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Study on The Bacterial Endotoxin Test for Heparin Calcium Injection

MA Jing-fen( Ningbo Institute for Drug Control , Ningbo 315040 , China)

ABSTRACT :OBJECTIVE To establish a method for control on endotoxin in Heparin Calcium Injection. METHOD Using bacteri-
al endotoxin test approved by Chinese Pharmacopoeia (edation 2000) . RESULTS The bacterial endotoxins test showing neither inhi-
bition nor enhance ment in diluted solution . CONCLUSION These results suggest that the technique of TAL-test could be used as an
alternative method for the rabbit pyrogen test for Heparin Calcium Injection .
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Tab 1 Limulus test check from two different factory

(EU+ mL™ 1Y) A
0.5 0.25 0.125 0.0625 (EU+ mL™")
010423 + 4+ o+ + o+ o+ 0.25
0302140 + + + + + + + + - - - - 0.25
2.3
TA 2
(16 .7u*mL" ') ,B(12.5 u*mL" ') ,C(10 u*mL" ') ,D(8 .3 u* Tab2 Interfering test of Heparin Calcium Injection
mL']) . A,B,C,D (u* (EU* mL™ "
R 1 mL 0.5,0.25.,0. mL™ ") 0.5 0.25 0.125 0.0625
125,0 .0625EU* mL" " , L R
{ $2000 , S, | ©
10 + R AT - - - -
2 2 > ’ 2 8.3 + + 4+ + 4+ - - - A - - - - - - -
24 2.5
10 EUs mL™ ",
6
’ ’ ’ ’ 6 2.6 3.
3
Tab3 Comparison test by bacterial endotoxin and pyrogen of Heparin Calcium Injection
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