s (DI TIRIBN . AR FRB T4y, 45 S Wrbr i
N >84r WAR K AT g ; 6~8 ) WAR T ; 3~5 70 N fE; 1~2
ST NANKATRE ; <O Lok . ARS8 Ay 122 £ 8 35 RU-
CAM 1431 =343, P43y 6~8 43 (IR AT fig ) #5 62 44, 3~
543 ("I ) # 60 il
14 [ f Maria$RE S REHITENIES

Maria FREFE/" P ZEALHE : (1) FH 245 5106 ASRE R HH B i
() 56 3R (CEL46 FH 24 ZE R I sl 8 S s [ L D45 24 28 AR
IR ] 45524 A2 IR A 5 (2) BRAMLA R 5 (3) Ak
SR (DA BECERHZ; 6) T H2ya IFs it . oF
O3 FIRTERUE D : > 17 50 8 5E , 14~ 17 43 N AT REPE R, 10~13
SR RE, 6~9 5 AT REE/ N, <6 53 R BRAL .
1.5 K Fi DDW-JiREIED REHITEN TS

DDW-JFRUEES I A4 - (1) IRE 2 Rt ] (24
R AFETE R ) 5 (525 )5 BF R REMK A 15 O 5 (3) 4k 2L FH 24
BN RSB R R (IR s 4T R ) 5 (4) BR2GHILUANEE 5 (5) 259
REA: A0 05 41238 5 (6) Mg BRI RL AN F1 40 He 5 (7) 2503k B8 2 it
TR 5 (8) PR RN . foeJim FIM 4 5 R - <2 43 Jy vl Rk
I, 3~443 A W RE, > 543 I AT REME K.
1.6 SEitEAH*

i T SPSS 17.0 3 A X 404l AT He 143 o THBORHA
X+ s TR B R DLBFIECER R LR L ECR i . P<
0.05 hZERAGIHFE XL,
2 #R
2.1 RUCAM 5 Maria #5150 RGN H R

XF 122 451 DILI g3 43l i J RUCAM 5 Maria Fr 1 745
RY AT E PRy, G5 SR LA 5 20, B R ULy, el Al
AL RS R TEAr 45 R T ARG 281 JAH2E T 945 61
7], K22 2 945 33451

%1 RUCAM 5MariatrfE1E5r R SRR AEM &5 R (51)

Tab_1 nApplication evaluation results of RUCAM and Maria

standard (case)

- RUCAM 43 s
Mol et mam um AKTE ke o
e 0 0 0 0 0 0
TTREMEK 0 0 0 0 0 0
Fe 0 30 28 0 0 58
A figtk /N 0 32 31 0 0 63
G4 0 0 1 0 0 1
At 0 62 60 0 0 122

2.2 RUCAM 5 DDW-IHREED REMIERER

122 151 DILI #4351 15 F RUCAM } DDW-J ARAEREST B
Gkt T A RUCAM PEA 25 S “ AR T fig " Fn“ nl GE " &
IR —2, AKATBE” R TR B I — G, Ao 45 2%
PRI LAR 3R Fn PN S R LR 2, R 2 aT S, BRI ES R
G RS S AT 150, 22 1 A7 10741
2.3 Mariatx/ES DDW-JFREIED R LB

Maria br i 55 DDW-JARIETESr R G017 40 45 548 L3 L3 3.
FH 3% 3 AT 1, Maria FRifEIE A3 R GEITA 25 =10 43, )7 4 DI-
LI# 58 15, T DDW-J AR ifE P43 RGETF 43 45 58 >2 43, HlE

- 3634 - China Pharmacy 2016 Vol. 27 No. 26

DILI# 120, N K s AT i LA , 2 A it 2 8
X (P<0.05).

#2 RUCAM 5 DDW-J iR T4y RS AT 25 5 (1)
Tab 2 Application evaluation results of RUCAM sand DDW-J

standard (case)

RUCAM ¥/} A
POWID i el ARk S
[ZivN 0 105 0 105
Al 0 15 0 15
ATt 0 2 0 2
ait 0 122 0 122

%3 Maria 5 DDW-JFREITS RETFN L5 R LR (1)
Tab 3 Results comparison of Maria and DDW-J standard

(case)
N Maria 7E43, 2
DDW-11F4 ’/ ’ PASAN
W) <10 >10 it
<2 2 0 2
>2 62 58 120
&b 64 58 122

Maria #1 1 . DDW-J b 1 5 RUCAM P43 25 5 0 18 WL &
4, HFR4 W%, Maria b5 5 RUCAM #4945 58 14 (47.5% )
H)5E Jy DILL, [fif DDW-J #3ifE5 RUCAM #J47 120 {5](98.4 % ) 1|
72 M DILL, #t DDW-J b #fE 55 T Maria F57E 542 it RUCAM 1
Iyedh
4 MariaiRE-DDW-J 455 RUCAM 425 B HI7E (1)
Tab 4. Judgment results of Maria, DDW-J standard and RU-

CAM (case)
. Maria PESY, 43 DDW-J 145, 4
DDW- 454
MR <10 =10 <2 >
>3 64 58 2 120

3 it

Wil A T A =l A & R e AT BHEE R A H 25 TR,
AR RSB HTIE R (024 b S AR Ag it bt (HAR R IR 19 B 24
YsRFBRAH E B T RS R R E KR
AR Rty J P, 29 50 % S DILIY . 3% [ B R 78t &
A B AU R TP 2938 10% B9 5B & 2590 Frifs &, DILI
AR NATT B Ui 8T ™ F 083, 3 i T A 2 KR I
T IR 2. Anfal RIS W R B DILL, B A 4G
MR AR, — R & 55 i E N .

HL4E 1988 4F , Danan G 5542 ) T (2P DILTERHH LR
SUCSWFRIE) AR FHNEEZ ARG Gk SR AT
W, HARAE S e ORI R 2 8 —E MR R . tb)E
Danan G 5P Tajiri K 250 Gl o AR R, T 1993 457
PEAL A RS 2R A LA T, BRI T RUCAM 343
RY. ZITH RGALTE A R O HERRE &
ETE ZIY R R O54c RERE 2518 O | s DR 2% R
2 SN T ANy T B E A R S AR R TR IR AT RE”
CHIRE” VAN K ATHRE” L CTER B ARG, R N AT I 2
fk. 1997 4F, Maria VA 25"7E RUCAM ¥4 2 48 St b iE4 71§
A, #E TR A Maria ARiETE 43 R 48 T DILLAY SR PEAN,
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AR UG R A T N B RS AT B R TP o 8 2% 1 3
FEA5 005 2 TR %5 5 6 32 W RT3 LR DILT B 3 A U 32 o
2004 4E W A i (DDW) H AR &1L F25 lE#R R A Fh 2
YA R FE RS TR], 25 AN ] B AR T
B0 DILLIZ Wids i , B DDW-JAR7ES, {0 B 5k Hu T 5
[ A M DILTZ W7 IS 4 /0 b o 2 7 tho i 1 3 1 AR
B FiE—2058.

