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Edward J. Tapper, MD
Vice President
Medical and Clinical R&D

Consumer Healthcare Research and Development

January 27, 1999

Re: Section 403(r)(6) Notification

Dear Sir or Madam:

Pursuant to Section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act and Food and Drug
Administration regulations at21 CFR 101.93, this letter serves as notification that, less than 30
days ago, Warner-Lambert Company commenced marketing Quanterra Emotional Balance,
which contains the ingredient St. John’s Wort and the label of which bears statements of
nutritional support.

. . .,-. .. . . P ,,1ne statements 01 nurrmonal suppon are as louows:

Princi~al Dismlav Panel
“Promotes Emotional Well Being”

Back Panel
“Promotes and maintains emotional well being.”
“LI 160WS has been shown in scientific studies to promote and maintain emotional well
being.”
“LI 160WS contains the ingredient Hyperforin, a key component contributing to its
effectiveness.”

The undersigned certifies his good faith belief that the information contained in this notice is
complete and accurate, and that Warner-Lambert Company has substantiation that the statements
are truthful and not misleading.

Thank you for your attention to this matter.
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Edward Tapper, D
Vice President, Medical and Clinical R&D
Wamer-Lambert Consumer Healthcare
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