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Friday, March 17, 2000

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration

200 C Street, S.W.

Washington, DC 20204

SECTION 403(r)(6) NOTIFICATION

Dear Sir or Madam:
In accordance with the requirements of section 403(r)(6) of the Federal Food,
Drug, and Cosmetic Act, Schwarz Pharma Inc. notifies FDA that it has begun using the
following statement:
For those who are unable to digest milk sugar (lactose) in dairy products.
which contain the statutory statement, on the following product(s): g

Lactrase (lactase) /

I certify that the foregoing is complete and accurate, and that Schwarz Pharma Inc. has
substantiation that the statements are truthful and not misleading.

Very truly yours,

SCHWARZ PHARMA, INC.

Jagqueline O. Nelson
pervisor Drug Product Labeling
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