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MEMORANDUM: DEPARTMENT OF HEALTH AND HUMAN SERVICES PUBLIC 

HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 
CENTER FOR DRUG EVALUATION AND RESEARCH 

 
 
DATE: 16-NOV-2010 
 
TO:  N201655 File 
 
FROM: Craig M. Bertha, Ph.D. 

Chemistry Reviewer 
ONDQA, Division III, Branch VIII 

 
THROUGH: Prasad Peri, Ph.D. 
  Acting Branch Chief 
  ONDQA, Division III, Branch VIII 
 
SUBJECT: Update on Establishment Evaluation Request for N201655  

(oxymorphone HCl) Extended Release Tablets; CMC recommendation 
 
SUMMARY:  
 
The Office of Compliance issued an overall recommendation of ACCEPTABLE for the 
application on 15-NOV-2010. 
 
RECOMMENDATION: As per CMC review #2, the application was considered to be 
approvable, considering that there was no recommendation from the Office of Compliance.  Now 
that the OC has put forth a recommendation of acceptable, the recommendation from the CMC 
team for the application is for approval. 
 
 
      _______________________________ 
      Craig M. Bertha, Ph.D. 
      CMC Reviewer, ONDQA 
 
 
 
 
cc: 
OND/DAAP/LBasham 
ONDQA/DIV 3/CBertha/16-NOV-2010 
ONDQA/DIV 3/PPeri 
ONDQA/DIV3/DChristodoulou 
ONDQA/SSharp-Suarez 
OND/DAAP/EFields 
ONDQA/SPatwardhan 
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Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-201655 ORIG-1 ENDO

PHARMACEUTICA
LS INC

Oxymorphone HCl 
 extended-release tablet
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Initial Quality Assessment 
Office of New Drug Quality Assessment 

Division III, Branch VIII 
Division of Anesthesia, Analgesia and Addiction Products   

 
 
OND Division:    Anesthesia, Analgesia and Addiction   
NDA:     201655 
Chemical Classification  3S 
Applicant:    ENDO Pharmaceuticals Inc. 
Stamp date:    July 7, 2010  
PDUFA Date:    January 7, 2010 
Trademark:     
Established Name: Oxymorphone HCl 
Dosage Form:    Extended-release tablets, 5 mg, 7.5 mg, 10 mg, 20 mg, 

30 mg, 40 mg  
Route of Administration:  Oral 
Indication: Treatment of moderate to severe  pain  
CMC Lead:     Danae D. Christodoulou, Ph.D. 
      YES  NO 
ONDQA Fileability:     √              
Comments for 74-Day Letter:                        √                  
 
 

(b) (4)

(b) (4)
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Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-201655 ORIG-1 ENDO

PHARMACEUTICA
LS INC

Oxymorphone HCl 
 extended-release tablet
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