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September 7, 2001

Mr. Abelardo L. Acebo
President, Pharmakon Labs, Inc.
6050 Jet Port Industrial Blvd.
Tampa, FL 33634

Dear Mr. Acebo,

During an inspection of your facility located at the above address in Tampa, Florida, from June 6, 2001 to
June 13, 2001, FDA Investigator Paul L. Figarole determined that you manufacture various over-the-
counter and prescription products in liquid and tablet form, which products are human drugs within the
meaning of section 201(g)(1) of the Federal Food, Drug, and Cosmetic Act (the Act).

The product, Stagesic-10, is manufactured by your firm for Y [ hc
product contains Hydrocodone Bitartrate, a controlled substance, and is promoted in the package insert for
moderate to moderately severe pain.

Based on the above claims this product, Stagesic-10, is a drug within the meaning of Section 201(g) of
the Act which may not be introduced or delivered for introduction into interstate commerce under
Section 505(a) of the Federal Food, Drug, and Cosmetic Act, since it is a new drug within the meaning
of Section 201(p) of the Act and no approval of an application filed pursuant to Section 505(b) is
effective for such drug.

Further, the article of drug, Stagesic-10, is misbranded in that its labeling fails to bear adequate
directions for the use for which the article is represented or suggested (as described above), and it is not
exempt from this requirement under regulation 21 CFR 201.115, since the article is a new drug within
the meaning of Section 201(p) and no approval of an application filed pursuant to Section 505(b) is
effective for this drug.

The inspection also revealed several significant deficiencies from the Current Good Manufacturing Practice
Regulations (GMP’s) that cause all drugs manufactured by your firm to be adulterated within the meaning
of section 501(a)(2)(B) of the Act, as follows:

Failure to establish qualification for manufacturing equipment and ancillary systems (i.e., air
handiing) or to perform any tests to verify the performance characteristics of the equipment.
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