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

200 “C” Street SW

Washington, DC 20204

Section 403(r)(6) Notification

Dear Sir or Madam:
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DOTF 23 3rdd Street
Carson, Calitornia
GO745-0.204
FIOC833-8400

Fax 310783566015

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:

Premenstrual Comfort

GLA is a specialized omega-6 fatty acid that is highly unsaturated.

Cells convert GLA into prostaglandins. With its GLA content,

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

on the following product:

YourLife® Evening Primrose Oil (family size)

Very truly yours,

Lei Health Products
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<" Gale Bensussen, President

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

975-0162
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