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Investigation of Stability of Shenmai Injections with Different Solubilizer

XU Qin" , YU Jian-jun, XIONG Xiao-ming, HU Xiong, LIAO Yuan-zheng, YAO Xin, CHEN Kai-jun
( Sichuan Sunnyhope Pharmaceutical Co. Lid, Chengdu 611130, China)

[ Abstract ] Objective: To investigate stability of Shenmai injections with different solubilizer and explore
a solubilizer for replacing polysorbate 80. Method: Shenmai injections was prepared with 15-hydroxy polyethylene
glycol stearate (0.2% ) and polysorbate 80 (0.5% ) as solubilizer, respectively. With appearance, insoluble
particles, visible particles, fingerprint similarity, pH and content of ginsenosides as indexes, stability of Shenmai
injections was investigated, including influencing factor test ( lighting, high temperature, low temperature,

freezing and thawing ), long-term stability test in 25 °C and acceleration test in 40 °C. UV was adopted to
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determine content of total saponins with detection wavelength at 544 nm; content of ginsenosides was determined by
HPLC, mobile phase of acetonitrile (A) -water (B) for gradient elution (0-30 min, 0% -10% A; 30-40 min,
10% -23% A; 40-50 min, 23% A; 50-85 min, 23%-60% A; 85-95 min, 60%-100% A ) and detection

wavelength at 203 nm. Result; Appearance, insoluble particles and visible particles of Shenmai injections with

different solubilizer were in line with regulations, fingerprint similarity were 0. 98, content of ginsenosides had no

significant difference. Conclusion; Compared with polysorbate 80, 15-hydroxy polyethylene glycol stearate had

the same solubilization effect, prepared Shenmei injections had good stability.
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polyethylene glycol stearate; solubilizer; total saponins; ginsenosides
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Eiin=s t/d pH
Rg, Re Rb,
1207101s 0 6.05 0.174 2 0.105 4 0.249 6
5 5.75 0.1545 0.087 1 0.2316
10 5. 66 0.153 6 0.086 0 0.223 0
1207103 0 6.02 0.174 7 0.103 1 0.270 7
5 5.87 0.169 2 0.102 1 0.244 5
10 5.72 0.1539 0.084 5 0.236 7

0.98, HAtFE bR W2 2.
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NSRS /g L

= t/d pH
Rg, Re Rb,

12071015 0 6. 05 0.174 2 0.105 4 0.249 6

5 6.02 0.170 2 0.104 2 0.241 1

10 6.01 0.168 4 0.091 8 0.237 1
1207103 0 6.02 0.174 7 0.103 1 0.270 7

5 6.01 0.173 7 0.102 8 0.249 0

10 6. 00 0.158 3 0.089 4 0.2309
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its /A pH
Rg, Re Rb,

1207101s 0 6.05 0.174 2 0.105 4 0.249 6
3 5.86 0.146 1 0.096 6 0.2315
6 5.83 0.1459 0.096 4 0.2225
9 5.85 0.1313 0.096 5 0.219 4
12 5.78 0.1309 0.093 3 0.2190
18 5.77 0.1310 0.093 1 0.218 4

1207103 0 6.05 0.174 7 0.103 1 0.270 7
3 5.83 0.144 2 0.099 0 0.2253
6 5.83 0.143 8 0.096 6 0.219 8
9 5.84 0.132 1 0.096 2 0.219 2
12 5.84 0.126 4 0.092 5 0.163 8
18 5.82 0.1212 0.080 8 0.154 6

ANBRFLMS /g L7

s /A pH
Rg, Re Rbl

1207101s 0 6.05 0.174 2 0.105 4 0.249 6

1 5.88 0.173 8 0.099 3 0.248 2

2 5.71 0.168 1 0.092 8 0.243 1

3 5.71 0.1339 0.095 5 0.2320

6 5.58 0.134 6 0.090 3 0.220 8
1207103 0 6.02 0.174 7 0.103 1 0.270 7

1 5.87 0.157 6 0.101 8 0.2320

2 5.73 0.143 2 0.102 1 0.228 6

3 5.7 0.127 8 0.088 6 0.224 9

6 5.65 0.126 3 0.086 9 0.210 8
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