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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 2 5.405

Cancelled 1 2.703

Invalid 1 2.703

Valid 33 89.189

Total Reported Tests 37 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20070614 RSI-301781 Operationally Invalid,by Lab

2 20070913 RSI-303017 Operationally Invalid,lab Declares Invalid

3 20070917 RSI-303025 Prior To Completion At Sponsor Request

4 20070921 RSI-303083 Operationally Invalid,by Lab
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Replicate Database Report

Components of
Replicate
Database

OCT
2007

All
Periods

Number of Tests 2 30

Formulations 1 14

Labs 1 4

Stands 1 13
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

OCT 2007 AES 1 0.02828 0.07920

OCT 2007 RACS 1 1.12430 3.14804

OCT 2007 AEVB 1 0.07071 0.19799

OCT 2007 APV 1 0.04950 0.13859

OCT 2007 OSCR 1 0.16715 0.46803

OCT 2007 AES (Without SA) 1 0.03536 0.09899

OCT 2007 RACS (Without SA) 1 1.16673 3.26683

OCT 2007 AEVB (Without SA) 1 0.07071 0.19799

OCT 2007 APV (Without SA) 1 0.04950 0.13859

OCT 2007 OSCR (Without SA) 1 0.04370 0.12236

All AES 16 0.61607 1.72499

All RACS 16 0.40660 1.13848

All AEVB 16 0.12595 0.35266

All APV 16 0.24127 0.67556

All OSCR 16 1.14066 3.19385

All AES (Without SA) 16 0.57637 1.61384

All RACS (Without SA) 16 0.39732 1.11249

All AEVB (Without SA) 16 0.10533 0.29493

All APV (Without SA) 16 0.22279 0.62380

All OSCR (Without SA) 16 0.43765 1.22542
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

OCT 2007 All Categories, All Parameters 33 29 87.879

OCT 2007 GF-4 - All Parameters 33 29 87.879

OCT 2007 GF-4, AES 33 31 93.939

OCT 2007 GF-4, AES (Without SA) 33 23 69.697

OCT 2007 GF-4, AEVB 33 31 93.939

OCT 2007 GF-4, AEVB (Without SA) 33 28 84.848

OCT 2007 GF-4, APV 33 31 93.939

OCT 2007 GF-4, APV (Without SA) 33 25 75.758

OCT 2007 GF-4, OSCR 33 33 100.000

OCT 2007 GF-4, OSCR (Without SA) 33 33 100.000

OCT 2007 GF-4, RACS 33 32 96.970

OCT 2007 GF-4, RACS (Without SA) 33 32 96.970

OCT 2007 GF-4, STUCK_RINGS 33 33 100.000

All All Categories, All Parameters 1061 741 69.840

All GF-4 - All Parameters 1061 741 69.840

All GF-4, AES 1061 841 79.265

All GF-4, AES (Without SA) 1061 804 75.778

All GF-4, AEVB 1061 940 88.596

All GF-4, AEVB (Without SA) 1061 467 44.015

All GF-4, APV 1061 962 90.669

All GF-4, APV (Without SA) 1061 937 88.313

All GF-4, OSCR 1061 924 87.088

All GF-4, OSCR (Without SA) 1061 920 86.711

All GF-4, RACS 1061 1025 96.607

All GF-4, RACS (Without SA) 1061 1022 96.324

All GF-4, STUCK_RINGS 1061 1060 99.906








