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September 14, 2005

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

Center for Food Safety and Applied Nutrmon
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740
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i

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 1mmed1ate ﬁlture, and may be exploratory
in nature.

Bronchial Soothe™* | Unlike alcohol-based syrups, the natural ‘English Ivy (Hedera helix) Leaf
ingredients in Bronchial Soothe provide g:reater .| Bxtract
levels of safety.*

I certify that the information contained in this notice is corplete and accurate and that Eunzymatic Therapy, Inc. has
substantiation that the statements are truthful and not mxsleadxng

Qo84

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ?A” A /b 5‘

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

Sincgrely, p \
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September 14, 2005

Office of Nutritional Products, Labelme &
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 thc 1mmed:late fu‘mre, and may be exploratory
in nature.

TEnglish Ivy (Hedera helix) Leaf
‘ Bxtract

‘Clinical studies show natiral ivy extract, as
found in Bronchial Soothe, is-more effective in
supporting lung and bronehial health as
compared to products made solely with synthetm
; chemxcals ¥

Bronch1a1 SootheTM*

I certify that the information contained in this notice is compiete and accurate and that Enzymatxa T hcrapy, Inc. has
substantiation that the statements are truthful and not misleading.

o puedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 7// ‘// 0-(

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

Sincerely, &)ﬂ

1ichael 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 '

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, Dzsmbuted by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, ‘Wisconsin 54311 has a label that contains a statement provided
by section 403(1)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatm 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 lmmed%ate futum, and may be exploratory
in nature.

i e
Bronchial Soothe™* | Ivy leaf extract is a traditional ingredient that  '|-English Ivy (Hedera hehx) Teaf
has been used for ceﬂtums for bronchial | Bxtract
health.*

I certify that the information contamed in this notice is compiete and accurate and that Enzymatw Therapy, Inc. has
substantiation that the statements are truthful and not nnsieadmg

S Y1

Robert Doster
Title: Senior Vice President of Scwntlﬁc Affalrs

Date: 9 // y/O{

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

Sincerely,

bt P im»#

Michael P. Devereux
Chief Financial Officer
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What Betler jeels ike
September 14, 2005

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

Center for Food Safety and Applied Nutmlon
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 followmg product is Manufactured, Paaked and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has & label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Ing. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(}:)(6)‘ of the act. These claims are
not necessarily for a product we currently market or plan to market in the nnmedxate fmmeﬁ and may be exploratory
in nature, L

Bronchial Soothe™* | Clinically proven respiratory support* | English Ivy (Hedera helix) Leaf
\ Extraet

1 certify that the information contained in this notice is compiete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful'and not misleading.

By: : MQM
Robert Doster ~
Title: Senior Vice President of Scientific Affairs

Date: 9//‘{/0{

If you have any questions, please contact Robert Daoster, Scmor Vice President of Scxentxﬁc Affairs at
(920) 406-3608.

Sincerely,

Lt P -bopp

Michael P. Devereux
Chief Financial Officer
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NF Formutas « PhytoPharmica. & .
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
2755 SW Commerce Circle, Suite B2 - 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 | P:920.469.1313 « F: 888.570,6460 (Enzymatic)
P: 503.582.8386 o F: 503.582.0467 P: 920.469.9099 + 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

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the followmg product is Manufacmred Packed, afnd/or I)l&trlbuted 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. Enz.ymanc 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 futurc, and may be exploratory
in nature.

Bronchial Soothe™# | Breathe Easy with Doctor-Recommended English Ivy (Hedera helix) Leaf
Bronchial Soothe™!* B : ‘E,xﬂ'agt

I certify that the information contained in this nonce is complete and accurate and that Enzymatxc Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

LLo044

Robert Doster
Title: Senior Vice President of Sc1enttﬁc Affairs -

By:

Date: ?/ / "'// 0S

If you have any questions, please contact Robert Doster, Senior Vice President: of Sc;ennﬁc Affairs at
(920) 406-3608.
Michael P. Devereux

Chief Financial Officer

Sincerely,




