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9755 SW Corpmerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
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I 
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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 

: j_ 

“- _ 

RE: Label C!laims/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 coxatains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosm&ic 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 f&re, and may be exploratory 
in nature. 

PetadolexB Proactive Clinically proven for long-term Purple Butterbur :(Petasites hybridus) 
benefits* (Petadole& brdnd) Root Extract 

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

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

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

Sincerely, . 
Chief Financial. Officer 



INTEGRATLVE TWERAPEUTlCS INC,” ENZYMATIC THERAPY” 
NF Formulas k  PhytoPharmica Et? 

Tyler Encapsulations g Vitaline Formulas PHYTOPHARMICA’ 
-._~.ll”̂ -““---_ _ _.. __.- - _.- _I___I__.,- -.._” .-__^._^. _ I __ . ^ ,.,. _ “̂ _ ._ ._ __________ ____ ..^. “_ .____._-_._-_ 
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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 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 20 l(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. 

PetadolexB Proactive The exclusive, patented Purple Butterbur (Pet+&& hybridus) 
processing used to create (Petadolex@ brand) Root Extract 
Petadolex Proactive removes 
toxins naturally present in 
butterbur, making it the only safe 
form available.* 

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: $Q4esec 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: P/zS/oS 

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

Michael P. Devereux 
Chief Financial O fficer 
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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 54311 hasa 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)@)-of the act. These claims are 
not necessarily for a product we currently market or plan to market in theimmediate future, and may be exploratory 
in nature. 

improves with continued -use, (Petidol&@ braird) Root Extract 
trust Petadolex Proactive for your 
entire family. * 

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 Doster 
Title: Senior Vice President of Scientific Affairs 

Date: BJzshs 

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

Sincerely, 

Chief Financial O fficer 



FNzYMATICTHFRA~Y 

tNTEGRATIVE THERAREtJTIC$ W&C,.” 
NF Form&as c PhytoPharfnica 

Tyler Encapsuiations CR Vitaline Formufas 
. ..--“̂ -._...- . ..--..._ __-l--._ --_.--.- _I ._-,..... 

9755 SW Commerce Circle, Suite B2 
WUsonvNe, OR 92070 

P: 503.5&2.3386 e F: 503.582.0467 

EN-ZYMATlC THERAPY. 

P”YIOP:ARMICA* 
1. _. _....” ___-., ___-_.. _” .__ ___ ___. -.-.l- ._.. . . . . . . .__” -_- . .._ 
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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 1 l’has .a la&l 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&)(6) ofthe act. These claims are 
not necessarily for a product we currently market or pIan to market in the immediate UX.K~, and may be exploratory 
in nature. 

PetadolexQ Proactive It’s clinically studied to be welf Purple Butterbt (Petasites hybridus) 
tolerated, produces, no significant {Petadolex@ brand) RootExtract 
adverse effects and is effective in 

1 both adults and children! * 

I certify that the information contained 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 Doster 
Title: Senior Vice President of Scientific Affairs 

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

Michael P. Devereux 
Chief Financial Officer 
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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 containa 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 2Ol(g)( l)(C) of the act and comply with section 403(r)(6) ofthe act. These claims are 
not necessarily for a product we currently market or plan to market in the i,mmediate future, and may be exploratory 
in nature. 

studies show Petadolex Proactive (Petadolex@ brand) Root Extract 
can reduce occurrences by as 
much as 62% following<:! months 
of continuous use. * 

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

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: vkcc /OS 

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

Michael P. Devereux 
Chief Financial Officer 
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9755 S W  Commerce Circle, Suite 82 $25 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonviiie, OR 97070 P: 920.469.1313 .x F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 * F: 50X582,04,67 F: 920.459.9099 e F: 920.469.4418 (Phyto) 

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 543 I 1 has a label that corm&s 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 markets or pian to market in the immediate future, and may be exploratory 
in nature. 

(Petadolex@ brand) Root ‘Extract 

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 Doster 

Title: Senior Vice President of Scientific Affairs 

Date: rrJZ4tl6 5 

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

Michael P. Devereux 
Chief Financial Officer 
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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,Mrisconsin $43 11 has ‘a Iabel that contains a statement provided 
by section 403(r)(6) of the FederaI 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. 

Petadolex@ Proactive The Only Safe, Pure But@bur* Purple Butterbur tPetasit& hybridus) 
(Petadoiex@ brand) Root Extract 

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 Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 

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

Sincerely, 

Chief Financial Officer 


