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June 13,2003 

--._ 
Food and Drug Administration 
Office of Special Nutritionals (HIS-450) 
Center for Food Safety and Applied Nutrition 
200 C Street, SW 
Washington, DC 20204 
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Dear Sirs: 

Notice is hereby give pursuant to Section 403(r)(6) (21 U.S.C. § 343 (r)(6)) of the Federal Food, 
Drug and Cosmetic Act that Rexall Sundown, Inc. (“Rexall”), located at 6111 Broken Sound 
Parkway, N.W., Boca Raton, Florida 33487, has marketed a dietary supplement bearing the 
following statement(s) on the label and/or in the labeling: 

TruLeanTM: [It] boost energy and metabolism, promotes overall well-being. [It] promotes well- 
being. The TruLean Program helps you while you manage your weight in a simple way that fits your 
lifestyle. TruLean’s multi-action formula and easy-to-use diet and exercise program together help 
you feel less stressed and more energetic while dieting. The TruLean Nutritional Supplement helps 
you while you manage your weight by boosting your energy and metabolism and promoting overall 
well-being. TruLean is specially formulated.. . with Miratea TM to help address key issues associated 
with weight management. For centuries, green tea has been recognized as part of a healthy lifestyle 
in Asia. EGCG from green tea has a complementary effect when combined with caffeine, to help 
boost energy and metabolism. Experts are finding that stress can lead to unhealthy eating habits. 
Rhodiola Rosea, a root indigenous to the Arctic, L-Theanine, a unique amino acid found almost 
solely in tea plants, and the B vitamins found in TruLean are beneficial for overall well-being in 
today’s stressful life. MiraTea offers the select combination of rare White Tea, Blueberry and 
Pomegranate for the potent antioxidant support to help keep your body healthy while you diet and 
exercise. 

The undersigned certifies that the information contained in this notice is complete and accurate and 
that Rexall has substantiation that the statement is truthful and not misleading. Pursuant to 5 101.93 
(a)(l), two copies of this notification are enclosed. 

Cordially, 

Deborah Shur Trinker, Esq. 
Senior Vice President 
Regulatory Affairs 
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