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Abstract Objective: To put forward some thoughts and suggestions on the evaluation system for bacteriostasis
efficacy of the product through the investigation of the tolerance of Burkholderia cepacia isolated from a sample
and its challenge to the bacteriostatic system of benzalkonium chloride so as to provide references for the industry.
Methods: The micro-dilution method was used to determine the MIC value of the control strain (Burkholderia
cepacia), sample and its isolated and subcultured strains against benzalkonium bromide.The isolated and
subcultured strains were returned to the uncontaminated samples, and the viability of the strains was observed

by counting the viable bacteria. According to the 1121 preservative effectiveness test method of the Chinese
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Pharmacopeia (2015 edition) part IV, the Burkholderia cepacia was used as challenge bacteria to evaluate
the antibacterial effect of three different concentrations of benzalkonium chloride. Results: The MIC value of
benzalkonium bromide to wild-type Burkholderia cepacia that was not subcultured was 128 pg - mL"', which
was higher than the MIC value of Burkholderia cepacia and isolated and subcultured quality control strain (both
64 ng - mL™"). The back-test showed that the amount of bacteria decreased within 24 hours after inoculation, and
the amount of bacteria gradually increased after 24 hours. The number of bacteria returned to the initial level in
28 days. Burkholderia cepacia could tolerate 0.03 g - L™ and 0.05 g - L™ bacteriostatic system of benzalkonium
chloride. The antibacterial effect of benzalkonium chloride with the highest concentration 0.10 g - L' was in
line with the requirement of Chinese Pharmacopeia, while the other two concentrations were not. Conclusion:
The tolerance of wild strains isolated from environment or samples for antimicrobial agents may be higher than
that of laboratory cultured strains or standard strains. This suggests that manufacturers should consider common
strains isolated from environment or samples when evaluating the antimicrobial efficacy of products' antiseptic

prescriptions and establish a relatively complete documentation system for the corresponding added strains so as

to ensure the effectiveness and integrity of the evaluation system for bacteriostasis efficacy.
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