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             Food and Drug Administration 
             Rockville, MD  20857 

 

 
ANDA 78-878 
 
 
 
 
 
 
Dr. Reddy's Laboratories Inc. 
U.S. Agent for: Dr. Reddy's Laboratories Limited 
Attention: Kumara Sekar, Ph.D.  
   Senior Director, Global Regulatory Affairs 
200 Somerset Corporate Boulevard, 7th Floor 
Bridgewater, NJ 08807 
 
 
Dear Sir: 
 
This is in reference to your abbreviated new drug application 
(ANDA) dated March 16, 2007, submitted pursuant to section 
505(j) of the Federal Food, Drug, and Cosmetic Act (the Act), 
for Omeprazole Magnesium Delayed-release Capsules, 20 mg (base) 
(OTC).  
 
Reference is also made to your amendments dated July 25, and 
September 18, 2008; March 11, March 25, April 10, April 20, 
April 22, May 14, and June 2, 2009.  Reference is also made to 
the ANDA suitability petition submitted under section 
505(j)(2)(c) of the Act.  This petition, approved on July 5, 
2005, permitted the agency to file this ANDA for a drug product 
that differs in dosage form from that of the listed drug product 
i.e., from Delayed-release Tablet to Delayed-release Capsule. 
 
We have completed the review of this ANDA and have concluded 
that the drug is safe and effective for use as recommended in 
the submitted over-the-counter (OTC) labeling.  Accordingly the 
ANDA is approved, effective on the date of this letter.  The 
Division of Bioequivalence has determined your Omeprazole 
Magnesium Delayed-release Capsules, 20 mg (base) (OTC) to be 
bioequivalent to the reference listed drug (RLD), Prilosec OTC 
Delayed-release Tablets, 20 mg (base), of AstraZeneca.  
 
 
 
 
 
 



 
Your dissolution testing should be incorporated into the 
stability and quality control program using the same method 
proposed in your ANDA.  The “interim” dissolution specifications 
are as follows: 
 

Dissolution Testing should first be conducted in Acid 
Stage: 

 
  Medium:   0.1N HCl at 37ºC 
  Volume:   300 mL 
  Apparatus:  USP II (Paddle) 
  Rotation Speed: 100 rpm 

Specifications: NMT of the labeled amount of 
Omeprazole is dissolved in 120 
minutes 

 
Dissolution Testing should then be conducted in Buffer 
Stage: 
 

  Medium:   0.05 M Phosphate buffer at pH 6.8 
      at 37ºC 
  Volume:   1000 mL 
  Apparatus:  USP II (Paddle) 
  Rotation Speed: 100 rpm 
  Specifications: NLT is dissolved in 30 minutes 
 
Each dosage unit is subjected to acid stage conditions for 2 
hours.  At the end of the acid stage, 0.1N HCl is drained from 
the vessel and 1000 mL of 0.05M phosphate buffer is added to 
begin the buffer stage testing. 
 
These “interim” dissolution test(s) and tolerances should be 
finalized by submitting dissolution data from the first three 
production size batches.  These data should be submitted as a 
“Special Supplement – Changes Being Effected” if there are no 
revisions to be made to these “interim” specifications, or if 
the final specifications are tighter than the “interim” 
specifications.  In all other instances, the information should 
be submitted in the form of a Prior Approval Supplement.  
 
The RLD upon which you have based your ANDA, Prilosec OTC 
Delayed-release Tablets, 20 mg, of AstraZeneca, is subject to 
periods of patent protection.  The following patents with their 
expiration dates are currently listed in the agency’s 
publication titled Approved Drug Products with Therapeutic 
Equivalence Evaluations (the “Orange Book”) for this drug 
product:  

(b) (4)

(b) (4)



 U.S. Patent Number   Expiration Date 
 
 5,690,960 (the '960 patent) November 25, 2014 
 5,753,265 (the '265 patent) June 7, 2015 
 5,817,338 (the '338 patent) October 6, 2015 
 5,900,424 (the '424 patent) May 4, 2016 
 6,403,616 (the '616 patent) November 15, 2019 
 6,428,810 (the '810 patent) November 3, 2019 
 
With respect to each of these patents, your ANDA contains 
paragraph IV certifications under section 505(j)(2)(A)(vii)(IV) 
of the Act stating that each patent is invalid, unenforceable, 
or will not be infringed by your manufacture, use, or sale of 
Omeprazole Magnesium Delayed-release Capsules, 20 mg (base) 
(OTC), under this ANDA.  Section 505(j)(5)(B)(iii) of the Act 
provides that approval of an ANDA shall be made effective 
immediately, unless an action was brought against Dr. Reddy's 
Laboratories Limited (DRL) for infringement of one or more of 
these patents that were the subjects of the paragraph IV 
certifications.  You have notified the agency that DRL complied 
with the requirements of section 505(j)(2)(B) of the Act, and 
that litigation was initiated against DRL for infringement of 
the '960 and '424 patents in the United States District Court 
for the Southern District of New York [AstraZeneca v. Dr. 
Reddy’s Laboratories Limited, Civil Action No. CA 07-6790].  You 
have also notified the agency that the court granted your motion 
for summary judgment; therefore, under section 505(j)(5)(B)(iii) 
your ANDA is eligible for approval.1  
 
With respect to 180-day generic drug exclusivity, we note that 
DRL was the first ANDA applicant to submit a substantially 
complete ANDA with a paragraph IV certification to the '960, 
'265, '338, '424, '616, and '810 patents.  Therefore, with this 
approval, DRL is eligible for 180-days of generic drug 
exclusivity for Omeprazole Magnesium Delayed-release Capsules, 
20 mg (base) (OTC).  This exclusivity, which is provided for 
under section 505(j)(5)(B)(iv) of the Act, will begin to run 
from the date of the commercial marketing identified in section 
505(j)(5)(B)(iv).  Please submit correspondence to this ANDA 
informing the agency of the date the exclusivity begins to run. 
 

                                                           
1Because information on the '960, '265, '338, '424, '616, and '810 patents was 
submitted to FDA before August 18, 2003, this reference to section 
505(j)(5)(B)(iii) is to that section of the Act as in effect prior to 
December 8, 2003, when the Medicare Prescription Drug, Improvement and 
Modernization Act (MMA) (Public Law 108-173) was enacted.  See MMA § 
1101(c)(3).  



Under section 506A of the Act, certain changes in the conditions 
described in this ANDA require an approved supplemental 
application before the change may be made. 
 
Postmarketing reporting requirements for this ANDA are set forth 
in 21 CFR 314.80-81 and 314.98.  The Office of Generic Drugs 
should be advised of any change in the marketing status of this 
drug. 
 

 
Sincerely yours, 
 
{See appended electronic signature page} 
 
Gary Buehler 
Director 
Office of Generic Drugs 
Center for Drug Evaluation and Research 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Robert L. West
6/5/2009 11:41:28 AM
Deputy Director, for Gary Buehler
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3. BLISTER (blister card of 7) 
 

a. Replace the name  with the established name 
“Omeprazole Magnesium Delayed-release Capsule”. 

 
b. Increase the prominence of the expression of strength, “20.6 mg”. 

 
4. CARTON (unit dose capsules of 14, 28 and 42) 
 

a. Replace the name  with 
the established name “Omeprazole Magnesium Delayed-release Capsules”. 

 
b. Increase the prominence of the expression of strength, “20.6 mg”.  
 
c. Delete “New” appearing on the top left corner of the principle display panel. 

 
d. Un-italicize and un-bold “(continued)” in the title “Drug Facts (continued)”. 

 
e. “Warnings” heading – “Keep out of reach of children…” [correct spelling of “out”] 

 
5. 
 

 

 

 
6. INSERT 
 

a. Title line: Replace the name  
 with the established name “Omeprazole Magnesium Delayed-release 

Capsules, 20.6 mg”. 
 

b. Replace the name  throughout the insert with the established name 
“Omeprazole Magnesium Delayed-release Capsules”.   

 
 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



Please revise your labels and labeling, as instructed above, and submit final printed labeling electronically 
according to the guidance for industry titled Providing Regulatory Submissions in Electronic Format – 
ANDA.  

 
Prior to approval, it may be necessary to revise your labeling subsequent to approved changes for the 
reference listed drug. In order to keep ANDA labeling current, we suggest that you subscribe to the daily 
or weekly updates of new documents posted on the CDER web site at the following address - 
http://service.govdelivery.com/service/subscribe.html?code=USFDA 17 
 
To facilitate review of your next submission, please provide a side-by- side comparison of your proposed 
labeling with your last submission with all differences annotated and explained. 
 

 
{See appended electronic signature page} 

 
___________________________ 

 
Wm Peter Rickman 
Director 
Division of Labeling and Program Support 
Office of Generic Drugs 
Center for Drug Evaluation and Research 

 
 
 
 







 
 
8. FINISHED DOSAGE FORM 
 20 mg: Off-white to brown colored enteric coated pellets (inclusive of all shades of yellow 

and pale brown) and a white to off-white, caplet shaped, biconvex, film coated tablet filled 
in size ‘0’ hard gelatin (banded) capsule with opaque pink colored cap and opaque white 
colored body imprinted “OMP2O” on cap with black ink. 

 
9. MANUFACTURER:  
 Dr. Reddy’s Laboratories Limited, Bachepalli - 502 325, India. 
 
10. Bioequivalence – Fasting and fed studies on 20 mg  
 
11. Dissolution Test Method 
 

From Division of Bioequivalence Dissolution Review signed on 9/24/2007: 
 

3. The firm uses the following method and specifications: 
 
Acid Stage:  
(Acid resistance is measured from the dosage form and not from an aliquot of 0.1N HCl): 
 
Apparatus:  USP Apparatus II (Paddle) 
Speed:      100rpm 
Medium:  0.1N HCl @ 37ºC 
Volume:  300mL 
Time:  2h 
Specification:  NMT of the labeled amount of omeprazole is dissolved at the end of 
 the acid stage. 
 
Buffer Stage: 
(Fresh capsules are assayed and are from the same lot tested for acid resistance. Drug 
release measured from an aliquot of the phosphate buffer.): 
 
Apparatus:  USP Apparatus II (Paddle) 
Speed:      100rpm 
Medium:  0.05M Na3PO4, pH 6.8 @ 37ºC 
Volume:  1000mL 
Time:  10, 20, 30, and 45 minutes 
 
Specification: NLT  (Q) of the labeled amount of omeprazole is dissolved in 30 
 minutes. 
 
