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Tab 2 The results of main constituents in five batches of Bailing Anshen tablets
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SR % /% ZIR IR % 307 B i 3 1% KRBT /% kB /% 3,5- MRS TR %

100901 0.583 8 1.235 6.062 0.535 8 0.328 6 0.596 5 0.946 6

100902 0.545 8 1.516 6.712 0.582 4 0.382 4 0.6212 0.994 2

100903 0.623 7 1.321 6.304 0.651 6 0.423 5 0.556 5 0.854 4

111001 0.592 1 1.007 5.568 0.4772 0.391 4 0.470 6 0.764 1

120602 0.650 2 1.412 7.116 0.613 4 0.470 4 0.663 4 0.834 0
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Real-time Fluorescence PCR Assay for Fast Detection of Drug Sterility Test

WANG Xiaochongl, ZHOU Jichangz, LI Jun', WANG Xiaowei', YING Guohongl*(l.Shenzhen Institute for Drug
Control, Shenzhen 518000, China; 2.Shenzhen Center for Chronic Disease Control, Shenzhen 518000, China)

ABSTRACT: OBJECTIVE To establish a real-time PCR assay to fast detect bacterial contamination in drugs. METHODS
Staphylococcus aureaus and Escherichia coli were used as representative, and the bacterial genomic DNA was isolated by lysis
buffer kit and then quantitatively detected by Tagman real-time PCR. Propidium monoazide (PMA) was used as a pretreatment
for the DNA molecules in dead cells and inhibited the PCR amplification of the DNA molecules. RESULTS PMA treatment
was effective and the real-time PCR targeting conservative 16S rRNA gene showed high sensitivity. The Ct value of the lowest
bacterial dose groups in both S. aureaus and E. coli were statistically different from the negative control with a minimal detection
quality of 2 CFU/PCR. The result of real-time PCR was accordant to the pharmacopoeia test in the sterile test of contaminated
drugs. CONCLUSION The lysis buffer kit used to extract bacterial genomic DNA with subsequent real-time PCR is
convenient and sensitive, and may be applied to fast detection of drug sterility test.

KEY WORDS: real-time fluorescence quantitative PCR; propidium monoazide (PMA); bacterial contamination; fast detection
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Fig1 Universal of the primer

0-mark; 1-Staphylococcus aureaus; 2—Escherichia coli; 3—Pseudomonas
aeruginosa; 4-Staphylococcus epidermidis; 5—Bacillus cereus; 6—Bacillus
pumilus; 7-Clostridium sporogenes; 8-Bacillus subtilis; 9-cloned
plusmid; 10—negative control
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