
PubiicHealth%xvice
Fcxd and Drug Adrniniscfalion

‘C+%dao C& ‘ o
CwwM

19900 MaoArthur Blvd., Ste 300
,, Irvine,(kHfomja92612-2445 .f

Telephone(949) 798-7600

Now@ber 13,2001

YenK Trieq Owner
New Japan International Inc,
4560 Worth Street
Los Angeles, CA 90063 ‘

.
W@NING UTTER WL-102-02

Dew Ms. T&2u, , .,

The Food and ~ kknini~ation (FDA) has informationwhich shows your firm violated the
Federal l?oo~ Drug, and Cmmetic Act ad referenced provisions of the United States Code
(U.S.C).

~ I%xklE! Invoiced (Wa.ntity Mvill Date
T76-0123268-U3/l FxozenSpriug Roll * &WXls 4/28/01

Frozen Spring Roll offered for import into the United States by your&m was sampled by FDA
and detained m Jue 1,2001 since the article was fkmndto be adulterated with Sahnonelki, a
p@onous and deleterious substance WMChmay render it iqjurious to health within the metig
oftlm FOOLDrug& CosmeticAct 4(12(a)(l).

‘lM article was Ref@ed Admission on My 2,2001, Amn ements were made to destroy the
product under FDA supervision-at

~~o.~ct.ber11,2001. Dining the cktrw$ion our hvestigation~eveaed significant discrepancies:
o Fk additional variations of the retail unit MA These variations included an altered

kgredien$ net weight and firm ~emmt and label fbrmat modificat~omj.
Q OI@M.I master carton labe~ iderrtifkd by the sampling FDA kwestigtior, cm&ted of red

ktterhg and a white box. l)uring the destruction the first top three rows of the pallet were
identiikd as the mentioned original master carton labe~ d the remainder was not. The
remaining master carton labels cmsktyi of an adhesive label with black lettering placed on a
white box originally labeled as “***FROm t!lmm~ &fA~~~ ~ISH***”,

..

You Wions of cc3mmi@ingm entry found to be viokitive fir the presence of fldmoneikq a
pcisoncw ad dekkriow wbsbnw, withother product has causedthis entry to be adulterated,
Wit.billthe smarting of 21usc342@)(2)-



The following are pnwious retries whereby product was pmen.ed for destruction under FDA
supervisionandibund&k.dterzwtcdwithin the meaningof 2iUSC 342(b)(2) , and annotated on
the CustomS Fom 3499 (ApplicationandApprovalto Manipulate, Exazni.ne,Sample or Transfer
Goods):

‘ ??mdL@ :
830-0025673-0/3/1 Black Pepper
880-0026223-3/7/1 “ mid Ekunbooshoot ‘

In additionbothentrieslistedwereFDA saxnple~detainedandRdised Admissionsince the
prodwxs were found to be adulterated in whole or m part of a filthy, putrid, or decomposed
substance or otherwise unfit for foo~ within the nleaning of the l?oo~ Drug & Cosmetic Act
402(a)(3).

Failure to promptly correct this violation and prevent Ilkure violations may result in requiring
..

thd fittm $hipments be held in secured storage. Secured storage will be under tie supervision
and direction of U.S. Custom, s-w%asin a bonded warehouse. You will be responsible for all
costs incurred at secured storage as well as to ensure that imported product m.ee@all
requirements of the Fe&~ FOOL Drug, and Cosmetic Act and the regulations promulgated
thereunder.

Wnhin 15 working days o~recei~ dtbis letter,pleasenow this offi~einwritingof the specific
Steps you have taken to correct the viokztio~ including an explanation of each step being takea to
prevent the recmrence ofthk viokitiom

A copy of tbk letter, except @r any amfidential, persona!, or comercial Mormation will be
placed on public display no earlier than fifteen(15) days tier the date of this letter. Your
response wiU be on public display with any confidential, personal, or commercial information
purged

Please send your rq?ly to Food and Drug Atistratio~ Attention: Ruth P. DixQ~ Compknce
Micer, 222 West 6ti M&t, Suite 700, SanPedro, CA 90731. If you have questions regardiog
any kSUe in this letter, pleue contmt Ms. T)kon at (~10)$31-6123, ext. 155.
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