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A Randomized Double-Blind Controlled Clinical Study of Freeze—Dried Saffron Tablets in the

Treatment of Primary Dysmenorrhea with Qi Stagnation and Blood Stasis Syndrome

Yao Yuan', Xie Qi°; Wu Zongyue’, Huang Weiping®, Zhou Hongwei’

(1. Institute of Basic Research in Clinical Medicine, China Academy of Chinese Medical Sciences, Beijing
100700, China ;2. Wangjing Hospital of China Academy of Chinese Medical Sciences, Beijing 100102, China ;
3. Fusui Airport Hospital District of Ruikang Hospital, Chongzuo 532199, China ; 4. Boji Medicial ( Beijing)
Co., Lid., Beijing 100075, China ;5. Traditional Chinese Medicine Data Center of Chinese Academy of
traditional Chinese, Beijing 100700, China)

Abstract: Objective To evaluate the efficacy and safety of saffron freeze—dried effervescent tablets in the treatment of
primary dysmenorrhea of qgi stagnation and blood stasis, and to provide reference for its clinical application. Methods A
prospective, randomized, double=blind, placebo parallel controlled clinical trial was designed. 60 patients were
randomly divided into treatment group and control group. After 3 months of elution, the patients were treated with saffron
freeze—dried effervescent tablets and placebo respectively for 2 menstrual cycles and were followed up for 2 months.
Results  There was no significant change in the control group before and after treatment, while the symptoms in the
treatment group were significantly relieved after treatment, which were significantly different from those before treatment,
and no adverse reactions occurred in all subjects. Conclusion  Saffron freeze—dried effervescent tablets can effectively
treat primary dysmenorrhea of (i stagnation and blood stasis with good long—term efficacy and safety, which is worthy of
further clinical study.

Keywords: Primary dysmenorrhea, Saffron freeze—dried effervescent tablets, Qi stagnation and blood stasis syndrome,

Randomized double—blind control
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