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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 2 4.444

Cancelled 5 11.111

Invalid 1 2.222

Valid 37 82.222

Total Reported Tests 45 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20010517 RSI-263143 Lab Declaration Of Invalid Test,reason Being Beyondcontrol Of The Lab

2 20010530 RSI-263236 Prior To Completion At Sponsor Request

3 20010605 RSI-263268 Prior To Completion At Sponsor Request

4 20010612 RSI-263312 Prior To Completion At Sponsor Request

5 20010625 RSI-263393 Prior To Completion At Sponsor Request

6 20010706 RSI-263465 Operationally Invalid,by Lab

7 20010912 RSI-263886 Operationally Invalid,by Lab

8 20010921 RSI-263961 Prior To Completion At Sponsor Request
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Replicate Database Report

Components of
Replicate
Database

OCT
2001

All
Periods

Number of Tests 2 9

Formulations 1 4

Labs 2 4

Stands 2 7
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

OCT 2001 FEI1 1 0.31820 0.89095

OCT 2001 FEI2 1 0.00707 0.01980

OCT 2001 FEI1 (Without SA) 1 0.14142 0.39598

OCT 2001 FEI2 (Without SA) 1 0.01414 0.03960

All FEI1 5 0.16469 0.46114

All FEI2 5 0.26165 0.73263

All FEI1 (Without SA) 5 0.13529 0.37881

All FEI2 (Without SA) 5 0.21962 0.61494
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Report
Period API Category N

Number
Passed

%
Passed

OCT 2001 All Categories, All Parameters 37 5 13.5135

OCT 2001 GF-4 - All Parameters 37 5 13.5135

OCT 2001 GF-4, FEI1 37 10 27.0270

OCT 2001 GF-4, FEI1 (Without SA) 37 8 21.6216

OCT 2001 GF-4, FEI2 37 7 18.9189

OCT 2001 GF-4, FEI2 (Without SA) 37 7 18.9189

OCT 2001 SL - All Parameters 37 19 51.3514

OCT 2001 SL, FEI1 37 26 70.2703

OCT 2001 SL, FEI1 (Without SA) 37 20 54.0541

OCT 2001 SL, FEI2 37 21 56.7568

OCT 2001 SL, FEI2 (Without SA) 37 15 40.5405

All All Categories, All Parameters 117 8 6.8376

All GF-4 - All Parameters 117 8 6.8376

All GF-4, FEI1 117 18 15.3846

All GF-4, FEI1 (Without SA) 117 17 14.5299

All GF-4, FEI2 117 20 17.0940

All GF-4, FEI2 (Without SA) 117 24 20.5128

All SL - All Parameters 117 44 37.6068

All SL, FEI1 117 67 57.2650

All SL, FEI1 (Without SA) 117 59 50.4274

All SL, FEI2 117 53 45.2991

All SL, FEI2 (Without SA) 117 50 42.7350








