907 £. 233ed Street

Carson, California
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HEALTH PRODUCTS Fax 310/835-6615

July 28, 1997

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition

Food and Drug Administration BIBBIY
200 “C” Street S.W. UG _5" ]B
Washington, D.C. 20204 0257 97 SEP19 P1 55 :

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 statements:

Sparks Energy & Enhances the Immune System

B- Complex is a combination of B-vitamins which help convert food into energy and
maintain normal nervous system function.

Vitamin C helps protect the body’s cells from potential oxidative damage and
enhances the immune system. ‘

on the following product:

Your Life® Balanced B- Complex & C

Very truly yours,

LEYNER HEALTH PRODUCTS

il

T

ale Bensussen, President

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