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What Betler feels iike” :
a——.
August 23, 2005

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration : ‘ y
5100 Paint Branch Parkway L : P e
College Park, MD 20740 : : , ‘ T ol L

RE: Labe! Claims/Disclaimers ‘ e L f

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. : '

HDL-RX™* Clinically shown fo maintain Vitamin C (ascorbic acid), Vitamin B (mixed d-alpha
healthy cholesterol already within | tocopherols), Niacin (niacinamide), Vitamin B6
normal range.* " | (pyridoxine HCI),. Folic Acid, Vitamin B12

‘ (cyanocobalamin), Magnesium, L-Selenomethionine,
L-Arginine HCl, Carnitine, CoQ10, Policosanol,
Hawthorn Berry Extract, Taurine, Garlic, Grape Seed
Extract, Grape Skin Extract, N-acetyl-L-cysteine,
Alpha Lipoic Acid, Soy Isoflavones, Tocotrienols

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. > :

Robert Dostér \ f
Title: Senior Vice President of Scientific Affairs

Date: _3/23/6S

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

By:

Sincerely,

Mikchael P. Devereux L é é 7
Chief Financial Officer /
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- INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NE Formulas » PhytoPharmica . &
*.y ..r Encapsu!atmnt + Vitaline Form L!as PHYTOPHARMICA®
9755 SW Commerce C:rcle, Suute 82 ) 825 Chatl!engar Dnve, Green Bay, Wl 54311 8328
ENZYMATIC THEBADPY : Wilsonviile, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
MO RBORATED P: 503.582.8386 <« F: 503.582.0467 P: 820.469.9099 - F: 920.469.4418 (Phyto)
woat Betler feels tike” '
A————
August 23, 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
Callage Park M) 20740

LALIVES £ Gily AVILS &LV TV

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the followmg product is Manufactured Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 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.

K ARban
HDL-RXT™M* Clinically shown to maintain Vitamin C (ascorbic acid), Vitamin E (mixed d-alpha
healthy triglyceride levels already | tocopherols), Niacin (niacinamide), Vitamin B6
within normal ranges.* (pyridoxine HCY),. Folic Acid, Vitamin B12
) (cyanocobalamin), Magnesmm, 1~Selenomethionine,
L-Arginine HCL, Carnitine, CoQ10, Policosanol,
Hawthorn Berry Extract, Taurine, Garlic, Grape Seed
Extract, Grape Skin Bxtract, N-acetyl-L-cysteine,
Alpha Lipoic Acid, Soy Isoflayones, Tocotrienols

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.

'
o

By:

Robert Doster
Title: Senior Vice President of Scxentxﬁc Affairs

Date: g/&B/OS

¢

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

TEd P by

hael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

‘ NF Formulas » PhytoPharmica ’ &
Tyler Encapsulations 4 Vttalme Formuias PHYTOPHARMICA®
9755 SW Commerce Clrcle, Suite B2 825 thallenger Dnve Green Bay, Wi 54311 8328
ENZYM ATIC THEB ADPY « Wilsonville, OR 97070 . P:920.469.1313 « F: 888.570.6460 (Enzymatic)
R ' P:503.582.8386 « F:503.582.0467 - P 920.469.9099 ¢ F: 920.469.4418 (Phyto)

Whar Beller feels tike
————.

August 23, 2005

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

Center for Food Safety and Applied Nuirition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD' 20740

s -

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.

HDL-RXTM# Clinically shown to increase good | Vitamin C (ascorbic acid), Vitamin E (mixed d-alpha
cholesterol (HDL-2) levels.* tocopherols), Niacin (niacinamide), Vitamin B6
' (pyridoxine HCI),. Folic Acid, Vitamin B12
(cyanocobalamin), Magnesium, L-Selenomethionine,
L-Arginine HCl, Carnitine, CoQ10, Policosanol,
f , Hawthorn Berry Extract, Taurine, Garlic, Grape Seed
~ Extract, Grape Skin Extract, N-acetyl-L-cysteine,
Alpha Lipoic Acid, Soy IsoﬁaVOnes, Tocotrienols

1 certify that the information contamed in this notice is compiete and accurate and that Enzymamc Therapy, Inc. has
substantiation that jhe statements are truthful and not misleading.

By:

Robert Doster
Title: Senior Vice President of Sclentlﬁc Affairs

Date: / 23 /oS

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

Sincerely,

Miohael P. Devere
Chief Financial Officer
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INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY*

NF Formulas + PhytoPharmica ‘ & .

