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September16,W%

Dr. ElizabethA. Yetley, Director
Office of Special Nutritional, HFW50
Center for Food Safety and AppIied Nutrition

“F6&i and Drug Administration
200 c SW S.w.
washingto~DC20204

Dear Dr. Yetley

Onbehalfof the UltraLabs Inc., 350 Camino Gardens Blvd., Suite 200, Boca
RatoILFlorida 33432, we submit thii notifkation letter pursuant to Section 6 of
the Dietary SupplementHealthand Education Act of 1994 (“DSHEA”)
informing the Food and Drug Administration that the Company is marketing a
dietary supplementthat bears statements of nutritional suppok

W UltraIds’ productbearingthestatementsof nutritionalsupportis
UltraSleep”MelatoninSpray,wlkh containsmdatoninas a dietaryingredien~
Thestatementsof nutritionalsupportfor theproduetsappearas follows:

“... toheIpmaintainyourresdid, rejuvenating,naturaI
sleep cycle”

- -rjaiagake-before-beddme-inne~ .6--- . . . . . . . . ...- .—.

rm”iorenatukd sleej pattern”

These statementsare accompaniedby the required dwlaimer indkating that the
claims have not been evaluatedby FDA and that the product is not intended to
diagnose, trIZ cure, or prevent any d~. The Company informs us that it
possessesadequatesubstantiationfor these statements of nutritional support
rendering the statements truthful and non-misleading, and thus permissible
under the DSHEA.

Sincerely,

wa\--

Brian P. Waldman
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