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Abstract: Objective To evaluate the tolerability of healthy subjects to Qijie Zhitong Tablets. Methods Forty—eight
cases of healthy volunteers were randomly divided into single dose groups(receiving single oral dose of Qijie Zhitong
Tablet 3, 6, 9, 12 tablets respectively, involved 8 cases in the placebo) and multiple dose groups (receiving daily
oral dose of 6 and 9 tablets for seven days respectively). The variety of vital signs, electrocardiogram(ECG) and serum
biochemical indicators were observed before and after treatment, and the adverse events were also monitored. Results
Within 24 h after the single dose, 6 cases had mild dry—mouth(4 cases ), dizziness or headache (4 cases). The
symptoms were relieved spontaneously in a few hours, indicating that the symptoms were correlated with the study drug.
Blood pressure was decreased in two subjects, and ECG changes were also shown in 2 subjects, and the symptoms
were slight and proved not to be related with the study drug. In the multiple dose test, 7 subjects had abnormal
manifestations, of which 3 cases had elevated temperature (37.1~37.4 °C ), one case had headache, 2 cases had

blurred vision, 4 cases had ECG changes. All of the above adverse action was mild, and was relieved spontaneously
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without intervention, which was probably related with the study drug. Conclusion The adverse events of Qijie Zhitong

Tablets mainly involve dizziness, headache, dry mouth, blurred vision, fever, and abnormal ECG, and usually

occur in the single dose of 12 tablets group and multiple dose of 9 tablets group. It is suggested that in phase II clinical

trial, TCM syndrome types and appropriate treatment course should be strictly chosen, the maximum daily dose should

be not more than 9 tablets, and the adverse reaction of nervous system, circulatory system, digestive system should be

closely monitored during the test.
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Table 1 Abnormal condition of the digestive system after single

dose administration

®3 BREAXBRARBARERERER
Table 3 Abnormal condition of the circulatory system after single

dose administration

ER e bl SERI IR

s Al BRI

24 4 ZRET 201244 H 11 HE 8. 00 HZG, IR
Zh1hjE (9:00) B DT, W+, K&EHHZ
HAEBETARYTY, T HRZS 6 hJ5 (14:00) 54k 2
itk

25 Fadl ZRAET4H 11 HRES: 00 HZy, R 2h5
(10: 00)HE AT, FhEkT. A, KRG
JHZG B AEBEIRIT, T HRZY 8 h J5(16: 00)fE
ARGEf#

27 Fadl ZRAET4H 11 HES: 00 HZy, R 6L
(14:00) B O+, REIFHGSERERT, T
2 HKZY 9 h J5 (17:00)AERGE Mo

28 Fadl ZRXET4H 11 HES: 00 24, IRA3 LG
(11:00) B O+, KEIHHAR BT, T
M HARZY 8 h 5 (16:00) ARG f# .

FR2 BRAHABWEARHERZERERR

Table 2 Abnormal condition of the nervous system after single
dose administration
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Table 4 Abnormal condition of electrocardiogram after single dose

administration
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Table 5 Abnormal condition vital signs after multiple dose

administration
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Table 6  Abnormal condition of nervous system after multiple dose
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