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[Figure 2]
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[Figure 5]
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[Figure 6]
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(b)
1 2 3 Mean STDEV %RSD
Formulation 8 78°C 79°C 78°C 78.3°C 0.6 0.7
Formulation 9 78°C 77°C 77°C 77.3°C 0.6 0.7
Formulation 10 77°C 78°C 78°C 77.7°C 0.6 0.7
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[Figure 9]
a)
V.
120009 Main peak
115008 —— Formulation 8 0 day
110006] .
e Formulation 8 1 day
100006) = = Formulation 8 3 day
95000} .
s0000] =+ = Formulation 8 7 day
as000] K — - Formulation 8 14 day
80000 |
75000 |
700064
65001
60001 ’._
55000] |
50000] ‘ I
4500 I
40001 ' b . .
3500 Acidic Variants i Basic Variants
30000] . -
25000] B
200004
150004
100004
50004
500 150 175 200 25 20 275 300 25 350 375 400 425 450 min
b)
WCX Acidic Peak %
100
90
80
R 70
= 60
o
&~ 50
2
= 40
9
< 30
20 ] ? i ?
10 i / 5 %
0 - :
Formulation 8 Formulation 9 Formulation 10

OO0day Q1 day B14day #7day B14day



7/ 15

WCX, Main Peak %

O0day N1day B4day [@7 day B14day

WCX, Basic %
100

0 3 % [ % [ %
’ @@zzézz ENEl N

Formulation 8 Formulation 9 Formulation 10

O00day ©1day O4day @7 day B14day



8 / 15

[Figure 10]
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[Figure 12]
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[Figure 13]
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[Figure 16]

Micro-Turbidimetric assay

3000

M0day H1day O3 day H6day

[Figure 17]

SEC Monomer %

[O0day ®3day O7day



14 / 15

[Figure 18]
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[Figure 19]
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[Figure 20]
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