Ty!er Encapsutanons - V;talme Formuias . PHYTOPHARMICA
- . 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBRADPY : Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)

M A REORATE D | P:1503.582.8386 : F:503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)
What Better jeels ke ’ '
AR

August 24, 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 followmg 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(x)(6}.of the act. These claims are
not necessarily for a product we current}y market or plan to market i in the immediate future, and may be exploratory
in nature. :

HDL RXTM* Clinically shown to reduce CRP Vitamin C (ascorbic acid), Vitamin E (mixed d-alpha
(C-Reactive Protein) levels.* tocopherols), Niacin (niacinamide), Vitamin B6
(pyridoxine HCD),. Folic Acid, Vitamin B12
 (cyanocobalamin), Magnesium, L-Selenomethionine,
L-Arginine HC, Carnitine, CoQ10, Policosanol,
‘Hawthorn Berry Extmct Taurme, Garlic, Grape Seed
Extract, Grape Skin Extract, N-agetyl-L-cysteine,
Alpha Lipoic Acid, Soy Isoflavones, Tocotrienols .

I certify that the information contained in this notice is complete and accurate and that Enzymatxc Therapy, Inc. has
substantiation that ¢ statementzme truthful and not misleading.

- 0

Robert Doster 4
Title: Senior Vice President of Spientiﬁc Affairs

Date: € /&V/O,S

1

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

J{ relz, 7 P &)A' V
ichael P. Devereux
Chief Financial Officer
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INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica \ &
‘ Tyler Encapsu#at;ons @ Vltahne Formufas PHYTOPHARMICA®
9755 SW Commerce chle, Suzte B2 825 Challenger Dnve, C.reen Bay, Wi 5431 1 83
ENZYMATIC THEBAPY ' Wilsonville, OR 97070 ‘ P: 920.469.1313 +» F: 888.570.6460 (Enzymat
NG ERC R AT E D P: 503.582.8386 + F: 503.582.0467 . P:920.469.9099 «+ F: 920.469.4418 (Phyto;

whar Better feels tive”
ap—————

August 24, 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. Enzymauc Therapy, Inc. wxshes 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.

Shown in a clinical study | Vitamin C (ascorbic acid), Vitamin E (mixed d-aipha tocopherols),

conducted at Scripps Niacin (niacinamide), Vitamin B6 (pyridoxine HCI),. Folic Acid,

Memorial Hospital to | Vitamin B12 (cyanocobalamin), Magnesium (from Magnesium amino

raise HDL (good “acid chelate), Selenium (L-Selenomethionine), L-Arginine (from L-

cholesterol) levels* arginine HC1), L-Carnitine (from L-carnitine L-tartrate), Coenzyme Q10
(CoQ10) (ubiquinone 10), Policosanol, Hawthorn Berry Extract, Taurine,
- Garlic, Grape Seed Extract, Grape Skin Extract, N-acetyl-L—cysteme

Alpha Lipoic Acid, Soy Isoflavones, Tocotrienols

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 misieading,

LU0dd

Robert Doster V
Title: Senior Vice President of Sclermﬁc Affairs

Date: 3/29’/05

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

Smc]rely,
Michael P. Devereux
Chief Financial Officer




"INTEGRATIVE THéRAi’EUTICS INC.” ) ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica s

‘ Tyler Encapsutatwns @ Vltaime Formulas PHYTOP“A“M'CA'
9755 SW Commerce ercle, Smte B2 825 Chaﬂenger Dnve, Green Bay, W! 54311 83
ENZYMATIC THEBAPY . Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzyma'
N O R RO R AT E D ; P:’503\.’582.8386 « “F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto
Woar Better feels tie® ’
—————
August 24, 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 followmg pwduct is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a Jabel 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 exp}ora’coxy in nature.

HDL RX™™* Levels of HDL2 (best Vitamin C (ascorbl acid), Vitamin E (rmxed d-alpha tocopherols), Niacin

choiesterol) rose up to | (niacinamide), Vitamin B6 (pymdexme HCl),. Falic Acid, Vitamin B12
21%.* ' (cyanocobalamin), Magnesium (from Magnesium amino acid chelate),

1 Selenium (L-Selenomethionine), L~Arg1nme (from L-arginine HCI), L-

" Carnitine (from L-carnitine L~tartrate), Coenzyme Q10 (CoQ10)
(ubiquinone 10), Policosanol, Hawthorn Berry Extract, Taurine, Garlic,
Grape Seed Extract, Grape Skin Extract, N-acetyl-L-cysteine, Alpha Lipoic

Acid, Soy Isoflavones, Tocotrienols

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

By 0

Robert Doster
Title: Senior Vice President of Sclenmﬁc Affairs

Date: </ Y/ NS

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




AINTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas = PhytoPharmica &
Tyler Encapsuiatmns « Vctahne Formulas . PHYTOPHARMICA®
9755 SW Commerce Clrcle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-83.
ENZYMATIC THEBADPY Wilsonville, OR 97070 . P:920.469.1313 .+ F: 888.570.6460 (Enzymat
MO O R PSR ATE D P: 503.582.8386 « F: 503.582.0467 P920,469.9099 s F: 920.469.4418 (Phyto)

whar Better feels tiver
———

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 Clairns/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the followmg product is Manufacmred 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 nacesqanly for a product we
currently market or plan to market in the 1mmed1ate future, and may be exploratory in nature.

