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Abstract: Objective To provide reference for rational drug use in clinical medications. Methods A total of 1 035 reports of
severe adverse drug reactions (SADRs) submitted to the National Adverse Drug Reaction Monitoring System by a hospital from
January 11,2021 to December 31,2024 were collected. Data were organized and analyzed, including the distributions of patients’
gender, age, administration routes, dosage forms, drug categories, systems / organs involved and clinical manifestations and drug
categories causing SADRs, and the characteristics of occurrences of SADRs were summarized. Results Among the 1 035 cases of
SADRs, the male — to — female ratio was 1:1.15,the majority of patients were aged 31 — 50 (413 cases,39.90%). The most

common administration route was oral administration (538 cases,51.98%),and the most common dosage form was injection (479
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cases, 46. 28%) ; the systems / organs involved by SADRs were mainly the skin and appendages (539 cases, 30.59%) ; the most
common drug categories causing SADRs was antitumor drugs (212 cases, 20.48%) , followed by antibacterial drugs (197 cases,
19.03%) ,and plant — derived antitumor drugs and their derivatives (73 cases,34.43%) and cephalosporins (68 cases,34.52%)
were the main subtypes in the above two drug categories, specifically. The most commonly used drug was docetaxel (45 cases, 85
instances ) , followed by ibuprofen (31 cases, 42 instances). Conclusion Efforts should be intensified in monitoring and reporting

SADRs,with a particular focus on antitumor drugs and antibacterial drugs,so as to reduce drug use risks and ensure the safety.

Key words:severe adverse drug reaction;antitumor drug;antibacterial drug;rational drug use
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Tab.1 Overall occurrence of SADRs

Py i ADR SADR FIkA 2 SADR
ik BoR o #lx RdRER) HR O AAR(%)

20214 1599605 667 171 25. 64 92 53.80

20224 1767734 648 222 34.26 134 60. 36

20234 2734217 803 337 41.97 129 38.28

2024% 3026625 719 305 4.4 128 41.97

&2 SADREBEMINEFRDH[6](%),n=1035]
Tab.2 Distribution of gender and age of SADRs patients

[case(%),n = 1 035]

i 3 =3 4eit
0~10% 21(2.03) 17(1. 64) 38(3.67)
11~20% 36(3.48) 64(6.18) 100(9. 66)
21~30% 70(6.76) 77(7. 44) 147(14.20)
31~40% 106(10. 24) 107(10. 34) 213(20.58)
41~50% 64(6.18) 136(13. 14) 200(19.32)
51~60% 108(10. 43) 84(8.12) 192(18.55)
>60 % 76(7.34) 69(6.67) 145(14.01)

%3 SADRZZHERZRSD % (n=1035)
Tab. 3 Distribution of administration route of SADRs (rn = 1 035)

Sthikiz Bl HMR(%) | 2wz BlE MRK(%)
231:8 538 51.98 K TFEH 15 1.45
HhkiEE 368 35.56 ENii 14 1.35
HhES 64 6.18 RREH 5 0.48
MRES 21 2.03 Hab 10 0.97
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&4 SADRFIEST (n =1035)
Tab.4 Distribution of dosage forms of SADRs (n = 1 035)

&6 SADRZBMMERMMLL (n =1035)
Tab. 6 Drug categories and their proportions of SADRs

FA BB MR(%) FA plHK MR (%)
EHA 479 46. 28 FHAHA 12 1.16
Vil 368 35.56 Pl 8 0.77
& 4 106 10. 24 =0 88 S 0. 68
A 28 2.71 Hw 27 2.61

&5 SADRERZRL /HERIGKARI (n=1762)

Tab.5 Systems / organs involved and clinical manifestations of
SADRs (rn =1 762)
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Tab.7 Top 10 drugs by number of SADRs cases and their clinical manifestations
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Tab.8 Categories and specific drugs of anti — tumor drugs involved in SADRs (n = 212)
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Tab.9 Categories and specific drugs of antibacterial drugs involved in SADRs(n = 197)
EELHES Bl #Ak(%) B LR (%) EE B Amit(%) B AR (H1%)

