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Analysis of 161 Domestic ADR Cases Induced by Levofloxacin
XUE Wen-xin', LI Jing',LIU Ya’,FAN Shuo'(1.Dept. of Pharmacy, China Meitan General Hospital, Beijing
100028, China; 2.Medical Record Department, China Meitan General Hospital, Beijing 100028, China)

ABSTRACT OBIJECTIVE: To investigate the features and patterns of ADR induced by levofloxacin, and to provide reference for
rational drug use in the clinic. METHODS: The case reports of levofloxacin-induced ADR were collected from CNKI database and
Wanfang database. The data of ADR were analyzed statistically. RESULTS: Among 161 cases, the earliest ADR occurred within 1
min after medication, and most occurred within 1 h after medication, accounting for 61.5% . Daily dose of patients were mainly
0.2-0.4 g, accounted for 87.6% . The incidence of ADR induced by intravenous route (80.7% ) was significantly higher than the
oral route (19.3% ). Main clinical manifestations were central and peripheral nervous system disorders, circulatory disorders and
systemic damage, accounting for 65.9% . CONCLUSIONS: Great importance should be attached to central and peripheral nervous
system disorders and anaphylactic shock during application of levofloxacin in the clinic. Effective measures should be adopted for
the prevention and disposal of ADR.
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B T N T Ny N Ry

[11] ORI B a7 2 35 R Sk SRR R T 1 I[0]. 16 R £ B [18] LRI, KRR, EArde, & Plarss RiAy7 L E A

2 %,2006,34(2):199. DR T T R T SRR T 27 P RN T RO R[], 1 AR LA
[12] B4, Sl g4 B o7 2 28 S0S AR v 1 6l [J]. P B A X 2% ,2003,21(11):737.

BT 22412, 2006,8(6) : 47. [19]  TRRES, 44 B R B3 5 20 LB i & R R
[13] By, oK gk, Ak, 55 1 0 v g DX A ) L B P iy 2 SN Ay HT[I] LA 25 52 4 &,2008, 14(6) :9.

WG LA )] B 5 ,2010,21(11) :57. [20] SRIRZF, B, XU T I R A B 2 B 96T L EE IR I,
[14] F1A8H, FRRLr, BAL, 451 1 & RR P25 55 289677 ) L fili T JRYL P ROER )] 4 v 25 5 J2 &, 2001, 16(6) : 481.

R B AT 73k B B4k (0], 4 B 52 A UAH & &, 2003, 18 [21] ABF7.BTEr a2 A7 /N L YLy 7 o 2% [J]. Lig B

(12):749. 25,2000,21(2):15.
[15]  BARSCHE B 1k 11 R A AT i s ool 27 2 2R 10 18 3 s g 47 [22]  FEAK I, X FEAS RRHR A= T 55 P A 25 2 34 Y 7 I WK 1

FH[I]. BR3P 32,2005,21(11) : 86. YL RS 10]. % B Hu k& 4 £ ,2002,27(12) :745.
[16] &l P4y 8 2 5 3Rl IR R I AR YT /N LR 1 PR 43 [23]  FEINHA, WR4s i A T R I B 43 8 R IR T L %

B[] B %A 5 A E A 4 %,2007,14(3) :27. PEAH S E R [I]. 440 B 25 S BR 44K, 2013,32(2) 1 158.
[17]  XBaisk, i 28 B4 B E B e se S AR L[]0 [24] Aok 1k VT 22 B a2y 25 22 A7 ) L3 S R ARl 4% 14

F25 5 4 E,2005,11(4):62. JTROWEL[I]. P B A& & b ,2013(3) :88.

