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DEPARTMENT OF HEALTH & HUMAN SERVICES 
 
 
 

 
 

 
                             

             Food and Drug Administration 
             Rockville, MD  20857 

 

ANDA 202727 
 
 
 
 
 
 
Wockhardt USA LLC. 
U.S. Agent for: Wockhardt Limited 
Attention: Ms. Leanne Usa 
20 Waterview Blvd. 
Parsippany, NJ 07054 
 
 
Dear Madam: 
 
This is in reference to your abbreviated new drug application 
(ANDA) dated January 24, 2011, submitted pursuant to section 
505(j) of the Federal Food, Drug, and Cosmetic Act (the Act), 
for Lansoprazole Delayed-Release Capsules USP, 15 mg (OTC).  
 
Reference is also made to your amendments dated April 14, April 
28, September 21, December 30, 2011; and January 5, February 21, 
April 16, April 20, April 27, and May 8, 2012. 
 
We have completed the review of this ANDA and have concluded 
that adequate information has been presented to demonstrate that 
the drug is safe and effective for over-the-counter (OTC) use as 
recommended in the submitted labeling.  Accordingly the ANDA is 
approved, effective on the date of this letter. The Division of 
Bioequivalence has determined your Lansoprazole Delayed-Release 
Capsules USP, 15 mg (OTC) to be bioequivalent to the reference 
listed drug product (RLD), Prevacid® 24 HR Delayed-release 
Capsules, 15 mg, of Novartis Consumer Health, Inc. 
 
Your dissolution testing should be incorporated into the 
stability and quality control program using the same USP method 
proposed in your application. The “interim” dissolution 
specifications are as follows: 
 
 Apparatus:  USP Apparatus II (paddle) 
 Speed:   75 rpm 
 Medium:    Acid Stage: 0.1 N HCl for one hour, followed 
    by 
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        Buffer Stage: Phosphate Buffer, pH 6.8 
 Volume:   Acid Stage: 500 mL 
    Buffer Stage: 900 mL 
 Temperature:  37ºC ± 0.5ºC 
 
The product should meet the following “interim” specifications: 
 
 Acid stage:  Not more than 10% of the labeled amount of  
      lansoprazole is dissolved in 60 minutes. 
 
 Buffer stage:  Not less than 80% (Q) of the labeled amount  
         of lansoprazole is dissolved in 60 minutes. 
 
 
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 the “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.   
 
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. 
     
As soon as possible, but no later than 14 days from the date of 
this letter, submit, using the FDA automated drug registration 
and listing system (eLIST), the content of labeling [21 CFR 
314.50(l)] in structured product labeling (SPL) format, as 
described at 
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLab
eling/default.htm, that is identical in content to the approved 
labeling (including the package insert, and any patient package 
insert and/or Medication Guide that may be required). Information 
on submitting SPL files using eLIST may be found in the guidance 
for industry titled “SPL Standard for Content of Labeling 
Technical Qs and As” at 
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http://www.fda.gov/downloads/DrugsGuidanceComplianceRegulatoryInf
ormation/Guidances/U CM072392.pdf. The SPL will be accessible via 
publicly available labeling repositories. 
        
 

Sincerely yours, 
 
{See appended electronic signature page} 
 
Keith Webber, Ph.D. 
Deputy Director 
Office of Pharmaceutical Science 
Center for Drug Evaluation and Research 
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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
05/18/2012
Deputy Director, Office of Generic Drugs
for Keith Webber, Ph.D.
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How Lansoprazole Delayed-Release 
Capsules Treats Your Frequent Heartburn 
Lansoprazole delayed-release capsules stops 
acid production at the source – the pumps that 
release acid into the stomach. Lansoprazole 
delayed-release capsule is taken once a day 
(every 24 hours), every day for 14 days. 
 
What You Can Expect When Taking 
Lansoprazole Delayed-Release Capsules 
Frequent heartburn can occur anytime during the 
24-hour period (day or night). Take lansoprazole 
delayed-release capsules in the morning before 
eating. Lansoprazole delayed-release capsule is 
clinically proven to treat frequent heartburn. 
Although some people get complete relief of 
symptoms within 24 hours, it may take 1 to 4 
days for full effect. Make sure you take 
lansoprazole delayed-release capsule every day 
for 14 days to treat your frequent heartburn. 
 
Who Should Take Lansoprazole Delayed-
Release Capsules  
Adults (18 years and older) with frequent 
heartburn – when you have heartburn 2 or more 
days a week. 
 
Who Should NOT Take Lansoprazole 
Delayed-Release Capsules  
People who have one episode of heartburn a 
week or less, or who want immediate relief of 
heartburn. 
 
How to Take Lansoprazole Delayed-
Release Capsules 14-DAY Course of 
Treatment 
• Swallow 1 capsule with a glass of water 
 before eating in the morning. 
• Take every day for 14 days. 
• Do not take more than 1 capsule a day. 

        
  
 
 
 
 
 
 
• Do not use for more than 14 days unless 
 directed by your doctor. 
 
When to Take Lansoprazole Delayed-Release 
Capsules Again 
You may repeat a 14-day course of therapy 
every 4 months. 
 
When to Talk to Your Doctor 
Do not take for more than 14 days or more often 
than every 4 months unless directed by a doctor. 
 
Warnings and When to Ask Your Doctor  
Allergy alert: Do not use if you are allergic to 
lansoprazole 
 
Do not use 
• If you have trouble or pain swallowing food, 
 vomiting with blood, or bloody or black stools. 
 These may be signs of a serious condition. 
 See your doctor. 
 
Ask a doctor before use if you have 
• liver disease 
• had heartburn over 3 months. This may be a 
 sign of a more serious condition. 
• heartburn with lightheadedness, sweating 
 or dizziness 
• chest pain or shoulder pain with shortness of 
 breath; sweating; pain spreading to arms, 
 neck or shoulders; or lightheadedness 
• frequent chest pain 
• frequent wheezing, particularly with heartburn 
• unexplained weight loss 
• nausea or vomiting 
• stomach pain 
 
Ask a doctor or pharmacist before use if you 
are taking 
• warfarin (blood-thinning medicine) 
• prescription antifungal or anti-yeast medicines 
• digoxin (heart medicine) 

Lansoprazole Delayed-Release Capsules USP, 15 mg 
 

• May take 1 to 4 days for full effect, although some people get complete relief of symptoms 
within 24 hours 

 
Please read the entire package insert before taking lansoprazole delayed-release capsules, Save for 

future reference. 
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• theophylline (asthma medicine) 
• tacrolimus (immune system medicine) 
• atazanavir (medicine for HIV infection) 
 
Stop use and ask a doctor if  
• your heartburn continues or worsens 
• you need to take this product for more than 14 
 days 
• you need to take more than 1 course of 
 treatment every 4 months 
 
If pregnant or breast-feeding, ask a health 
professional before use. 
 
Keep out of reach children. In case of 
overdose, get medical help or contact a Poison 
Control Center right away. 
 
Tips for Managing Heartburn 
• Avoid foods or drinks that are more likely to 
 cause heartburn, such as rich, spicy, fatty and 
 fried foods, chocolate, caffeine, alcohol and 
 even some acidic fruits and vegetables. 
• Eat slowly and do not eat big meals. 
• Do not eat late at night or just before bedtime. 
• Do not lie flat or bend over soon after eating. 
• Raise the head of your bed. 
• Wear loose-fitting clothing around your 
 stomach. 
• If you are overweight, lose weight. 
• If you smoke, quit smoking. 
 
Clinical studies prove Lansoprazole 
Delayed-Release Capsule effectively 
treats frequent heartburn 
In three clinical studies, lansoprazole delayed-
release capsule was shown to be significantly 
better than placebo in treating frequent 
heartburn.  
 
How Lansoprazole Delayed-Release 
Capsule is Sold 
Lansoprazole delayed-release capsule is 
available in 14 (1 x 14) capsules, 28 (2 x 14) 
capsule, (3 x 14) 42 capsule sizes and 14 
capsules, 28 capsule, 42 capsule unit dose 
blisters. These sizes contain one, two and three 
14-day courses of treatment, respectively. Do not 
use for more than 14 days in a row unless 
directed by your doctor. For the 28 count (two 14-

day courses) and the 42 count (three 14-day 
courses), you may repeat a 14-day course every 
4 months. 
 
For Questions or Comments About 
Lansoprazole Delayed-Release Capsules  
Call 1-800-346-6854 
 
Poison Control Center: Call 1-800-222-1222 
 
Manufactured by: 
Wockhardt Limited 
Mumbai, India. 
 
Distributed by: 
Wockhardt USA LLC. 
20 Waterview Blvd. 
Parsippany, NJ 07054 
USA. 
 
Iss.130212 
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        (APPROVAL SUMMARY)        
  REVIEW OF PROFESSIONAL LABELING 

DIVISION OF LABELING AND PROGRAM SUPPORT 
LABELING REVIEW BRANCH 

____________________________________________________________________________________ 
____________________________________________________________________________________ 
 
ANDA Number:  202727     Date of Submission:  April 20, 2012 
 
Applicant's Name: Wockhardt Limited 
 
Established Name: Lansoprazole Delayed-Release Capsules USP, 15 mg (OTC) 
 
APPROVAL SUMMARY (List the package size, strength(s), and date of submission for approval): 
 
 

REMS Check Boxes 
RISK EVALUATION AND MITIGATIONSTRATEGY 

 
REMS required? No 

 
MedGuides and/or PPIs (505-1(e))    Yes   No 
 
Communication plan (505-1(e))      Yes   No 
 
Elements to assure safe use (ETASU) (505-1(f)(3))   Yes   No 
 
Implementation system if certain ETASU (505-1(f)(4))       Yes   No 
 
Timetable for assessment (505-1(d))      Yes  No 

 
ANDA REMS acceptable? 

 Yes   No   n/a 
 
 FPL DATE SUBMITTED RECOOMENDATION 
CONTAINER – 14s yes 4/20/2012 AC FOR AP 
CARTON – 1 x 14 yes 4/20/2012  
CARTON –2 x 14, & 3 x 14 yes 4/20/2012 AC FOR AP 
BLISTER – 14s yes 4/20/2012 AC FOR AP 
BLISTER CARTON – 1 x14, 
2 x 14, & 3 x 14 

yes 4/20/2012 AC FOR AP 

INSERT yes 4/20/2012 AC FOR AP 
SPL  4/20/2012 AC FOR AP 
 
 
NOTE/QUESTION TO CHEMIST: 
 
______________________________________________  
From:  Park, Chan H   
Sent: Friday, April 13, 2012 3:27 PM 
To: Maldonado, Damaris 
Cc: Park, Chan H 
Subject: ANDA 202727 (Lansoprazole D-R Capsules, 15 mg (OTC) 
Importance: High 
 
Hi Damaris, 
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This is FYI.  I am forwarding the following comments to the sponsor in response to their labeling amendment of 
2/21/2012. Thanks, 
 
Chan 
 
1. We acknowledge that you are withdrawing the packaging of  

, and instead you are proposing packaging for the 14 days, 28 days and 42 days 
regimen in both bottle and blister packaging. 
 

