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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 3 3.371

Cancelled 1 1.124

Invalid 4 4.494

Valid 81 91.011

Total Reported Tests 89 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20031020 RSI-270384 Prior To Completion At Sponsor Request

2 20031203 RSI-270963 Operationally Invalid,by Lab

3 20040109 RSI-271421 Operationally Invalid,lab Declares Invalid

4 20040202 RSI-271681 Operationally Invalid,by Lab

5 20040206 RSI-271749 Operationally Invalid,lab Declares Invalid

6 20040206 RSI-271758 Operationally Invalid,lab Declares Invalid

7 20040301 RSI-271906 Operationally Invalid,lab Declares Invalid

8 20040308 RSI-272074 Prior To Completion,reason Being Beyond Control Of The Lab
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Replicate Database Report

Components of
Replicate
Database

APR
2004

All
Periods

Number of Tests 4 30

Formulations 2 14

Labs 2 3

Stands 4 8
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

APR 2004 BWL 2 5.7871 16.2038

APR 2004 BWL (Without SA) 2 3.0150 8.4419

All BWL 16 14.2192 39.8138

All BWL (Without SA) 16 14.1116 39.5124
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

APR 2004 All Categories, All Parameters 81 61 75.3086

APR 2004 GF-4 - All Parameters 81 61 75.3086

APR 2004 GF-4, BWL 81 61 75.3086

APR 2004 GF-4, BWL (Without SA) 81 61 75.3086

All All Categories, All Parameters 682 516 75.6598

All GF-4 - All Parameters 682 516 75.6598

All GF-4, BWL 682 516 75.6598

All GF-4, BWL (Without SA) 682 520 76.2463








