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7%41,1 FOOD & DRUG ADMINISTRATION

466 FERNANDEZ JUNCOS AVENU

November 24, 1997 SAN JUAN, P.R:00901-3223

WARNING LETTER

S.IN-98-03

President

I+alcotl Baker;,

l).O. Box 7348

Chguas, Puerto

Inc.

Rico 00626

De:]r Mr. Ihlotno:

The recent ilmiysis 0[ l-loney br:llld “DC Mi Tierr;l” (SLiinple #97-747-798)

t-irm aIKl wllwlcd 011 8/ 12/97 rcvwls IIlal lllc produc[ is ill violation 01” [he

Drug aHd Cosme[ic Act, wilhill [he Inealli]lg of Seclioil 402 and 403.

The product labeled as “De M i Tierrq” is in violation of Sectio]l 402(b)(4) of the Act in that

a sample collected a[ your firm of product repacked ill your facilities has been confirmed by

laboratory analysis to col~taill 67% sugars from catw or corn.

‘Ille prl)duc[ I:lbclcd :1s “De M i ‘l-ierra” is ill violu[iol] ol” Sec[ioi] 403 (:1)(1) of the Act in that

ils Iabelil]g is bt)ll] I“;ilsc dld ll~isleadillg. The labelit~g UII this product is false al~d misleading

ill that sugar trom caHc or cdrll sources have been addcxl 10 the proclucl purported to be “pure

hotwy” am] [he label beat-s II() dcciaralioll 01- illgrediellls coillaiiliilg cal~e or corn sugar.

Chapter 21 Code 01- Federal Regulalioi]s, Seclion 1.2 I (:1)( 1) indicates that I Labeling of a

food . . . . shall be deemed to be misleading if it fails to reveal facts that are material in light of

o[her represelltatiom made or suggested by statement, word, design, device or any

uolnbimli oil therco l-l.

You should mke I)rolnp[ acliol) 10 correcl (Iwse devia[iol~s. Failure to promptly correct this

(icviillioll lnay t-csull ill regulu[ory :lclion such M a seizure without further notice.

You should llolil”y [I)is ul-l”icu ii] ivri(il]g, will]il] 15 wlorkii]g (lays 01” rweipl 01’ [his Ieller, oi-

[I]e specitic steps you Ilave [akeil 10 correct (Ile holed violations, including an explanation 01’

mch step taken 10 preven[ tl]e recurrence 01. similar violatiom.

-b”

repacked by your

Federal Food,
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Your reply should be sel]( to the Food al~d Drug Admil~istratiotl, Att: Jorge L. Guadalupe,

466 Fernandez Jumos Avenue, SaII -luan, Puerto Rico 00901-3223.

Sincerely yours,

/A-ii/i$=-
(

Dislricl Director

-%”

Enclosures:

FD&C Act, ~WtiL)llS 402(b)(4) & 403(a)(1)

21 Code Fecleral Regulations, Section 1.21


