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April 18, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration Lo "
5100 Paint Branch Parkway o AP 20 2005
College Park, MD 20740 ) o N

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 has a labe! 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currentiy market or plan to market in the immediate future, and may be exploratory
in nature.

Thyroid Advantage
Formula™*

TVINGREDIENT(S):.TOWHICHTHE CEAIM/REEERS
Vitamin B12 (as cyanocobalmm) lodine (as
potassium iodide), Magnesium (as magnesium
oxide), Zinc (as zinc gluconate), Copper (as copper
gluconate), Manganese (as manganese gluconate),
Motybdenum (as sodium moiybdate), L-Tyrosine,
Multi-Glandular Complex liver, lung, pancreas,
heart, kidney, and sp!een Thyroid Extract (thyroxin-
free)

Enhances thyroxd
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,

figodd

By:

Robert C. Doster
Title: Senior Vice President of Scientific Affairs
Date: 419065

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

Sincerely,

" Mike Devereux
Chief Financial Officer

.. Thyroid Advantage'Fonnula le
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April 18, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS §10

Center for Food Safety and Apphed Nutrition
Food and Drug Administration

5100 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 54311 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)(1)(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.

-'PRODUCT:NAME: | S'FATE@_JI_ENTS L(SYTOWHICH:THE . CLAIM!REFERS :;
Thyroid Advantage Thyro:d Advantage Vitamin B12 (as cyanocobalmin), lodine (as
Formula™* Formula provides potassium icdide), Magnesium (as magnesium

essential ingredients for | oxide), Zinc (as zinc giuconate), Copper (as copper
healthy thyroid giuconate), Manganese (as manganese gluconate),
function.” Molybdenum (as sodium molybdate), L-Tyrosine,

Multi-Glandular Complex liver, lung, pancreas,
heart, kidney, and spleen, Thyroid Extract {thyroxin-
free)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiatisn that thigsjfments are truthful and not misleading.
By: ‘

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

Date: Holy- 0{

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

Smm P &,w

Mike Devereux
Chief Financial Officer

Thyroid Advantage Formula 2e
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April 18, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 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 54311 has a label that contains a statement provided
by section 403(x)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(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,

RODUCTINA

3%

e ol gt Roatied
Thyroid Advantage | Contains L-Tyrosine, an
Formula™* that is needed by the thyroid to
produce one of the most important
hormones that control metabolism.”

.

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiation plat theostariants are truthful and not misleading.
By: :

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

Date: S48 -0 Y

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

Sincerely,

Mike Devereux Z

Chief Financial Officer
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9755 SW Commerce Clrde, Suite B2
Wilsonville, OR 97070

ENZYMATIC THERAPY®
&
PHYTOPHARMICA®

825 Challenger Drive, Green Bay, Wl 54311-8328

P: 820.469.1313 . F: 888.570.6460 (Enzymatic)

P: 503.582.8386 - F: 503.582.0467

ENZYMATIC THERADY
e e e P: 920.469.9099

ol i -+ F: 920.469.4418 (Phyto)
What Better feels tive™
————

April 18, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 .

Center for Food Safety and Applied Nutrition
Food and Drug Administration |

5100 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 54311 has a label that contains a statement provided
by section 403(x)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(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.

Vitamin 812 (as cyanocobalmm) lodine (as
potassium iodide), Magnesium (as magnesium
oxide), Zinc (as zinc gluconate), Copper (as copper
gluconate), Manganese {as manganese
gluconate), Molybdenum (as sodium molybdate),
L-Tyrosine, Multi-Glandular Complex liver, lung,
pancreas, heart, kidney, and spleen, Thyroid
Extract {thyroxin-free)

Keeps you feehng —
energetic*

’TherId Advantaée
Formula™*

I certify that the information contained in this notice is oomplete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misieading.

Lgodd

By:

Robert C. Doster ‘
Title: Senior Vice President of Scientific Affairs
Date: 71805

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608.
Chief Financial Officer

Mike Devereux

hyroid Advantage Formula 4¢




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
' NF Formulas ~ PhytoPharmica &
“Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W 54311-8328
ENZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic)
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Woat Better feels like™
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April 19, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 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 54311 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)(1)(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, ‘

PRODUCTNAME STATEMENTS . | INGREDIENT(S}.TO WHICH THE CLAI
Thyroid Advantage | Influences metabolism* | Vitamin B12 (as cyanocobalmin), lodine (as
Formula™* ‘ potassium iodide), Magnesium (as magnesium

oxide), Zinc (as zinc gluconate), Copper (as copper
gluconate), Manganese (as manganese gluconate),
Molybdenum (as sodium molybdate), L-Tyrosine,
Mutti-Glandular Complex liver, lung, pancreas,
heart, kidney, and spleen, Thyroid Extract (thyroxin-
free)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiatiw &’t{nents are truthful and not misleading.
e 2 ;

By:

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

Date:  -19-05

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

Sincerely,

Mike Devereux P

Chief Financial Officer

Thyroid Advantage Forimula Se
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woat Better feeis tike"
—

April 19, 2005

Office of Nutritional Products, Labeling &
Dietary Supplerents, HFS 810

Center for Food Safety and Applied Nuirition
Food and Drug Administration

5100 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 54311 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)(1)(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.

“PRODUCT NAME 7 TE ol NT(S}TOMWHICHTHE CLAIM REFERS:"
Thyroid Advantage Supports welght loss* V:tamnn B12 (as cyanocobalmm) Todine (as
Formula™* potassium iodide), Magnesium (as magnesium

oxide), Zinc (as zinc gluconate), Copper (as copper

gluconate), Manganese (as manganese gluconate),

Molybdenum (as sodium molybdate), L-Tyrosine,

Multi-Glandular Complex liver, lung, pancreas,

heart, kidney, and spleen, Thyroid Extract (thyroxin-

free)

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 C. Doster 4
Title: Senior Vice President of Scientific Affairs

Date:. 4-/7-05

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

Sincerely,

Mike Devereux
Chief Financial Officer

1yroid Advantage Formula 6e