H A1 FE N 422 2590 8 RUCAM 3143 & 58 78 DILI i [H 5
M o A T i — St R e 3R A 2015 4F AR
2O R R A R R I R B 2 B R A 12 )
PR I2 R 48 7 ) Th b JLHE# 12 W7 DILL A1 4 3=
ARFFTHY 122 ] B H I B e 4 RUCAM ¥F5r R G T 1E4T
ZE LB T BEAT ARG 2, R i A DILL, 122 B4 4
DDW-J bR #E P4 R GE AT 143, >5 43 vl g K 105 ]
(86.1%),3~4 A I HEH 15491(12.3% ) , RIW]i2 W4 DILI )
17 1204511 (98.3% ) 3 22 Maria bRiERE5r RGTIHEA TIE4, 10~ 1343
17 W BE & AL 58 i (47.5% ) , BP W] 12 Wi >k DILI i 45 58 fil
(47.5% ). # DDW-J 4515 Maria b il PRI SR> EF T 58112
A5, $#278% DDW-J R UETE DILI 2 b 200 T Maria brif,
H 5 RUCAM T4 RGEH)—E R . Maria bRifE i ITM 1 BEEE
22, % B ATRE S LR ANy A 56 - (1) Maria b ife Hh siofs T
SPFILLE TR TR R TR L Al 5 2 R
AR ARV, M E — R R o FLAG P20 i B B by B e
SR 1) JB A PR PR HR T AR AR N o IR A B
FEA R LR P B A i v SR B, AR 4 122 (R 3
Fh A 53 BIEAE ITFAR R . (2) Maria ki b, 2545 I A
PR H B R 7E 4~56 d AT T 43, {H DDW-JWRTHETE 5~90
d AT 5 43, 50— 43 TS RS ) S8 5 08 Maria B o 1E
TFVE5 238 53t IR 2 INARGL AT 3901 i F 1 24 56 d Jm &%
Forr 20 451 i WOMarta bR fETT 43 <10 43, Bl H e S N RR 12 M
DILI™, (i 3k 201 22 DDW-J b5 T4 134520 72 Ry “ AN
12 Wi DILL” . (3)Maria b5 E £ TF 2 A 25 0473 1 43
575 15 SR IR R B0 405 O T 12 RN 2 AR 4L 9% P 2
T 13RI R DILT A9 23

A LA RS AE S F RUCAM . DDW-J 41 5 Maria bRl 3 F
AT RGNS 122 25 PE IR0 (R A T2 WA R p, &
P DDW-J FRifEAH 3 RUCAM 43 2R 40 B AR AE B e b 1
2510k B2 40 R S 6 e g R M R A B N I )
IR A B A3E N T 2 43, {R ) S AT BE 2 DILT ) £ ATh
L5 RUCAM P43 2 58 1 10 3 o5 — 350, 3890 343, H 1A B 14 i
T E 13 BT B8 v A A A 2 U L ) 3 4 A
DDW-J FRifEPE43 3 G - B AT e AR T2 AR 720 o b
WA SRR 0 L, — e ¥ 5 RUCAM 4> REEIH
TEM ORI , W AT LS T DILIZ Wi Ry . TEdnAs
WFFEITRN , 122 151 £ 38 $5 KA T 245 1 bk £ 200 o 38 (L
DDW-J R EIEA 71743 19 e 2 B 78 45 5 5 RUCAM 143 R 40 5%
A—F, DILTAJIZ KTk 5] 98.3% .
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25 bR, 16 DILIZWT 9 R4 of , RUCAM Hl DDW-J
PREPESr RGEIIET Maria bRifEE > 2248, DDW-TARUETE S
R GEAE T EEE, B RUCAM -4 R 48 76 12 1 DILI
HBYRCRANIE , (H DDW-J R 2 AT 2 2% , HALEE H AT R
FEAT 2 BB A RATEE F 250 L 20 M R0 . PR
EH I RUCAM W00 R GEATI H RTBC HER | ] Bk w5 i)
DILIIZWiiF RSt
S22 3Lk
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Fe e 28 ) LAt FH AR T VRSO RS20 R 52 PR 70 A
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B E AWM. ABILSMEARFETEMREEAE, Fik KEREILA2014F 11 A —20154 10 A4 A # AT 2R
JU8G s R AZ B, YA ADR 2 £ By 35 A% , #EATEA ] PR B xT RRAF R, R A =4 £ £ W K & % B % Logistic = )2 4= Cox = )2 #4113 IL it
Logistic ©1 )2 547 £ )UE A # & T 2R B ADRW Hra B &, 4R 9 I8THME A A& T4k e BIU, F 35485 (4.21 £2.63)
K A& ADR 23], KA FE A 0.25%, P, KB 2146) (53R IEIW ) A 240 2 F 69 ADR(ELIEW L IED @ & H %  AH R .
B R 1], FRA H#1B]), 234 ADRZE A )2 BT, K TR WA = 5K EARE R A %, @350 B il
WA AT BN E R R BILRR RAA G SRR MRS AR S A RHEEFRFR, EFHARITF
FL(P>0.05) ;4 A #FTiESHRADRA A%, 1~<3% EBILMAH0.11%,3~16 % BILA A 031%, Bz £ F L%t &
SL(P>0.05), %5k AETIESRADR L AWRRETHAGSHAGH £ R0 E R 5 EE, SEGHH AT ARKE A
i AE A R B K E M B A R e 2h P B BT R Y R S, ADR KA 09 I AP 55k

KR AFETEIERRE L RF) AR AT B B &

1001-0408(2016)26-3636-05

Analysis of Influential Factors of ADR Induced by Reduning Injection in Pediatric Patients of Our Hospital
SHI Changcheng',ZHANG Pengfei', QI Tianshou’( 1. Dept. of Pharmacy, the Affiliated Hospital of Medical Col-
lege of Yangzhou University/Yangzhou Maternal and Child Healthcare Hospital, Jiangsu Yangzhou 225002, Chi-
na; 2. Dept. of TCM Internal Medicine, the Affiliated Hospital of Medical College of Yangzheu Uniyersity/
Yangzhou Maternal and Child Healthcare Hospital, Jiangsu Yangzhou 225002, China)

ABSTRACT OBJECTIVE: To observe the characteristics and influential factors of adervefSe drug reaction] (ADR) induced by Re-
duning injection. METHODS: The clinical information of pediatric patients receiving Reduning,injection”were collected from pediatric
department of our hospital during Nov. 2014-Oct. 2015. Using ADR as oufcome indicators, case control in the queue design was con-
ducted. The influential factors of ADR induced by Reduning injection were analyzed by using binary univariate and multivariate Logis-
tic regression analysis, Cox regression fitted 1:3 matching.Logistic regression analysis. RESULTS: Of 9 187 cases, the average age
of children was (4.21 +2.63) year-old; therg/wetre 23/ ADR cases, with the incidence of 0.25%. There were 21 cases of rash (9 cas-
es of combined pruritus) and 2_sevefe ADR cases (including 1 case of twitching limbs, blue complexion, peripheral cold, high fe-
ver, leg pain and 1 case of limbs cold and high fever); 23 cases of ADR symptoms finally disappeared after treated. Based on drug
dose and usagenof low |concentrations and low drip rate in our hospital, regression analysis showed that age, sex, drug dose, solvent
amount,, concentration, drip rate, source of children, drug combination, the group number of daily continuous intravenous infusion,
infusion order, the days of continuous medication and other factors were not statistically significant (P>0.05) ; the incidence of
ADR induced by Reduning injection was 0.11% in the group of 1-3 years old children and was 0.31% in the group of 3-16 years old
children. There was no statistical significance between 2 groups (P>0.05). CONCLUSIONS: The reasons for ADR induced by Re-
duning injection might be the drug itself, the wrong methods, etc. Reasonable drug dosage, low concentration, low drip rate, using
sophisticated filters infusion device and changing infusion device while dressing can reduce the occurrence of ADR.

