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Abstract: Objective To explore a method to evaluate the quality of Guizhi Fuling Capsules (FEFZ 1A% i 88, GZFLC) through its
biological activity, which inhibits the contractile activity of uterine smooth muscle based on clinical anti-dysmenorrhea effect of
GZFLC. Methods Uterine sensitivity in mice was increased by estrogen injection, and a contraction model of ex vivo uterine smooth
muscle contraction in mice induced by oxytocin was established. The contraction frequency, amplitude and peak area of uterine smooth
muscle before and after administration were recorded. Peak area was used as an indicator for normalized efficacy. The main influencing
factors of the contraction model such as estrogen injection method and injection days, oxytocin concentration, animal age and GZFLC
pretreatment methods were investigated. After the biological activity evaluation method of GZFLC was established, the methodology
was investigated. A total of 10 batches of GZFLC qualified samples and two GZFLC high-temperature destruction samples were
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detected for biological activity. Results  After ip 10 mg/(kg-d) estrogen for three consecutive days, the contraction peak area of smooth

muscle was higher and the contraction rthythm was better; The optimal induction concentration of oxytocin was 0.050 pug/mL; The

GZFLC was configured to a concentration of 0.125 g/mL and then dissolved ultrasonically for 60 min, which was conducive to the
efficacy; The repeatability RSD was 11.298%, the intraday precision RSD was 12.452%, and the interday precision RSD was 10.438%;
The half inhibitory concentration (ICso) of 10 batches of GZFLC was 1.526—1.631 mg/mL, and the ICso of GZFLC was significantly

increased after high temperature destruction. Conclusion The quality evaluation method of GZFLC based on anti-contractive activity

of uterine smooth muscle is reproducible and precise, which provides a scientific basis for the establishment of comprehensive quality

evaluation criteria for GZFLC.
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Fig. 1 Frequency, amplitude and peak area of uterine smooth muscle contraction with different concentrations of oxytocin
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Fig. 2 Frequency, amplitude and peak area of uterine smooth muscle contraction with different estrogen injection methods
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Fig. 4 Methodological investigation of ex vivo uterine contraction models
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