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M E M O R A N D U M DEPARTMENT OF HEALTH AND HUMAN SERVICES 
  PUBLIC HEALTH SERVICE 
  FOOD AND DRUG ADMINISTRATION 
  CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
DATE: April 26, 2013 
 
FROM: Raymond P. Frankewich, Ph.D., Review Chemist, Branch IV, DNDQA II/ONDQA 
 
THROUGH: Moo-Jhong Rhee, Ph.D., Branch Chief, Branch IV, DNDQA II/ONDQA 
 
TO: NDA 202634 
 
SUBJECT: Final Recommendation 
 
The previous CMC Review #2, dated 4-18-2013, made a recommendation of not approval of this 
NDA because of the following unresolved issues: 
 

• Label/labeling issues were not satisfactorily resolved from the CMC perspective. 
 
 
Labels/labeling were revised according to our recommendations in CMC Review #2.  In 
Attachment 1, recommended changes to the labeling that were sent to the applicant are provided.   
 
Recommendation: 
 
Therefore, from the ONDQA’s perspective, this NDA is now recommended for APPROVAL with 
an expiration dating period of 24 months. 
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Attachments 
 
Attachment 1 
 

Labeling – Package Insert – selected sections 
 
 

Reference ID: 3300137

(b) (4)

2 Pages Of Draft Labeling Have Been Withheld In Full As b4 (CCI/TS) Immediately Following 
This Page
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M E M O R A N D U M DEPARTMENT OF HEALTH AND HUMAN SERVICES 
  PUBLIC HEALTH SERVICE 
  FOOD AND DRUG ADMINISTRATION 
  CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
DATE: October 18, 2011 
 
FROM: Raymond P. Frankewich, Ph.D., Review Chemist, Branch II, ONDQA 
 
THROUGH: Moo-Jhong Rhee, Ph.D., Branch Chief, Branch IV, DNDQA II/ONDQA 
 
SUBJECT: Addendum to CMC Review #1 for NDA 202-342  
 
TO: NDA 202-342 
 
The previous CMC Review #1, dated 6-14-11, made a recommendation of not approval of this 
NDA because of the following unresolved issues: 
 

1. There has been no “Acceptable” recommendation from the Office of Compliance. 
2. Label/labeling issues were not considered acceptable from the CMC perspective. 

 
As of the date of this memorandum, the Office of Compliance has issued an overall “Acceptable” 
recommendation (date:  July 25, 2011) but the labeling has not been satisfactorily updated. 
 
Therefore, from the CMC perspective, this NDA in its present form is not recommended for 
approval per 21CFR 314.125(6). 
  
 
Attachment: 

1) EER reports 
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FDA Contacts: C. TRAN ZWANETZ

R. FRANKEWICH

M. KOWBLANSKY

301 796 3877

301 796 1354

301 796 1390

(HFD 800)Project Manager

Review Chemist

Team Leader

Overall Recommendation: by D. SMITHon 25 JUL 2011ACCEPTABLE ()

DMF No:

DMF No:

AADA:

AADA:

Responsibilities:

Responsibilities:

FINISHED DOSAGE RELEASE TESTER

FINISHED DOSAGE STABILITY TESTER

FINISHED DOSAGE MANUFACTURER

CONTROL TESTING LABORATORIES "ALSO" 
(DRUGS)

CAPSULES EXTENDED RELEASE

Profile:

Profile:

OAI Status:

OAI Status:

NONE

NONE

Application: NDA 202342/000

2Priority:

180Org. Code: 

14 FEB 2011District Goal:

Stamp Date: 15 OCT 2010

15 NOV 2011

Action Goal:

PDUFA Date:

HANMI USA

4600 EAST WEST HWY STE 350

BETHESDA, MD  20814

Sponsor:

 (Esomeprazole Strontium)Brand Name: 

Estab. Name: 

Generic Name:

Product Number;  Dosage Form;  Ingredient;  Strengths

OC RECOMMENDATION

OC RECOMMENDATION

Last Milestone:

Last Milestone:

16 NOV 2010

22 APR 2011

Milestone Date:

Milestone Date:

BASED ON PROFILE

DISTRICT RECOMMENDATION

Reason:

Reason:

Decision:

Decision:

ACCEPTABLE

ACCEPTABLE

CFN:

CFN:

FEI:

FEI:

Establishment:

Establishment:

001; CAPSULE; ESOMEPRAZOLE; 20MG
002; CAPSULE; ESOMEPRAZOLE; 40MG

Reference ID: 3032891

(b) (4)

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

(b) (4)

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

(b) (4)



October 18, 2011 5:27 PM

FDA CDER EES
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SUMMARY REPORT 
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DMF No:

DMF No:

AADA:

AADA:

Responsibilities:

Responsibilities:

FINISHED DOSAGE LABELER

FINISHED DOSAGE PACKAGER

DRUG SUBSTANCE MANUFACTURER

DRUG SUBSTANCE OTHER TESTER

CAPSULES EXTENDED RELEASE

NON STERILE API BY CHEMICAL SYNTHESIS

Profile:

Profile:

OAI Status:

OAI Status:

NONE

NONE

OC RECOMMENDATION

OC RECOMMENDATION

Last Milestone:

Last Milestone:

16 NOV 2010

25 JUL 2011

Milestone Date:

Milestone Date:

BASED ON PROFILE

DISTRICT RECOMMENDATION

Reason:

Reason:

Decision:

Decision:

ACCEPTABLE

ACCEPTABLE

HANMI FINE CHEMICAL CO., LTD.

SHIHANG CITY, KYONGGI DO, , KOREA, REPUBLIC OF

1248 8 CHONGWANG DONG

CFN:

CFN: 3004587193

FEI:

FEI:

Establishment:

Establishment:

Reference ID: 3032891

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

(b) (4)
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