
825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTheta.p~@ 
NATURAL MEDICINES- 

November 13,2002 

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 Challeriger Drive, Green Bay, W isconsin 
543 11 is a  distributor 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. These claims are not necessari ly for a  product 
we currently market or plan to market in ‘the immediate future, and may  be explorafory in nature. 

Therapy, 1  nc. Coenzyme QIO neurological and movement  
support* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are trutl&l and, not m isleading.’ _ _ - 

By: 
’ Robert C. 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, 

M ichael P. Devereux 
Chief Financial Officer 
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825 Challenger Drive 

Green Bay, WI 5431 l-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherap~@  
NATURAL MEDICINES” 

November 14,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint B ranch 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 distributor 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. These claims  are--not necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratoj in nature. 

Therapy, Inc. Coenzyme QIO activity* 

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

BY:-‘ ‘. .-; . 
Title: Senior Vice President of Scientific Affairs _ 

Date: ll-W -OCr / 

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 

Vitaline CoQlO 16e 
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825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: %?a-469-1313 

Fax: 888-570-6460 

www.enzy.com 

November 152002 

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; C&en Bay, Wisconsin 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug, 
and Cosmetic Act on the labels of the followinrr uroduct. These claims are not necessarily for a product --, 
we currently market or plan to market in the immediate future . . .“’ and’may be e~$om@y in nature. ..~ _ 

I certify that the information contained in this notice is complete and accurate and that Enzymatic _, _,,.*.. ._. “i- ^ “, . _,, 
Therapy, Inc. has substantiation that the statements are tr$hfuJ and not mrsleadmg. 

+!ueleC 

.‘,( -. , 

By: , 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs, _’ , , 

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

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 

Vitaline CoQlO 17e 
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825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: so-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzynmticTherapK@ 
’ t 

NATURAL MEDICIN-ES” 

November 16,2002 

Office of Special Nutritiona@ (HPS-450)” 
Center for Food Safety ‘and Applied Nut&ion 
U.S. Food and Drug Ad.minisi%ion y‘ ‘_,(’ 
5 100 Paint Branch Parkway 
College Park, MD 207401383’5 ’ 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

._., / 

This letter is to notify you that Enzymatid Therapy,K-I*&f s~~~~~l~~~~~~~~~~;~~~~~~n ,gL, yjEconiiti 

543 11 is a.distributor and has included statements provided for by section 4?@?)(6>‘f%e’Pood, Drug, 
and Cosmetic Act on the labels of the foKo$ng product. These cfaims are not necessarily for a product ,‘Lli$ -.*,,i ” r.,~!c-, 
we currently market or plan to market in the imniedi~te future, and”%ybe exploratory m nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic ,__..a,” ,- ;, , _ *s : .~~~~u&e”J’,ma,&~~ a 
Therapy, Inc. has substantiation that the stateme~~i~~~~~~~~~~~~ii;;t‘irus~eaing. 

. 

By: Y -* ./” 1.1 _, I, .,“-a - .Il*-.. ;.,“- . . “.., _)^! . .,I ,, ,) 8,. I, 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs -’ ^’ “-. 
__,-‘il s. 

Date:, II- Ic-oa i I ,. . > : ,. 

If you have any questions, ple&e con&i k&eifl%st&; ‘Seni& V&$p&$(ent dfrs’ient&‘ Af@rs at ’ .,” 
(9iO) 406-3608. - - 

Sincerely, 

Michael P. Devereux 
Chief Pinancial Officer 

VitalineCoQlO 18e 
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November”l7,2002 

Office of Special N$$i~n@ (WS-#O) 
Center for Food safety and Applied Nutrition , ,, .s 4  
U.S. Food and Drug AdmWtration ” i I j.x”,-, a  I ._ __ . 
5  100 Paint Branch Parkway 

