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Safety of Cefotaxime Sodium for Injection:A Real — World Study
LI Qiurong ,FU Miaoging ,ZHOU Baishui,Ll Cui,XIAO Xiaotong,YU Yuping,YING Peng
(Guangdong Jincheng Jinsu Pharmaceutical Co. ,Ltd. ,Zhongshan,Guangdong ,China 528437)

Abstract: Objective To improve the safety of clinical use of Cefotaxime Sodium for Injection, especially in special populations.
Methods A total of 1 984 cases of individual case safety report (ICSR) on Cefotaxime Sodium for Injection spontaneously
reported nationwide collected by a pharmaceutical company from January 2019 to December 2022 were included,and the types and
influencing factors of adverse drug reactions (ADRs) were analyzed. Results Among 1 984 cases of ICSR,1 279 cases (64.47%)
were included in the special population group,and 705 cases (35.53%) were included in the non — special population group. A
total of 3 001 case times of ADR were involved. The ADR types were similar between the two groups (P > 0.05),and those were
mainly general ADRs (1 388 cases,69.96%). The system organ classification (SOC) with most case times of preferred term (PT)
was skin and subcutaneous tissue diseases (1 715 case times), followed by gastrointestinal system diseases (369 case times) ,
systemic diseases and various reactions at administration site (228 case times),involving 1 135,228,124 case limes in the special
population group respectively. The occurrence time of ADRs and outcome were significantly different between the two groups (P < 0.05),
the occurrence time of ADRs was mainly within 30 min after medication, and the outcome was mainly recovery or improvement.
The Logistic regression analysis showed that patients’ age group, whether special population or not, population category, combined
medication, overdose, duration of administration, skin test results, clinical irrational drug use, past allergy history and ADR history
were all the risk factors for Cefotaxime Sodium for Injection — related ADRs (P < 0.05);among them,whether special population
or not and population category were the independent risk factors for the ADRs involving systemic diseases,various reactions at the
administration site,and various neurological diseases. Conclusion There are many risk factors for Cefotaxime Sodium for Injection —
related ADRs. In clinical practice, we should pay attention to identifying the influencing factors related to ADRs, and focus on
medication monitoring in special populations to avoid the medication risks of patients as much as possible and improve the
medication safety.
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Tab.1 Patients’ baseline data in the two groups [case (%) ]

AR A#(n=1279) B4A(n=705) M P
% 3 656(51.29)  343(48.65)
1.265  0.261
* 623(48.71)  362(51.35)
£ #HANL 28(2.19) 0(0)
Bt L& 676(52.85)  0(0)
L 6014.69) 0o 1810.962 <0.001
B 42(3.28)  705(100.00)
Z5 473(36. 98) 0(0)
R#A  AHE 1247(97.50)  694(98. 44)
Fided HERIE 4(0.31) 1(0. >
HiEBiE 27(2.11)  10(1. 20% 059
HEMERR 1(0.08) 0(0)
BARG L 728(56.92)  388(55.04)
<3A 539(42.14)  313(44.4)
4~ 670 7(0.55) 4(0.57) 300348
7~94F 5(0.39) 0(0)
BHK <Td 1179(92.18)  655(92.91)
GarE 8~28d 96(7. > 50(7.09) 1.883  0.410
>28d 4(0. 0(0)
2L ARRH# 1232(96 33) 684(97.02)
ADR% i 44(3.44) 19(2.70)
ADR & 0(0) 0(0) 0960 062
BEDH 3(0.23) 2(0.28
EHERL AR 1116(87.26)  585(82. 98)
7REa 119(9.30)  98(13.90) 9.889  0.007
: P2 4(3.44)  22(3.12)
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Tab.2 Comparison of ADR report types between the two groups

[case (%) ]
(A A4 (n=1279) B4 (n=1705) Y1a P&
— & 898(70.21) 490(69. 50)
g —Ax 246(19.23) 137(19. 43)
0.365 0.947
FE 77(6.02) 47(6.67)
HrE 58(4.53) 31(4.40)
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Tab.3 Distribution of SOCs and PTs involved in ADRs in the two groups (case time)
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Tab. 4 Distribution of TTO in the two groups [case (%) ]

TTO A#(n=1279) B#(n=705) Y&  P{&
<30 min 600(46.91) 381(54.04)
> 30~ 60 min 226(17.67) 108(15. 32)
>60minZ14d 183(14.31) 87(12.34)
>1~34d 135(10. 56) 55(7.80) 13.951  0.027
>3~7d 92(7.19) 46(6.52)
>7~15d 42(3.28) 25(3.55)
>15~24d 1(0.08) 3(0.43)
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Tab. 5 Distribution of ADR outcomes in the two groups [case (%)]
) A(n=1279) B#(n=705) M P&

P 552(43.16) 340(48.23)
¥4 698(54.57) 358(50.78)
8.178 0.039
RAFEE 9(0.70) 1(0. 14)
TiF 20(1.56) 6(0.85)
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Tab. 6 Assignment of dependent and independent variables
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Tab.7 Results of the multivariate Logistic regression analysis