2. We acknowledge that your blister packaging is not child-resistant.  Please be advised that OTC 
drug products that used to be available by prescription only must all have child-resistant closure 
per 16 CFR 1700.14(a)(30).  We ask you that you revise your blister packaging accordingly and 
submit all related CMC information as an amendment or you withdraw your proposal for the 
blister packaging.  Please respond. 

 
______________________________________________  
From:  Park, Chan H   
Sent: Tuesday, May 01, 2012 2:00 PM 
To: Maldonado, Damaris 
Cc: Park, Chan H 
Subject: ANDA 202727 (Lansoprazole Capsules, OTC) 
Importance: High 
 
Hi Damaris, 
 
This is to inform you that the sponsor submitted CMC information regarding child-resistant blister 
packaging in the amendment of 4/20/2012.  The submission was made in response to the labeling deficiency in 
which we asked the sponsor to employ the CRC for blister packaging as required by the regulation.  I would 
appreciate your attention to this matter.  Thanks, 
 
Chan 
___________________________________________________________________________________________
_____________________________________________________________________________ 
 
FOR THE RECORD: 
 
1.         MODEL LABELING – Prevacid® 24 hours Capsules (NDA 022327/S-017), approved 10/31/2011. The 

approval letter, not the labeling, was posted for the S-019 (approved 4/23/2012) at the FDA website.  The 
approval was for the addition of an instant redeemable coupon (IRC). 
As for the PI, the Prevacid® 24 Hours, which was last approved on 4/19/2011 (NDA 22327/S-013), was 
used for review. 

 
2.         Prevacid® 24 Hours Capsules is available for both Rx (NDA 020406) and OTC (NDA 022327). 

However, these two drug products have different indications. 
 
3.         This drug product is the subject of a USP monograph.  There is no new information posted in the    
    PF as of the 4/13/2012. 

 
4.       The listing of inactive ingredients in the DESCRIPTION section of the carton appears to be    

consistent with the listing of inactive ingredients found in the statement of composition in the                   
CMC section. 

 
LANSOPRAZOLE DELAYED RELEASE CAPSULES, USP 15mg (OTC) 

S.No. Ingredients Reference Function 
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8.         The description of the capsules from the CMC information: 
 

Opaque dark pink cap and opaque dark green body, size ‘3’ empty hard gelatin capsules imprinted with W 
on cap with 140 black ink and containing dark blue to black gelatin band 
around the centre of capsule. The capsules are filled with white to off white pellets 
 
***The sponsor submitted revised CMC information on 12/30/2011 reflecting the inclusion of dark blue to 
black band around the center of the capsules . 
 

***This drug product meets the requirement for the tamper-evident band for the hard gelatin 
 capsules per 21 CFR 211.132. 
 
 *** The pictorial of the capsule on the container and carton reflects the actual description of the  finished 
 drug product. 
 
 

9.         CONTAINER/CLOSURE 
 
 

S.NO. PACKAGING COMPONENTS MANUFACTURER/SUPPLIER 

14's  Count  Bottle  Pack 

 
Unit dose Blister  Pack  - 

 
10.      Manufacturer 

 
Wockhardt Limited 
L1, M.I.D.C. Area, Jalgaon Road Chikalthana, Aurangabad Maharashtra - 431 210  
INDIA. 

 
11.       Font size of the Container, Carton and PI for OTC: 

Reference ID: 3125609

(b) (4)

(b) (4)



21 CFR 201.66 states as follows: The term 

“Drug Facts” – 8 pts. 
Questions and Comments with a phone Number – 6 pts 
Text – 6 pts 
Bullet Point Statement – 5 pts. 

 
ANDA – The sponsor’s proposed font size meets the requirements of 21 CFR 201.66. 

 
Labeling Format Information: 
Fonts: Helvetica, Helvetica Narrow, bold, bold oblique 
Drug Facts:                       10 pt Leading:                        6.5 pt 
Headings:                             8 pt Solid Circle Bullets:        6 pt 
Subheader:                           6 pt Barline:                            1 pt 
Body Text:                           6 pt Hairline:                        0.5 pt 
Drug Facts (continued):     10 pt  

 
12. The font size of the final printed INSERT is 10 pts. 

 
13. MedWatch – checked 5/2/2012: 

 
 Current Safety Information 

 FDA Drug Safety Communication: Clostridum difficile - associated diarrhea can be associated with 
stomach acid drugs known as proton pump inhibitors (PPIs)1  
2/8/2012  

 FDA Drug Safety Podcast for Healthcare Professionals: Clostridium difficile-associated diarrhea can be 
associated with stomach acid drugs known as proton pump inhibitors (PPIs)2  
2/8/2012  

__________________________________________________________________________ 
___________________ 
_______________ 
Date of Review: 5/2/2012                                                Date of Submission: 4/20/2012 

 
Primary Reviewer: Chan Park                                                     

Team Leader: Koung Lee                                                             

_____________________________________________________________________________ 
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KOUNG U LEE
05/08/2012
For Wm. Peter Rickman
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 REVIEW OF PROFESSIONAL LABELING 

DIVISION OF LABELING AND PROGRAM SUPPORT 
LABELING REVIEW BRANCH 

_______________________________________________________________________ 
____________________________________________________________________________________ 
 
ANDA Number: 202727     Date of Submission:  February 21, 2012 
 
Applicant's Name: Wockhardt Limited 
 
Established Name: Lansoprazole Delayed-Release Capsules USP, 15 mg 
 
Labeling Deficiencies:  
 

1. GENERAL COMMENT 
 
  We acknowledge that you are withdrawing the packaging of  

, and instead you are proposing packaging for the 14days, 28 days 
and 42 days regimen in both bottle and blister packaging. 

 
2. CONTAINER – 14s 

 
  Satisfactory in FPL as of the 2/21/2012 submission 

 
3. CARTON – 1 x 14s, 2 x 14s, and 3 x 14s  ,  

 
  We note that you included the following  statement on the carton for the 2 bottles  
  and 3 bottles.  Please delete this and/or comment. 
 

 
4. BLISTER CARD –  and 14s 
 

  a. If space permits, we recommend that you include the test “Made in India”. 
 
  b. We acknowledge that your blister packaging is not child-resistant.  Please be 

advised that OTC products that used to be available by prescription only must all 
have child-resistant closure per 16 CFR 1700.14(a)(30).  We ask you that you 
revise your blister packaging accordingly and submit all related CMC information 
as an amendment or you withdraw your proposal for the blister packaging.  
Please respond. 

 
 5. BLISTER CARTON – 14 (1 x 14), 28 (2 x 14), and 42 (3 x 14) Unit-dose Capsules 

  
 a. Delete the statement 

  
 
 b. See comment 4(b) above. 
 
6. INSERT – How Lansoprazole Delayed-Release Capsules is Sold: 

 
See comment 4(b) above. 
 

Revise the labeling as described above and submit final printed labeling electronically.  Please provide 
the labeling in the Structured Product Labeling (SPL) as well as pdf. format.  

 
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 - 

Reference ID: 3116704

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



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 labeling submission with all differences annotated and explained. 
 
If you have any questions, please call Chan Park at 240-276-8951 or send e-mail to 
chan.park@fda.hhs.gov 
 

 
      {See appended electronic signature page} 
 
 

 ___________________________ 
 

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

 
NOTE/QUESTION TO CHEMIST: 
 
______________________________________________  
From:  Park, Chan H   
Sent: Friday, April 13, 2012 3:27 PM 
To: Maldonado, Damaris 
Cc: Park, Chan H 
Subject: ANDA 202727 (Lansoprazole D-R Capsules, 15 mg (OTC) 
Importance: High 
 
Hi Damaris, 
 
This is FYI.  I am forwarding the following comments to the sponsor in response to their labeling 
amendment of 2/21/2012. Thanks, 
 
Chan 
 
1. We acknowledge that you are withdrawing the packaging of  

, and instead you are proposing packaging for the 14 days, 28 days 
and 42 days regimen in both bottle and blister packaging. 

 
2. We acknowledge that your blister packaging is not child-resistant.  Please be advised 

that OTC drug products that used to be available by prescription only must all have 
child-resistant closure per 16 CFR 1700.14(a)(30).  We ask you that you revise your 
blister packaging accordingly and submit all related CMC information as an amendment 
or you withdraw your proposal for the blister packaging.  Please respond. 

____________________________________________________________________________________
____________________________________________________________________________________ 
 
FOR THE RECORD: 
 

1.         MODEL LABELING – Prevacid® 24 hours Capsules (NDA 022327/S-017), approved 10/31/2011. 
As for the PI, the Prevacid® 24 Hours, which was last approved on 4/19/2011 (NDA 22327/S-
013), was used for review. 

 
2.         Prevacid® 24 Hours Capsules is available for both Rx (NDA 020406) and OTC (NDA 022327). 

However, these two drug products have different indications. 
 
3.         This drug product is the subject of a USP monograph.  There is no new information posted in the   
     PF as of the 4/13/2012. 
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(b) (4)
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4.       The listing of inactive ingredients in the DESCRIPTION section of the carton appears to be 
    consistent with the listing of inactive ingredients found in the statement of composition in the       
       CMC section. 

 
LANSOPRAZOLE DELAYED RELEASE CAPSULES, USP 15mg (OTC) 

S.No. Ingredients Reference Function 
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(b) (4)





 
 

8.         The description of the capsules from the CMC information: 
 

Opaque dark pink cap and opaque dark green body, size ‘3’ empty hard gelatin capsules 
imprinted with W on cap with 140 black ink and containing dark blue to black gelatin band 
around the centre of capsule. The capsules are filled with white to off white pellets 
 
***The sponsor submitted revised CMC information on 12/30/2011 reflecting the inclusion of 
dark blue to black band around the center of the capsules . 
 

***This drug product meets the requirement for the tamper-evident band for the hard gelatin 
 capsules per 21 CFR 211.132. 
 
 *** The pictorial of the capsule on the container and carton reflects the actual description of the 
 finished drug product. 
 
 

9.         CONTAINER/CLOSURE 
 
 

S.NO. PACKAGING COMPONENTS MANUFACTURER/SUPPLIER 

14's  Count  Bottle  Pack 

 
Unit dose Blister  Pack  - 

 
10.      Manufacturer 

 
Wockhardt Limited 
L1, M.I.D.C. Area, Jalgaon Road Chikalthana, Aurangabad Maharashtra - 431 
210  INDIA. 

 
11.       Font size of the Container, Carton and PI for OTC: 

21 CFR 201.66 states as follows: 

The term “Drug Facts” – 8 pts. 
Questions and Comments with a phone Number – 6 pts 

Reference ID: 3116704

(b) (4)

(b) (4)



Text – 6 pts 
Bullet Point Statement – 5 pts. 

 
ANDA – The sponsor’s proposed font size meets the requirements of 21 CFR 201.66. 

