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Quality evaluation of Esmolol Hydrochloride Injection
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Abstract: Objective To evaluate the quality status and analyze the existing problems of 75 batches of Esmolol Hydrochloride
injection, so as to provide references for safety supervision and standard improvement of the preparations.Methods Statutory testing
methods were used to examine 75 batches of samples, and the results were assessed by statistical analysis, the related substances,
determination of methanol, assay, bacterial endotoxin and stability were all investigated in exploratory study, the Raman spectrum
model of this preparation was also established.Results The statutory test showed four out of the 75 batches of esmolol hydrochloride
injection were unqualified and the pass rate was 94.7%. The exploratory study showed the existing standards were inadequate in the
specificity of analytical methods and project settings, and there was a single impurity(ImpurityI) which had a high content in the
related substances of certain products, determination of methanol in some samples exceeded the limit.Conclusion Although the pass
rate of the statutory inspection was high, the exploratory study indicated that the qualities of products and the levels of standards still
needed to be improved. At the same time, we need to strengthen the supervision to reduce the risk of clinical medication.
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Table 1 The comparison of the current standards of Esmolol Hydrochloride Injection
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Table 2 The statistical analysis of assay (n=2)

Az Al #ik 45 L F /% 4/ %
Ak 1 66 92.3~103.5 99.0
Ak 2 5 99.5~100.4 99.5
Ak 3 4 91.6~95.8 93.0
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