
Ecd Nutrients Inc. 
May 19,2003 : 

Via UPS Next Dav Air 
Dr. Elizabeth Yetley 
Office of Special Nutritionals (HFS-450) 
Food and Drug Administration 
200 C Street, S.WI 
Washington, D.C. 20204 

Re: Fulfillment df Reporting Obligation - Under 21 U.S.C.# 343(r) and 21 CFR # 101.93 

Dear Dr. Yetley: *. 

Caren Advanced Nutraceuticals, a division of Econutrients, In<, in accordance with 21 U.S.C. # 343(r) and 21 
CFR # 101.93, hereby submits an original and two copies of its notification within thirty days of first marketing 
its products with the statements presented below. Caren Advanced Nutraceuticals, a division of Econutrients Inc., 
retains scientific documentation supporting the statements. . . 

1. Supplement Brknd Name 

Full Spectrum Enzymes 

Supplement Ineredients 
Protease 58,000 HUT Bromelain 500,000 PU 
Peptidase 2,000 HUT Lipase 1,000 LU 
Glucoamylase 20 Agu Invertase 40 IN-VU 
Lactase 500 ALU Phytase 

Hemicellulase 
4.5 FTU 

Cellulase 600 CU 260 HCU 
Other Inqedients: s 
Maltodextrin, Cellulose capsule, Rice Flour or Rice Bran, Silica 

Papain 500,000 PU 
Amylase 12,000 DU 
Malt Diastase 200 DP 
Alpha-Galactosidase 110 GALU 

Text of Statements of Nutritional Support 

Caren’s Full Spectrum Enzymes aid in the digestion of all major food components 

In accordance with 21 USC # 343(r)(6) and 2 1 CFR # 10 1.93(c), the above statement of nutritional support will 
be followed by an asterisk that will be cross-referenced to another asterisk on the very same panel or page next to 
which the following statement will appear in a box in bold face type: “This statement has not been evaluated 
by the Food and Dkug Administration. This product is not intended to diagnose, treat, cure, or prevent 
disease.” 

We have also included a sample certificate that must accompany the statement of nutritional support filing notice. 
Please feel free to contact us if you have any questions. 

Respectfully submitted, , 

L 
Ann Brayfield, President 
Econutrients, Inc. 

1. The address of Ec,onutrients/Caren Advanced Nutraceuticals is Econutrients, 40 East Main Street, PMB 202, 
Newark, DE 19711: 

1 l~P4~ 

40 East Main St. l PMB 202 e Newark, DE 19711 



*’ . 

Certification 

I, Ann Brcayfield, Econutrients, Inc. hereby certify that the information contained in the 

foregoing notice is complete and accurate, and that Econutrients, Inc. has substantiation that 

the state$ents are truthful and not misleading. 

Executed on: d- 14 * Q 3 


