§ /) DEPARTMENT OF HEALTH AND HUMAN SERVICE Southwest Region
(& ~ a158¢6d
Mg € Food and Drug Administration

July 31, 2001

Cholesterol-Power” contains lovastatin, a prescription drug that is not
Counter (OTC) use and requires monitoring by a physician. The presence o
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Denver, Colorado 80225-0087

Telephone: 303-236-3000
FAX: 303-236-3100

e your label list of ingredients that includes “Red Yeast Extract (Monascus purpureus) and Red
Yeast Powder (Monascus purpureus) fermented on rice” which indicates the intended
production of lovastatin;

o the “Materials Requirement List FRIDAY OCTOBER 27, 2000 5:35 PM Job: 55273” lists
“RED YEAST EXTRACT .4% LOVASTATIN,” as an ingredient; and
e the “Power Herbs In Process Certificate of Analysis” for the product “Cholesterol-Power

Bulk,” lot number 55273 and batch number 55273, denotes a specification range for

“Lovastatin 0.157%” and a result of “0.21%.”
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Your reply should be sent to the attention of Ms. Shelly L. Maifarth, Compliance Officer, at the
above letterhead address.

Sincerely,

CIP VAV

Thomas A. Allison
Director, Denver District

Cc: Mr. S. Terry Rey
Vice President of Operations
Twin Lab Utah Division
600 E. Quality Drive
American Fork, Utah 84003
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