[25] ZRIGAL P4 B IR A FIRRIGTT /N LN S Z A I
RWEL[T]. E 52265 52 9%,2011,24(13) : 1 547.
(ks H 3 :2014-03-10  f&[8] H 1 : 2014-05-09)

* EELN, W BERTT ] BUE S IR R 25 % o E-mail:
xuewx200866@163.com

#OB A BARZGIE . WS PEBE 2% . E-mail: Li-
jing0127@sina.com

hEZE 2014 FE s HE 48 China Pharmacy 2014 Vol. 25 No. 24 - 2283 -



oA IR B BT RE T U R, Al P AT S v
T2y b et s B IR T H #2302 A R E A BN
(ADR) W4l H #53% £, H ™5 ADR WH A K AEY, Xt E
R it AN BRI M r o B 30 A 8 K24 il AN BB A B
) E R A YD R TE SRR AP H AN RSN R T U A
|2 24 i ) 7™ B AN BRIV, ZE 3 % CNKIEHE 2 #1777 %50
P PESCSR F4 1 A 161 31 20 S S0 B B ADR A SR 40E 54753
FIERVS, BIEMIRIR G B 25 i 22
1 #REFE
L1 kIR

X} 2000 —2013 44 CNKIEHE P2 1T EiHis R~ 9 5%
T A TP R ADR A ZHRIE SR TR ZR KR T “ AR
TP RN RN, T 84 30, FbR EEA T I, AR
ADR SCHR 145 55, ¥ & 161 7] 4%

L2 EtiFiEsRAE

SCHRAN AR : IS hR il RARE 58 s 2 IR | 220 58 4
FHZ550) 1 WA s ADR &2 A= NPT (I R R IV AE o HERR bR : K
25 0 24550) B A 191 s ADR & A= IR TR) AT ) 91 5 B8 e B 52 4l
TE R 1) BB SEARBEORE s TRYT 5 58 L ADR SE KA R EAR
7)) s BEGRAIGE K ZR SOk
L3 SifiAE

I8 152 SCHIK , B2 HOSCHR b AR OG5 B, A A R Be 44 B L AR
PR ARSI IR 45253842 45 24557 5 S ADR & AE ] |
FLRFIAE, RAMR AR L25 00R B N AR S (WHO
adverse reaction terminology) , X T 43 SCHik HF A R AR 1
T RLEA
L4 I&EKITMERAE

ADR T BE 73 RN R 2R 6 R PPN 2% TUAE B ADR il
e BT BOARAE . ™ EE ADR 35 B SRR GO AT B ik S
S ) BUH L Book  BOm  BUE L& KA, T g R 5 AE Y
ADR, i3 12 B TAERE , 1 B B 5 S AL B
2 R
2.1 BHEZEZSE ADRMER MRS

K ADR [R5 £ 1A IR BUE 18~ <65 % (68.9% ),
HUKZ 65~ <80 % (26.7% ) , #FJ& =80 % (3.7%) , e Ja & <
182(0.6%). <182 BAT 1], ok, 2G5 i |
WP B GY  RE AR M A R 1.

x1 BEERRENSE
Tab 1 Distribution of patient’s age and gender

A, % BRI BRI AIBIEC R, %
<18 0 1 1 0.6
18~<65 37 74 111 68.9
65~<80 25 18 43 26.7
=80 3 3 6 37
At 65 96 161 100.0

22 BERHGREELSH

ZE SRS R T R S S ADR fie &, LR
T RGP, WA PR A FE R G BIR TR A 30 o T2y IR 43 A L
2,
2.3 HRHEERENTG

161 4] ADR 7, lbkii i i 42 & 2 T DIRE A , Bk
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Tab 2 Distribution of medication reasons

SR %k W, %
e W] 76 472
W PRI B R EEHR 24 14.9
Tk R G 36 24
NGRS 12 75
oAt 13 8.1
&it 161 100.0

13041 (80.7% ), ITHR 31 1411(19.3% ) .
2.4 ADRZ%4HHESY T
161 4] ADR &A= f o FZh )5 1 min, ADR &ZAE7EfZ5 1 h
PLPNI d7 15500 61.5% , Hod ADR %25 10 min AP HES 1
07, R Ik TR AR 45 20 5 T IREA 2442 ADR S R AR T HIZY
LhUUJG. ADR &A:ma] 434 W3 3.
#*3 ADREAHEST T