 
Labeling Format Information: 
Fonts: Helvetica, Helvetica Narrow, bold, bold oblique 
Drug Facts:                       10 pt Leading:                        6.5 pt 
Headings:                             8 pt Solid Circle Bullets:        6 pt 
Subheader:                           6 pt Barline:                            1 pt 
Body Text:                           6 pt Hairline:                        0.5 pt 
Drug Facts (continued):     10 pt 

 
12. The font size of the final printed INSERT is 10 pts. 

 
13. MedWatch – checked 4/13/2012: 

 
 Current Safety Information 

 FDA Drug Safety Communication: Clostridum difficile - associated diarrhea can be associated with 
stomach acid drugs known as proton pump inhibitors (PPIs)1  
2/8/2012  

 FDA Drug Safety Podcast for Healthcare Professionals: Clostridium difficile-associated diarrhea 
can be associated with stomach acid drugs known as proton pump inhibitors (PPIs)2  
2/8/2012  

__________________________________________________________________________ 
___________________ 
_______________ 
Date of Review: 4 /13/2012                                                Date of Submission: 2/21/2012 

 
Primary Reviewer: Chan Park                                                     Date: 

Team Leader: Koung Lee                                                            Date: 

_____________________________________________________________________________ 

C:\Documents and Settings\parkc\My Documents\202727.NA2.L.doc 
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
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CHAN H PARK
04/16/2012
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 REVIEW OF PROFESSIONAL LABELING 
DIVISION OF LABELING AND PROGRAM SUPPORT 

LABELING REVIEW BRANCH 
_______________________________________________________________________ 
____________________________________________________________________________________ 
 
ANDA Number: 202727   Date of Submission:  January 24, 2011 and January 5, 2012 
 
Applicant's Name: Wockhardt Limited 
 
Established Name: Lansoprazole Delayed-Release Capsules USP, 15 mg 
 
Labeling Deficiencies:  
 

1. CONTAINER – 14s,  
 

a. We believe that the term  for the 
reference listed drug, Prevacid® 24 HR.  Please delete this term from your labels. 

 
b. Please enhance the prominence the text “Delayed-Release Capsules, USP” to 

appear commensurate to the term “Lansoprazole” as “Delayed-Release 
Capsules”” is part of the established name for this drug product. 

 
c. It is preferable to relocate the boxed statement “DO NOT USE…MISSING OR 

BROKEN.” close to the principal display panel.  We refer you to the Prevacid® 
24HR label for guidance. 

 
d. Please confirm that your container/closure system employs a tamper-evident 

printed seal printed with SEALED for YOUR PROTECTION”. 
 

e. We note that you include a pictorial of your drug product.  Please ensure that this 
pictorial reflects the accurate description of your drug product.  Please revise 
and/or comment. 

 
f. Include the statement “one 14 Day Course of Treatment” in association with the 
 net quantity statement for the bottle of 14s. 

 
g.  Include the following boxed statement in proximity to the principal display panel: 

 
IMPORTANT: THIS BOTTLE DOES NOT CONTAIN FULL PRODUCT 
INFORMATION. SEE CARTON FOR COMPLETE LABELING. READ ALL 
WARNINGS ON CARTON BEFORE USE. DO NOT DISCARD CARTON. 

 
h.  The font sizes used for the label appear that they do not meet requirements 

 stipulated in 21 CFR 201.66.  Please ensure that the font size on all labeling 
piece  meet the requirement.  Please revise accordingly and/or comment.   

 
i. 

 
   

 
j.
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(b) (4)

(b) (4)

(b) (4)



 
2. CARTON – 1 x 14s and   

 
a. See comments under CONTAINER, whichever applicable. 
 
b. You listed “D & C Red. No. 33” and “D & C Yellow No. 10” as inactive ingredients 

contained in your drug product while these are not found in the Description and 
Composition of the Drug Product section in the CMC.  Please delete these and/or 
comment. 

 
c. We recommend that you include the phone number of the Poison Control Center. 

 
3. BLISTER CARD – and 14s 
 
 a. See comment 1(a) above. 

 
  b. The Poison Prevention Packaging Act notes that special packaging (child-

resistant closures) should be the responsibility of the manufacturer when the 
container is clearly intended to be utilized in dispensing (unit-of-use packaging).  
We believe that this packaging should comply with the Act.  Please confirm that 
your blister packaging is child-resistant and/or comment. 

   
  c. Please ensure that the strength appears sufficiently prominent with sufficient 

background color contrast.   
 
 4. BLISTER CARTON – 14 (1 x 14) and  Unit-dose Capsules 

  
a. See comments under CARTON, whichever applicable. 

 
  b. Please refer to the comment 1(i) above.  As this drug product has 14 day course 

of treatment, please explain the rational for proposing .  It would 
be desirable to propose 14s, 28s, or 42s blister tablets.   Please revise the 
packaging configuration and/or comment. 

  
5. INSERT 

 
a. It appears that the labeling you submitted may not be a final printed labeling 

(FPL).  Please submit the FPL in artwork and/or comment. 
 
b. See comment 1(a) above. 

 
c. Please include the strength “15 mg” in association with the drug product name. 
 
d. Please delete the  as it is not appearing in the updated 

labeling for the “Prevacid 24 Capsules. 
 

e. We recommend that you include the phone number for the Poison Control Center. 
 

e. Please delete a reference to the  
 and/or comment. 

 
Revise the labeling as described above and submit final printed labeling electronically.  Please provide 
the labeling in the Structured Product Labeling (SPL) as well as pdf. format.  

 
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 
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(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



To facilitate review of your next submission please provide a side-by-side comparison of your 
proposed labeling with your last labeling submission with all differences annotated and explained. 
 
If you have any questions, please call Chan Park at 240-276-8951 or send e-mail to 
chan.park@fda.hhs.gov 
 

 
      {See appended electronic signature page} 
 
 

 ___________________________ 
 

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

 
 
____________________________________________________________________________________
____________________________________________________________________________________ 
 
FOR THE RECORD: 
 

1.         MODEL LABELING – Prevacid®24 hours Capsules (NDA 022327/S-017), approved 10/31/2011. 
As for the PI, the Prevacid®24 Hours, which was last approved on 4/19/2011 (NDA 22327/S-
013), was used for review. 

 
2.         Prevacid® 24 Hours Capsules is available for both Rx (NDA 020406) and OTC (NDA 022327). 

However, these two drug products have different indications. 
 

3.         This drug product is the subject of a USP monograph. 
 
4.         The listing of inactive ingredients in the DESCRIPTION section of the carton appears to be 
 consistent with the listing of inactive ingredients found in the statement of composition in the CMC 
 section. 

 
LANSOPRAZOLE DELAYED RELEASE CAPSULES, USP 15mg (OTC) 

S.No. Ingredients Reference Function 

Reference ID: 3083857

(b) (4)



 
5.         PATENTS/EXCLUSIVITIES 

There are no unexpired patents for this product in the Orange Book Database. 
 

Exclusivity Data 
 

Appl No   Prod No  Exclusivity Code  Exclusivity Expiration   Labeling Impact 
 

N022327  001         NP                        May 18, 2012              None 
 

 
6.         STORAGE TEMPERATURE RECOMMENDATIONS COMPARISON 

  RLD - Store at 20 to 25oC (68 to 77oF). 

ANDA: Store at 20 to 25oC (68 to 77oF). [see USP Controlled Room Temperature] 
 
USP - Preserve in tight containers, and store at controlled room temperature. 

 
7.         PACKAGING CONFIGURATIONS 

  RLD – Bottle of14s, 28s, and 48s 

 ANDA – Bottle of 14s,   
 Blister – 14 (1 x 14) and  Unit-dose 
 Capsules 

 
The sponsor added bottle of 14s in the CMC amendment of 12/30/2011.  In addition, the sponsor 
added a “Dark Blue to Black Band” to the center of the capsule in the amendment of 12/30/2011. 

 
8.         The description of the capsules from the CMC information: 

 
Opaque dark pink cap and opaque dark green body, size ‘3’ empty hard gelatin capsules 
imprinted with W on cap with 140 black ink and containing dark blue to black gelatin band 
around the centre of capsule. The capsules are filled with white to off white pellets 
 
***The sponsor submitted revised CMC information on 12/30/2011 reflecting the inclusion of 
dark blue to black band around the center of the capsules . 
 
 
 

***This drug product meets the requirement for the tamper-evident band for the hard gelatin 

Reference ID: 3083857
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(b) (4)

(b) (4)



 capsules per 21 CFR 211.132. 
 
 

9.         CONTAINER/CLOSURE 
 
 

S.NO. PACKAGING COMPONENTS MANUFACTURER/SUPPLIER 

14's  Count  Bottle  Pack 

 
S.NO. PACKAGING COMPONENTS MANUFACTURER/SUPPLIER 

Unit dose Blister  Pack 

 
10.      Manufacturer 

 
Wockhardt Limited 
L1, M.I.D.C. Area, Jalgaon Road Chikalthana, Aurangabad Maharashtra - 431 
210  INDIA. 

 
11.       Font size of the Container, Carton and PI for OTC: 

21 CFR 201.66 states as follows: 

The term “Drug Facts” – 8 pts. 
Questions and Comments with a phone Number – 6 pts 
Text – 6 pts 
Bullet Point Statement – 5 pts. 

 
ANDA 
See comment 1(h) above. 
 
 
 

__________________________________________________________________________ 
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___________________ 
_______________ 
Date of Review: 2/7/2012                                                Date of Submission: 1/24/2011 and 1/5/2012 

 
Primary Reviewer: Chan Park                                                     Date: 

Team Leader: Koung Lee                                                            Date: 

_____________________________________________________________________________ 
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The firm has conducted comparative dissolution testing on the 15 mg (OTC) and 30 mg 
(Rx) strengths using the USP method (500 mL of 0.1 N HCl at the acid stage in one hour 
followed by 900 mL of pH 6.8 Phosphate Buffer at 37ºC ± 0.5ºC using USP apparatus II 
at 75 rpm). The firm’s dissolution testing data met the USP specifications at A1 level 
(acid stage: NMT 10% in 60 minutes) and B1 level [buffer stage: NLT 80% (Q) in 60 
minutes]. However, the test product batches used in dissolution testing were not fresh and 
were stored for approximately 15 months after manufacturing date, the DB considered 
these specifications as interim, the firm was asked to conduct dissolution data from 3 
fresh production lots5. In its amendment dated 9/22/2011, the firm acknowledged to 
conduct this test as a post-approval commitment. The final specifications will be 
determined upon review of these dissolution data.  
 
The strength of 15 mg OTC in the test product is proportional similar to the strength of 
30 mg Rx. The reviewer notes that the firm’s 15 mg Rx submitted in ANDA 202176 and 
15 mg OTC have the same formulation and the same batch number. The DB deems the 
15 mg strength of Lansoprazole Delayed-Release Capsules (OTC) bioequivalent to 
Novartis’s Prevacid® 24 HR (Lansoprazole) Delayed-Release Capsules, 15 mg (OTC) 
under 21 CFR 320.24(b)(6) based on acceptable BE studies submitted in the sister ANDA 
202176 for the 30 mg strength (Rx), the comparative dissolution data and formulation 
proportionality between 15 mg (OTC) and 30 mg (Rx) test products6.  
 
