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SUMMARY REPORT
TO: CMC MEMO-TO-FILE 

FROM: P. Shiromani, Ph.D 

SUBJECT: NDA 204683 – Desvenlafaxine ER Tablets, 50 mg and 100 mg

DATE: 24-Jun-2013 

The attached Summary Report from the Office of Compliance was received on 20-Jun-2013, with an 
‘Acceptable’ overall recommendation. There are no other CMC pending issues. Accordingly, this 
NDA is recommended for approval from a CMC perspective. The CMC Review was submitted to 
DARRTS on 13-May-2013. 

Reference ID: 3330249

APPEARS THIS WAY ON ORIGINAL



FDA CDER EES
ESTABLISHMENT EVALUATION REQUEST 

SUMMARY REPORT
FDA CDER EES 

            ESTABLISHMENT EVALUATION REQUEST 
        SUMMARY REPORT

Application: NDA 204683/000 Sponsor: OSMOTICA PHARM CORP

Org. Code: 

Priority:

130

5

1205 CULBRETH DR STE 200 

WILMINGTON, NC  28405 

Stamp Date: 13-SEP-2012 Brand Name: Khedezla (Desvenlafaxine) 

PDUFA Date: 

Action Goal:

13-JUL-2013 Estab. Name: 

Generic Name: Desvenlafaxine Extended Release Tablets, 

District Goal: 14-MAY-2013 Product Number;  Dosage Form; Ingredient; Strengths

001; TABLET, EXTENDED RELEASE; DESVENLAFAXINE; 50MG 
002; TABLET, EXTENDED RELEASE; DESVENLAFAXINE; 100MG 

FDA Contacts:    S. BHAMIDIPATI 

T. BOUIE 

W. BENDER 

C. TELE

Prod Qual Reviewer 

Product Quality PM 

Regulatory Project Mgr 

Team Leader

3017962426 

3017961649 

3017962145 

3017961762

Overall Recommendation: ACCEPTABLE on 20-JUN-2013 by C. CAPACCI-DANIEL () 3017963532 

PENDING on 10-OCT-2012 by EES_PROD 

PENDING on 10-OCT-2012 by EES_PROD 

Establishment: CFN: 1049418 FEI: 1049418

AAIPHARMA INC

DMF No:
WILMINGTON, , UNITED STATES  28405 

AADA:

Responsibilities:  

FINISHED DOSAGE MANUFACTURER 

Profile: TABLETS, EXTENDED RELEASE OAI Status: NONE

Last Milestone:

Milestone Date:

OC RECOMMENDATION 

03-JUN-2013 

Decision: ACCEPTABLE

Reason: DISTRICT RECOMMENDATION 

Establishment:

DMF No: AADA:

Responsibilities: DRUG SUBSTANCE MANUFACTURER

Profile: OAI Status: NONE

Last Milestone:

Milestone Date:

OC RECOMMENDATION 

16-OCT-2012 

Decision: ACCEPTABLE

Reason: BASED ON PROFILE 

Reference ID: 3330249

(b) (4)

(b) (4)

(b) (4)
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Establishment: CFN: FEI:

DMF No: AADA:

Responsibilities: FINISHED DOSAGE RELEASE TESTER

Profile: CONTROL TESTING LABORATORY OAI Status: NONE

Last Milestone:

Milestone Date:

OC RECOMMENDATION 

20-JUN-2013 

Decision: ACCEPTABLE

Reason: DISTRICT RECOMMENDATION 

Establishment:

DMF No: AADA:

Responsibilities: DRUG SUBSTANCE MANUFACTURER

Profile: OAI Status: NONE

Last Milestone:

Milestone Date:

OC RECOMMENDATION 

16-OCT-2012 

Decision:

Reason

ACCEPTABLE

BASED ON PROFILE

Reference ID: 3330249

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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This is a representation of an electronic record that was signed
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signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

PRAFULL K SHIROMANI
06/24/2013

RAMESH K SOOD
06/24/2013
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signature.
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PRAFULL K SHIROMANI
05/13/2013

SHASTRI P BHAMIDIPATI
05/13/2013

RAMESH K SOOD
05/13/2013

Reference ID: 3307787













 

 

7.  

Are drug substance 
manufacturing sites 
identified on FDA Form 
356h or associated 
continuation sheet?  For 
each site, does the 
application list: 
 Name of facility, 
 Full address of facility 

including street, city, 
state, country  

 FEI number for facility (if 
previously registered 
with FDA) 

 Full name and title, 
telephone, fax number 
and email for on-site 
contact person.  

 Is the manufacturing 
responsibility and 
function identified for 
each facility?, and 

 DMF number (if 
applicable) 

X   

8.  

Are drug product 
manufacturing sites are 
identified on FDA Form 
356h or associated 
continuation sheet.  For 
each site, does the 
application list: 
 Name of facility, 
 Full address of facility 

including street, city, 
state, country  

 FEI number for facility (if 
previously registered 
with FDA) 

 Full name and title, 
telephone, fax number 
and email for on-site 
contact person. 

 Is the manufacturing 
responsibility and 
function identified for 
each facility?, and 

 DMF number (if 
applicable) 

X   

Reference ID: 3197354
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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/
----------------------------------------------------

CHHAGAN G TELE
09/30/2012
IQA Memo.

RAMESH K SOOD
10/01/2012

Reference ID: 3197354




