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December 12,2002 

0  2  9 !j 33 JAM 23 . 
Office of Special Nutritionals @ IFS-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notifyyou that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a  distributor and has included statements provided for by  section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels,oothe following product. These claims are not necessari ly for a  product 
we currently market or plan to market in the immediate future, and may  be exploratory in nature. 

blood/brain barrier resulting in 
increased m itochondrial levels of 
COQI o.* 

I certify that the information,contained in this notice is complete and accurate and that Enzymatic 
Therapy Inc has u  stantiation that the statements are ,truthml and not m isleading. 

By: fi!fdkti I 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: jcd 12h- 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

‘1 
Sincerely, ‘\, 

WP&+ 
M ichael,P. Devereux 
Chief Financial Officer 

Vitaline CoQlO 22e  
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RJ3: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify YOU that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a distributor and has included statements provided for by section 403@(6)ofmeFood; Drug, 
and Cosmetic Act on the labels of’the following product; These &ims~are’~not “ne&essa;ily foi a’product .jll ,” . we currently market or plan to market in the immediate future, and.may be exploratory In nature. 

Enzymatic 
Therapy, Inc. 

Vitaline@  CoQlO 
Coenzyme Ql 0 Medical School, the National 

Institutes of Heal&, and the 
Veterans Administiation Health 
Care System show Vitaline@  
Chewable CoQ’10 provides 
exceptional nutritiqnal support 
for cardiovascular function.* 

I certify that the information contained in this notice is complete and accurate and that ‘Enzymatic 

Title: Senior Vice President of Scientific Affairs 

Date: /a, 13 I);Z 

If you have any questions, please contact Robert Doster, Senior Vice President of S$entific Affairs at (920) 406-3~08. ” ,” 1, I .) _,. 

E p l by. 
Michael P. Devereux 
Chief Financial Officer 
Vitaline CoQlO 23e 


