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ONDQA BIOPHARMACEUTICS REVIEW 
 

NDA#:    22-344 
Submission Date:  1/11/2010, 3/9/2010, 8/25/2010 
Drug Name:   Lamivudine and Tenofovir DF Tablets, 300 mg/300 mg  
Formulation:   Tablets 
Strength:   300 mg/300 mg  
Sponsor:   Aurobindo Pharma 
Reviewer:   John Duan, Ph.D. 
Submission Type:  Initial NDA 

 
The current submission is for a fixed combination of lamivudine and tenofovir disoproxil 
fumarate 300mg/300mg tablets. Bioequivalence studies between the proposed product 
and the reference products (EPIVIR® Tablets (lamivudine tablets) 300 mg and 
VIREAD® (tenofovir disoproxil fumarate) Tablets 300 mg) were conducted, which will 
be reviewed by OCP. This review will focus on the in vitro release characteristics.  
  
RECOMMENDATION 
 
The proposed acceptance criteria should be revised. The following dissolution method 
and acceptance criteria are recommended. In a response dated 8/25/2010, the sponsor 
accepted the recommendation. Please have the sponsor amend the relevant part of the 
NDA. 
 

Parameter  Value  
Apparatus  Paddle (USP type II).  

Rotating Speed  75 RPM  
Medium  0.1 N Hydrochloric Acid.  
Volume  900 mL  

Temperature  37.0°± 0.5°C.  
Specification   
Lamivudine Not less than % (Q) of the labeled amount of Lamivudine is dissolved in 15 

minutes. 
Tenofovir Disoproxil 

Fumarate 
Not less than % (Q) of the labeled amount of Tenofovir Disoproxil Fumarate 
is dissolved in 15 minutes. 

 
 
 
_______________________________________                             _________________ 
John Duan, Ph.D.        Date 
Reviewer 
ONDQA Biopharmaceutics 
 
 
 
 
_______________________________________________                                    ____________________ 
Patrick Marroum, Ph.D.       Date 
ONDQA Biopharmaceutics 
 
cc: NDA 22344, Patrick Marroum, Angelica Dorantes, John Duan 
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COMMENTS 
 
1. The current dissolution method and specification for Epivar 300 mg is as follows. 
 

Parameter  Value  
Apparatus  Paddle (USP type II).  

Rotating Speed  75 RPM  
Medium  0.1 N Hydrochloric Acid.  
Volume  900 mL  

Temperature  37.0°± 0.5°C.  
Specification  Not less than % (Q) of the labeled amount of Lamivudine is dissolved in 15 

minutes. 
 
2. The current dissolution method and specification for Viread 300 mg is as follows. 
 

Parameter  Value  
Apparatus  Paddle (USP type II).  

Rotating Speed  50 RPM  
Medium  0.1 N Hydrochloric Acid.  
Volume  900 mL  

Temperature  37.0°± 0.5°C.  
Specification  Not less than % (Q) of the labeled amount of Tenofovir Disoproxil Fumarate 

is dissolved in 30 minutes. 
 
3. Based on the data provided (see Appendix), the following dissolution method and 

acceptance criteria are recommended. 
 

Parameter  Value  
Apparatus  Paddle (USP type II).  

Rotating Speed  75 RPM  
Medium  0.1 N Hydrochloric Acid.  
Volume  900 mL  

Temperature  37.0°± 0.5°C.  
Specification   
Lamivudine Not less than % (Q) of the labeled amount of Lamivudine is dissolved in 15 

minutes. 
Tenofovir Disoproxil 

Fumarate 
Not less than  (Q) of the labeled amount of Tenofovir Disoproxil Fumarate 
is dissolved in 15 minutes. 
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Rotation:  75 rpm  
Temperature: 37.0° ± 0.5°C  
Sampling:   15  minutes 
 
The comparison showed rapid dissolution in all three media. The following tables show 
the results of Lamivudine and Tenofovir in 0.1 N HCl for three lots. 
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PHARMA LTD
Lamivudine/Tenofovir Dixoproxil
Fumarate FDC Tablets (300
mg/300)
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