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Status Of Reported Tests

STATUS COUNT PERCENT

Cancelled 3 12

Valid 22 88

Total Reported Tests 25 100
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Itemized Lost Test Report

Obs Date TESTKEY REASON

1 20201027 ACC-29002 No Explanation Available

2 20210115 ACC-29586 No Explanation Available

3 20210125 ACC-29641 No Explanation Available
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Replicate Database Report

Components of
Replicate
Database

APR
2021

All
Periods

Number of Tests . 8

Formulations . 4

Labs . 3

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

Report
Period Parameter

Degrees
of

Freedom
Pooled

s R

All IRPH360 4 32.0770 89.8156

All KV40PC 4 28.9540 81.0712

All IRPH360 (Without SA) 4 30.5978 85.6737

All KV40PC (Without SA) 4 23.0910 64.6548
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Pass/Fail
IRPH360 <=125   KV40PC <=75

Report
Period API Category N

Number
Passed

%
Passed

APR 2021 All Categories, All Parameters 22 22 100.000

APR 2021 CK - All Parameters 22 22 100.000

APR 2021 CK, IRPH360 22 22 100.000

APR 2021 CK, IRPH360 (Without SA) 22 22 100.000

APR 2021 CK, KV40PC 22 22 100.000

APR 2021 CK, KV40PC (Without SA) 22 22 100.000

All All Categories, All Parameters 337 259 76.855

All CK - All Parameters 337 259 76.855

All CK, IRPH360 337 271 80.415

All CK, IRPH360 (Without SA) 337 290 86.053

All CK, KV40PC 337 282 83.680

All CK, KV40PC (Without SA) 337 308 91.395
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