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Re-evaluation of post-marketing safety of Shenkang Injection in Tianjin Academy
of Traditional Chinese Medicine Affiliated Hospital from 2013 to 2016

WANG Li, ZHOU Wei, YANG Xin-jian, WANG Xue-yan, AN Ya-ting
Department of Pharmacy, Tianjin Academy of Traditional Chinese Medicine Affiliated Hospital, Tianjin 300120, China

Abstract: Objective To evaluate the post-marketing safety of Shenkang Injection, and explore the methods and models of safety
re-evaluation of traditional Chinese medicine injections. Methods Patients (317 case) with chronic kidney disease in the stage 1 —
IV in Department of Nephropathy of Tianjin Academy of Traditional Chinese Medicine Affiliated Hospital from April 2013 to March
2016 were tracked from the beginning to treatment for 15 d. Meanwhile, the evaluation and screening scale were filled, and patients
with adverse reactions were included in the case group for statistical analysis. Results There were no significant adverse reactions of
patients (317 case) treated with 48 batches of Shenkang Injection in the treatment and follow-up periods. Conclusion Shenkang
Injection has good quality and effective clinical efficacy, but safety re-evaluation of traditional Chinese medicine injections should be
carried out, and the monitoring of adverse reactions should be strengthen.
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Table 1 Distribution of age and sex

W S/ B R %
<30 7 0 7 221
30~39 23 8 31 9.78
40~49 31 24 55 17.35
50~59 45 28 73 23.03
60~69 44 38 82 25.87
70~79 36 22 58 18.29
=80 6 5 11 3.47
it 192 125 317 100.00
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Table 3 Distribution of main biochemical indicators
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ML (umol L") 317 0 177.22£68.22 76~~380
JRZ F(mmol-L ™) 317 0 12.40+5.40 2.04~37.87
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25 I ifiL A (mmol-L ™) 305 12 5.43+1.64 3.07~14.30
B /NER &L Z (mL-min-1.73 m?) 317 0 39.83+18.21 15~-88.93
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Table 4 Stage of renal dysfunction
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Table 5 Distribution of course
itE T 5 %
=154 4 1.26
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ik 317 100.00
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Table 6 Analysis of reasons for withdrawal
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