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OTHER REVIEW 



CBE Review Form 
 

DISCIPLINES 
INVOLVED 

REVIEW 
OUTCOME 

 DISCIPLINES 
INVOLVED 

REVIEW 
OUTCOME 

Chemistry  AC  Bio NA 
Microbiology NA  FACILTIES NA 
Labeling NA  DMF Adequate 
SUBMISSIONS REVIEWED 
Submission 
Date: 

5/6/2016 

Amendment(s) 
Date: 

NA 

 
 
Letter Date: 5/6/2016   
 ANDA No./Supplement No.: Group Supplement 

65398/S-002 
65399/S-002 
65400/S-002 
65488/S-001 

Applicant: Lupin Ltd. 
                        Drug Product : Azithromycin Tablets USP, 250 mg (ANDA 65398) 

Azithromycin Tablets USP, 500 mg (ANDA 65399) 
Azithromycin Tablets USP, 600 mg (ANDA 65400) 
Azithromycin for Oral Suspension USP, 100 mg/5 mL 
and 200 mg/5 mL (ANDA 65488) 

 
Supplement provide for: 
Inclusion of note in drug substance, Azithromycin Monohydrate USP (DMF # 25820), test 
procedure for organic impurities, USP in-line with USP. 
 
Review Notes: 
Lupin added a note in Organic impurities-Procedure 2 in line with USP monograph. As per the 
note “Disregard peaks eluting before Azithromycin 3 '-N-oxide (Azithromycin N-oxide) and 
after 3-deoxyazithromycin (Azithromycin B)”.  

Lupin provided the updated test procedure with the note in Organic impurities-Procedure 2. 

 
X Data in support of the amendments are found satisfactory: 
 
 

 Deficiencies noted: 

 
Recommendation: 

(b) (4)

(b) (4)



X Supplements Approval 

 Not approvable supplements;  above deficiencies to applicant 

Reviewer: Neeraj Chopra Date: 5/23/2016 

    
  
  
 




