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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 2 16.667

Cancelled 5 41.667

Valid 5 41.667

Total Reported Tests 12 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20070423 RSI-300863 Prior To Completion,reason Being Beyond Control Of The Lab

2 20070430 RSI-300987 Prior To Completion At Sponsor Request

3 20070515 RSI-301277 Prior To Completion At Sponsor Request

4 20070607 RSI-301649 Prior To Completion At Sponsor Request

5 20070622 RSI-301876 Prior To Completion,reason Being Beyond Control Of The Lab

6 20070706 RSI-301629 Prior To Completion At Sponsor Request

7 20070731 RSI-302362 Prior To Completion At Sponsor Request
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Replicate Database Report

Components of
Replicate
Database

OCT
2007

All
Periods

Number of Tests 2 34

Formulations 1 16

Labs 2 4

Stands 2 14
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

OCT 2007 TGC 1 3.3588 9.405

OCT 2007 TLC 1 13.5270 37.875

OCT 2007 WD 1 78.1353 218.779

OCT 2007 OC 1 0.0184 0.051

OCT 2007 EOTOC 1 0.0136 0.038

OCT 2007 TGC (Without SA) 1 3.3588 9.405

OCT 2007 TLC (Without SA) 1 6.7175 18.809

OCT 2007 WD (Without SA) 1 78.1353 218.779

OCT 2007 OC (Without SA) 1 0.0136 0.038

OCT 2007 EOTOC (Without SA) 1 0.0136 0.038

All TGC 18 5.9070 16.540

All TLC 18 9.2189 25.813

All WD 18 43.0818 120.629

All OC 18 0.1706 0.478

All EOTOC 18 0.1046 0.293

All TGC (Without SA) 18 6.2677 17.550

All TLC (Without SA) 18 8.7937 24.622

All WD (Without SA) 18 43.7638 122.539

All OC (Without SA) 18 0.1046 0.293

All EOTOC (Without SA) 18 0.1046 0.293
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

OCT 2007 All Categories, All Parameters 5 5 100.000

OCT 2007 CI-4 - All Parameters 5 5 100.000

OCT 2007 CI-4, EOTOC 5 5 100.000

OCT 2007 CI-4, EOTOC (Without SA) 5 5 100.000

OCT 2007 CI-4, OC 5 5 100.000

OCT 2007 CI-4, OC (Without SA) 5 5 100.000

OCT 2007 CI-4, SCUFFING 5 5 100.000

OCT 2007 CI-4, STUCK_RINGS 5 5 100.000

OCT 2007 CI-4, TGC 5 5 100.000

OCT 2007 CI-4, TGC (Without SA) 5 5 100.000

OCT 2007 CI-4, TLC 5 5 100.000

OCT 2007 CI-4, TLC (Without SA) 5 5 100.000

OCT 2007 CI-4, WD 5 5 100.000

OCT 2007 CI-4, WD (Without SA) 5 5 100.000

All All Categories, All Parameters 276 159 57.609

All CI-4 - All Parameters 276 159 57.609

All CI-4, EOTOC 276 221 80.072

All CI-4, EOTOC (Without SA) 276 214 77.536

All CI-4, OC 276 245 88.768

All CI-4, OC (Without SA) 276 243 88.043

All CI-4, SCUFFING 276 222 80.435

All CI-4, STUCK_RINGS 276 276 100.000

All CI-4, TGC 276 218 78.986

All CI-4, TGC (Without SA) 276 209 75.725

All CI-4, TLC 276 199 72.101

All CI-4, TLC (Without SA) 276 199 72.101
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

All CI-4, WD 276 220 79.710

All CI-4, WD (Without SA) 276 213 77.174