Routine Office of Scientific Investigations (OSI) inspections of the analytical and clinical 
site (Clinical Pharmacokinetics & Biopharmaceutics Department,Wockhardt Limited, 
Mulund-Goregaon Link Road, Bhandup (West), Mumbai – 400 078, India) were 
completed on 07/08/2009 for ANDA078701 with the outcomes of VAI. No significant 
findings were reported following the inspection of the clinical site. Form 483 was issued 
for the analytical portion for the fasting and fed BE studies. The OSI inspection report 
was reviewed and found to be adequate on 09/14/2009 by the DB for ANDA0787017.  
The OSI findings are not relevant to the current application. Therefore, no OSI inspection 
is pending or necessary for the analytical and clinical site. 
 
The application is acceptable with no deficiencies. 
 
 

                                                 
5 DARRTS: REV-BIOEQ-02(Dissolution Review) for ANDA 202727, final date 8/30/2011. 
6 Historically, the DB deemed 15 mg (OTC) of Lansoprazole DR Capsules bioequivalent to Novartis’s 
Prevacid® 24 HR (Lansoprazole) DR Capsules, 15 mg (OTC) under CFR 320.24(b)(6) for ANDA 202194 
and ANDA , which did not contain fasting and fed bioequivalence studies. 
7 DARRTS: REV-BIOEQ-01 (General Review) for ANDA078701, final date 09/14/2009. 
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• In its addendum 4, the firm provided long term stability data of Lansoprazole for 

120 days below -50°C and -20°C, which is sufficient to cover the sample storage 
for fasting study (42 days). 

 
Firm’s pre-study method validation is acceptable. 
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3.6 In Vivo Studies 

Table 1.  Summary of all in vivo Bioequivalence Studies 
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Did use of recalculated plasma concentration data change study outcome? 
N/A. 
 
Comments from the Reviewer: 

Repeat Analysis 
 
Out of total 4404 samples analyzed, 4 samples were repeated due to ISV (Internal Standard Variation). The original and repeat 
values are similar, the repeats are acceptable.  
 
Incurred Sample Reanalysis 
Out of total 4400 subject samples analysed, 236 samples were reanalysed in 3 different batches as Incurred sample reanalysis 
and 97.03 % of the incurred samples were found with in ± 20 % as per SOP CPB-AP-021-01.  
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Original ANDA (CTD), 2011 
 

Page 31 of 84 

4.2 Formulation Data 

LANSOPRAZOLE DELAYED RELEASE CAPSULES, USP 15 mg (OTC) 
 

Quantity/ 
Capsule (mg) 

Quantity/ 
Capsule (%) 

S. No Ingredients Function 
15 mg 
(OTC) 

30 mg 
(Rx) 
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Project Manager: Please hold the letter 
 
BIOEQUIVALENCE COMMENTS TO BE PROVIDED TO THE APPLICANT 

ANDA: 202727 

APPLICANT: Wockhardt Limited 

DRUG PRODUCT: Lansoprazole Delayed-Release Capsules USP, 
15 mg (OTC) 

 
The Division of Bioequivalence II (DBII) has completed its 
review and has no further questions at this time. 
 
We acknowledge that you will conduct dissolution testing 
using the USP dissolution method for your Lansoprazole 
Delayed-Release Capsules USP, 15 mg (OTC). 
 
We acknowledge your acceptance of the interim 
specifications [Acid Stage:  NMT 10% in 60 minutes;  Buffer 
Stage: NLT 80% (Q) in 60 minutes] for your dissolution 
testing using the USP dissolution method. Please submit 
dissolution data using the USP method for 3 fresh 
production lots when they become available as your post 
approval commitment. The final specifications will be 
determined upon review of these dissolution data. Please 
complete these studies within 6 months of approval. 
 
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} 
 
 

   Barbara M. Davit, Ph.D., J.D. 
   Director 
   Division of Bioequivalence II 
   Office of Generic Drugs 
   Center for Drug Evaluation and Research  
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4.5 Outcome Page 

ANDA:  202727 
 
Completed Assignment for 202727 ID: 16541  
 
 

Reviewer: Xia, Li  Date 
Completed: 

Verifier:  Date Verified: 
Division: Division of Bioequivalence   

Description: Lansoprazole Delayed Release Capsules, USP (OTC), 
15 mg   

 
Productivity:  

ID Letter Date Productivity Category Sub Category Productivity Subtotal
16541  1/26/2011  Bioequivalence Study Fasting Study  1   1   
16541  9/22/2011  Other  Study Amendment 1   1   
16541  1/3/2012  Other  Study Amendment 1   1   
    Bean Total:  3   

 
 
DBE2 Complexity Points: 
Typical BE Study Applications 

BE Study Fasting  
Clinical (Common to all APIs) 1 
Bioanalytical (API 1) 1 
Statistical Analysis (API 1) 1 
Bioanalytical (API 2) 0 
Statistical Analysis (API 2) 0 
Metabolite 0 
Fasting Study Total 3 

Study Amendment (s) 
Study Amendment  2 
Study Amendment Total 2 
Study Total 5 
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I. EXECUTIVE SUMMARY 

This is a review of the dissolution testing data only. This ANDA references NDA 022327 
for OTC Prevacid® 24 hr from Novartis. 
 
There is a USP method for this product. The firm’s dissolution testing data with the USP 
method (Acid Stage:  500 mL of 0.1 N HCl at 37°C, using USP Apparatus II at 75 rpm; 
Buffer Stage:  900 mL of phosphate buffer, pH 6.8 at 37°C, using USP Apparatus II at 75 
rpm) meet the USP specifications [Acid Stage:  Not more than 10% of the labeled 
amount of lansoprazole is dissolved in 60 minutes; Buffer Stage Not less than 80% (Q) of 
the labeled amount of lansoprazole is dissolved in 60 minutes]. However, the batches 
used in dissolution testing were not fresh and were stored for approximately 15 months 
after manufacturing date. Since in the chemistry section, the firm has provided 12 month 
drug-product-stability data at room temperature, the DBE will consider these 
specifications as interim.  The specifications will be finalized after evaluation of 
dissolution data from 3 fresh production lots (see the Note below).   
 
The Long Term Storage Stability (LTSS) data were sufficient to cover the maximum 
storage duration of the fasting bioequivalence (BE) study samples. 
 
In addition, the firm submitted the DBE’s eCTD Summary Tables in PDF format only. 
 
The DBE will review the firm’s fasting BE study at a later date. The firm is cross 
referencing fed BE study and sprinkle BE study from its ANDA 202176. 

 

Note: 
The firm has submitted a separate ANDA 202176 for Lansoprazole ER Capsules, 15 mg 
and 30 mg (for prescription; Rx). The DBE has conducted a “dissolution only” review on 
that ANDA 202176 [see DARTS for ANDA 20176 JOHNSON, GLENDOLYNN S 
03/17/2011 N/A 03/17/2011 REV-BIOEQ-02(Dissolution Review) Original-1 (Not 
Applicable) Archive]. For the ANDA 202176 the DBE made the similar 
recommendation of interim specifications. 

Reference ID: 3007718





 4

 
 
Lansoprazole ER Capsule (USP Method) 
 
Acid Stage 

Medium: 0.1 N hydrochloric acid; 500 mL 

Apparatus 2: 75 rpm 

Times and Tolerances— Not more than 10% of the labeled amount of lansoprazole is 

dissolved in 60 minutes. 

 
Buffer Stage 

Medium: either phosphoric acid or sodium hydroxide to a pH of 6.8; 900 mL 

Apparatus 2: 75 rpm 

Times and Tolerances— Not less than 80% (Q) of the labeled amount of lansoprazole is 

dissolved in 60 minutes. 
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Table 2: Summary of In Vitro Dissolution Studies 
 
Dissolution conditions:  
Apparatus: USP Apparatus II (Paddle) 
Speed of Rotation: 75 RPM 
Medium: Acid stage: 0.1N HCl ; Buffer stage: pH 6.8 Phosphate Buffer 
Volume: 500 mL and 900 ml 
Temperature: 37 ± 0.5º C 
Firm’s proposed specification: 
Acid stage at 1 Hour Not more than 10 %  
Buffer stage at 60 
Minutes Not less than 80% (Q) of  labeled amount of Lansoprazole 

Site of testing : Wockhardt Limited, Aurangabad, Maharashtra, India 
Collection Times (Minutes) 

Buffer stage 
Study 
Ref No. 

Product ID \ Batch No. 
(Test – Manufacture Date) 
(Reference – Expiration Date) 

Dosage 
Form& 
Strength 

No. of 
Dosage 
Units 
Tested 

 
Acid stage 
(60 Min) 

15 Min 20 Min 30 Min 45 Min 60 Min 

Mean 0 60 73 88 100 102 
Range 

Study 
Report 
#:NA 

Lansoprazole Delayed Release 
Capsules,15 mg /LJ10534 
Manufacturing Date:April 2009 

15 mg 
Capsules  

12 

%CV 106 14 11 13 8 3 

Mean 1 72 82 78 92 94 

Range

Study 
Report 
#:NA 

PREVACID ® 24 HR Delayed 
Release Capsules,15 mg / 
10074797 
Expiry Date: March 2011 

15 mg 
Capsules 

12 

%CV 127 16 6 10 6 2 
Date of testing (Test Product):  July 2010  
Date of testing (Reference Product):  August 2010 
Note:  The %CV for the test product during the acid phase is reported as 106% in the summary table; however, after reviewing the raw data of the 12 units the 
%RSD is 0%.  Thus, the reviewer has concluded the %CV of 106 as an error by the firm.  

Reference ID: 3007718
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II. COMMENTS: 

1.   The firm’s dissolution testing data with the USP method (Acid Stage:  500 mL of 0.1 
N HCl at 37°C, using USP Apparatus II at 75 rpm; Buffer Stage:  900 mL of 
phosphate buffer, pH 6.8 at 37°C, using USP Apparatus II at 75 rpm) meet the USP 
specifications (Acid Stage:  Not more than 10% of the labeled amount of 
lansoprazole is dissolved in 60 minutes; Buffer Stage Not less than 80% (Q) of the 
labeled amount of lansoprazole is dissolved in 60 minutes) at L1 level.  However, the 
batches used in dissolution testing were not fresh and were stored for approximately 
15 months.  Therefore, the specifications should be considered as interim.  The 
specifications will be finalized after evaluation of dissolution data from 3 fresh 
production lots.   

  
2. The Long Term Storage Stability (LTSS) data were sufficient to cover the maximum 

storage duration of the fasting BE study samples. 
 
3. The firm did not submit the DBE eCTD Summary Tables in MS Word format.  The 

firm submitted the DBE Summary Tables in PDF format only.  
 
               
III. DEFICIENCY COMMENTS: 

1.   The firm should acknowledge the following USP dissolution method and interim 
specifications:  The dissolution testing should be conducted using the USP method 
(Acid Stage:  500 mL of 0.1 N HCl at 37°C, using USP Apparatus II at 75 rpm; 
Buffer Stage:  900 mL of phosphate buffer, pH 6.8 at 37°C, using USP Apparatus II 
at 75 rpm).  The test product should meet the following specifications:  
 

Acid Stage:  Not more than 10% (Q) of the labeled amount of lansoprazole is 
dissolved in 60 minute. 
 
