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Application of Data Statistical Analysis in the Applicability Evaluation of Quality
Standards

Wang Chuntao (Chongqing Kerui Pharmaceutical(Group) Co.,Ltd., Chongqging 400060, China)

Abstract Objective: To explore the method of data statistical analysis to evaluate the applicability of quality
standards. Methods: To evaluate the applicability of quality standards by statistical and trend analysis, process
capability analysis and statistical hypothesis test on quality data of Midecamycin tablets, and process analysis.
Results: Quality standard of the intermediate products of Midecamycin tablets was inappropriate through data
statistical analysis, and the reasons were investigated, the improvement was carried out. The applicability of
the revised standard was confirmed by means of continuous tracking and analyzing. Conclusion: The scientific
statistical data analysis is the key to confirm the applicability of quality standards, which is of great significance to
strengthen process control and improve drug quality.
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Eiine2 TR/ (U mgh) 5 TR/ (U mg!) it g/ (U-mg")
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s M/ (U - mg) ¥ M/ (U - mgt) 75 B/ (U« mg!)
1 942 8 903 15 913
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5 926 12 906 19 924
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= S/ (U mg") = G/ (U mgh) = Ei/ (U mgh)
217001 499.7 237004 5153 267003 510.1
217002 488.5 247001 511.2 267004 514.4
217003 491.4 247002 517.3 267005 506.0
217004 495.2 257001 518.0 267006 496.8
227001 5184 257002 512.7 267007 522.7
227002 5124 257003 516.4 267008 502.4
227003 509.6 257004 530.8 267009 501.0
227004 506.8 257005 499.1 287001 519.6
237001 520.9 257006 521.6 287002 506.7
237002 520.4 267001 512.0 287003 497.6
237003 507.7 267002 520.7 287004 510.2
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