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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 1 8.333

Cancelled 3 25.000

Valid 8 66.667

Total Reported Tests 12 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20031007 RSI-270293 Prior To Completion At Sponsor Request

2 20031229 RSI-271332 Prior To Completion At Sponsor Request

3 20040102 RSI-271355 Operationally Invalid,by Lab

4 20040121 RSI-271562 Prior To Completion At Sponsor Request
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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 4

Stands 4 14
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

APR 2004 TGC 2 9.8816 27.668

APR 2004 TLC 2 15.0810 42.227

APR 2004 WD 2 76.2015 213.364

APR 2004 OC 2 0.1533 0.429

APR 2004 EOTOC 2 0.0982 0.275

APR 2004 TGC (Without SA) 2 9.8816 27.668

APR 2004 TLC (Without SA) 2 15.0810 42.227

APR 2004 WD (Without SA) 2 76.2015 213.364

APR 2004 OC (Without SA) 2 0.0982 0.275

APR 2004 EOTOC (Without SA) 2 0.0982 0.275

All TGC 16 6.1456 17.208

All TLC 16 9.1080 25.502

All WD 16 41.3008 115.642

All OC 16 0.1762 0.493

All EOTOC 16 0.1089 0.305

All TGC (Without SA) 16 6.5352 18.298

All TLC (Without SA) 16 9.1080 25.502

All WD (Without SA) 16 42.0998 117.879

All OC (Without SA) 16 0.1089 0.305

All EOTOC (Without SA) 16 0.1089 0.305



Thursday, August 6, 2009

1P - Report Period: APR 2004 5

Pass/Fail

Thursday, August 6, 2009

1P - Report Period: APR 2004 5

Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

APR 2004 All Categories, All Parameters 8 4 50.000

APR 2004 CI-4 - All Parameters 8 4 50.000

APR 2004 CI-4, EOTOC 8 7 87.500

APR 2004 CI-4, EOTOC (Without SA) 8 6 75.000

APR 2004 CI-4, OC 8 7 87.500

APR 2004 CI-4, OC (Without SA) 8 7 87.500

APR 2004 CI-4, SCUFFING 8 8 100.000

APR 2004 CI-4, STUCK_RINGS 8 8 100.000

APR 2004 CI-4, TGC 8 5 62.500

APR 2004 CI-4, TGC (Without SA) 8 5 62.500

APR 2004 CI-4, TLC 8 4 50.000

APR 2004 CI-4, TLC (Without SA) 8 4 50.000

APR 2004 CI-4, WD 8 4 50.000

APR 2004 CI-4, WD (Without SA) 8 4 50.000

All All Categories, All Parameters 238 125 52.521

All CI-4 - All Parameters 238 125 52.521

All CI-4, EOTOC 238 184 77.311

All CI-4, EOTOC (Without SA) 238 179 75.210

All CI-4, OC 238 207 86.975

All CI-4, OC (Without SA) 238 205 86.134

All CI-4, SCUFFING 238 185 77.731

All CI-4, STUCK_RINGS 238 238 100.000

All CI-4, TGC 238 182 76.471

All CI-4, TGC (Without SA) 238 173 72.689

All CI-4, TLC 238 162 68.067

All CI-4, TLC (Without SA) 238 162 68.067
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Report
Period API Category N

Number
Passed

%
Passed

All CI-4, WD 238 184 77.311

All CI-4, WD (Without SA) 238 177 74.370








