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Safety and Tolerance of Healthy People to Injection of Astragalosides——a New Drug for Coronary Heart Disease
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[Abstract] Objective To assess the safety and tolerance of healthy volunteers to as tragalosides injection
(AGD, and to determine a safe dose range for phase [I clinical trial. Methods A total of 62 healthy volunteers
participated in this study, with 26 being given a single AGI of 100 mL, 200 mL, 300 mL, 400 mL, 500 mL, or
600 mL and 36 subjects being given 500 mlL, 400 mL, 200 mlL or 300 mlL of AGI once a day for 7 d.
Discomfortsymptoms, vital signs and safety problems were recorded 3 d and 7 d after the administration of AGIL
The results were analyzed. Results  Of the 62 participants, 40 adverse events ( AEs) were reported by
31 participants, which included 23 mild adverse reactions (ADRs) and 4 moderate ADRs. Nine AEs were reported
by 9 participants with single AGI, including 7 ADRs. Fourteen AEs were reported by 10 participants with 500 mL
and 400 ml multiple AGI, including 12 ADRs occurred in 9 participants. Seventeen AEs were reported by
12 participants with 300 mL and 300 mL. multiple AGI, including 3 mild ADRs. The main ADRs included abnormal
liver function Cslightly elevated glutamic pyruvic transaminase ( ALT), glutamic oxaloacetic transaminase (AST),
and serum total bilirubin (TBil)J, low blood potassium, increased urine red blood cell count, rash, and phlebitis.
Conclusion The maximum tolerance is 600 mL for single-dose treatment, and 400 mL for multiple-dose (7 d). The
dose guidance given in this study should be examined its effects and safety in patients with coronary heart disease in
phase [ clinical trial.
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Table 1 Design of the trial

Experimental The placebo
Dosage Dose/ Times group/ case group/case
regimen (mL/time)

Male Female Male  Female
SD-1 100 1 1 1 0 0
SD-2 200 1 1 1 0 0
SD-3 300 1 3 3 0 0
SD-4 400 1 3 3 0 0
SD-5 500 1 3 3 0 0
SD-6 600 1 2 2 0 0
MD-1 500 7 4 4 0 0
MD-2 400 7 4 4 0 0
MD-3 300 7 4 4 1 1
MD-4 200 7 4 4 1 1

SD: Single-dose group; MD: Multiple-dose group
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Table 2 Adverse events in participants with multiple AGI

MD-1/

Index .
case (times)

MD-2/

case (times)

MD-3/

case (times)

MD-4/

case (times)

Placebo/
case (times)

Abnormal liver function

ALT elevation 0
Serum TRBil elevation 4 (4)
Serum potassium reduction 2 (2)
Others 1 (D)
Other laboratory indexes
Blood leukocyte count reduction 1 (D
Blood leukocyte count elevation 0
Urine red blood cell count elevation 0
Urine white blood cell countelevation 0
Rorutine urine test dysfunction 0
Symptomatic adverse events
Rash 2(2)
Phlebitis 0
Upper respiratory tract infection 0
Incresed temperature 1D

S O O o O

1

1

1(D 0 1 (D

0 1D 1D

0 0 0
(@) 0 0 0

2(2) 1 (D 0

0 0 1D

1D 1 (D 1 (D

0 4 (4 0

0 1D 0
(@) 0 0 0

1D 0 0
(@) 0 0 0

0 0 0

MD: Multiple-dose group
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Table 3 Adverse events in participants with a single AGI

In .
dex case (times)

SD-1/ SD-2/

case (times)

SD-3/ SD-4/ SD-5/ SD-6/

case (times) case (times) case (times) case (times)

Abnormal liver function

Serum TBIil elevation 0 0
ALT elevation 0 0
AST elevation 0
Blood leukocyte count reduction 1 (D 0
Urine red blood cell count elevation 0 0

1(D 2(2) 1D 1D
0 1D 0 0
1D 0 0 0
0 0 0 0
0 0 0 1D

SD: Single-dose group
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