KEYWORDS Reduning injection; Aderverse drug reaction; Case control in the queue; Influential factor

W TIESNROE T E A BT A EE IR R TSR EIL, B e LB EREE T R Y A A RO

AEH 258 SR TE S A BT AR HE R 25 TS, 205 T
SHAE ME T 3 SR 2B, BA R ARER HURRE DU SR
GREEAE RN I PR N T35 W R G T T L/
JURBETERETS 45

AWFFE I T FBE 2014 4F 11 7 — 2015 4F 10 J fi T #vat

A SEEIH - M T RHETE S Ol R 22% ) B B 95T H (No.
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(ADR) FJHFIE, lbi8 1~<<3 B BLZH 5 3~16 % & L4 fH
R TSR ADR R AEIE DL 255 i B AR A
1 #EREFE
1.1 HRskiE

WM FE B 2014 4F 11 J1 — 2015 4F 10 7 (i Fl #7351
BT 192 BAE B 8 LAL 9 187 ], AR5 1~16 5 (FRBE R 1 % LA
TR JLAE (1l G T ST, 16 2 2L ERLE 2 ATERR B
LB o
1.2 A&

SKICRHFEA (R HETE | 12 e 45 A W) | A 3] PR s 451 o) B
FERY . ADRFIBbRAES IR (245008 RSO 41 15 A 45
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FRINTE VORI CH DL B2 AN RSB AR S AN AR i)
1.2.1  ADR/Z4 5N B EE (ADE) Wil B 3P4 ph s oA B2 Ui/
PR /2 7 W 2 P S LAY TR ) — R . SRR
JLAE 25 8 1) 1 38 ADR/ADE MBS (I0EE T SR A B
PR S 22) , I AC UL ADR/ADE [ PRFEEE I
PREEZ RIS, RIS, Hh 242 I R S5% K 41K ADR/ADE
PR N A TR

ADR/ADE 4t EZ A5 : DA FAF B ——ADR/ADE
S A T @ LIEASR B ——R L4 )RR
AR AR MR R BT ADR/ADE K% ADR/
ADE % ; QM e HEF B—W B 56 I G B A
HeuEscs GEHARR CETR S R R AR
1 2y Ak i i) R 25 )RR 45 ; W ADR/ADE HEAN {5 B
ADR/ADE £ #R Az it e G AR (25 50 (52 nl el it e e
AT e BB | P AT B 2 S R S TR BE R RE ADR/
ADE iR B B R 45 s O A58 R A B 55 .
122 FdEgA RAMEEERARGEN TR, G—44
5 BET RO 4 550, o T RIE S AR, R A GEA
WAz R by BT 3K, B Je SR B Ak R A W 2 A &k
AE U
123 BsmmEys e WA R A bR R E R
X W PR AT BRI W AT | DU AAIE W I S N 28 R P T
2 5 A R T8 53 A JUIAG A5 2500 o o 45 W 3 B, Ay o
P ic sk AR MR , X W R P A, N BR 42, #h T
ARG, XA IE AR, DI TE R R
124 REEAE TS RNE AR SRR KRB
T S I i T 0 B A B LR 1 (i A A AR I B
(B B SRR B IR AT L AR SO 2 R IS s T e T
6 % Lk I 2 HA U A AR AP T 25 2 EL 798 30 min Vi 2 i i
FAE 5 Fe/IMELAY ELBIATERD o

#1 HREASTIHRAEHAESHBPEITER

Tab 1 Comparison of usage and dosage of Reduning injec-

tion in our hospital with the instructions

i o3 % 3~5% 6~10% 11~13% >14%
) B R L R L R
HYH sl 6 % 10 10 10 15 20
TR, ml 100~150 & 100~150  50~100 100~200 200~250 250
W, % 38~57 & 63~91 9.1~167 48~91 57~70 74
T, /min 20~25 & 25~40  30~40  30~60 30~60 30~60
0minfEE,m 12~21 L 23~55 41~100 21~82 26~63 33~67

LA 18 & 233 244 3.82 247 203
1.2.5  BABNR BT BRI DU R R 50778 DA A 2ER9
187 B FBLAE =BT, Hidr 23 5 & A= ADR B9 8L, B3l 42 R
1+ 3 DCPE Eb A1) A BRI H S JBOGT B, 48 A 69 431 st LA SR X R
TEFEXS MR A VC L R AT 112 8 Be A 4 31
G TSR H
1.3 #FitZEH*

KA SPSS 19.0 B il AT 48 it o3 b o TR BERII Y £ 53
I, 2R ORI 5 THECTR AR R IR Ry Ry, HEA 70
oM. SR RN R 2 K Logistic [H]HF1 Cox B
U4 1: 3 VLHL Logistic M 3477 , #8115 | 2 ADR/ADE & A= 1)
A FS
2 H#HR
2.1 itk

LW AE 19 792 kL, B IFEE LG AWEZ 9 187 4]
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BIL, AR (4.21 £2.63) %, &4 ADR 23 7, &4 H
0.25% . FERRAEIS 4 AL : 1~<3 %/ L4 .3~16 % L
41, MiZH 8L ADR AR ILEL, 25 S R Ge i 5 X (' =3.03,
P>0.05), HiRk L% 2,
F2 MBETEHHADREGITHI(%) ]
Tab 2 ADR statistics of Reduning injection[case( %) |

415 AR TR K At
1~<3% L4l 3(0.11) 2715(99.89) 2718(100)
3~16% LA 20(0.31) 6449(99.69) 6 469(100)

2.1.1 &4 ADR LI —MEGL 23 61 ADR YJE & iy,
JCEREER AL o BRI, Hoh ,— % i ADR 21 491, P EE Y
ADR 2] ; B 1L, 2otk 12 1) 359 R0 AF % 21 H ~8 %7,
355478 %, Hp 21 H ~<<3 % 3, 3~8 % 20 4] ; {4 Jii
10~30 kg, ¥4 19.3 kg; JFEBRBN : SR 70, Stk
BAYELRER 2B, ZREMAR 66, Py 2 4], 2k
JRYLPENH g 2R R | S B R JEIE T R St
RN 4 4% L) BEAEAT 35 55 2 0 sk 2 ], g
ADR/ADE i 1 ; B £ JC ADR/ADE % H2 .
2.1.2 ADRZEM AF545)E  ADRFEI N K2 21 ) (o
BHBEEIM]) , F A LG, DU S R S KA
B R 1

