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Status Of Reported Tests

STATUS COUNT PERCENT

Aborted 6 14.286

Cancelled 1 2.381

Special Case. Do Not MTAC 4 9.524

Valid 31 73.810

Total Reported Tests 42 100.000
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20250409 ACC-38721 No Explanation Available

2 20250423 ACC-38818 Test Experienced A Single Lobe Failure

3 20250501 ACC-38921 Test Experienced A Single Lobe Failure

4 20250515 ACC-39056 Test Terminated At Sponsor Request

5 20250605 ACC-39113 Test Experienced A Single Lobe Failure

6 20250606 ACC-39245 Test Aborted Due To Single Lobe Failure

7 20250617 ACC-39314 Test Experienced A Single Lobe Failure

8 20250703 ACC-39451 No Explanation Available

9 20250708 ACC-39468 Test Aborted Due To Single Lobe Failure

10 20250722 ACC-39536 Test Aborted Due To Single Lobe Failure

11 20250929 ACC-40005 Test Experienced A Single Lobe Failure
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Replicate Database Report

Components of
Replicate
Database

OCT
2025

All
Periods

Number of Tests . 8

Formulations . 4

Labs . 2

Stands . 4
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

All AVLI 4 0.373 1.045

All FE 4 122.259 342.325

All AVLI (Without SA) 4 0.192 0.538

All FE (Without SA) 4 101.314 283.679
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

OCT 2025 All Categories, All Parameters 31 16 51.6129

OCT 2025 ILSAC - All Parameters 31 16 51.6129

OCT 2025 ILSAC, AVLI 31 16 51.6129

OCT 2025 ILSAC, AVLI (Without SA) 31 19 61.2903

OCT 2025 ILSAC, FE 31 29 93.5484

OCT 2025 ILSAC, FE (Without SA) 31 30 96.7742

All All Categories, All Parameters 585 433 74.0171

All ILSAC - All Parameters 585 433 74.0171

All ILSAC, AVLI 585 437 74.7009

All ILSAC, AVLI (Without SA) 585 439 75.0427

All ILSAC, FE 585 550 94.0171

All ILSAC, FE (Without SA) 585 539 92.1368
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