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, FIVRETST
Mr. Robert Moore 0eT 1 5 2003

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 exploratory in nature.

Enzymatic Pure Rip™ with | Indolplex® Complex The role of DIM in the
Therapy, Inc. | DIM modified food starch, 25% | human body is to support
diindolylmethane (DIM), healthy estrogen
d-alpha tocopheryl metabolism and hormonal
succinate, silicon dioxide, balance.*

and phosphatidylicholine

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 Doster
Title: Senior Vice President of Scientific Affairs

Date: __/0 / 7 /03

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

(920) 406-3608.
A

Smcerely, 8\
g75 01612 LET

/3R

Mlchael P. Devereux
Chief Financial Officer
Pure Rip with DIM Se



825 Challenger Drive
Green Bay, Wi 54311-8328
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wWww.enzy.com

October 7, 2003 [M”’“

R A Y
Mr. Robert Moore . ek
Office of Nutritional Products, Labeling & / " 5 2003

Dietary Supplements, HFS 811

Tt T
Food and Drug Administration

5100 Paint Branch Parkway
College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 exploratory in nature.

Pure Rip™ with
DIM

Enzymatic Pure Rip™ with DIM

Indolplex® Complex
modified food starch, 25%

Therapy, Inc.

diindolylmethane (DIM),
d-alpha tocopheryl
succinate, silicon dioxide,
and phosphatidyicholine

promotes the metabolism
of estrogen, which in turn
increases levels of
testosterone, the primary
male reproductive
hormone.*

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

By: _£.L£QLU.__‘
obert Doster

Title: Senior Vice President of Scientific Affairs

Date:

16/1/05

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

(920) 406-3608.

Sincerely,

Mlchael P. Devereux

it P Qs

Chief Financial Officer
Pure Rip with DIM 6¢
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October 7, 2003 P e

Mr. Robert Moore APT - T
Office of Nutritional Products, Labeling & P 52003 !
Dietary Supplements, HFS 811 i{')" ) i

Food and Drug Administration e f

5100 Paint Branch Parkway
College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Mr. Moore

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 exploratory in nature.

Enzymatic ndolple: p Pure Rip™ with DIM
Therapy, Inc. | DIM modified food starch, 25% | creates a healthy
diindolylmethane (DiM), hormonal balance for
d-alpha tocopheryl successful weight training
succinate, silicon dioxide, and bodybuilding
and phosphatidyicholine programs.”

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: __@uﬁﬂi__.
Rbbert Doster

Title: Senior Vice President of Scientific Affairs

Dae: 1077 /03

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

(920) 406-3608.

Sincerely,

MZhael P. DeverElx z

Chief Financial Officer

Pure Rip with DIM 7¢



825 Challenger Drive
Green Bay, W1 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460
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October 8, 2003

Mr. Robert Moore VED e g - —
Office of Nutritional Products, Labeling & / Li
Dietary Supplements, HFS 811 ; AT 1 5 2003 i
Food and Drug Administration b

5100 Paint Branch Parkway LS \j
College Park, MD 20740 B

RE: Label Claims/Disclaimers

Dear Mr. Moore

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 exploratory in nature.

Pure Rip™ wi lndolplex® Complex Metabolism occurring via the C-2
DIM modified food pathway increases the chances
starch, 25% for estrogen to be broken down
diindolylmethane into 2-hydroxyestrone (2-OH1)

(DIM), d-alpha and 2- hydroxyestradiol (2-OH2),

zy
Therapy, Inc.

tocopheryl estrogen metabolites known for
succinate, silicon their health supporting activities.”
dioxide, and Once 2-OH1 and 2-OH2 are

phosphatidylcholine | present in the circulation, further
metabolism results in 2-
methoxyestrone and 2-
methoxyestradiol. These critical
metabolites have been shown to
promote healthy cell development
in animals and humans.*

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.

L0004

obert Doster
Title: Senior Vice President of Scientific Affairs

LN

By:

Date: __| 0/ g/, 03

Pure Rip with DIM 8¢



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

Sincerely, 8

Mithael P. Devereux
Chief Financial Officer

Pure Rip with DIM 8e



Enzymatic Therapy

NATURAL MEDICINES®

QOctober 9, 2003

Mr. Robert Moore : i
Office of Nutritional Products, Labeling & LT T
Dietary Supplements, HFS 811 ( ’ 52003 |
Food and Drug Administration / 14y 5
5100 Paint Branch Parkway T e i
College Park, MD 20740 ST

RE: Label Claims/Disclaimers

Dear Mr. Moore

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 exploratory in nature.