Tab 3 Distribution of occurrence time of ADR

K ADRIRJA] BIKAZBIEC DRGAZEE BB HE, %
<10 min 48 0 48 29.8
>10~60 min 22 0 22 13.7
>60 min~24 h 25 4 29 18.0
>1~3d 20 11 31 19.3
>3~7d 11 10 21 13.0
>74d 4 6 10 62
&it 130 31 161 100.0

25 BEBFENSTH
161 1] ADR H 5l FEAE 17 0.2~0.4 g, 25 5 4% ADR
M87.6% ; Hdh LI HH 0.4 g%, HFRMINEA,

*k4 BHENTH
Tab 4 Distribution of daily dose
Hiflit, g ik HRE, %
0.2 31 193
0.3 34 21.1
0.4 76 472
0.5 8 5.0
0.6 9 5.6
>0.6 3 1.9
fit 161 100.0

2.6 ADREXKZE/RFERIGKTH

ADR FZAE A X B AN E M4 R (35.6% ) JF
RAGIFE (16.2%) 14 FHEHF (14.1%) , 547 ADR &
BB 65.9% . ADR & A= B YR HERT 6 57 M A U s Bk AR
T (11.5% ) &R Bk % (7.3% ) VWU K & 7E (6.8% ) | i #&
(5.2%) J95(5.2% ) FIEL(5.2% ), FEILFE 5.
2.7 ADRHJEITRE

161 f5i] ADR H, 76 {7l B 45 T iR 97, 85 Bl IR & R4 TR
IFo A AR RN U et 9Bl
3 itig

2D B ARG R 2 R R R B A
TR, e 2 LR AL A0 i 20 5 DNA TG 196 4 DA
i 10 ) 35 1 , BERSHE B DNA (A . A2 b B H A 222
TP RS RS AR R GUERGY AL 12 A i el e, 3
ADRIRIE MBI L . AWFITLE R LI, A2 F 30D BN I

HEZG 20144855 25 4555 24
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Tab 5 Organs or systems involved in ADR and clinical manifestations

BRHH/ RS IR (FlR) Bl M, % PEEASRSFIK BT EE, %
LG YRE SRR RO (3) i SRS (22), R (1), F#R(1) 27 14.1 2 81.5
PR SNAME R G E SR, KE ) R AAE13), i (10), FRHI(4), IRERESI(1) , Kbk 68 35.6 18 26.5
(9), FRBIA(6),1E2(5), 4 FRE AR (D) KR (10)

TEH R G Tk (14) , BIILE (), M8 (10), DA (2) 31 16.2 2 6.5
MR R G E FLAMLR A (2) , sh kAR (1), 2 AR (1) , i/ Mg (1) 5 26 0 0
LB R G BRI (4), 1595 (1) 5 2.6 0 0
R LB 5 FE(10), ZRIMELIEE(L) , BIBEE R % (3) 14 73 4 286
LRGN AL (10) a3 (1), FFEETH R (4), 38R (1) 16 8.4 1 6.3
WP R 40 WP PRI (6) , emi (1), A2 (1) 8 42 7 87.5
WIR ARG BE TR (3), bk BEAS (1), Sk g (4) 8 42 5 62.5
RGBT MAAE(3), g (1) 4 2.1 0 0
HA PSR (1) WS R R (L) ZEREK I (1), AS PRt K I (1), SR IR (1) 5 26 0 0
A1t 191 100.0 59

W WS TR () — L 22 FH P 22 G J e, i FLAH 5C ADR i
Z HUREHRS, RIS IIR RS, X5 HAELL - =285
2z B IR .