NOTE: Each dosage unit is subjected to acid stage conditions for 2h. At the end of the 
 acid stage, 0.1N HCl is drained from the vessel and 1000mL of 37°C 0.05M 
 Na3PO4 buffer, pH 6.8, is added to begin the buffer stage testing. 
   
4. The method utilized by the firm is essentially the same as the FDA-recommended 
method for Omeprazole Magnesium Tablets, DR (OTC). The only difference between 
the two methods is in the approach used for buffer stage testing. Specifically, the firm’s 
method calls for the 300mL of 0.1N HCl to be drained from the vessel at the end of the 

(b) (4)

(b) (4)



acid stage and replaced with 1000mL of 0.05M Na3PO4, pH 6.8. In contrast, the FDA 
recommended method (OTC DR tablets) calls for 700mL of 0.086M Na2HPO4 to be 
added to the 300mL of 0.1N HCl already in the vessel at the end of the acid stage to yield 
1000mL of pH 6.8 buffer. The firm’s proposed method is acceptable since it is very 
similar to the FDA-recommended method for the OTC DR Tablets. 

 
____________________________________________________________________________________ 
 
Primary Reviewer: Sarah Park     
 
Team Leader:  Koung Lee 
____________________________________________________________________________________ 
Review – NA1 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Soojung Sarah Park
4/14/2009 06:08:09 PM
LABELING REVIEWER

Koung Lee
4/15/2009 04:40:06 PM
LABELING REVIEWER
For Wm Peter Rickman





 
_____________________________________________  
From:  Park, Sarah Soojung   
Sent: Monday, May 11, 2009 3:57 PM 
To: Read, Shanaz 
Cc: Liu, Theresa 
Subject: ANDA 78-878 Omeprazole Magnesium DR Caps OTC 
 
Hi Shanaz, 
 
Would you be able to help me with one question regarding OTC Omeprazole Magnesium 
DR Capsules, ANDA 78-878?  I am trying to determine the total magnesium content per capsule.  Did 
the firm submit calculations of magnesium content or a certification that the magnesium content of a 
single maximum recommended dose of the product is less than 8 mg?   
 
This ANDA is on the AP matrix.  Thanks for your help! 
 
Sarah    
 

 
 
 
FOR THE RECORD: 
(Part of this review came from Chemistry Review #4) 
***NOTE:  This is the first generic*** 
 
1. MODEL LABELING: Prilosec OTC® (20 mg omeprazole magnesium) delayed-release tablets: 

NDA 21-229/S-010 approved June 18, 2008 (drug facts and labels)   
 NDA 21-229/S-008 approved January 18, 2008 (consumer insert) 
 
 ANDA suitability petition DOCKET NO. 2004P-0373/CP1, dated 7/5/2005 (change in dosage form 

from DR TABLET to DR CAPSULE) 
 
 Related applications: 
 Dr. Reddy’s ANDA 75-576 Omeprazole Delayed-release Capsules USP, 10 mg, 20 mg and  

40 mg 
 Dr. Reddy’s ANDA 78-490 Omeprazole Delayed-release Capsules USP, 40 mg 
 Dr. Reddy’s ANDA 78-693 Omeprazole Delayed-release Capsules USP, 10 mg and 20 mg 
 (ANDA’s 78-490 and 78-693 have the same formulation; they have separate inserts.   
 ANDA 75-576 has a different formulation.) 
  

2. INACTIVE INGREDIENTS:  The listing of inactive ingredients on the carton labeling is consistent 
with the listing of inactive ingredients found in the statement of components and composition.   

 
 Chemistry Review #4 states: “The firm has changed the composition in the September 17, 2008 

amendment where they have added banding for the capsules.”   
 
 In the April 22, 2009 amendment, the firm provided a copy of the revised components and 

composition statement.  

(b) (4)

(b) (4)







Apparatus:  USP Apparatus II (Paddle) 
Speed:      100rpm 
Medium:  0.1N HCl @ 37ºC 
Volume:  300mL 
Time:  2h 
Specification:  NMT of the labeled amount of omeprazole is dissolved at the end of 
 the acid stage. 
 
Buffer Stage: 
(Fresh capsules are assayed and are from the same lot tested for acid resistance. Drug 
release measured from an aliquot of the phosphate buffer.): 
 
Apparatus:  USP Apparatus II (Paddle) 
Speed:      100rpm 
Medium:  0.05M Na3PO4, pH 6.8 @ 37ºC 
Volume:  1000mL 
Time:  10, 20, 30, and 45 minutes 
 
Specification: NLT (Q) of the labeled amount of omeprazole is dissolved in 30 
 minutes. 
 
NOTE: Each dosage unit is subjected to acid stage conditions for 2h. At the end of the 
 acid stage, 0.1N HCl is drained from the vessel and 1000mL of 37°C 0.05M 
 Na3PO4 buffer, pH 6.8, is added to begin the buffer stage testing. 
   
4. The method utilized by the firm is essentially the same as the FDA-recommended 
method for Omeprazole Magnesium Tablets, DR (OTC). The only difference between 
the two methods is in the approach used for buffer stage testing. Specifically, the firm’s 
method calls for the 300mL of 0.1N HCl to be drained from the vessel at the end of the 
acid stage and replaced with 1000mL of 0.05M Na3PO4, pH 6.8. In contrast, the FDA 
recommended method (OTC DR tablets) calls for 700mL of 0.086M Na2HPO4 to be 
added to the 300mL of 0.1N HCl already in the vessel at the end of the acid stage to yield 
1000mL of pH 6.8 buffer. The firm’s proposed method is acceptable since it is very 
similar to the FDA-recommended method for the OTC DR Tablets. 

 
 
12. The word “New” appears on the carton labeling.   In the April 22, 2009 amendment, the firm 

states the following.  “We propose the use of “New” flag for six months duration 
only…Subsequently the label will be revised to delete the “New” flag.”  This ANDA is the 
first generic based on a suitability petition of a change in dosage form from a DR TABLET 
to DR CAPSULE.  No capsule formulations of Omeprazole are in the OTC section of the 
Orange Book. Therefore, the firm was allowed keep “New” on the carton labeling for 6 
months. 

 
   
____________________________________________________________________________________ 
 
Primary Reviewer: Sarah Park     
 
Team Leader:  Koung Lee 
____________________________________________________________________________________ 
AP Summary 

(b) (4)

(b) (4)
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I. EXECUTIVE SUMMARY 

 
This is a review of the dissolution testing data only.  
 
There is no reference product for this OTC DR capsule. However, Astra Zeneca's 
Prilosec OTC (Omeprazole Magnesium DR TABLET  eq 20 mg base NDA 021229) was 
cited as the reference based on a change in dosage form (DR tablet OTC to DR capsule 
OTC) approved under Citizen Petition 2004P-0373/CP1.  There is no USP or FDA-
recommended method for the DR capsule (OTC). However, the public and internal 
dissolution databases describe a method for Omeprazole Magnesium DR tablets, OTC.  
The firm submitted dissolution testing data with a method that is essentially the same as 
that in the databases. As a result, the DBE finds the firm’s method acceptable. On the 
basis of the dissolution data, the DBE also accepts the firm’s specification (NMT is 
dissolved at the end of the acid stage; NLT (Q) is dissolved in 30 minutes of the 
buffer stage).  The DBE acknowledges that the firm will conduct dissolution testing with 
the method and specification given in their application.  
 
As a result of the above, the in vitro dissolution studies conducted by the firm are 
acceptable. 
 
The DBE will review the fasted and fed BE studies at a later date. 
 

(b) (4)

(b) (4)
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II. COMMENTS: 

1. The firm did not provide the range of % dissolution data (buffer stage) at each 
sampling time point in the paper submission of this ANDA.  In addition, the firm did not 
provide %CV for the acid stage testing in neither the paper nor electronic format. 
 
2. The firm provided acid stage dissolution data on six dosage units for the test and 
reference products instead of the standard twelve dosage units. 
 
3. The firm uses the following method and specifications: 
 
Acid Stage:  
(Acid resistance is measured from the dosage form and not from an aliquot of 0.1N HCl): 
 
Apparatus: USP Apparatus II (Paddle) 
Speed:  100rpm 
Medium: 0.1N HCl @ 37ºC 
Volume: 300mL 
Time:  2h 
Specification:  NMT of the labeled amount of omeprazole is dissolved at the end of 

the acid stage. 
 
 
Buffer Stage: 
(Fresh capsules are assayed and are from the same lot tested for acid resistance.  Drug 
release measured from an aliquot of the phosphate buffer.): 
 
Apparatus: USP Apparatus II (Paddle)  
Speed:  100rpm 
Medium: 0.05M Na3PO4, pH 6.8 @ 37ºC 
Volume: 1000mL 
Time:  10, 20, 30, and 45 minutes 
    
Specification:  NLT (Q) of the labeled amount of omeprazole is dissolved in 30 

minutes. 
 
NOTE: Each dosage unit is subjected to acid stage conditions for 2h.  At the end of the 

acid stage, 0.1N HCl is drained from the vessel and 1000mL of  37°C 0.05M 
Na3PO4 buffer, pH 6.8,  is added to begin the buffer stage testing.  

 
4. The method utilized by the firm is essentially the same as the FDA-recommended 
method for Omeprazole Magnesium Tablets, DR (OTC).  The only difference between 
the two methods is in the approach used for buffer stage testing.  Specifically, the firm’s 
method calls for the 300mL of 0.1N HCl to be drained from the vessel at the end of the 
acid stage and replaced with 1000mL of 0.05M Na3PO4, pH 6.8.  In contrast, the FDA-
recommended method (OTC DR tablets) calls for 700mL of 0.086M Na2HPO4 to be 
added to the 300mL of 0.1N HCl already in the vessel at the end of the acid stage to yield 

(b) (4)

(b) (4)
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1000mL of pH 6.8 buffer. The firm’s proposed method is acceptable since it is very 
similar to the FDA-recommended method for the OTC DR Tablets. 
 
