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Status Of Reported Tests

STATUS COUNT PERCENT

Cancelled 1 25

Valid 3 75

Total Reported Tests 4 100
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20070524 RSI-301444 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 9

Formulations 1 4

Labs 1 3

Stands 1 6
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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 10.3308 28.926

OCT 2007 TLC 1 5.8336 16.334

OCT 2007 WD 1 16.6170 46.528

OCT 2007 BOTOC 1 0.3536 0.990

OCT 2007 EOTOC 1 0.1414 0.396

OCT 2007 TGC (Without SA) 1 10.0763 28.214

OCT 2007 TLC (Without SA) 1 5.8336 16.334

OCT 2007 WD (Without SA) 1 16.6170 46.528

OCT 2007 BOTOC (Without SA) 1 0.3536 0.990

OCT 2007 EOTOC (Without SA) 1 0.1414 0.396

All TGC 5 19.9813 55.948

All TLC 5 9.1030 25.488

All WD 5 45.9085 128.544

All BOTOC 5 1.4890 4.169

All EOTOC 5 1.6739 4.687

All TGC (Without SA) 5 19.9553 55.875

All TLC (Without SA) 5 9.1030 25.488

All WD (Without SA) 5 45.9085 128.544

All BOTOC (Without SA) 5 1.4890 4.169

All EOTOC (Without SA) 5 1.6739 4.687
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

OCT 2007 All Categories, All Parameters 3 2 66.667

OCT 2007 CI-4 - All Parameters 3 2 66.667

OCT 2007 CI-4, BOTOC 3 3 100.000

OCT 2007 CI-4, BOTOC (Without SA) 3 3 100.000

OCT 2007 CI-4, EOTOC 3 3 100.000

OCT 2007 CI-4, EOTOC (Without SA) 3 3 100.000

OCT 2007 CI-4, SCUFFING 3 3 100.000

OCT 2007 CI-4, STUCK_RINGS 3 3 100.000

OCT 2007 CI-4, TGC 3 2 66.667

OCT 2007 CI-4, TGC (Without SA) 3 3 100.000

OCT 2007 CI-4, TLC 3 3 100.000

OCT 2007 CI-4, TLC (Without SA) 3 3 100.000

OCT 2007 CI-4, WD 3 3 100.000

OCT 2007 CI-4, WD (Without SA) 3 3 100.000

All All Categories, All Parameters 117 86 73.504

All CI-4 - All Parameters 117 86 73.504

All CI-4, BOTOC 117 117 100.000

All CI-4, BOTOC (Without SA) 117 117 100.000

All CI-4, EOTOC 117 112 95.726

All CI-4, EOTOC (Without SA) 117 112 95.726

All CI-4, SCUFFING 117 117 100.000

All CI-4, STUCK_RINGS 117 117 100.000

All CI-4, TGC 117 97 82.906

All CI-4, TGC (Without SA) 117 99 84.615

All CI-4, TLC 117 103 88.034

All CI-4, TLC (Without SA) 117 103 88.034
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Report
Period API Category N

Number
Passed

%
Passed

All CI-4, WD 117 91 77.778

All CI-4, WD (Without SA) 117 91 77.778








