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OfSee ofNutritional Products 
Labeling &  Dietary Supplements 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5100 Paint Branch Parkway 
CollegePark,MD20740-3835 

December 15,2004 

DearSiiorMadam 

This letter will serve as a 30day notification pursuant to section 6 of the 
Supplement Health and Education Act of 1994 that NBTY Inc. is using the following 
statements on our Melatonin supplements under the Rexall and/or Rexall Premium 
M S %  

l NighttimeSleepA.id. 
l Melatouin works in harmony with your natural sleep cycle to give you the tranquil 

rest you deserve, and is perfect for people experieucing occasioti sleeplessness, 
those w-i&jet lag, or anyone seeking to improve their quality of rest. 

The above statements are accompanied by the required dis~Iaimer pursuan t to Section 6 of 
the Dietary Supplement Health and Education Act. 

Sincerely, 

Mauager, Nutrition Research 