 5..  The  acid stage dissolution data  for the test product pass at the A1 level as defined in 
USP Acceptance Table 3 in the Dissolution section of USP 30  (6 units tested, no 
individual value exceeds dissolved).   The pH 6.8 buffer stage dissolution data for 
the test product pass at the B1 level as defined in USP Acceptance Table 4 in the 
Dissolution section of USP 30 (6 units tested, each unit is not less than Q + ).  As a 
result, the firm’s proposed specifications are acceptable. 
 
 

                                                                                                                                                                       
  

(b) (4)

(b) (4)



 

III. DEFICIENCY COMMENTS: 

None. 
 
IV. RECOMMENDATIONS: 

The in vitro dissolution testing conducted by the firm is acceptable but the DBE would 
like to mention two recommendations for future submissions. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 

BIOEQUIVALENCE DEFICIENCY 
 
ANDA: 078878  
 
APPLICANT: Dr. Reddy’s Laboratories  
 
DRUG PRODUCT:  Omeprazole Delayed Release Capsules (OTC), 
20mg 
 
 
The Division of Bioequivalence has completed its review of 
the dissolution testing portion of your submission 
acknowledged on the cover sheet. The review of the 
bioequivalence studies and waiver request will be conducted 
later.  The following deficiency has been identified: 
 
In future submissions, please provide the range of % 
dissolution data and %CV for each sampling time in both 
paper and electronic formats.  Additionally, in future 
submissions for delayed-release products, please provide 
acid stage dissolution data for twelve individual dosage 
units. 
 
The Division of Bioequivalence acknowledges that you shall 
conduct dissolution testing with the following method and 
specifications. 
 
Acid Stage:  
(Acid resistance is measured from the dosage form and not 

from an aliquot of 0.1N HCl): 
 
Apparatus: USP Apparatus II (Paddle) 
Speed:  100rpm 
Medium:      0.1N HCl @ 37ºC 
Volume:      300mL 
Time:  2h 
Specification: NMT of the labeled amount of omeprazole 

is dissolved at the end of the acid stage. 
 
 
 
 
 
 
 
 
 
 
 

(b) (4)



 

Buffer Stage: 
(Fresh capsules are assayed and are from the same lot 
tested for acid resistance.  Drug release measured from an 
aliquot of the phosphate buffer.): 
 
Apparatus: USP Apparatus II (Paddle)  
Speed:  100rpm 
Medium:      0.05M Na3PO4, pH 6.8 @ 37ºC 
Volume:      1000mL   
Specification: NLT (Q) of the labeled amount of 

omeprazole is dissolved in 30 minutes. 
 
NOTE: Each dosage unit is subjected to acid stage 

conditions for 2h.  At the end of the acid stage, 0.1N 
HCl is drained from the vessel and 1000mL of  37°C 
0.05M Na3PO4 buffer, pH 6.8,  is added to begin the 
buffer stage testing.  

 
 

Sincerely yours, 
 
{See appended electronic signature page} 
Dale P. Conner, Pharm.D. 
Director, Division of Bioequivalence 
Office of Generic Drugs 
Center for Drug Evaluation and Research 

(b) (4)
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V. OUTCOME 

 
BIOEQUIVALENCE -ACCEPTABLE Submission date:  March 16, 2007 
 
[NOTE: The in vitro testing is acceptable. The fasting and fed BE studies are pending 
review.] 
 
1. DISSOLUTION (Dissolution Data)  Strength: eq. to 20 mg base 
       Outcome: AC 
 
Outcome Decisions: AC-Acceptable 
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3.5 Pre-Study Bioanalytical Method Validation 

Information Requested Data 

Report Location 

Study Report No.: 3701/06-07; Volume – 09 of 23; Section-16.4; 
Page No.: 003836 

Study Report No.: 7002/06-07; Volume – 16 of 23; Section-16.4; 
 Page No.: 007548 

Analyte Omeprazole 

Internal standard (IS) 

Method description Refer Method Validation report No. 23/MVR/227 Page No. 19, 20 
Analytical method: LC-MS/MS 

Limit of Quantitation 10.000 ng/mL 

Average recovery of drug (%) 91.78% 

Average recovery of IS (%) 86.71% 

Standard curve concentrations 
(ng/mL) 

10.000, 20.000, 50.000, 200.000, 500.000, 1500.000, 2999.950 and  
3999.950 ng/mL. 

QC concentrations (ng/mL) LQC= 30.050 ng/mL 
MQC=1601.550 ng/mL 
HQC= 3203.150 ng/mL 

QC Intraday precision range (%) LQC= 1.03% to 4.66% 
MQC= 0.92% to 1.66% 
HQC= 0.91% to 2.26% 

QC Intraday accuracy range (%) LQC= 95.01% to 103.30% 
MQC= 95.69% to 101.81% 
HQC= 95.20% to 102.93% 

QC Interday precision range (%) LQC= 4.64% 
MQC= 2.92% 
HQC= 3.73% 

QC Interday accuracy range (%) LQC= 99.78% 
MQC= 98.45% 
HQC= 98.60% 

Bench-top stability (hrs) 12.00 hours at room temperature 

Stock stability (days) 19 days @ 2 to 8°C 

Processed stability (hrs) 24.00  hours @ 20°C and 24.00  hours @ Room temperature 

Freeze-thaw stability (cycles) Three cycles 

Long-term storage stability (days) 92 days @ -20ºC 

Dilution integrity 1.8 times of CC8 concentration diluted in 50:50 and 25:75. 

Selectivity No interfering peaks noted in blank plasma samples 

(b) (4)
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3.5.1 Bio-analytical Fasting Method Validation for Omeprazole Magnesium 

 
Information Requested Data 

Report Location Study Report No.: 3701/06-07; Volume – 09 of 23; Section-16.4; 
Page No.: 003836  

Analyte Omeprazole 

Internal standard (IS) 

Method description Refer Partial Method Validation report No. 23/MVR/227/03 Page 
No.08 Analytical method: LC-MS/MS 

Limit of Quantitation 10.000 ng/mL 

Standard curve concentrations 
(ng/mL) 

10.000, 20.050, 50.100, 200.400, 500.950, 1001.900  and  2003.850  
ng/mL 

QC concentrations (ng/mL) LQC = 30.100 ng/mL 
GMQC = 155.450 ng/mL 
MQC = 802.350 ng/mL 
HQC = 1604.650 ng/mL 

QC Intraday precision range (%) LQC = 4.28% to 4.68% 
GMQC = 3.44% to 4.92% 
MQC = 4.85% to 6.62%  
HQC = 3.78% to 5.18% 

QC Intraday accuracy range (%) LQC = 98.17% to 103.03% 
GMQC = 94.25% to 98.65% 
MQC = 87.51% to 101.84% 
HQC = 86.57% to 105.86% 

QC Interday precision range (%) LQC = 4.96% 
GMQC = 4.72% 
MQC = 9.73% 
HQC = 11.29% 

QC Interday accuracy range (%) LQC = 100.60% 
GMQC = 96.45% 
MQC = 94.68% 
HQC = 96.21% 

 

(b) (4)
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TEST: 1 Omeprazole 
Magnesium 20 mg DR 
Capsules 
 
Single dose of 
Omeprazole 
Magnesium 20 mg DR 
Capsule administered 
orally with 240mL 
under fed condition. 
 
Batch No.: EC6319 
 

585.969
(63.74) 

3.50 
(2.50-
5.50)

1875.219 
(102.09)

1974.370 
(98.67) 

1.327 
(70.61)

0.741 
(47.98)

7002/06-
07 

An open label, balanced, 
randomized, two-treatment, two-
sequence, two-period, two-way, 
single-dose, cross-over oral 
bioequivalence study of 
Omeprazole Magnesium 20 mg 
delayed release capsule of Dr. 
Reddy’s Laboratories Limited, 
Generics, India and Prilosec® 

OTCTM (Omeprazole Magnesium 
delayed release) 20 mg tablets 
distributed by Procter and Gamble, 
Cincinnati, OH 45202; in healthy 
human adult subjects, under fed 
conditions. 

An open label, 
randomized, two-
treatment, two-sequence, 
two-period, two-way, 
cross-over, single-dose 
bioequivalence study. 

REFERENCE: 
Prilosec® OTCTM 20 mg 
DR Tablets 
 
Single dose of Prilosec 
OTCTM (Omeprazole 
Magnesium delayed 
release Tablet 20 mg) 
administered orally with 
240mL of water under 
fed condition`. 
 
Lot No.: 5338171971 

62 
healthy 
male 
subjects 
Mean 
age: 
26.50 
Years 

Range: 
18 - 40 

593.701
(62.96) 

3.50 
(1.50-
5.50)

1873.559 
(93.84) 

1974.174 
(90.85) 

1.308 
(64.97)

0.739 
(52.49)

ANDA Vol. 10 
of 23      Page 
No: 004450 

 
And  004454 
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Table 3.  Reanalysis of Study Samples 
 

Study No. 3701/06-07 
Location in final report: Volume 09 of 23; Section-16.4; Page No.: 003836 

Number of samples reanalyzed Number of recalculated values used after reanalysis
Actual Number % of total assays Actual number %of total assays Reason why assay was repeated 

Test Reference Test Reference Test Reference Test Reference 
Poor chromatography 13 9 1.80 1.25 13 9 1.80 1.25 
Unacceptable calibration curve 76 76 10.53 10.53 76 76 10.53 10.53 
Samples were repeated for the 
reconfirmation of the results 1 - 0.14 0.00 1 - 0.14 0.00 

Total 90 85 12.47 11.78 90 85 12.47 11.78 
Total assays    Test product:  722 
   Reference product: 722 
 

Study No. 7002/06-07 
Location in final report: Volume 16 of 23; Section-16.4; Page No.: 007548 

Number of samples reanalyzed Number of recalculated values used after reanalysis
Actual Number % of total assays Actual number %of total assays Reason why assay was repeated 

Test Reference Test Reference Test Reference Test Reference 
QC results were not with in 
acceptance range 45 45 4.92 4.92 45 45 4.92 4.92 

Samples were repeated for the 
reconfirmation of the results 1 3 0.11 0.33 1 3 0.11 0.33 

Total 46 48 5.03 5.25 46 48 5.03 5.25 
Total assays    Test product:  915 
   Reference product: 915 
 
 
Did use of recalculated plasma concentration data change study outcome?  No 

Comments from the Reviewer: The in vivo fasting and fed BE studies are acceptable. 
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3.10 Deficiency Comments 

None. 
 