*REEE 08 34.50  KBBMA8) KBAKF() KBAF(9) KRE | Aiskebf 6 3,05 FAEL(3) A (3)

WA (6) KRAME () KBAK(L) KBk | B EE L 6 305 TREABALTHG)

(3) kAER Q) Forr (1) £ B5%(). % | wrss 5 250 SERFEG) AmRE().LEE)

Tt (1) REHH 4 2.0 ABEFTO) m% BB CETER) Uh
Aokt g 37 18.78  AAADE09) EEHYE(13). KAV L) HA BABEA (1

JE(1) RARY 3 1.52 ﬁi&%(z)ﬁﬂﬁ}mm
B- ABEHH 28 1420 KREBAGERA) skEBRAACEAG), | SARE LS 3 152 BEARLF() BRER LT (). S 8E %D

AEAHN£ KRR ERA(S) FTEBR LB ERAT() #%(1)

whEE 18 .14 HEER(6).FEERQ) SuEEE 1 0.5 3&HFB()
RTEEE 9 451 AnEF®) BTEE() wEEE 1 0.51  #%%(1)
KFhE % 7 355 FEEEW AAEEQ) FuEE() b33 1 0.51  BETEL(1)

119



252 lip
Pharmaceutical Care

&%

China Pharmaceuticals

2025 4F 11 H 20 H 45 34 345 22 1)
Vol. 34,No. 22, November 20,2025

2 dJ5 BB PRAE A T 4 , IS U B0 % o Rl SCHiR
7100, Z P FESUE TS 1) kA R 20% ~ 40% , o™
VG & 5% ~ 6%, 815 2 KA TFAT RS ~ 10K, B
AR VR A DRI DR AE 5 FH ok 75 v 1 285 070 W) A
HHEE G OO, e BEAE AT E R TS S R R AT AE AT
HI R 25 BB , % F AT 45 o Hh e i ok & AR IR TS 19 iR
I A 245 DI 7 ARG FH 24 20, A TR G B
i Y5 5 AN B2 IR IR IS R R 6 B 0T, 4 o B
V5 N K FsF [0 e sghe %

PR 25 LISk IR R 2S5 Y SADR i £, %28
U 259 A DU YRR A IC AR R B A R
SR AR Ll 2 AN S S RITRYT TP )2 T
B B N (LS B2 % L e AR ) 3 Ak E S R
(s JETS) KB 3 5N RN 68 1] Sk At TR
Z 51 R SADR 28 5>k A Sk fath#ash, Hrp 3 ~ 12 %
1041, LAY % Bz 92 Fn e s S Sk 3, 8 i) B LA i FH 2ot
R 4 h T IR RIS TR TS . vl B R O L3
BIRSE REM AR E 584, W 259 i U
(7] B A 5 0 HE Mt A 08 5 S B0 W A AR TR B
B 2130 A KL X 24 ) ELAT R Bk 1) Sy e R R
PE R RS LB AEF 254 4 SCiik (14 [ HGE Sk
761 A 2 ADR LA RE IR B B 400 35 e i DL, LR R 4 B
PERRE , R R bR R AR 22 540 B T RE f TR
W W 5 AR B 0T AR R A AR kAR AN AT i 2
A oGP R, B — Z 5 i s e R o [
I, AR 24 3 R R s 3 ~ 12 % LRl o 5 56 T X
G, WA Sk A A B BB LA 2455 10 min BAE R 5
JeP SERingE
3.5 N

