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.52

pI r
ang

e
5.9

2-6
.53

94.
5

98.
7

pI r
ang

e
5.9

1-6
.53

Slig
htly

 op
ale

sce
nt,

pra
ctic

ally
 fre

e
from

 pa
rtic

les
76.

2
98.

7
pI r

ang
e

5.9
2-6

.52

93.
8

98.
5

pI r
ang

e
5.9

2-6
.37

Slig
htly

 op
ale

sce
nt,

pra
ctic

ally
 fre

e
from

 pa
rtic

les
75.

0
98.

7
pI r

ang
e

5.9
2-6

.38



9/53

FI
G

. 9

Sh
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m 
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y S
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th 
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gh
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 M
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 at
 23

-2
7°

C

121
0-2

5H
-

8S
uc-

7.2
ALX

N12
10, 

25 m
M

His
tidin

e pH
 7.2

,
8%

 Su
cros

e

Op
ale

sce
nt, 

ver
y

clo
udy

, he
avy

par
ticu

late
s

Concentration
(mg/mL)
SEC %

Monomer

iCE

Sample ID

Appearance
23-

27 
°C

Sample
Description

1 M
ont

h

59.
7

99.
0

pI r
ang

e
6.0

1-6
.52

Concentration
(mg/mL)
SEC %

Monomer

iCE

Appearance

1.5
 Mo

nth
s

59.
6

92.
7

pI r
ang

e
6.1

2-6
.62

Op
ale

sce
nt,

ver
y c

lou
dy,

ligh
t pa

rtic
ula

tes

Concentration
(mg/mL)
SEC %

Monomer

iCE

Appearance

2 M
ont

hs 59.
2

79.
6

pI r
ang

e
6.1

3-6
.68

121
0-2

5H
-

5S
or-

7.2
ALX

N12
10, 

25 m
M

His
tidin

e pH
 7.2

,
5%

 So
rbito

l
ALX

N12
10, 

25 m
M

Pho
sph

ate 
pH 

7,
8%

 Su
cros

e
ALX

N12
10, 

25 m
M

Pho
sph

ate 
pH 

7,
5%

 So
rbito

l

Op
ale

sce
nt, 

ligh
t

par
ticu

late
s

Op
ale

sce
nt, 

ligh
t

par
ticu

late
s

51.
2

98.
1

pI r
ang

e
6.0

4-6
.53

53.
3

97.
5

pI r
ang

e
6.0

1-6
.52

Op
ale

sce
nt,

ligh
t pa

rtic
ula

tes
53.

8
95.

7
pI r

ang
e

6.0
2-6

.52

121
0-2

5P
-

25A
rg-

8S
uc-

7

121
0-2

5P
-

25A
rg-

5S
or-

7
Slig

htly
 op

ale
sce

nt,
pra

ctic
ally

 fre
e

from
 pa

rtic
les

Op
ale

sce
nt, 

ver
y

clo
udy

, he
avy

par
ticu

late
s

Op
ale

sce
nt, 

ligh
t

par
ticu

late
s

Op
ale

sce
nt, 

ligh
t

par
ticu

late
s

Op
ale

sce
nt, 

ligh
t

par
ticu

late
s

Slig
htly

 op
ale

sce
nt,

pra
ctic

ally
 fre

e
from

 pa
rtic

les

94.
7

98.
2

75.
9

98.
3

pI r
ang

e
5.9

2-6
.37

pI r
ang

e
5.8

5-6
.38

93.
3

98.
1

pI r
ang

e
5.8

5-6
.52

75.
6

98.
1

pI r
ang

e
5.8

5-6
.38

94.
8

97.
9

pI r
ang

e
5.8

5-6
.38

Slig
htly

 op
ale

sce
nt,

pra
ctic

ally
 fre

e
from

 pa
rtic

les
76.

2

Osmolality
(mOsm/kg)

pH

531 379 432 371

4.0
1

7.0
7

8.2
1

8.9
7

97.
6

pI r
ang

e
5.7

9-6
.37
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Sample ID

121
0-2

5H-
8Su

c-
7.2

ALX
N12

10, 
25 m

M
His

tidin
e pH

 7.2
,

8%
 Su

cros
e

121
0-2

5H-
5So

r-
7.2

ALX
N12

10, 
25 m

M
His

tidin
e pH

 7.2
,

5%
 So

rbito
l

ALX
N12

10, 
25 m

M
His

tidin
e pH

 7.2
,

8%
 Su

cros
e

ALX
N12

10, 
25 m

M
His

tidin
e pH

 7.2
,

5%
 So

rbito
l

ALX
N12

10, 
25 m

M
Pho

sph
ate 

pH 
7,

8%
 Su

cros
e

ALX
N12

10, 
25 m

M
Pho

sph
ate 

pH 
7,

5%
 So

rbito
l

121
0-

AS-
25H

-8S
uc-7

.2

Opa
lesc

ent,
ligh

t
par

ticu
late

s
Opa

lesc
ent,

ligh
t

par
ticu

late
s

Opa
lesc

ent,
ligh

t
par

ticu
late

s

Opa
lesc

ent,
ligh

t
par

ticu
late

s

Opa
lesc

ent,
ligh

t
par

ticu
late

s
Opa

lesc
ent,

ligh
t

par
ticu

late
s

Opa
lesc

ent,
ligh

t
par

ticu
late

s

Opa
lesc

ent,
very

 clo
udy

,
ligh

t pa
rticu

late
s

Opa
lesc

ent,
very

 clo
udy

,
ligh

t pa
rticu

late
s

Opa
lesc

ent,
ligh

t
par

ticu
late

s
Opa

lesc
ent,

mod
era

te
par

ticu
late

s

Opa
lesc

ent,
ligh

t
par

ticu
late

s
Slig

htly
opa

lesc
ent,

pra
ctic

ally
 fre

e
from

 par
ticle

s
Slig

htly
opa

lesc
ent,

pra
ctic

ally
 fre

e
from

 par
ticle

s

121
0-

AS-
25H

-5S
or-7

.2

121
0-2

5P-
25

Arg
-5S

or-7

121
0-2

5P-
25A

rg-
8Su

c-7

37 
°C

Sample
Description

66.
2

48.
9

78.
7

67.
6

93.
6

74.
7Concentration

(mg/mL)

