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Study on the Stability of Compound Sophorae Mixture

GU Shiping’, DUAN Xueyun', CAI Quan**, LI Sen’, FAN Heng’
(1. Hubei Provincial Hospital of Traditional Chinese Medicine/Hubei Province Academy of Traditional Chinese Medicine, Wuhan,
Hubei 430061, China; 2. The Fifth Hospital of Huangshi City, Huangshi, Hubei 435005, China; 3. Union Hospital of Tongji

Medical College, Huazhong Unwversity of Science and Technology, Wuhan, Hubei 430022, China)

(Abstract] Objective To study the stability of Compound Sophorae Mixture. Methods Soda-lime glass infusion bottle was
used for packaging; high temperature (60 °C), high humidity (90%%5%), strong light [4 500+£500) Ix] for 10 days; natural storage at
room temperature for 18 months; at (40+£2) °C, relative humidity (75%+5%) for 6 months; and Compound Sophorae Mixture was tested
according to the quality standard of Compound Sophorae Mixture; observation, tasting method was used to determine traits; the pH
value was determined by a pH meter; relative density was detected through the pyknometer method; HPLC method was used
to detect the content; microbial limit test was used to determine microbial limit. Results Compared with 0 month, there were no
significant changes (P>0.05) in the indicators of the traits, pH content, relative density and microbial limit inspection in each time
point in influencing factor test (0, 5, 10 d), accelerated test (0, 1, 2, 3, 6 months) and long-term test (0, 3, 6, 9, 12, 18 months), and
the content changes were within the qualified range. Conclusion The effective period of the Compound Sophorae Mixture is
tentatively 12 months, and it should be stored in a dry and cool place.
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F1F i [f]/d (EN T 2 50 AR B2/ (g-mL™) pH H it/ (mg-mlL™) [DEX7]3)3
- 0 TFEHE & HLE 1.04+0.002 6.2+0.019 0.74+0.018 TFEHE
5 i 5 T4 W AL 1.04+0.003 6.2+0.002 0.74+0.065 T4 W
10 TFEHE P& #LE 1.04+0.011 6.2+0.003 0.74+0.076 TFE#HE
R 5 T4 W T4 1.04x0.001 6.2+0.021 0.74+0.032 T4 W
10 5 M F56 M 1.04+0.005 6.2+0.035 0.74+0.033 & e
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10 R4 W P s 1.04+0.005 6.2+0.020 0.74+0.026 T4 W
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