
INTECiRATtVL THERAPEUTKS INC.- 
I NF Formulas a PhytoPharmica 

Tyler Encapsulations _ Vitaline Formulas 
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9755 SW Carnmerce Circle, S&e B2 
Wilsanville, OR 97070 

P: 503.582.8386 * .F: 503.582.0467 

September 9,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, BFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20’740 

RE: Label Claims/Disclaimers 

ENZVMATfC THERAPY* 
Fn 

PWYTQPHARMICA* 
_ _.__ I _._ _“_ .._- _-. _. _. __ .._ . . . 

825 Chafienger Drive, Green Bay, WI 5431 l-8328 
I): 920.*1,69.1313 c F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 x. F: 920.469.4418 (Phyto) 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, a&/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1 lhas a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and C”osmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section XU(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 markets in the immediate future, and 
may be exploratory in nature. 

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. 

@pi 
By: 

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

Date: ‘i /4 /OS 

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

Chief Financial Officer 
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Tyler EncapsuiatiQns e. Vitaline Formulas PHYTC?PXARIMlCA* 
__ .- __ _- _I _“, __,. I, -..- -.- _I.._ ,. . .._ -,,__. -I...-._ . ..__..__.” __.. - ..-.....,_ . _I . . . _ __^ 

9755 SW Commerce Circle, Suite BZ 825 Challenger Drive, Green Bay, WI 5431 l-8328 
V\jilsmville, OR 97070 P: 920.469.1313 w F: 888.570.6460 (Enzymatic) 
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September 9,2005 

Office 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 5431.1 h.as’~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 ZOl(g)(l)(C) of the act and corrrply wrth section 403(r)(6) of the act. 
These claims are no,t necessarily for a product ?3ve currently mark&or p.&m to market in the immediate future, and 
may be exploratory in nature. 

I certify that t.he 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: 9 is lcls, 

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

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 
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9755 SW Commerce Circle, Suite 82 -825 Challenger Drive, Green Bay, WI 5431 I-8328 
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September 9,200s 

Office 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, antVor Dis&ibutc?d by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contzrins a statatint provided by section 403(r)(6) 
of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, In+ wishes to t&e advmtage of the exemption to section 
20 1 (g)(l)(C) of the act and comply with se&on 403(r>(4) of the act. These claim are not necessarily for a product we 
currently market or plan to market in the immediate future, and may,be exploratory in natwe. 

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

By: 
I 

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

Date: 9 19 hs 

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

Chief Financial Officer 
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825 Chalienger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 w F: 920.469.4418 (Phyto) 

September lo,2005 

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 ChalIenger 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. 

I the most important deep-sleep stage.* 
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: @LLL 

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

Date: 9 /lP 10s 

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

Chief Financial Officer 
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, NF Formulas B PhytoPharrnica, & 

L Tyler Encapsulations + Vitaline Formulas ~f l~~~~HA~M~CA* 
Ir, 

9755 SW Commerce Circle, Suite 82 825 Ghabnger Drive, Green Bay, WI 54311-8328 

FN~~YMAT~cTHFRA~~T Wilsofwille, OR 97070 P: 920.469.1313 c F: 888.570.6460 (Enzymatic) 
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September lo,2005 

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/Disclaimeis 

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 ta 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. 

helps the body naturally &Ijust to falling 
asleep w a regular schedule and stay 
asleep. * 

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

By: 
lb+ 

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

Date: y/S ej /US 

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

Chief Financial O fficer : 
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mat Betterfeels like’” 
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ENEYNIATIC THERAPY 
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_-“_i “” ..^ -. ..- _.._.____.l.ll.._-_ -_._ - ___,_ - . . . . . 
825 Chatienger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 il F: 888.570.6460 (Enzymatic) 
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September 12,2005 

O ffice 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, foibllowing produft is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, 
Inc. at 825 Challenger Drive, Green Bay, Wisconsm 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. 

I certify that the information contajned in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truth&l and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Sdientitic Affairs 

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

Michael P. Devereux 
Chief Financial O fficer 


