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[ Abstract] Objective To compare the difference in risk of drug-induced liver injury
(DILI) between Runzao Zhiyang capsules and loratadine tablets. Methods Based on electronic
medical records obtained through active drug safety monitoring in China, a retrospective
cohort study was conducted to collect clinical data of patients who took oral Runzao Zhiyang

capsules or loratadine tablets between January 1, 2004, and December 31, 2021. After balancing
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the confounding factors with a 1 : 1 propensity score, the logistic regression model was used to
analyze the risk of DILI between the two groups. Additionally, the sensitivity analysis of the data
before matching and after inverse probability weighting method was conducted. Results A
total of 31 636 patients were included, with 26 840 patients taking Runzao Zhiyang capsules
orally. After matching there were 4 072 patients in each group, the risk of DILI in the Runzao
Zhiyang capsules group was significantly lower than in the loratadine tablets group (0.12% vs.
0.83%), OR=0.15 (95% CI 0.06 to 0.38). Before matching and after inverse probability weighting,
the incidence of DILI in the Runzao Zhiyang capsules group was still lower than that in the
loratadine tablets group, and the difference was statistically significant (P<0.001). Conclusion
Runzao Zhiyang capsules have a better safety profile in terms of liver injury compared to the

loratadine tablets. The hepatotoxicity of Polygonum multiflorum and its preparations should be

scientifically evaluated and rationally treated to ensure medication safety and health.

[Keywords ] Runzao Zhiyang capsules; Loratadine tablets; Drug-induced liver injury;

Real-world study; Retrospective cohort study
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Table 1. Basic information before PSM between Runzao Zhiyang capsules group and
loratadine tablets group [x s, n, n (%) ]

Tt H TR A (n=26840)  SAEME 4l (n=4796) i P
AR (%) 59.69 + 13.46 48.56 + 15.42 46.89 <0.001
F I 10 913/15 927 2511/2 285 227.89 <0.001
FERIBER
T i LA 2352 (8.76) 1621 (33.80) 232249 <0.001
f I 3468 (12.92) 2165 (45.14) 2 886.37 <0.001
B PRI 1453 (5.41) 1040 (21.68) 1483.97 <0.001
BRI 228 (0.85) 222 (4.63) 414.49 <0.001
SRR 1058 (3.94) 725 (15.12) 955.41 <0.001
OB (R 3385 (12.61) 2159 (45.02) 2956.20 <0.001
JEBRSM)
i 1332 (4.96) 904 (18.85) 1194.53 <0.001
IR 362 (1.35) 165 (3.44) 108.67 <0.001
il IR=2 23] 1565 (5.83) 1029 (21.46) 1319.66 <0.001
CIRIN SRS 1192 (4.44) 431 (8.99) 172.74 <0.001
LEAE A 4 301 (1.12) 226 (4.71) 320.28 <0.001
TTEDILIIZY
AR AR 2y 3006 (11.20) 2349 (48.98) 4129.85 <0.001
N ] 22729 (84.68) 4601 (95.93) 438.02 <0.001
BURR 2 867 (3.23) 688 (14.35) 1075.58 <0.001
BUmaRZy 934 (3.48) 362 (7.55) 171.40 <0.001
B2V A5 1304 (4.86) 707 (14.74) 667.66 <0.001
U2 909 (3.39) 946 (19.72) 1967.70 <0.001
HoAth 6875 (25.61) 2674 (55.75) 1754.03 <0.001
HZs 1547 (5.76) 622 (12.97) 330.79 <0.001
iR R 5042 (18.78) 282 (5.88) 484.17 <0.001
IR AR 24 5819 (21.68) 1312 (27.36) 75.07 <0.001
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Table 2. Results of DILI between Runzao Zhiyang capsules group and loratadine tablets group

i H T 1k PR R P AT hE F 4l OR (95%CI ) P
PSM 5/4072 34/4 072 0.15 (0.06,0.38 ) <0.001
IPTW 17/26 840 45/4 796 0.13 (0.08,0.19) <0.001
ERHRE 17/26 840 45/4 796 0.12 (0.06,0.23) <0.001
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