ZE L ik, SADR 5 B AR (A 20k (255
AT B SN (S R B A S e S B S S W S
Jei SRR K A DO A A A g s [ DU R A o B
=45 N\ G e 2 B vp R B V) e i R i 24
L, BT EZ 5T T 25 Y i 25 BEME T, o AN R
J I B A AN B B N ) T0AL BT A o X6 I B T REAS 4
B I TR A o R I R 245 U 3 ) R AT 2
B AR 2 A X S 2 an e 25 Bt
P2 R4 B A5 O s LRI 2595 DAY SADR DAl i
RG22 W, 0 AT 7050 T fife 28 5 BR A s R 24 5 &
5 R T MR 45 2507 52, B W N o 24 ¥k
JEE, Fa BRI 24 e R R FH 25500 4, 920 SADR 9 & AR R
5% 8 W 1 RN K A 24 i I B ARG A S A B
T2 285 1) W) B A TR A, B o XPE SCREVR YT 5
TR AT AN T e AR L sk X R fE A Can R
A WO LE R B sk ) W] 2 R s FH 2, — B R

120

AR RN, ZEEA TR, AR R IR AL 45 T

S S BTG ST, i SR 45 H A 1 K A B R I

XTI ged A 1 S, A Rr AU 25 07 A 5 O B RO

AU, A2 Il DR 245 Uil 7 52 i 0 O 3 A9 Il , 1 X0 H £ B¢

Z W R R R 25, i T L T R R B, T RE AT A

ADR [ A B8 08I0 8 A 24 it 6 A 5 1 R 24 0 iy 445 &

RAG 1) SCHR TRk ) Il R B2 47 - R A 24 8%

YR B 20 () e 180 B 97 ML) 58 57 S A ML, 55 Bl ife

PR3 N D3RR & B = 50 L 4 ADR, £R B 28 3 19

TR
A AT AE — % 1 Ry B L A0 A Ay B s [l Joi 4

T, A D7 s b ki, ELF 9 R X 3 R S AR (it e

ARBL A I RE S HEAT T 40 20 A, X 2 R R ] RE B2

SARD W &A=, LA RAETEAR B s AN 2 B B M i 2

185 S5 D o [R] s 0 6 X S s B0 R 47 20 i AR B i

PR AT BE A7 7 T 41 0 il 1 55 475 00, oM 7E AR AS B2 0 T T

TE— 2 1Y Jmy FRAE o 7 2500 o i 7 T, WAA e RN B

AR A7 BATEE B E AR PN S O

Ab BT R TR SN RO i i a7 Ll

A SE R R MR 5 S8 7 B 5 D0 T X 252 1 [A]

R AR AE.

e EN

[ BERGRREREEMNF S FRLEEHSRRERLEHEAR
M AR AR A M. A6 P B ARE HRAE,2010:1 - 4.

(2] BRZH&EREREBA P WHO 258 R R B AEE M.
T B E A R, 2003:103 - 172.

[3] Ak, 2,3 k. Bk #HLmEE 18 )M,
T AR T A A, 2018,

[4] 30 W, FAK, 2 B,F . 18400 AIER 5 KA
2 e R BB SR S]], P E25k,2024,33(10):34 - 37.

[5] BkFalh %, 20, A% 5 1315 B EHBRRAE
BEE BRI BINTXFFROARAFR), 2024,
63(5):964 - 971.

(6] AN 2L+ FARY - FERLD,F. HBRRMNEH
W Eh sk B RS R e BT [)]. P E 2 ak,2023,32(1)
107 - 110.

(7] 24,2 3k, SRER, 5 . R Aprioni FEikdzdk o 47 &
B WA R R R R K] EHFIR,2022,41(6):
894 — 898.

[8] TRE 45, T 4%, 5k 545, 5 . WAr % Bt RIS IR AR Bl
EHIMBARRER LAY B EAR[I]. FTEAEZ,
2023,18(12):1817 - 1821.

(9] R # , A&, RIS . BESEHESRRRAL
AR RBER WA []]. P E%L,2022,31(10):
60 - 64.

[10] BAM, 2 w2 BSLFE. WELF M RARALLREZRR

B RS S]], P E 25k ,2024,33(22): 146 — 149,



