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U.S. Food and Drug Administration
5100 Paint Branch Parkway AUG 13 2002
College Park, MD 20740-3835

Lune 10, 2002

Notification Letter for Statement on
Dietary Supplement

Dear FDA officers:

I am the president of HERBMAX Incorporated, who is, among other things, a distributor of
dietary and herbal supplements in California. I am writing as per Code of Federal Regulations,
Volume 21, Part 101.93, to notify you that we have included statements on the label and in the
labeling of one of our products. The following are the information required in this notification
letter: '

1. Statement of Purpose:

This is a letter to provide notification of statements of nutritional support, including the
exact wording that appears on the label and labeling for a dietary supplement.

2. Vendor Information;

Name, address, telephone and fax numbers of the manufacturer and distributor for mailing
and other communication purposes, are as follows:

Manufacturer:

Yunnan Baiyao Group Co., Ltd.
51 Xiba Road

Kunming, Yunnan

People’s Republic of China
Post Code: 650032

Tel: 011-86-800-820-0538 | )
e w1 /0687

Distributor: g75 0162
HERBMAX, Incorporated
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12155 Mora Dr., Unit 13
Santa Fe Springs, CA 90670
USA

Tel: 562-946-2066
Fax: 562-946-2966

The telephone number for consumer inquiries in the US is:
866-286-2700

3. Product Identification:
The trade name of the product:

Shu Lie An Capsules

The common and usual name of the product:
None

A label copy showing all information displayed and provided to consumers is attached.

4. The text of the Structure/Function Statement:

Dietary Supplement for a healthy urinary function for male
Shu Lie An Capsules are manufactured with natural plant extracts by isolating
and purifying of effective ingredients. Using this product following the directions
shall be helpful in clearing away heat and wetness as indicated by traditional
oriental medicine, promoting diuresis, relaxing stranguria and in support of
maintaining a healthy urinary function for male.

5. Ingredient Statement

This product is a proprietary blend of herbs and other ingredients. The following is a
complete list of ingredients:

Ingredients:
Common Name Chinese Name Latin Binomial Part of Plant
Fenugreek Song Lou Zheng Trigonellan foemum-graecumL.  Entire Plant
Starch

Magnesium




6. Intended Use:

This product is intended to be used as a dietary supplement in maintaining a healthy
urinary function for male.

Direction: Take orally 4 capsules each time, 3 times daily.

7. Statement of Affirmation:

We, as manufacture and distributor of the above mentioned product, affirm that we have
substantiation that the structure/function statement (as shown in No. 4 above) made under
403(6)(r) of the-federal Food, Drug and Cosmetic Act is truthful, not misleading, and '
scientifically valid and that the product does not present a significant or unreasonable risk
of illness or injury under the conditions of use recommended or suggested in the label or
labeling.

8. Disclaimer:

At the end of each structure/function statement, there is an asterisk that refers to another
asterisk placed adjacent to another statement called disclaimer. The disclaimer is placed at
the bottom of the same panel or, in adjacent with the structure/function statement. The
disclaimer reads:

These statements have not been evaluated by the Food and Drug Administration.
This product is not intended to diagnose, treat, cure, or prevent any disease.

Should there be any question or comment, please contact the person as follows:

George Su

Crosslinks International, Inc.

1800 Century Park East, Suite 600
Los Angeles, CA 90067

Tel: (310)229-5748
Fax: (310)229-5749
E-mail:crosslinks2000@cs.com

Sincerely,

Li Zhiping / L
President c ;TZ AL 2277

Enclosures



Supplement Facts
Serving Size 4 capsules (2 g)
Servings per box 8

Amount/Serving % DV*
Total Calories 10
L]
Total Fat 09 0%
Sodiksm 10 mg [ 2
Total Carbohydrate 2g %
Protein 0g
Proprietary Blond 0.5g
Magnesium T

Fenugreek (entire plant)

*Percent Daily Values are based on a
2,000 calorie diet.
+ Daily Value not established,

Label No.: 9061201
Client No.: HO7
Product: Shu Lie An Capsules (500 mg x 32 capsules)



Shu Lie An Capsules

Dietary Supplement for a Healthy urinary function for male*

Indications:

This product is intended to be used as a dietary supplement in maintaining a healthy urmary
function for male. *

Shu Lie An Capsules are manufactured with natural plant extracts by isolating and purifying
of effective ingredients. Using this product following the directions shall be helpful in clearing
away heat and wetness as indicated by traditional oriental medicine, promoting diuresis,
relaxing stranguria and in support of maintaining a healthy urinary function for male.*

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

Direction:

Four capsules each time, three times daily.

Ingredients:

Starch, Fenugreek, Magnesium

Expiration Date:

Distributed by:
Herbmax, Inc., Santa Fe Spring, CA 90670

Product of China



