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Status Of Reported Tests

STATUS COUNT PERCENT

Cancelled 3 30

Valid 7 70

Total Reported Tests 10 100
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20171107 ACC-21172 Test Terminated At 199 Hours Per Client Request.

2 20171109 ACC-21564 Test Terminated At Test Hour 297 At Sponsor Request

3 20171220 ACC-21960 Test Terminated At 139 Hrs Per Client Request.
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Replicate Database Report

Components of
Replicate
Database

APR
2018

All
Periods

Number of Tests . 10

Formulations . 9

Labs . 3

Stands . 8
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by-Formulation Pooled s and Reproducibility of Replicate Data

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

All VISI38 1 0.72125 2.01950

All RV48 1 0.04243 0.11879

All VISI38 (Without SA) 1 0.72125 2.01950

All RV48 (Without SA) 1 0.04243 0.11879

All RV2 1 0.04950 0.13859

All RV2FNL 1 0.04950 0.13859
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Pass/Fail

Report
Period API Category N

Number
Passed

%
Passed

APR 2018 All Categories, All Parameters 7 3 42.857

APR 2018 CI-4 - All Parameters 7 3 42.857

APR 2018 CI-4, RV2 7 4 57.143

APR 2018 CI-4, RV2FNL 7 3 42.857

APR 2018 CI-4, RV48 7 4 57.143

APR 2018 CI-4, RV48 (Without SA) 7 4 57.143

APR 2018 CI-4, VISI38 7 7 100.000

APR 2018 CI-4, VISI38 (Without SA) 7 7 100.000

All All Categories, All Parameters 558 356 63.799

All CI-4 - All Parameters 558 356 63.799

All CI-4, RV2 558 426 76.344

All CI-4, RV2FNL 558 420 75.269

All CI-4, RV48 558 377 67.563

All CI-4, RV48 (Without SA) 558 388 69.534

All CI-4, VISI38 558 520 93.190

All CI-4, VISI38 (Without SA) 558 521 93.369
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