Office of Nutritional Products, Labeling,

and Dietary Supplements (HFS-810)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740

Juw 19 2005

NOTIFICATION OF STATEMENTS -
OF NUTRITIONAL SUPPORT

On behalf of Waiora International, Inc., 3473 High Ridge Road, Boynton Beach,
Florida, 33426, the undersigned files this notification pursuant to section 403(r)(6) of the
Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 343(r)(6). The certification required
by 21 C.F.R. § 101.93(2)(3) is attached.

Brand Narr:le:' Daily Heart Basics

Dietary Ingredients:
Calories 10

Calories from fat 10
Serving Size: 1 Softgel

Amount Per Serving % Daily Value*
Total fat lg 2%*
VitaminE 11U 3%

(as d-alpha tocopherol)
Fish Oil 1000 mg t
EPA (eicosapentaenoic acid) 180 mg T

DHA (docosahexaenoic acid) 120 mg T
*Percent Daily Values are based on a 2000 calorie diet.
1Daily Value not established.

Other ingredients: Gelatin, glycerin and purified water. No sugar, salt, starch, artificial
flavors or colors, preservatives, gluten, soy, wheat, dairy, or yeast.
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Statements of Nutritional Support:

Daily Heart Basics helps support healthy cardiovascular, nervous and circulatory
systems.*

Omega-3 fatty acids are necessary building blocks for human health, and must be
consumed through diet or supplementation because your body doesn’t produce them
naturally. Research and clinical studies suggest diets high in fatty acids promote overall
Cardiovascular health. In fact, supportive but not conclusive research shows that
consumption of EPA and DHA omega-3 fatty acids may reduce the risk of coronary heart
disease. Daily Heart Basics provides one full gram of fish oil, the equivalent of two
servings of salmon.

Daily Heart Basics:
e Helps maintain healthy heart rhythm.*
» Helps promote healthy triglyceride (blood fat) levels already within normal
range.* ' '
e Helps maintain a healthy flow of oxygenated blood. *

Waiora International, Inc.

WMQ Chuhiton

By: Sta J. Cherelstein |
Presidgnt & CEO

Attachment — Certification

[NOTE: An original and two copies of the notification and certification must be
submitted to FDA.]



21 C.F.R. § 101.93(a)(3) Certification
I certify that the information contained in the preceding section 403(r)(6) notice
for Daily Heart Basics is complete and accurate and that Waiora International, Inc. has

substantiation that the statements are truthful and not misleading.
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By: Stan Cherelstein
Pregident & CEO

January 11, 2006
[NOTE: This certification must be signed by an individual who can certify the
accuracy of the information presented in the notification.]



