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‘JALDES AMERICA LLC 
926 DUCK POND ROAD 

4 0 3 7 ‘03 JUN &&Nt'$C6?'!& NJ07860 

Telephone (973) 940-1770 
Telefax (973) 940-1771 

May 3 1,2003 

Office of Nutritional Products, Labeling 
& Dietary Supplements 
HFS 810 
Center For Food Safety in Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

Subject: Notification Required by 21 C.F.R. sec. 101.93 

Reference: Oxelio Capsules and Elteans Capsules distributed by 
Jaldes America LLC 

This letter is submitted to the Food and Drug Administration by Jaldes America 
LLC pursuant to 21 U.S.C. sec. 343(r)(6) and 21 C.F.R. sec. 101.93. The following 
information is submitted with regard to the above-referenced products, which were first 
marketed on March 9,2003. 

(A) Products Covered by This Notification 

(1) Elteans Capsules 

(a) Manufacturer: Laboratorie Jaldes, 10, 
Avenue de Poussan, BP 30,34770, Gigean 
FRANCE. 

(b) Distributor: Jaldes America LLC, 926 Duck 
Pond Road, Newton, NJ 07860. 

(c) The text of the statement appearing on the 
product package is “PROPERTIES: Elteans 
capsules contain oils rich in Omega 3 and 
Omega 6 series essential fatty acids. A 
Balanced supply of Essential Fatty acids 
Preserves physiological activity of the cell 
Membranes.” 
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(2) Oxelio Capsules 

(a) Manufacturer: Laboratorie Jaldes, 10, 
Avenue de Poussan, BP 10,34770, Gigean 
FRANCE. 

(b) Distributor: Jaldes America LLC, 926 Duck 
Pond Road, Newton, NJ 07860. 

(c) The text of the statement appearing on the 
product package is: “Oxelio capsules are 
specially formulated to be part of a complete 
skin care program when your skin is exposed 
to the sun: OXELIO facilitates healthy tanning 
so you can reduce exposure times. OXELIO 
increases the skin’s defenses.” 

(B) Disclaimer 

The package of both of these products contain the following disclaimer 
immediately below the statements referred to above in paragraphs l(c) and 2(c): 

THIS STATEMENT HAS NOT BEEN EVALUATED BY TE FOOD 
AND DRUG ADMINISTRATION. THIS PRODUCT IS NOT INTEDED TO 
DIAGNOSE, TREAT, CURE, OR PREVENT ANY DISEASE. 

(C) Certification 

The information set out above is, to the best of my knowledge and belief, 
accurate and complete. Jaldes America LLC, distributor of the Elteans 
Capsules and Oxelio Capsules, has substantiation that the foregoing 
statements are truthful and not misleading. 


