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Status Of Reported Tests

STATUS COUNT PERCENT

Cancelled 1 2.041

Valid 48 97.959

Total Reported Tests 49 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20110411 ACC-7688 Test Was Terminated At Test Hour Zero Per Sponsor's Request.
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Replicate Database Report

Components of
Replicate
Database

OCT
2011

All
Periods

Number of Tests 1 42

Formulations 1 20

Labs 1 4

Stands 1 17
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

OCT 2011 AES 0 0.00000 0.00000

OCT 2011 OSCR (Without SA) 0 0.00000 0.00000

OCT 2011 RACS 0 0.00000 0.00000

OCT 2011 AEVB 0 0.00000 0.00000

OCT 2011 APV 0 0.00000 0.00000

OCT 2011 OSCR 0 0.00000 0.00000

OCT 2011 AES (Without SA) 0 0.00000 0.00000

OCT 2011 RACS (Without SA) 0 0.00000 0.00000

OCT 2011 AEVB (Without SA) 0 0.00000 0.00000

OCT 2011 APV (Without SA) 0 0.00000 0.00000

All AES 22 0.66510 1.86227

All OSCR (Without SA) 22 1.04930 2.93804

All RACS 22 0.40752 1.14107

All AEVB 22 0.17148 0.48014

All APV 22 0.34211 0.95792

All OSCR 22 1.04930 2.93804

All AES (Without SA) 22 0.61455 1.72074

All RACS (Without SA) 22 0.39693 1.11141

All AEVB (Without SA) 22 0.15430 0.43205

All APV (Without SA) 22 0.32864 0.92018
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

OCT 2011 All Categories, All Parameters 48 41 85.417

OCT 2011 GF-4 - All Parameters 48 41 85.417

OCT 2011 GF-4, AES 48 48 100.000

OCT 2011 GF-4, AES (Without SA) 48 48 100.000

OCT 2011 GF-4, AEVB 48 44 91.667

OCT 2011 GF-4, AEVB (Without SA) 48 45 93.750

OCT 2011 GF-4, APV 48 45 93.750

OCT 2011 GF-4, APV (Without SA) 48 46 95.833

OCT 2011 GF-4, OSCR 48 47 97.917

OCT 2011 GF-4, OSCR (Without SA) 48 47 97.917

OCT 2011 GF-4, RACS 48 48 100.000

OCT 2011 GF-4, RACS (Without SA) 48 48 100.000

OCT 2011 GF-4, STUCK_RINGS 48 48 100.000

OCT 2011 GF-5 - All Parameters 48 41 85.417

OCT 2011 GF-5, AES 48 48 100.000

OCT 2011 GF-5, AES (Without SA) 48 48 100.000

OCT 2011 GF-5, AEVB 48 44 91.667

OCT 2011 GF-5, AEVB (Without SA) 48 45 93.750

OCT 2011 GF-5, APV 48 45 93.750

OCT 2011 GF-5, APV (Without SA) 48 46 95.833

OCT 2011 GF-5, OSCR 48 47 97.917

OCT 2011 GF-5, OSCR (Without SA) 48 47 97.917

OCT 2011 GF-5, RACS 48 48 100.000

OCT 2011 GF-5, RACS (Without SA) 48 48 100.000

OCT 2011 GF-5, STUCK_RINGS 48 48 100.000
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

All All Categories, All Parameters 1495 999 66.823

All GF-4 - All Parameters 1495 1084 72.508

All GF-4, AES 1495 1219 81.538

All GF-4, AES (Without SA) 1495 1175 78.595

All GF-4, AEVB 1495 1335 89.298

All GF-4, AEVB (Without SA) 1495 874 58.462

All GF-4, APV 1495 1364 91.237

All GF-4, APV (Without SA) 1495 1338 89.498

All GF-4, OSCR 1495 1339 89.565

All GF-4, OSCR (Without SA) 1495 1337 89.431

All GF-4, RACS 1495 1451 97.057

All GF-4, RACS (Without SA) 1495 1448 96.856

All GF-4, STUCK_RINGS 1495 1494 99.933

All GF-5 - All Parameters 1495 999 66.823

All GF-5, AES 1495 1125 75.251

All GF-5, AES (Without SA) 1495 1095 73.244

All GF-5, AEVB 1495 1335 89.298

All GF-5, AEVB (Without SA) 1495 874 58.462

All GF-5, APV 1495 1364 91.237

All GF-5, APV (Without SA) 1495 1338 89.498

All GF-5, OSCR 1495 1291 86.355

All GF-5, OSCR (Without SA) 1495 1288 86.154

All GF-5, RACS 1495 1422 95.117

All GF-5, RACS (Without SA) 1495 1418 94.849

All GF-5, STUCK_RINGS 1495 1494 99.933
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