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Quality assessment of piperacillin sodium for injection

ZHOU Xiao —xi ZHENG Tai CHANG Jun —lan FAN Qian FU Xiao —1li CUI Guang — qing

( Shanxi Institute for Food and Drug Control Taiyuan 030001 China)

Abstract Objective: To study and assessment the quality of different process for production of piperacillin sodi—

um. Methods: By using water water activity pH the related substances determination the samples and accelerated

samples were analyzed. Evaluate the quality status of piperacillin sodium for injection by multi — factors correlation

analysis of the determination results. Results: Water water activity and the related substances of freeze drying

process products were much lower than spray drying process products and the pH was higher. The production of

freeze drying process was more stable. Water was concerned with the quality of piperacillin sodium. Conclusion:

Control the water of piperacillin sodium is very important. The limits of water and the related substances should be

adjusted. Studies have shown that the raw materials of freeze drying process of production is better and should guide

enterprises to use the raw materials.
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Tab 1 Multi —factors correlation analysis of the major items determination results
( pH) ( water) ( total impurities) ( production processes)
( pH) Pearson Correlation 1 —.392%* —.305** —.353%*
Sig. (2 — tailed) .000 . 000 . 000
N 142 142 142 142
( water) Pearson Correlation —.392%% 1 484 %% . 594 %%
Sig. (2 — tailed) .000 . 000 . 000
N 142 142 142 142
( total impurities) Pearson Correlation —.305** L 484 ** 1 L343 %%
Sig. (2 - tailed) .000 .000 .000
N 142 142 142 142
( production processes) Pearson Correlation —.353%* .594 ** L343 %% 1
Sig. (2 - tailed) . 000 .000 . 000
N 142 142 142 142
* % . Correlation is significant at the 0. 01 level (2 —tailed) .
* . Correlation is significant at the 0. 05 level (2 - tailed) .
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Tab 2 Multi - factors correlation analysis of water and the impurities determination results
A B C
( water) ( Impurity A) ( Impurity B) ( Impurity C) ( total impurities)
( water) Pearson Correlation 1 L4547 . 388 ** .132 . 486 **
Sig. (2 - tailed) .000 .000 L117 .000
N 142 142 142 142 142
A( impurity A) Pearson Correlation 454 %% 1 . 570 ** 165" . 883 **
Sig. (2 - tailed) .000 .000 .049 . 000
N 142 142 142 142 142
B( impurity B) Pearson Correlation . 388 ** .570 ** 1 . 279 ** L6757
Sig. (2 - tailed) . 000 .000 .001 . 000
N 142 142 142 142 142
C( impurity C) Pearson Correlation .132 165" 279 ** 1 . 406 **
Sig. (2 - tailed) 117 049 .001 .000
N 142 142 142 142 142
( total impurities) Pearson Correlation . 486 ** .. 883 %% 675 % . 406 ** 1
Sig. (2 - tailed) .000 .000 .000 .000
N 142 142 142 142 142

* % . Correlation is significant at the 0. 01 level ( 2 - tailed) .

* . Correlation is significant at the 0. 05 level (2 - tailed) .
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