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Investigation of osmotic pressure and hemolysis ratio in
Shenmai Injection

ZHU She-min', KUANG Rong', WANG Dan', CAI Fei’, NI Wei-fang'
1 Zhejiang Provincial Institute for Food and Drug Control, Hangzhou 310004, China
2 Zhejiang University City College, Hangzhou 310015, China

Abstract Objective: To provide the data for re-evaluating the security of Shenmai Injection. Methods: Ice point method was used to
determine the osmotic pressure of Shenmai Injection and its dilution solution. Ratio was calculated to NS.
Spectrophotometry was utilized to measure the ratio of hemolysis. Results: All primary samples of Shenmai Injection were
hyposmotic solution with osmotic pressure 96~180 mOsmol/kg. The ratio of the dilution(1—4 or 1—8)were up to 0.9.
Different degrees of hemolysis occured when Shenmai Injection was diluted to less than 16 folds with the ratio of hemolysis
more than 5%. But when Shenmai Injection was diluted to 32 folds, the ratio of hemolysis were less than 5%. Conclusion:
There is obvious difference of osmotic pressure and hemolysis ratio among Shenmai Injection produced by different
manufacturers. It was suggested that osmotic pressure and hemolysis ratio can be used to control the quality of Shenmai
Injection.
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Table 1 Results of the mensuration on osmotic pressure of Shenmai Injection
JS 1—2 1—4 1-8 1—16
I % fit's

BiEL WH  BELR WH O BELk WH BEL WH BEL WE

A 0902172 99 0.4 190 .7 240 0.8 266 0.9 277 1.0
0902104 106 0.4 197 0.7 236 0.8 273 1.0 272 1.0
0901231 96 0.3 189 0.7 239 0.8 260 0.9 266 0.9
0902154 105 0.4 191 0.7 244 0.8 268 0.9 281 1.0
0901161 106 0.4 187 0.6 255 0.9 266 0.9 275 1.0

B 09020512 180 0.6 228 0.8 261 0.9 275 1.0 280 1.0
C 090202 88 0.3 194 0.7 242 0.8 267 0.9 270 0.9
D 060201 88 0.3 183 0.6 246 0.9 259 0.9 275 1.0
060808 98 0.3 178 0.6 243 0.8 261 0.9 276 1.0
060901 96 0.3 187 0.6 243 0.8 265 0.9 279 1.0

VE: BIBEEHAL: mOsmol/kg
EUAE=FF S8 3% IR <+ SR B S BEE T



HEdAL H33% A1 20104E2 H

*2 HmBAMETANESR

Table 3 Results of the mensuration on hemolysis ratio of Shenmai Injection

i e L
1—2 1—4 1—8 1—16 1—-32
A 902172 53 50 24 2 1
0902104 50 34 18 4 0
0901231 60 55 29 3 2
0902154 58 48 32 5 1
0901161 49 48 31 4 0
09020512 40 38 32 15 5
090202 31 24 13 2 0
060201 85 88 47 1 0
060808 59 59 19 1 2
060901 63 54 8 1 1
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