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Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
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~ R.0. Box-3249, Clearwater,
“" ' 'Flonida, 33767-8249
Phone: 888-776-9881

RE: Notification of Additional Dietary Supplement Marketing Claims

Dear Sir/Madam:

Pursuant to 21 CFR §101.93 this is to notify you that Nutrismart LLC will be
marketing a dietary supplement containing the structure/function claims as indicated

below.

1. Name and Address of Manufacturer or Distributor:

Distributor: Nutrismart LLC
P.O. Box 3249, Clearwater,
FL 33767-8249

2. Text of Statement:

The following statement will be made in marketing the product:

“This product:

a) Helps in blocking both carbohydrates and dietary fats
b) Helps promote weight loss through use of carbohydrate and fat

blockers
c) Helps in reducing levels of undesirable fats in the blood stream
d) Promotes the binding of dietary fats, which are then excreted from
the body
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Description of Dietary Ingredient or Supplement:
The product is a dietary supplement capsule containing the ingredients described
in the attached nutritional information table.

Name of Dietarv Supplement:

- “Wellex”

Certification of Accuracy:

1, Arden Engebretsen, General Manager of Nutrismart LLC, do hereby certify that
the information contained in this notice is complete and accurate and that
Nutrismart LLC has substantiation that the statement to be made is truthful and
not misleading.




Wellex™ Nutritional Table

Wellex™ Dietary Supplement

Supplement Facts
Serving Size: 2 capsule

Servinﬁs Per Container: 60
: Amount Per Servlng % Daiu Value

Vitamin C (as ascorbic acid) 30 mg 50
Calcium (as calcium sulfate 22m 2
Phaseolamin™ (extract of Northern white kidney bean Phaseolus vuigaris) 300 mg *
Wellex Weight Loss Blend: 500 mg *

Brewer's yeast, Calcium sulfate, Inulin (fructo-oligosaccharide extract of

chicoz roota, and Locust bean ium ‘seed‘

* Daily value not established.
Other ingredients: Gelatin, cellulose, magnesium stearate, silica, and citric acid.




