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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 1 33.333

Cancelled 1 33.333

Valid 1 33.333

Total Reported Tests 3 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20010412 RSI-262862 Prior To Completion,reason Being Beyond Control Of The Lab

2 20010423 RSI-262935 Prior To Completion At Sponsor Request
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Replicate Database Report

Components of
Replicate
Database

OCT
2001

All
Periods

Number of Tests . 18

Formulations . 9

Labs . 3

Stands . 12
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

All TGC 9 5.8957 16.508

All TLC 9 9.4801 26.544

All WD 9 36.5381 102.307

All OC 9 0.1413 0.396

All EOTOC 9 0.0767 0.215

All TGC (Without SA) 9 6.5986 18.476

All TLC (Without SA) 9 9.4801 26.544

All WD (Without SA) 9 38.1247 106.749

All OC (Without SA) 9 0.0767 0.215

All EOTOC (Without SA) 9 0.0767 0.215
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

OCT 2001 All Categories, All Parameters 1 0 0.000

OCT 2001 CI-4 - All Parameters 1 0 0.000

OCT 2001 CI-4, EOTOC 1 1 100.000

OCT 2001 CI-4, EOTOC (Without SA) 1 1 100.000

OCT 2001 CI-4, OC 1 1 100.000

OCT 2001 CI-4, OC (Without SA) 1 1 100.000

OCT 2001 CI-4, SCUFFING 1 1 100.000

OCT 2001 CI-4, STUCK_RINGS 1 1 100.000

OCT 2001 CI-4, TGC 1 1 100.000

OCT 2001 CI-4, TGC (Without SA) 1 1 100.000

OCT 2001 CI-4, TLC 1 0 0.000

OCT 2001 CI-4, TLC (Without SA) 1 0 0.000

OCT 2001 CI-4, WD 1 1 100.000

OCT 2001 CI-4, WD (Without SA) 1 1 100.000

All All Categories, All Parameters 187 86 45.989

All CI-4 - All Parameters 187 86 45.989

All CI-4, EOTOC 187 135 72.193

All CI-4, EOTOC (Without SA) 187 134 71.658

All CI-4, OC 187 157 83.957

All CI-4, OC (Without SA) 187 156 83.422

All CI-4, SCUFFING 187 134 71.658

All CI-4, STUCK_RINGS 187 187 100.000

All CI-4, TGC 187 138 73.797

All CI-4, TGC (Without SA) 187 130 69.519

All CI-4, TLC 187 122 65.241

All CI-4, TLC (Without SA) 187 122 65.241
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

All CI-4, WD 187 141 75.401

All CI-4, WD (Without SA) 187 136 72.727








