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Table 3. Summary of data obtained for Betrixaban 40 mg and 80 mg dosage units 
Test Data Specifications Results 

Potency (40 
mg) 

Sample 1: % 
% Pass 

Sample 2: % 

Content 
Uniformity 
(USP <905> 

40 mg capsules ( n=10):  
L1 =   
L2= % 

L1 =   
(maximum allowed 
acceptance value) 
L2 = % 
(Maximum allowed 
deviation range for each 
dosage unit) 

L1 = Pass 
L2 = Pass 

80 mg capsules (n=30):*  
L1 = ;  
L2low % 
L2high= %  

L1 = Pass 
L2low =Fail 
L2high=Pass 

%related 
substances 

Sample solution 1. % (total impurities) 
Sample solution 2. % (total impurities) 

Total impurities: % 
Impurity J % 

Pass 

*One out of 30 units tested failed the L2 range of %. A check analysis for content uniformity of 
Betrixaban Maleate IR capsules, 80 mg was performed by another analyst (Table 4)  

 
Table 4. Results for check analysis of Betrixaban Maleate IR capsules, 80 mg 

L1 
Specifications: L1 =  

(maximum allowed acceptance value) 
Pass 

L2low Specifications: L2 = % 
(maximum allowed deviation range) 

Pass 

L2high Pass 

 
 
 
Original analyst worksheets can be viewed using this ECMS link: 

  http://ecmsweb.fda.gov:8080/webtop/drl/objectId/090026f88105247b 
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