AT R BN, Lot A2 S Vb LR ADR B AR 11
Pk, S0 E FESEDHGE AR FAh, BT ST E DX 2 i o
YAl 51 ST R BB , SO HERE T LB A A 4E 1300
TR 1850 LU R WA . AWFs A L 17 %
Ao R TR I R R KR TR 0.3 g 2 AUV B [ iE
95, T (91 1 R s VI 07 ) 2 S e T SR ) o 3 AR A AR
A 1 W 5 2 1 LA R B LG s R TR . A Y
TN, >60 2 HE K A R TD B S R B ADR AR R
5ER LA A T T RE T M L RE IR &0 2K i S5 o,
T AT FH 24 R5F 7 22 i 1) 9 B st i 4 551 4

AHFFEEE RN, 2 A D 5L ADR W B I TR AR
LT O REE, ZAETERZY 1 h L ADR Y LLF ki R4
4825, DIREAZE R L AT Lh UG . & AT 10 min AP
A ADR (5 B 7150 29.8 % , Ho o i SR AR 5 B9 & AR 2 7E 10
min AP, 17 HI IR 24 . X e B 22 Vb B Dk 45 2 3%
12 k% ADR BB 4% IR 2y A B . FoRBATR RIS,
IRARIT R V) R R B O, — HUR A ADR Wiy B2y,
7 1k S DU R A . A SCHRIRE , 22 SR RTD B R ke 5
2 %= ADR BIHER KT B2y, SAFI T 45 AR, HR
DR — 7 12 B bk 24 2 B P T JC I IDE 1 52800 , B0 ADR & A= 2R
s s — 7, AT BE S R R A e, — O R R EE R 0.2 g/
100 ml B 72 S0 TD 5L VA A T B B) 7 60 miin Ao IR PR
A2 B, 75 BB AT 352 B R T BRAFAR X a0 14 iy v
B X 2> ADR 09 % A= FH B 8, HL ADR & A& 19 28 BUAH 1 s
AR TR S A AR T FE 24 B 0 o 3 T L | T R ()
ADR (A B EARTE ) o

AWFIE R, 25 R YD L ADR 84 h7E H i 0.2~
0.4 g, 2954 ADR (1) 87.6% ; Hirp H 15 0.4 g kK 4= ADR %
2, NAT2% . —BAEBLT , 22 R VD B0 R o 1 i H
I 0.3~0.6 g, ki i H &=k 0.4 g, B A BRIk H
AW E 0.6 g ILTTLUE ), 2806 A5 D 2 &4 ADRIH
IR IR H G . R A AV 2 5 2 ADR 94
BAE 3,5 1.9% , 25 B &5 518 0.9.1.1.5 g, iXFHH
e SRS B & A ADR A BE SR A B GG

TEHE 2014 FH 5 HE 24

AR, 22 ARV 2 ADR T B A e th R % Ah JE #
LRGME FBHRRSEMRE SHMEME, 5 ADR AFIKE
65.9% . X5 LIfE ADR#GEE 27, DIARE A S H D2
AR 2 %A T Rk R L AR R G AR, ARFAE AR
R AN EAN 4 R G0 TR PN R & AR SRR SN 205 3
B R RRASE ; 4 GV E R A AR e i R
FNE | FAEE  IEIA R G BRI R L O
R E o AW AU AL ADR 2R/ R G HEA A 3
DL EIR IR R 4 B P P AR R INE IR RS
X5 (2GS KR A 8T 4 ) 45 A AU VD B T S R
BN RSN W RGBS A 2200, AN AR IR R, A2
SAHRTD 5 ADR HETT 6 57 A U R B EAK e B K AR L
Bk 4 At 9% B HAp el SO SE R A, 5 AR SR
R IE K (2 A BRIV BB AT, sk B e 2 B
ADR F R P Y AR RO B, A M A i GBI
To— H & ST B E R EM R G, e i S R R O
T R BRI A T T 2 N 22 EEL g | Ry B 2 R B A A ARAE
FasE . TR, X REA A s T 2 2 3 Sk i JR O A A2 4
GV BRSBTS AN ARV A A S AR R R A ] A
HX K AN b 25 2288 ADR . Horp i ok 7™ B 1 S 00 R & A, 1
KA BRAUR F i R TE . A ST T A 8 3 AR e A
KEAER BRI 1361, AP 2 B AEIEAE 70 5 LUF , 1X 3%
W AF BB A R o KA R N AT e - Z2 AT
FELA SRREE o] A ot B o R AR 24, S y- 2 TR
(GABA) Z LA, AT BHWT GABA 244 5 K AR BE A i 322 4%,
IR , TS R o B SCHRIRE , 22 R 2
S EUIR 1) &L S AR G, AR O, BRI
I 2% A RAIG, IR B 1 S 25 SS A e NI B 5 kA
WX Hh 22 R GEREAR . FSIRG PR S VIR 25 v i £ 3 ol 22 803 VD A2
f IO R A 24 A N 2 ), 2 R H T AR AL, DL
G RETE G R

