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Reevaluation of post-marketing safety of Aidi Injection in Xiaogan Hospital
Affiliated of Wuhan University of Science and Technology from 2012 to 2016

ZHEN Ling, LI Lu, LIU Ji-yang, TANG Xiao-xia, CHEN Jian-kun, DUAN Man
Xiaogan Hospital Affiliated of Wuhan University of Science and Technology, Xiaogan 432000, China

Abstract: Objective To evaluate the post-marketing safety of Aidi Injection, and in order to provide reference for clinical rational
use of drugs. Methods The basic information and medication of inpatients, clinical features of patients with adverse drug reactions
(ADR), occurrence time of ADR, clinical manifestation, and outcome were recorded. Results Total of 2 173 patients were included,
and 41 cases of patients had ADR. The rate of ADR was 1.89 %. There was no significant correlation between ADR rate of Aidi
Injection and patient’s gender, solvent type, and administration dosage. Patients with malignant lymphoma, hematopathy
malignant tumor, and squamous epithelial tumor had the first three ADR cases. Aidi Injection combined with other traditional
Chinese medicine injection, antibacterial drugs and immune enhancing drugs were prone to ADR. ADR induced by Aidi Injection
mainly were skin and accessories system, central nervous system, and respiratory system. Most ADR were occurred within 60 min
after the first administration. All ADR were significantly improved after symptomatic intervention, no aggravation or death.
Conclusion Aidi Injection should be used in accordance with drug instructions, and as far as possible not in combined with other
traditional Chinese medicine injection, antibiotics drugs and immune enhancing drugs. Meanwhile suggest manufacturers promptly
improve the drug instruction.
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Fz1 3BFHEE ADR BB EMANBX
Table 1 Related analysis on patient’s sex with ADR

induced by Aidi Injection

Y5 RPN ADR 1%
Bl RE%  BIEUE RAEE%
5 1209 55.64 25 2.07
S 964 44.36 16 1.66
&t 2173 100.00 41 1.89
2.1.2 FR 2173 BEEY, FRERN N 258,

K81 %, HARIEXRNMG, FR=71 W EE
ADR Kk4EF i, 58 ADR KR ERES
HeEE Y (P<0.05). W% 2.

%2 EEHIRBADR BB EFR DTS
Table 2 Related analysis on patient’s age with ADR

induced by Aidi Injection

i RN ADR il
BiguE KR BIEUE RAEEY%

<30 87 4.00 0 0.00
30~39 130 5.98 1 0.77
40~49 367 16.89 3 0.82
50~59 447 20.57 6 1.34
60~70 529 24.34 11 2.08
=71 613 28.21 20 3.26"
&Hit 2173 100.00 41 1.89

5 ADR B REHRHE: TP<0.05
*P < 0.05 vs ADR total rate

2.1.3 WfgsE 2173 fiEE Y, 483 Bl IR,
K17 ] ADR, KAEH 3.52%, 1690 I TCilf5 s,
R4 24 5] ADR, KA 1.42%, A LB S
H ADR REZFHK (P<0.05), WK 3.
22 REER

3y SR 25 N 3 47 A DR 4l
WPIRCR G MR, TR B 28 250 e ged AR 1 8 s s 1k
JihgRg, FIEE I 21.91%. 19.10%. 15.55%:;
ADR KA HEHT 3 I I R0 53 ) A S P vk L9
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Table 3 Related analysis on patient’s allergy history with
ADR induced by Aidi Injection

- e} ADR 1%k
Y " \ " -
BB Rt BB RAERY%
H 483 22.23 17 3.52"
¥ 1 690 77.77 24 1.42
&b 2173 100.00 41 1.89

x5 LEESIAH ADR 58 EMAERKES
Table S Related analysis on solvent type with ADR induced

by Aidi Injection
—— %“-%%iﬁz ADR %k
IR Mt % BIEUB R A%
0.9%F AT W~ 787 36.22 19 2.41
5% AR SR 954 43.90 15 1.57
10%MIATHRO S 432 19.88 7 1.62
it 2173 100.00 41 1.89

5 ADR BRI "P<0.05
P <0.05 vs ADR total rate

F 4 LiBEEHRE ADR B ERBEBEEST
Table 4 Related analysis on patient’s original disease with
ADR induced by Aidi Injection

5 _ F‘&%Ai‘ﬁz ” ADR 1\&@&
BRI F % BB R %
A e 476 21.91 7 1.47
FHEIRL IR R G 415 19.10 5 1.20
L5 0 2 e 338 15.55 9 2.66
AR 309 14.22 6 1.94
Jir 1 ey 287 13.21 6 2.09
S el NN 175 8.05 5 2.85
iR b e g 117 5.38 3 2.56
HAth 56 2.58 0 0.00
&it 2173 100.00 41 1.89
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Table 6 Related analysis on does of drug with ADR induced

by Aidi Injection
e BEHENK ADR #1144
I KR/ % BBV REE %
50 257 11.83 2 0.78
60 346 15.92 5 1.45
70 674 31.02 13 1.93
80 426 19.60 10 2.35
90 287 13.21 7 2.44
100 183 8.42 4 2.19
Gl 2173 100.00 41 1.89

F7 EEHEE ADR RERE 47

Table 7 Analysis on ADR occurrence time of Aidi Injection

ADR KA I [] ADR 1 %/4 KR E /%
<60 min 14 34.15
1~2d 10 24.39
2~5d 8 19.51
5~8d 5 12.20
8~10d 4 9.76
Gt 41 100.00
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NKANE RGN R G E A T, F 7k
31.71% 24.39%. 14.63%. NN F5 2K 28w
M EZ IR RINZ 8.
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TSR PUB 25 AN Y aik S B R WA H 2k A
ADR 5%, 535l 7 52 ADR B0 24.94%-19.51%-
17.07%. W3 9.
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Table 8 ADR main accumulation organ and major clinical manifestations of Aidi Injection
S AE ADR IS0 HIptt/%  EIR KR
BRI LA 13 3171 BB BUB. JEIE. BIREIZE. BEIRLUNT 5 A AL 4
TR S R T 10 2439 Sk WEEE. RORKERG. RIR. B 2
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DL RS 5 1220 O LFIIR. METEE . KA
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ESEZRETTRIN 1 244 JLERERONL. R PLIE
JHIB F 48 1 244 WINECEBETH
HoAth 2 4.88 /BRI DUJRAR

*9 LiBEHIRB ADR SRKERAANT
Table 9 Analysis on ADR of Aidi Injection with combination

e 252850 ADR 1 5/451 F /%
2 A 10 24.39
P 254 8 19.51
BER R 7 17.07
WP RS 25 5 12.20
I7 25 4 9.76
HILRG W 3 7.32
AR 5T S E R 254 2 4.88
oAt 2 4.88
it 41 100.00
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