Buffer Stage: Not less than 80% (Q) of the labeled amount of lansoprazole is 

dissolved in 60 minutes. 
 

Since the dissolution testing was performed on batches stored for at least 15 months, 
the DBE recommended specifications should be considered as interim.  The 
specifications will be finalized after evaluation of dissolution data from 3 fresh 
production lots when they become available. 

 
2. The firm did not provide the DBE eCTD Summary Tables in MS Word format. 
 
 
IV. RECOMMENDATIONS: 

The in-vitro dissolution testing conducted by Wockhardt Limited on its test product, 
Lansoprazole Delayed Release Capsules USP, 15 mg (Batch #LJ10534), comparing it 

Reference ID: 3007718
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with Novartis’  PREVACID ® 24 HR Delayed Release Capsules, 15 mg (Batch 
#10074797), is incomplete due to the above deficiencies. 
 
The DBE acknowledges that the firm will conduct dissolution testing with the USP 
method (Acid Stage:  500 mL of 0.1 N HCl at 37°C, using USP Apparatus II at 75 rpm; 
Buffer Stage:  900 mL of phosphate buffer, pH 6.8 at 37°C, using USP Apparatus II at 75 
rpm).  The test product should meet the following specifications:   
 

Acid Stage:  Not more than 10% (Q) of the labeled amount of lansoprazole is 
dissolved in 60 minutes. 
 
Buffer Stage: Not less than 80% (Q) of the labeled amount of lansoprazole is 
dissolved in 60 minutes. 

 
Since the dissolution testing was performed on batches stored for at least 15 months, the 
DBE recommended specifications should be considered as interim.  The firm should 
acknowledge the dissolution testing method and the interim specifications. The 
specifications will be finalized after evaluation of dissolution data from 3 fresh 
production lots when they become available.

Reference ID: 3007718
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BIOEQUIVALENCE DEFICIENCIES 
 

ANDA: 202727 

APPLICANT: Wockhardt Limited 

DRUG PRODUCT: Lansoprazole Delayed Release Capsules, USP 
15 mg (OTC) 

 
The Division of Bioequivalence (DBE) has completed its 
review of the dissolution testing portion of your 
submission acknowledged on the cover sheet. The review of 
the bioequivalence study and your waiver request will be 
done at a later date. The following deficiencies have been 
identified: 
 

1.  Your dissolution testing using the method specified in 
USP 34 monograph for Lansoprazole Delayed Release 
Capsules is incomplete. The data provided were generated 
from the test products that had been stored for 
approximately 15 months at the time of testing.  Since 
data from stored batches should not be considered for 
setting the specifications, the DBE recommends interim 
specifications for the 15 mg DR Capsule (OTC).   

 
 The dissolution testing should be conducted with the USP 
method (Acid Stage:  500 mL of 0.1 N HCl at 37°C, using 
USP Apparatus II at 75 rpm; Buffer Stage:  900 mL of 
phosphate buffer, pH 6.8 at 37°C, using USP Apparatus II 
at 75 rpm) The test product should meet the following 
interim specifications: 

 
Acid Stage:  Not more than 10% of the   
labeled amount of lansoprazole is dissolved  
in 60 minutes 
 
Buffer Stage: Not less than 80% (Q) of the  
labeled amount of lansoprazole is dissolved  
in 60 minutes.  

 
Please acknowledge your acceptance of the interim 
specifications. We ask that you submit dissolution data 
using the USP method for 3 fresh production lots when 
they become available. The final specifications will be 
determined upon review of these dissolution data. 

 

Reference ID: 3007718
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2.  Please provide the DBE eCTD Summary Tables in MS Word  
format. 

 
 
 
 

Sincerely yours, 
 
{See appended electronic signature page} 
 
Barbara M. Davit, Ph.D., J.D. 

   Acting Director 
   Division of Bioequivalence II  
   Office of Generic Drugs 

Center for Drug Evaluation and Research  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Reference ID: 3007718



 

 10

VI. OUTCOME 

ANDA:  202727 
 

ID Letter Date Productivity Category Sub Category Productivity Subtotal
14760 1/26/2011 Dissolution Data  Dissolution Review 1   1   
    Bean Total:  1   
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 Previously reviewed and tentatively approved --- Date       
 Previously reviewed and CGMP Complete Response issued -- Date        

 
Original Rec′d date 1-26-11 Date of Application 1-24-11 Date Acceptable for Filing 5-12-11 
Patent Certification (type) PIII Date Patent/Excl. expires 5/18/12 Citizens' Petition/Legal Case?    Yes  No  

(If YES, attach email from PM to CP coord) 
First Generic                 Yes  No  
DMF#:        (provide MF Jackets) 

Priority Approval   (Top 100, PEPFAR, etc.)?     Yes  No    Comment:       
Prepared Draft Press Release sent to Cecelia Parise Yes  No    Date:       

 Suitability Petition/Pediatric Waiver  Pediatric Waiver Request:   Accepted  Rejected  Pending  
 
EER Status:  Pending    Acceptable    OAI EES Date Acceptable: PN  Warning Letter Issued; Date:       
Has there been an amendment providing for a Major change in formulation since filling? Yes   No        Comment:       
Date of Acceptable Quality (Chemistry) 5-10-12        Addendum Needed: Yes   No        Comment:       
Date of Acceptable Bio 4-20-12       Bio reviews in DARRTS:  Yes    No  (Volume location:      ) 
Date of Acceptable Labeling 5-8-12  Attached labeling to Letter: Yes  No     Comment:       
Date of Acceptable Sterility Assurance (Micro) na 
 
Methods Val. Samples Pending: Yes  No ;   Commitment Rcvd. from Firm:  Yes  No  
 
Post Marketing Agreement (PMA): Yes   No   (If yes, email PM Coordinator)   Comment:       
 
Modified-release dosage form: Yes   No      (If yes, enter dissolution information in Letter) 
 
Routing: 

 Labeling Endorsement, Date emailed:        REMS Required: Yes  No   REMS Acceptable: Yes  No  
 

 Regulatory Support 
 

 Paragraph 4 Review (Dave Read, Susan Levine), Date emailed:       
 

 Division 
 

 1st Generic Review 
 

 Bob West / Peter Rickman 
 Keith Webber 

 
Filed AP Routing Summary in DARRTs Notified Firm and Faxed Copy of Approval Letter 

 
 Sent Email to "CDER-OGDAPPROVALS″ 

distribution list 

Electronic ANDA:  
Yes   No  
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OGD APPROVAL ROUTING SUMMARY 
 
1. Regulatory Support Branch Evaluation 

Martin Shimer           Date: 5/15/2012 
Chief, Reg. Support Branch          Initials: MHS 

Contains GDEA certification: Yes    No  Determ. of Involvement? Yes   No  
(required if sub after 6/1/92)      Pediatric Exclusivity System 
      RLD =Prevacid-24 HR NDA# 22-327 

Date Checked N/A 
Nothing Submitted         
Written request issued    
Study Submitted     

 

Patent/Exclusivity Certification: Yes    No  
If Para. IV Certification- did applicant: 
Notify patent holder/NDA holder Yes    No  
Was applicant sued w/in 45 days:Yes    No  
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: 

 APPROVAL   TENTATIVE APPROVAL     SUPPLEMENTAL APPROVAL (NEW STRENGTH)  CGMP  
 OTHER:         

Comments:ANDA submitted on 1/26/2011, BOS=Prevacid 24 NDA 22-327, no relevant patents statement, NP exp. 
5/18/2012.  ANDA ack for filing on 1/26/2011 (LO dated 5/12/2011).   
 
The only barrier to the approval of this ANDA is the NP exclusivity which will expire in 3 days.  ANDA will be eligible 
for Full Approval on or after 5/18/2012.   

 
2.  Labeling Endorsement 
 

Reviewer,      :            Labeling Team Leader,      : 
 
  
  

REMS required?         REMS acceptable?  
Yes  No   Yes  No  n/a     

 
Comments: 

 Final-printed labeling (FPL) found acceptable for approval 5/8/12.  No REMS is required. 
 
 
3. Paragraph IV Evaluation                             PIV’s Only 

David Read            Date  5/18/12 
OGD Regulatory Counsel           Initials rlw/for 

Pre-MMA Language included     
Post-MMA Language Included     
Comments:N/A.  There are no paragraph IV certifications associated with this NDA. 
 

 
4. Quality Division Director /Deputy Director Evaluation      Date 5/16/2012 

Chemistry Div. II (Smith) InitialsGJS 
Comments:CMC Acceptable. 

 
5. First Generic Evaluation                              First Generics Only 

Frank Holcombe           Date5/18/12 
  Assoc. Dir. For Chemistry          Initials rlw/for     
  Comments: (First generic drug review) 
 N/A.  Multiple ANDAs for Lansoperazole Delayed-release Capsules USP, 15 mg and 30 mg have been 

Date        Date 5/18/12 
Initials      Initials rlw/for 
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       approved (Rx). 
 
 
OGD Office Management Evaluation  
 
6. Peter Rickman           Date 5/18/12 
  Director, DLPS           Initials rlw/for 

Para.IV Patent Cert: Yes  No  
Pending Legal Action: Yes  No  
Petition: Yes  No        
Comments: Bioequivalence studies (fasting) found acceptable.  Wockhardt also referenced fasting, non-fasting and 
sprinkle studies from their pending ANDA 200176 for Lansoprazole Delayed-release Capsules USP, 15 mg and 30 mg  
(Rx).  These studies have been reviewed under that ANDA and found acceptable.  In-vitro dissolution testing found 
acceptable.  Waiver granted for the non-fasting study for the OTC formulation under 21 CFR 320.24(b)(6).  Bio 
study sites have acceptable OSI inspection histories.  Office-level bio endorsed 4/20/12. 
 
Final-printed labeling (FPL) found acceptable for over-the-counter use 5/8/12.  No REMS is required. 
 
CMC found acceptable for approval (Chemistry Review #3) 5/10/12. 
 

 
AND/OR 
 
7. Robert L. West           Date 5/18/12 

Deputy Director, OGD          Initials RLWest 
      Para.IV Patent Cert: Yes  No  

Pending Legal Action: Yes  No  
Petition: Yes  No  

      Press Release Acceptable  
Date PETS checked for first generic drug       

 
 Comments: Acceptable EES dated 5/16/12 (Verified 5/18/12).  No "OAI" Alerts noted. 
 
       There are no patents listed in the current "Orange Book" for this OTC drug product.  Wockhardt has addressed the 
       new product exclusivity (NP) that expired on May 18, 2012. 
 
       The agency has issued a response to the previously pending "Q" Citizen Petition. 
 
       This ANDA is recommended for approval with over-the-counter labeling. 
  
