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Status Of Reported Tests

STATUS COUNT PERCENT

Cancelled 1 16.667

Valid 5 83.333

Total Reported Tests 6 100.000
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Itemized Lost Test Report
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20110411 ACC-7616 Test Terminated At 329 Hours Per Sponsors Request.
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Replicate Database Report

Components of
Replicate
Database

OCT
2011

All
Periods

Number of Tests 2 11

Formulations 1 5

Labs 1 3

Stands 1 7
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

OCT 2011 TGC 1 18.5616 51.972

OCT 2011 EOTOC (Without SA) 1 1.3435 3.762

OCT 2011 TLC 1 13.0815 36.628

OCT 2011 WD 1 38.8909 108.894

OCT 2011 BOTOC 1 0.2121 0.594

OCT 2011 EOTOC 1 1.3435 3.762

OCT 2011 TGC (Without SA) 1 18.5616 51.972

OCT 2011 TLC (Without SA) 1 13.0815 36.628

OCT 2011 WD (Without SA) 1 38.8909 108.894

OCT 2011 BOTOC (Without SA) 1 0.2121 0.594

All TGC 6 19.7517 55.305

All EOTOC (Without SA) 6 1.6235 4.546

All TLC 6 9.8780 27.658

All WD 6 44.8153 125.483

All BOTOC 6 1.3620 3.814

All EOTOC 6 1.6235 4.546

All TGC (Without SA) 6 19.7298 55.243

All TLC (Without SA) 6 9.8780 27.658

All WD (Without SA) 6 44.8153 125.483

All BOTOC (Without SA) 6 1.3620 3.814
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

OCT 2011 All Categories, All Parameters 5 4 80.000

OCT 2011 CI-4 - All Parameters 5 4 80.000

OCT 2011 CI-4, BOTOC 5 5 100.000

OCT 2011 CI-4, BOTOC (Without SA) 5 5 100.000

OCT 2011 CI-4, EOTOC 5 5 100.000

OCT 2011 CI-4, EOTOC (Without SA) 5 5 100.000

OCT 2011 CI-4, SCUFFING 5 5 100.000

OCT 2011 CI-4, STUCK_RINGS 5 5 100.000

OCT 2011 CI-4, TGC 5 4 80.000

OCT 2011 CI-4, TGC (Without SA) 5 4 80.000

OCT 2011 CI-4, TLC 5 5 100.000

OCT 2011 CI-4, TLC (Without SA) 5 5 100.000

OCT 2011 CI-4, WD 5 5 100.000

OCT 2011 CI-4, WD (Without SA) 5 5 100.000

All All Categories, All Parameters 131 98 74.809

All CI-4 - All Parameters 131 98 74.809

All CI-4, BOTOC 131 131 100.000

All CI-4, BOTOC (Without SA) 131 131 100.000

All CI-4, EOTOC 131 125 95.420

All CI-4, EOTOC (Without SA) 131 125 95.420

All CI-4, SCUFFING 131 131 100.000

All CI-4, STUCK_RINGS 131 131 100.000

All CI-4, TGC 131 109 83.206

All CI-4, TGC (Without SA) 131 111 84.733

All CI-4, TLC 131 116 88.550
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

All CI-4, TLC (Without SA) 131 116 88.550

All CI-4, WD 131 104 79.389

All CI-4, WD (Without SA) 131 104 79.389
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