
Mirikizumab Page 4 of 54
32p831-primary-stab-data-v001 CONFIDENTIAL - Eli Lilly and Company

Table 3.2.P.8.3.1.4-1 

Analytical 
Propertya Method

Storage 
Condition

Months

I 1 3 6 9 12 18 23b 24c

CCId X NS NS NS NS X NS NS X

pH
X X

X
X
X

X
X

X
NS

X
NS

X
NS

X
NS

X
NS

Particulate Matter
X X

X
X
X

X
X

X
NS

X
NS

X
NS

X
NS

X
NS

Particulate Matter
X X

X
X
X

X
X

X
NS

X
NS

X
NS

X
NS

X
NS

Particulate Matter

X X
X

X
X

X
X

X
NS

X
NS

X
NS

X
NS

X
NS

Color X X
X

X
X

X
X

X
NS

X
NS

X
NS

X
NS

X
NS

Clarity X X
X

X
X

X
X

X
NS

X
NS

X
NS

X
NS

X
NS

Break-Loose Forced
X X

X
X
X

X
X

X
NS

X
NS

X
NS

X
NS

X
NS

Glide Forced
X X

X
X
X

X
X

X
NS

X
NS

X
NS

X
NS

X
NS

Visual Inspectione
X X

X
X
X

X
X

X
NS

X
NS

X
NS

X
NS

X
NS

Dose Accuracye
X X

X
X
X

X
X

X
NS

X
NS

X
NS

X
NS

X
NS

Injection Process 
Timef X X

X
X
X

X
X

X
NS

X
NS

X
NS

X
NS

X
NS

Abbreviations: CCI = container closure integrity; CE-SDS = capillary electrophoresis-sodium dodecyl sulfate; 
HPLC-UV = high-performance liquid chromatography-ultraviolet spectroscopy; I = Initial; icIEF = imaged 
capillary isoelectric focusing; NS = not scheduled; RH = relative humidity; SEC = size-exclusion 
chromatography; UV/VIS = ultraviolet/visible spectrometry.

a These tests were performed that are not included as commercial specifications.
b Samples are pulled and placed at 30°C/65% RH and tested according to Table 3.2.P.8.3.1.4-2.
c Stability studies may be extended beyond the 24-month time point.
d Stability testing performed on semi-finished syringe (SFS) only.
e Stability testing performed on Prefilled syringes and Bolt autoinjectors
f Stability testing performed on Bolt autoinjectors


