SEDONA LABS }

The Digestive Health Specialists

November 30, 2004 B e ¢

Dr. Susan J. Walker, M.D.

Director

Division of Dietary Supplement Programs

The Office of Nutritional Products, Labeling, and Dietary Supplements
Center for Food Safety and Applied Nutrition ; L
Food and Drug Administration .  DEC o7 200 4
5100 Paint Branch Parkway .

College Park, MD 20740

Title: EnzyTrimTM Food Labeling; Label Change Notification

Dear Dr. Walker:

This is in response of your letter of September 29, 2004 (Attached 3). You suggested us to make
clear that our labels of EnzyTrim™ avoid implying that the product prevents or treats heart
disease. A cholesterol maintenance claim would have to clarify that the product is only for
maintenance of cholesterol levels that are already within the more range.

In order to comply with FDA guideline and your suggestions, we already changed the labels of
EnzyTrim™. Original label was “ ~ maintain healthy blood cholesterol levels”, changed to “ ~
maintain already healthy blood cholesterol levels”. I also have attached the following documents
for your reference.

1. A original copy of the changed labels of EnzyTrim™ (Attached 1)

2. A copy of previous version labels of EnzyTrim™ (Attached 2)

3. Your letter of September 29, 2004 (Attached 3)

4. My letter of August 27, 2004 (Attached 4)

I certify that all of the information and the attached data presented in this notice are accurate and
truthful. If I can be of any assistance, please contact me at mokang(@sedonalabs.com or 1-800-
914-6311.

Sincerely yours,

Mo Kang, MBA, MS

Senior Scientist

New Product Development Department

Sedona Laboratories, Inc. o
70949

Sedona Labs, Inc.

/ 2 4/ 211 Jennifer Drive « Cottonwood, AZ 86326
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www.sedonalabs.com
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New Changed Labels

SUPPLEMENT FACTS

Serving Size: 2 Capsule (1000mg)
Servings per container; 45 %D!

4 Chaga Mushroom Extract (CHP7) *
| Bramble Berry Extract (BHPS) *
JMugwort Extract *
{Siberian Ginseng Bark Extract  *
L-Carnitine *
Polydextrose *

*Daly value nat established
5 7 » .

SUPPLEMENT FACTS

Serving Size: 2Capsule (1 OOOmg)
Servings per container: 45

Chaga Mushroom Extract (CHP7)
Bramble Berry Extract (BHPS)}
Mugwort Extra

Siberian Ginseng Bark Extract
L-Carnitine

Polydextrose

* * F ¥ ¥

*Daily value not established

*These statements have not been evaluated by the
FDA. This product is not intended to diagnose, treat,
cure or prevent any disease.

For best results follow a healthy diet and
exercise plan, Consult your physician before
beginning any weight foss program.
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Supplement Facts

Senving Size: 2 Capsule (1000mg)
Senvings per oontalner 45 %DV

Chaga Mushroom Extract OHP7)

Bramble Berfy Extract (BH *
Mugwort Extra *
Siberian Ginseng Bark Extract *
L-Carnitine *
Polydextrose *

*Daily value not establishec

For best resuilts, foilow a healthy diet
and exercise plan, Consult your physician
before beginning any weight ioss program

Manufactured by:
Metafoods 1-800-282-7809
www.metafoods.com
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WEIGHT MANABEMENT
Sate * Patented
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Ephadra Proe » Clinlcally Tesied
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EPHEDRA FREE - CLINICALLY TESTED

WEIGHT MANAGEMENT

ALL NATURA

80 - soo mg eelatin Capsulea
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Enzyn'im"" helps inhibit carbohydrate and fat
absorption-y controlling enzyme activity. EnzyTrim™
helps stimulate bodly lipolysis, and maintain already
heaithy blood cholesterol levels.*

Benefits: May help with weight management,
especially individuals on low-carb diets, without
the accompanying feelings of nervousness or
drowsiness. An exclusive all natural herbal blend
that supports heaithy blood lipid levels.*

Suggested Use: Take 2 capsules before
breakfast, lunch and dinner.

Manufactured by: NUTRI-HEALTH
218 Justin Urive, Cottonwood AZ 86326
8009146311 + www,enzytrim.com

EnzyTHim™ helps inhibit carbohydrate and
fat absorption by controliing the enzyme activity.
EnxyTrim™ relps stimulate body lipolysis, and
;'namtam already healthy blood cholesterol
evels.”

May help with weight management, especially
individuals on low-carb diets, without the
accompanying feelings of nervousness or
drowsiness. An exclusive ali natural herbat
blend thet supponts healthy blood lipid levels.*

S%od Use: Take 2 capsules before
breal lunch and dinner.
FDA Registerad Facllky » GMP Standard of Manufacturing
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