” 21 CFR 1.90 which requires the importer to IIOIL1 ;In CII(I-Y

il]t;lct pcmling rcccipt of the results of ~)(i~miniitio[l of. the siiil~pl~. WC [~~iiy rcqucsl (J. S.

Customs [0 orcfcr rckliwry ()! the shipment.

f;ililUW to promptly corrut this SitlliltiO1l illld prevent f.uturc Violiltiolh+” Indy result ill rcg(Il;Ilory

:Iction without further m)ticc such ilS seizure, injunction, or ilUtolll:lti C dc(ci]tiot] 01” I“\ltl]f-c

shipments. 1( is your rcsponsibi]ity, its the inlpt)r(cr of record to ensure [Ililt il]]porlul pr~xluc[s

l]l~~t itll rcquircmcnts of thc ~d~riil, ~()(d, Drug ill]d Cost]wtic Ac( illld [I]c [“~~:(lliltiol]s

Pron]tllgit[d thcrcundcr.
.
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m Within 15 working days of receipt of this letter, notify
steps you have taken to correct the situation, including.
to prevent therecurrence of the violative pattern.

this office in writing of the specitic
an explanation of each step being taken

You may address your response to Mr. Richard B. Midwood, Compliance Officer, Food ;~nd
Drug Administration, One Montvale Avenue 4th Floor, Stoneham, Massachusetts 02180.

Sincerely,

~ District Director
New England District

cc: U,S. Customs
At(n: Frances Lawson
10 Causeway Street
Boston, Ma 02222-1059

cc: B & A Brokers

9 One Harborside Drive~
Logan International Drive
East Boston, MA 02128


