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Status Of Reported Tests

STATUS COUNT PERCENT

Invalid 2 33.333

Valid 4 66.667

Total Reported Tests 6 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20080415 ACC-402 Terminated At Sponsor Request

2 20080716 ACC-731 Test Invalid Due To Load Calibration Shift
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Replicate Database Report

Components of
Replicate
Database

OCT
2008

All
Periods

Number of Tests . 23

Formulations . 11

Labs . 6

Stands . 15
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

All FEI1 12 0.18564 0.51980

All FEI2 12 0.33452 0.93665

All FEI1 (Without SA) 12 0.20678 0.57900

All FEI2 (Without SA) 12 0.30648 0.85815
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Report
Period API Category N

Number
Passed

%
Passed

OCT 2008 All Categories, All Parameters 4 1 25.000

OCT 2008 GF-4 - All Parameters 4 1 25.000

OCT 2008 GF-4, FEI1 4 4 100.000

OCT 2008 GF-4, FEI1 (Without SA) 4 2 50.000

OCT 2008 GF-4, FEI2 4 1 25.000

OCT 2008 GF-4, FEI2 (Without SA) 4 1 25.000

OCT 2008 SL - All Parameters 4 4 100.000

OCT 2008 SL, FEI1 4 4 100.000

OCT 2008 SL, FEI1 (Without SA) 4 4 100.000

OCT 2008 SL, FEI2 4 4 100.000

OCT 2008 SL, FEI2 (Without SA) 4 4 100.000

All All Categories, All Parameters 434 58 13.364

All GF-4 - All Parameters 434 58 13.364

All GF-4, FEI1 434 153 35.253

All GF-4, FEI1 (Without SA) 434 128 29.493

All GF-4, FEI2 434 96 22.120

All GF-4, FEI2 (Without SA) 434 91 20.968

All SL - All Parameters 434 226 52.074

All SL, FEI1 434 313 72.120

All SL, FEI1 (Without SA) 434 280 64.516

All SL, FEI2 434 257 59.217

All SL, FEI2 (Without SA) 434 245 56.452








