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May 16,2003 

BY FEDEX 

Office of Nutritional Products, Label ing and Dietary Supplements (HFS-8 10) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration (FDA) 
5  100 Paint Branch Parkway 
College Park, ,Maryland 20740 

Section 403(r)(6) Notification 

Pursuant to section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act (FDC Act), 
21  U.S.C. 8  343(r)(6), and also pursuant to FDA regulations, 21 C.F.R. $  101.93(a), we hereby 
submit the following notification to FDA, in the form required by 21 C.F.R. $  101.93(a), 
concerning a  statement that is to be included in the labeling of a  dietary supplement product: 

Name and address of the manufacturer of the dietarv supplement that bears the statement: 
Calpis Co., Ltd., 20-3,2 Chome, Ebisu-Nishi, Shibuya-Ku, Tokyo 150-002 1, Japan. 

Name and address of the distributor of the dietary supplement that bears the statement: 
Calpis U.S.A., Inc., 19675 Mariner Avenue, Suite 101, Torrance, California 90503. 

Text of the statement that is being made: “Support for normal blood pressure; use as part 
of your diet to help maintain a  healthy blood pressure level that is already within the normal 
range.” 

Name of the dietary supplement (including brand name) that is the subiect.of the 
statement and on whose label the statement appears: Ameal STM Dietary Supplement. 
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I he r eby  certi fy th a t th e  fo r ego i ng  in fo rmat ion  is c o m p l e te  a n d  accura te  a n d  th a t it is m y  
unde r s ta n d i n g  a n d  be l ie f  th a t Ca lp i s  C o ., L td . h a s  substant ia t ion  th a t th e  a b o v e - q u o te d  s ta tement  
is truthful a n d  n o t m is lead ing .  

S incere ly  yours ,  

h i i zg l&N@ W  

S te p h e n  H . M c N a m a r a  
For  Ca lp i s  C o ., L td . 