ADR H BR8] 55 25 A FF U o e A T SV 2 min )
e B B R B R A 3 K5 b, 2~30 min 6 ) 1% Ai45 6
B,2 W2 A7 A0, 3 22 Ay 34,24 hize Ay 248, 48 WAL 2441

ADR b HT R - 23 1] £ LAE A0 ADR I #5115 FH A  T°
HESTRAREE  Ho, 8 BRI 4S T2 AR B, A3 3 71 T b JE K
iy 2~ 4 mg el S5, 100 M Ak 5 mg bk s, 16173k
15 5 R 15 mg UL TR, 3 61 7 S il e W 3~5 mil LT

AR TR, 23 151 )L ADREAR I 2K 5 B2 92 B PRI 7E 24 h
MR, A Lh 76,2 h g 41, HAs 12 FI7E 24 h g,
W, 13 % 11 A L R R i kR A A
T8 20 min BV AR T 58 R RS, Sz BV IE TR
i ZEAKARN 3 mg F bR, DA 39.8 °C, BB LVFBESR , 2 hJE T
B R ADRAEIRIE G . AN, 14 % 1 7 )L S T
2, T kR T R TS 10 min B R R ¥, 5 min Gk
IRTHZE 39.2 °C, 3 BME FHIE T L ZE KA 5 mg BRIk, 2 h)
IR 2 37.2 °C5 % L 28 d 5, K B S A e ko
G TS, 15 min & H B R, a7 B2 02K, 30
min J5 R IR ZE AR
2.1.3 &4 ADREBJLWAZGFER AT ISR  FUGH
4t 6~10 ml, qd, ¥R F 5% FI A M S R R, BRI T, 38
FRYGHEE(8.13 £ 1.33)ml, #1134 0.43 mlkg, TREEH
IEFIZ ADR KA K SEHE 14 16,240 90,340 12
o], 4 41 1091 5 7 i 3R T R SR A e e A 2 4 19 ), He
Sk A28 13 4] (A 45 S FRLBR R 8 491 S FR G T 2 451 Sk 7 S mk 2
5] Sk ARG 15, BT S PG A s R A R 5 B, B A A 2 1
5], VLA 3 1 (e SRR 2h W fi BalE T AR SR i) 5 7
I TS T S BRI OB R A A SR 13 41
2.2 BAFI 95151 3t BRI 53 S0 4 4 B2
221 M ADR FBJLSICECEILIELR T XAl B LIkZR
B PEAT HORE , HHEOREA R AR A 4% I R 22 R L SE 2
B (P>0.05), AR 3 K 4(E £ AP 2~55,“17fiF
TEATR/NAH ADRYL, “2" i e/ 736 /8 JG ADR 41 ; K H25 7~8
FI, 1" FAEAT R B 7 245, “2” FifedT 2R R B 22
AHHEE)
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Tab 3 Statistics and statistical analysis of count sample group

. ADR, fi] . ,
S 4 = i At 4 Va P
BILRIR 12 19 57 76
kiR 118 0000 1.000
fEBE 4 12 16
el 'y 12 33 45
0.130 0.178
Ee 1 36 47
HELTE 1 1 0 1
ik 2 9 20 29
7487 0.058
3 12 49 61
4 1 0 1
A M2 1 0
Weaids x 3.033 0.082
il 22 69 9]

®4 FERFAFITESKRR

Tab 4 Statistics and test of measurement sample group

HE o Bk B bR P t 95%CI
iy, % 1 23 478 183 o 0.14  -0.79~0.91
2 69 472 177 0.13  -0.83~0.94
M kg 1 23 1924 528 077 0.19 -2.33~280
2 69  19.00 539 0.19 -235~283
e, mlid 1 23 8.13 133 046 0.58  —0.49~0.89
2 69 793 148 0.62 —0.46~087
I, ml 1 23 117.39 35.70 064 0.00 —14.45~14.45
2 69 117.39 2821 0.00 -16.68~16.68
W, % 1 23 670 123 076 0.87 —0.003~0.008
2 69 646 117 0.84  —0.003~0.008
T3, % /min 1 23 3500 7.54 058 031 —2.91~4.00
2 69 3446 712 030 -3.09~4.17
e (iR 1 23 044  0.09 ™~ 026  —0.03~0.05
Bt ,mlkg 2 69 044 008 025  —0.04~0.05

2.2.2 BRI Logistic A4 R B Z Logistic [0 9%
Mras S on ARl PER 259500 & R T RIS IR
24 E SR ST e A S 2 R R 28, Y TSt
P25 X (P>0.05) , ASAEYNA IR QAR DL 46 5 (7 - b 4
#RP>0.05, 243287 g RE M AR A F , Z58AHTR]) o
2.2.3  Z[H#Dogistic FH/FHT45 R 5 HK R Logistic A4
S MRESIRAN [ ETR 45 R R B TS24 55 L (P>0.05) , ANFEYH
NS - EiERN =
2.2.4  Cox [HHHI4 1:3 VLA Logistic B3 Hrah iR 5 EAN
M Z N F Logistic P25 KAWL, 5 IR TG4 R
X(P>0.05), HA& 25,
3 itig

P TR AR UL BiC 2, ADRAU S 2 el & 2
BHEI LA K, RIEADFFE WIS | 5538 s < A d%
R e PR A ), A% M 1) L 25 R0 A R S
TSR B BRS 2 E SHE  B Sy % S
HREERZ L, 22 TG 2238 L (P>0.05) A C 4
WS UL B WA, LU T AT
3.1 ADRASEZRSHIELL

AWFFEILWEI T 9 187 il FH#AEE T i SR Lk
A= ADR 23 6], & A 20 0.25% AR FIVEE T SHud B 5
1 0.38% (AP ALK LA, 22 R G241 X (' =2.85,
P>0.05),

T BRIy KA R SR L A . A B IR T
S ADR AFAE Ry “AERR DL 9 2 DL R B ahL R B IL 7 (L
87.50% )", “10 % LA'F LKA TR SIEAS R O Y E
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#*5 BEZE . ZEES CoxHFME 1:3 LA Logistic [ 3
S
Tab 5 Logistic regression analysis of single factor, multifac-
tor and cox regression fit 1:3 match

HZ LSS EALES Cox A4 1:3 LR
B [HIEES - G RS EIEES s P
I -0.019  0.891 0.177 0.604  —0.114 0.725
5 -0.174 0.718 0.107  0.829 0.094  0.862
2R -0.100  0.556 0652 0316  -0.137  0.741
Sl 1435 0.338 -0.044  0.207 0.007  0.760
W -17.680 0.385  —112.069 0.178 0.203 0.746
T -0.011 0.752 -0.016 0.841 0.024 0.774
BRI 0.000  1.000 0.000  1.000 0.009 0978
I E] -22.346  1.000 22378 1.000  -0299  0.826
HESHEAR 0532 0.245 0.532  0.248 0222 0716
Cpan0ad -0.791 0.443 -0.792 0437  -0.128 0.856