 
3.11 Recommendations 

• The Division of Bioequivalence (DBE) accepts the fasting BE study # 
AAI3701/06-07 conducted by Dr. Reddy’s Laboratories Ltd., on its Omeprazole 
Magnesium DR Capsules 20 mg (lot # EC6319) comparing it to Prilosec® OTC 
(Omeprazole Magnesium) DR Tablets, 20 mg (lot # 5338171971), manufactured 
by AstraZeneca. 

 
• The DBE also accepts the fed BE study #7002/06-07conducted by Dr. Reddy’s 

Laboratories, on its Omeprazole Magnesium DR Capsules, 20 mg (lot # EC6319) 
comparing it to Prilosec® OTC (Omeprazole Magnesium) DR Tablets, 20 mg (lot 
# 5338171971), manufactured by AstraZeneca. 

 
Dissolution recommendation: 

The firm’s in vitro dissolution testing is acceptable.   
 
The DBE acknowledges that you shall conduct dissolution testing according to the 
following method and specifications. 
 
Acid Stage:  

(Acid resistance is measured from the dosage form and not from an aliquot of 
0.1N HCl): 

 
Apparatus:  USP Apparatus II (Paddle) 
Speed:  100 rpm 
Medium:  0.1N HCl @ 37ºC 
Volume:      300 mL 
Time:  2h 
Specification:  NMT of the labeled amount of omeprazole is dissolved at the 

end of the 2h acid stage. 
 
Buffer Stage: 

(Fresh capsules are assayed and are from the same lot tested for acid resistance.  
Drug release measured from an aliquot of the phosphate buffer): 

 
Apparatus:  USP Apparatus II (Paddle)  
Speed:  100rpm 
Medium:  0.05M Na3PO4, pH 6.8 @ 37ºC 
Volume:      1000mL   
Specification:  NLT Q) of the labeled amount of omeprazole is dissolved in 

30 minutes. 

(b) (4)

(b) (4)
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4.1.1.2 Clinical Results 

Table 7.  Demographics Profile of Subjects Completing the Bioequivalence Study 

Study No. 3701/06-07 
Location in final report: Volume 03 of 23; Section-14.1.2-2; Page No.: 001049 

Treatment Groups 
 Test Product 

N =39 
Reference Product 

N = 39 
Age (Years) 

Mean ± SD 
Range 

 
25.03 ± 5.806 

19 – 42 

 
25.03 ± 5.806 

19 – 42 
Groups 

< 18 
18 – 40 
41 – 64 
65 – 75 
> 75 

 
Nil 

38 (97.44%) 
1 (2.56%) 

Nil 
Nil 

 
Nil 

38 (97.44%) 
1 (2.56%) 

Nil 
Nil 

Sex 
Female 
Male 

 
Nil 

39 (100%) 

 
Nil 

39 (100%) 
Race 

Asian 
Black 
Caucasian 
Hispanic 
Other 

 
39 (100%) 

Nil 
Nil 
Nil 
Nil 

 
39 (100%) 

Nil 
Nil 
Nil 
Nil 

BMI 
Mean ± SD 
Range 

 
21.56 ± 1.866 

19 – 25 

 
21.56 ± 1.866 

19 – 25 
Other Factors Nil Nil 
Note: 
⇒ Subject number 15 (Sequence AB) dropped from the study due to found positive in urine drugs of 

abuse in Period - II. 
A = Test product 
B = Reference product 
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Comments on Dropouts/Adverse Events/Protocol Deviations: 

• No significant protocol deviations occurred during the study. 
 

• There were some blood sampling deviations, but the actual sampling time points 
were used in the data analysis. 

 
• There were 20 total adverse events (AEs) in 19 subjects, of these 19 were post 

study abnormal laboratory results and were considered as mild changes.  
 

• Subject #37 reported dizziness during period I which graded as mild in severity 
and considered as probably related to the study drug. 
 
Of 20 AEs:  
-Four (4) were considered “Possibly” related to the study drug. Of these four, two 
(2) AEs occurred after administration of test and two (2) AEs occurred after RLD 
dosing. 
-Two (2) were considered “Probably” related to the study drug.  
- Nine (9) were unlikely related to either drug treatment.  
- Five (5) were considered “not related” to either drug treatment. 

 
• The AEs were all mild in severity and resolved with no pharmacological action 

taken. 
 

• Subject #15 was excluded from the study due to positive UDS on period – II. 
 

• Subject #35 was discontinued prior to dosing in Period I due to syncope. This 
subject was replaced by additional subject #A35. 

 
• The firm’s handling of dropouts, adverse events, and protocol deviations are 

acceptable. 
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Figure 1.  Mean Plasma Concentrations, Single-Dose Fasting Bioequivalence Study 
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Table 24.  Study Adverse Events, Fed Bioequivalence Study 
Reported Incidence by Treatment Groups 

Fed Bioequivalence  
Study No.: 7002/06-07 Body system/Adverse Event 

Test Reference 
Body as a whole N (%) Nil Nil 
Cardiovascular N (%) Nil Nil 
Gastrointestinal N (%) Nil Nil 
Haemopoetic system*  

Elevated WBC N (%) 2 (3.23%) 
Elevated Lymphocytes N (%) 8 (12.90%) 
Elevated SGOT N (%) 3 (4.84%) 
Increased Platelets N (%) 3 (4.84%) 
Low Hemoglobin N (%) 5 (8.06%) 
Decreased Alkaline Phosphatase N (%) 2 (3.23%) 
Increased Eosinophils N (%) 5 (8.06%) 
Decreased Neutrophils N (%) 1 (1.61%) 
Low PCV N (%) 2 (3.23%) 
High ESR N (%) 1 (1.61%) 
Elevated RBC N (%) 1 (1.61%) 
Elevated SGPT N (%) 1 (1.61%) 
Increased Total Bilirubin N (%) 1 (1.61%) 

Note: 
N = Number of subjects with incidence of adverse events (AEs). 
% =  Percentage of total number of subjects treated with the corresponding product. 
* = Post clinical laboratory assessment done after completion of Period-II. 
 
Number of subjects dosed with: 
Test product     61 
Reference product    61 
Post clinical assessment   62 
 
 
 

Table 25.  Protocol Deviations, Fed Bioequivalence Study 

Study No. 7002/06-07 
Location in final report: Volume 10 of 23; Section-16.2.2; Page No.: 004704 

Type Subject No. 
(Test) 

Subject No. 
(Reference) 

The Bioanalytical and Statistical facilities were changed to 
 as per sponsor’s 

request 
Not applicable 

The Bioanalytical and Statistical facilities 
were changed to  

as per sponsor’s request 
Note: * - post clinical sample missing 
 
 

(b) (4) (b) (4)

(b) (4)
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Comments on Adverse Events/Protocol Deviations: 

• A total of 35 AEs in 21 subjects were reported. All AEs were reported during post 
clinical laboratory assessment. The relationship of AEs to the study drug was 
considered unlikely to be related to dosing by the investigator. 

• All AEs were considered to be mild in severity.  
• The firm’s handling of dropouts, adverse events, and protocol deviations are 

acceptable. 
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Figure 2.  Mean Plasma Concentrations, Single-Dose Fed Bioequivalence Study 
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4.2 Formulation Data 

 
Omeprazole Magnesium Delayed-Release Capsules, 20 mg 
 

Omeprazole Magnesium Delayed-Release Capsules, 
20 mg S.No Component 

mg per Capsule % 

 

 

 

 

 

 

 

(b) (4)
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4.4 Detailed Regulatory History (If Applicable) 

 
The OGD reviewed the following control documents from 2001 to 2008 for Omeprazole 
Magnesium DR Tablets: 
 
# 05-0387 for 6/19/2005   
# 05-1035 for  10/15/2005   
# 06-0709 for  7/30/2006   
 
The OGD also reviewed the following protocols from 1998 to 2008 for Omeprazole Magnesium 
DR Capsules: 
 
# 06-039, Dr. Reddy; 9/20/2006    
# 03-052, 3/19/2004    
# 97-039,  2/4/1998  
# 98-015,  4/30/1998  
 
 
 
 
4.5 Consult Reviews 

None.  
 
 
 
 

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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4.6 SAS Output 

4.6.1 Fasting Study Data 

 

(b) (4)

Following this page, 18 pages withheld in full (b)(4)



 

Page 63 of 65 

 
 

 
 
 
 
4.7 Additional Attachments 

None. 
 
 
 

(b) (4)
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BIOEQUIVALENCE COMMENTS TO BE PROVIDED TO THE APPLICANT 
 

ANDA: 78-878 

APPLICANT: Dr. Reddy's Laboratories Ltd. 

DRUG PRODUCT: Omeprazole Magnesium Delayed Release (DR) Capsules, 
20 mg (eq. base) 

 
The Division of Bioequivalence (DBE) has completed its review and has 
no further questions at this time. 
 
We acknowledge that you will perform future dissolution testing using 
the following dissolution method and specifications: 

Acid Stage:  
(Acid resistance is measured from the dosage form and not 
from an aliquot of 0.1N HCl): 

 Apparatus: USP Apparatus II (Paddle) 
 Speed: 100rpm 
 Medium: 0.1N HCl @ 37ºC 
 Volume: 300mL 
 Time:  2h 

Specification: NMT of the labeled amount of omeprazole 
is dissolved at the end of the acid stage. 

Buffer Stage: 
Fresh capsules are assayed and are from the same lot tested 
for acid resistance.  Drug release measured from an aliquot 
of the phosphate buffer.): 

 Apparatus: USP Apparatus II (Paddle)  
 Speed: 100rpm 
 Medium: 0.05M Na3PO4, pH 6.8 @ 37ºC 
 Volume: 1000mL   

 Specification: NLT (Q) of the labeled amount of 
omeprazole is dissolved in 30 minutes. 

 
Please note that the bioequivalence comments provided in this 
communication are preliminary. These comments are subject to revision 
after review of the entire application, upon consideration of the 
chemistry, manufacturing and controls, microbiology, labeling, or other 
scientific or regulatory issues.  Please be advised that these reviews 
may result in the need for additional bioequivalence information and/or 
studies, or may result in a conclusion that the proposed formulation is 
not approvable. 
 
