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Food and Drug Admlmstranon
5100 Paint Branch Pkwy
College Park, MD 20740

Re: Colon~Rite® 30 day Notice of Structure/Function Claims

Dear Sir or Madam:

Pursuant to Section 6 of the Dietary Suppiement Health and Education Act of 1994 and
21 C.F.R. § 101.93, FAMA Holdings International, Corp., 4613 N. University Drive,
Suite 252 Loral Springs, Florida 33067, wishes to notify the Food and Drug
Administration that it has, within the past 30 days, commenced marketing a dietary
supplement which bears structure/function statements.

The dietary supplement for which the statement is made is a colon cleanser created from
natural plant components. The structure/function statements read as follows:

e Naturai Colon Cleanser

e Digestive Support |

¢ This special formula contains a blend of Psyllium, Flax seed, Anise, Alfalfa,
Nettle, Wheat germ and Rhamnus purshiana, have tradxtmnany been used in

South America to promote support for the digestive system.

These statements are accompanied by the required disclaimer which is prominently

displayed in bold-faced type. 9
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These structurg/function'statemems are based on a large body of datea which, in our
judgment, renders these statemerits substantiated, truthful and non-misleacding.

I hereby certify that: (1) the information presented and contained in thiis notification is
complete and accurate; (2) FAMA Holdings International Corp. has s bstantiation that
each structure/function statement is truthful and not misleading; and (3) I am authorized
to certify this information. :

Any further questions can be ad‘d,ressed‘to Christine M. Humphrey, Esq., C. Humphrey &
Associates, P.A., 1001 Brickell Bay Drive, Suite 2002, Miami, Florida 33131 via
telephone at 786-245-0440 or via email at cmh@humphrey-law.com.

Very tmly yours,

TiSHTE >
FAMA Holdings International, Corp.
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