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Status Of Reported Tests

STATUS COUNT PERCENT

Cancelled 16 29.630

Invalid 2 3.704

Valid 36 66.667

Total Reported Tests 54 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20030415 RSI-268903 Prior To Completion At Sponsor Request

2 20030418 RSI-268918 Prior To Completion At Sponsor Request

3 20030509 RSI-269116 Prior To Completion At Sponsor Request

4 20030523 RSI-269210 Prior To Completion At Sponsor Request

5 20030530 RSI-269275 Prior To Completion At Sponsor Request

6 20030530 RSI-269278 Prior To Completion At Sponsor Request

7 20030605 RSI-269320 Prior To Completion At Sponsor Request

8 20030613 RSI-269387 Prior To Completion At Sponsor Request

9 20030613 RSI-269388 Prior To Completion At Sponsor Request

10 20030617 RSI-269415 Prior To Completion At Sponsor Request

11 20030619 RSI-269428 Operationally Invalid,lab Declares Invalid

12 20030711 RSI-269566 Lab Declaration Of Invalid Test,reason Being Beyondcontrol Of The Lab

13 20030716 RSI-269547 Prior To Completion At Sponsor Request

14 20030723 RSI-269648 Prior To Completion At Sponsor Request

15 20030823 RSI-269893 Prior To Completion At Sponsor Request

16 20030829 RSI-269940 Prior To Completion At Sponsor Request

17 20030917 RSI-270108 Prior To Completion At Sponsor Request

18 20030926 RSI-270204 Prior To Completion At Sponsor Request
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Replicate Database Report

Components of
Replicate
Database

OCT
2003

All
Periods

Number of Tests . 13

Formulations . 6

Labs . 5

Stands . 9
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

All FEI1 7 0.14683 0.41113

All FEI2 7 0.25411 0.71152

All FEI1 (Without SA) 7 0.12451 0.34862

All FEI2 (Without SA) 7 0.24396 0.68309
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

OCT 2003 All Categories, All Parameters 36 5 13.8889

OCT 2003 GF-4 - All Parameters 36 5 13.8889

OCT 2003 GF-4, FEI1 36 15 41.6667

OCT 2003 GF-4, FEI1 (Without SA) 36 14 38.8889

OCT 2003 GF-4, FEI2 36 9 25.0000

OCT 2003 GF-4, FEI2 (Without SA) 36 10 27.7778

OCT 2003 SL - All Parameters 36 23 63.8889

OCT 2003 SL, FEI1 36 28 77.7778

OCT 2003 SL, FEI1 (Without SA) 36 21 58.3333

OCT 2003 SL, FEI2 36 26 72.2222

OCT 2003 SL, FEI2 (Without SA) 36 26 72.2222

All All Categories, All Parameters 220 19 8.6364

All GF-4 - All Parameters 220 19 8.6364

All GF-4, FEI1 220 53 24.0909

All GF-4, FEI1 (Without SA) 220 44 20.0000

All GF-4, FEI2 220 36 16.3636

All GF-4, FEI2 (Without SA) 220 40 18.1818

All SL - All Parameters 220 90 40.9091

All SL, FEI1 220 130 59.0909

All SL, FEI1 (Without SA) 220 110 50.0000

All SL, FEI2 220 113 51.3636

All SL, FEI2 (Without SA) 220 111 50.4545








