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CERTIFIED MAIL
Return'Receipt Requested

Office of Nutritional Products, Labeling and Dietary Supplements
HFS-800 '

Food and Drug Administration - :
200 C Street, SW ‘ Ve
Washington, D.C. 20204 /_\i

To Whom it May Concern,

This letter is submitted pursuant to Section 406 (r)(6) of the Federal Food, Drug, and Cosmetic
Act for the purpose of notifying the agency of statements being made in connection with the

- marketing of dietary supplements being distributed by this company.

The product name and the dietary ingredients for which the statement is being made is as
follows:

MenoForm _

Vitamin E (as d-alpha tocopheryl succinate) 50 U

Black Cohosh (Cimicifuga racemosa root . 100mg
And rhizome) (standardized 2.5% [2.5mg]
Triterpene glycosides) '

Novasoy (soy extract standardized to 40% 50mg
[20mg] isoflavones) ‘

Other ingredients: Gelatin, glycerin, silica and water
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Vitamin A (as beta carotene) 5000 IU
Vitamin C (as ascorbic acid) 60mg
Vitamin E (as d-alpha tocopheryl succinate) 301U

. Zinc (as proprionate) ' © 15mg
Arabinogalactan-(from-Larix-occidentalis)— ~-100mg-—
Echinacea (Echinacea angustifolia root and 50mg

Rhizome) (stand. 4%[2mg] echinacosides)

Astragalus (Astragalus membranaceus root) 50mg

(stand. 0.4%[0.2mg] 4’-hydroxy-3'-methoxy-
isoflavone 7-sug)

Chinese Green Tea (Camellia sinensis leaf) 50mg
(decaffeinated) (stand.50%[25mg] polyphenols)

Garlic (odor-modified) (Allium sativum ’ 50mg
Clove) o

Schisandra (Schlsandra chinensis fruit) 25mg
(stand.9%[2.25mg] schisandrins)

Goldenseal (Hydrastis Canadensis root 25mg

And rhizome) (stand.10%[2.5mg] alkaI0|ds
[hydrastine, berberine]) \

Shitake Mushroom (Lentinus edodes , 15mg
Mycelia) (stand.3.2%[0.48mg]) KS-2
Polysaccharides [peptidomannan])

Grape Seed (vitis vinifera) ~ 5mg
(stand, 95%[4.75mg] proanthocyanidins)

Other ingredients: Gelatin, glycerin, silica and water

The text of the statements that are bemg made in regards to the above stated products are
listed below: _

MenoForm

-support general weli being during menopause

-natural dietary means for easing menopausal discomforts
-promote optimal well being during menopause

-targeted support

-for bone and cardiac well being

-support for these vital facets of health

-promote well being during menopause
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--support healthy immune function

-send in the reinforcements
-reinforce that defense system
-help enhance natural defenses

~=reinforce-immune-function

-help promote overall well being
-maximize your immune function

Sincerely,

GENERAL VITAMIN CORP.
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Megan Joslin _
Product Development Coordinator




