


May 11, 2001
SENT VIA FACSIMILE AND FEDERAL EXPRESS

John Jenkins, M.D. Acting Director

Division of Metabolism and Endocrine Drug Products (HFD-510)
Document Control Roem 14B-19

Food and Drug Administration

5600 Fishers Lane '

Rockville, MD 20857

. JONES PHARMA INCORPORATED

1945 Craig Road, FO. Box 46903
St Louis, Missauri 63146

314 §76-6100 Fax 314 469-5749
www,jmedpharina.com

RE: Request for Categorical Exclusion for.an Environmental Impact

NDA 21-301
Levoxyl (levothyroxine sodium ta blets, USP)

Reference is made to our New Drug Application for Levoxyl (Levothyroxine Sodium

Tablets, USP) NDA 21-301 submitted July 28, 2000.

Jones Pharma Incorporated requests a categorical exclusion for an environmental impact

-~ under 21CFR § 25.31 for NDA 21-301.

If there are any Ques‘u’ons concerning this submission, please do not hesitate to contact

me by telephone at (314) 576-6100 or by fax at (314) 205-9497.

Sincerely,

JONES PHARMA INCORPORATED
(A subsidiary of King Pharmaceuticals, Inc.)

Tonvy Cufmspn

Nancy Cafmeyer
Director, Regulatory Affairs
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