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Status Of Reported Tests

STATUS COUNT PERCENT

Cancelled 2 2.778

Valid 70 97.222

Total Reported Tests 72 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20040823 RSI-274010 Prior To Completion At Sponsor Request

2 20040903 RSI-274159 Prior To Completion At Sponsor Request
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Replicate Database Report

Components of
Replicate
Database

OCT
2004

All
Periods

Number of Tests . 47

Formulations . 21

Labs . 5

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 ACW 26 26.3627 73.8155

All ACW (Without SA) 26 27.2205 76.2174
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

OCT 2004 All Categories, All Parameters 70 61 87.1429

OCT 2004 GF-4 - All Parameters 70 61 87.1429

OCT 2004 GF-4, ACW 70 61 87.1429

OCT 2004 GF-4, ACW (Without SA) 70 61 87.1429

OCT 2004 SL - All Parameters 70 67 95.7143

OCT 2004 SL, ACW 70 67 95.7143

OCT 2004 SL, ACW (Without SA) 70 67 95.7143

All All Categories, All Parameters 852 525 61.6197

All GF-4 - All Parameters 852 525 61.6197

All GF-4, ACW 852 525 61.6197

All GF-4, ACW (Without SA) 852 531 62.3239

All SL - All Parameters 852 660 77.4648

All SL, ACW 852 660 77.4648

All SL, ACW (Without SA) 852 665 78.0516