HDL RX™ An HDL reading Vitamin C (ascorbic acid), Vitamin E (mixed d-alpha tocopherols), Niacin
above 60 is now ‘ (macmannde), Vitamin B6. (pymdoxme HCI},. Folic Acid, Vitamin B12
recognized as having a | (cyanocobalamin); Magnesium (from Magnesium amino acid chelate),
positive impact on Selenium (L-Selenomethionine), L-Arginine (from L-arginine HCI), L-
heart health.*. Carnitine (from L-carnitine Latartrate), Coenzyme Q10 (CoQ10) (ubiquinone

10), Policosanol, Hawthorn, Berry Extract, Taurine, Garlic, Grape Seed
Extract, Grape Skin Extract, N—acety!—L~cystexne, Alpha Lipoic Acid, Soy
Isoﬂavon@s, Tocotrienols .

I certify that the information contmncd in thig notice is complcta and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

By: w Mi

Robert Déster
Title: Senior Vice President of Scientific Affairs

Date: @’/929’/05

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

Sincerely,

- u).\w

Michael P, Devereux
Chief Financial Officer




JINTEGRATIVE THERAPEUTICS iNC.” . :ENZYMATIC THERAPY"*
NE Eormulas » PhytoPharmica ' &
: Tyler Encapsulamons - Vntahne Formulas ) PHYTOPHARMICA®
. 9755 SwW- Commerce Carcje, Su:te BZ 825 Chalienger Drwe, Green Bay, Wl 5431 1—83
ENZYMATIC THEBADPY Wilsonville, OR 97070 P: 920.469.1313 .« F: 888.570.6460 (Enzymat
M R R R AT S D P: 503.582.8386 «~ F: 503.582.9467 P: 920.469.9099 « F: 920.469.4418 (Phyto
Woat Betler feeis tike”
a—————

August 24, 2005

Office of Nutritional Products, Labelmg &
Dietary Supplements, HFS 810 '
Center for Food Safety and Applied Nutntlon
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Clairns/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following preduct i is Manufactured, Packed, and/or Dismbuted by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statemernit provided by section 403(r)(6)
of the Federal Food, Drug and Cosmetic Act. Enzymauc; Therapy, Inc. wishes 1o take. advantage of the exemption to section
201(g)(1XC) of the act and comply with section 403(r)(6) of the act. These claims aré not necessarily for a product we
currently market or plan to market in the immediate future, and may be exploratory in nature.

DL RX™M*

Recent studies have Vitamin C (ascorbic acid), Vitamin'E (mixed d-alpha tocopherols), Niacin
identified HDL levels (macmamzeie), Vitamin B6 (pyridoxine HCI),. Folic Acid, Vitamin B12

as an independent: (cyanocobalamin), Magnesium (ffom Magnesium amino acid chelate),
important factor for | Selenium (L-Selenomethionine), L-Arginine (from L-arginine HCI), L-

heart health.* ‘ Carnitine {from L-carnitine L-tartrate), Coenzyme Q10 (CoQ10) (ubiquinone

: 10), Policosanol, Hawthorn Berry Extract, Taurine, Garlic, Grape Seed
Extract, Grape Skin Extract, N—acetyl»L—cysteme, Alpha Lipoic Acid, Soy
Isoflavones, Tocotrienols

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

28 0{ |

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: 3/& ‘7/05

If you have any questions, please contact Robert Doster, Senior Vice Prﬁsxdent of Smentlﬁc Affaxrs at
(920) 406-3608.

Sincerely,

Michael P. Devereux w’\(ﬂ
Chief Financial Officer




) INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
S &

NF Formu!as ¢ PhytoPharmica .

Tyler Encapsulations « Vitaline Formu!as . PHYTOPHARMICA
o 9755 sw Commerce Circle, Suite B2 825 Challehger Drive, Green Bay, Wi 54311-83:
ENZYMATIC THERAPY 1 Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymati
MO REDRATED | P:503.582.8386 « F:503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

What Better feels like*
a————————,

August 24, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 .
Center for Food Safety and Applied Nutntxon

Food and Drug Administration
5100 Paint Branch Parkwav

VG DGV DAL

College Park, MD 20740
RE: Label Clairns/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed and/or stmbuted by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contdins 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)XC) 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 futire, and may be exploratory in nature.

