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Adverse Drug Reaction Reports in a City of Anhui Province in 2020
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Abstract: Objective To promote rational drug use in the clinic. Methods A total of 12 611 adverse drug reaction (ADR) reports
reported to the National Adverse Drug Reaction Monitoring Center by medical institutions and drug trading enterprises in an
administrative region of Anhui Province in 2020 were extracted, the age stratification was summarized according to the Annual
Report for National Adverse Drug Reaction Monitoring (2020) ,the drug classification was carried out according to the Guidelines for
Clinical Use in the China Pharmacopoeia (2015) ,the ADR names were defined according to the WHO — ART Chinese Update 5
(2015) and Guidelines for the Use of Adverse Drug Reaction Terms, and their characteristics and outcomes were analyzed.
Results Among 12 611 ADR reports,9 781 cases (77.56%) were reported by medical institutions,and they were mainly reported
by doctors and pharmacists (82.76%). The ratio of male to female patients with ADR was similar (1:0.95), mainly concentrated
in patients with > 45 years old (71.21%). There were 13 169 cases of suspected drugs,among which the top three categories of
reported cases were anti — infective drugs (32.09%) , Chinese patent medicine (22.02%) , and cardiovascular system drugs
(9.20%). The main routes of administration were oral administration (49.43%) and intravenous drip (42.27%). Systems / organs
involved in ADR were mainly gastrointestinal system (37.62%) , skin and its accessories (19.74%) and systemic damage
(14.75%). Precisely 97.87% of patients with ADRs were cured or improved. Conclusion ADR monitoring in the city needs to
further broaden the scope,balance the sources of reports and improve the quality of reports. It is necessary to pay attention to high —
risk factors of ADR,and improve the ability to identify ADR signals,so as to reduce or avoid damage caused by ADR.
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F1 ADRIRERIBFEREE (n=12611)
Tab.1 Sources and category of ADR reports (n =12 611)

BALD : M#w 25“%%/% At MR
Bl Mmsk(%)  Hld ARk(e) (B (%)

—# ADR 6343 50.30 1386 10.99 7729 61.29
P ¥ ADR 342 2.71 25 0.20 367 2.91

#HU—FADR 2977 2361 1383 10.97 4360 34.57

#HUSEELADR 119 0.9 36 0.29 155 1.23

At 9781  77.56 2830  22.44 12611 100.00

2.2 ADR AEH4H1E

12 611 1] ADR 2 25 v, S B 1 ) AS B A 23 61
B 6 461,24 6 1274, B4 LA 1:0. 95, FEAFET AF
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(E BRI AHA 110, TR 2.
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12 611 5] ADR #f¢ 45 i B M BE 24 i 13 169 117K,
2542 S AN S T L3R 3. At 19 Uk HE 44 T 3 M B2y

Fx2 ADREENEH ST (n=12600)
Tab.2 Age distribution of patients with ADR (n =12 600)

F(F) R HR(%) | FHE(F) B3 #Rt(%)
<1 54 0.43 15~44 3015  23.93
1~4 212 1. 68 45~64 4894  38.84
5~14 347 2.75 >65 4078  32.37
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EIRHE 2T 10 B9 25 S oa 8 R P I R 2y, iR
3ZEPREEZY 1Y ADR 251K 5 4R 4R 5 14 63. 32% .
2.4 ADR #A75%2

13 169 YR IR SE2Y il ADR B35 25 25 42 LU T IR
25 2 R K T 32 (91, 70% ) , TEWLF 4.
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S R I 2T W TR o] S i SN o S
ADR Z 1 I 5 19 R IR0 55 B R e IR 505
PR 24 i b Tl F AT A N8 2l ST Y B R S
ADR, 72 2 fity AN B B 7 W I AL 6 245 iy = T 97 7T 4%
BN T AR R .

P& ST LA R 2 A P A £ P, 18 45 N B e 4
FHZY AR FE B, & ADR Wi i) o B3R 45 {H AN HE &
B, 2020 4F- 4117 BT LAY K BRI ) ADR i 25 7 H 357 B
AR T A FE [P 2K 4 B9 ADR B L
3 AH X B AL o 1 B U B AL AR A T 24 R 4 S
fblo) H s ADR WE S, 2k ADR ok 1 22
Wi,

BT AR F A ADR Al 2 I A R, e R ™
R LU R A o S AR A B A R AT R M Y S R
Frl7) A 4ESR 45 57 ADR A1 8 ADR 4 882 14, 1% [F]
WA BB 38.71%, 1 B 3 & T 4 O K F

