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Synergistic Effect of High — Temperature and High — Humidity on the Stability of Yinshen Capsules
LIU Yuming, JIANG Dingwen, LI Kexian, CHEN Wei, HOU Dengyong
( Naval Characteristic Medical Center of the PLA, Shanghai, China 200433)
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Abstract: Objective To investigate the synergistic effect of high — temperature and high — humidity on the stability of Yinshen Capsules,
and to provide a scientific basis for determination of the production, storage, transportation and effective period of Yinshen
Capsules. Methods The three batches of samples were placed in the high — temperature test[(37 £1)°C ] and the high — humidity test
(75% of relative humidity), the samples were tested at 0,30,60,90 d. The indicators, including the appearance properties, functional
components, physical and chemical indexes and microbial indexes were examined according to the Chinese Pharmacopeia(2015 Edition).
Results Compared with the results of 0 d,all the other results of the three batches of samples simulated to be on the market met the

requirements of quality standards after placing in the high —temperature and the high — humidity environment for 30,60,90 d,with no

significant changes. Conclusion Yinshen Capsules are stable within 90 d at (37 +1) C and 75% of relative humidity.
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Tab.1 Determination results of functional components in the three

batches of samples(X +s,n=3)

#5 wEl)  #5#() BLFMARLH Reit,g) fAEE ()
Y12061331 0 8.21£0.02 1.14£0.07 9.43£0.12
30 8.23£0.05 1.14£0.06 9.24£0.07

60 8.61£0.07 1.22£0.12 9.03£0.11

90 8.24£0.04 1.13£0.11 9.04£0.07

Y12061332 0 8.46 £0. 15 1.13£0.10 9.39+0.08
30 8.32£0.21 1.14£0.05 9.24£0.10

60 8.33£0.09 1.14£0.03 9.02£0.08

90 8.14£0.22 1.13£0.04 8.72:0.10

Y12061333 0 8.13£0.26 1.12£0.06 9.34£0.07
30 8.04£0. 14 1.09£0.12 9.13£0.07

60 8.43£0.13 1.13£0.05 9.04+0.10

90 8.03£0.13 1.12£0.06 8.93£0.05

®2 IMHRBUEFRENLE(X 25,n=3)

Tab.2 Comparison of physical and chemical indexes of the three

batches of samples(X +s,n=3)

#5 WA A2%)  k2)  Blogk) Blogkd) Klng/ky)  AAHR(ni)
Y12061331 0 3.66£0.03 4.41£0.03 0.20£0.00 0.14£0.02  <0.010 4.22:0.04
00 572016 418:0.06 0.22£0.02 0.14£0.03  <0.010  4.23:0.12

60 6.08:0.19 4.22£0.05 0.20£0.03 0.140.00  <0.010 4.21£0.06

0 6.12£0.13 425£0.08 0.19£0.02 0.14£0.02  <0.010 5.150.09

112001332 0 3.62£0.00 4.2420.02 0.22£0.02 0.14£0.03  <0.000  4.18£0.05
30 5.86£0.15 420£0.06 0.24£0.03 0.14£0.02  <0.010 5.16£0.08

60 6.16£0.09 432£0.07 0.19£0.04 0.14£0.02  <0.000  41920.13

0 6.19:0.04 426£0.05 0.18£0.02 0.140.03  <0.010 5.150.09

Y12001333 0 3742007 4.22:0.09 0.2320.05 0.16£0.03  <0.010  424:0.12
00 5722010 428008 0.200.00 0.15£0.04  <0.010 5.20£0.16

60 6.0420.00 4.36£0.03 0.19£0.02 0.15£0.03  <0.010 4.250.15

90 6.11£0.09 426£0.00 0.22£0.03 0.14£0.02  <0.010 5.00£0.05
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