98.
7

97.
5

96.
5

97.
7

97.
1

97.
0SEC %

Monomer

pI r
ang

e
6.0

1-6
.52

pI r
ang

e
6.0

2-6
.52

pI r
ang

e
6.0

2-6
.53

pI r
ang

e
5.9

2-6
.52

pI r
ang

e
5.9

1-6
.53

pI r
ang

e
5.9

2-6
.52iCE

Appearance

1 W
eek

Slig
htly

opa
lesc

ent,
pra

ctic
ally

 fre
e

from
 par

ticle
s

Slig
htly

opa
lesc

ent,
pra

ctic
ally

 fre
e

from
 par

ticle
s

64.
3

59.
1

78.
5

69.
4

93.
4

75.
8Concentration

(mg/mL)

98.
7

95.
3

95.
0

97.
2

95.
0

94.
5SEC %

Monomer

pI r
ang

e
6.0

1-6
.52

pI r
ang

e
6.0

2-6
.64

pI r
ang

e
5.9

3-6
.63

pI r
ang

e
5.9

2-6
.37

pI r
ang

e
5.7

6-6
.37

pI r
ang

e
5.7

7-6
.38iCE

Appearance

2 W
eek

s

Slig
htly

opa
lesc

ent,
pra

ctic
ally

 fre
e

from
 par

ticle
s

Slig
htly

opa
lesc

ent,
pra

ctic
ally

 fre
e

from
 par

ticle
s

64.
4

71.
5

76.
7

69.
6

94.
4

76.
3Concentration

(mg/mL)

97.
3

94.
7

90.
9

97.
0

92.
8

92.
7SEC %

Monomer

pI r
ang

e
6.0

2-6
.51

pI r
ang

e
6.0

2-6
.62

pI r
ang

e
5.9

4-6
.61

pI r
ang

e
5.8

8-6
.37

pI r
ang

e
5.7

3-6
.24

pI r
ang

e
5.7

8-6
.24iCE

Appearance

3 W
eek

s
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1

Sh
or

t T
er

m 
St

ab
ilit

y S
tud

y R
es

ult
s f

or
 A

LX
N1

21
0 T

=1
 M

on
th 

thr
ou

gh
 T

=2
 M
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ths

 at
 37

°C
Sample ID

121
0-2

5H-
8Su

c-
7.2

121
0-2

5H-
5So

r-
7.2

121
0-A

S-2
5H-

8Su
c-7.

2

121
0-A

S-2
5H-

5So
r-7.

2

121
0-2

5P-
25

Arg
-5S

or-7

121
0-2

5P-
25A

rg-
8Su

c-7

37 
°C

558 393 546 400 388 376Osmolality
(mOsm/kg)

64.
5

78.
1

77.
2

54.
8

93.
7

76.
3Concentration

(mg/mL)

46.
1

91.
2

25.
1

91.
1

84.
9

83.
1SEC %

Monomer

No
 re

sul
t,

Sa
mp

le
De

gra
ded

No
 re

sul
t,

Sa
mp

le
De

gra
ded

pI r
ang

e
5.9

4-6
.62iCE

Appearance

2 M
ont

hs

3.9
6

7.0
1

4.0
8

7.2
1

7.7
9

8.9
0pH

64.
9

78.
9

78.
8

72.
3

95.
3

76.
7Concentration

(mg/mL)
94.

1

93.
7

82.
4

94.
9

91.
0

90.
8SEC %

Monomer

pI r
ang

e
6.0

5-6
.50

pI r
ang

e
6.0

2-6
.62

pI r
ang

e
6.0

1-6
.23

pI r
ang

e
5.9

3-6
.37

pI r
ang

e
5.7

9-6
.25

pI r
ang

e
5.7

8-6
.26iCE

Appearance

1 M
ont

h

64.
3

82.
4

75.
7

72.
1

94.
8

76.
6Concentration

(mg/mL)

