
825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax 888-570-6460 

www.enzy tom 

EnzymaticTherap~@  
NATURAL MEDICINES” 

June 15,2002 

O ffice of Special Nutritionals (HFS-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 notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product, 

COMPANY PRODUCT DIETARY STATEMENTS 
NAME INGREDIENTS 

Enzymatic Vitaline@ CoQlO Vitamin E, Coenzyme CoQlO also functions as a 
Theiapy, Inc. Q IO potent antioxidant.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

Title: Senior Vice President of Scientific Affairs 

Date:- Cp-(5-02 

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

Sincerely, 

Chief Financial O fficer 

Vitaline CoQlO 7e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph. 920-469-1313 

Fax. 888-570-6460 

www.enzy.torn 

EnzymaticTherapy@  
NATURAL MEDICINES’” 

June 16,2002 

O ffice of Special Nutritionals (HFS-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 notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. 

COMPANY PRODUCT DIETARY STATEMENTS 
NAME INGREDIENTS 

Enzymatic Vitaline@  CoQlO Vitamin E, Coenzyme For it to be fully effective, it 
Therapy, Inc. QIO must cross the cellular 

membrane and raise the 
intracellular levels of CoQl O.* 

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

Sincerely, 

Michael P. Devereux 
Chief Financial O fficer 

Vltaline CoQ10 8e 



825 Challenger Drive 

Green Bay, WI  54311-8328 

Ph 920-469-1313 

fax 888-570-6460 

EnzymaticTherap~@  
NATURAL MEDICINES- 

June 17,2002 

O ffice of Special Nutritionals (HFS-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 notify you that Enzymatic Therapy, Inc. at 825  Challenger Drive, Green Bay, W isconsin 
543  11  is a  manufacturer and  has included statements provided for by section 403(r)(6) of the Food,  Drug, 
and Cosmetic Act on  the labels of the following product. 

COMPANY PRODUCT DIETARY 
NAME INGREDIENTS 

Enzymatic Vitaline@ CoQlO Vitamin E, Coenzyme 
Therapy, Inc. Q IO 

STATEMENTS 

In central nervous system 
applications, CoQlO must 
pass the blood-brain barrier, 
resulting in increased brain 
intracellular levels to exert its 
effects.* 

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

By: 

T itle: Senior Vice President of Scientific Affairs 

Date:-o-17-02 

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

Sincerely, 

-Michael P. Devereux - 
Chief F inancial O fficer 

Vitaline CoQlO 9e 



825 Challenger Drw 

Green Bay, WI 54311-8328 

Ph: 92o-469.1313 

Fax: 88x-570-6460 

www enzy.com 

EnzymaticTherap~@  
NATURAL MEDICINES” 

June 18,2002 

O ffice of Special Nutritionals (HFS-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 notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. 

COMPANY PRODUCT DIETARY STATEMENTS 
NAME INGREDIENTS 

Enzymatic Vitaline@ CoQlO Vitamin E, Coenzyme CoQlO supports healthy 
Therapy, Inc. Q IO heart contractility and 

subsequent circulation, and 
exercise endurance.* 

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

Sincerely, 

Michael P. Devereux 
Chief Financial O fficer 

Vitaline CoQlO IOe 



825 Challenger Drive 

EnzyrnaticTherapx@  
NATURAL MEDICINES- 

June 19,202 

Office of Special Nutritionals (HFS-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 notify YOU that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) 
and Cosmetic Act on the labels of the following product. 

COMPANY 

Enzymatic 
Therapy, Inc. 

PRODUCT 
NAME 

Vitaline@  CoQlO 

DIETARY 
INGREDIENTS 

Vitamin E, Coenzyme 
Q-i0 

STATEMENTS 

Due to Vitaline@  CoQlO 
chewable’s ability 
through the cell membrane 
and enter the mitochondria, 
enhanced CoQlO 
be attained.* 

I certify that the information contained in this notice is complete and accurate and that 
’ tion that the statements are truthful and not misleading. >y‘ ‘““baby 

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

Date: b-19-02 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific 
(920) 406-3608. 
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June 19,2002 

O ffice of Special Nutritionals (HFS-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 notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. 

COMP/\NY 
Therapy, Inc. 

DIETARY STATEMENTS 
INGREDIENTS 

Vitamin E, Coenzyme Due to Vitaline@ CoQlO 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. as s bst t’ tion that the statements are truthful and not misleading. 

By. &“’ -- 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: _ b-19-02 

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

Sincerely, 

Chief Financial O fficer 

Vitaline CoQlO I le 



825 Challenger Drive 

Green Bay, WI  54311.8328 

Ph 920-469-1313 

Fax 888-570-6460 

www.enzy.tom 

EnzymaticTherapK@  
NATURAL MEDICINES.” 

June 20,2002 

O ffice of Special Nutritionals (HFS-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 notify you that Enzymatic Therapy, Inc. at 825  Challenger Drive, Green Bay, W isconsin 
543  11  is a  manufacturer and  has included statements provided for by section 403(r)(6) of the Food,  Drug, 
and  Cosmetic Act on  the labels of the following product. 

COMPANY 

Enzymatic 
Therapy, Inc. 

PRODUCT 
NAME 

Vitaline@ CoQlO 

DIETARY 
INGREDIENTS 

Vitamin E, Coenzyme 
Q IO 

STATEMENTS 

Through special processing 
techniques, Vitaline@ CoQlO 
chewable may be  absorbed 
by the lymphatic system.* 
This allows the CoQlO to 
initially bypass the liver, 
resulting in increased 
absorotion ootential.* 

I certify that the information contained in this notice is complete and  accurate and  that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and  not m isleading. By: -s 
T itle: Senior Vice President of Scientific Affairs 

Date: _  b-20-02- 

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

Sincerely, 

M ichael P. Devereux 
Chief F inancial O fficer 
Vitaline CoQlO 12e 



825 Challenger Dwe 

Green bay, WI 54311-8328 

Ph. 920-469-1313 

hX 888-570-6460 

www enzysorn 

EnzymaticTherap~@  
NATURAL MEDICINES’” 

June 2 1,2002 

O ffice of Special Nutritionals (HFS-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 notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the following product. 

COMPANY PRODUCT DIETARY STATEMENTS 
NAME INGREDIENTS 

Enzymatic Vitaline@ CoQlO Vitamin E, Coenzyme All these clinical trials are 
Therapy, Inc. Q IO investigating its health- 

supportive effects on the 
nervous system* 

I I I I 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: co-z-\-02- - 

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

Sincerely, 

Chief Financial O fficer 

Vitaline CoQlO 13e 


