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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 6 17.143

Cancelled 12 34.286

Invalid 1 2.857

Valid 16 45.714

Total Reported Tests 35 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 19991001 RSI-259058 Operationally Invalid,by Lab

2 19991007 RSI-259087 Prior To Completion At Sponsor Request

3 19991021 RSI-259169 Prior To Completion At Sponsor Request

4 19991029 RSI-259200 Operationally Invalid,by Lab

5 19991104 RSI-259251 Prior To Completion,reason Being Beyond Control Of The Lab

6 19991111 RSI-259288 Prior To Completion At Sponsor Request

7 19991119 RSI-259333 Prior To Completion At Sponsor Request

8 19991119 RSI-259337 Prior To Completion At Sponsor Request

9 19991203 RSI-259414 Prior To Completion,reason Being Beyond Control Of The Lab

10 19991213 RSI-259485 Prior To Completion At Sponsor Request

11 19991217 RSI-259529 Prior To Completion At Sponsor Request

12 19991221 RSI-259556 Prior To Completion At Sponsor Request

13 19991229 RSI-259602 Prior To Completion At Sponsor Request

14 20000105 RSI-259647 Prior To Completion At Sponsor Request

15 20000120 RSI-259745 Prior To Completion At Sponsor Request

16 20000209 RSI-259878 Prior To Completion At Sponsor Request

17 20000221 RSI-259934 Lab Declaration Of Invalid Test,reason Being Beyondcontrol Of The Lab

18 20000307 RSI-260007 Operationally Invalid,by Lab

19 20000330 RSI-260145 Prior To Completion,reason Being Beyond Control Of The Lab
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Replicate Database Report

Components of
Replicate
Database

APR
2000

All
Periods

Number of Tests 4 16

Formulations 2 8

Labs 2 3

Stands 3 11
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

APR 2000 TGC 2 8.5927 24.060

APR 2000 TLC 2 6.7604 18.929

APR 2000 WD 2 38.5119 107.833

APR 2000 OC 2 0.1348 0.377

APR 2000 EOTOC 2 0.0786 0.220

APR 2000 TGC (Without SA) 2 10.1835 28.514

APR 2000 TLC (Without SA) 2 6.7604 18.929

APR 2000 WD (Without SA) 2 38.5119 107.833

APR 2000 OC (Without SA) 2 0.0786 0.220

APR 2000 EOTOC (Without SA) 2 0.0786 0.220

All TGC 8 6.1939 17.343

All TLC 8 9.9125 27.755

All WD 8 38.6006 108.082

All OC 8 0.1062 0.297

All EOTOC 8 0.0605 0.169

All TGC (Without SA) 8 6.4880 18.166

All TLC (Without SA) 8 9.9125 27.755

All WD (Without SA) 8 37.7290 105.641

All OC (Without SA) 8 0.0605 0.169

All EOTOC (Without SA) 8 0.0605 0.169
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

APR 2000 All Categories, All Parameters 16 11 68.750

APR 2000 CI-4 - All Parameters 16 11 68.750

APR 2000 CI-4, EOTOC 16 15 93.750

APR 2000 CI-4, EOTOC (Without SA) 16 15 93.750

APR 2000 CI-4, OC 16 15 93.750

APR 2000 CI-4, OC (Without SA) 16 15 93.750

APR 2000 CI-4, SCUFFING 16 16 100.000

APR 2000 CI-4, STUCK_RINGS 16 16 100.000

APR 2000 CI-4, TGC 16 14 87.500

APR 2000 CI-4, TGC (Without SA) 16 11 68.750

APR 2000 CI-4, TLC 16 11 68.750

APR 2000 CI-4, TLC (Without SA) 16 11 68.750

APR 2000 CI-4, WD 16 13 81.250

APR 2000 CI-4, WD (Without SA) 16 13 81.250

All All Categories, All Parameters 169 75 44.379

All CI-4 - All Parameters 169 75 44.379

All CI-4, EOTOC 169 119 70.414

All CI-4, EOTOC (Without SA) 169 119 70.414

All CI-4, OC 169 140 82.840

All CI-4, OC (Without SA) 169 139 82.249

All CI-4, SCUFFING 169 116 68.639

All CI-4, STUCK_RINGS 169 169 100.000

All CI-4, TGC 169 123 72.781

All CI-4, TGC (Without SA) 169 117 69.231

All CI-4, TLC 169 110 65.089

All CI-4, TLC (Without SA) 169 110 65.089
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

All CI-4, WD 169 128 75.740

All CI-4, WD (Without SA) 169 124 73.373








