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Safety Evaluation of Hypotonic Intravenous Injection by Improved Hemolytic Experiment

SHAN Guang-zhi**, REN Lian-jie’, LI Qun’,ZHANG Tong”, CHEN Si*, YU Li*(1.Institute of Medicinal Biotech-
nology, Chinese Academy of Medical Science, Beijing 100050, China;Z2.Beijing Institute for Drug Control, Bei-
jing 100035, China)

ABSTRACT OBIJECTIVE: To supplement and improve the hemolytic inspection methods of Chinese Pharmacopoeia, and to es-
tablish the method for the determination of hematolysis of hypotonic intravenous injection in vitro. METHODS: “Hematolysis and
coagulation method” stated in appendix of Chinese Pharmacopoeia 1 and Il were improved; the absorbance and hemolytic rate of
3 specifications of 8 batches of human serum albumin from 5 manufacturers were determined and calculated by spectrophotometry
instead of visual method at 576 nm; the osmolality of samples were determined. RESULTS: The hemolytic rate of human serum al-
bumin with low osmotic pressure was about 12% (osmolality=191 mOsmol/kg)-60% (osmolality<<100 mOsmol/kg). The correla-
tion between hemolytic rate and osmolarity was not consistent among the products from different manufacturers. CONCLUSIONS:
The method is suitable for the hemolysis of hypotonic intravenous infusion in vitro.
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Tab 1 Results of osmolarity and hemolytic rate of 8 batches

of samples
. B RIE TR ILE
b L vy
A 200810082 10% 5¢:50 ml 70 48.96
A 200811088 10% 5¢:50 ml 67 45.90
B 20081227 20% 10 g:50 ml 154 28.77
B 20081228 20% 10 g:50 ml 135 43.02
C 20090102 20% 10 g:50 ml 191 11.89
D TBAB7BJ001 20% 10 g:50 ml 280 1.23
E 20081126 20% 5¢:25ml 113 59.21
E 20081128 20% 5¢:25ml 106 57.72
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Tab 2 Preparation of each test tube
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