 
8. OGD Director Evaluation 

Keith Webber            
Deputy Director, OPS           

Comments: RLWest for Keith Webber, Ph.D.  5/18/12. 
First Generic Approval        
PD or Clinical for BE       
Special Scientific or Reg.Issue  

 Press Release Acceptable  
  
 Comments:      
 
9. Project Manager 

Date 5-18-12 
Initials lp 
 
Check Communication and Routing Summary into DARRTS 
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Orange Book: Approved Drug Products with Therapeutic Equivalence 
Evaluations 

•  
• 1  
• 2  

• FDA Home3  
• Drug Databases4  
• Orange Book5  

-  

Patent and Exclusivity Search Results from query on Appl No 022327 Product 001 in the OB_OTC list.  

 

Patent Data 

There are no unexpired patents for this product in the Orange Book Database. 

Exclusivity Data 

Appl No Prod No Exclusivity Code Exclusivity 
Expiration 

N022327  001  NP  May 18, 2012 
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QUALITY DEFICIENCY - MINOR 
 
ANDA  202727 
 
OFFICE OF GENERIC DRUGS, CDER, FDA 
Document Control Room, Metro Park North VII 
7620 Standish Place 
Rockville, Maryland 20855 
 

 
TO:  Wockhardt Limited   
 
ATTN:  Leanne  Usa 
 
FROM:  Linda Park 

TEL: 973-257-4998 
 
FAX: 973-257-4999 
 
FDA CONTACT PHONE: (240) 276-8536 

 
Dear Madam: 
 
This facsimile is in reference to your abbreviated new drug application dated January 24, 2011, submitted pursuant to Section 
505(j) of the Federal Food, Drug, and Cosmetic Act for Lansoprazole Delayed-Release Capsules USP, 15 mg (OTC).  
 
Reference is also made to your amendment dated December 30, 2011. 
 
The Division of Chemistry has completed its review of the submission(s) referenced above and has identified deficiencies 
which are presented on the attached   pages.   This facsimile is to be regarded as an official FDA communication and 
unless requested, a hard copy will not be mailed.  
 
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.  
Your cover letter should clearly indicate that the response is a QUALITY MINOR AMENDMENT and should appear 
prominently in your cover letter.  
 
We also request that you include a copy of this communication with your response.  Please direct any questions concerning this 
communication to the project manager identified above. 
 
SPECIAL INSTRUCTIONS: 
 
Effective 01-Aug-2010, the new mailing address for Abbreviated New Drug Application (ANDA) 
Regulatory Documents will be: 

Office of Generic Drugs, CDER, FDA 
Document Control Room, Metro Park North VII 

7620 Standish Place 
Rockville, Maryland 20855 

 
All ANDA documents will only be accepted at the new mailing address listed above. For further 
information, please refer to the following websites prior to submitting your ANDA Regulatory 
documents: Office of Generic Drugs (OGD): http://www.fda.gov/cder/ogd or Federal Register: 
http://www.gpoaccess.gov/fr/ 
 
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.

Reference ID: 3118840



 
 CHEMISTRY COMMENTS TO BE PROVIDED TO THE APPLICANT 
 
 ANDA: 202727             APPLICANT:  Wockhardt Limited 
 
 DRUG PRODUCT:  Lansoprazole Delayed-Release Capsules, USP, 15 mg (OTC) 
 
 The deficiencies presented below represent MINOR deficiencies.  
 

A. Deficiencies: 
 
1. 

2. 

 
3. 

4. 

 
5. 

6. 

7. 

 
8. 

Reference ID: 3118840

(b) (4)



9. 

10. 

 
11. 

 
12. 

13. 

 
14. 

15. 

16. Please provide updated stability results. 
 
 
 
     Sincerely yours, 
 
     {See appended electronic signature page}  
      
     Glen J. Smith 
     Director 
     Division of Chemistry II 
     Office of Generic Drugs 
     Center for Drug Evaluation and Research 

Reference ID: 3118840
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** Please email me at chan.park@fda.hhs.gov to confirm that you have 
received this labeling comment. 

 
 
Telephone Fax 
ANDA 202727 
 
OFFICE OF GENERIC DRUGS, CDER, FDA 
Document Control Room, Metro Park 
North I 
7520 Standish Place 
Rockville, MD  20855-2773   
240-276-8951 
 

 
  

TO: Wockhardt Limited 
 
ATTN: Leanne Usa 
 
FROM:  Chan Park 

TEL: 973-257-4998 
 
FAX: 973-257-4999 
 

 
This facsimile is in reference to your abbreviated new drug 
application submitted pursuant to Section 505(j) of the Federal Food, 
Drug, and Cosmetic Act for  Lansoprazole D-R Capsules USP, 15 mg 
(OTC). 
 
Pages (including cover):  4 
 
 
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: 202727     Date of Submission:  February 21, 2012 
 
Applicant's Name: Wockhardt Limited 
 
Established Name: Lansoprazole Delayed-Release Capsules USP, 15 mg 
 
Labeling Deficiencies:  
 

1. GENERAL COMMENT 
 
  We acknowledge that you are withdrawing the packaging of  

, and instead you are proposing packaging for the 14days, 28 days 
and 42 days regimen in both bottle and blister packaging. 

 
2. CONTAINER – 14s 

 
  Satisfactory in FPL as of the 2/21/2012 submission 

 
3. CARTON – 1 x 14s, 2 x 14s, and 3 x 14s  ,  

 
  We note that you included the following  statement on the carton for the 2 bottles  
  and 3 bottles.  Please delete this and/or comment. 
 

 
4. BLISTER CARD – and 14s 
 

  a. If space permits, we recommend that you include the test “Made in India”. 
 
  b. We acknowledge that your blister packaging is not child-resistant.  Please be 

advised that OTC products that used to be available by prescription only must all 
have child-resistant closure per 16 CFR 1700.14(a)(30).  We ask you that you 
revise your blister packaging accordingly and submit all related CMC information 
as an amendment or you withdraw your proposal for the blister packaging.  
Please respond. 

 
 5. BLISTER CARTON – 14 (1 x 14), 28 (2 x 14), and 42 (3 x 14) Unit-dose Capsules 

  
 a. Delete the statement 

  
 
 b. See comment 4(b) above. 
 
6. INSERT – How Lansoprazole Delayed-Release Capsules is Sold: 

 
See comment 4(b) above. 
 

Revise the labeling as described above and submit final printed labeling electronically.  Please provide 
the labeling in the Structured Product Labeling (SPL) as well as pdf. format.  

 
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 - 

Reference ID: 3116705

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



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 labeling submission with all differences annotated and explained. 
 
If you have any questions, please call Chan Park at 240-276-8951 or send e-mail to 
chan.park@fda.hhs.gov 
 

 
      {See appended electronic signature page} 
 
 

 ___________________________ 
 

 William Peter Rickman 
 Director 
 Division of Labeling and Program Support 
 Office of Generic Drugs 
 Center for Drug Evaluation and Research 
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** Please email me at chan.park@fda.hhs.gov to confirm that you have 
received this labeling comment. 

Telephone Fax 
ANDA 202727 
 
OFFICE OF GENERIC DRUGS, CDER, FDA 
Document Control Room, Metro Park 
North I 
7520 Standish Place 
Rockville, MD  20855-2773   
240-276-8951 
 

 
  

TO: Wockhardt Limited 
 
ATTN: Leanne Usa 
 
FROM:  Chan Park 

TEL: 973-257-4998 
 
FAX: 973-257-4999 
 

 
This facsimile is in reference to your abbreviated new drug 
application submitted pursuant to Section 505(j) of the Federal Food, 
Drug, and Cosmetic Act for  Lansoprazole Delayed-Release Capsules USP, 
15 mg. 
 
Pages (including cover):  5 
 
SPECIAL INSTRUCTIONS:  
 
Effective 01-Aug-2010, the new mailing address for Abbreviated New 
Drug Application (ANDA) Regulatory Documents has become:  

Office of Generic Drugs 
Document Control Room 
7620 Standish Place 

Rockville, Maryland 20855 
 
ANDAs will only be accepted at the new mailing address listed above. 
For further information, please refer to the following websites prior 
to submitting your ANDA Regulatory documents: Office of Generic Drugs 
(OGD): http://www.fda.gov/cder/ogd or Federal Register: 
http://www.gpoaccess.gov/fr/ 
 
 
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: 202727   Date of Submission:  January 24, 2011 and January 5, 2012 
 
Applicant's Name: Wockhardt Limited 
 
Established Name: Lansoprazole Delayed-Release Capsules USP, 15 mg 
 
Labeling Deficiencies:  
 

1. CONTAINER – 14s,  
 

a. We believe that the term  for the 
reference listed drug, Prevacid® 24 HR.  Please delete this term from your labels. 

 
b. Please enhance the prominence the text “Delayed-Release Capsules, USP” to 

appear commensurate to the term “Lansoprazole” as “Delayed-Release 
Capsules”” is part of the established name for this drug product. 

 
c. It is preferable to relocate the boxed statement “DO NOT USE…MISSING OR 

BROKEN.” close to the principal display panel.  We refer you to the Prevacid® 
24HR label for guidance. 

 
d. Please confirm that your container/closure system employs a tamper-evident 

printed seal printed with SEALED for YOUR PROTECTION”. 
 

e. We note that you include a pictorial of your drug product.  Please ensure that this 
pictorial reflects the accurate description of your drug product.  Please revise 
and/or comment. 

 
f. Include the statement “one 14 Day Course of Treatment” in association with the 
 net quantity statement for the bottle of 14s. 

 
g.  Include the following boxed statement in proximity to the principal display panel: 

 
IMPORTANT: THIS BOTTLE DOES NOT CONTAIN FULL PRODUCT 
INFORMATION. SEE CARTON FOR COMPLETE LABELING. READ ALL 
WARNINGS ON CARTON BEFORE USE. DO NOT DISCARD CARTON. 

 
h.  The font sizes used for the label appear that they do not meet requirements 

 stipulated in 21 CFR 201.66.  Please ensure that the font size on all labeling 
 piece meet the requirement.  Please revise accordingly and/or comment.   

 
i. 

 
   

 
j.
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(b) (4)

(b) (4)

(b) (4)



 
2. CARTON – 1 x 14s and   

 
a. See comments under CONTAINER, whichever applicable. 
 
b. You listed “D & C Red. No. 33” and “D & C Yellow No. 10” as inactive ingredients 

contained in your drug product while these are not found in the Description and 
Composition of the Drug Product section in the CMC.  Please delete these and/or 
comment. 

 
c. We recommend that you include the phone number of the Poison Control Center. 

 
3. BLISTER CARD –  and 14s 
 
 a. See comment 1(a) above. 

 
  b. The Poison Prevention Packaging Act notes that special packaging (child-

resistant closures) should be the responsibility of the manufacturer when the 
container is clearly intended to be utilized in dispensing (unit-of-use packaging).  
We believe that this packaging should comply with the Act.  Please confirm that 
your blister packaging is child-resistant and/or comment. 

   
  c. Please ensure that the strength appears sufficiently prominent with sufficient 

background color contrast.   
 
