
.

HEALTH PRODUCTS

July 20, 1997

Office of Special Nutritional (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 “C” street S.W.

Washington, D.C. 20204

‘)01 E 233KI Strmq

(mm, C<:ltiorm

90745-6204

JI 0/835-840(1

FJX 110/8!5.6615

‘“- j@@fF!M-
(jZdl “97 SEP19 PI:54

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:

Enhanced Antioxidant Activity

Science Driven Formula

Clinical studies demonstrate proven antioxidant abilities in protecting cells against
free radical damage for normal heart function.

Grape Seed Extract boasts strong antioxidant protection and contains the phyto-

nutrient Proanthocyanidin. This flavonoid scavenges free radical and may protect
the arterial walls of the circulatory system.

Scientific research suggests that the phyto-nutrients contained in Grape Seed
Extract can support the nutritional benefit of Vit:lmin E, for enhanced cellular
protection.

Vitamin E is a powerful antioxidant, which helps prevent damage to the heart and
supports heart cel[ health.
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Grape Seed Extract is an antioxidant, rid in Proantllownidins, flavonoids cited
for their ability to maintain arterial health and flexibility, an important part of
circulatory system well-being

For optimum benefit, continued use of Advanced E with Grape Seed Extract is
recommended.

on the following product:

Your Life@Advanced E with Grape Seed Extract

Very truly yours,

/7LEI ER HEALTH PRODUCTS
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ale Bensussen, President

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


