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December 13, 2000 

~ CERTIFIED MAIL 
Return Receipt Requested 

Office of Special Nutritionals 
HFS-450 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
200 C Street, SW 
Washington, D.C. 20204 

To Whom it May Concern, 

This letter is submitted pursuant to Section 406 (r)(6) of the Federal Food, Drug, and Cosmetic 
Act for the purpose of notifying the agency of statements being made in connection with the 
marketing of dietary supplements being distributed by this company. 

The product name and the dietary ingredients for which the statement is being made is as 
follows: 

Thinzyme Vitamin B-6 (as pyridoxine HCI) 4mg 
- Calcium (as carbonate, aminoate) 108mg 

Choline Bitartrate 300mg 
DI-Methionine 300mg 
Lecithin (phosphatide-rich soy extract) 1 Omg 
L-Arginine (free form amino acid) 1 Omg , . 

L-Ornithine HCI (free form amino acid) 10mg - 
L-Carnitine (as L-tartrate) 1Omg 

., Green Orange (citrus aranthium exocarp 
Extract) (standardized 4% synephrine) 1 OOmg 

Super Citrimax (Garcinia Cambogia 
Exocarp extract standardized 60% -1 

. . - ,Hydroxycitrate) 1 OOmg 
. . . .: _.. 

: .. 1‘ .. .*. -, 
I ~. 1 ~ Sjberian dinseng (eleuiherococcus 

- Senticosis root) ’ :’ . mornij 
Lipase (fat digesting enzyme) 1Omg 

. 
. 

Other Ingredients: ‘Dicalcium Phosphate, Microcrystalline Cellulose, Stearic Acid, -I 
Pharmaceutical Glaze 

. . . - . . -, 



The text of the statements that are being made in regards to the above stated product are listed 
below: 
c 

-Effective Way to Lose Weight-Feel Great! 
-Thinzyme-as part of a total weight loss plan 
-Burn Fat..Increase Energy...Feel Great! 
-Thinzyme, when combined with a sensible meal and exercise plan, is an advanced 
weight loss program developed for maximizing metabolism 
-support healthy weight management 
-a weight loss system that, when combined with a sensible diet and exercise plan, helps 
boost metabolism, reduce fat and increase your level of energy 
-Losing weight never felt so good 
-Revolutionary weight loss formula 

Accompanied with the product is a supplemental brochure that is a healthy weight management 
and meal guide. 

Sincerely, 

GENERAL VITAMIN CORP. 

-Q+y?JA~~ 

Megan Joslin 
New Product Development 


