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Figure 1.  Mean Plasma Concentrations, Single-Dose Fasting Bioequivalence Study 
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2. Dissolution Data 

 
On 10/12/2006, in the course of its review of ANDA 077415, the Agency acknowledged 
the following dissolution method and specifications: 
 

The dissolution testing should be conducted in 900 mL of 0.1N HCl at 37°C using 
USP Apparatus I (basket) at 75 rpm. The test products should meet the following 
specifications: 

 
   1 hr: 15-35% 

 2 hrs: 25-50% 
 4 hrs: 40-65% 
 8 hrs: 65-90% 

   12 hrs: NLT 80% dissolved 

In the current report, the dissolution testing using the above dissolution method was 
conducted comparing test and reference products (Budeprion XL Tablets, 300 mg versus 
Wellbutrin XL Tablets, 300 mg).  The dissolution testing data are summarized below. 
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Table 1.  Dissolution Data 
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Figure 2.  Dissolution Profiles 
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