Carson, California
90745-6204
310/835-8400
Fax 310/835-661 5

Y

A LEINER

HEALTH PRODUCTS

‘ 901 E. 233rd Street

December 15, 1998

Office of Special Nutritional (HFS-450)

Center for Food Safety and Applied Nutrition

Food and Drug Administration

200 “C” Street SW i
Washington, DC 20204 2351 99 U -5 P25

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:

Heat and Bone Health + Female Support

Soy isoflavones are natural constituents of soy foods. Some scientists believe that
they are the main contributors to the heart health benefits of soy protein. Additionally,
preliminary studies suggest that soy isoflavones may help maintain optimal hormonal
balance during the transition into menopause and may inhibit certain enzymes that
are responsible for bone loss.

Soy and its positive health benefits are gaining popularity in the Western world. Diets
rich in soy have been known to support one’s health: Heart./Bone/Female
Support./Antioxidant Protection.
Women can benefit from isoflavones, as they are natural sources of phytoestrogens.
Studies suggest that soy isoflavones may help maintain optimal hormonal balance
during the transition into menopause. Additionally, soy isoflavones provide
antioxidant protection against the harmful effects of free radicals.
on the following product:

YourlLife® Soy Isoflavones
Very truly yours,

Lein ealth Products

" Gale Bensuss/en, President

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