78.
8

92.
3

54.
8

96.
3

87.
6

87.
5SEC %

Monomer

pI r
ang

e
6.1

2-6
.36

pI r
ang

e
5.9

3-6
.62

No
 re

sul
t,

Sa
mp

le
De

gra
ded

pI r
ang

e
5.8

5-6
.62

pI r
ang

e
6.0

0-6
.52

pI r
ang

e
6.0

0-6
.51iCE

Appearance

1.5
 Mo

nth
s

ALX
N12

10, 
25 m

M
His

tidin
e pH

 7.2
,

8%
 Su

cros
e

Opa
lesc

ent,
mod

era
te

par
ticu

late
s

Opa
lesc

ent,
mod

era
te

par
ticu

late
s

Opa
lesc

ent,
very

 clo
udy

,
ligh

t pa
rticu

late
s

Opa
lesc

ent,
ligh

t pa
rticu

late
s

ALX
N12

10, 
25 m

M
His

tidin
e pH

 7.2
,

5%
 So

rbito
l

ALX
N12

10, 
25 m

M
His

tidin
e pH

 7.2
,

8%
 Su

cros
e

ALX
N12

10, 
25 m

M
His

tidin
e pH

 7.2
,

5%
 So

rbito
l

ALX
N12

10, 
25 m

M
Pho

sph
ate 

pH 
7,

8%
 Su

cros
e

ALX
N12

10, 
25 m

M
Pho

sph
ate 

pH 
7,

5%
 So

rbito
l

Sample
Description

Slig
htly

opa
lesc

ent,
pra

ctic
ally

 fre
e

from
 par

ticle
s

Slig
htly

opa
lesc

ent,
pra

ctic
ally

 fre
e

from
 par

ticle
s

Opa
lesc

ent,
mod

era
te

par
ticu

late
s

Opa
lesc

ent,
mod

era
te

par
ticu

late
s

Opa
lesc

ent,
very

 clo
udy

,
ligh

t pa
rticu

late
s

Opa
lesc

ent,
ligh

t pa
rticu

late
s

Slig
htly

opa
lesc

ent,
pra

ctic
ally

 fre
e

from
 par

ticle
s

Slig
htly

opa
lesc

ent,
pra

ctic
ally

 fre
e

from
 par

ticle
s

Opa
lesc

ent,
yell

ow 
tint,

mod
era

te
par

ticu
late

s
Opa

lesc
ent,

yell
ow 

tint,
mod

era
te

par
ticu

late
s

Opa
lesc

ent,
yell

ow 
tint,

very
 clo

udy
,

ligh
t pa

rticu
late

s
Opa

lesc
ent,

yell
ow 

tint,
ligh

t pa
rticu

late
s

Slig
htly

opa
lesc

ent,
ligh

t pa
rticl

es
Slig

htly
opa

lesc
ent,

pra
ctic

ally
 fre

e
from

 par
ticle

s
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ht 
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1
RM

121
002

13
Re

fer
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2
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-25
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-8S
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7
25 
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osp
hat

e p
H 7

, 25
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inin

e,
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cro

se,
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2M

 (PD
)
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en
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tio
n

9.4
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/mL
94.

2 m
g/m

L

3
2-8
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10-

25P
-25

Arg
-5S

or-7
25 

mM
 Ph

osp
hat

e p
H 7

, 25
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 Arg
inin

e,
5%
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ol, 
2-8

 De
g C

, T=
2M

 (PD
)

76.
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g/m
L
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or
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er

m 
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ilit

y D
yn

am
ic 

Lig
ht 
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N1
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0

Fr
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w 

T=
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hr
ou

gh
 C
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le 

2 a
t T

=1
M 

-2
0°

C

Sample ID

121
0-2

5H-
8Su

c-7.
2

AL
XN

121
0, 2

5 m
M

His
tidi

ne 
pH

 7.2
,

8%
 Su

cro
se

121
0-2

5H-
5So

r-7.
2

AL
XN

121
0, 2

5 m
M

His
tidi

ne 
pH

 7.2
,

5%
 So

rbit
ol

AL
XN

121
0, 2

5 m
M

Ph
osp

hat
e p

H 7
,

8%
 Su

cro
se

AL
XN

121
0, 2

5 m
M

Ph
osp

hat
e p

H 7
,

5%
 So

rbit
ol

121
0-2

5P-
25A

rg-5
Sor

-7

Slig
htly

opa
les

cen
t,

pra
ctic

ally
fre

e fr
om

par
ticl

es

Slig
htly

opa
les

cen
t,

pra
ctic

ally
fre

e fr
om

par
ticl

es

Slig
htly

opa
les

cen
t,

pra
ctic

ally
fre

e fr
om

par
ticl

es
121

0-2
5P-

25A
rg-8

Suc
-7-20

 °C
Sample

Description

58.
4

47.
2

93.
2

75.
2Concentration

(mg/mL)

98.
9

98.
9

99.
1

99.
2SEC %

Monomer

pI r
ang

e
6.0

2-6
.53

pI r
ang

e
6.0

1-6
.53

pI r
ang

e
6.0

2-6
.53

pI r
ang

e
6.0

1-6
.53iCE

Appearance

T=0

58.
0

46.
4

94.
1

75.
2Concentration

(mg/mL)

98.
7

98.
8

99.
1

99.
2SEC %

Monomer

pI r
ang

e
6.0

2-6
.60

pI r
ang

e
6.0

0-6
.52

pI r
ang

e
6.0

1-6
.52

pI r
ang

e
6.0

1-6
.52iCE

Appearance

FT1

58.
8

46.
5

93.
8

74.
5Concentration

(mg/mL)

98.
8

98.
8

99.
2

99.
2SEC %

Monomer

Appearance

FT2
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m 
St
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ilit
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tud

y R
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0

Fr
ee

ze
 T

ha
w 

Cy
cle

 3 
thr

ou
gh

 C
yc

le 
5 a

t T
=1

M 
-2

0°
C

Sample ID

121
0-2

5H-
8Su

c-7.
2

AL
XN

121
0, 2

5 m
M

His
tidi

ne 
pH

 7.2
,

8%
 Su

cro
se

121
0-2

5H-
5So

r-7.
2

AL
XN

121
0, 2

5 m
M

His
tidi

ne 
pH

 7.2
,

5%
 So

rbit
ol

AL
XN

121
0, 2

5 m
M

Ph
osp

hat
e p

H 7
,

8%
 Su

cro
se

AL
XN

121
0, 2

5 m
M

Ph
osp

hat
e p

H 7
,

5%
 So

rbit
ol

121
0-2

5P-
25A

rg-8
Suc

-7

Slig
htly

opa
les

cen
t,

pra
ctic

ally
fre

e fr
om

par
ticl

es

Slig
htly

opa
les

cen
t,

pra
ctic

ally
fre

e fr
om

par
ticl

es

Slig
htly

opa
les

cen
t,

pra
ctic

ally
fre

e fr
om

par
ticl

es

121
0-2

5P-
25A

rg-5
Sor

-7-20
 °C

Sample
Description

57.
9

46.
7

94.
5

75.
1Concentration

(mg/mL)