HLMARE 6102 0.090 26651 0999  -5920  0.165

Bl 72.3% " B W ECFES R . A HRIE 0~ 12 B4
41 E &4 ADR (W JLR & T H AL 4 O &7 e il
82.97% ), “JLHJE 6 B LI FBIL AT & (B & Ly
69.23% )" IR A HGE 10 2 LIT LA A RE =" B JF S
ATRURIRWE T AR S AL . 23T 10 45 N A DR IE
EE T ADREUE SE PR 2 2R A L

3.2 ADREE#

VLA ASIC 3R T 11 707 il FH A B 200 TR 5 45t
“UUBLITBILA 8 07441, 5 69% ”, 8 074 M8 L i 5k,
69 %S LM R . A4RAE TR, AE T ESTR ADR<10 2
WYL 37,939, T PO , X 5ARH B IR Z HZhHLS
LA, WA P HEE 58 22 5 A 25 P Uk
AU,

AT IR SR U B E 03k 3 F LN B JLADR &
AU TR R . A, AR S i T R B, e e
2718 % 1~<3 B L, K4 341(0.11% )ADR, 5 6 469 fi| 3~
16 % 8 L&A 2041(0.31% ) Fe 4%, ADR KA R EAR  (H2E % T
Gt X (P>0.05),

P TR B i =R AR A
A5 3 4 LUF L H il T3 % LUF BJLIR A R 323Ul
PRI A P AR 77 1 R
3.3 ADRE15I

H R R TS ADR “B LA LR FHEERE™, X
FRGE “BYERS 2T Lok, AR B LB , A SER TE
WA FELRATHTVERE, BIf LA TG HI KT ADR P51 & A=K

VLB ATIC R T 20 (46 K EEBE ) RFEAS (11 707 i) 19
B, FoA b oM i R A R A IC R AR R Bk R A £
FAotE” G2 L), A3 B 2B I AN FR 7R 8 5l 22 57 2%
Mo DAL 3R o A W 54l R SR, $AEE TR ST ADR R A #T0
P22 5
34 ADREHYHAE AFENRSKE

FHIRGE BN, B AR A RO R AR F A 5R 4.92%
F1 4.55% , 2570501147 L (P>0.05) , {HI4 i KT e i
2119 16.22% (P<<0.05)", R I LIAEE FE3L VAN
AR B, A T T SR U W 5 b — U P o e AR YR 10
10,1520 ml, 7] J2&FH 07 1495 77 45 A1 A 24 Kk 50,100,200
250 ml, B AT H AR N B e MR AR R 16.7% .9.1% . 7.0%
7.4% ,3~5% 5 6~10 % -t B AT 77 1 O B Ry e i Sk
1, 11~13 3 T = 14 2 88 B TR B ST R S5l B A o
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35 BEHSTESERZEZAESRAPILE

— B R IR T SR TR R B, FR AR L AT,
T B A5 4 AN AE G B T AR A 40,60 .60, 60 fi%/min, f
R T T 45 i e T B N A S 30 min FAEE TR T A R
4 10.00.,8.18.,6.28,6.67 ml, 1] i, 3~5 %/ 5 6~10 & ¥4 Bt hy
o B o DN BH A5 S5 AV TR 2 5 F ARV, 3~5 & AR
B 30 min R LI 2550 4.09 ml, &5 T E At B 4F i B it A
D7 B I A

MREFR 1, TG i i F AT 5 3L, 255 R
BRI R TREEAE I 30 min BT IR TR, U
B 4 MERS BER IR R 5.46 .8.18.6.28 .6.67 ml, A3l TR e sk
i RO R AR B 5 PR T S, Hr 5% 30 min i A ARIK
F115(1~<3%).2.34.2.14.2.55.3.33 ml, J¥41 LLAs A 0.

b B A 0 2 R0 B B Ol TR B LA & 30 miin A i
BE RS, #IHER: 3~ F4ERE, B EYS
B ARt AH L, iX 3] 4.27 /%5 (10.00/2.34) o A HiRIE" 7
T I R Y I N 25 4758% % 2 ADR, 2530\ 9 % ] fig 2 (X
R BE R BTN U A5 BB B R B AN G B AT T g
U . PR UL A AR AL A B IR ANG B, 2L
I RIS REMN, LERHMETT RS,

VLA FT 1Y ADR 200 PR R AR FRYR BE ik, T RE S
NPT 1 Y 3 5 308 0 o 42 ) A 5 BV R AR IF 9 10 0 6
Logistic [B1JH 73 H7 s « 5 i R EE i L 30 min i A LS5, 34
TG X (P>0.05), Sl -FL5E—80G X HAvghie HA
FTHEAE, SR IR G, S5 551
3.6 ADRSE&AZ

ViR RN, &3 252 ADR ZAE RN E . A iE
PR A 25 AN vl S 1] 530 ADR &4, B 25 Wil I vh 4
AT LA/ ADR & AR, RS H U I TSR
At 25 e A5 ol PR B, A0 400 e 245 400 % [l s o 20 B 400 A
%, NI BR T A FH 20 B BCHAS 20X -2 SR e T DL, AR
WD BT H M R A T 25 REZN ADR 97, (HX 4
LEIS I TP R A FH 24 e A 20 B i T i o
3.7 FPE ADRBSH$EHE

b FE AN R ADR W R LR T LB T
A RN SRt , 2515 (24 D 2 V)2 R A 2 i B G
[ DT P s T A 2 0 R B B AR BRI AT T T
1, IF HE R e 7 SR B mE R A .

T e B v A i — vk MR, (HUR ) LS TR 4
PSR e e ) — U TR, LA/ ADR 19 &2
3.8 ADR % 4]

AW 2R« PGRE T BT ADR £ & A e H 4 i
(21/23) , FE4TETF IR 2 h N 225 ZIHEED T 551 — 8, ™
LAY ADR £ K A 76 2500, O L p vk FH S B & A=, A3k
JURJG Ko BRI, 7615 Ui (4R 30 min N, 75 B4R 125%
0, BYIEE , LA R i Ah
3.9 ADRL5id#isE

W 1 ALV U K T AR TR S VRCET HH B ADR,, 2
WO IIHE T2 1 SR A A8 1 R Aot
3.10 ADREA#EE

A TIESHR VI BI04 ADR 525 A G, (1404
BT, $0EE 72 VR S VI 81 ADR 1] 43k 3 & U F15R % %, ADR
JRAEAE 30 min PN, 5 T 295 e R S Sz b AT, F 0 3k
T 55 24 R0 iR R el S 25 AT e
3.11 ADR 5%## B (LIBLEE 80
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AR TSR R R IIALER 80, X 44 kil 80, j&d5 i
A2 SR A . W9 R, R ILAYER 80 &5 A€ ADR 1)
F RN Z 5, B RLHE 80 Hh ilr 5 4 R S B R OGN &K
2010 A R B 245 B ) B 3% 11 24 R AR v R < 49 50 25
SURV A GRS P R R . SR, 7R SR 1AL R 80 1 [ 2]
TG, {7 B A B 24 R 8 R RN F LA R 5 AT X 43
SRR S P, 2015 AFERRCH 25 1O AR PRI R 9 F 2R
111247 80, B & A3 H LA Eg 80 1) VE S AL I AR I FH A7 A
ARI RS