 

Sincerely yours, 
 
{See appended electronic signature page} 
 
Dale P. Conner, Pharm.D. 
Director, Division of Bioequivalence 
Office of Generic Drugs 
Center for Drug Evaluation and Research 

(b) (4)

(b) (4)
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4.8 Outcome Page 

ANDA:  78-878 
 
 
Completed Assignment for 078878 ID: 4441  
 
Reviewer: Palamakula, Anitha  Date Completed:  
Verifier: Moheb Makary,  Date Verified:  
Division: Division of Bioequivalence    
Description:  Omeprazole DR Caps Fasting & Fed   
 
Productivity:  

ID Letter Date Productivity Category Sub Category Productivity Subtotal
4441  3/16/2007  Bioequivalence Study Fasting Study 1   1   
4441  3/16/2007  Bioequivalence Study Fed Study  1   1   
    Bean Total: 2   
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DIVISION OF BIOEQUIVALENCE ACCEPTABLE DSI INSPECTION REPORT 

REVIEW 
 

ANDA No.  
Drug Product Name 
Strength 
Applicant Name Dr. Reddy's Laboratories Limited 
Date of Original Submission June 16, 2006 
Date of Report May 29, 2008 
Reviewer   Beth Fabian Fritsch, R.Ph., MBA 
 
 
EXECUTIVE SUMMARY 
 
The Division of Scientific Investigations (DSI) inspection report of Wellquest Clinical 
Research, Clinical Section was received by the Division of Bioequivalence and found 
acceptable. The site inspection was requested for ANDA  The following 
applications contained studies conducted at these sites. Given the acceptable inspection of 
the site, the applications are now acceptable. 
 
ANDA #   Firm    Drug Product 
 
78-383    Dr. Reddy's Labs  Pioglitazone Hydrochloride  
78-878    Dr. Reddy's Labs  Omeprazole  
78-493    Dr. Reddy's Labs  Trandolapril 
 
 
The applications are complete. 
 
COMMENTS: 
 
None 

 
DEFICIENCY COMMENTS: 
 
None 
 
RECOMMENDATIONS: 
 
The Division of Scientific Investigation (DSI) inspection report of Wellquest Clinical 
Research, Clinical Section was received by the Division of Bioequivalence on May 29, 2008 
and found acceptable. 
 
From a bioequivalence point of view, the firm has met the requirements for in-vivo 
bioequivalence and in-vitro dissolution testing and the application is approvable. 
 

 

(b) (4)

(b) (4)



 2
 
I. Completed Assignment for ID: 6234  

 
 
Reviewer: Fritsch, Beth  Date Completed:

Verifier: ,  Date Verified: 
Division: Division of Bioequivalence  
Description: Related ANDAs   

 
Productivity:  

ID Letter Date Productivity Category Sub Category Productivity Subtota
l 

6234  5/29/2008  Other  DSI Inspection Report 1   1     
    Bean Total: 1     

 

(b) (4)
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CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 

APPLICATION NUMBER: 

ANDA 078878 
 
 
 

 

 
ADMINISTRATIVE and CORRESPONDENCE 

DOCUMENTS 









 
 
 
 
M E M O R A N D U M  DEPARTMENT OF HEALTH AND HUMAN SERVICES 
          PUBLIC HEALTH SERVICE 
      FOOD AND DRUG ADMINISTRATION 
     CENTER FOR DRUG EVALUATION AND RESEARCH 
 
                                                                 
 
DATE   :  April 20, 2007 
 
TO       : Director  
                        Division of Bioequivalence (HFD-650) 
 
FROM   :         Chief, Regulatory Support Branch 

Office of Generic Drugs (HFD-615) 
 
SUBJECT: Examination of the bioequivalence study submitted with an ANDA 78-878 for Omeprazole 

Magnesium Delayed-Release Capsules, 20 mg to determine if the application is 
substantially complete for filing and/or granting exclusivity pursuant to 21 USC 
355(j)(5)(B)(iv). 

 
Dr Reddy's Laboratories Inc. has submitted ANDA 78-878 for Omeprazole Magnesium 
Delayed-Release Capsules, 20 mg.  The ANDA contains a certification pursuant to 21 
USC 355(j)(5)(B)(iv) stating that patent(s) for the reference listed drug will not be 
infringed by the manufacturing or sale of the proposed product.  Also it is a first generic.  
In order to accept an ANDA that contains a first generic, the Agency must formally review 
and make a determination that the application is substantially complete.  Included in this 
review is a determination that the bioequivalence study is complete, and could establish 
that the product is bioequivalent. 

 
Please evaluate whether the request for study submitted by Dr Reddy's Laboratories Inc. on  
March 16, 2007 for its Omeprazole Magnesium Delayed-Release product satisfies the 
statutory requirements of "completeness" so that the ANDA may be filed. 

 
A "complete" bioavailability or bioequivalence study is defined as one that conforms with 
an appropriate FDA guidance or is reasonable in design and purports to demonstrate that 
the proposed drug is bioequivalent to the "listed drug". 
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Item Verified: YES NO Required 
Amount 

Amount 
Sent 

Comments 

Protocol               fasting, starts p. 164; fed, starts 
p.209 

 

Assay Methodology               fasting, p.3870-3878; fed, p.7587 to 
7595 

Procedure SOP               fasting, p.3870-3878; fed, p.7587 to 
7595. 

For reassay: fasting, p.3856 to 3868; 
fed, p. 7573 to 7585 

Methods Validation               fasting, p.3880-3968; fed, p.7597-
7684 

Study Results Ln/Lin               fasting data starts on p.1076, 1085.  
Also seen on p.1130, 1133.  fasting 
lin graphs on p.1088, log/lin on 
p.1089; fed data starts on 4369, 
4379.  Also seen on p.4450, 4454.  
fed lin graph on p. 4383, fed log/lin 
graph on p. 4384  

Adverse Events               fasting, p.1181-1182; fed, p.4333-
4336 

IRB Approval               fasting, p.1283-1284; fed, p. 5029-
5036 

Dissolution Data               p.105-111,113,114,117 

Pre-screening of Patients               fasting, at beginning of case report 
form for given subject; fasting, p. 
5122-5157  

Chromatograms               fasting, starts on p. 3971, for subj. 
16-23; fed, starts on p. 7687, for 
subj 22-36 

Consent Forms               fasting, starts p.1287,1295; fed, 
starts p.5038,5047  

Composition               fasting, starts on 1029, 1031, 1045, 
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1411, 1415; fed p.4341-4345 

Summary of Study               fasting, p.1002-1006; fed, p. 4295-
4299 

Individual Data & Graphs, 
Linear & Ln 

              fasting data start on p. 
1072,1128,1178;fasting graphs start 
on p.1090 (lin), p. 1109 (log/lin), 
and p. 1139 (kel). Fed data start on 
p. 4347, 4447, 4525. Fed graphs 
start on p. 4385(lin), p. 4416 
(log/lin), and p. 4463 (kel).  

PK/PD Data Disk 
Submitted) 

              fasting, able to open conc and pk 
file; fed, able to open conc and pk 
file 

Randomization Schedule               fasting, p.1317-1319; fed, p.5114-
5115 

Protocol Deviations               fasting, p.1416; fed, p. 4704 

Clinical Site               fasting, p. 1015; fed, p. 4295 

Analytical Site               fasting, p. 1015; fed, p. 4295 

Study Investigators               fasting and fed, p.88 

Medical Records               fasting, starts p.1528; fed starts 
p.5122 

Clinical Raw Data               fasting, p. 1435-1483, p. 1490-1522; 
fed, p. 5122-5258 

Test Article Inventory               fasting, p. 1322, fed, p. 5264 

BIO Batch Size               p. 113 

Assay of Active Content 
Drug 

              p.114 

Content Uniformity               p.113 

Date of Manufacture               p.113 

Exp. Date of RLD               p.117 

BioStudy Lot Numbers               fasting, p.1003; fed, p.4296 



BIO_1G_CHKLST.dot  v.4/4/2003 
 

Statistics               fasting, p. 1177; fed, p. 4524, 4528 

Summary results provided 
by the firm indicate studies 
pass BE criteria  

              fasting and fed, p.245; fasting, 
p.1006; fed, p. 4298 

Waiver requests for other 
strengths / supporting data 

              Not applicable (p. 104) 

 
 
Additional Comments regarding the ANDA:  
      
1.  The reference listed drug (RLD) for this drug product is Astra Zeneca's Omeprazole 
Magnesium DR TABLET  eq 20 mg base.  
2. The RLD is an OTC product.  
3. This ANDA is for DR CAPSULE and not for a DR TABLET.  
4. The firm has not mentioned that its ANDA is for an OTC product. As per 
communication with Marty Shimer, the firm cannot market this product as a Rx 
product. The Labeling Division shall tell the firm that it can market this product only as 
an OTC product and not as a Rx product. 
5. The change in dosage form (DR TABLET to DR CAPSULE) is authorized  by the 
approval of  Citizen Petititon 2004P-0373/CP1. 
 
 
 
 
 
 
 
 
 
 
 
 

 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Shriniwas G. Nerurkar
5/15/2007 09:46:13 AM







 
1 

ANDA CHECKLIST 
FOR COMPLETENESS and ACCEPTABILITY of an APPLICATION 

 
 
ANDA Nbr:  78-878      FIRM NAME:  DR REDDY'S LABORATORIES, INC. 
 
 RELATED APPLICATION(S):  SEE 78-693 FOR 
OMEPRAZOLE DELAYED RELEASE CAPSULES USP, 10 MG 
AND 20 MG FROM DR REDDY'S LABORATORIES, INC. PN 
12/21/06  (RLD PRILOSEC). SEE 78-490 FOR OMEPRAZOLE 
DELAYED RELEASE CAPSULES USP, 40 MG FROM DR 
REDDY'S LABORATORIES, INC. PN 2/28/07 (RLD PRILOSEC). 