98.
8

98.
8

99.
2

99.
2SEC %

Monomer

pI r
ang

e
6.0

2-6
.52

pI r
ang

e
6.0

3-6
.61

pI r
ang

e
6.0

1-6
.52

pI r
ang

e
6.0

1-6
.59iCE

pI r
ang

e
6.0

2-6
.52

pI r
ang

e
6.0

2-6
.52

pI r
ang

e
6.0

2-6
.52

pI r
ang

e
6.0

2-6
.52iCE

Appearance

FT3

58.
3

46.
5

92.
6

74.
5Concentration

(mg/mL)

98.
7

98.
8

99.
2

99.
2SEC %

Monomer

Appearance

FT4

56.
9

46.
2

91.
9

74.
7Concentration

(mg/mL)

98.
8

98.
7

99.
2

99.
2SEC %

Monomer

Appearance

FT5
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0
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ilit
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e
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=1
M 

-2
0°

C
% Monomer

4
6

1
3

5
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10

-2
5H

-8
Su

c-7
.2

12
10

-2
5H

-5
So

r-7
.2
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r-7
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-8

Su
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0
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8°
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Sample ID

121
0-7

5-2
5P-

7.0-
5S-

25R

2-8
 °C

T=0
1M

2M

287Osmolality
(mOsm/kg)

7.4
5pH

73.
3Concentration

(mg/mL)

3.4
08Viscosity

(mPas)

1.0
45Density

(g/cm3)

Potency

98.
7

296
7.5

0
71.

2
3.1

56
1.0

36
98.

8SEC %
Monomer

74.
9Concentration

(mg/mL)

98.
5SEC %

Monomer

98.
4

72.
2

98.
6

98.
4SEC %

Monomer

pI r
ang

e
6.0

3-6
.52iCE

ALX
N12

10, 
75 m

g/m
L,

25 m
M P

hos
pha

te, p
H 7

.0,
5%

 Su
cros

e, 2
5 m

M
L-A

rgin
ine

121
0-7

5-2
5P-

7.0-
3So

-25
R

ALX
N12

10, 
75 m

g/m
L,

25 m
M P

hos
pha

te, p
H 7

.0,
3%

 So
rbito

l, 25
 mM

L-A
rgin

ine

Appearance

Slig
htly

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les

Appearance

Slig
htly

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les

94%
 act

ivity
rela

tive
 to

refe
ren

ce

100
% 

as
He

avy
 &

Lig
ht

LOC
Non-reduced

LOC
Reduced

98.
1%

IgG
 as

ma
in

ban
d

pI 6
.22

,
pI r

ang
e

6.0
2-6

.52

107
% a

ctiv
ity

rela
tive

 to
refe

ren
ce

100
% 

as
He

avy
 &

Lig
ht

98.
0%

IgG
 as

ma
in

ban
d

275
7.4

4
96.

4
98.

4
99.

2
98.

0
97.

9
121

0-1
00-

25P
-7.0

-
5S-

25R
_BD

S

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

5%
 Su

cros
e, 2

5 m
M

L-A
rgin

ine,
 BD

S
pI r

ang
e

6.0
1-6

.52
91%

 act
ivity

rela
tive

 to
refe

ren
ce

100
% 

as
He

avy
 &

Lig
ht

98.
1%

IgG
 as

ma
in

ban
d

271
7.3

7
100

.4
6.4

97
1.0

40
98.

4
99.

4
98.

1
98.

3
121

0-1
00-

25P
-7.0

-
3So

-25
R_B

DS

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

3%
 So

rbito
l, 25

 mM
L-A

rgin
ine,

 BD
S

pI r
ang

e
6.0

3-6
.52

96%
 act

ivity
rela

tive
 to

refe
ren

ce

100
% 

as
He

avy
 &

Lig
ht

98.
1%

IgG
 as

ma
in

ban
d

275
7.4

2
96.

0
98.

4
96.

3
97.

9
121

0-1
00-

25P
-7.0

-
5S-

25R
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ALX
N12

10, 
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 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

5%
 Su

cros
e, 2

5 m
M

L-A
rgin

ine,
 DP

pI r
ang

e
6.0

3-6
.52

111
% a

ctiv
ity

rela
tive

 to
refe

ren
ce

100
% 

as
He

avy
 &

Lig
ht

98.
0%

IgG
 as

ma
in

ban
d
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7.3

6
99.

7
7.2
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1.0

41
98.

4
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.0
98.

1
121

0-1
00-

25P
-7.0

-
3So

-25
R_D

P

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

3%
 So

rbito
l, 25

 mM
L-A

rgin
ine,

 DP
pI r

ang
e

6.0
2-6

.52
108

% a
ctiv

ity
rela

tive
 to

refe
ren

ce

100
% 
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He

avy
 &

Lig
ht

98.
1%

IgG
 as

ma
in

ban
d

Sample
Description
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Sample ID

121
0-7

5-2
5P-

7.0-
5S-

25R

2-8
 °C

3M
6M

79.
9

98.
48

Concentration
(mg/mL)

Potency

SEC %
Monomer

80.
0Concentration

(mg/mL)

98.
1

102

SEC %
Monomer

pI r
ang

e
6.0

0-6
.51iCE

pI r
ang

e
6.0

-6.
5iCE

ALX
N12

10, 
75 m

g/m
L,

25 m
M P

hos
pha

te, p
H 7

.0,
5%

 Su
cros

e, 2
5 m

M
L-A

rgin
ine

Appearance
Slig

htly
opa

les
cen

t,
pra

ctic
ally

 fre
e

from
 pa

rtic
les

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les

Potency

Appearance

100
% 

as
He

avy
 &

Lig
ht

LOC
Non-reduced

LOC
Reduced

100
% 

as
He

avy
 &

Lig
htLOC

Reduced

97.
5%

IgG
 as

ma
in

ban
d

LOC
Non-reduced

96.
8%

IgG
 as

ma
in

ban
d

121
0-7

5-2
5P-

7.0-
3So

-25
R

72.
8

98.
7

72.
9

98.
5

101
pI r

ang
e

6.0
1-6

.52
pI r

ang
e

6.0
-6.

