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Quality analysis of asarone injection from different manufacturers
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ABSTRACT: Objective In order to increase the supervision of asarone injection and ensure the safety of clinical
use, the samples of asarone injection in circulation in the market were tested. Methods In this paper, according to
the national drug standards approved by the State Food and Drug Administration, the quality of 26 batches of asarone
injection sampled by the institute was investigated, and the project evaluation of the variety traits, identification, pH
value, color, related substances, loading, visible foreign bodies and content determination was completed. Results
26 batches of asarone injection were tested according to the standard, and all items were in conformity with the
regulations. Conclusion The overall quality of this variety is good, but the properties of light degradation are
observed. It is suggested to further optimize the production and use conditions, reduce the exposure time and avoid
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the formation of impurities.
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Table I  Test results of pH value
A=Al ElIRV €1 KM I/ME W2 ¥IfE RSD%
A 3 6.1 5.5 0.6 5.8 5.3%
B 5 6.4 54 1.0 6.0 7.3%
C 13 6.4 6.2 0.2 6.3 1.0%
D 2 5.9 5.9 0 5.9 0
E 3 5.7 54 0.3 5.6 2.8%
YIE - 6.1 5.7 0.5 5.8 -
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Table 2 Test results of related substances in 26 batches of asarone injection

Al MRS RBRURAE% IBE/AMEY% BRI/ % BIEKREY% SR ME% S8 RSD%
A 3 0.12 0.04 0.07 0.28 0.06 74.2
B 5 0.28 A H KA 0.28 A H 63.1
C 13 0.16 A H 0.11 0.18 A H 47.0
D 2 0.13 0.11 0.1 0.23 0.21 6.4
E 3 A H KA 0.02 0.05 A H 173.2
¥ - 0.14 0.03 0.06 0.2 0.05 -
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Table 3 Test results of related substances in samples treated under natural light for 7 days

ArEal kg ABRIRKEY% R/ ME % BRI % BIRER/ME % PR &% A it RSD%
A 3 13.05 9.71 13.21 9.81 82.4 3.2
B 5 14.76 8.27 15.31 8.6 78.7 5.0
C 13 22.16 10.02 23.64 11.01 58.9 6.8
D 9.86 8.14 10.53 8.7 71.73 0.3
E 2.92 1.65 2.98 1.73 94.72 0.7
¥ - 12.6 7.6 13.1 8 71.3 -
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Table 4 Test results of 26 batches of samples

= LR AL Er R RAA % R IR/IME % Y% W2 /% RSD/%
A 3 99.6 95.7 97.1 3.9 23
B 5 99.8 96.1 97.6 3.7 1.6
C 13 100.9 94.2 97.2 6.7 22
D 2 100.4 99.9 100.2 0.5 0.4
E 3 99.5 94 96.9 5.5 2.9
¥ - 100.0 96.0 97.8 - -
3 &£ B AT, 2015, 18: 116-117.
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