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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 3 3.409

Cancelled 3 3.409

Invalid 3 3.409

Valid 79 89.773

Total Reported Tests 88 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20040407 RSI-272519 Prior To Completion At Sponsor Request

2 20040426 RSI-272459 Operationally Invalid,lab Declares Invalid

3 20040430 RSI-272772 Prior To Completion At Sponsor Request

4 20040507 RSI-272821 Prior To Completion At Sponsor Request

5 20040513 RSI-272877 Operationally Invalid,by Lab

6 20040609 RSI-273210 Operationally Invalid,lab Declares Invalid

7 20040716 RSI-273580 Prior To Completion,reason Being Beyond Control Of The Lab

8 20040826 RSI-274075 Prior To Completion,reason Being Beyond Control Of The Lab

9 20040914 RSI-274287 Operationally Invalid,lab Declares Invalid
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Replicate Database Report

Components of
Replicate
Database

OCT
2004

All
Periods

Number of Tests . 21

Formulations . 10

Labs . 4

Stands . 12
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

All AES 11 0.73406 2.05537

All RACS 11 0.34924 0.97786

All AEVB 11 0.13681 0.38308

All APV 11 0.26836 0.75142

All OSCR 11 1.29719 3.63215

All AES (Without SA) 11 0.68965 1.93103

All RACS (Without SA) 11 0.31948 0.89455

All AEVB (Without SA) 11 0.10854 0.30392

All APV (Without SA) 11 0.25792 0.72218

All OSCR (Without SA) 11 0.51427 1.43996
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

OCT 2004 All Categories, All Parameters 79 55 69.620

OCT 2004 GF-4 - All Parameters 79 55 69.620

OCT 2004 GF-4, AES 79 66 83.544

OCT 2004 GF-4, AES (Without SA) 79 66 83.544

OCT 2004 GF-4, AEVB 79 67 84.810

OCT 2004 GF-4, AEVB (Without SA) 79 66 83.544

OCT 2004 GF-4, APV 79 66 83.544

OCT 2004 GF-4, APV (Without SA) 79 67 84.810

OCT 2004 GF-4, OSCR 79 75 94.937

OCT 2004 GF-4, OSCR (Without SA) 79 76 96.203

OCT 2004 GF-4, RACS 79 75 94.937

OCT 2004 GF-4, RACS (Without SA) 79 75 94.937

OCT 2004 GF-4, STUCK_RINGS 79 79 100.000

All All Categories, All Parameters 808 563 69.678

All GF-4 - All Parameters 808 563 69.678

All GF-4, AES 808 621 76.856

All GF-4, AES (Without SA) 808 621 76.856

All GF-4, AEVB 808 722 89.356

All GF-4, AEVB (Without SA) 808 271 33.540

All GF-4, APV 808 737 91.213

All GF-4, APV (Without SA) 808 745 92.203

All GF-4, OSCR 808 703 87.005

All GF-4, OSCR (Without SA) 808 698 86.386

All GF-4, RACS 808 783 96.906

All GF-4, RACS (Without SA) 808 782 96.782

All GF-4, STUCK_RINGS 808 807 99.876