First Generic Product Received?  YES 
 
DRUG NAME:   OMEPRAZOLE MAGNESIUM DELAYED RELEASE    
DOSAGE FORM:  CAPSULES, 20 MG 
 
Random Queue:  7   
Chem Team Leader:  M. Scott Furness   PM:  Theresa Liu   Labeling Reviewer:  Koung Lee     
 

           Letter Date:  MARCH 16, 2007  Received Date:  MARCH 19, 2007 
 
   Comments:  EC - 1  YES                On Cards:  YES     
     Therapeutic Code:  8030700  ANTI-ULCER  

Archival  Format:    PAPER        Sections  I  (356H Sections per EDR Email) 

Review copy:  YES        E-Media Disposition:  YES SENT TO EDR 
Not applicable to electronic sections                     
Field Copy Certification (Original Signature)  YES    
Methods Validation Package (3 copies PAPER archive)   YES 
(Required for Non-USP drugs)                    

Cover Letter   YES Table of Contents   YES 

PART 3 Combination Product Category      N Not a Part3 Combo Product 
(Must be completed for ALL Original Applications)           Refer to the Part 3 Combination Algorithm 

 
Reviewing 
CSO/CST      Peter Chen 
 
        Date    6/4/2007   

 
Recommendation:      
 
    FILE          REFUSE to RECEIVE 

Supervisory Concurrence/Date:                 Date:        

Bio Assignments: 
 

 BPH            BCE 

 BST            BDI 

 
 Micro Review 

      (No) 
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                   ACCEPTABLE 
 

Sec.    I 
 
Signed and Completed Application Form (356h)    YES 
 (Statement regarding Rx/OTC Status)        OTC YES 
      

 

 
Sec.  II 

 
Basis for Submission  NDA# :  21-229            
 Ref Listed Drug:    PRILOSEC OTC Firm:  ASTRAZENECA 
ANDA suitability petition required?  DOCKET NO. 2004P-0373/CP1 DATED 7/5/05    

If Yes, then is change subject to PREA (change in dosage form, route, active ingredient)         
For products subject to PREA a wavier request must be granted prior to approval of ANDA. 

Wavier Granted:         
 
Sec. III 
  

 
Patent Certification      
1. Paragraph:    III and IV    
4786505*PED   OCT 20,2007   P3 
4853230*PED   OCT 20,2007   P3 
5690960            NOV 25,2014   P4 
5753265            JUN 07,2015   P4 
5817338            OCT 06,2015   P4 
5900424            MAY 04,2016   P4 
6403616            NOV 15,2019   P4 
6428810            NOV 03,2019   P4 
2. Expiration of Patent:   
Pending consult from general counsel regarding ped extension for the 6 patents.   
A.  Pediatric Exclusivity Submitted?        
B.  Pediatric Exclusivity Tracking System checked?      
 Exclusivity Statement:     YES    

 

 
Sec. IV 

 
Comparison between Generic Drug and RLD-505(j)(2)(A) 
1. Conditions of use    Same as RLD 

2. Active ingredients  Same as RLD 
3. Route of administration Same as RLD 
 4. Dosage Form  Capsule; DOCKET NO. 2004P-0373/CP1 
5. Strength   Same as RLD 

 

 
Sec.  V 

 
Labeling  (Mult Copies N/A for E-Submissions) 
1. 4 copies of draft (each strength and container) or 12 copies of FPL  submitted 

2. 1 RLD label and 1 RLD container label  submitted 
3. 1 side by side labeling comparison with all differences annotated and explained  submitted 
4. Was a proprietary name request submitted?  no    (If yes, send email to Labeling Rvwr indicating such.) 
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Active Ingredient Search Results from "OB_OTC" table for query on "omepraz."  
 

Appl 
No  

RLD   Active 
Ingredient    Dosage Form; 

Route  
Strength  Proprietary 

Name  
Applicant  

021229 Yes   OMEPRAZOLE 
MAGNESIUM    TABLET, DELAYED 

RELEASE; ORAL  
EQ 20MG 
BASE  

PRILOSEC 
OTC  

ASTRAZENEC
A  

Return to Electronic Orange Book Home Page  

 
FDA/Center for Drug Evaluation and Research  
Office of Generic Drugs  
Division of Labeling and Program Support  
Update Frequency: 
    Orange Book Data - Monthly  
    Generic Drug Product Information & Patent Information - Daily  
    Orange Book Data Updated Through April, 2007  
    Patent and Generic Drug Product Data Last Updated: May 24, 2007 
 

Search results from the "OB_OTC" table for query on "021229."  

 
 
Active Ingredient:  OMEPRAZOLE MAGNESIUM  
Dosage Form;Route:  TABLET, DELAYED RELEASE; ORAL 
Proprietary Name:  PRILOSEC OTC  
Applicant:  ASTRAZENECA  
Strength:  EQ 20MG BASE  
Application Number:  021229  
Product Number:  001  
Approval Date:  Jun 20, 2003  
Reference Listed Drug  Yes  
RX/OTC/DISCN:  OTC  
Patent and Exclusivity Info for this product: View  

Return to Electronic Orange Book Home Page  

 
FDA/Center for Drug Evaluation and Research  
Office of Generic Drugs  
Division of Labeling and Program Support  
Update Frequency: 
    Orange Book Data - Monthly  
    Generic Drug Product Information & Patent Information - Daily  
    Orange Book Data Updated Through April, 2007  
    Patent and Generic Drug Product Data Last Updated: May 24, 2007 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 
 
 
 

 
 

 
               

             Food and Drug Administration 
             Rockville, MD  20857 

 

ANDA 78-878 
 
 
 
 
 
Dr. Reddy’s Laboratories, Inc. 
U.S. Agent for Dr. Reddy’s Laboratories Limited 
Attention: Kumara Sekar, Ph.D. 
200 Somerset Corporate Blvd, 7th Floor 
Bridgewater, NJ 08807 
 
Dear Sir: 
 
We acknowledge the receipt of your abbreviated new drug application 
submitted pursuant to Section 505(j) of the  
Federal Food, Drug and Cosmetic Act.   
 
Reference is made to the telephone conversation dated  
May 30, 2007 and your correspondence dated June 1, 2007. 
 
NAME OF DRUG: Omeprazole Magnesium Delayed-release Capsules, 20 mg 
 
DATE OF APPLICATION: March 16, 2007 
 
DATE (RECEIVED) ACCEPTABLE FOR FILING: March 19, 2007 
 
You have filed a Paragraph IV patent certification, in accordance with 
21 CFR 314.94(a)(12)(i)(A)(4) and Section 505(j)(2)(A)(vii)(IV) of the 
Act.  Please be aware that you need to comply with the notice 
requirements, as outlined below.  In order to facilitate review of 
this application, we suggest that you follow the outlined procedures 
below:   
 
CONTENTS OF THE NOTICE 
 
You must cite section 505(j)(2)(B)(ii) of the Act in the notice and 
should include, but not be limited to, the information as described in 
21 CFR 314.95(c). 
 
SENDING THE NOTICE 
 
In accordance with 21 CFR 314.95(a): 
 

• Send notice by U.S. registered or certified mail with 
return receipt requested to each of the following: 

 
1) Each owner of the patent or the representative 

designated by the owner to receive the notice; 
 
 



2) The holder of the approved application under section 
505(b) of the Act for the listed drug claimed by the 
patent and for which the applicant is seeking 
approval. 

           
3)   An applicant may rely on another form of    

   documentation only if FDA has agreed to such   
   documentation in advance. 
 
DOCUMENTATION OF NOTIFICATION/RECEIPT OF NOTICE 
 
You must submit an amendment to this application with the following: 
 

• In accordance with 21 CFR 314.95(b), provide a statement 
certifying that the notice has been provided to each person 
identified under 314.95(a) and that notice met the content 
requirements under 314.95(c). 

   
• In accordance with 21 CFR 314.95(e), provide documentation 

of receipt of notice by providing a copy of the return 
receipt or a letter acknowledging receipt by each person 
provided the notice.  

 
• A designation on the exterior of the envelope and above the 

body of the cover letter should clearly state "PATENT 
AMENDMENT".  This amendment should be submitted to your 
application as soon as documentation of receipt by the 
patent owner and patent holder is received. 

 
DOCUMENTATION OF LITIGATION/SETTLEMENT OUTCOME 
 
You are requested to submit an amendment to this application that is 
plainly marked on the cover sheet “PATENT AMENDMENT” with the 
following: 
  

• If litigation occurs within the 45-day period as provided 
for in section 505(j)(4)(B)(iii) of the Act, we ask that 
you provide a copy of the pertinent notification. 

 
• Although 21 CFR 314.95(f) states that the FDA will presume 

the notice to be complete and sufficient, we ask that if 
you are not sued within the 45-day period, that you provide 
a letter immediately after the 45 day period elapses, 
stating that no legal action was taken by each person 
provided notice.   

 
• You must submit a copy of a copy of a court order or 

judgment or a settlement agreement between the parties, 
whichever is applicable, or a licensing agreement between 
you and the patent holder, or any other relevant 
information.  We ask that this information be submitted 
promptly to the application. 



 
If you have further questions you may contact Martin Shimer, Chief, 
Regulatory Support Branch, at (301)827-0503. 
 
We will correspond with you further after we have had the opportunity 
to review the application. 
 
Please identify any communications concerning this application with 
the ANDA number shown above. 
 
Should you have questions concerning this application, contact: 
 
 

Theresa Liu              
Project Manager 
301-827-5791 
 
 
Sincerely yours, 
 
{See appended electronic signature page} 
 
Wm Peter Rickman 
Director 
Division of Labeling and Program Support 
Office of Generic Drugs 
Center for Drug Evaluation and Research 
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MINOR AMENDMENT 
 
ANDA  78-878 
 
OFFICE OF GENERIC DRUGS, CDER, FDA 
Document Control Room, Metro Park North II 
7500 Standish Place, Room 150 
Rockville, MD  20855-2773  (301-594-0320) 
 

  
APPLICANT:  Dr. Reddy's Laboratories, Inc. 
 
ATTN:  Kumara Sekar 
 
FROM:  Theresa Liu 

TEL: 908-203-4937 
 
FAX: 908-203-4980 
 
PROJECT MANAGER: (301) 827-5791 

 
Dear Sir: 
 
This facsimile is in reference to your abbreviated new drug application dated March 16, 2007, submitted pursuant to 
Section 505(j) of the Federal Food, Drug, and Cosmetic Act for Omeprazole Magnesium Delayed-Release 
Capsules, 20 mg.  
 
The application is deficient and, therefore, Not Approvable under Section 505 of the Act for the reasons provided in 

the attachments ( 4   pages).   This facsimile is to be regarded as an official FDA communication and unless 
requested, a hard copy will not be mailed.  
 
