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Study on the Safety Test of Sodium Tanshinone II , Sulfonate for Injection

WANG Xin, ZHOU lJichun, ZHANG Junxia, LI Zhan, ZHANG Guangwei, LIN Hongjun(Henan Institute for Food
and Drug Control, Zhengzhou 450008, China)

ABSTRACT: OBJECTIVE To establish the safety test for sodium tanshinone II 5 sulfonate for injection. METHODS
Testing items of abnormal toxicity and depressor substances and their limiting values were set separately. The correlative
experiments were carried out based on the methods from Chinese Pharmacopoeia(2015 edition) general chapters. RESULTS
The limiting values of abnormal toxicity test was 40.91 mg-kg ' and depressor substances test was 1 mg-kg™'. CONCLUSION

This study provides experimental basis for the improved quality standard of sodium tanshinone I 5 sulfonate for injection.
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Tab. 1 Results of sensitivity test
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0.05 13 11 10 26 25 27
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0.15 32 30 27 40 42 49
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Tab.2 Determination results of test for depressor substances of sodium tanshinone I 5 sulfonate for in different dosages

LT T - Flmmte _
mg-kg”! - 1 ;Y 2
ds dr dr ds ds dr dr ds
0.66 0.5 27 0 1 28 48 0 0 41
1.33 1 28 0 0 26 36 0 0 40
2.00 1.5 25 0 1 24 37 0 0 40
2.00 L5CR ) 26 0 0 25 36 0 0 33
2.67 2 27 10 12 26 41 8 7 33
5.32 4 28 17 16 26 34 25 18 37
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Tab. 3 Results of depressor substances test for sodium
tanshinone I 4 sulfonate for injection
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