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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 1 2.128

Cancelled 17 36.170

Invalid 2 4.255

Valid 27 57.447

Total Reported Tests 47 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20060418 RSI-293273 Operationally Invalid,by Lab

2 20060419 RSI-293298 Prior To Completion At Sponsor Request

3 20060425 RSI-293315 Prior To Completion At Sponsor Request

4 20060502 RSI-293435 Lab Declaration Of Invalid Test,reason Being Beyondcontrol Of The Lab

5 20060504 RSI-293473 Prior To Completion At Sponsor Request

6 20060508 RSI-293505 Prior To Completion At Sponsor Request

7 20060510 RSI-293519 Prior To Completion At Sponsor Request

8 20060516 RSI-293597 Lab Declaration Of Invalid Test,reason Being Beyondcontrol Of The Lab

9 20060516 RSI-293593 Prior To Completion At Sponsor Request

10 20060525 RSI-293713 Prior To Completion At Sponsor Request

11 20060529 RSI-293895 Prior To Completion At Sponsor Request

12 20060605 RSI-293919 Prior To Completion At Sponsor Request

13 20060612 RSI-293979 Prior To Completion At Sponsor Request

14 20060612 RSI-293980 Prior To Completion At Sponsor Request

15 20060613 RSI-293957 Prior To Completion At Sponsor Request

16 20060615 RSI-293981 Prior To Completion At Sponsor Request

17 20060907 RSI-295306 Prior To Completion At Sponsor Request

18 20060913 RSI-295387 Prior To Completion At Sponsor Request

19 20060914 RSI-295408 Prior To Completion At Sponsor Request

20 20060927 RSI-295619 Prior To Completion At Sponsor Request
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Replicate Database Report

Components of
Replicate
Database

OCT
2006

All
Periods

Number of Tests . 36

Formulations . 17

Labs . 5

Stands . 19
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

All FEI1 19 0.32077 0.89815

All FEI2 19 0.25008 0.70023

All FEI1 (Without SA) 19 0.29653 0.83027

All FEI2 (Without SA) 19 0.29435 0.82419
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Report
Period API Category N

Number
Passed

%
Passed

OCT 2006 All Categories, All Parameters 27 3 11.1111

OCT 2006 GF-4 - All Parameters 27 3 11.1111

OCT 2006 GF-4, FEI1 27 10 37.0370

OCT 2006 GF-4, FEI1 (Without SA) 27 5 18.5185

OCT 2006 GF-4, FEI2 27 6 22.2222

OCT 2006 GF-4, FEI2 (Without SA) 27 5 18.5185

OCT 2006 SL - All Parameters 27 11 40.7407

OCT 2006 SL, FEI1 27 16 59.2593

OCT 2006 SL, FEI1 (Without SA) 27 14 51.8519

OCT 2006 SL, FEI2 27 12 44.4444

OCT 2006 SL, FEI2 (Without SA) 27 11 40.7407

All All Categories, All Parameters 726 103 14.1873

All GF-4 - All Parameters 726 103 14.1873

All GF-4, FEI1 726 238 32.7824

All GF-4, FEI1 (Without SA) 726 210 28.9256

All GF-4, FEI2 726 172 23.6915

All GF-4, FEI2 (Without SA) 726 177 24.3802

All SL - All Parameters 726 274 37.7410

All SL, FEI1 726 442 60.8815

All SL, FEI1 (Without SA) 726 416 57.3003

All SL, FEI2 726 338 46.5565

All SL, FEI2 (Without SA) 726 339 46.6942








