
SLEINER
HEALTH PRODUCTS

December 15, 1998

Office of Special Nutritional (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 “C” Street SW
Washington, DC 20204

901 E. 233rd Street
Carson, California
9 0 7 4 5 - 6 2 0 4

I 3 1 0 / 8 3 5 - 8 4 0 0
Fax 31 0/835-6615

z 341 ’99 JAN -5 /32:14

Section 403(r)(6) Notification

Dear Sir or Madam:

In accordance with the requirement of section 403(r)(6) of the Federal Food,
Drug and Cosmetic Act, Leiner Health Products notifies the FDA that it has
begun using the following phrase and statement:

Supports Antioxidant & Energy Activity

Coenzyme QI O is essential to the production of energy by every cell
in the body. It is a key antioxidant nutrient and may help maintain a
healthy heart. Higher daily dosages of Coenzyme QI O (50 mg and
over) may provide even more cardiovascular and antioxidant
protection than daily dosages below 30 mg.

on the following product:

TruNature@ Coenzyme Q-10

Very truly yours,
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Gale Bensussen, President

cc: Michael Bradley, Director of Regulatory Affairs
William Cochran, Manager of Regulatory Affairs


