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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 4 14.286

Cancelled 1 3.571

Invalid 3 10.714

Valid 20 71.429

Total Reported Tests 28 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20051110 RSI-290149 Operationally Invalid,lab Declares Invalid

2 20051114 RSI-290171 Lab Declaration Of Invalid Test,reason Being Beyondcontrol Of The Lab

3 20051130 RSI-290323 Operationally Invalid,by Lab

4 20051215 RSI-290594 Lab Declaration Of Invalid Test,reason Being Beyondcontrol Of The Lab

5 20051228 RSI-290563 Prior To Completion,reason Being Beyond Control Of The Lab

6 20060105 RSI-290620 Operationally Invalid,by Lab

7 20060125 RSI-291968 Prior To Completion At Sponsor Request

8 20060221 RSI-292309 Prior To Completion,reason Being Beyond Control Of The Lab
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Replicate Database Report

Components of
Replicate
Database

APR
2006

All
Periods

Number of Tests 2 248

Formulations 1 109

Labs 1 8

Stands 1 46
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

APR 2006 TGF 1 2.828 7.920

APR 2006 WD 1 227.476 636.934

APR 2006 TLHC 1 0.000 0.000

APR 2006 BSOC 1 0.014 0.040

APR 2006 EOTOC 1 0.042 0.119

APR 2006 TGF (Without SA) 1 2.828 7.920

APR 2006 WD (Without SA) 1 227.476 636.934

APR 2006 TLHC (Without SA) 1 0.000 0.000

All TGF 139 14.505 40.614

All WD 139 86.323 241.705

All TLHC 139 0.931 2.607

All BSOC 139 0.065 0.181

All TGF (Without SA) 139 12.921 36.180

All WD (Without SA) 139 83.240 233.073

All TLHC (Without SA) 139 0.467 1.308

All EOTOC 138 0.125 0.349
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

APR 2006 All Categories, All Parameters 20 13 65.000

APR 2006 CI-4 - All Parameters 20 13 65.000

APR 2006 CI-4, BSOC 20 20 100.000

APR 2006 CI-4, EOTOC 20 20 100.000

APR 2006 CI-4, SCUFFING 20 20 100.000

APR 2006 CI-4, STUCK_RINGS 20 19 95.000

APR 2006 CI-4, TGF 20 20 100.000

APR 2006 CI-4, TGF (Without SA) 20 20 100.000

APR 2006 CI-4, TLHC 20 19 95.000

APR 2006 CI-4, TLHC (Without SA) 20 19 95.000

APR 2006 CI-4, WD 20 14 70.000

APR 2006 CI-4, WD (Without SA) 20 14 70.000

All All Categories, All Parameters 1080 315 29.167

All CI-4 - All Parameters 1080 315 29.167

All CI-4, BSOC 1080 1066 98.704

All CI-4, EOTOC 1080 1011 93.611

All CI-4, SCUFFING 1080 608 56.296

All CI-4, STUCK_RINGS 1080 611 56.574

All CI-4, TGF 1080 731 67.685

All CI-4, TGF (Without SA) 1080 884 81.852

All CI-4, TLHC 1080 840 77.778

All CI-4, TLHC (Without SA) 1080 955 88.426

All CI-4, WD 1080 915 84.722

All CI-4, WD (Without SA) 1080 963 89.167








