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U) 
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2: 
Q) 
U) 
.0 
0 .,__ 
0 

Q) 
.0 
E 
::, 
C 

Lot 

40 

35 

30 

25 

20 

15 

10 

5 

0 

164-01 00AB&CA 

164-02408B&BA 

164-0530AB&AA 

164-20608B&BA 

164-2200AB&AA 

164-2420AB&AA 

Pooled 

Days 

Number of Mean Standard 
observations Deviation 

18 6.32 0.11 

18 6.36 0.11 

18 6.31 0.09 

16 6.22 0.12 

16 6.28 0.19 

16 6.39 0.14 

102 6.31 days 0.13 

(b) (4)

(b) (4)

(b) (4) (b) (4)

(b) (4)
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In Vitro TSO¾ 
Analysis using Only the first fi ll (AA) Commercial lots and the Process Validation Lots 

Lot #/Dose Average (n=3) Replicate 1 Replicate 2 Replicate 3 
Days 

US lots: 240- 240-2513AA/25 mg 6.3 

240-2393AA/25 mg 6.4 

240-2743AA/25 mg 6.6 

EU/ROW lots: 237-3341AA/25 mg 6.3 
237- 237-0392AA/37 .5 mg 6.4 

237-0943AA/37 .5 mg 6.5 

237-1582AA/50 mg 6.5 

237-2562AA/25 mg 6.5 

237-2802AA/25 mg 6.5 

164-2212AA*/50 mg 6.3 

237-2982AA/25 mg 6.6 

237-3122AA/25 mg 6.6 

237-3262AA/37 .5 mg 6.7 

237-0103AA/37.5 mg 6.6 

237-0383AA/37 .5 mg 6.5 

237-0243AA/37 .5 mg 6.5 

237-0803AA/25 mg 6.4 

237-1153AA/25 mg 6.4 

237-2273AA/25 mg 6.4 

237-2623AA/50 mg 6.5 

Process 164-0611 AA/25 mg 6.5 
Validation Lots: 

164-0751AB/37.5 mg 6.4 164-
164-1071 BB/50 mg 6.4 

Average (mean) 6.47 Average (Individual) 6.48 

SD 0 .106 SD 0.122 

3SD 0.319 3SD 0.366 

'Only two replicates were performed, and a commercial lot was used for Clinical - 164 number. 

(b) (4)
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