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LI Na',LIU Zhi' , TIAN Jingxiu’,WU Xuemei' ,HE Feng’

(1. The Affiliated Hospital of Guizhou Medical University ,Guiyang,Guizhou,China 550004; 2. The Second Affiliated Hospital of Guizhou University of
Traditional Chinese Medicine ,Guiyang ,Guizhou,China  550004; 3. School of Pharmacy,Guizhou Medical University,Guiyang . Guizhou,China  550000)
Abstract: Objective To investigate the safety of Shuganning Injection in the clinical application. Methods The basic information
and clinical data of the patients using Shuganning Injection from January 1,2016 to September 9,2021 in the hospital information
system of a grade — A tertiary hospital in Guizhou were collected,and the department of durg use,the age and sex of the patients,
the dosage and solvent used,the purpose of use and the distribution of adverse drug reactions (ADR) of Shuganning Injection were
recorded to analyze the outcome of ADR and the effect on the prognosis of the patients with primary disease. Results A total of
18 019 patients using Shuganning Injection,and 72 patients (4.00%c) had ADR. The patients using shuganning Injection were the
most in the Department of Infection, followed by the Department of Hematology, Department of Hepatobiliary Surgery and
Department of Gastroenterolog. The main symptoms of ADR were pruritus with erythema and rash, chest distress, short breath and
discomfort. The incidence of ADR in patients in the Department of Infection was the highest (6.67%c),and the above incidence in
different departments was significantly different (y*=395.373,P < 0.001). The ages of patients were mainly in the range of 45 —
64 years (8 130 cases,45.12%),> 65 years (4 998 cases,27.74%),15 — 44 years (4 742 cases,26.32%) ,and the incidence of
ADR in the above patients was 3.08%o,2.20%0 and 7.59%o respectively,with statistical difference (P < 0.05). There were 11 404
male patients (63.29%),6 615 female patients (36.71%) , and the incidence of ADR in the above patients were 4.03%c and
3.93%0¢ respectively, with statistical difference (P < 0.05). There were 9 119 patients (50.61%) using Shuganning Injection at a
dose of 20 mL,8 900 patients (49.39%) using this drug at a dose of 10 mL,and the incidence of ADR in the above patients
was 4.39%o and 3.60%o respectively,with no statistical difference (P > 0.05). There were 10 559 patients (58.60%) using 10%
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glucose injection as solvent,3 875 patients (21.50%) using 5% glucose injection as solvent, 3 585 patients (19.90%) using
sodium chloride injection as solvent,and the incidence of ADR in the above patients was 4.55%0,3. 87%¢ and 2.51%o respectively,
with statistical difference (P < 0.05). There were 16 000 patients (88.80%) using Shuganning Injection for treatment,2 019
patients (11.20%) using this drug for prevention, the incidence of ADR in the above patients was 4.13%c and 2.97%o
respectively, with statistical difference (P < 0.05). Conclusion The incidence of ADR induced by Shuganning Injection in the
grade — A tertiary hospital in Guizhou from January 1,2016 to September 9,2021 is not high, which is greatly affected by different

departments, age and sex of patients, solvents, purpose of use and other factors. The hospital should strengthen the management of

clinical use of Shuganning Injection in the key departments to promote the safe drug use in the clinic.
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