F AL 80 M5 2 i pH F B, e RV i v AT e i
R P LA R [ R I DA felt P e 2 A RV RE R A
3.12 ADREZHHH Y

T TSR P 0 A AR AL B I SR IR R — R bt
XA BUEE R, W R AR R 2 5% IR B A i AL
FRJS | =il BT W TSR0 51, Bl e R 5 7B
IR AT 5 | A A RN o

g5 PRk, B 1~ <3 % UL #NG: T 1 1 ADR A&
TERIFA T 3~16 % o IR T AT ADR &R A i) i
B APAGRE PN AF R YRR A kS . sk
TR NS 25 T BE S ADR & ARG G S HL K 25
it AR AT SR RS 28 o e R R A D R g2 s
W AR U8/ 8RS ADR R 2R (R BT 4P it
S 23k
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W OE BRI R SRR R M (ADR) X AW W6 R4 5 FUAE, A IE ARG EARBREAE . Fik. 3T R4 ADR
PR A AL 20145 1 A —2015 46 A 69 ADRAREHATH2 Lt 5o, 4R 433461 % & ADR #g £ % P, B 14 185 4
(42.73% ), % 24840 (57.27% ) , B4 et A 1:1.34, PHF(20~59 % ) EH ADRZ A #4555 (71.59% ), LB HA SV Foobk(1:
1.37), ADR% 251812 A% Bki% 12 (48.04% ) Fo 0 IR 425 (41.57T% ) h £, B 424 3] X ADR #6145 % (16741,38.57%) , L F
AKTOH £ £ H £(64.07%). ADR B A BE/F G5 VAHAL R G5 F (2624 K ,36.19% ) Fn Bk B H HEAF47 & (237 4 %, 32.73% )
HE, PEHADR 2 F R LE G A E G, LR ERESAR Bk k0l £ L3R 2 A it /5 25 4 69 ADR
Yo ¥R B R IR,

KEIR BB AR SRR

Analysis of 433 ADR Reports in Our Hospital
YU Wenhao, LI Yuzhen,ZENG Fantao, LIU Junbo, CHEN Nini, XU Xiaoying(Dept. of Pharmacy, Shenzhen Fu-
tian District People’s Hospital, Guangdong Shenzhen 518000, China)

ABSTRACT OBIJECTIVE: To investigate the clinical characteristics and regularity of adverse drug reaction (ADR), and to pro-
vide reference for rational and safe drug use in the clinic. METHODS: ADR reports collected from our hospital by Guangdong ADR
Monitoring Center during Jan. 2014 to June. 2015 were summarized and analyzed statistically. RESULTS: Of 433 ADR casess, there
were 185 male cases (42.73% ) and 248 female cases (57.27% ), with ratio of 1:1.34. The incidence of ADR was in high level
(71.59% ) in young and middle-aged patients (20-59 year-old) ;
ADR cases caused by intravenous drip (48.04% ) and oral administration (41.57% ) were most common. The most/ADR cases were re-
lated with anti-infective drugs (167 cases, 38.57% ), mainly were related with cephalosporifis (64.07%"). Organs/systems involved in
ADR were main the damages of gastrointestinal system (262 cases, 36.19%_ )-atd the lesion“of skin” and appendants (237 cases,
32.73% ). The serious ADR was mainly induced by anti-infective and.anti-tumor drugs." CONCLUSIONS: Clinical medical personnel
should strengthen the ADR monitoring of cephalosporin antibiotics'and anti-tumor drug, and select route of administration carefully.
KEYWORDS Adverse drug reaction; Analysis; Rational-drug use

that of male was significantly lower than that of female: (1 1.37).

2y AS KLV (Adverse drug reaction, ADR JEFE G #% 1024 1 #MERE
A CETE VR TR B 9 T 255 0GR A F B . AR 1.1 HwERSRIE
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57.27%) , B WHl D 1:1.34, PF4E(20~59% ) 4 ADR
KA 5 T1.59% , BB B For(1:1.37), K4
ADR SBF AR S AT R 1
&1 READREEFRSHHNTH
Tab 1 Distribution of age and gender in patients with ADR

i, % Gt b Lk, il aib bl M, %
<10 8 6 14 3.23
10~19 12 4 16 3.70
20~29 32 47 79 18.24
30~39 30 4 72 16.63
40~49 £ 53 95 21.94
50~59 27 37 64 14.78
60~69 16 29 45 10.39
70~79 13 26 39 9.01
=80 5 4 9 2.08
Al 185 248 433 100

22 EKHEADREBEMAHERZDH
433 15 ADR )25 25 145 LA DK 3 (48.04% ) I TR 25 24
(41.57% ) F., KA ADRBEL BB MNF 204 . F£h
A 30 25 24 i AR AL T N VRS Y N RS RIBATE N 45
ET-SXD
R2 KEADREBEAGEEN G

Tab 2 Distribution of route of administration in patients

with ADR

ikt %k FEe, %
ki e 208 48.04
1 180 4157
ML EEST 18 4.16
ke ST 10 231
By 6 1.39
G 4 0.92
A 2 046
J Ay 2 0.46
HoAt 3 0.69
A1t 433 100

2.3 ADR$ KZ5Hah3
F e Corgme 27 ) (55 17 JRO R 25 5 1 43 28 7 365 IR &

2 S AT ARSI TR 2 SR Rl R R 2 3R — 25 . iy
Y1B| % ADR [ ER £ Sl 167 41, 15 38.57% . ADR I K 24

Fn RIS R AL G L2 3, 51 & ADR (145 R R e 2454 v LA
LA EE N F, 15 64.07% . ADR W KPURYLZGHIRIE Kby
B A 4.
&3 ADRIGRZGMMERMBLL
Tab 3 The types and proportion of drug involved in ADR

LS ADR fii%f FIEL , %
PG 167 38.57
B2 73 16.86
DM RG24 54 12.47
Mz R 55259 30 6.93
eV P 28 6.47
T2l 24 5.54
BRI 13 3.00
AR N AN R G 250 10 231
I e it R 9 2.08
W R 5 2540 8 1.85
HL RS 7 1.62
HAtzi4 10 231
&t 433 100
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R4 ADRGRIUBRRZAM LR L
Tab 4 The types and proportion of anti-infective drug in-

volved in ADR

PR 13 ADR fiil%k L, %
SAHES 107 64.07
WL 17 10.18
RINNERS 16 9.58
KERE 7 4.19
AT 5 2.99
T DRI 5 2.9
TR 3 1.80

CH R 3 1.80
BiaEdy 3 1.80
HUIRB- IS 1 0.60
At 167 100

24 BEFBE/RGRIGREHT
M WHO ADR 732 53k 4 R B N B R Gt — ik
T, T ER R I ADR [Ali B R ZARVE RS, Rt
433 4] ADR 7 A 724 IR B IG R I . o, ATH AL R Ge i
SRR Bk R LA O T 43 ol 262 it 237 Bk,
36.19%f132.73% . ADR BXKA#E /ARG KLIGKEI WS,
#*5 ADRERBE/RFZRIGKRTI