The file on this application is now closed.  You are required to take an action described under 21 CFR 314.120 
which will either amend or withdraw the application.  Your amendment should respond to all of the deficiencies 
listed.  Facsimiles or partial replies will not be considered for review, nor will the review clock be reactivated until 
all deficiencies have been addressed.  The response to this facsimile will be considered to represent a MINOR 
AMENDMENT and will be reviewed according to current OGD policies and procedures.  The designation as a 
MINOR AMENDMENT should appear prominently in your cover letter.  You have been/will be notified in a 
separate communication from our Division of Bioequivalence of any deficiencies identified during our review of 
your bioequivalence data.  If you have substantial disagreement with our reasons for not approving this application, 
you may request an opportunity for a hearing. 
 
SPECIAL INSTRUCTIONS: 
 
See attached chemistry comments. 
 
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.   
If 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 authorized.  If you have received this document in error, please immediately 
notify us by telephone and return it to us by mail at the above address. 
 







2. Please provide updated stability data for the exhibit batch. 
 

 
        

 
Sincerely yours, 
 

     {See appended electronic signature page} 
 
       Florence S. Fang 
       Director 
       Division of Chemistry II 
       Office of Generic Drugs 
       Center for Drug Evaluation and Research 
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MINOR AMENDMENT 
 
ANDA  78-878 
 
OFFICE OF GENERIC DRUGS, CDER, FDA 
Document Control Room, Metro Park North II 
7500 Standish Place, Room 150 
Rockville, MD  20855-2773  (240-276-9327) 
 

  
APPLICANT:  Dr. Reddy's Laboratories, Inc. 
 
ATTN:  Kumara Sekar 
 
FROM:  Theresa Liu 

TEL: 908-203-4937 
 
FAX: 908-203-4980 
 
PROJECT MANAGER: (240) 276-8555 

 
Dear Sir: 
 
This facsimile is in reference to your abbreviated new drug application dated March 16, 2007, submitted pursuant to 
Section 505(j) of the Federal Food, Drug, and Cosmetic Act for Omeprazole Magnesium Delayed-Release 
Capsules, 20 mg.  
 
Reference is also made to your amendment dated December 4, 2007. 
 
 

SPECIAL INSTRUCTIONS: 
 

Please submit your response in electronic format.  
This will improve document availability to review staff. 
 
The application is deficient and, therefore, Not Approvable under Section 505 of the Act for the reasons provided in the 
attachments ( 2  pages).   This facsimile is to be regarded as an official FDA communication and unless requested, a hard 
copy will not be mailed.  
 
The file on this application is now closed.  You are required to take an action described under 21 CFR 314.120 which will 
either amend or withdraw the application.  Your amendment should respond to all of the deficiencies listed.  Facsimiles or 
partial replies will not be considered for review, nor will the review clock be reactivated until all deficiencies have been 
addressed.  The response to this facsimile will be considered to represent a MINOR AMENDMENT and will be reviewed 
according to current OGD policies and procedures.  The designation as a MINOR AMENDMENT should appear prominently 
in your cover letter.  You have been/will be notified in a separate communication from our Division of Bioequivalence of any 
deficiencies identified during our review of your bioequivalence data.  If you have substantial disagreement with our reasons 
for not approving this application, you may request an opportunity for a hearing. 
 
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.   
If 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 authorized   If you have received this document in error, please immediately notify us by telephone and return it to us by mail at the above address  
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MINOR AMENDMENT 
 
ANDA  78-878 
 
OFFICE OF GENERIC DRUGS, CDER, FDA 
Document Control Room, Metro Park North II 
7500 Standish Place, Room 150 
Rockville, MD  20855-2773  (240-276-9327) 
 

  
APPLICANT:  Dr. Reddy's Laboratories Inc. 
 
ATTN:  Kumara Sekar 
 
FROM:  Theresa Liu 

TEL: 704-496-6065 
 
FAX: 704-496-6082 
 
FDA CONTACT PHONE: (240) 276-8555 

 
Dear Sir: 
 
This facsimile is in reference to your abbreviated new drug application dated March 16, 2007, submitted pursuant to 
Section 505(j) of the Federal Food, Drug, and Cosmetic Act for Omeprazole Magnesium Delayed-Release 
Capsules, 20 mg.  
 
Reference is also made to your amendment dated April 30 and May 20, 2008. 
 
 

SPECIAL INSTRUCTIONS: 
 

Please submit your response in electronic format.  
This will improve document availability to review staff. 
 
The application is deficient and, therefore, Not Approvable under Section 505 of the Act for the reasons provided in the 
attachments ( 2  pages).   This facsimile is to be regarded as an official FDA communication and unless requested, a hard 
copy will not be mailed.  
 
The file on this application is now closed.  You are required to take an action described under 21 CFR 314.120 which will 
either amend or withdraw the application.  Your amendment should respond to all of the deficiencies listed.  Facsimiles or 
partial replies will not be considered for review, nor will the review clock be reactivated until all deficiencies have been 
addressed.  The response to this facsimile will be considered to represent a MINOR AMENDMENT and will be reviewed 
according to current OGD policies and procedures.  The designation as a MINOR AMENDMENT should appear prominently 
in your cover letter.  You have been/will be notified in a separate communication from our Division of Bioequivalence of any 
deficiencies identified during our review of your bioequivalence data.  If you have substantial disagreement with our reasons 
for not approving this application, you may request an opportunity for a hearing. 
 
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.   
If 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 authorized   If you have received this document in error, please immediately notify us by telephone and return it to us by mail at the above address  
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COMPLETE RESPONSE -- MINOR 
 
ANDA  78-878 
 
OFFICE OF GENERIC DRUGS, CDER, FDA 
Document Control Room, Metro Park North II 
7500 Standish Place, Room 150 
Rockville, MD  20855-2773  (240-276-9327) 
 
  
APPLICANT:  Dr. Reddy's Laboratories Inc. 
 
ATTN:  Kumara Sekar 
 
FROM:  Theresa Liu 

TEL: 908-203-4937 
 
FAX: 908-203-4980 
 
FDA CONTACT PHONE: (240) 276-8555 

 
Dear Sir: 
 
This facsimile is in reference to your abbreviated new drug application dated March 16, 2007, submitted pursuant to 
Section 505(j) of the Federal Food, Drug, and Cosmetic Act for Omeprazole Magnesium Delayed-Release 
Capsules, 20 mg.  
 
Reference is also made to your amendments dated July 21 and September 17, 2008. 
 
 

SPECIAL INSTRUCTIONS: 
 

Please submit your response in electronic format.  
This will improve document availability to review staff. 
 
We have completed the review of your ANDA and have determined that we cannot approve this application in its present form.  
We have described below our reasons for this action and, where possible, our recommendations to address these issues in the 
following attachments ( 2  pages).   This facsimile is to be regarded as an official FDA communication and unless 
requested, a hard copy will not be mailed.  
 
The file on this application is now closed.  You are required to take an action described under 21 CFR 314.120 which will 
either amend or withdraw the application.  Your amendment should respond to all of the deficiencies listed.  Facsimiles or 
partial replies will not be considered for review, nor will the review clock be reactivated until all deficiencies have been 
addressed.  The response to this facsimile will be considered to represent a MINOR AMENDMENT and will be reviewed 
according to current OGD policies and procedures.  The designation as a MINOR AMENDMENT should appear prominently 
in your cover letter. Upon OGD's acceptance for filing of your ANDA, it was determined that an adequate amount of 
information was submitted to allow for review of your Bioequivalence and Microbiology data.  You will be notified in a 
separate communication of any further deficiencies identified during our review of your Bioequivalence and Microbiology data  
If you have substantial disagreement with our reasons for not approving this application, you may request an opportunity for a 
hearing. 
 
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.   
If 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 authorized   If you have received this document in error, please immediately notify us by telephone and return it to us by mail at the above address  
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REVIEW OF PROFESSIONAL LABELING 
DIVISION OF LABELING AND PROGRAM SUPPORT 

LABELING REVIEW BRANCH 
____________________________________________________________________________________
____________________________________________________________________________________ 
 
ANDA Number:   78-878                
 
Date of Submission:  March 16, 2007 (Original); July 25, 2008 (Amendment); and September 18, 2008 
   (Amendment)  
 
Applicant's Name:  Dr. Reddy’s Laboratories Limited    
 
Established Name:  Omeprazole Magnesium Delayed-release Capsules, 20 mg (OTC) 
____________________________________________________________________________________
____________________________________________________________________________________ 
 
Labeling Deficiencies: 
 
1. GENERAL COMMENTS 
 

a. Please clarify which package sizes utilize child-resistant packaging.  Please comply with 
requirements of 15 U.S.C. 1473(a) and 16 CFR 1700.5.     

 
b. The image of the capsule on the principal display panels of the carton labeling state “FPO”.  

However, the drug product specifications in your application state that the capsules are “imprinted 
“OMP2O” on cap with black ink”.  Please comment. 

 
c. Please delete the image of the capsule from all labels and labeling. 
 
d. The listings of inactive ingredients on the carton labeling and container labels are inconsistent 

with the listing of inactive ingredients found in the statement of components and composition.  
Please clarify and revise. 

 
2. 
 

 

(b) (4)



3. BLISTER (blister card of 7) 
 

a. Replace the name with the established name 
“Omeprazole Magnesium Delayed-release Capsule”. 

 
b. Increase the prominence of the expression of strength, “20.6 mg”. 

 
4. CARTON (unit dose capsules of 14, 28 and 42) 
 

a. Replace the name with 
the established name “Omeprazole Magnesium Delayed-release Capsules”. 

 
b. Increase the prominence of the expression of strength, “20.6 mg”.  
 
c. Delete “New” appearing on the top left corner of the principle display panel. 

 
d. Un-italicize and un-bold “(continued)” in the title “Drug Facts (continued)”. 

 
e. “Warnings” heading – “Keep out of reach of children…” [correct spelling of “out”] 

 
5. 
 

 

 

 
6. INSERT 
 

a. Title line: Replace the name
 with the established name “Omeprazole Magnesium Delayed-release 

Capsules, 20.6 mg”. 
 

b. Replace the name throughout the insert with the established name 
“Omeprazole Magnesium Delayed-release Capsules”.   