ZF LTIk, 22 AT 5L B AT 7E 2R R )z
ADR TEIT IR _EANZE ZAR, U Hois S oh JE 4 28 2R e 4t 3 St
TR e A R 5 R I PR IS 45 A B A F L . I PR 22 503
V0 LIS 7 A 4 BECHT T 24 I R IS 8 5 D D)) N 24 b
B AT 24, T Ak A L o T A R, 5 i A YR
BE ST AN G IR RN 4 I b 28 R GE i R
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H OE B R EEBRE A Ol A AR A ()8R BB 5/ E4 (ADR/ADE) 8 — SR HUAE B &, A 16 R A28 1 25
B AV IRMARAEA L ik R A BB R F ik, 20115 1 A —2013 4 10 A 14425 T ek a4 48598 B (1) 34 75 49 386
1) Bl 45 4% % % & % ADR/ADE 84 48 % B DU AT %3t Ao 547, 45 % . 386 4 % % 4 I ADR/ADE 2 106 4 , & & % 4 27.46% .,
ADR/ADE % A B i8] 5% % LT A 25 2 B 1 (92.45) ; b, B A R B MR L 4 38.71% , & Ak B 2 HAF 30 Z 48 0L 4 29.57% , T
Fe R G AR E M R A 19.35% , BT 345 ; BA%2h AR i R B RATIE S I7 5 10541 (99.06% )5 4 R, 4k R EERT
Rewk A48 R (1) BT 52 ADR/ADE #9 4% 5, e i& 35, 5 & BF & I Aw iE 5 48 B2, A i 7T 3% & Il 25 4% B 2 69 R 2h 1R A Fe 0l
ER kAR (D) R R R/ o4 A 2

Analysis of 106 ADR/ADE Induced by Ethambutol Hydrochloride, Pyrazinamide, Rifampicin and Isonia-
zid Tablets( 1) in the Treatment of Pulmonary Tuberculosis

XIAO Zhao-ying, QIAN Hua-fei(Dept. of Infectious Diseases, Shengzhou People’s Hospital, Zhejiang Sheng-
zhou 312400, China)

ABSTRACT OBJECTIVE: To investigate the characteristics and general pattern of ADR/ADE induced by Ethambutol hydrochlo-
ride, pyrazinamide, rifampicin and isoniazid (EHPRI) tablets ( Il ) in patients with pulmonary tuberculosis, and to provide refer-
ence for rational drug use and safety evaluation. METHODS: By retrospective study, ADR/ADE of 386 patients with pulmonary tu-
berculosis receiving EHPRI tablet ( Il ) during Jan. 2011 —Oct. 2013 were analyzed statistically. RESULTS: There were 106 cases
of ADR/ADE in 386 patients with the incidence of 27.46% . ADR mainly occurred within first 2 week after medication (92.45% ) ;
top 3 clinical manifestations were gastrointestinal reactions (38.71% ), lesion of skin and its appendants (29.57% ), and hepatobili-
ary system damage (19.35% ). 105 cases were improved or cured after drug withdrawal, adjusting usage and dosage or symptomat-
ic treatment (99.06% ). CONCLUSIONS: Great importance should be attached to the characteristics of EHPRI tablet ( Il ) and
ADR monitoring, and find and dispose ADR timely so as to improve the medication compliance and cure rate of patients with pul-
monary tuberculosis.

KEYWORDS Ethambutol hydrochloride, pyrazinamide, rifampicin and isoniazid tablets ( Il ) ; ADR/ADE; Analysis; Rational
drug use
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