- .‘, ” , . -Ij ,,- I _  
II _. ),,, )( ,,“., _  Il,j__ . _. . , col lege p;grl;~~~~~~~~~~~~SSs:,. , j, _  1, __ .-‘I -y ,I .’ “” 1: :;-,‘“‘. _.- . :I” ‘:,. “. -“: __ 

Deal- Sir/Madam: _ , _  ,, I ‘ ,_ : _“_ -, _* L) , 
This letter is to not@ you that Enzymatic Therapy, Inc. at 825 C$@enger  Drive, Green Bay, W isconsin 
543 11 is a  &s&bdtor &cl hq4ncluded statements provided for by  section 4Q3(r)(6) of the Food, Drug, x  1  .,~.~;s-~~*i~~~~~:~,‘?~-~~~~ * /. ‘,, *,__ *41 
and Co+eticicio;I; ~~~&~~~“~~&e followmg product, The$? claims we.not necessari ly for a prC I”,. A6 ,; -,* P ?:<*<A;@“. :,~~~~~~~~~~~~~~~~~~~~~., -a~ .*_ ,. ,, . s^= r”ii.-.v”L -.i* s.~“ar~~*,*~,~~~~~,~~~~ >, 
we currgntly market or plan to n  :. rmrqgh~~~, f@re, and may  be exploratory 11 
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825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

Enzymati’Th&p~@ ‘- ’ 
NATURAL MEDICINES” . ,; 

November I&2002 
‘. 

Office of Special Nutritionals @ IFS-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5  100 Paint Branch lkhcv 
College Park h4D 20740-3835 s  i. ,. ., .” ” z.. _, , i- , ,l., , ^ 

RE: Label Claims/Di.sclaimers ^ “.j_ “_ (_ xI 

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.dist&utor and,has included statements pro~dk6.~~~‘~~~~~~~~~~~~~~~~~~~~f’~e‘i;’cibd,~~g, “. -,*.+-,- -.” ,,__ . 
and Cosmetic Act-on the* labelsofthe following product. 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 contained in this notice-is co”mplete and accurate and,that Enzymatic 
Therap , Inc. has substantiation that the&t~e,ments_,are truthful and not m isleading. 

By: plpe,ec 

h-‘-i”. . .#....AJ.“r” *, I ,‘I*Oqll.*‘ 1u.,” y.p’*l .!i‘v .***,, 

. . -:~ ,:,-i;;,- : j ,,, i 
Robert C. Doster -.’ ’ *’ ,,.G ._,x . ,ci,.. _“. Y I‘& _,) ,. 

Title: Senior Vice~President, of Scientific Affairs (L*,//j. r.. ,nr ‘*-Y..,- *a-w*./ * ,.‘, U”. . . 

Date: ll-l .- i.,, ,( .:. _, ,*. _, _. i,. 
; 

If you have any questions, please contact Robert Doster, Senior Vi&President of Scientific ,Affs?ljrs at (920) 406-36081 . .I. _  /” ., ?  _  1. ._ I. .,), 4  

M ichael P ?  ,Devereux , 
Chief Financial Officer 

Vitaline CoQlO 20e  



825 Challenger Drive 

Green Bay, WI  54311-8328 

Ph: 92o-469-1313 

Fax: 888-570-6460 

www.enzy.com 

November 19,2002 

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 

,, ,, _  

_,., ,. ;.,. 

.-.j 3.:- / 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger-Drive, Green Bay;“W isConsin i. I “. .- I - “S 0  ,/ a-, &_I 1  
543 11 is a  distributor 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. These.claims are mot necessari ly 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 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:- :‘- :-, :,, -_ i_ ; ,_ ~ 1  ” 
Robert C. Doster 

Title: Senior Vice President of Scientific: Affairs . . 
I 

Date: I/-- /q:- OL 
,.) I ,1_ / ,., ‘ I ,, __  . 

If you have any questions, please contact Robert Doster, Senior V&I!resideut, drSc_ientific~A~fai~s~at 
(920) 406-3608. “’ 

M ichael P. Devereux 
Chief Financial Officer 

Vitaline CoQlO 21e  