Tab 5 Systems/organs involved in ADR and clinical manifes-

tations
BRHWE/RR BIR HIEEE, % i AREL 1K)
RS 26236719 S0 (96) TR (46) W 44 S5
(20) JEZHK(18) P ThaE 9) B8k
vﬁﬁ(8)\%%ﬁmﬁ(5)\ﬂﬁﬁ(4)\ﬁﬁ

FBAE (3) ERL(3) ﬁmm 2),
B (2) KA (T) MR (1)
Bk T LA A 237 3273 F95(89) JEFE(8T) LI (19) B
PB(12) LB (8) SHRE(5) T
ik (4) JREBIRA(3) (LTI (3) Ebk
R(2) FIBEYER 2 (1) UEFRER

1) BT (1) Wi (1) =&
(1)
RS 66 912 K (35) KA (11) FEHE(3) L5

(3) BRAE(3) KHR(2) B (2) &
<z>\aﬁm+$m 1) EIF(1) 2
(1) Em (1), kisZI (1 )
ko iia 51 7.04 K1) FERR () LH(6
<4) PR (4) BT (4) 1\25%(4 jT:J'J
\ﬂaﬂzﬁﬁzu(s A ATE (1
) ZH() 2B RE0)

W R 55 45 6.22 H@lﬂ(zs) I DRI (6) A (6) M
FE(3) BIE(D) k(1)

THRGE 31 428 DE(14) FEbkR (8) TR (3)
() M TEFRAR(2) L (1) OHE
5:‘%(1)

HEINRS 12 1.66  WEFSHR(6) ST (3) VE (2) IE
5&(1)

I Bt i 740 7 0.97  FIZNMEE/D (4) BRI (2) i/
(1)

HoA 13 1.80  PAIZ(2) kg (2) AR HI0(2)
JRIEIL(2) A (2) B (2) K
(1)

it 724 100

2.5 ADRIRES LK

MG A KL N AR A5 W A4S BN ) o s F P EE Y
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ADR [ 6 FHETE I HLES, 433 ] ADR H , 7 5 (1) (L35 P2 1Y
FUH B =T R 3RS R 2409 (15 5.54% ) o Hip, 60 %7 L #4F
FE T R4 R 1501 (5 62.50% ) , 5 R BT UL 2 M A
196 (5 37.50% ), 4350 A7 i S R 37 G A il s 2L 2L A 3
5] R B FE W B R G R A T AR L S R BRI R A 1
B SR R 2 ] RS Sk IR TR AN AT ELEH AN 1]

FH LK Sk fme bkl 1) ™ A9 ADR 24 5 KA G 1E B R
6o BLAM, HiHg— e ADR GI%CK 110 6 (15 25.40% ), ¥ K 71
A2y, Hodp il v I Sk 5 2 R 51 A9 ADR £ (10
1) 5 5 ADR A1 G 1 25 24 i 4% LA ki v (52 491 A 1 iR (50
1) R 3 (e 92.73% ) .

2.6 ADRZ%E

®6 FEMADRIRABRBEXER

Tab 6 Serious ADR-inducing drugs and related information

TR IR Fe B %k Al LSLyES LS
TES PRI P AR S s LY it SN 2 fEBEm K 25 RIS IRTY nl
TS FHORFL P AR s U 3E Y i/ M L A 1 AEBE TR (52, T R AR R T ST R IR 7 ik
R EN AT S GrEdn 3 fEBEm i E R {2 ol AN DN il 5 S S R R o 1 13
HHLIGYY
Rl JREAZ 2 JUfbf B E R R (32 hl
SRR LR TR O o] P R A 1 fEBE T 1324, T RAATRRR AT SRS AR TR T a1
SRRRS VR T S ik 1 EBERAIEE K 1324, MO FERAATERR BN S AR SRR T nl
TSNS R P el T8N BRAERON R AT 1 EBERAIEE K 1324, SRR SR S XSG T ik
TSRS K 2 FUBEYE 1 (B R K 1324, A RS R SRR T il
TS IR ARG R e SE Ty 1 (B RIE K {2 e N el ) O S8 S e Rl S 12 RV R 3
KRR R i R S 2 HADE R R 2 IEORIATRRR AT R SRS L R A
jvig
TSk TAVRRRGHAT CLIEN  SRIRARE SA R 1 B RIE K 25, TGS IR T L 240 N IR T SRR T hilr
TS SE iy 1 B RER 325, AR AR I N R T ARy 4
RUTIFBREN R PN BN UM RO 2 SRR IR T R ARG T R
KRGS RN AR S 1 SEfEbE 24, TR R R e e B, S S e SRy, IR
W e JHFEIREST | B M R U A SO ERBE 2y BT SRR e IRy Uy
BB AR FAEZ LI IERIZ 1 A E SO E R 2y, (R ATRR TS SR AVRILE T sk
Bk LIS TR VOB A TR 1 A BRSSO B R B SRR YT il
TS TIPR BT fibR 1 HAA SO B R (52, IRIRE T hl
T TR At by AL R e e 12, MR RGN T 5 e R ARG hll

FRE P NT BE 2 5 T R S X REIR T IS L IR A 338 49 (5
78.06% ), 155 93 9 (5 21.48% ) , AR UF5%5 191 (5 0.23% ) , 4%
RARFHELH(50.23% ) .

2.7 wEANBRIS T

433 fF)FRA5 BRI F 4 22451, (561.73% ;971 [ 104
B, 07 24.02% 5 25 kdRi101 i, 15 '23.33% ; Hofth A 52 4R 4
11, 15 0.92% o [N FRADRI 245 LI K 250l 3=, X ADR
PR T FINBr ADR (925 0 | 4% 7 5 1 ADR £, 7E ADR

ety TR = G TS
3 it

3.1 MR F#3 ADR IR

ADR TE A [RJAE WS Be & A2 0 LU TR) , AT RE i T 29 e s
PRI A A AR HEI A 22 57 BT s 120, Fr 2 1 AT a1, 433
% ADR S B Lo il 1:1.34, kB B 2 F 9, X
Af g5 H A BRI R K B 22 A o6, B 5 SRR < X2y
YIIAS R RNE , 2o P 5 9 e o R SRR A — 30, Hodp 60 2/
DL E AR LA ADR I HLHI R 21.48% o ERAR KRR,
{HJE ™ E ) ADR & AE A 15 62.50% , XAl fE 5 BERE
B A FIHLRER AL , Q0B D REGR |2 R R A |
A2y Bl 2y 1R AOE , ml et g ) 24 400 %) B IR 448 o 0 24 4k
IR 2596 56 s HBAE N H - & 2R, IR ZF 259, t
YA EAE S B ADR B Z A, SRT , ASBFSE
T (20~59 %) i H ADR I kAR 53 T4 R 280, 5
71.59% , IZAERE B NBEH W 95 WO H LS R R E T, 55 2
WL B0, TTRE 33 ADR B /E RET i RS R % . Frb)
I PR 15 45 N\ 53 g o 7 5 5 4 R 3 & 4= ADR A XU , -
A2 E B
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3:2 [ 4A753% 12X ADR HISIH

