Friday, October 14, 2022

1R - Report Period: APR 2022

Status Of Reported Tests
STATUS COUNT | PERCENT
Aborted 2 40
Cancelled 2 40
Valid 1 20
Total Reported Tests 5 100




Friday, October 14, 2022

1R - Report Period: APR 2022

Iltemized Lost Test Report

Obs

Date

TESTKEY

REASON

20211015

ACC-31094

Test Terminated At Sponsor Request

20211124

ACC-31224

No Explanation Available

20211215

ACC-31393

No Explanation Available

20220216

ACC-31713

Test Terminated At Sponsor Request




1R - Report Period: APR 2022

Replicate Database Report
Components of
Replicate APR All
Database 2022 | Periods
Number of Tests . 13
Formulations . 6
Labs . 3
Stands . 7
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1R - Report Period: APR 2022

by-Formulation Pooled s and Reproducibility of Replicate Data

Degrees

Report of | Pooled

Period | Parameter Freedom s R
All TGC 7 | 19.2499 | 53.900
All EOTOC (Without SA) 7 | 1.9250 5.390
All TLC 7 | 11.1704 31.277
All WD 7 | 47.7327 | 133.652
All BOTOC 7 | 1.2655 3.543
All EOTOC 7 | 1.9250 5.390
All TGC (Without SA) 7 | 19.2306 | 53.846
All TLC (Without SA) 7 | 11.1704 31.277
All WD (Without SA) 7 | 47.7327 | 133.652
All BOTOC (Without SA) 7 | 1.2655 3.543
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1R - Report Period: APR 2022

Pass/Fail
TGC <=52 SCUFFING ='NO" STUCK_RINGS ='NO' TLC <=31 WD <=382 BOTOC <=13.1 EOTOC <=BOTOC+1.8
Report Number %
Period API Category N | Passed | Passed
APR 2022 | All Categories, All Parameters 1 1 | 100.000
APR 2022 | CI-4 - All Parameters 1 1 | 100.000
APR 2022 | CI-4,BOTOC 1 1 | 100.000
APR 2022 | Cl-4, BOTOC (Without SA) 1 1 | 100.000
APR 2022 | CI-4, EOTOC 1 1 | 100.000
APR 2022 | Cl-4, EOTOC (Without SA) 1 1 | 100.000
APR 2022 | CI-4, SCUFFING 1 1 | 100.000
APR 2022 | Cl-4, STUCK_RINGS 1 1 | 100.000
APR 2022 | CI-4, TGC 1 1 | 100.000
APR 2022 | Cl-4, TGC (Without SA) 1 1 | 100.000
APR 2022 | CI-4, TLC 1 1 | 100.000
APR 2022 | ClI-4, TLC (Without SA) 1 1 | 100.000
APR 2022 | CI-4, WD 1 1 | 100.000
APR 2022 | CI-4, WD (Without SA) 1 1 | 100.000
All All Categories, All Parameters | 175 132 | 75.429
All ClI-4 - All Parameters 175 132 | 75.429
All Cl-4,BOTOC 175 175 | 100.000
All Cl-4, BOTOC (Without SA) 175 175 | 100.000
All Cl-4, EOTOC 175 161 | 92.000
All Cl-4, EOTOC (Without SA) 175 161 | 92.000
All Cl-4, SCUFFING 175 174 | 99.429
All Cl-4, STUCK_RINGS 175 175 | 100.000
All Cl-4, TGC 175 151 | 86.286
All Cl-4, TGC (Without SA) 175 153 | 87.429
All Cl-4, TLC 175 153 | 87.429
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1R - Report Period: APR 2022

Pass/Fail
TGC <=52 SCUFFING ='NO' STUCK_RINGS ='NO' TLC <=31 WD <=382 BOTOC <=13.1 EOTOC <=BOTOC+1.8
Report Number %
Period API Category N | Passed | Passed
All Cl-4, TLC (Without SA) 175 154 | 88.000
All Cl-4, WD 175 143 81.714
All Cl-4, WD (Without SA) 175 137 78.286
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