HOGAN & HARTSON

LLP

COLUMBIA SQUARE
555 THIRTEENTH STREET, NW
WASHINGTON, DC 20004-1109
TEL (202) 637-5600
FAX (202) 687-5910
WWW.HHLAW.COM

April 16, 2004

Office of Nutritional Products, Labeling, MAY 14 2004
and Dietary Supplements (HFS-810) '

Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Parkway

College Park, Maryland 20740

Re: Notification of Dietary Supplement Claims
Dear Sir or Madam:

On behalf of our client, Daxen, Inc., we submit this notification
pursuant to section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act (FFDCA),
and 21 C.F.R. § 101.93. As required by 21 C.F.R. § 101.93(a)(2), we provide the
following information:

1. Name and Address of Distributor: Daxen, Inc. (USA), 661 Brea Canyon
Road, Suite 6, Walnut, California 91789.

2. Text of Statements:

e Reishi Gano supports the body with kidney toning, liver toning
effects to increase vitality and enhance the body’s natural
detoxification mechanism to promote an overall balanced sense of
well being.

e Reishi Gano supports the body with antioxidant, kidney toning,
liver toning, and stress reducing effects.

e As a dietary supplement, Reishi Gano supports kidney and liver
health to increase vitality and promote an overall balanced sense of
well being.

3. Dietary Ingredients: Ganoderma lucidum (fruit body).
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4. Name of the dietary supplement (including brand name) on whose label,
or in whose labeling, the statement may appear: DXN Reishi Gano (RG)
Dietary Supplement.

Copies of product labeling and website materials are attached.

We certify that the information provided in this notice is complete and
accurate and that the company has substantiation that the claims made for this
product are truthful and not misleading.

Respectfully submitted,

() Boeckin

Ann M. Boeckman

Enclosures
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About DXN

DXN Products
Member Distributor
Business Plan

DXN News

Member Achievement
Join DXN
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Product listing

£ Procdct o sieg

Dietary Supplement > Reishi Gano < Abou: Ganodonna

% DXN Farm

w OXN Technology

#% DXN Pharmacouticr
Distributor Tools Reishi Gano is pulverized ganoderma lucidum powder ' )
(220mg capsules). As a dietary supplement, Reishi
Gano supports the body with antioxidant, kidney

toning, liver toning, and stress reducing effects

Service Centers
FAQ

Continental USA

Product PV BY  MemberPrice  Sudgested
*RG 360 51.00 51.00 US$ 85.00 Us$ 102.00
*RG 90 15.00 15.00 US$ 25.00 US$ 30.00
*RG 30 5.25 5.25 Us$ 9.00 US$ 11.00
HIl, AK, GU, PR
Product PV Bv Member Price gg!ga?ieif:ii
*RG 360 51.00 51.00 US$ 86.00 US$ 103.00
*RG 90 15.00 15.00 US$ 25.95 US$ 31.50
*RG 30 5.25 5.25 US$ 9.95 US$ 12.00
z’{)iac—k

copyright 2002 Daxen, Inc  TERMS OF USE

http://www.dxnusa.com/product/reishi.htm 4/16/2004
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DXN News Dietary Supplement > Ganocelium

» gy ey PINY
w Apout Ganodaima

Member Achievement % OXN Farr

Join DXN < DXN Teeriongy

Ganocelium is pulverized mycelium of Ganoderma S XN PRaaT Lt
lucidum (450mg capsules). As a dietary supplement,

2 Ganocelium supports the body with antioxidant,

* kidney toning, liver toning, and stress reducing

effects.

Distrnibutor Tools
Service Centers
FAQ

Continental USA

Product PV BY Member Price gug‘?e“?d
etoil Price
*GL 360 51.00 51.00 US$ 85.00 UsS$ 102.00
*GL 90 15.00 15.00 US$ 25.00 US$ 30.00
*GL 30 525 5.25 US$ 9.00 Us$ 11.00
HI, AK, GU, PR
Product PV BY Member Price Suggested
Reatail Price
*GL 360 51.00 51.00 US$ 86.00 Us$ 103.00
*GL 90 15.00 15.00 US$ 25.95 US$ 31.50
*GL 30 5.25 5.25 US$9.95 Us$ 12.00
< Back

copynght 2002 Daxen, Inc TERMS OF USE

http://www.dxnusa.com/product/gl.htm 4/16/2004



