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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 14 13.084

Cancelled 32 29.907

Invalid 5 4.673

Valid 56 52.336

Total Reported Tests 107 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 19971031 RSI-254297 Prior To Completion At Sponsor Request

2 19971105 RSI-254347 Prior To Completion At Sponsor Request

3 19971113 RSI-254404 Lab Declaration Of Invalid Test,reason Being Beyondcontrol Of The Lab

4 19971114 RSI-254422 Prior To Completion At Sponsor Request

5 19971117 RSI-254448 Prior To Completion At Sponsor Request

6 19971117 RSI-254440 Prior To Completion,reason Being Beyond Control Of The Lab

7 19971118 RSI-254466 Prior To Completion At Sponsor Request

8 19971120 RSI-254478 Prior To Completion,reason Being Beyond Control Of The Lab

9 19971202 RSI-254587 Prior To Completion,reason Being Beyond Control Of The Lab

10 19971202 RSI-254598 Prior To Completion At Sponsor Request

11 19971208 RSI-254662 Operationally Invalid,by Lab

12 19971212 RSI-254717 Prior To Completion At Sponsor Request

13 19971217 RSI-254767 Prior To Completion At Sponsor Request

14 19971218 RSI-254774 Prior To Completion At Sponsor Request

15 19971218 RSI-254778 Prior To Completion At Sponsor Request

16 19971219 RSI-254802 Prior To Completion At Sponsor Request

17 19971222 RSI-254809 Operationally Invalid,by Lab

18 19971224 RSI-254837 Prior To Completion At Sponsor Request

19 19971226 RSI-254842 Prior To Completion At Sponsor Request

20 19980106 RSI-254926 Lab Declaration Of Invalid Test,reason Being Beyondcontrol Of The Lab

21 19980106 RSI-254927 Operationally Invalid,lab Declares Invalid

22 19980112 RSI-254977 Prior To Completion At Sponsor Request

23 19980114 RSI-255005 Prior To Completion,reason Being Beyond Control Of The Lab

24 19980122 RSI-255070 Prior To Completion At Sponsor Request

25 19980123 RSI-255088 Operationally Invalid,by Lab

26 19980126 RSI-255106 Prior To Completion At Sponsor Request

27 19980128 RSI-255135 Prior To Completion At Sponsor Request
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Itemized Lost Test Report

Obs Date TESTKEY REASON

28 19980128 RSI-255140 Prior To Completion,reason Being Beyond Control Of The Lab

29 19980130 RSI-255163 Prior To Completion At Sponsor Request

30 19980203 RSI-255190 Prior To Completion,reason Being Beyond Control Of The Lab

31 19980209 RSI-255230 Prior To Completion At Sponsor Request

32 19980209 RSI-255231 Prior To Completion At Sponsor Request

33 19980213 RSI-255296 Prior To Completion At Sponsor Request

34 19980217 RSI-255324 Prior To Completion At Sponsor Request

35 19980219 RSI-255363 Prior To Completion At Sponsor Request

36 19980220 RSI-255364 Lab Declaration Of Invalid Test,reason Being Beyondcontrol Of The Lab

37 19980223 RSI-255391 Operationally Invalid,lab Declares Invalid

38 19980224 RSI-255411 Prior To Completion,reason Being Beyond Control Of The Lab

39 19980225 RSI-255424 Prior To Completion At Sponsor Request

40 19980226 RSI-255431 Prior To Completion At Sponsor Request

41 19980227 RSI-255459 Prior To Completion,reason Being Beyond Control Of The Lab

42 19980302 RSI-255475 Prior To Completion At Sponsor Request

43 19980302 RSI-255476 Prior To Completion At Sponsor Request

44 19980305 RSI-255518 Prior To Completion At Sponsor Request

45 19980309 RSI-255558 Prior To Completion,reason Being Beyond Control Of The Lab

46 19980319 RSI-255685 Prior To Completion At Sponsor Request

47 19980323 RSI-255718 Prior To Completion At Sponsor Request

48 19980324 RSI-255724 Prior To Completion,reason Being Beyond Control Of The Lab

49 19980325 RSI-255729 Prior To Completion,reason Being Beyond Control Of The Lab

50 19980326 RSI-255741 Prior To Completion At Sponsor Request

51 19980327 RSI-255758 Prior To Completion At Sponsor Request
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Replicate Database Report

Components of
Replicate
Database

APR
1998

All
Periods

Number of Tests 2 2

Formulations 1 1

Labs 2 2

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

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

APR 1998 TGC 1 0.8839 2.475

APR 1998 TLC 1 14.3189 40.093

APR 1998 WD 1 57.2756 160.372

APR 1998 OC 1 0.0944 0.264

APR 1998 EOTOC 1 0.0430 0.120

APR 1998 TGC (Without SA) 1 0.8839 2.475

APR 1998 TLC (Without SA) 1 14.3189 40.093

APR 1998 WD (Without SA) 1 57.2756 160.372

APR 1998 OC (Without SA) 1 0.0430 0.120

APR 1998 EOTOC (Without SA) 1 0.0430 0.120

All TGC 1 0.8839 2.475

All TLC 1 14.3189 40.093

All WD 1 57.2756 160.372

All OC 1 0.0944 0.264

All EOTOC 1 0.0430 0.120

All TGC (Without SA) 1 0.8839 2.475

All TLC (Without SA) 1 14.3189 40.093

All WD (Without SA) 1 57.2756 160.372

All OC (Without SA) 1 0.0430 0.120

All EOTOC (Without SA) 1 0.0430 0.120
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

APR 1998 All Categories, All Parameters 56 2 3.571

APR 1998 CI-4 - All Parameters 56 2 3.571

APR 1998 CI-4, EOTOC 56 33 58.929

APR 1998 CI-4, EOTOC (Without SA) 56 33 58.929

APR 1998 CI-4, OC 56 42 75.000

APR 1998 CI-4, OC (Without SA) 56 42 75.000

APR 1998 CI-4, SCUFFING 56 3 5.357

APR 1998 CI-4, STUCK_RINGS 56 56 100.000

APR 1998 CI-4, TGC 56 35 62.500

APR 1998 CI-4, TGC (Without SA) 56 35 62.500

APR 1998 CI-4, TLC 56 31 55.357

APR 1998 CI-4, TLC (Without SA) 56 31 55.357

APR 1998 CI-4, WD 56 38 67.857

APR 1998 CI-4, WD (Without SA) 56 37 66.071

All All Categories, All Parameters 56 2 3.571

All CI-4 - All Parameters 56 2 3.571

All CI-4, EOTOC 56 33 58.929

All CI-4, EOTOC (Without SA) 56 33 58.929

All CI-4, OC 56 42 75.000

All CI-4, OC (Without SA) 56 42 75.000

All CI-4, SCUFFING 56 3 5.357

All CI-4, STUCK_RINGS 56 56 100.000

All CI-4, TGC 56 35 62.500

All CI-4, TGC (Without SA) 56 35 62.500

All CI-4, TLC 56 31 55.357

All CI-4, TLC (Without SA) 56 31 55.357
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

All CI-4, WD 56 38 67.857

All CI-4, WD (Without SA) 56 37 66.071








