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September 3, 1998
Dr. James T. Tanner, Ph.D., Acting Director
Division of Programs and Enforcement Policy

Office of Special Nutritionals R@[Q S
Center for Food Safety and Applied Nutrition ,[\_yﬂ (¢

United States Food & Drug Administration
200 C Street SW, Washington, D.C. 20204

Dr. Tanner:

This is in response to your courtesy letter dated May 7, 1998. After careful review of all applicable laws, regulations
and scientific validation, we have determined that the 403(r)(6) statements made on the product label for our dietary
supplement “Sinus Ease” would be revised to become more compliant. This letter serves notice that M.K. Health Food
Distributors, Inc., dba Natures Life, located at 7180 Lampson Avenue, Garden Grove, California, 92841, USA. is
marketing a dietary supplement whose revised label bears 403(r)(6) statements as follows:

“Sinus Ease”
“Nutritional support for sinuses.”
“Bromelain and quercetin inhibit the natural inflammatory response.”

Bromelain High Activity Enzyme and Quercetin Bioflavonoid are the dietary ingredients that are the subjects of these
statements.
Sinus Ease is the name of the dietary supplement that is the subject of these statements.

Regards & Health,

DNl
Karl Riedel
encl: Two Copies of this Notice
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