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it 5 PR T NN ¢ SN
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131201 0.2713 0.150 2 0.254 1 0.188 1 0.678 9
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Quality Assessment of Mezlocillin Sodium for Injection

LING Xiao, ZHANG Dongmei, WANG Song, LI Yujie, YU Mingyan, YANG Na, NIU Chong*(lnstitute Jor Food
and Drug Control of Shandong Province, Jinan 250101, China)

ABSTRACT: OBJECTIVE To evaluate the quality status of mezlocillin sodium for injection through 204 batches of samples
from 20 producers. METHODS The samples and accelerated samples were analyzed by determining water activity, water, and
related substances. The volatile substances of butyl rubber closures were studied on patibility between them and mezlocillin
sodium for injection. The quality status of samples were evaluated by multi-factors correlation analysis of the determination
results. RESULTS The quality and stability of the samples produced by freezing drying were better than those produced by
sterilized shipment. The water and temperature were closely related to the quality of mezlocillin sodium for injection and the
quality of raw material was the key to the quality of preparation. CONCLUSION The most products quality of mezlocillin

sodium for injection meet current standards. The existing standard is in deficiencies’ and need to be improved.

KEY WORDS: mezlocillin sodium for injection; quality assessment
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HPLC chromatogram of mezlocillin sodium for
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Tab.1 Multi-factors correlation analysis of the major items determination results

pH Lo i K4y L PSP IR JFAHL REY R
pH Pearson A 1 -0.358” -0.3547 -0.163" -0.130 -0.128 0.087 -0.036
23 ORI 0.000 0.000 0.019 0.062 0.066 0.216 0.606
N 206 204 204 206 206 206 205 204
F e i Pearson #H 1k -0.358% 1 0.236” 0.031 0.011 -0.025 -0.014 0.237”
323 I XU 0.000 0.001 0.659 0.877 0.727 0.844 0.001
N 204 206 206 204 204 204 206 204
KAy Pearson A -0.3547 0.236” 1 0.033 0.088 0.137 0.262” -0.205”
33 I U 0.000 0.001 0.642 0.211 0.051 0.000 0.003
N 204 206 206 204 204 204 206 204
jAZeR Pearson HIZEME -0.163" 0.031 0.033 1 0.838” 0.460” -0.031 ~0.024
323 I L) 0.019 0.659 0.642 0.000 0.000 0.659 0.734
N 206 204 204 207 207 207 205 204
¥4 2 R Pearson itk ~0.130 0.011 0.088 0.838” 1 0.454” -0.016 0.011
3 MU 0.062 0.877 0.211 0.000 0.000 0.815 0.881
N 206 204 204 207 207 207 205 204
Juffi ¥ Pearson MIFEtE -0.128 -0.025 0.137 0.460” 0.454% 1 0.043 -0.034
3P 0.066 0.727 0.051 0.000 0.000 0.541 0.628
N 206 204 204 207 207 207 205 204
A Pearson #H Xt 0.087 -0.014 0.262% -0.031 -0.016 0.043 1 -0.156"
3 MR 0.216 0.844 0.000 0.659 0.815 0.541 0.026
N 205 206 206 205 205 205 207 204
Ll Pearson i<tk -0.036 0.237” -0.205% -0.024 0.011 —0.034 -0.156" 1
3 R 0.606 0.001 0.003 0.734 0.881 0.628 0.026
N 204 204 204 204 204 204 204 204
E: DTE 0.05 KT BB EHR: PHE 0.01 TGO b B A,
Note: 1)Signiﬁcant correlation at the 0.05 level (bilateral); 2)significant correlation at the 0.01 level (bilateral).
o [E BAR R 2552 2015 4F 8 H 55 32 4555 8 I Chin J Mod Appl Pharm, 2015 August, Vol.32 No.8 -993.
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