
c 
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NF ,Formulas d PhytoPharmica &  
‘Tyler Encapsulations P  Vitaline Formulas ~~~~OP~A~~l~A*  
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9755 S W  Commerce Circle, Suite 82 

: Wlsonville, OR 97070 
Q: 503.582.8386 a* F. 046 

&25 Chailesrger Drive, Green Bay, WI 5431 l-8328 
p: 920.469.1313 w F: 888.570.6460 (Enzymatic) 

e F: 920.469.4418 (Phyto) 

July 27,2005 

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 Challenger Drive, Green Bay, Y@consin 543 11 has a label that contams 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) ofthe act and comply with se@ion 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. 

Recancostat@ 
apoptosis* standardized to contain ?V!& anthocyanins, 

Beet (Beta vulga$) Rcrot Extract, Bilberry 
(Vacchium myrtiltus) Fruit Extract, Black 
Currarit ~~i~es,nigrum} Berry Extract, 
European .ECder ~~ambuG~s nigra) Berry 
Extra& L-Cyst&e 

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: @ :a{ 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 3 Ln 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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WilsonvMle, OR 97070 P: 920.469.1313 4 F: 888.570.6460 (Enzymatic) 
P: 503;582.8386’ + F: 503.582.0467 P: 92iM69.91099 * F: 920.469.4418 (Phyto) 

July 27,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, I-IFS 8 10 : 
Center for Food Safety and Applied Nutriti?n 
Food and Drug Administration i I 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that thelfollowing product is Manufactured, PaGked, and/or Dist?;ibuted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Grefq~ Bay, Wisconsiri 543 11 has a9abBI that cuntau’ns a statement provided 
by section 403(r)(6) of the Federa! Food, D+g md Cosmetic Act. Enaymatie Therapy, Tnc. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and co&ply with sectionn:403@~6) of the act, These claims are 
not necessarily for a product we c&rrently market or plan to market in the &mediate Eutur~, and may be exploratory 
in nature. 

Recancostat@ Manage& healthk cell 
apoptosis* stan&rdized to @itai6 l-O% anthocyanins, 

Beet (Beta vulga?is) Roat Extra& Bitberry 
(Vacciniwm rny~il~us~ Fcui% Extract, Black 
Currant @bee nigwm) &ecry .Extrac%, 
European Elder (Sambutius nigra) Berry 
Extract, L-cystqine 

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

By: 
Robert Doster 

Title: Senior Vice President of &ientificiAffairs 

If you have any questions, please contact Robert Dqster, Senior Vice President of Scientific At’fairs at 
(920) 406-3608. 

Michael P . Devereux 
Chief Financial Officer 
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July 28,2005 

Office of Nutritional Products, Lal$ling & 
Dietary Supplements, HFS 810 : 
Center for Food Safety and Applied Nutritibn 
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, an&or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Crekp Bay, Wisconsin 543 1 l.has a: label that contains a statement provided 
by section 403(r)(6) of the Federal. Food, Drug and Cosmetic Act. I%zymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 l(g)(l)(C) o/the act and comply jYith section 403@)(6)of the act. These claims are 
not necessarily for a product we currently &ark&or plan to market in the’immed$ate Wure, and may be exploratory 
in nature. 

Sudoort~ the botiy’s notma 
prd&of lJNA:&pair.*’ stand&dized anthocyanins, 

Beet @eta vulgaris), Root. Extract, Bilberry 
(Vaccinium my~illus),Fr~~ Extract, Black 
Currant (mbes n~grum) Berry Ektract, 
Europ?an,E[der {~ambucus nigra) Berry 
Extract,. L-Cyst&e 

I certify that the information contained in this notice is complete a& accurate and that En?ymatic Therapy, Inc. has 
substantiation that the statements ?re truth&l and r&t misleading. 

~~~ 

“’ : 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

3 iwo~ Date: 

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

. 

Chief Financial Officer 
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July 28,2005 

Office of Nutritional Products, Labeling & : 
Dietary Supplements, I-IFS 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 ,tiat the9 following pro&$! is Manufactured, Packed, an&or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 2 1 has ? label tit contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug tid ‘Cosmetic Act. Ez$ymatic Therapy, &x. wishes to take advantage 
of the exemption to section 20 1 (g)(l)(C) of the act and comply with Section 403 (r)(B) of t$e act. These claims are 
not necessarily for a product we c&rently market or plan to maket in &immediate futtie, and may be exploratory 
in nature. 

Recancostat@ GSH bldcks free-radica3 
damage’ to ail t&es of tissue 
and supports th@ body’s’ 
normal proGes% bf DNA 
repair.* 

L-Giutathione, Redutied, ‘AnthoRedoxin 
standtirdizjd to d&t&n 10% anthocyanins, 
Beet (Beta vulgarisf ‘Root-Extract, Bllbeny 
(VacckWn ~~~i~s~,~~uit Extract, Biack 
Curr+nt (,Ribes ~jg~~~ Berry Extract, 
Eurdpean’Eldw (Sambucus rrigra) Berry 
Extract, L-Cysteine 

I certify that the information con&ned in~t%i.s notice is complete and &curate Ed &at Enzymatic Therapy, Inc. has 
substantiation that the statements ,%re truthful and not misleading. 

By: I 
Robert Doster 

Title: Senior Vice President of Scientific iAffairs 

If you have any questions, please:contac$obert Do&r, Saior Vice President of Scientific’ Aff&rs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 


