WO 2021/168100
5001
400 -

é;

=~ 300+

oy

8

o 2004

4

-]

100 -
0-
108

% Wain Pesk

PCT/US2021/018561
1713

FIGURE 1A

~8- 9.0% (w/v) Sucrose

- 3.0% (wl/v) L-proline

50 100 150 200 250

Protein Concentration {mg/mL)

FIGURE 1B

~& Proline 40°C

RRRES  DNPN N ~&« Proline 2°C-8°C
- -#= Proline -30°C
-3+ Sorbitol 40°C

-2+ Sorbitol 2°C-8°C
~&- Sorbitol -30°C

12 18 24
Time {months}



PCT/US2021/018561

WO 2021/168100

2113

{suow) swy
£ A 1

i 3 {

sy,
1y i

2 S\\u\\\\\\\\

#1Ry0y wmssulB e sulyoid %
RyLIRNY WISIBSesUlId S
SUNOI g

¢ 3¥NOSOI4

qead Ui %



WO 2021/168100

100.0+

% Main Peak
({e) ({o)
© ©

©

o

(4]
1

PCT/US2021/018561
313

FIGURE 3 -8~ pH 5.2,0.01% (w/v) PS20
s~ pH 5.2, 0.01% (w/v) PS80
~¥~ pH 5.2, 0.01% (w/v) PS20 Vial
. pH 5.2, 0.005% (w/v) PS20
- pH 5.2, 0.015% (wiv) PS20 __|

S pH 5.2, 0.01% (w/v) PS20

R

\&\\ |
-6~ pH 4.9, 0.005% (w/v) PS20

e
e

pH 5.4, 0.015% (wiv) PS20

........... ? \\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\

98.0 T T ' '
0 6 12 18 24
Time (months)
FIGURE 4
100
N \....:&( B R\\s\\s§‘ %‘
99 -
Y
s % ~g@~ Lot
Q; W Lot2
§ 9?“ _ L(}t 3
R
96
g5 Y Y 1 ! } .
0 6 12 18 24 30 36

Time {months}

Lot A

Lot B



% Main Peak

WO 2021/168100
4/13

FIGURE 5A

100;
N
98+ s W
\\\\\\
N
AR
96 1 \&\X\\i{% \\\\\\\\\\\
e S
\\\\K\%\\g\ -
\\
94+ ~3
92+
90 I |
! - 1.0
Time (months)
FIGURE 5B
100+
99 . 3 -SSR N T T -
- NS -
x M“\%M?{\\\"{\\\"(\{R\h‘;ﬁ
8 3
o 98-
£
[1°]
s 971
X
96
95 ' I I |
0.0 0.5 1.0 1.5 2.0

Time (months)

PCT/US2021/018561

wf o
-
N
W

N

wizh =

=
ool ey o
IR

==

.

PFS Lot 1
Vial Lot 1
Vial Lot 2

Vial Lot 3
Vial Lot 4

PFS Lot 1
PFS Lot 2
PFS Lot 3
Vial Lot 5



WO 2021/168100

% Main Peak

1

k

%% Main Pra

513
FIGURE 6A
004
M\\\\\\\\\\\\\\\\\M
98 - \\\\\QQ&R‘Q{\\\\;\:\\\\\\\\\\\\\\\\ S
\\‘M‘““\\%
974
96
95 : I I I l
0 2 ; ) 5 6
Time (months)
FIGURE 6B
100
98
88 -
97-
86
$§ | * . . Y £
¢ 5 o 2 s %

Time {months}

PCT/US2021/018561

-@- PFS Lot 1
~®- PFS Lot2
&+ PFS Lot 3
=¥~ \fjal Lot 1
=& \fjal Lot 2
-o- Vial Lot 3
~ Vjal Lot 4
-~ Vial Lot 5

~3+ PFS Lot 1
¥+ PFS Lot 2
= Vial Lot 2
-4 \/ial Lot 3
= Vial Lot 4
-&= \/ial Lot 5



PCT/US2021/018561
6/13

WO 2021/168100

{sysunusl suy
L 9 g 4 £ F4 1 0

.......... ¥ : QQ‘M

V. 3dNOId

>

HES G W



PCT/US2021/018561

WO 2021/168100

7M3

{sysuo) su)

¥

£

R e

At pinge, ) :
....... sy, ; )
A s

s s

A,

s

PP s

4/ 34NSId

4

46

001

Aead WIS



PCT/US2021/018561

WO 2021/168100

8/13

9 5

fappaou) oy

%820

A5l

i LRI

MAWH% (S1B1A) D35

v8 3d4NOId

g

G

MANSS



PCT/US2021/018561

WO 2021/168100

913

wy

e

i

7
w%\\\\\\\\\\\\\ .........

SR \

cocsttirrssssss

G s

HeBd VBN {SIBIA) D38

48 34NOId

45

B WIS

»”

ye



PCT/US2021/018561

WO 2021/168100

10/13

{syjuow) sy

1

(74

43

49

V6 3HNOH

HEDd MBI,



PCT/US2021/018561

1113

WO 2021/168100

{sLuous) su g
Z 9 1 4 £ 4 | 3 2

.n ............................. ................. MWM

;;;;;;;;;;;;;;;;;;;;;;;;;;;;;; qead uiein%  [BiBIA) X3

46 3¥NOI4

Hedd UIBING



PCT/US2021/018561

WO 2021/168100

12/13

{susuow} iy
y £ Z 1 4y

V0T 34N5SH

21+ 3N



PCT/US2021/018561

WO 2021/168100

13/13

L2

{supuow) auny

£

Y

22

A

J1+OH%

40T 34NSOI4

6
£5
£42
56
b
147
86
&6

G0

1

Q1+ IH%



