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Gentlemen:
This notification is being filed with your office in compliance with the requirements of 21CFR
101.93 to inform you of certain structure/function claims being added to the labeling of our
product LIPO-FLAVONOID.
The name and address of the distributor of the product is:
NUMARK Laboratories
164 Northfield Avenue
Edison, NJ 08818
Three statements are being added to the product labeling as follows:
Statement 1

“Vitamins for ear health”

This statement is based on the fact that LIPO-FLAVONOID tontains B-complex vitamins and
vitamin C which have been demonstrated in the scientific literature to play a role in ear health.

Statement 2

“Improves circulation in the inner ear”

»

This statement is based on scientific literature which connects eridictyol glycoside, an ingredient
in LIPO-FLAVONOID, with improvemen& of impaired circulation in the inner ear.
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Statement 3

This statement represents a combination of Statement 1 and 2 and is based on the same scientific
literature cited above.

I certify that the information contained in this notice is complete and accurate, and that
NUMARK Laboratories has substantiation that the statements are truthful and not misleading.

Sincerely,

Robert C. Stites
Chairman
NUMARK Laboratories
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