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Practice of Post-marketing Safety Reevaluation of Salvianolate and Other TCM Injections in Our Hospital
LYU Shi-wen, GUO Jia-yi,ZHU Ya-lan(Dept. of Pharmacy, Jinhua Hospital of Zhejiang University, Zhejiang Jin-
hua 321000, China)

ABSTRACT OBJECTIVE: To explore the idea and method of post-marketing safety reevaluation of TCM injection in our hospi-
tal. METHODS: In case-control study, salvianolate for injection was chosen for practice. 1 000 patients with stable angina receiv-
ing Salvianolate for injection in our hospital during May 2012 —Oct. 2013 were selected as subjects. The occurrence of ADR/ADE
were observed and Logistic regression analysis was conducted by using SPSS 20.0 software. RESULTS: The incidence of ADR/
ADE was 0.6% , and rare (0.1%-1% ). The ADR/ADE were general and mainly manifested as erythra (66.67% ). Skin and its ap-
pendants were main organs involved in ADR (66.67% ). Logistic regression analysis showed that gender, drug combination and age
are risk factors of ADR/ADE. CONCLUSIONS: The post-marketing safety reevaluation of TCM injection not only make up for the
deficiency of pre-marketing safety evaluation of TCM injection and find out potential delayed and severe ADR/ADE and drug inter-
action, but also provide reference for rational drug use in the clinic and guarantee the safe and rational drug use.

KEYWORDS TCM injection; Safety reevaluation; Method establishment; Salvianolate for injection
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Tab 2 Judgment of the incidence of ADR/ADE
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Fig1 Technology roadmap of ADR/ADE research
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Tab 3 Patient’s basic information and medications
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Tab 4 Distribution of drug use in departments

HZiR=E i FRCEE , %
LA AR X 413 41.30
LM EAR—X 350 35.00
Lehh SR 171 17.10
A IR 15 1.50
AR 10 1.00
Rt 9 0.90
Oofashet 7 0.70
Mz ek 5 0.50
B 3 0.30
RS 2 0.20
MZNF X 2 0.20
R 2 0.20
HoAl 11 1.10
At 1000 100

24 EESEST

28 % FH SPSS 20.0 #4453 Hr , 95 191 2 v 3k 4= ADR/ADE
F oW, KEFEFK0.6%, % Poisson ZAi fli TS FHFFZ £
Z Wt ADR/ADE % 4 K 1 95% & A5 X 18] (C1) 4 (0.22% ,
1.31%) , BRI (0.1% ~1%) o 1 THESA) Logistic 111443
Bt , 43 3L ADR/ADE 75 B FH 24 g i A8 ik, DI AR 6 F

- 3904 - China Pharmacy 2015 Vol. 26 No. 28

FZ525pa ot Rl s G2 B AR I, e 245 ek
R FR R A SHRZ . S B THE % 9.
R5 HmOIBSBAERER

Tab 5 General information of case group and control group
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Tab 8 The outcome of ADR/ADE after drug withdrawal
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Tab 9 Non conditional Logistic regression analysis
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