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Stability of IL2—-HSA Solution

LUO Wen, LEI Jian—yong, JIN Jian"
(School of Medicine And Pharmaceutics , Jiangnan University , Wuxi 214036, China )

Abstract: The stability of interleukin2 ~-HSA fusion protein was examined in different pH and
buffer solution environments using SDS-PAGE and SE-HPLC. A pH-5 solution of Acetic acid—
Sodium acetate buffer is found to be more suitable for 1L2 -HSA to preserve stability. Several
excipients was tested for the effect to protein stability under elevated storage temperature and photo—
stability test was taken,the protein was proven to be stable throughout photo—stability test,after a 6—
month-long storage NaCl is considered to be a better excipient for IL2-HSA than its rivals.
Keywords: [1.2-HSA ,pH,stability,liquid , HPLC
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PowerPac 3000: BioRad
SDS-PAGE : 15%
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20 ul., 220 nm,
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Table 1 Code list of various buffer solutions at different pH

1 g/l 1L2-HSA
pH 10 mmol/L ,
0.22 um , 1 mL

2 mL
1 ,
4°C 37<%C 15.30.60 d
SDS-PAGE  SE-HPLC
[13]
10 mmol/L,

122 #HiH 49 ik ik

[14] , 2.
2
Table 2 Code list of excipients

NaCl 58.44 0.8 g/dL.
B Glucose 180.16 5.5 g/dLL
€ Mannitol 182.172 5 g/dL
D Sorbitol 182.17  5.48 g/dL.
E Glycerol 92.094 2.6%
F Glycine 75.07 2.3 g/dL
80 G Tween—80 1309.5  0.005 g/dL
+ 80 H = — —
H
1 g/l 1L2-HSA pH 5
2
A~H, 0.22 pm
, 1 mL 2
mlL o 37
C 15.30,90 d SE-HPLC
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. , ,60 d 4C 37 C
7~11 ,  pH 4~8 , 37
, , IF 5 6 .
, pH HPLC 3 2,
7 8 ; , SDS-PAGE .
3 37°C SE-HPLC

Table 3 SE-HPLC purity result from 37 °C preservation

15 98.76 98.44 98.21 98.38 98.43 98.41 98.81 98.65 98.18 98.11 98.21
30 97.86 98.90 93.12 94.49 96.95 93.98 95.27 94.97 95.45 95.0 94.83
60 95.21 96.51 88.89 87.36 85.65 82.35 93.67 92.48 88.71 83.71 79.49
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Fig. 2 Trendgraph of protein in different solution from 37 ’ ,
“C preservation -80 ,
HPLC , 10 mmol/L
- pH S 4 SE-HPLC
° ’ Table4 SE-HPLC purity of protein with different excipients
pH 5. %
* 0]
4 ) .
SE-HPLC  SDS-PAGE , 4l s e o el rlo ]
G( ~80 ) 15 98.76 98.44 9821 98.38 98.43 9841 7741 98.52
-80 30 9746 96.70 96.62 97.0 96.10 97.48 71.42 96.71
, R 90 96.93 95.15 95.58 96.75 95.13 9521 69.91 96.82
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Fig. 5 SDS-PAGE result of protein with excipients after 6
months in 4 C
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5 4°C SE-HPLC
Table 5 SE-HPLC purity of protein after 6 months

A 97.69
B 96.52
C 96.72
D 97.79
E 96.38
F 96.65
232 bR En 6 7

96% . 7
SDS-PAGE ,

’ ’

o IL2-HSA

6 SE-HPLC
Table 6 SE-HPLC purity of protein in photostability test

4 98.66  99.14 9831 9851 9920  98.43
7 98.00 97.81 97.97 98.10 9755  98.06
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Fig. 7 SDS-PAGE result of protein in photostability test
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Table 7 Biological activity of protein after 6 months

/(10° TU/mL)

A 1.2
B 0.8
C 0.6
D 0.8
E 0.7
F 1.0
2010 1.2
, 95% o
IL2-HSA, 2.3.1 ,
, 6 o
, IL2-HSA
pH 7.35~7.45,
pH ),
pH
pH ,
pH o
(Asn) (Gln),
, pH
,Asn Gln s
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