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Quality assessment of lincomycin hydrochloride and lidocaine hydrochloride gel

Mu Jian-ping, Teng Bao-xia, He Xiao-ying, Gu Hai-yan, Zhu Ling and He Xiao-wen
(Gansu Institute for Drug Control, Lanzhou 730060)

Abstract Objective To evaluate the quality status of the lincomycin hydrochloride and lidocaine hydrochloride
gel and to analyze the existing problems. Methods  According to the general requirements of national assessment
programs in 2018, statutory testing methods combined with the exploratory research were used to evaluate the quality
of lincomycin hydrochloride and lidocaine hydrochloride gel, and the results were analyzed statistically. Results
According to the statutory standards for the examination of the 214 batches, the unqualified rate was 0.5%. Exploratory
studies showed that the lidocaine hydrochloride content of the samples from some companies was obviously low. Some
manufacturers used excessive preservatives, and a few producers did not add preservatives. Conclusion At present,
the quality of most of the lincomycin hydrochloride and lidocaine hydrochloride gel injection can meet the current
standards, but there were still some problems. Companies need to adjust their evaluation of the antibacterial efficacy of
prescriptions, strengthen process control, further improve quality standards, and strengthen supervision.
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Fig. 1 Freqgency distribution of 214 batches of lincomycin
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Tab. 1 Fungicide content in lincomycin hydrochloride and
lidocaine hydrochloride gel

Al AR ARKDIRE O RPERM LRR
A 0.05% 0.01%
B 0.05% 0.01%
C 0.01%
D 0.05%
E - 0.01% 0.60%
F 0.10% 0.01%
G 0.02%
H 0.01%
I 0.10% 0.02%
J 0.01% - 0.20%
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