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‘ Office of Special Nutritionals (HFS-450) - -1 i ) “
; Center for Food Safety and Applied Nutrition L{i ' N3zl0)

| Food and Drug Administration "\
|

200 C St. SW
Washington, D.C. 20204

Ladies and Gentleman:

Atkins Nufritionals, Inc., the address of which is set forth below, has included one or more of the
statements listed in Section 403¢r)(6)-of the Federal Food, Drug, and Cosmetic Act on the labels of two
new dietary supplement products, which it distributes. The text of ¢ach such statement, the name of the
dietary ingredient that is the subject of such statement, and the name (including brand name) of the dietary
supplement on whose label such statement appears, are set forth on Exhibit A. :

The undersigned certifies ‘on behalf of Atkins Nutritionals, Inc. that the information presented and
contained in the notice is complete and accurate, and that Atkins Nutritionals, Inc. has substantiation that

{ the statements are truthful and not misleading.
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Rosa S. Lovaglio / ;
Product Information Specialist
Atkins Nutritionals, Inc.
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Exhibit A

style.”

‘Lipase I (1,400 FCCLU)
Lipase II (600 FCLU)

Amylolytic (Carbohydrate) Enzymes

Amylase I (1160 DU)
Amylase I (5 GA)

Brand Name Label Copy Ingredient(s) related to claim
Atkins Basic Anti-Ox | “...natural dietary support for Vitamin A (as acetate) 250010
neutralizing damaging free radicals | Natural Beta Carotene 2500 TU
in the body.” Vitamin C 500 mg
Vitamin E 100 TU
Selenium 150 mcg
N-Acetyl-L-Cysteine 300 mg
Quercetin 250 mg
Grape Seed Extract 25 mg
' Alpha Lipoic Acid 25 mg
Atkins Basic “,..enzymes focused on helping the | Proteolytic (Protein) Enzymes 378mg
Enzymes body to naturally digest mainly Protease I (50,000 HUT)
protein and fat-based foods.” Protease II (28,500 PC)
Bromelain (180,000 PU)
Protease IV (150,000 PU)
Protease 111 (15 SAPU)
“...nutritional support for healthy
digestion for low carbohydrate life Lipolytic (Fat) Enzymes 378mg

84mg
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