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 OGD APPROVAL ROUTING SUMMARY 
 
ANDA # 40-621 ApplicantSun Pharmaceutical Industries Ltd. 
Drug Extended Phenytoin Sodium Capsules, USP    Strength(s)100 mg 
 
APPROVAL    TENTATIVE APPROVAL    SUPPLEMENTAL APPROVAL (NEW STRENGTH)    OTHER  
 
REVIEWER:       DRAFT Package  FINAL Package 
 
1.   Martin Shimer        
     Chief, Reg. Support Branch   

Contains GDEA certification:   Yes    No  Determ. of Involvement? Yes   No  
(required if sub after 6/1/92)      Pediatric Exclusivity System 
       RLD =      NDA#      
Patent/Exclusivity Certification: Yes    No        Date Checked       
If Para. IV Certification- did applicant        Nothing Submitted         
Notify patent holder/NDA holder Yes    No   Written request issued    
Was applicant sued w/in 45 days:Yes    No   Study Submitted     
Has case been settled:          Yes    No  Date settled:      
Is applicant eligible for 180 day         
Generic Drugs Exclusivity for each strength:  Yes    No  
Date of latest Labeling Review/Approval Summary 10/17/05 
Any filing status changes requiring addition Labeling Review  Yes    No        
Type of Letter:Full Approval 
Comments:No patents or exclusivities remain on Dilantin.  This ANDA eligible for 

Full Approval 
 
 
2.  Project Manager, Jeanne Skanchy Team 12    
 Review Support Branch         
   

Original Rec′d date8/20/2004 EER Status   Pending   Acceptable  OAI  
Date Acceptable for Filing9/1/2004 Date of EER Status 12/16/2005 
Patent Certification (type)none Date of Office Bio Review 7/29/2005 
Date Patent/Exclus.expires      Date of Labeling Approv. Sum 10/17/2005 
Citizens' Petition/Legal Case Yes  No    
(If YES, attach email from PM to CP coord) 

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

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

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

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

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

 Comments: 
       
 
 
4. David Read (PP IVs Only) Pre-MMA  Language included    Date       
 OGD Regulatory Counsel,   Post-MMA Language Included    Initials      

Comments:      
 
 
5. Div. Dir./Deputy Dir.               
    Chemistry Div. III  
      

Comments:CMC Satisfactory 

Date11/1/06   Date      

InitialsMHS Initials      

Date10/30/2006   Date      

Initialsjs Initials      

Date11/1/06   Date 11/1/06 
Name/Initialsmd Name/Initials Lillie 

Golson/lg

Date12/6/06  
InitialsVAS 



 
 
 
6.  Frank Holcombe  First Generics Only    Date      
    Assoc. Dir. For Chemistry       Initials        
 Comments: (First generic drug review) 
       
 
        
7.   Vacant          Date      
 Deputy Dir., DLPS         Initials      
       
 
 
8.   Peter Rickman         Date12/8/06 
     Director, DLPS         InitialsWPR 

Para.IV Patent Cert: Yes   No ;Pending Legal Action: Yes  No ; Petition: Yes  No  
     Comments:no patents or exclusivity okay for full approval 
 
OR 
 
 
8. Robert L. West         Date       
      Deputy Director, OGD        Initials       
      Para.IV Patent Cert: Yes  No ; Pending Legal Action: Yes  No ; Petition: Yes  No  
      Press Release Acceptable  
 Comments:      
 
 
 
9.   Gary Buehler         Date       

Director, OGD         Initials       
Comments:      
First Generic Approval       PD or Clinical for BE      Special Scientific or Reg.Issue  

 Press Release Acceptable  
 
10. Project Manager, Jeanne Skanchy Team  12    Date12/12/2006 

Review Support Branch        Initials JS 
     Date PETS checked for first generic drug (just prior to notification to firm)  
Applicant notification: 
3:20 pm on 12/11/2006 Time notified of approval by phone11:39 am on 12/12/2006 Time 

approval letter faxed 
FDA Notification: 
12/12/2006Date e-mail message sent to "CDER-OGDAPPROVALS″ distribution list. 
12/12/2006 Date Approval letter copied to \\CDS014\DRUGAPP\ directory. 
 

 
REVIEWER:Suhas Patankar    FINAL ACTION: Approved on December 11,2006



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
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