C13 - Report Period: OCT 2017

Status Of Reported Tests
STATUS COUNT | PERCENT
Cancelled 3 30
Valid 7 70
Total Reported Tests 10 100




C13 - Report Period: OCT 2017
Itemized Lost Test Report

Obs

Date

TESTKEY

REASON

20170718

ACC-20713

Test Terminated At 499 Hours At The Sponsor Request.

20170817

ACC-21023

Test Terminated At Test Hour 499 At Sponsor Request

20170926

ACC-21260

Test Terminated At Test Hour 499 At Sponsor Request.




C13 - Report Period: OCT 2017

Replicate Database Report
Components of

Replicate OCT All
Database 2017 | Periods
Number of Tests . 4
Formulations 2
Labs . 2
Stands 3




C13 - Report Period: OCT 2017
by-Formulation Pooled s and Reproducibility of Replicate Data

Degrees
Report of | Pooled
Period | Parameter | Freedom S R

All TOTMER 21182.615 | 511.323




C13 - Report Period: OCT 2017

Pass/Fail
Report Number %
Period | API Category N | Passed | Passed
OCT 2017 | All Categories, All Parameters| 7 6| 85.714
OCT 2017 | CJ-4 - All Parameters 7 6| 85.714
OCT 2017 | CJ-4, STUCKRNG 7 7 1100.000
OCT 2017 | CJ-4, TOTMER 7 6| 85714
All All Categories, All Parameters | 281 160 | 56.940
All CJ-4 - All Parameters 281 160 | 56.940
All CJ-4, STUCKRNG 281 273 97.153
All CJ-4, TOTMER 281 161 | 57.295
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