Enzymatic Pure Rip™ with | Indolplex® Complex Increased amounts of
Therapy, Inc. | DIM modified food starch, 25% | harmful estrogen
diindolylmethane (DIM), metabolites may result in
d-alpha tocopheryl an unhealthy ratio of
succinate, silicon dioxide, harmful to beneficial
and phosphatidylcholine metabolites, a biologic
event known to influence
several health concerns.*

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: £L£ ‘2,‘2 ;l
Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: /0[7/03

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

Sincerely,

825 (hallenger Drive - P
Green Bay, W 54311-8328
Ph: 920-469-1313 Michael P. Devereux

Chief Financial Officer
Pure Rip with DIM 9¢

Fax: 888-570-6460

www.enzy.com



825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

EnzymaticTherapy

NATURAL MEDICINES®

October 10, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 811
Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 exploratory in nature.

AN

Enzymatic Pure Rip™ with
Therapy, Inc. | DIM

Indolplex® Complex
modified food starch, 25%
diindolylmethane (DIM),
d-alpha tocopheryl
succinate, silicon dioxide,
and phosphatidylcholine

Research has
demonstrated that shifting
estrogen metabolism to
promote an increased 2-
hydroxy to 16-
hydroxyestrone ratio via the
C-2 pathway may prove
beneficial for a variety of
conditions related to
estrogen dominance or
imbalance.*

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: 4wol9i

Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: 170/[0/0 >

Pure Rip with DIM 10e



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

Smcerely,

Michael P. Devereux i

Chief Financial Officer

Pure Rip with DIM 10e
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Mr. Robert Moore

Office of Nutritional Products, Labeling & | DR 15 2003
Dietary Supplements, HFS 811 BY:

Food and Drug Administration : -

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Mooi'e

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 exploratory in nature.

Enzymatic Pure Rip™ with | Indolplex® Complex DIM is the most bioactive of

Therapy, Inc. | DIM modified food starch, these phytonutrients and the
25% diindolylmethane most effective in increasing
(DIM), d-alpha beneficial estrogen
tocopheryl.succinate, metabolites and reducing
silicon dioxide, and undesirable estrogen
phosphatidyicholine metabolites.*

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 PLA00

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /0//0 /03

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

Sincerely,

ichael P. Devereux l

Chief Financial Officer
Pure Rip with DIM 11e




Enzymatic Therapy

NATURAL MEDICINES®

October 11, 2003 !" Sy
RN s
Mr. Robert M ! ]
.Ro oore ' | OnT 7 & |
Office of Nutritional Products, Labeling & Y2003 |
Dietary Supplements, HFS 811 {3 Vi }
Food and Drug Administration T Emm—a ,;
5100 Paint Branch Parkway B

College Park, MD 20740
RE: Label Claims/Disclaimers

Dear Mr. Moore

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 exploratory in nature.

Enzymatic Indolplex® Complex Improving estrogen

Therapy, Inc. | DIM modified food starch, metabolism with Pure Rip
25% diindolyimethane with DIM results in direct and
(DIM), d-alpha indirect support for more
tocopheryl succinate, efficient weight training.”
silicon dioxide, and
phosphatidyicholine

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.

ST V(1P —
Rébert Doster

Title: Senior Vice President of Scientific Affairs

Date: __{0/Y /03"

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

(920) 406-3608.
Sincerely,
825 Challenger Drive (- P . &}A'
Green Bay, W 543118328 /M"“ ‘ b“#
Ph: 920-469-1313 Michael P. Devereux
Chief Financial Officer

Fax: 888-570-6460
Pure Rip with DIM 12¢

www.enzy.com



825 Challenger Drivé
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

WWW.enzy.com

Enzymatic Therapy

NATURAL MEDICINES®

QOctober 11, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Mr. Moore

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 exploratory in nature.

Enzymatic Pure Rip™ with | Indolplex® Complex Pure Rip™ with DIM
Therapy, inc. | DIM modified food starch, contributes to a better
25% diindolylmethane metabolism by working with
(DIM), d-alpha endogenous hormones and
tocopheryl succinate, adjusting their action to avoid
silicon dioxide, and hormonal imbalance.”
phosphatidyicholine

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 Doster
Title: Senior Vice President of Scientific Affairs

Date: lD////D?)

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

et P by

Michael P. Devereux
Chief Financial Officer
Pure Rip with DIM 13¢



825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

EnzymaticTherapy

NATURAL MEDICINES®

October 12, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore

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

54311 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 exploratory in nature.

i NGRED

Enzymatic Pure Rip™ with | Indolplex® Complex
Therapy, Inc. | DIM modified food starch,
25% diindolylmethane
(DIM), d-alpha
tocopheryl succinate,
silicon dioxide, and
phosphatidylcholine

If active estrogen is
eliminated by the beneficial
metabolites, hormonal
balance is further restored in
men by the freeing of protein-
bound testosterone.* The
end result is a healthier
balance of testosterone to
estrogen and increased free
testosterone circulating in the
body.*

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 febd A
Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: __/ D// &//0'3

Pure Rip with DIM 14e




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

Sincerely,

WIVR

Chief Financial Officer

Pure Rip with DIM 14



EnzymaticTherapy

NATURAL MEDICINES®

October 13, 2003

Mr. Robert Moore [T T e ,
Office of Nutritional Products, Labeling & [ onp . Ten dy
Dietary Supplements, HFS 811 ' 5 20p !
Food and Drug Administration 3 /
5100 Paint Branch Parkway T~ )'

College Park, MD 20740 ez
RE: Label Claims/Disclaimers

Dear Mr. Moore

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 exploratory in nature.