11



HEEE-

Pharmaceutical Administration

¥ %

China Pharmaceuticals

2022 4F 10 H 20 H £ 31 %45 20 1)
Vol. 31,No. 20, October 20,2022

®3 SIEADRMAREFNREEZHRBTSH (n =13169)
Tab.3 Category of drugs causing ADRs and distribution of main drugs (n =13 169)

EEE Y Bk HRK(%) TERRRARH(HIR)

HEEHH 426 .09 LRARADBAMAER02) GEAR KB (288) FEBAKE(250) 24 R KTk EA(31), Bk £ DAY LA
EAR(215) GEA R KA (166) 24 A FTE B LA B (110) K RAR K £ (93) EA A LKk EAGFERA91),
EHRKRETH0)
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RAELT R (50) Ak mA A (38) FTARAATH K (34) AR TEER(1)(32)

KBNS 690 5.4 EMRIRG(T) EHREAB(RGEAE)60) FEEER (51) EHRLDAA(50) R4 E4 R (43)

HREARE ST 436 ERRAAEEAH65). 55 LMK (62) AEEARER E (A1), RBE AN EEREAR(35) GER R R (21)

BAAAR KRB SR RG 490 32 REREBRE(T) RAFRNGARE(68) MAFRARAE K (48) AR (45) EH A A5 R (28) AN S B AR (15)

BEERERGH 469 3.56 AAAABREAE(I8AA- T)(68) A7 5 AMEHRI8AA - )(51) A7 AAMESR(I8AA) (44) A £ Ci24R(34),
TR SLiE AR (C14~24)(33)

HEFERY 454 345 AEERATEARGS) BAARESR(3) GEHRA ARERET(32) B AF TEMRGL BAKLEHR(QT)

FRAGRS 06 303 AAABRERE(E) ARARTEMR)APRESROD GEHA S ERES) FRERA (14) AR ARREE(13)

Bk AREUREIERT S 255 194 AMATEATR(TT) A BB AR (36) AN E 4R (36) B B 4hR (28) LB ARSI AR (S)

Nt RAR % 234 178 ABRZTRIK (36) BEAMBEAERE(Q1) BB FAREE R (20), B8 = F AU A (20)EA R TRRALARN(14)

Hib 157 119 ARFRQ)AE®EA8) ERFANT) ARFOERRA(14).5 HRERT A (14)

e 149 113 BRELEATR(85) AR B B R 4T (37) BB B AR (17) R BT (8) At WA B4tk (1)

Y EY ik 136 L03  HAREHS(25) EAAEABARETEHR(23) BARCHESR(12) ATRREHR(9) ARDLA(T)

R#H 136 103 AFREAG0) AREHAGER (29), B AHHAE R (17). 5 RBRASALA (16) AFREBL(D)

REHEREHEB R 130 0.99  ABAFBRESR () MABLKESR(14) MRRGFKREAR(10) AR (7) B8BTS 524k (6)

e EY V] 15 0.87  HEBESRO9)EESANHA () SRR FERRES) LA HERESR(T) KEAR(T)

L2 E E 15 0.87  HEHEREFEE) ARAEGQ) EFARERELY Verotnit)(4) La T Qb AR AR ARG Q) KEREEHRH(2)

BEHAG 112 0.85  REWAEA QD FAAEAT ZBEMR(15) SRR ERAZRS) 2HTE A (6)

BB 83 0.63  AESARALT () WRFAF () AELAFS) LEFRFO) LA BAAMERLF(S)

AR 530 040 ABEERE(IDAFEERER) SRR RERE Q) AREFERT () EAEERERNERE ()

Bah 2 0.17  EHRARMER() BRABIEIR(6) AR IR (S) ARFER K (1)

oA RS 17 0.13  BRas R (7) FALogk(4) e EREAN Q) e BERAA R (). Btk (1)

REATH 11 0.08  WERAAGS) RBRALER () EHATEAEA(Q)

FRRARY 4 0.0 AERATARERRQ) ARARIEEN() A ED 2EFR(1)

*4 SEADRMARAHIEEN T (n=13169)

Tab.4 Distribution of administration routes causing ADR

(n=13169)
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5 5T 43 BT 77 TR A R B X4 G B N A AT R e
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x5 ADRERZRLG /BRESHRIEIRAKARI (2 =16303)

Tab.5 Distribution of systems / organs involved in ADR and its main clinical manifestations (n = 16 303)

REGRG | BE Bk Hmr(%) HE 43T 5 8916 R AL (M5 )

Y 6133 3762  Z(1611)."Keb(913) . H i B (806) JE75 (635) % (480)
A B 3219 19.74  EA(1078) B (1067) B kA (164) A (109) By FRbk Bk R R (81)
A 2404 1475 =EEARE(1665) EEK(159).2 H(96) K #(94) % #(46)

WEERG 1323 812 k#(573).3k7m(298) Fi (75) kA (74) (1% %2 (50)

