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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 15 28.846

Cancelled 20 38.462

Valid 17 32.692

Total Reported Tests 52 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 19990405 RSI-258183 Prior To Completion At Sponsor Request

2 19990421 RSI-258251 Prior To Completion,reason Being Beyond Control Of The Lab

3 19990422 RSI-258260 Prior To Completion At Sponsor Request

4 19990428 RSI-258288 Operationally Invalid,by Lab

5 19990507 RSI-258323 Prior To Completion At Sponsor Request

6 19990507 RSI-258324 Prior To Completion At Sponsor Request

7 19990511 RSI-258348 Prior To Completion At Sponsor Request

8 19990513 RSI-258361 Prior To Completion At Sponsor Request

9 19990514 RSI-258371 Operationally Invalid,by Lab

10 19990514 RSI-258372 Prior To Completion At Sponsor Request

11 19990517 RSI-258376 Prior To Completion,reason Being Beyond Control Of The Lab

12 19990521 RSI-258404 Prior To Completion At Sponsor Request

13 19990521 RSI-258403 Prior To Completion,reason Being Beyond Control Of The Lab

14 19990525 RSI-258424 Prior To Completion At Sponsor Request

15 19990527 RSI-258435 Prior To Completion,reason Being Beyond Control Of The Lab

16 19990527 RSI-258437 Prior To Completion At Sponsor Request

17 19990528 RSI-258449 Prior To Completion At Sponsor Request

18 19990602 RSI-258458 Prior To Completion At Sponsor Request

19 19990602 RSI-258460 Prior To Completion At Sponsor Request

20 19990602 RSI-258462 Prior To Completion At Sponsor Request

21 19990610 RSI-258488 Prior To Completion,reason Being Beyond Control Of The Lab

22 19990702 RSI-258595 Prior To Completion,reason Being Beyond Control Of The Lab

23 19990712 RSI-258627 Prior To Completion At Sponsor Request

24 19990720 RSI-258657 Prior To Completion,reason Being Beyond Control Of The Lab

25 19990722 RSI-258680 Prior To Completion,reason Being Beyond Control Of The Lab

26 19990727 RSI-258693 Prior To Completion At Sponsor Request

27 19990727 RSI-258696 Prior To Completion At Sponsor Request
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Itemized Lost Test Report

Obs Date TESTKEY REASON

28 19990805 RSI-258746 Operationally Invalid,by Lab

29 19990818 RSI-258808 Prior To Completion At Sponsor Request

30 19990820 RSI-258818 Prior To Completion At Sponsor Request

31 19990831 RSI-258876 Prior To Completion At Sponsor Request

32 19990914 RSI-258950 Prior To Completion,reason Being Beyond Control Of The Lab

33 19990916 RSI-258969 Prior To Completion,reason Being Beyond Control Of The Lab

34 19990921 RSI-259001 Prior To Completion,reason Being Beyond Control Of The Lab

35 19990924 RSI-259035 Prior To Completion,reason Being Beyond Control Of The Lab
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Replicate Database Report

Components of
Replicate
Database

OCT
1999

All
Periods

Number of Tests 3 12

Formulations 2 6

Labs 2 3

Stands 2 10
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

OCT 1999 TGC 1 3.1820 8.910

OCT 1999 TLC 1 10.0763 28.214

OCT 1999 WD 1 46.5276 130.277

OCT 1999 OC 1 0.1192 0.334

OCT 1999 EOTOC 1 0.0713 0.200

OCT 1999 TGC (Without SA) 1 3.1820 8.910

OCT 1999 TLC (Without SA) 1 10.0763 28.214

OCT 1999 WD (Without SA) 1 46.5276 130.277

OCT 1999 OC (Without SA) 1 0.0713 0.200

OCT 1999 EOTOC (Without SA) 1 0.0713 0.200

All TGC 6 5.1518 14.425

All TLC 6 10.7599 30.128

All WD 6 38.6301 108.164

All OC 6 0.0948 0.265

All EOTOC 6 0.0531 0.149

All TGC (Without SA) 6 4.6430 13.000

All TLC (Without SA) 6 10.7599 30.128

All WD (Without SA) 6 37.4644 104.900

All OC (Without SA) 6 0.0531 0.149

All EOTOC (Without SA) 6 0.0531 0.149
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

OCT 1999 All Categories, All Parameters 17 13 76.471

OCT 1999 CI-4 - All Parameters 17 13 76.471

OCT 1999 CI-4, EOTOC 17 15 88.235

OCT 1999 CI-4, EOTOC (Without SA) 17 15 88.235

OCT 1999 CI-4, OC 17 16 94.118

OCT 1999 CI-4, OC (Without SA) 17 16 94.118

OCT 1999 CI-4, SCUFFING 17 17 100.000

OCT 1999 CI-4, STUCK_RINGS 17 17 100.000

OCT 1999 CI-4, TGC 17 15 88.235

OCT 1999 CI-4, TGC (Without SA) 17 15 88.235

OCT 1999 CI-4, TLC 17 14 82.353

OCT 1999 CI-4, TLC (Without SA) 17 14 82.353

OCT 1999 CI-4, WD 17 14 82.353

OCT 1999 CI-4, WD (Without SA) 17 14 82.353

All All Categories, All Parameters 153 64 41.830

All CI-4 - All Parameters 153 64 41.830

All CI-4, EOTOC 153 104 67.974

All CI-4, EOTOC (Without SA) 153 104 67.974

All CI-4, OC 153 125 81.699

All CI-4, OC (Without SA) 153 124 81.046

All CI-4, SCUFFING 153 100 65.359

All CI-4, STUCK_RINGS 153 153 100.000

All CI-4, TGC 153 109 71.242

All CI-4, TGC (Without SA) 153 106 69.281

All CI-4, TLC 153 99 64.706

All CI-4, TLC (Without SA) 153 99 64.706
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

All CI-4, WD 153 115 75.163

All CI-4, WD (Without SA) 153 111 72.549








