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October 13, 2004

U.S. Food and Drug Administration

Center for Food Safety and Applied Nutrition
5100 Paint Branch Parkway

College Park, MD 20740-3835

Notification Letter for Statement on Dietary Supplement

Dear FDA officers,

This notification is being filed on behalf of Bio Tech Research, a division of
Suarez Corporation Industries, the distributor of the product, which bears the
statements identified in this notification. This notification is being made
pursuant to Code of Federal Regulations, Volume 21, and Part 101.93 to
notify youthat we have included a statement on the label of one of our
products. The following information is required in this notification letter:

1) Statement of Purpose:
This is a letter to provide notification of a statement of nutritional

support, including the exact wording that appears on the product label
for a dietary supplement.

2) Vendor information:

Name, address, telephone and fax numbers of the distributor for
mailing and other communication purposes are as follows:

Michael R. Giorgio

Suarez Corporation Industries
7800 Whipple Ave NW
North Canton, Ohio 44720
Tel: (330) 494-5504, ext. 803
Fax: (330) 490-2861
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3) Product Identification:
Trade name of the product:

Promin-Plus™
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4)

3)

6)

The common and usual name of the product:
None

A label copy showing all information displayed and provided to
consumers is attached.

The Text of the Structure/Function Statement:

Helps to supports healthy cholesterol, blood sugar and blood pressure
levels

Ingredient Statement:

This product is a vitamin/mineral/herb/nutritional supplement product.
The following is a complete list of dietary ingredients:
Promannan

Policosanol

Gelatin

Water

Microcrystalline Cellulose

Magnesium Stearate

Intended Use:

This product is intended to be used by adults over the age of 18.

Suggested Use: Take 2 capsules just before meals 2 times daily
with a large glass of water.

Recommendation: If you are taking prescription medication, please
consult your physician prior to consuming this product.

Keep out of the reach of children
Store in a cool, dry place
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7) Statement of Affirmation:

We, as a distributor of the above mentioned product, affirm that we
have substantiation that the structure/function statement (as shown in
number 4 above) made under 403 (r) (6) of the FEDERAL FOOD,
DRUG, AND COSMETIC ACT is truthful, not misleading, and
scientifically valid and that the product does not present a significant
or an unreasonable risk of iliness or injury under the conditions of use
recommended or suggested on the label or labeling.

8) Disclaimer:
The disclaimer reads:

These statements have not been evaluated by the Food and Drug
Administration. This product is not intended to diagnose, treat,
cure, or prevent any disease.

If there are any questions or comments, please contact the distributor through
the information in number 2 above.

Sincerely,

Mlchael R. Giorgio
CFO and General Manager
Suarez Corporation Industries



