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Food and Drug Administration
Rockville, MD 20857

NDA 21-287/S-013

sanofi-aventis U.S. LLC
Attention: Kentan Patel
US Regulatory Affairs
55 Corporate Drive
Bridgewater, NJ 08807

Dear Mr. Patel:

Please refer to your supplemental new drug application dated March 23, 2008, received March 24,
2008, under section 505(b) of the Federal Food, Drug, and Cosmetic Act for Uroxatral® (alfuzosin
HCI extended release tablets).

We also refer to your amendments dated April 14, April 16 and May 12, 2009.
This Prior Approval supplemental new drug application provides for new labeling content and format

to comply with the requirements of the Physician's Labeling Rule (PLR), revisions to
Pharmacokinetics section, Drug-Drug Interactions subsection, and minor editorial changes.

We have completed our review of this application, as amended. This application is approved, effective
on the date of this letter, for use as recommended in the agreed-upon labeling text.

The final printed labeling (FPL) must be identical to the enclosed labeling text.

We remind you that you must comply with reporting requirements for an approved NDA (21 CFR
314.80 and 314.81).

If you have any questions, call Olga Salis, Regulatory Project Manager, at (301) 796-0837.

Sincerely,
{See appended electronic signature page}

George Benson, M.D.

Deputy Director

Division of Reproductive and Urologic Products
Office of Drug Evaluation 111

Center for Drug Evaluation and Research

Enclosure (Pl & PPI)



This is arepresentation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

George Benson
5/20/2009 03:55:12 PM



	LABEL FOR AP LTR.pdf
	HIGHLIGHTS OF PRESCRIBING INFORMATION 
	These highlights do not include all the information needed to use UROXATRAL safely and effectively.  See full prescribing information for UROXATRAL.
	UROXATRAL® (alfuzosin HCl) Extended-Release Tablets for Oral use
	Initial U.S. Approval: 2003
	-----------------------RECENT MAJOR CHANGES------------------
	------------------INDICATIONS AND USAGE------------------------
	-------------------DOSAGE AND ADMINISTRATION--------------
	----------------------DOSAGE FORMS AND STRENGTHS--------
	------------------------------CONTRAINDICATIONS-----------------
	-----------------------WARNINGS AND PRECAUTIONS----------
	-----------------------------ADVERSE REACTIONS-------------------
	-----------------------------DRUG INTERACTIONS-------------------
	----------------------USE IN SPECIFIC POPULATIONS------------
	1 INDICATIONS AND USAGE
	2 DOSAGE AND ADMINISTRATION
	3 DOSAGE FORMS AND STRENGTHS
	4 CONTRAINDICATIONS
	5 WARNINGS AND PRECAUTIONS
	6 ADVERSE REACTIONS
	7 DRUG INTERACTIONS
	8   USE IN SPECIFIC POPULATIONS
	10 OVERDOSAGE
	11 DESCRIPTION
	12  CLINICAL PHARMACOLOGY
	13  NONCLINICAL TOXICOLOGY
	14   CLINICAL STUDIES
	16   HOW SUPPLIED/STORAGE AND HANDLING

	1 INDICATIONS AND USAGE
	2 DOSAGE AND ADMINISTRATION
	3 DOSAGE FORMS AND STRENGTHS
	4 CONTRAINDICATIONS
	5 WARNINGS AND PRECAUTIONS
	5.1  Postural Hypotension
	5.2  Renal Impairment
	5.3  Hepatic Impairment
	5.4 Pharmacodynamic Drug-Drug Interactions
	5.5  Pharmacokinetic Drug-Drug Interactions
	5.6 Prostatic Carcinoma
	5.7 Intraoperative Floppy Iris Syndrome (IFIS)
	5.8 Coronary Insufficiency
	5.9 Patients with Congenital or Acquired QT Prolongation
	5.10  Laboratory Test Interactions

	6 ADVERSE REACTIONS
	6.1  Clinical Studies Experience
	Symptoms
	6.2  Post-Marketing Experience 

	7 DRUG INTERACTIONS
	7.1  CYP3A4 Inhibitors
	7.2  Alpha-blockers

	8 USE IN SPECIFIC POPULATIONS
	8.1  Pregnancy
	8.4  Pediatric Use
	8.5  Geriatric Use
	8.6  Renal Impairment
	8.7  Hepatic Impairment

	10 OVERDOSAGE
	11 DESCRIPTION
	12 CLINICAL PHARMACOLOGY
	12.1  Mechanism of Action
	12.2  Pharmacodynamics
	12.3   Pharmacokinetics 

	13 NONCLINICAL TOXICOLOGY
	13.1   Carcinogenesis, Mutagenesis, Impairment of Fertility

	14 CLINICAL STUDIES
	Figure 6 — Mean Change from Baseline in Peak Urine Flow Rate (mL/s):  Study 2

	16 HOW SUPPLIED/STORAGE AND HANDLING
	Package         NDC Number
	FDA-Approved Patient Labeling

	What are the possible side effects of UROXATRAL?