€Y 863 5.29  JIR(360) .75 (204) R B A (82) AT A (40) A (11)
INE - 844  5.18  «SHR(215) #120(208) B (155) FAR K (49) AR T (24)
HiAP R4 368 2.26  EmE(179) .k MR(63) A (33) JABR(20) AGAYEERT(14)
S RGRRPE 267 164 AR (209) XA (31) K AR R (9) A0 3 X (3) AHR R (2)
ik A% 239 1.47  BHAH (151) .8 2008 (48) dn /N Y (11) P Az 2 i o (6) |8k o B R B 18] SE K (3)
MU B 7% 168 1,03 %% m(21) Ao 2/ (18) MR (17) MU (17) £ ¥ 595 (13)
T he £ % 100 0.61  Mhaeis(47) Jee 4G SR E(7) HamA35H06) FREG)
AR F 5% 89 0.55  ALAAEM(19) R (16) ALAFF (15) FRFH (8) ARFA(S)
B S 83 0.51  FABEAENLD) KHB10) IR (R) ik 7 (8) A fk(7)
25304 76 0.47  RBIMLAEIE(20) GEAERALER (15) ik SRk R (10) GRS SE(9) GEASRME AR £ (3)
R R B E 71 0.44  RAT A (8) AKALAF(T) AE A F (7) AR AE(6) | AR BR A2 (6)
A E% 39 0.24  BEKARKZ) MERA) AZFLMG) IAREQR) SLEKKQ)
RS RAE AL 12 0.07  FeB(T) AR (D) R (D) AR E () AT s K (1)
A ik R4k 5003 WRIRAMMEBQ) RFTKRBEEA (D) HELE & (1) TR REFF (1)

*6 ADREIFS T (n=12611)
Tab. 6 Distribution of ADR outcomes (z =12 611)

REEA A WFE AWH RHF &@ A

£(%)
— A ADR 3132 4421 21 155 97.72
/=% ADR 98 234 5 30 90. 46
ey —4X ADR 2146 2169 10 35 98.97
#49™E ADR 39 103 9 4 91.61
A3t 5415 6927 45 224 97.87
) I 222 4 UK

3.3 5| ADR WZWFEMEKS

ARG, ADR iz 15 32 B P AEHUER YL 25 (UM i
T2 B — PIBEREZS ) | v 24 v 9 00 R /& 1 s 245 . G s
VEBZE N B — P BERE BT TR 259 R e IR BT IB 97 1Y
FE R A A A 3 B ADR ARG fiptio- g
ARG, s 2 ADR B RO EE 25 i HEAA 1T S R v
SR 50 155 2 58 1245 ADR 245 191 U HE 44 /i 10 9 A
S AR T = I 24 , HE ADR 45 BV o O 145 FH 245 4 45
SV 73. 21% . R, 55 B SO TEBUR L 259 rh 2l
T 3R AT g i 25 40 ADR A W 5 £k A A i 1
OIAT, AR S 2 i T R FERE A B Al A AR A
dli
3.4 ADR 54 HBRENXER

A GE 45 A o, 1R 25 24 R i ko v 5 1R )

ADR i Z b, HIRSG 2551k 5 b T4 3
K- (38.10%) o LA F 48 3+ AN RE UL B F Il 45 25 19 ADR
St RV v T T TR L T RE S AR ST P 2 B S
A 9 ADR B L T A KO H 2 )0
1R 24 & 19 ADR 78 56, R BB HERR ph B 0 e bR s 2 il
RPENE R R F B 2y7 o Xk A g 2 -3 51k
IR, 5 kIR 1Y) ADR $i 45 L 47585 =, ik 4 247 2
o XUBS: 4 24 3 4%, S ADR W 0 A0 50 55 I P F 24 1 7
A A RE T IREA 2 0 R TE RS 45 2 s REAL N
TS 2500, AN F R ke B sl v 25 25 04 JE )
3.5 125 ADRIZHIgES , BERIRE

12 611 5l ADR iz &, B XARE | RGHEA T 3K
N B RGE IR B LA A B Lk 02 R A O
FER R B, B — AR 2, 5 F i gk = 55 AN
BRI, WS X 4y, IFRE AL B F A R RO
% ADR 2RI HABEE | 2G5, F R 2 258 0
MR, IR RN RIE , 5 55 R BWIRE , KT
95 A4 Re FI W, 2 B S R AR 5 — T, AR Ak 3
AN T, 5y 51 R RO AR Y G g PR,
90. 82% I ADR 4l 5 78 & £ ADR J5 44 T T 15 25 b B
97. 87% 1) ADR i 15 f8 5 fe 2 A 0 i o I R FH 25 58
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