5
ALX

N12
10, 

75 m
g/m

L,
25 m

M P
hos

pha
te, p

H 7
.0,

3%
 So

rbito
l, 25

 mM
L-A

rgin
ine

Slig
htly

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les

100
% 

as
He

avy
 &

Lig
ht

100
% 

as
He

avy
 &

Lig
ht

97.
5%

IgG
 as

ma
in

ban
d

99% Ac
tivi

ty
rela

tive
 to

ref
ere

nce

97.
5%

IgG
 as

ma
in

ban
d

121
0-1

00-
25P

-7.0
-

5S-
25R

_BD
S

101
.7

98.
14

104
.6

97.
6

101
pI r

ang
e

6.0
0-6

.51
pI r

ang
e

6.0
-6.

5
ALX

N12
10, 

100
 mg

/mL
,

25 m
M P

hos
pha

te, p
H 7

.0,
5%

 Su
cros

e, 2
5 m

M
L-A

rgin
ine,

 BD
S

Slig
htly

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les

100
% 

as
He

avy
 &

Lig
ht

100
% 

as
He

avy
 &

Lig
ht

97.
6%

IgG
 as

ma
in

ban
d

96.
7%

IgG
 as

ma
in

ban
d

121
0-1

00-
25P

-7.0
-

3So
-25

R_B
DS

102
.1

98.
16

101
.6

97.
9

99
pI r

ang
e

6.0
2-6

.51
pI r

ang
e

6.0
-6.

5
ALX

N12
10, 

100
 mg

/mL
,

25 m
M P

hos
pha

te, p
H 7

.0,
3%

 So
rbito

l, 25
 mM

L-A
rgin

ine,
 BD

S

Slig
htly

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les

opa
les

cen
t,

pra
ctic

ally
ligh

t pa
rtic

les

100
% 

as
He

avy
 &

Lig
ht

100
% 

as
He

avy
 &

Lig
ht

97.
6%

IgG
 as

ma
in

ban
d

96% Ac
tivi

ty
rela

tive
 to

ref
ere

nce

97.
6%

IgG
 as

ma
in

ban
d

121
0-1

00-
25P

-7.0
-

5S-
25R

_DP
98.

9
97.

81
104

.6
97.

8
pI r

ang
e

6.0
2-6

.51
pI r

ang
e

6.0
-6.

5
ALX

N12
10, 

100
 mg

/mL
,

25 m
M P

hos
pha

te, p
H 7

.0,
5%

 Su
cros

e, 2
5 m

M
L-A

rgin
ine,

 DP

Slig
htly

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les

100
% 

as
He

avy
 &

Lig
ht

100
% 

as
He

avy
 &

Lig
ht

97.
6%

IgG
 as

ma
in

ban
d

96.
7%

IgG
 as

ma
in

ban
d

121
0-1

00-
25P

-7.0
-

3So
-25

R_D
P

100
.2

98.
21

101
.6

97.
9

pI r
ang

e
6.0

1-6
.51

pI r
ang

e
6.0

-6.
5

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

3%
 So

rbito
l, 25

 mM
L-A

rgin
ine,

 DP

Slig
htly

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les

100
% 

as
He

avy
 &

Lig
ht

100
% 

as
He

avy
 &

Lig
ht

97.
5%

IgG
 as

ma
in

ban
d

95% Ac
tivi

ty
rela

tive
 to

ref
ere

nce

96.
4%

IgG
 as

ma
in

ban
d

Sample
Description
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Sample ID

121
0-7

5-2
5P-

7.0-
5S-

25R

6M
9M

12M

294Osmolality
(mOsm/kg)

74.
0

98.
6

Concentration
(mg/mL)
SEC %

Monomer

75.
2Concentration

(mg/mL)

98.
2SEC %

Monomer

pI r
ang

e
6.0

-6.
5iCE

7.5
8pH

pI r
ang

e
6.0

-6.
5iCE

ALX
N12

10, 
75 m

g/m
L,

25 m
M P

hos
pha

te, p
H 7

.0,
5%

 Su
cros

e, 2
5 m

M
L-A

rgin
ine

Appearance
opa

les
cen

t,
ligh

t
par

ticl
es

opa
les

cen
t,

pra
ctic

ally
fre

e fr
om

par
ticl

es
opa

les
cen

t,
pra

ctic
ally

fre
e fr

om
par

ticl
es

opa
les

cen
t,

pra
ctic

ally
fre

e fr
om

par
ticl

es
opa

les
cen

t,
pra

ctic
ally

fre
e fr

om
par

ticl
es

opa
les

cen
t,

pra
ctic

ally
ligh

t
par

ticl
es

Appearance

ver
y

opa
les

cen
t,

ligh
t

par
ticl

es

Potency

100
.0%

 as
He

avy
 &

Lig
ht

LOC
Non-reduced

LOC
Reduced

100
% 

as
He

avy
 &

Lig
htLOC

Reduced

97.
3%

IgG
 as

ma
in

ban
d

LOC
Non-reduced

98.
3%

IgG
 as

ma
in

ban
d

86% act
ivit

y
rela

tive
 to

ref
ere

nce

310
74.

