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Status Of Reported Tests

STATUS COUNT PERCENT

Cancelled 1 2.174

Valid 45 97.826

Total Reported Tests 46 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20070914 RSI-303023 Prior To Completion At Sponsor Request
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Replicate Database Report

Components of
Replicate
Database

OCT
2007

All
Periods

Number of Tests 2 61

Formulations 1 28

Labs 2 6

Stands 2 16
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

OCT 2007 ACW 1 45.3468 126.971

OCT 2007 ACW (Without SA) 1 45.3468 126.971

All ACW 33 26.8280 75.118

All ACW (Without SA) 33 27.7192 77.614
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

OCT 2007 All Categories, All Parameters 45 25 55.5556

OCT 2007 GF-4 - All Parameters 45 25 55.5556

OCT 2007 GF-4, ACW 45 25 55.5556

OCT 2007 GF-4, ACW (Without SA) 45 25 55.5556

OCT 2007 SL - All Parameters 45 34 75.5556

OCT 2007 SL, ACW 45 34 75.5556

OCT 2007 SL, ACW (Without SA) 45 34 75.5556

All All Categories, All Parameters 1114 711 63.8241

All GF-4 - All Parameters 1114 711 63.8241

All GF-4, ACW 1114 711 63.8241

All GF-4, ACW (Without SA) 1114 717 64.3627

All SL - All Parameters 1114 873 78.3662

All SL, ACW 1114 873 78.3662

All SL, ACW (Without SA) 1114 881 79.0844








