WO 2012/000048 PCT/AU2011/000819
1/9

-=- 1:150PC-choIat¢69/L
-+ 1:100 PC - cholate 3g/L
- 1:50 PC - cholate 1.1g/L

E 8

1024
5124

log ALT [U/L]
N
&

128

- —y

0 100 200 300 400 500 600
| Apo Al (mg/kg)

Figure 1



PCT/AU2011/000819

WO 2012/000048
2/9
512 -
253- : ——1-—-
r g + |
= 128 ;
ar . :
3 1
S 64+ —
==
16 . : :
N © ©
Q@g Q@“
> S
- Bagal
, 2048~
1024+
5§12+ 5
) ! |
=2 256-1 5 '
- P .
2 T
1284
E; g
64
== +
32+
16 o ' ! L - T - Y : 14
NS o S o o o
® R P B
& &S d

Figure 2



WO 2012/000048 PCT/AU2011/000819
3/9

turbidity of cholate depleted and supplemented CSL111 (not |
lyophilised) ' :
250
2 150 . o
z
3
b=
£ 100
50
0.0 : . ; . . :
0 1 2 3 4 5 6 7
~ cholate concentration/g/L

Figure 3



WO 2012/000048

PCT/AU2011/000819
4/9

turbidity of cholate depleted and supplemented CSL111
‘ after lyophilisation / reconstitution
80.0
70.0 +2
\ —e—0h
60.0 \ —=—24h
P —a—7d
2 500 \
§ 40.0
L
2 300 ——
20.0
10.0
0-0 T T T T - T T
0 1 2 3 4 5 6 7
cholate concentration / g/L

Figure 4



WO 2012/000048

PCT/AU2011/000819
5/9

8.0

turbidity of rHDL 1:50 PC (room temperature)

- 7.0

6.0

5.0

turbidity / NTU
H
(=]

3.0

2.0 -

1.0 -

—a—supp. 0.3 g/L. cholate
- ——Supp. 0.8 g/L cholate
—e—final product (0.9 g/L cholate)

—e—depleted (<0.1 g/L cholate)
—a—supp. 0.6 g/l cholate
—»—supp. 1.0 g/L cholate

0.0

10

8
storage time /d

12 14 16

Figure §




WO 2012/000048 PCT/AU2011/000819
6/9

turbidity of rHDL 1:50 PC (37°C)
25

—e— depleted (<0.1 g/L cholate)

—s—supp. 0.3 g/L cholate /
20 4 —a&—supp. 0.6 gL cholate

: —x—supp. 0.8 giL cholate

—»— supp. 1.0 g/L cholate
—e—final product (0.9 g/L cholate)

turbidity / NTU

0 2 4 6 8 10 12 14 16
storage time / d

Figure 6



WO 2012/000048

PCT/AU2011/000819
7/9

turbidity of rHDL 1:75 PC (room temperature)

18.0

16.0

140

iy
N
o

-
et
o

~ turbidity / NTU
©
Q

6.0

4.0 -

2.0

—a—supp. 0.6 g/L cholate
——supp. 1.3 g/L cholate
—e—final product (1.3 g/L cholate) | |

—e—depleted (<0.1 g/L cholate)
—a—supp. 1.0 g/L cholate
—x—supp. 2.0 g/L cholate

0.0

T ) T T T T T

8 10 12
storage time /d

14 16

Figure 7




WO 2012/000048 PCT/AU2011/000819
8/9

turbidity of rHDL 1:75 PC (37°C)

60 |
—e—depleted (<0.1 g/L cholate)
—a—supp. 06 g/L cholate /
50 1 —a—supp. 1.1 g/L cholate
——supp. 1.4 g/L cholate /
—x%-—5upp. 2.0 gL cholate
40 +— —e—final product (1.3 g/L cholate)

turbidity / NTU
W
S

N
(=]

10 1

storage time / d

Figure 8



WO 2012/000048 PCT/AU2011/000819

9/9
Plasma
‘ Ethanol fractionation
Precipitate IV
Extraction — precipitation - delipidation
Precipitate Apo A-l
Guanidine Dissolution — pasteurization - diafiltration
A
Apo A-l
Reconstituted
HDL

Figure 9



