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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 1 2

Cancelled 1 2

Invalid 1 2

Valid 47 94

Total Reported Tests 50 100
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20061108 RSI-296284 Prior To Completion At Sponsor Request

2 20070105 RSI-297434 Operationally Invalid,by Lab

3 20070321 RSI-300135 Operationally Invalid,lab Declares Invalid
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Replicate Database Report

Components of
Replicate
Database

APR
2007

All
Periods

Number of Tests 2 28

Formulations 1 13

Labs 1 4

Stands 2 13



Thursday, August 6, 2009

VG - Report Period: APR 2007 4

by-Formulation Pooled s and Reproducibility of Replicate Data

Thursday, August 6, 2009

VG - Report Period: APR 2007 4

by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

APR 2007 AES 1 0.14849 0.41578

APR 2007 RACS 1 0.15556 0.43558

APR 2007 AEVB 1 0.04243 0.11879

APR 2007 APV 1 0.07778 0.21779

APR 2007 OSCR 1 0.84423 2.36385

APR 2007 AES (Without SA) 1 0.17678 0.49497

APR 2007 RACS (Without SA) 1 0.16263 0.45538

APR 2007 AEVB (Without SA) 1 0.04243 0.11879

APR 2007 APV (Without SA) 1 0.07778 0.21779

APR 2007 OSCR (Without SA) 1 0.21821 0.61099

All AES 15 0.63623 1.78144

All RACS 15 0.30344 0.84963

All AEVB 15 0.12879 0.36062

All APV 15 0.24886 0.69679

All OSCR 15 1.17728 3.29638

All AES (Without SA) 15 0.59520 1.66657

All RACS (Without SA) 15 0.27863 0.78016

All AEVB (Without SA) 15 0.10724 0.30028

All APV (Without SA) 15 0.22974 0.64326

All OSCR (Without SA) 15 0.45186 1.26521
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

APR 2007 All Categories, All Parameters 47 34 72.340

APR 2007 GF-4 - All Parameters 47 34 72.340

APR 2007 GF-4, AES 47 43 91.489

APR 2007 GF-4, AES (Without SA) 47 29 61.702

APR 2007 GF-4, AEVB 47 46 97.872

APR 2007 GF-4, AEVB (Without SA) 47 36 76.596

APR 2007 GF-4, APV 47 43 91.489

APR 2007 GF-4, APV (Without SA) 47 33 70.213

APR 2007 GF-4, OSCR 47 37 78.723

APR 2007 GF-4, OSCR (Without SA) 47 37 78.723

APR 2007 GF-4, RACS 47 45 95.745

APR 2007 GF-4, RACS (Without SA) 47 44 93.617

APR 2007 GF-4, STUCK_RINGS 47 47 100.000

All All Categories, All Parameters 1028 712 69.261

All GF-4 - All Parameters 1028 712 69.261

All GF-4, AES 1028 810 78.794

All GF-4, AES (Without SA) 1028 781 75.973

All GF-4, AEVB 1028 909 88.424

All GF-4, AEVB (Without SA) 1028 439 42.704

All GF-4, APV 1028 931 90.564

All GF-4, APV (Without SA) 1028 912 88.716

All GF-4, OSCR 1028 891 86.673

All GF-4, OSCR (Without SA) 1028 887 86.284

All GF-4, RACS 1028 993 96.595

All GF-4, RACS (Without SA) 1028 990 96.304

All GF-4, STUCK_RINGS 1028 1027 99.903








