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ANDA 78-490 

OFFICE OF GENERIC DRUGS 
Food and Drug Administration 
HFD-600, Metro Park North II 
7500 Standi~h Place, Room 150 

Rockville, MU 20855-2773 
Fax: 240- 76-9327 

FAX TRANSMISSION COVER SHEET 

APPLICANT: Dr. Reddy's Laboratories Inc., U.S. TEL: 908-203-4937 
Agent for Dr. Reddy's Laboratories Limited 

FAX: 908-203-4980 
ATTN: Kumara Sekar, Ph.D. 

FDA CONTACT PHONE: (240) 276-8555 
FROM: Theresa Liu 

Dear Sir: 

This facsimile is in reference to your abbreviated new drug application dated September 13, 2006 and 
December 20, 2006, submitted pursuant to Section 5050) pf the Federal Food, Drug, and Cosmetic Act 
for Omeprazole Delayed Release Capsules USP, 40 mg, 20 mg, and 10 mg. 

We are pleased to inform you that this application is APPROVED! 

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND 
MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, OR PROTECTED FROM 
DISCLOSURE UNDER APPLICABLE LAW. 
[f received by someone other than the addressee or a person authorized to deliver this document to the addressee, you are hereby notified that any disclosure, 
dissemination, copying, or other action to the content of this communication is not aulhorized. If you have received this document in error, please immediately 
notifY us by telephone and retum it to us by mail at the above address. ~ . 














