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Status Of Reported Tests

STATUS COUNT PERCENT

Cancelled 2 3.636

Valid 53 96.364

Total Reported Tests 55 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20071001 RSI-303298 Prior To Completion At Sponsor Request

2 20071105 RSI-304376 Prior To Completion At Sponsor Request
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Replicate Database Report

Components of
Replicate
Database

APR
2008

All
Periods

Number of Tests . 61

Formulations . 28

Labs . 6

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

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

All ACW 33 26.8280 75.1184

All ACW (Without SA) 33 27.7192 77.6139
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

APR 2008 All Categories, All Parameters 53 41 77.3585

APR 2008 GF-4 - All Parameters 53 41 77.3585

APR 2008 GF-4, ACW 53 41 77.3585

APR 2008 GF-4, ACW (Without SA) 53 41 77.3585

APR 2008 SL - All Parameters 53 45 84.9057

APR 2008 SL, ACW 53 45 84.9057

APR 2008 SL, ACW (Without SA) 53 47 88.6792

All All Categories, All Parameters 1167 752 64.4387

All GF-4 - All Parameters 1167 752 64.4387

All GF-4, ACW 1167 752 64.4387

All GF-4, ACW (Without SA) 1167 758 64.9529

All SL - All Parameters 1167 918 78.6632

All SL, ACW 1167 918 78.6632

All SL, ACW (Without SA) 1167 928 79.5201








