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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 1 1.695

Cancelled 1 1.695

Invalid 3 5.085

Valid 54 91.525

Total Reported Tests 59 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20041021 RSI-274701 Prior To Completion At Sponsor Request

2 20041103 RSI-274781 Operationally Invalid,lab Declares Invalid

3 20041116 RSI-274941 Operationally Invalid,lab Declares Invalid

4 20050224 RSI-275582 Operationally Invalid,lab Declares Invalid

5 20050304 RSI-275663 Operationally Invalid,by Lab
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Replicate Database Report

Components of
Replicate
Database

APR
2005

All
Periods

Number of Tests 5 26

Formulations 2 12

Labs 2 4

Stands 5 13
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

APR 2005 AES 3 0.20203 0.56569

APR 2005 OSCR (Without SA) 3 0.72276 2.02372

APR 2005 RACS 3 0.07145 0.20007

APR 2005 AEVB 3 0.11707 0.32780

APR 2005 APV 3 0.20870 0.58436

APR 2005 OSCR 3 0.72276 2.02372

APR 2005 AES (Without SA) 3 0.13028 0.36478

APR 2005 RACS (Without SA) 3 0.07145 0.20007

APR 2005 AEVB (Without SA) 3 0.11707 0.32780

APR 2005 APV (Without SA) 3 0.13400 0.37520

All AES 14 0.65736 1.84061

All OSCR (Without SA) 14 1.19753 3.35308

All RACS 14 0.31133 0.87171

All AEVB 14 0.13283 0.37193

All APV 14 0.25675 0.71890

All OSCR 14 1.19753 3.35308

All AES (Without SA) 14 0.61428 1.71999

All RACS (Without SA) 14 0.28511 0.79832

All AEVB (Without SA) 14 0.11043 0.30919

All APV (Without SA) 14 0.23689 0.66329
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

APR 2005 All Categories, All Parameters 54 33 61.111

APR 2005 GF-4 - All Parameters 54 35 64.815

APR 2005 GF-4, AES 54 47 87.037

APR 2005 GF-4, AES (Without SA) 54 48 88.889

APR 2005 GF-4, AEVB 54 41 75.926

APR 2005 GF-4, AEVB (Without SA) 54 42 77.778

APR 2005 GF-4, APV 54 43 79.630

APR 2005 GF-4, APV (Without SA) 54 43 79.630

APR 2005 GF-4, OSCR 54 51 94.444

APR 2005 GF-4, OSCR (Without SA) 54 52 96.296

APR 2005 GF-4, RACS 54 54 100.000

APR 2005 GF-4, RACS (Without SA) 54 54 100.000

APR 2005 GF-4, STUCK_RINGS 54 54 100.000

APR 2005 GF-5 - All Parameters 54 33 61.111

APR 2005 GF-5, AES 54 41 75.926

APR 2005 GF-5, AES (Without SA) 54 46 85.185

APR 2005 GF-5, AEVB 54 41 75.926

APR 2005 GF-5, AEVB (Without SA) 54 42 77.778

APR 2005 GF-5, APV 54 43 79.630

APR 2005 GF-5, APV (Without SA) 54 43 79.630

APR 2005 GF-5, OSCR 54 50 92.593

APR 2005 GF-5, OSCR (Without SA) 54 50 92.593

APR 2005 GF-5, RACS 54 53 98.148

APR 2005 GF-5, RACS (Without SA) 54 53 98.148

APR 2005 GF-5, STUCK_RINGS 54 54 100.000
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

All All Categories, All Parameters 862 558 64.733

All GF-4 - All Parameters 862 608 70.534

All GF-4, AES 862 672 77.958

All GF-4, AES (Without SA) 862 674 78.190

All GF-4, AEVB 862 772 89.559

All GF-4, AEVB (Without SA) 862 317 36.775

All GF-4, APV 862 785 91.067

All GF-4, APV (Without SA) 862 792 91.879

All GF-4, OSCR 862 757 87.819

All GF-4, OSCR (Without SA) 862 758 87.935

All GF-4, RACS 862 839 97.332

All GF-4, RACS (Without SA) 862 838 97.216

All GF-4, STUCK_RINGS 862 861 99.884

All GF-5 - All Parameters 862 558 64.733

All GF-5, AES 862 613 71.114

All GF-5, AES (Without SA) 862 621 72.042

All GF-5, AEVB 862 772 89.559

All GF-5, AEVB (Without SA) 862 317 36.775

All GF-5, APV 862 785 91.067

All GF-5, APV (Without SA) 862 792 91.879

All GF-5, OSCR 862 735 85.267

All GF-5, OSCR (Without SA) 862 732 84.919

All GF-5, RACS 862 819 95.012

All GF-5, RACS (Without SA) 862 817 94.780

All GF-5, STUCK_RINGS 862 861 99.884
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