7
98.

4
76.

0
97.

8
pI r

ang
e

6.0
-6.

5
7.5

9
pI r

ang
e

6.0
-6.

5
opa

les
cen

t,
pra

ctic
ally

fre
e fr

om
par

ticl
es

100
.0%

 as
He

avy
 &

Lig
ht

100
% 

as
He

avy
 &

Lig
ht

97.
3%

IgG
 as

ma
in

ban
d

98.
3%

IgG
 as

ma
in

ban
d

85% act
ivit

y
rela

tive
 to

ref
ere

nce

116
.4

97.
8

122
.5

97.
3

pI r
ang

e
6.0

-6.
5

7.4
7

pI r
ang

e
6.0

-6.
5

opa
les

cen
t,

pra
ctic

ally
fre

e fr
om

par
ticl

es

100
.0%

 as
He

avy
 &

Lig
ht

100
% 

as
He

avy
 &

Lig
ht

97.
3%

IgG
 as

ma
in

ban
d

98.
3%

IgG
 as

ma
in

ban
d

85% act
ivit

y
rela

tive
 to

ref
ere

nce

278
105

.8
98.

0
102

.0
97.

5
pI r

ang
e

6.0
-6.

5
7.4

5
pI r

ang
e

6.0
-6.

5
opa

les
cen

t,
pra

ctic
ally

ligh
t

par
ticl

es

100
.0%

 as
He

avy
 &

Lig
ht

100
% 

as
He

avy
 &

Lig
ht

97.
3%

IgG
 as

ma
in

ban
d

98.
2%

IgG
 as

ma
in

ban
d

76% act
ivit

y
rela

tive
 to

ref
ere

nce

296
104

.6
98.

0
100

.8
97.

4
pI r

ang
e

6.0
-6.

5
7.5

1
pI r

ang
e

6.0
-6.

5
opa

les
cen

t,
pra

ctic
ally

fre
e fr

om
par

ticl
es

100
.0%

 as
He

avy
 &

Lig
ht

100
% 

as
He

avy
 &

Lig
ht

97.
9%

IgG
 as

ma
in

ban
d

98.
3%

IgG
 as

ma
in

ban
d

78% act
ivit

y
rela

tive
 to

ref
ere

nce

274
104

.7
97.

8
103

.4
97.

5
pI r

ang
e

6.0
-6.

5
7.4

6
pI r

ang
e

6.0
-6.

5
opa

les
cen

t,
pra

ctic
ally

fre
e fr

om
par

ticl
es

100
.0%

 as
He

avy
 &

Lig
ht

100
% 

as
He

avy
 &

Lig
ht

98.
0%

IgG
 as

ma
in

ban
d

98.
2%

IgG
 as

ma
in

ban
d

92% act
ivit

y
rela

tive
 to

ref
ere

nce

Sample
Description

121
0-7

5-2
5P-

7.0-
3So

-25
R

ALX
N12

10, 
75 m

g/m
L,

25 m
M P

hos
pha

te, p
H 7

.0,
3%

 So
rbito

l, 25
 mM

L-A
rgin

ine

121
0-1

00-
25P

-7.0
-

5S-
25R

_BD
S

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

5%
 Su

cros
e, 2

5 m
M

L-A
rgin

ine,
 BD

S

121
0-1

00-
25P

-7.0
-

3So
-25

R_B
DS

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

3%
 So

rbito
l, 25

 mM
L-A

rgin
ine,

 BD
S

121
0-1

00-
25P

-7.0
-

5S-
25R

_DP

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

5%
 Su

cros
e, 2

5 m
M

L-A
rgin

ine,
 DP

121
0-1

00-
25P

-7.0
-

3So
-25

R_D
P

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

3%
 So

rbito
l, 25

 mM
L-A

rgin
ine,

 DP
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0
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=2
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7°
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Sample ID

121
0-7

5-2
5P-

7.0-
5S-

25R

23-
27 

°C
1M

2M

7.4
1pH

82.
0Concentration

(mg/mL)

Potency

97.
9

74.
0

97.
3SEC %

Monomer

96.
6

7.4
7

94.
5

7.4
95.

