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O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory in nature. 

STATEMENTS INGREDIENT(S) TO WHICH THE CLAIM 
REFERS 

An-Plex is a 
comprehensive 
cardiovascular support 
supplement that supplies 
key botanical 
concentrates and 
nutritional synergists.* 

Vitamin C (as ascorbic acid), Vitamin E (as 
dl-alpha tocopheryl acetate), Niacin (as 
inositol hexanicotinate and niacin), Vitamin 
B6 (as pyridoxal 5’ phospahte), Folic Acid, 
Vitamin B12 (as cyanocobalamin), 
Magnesium (as magneisum aspartate), 
Potassium (as potassium aspartate), L- 
Carnitine (as L-carnitine fumarate), 
Hawthorn leaves and flowers (Crataegus 
oxyacantha), NAC (as N-acetyl L-cysteine), 
Taurine, Dandelion leaf (Taraxacum 
officinale), G lucosamine sulphate KCI, 
G inkgo proprietary blend, Coenzyme Q lO 
(as ubiquinone), Dimethylglycine HCI, 
Trimethylglycine (betaine anhydrous), 
Horsetail aerial parts (Equisetum arvense) 



c c 

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: ah lay- 

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

Sincerely, f 

l2JwJ-y 
Michael P. Devereux 
Chief Financial Officer 

An-Plex le 



ENZYMATIC THFRApY~ 
INCCJRF’ORATED 

mat Betterfeel I~LZ- 

INTEGRATIVE THERAPEUTICS INC.’ ENZYMATIC THERAPY* 
NF Formulas * PhytoPharmica & 

Tyler Encapsulations c Vitallne Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 o F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 u F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto) 

- 

August 6,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and comply 
with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or 
plan to market in the immediate future, and may be exploratory m nature. 

PRODUCT 
NAME 

An-Plex 

STATEMENTS INGREDIENT(S) TO WHICH THE CLAIM 
REFERS 

74 wide spectrum of 
natural ingredients 
(vitamins, minerals, 
standardized herbs, 
amino acids, 
glycosaminoglycans, and 
coenzyme QIO) to create 
this truly exceptional and 
effective support for 
overall cardiovascular 
health and proper 
homocysteine 
metabolism.* 

Vitamin C (as ascorbic acid), Vitamin E (as 
dl-alpha tocopheryl acetate), Niacin (as 
inositol hexanicotinate and niacin), Vitamin 
96 (as pyridoxal 5’ phospahte), Folic Acid, 
Vitamin 912 (as cyanocobalamin), 
Magnesium (as magneisum aspartate), 
Potassium (as potassium aspartate), L- 
Carnitine (as L-carnitine fumarate), 
Hawthorn leaves and flowers (Crataegus 
oxyacantha), NAC (as N-acetyl L-cysteine), 
Taurine, Dandelion leaf (Taraxacum 
officinale), Glucosamine sulphate KCI, 
Ginkgo proprietary blend, Coenzyme QIO 
(as ubiquinone), Dimethylglycine HCI, 
Trimethylglycine (betaine anhydrous), 
Horsetail aerial Darts (Eauisetum arvense) 
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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: 
#lJolk4 

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

Date: whbf 

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

M ichael P. Devereux 
Chief Financial Officer 
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