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FOOD & DRUG ADMINISTRATION

466 FERNANDEZ JUNCOS AVENUE
. SAN JUAN, RR. 00901-3223

Aug[]st 15, 1997

WARNING LETTER
SJN-97--23

~ERTIFIED MAIL
]LETUI<N RECEI1)T REQUESTED

iMr. Enrique Mangual Flores
President
Productos Kikue[, Inc.

fklX 1673
Canovanas, Puer[o Rico 00729-1673

~<

Dear Mr. iMangual:

During an inspection of your firm on l$lay 21 and 27, 1997, our investigator collected a .

physical samp]e 01”“Sorullos de Maiz con Queso” (Corn Sticks filled with Cheese), and [he
labels for “En[relneses Sur[idos” (Variety Cocktails), “Tacos de Jueyes” (Crab Tacos),
“T~COS de IJAIl:osta” (Lol--s[el- Tacos}, and “Enlpanadillas de Queso” (Cheese Empanadillas).

Our review of the labels collected for the products listed above show these products are
misbranded within the meaning of Section 403 of the Federal Food Drug and Cosmetic Act
(the Act), and Title 21, Code of Federal Re.zulations (21 CFR), Part 101- Food Labeling, as
follows:

—

1. All five products are misbranded in tha[ their labels fail to bear nutritional
labeling h required under section 403(q)(l) of the Act, and 21 CFR 101.9.
None of these products are exempt under Section 403(q)(5) and have been
labeled on or al”[er August 8, 1994.

The above violation concerns certain new labeling requirements and is not meant to be an all
inclusive list of deficiencies on your labels. Other label violations can subject the food to
legal ac[ion. It is your responsibility to assure that a}] of your products are labeled in
compliance with all applicable statutes enforced by the FDA.

You should tak~ prompt action [0 correc[ these deviations. Failure to promptly do so imay
result in regulatory action without further notice.



.

our k~beJ re~’ie’,k;IISOshows (Iwi[{he labels for al! five products include representations in
{\\/o Lm:uages. .I\l1 ]n;.lndatorj, i:ibeli:lg inf”oi-mation for products sold only in the .
Commonwealth of Puerto Rico must be in either Spanish, English, or in both languages as
set forth under 2i Cl:ll 101. 15(c)\lj mi (2). ,’

r

For example, the common n:uuc of the product is represented in both English and Spanish,
howewi-, the dtck~i-iition o]- ingrediems md other required information is’represented in
English Only. YtNIrproduc[s :Ire INNexempt’ under paragraph (c)(2) of this part.

Your reply shou !d be sen{ to [he Food and, Di-ug Administration, San Juan Disti-ict Office,
San Juan. I)LlCI-[i)P.ico (-XIX)l-3223. .“it~cll[iori: Cw-melo Rosa, Acting Compliance Officer.
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