
825 Challenger Drive 

Green Bay, WI 54~~328 

Ph: 920-469-1313 

Fax. 888-570-6460 
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EnzymaticTherap~@  
NATURAL MEDICINES” 

May 20,2002 

O ffice 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 1 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a manufacturer 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. 

C,OMRANT& _ _, 

Enzymatic 
Therapy, Inc. 

eR0DUCT. 
$I&@” “1’ 

lberogastTM Proprietary blend of the 
following herbal extracts: 
German chamomile 
flower, Clown’s mustard 
plant, Angelica root and 
rhizome, Caraway fruit, 
Milk thistle fruit, Lemon 
balm leaf, Celandine 
aerial part, Licorice root, 
Peooermint leaf 

,, ,_ 
‘; “!$$?,” :;,_ 

M&e.th& a dozen clinical 
studies have shown 
I berogast TM achieves 
dramatic results by helping 
promote digestion through 
the patented action of nine 
synergistic herbs.* 

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: 

Title: Senior Vice President of Scientific Affairs 

Date: 5 20-02 

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 

Iberogast le 
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May 2 1,2002 

O ffice 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, Green Bay, Wisconsin 
543 11 is a manufacturer 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. 

Enzymatic 
Therapy, Inc. 

Proprietary blend of the 
following herbal extracts: 
German chamomile 
flower, Clown’s mustard 
plant, Angelica root and 
rhizome, Caraway fruit, 
Milk thistle fruit, Lemon 
balm leaf, Celandine 
aerial part, Licorice root, 
Peooermint leaf 
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The herbs in this?pteasant- 
tasting liquid have been 
shown to support a normal 
resting tone for the muscles 
of the stomach and 
intestines, which in turn 
promotes healthy 
gastrointestinal function.* 

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: -fuvleC 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: S-21-02 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 
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Michael P. Devereux 
Chief Financial O fficer 

Iberogast 2e 



825 Challenger Drwe 

Green Bay, WI  54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www enzy.com 

EnzymaticTherapy@  
NATURAL MEDICINES” 

May 22,2002 

O ffice 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, Green Bay, W isconsin 
543  11  is a  manufacturer 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. 

COMPANY; 

Enzymatic 
Therapy, inc. 

PRODUCT (, g_  : ; ,NAME 

lberogastTM 
following herbal extracts: 
German chamomile 
flower, Clown’s mustard 
plant, Angelica root and  
rhizome, Caraway fruit, 
M ilk thistle fruit, Lemon 
balm leaf, Celandine 
aerial part, Licorice root, 
Peppermint leaf 

,, __ ::<‘$ IF” \e&;::,L;r* ;;; _,, %,, 

This dietary supplement 
also contains extracts of 
angelica root, chamomile 
flower, caraway fruit, m ilk 
thistle fruit, me lissa leaf, 
peppermint leaf, celandine 
herbs, and  licorice root, all 
of which have approved 
German Commission E 
Monograph listings that 
support healthy 
gastrointestinal functioning.* 

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: #u@lu 
Robert C. Doster 

T itle: Senior Vice President of Scientific Affairs 

Date: 5- LZ- (32 

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

Sincerely, 

Chief F inancial O fficer 
Iberogast 3e  
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825 Challenger Drive 

Green Bay, WI  5431 l-8328 

Ph: wo-469.1313 

Fax. 888-570-6460 

www.enzy.com 

EnzvmaticTherap~@ 
NATURAL MEDICINES” 

May 20,2002 

O ffice 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, Green Bay, W isconsin 
543  11  is a  manufacturer 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. 

PRODUCT 
NAME 

Inner Ecology@ 

DIETARY 
INGREDIENTS 

Fructooligosaccharides, 
Lactobacil lus 
acidophilus, 
Bificfobacterium bifidum, 
5. infantis, 
Enterococcus faecium, 
Pure Plant Enzymes 
Cellulase I 

STATEMENTS 

Helps ma intain a  healthy 
balance of m icrobial flora in 
the intestines* 

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. 

By4!i!kkL 
T itle: Senior Vice President of Scientific Affairs 

Date: 5-20-02 

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

M ichael P. Devereux 97s 0162 LET /o/ah 
Chief F inancial O fficer 
Inner Ecology I e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph 920-469-1313 

Fax: 888-570-6460 

www enzysom 

Enzymatic~erapy$B 
NATURAL MEDICINES” 

May 2 1,2002 

Office of Special Nutritionals (HF.%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, Green Bay, Wisconsin 
543 11 is a manufacturer 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. 

7 COMPANY PRODUCT DIETARY INGREDIENTS STATEMENTS 
NAME 

Enzymatic Inner Ecology@ Fructooligosaccharides, Plant EnzymeTM Cellulase 
Therapy, Inc. Lactobacillus acidophilus, functions like the cellulase 

Bifidobacterium bifidum, produced naturally by 
B. infantis, Enterococcus intestinal bacteria in 
faecium breaking down dietary 
Pure Plant Enzymes fiber.* 
Cellulase 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. 

By4i!i%L- 
Title: Senior Vice President of Scientific Affairs 

Date: 5-z\ -02 

If 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 
Inner Ecology 2e 