 
 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



Please revise your labels and labeling, as instructed above, and submit final printed labeling electronically 
according to the guidance for industry titled Providing Regulatory Submissions in Electronic Format – 
ANDA.  

 
Prior to approval, it may be necessary to revise your labeling subsequent to approved changes for the 
reference listed drug. In order to keep ANDA labeling current, we suggest that you subscribe to the daily 
or weekly updates of new documents posted on the CDER web site at the following address - 
http://service.govdelivery.com/service/subscribe.html?code=USFDA 17 
 
To facilitate review of your next submission, please provide a side-by- side comparison of your proposed 
labeling with your last submission with all differences annotated and explained. 
 

 
{See appended electronic signature page} 

 
___________________________ 

 
Wm Peter Rickman 
Director 
Division of Labeling and Program Support 
Office of Generic Drugs 
Center for Drug Evaluation and Research 
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 OGD APPROVAL ROUTING SUMMARY 
 
ANDA # 78-878 ApplicantDr. Reddy's Laboratories Limited 
Drug Omeprazole Mg Delayed-release Capsules    Strength(s)20 mg OTC 
 
APPROVAL    TENTATIVE APPROVAL    SUPPLEMENTAL APPROVAL (NEW STRENGTH)    OTHER  
 
REVIEWER:       DRAFT Package  FINAL Package 
 
1.   Martin Shimer        
     Chief, Reg. Support Branch   

Contains GDEA certification:   Yes    No  Determ. of Involvement? Yes   No  
(required if sub after 6/1/92)      Pediatric Exclusivity System 
       RLD =Prilosec OTC NDA#21-229 
Patent/Exclusivity Certification: Yes    No        Date Checked  6/5/09 
If Para. IV Certification- did applicant        Nothing Submitted         
Notify patent holder/NDA holder Yes    No   Written request issued    
Was applicant sued w/in 45 days:Yes    No   Study Submitted     
Has case been settled:          Yes    No  Date settled:      
Is applicant eligible for 180 day         
Generic Drugs Exclusivity for each strength:  Yes    No  
Date of latest Labeling Review/Approval Summary       
Any filing status changes requiring addition Labeling Review  Yes    No        
Type of Letter:Full Approval.  
Comments:ANDA submitted on 3/19/2007, BOS=Approved Suitability Petition 2004P-0373 and Prilosec OTC NDA 21-229, PIII to 

'505 and '230, PIV to the '960, '265, '338, '424, '616 and '810 patents.  ANDA ack for filing with PIV on 3/19/2007(LO dated 
6/7/2007).  Letter dated 12/18/2008-request for expedited review, letter also confirms that CA 07-6790 was filed in the 
Southern Distric of New York on 7/27/2007 for infringement of the '960 and '424 patents. Also in the 12/18/2008 letter Dr. 
Reddy's reports that they moved for summary judgement on 9/11/2008.  On 3/12/2009 Dr. Reddy's produced an Order from the 
Southern D of NY 07-6790 in which Dr. Reddy's Motion for Summary Judgment was granted.  This Summary Judgment was granted on 
3/10/2009 and effectively dismissed CA 07-6790. 

Firm was not sued on the '265, '338, '616 and '810 patents.  Dr. Reddy's never submitted copies of the RRs which 
confirm delivery of notice to the appropriate parties.  However, because Dr. Reddy's was sued in the Southern D of NY it is 
obvious that notice was served to the correct parties.  Furthermore, Dr. Reddy's admitted in their 12/18/2008 that a 30 month 
stay was triggered by the lawsuit.  Since Dr. Reddy's freely admits that a 30 month stay was in place it is safe to assume 
that CA 07-6790 was filed within 45 days of the parties receiving notice.  This is also supported by the timing of events: 
Dr. Reddy's could not have provided notice before 6/7/2007(date on which the FDA PIV filing letter was issued) and we know 
that CA 07-6790 was filed on 7/27/2007.  The difference between 6/7/2007 and 7/27/2007 being approximately 50 days. The award 
of Summary Judgment in favor of Dr. Reddy's effectively removes any remaining patent or legal barriers to the approval of 
this ANDA. 

On 4/9/2009, Proctor and Gamble submitted CP 2009-P-0183 requesting that the Agency impose certain labeling 
requirements on pending and future ANDAs and NDAs for any OTC PPI product.  Even though AstraZeneca is the NDA holder of 
record for NDA 21-229, the product is actually marketed by Proctor and Gamble.  This was confirmed on 5/5/2009 when I looked 
at the most recent annual report submission for NDA 21-229 which was submitted on 8/8/2008.  This annual reports shows that P 
& G distributed of Prilosec OTC between 6/20/2007 and 6/19/2008.  Obviously P & G has an 
interest in delaying generic market entry.  

Dr. Reddy's is eligible for 180 day exclusivity for this drug product.  From a patent/legal perspective there are no 
remaining barriers to the Full Approval of this ANDA.  The impact of the petition will be discussed in a meeting later today. 

Update 5/6/2009-T-con held on 5/5/09 to discuss impact of petition on pending NDAs and ANDAs.  The outcome of the 
discussion was the petition will not block the approval of this ANDA.  OGD is free to approve once all review disciplines are 

Date5 May 2009   Date 6/5/09 

InitialsMHS Initials rlw 

(b) (4)



acceptable.              
 
 
2.  Project Manager, Theresa Liu Team 7     Review Support Branch    
        

Original Rec′d date3/16/07 EER Status   Pending   Acceptable  OAI  
Date Acceptable for Filing3/19/07 Date of EER Status 9/29/08 
Patent Certification (type)pIV Date of Office Bio Review 8/19/08 
Date Patent/Exclus.expires11/15/2019 Date of Labeling Approv. Sum 5/20/09 
Citizens' Petition/Legal Case Yes  No    
(If YES, attach email from PM to CP coord) 

Labeling Acceptable Email Rec'd Yes  No  
Labeling Acceptable Email filed Yes  No  

First Generic                 Yes  No   Date of Sterility Assur. App. NA   
Priority Approval   Yes  No  
(If yes, prepare Draft Press Release, Email 
it to Cecelia Parise) 

Methods Val. Samples Pending  Yes  No   
MV Commitment Rcd. from Firm  Yes  No  

Acceptable Bio reviews tabbed Yes  No   Modified-release dosage form: Yes   No  
Bio Review Filed in DFS:    Yes  No  Interim Dissol. Specs in AP Ltr:  Yes  
Suitability Petition/Pediatric Waiver Yes   
Pediatric Waiver Request Accepted   Rejected  Pending  
Previously reviewed and tentatively approved            Date       
Previously reviewed and CGMP def. /NA Minor issued        Date        

    Comments:           
 
 
3. Labeling Endorsement  
 Reviewer:           Labeling Team Leader: 
 
  

 Comments: 
 Final-printed labeling (FPL) found acceptable for approval 5/20/09. 
 
 
4. David Read (PP IVs Only) Pre-MMA  Language included    Date 14May09 
 OGD Regulatory Counsel,   Post-MMA Language Included    InitialsDTR 

Comments:Changes to AP ltr saved to V drive. 
 
 
5. Div. Dir./Deputy Dir.               
    Chemistry Div. II  
      

Comments:CMC OK. See attached spredsheet. 
 
 
 
6.  Frank Holcombe  First Generics Only    Date6/3/09 
    Assoc. Dir. For Chemistry       InitialsRMP    Comments: (First generic drug 
review) 
 Audited as requested by Robert. CMC is satisfactory as amended on 6/2/09. 

Date4/29/09   Date      

Initialstcl Initials      

Date        Date 6/5/09 
Name/Initials      Name/Initials rlw/for 

Date5/27/09  
InitialsRCA 



 
        
7.   Vacant          Date       Deputy Dir., DLPS   
      Initials      
 RLD = Prilosec OTC Delayed-release Tablets  20 mg (base) 
            AstraZeneca LP   NDA 21-229 
 
 
8.   Peter Rickman         Date 6/5/09 
     Director, DLPS         Initials rlw/for 

Para.IV Patent Cert: Yes   No ;Pending Legal Action: Yes  No ; Petition: Yes  No       Comments:Bioequivalence 
studies (fasting and non-fasting) found acceptable. 

In-vitro dissolution testing also found acceptable.  DSI inspection conducted of 
clinical bio site - Wellquest Clinical Research.  Inspection of Wellquest conducted 
under Dr. Reddy's ANDA   Inspection was acceptable 
- copy of review of inspection filed in DFS.  Office-level bio endorsed 1/24/08 and 
8/19/08. 
 
Final-printed labeling (FPL) found acceptable dor approval 5/20/09. 
 
CMC found acceptable for approval (Chemistry Review #5). 

 
OR 
 
 
8. Robert L. West         Date  6/5/09 
      Deputy Director, OGD        Initials RLWest 
      Para.IV Patent Cert: Yes  No ; Pending Legal Action: Yes  No ; Petition: Yes  No  
      Press Release Acceptable  
 Comments: Acceptable EES dated 9/29/08 (Verified 6/5/09).  No "OAI" Alerts noted. 
 
      This ANDA is based upon approved ANDA Sutiability Petition 2004P-0373/CP1.  This 
      petition was approved on July 5, 2005, and provided for a change in dosage form  
      from that if the reference listed drug )i.e., from delayed-relase tablets to  
      delayed-release capsules. 
 
      Dr. Reddy submitted paragraph IV certifications to each of the patents listed in 
      the "Orange Book" for AstraZeneca's Prilosec OTC Delayed-release Tablets ('960, 
      '265, '338, '424, '616 and '810).  Dr. Reddy's was sued only on the '960 and 
      '424 patents, but the litigation was subsequently dismissed via summary judgement. 
      There are additional patents or exclusivity currently listed in the "Orange Book" 
      for this drug product. 
 
      Dr. Reddy is eligible for 180-day generic drug exclusivity for this drug product. 
 
      This ANDA is recommended for approval. 
 
 
 
9.   Gary Buehler         Date  6/5/09 

(b) (4)







Update Frequency: 
    Orange Book Data - Monthly  
    Generic Drug Product Information & Patent Information - Daily  
    Orange Book Data Updated Through April, 2009  
    Patent and Generic Drug Product Data Last Updated: June 04, 2009 
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