HDL RXTM* Reduces C-reactive Vitamin C (ascorbic acid), Vitamin E (mixed d-alpha tocopherols), Niacin
protein levels, an | (niacinamide), Vitamin B6 (pyridoxine HCI),. Folic Acid, Vitamin B12
important indicator for | (cyanocobalamin), Magnesium (from Magnesium amino acid chelate),
heart health.¥ Selenium (L-Selenomethmnme), L-Argining (from L-arginine HCI), L~

Carnitine (from L-carnitine L~tarirate), Coenzymf: Q10 (CoQ10) (ubiquinone
“10), Policosanol, Hawthorn Berry Extract, Taurine, Garlic, Grape Seed

| Extract, Grape Skin Extract, N~accty1—L -cysteing, Alpha Lipoic Acid, Soy
Isoﬂavonss, Tocotrienols

I certify that the information contained in this notice is ¢omplete and accurate and that Eﬁzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

By:

Robert Doster
Title: Senior Vice President of Scxentlﬁc Affairs

Date: 3’/ K/ 05

If you have any questions, please contact Robert Dostes:, Senior Vice Pre&dent of Scientific Affairs at
(920) 406-3608.

Furp b

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” EMZYMATIC THERAPY®

NF Formulas = PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
s . 97A5 SW Commerce Csrde, Suste B2 825 Chalienger Dnve, Green Bay, Wl 5431 1 83
ENZYMATIC THERADPY \ * Wilsonville, OR. 97070 P: 920.469.1313 - F: 888.570.6460 (Enzyma

NSO RFORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto
What Better jeets ize™ ' )
a—

August 25, 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 foIlow:ng product is Manufactured, Packed, and/or stmbux;ed 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.

; i i Sl e Mm i . B
Nxacm azds in fat and Vitamia C (ascorbic acid), Vitamin E (mixed d-alpha tocopherols), Niacin
cholesterol\metabqhsm, (niacinamide), Vitamin B6 (pyridoxine HCI),. Folic Acid, Vitamin B12
which supports healthy | (cyanocobalamin), Magnesmm (from Magnesium amino acid chelate),
blood circulation. * 1 Selenium (L-Selenomethionine), L-Arginine (from L-arginine HCI), L~
: '~ Carniting (from L-carnitine L-tartrate), Coenzyme Q10 (CoQ10)
{ubiquinone 10), Policosanol, Hawthomn Berry Extract, Taurine, Garlic,
Grape Seed Extract, Grape Skin Extract, Nvacetyl-L-cysteme, Alpha
Lipoic Acid, Soy Isoﬂavnnes, Tocotnenols

HDL RX™™*

[ certify that the information contained in this notice is complcte and accyrate and that Enzymatlc Therapy, Inc. has
substantiation that the statements are tru&hful and not misleading.

£ro0gd

Robert Doster
Title: Senior Vice President of Scxentlﬁc Affairs

Date: ¥ /&5/295

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

Sinc rely,

/P wwlﬂ

Michael P. Devereux
Chief Financial Officer




ilNTEGRATIVE THERAPEUTICS INC.” ‘ENZYMATIC THERAPY®
‘NF Formulas « PhytoPharmica : ‘ &

Ty!er Encapsulatxons < Vitaline Formujas ~ - . PHYTOPHARMICA®
. | 9755 SW Cammercg Circle, Suite B2 825 Chanenger Drive, Green Bay, Wi 54311-83
ENZYMATIC THERADPY : Wilsonville, OR 97070 P:920.469.1313 « F: 888.570.6460 (Enzyma
M m R L AT E D P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099  F: 920.469.4418 (Phyto

Waar Better feels tige"
il

August 25, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 A
Center for Food Safety and Applied Numtwn
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 foilowmg product is Manufactured, Packed, and/or stmbuzed 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. Enzymanc 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.

HDL RX™* | Allows youto be - “Vitamin C (ascorbic acid), Vitamin E (mixed d-alpha tocophcrols) Niacin
proactive in your effort - | (niacinamide), Vitamin B6 (pyridoxine HCI) . Folic Acid, Vitamin B12
to improve good - 1 (cyanoccbalatmn) Magnesmm (from Magnesaum amino acid chelate),
cholesterol levels and | Selenium (L-Selenomethxomnc), L-Arginine (from L-arginine HCI), L~
heart heatlh.*  Carnitine (from L-carnitine L-tartrate), Coenzyme Q10 (CoQ10)

. | (ubiquinone- 10), Policosanol, Hawthorn Berry Extract, Taurine, Garlic,
| Grape Seed Extract, Grape Skin Extract, N~acetyl—L—cysteme, Alpha pro;c
ond Soy Isoflavones, Tocotrienols |

1 certify that the information contamed in this natxce is compie’ce and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements, are truthful and not misleading.

By Luedd

Robert Doster \
Title: Senior Vice }Presidgnt of Scientific Affairs

Date: 3/ RS / 0>

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

Sincerely,

Jobt P lpnp

Michael P. Devereux
Chief Financial Officer
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