901 £, 23 8ed Stroet
Carsan, Calitornia
A0745-0203

A LEINER

HEALTH PRODUCTS Fax SHOCH35-661 5
IEEERWE
October 26, 1997 l 07
Office of Special Nutritionals (HFS-450) 0653 97 DEC16 P1:25

Center for Food Safety and Applied Nutrition
Food and Drug Administration

200 “C” Street S.W.

Washington, D.C. 20204

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:

Enhances the Immune System

Zinc plays an important role in the development and normal functioning of the
immune system, reproductive system and in proper growth.

on the following product:

Your Life® Zinc Gluconate/Picolinate
Very truly yours,

LEINER HEALTH PRODUCTS

Gale Bensussen, President

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