g _/gDEPARTM ENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration
Silver Spring MD 20993

NDA 21-361/S-011 SUPPLEMENT APPROVAL

Salix Pharmaceuticals, Inc
Attention: Gail Glifort
Senior Manager, Regulatory Affairs
1700 Perimeter Park Drive
Morrisville, NC 27560

Dear Ms. Glifort:

Please refer to your supplemental new drug application dated July 21, 2009, received July 22,
2009, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA) for
Xifaxan (rifaximin) Tablets, 200 mg.

Y our submission dated January 22, 2010, constitutes a complete response to our December 23,
2009 action letter.

We also acknowledge your submission dated February 25, 2010.

This supplemental new drug application provides revisions to the package insert to comply with
the requirements of the Final Rule titled: Requirements on the Content and Format of Labeling
for Human Prescription Drug and Biological Products, published on January 24, 2006 (Federal
Register Vol. 71, No. 15, 3921-3997).

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

CONTENT OF LABELING

As soon as possible, but no later than 14 days from the date of this letter, please submit the
content of labeling [21 CFR 314.50(1)(1)(i)] in structured product labeling (SPL) format as
described at  http://www.fda.gov/oc/datacouncil/spl.html that isidentical to the enclosed
package insert. For administrative purposes, please designate this submission, “ SPL for
approved NDA 21-361/S-011".



http://www.fda.gov/oc/datacouncil/spl.html

NDA 21-361/S-011
Page 2

LETTERSTO HEALTH CARE PROFESSIONALS

If you issue aletter communicating important safety related information about this drug product
(i.e., a“Dear Health Care Professional” letter), we request that you submit an electronic copy of
the letter to both this NDA and to the following address:

MedWatch

Food and Drug Administration
5600 Fishers Lane, Room 12B05
Rockville, MD 20857

REPORTING REQUIREMENTS

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 June Germain, Regulatory Health Project Manager, at
(301) 796-4024.

Sincerely,

{See appended el ectronic signature page}

Renata Albrecht, MD

Director

Division of Special Pathogen and Transplant Products
Office of Antimicrobia Products

Center for Drug Evaluation and Research

Enclosure: Content of Labeling



Application Submission

Type/Number Type/Number Submitter Name Product Name
NDA-21361 SUPPL-11 SALIX XIEAXAN
PHARMACEUTICA
LS INC

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

RENATA ALBRECHT
03/03/2010



	NDA 21361_S-11_Salix proposed language 2-23-10 clean.pdf
	HIGHLIGHTS OF PRESCRIBING INFORMATION
	----------------------------INDICATIONS AND USAGE---------------------------
	----------------------DOSAGE AND ADMINISTRATION-----------------------
	---------------------DOSAGE FORMS AND STRENGTHS----------------------
	-------------------------------CONTRAINDICATIONS------------------------------
	-----------------------WARNINGS AND PRECAUTIONS------------------------
	------------------------------ADVERSE REACTIONS-------------------------------
	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
	11 DESCRIPTION
	12  CLINICAL PHARMACOLOGY


	14  CLINICAL STUDIES
	15  REFERENCES

	16  HOW SUPPLIED/STORAGE AND  HANDLING
	17  PATIENT COUNSELING INFORMATION






