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Office of Special Nutritionals (HFS-450)
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 statements:

Premenstrual Support

With its GLA content Evening Primrose Oil may help the body to regulate the
hormone-like prostaglandins associated with premenstrual conditions.

GLA is converted within cells to prostaglandins, which influence many critical body
functions such as the reproductive cycle, blood pressure, immunity and inflammation.

Affect many tissues and organs including the reproductive organs.

Must be present in the diet to maintain health.
on the following product: Your Life® Evening Primrose Oil

Very truly yours,

LEI HEALTH PRODUCTS
24

Gale Bensussen, President

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