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Preliminary Safety Evaluation for Clinical Application of Shengmai Injection
LI Ying, WU Jian, LI Xiang, WANG Yong-zhong, DING Lu(The First Affiliated Hospital, Anhui College of TCM,
Hefei 230031, China)

ABSTRACT OBIJECTIVE: To investigate the general regularity and characteristics of Shengmai injection-induced ADR, and to
evaluate its security in the clinic. METHODS: Medical records of TCM injection from a third-grade class-A hospital in fourth quar-
ter of 2011 were surveyed statistically and analyzed in respect of patient’s age and gender, department, history of drug allergy, us-
age and dosage, medication time, solvent types, drug combination, occurrence and factors of ADR, etc. RESULTS: 515 cases of
hospitalized patients receiving Shengmai injection were collected, involving 288 male cases (55.92% ) and 227 female cases
(44.08% ) with average age of (63 £ 17.37) years. A total of 16 departments were involved, and top 5 were respiratory depart-
ment, nephrology department, rheumatology department, oncology department and spleen and stomache disease department; the av-
erage duration was (12.05+10.22) d; there were 4 cases of ADR, and the incidence of ADR was 0.78% , mainly for allergic reac-
tion; the occurrence of ADR was associated with advanced age, dosage and days. CONCLUSION: The sample data analysis show
that the incidence of ADR induced by Shengmai injection is in low level, and it is safety in the clinic in a certain degree; Sheng-
mai injection was used strictly according to the drug instructions and General Principles for Clinical Application of Traditional Chi-
nese Medicine, which is helpful for the safety of Shengmai injection; the medical staffs should be aware of the regularity and influ-
encing factors of ADR induced by Shengmai injection and strengthen the monitoring, in order to reduce the occurrence of ADR.
KEY WORDS Shengmai injection; Clinical application; Safety; ADR; Evaluation
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Tab 1 Distribution of patient’s gender and age

filf
ke W T
<10 0 0
10~19 2 2
20~29 8 1l
30~39 9 18
40~49 7 4
50~59 3 34
60~69 6 36
70~79 81 4
>80 67 30
Ait 288 07
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Tab 2 Distribution of departments where Shenmai injec-

tion have been used

BE filg famt, %
WER TR 112 275
Bkt 94 1825
AR 75 1436
it 73 14.17
T B4Rt 61 11.84
Tt 36 6.99
AR 18 350
IRE 15 291
JRIR 9 175
DIER § 155
AR} 3 058
TIPS 3 058
TisheL 3 058
AR HER 2 039
EoNE 2 039
WANEL 1 0.19
At 515 100.00
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Tab 3 Distribution of usage, dosage and medication time
of Shenmai injection
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Tab 4 Distribution of dilution solvent species

TR IR Ji ml filcRk Hit, %
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0.9% R kS 100 ) 6.06
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0.9%F SR 250 2 038
AU 250 5 095
R 100 5 095
TSR 250 3 057
KRR 100 2 038
KRR 250 2 038
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Tab 5 Drug Combination

A il Hmit, %
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| 128 2485
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6 8 155
7 6 118
8 2 038
9 2 038
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Tab 6 General information of patients with ADR
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Tab 7 ADR information of Shengmai injection
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Tab 8 ADR distribution of various factors
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