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Dear Mr. Valle: DI

OnJunes,7 & 27, an mvestlgator from this' ofﬁce of the Food and Drug Admnustratlon
conducted an inspection of your food manufacfuring facility located at 367 Comerio St.,
Bayamén, PR 00959. During that mspectmgﬂ labelugg material for your gelatin, with and
without fruits, and vanilla custard products were‘obtamﬁd "Review of your product
labeling and the inspection evidence repozted’ reveals serious violations of the Food, Drug
and Cosmetic Act (the Act) and Title 21, Codé of Fedéral Regulations (CFR) Part 101,
Food Labeling, as follows:

1. The product “GELATINA DOﬁA DELIEIAS”, individual 3 0z. units, is adulterated
within the meaning of Section 402(c) of the Act because it contains the color addie
FD&C Yellow No. 5 and its label does not state this fact. . K

2. The products “GELATINA DONA DELICIAS” and “GELATINA DONA
DELICIAS CON FRUTAS” are misbranded within the meaning of Section 403(i)(2)
of the Act because they are made from two or more ingredients, but the labels fail to
bear the common or usual name of each color additive [21 CFR 101.22(k)(l).and to .-
declare the presence of these colors in accordance with 21 CFR 101 .4, as foll_ow,s;; S

(2) Your product “GELATINA DONA DELICIAS” contains colors certifiable as - -
FD&C Yellow No. 5, FD&C Yellow No. 6, FD&C Red No. 40 and FD&C Bluc ,

No. 1, but the label of the individual 3 oz units fails to declare the presencc of
these colors. o .

(b) The product “GELATINA DONA DEI;ICIAS" is also misbranded because its

six pack carton container fails to declarc the presence of the added cemﬁed coIor
FD&C Blue No. 1 ‘
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(¢) Your product ‘GELATINA DONA DELICIAS CON FRUTAS” contains the
artificial coloring ingredients FD&C Red No. 40 and FD&C Blue No. 1,
however, the label of the individual 7'gz. units fails ta declare the presence of
these artificial coloring ingredients. ., ,” '

3. The products “FLANES DONA DELICIAS?, (individual 3 oz. units), “GELATINA
DONA DELICIAS CON FRUTAS” (indfvidual 7 oz. units) ard “GELATINA
DONA DELICIAS” (individual 3 oz. units) are misbranded within the meaning of
section 403(q)(1) of the Act in that the piodiicts fail to bear a label that provides

mandatory nutritional iugd'rmation as requfré:d by 21 CFR 101.9.

4. The products ‘FLANES DONA DELICIAS”, “GELATINA DONA DELICIAS CON
FRUTAS” and “GELATINA DONA DELICIAS" are also misbranded within the -
meaning of section 403 (e)(1) of the Act because their labels do not list the name of
the manufacturer of the products in accordance with 21 CFR 101.5, as follows:

(2) The label for the individual units of thé products “FLANES DONA DELICIAS’
and “GELATINA DONA DELICIAS CON FRUTAS?", respectively, list Alonso
Corporation in lien of Sweet Valley, Inc., as the products’ manufacturer. Qur
investigator documented that since Qgif"ober, 1995, when the firm’s name was
Alonso Corporation, the firm has beei sold to three different owners, and its
name changed three times being Sweet Valley, Inc. the current name of the firm.

(b) The printed labeling the six pack carton containers used for the products
. “ELANES DONA DELICIAS" and “GELATINA DONA DELICIAS” does not
specify Sweet Valley, Inc. as the manufacturer of these products. Instead, the
printed carton containers declare Gonzalez e Hijos, Inc. and Pagén e Hijos, Inc.,
firm’s previous owners, as the manufacfurer, respectively, of the above
mentioned products. Co

(c) The label for the individual 3 oz. uﬁits of your product “GELATINA DONA
DELICICIAS? fails to include the name of the product’s manufacturer.

5. The product ‘FLANES DONA DELICIAS” is misbranded within the meaning of
Section 403(g) of the Act in that the firm lists “Vanilla” (a food for which a definition -
and standard of identity has been established in 21 CFR 169.175) in the ingredient
statement when in fact the product is made with imitation vanilla,
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The above violations are not meant to be aqi;q}-mcluswe lxst of deﬁciencxes at your plant.
Other labeling violations can subject the food to legal action. It is your responsxbxhty to
assure that all your products are properly labeled and that their labeling are in compliance
with all applicable laws and regulatxons enforced by the FDA

You should take prompt act:ﬁn*to correct these v1olations and prevent their future -
recurrence. Failure to promptly correct these violations may result in regulatory action
without further notice. Possible actxons mc&ude sei,;m;e and/or Injunction.

Please notify the San Juan Dlstnet ofﬁce in wmm Y ‘withm 15 working days of the receipt:

of this letter, of the specific steps you have taken h correct the noted violations.
Including an explanation of each step being taken to prevent the recurrence of these or
similar violations. If corrective action cannot be comipleted within 15 working days, state
the reasons for the delay and the time at which the corrections will be completed

7 LA .
We also want to advise you that your producx "&ELAT]N A DONA DELICIAS CON
FRUTAS?” fails to contain a separate descrip;im:f of me sodlum benzoate (preservative) as
stated in 21 CFR 101.22(j). :

In addition, the six-pack carton for the non fruit product (“GELATINA DONA
DELICIAS”) incorrectly declares Blue #1 a.é “Azul #31”.

~ Your reply should be sent to the Food and Dmg Administration, San Juan District Office,

466 Fernandez Juncos Ave., San Juan, PR 00901-3223, Attention: Daniel Gonzalez,
Director Compliance Branch. If you have any questions concerning the vlolatlons noted"
please contact us at telephone number (787) ¢ f729-6894 _ "

Smcerely,
Mildred R, Barber - -
District Director = =~ -
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