 4. BLISTER CARTON – 14 (1 x 14) and  Unit-dose Capsules 

  
a. See comments under CARTON, whichever applicable. 

 
  b. Please refer to the comment 1(i) above.  As this drug product has 14 day course 

of treatment, please explain the rational for proposing .  It would 
be desirable to propose 14s, 28s, or 42s blister tablets.   Please revise the 
packaging configuration and/or comment. 

  
5. INSERT 

 
a. It appears that the labeling you submitted may not be a final printed labeling 

(FPL).  Please submit the FPL in artwork and/or comment. 
 
b. See comment 1(a) above. 

 
c. Please include the strength “15 mg” in association with the drug product name. 
 
d. Please delete the  as it is not appearing in the updated 

labeling for the “Prevacid 24 Capsules. 
 

e. We recommend that you include the phone number for the Poison Control Center. 
 

e. Please delete a reference to the  
 and/or comment. 

 
Revise the labeling as described above and submit final printed labeling electronically.  Please provide 
the labeling in the Structured Product Labeling (SPL) as well as pdf. format.  

 
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 
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(b) (4)

(b) (4)
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To facilitate review of your next submission please provide a side-by-side comparison of your 
proposed labeling with your last labeling submission with all differences annotated and explained. 
 
If you have any questions, please call Chan Park at 240-276-8951 or send e-mail to 
chan.park@fda.hhs.gov 
 

 
      {See appended electronic signature page} 
 
 

 ___________________________ 
 

 William Peter Rickman 
 Director 
 Division of Labeling and Program Support 
 Office of Generic Drugs 
 Center for Drug Evaluation and Research 
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QUALITY DEFICIENCY - MAJOR 
 
ANDA  202727 
 
OFFICE OF GENERIC DRUGS, CDER, FDA 
Document Control Room, Metro Park North VII 
7620 Standish Place 
Rockville, Maryland 20855 
 

 
APPLICANT:  Wockhardt USA LLC. 
U.S. Agent for: Wockhardt Limited 
 
ATTN:  Leanne  Usa 
 
FROM:  Linda Park 

TEL: 973-257-4998 
 
FAX: 973-257-4999 
 
FDA CONTACT PHONE: (240) 276-8536 

 
Dear Madam: 
 
This facsimile is in reference to your abbreviated new drug application dated January 24, 2011, submitted pursuant to Section 
505(j) of the Federal Food, Drug, and Cosmetic Act for Lansoprazole Delayed Release Capsules, 15 mg (OTC).  
 
Reference is also made to your amendments dated April 14, and April 28, 2011. 
 
The Division of Chemistry has completed its review of the submission(s) referenced above and has identified deficiencies 
which are presented on the attached   pages.   This facsimile is to be regarded as an official FDA communication and 
unless requested, a hard copy will not be mailed.  
 
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 MAJOR AMENDMENT and will be reviewed according to current OGD policies and procedures.  
Your cover letter should clearly indicate that the response is a QUALITY MAJOR AMENDMENT and should appear 
prominently in your cover letter.  
 
We also request that you include a copy of this communication with your response.  Please direct any questions concerning this 
communication to the project manager identified above. 
 
SPECIAL INSTRUCTIONS: 
 
Effective 01-Aug-2010, the new mailing address for Abbreviated New Drug Application (ANDA) 
Regulatory Documents will be: 

Office of Generic Drugs, CDER, FDA 
Document Control Room, Metro Park North VII 

7620 Standish Place 
Rockville, Maryland 20855 

 
All ANDA documents will only be accepted at the new mailing address listed above. For further 
information, please refer to the following websites prior to submitting your ANDA Regulatory 
documents: Office of Generic Drugs (OGD): http://www.fda.gov/cder/ogd or Federal Register: 
http://www.gpoaccess.gov/fr/ 
 
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.

Reference ID: 3036938



 
 CHEMISTRY COMMENTS TO BE PROVIDED TO THE APPLICANT 
 
 ANDA: 202727             APPLICANT:  Wockhardt Limited 
 
 DRUG PRODUCT:  Lansoprazole Delayed-Release Capsules USP, 15 mg (OTC) 
 
 The deficiencies presented below represent MAJOR deficiencies.  
 

A. Deficiencies: 
 
1. 

 
2. 

 
3. 

  
 

 
4. 

 
5. 

 
6. 

 
7. 
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BIOEQUIVALENCE AMENDMENT 
 
ANDA  202727 
 
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: Wockhardt Limited 
 
ATTN: Leanne Usa 
 
FROM: Chitra Mahadevan 

TEL: (973) 257-4998 
 
FAX: (973) 257-4999 
 
FDA CONTACT PHONE: (240) 276-8782 

 
Dear Madam: 
 
This facsimile is in reference to the bioequivalence data submitted on January 26, 2011, pursuant to Section 505(j) of the Federal Food, Drug, 
and Cosmetic Act for Lansoprazole Delayed Release Capsules (OTC), 15 mg.  
 
The Division of Bioequivalence II has completed its review of the submission referenced above and has identified deficiencies which are 
presented on the attached 3  pages.  This facsimile is to be regarded as an official FDA communication and unless requested, a hard-copy 
will not be mailed. 
   
You should submit a response to these deficiencies in accord with 21 CFR 314.96.  Your amendment should respond to all the deficiencies 
listed.  Facsimiles or partial replies will not be considered for review.  Your cover letter should clearly indicate: 
 
Bioequivalence  Response to Information Request  
Bioequivalence  Bioequivalence Summary Tables      
Bioequivalence  Dissolution Acknowledgement      
          
          
 
If applicable, please clearly identify any new studies (i.e., fasting, fed, multiple dose, dissolution data, waiver or dissolution waiver) that 
might be included for each strength.  We also request that you include a copy of this communication with your response. 
Please submit a copy of your amendment in an archival (blue) jacket and unless submitted electronically through the gateway, a 
review (orange) jacket.  Please direct any questions concerning this communication to the project manager identified above. 
 
Please remember that when changes are requested to your proposed dissolution methods and/or specifications by the Division of 
Bioequivalence, an amendment to the Division of Chemistry should also be submitted to revise the release and stability specification.  
We also recommend that supportive dissolution data or scientific justification be provided in the CMC submission to demonstrate 
that the revised dissolution specification will be met over the shelf life of the drug product. 
 

SPECIAL INSTRUCTIONS: 
 
Effective 01-Aug-2010, the new mailing address for Abbreviated New Drug Application (ANDA) Regulatory Documents will be: 
 

Office of Generic Drugs 
Document Control Room 

7620 Standish Place 
Rockville, Maryland 20857 

 
After the effective date, 01-Aug-2010, ANDAs will only be accepted at the new mailing address listed above. DO NOT submit 
your ANDA Regulatory documents to this address prior to 01-Aug-2010.  For further information, please refer to the following 
websites prior to submitting your ANDA Regulatory documents: Office of Generic Drugs (OGD): http://www.fda.gov/cder/ogd or 
Federal Register: http://www.gpoaccess.gov/fr/ 
 
Please submit your response in electronic format.  This will improve document availability to review staff. 
 
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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BIOEQUIVALENCE DEFICIENCIES 
 

ANDA: 202727 

APPLICANT: Wockhardt Limited 

DRUG PRODUCT: Lansoprazole Delayed Release Capsules, USP 
15 mg (OTC) 

 
The Division of Bioequivalence II (DB II) has completed its 
review of the dissolution testing portion of your submission 
acknowledged on the cover sheet. The review of the 
bioequivalence (BE) study and your waiver request will be done 
at a later date. The following deficiencies have been 
identified: 
 

1.  Your dissolution testing using the method specified in the 
USP 34 monograph for Lansoprazole Delayed Release Capsules is 
incomplete. The data provided were generated from test 
products that had been stored for approximately 15 months at 
the time of testing. Since data from stored batches should 
not be considered for setting the specifications, the DB II 
recommends interim specifications for the 15 mg DR Capsule 
(OTC).   

 
 The dissolution testing should be conducted with the USP 
method - Acid Stage: 500 mL of 0.1 N HCl at 37°C, using USP 
Apparatus II at 75 rpm; Buffer Stage: 900 mL of phosphate 
buffer, pH 6.8 at 37°C, using USP Apparatus II at 75 rpm. The 
test product should meet the following interim 
specifications: 

 
Acid Stage:   Not more than 10% of the labeled amount of 

lansoprazole is dissolved in 60 minutes 
 

Buffer Stage:  Not less than 80% (Q) of the labeled amount 
of lansoprazole is dissolved in 60 minutes 

 
Please acknowledge your acceptance of the interim 
specifications. Please submit dissolution data using the USP 
method for 3 fresh production lots when they become 
available. The final specifications will be determined upon 
review of these dissolution data. 

 
2.  Please provide the eCTD BE Summary Tables in MS Word format. 
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Sincerely yours, 
 
{See appended electronic signature page} 
 
Barbara M. Davit, Ph.D., J.D. 

   Acting Director 
   Division of Bioequivalence II  
   Office of Generic Drugs 

Center for Drug Evaluation and Research  
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

BARBARA M DAVIT
09/10/2011
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1. Edit Application Property Type in DARRTS where applicable for  
 

a. First Generic Received 
 Yes    No 

b. Market Availability 
 Rx      OTC 

c. Pepfar 
 Yes     No 

d. Product Type 
 Small Molecule Drug (usually for most ANDAs except protein drug 

products) 
e. USP Drug Product (at time of filing review) 

 Yes     No 

 
 2. Edit Submission Patent Records 
        Yes 
 3. Edit Contacts Database with Bioequivalence Recordation where applicable 
        Yes 
 4. Requested EER 
        Yes 
 

ADDITIONAL COMMENTS REGARDING THE ANDA: 
 
Additional information can also be located in Wockhardt's separate Rx ANDA of Lansoprazole Delayed 
Release Capsule USP 15 mg and 30 mg ANDA 202176  
 
4/1 – Leanne Usa 973-257-4998 
 
Provide email address for API and DP contact person. For future submission please include in EES form 
Remove qualifier phrase in your EIA statement 
Provide DBE Tables 1-8 in Module 2.7 
Provide a retest date or expiration date of API 
Submit schematic diagram for blister packs 
 
4/28 – Leanne Usa 973-257-4998 
 
Please provide a statement of commitment that Wockhardt will carry out banding of the capsules around the intersection of 
the two capsules halves. 
 
