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Analysis of Anti-infective Agents-induced ADR Bulletined by CFDA and Revision of Drug Package Inserts
WU Man, MA Jian-li (The First Affiliated Hospital of Chinese PLA General Hospital, Beijing 100048, China)

ABSTRACT OBJECTIVE: To caution the safe and rational use of anti-infective agents in clinical practice. METHODS: The an-
ti-infective agents-induced ADR bulletined by ADR Information Bulletin from 2003 to 2014 were analyzed statistically. For the last
ten years, related information on the revision of anti-infective agents package insert was inquired from China Food and Drug Admin-
istration (CFDA) website. RESULTS: There were 15 kinds of the bulletined anti-infective agents in 5 categories, 5 of which had
been twice bulletined; and package inserts for 6 kinds of drugs had been revised by CFDA. CONCLUSIONS: The medical institu-

tions at all levels should strengthen the monitoring of clinical drug use, especially those bulletined and they should be used strictly

on the basis of the provisions of drugs package insert to reduce the incidence of ADR.
KEYWORDS Anti-infective agents; ADR; Package insert; Revision; Safety of drug use

UYL 2 2 N2 AE 5 25 U S (I B s R At 2 —
TEIG PRI TT B AN T R A, 2 AN DS AN A A7 1) AR
e (HJE, B NGB H 25 5™ 58, S0 bk i 1 805
B TR 250k AR LB T 25 S oA RS &R A A AR
felt S A A e 2 s OB . 36 R 20 AN RS (ADR) Wi
RO AR R S BT PR S T R, BB 2R RS R 45 e
BT AR A 19 50 % o BUEECES i A R VAR B o) H s
Wi (BTG 24 ADR B[R 562 24 i Wi B & B1LEL R (CFDA)
TCAETT UL A5 B BUIRIEA 5204 , LASBIRT I oA A5 P 2 42 F 24
R ERER
1 #EREFE
1.1 HERSER

BRI T E % ADR Y o0 2003459 F1 —20144E 2 A
BATN 57 HACZY ThAS RN {7 ) B 10 473k CFDA Xk
Yt B BT B
1.2 Ak

K Excel 2007 84X 38 4 950G 25 15 4 Ah b 22 i
ADR FANEHF 25 JR R UEA T 4e 3, [l s X 94 K 3] i ik e 2
VLA B AT TG Ltk A 15T o
2 #R
2.1 IBEEZS S R ADRB—RRIER

TR P ADR #5 K (I HTERYL 24 3 15 4~ SR R4 24 B4 A

w20, B WF S AR o BFSE T IR K 25 B . LA - 010-
66848407, E-mail :iamwuman@163.com

- 222 - China Pharmacy 2015 Vol. 26 No. 2

AL 4R 5 RIS AFEUAE R TR A RSB 2 3R HTITIE 24 1
Bl PO B 3FP BUAFAE ALY LR, LA 5 R b
20,53 R SR AR R A R B IR v R ]
&5 . CFDABIRMHUERYL 251 Sk 54 214 4], Fora ™
15503 813 3], HE T 91 K0 91 M1 . 3 e (P J g 24
ADR B 5] B A3 AE R i £ (76.16% ) , HL R PG 25 24
(11.21%) B INEPUHE25(9.62% ) . SEICT AR B4
71 97.80% (89/91) . @ L T/ Y 24 ADR %2y i fl
i, Hofth ADR WAL $5 Sk B ShRe i 3 Ur 1 F B RS0l
i MBS B R 25 A S . BUBRYL 29 J2 ADR 1) — L1
MR 1,
2.2 BHADRMIFERR

PR 2 hs T S R SR TR R T R 1 ADR &A= 4
[SREE SR NTY L P i N7 R R 712 8% 5 SO i = N
IR L YUY 2y W P e e — e NG 2 L . &l oy
BT, 1 T 2l ADR B Z R G B2 I 3 2845 74,8
T N IE AR ) i 2550 17, 5 80.00% (12/15) , Hiik
S BC T S 2 R A PR, 45 17 46.67 % (7/15) o Hijge2)j
W ADR A GIIHZE R 2,
2.2.1 HENIEHZ S I 25 B 2 Wi ve B
2 0, Sk A ObR A S ) FH SRR B T S0 A5 2SR s A R
FAF IS FHZY , 2013 4530 2 147" Fs B4 45, 23.78 % A TE
WA T 254100, AEAE RS A28 4. PR &M T
FARIZ IR BEIR G HRIEIE s BRI K IR YT L (R E

HEZE 5 2015 4F45 26 4555 2 1



*1

PR 2GR ADR B — iR 1B R

Tab 1 General situation of anti-infective agent-induced ADR
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Tab 2 Analysis of the reasons for irrational drug use in anti-infective agent-induced ADR cases (case)
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Tab 3 The situation that CFDA order the enterprise to revise package inserts of anti-infective agents
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Analysis of 192 Cases of Adverse Drug Reaction Reports in Our Hospital
HE Xiao-yan, LI Xiao-ya, HU Yi, CHANG Qiu-hong, ZHENG Qi-hui, DING Ling (Chongqing Jiangjin District
Central Hospital , Chongqing 402260 , China)

ABSTRACT OBJECTIVE: To understand the characteristics and regularity of adverse drug reactions(ADR)in our hospital , and
to promote safe and reasonable drug use in the clinic. METHODS: 192 ADR reports collected from our hospital during 2012-2013
period were analyzed retrospectively. RESULTS: Among 192 ADR cases, patients aged over 60 occupied the highest percentage,
which was 42.18% ; intravenous administration took the main percentage, accounting for 92.71%. Most of ADR were caused by an-
timicrobial drug ,which was 33.85% (65 cases) and a large number of cases were caused by cephalosporin antibiotics , account-
ing for 26.15%. Skin injury took up the highest proportion(37.50% ). CONCLUSIONS: We should strengthen the ADR monitoring
for antimicrobial drug and intravenous administration. Great importance should be attached to the effect of medication safety and
ADR of special group as the elderly patients on the skin and its appendants to promote safe and reasonable drug use and reduce the
drug-induced disease.

KEYWORDS ADR; Report; Analysis; Safe and reasonable use of drugs
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