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Office of Nutritional Products, Labeling, 
and Dietary Supplements (HFS-810) 

Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

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(a)(3) is attached. 

Brand Name: Daily Heart Essentials 

Dietary Ingredients : 
Supplement Facts 
Serving Size: 2 Tablets 
Servings Per Container : 30 

Vitamin C 
Amount Per Serving % Daily Value* 

(as Beyond CTM, ascorbic acid, 500 mg 833% 
ascorbyl palmitate, sodium asc-orbate) 
Vitamin E (as a mix of tocopherols) 500 N 333% 
Vitamin B6 (as pyridoxine hydrochloride) 10 mg 500% 
Folate (as folic acid) 400 mcg 100% 
Vitamin B12 (as cyanocobalamin) 100 mcg 1667% 
Magnesium (as magnesium oxide) 200 rng 50% 
Selenium (as selenomethionine) 200 mcg 286% 
L-Arginine 500 mg 
Taurine 350 mg f 
L-Proline 250 mg j- 
Hawthorne Berry (fruit) 160 mg j' 
Alpha Lipoic Acid 100 mg j' 
Coenzyme Q 10 (CoQ 10) 30 mg 

*Percent Daily Values are based on a 2000-calorie diet . 
'Daily Value not established. 

97S 0 162 LET /~d~(0 



Other ingredients : Microcrystalline cellulose, croscarmellose sodium, stearic 
acid, silicon dioxide and magnesium stearate . 

Statements of Nutritional Support : 

Daily Heart Essentials helps support heart and vascular health . * 

Key Health Benefits : 
" Supports heart muscles. * 
" Promotes healthy blood flow and oxygen supply . * 

Supports healthy arteries and helps preserve the elasticity of blood vessels. 
" Potent antioxidants protect cell membranes in the heart from oxidation and free 

radical damage. * 
" Helps support blood glucose levels or blood pressure that is already within normal 

limits. * 
" Helps support pumping action of the heart muscle. * 

Waiora International, Inc. 

L -
By: Sta y Cherelstein 

Pre d t & 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) Certificatiori 

I certify that the information contained in the preceding section 403(r)(6) notice 

for Daily Heart Essentials is complete and accurate and that Waiora International, Inc . 

has substantiation that the statements are truthful and not misleading . 

~wc.c~~v.~vw 
By: St ~. Cherelstein 

Pre dent & CEO 

January 11, 2406 

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