HEEZ(Y) BEEWX) B SE  Waldf&i P1& OR/E 95%ClI
BB T AR ERRB (YD) SFEE(X2) -0.374 0.033 128.593 0.000 0.688 (0.645,0.734)
REHRA R (X6) 1.994 1.013  3.874 0.049 7.341 (1.009,53.441)
BARBHER(XT) XTsub: £ JE A 4.788 0.091
X7sub(1):< 3% 2.129 1.082  3.867 0.049 8.403 (1.007,70.114)
X7sub(2):4~ 64 2.259 1.082  4.360 0.037 9.576 (1.149,79.834)
X7sub(3):7~9# 2.773 1.275  4.731 0.030 16.000 (1.315,194.623)
REREERFSERE(XS) 0.451 0.187 5.825 0.016 1.571 (1.089,2.266)
B4 R (X9) 0.326 0.148  4.887 0.027 1.386 (1.038,1.850)
AR R (X1L) 0.411 0.070 34.698 0.000 1.509 (1.316,1.730)
B &Gk (Y2) SFRE(X2) 0.107 0.048 5.087 0.024 1.113 (1.014,1.222)
A EMRFE(XS) 0.728 0.302  5.811 0.016 2.072 (1.146,3.746)
A EHAE 5 (X6) 0.798 0.283  7.954 0.005 2.221 (1.276,3.868)
% A1) (X9) 2.050 1.030 3.961 0.047 7.764 (1.032,58.426)
Ao B VIR R R T AR AL AR R S B (X2) 0.409 0.066 37.942 0.000 1.506 (1.322,1.715)
R(Y3) REHRA R (X6) 0.208 0.070  8.688 0.003 1.231 (1.072,1.413)
AT AR HAFE(X3) 1.725 0.727  5.631 0.018 5.614 (1.350,23.341)
ABEEH(X4) Xdsub: R &4 33.055 0.000
Xdsub(1): LERF V& 1.143 0.204 31.285 0.000 3.137 (2.102,4.684)
Xdsub(2): £ F &% 0.455 0.186  5.955 0.015 1.576 (1.094,2.272)
Xdsub(3): 54 -0.698 0.340 4.216 0.040 0.497 (0.255,0.969)
Xdsub(4): FA#MEEHE  0.668 0.335 3.982 0.046 1.950 (1.012,3.756)
Xdsub(5): BHRMEEHE  0.712 0.337  4.464 0.035 2.039 (1.053,3.948)
gk B v IR (Y4) S (X2) 0.096 0.049  3.876 0.049 1.100 (1.000,1.210)
LA (X6) 0.185 0.072  6.620 0.010 1.204 (1.045,1.386)
B LR (X9) 0.791 0.249 10.088 0.001 2.205 (1.354,3.593)
B (XLL) 0.961 0.296 10.563 0.001 2.615 (1.465,4.668)
B 5 ADR £ (X10) 1.137 0.346 10.799 0.001 3.116 (1.582,6.138)
B EbE(Y5) A BREA 2 (X6) 0.640 0.191 11.295 0.001 1.897 (1.306,2.756)
BA M B R(XT) XTsub: ABE A 2 9.442 0.009
X7sub(1):< 34 0.158 0.079  4.013 0.045 1.171 (1.003,1.366)
X7sub(2):4~ 64 0.435 0.072 36.451 0.000 1.544 (1.341,1.778)
X7sub(3):7~9% 0.717 0.345  4.331 0.037 2.049 (1.043,4.028)
ok A% BRI (Y6) SFERE(X2) 0.903 0.312  8.374 0.004 2.466 (1.338,4.544)
B4 (X9) 1.480 0.388 14.522 0.000 4.391 (2.052,9.399)
AGHRANH(X6) 1.858 0.267 48.414 0.000 6.411 (3.799,10.820)
B EAZ R G RIA(YT) S B (X2) 0.572 0.126 20.708 0.000 1.772 (1.385,2.267)
T AR RAFE(X3) 0.591 0.126 21.934 0.000 1.805 (1.410,2.312)
ABEEA(X4) Xdsub: s &4 7.954 0.005
Xdsub(1): L&AV 4 1.294 0.296 19.145 0.000 3.646 (2.043,6.509)
Xdsub(2): £ F &% 1.200 0.405 8.785 0.003 3.319 (1.501,7.337)
Xdsub(3): Z-4a -1.288 0.568  5.141 0.023 0.276 (0.091,0.84)
Xdsub(4) AR EEHE -2.651 0.616 18.548 0.000 0.071 (0.021,0.236)
Xdsub(5): B iR EEH ~1.089 0.541  4.054 0.044 0.337 (0.117,0.972)
SR E B SRR (Y8) SFRE(X2) 1.142 0.195 34.406 0.000 3.133 (2.139,4.588)
A EHRHF(X8) 0.699 0.227  9.440 0.002 2.011 (1.288,3.142)
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