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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 4 8.696

Cancelled 21 45.652

Valid 21 45.652

Total Reported Tests 46 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20030402 RSI-268814 Prior To Completion At Sponsor Request

2 20030414 RSI-268890 Prior To Completion At Sponsor Request

3 20030415 RSI-268891 Prior To Completion At Sponsor Request

4 20030423 RSI-268981 Prior To Completion At Sponsor Request

5 20030430 RSI-269036 Prior To Completion At Sponsor Request

6 20030502 RSI-269059 Prior To Completion At Sponsor Request

7 20030515 RSI-269150 Prior To Completion At Sponsor Request

8 20030520 RSI-269198 Prior To Completion At Sponsor Request

9 20030520 RSI-269200 Prior To Completion At Sponsor Request

10 20030522 RSI-269219 Prior To Completion At Sponsor Request

11 20030523 RSI-269196 Prior To Completion At Sponsor Request

12 20030528 RSI-269256 Prior To Completion At Sponsor Request

13 20030529 RSI-269262 Prior To Completion At Sponsor Request

14 20030606 RSI-269331 Prior To Completion,reason Being Beyond Control Of The Lab

15 20030610 RSI-269306 Prior To Completion At Sponsor Request

16 20030617 RSI-269405 Prior To Completion At Sponsor Request

17 20030702 RSI-269518 Prior To Completion At Sponsor Request

18 20030725 RSI-269673 Prior To Completion,reason Being Beyond Control Of The Lab

19 20030729 RSI-269697 Prior To Completion At Sponsor Request

20 20030812 RSI-269811 Prior To Completion At Sponsor Request

21 20030815 RSI-269786 Prior To Completion At Sponsor Request

22 20030818 RSI-269821 Operationally Invalid,by Lab

23 20030821 RSI-269872 Prior To Completion At Sponsor Request

24 20030905 RSI-270011 Prior To Completion,reason Being Beyond Control Of The Lab

25 20030908 RSI-270030 Prior To Completion At Sponsor Request
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Replicate Database Report

Components of
Replicate
Database

OCT
2003

All
Periods

Number of Tests 7 26

Formulations 4 13

Labs 2 4

Stands 4 14
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

OCT 2003 TGC 3 4.8862 13.6814

OCT 2003 TLC 3 3.8473 10.7726

OCT 2003 WD 3 11.1158 31.1243

OCT 2003 OC 3 0.2426 0.6793

OCT 2003 EOTOC 3 0.1600 0.4479

OCT 2003 TGC (Without SA) 3 4.8862 13.6814

OCT 2003 TLC (Without SA) 3 3.8473 10.7726

OCT 2003 WD (Without SA) 3 11.1158 31.1243

OCT 2003 OC (Without SA) 3 0.1600 0.4479

OCT 2003 EOTOC (Without SA) 3 0.1600 0.4479

All TGC 13 5.5259 15.4724

All TLC 13 8.1052 22.6946

All WD 13 31.0260 86.8727

All OC 13 0.1772 0.4962

All EOTOC 13 0.1075 0.3010

All TGC (Without SA) 13 6.0511 16.9430

All TLC (Without SA) 13 8.1052 22.6946

All WD (Without SA) 13 32.3207 90.4979

All OC (Without SA) 13 0.1075 0.3010

All EOTOC (Without SA) 13 0.1075 0.3010
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

OCT 2003 All Categories, All Parameters 21 17 80.952

OCT 2003 CI-4 - All Parameters 21 17 80.952

OCT 2003 CI-4, EOTOC 21 20 95.238

OCT 2003 CI-4, EOTOC (Without SA) 21 19 90.476

OCT 2003 CI-4, OC 21 21 100.000

OCT 2003 CI-4, OC (Without SA) 21 21 100.000

OCT 2003 CI-4, SCUFFING 21 21 100.000

OCT 2003 CI-4, STUCK_RINGS 21 21 100.000

OCT 2003 CI-4, TGC 21 19 90.476

OCT 2003 CI-4, TGC (Without SA) 21 19 90.476

OCT 2003 CI-4, TLC 21 18 85.714

OCT 2003 CI-4, TLC (Without SA) 21 18 85.714

OCT 2003 CI-4, WD 21 19 90.476

OCT 2003 CI-4, WD (Without SA) 21 17 80.952

All All Categories, All Parameters 230 121 52.609

All CI-4 - All Parameters 230 121 52.609

All CI-4, EOTOC 230 177 76.957

All CI-4, EOTOC (Without SA) 230 173 75.217

All CI-4, OC 230 200 86.957

All CI-4, OC (Without SA) 230 198 86.087

All CI-4, SCUFFING 230 177 76.957

All CI-4, STUCK_RINGS 230 230 100.000

All CI-4, TGC 230 177 76.957

All CI-4, TGC (Without SA) 230 168 73.043

All CI-4, TLC 230 158 68.696

All CI-4, TLC (Without SA) 230 158 68.696
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

All CI-4, WD 230 180 78.261

All CI-4, WD (Without SA) 230 173 75.217








