T8E - Report Period: OCT 2015

Status Of Reported Tests
STATUS COUNT | PERCENT
Cancelled 1 10
Valid 9 90
Total Reported Tests 10 100




T8E - Report Period: OCT 2015
Itemized Lost Test Report

Obs

Date

TESTKEY

REASON

20150520

ACC-16009

Test Terminated At Test Hour 263 At Sponsor Rquest.




T8E - Report Period: OCT 2015

Replicate Database Report
Components of

Replicate OCT All
Database 2015 | Periods
Number of Tests . 18
Formulations . 9
Labs . 3
Stands . 8




T8E - Report Period: OCT 2015
by-Formulation Pooled s and Reproducibility of Replicate Data

Degrees

Report of | Pooled

Period | Parameter Freedom S R
All VISI38 911.30741 | 3.66075
All RV48 91047125 | 1.31950
All VISI38 (Without SA) 911.25138 | 3.50387
All RV48 (Without SA) 910.46976 | 1.31534
All RV2 910.24502 | 0.68605
All RV2FNL 910.24502 | 0.68605




T8E - Report Period: OCT 2015

Pass/Fail
Report Number %
Period | API Category N | Passed | Passed
OCT 2015 | All Categories, All Parameters| 9 7\ 77.778
OCT 2015 | CI-4 - All Parameters 9 7| 77.778
OCT 2015 | CI-4, RV2 9 9 100.000
OCT 2015 | CI-4, RV2FNL 9 7| 77.778
OCT 2015 | CI-4, RV48 9 9 100.000
OCT 2015 | CI-4, RV48 (Without SA) 9 9 100.000
OCT 2015 | CI-4, VISI38 9 9 100.000
OCT 2015 | CI-4, VISI38 (Without SA) 9 9 100.000
All All Categories, All Parameters | 514 334 | 64.981
All CI-4 - All Parameters 514 334 | 64.981
All CI-4,RV2 514 401 | 78.016
All CI-4, RV2FNL 514 398 | 77.432
All CI-4, RV48 514 352 | 68.482
All CI-4, RV48 (Without SA) 514 363 | 70.623
All CI-4, VISI38 514 480 [ 93.385
All CI-4, VISI38 (Without SA) 514 480 [ 93.385
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