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Office of Special Nutritionals (HFX-450) 
Center for Food Safety and Applied Nut 
Food and Drug Administration 
200 C Street SW 
Washington, DC 20204 

Notification Letter for Statement on 
Dietary Supplement 

Dear FDA officers: 

I am the president of Maxluck Biotechnology Corporation, who is, among other things, a 
manufacturer and distributor of dietary supplements in Taiwan, Republic of China. I am 
writing as per Code of Federal Regulations, Volume 21, Part 101.93, to notify you that 
we have included a statement 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 a statement of nutritional support, includin?. 
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: 

Maxluck Biotechnology Corporation 

lF, No. 27, Lane 60, Tai Shun Street 
Ta An District, Taipei 
Taiwan 
R. 0. C. 

IF, No. 27, Lane 60, Tai Shun Street, Ta An District, Taipei, Taiwan, R.O.C. 
Tel: 886-2-2873-5888 Fax: 886-2-2873-6606 

97S-0162 



, 

Tel: 886-2-2873-5888 
Fax: 886-2-2873-6606 

The telephone number for consumer inquiries in the U.S. is: 

Tel: 626-350-8889 

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

CT&F Milk Powder 

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 Glucose Metabolism 

GT&F Milk Powder differs from ordinary milk powder due to its special 
formula developed upon the recent discovery of how to maintain a healthy 
glucose metabolism of a human body. A consistent use of this product will 
support in keeping blood glucose at a healthy level. 

5. Ingredient Statement 

This product is a proprietary blend of milk powder dairy ingredients and minerals. 
The following is a complete list of dietary ingredients: 

Milk Powder 
Chromic (III) Acetate Monohydrate 

6. Intended Use: 

This product is intended to be used by adult over the age of 18. 

Dosage: One sachet (20 g) twice daily. 

Warning: Not recommended for persons under the age of 18. Consult 
your physician if you are on any type of medication. Should you have any 
question, regarding the use of this product, please consult your doctor or call the 
product hot line in U.S. at 626-350-8889. Keep out of reach of children. 



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 Vendor through the 
information in No. 2 above, or contact the preparer of this letter: 

George Su, Ph.D. 
Crosslinks International, Inc. 
1800 Century Park East, Suite 600 
Los Angeles, CA 90067 

Tel: (3 10)229-5748 
Fax: (419)715-4365 
E-mail:crosslinks2000@cs.com 

Sincerely, 

Cheng Lin-Hui Chiang 
President 

Enclosures 
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