E _./gDEPARTM ENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration
Silver Spring, MD 20993

NDA 22-067/S-004 SUPPLEMENT APPROVAL

Taro Pharmaceuticals U.S.A., Inc.
3 Skyline Drive
Hawthorne, NY 10532

Attention: Kavita Srivastava
Director, Regulatory Affairs

Dear Ms. Srivastava:

Please refer to your supplemental new drug application dated November 09, 2009, received
November 10, 2009, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic
Act (FDCA) for FLO-PRED (prednisolone acetate oral suspension).

This*“Changes Being Effected” supplemental new drug application provides revisions to the
DOSAGE FORMSAND STRENGTH, DESCRIPTION and HOW SUPPLIED/STORAGE
AND HANDLING sections of the package insert.

We have completed our review of this application, and it is approved, effective on the date of
this letter, for use as recommended in the enclosed, agreed upon labeling text, which isidentical
to the content of labeling [21 CFR 314.50(1)(1)(i)] in structured product labeling (SPL) format
submitted on November 09, 2009.

CONTENT OF LABELING

We note that your November 09, 2009, submission includes final printed labeling (FPL) for your
package insert. We have not reviewed this FPL. Y ou are responsible for assuring that the
wording in this printed labeling isidentical to that of the approved content of labeling in the
structured product labeling (SPL) format.

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
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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 Ramani Sista, Regulatory Project Manager, at (301) 796-1236.
Sincerely,
{See appended electronic signature page}
Badrul A. Chowdhury, M.D., PhD.
Division Director
Division of Pulmonary, Allergy, and
Rheumatology Products

Office of Drug Evaluation 11
Center for Drug Evaluation and Research

Enclosure: Package Insert



Application Submission

Type/Number Type/Number Submitter Name Product Name
NDA-22067 SUPPL-4 TARO Flo-Pred
PHARMACEUTICA
LS USA INC

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

BADRUL A CHOWDHURY
05/06/2010
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