5

7.4
1

7.3
4

7.1
7

94.
3SEC %

Monomer

pI r
ang

e
6.0

2-6
.51iCE

ALX
N12

10, 
75 m

g/m
L,

25 m
M P

hos
pha

te, p
H 7

.0,
5%

 Su
cros

e, 2
5 m

M
L-A

rgin
ine

121
0-7

5-2
5P-

7.0-
3So

-25
R

ALX
N12

10, 
75 m

g/m
L,

25 m
M P

hos
pha

te, p
H 7

.0,
3%

 So
rbito

l, 25
 mM

L-A
rgin

ine

Appearance
Slig

htly
opa

les
cen

t,
pra

ctic
ally

 fre
e

from
 pa

rtic
les

104
%

rela
tive

act
ivit

y

100
% 

as
He

avy
 &

Lig
ht

LOC
Non-reduced

LOC
Reduced

96.
8%

IgG
 as

ma
in

ban
d

pI r
ang

e
6.0

1-6
.51

92% rela
tive

act
ivit

y

100
% 

as
He

avy
 &

Lig
ht

96.
4%

IgG
 as

ma
in

ban
d

102
.2

97.
4

121
0-1

00-
25P

-7.0
-

5S-
25R

_BD
S

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

5%
 Su

cros
e, 2

5 m
M

L-A
rgin

ine,
 BD

S
pI r

ang
e

6.0
2-6

.52
110

%
rela

tive
act

ivit
y

100
% 

as
He

avy
 &

Lig
ht

96.
7%

IgG
 as

ma
in

ban
d

102
.7

97.
0

121
0-1

00-
25P

-7.0
-

3So
-25

R_B
DS

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

3%
 So

rbito
l, 25

 mM
L-A

rgin
ine,

 BD
S

pI r
ang

e
6.0

2-6
.52

90% rela
tive

act
ivit

y

100
% 

as
He

avy
 &

Lig
ht

96.
4%

IgG
 as

ma
in

ban
d

97.
3

97.
6

121
0-1

00-
25P

-7.0
-

5S-
25R

_DP

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

5%
 Su

cros
e, 2

5 m
M

L-A
rgin

ine,
 DP

pI r
ang

e
6.0

1-6
.52

99% rela
tive

act
ivit

y

100
% 

as
He

avy
 &

Lig
ht

96.
8%

IgG
 as

ma
in

ban
d

98.
6

97.
2

121
0-1

00-
25P

-7.0
-

3So
-25

R_D
P

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

3%
 So

rbito
l, 25

 mM
L-A

rgin
ine,

 DP
pI r

ang
e

6.0
1-6

.51
94% rela

tive
act

ivit
y

100
% 

as
He

avy
 &

Lig
ht

96.
5%

IgG
 as

ma
in

ban
d

Sample
Description
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th 
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=6
 M

on
ths

 at
 23
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S-
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Sample ID

121
0-7

5-2
5P-

7.0-
5S-

25R

23-
27 

°C
3M

6M

127
.9Concentration

(mg/mL)

Potency

96.
1

78.
2

93.
4SEC %

Monomer

pI r
ang

e
5.9

2-6
.51iCE

ALX
N12

10, 
75 m

g/m
L,

25 m
M P

hos
pha

te, p
H 7

.0,
5%

 Su
cros

e, 2
5 m

M
L-A

rgin
ine

121
0-7

5-2
5P-

7.0-
3So

-25
R

ALX
N12

10, 
75 m

g/m
L,

25 m
M P

hos
pha

te, p
H 7

.0,
3%

 So
rbito

l, 25
 mM

L-A
rgin

ine

Appearance
Slig

htly
opa

les
cen

t,
pra

ctic
ally

 fre
e

from
 pa

rtic
les

Slig
htly

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les
Slig

htly
opa

les
cen

t,
pra

ctic
ally

 fre
e

from
 pa

rtic
les

Slig
htly

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les
Slig

htly
opa

les
cen

t,
ligh

t
par

ticl
es

Slig
htly

opa
les

cen
t,

pra
ctic

ally
 fre

e
from

 pa
rtic

les

100
% 

as
He

avy
 &

Lig
ht

LOC
Non-reduced

LOC
Reduced

94.
8%

IgG
 as

ma
in

ban
d

pI r
ang

e
5.8

6-6
.51

88%
 Ac

tivi
ty

rela
tive

 to
ref

ere
nce

100
% 

as
He

avy
 &

Lig
ht

92.
9%

IgG
 as

ma
in

ban
d

122
.4

94.
5

121
0-1

00-
25P

-7.0
-

5S-
25R

_BD
S

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

5%
 Su

cros
e, 2

5 m
M

L-A
rgin

ine,
 BD

S
pI r

ang
e

5.9
2-6

.51
100

% 
as

He
avy

 &
Lig

ht

93.
5%

IgG
 as

ma
in

ban
d

103
.6

93.
1

121
0-1

00-
25P

-7.0
-

3So
-25

R_B
DS

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

3%
 So

rbito
l, 25

 mM
L-A

rgin
ine,

 BD
S

pI r
ang

e
5.9

3-6
.51

90%
 Ac

tivi
ty

rela
tive

 to
ref

ere
nce

100
% 

as
He

avy
 &

Lig
ht

93.
3%

IgG
 as

ma
in

ban
d

100
.7

96.
3

121
0-1

00-
25P

-7.0
-

5S-
25R

_DP

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

5%
 Su

cros
e, 2

5 m
M

L-A
rgin

ine,
 DP

pI r
ang

e
5.9

3-6
.51

100
% 

as
He

avy
 &

Lig
ht

95.
2%

IgG
 as

ma
in

ban
d

100
.0

93.
8

Concentration
(mg/mL)

85.
6

87.
2SEC %

Monomer

Appearance

Op
ale

sce
nt,

pra
ctic

ally
free

 fro
m

par
ticl

es
Op

ale
sce

nt,
pra

ctic
ally

free
 fro

m
par

ticl
es

Op
ale

sce
nt,

pra
ctic

ally
free

 fro
m

par
ticl

es
Op

ale
sce

nt,
ligh

t
par

ticl
es

Op
ale

sce
nt,

pra
ctic

ally
free

 fro
m

par
ticl

es

180
.9

87.
9

110
.0

87

104
.3

95.
8

101
.0

88.
4

121
0-1

00-
25P

-7.0
-

3So
-25

R_D
P

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

3%
 So

rbito
l, 25

 mM
L-A

rgin
ine,

 DP
pI r

ang
e

5.9
3-6

.51
96%

 Ac
tivi

ty
rela

tive
 to

ref
ere

nce

100
% 

as
He

avy
 &

Lig
ht

93.
7%

IgG
 as

ma
in

ban
d

iCE

LOC
Non-reduced

LOC
Reduced

pI r
ang

e
5.8

-6.
4

92.
5%

 as
He

avy
 &

Lig
ht

87.
9%

IgG
 as

ma
in

ban
d

pI r
ang

e
5.9

-6.
4

98.
4%

 as
He

avy
 &

Lig
ht

87.
6%

IgG
 as

ma
in

ban
d

pI r
ang

e
5.9

-6.
6

94.
0%

 as
He

avy
 &

Lig
ht

86.
8%

IgG
 as

ma
in

ban
d

pI r
ang

e
5.9

-6.
6

98.
5%

 as
He

avy
 &

Lig
ht

91.
8%

IgG
 as

ma
in

ban
d

pI r
ang

e
5.9

-6.
5

100
.0%

as 
He

avy
& L

igh
t

88.
3%

IgG
 as

ma
in

ban
d

Sample
Description
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Sample ID