Pure Rip™ with | Indolplex® Complex High levels of testosterone

Enzymatic )

Therapy, Inc. | DIM modified food starch, and low levels of estrogen in
25% diindolylmethane men have been linked to
(DIM), d-alpha healthy body mass, healthy
tocopheryl succinate, fat-burning metabolism,
silicon dioxide, and healthy abdominal fat
phosphatidylcholine distribution, and healthy

libido.*

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.

4

By: _f-ui-%*
obert Doster

Title: Senior Vice President of Scientific Affairs

Date: __ /D //3/03

825 Challenger Drive
Green Bay, WI 543118328
Ph: 920-469-1313

Fax: 888-570-6460 .
Pure Rip with DIM 15¢

www.enzy.com



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

it P -fpoes

Michael P. Devereux
Chief Financial Officer

Sincerely,

Pure Rip with DIM 15e



825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 388-570-6460

www.enzy.com

EnzymaticTherapy

NATURAL MEDICINES®

October 14, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 811
Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

‘-,_“‘S",‘s‘;ulrwﬂw‘ e e ke oo e
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O0rT 7 5 2003
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This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 exploratory in nature.

Pure Rip™ with
DIM

Enzymatic
Therapy, inc.

Indolplex® Complex
modified food starch,
25% diindolylmethane
(DiM), d-alpha
tocopheryl succinate,
silicon dioxide, and
phosphatidyicholine

It has been noted that dietary
supplements containing other
cruciferous phytochemicals,
most notable I13C, claim to
provide the same estrogen
balancing benefits as DIM in
Pure Rip™ with DIM. However,
13C is highly unstable and has
no biologic activity until it is
converted to DIM. Conversion
of 13C takes place in the
stomach and requires an
appropriately acidic
environment. In contrast to
13C, DIM is highly stable,
requires no conversion in the
stomach, and is the most active
cruciferous phytonutrient in
promoting beneficial estrogen
metabolism.”

Pure Rip with DIM 16e




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.

oy RLI0AL

Robert Doster
Title: Senior Vice President of Scientific Affairs’

Date: /0//1'//04:3’

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

Sincerely,

Wﬂ&»»f

Michael P. Devereux
Chief Financial Officer

Pure Rip with DIM 16e



825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

EnzymaticTherapy

NATURAL MEDICINES®

October 14, 2003

Mr. Robert Moore 3
Office of Nutritional Products, Labeling & ;A -
Dietary Supplements, HFS 811 f n B ;
Food and Drug Administration ' i
5100 Paint Branch Parkway [ s /

College Park, MD 20740 ﬁi’m’l::::r::«:m.

RE: Label Claims/Disclaimers

Dear Mr. Moore

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 exploratory in nature.

Enzymatic Pure Rip™ with Indolplex® Complex Pure Rip™ with DIM supports
Therapy, Inc. | DIM modified food starch, | estrogen metabolism that helps
25% diindolylmethane | reduce harmful estrogen
(DIM), d-alpha metabolites, while increasing
tocopheryl succinate, | levels of beneficial metabolites,
silicon dioxide, and leading to more circulating
phosphatidylcholine testosterone.*

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: g!.ﬁalu____
obert Doster

Title: Senior Vice President of Scientific Affairs

Date: /0// Y AX‘B

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

Sincerely, &'w

Mlchael P. Devereux
Chief Financial Officer

Pure Rip with DIM 17¢



Enzymatic Therapy

NATURAL MEDICINES®

October 15, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 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 exploratory in nature.

nzymatic lndolplex® Complex The hormone balancing

Therapy, Inc. | DIM modified food starch, benefits of Pure Rip™ with
25% diindolylmethane DIM in strength training and
(DIM), d-alpha bodybuilding programs will
tocopheryl succinate, result in the healthy support
silicon dioxide, and increased lean muscle mass
phosphatidyicholine and improved physical

conditioning.*

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: %&ﬂu__—
obert Doster

Title: Senior Vice President of Scientific Affairs

Date: /0/ /S /03

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

(920) 406-3608.
Sincerely,
825 Challenger Drive _
Green Bay, Wi 54311-8328 . "‘“’Tﬂ

Ph: 920-469-1313 Michael P. Devereux
Chief Financial Officer

Fax: 888-570-6460
Pure Rip with DIM 18e

WWW.enzy.com