DBE Contact entered 4/25 
 

Per correspondence submitted by sponsor dated 4/14 the above is adequate for filing 
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MODULE 1: ADMINISTRATIVE                  
  COMMENT (S) 

 
1.1 

 
Signed and Completed Application Form (356h)  (Rx/OTC Status) YES 
(original signature)  

 

1.1.2 Establishment Information:             YES 
1. Drug Substance Manufacturer      
2. Drug Product Manufacturer 
3. Outside Testing Facility(ies) 

 

1.2 Cover Letter              YES  
1.2.1 Form FDA 3674  (PDF)      YES – Box B  
* Table of Contents (paper submission only)      YES  

1.3.2 Field Copy Certification  (N/A for E-Submissions)     YES 
 (original signature) 

 

1.3.3 Debarment Certification-GDEA (Generic Drug Enforcement Act)/Other: 
(no qualifying statement) 
1. Debarment Certification (original signature)      YES 
2. List of Convictions statement (original signature)     YES 

 

1.3.4 Financial Certifications 
Bioavailability/Bioequivalence Financial Certification (Form FDA 3454)    YES 
Disclosure Statement (Form FDA 3455)     

 

1.3.5 
 

Patent Information 
Patents listed for the RLD in the Electronic Orange Book Approved Drug 
Products with Therapeutic Equivalence Evaluations 
Patent Certification      
1.  Patent number(s)   
2.  Paragraph:  (Check  all certifications that apply) 
     MOU  PI     PII    PIII    PIV   (Statement of Notification)  
3. Expiration of Patent(s):    NA 
    a.   Pediatric exclusivity submitted?   
    b.   Expiration of Pediatric Exclusivity? YES 
4. Exclusivity Statement: Marketing intentions?   Will not market until after 
                                                                                             expiration 

Patent and Exclusivity Search Results from query on Appl No 022327 
Product 001 in the OB_OTC list.  

 
<>  

There are no unexpired patents for this product in the 
Orange Book Database. 

  

<>  
Appl No Prod No Exclusivity Code Exclusivity Expiration

N022327  001  NP  May 18, 2012 
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1.4.1 
 

 

References 
Letters of Authorization 
1. DMF letters of authorization 

a. Type II DMF authorization letter(s) or synthesis for Active 
Pharmaceutical Ingredient       YES 

b. Type II DMF# 21605 
c. Type III DMF authorization letter(s) for container closure      YES 

2. US Agent Letter of Authorization (U.S. Agent [if needed, countersignature 
on 356h])      YES 

 

1.12.11 Basis for Submission   
NDA#:  22-327    
Ref Listed Drug: PREVACID 24HR 
Firm:  CONSUMER HEALTH INC. 
ANDA suitability petition required?   
If Yes,  provide a copy of approved suitability petition and  number 
ANDA Citizen’s Petition Required?   
If Yes, provide petition number and copy of petition 

 

MODULE 1: ADMINISTRATIVE (Continued)                                                                                                              
  COMMENT (S) 

1.12.12 
 

Comparison between Generic Drug and RLD-505(j)(2)(A) 
1. Conditions of use       SAME 
2. Active ingredients      SAME 
3. Inactive ingredients  JUSTIFIED 
4. Route of administration    SAME 
5. Dosage Form    SAME 
6. Strength      SAME 

 

1.12.14  Environmental Impact Analysis Statement 
 (cite 21CFR 25.31, if applicable)     YES 

 

1.12.15 
 

Request for Waiver  
Request for Waiver of In-Vivo BA/BE Study(ies)   

 

1.14.1 
 

Draft Labeling (Multi Copies N/A for E-Submissions) 
1.14.1.1  4 copies of draft (each strength and container)     YES 
1.14.1.2  1 side by side labeling comparison of containers and carton 
                with all differences annotated and explained      YES 
1.14.1.3  1  package insert (content of labeling) submitted electronically  YES 
1.14.1.4  SPL        YES 
1.14.1.5  Proprietary name requested  NO 
If Yes,  did the firm provide the request as a separate electronic amendment 
labeled “Proprietary Name Request” at initial time of filing 
 1. Yes   
 2. No - contact the firm to submit the request as a separate electronic 
     amendment 
 
HOW SUPPLIED 
 
Lansoprazole delayed-release capsule is available in  

 and 14 capsules unit dose blister packs  
 

 

 1.14.3 
 

Listed Drug Labeling  
1.14.3.1 1 side by side labeling (package and patient insert) comparison with 
               all differences annotated and explained     YES 
1.14.3.3 RLD package insert, 1 RLD label and 1 RLD container label     YES 
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MODULE 2: SUMMARIES         
  COMMENT (S) 

2.3  
Quality Overall Summary (QOS)  
 E-Submission:  PDF     YES 
 Word Processed e.g., MS Word     YES 
 
A model Quality Overall Summary for an immediate release tablet and an extended 
release capsule can be found on the OGD webpage http://www fda.gov/cder/ogd/   
 
Question based Review (QbR)    YES 
 
2.3.S Drug Substance (Active Pharmaceutical Ingredient)    YES 
       2.3.S.1 General Information 
       2.3.S.2 Manufacture 
       2.3.S.3 Characterization 
       2.3.S.4 Control of Drug Substance 
       2.3.S.5 Reference Standards or Materials 
       2.3.S.6 Container Closure System 
       2.3.S.7 Stability 
 
2.3.P Drug Product      YES 
       2.3.P.1 Description and Composition of the Drug Product 
       2.3.P.2  Pharmaceutical Development        
                  2.3.P.2.1 Components of the Drug Product 
                            2.3.P.2.1.1 Drug Substance 
                            2.3.P.2.1.2 Excipients 
                 2.3.P.2.2 Drug Product 
                 2.3.P.2.3 Manufacturing Process Development 
                 2.3.P.2.4 Container Closure System 
       2.3.P.3 Manufacture 
       2.3.P.4 Control of Excipients 
       2.3.P.5 Control of Drug Product 
       2.3.P.6 Reference Standards or Materials 
       2.3.P.7 Container Closure System 
       2.3.P.8 Stability  

 

2.7 Clinical Summary (Bioequivalence) Model BE Data Summary Tables 
 E-Submission:  PDF     YES 
 Word Processed: e.g., MS Word     YES 
 
2.7.1 Summary of Biopharmaceutic Studies and Associated Analytical   
         Methods   
2.7.1.1 Background and Overview 
Table 1. Submission Summary       YES  
Table 4. Bioanalytical Method Validation      YES 
Table 6. Formulation Data     YES 
2.7.1.2 Summary of Results of Individual Studies  
Table 5. Summary of In Vitro Dissolution    YES 
2.7.1.3 Comparison and Analyses of Results Across Studies  
Table 2. Summary of Bioavailability (BA) Studies     YES 
Table 3. Statistical Summary of the Comparative BA Data    YES 
2.7.1.4 Appendix     
2.7.4.1.3 Demographic and Other Characteristics of Study Population 
Table 7. Demographic Profile of Subjects Completing the Bioequivalence Study  YES 
2.7.4.2.1.1 Common Adverse Events 
Table 8. Incidence of Adverse Events in Individual Studies    YES 

 

.
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MODULE 3: 3.2.S DRUG SUBSTANCE                                                                                    
  COMMENT (S) 

3.2.S.1 General Information (Do not refer to DMF)     YES 
3.2.S.1.1 Nomenclature 
3.2.S.1.2 Structure 
3.2.S.1.3 General Properties 

 

3.2.S.2  
Manufacturer 
Drug Substance (Active Pharmaceutical Ingredient) 
1. Name and Full Address(es)of the Facility(ies)     YES 
2. Contact name, phone and fax numbers, email address      YES 
3. Specify Function or Responsibility        YES 
4. Type II DMF number for API       21605   
5. CGMP Certification     YES 
6. CFN or FEI numbers   

 

3.2.S.3  
Characterization    YES 
Provide the following in tabular format: 
1. Name of Impurity(ies) 
2. Structure of Impurity(ies) 
3. Origin of Impurity(ies) 
 

 

3.2.S.4 Control of Drug Substance (Active Pharmaceutical Ingredient) 
3.2.S.4.1 Specification     YES 
Testing specifications and data from drug substance manufacturer(s)   
3.2.S.4.2 Analytical Procedures     YES 
3.2.S.4.3 Validation of Analytical Procedures  
(API that is USP or reference made to DMF, must provide verification of USP 
or DMF procedures)    YES 
1. Spectra and chromatograms for reference standards and test samples    YES 
2. Samples-Statement of Availability and Identification of: 
 

 
3.2.S.4.4 Batch Analysis 
1. COA(s) specifications and test results from drug substance mfgr(s)     YES 
2. Applicant certificate of analysis     YES 
3.2.S.4.5 Justification of Specification     YES                 

 

3.2.S.5 Reference Standards or Materials (Do  not refer to DMF)     YES  

3.2.S.6 Container Closure Systems      Refer to DMF  

3.2.S.7 Stability   
1. Retest date or expiration date of API       YES – months 
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MODULE 3: 3.2.P DRUG PRODUCT (Continued) 
  COMMENT (S) 

3.2.P.5 Controls of Drug Product            
3.2.P.5.1 Specification(s)     YES 
3.2.P.5.2 Analytical Procedures (if USP, see Validation of Analytical 
Procedures section)    YEs 
3.2.P.5.3 Validation of Analytical Procedures  
(if using USP procedure, must provide verification of USP procedure)  YES 
Samples - Statement of Availability and Identification of: 

1. Finished Dosage Form     YES 
    2. Lot number(s) and strength of Drug Product(s)    YES 
 

3.2.P.5.4 Batch Analysis     
Certificate of Analysis for Finished Dosage Form     YES 

3.2.P.5.5 Characterization of Impurities    YES  
3.2.P.5.6 Justification of Specifications     YES 

3.2.P.7 Container Closure System   
1. Summary of Container/Closure System (if new resin, provide data)  YES 
2. Components Specification and Test Data     YES 
3. Packaging Configuration and Sizes     YES 
4. Container/Closure Testing (water permeation, light transmission, extractables 

and leachables when applicable)    YES 
 5. Source of supply and suppliers address      YES  

 

3.2.P.8 
 

3.2.P.8.1 Stability (Finished Dosage Form)    
1. Stability Protocol submitted       YES 
2. Expiration Dating Period     YES –  MONTHS 
3.2.P.8.2 Post-approval Stability and Conclusion 
Post Approval Stability Protocol and Commitments    YES 
3.2.P.8.3 Stability Data  
1. 3 month accelerated stability data  
        a. four (4) time points 0,1,2,3       YES 
                             -OR- 
        b. three (3) time points 0,3,6 *  
2. Batch numbers on stability records the same as the test batch      YES –  
                                                                                                     Lot # LJS10917 
 

 

 

 
*must provide 3 exhibit batches with 12 months of room temperature stability data (Refer to Guidance for Industry: 
Q1A(R2) Stability Testing of New Drug Substances and Products November 2003, Section B.) 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 
 
 
 

 
 

 
               

             Food and Drug Administration 
             Rockville, MD  20857 

 

ANDA 202727 
 
 
 
 
Wockhardt USA LLC 
US Agent for Wockhardt Limited 
Attention: Leanne Usa 
20 Waterview Blvd., 3rd Floor 
Parsippany, NJ 07054 
 
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 also made to the telephone conversation dated  
April 1 and April 28, 2011 and your correspondence dated  
April 14 and April 28, 2011. 
 
NAME OF DRUG: Lansoprazole Delayed-release Capsules, 15 mg 
 
DATE OF APPLICATION: January 24, 2011 
 
DATE (RECEIVED) ACCEPTABLE FOR FILING: January 26, 2011 
 
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: 
 
 

Frank J. Nice              
Project Manager 
240-276-8555 
 
 
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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