121
0-7

5-2
5P-

7.0-
5S-

25R

23-
27 

°C
9M

12M

Concentration
(mg/mL)

Potency

93.
3

81.
1SEC %

Monomer

iCE

ALX
N12

10, 
75 m

g/m
L,

25 m
M P

hos
pha

te, p
H 7

.0,
5%

 Su
cros

e, 2
5 m

M
L-A

rgin
ine

121
0-7

5-2
5P-

7.0-
3So

-25
R

ALX
N12

10, 
75 m

g/m
L,

25 m
M P

hos
pha

te, p
H 7

.0,
3%

 So
rbito

l, 25
 mM

L-A
rgin

ine

Appearance

Op
ale

sce
nt,

slig
ht y

ello
wis

h
col

or p
rac

tica
lly

free
 fro

m p
arti

cle
s

Op
ale

sce
nt,

slig
ht y

ello
wis

h
col

or p
rac

tica
lly

free
 fro

m p
arti

cle
s

Op
ale

sce
nt,

slig
ht y

ello
wis

h
col

or l
igh

t
par

ticl
es

Op
ale

sce
nt,

slig
ht y

ello
wis

h
col

or p
rac

tica
lly

free
 fro

m p
arti

cle
s

LOC
Non-reduced

LOC
Reduced

pI r
ang

e
5.6

-6.
4

61%
 Ac

tivi
ty

rela
tive

 to
ref

ere
nce

87.
9%

 as
He

avy
 &

Lig
ht

70.
0%

IgG
 as

ma
in

ban
d

121
0-1

00-
25P

-7.0
-

5S-
25R

_BD
S

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

5%
 Su

cros
e, 2

5 m
M

L-A
rgin

ine,
 BD

S

121
.1

81.
2

121
0-1

00-
25P

-7.0
-

3So
-25

R_B
DS

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

3%
 So

rbito
l, 25

 mM
L-A

rgin
ine,

 BD
S

pI r
ang

e
5.7

-6.
4

75%
 Ac

tivi
ty

rela
tive

 to
ref

ere
nce

97.
4%

 as
He

avy
 &

Lig
ht

76.
7%

IgG
 as

ma
in

ban
d

105
.4

93.
5

121
0-1

00-
25P

-7.0
-

5S-
25R

_DP

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

5%
 Su

cros
e, 2

5 m
M

L-A
rgin

ine,
 DP

pI r
ang

e
5.7

-6.
4

77%
 Ac

tivi
ty

rela
tive

 to
ref

ere
nce

100
% 

as
He

avy
 &

Lig
ht

88.
5%

IgG
 as

ma
in

ban
d

103
.4

83.
2

121
0-1

00-
25P

-7.0
-

3So
-25

R_D
P

ALX
N12

10, 
100

 mg
/mL

,
25 m

M P
hos

pha
te, p

H 7
.0,

3%
 So

rbito
l, 25

 mM
L-A

rgin
ine,

 DP

pI r
ang

e
5.7

 an
d

6.4

75%
 Ac

tivi
ty

rela
tive

 to
ref

ere
nce

94.
0%

 as
He

avy
 &

Lig
ht

77.
6%

IgG
 as

ma
in

ban
d

Concentration
(mg/mL)

Potency

93.
3

77.
3SEC %

Monomer

iCE

Appearance

Op
ale

sce
nt,

yel
low

ish
 co

lor
pra

ctic
ally

 fre
e

from
 pa

rtic
les

Op
ale

sce
nt,

yel
low

ish
 co

lor
pra

ctic
ally

 fre
e

from
 pa

rtic
les

Op
ale

sce
nt,

dar
k y

ello
wis

h
col

or l
igh

t
par

ticl
es

Op
ale

sce
nt,

slig
ht y

ello
wis

h
col

or p
rac

tica
lly

free
 fro

m p
arti

cle
s

LOC
Non-reduced

LOC
Reduced

pI r
ang

e
5.5

-6.
6

40%
 Ac

tivi
ty

rela
tive

 to
ref

ere
nce

84.
9%

 as
He

avy
 &

Lig
ht

67.
7%

IgG
 as

ma
in

ban
d

122
.2

75.
0

pI r
ang

e
5.7

-6.
5

49%
 Ac

tivi
ty

rela
tive

 to
ref

ere
nce

87.
3%

 as
He

avy
 &

Lig
ht

71.
4%

IgG
 as

ma
in

ban
d

111
.1

89.
2

pI r
ang

e
5.5

-6.
5

69%
 Ac

tivi
ty

rela
tive

 to
ref

ere
nce

95.
1%

 as
He

avy
 &

Lig
ht

85.
6%

IgG
 as

ma
in

ban
d

106
.9

77.
9

pI r
ang

e
5.6

-6.
5

47%
 Ac

tivi
ty

rela
tive

 to
ref

ere
nce

89.
1%

 as
He

avy
 &

Lig
ht

73.
5%

IgG
 as

ma
in

ban
d

Sample
Description
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Sample ID

121
0-7

5-2
5P-

7.0-
5S-

25R

37 
°C

T=2
 WK

S
1M

2M

85.
2Concentration

(mg/mL)

Potency

93.
0

74.
8
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