433141 ADR #6 ] [ 25 25 i A% R K TR e 22, 7 48.04%
TR 25 T A2 0 SRR, LI AT R 80, AR
H100% , H 55 | 6 M 245 v B R 2038 2y, TR b A oAt 25 25 i 42
551 ADR A", F34h, UL R AR 25
L S LUK TE ADR R AR R, B, BEIfTE
I3 DA PR 245 1), o7 AR AR R 3 11095 17 R R 2 6 M e R 5B I 25 24
AR AT BT IRAS TR S A S
3.3 AT ADR HIR I

BUBRIL 2 AL ADR &A= R, 5 38.57% , 1iif H ™
1Y ADR KA R WA 5, & 37.50% , Hod DIk i K280
Fepildne O, BLRAS s ol 32 o Boisk e 25 A It IR g FH v 3
WA AETCAE AR 2 | BBl AR A 25 A 09 | 16 F 2459 9000 3 v
SRR TCFR IR FH 24 56 ] 1, i SE 1412 5: 30 ADR (&
K2 TR, BUA 2540 ADR 5530 3t A7 A AR ek, Sk
FSTH T P ) BOHE & R A SO 5 s A R S T A e B B
S SR E P RGN, L, BT AR SR BT R 2
Y RN FHFE S R AR , 4 BEE FHBT R 254
3.4 ADRHIIGREE IR

W B SR, 433 ) ADR LT B RSN E/IRG, 5
DI RGP H S, R Ry Je ik SRR R 22 R G4
L IRREIFEZE LTI BB RIEE N F,
I E DR W 55 A B R BRI X 4y R IR B LR R0
oL SRS R R, — IR, A RHREIR YT ROR AT HAE N
Ty WLEERE AR, 1 R SR BCK i 5 if  6 0F Ji& Shy 7™ ERL (% ADR.,
BUAE, B 2 20 B 30 3 T 2 AR ARG I A i & B, I A 2 U iy
FEAE MR I B RE A E 25, R R R R A, L
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B OE BRI VA RS IR E SRR, AR EA R BIRBEAE . Fik. KRAEBMBRE T ik, T E A SRR
B B 5 (ADR) M) v 2010 4 1 A —2015 4 12 A Kk 3] 49 58 4] F Al v R0 JE I F WG IR AT 5T, 45 3% : 58 45 T Al vk 0035 AR
ERE P, B 254, oM 334], B o rel 5 0.76:1; 8 & ADR/ZH 5 R R F 44+ (ADE) & % 85000 156~64 % £(74.14% ) ; # Bk 4
g2 % W(79.31%) ; K A 42 30 min W JE % (70.69% ) ; BRI A S B, = EH 7T 500 Fhid ik oS 4 K F 584 B4 245 25 3
XFIE 08 97 /& ADR 34T 45 R, 4536 16 R B hm 5%k ) W AN vk 5 ADR/ADE #9 0L 5, 43 51 58 %S Ik AP BB 89 Y5 ) 5 25 e 2 75 Ak
o7&t Se i B AR ARG R R 25 09 1 4
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Analysis of 58 Cases of ADR/ADE with Cardiac Damage Induced by Metranidazole
WANG Li, ZHOU Xiaojie, ZHANG Huixia (Food and Drug Revaluation Center of Henan Province, Zhengzhou
450004, China)

ABSTRACT OBJECTIVE: To explore the characteristics and regularities of cardiac damage induced by metranidazole, and pro-
vide reference for clinical safe application. METHODS: In retrospective study, 58 cases of cardiac damage caused by metranidazole
in Henan ADR Monitoring Center for Drug from Jan. 2010 to Dec. 2015 were analyzed statistically. RESULTS: In 58 cases of cardiac
damage induced by metranidazole, 25 cases were male, 33 were female, the ratio of male to female was 0.76: 1, the patientsywith
ADR/ADE aged 15-64 years (74.14% ), most were intravenous administration (79.31% ) and happened within 30.min (70:69%. ) ,
cardiac damage mainly manifested as palpitation, severe cases can cause tachycardia and arrhythmia, the ADR(improved or cured af-
ter withdrawal or symptomatic treatment. CONCLUSIONS: Clinic should strengthen observation ©f*ADR/ADE “eaused by metranida-
zole, especially the monitoring of cardiac toxicity reactions; pharmaceutical manufacturersyshould ‘improve the drug instructions to in-
sure the safety of clinical medication.

KEYWORDS Metranidazole; Cardiac damage; Adverse drug reaction/cvent; Analysis
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FH r ik (Metronidazole ) M 44 T 22, i N 1A A R s 2t
G, LAY B A JC S PR v R T A S 2 T s B R A
LRI EROREE N ER S RN P o0 G 22 bl )7 Nl ki
FARHUBGEEAZG W), 2 THOR A G, TEIR IR v ]
w1z, FAEMEAY 2 AN B R (ADR) DL Ak =2 b %
UL s Xk PR VS R | H G R IRAEY . 20104 1
A 1H—20164F3 A 31 H ,{#4 ADR Wil s ADR/Zy i A
R (ADE) H &t 2 Gl 51 58 11 FH i il 77 5 | 2 0ok
P 3 P At (E PR A 050 B A5 w200 T80 I A 2 1 XU 2
INo BUREFR LRI 1 58 451 G me il 7005 | 118 JIE A3 B 4 4
BT A3 BT Geat , IR F A s A R O IE R B2 PR, il
IR GG AL RIS
1 BEREAHE

K A ENH PR 5 1, X R4 ADR Wil Hhucs 2010 4F 1
A1 H—201643 J1 31 HYSAER ) 58 {5 FH g il 3705 | & 0ok
915 1) ADR/ADE Y (545 25 1 SR 2 PR ARSI 24
FIT 3 A5 . ADR/ADE 2 8 B /R 40 )i RFR I ADR/
ADE & A [B) 555 B T RlA MG 04
2 H#R
2.1 BEERRMES

58l Bk 2505, Pk 33401, B A e 0.76 0 15 4
INEE 14 %5 B RAE IS 81 % 5 15~64 4 AT 43 61, o5
T4.14% o BHETER SRR AR L,

FR1 BEENSERSSE
Tab 1 Distribution of gender and age in patients with ADR

i, Y Gtk b Lt B a0l Ko, %
<14 0 2 2 345
15~44 7 15 2 3793
45~64 9 12 21 36.21
=65 9 4 13 2241
it 25 33 58 100

22 BEERBERER

B i s 33 S5 92k 8 R 48 P A2 2 IR R £ 2 IR IT IR AR
BEERY, 58 LR R A M TR % g ks 6 4, TR
R FEHEIRARD I IT ARG UYL I RIE R 15 4 6], Tk
I 8 B WS & T BRI A IR | T R4S 2 ], IR
TEE B ORI R R N K EL A 1B
2.3 BlIZADRMIFIBIRABHRENT

58 151l ADR/ADE $i245 H , 46 151 >y FF e 9 590, 12 4610y
TR 5] 5 46 15173 59 500 35 R e B TR 25 20, 47 79.31% o 7]
RS2 2R A W 2.

R2 FBESRHRENT

Tab 2 Distribution of dosage form and route of administra-

tion
prilEid R fil%k R, %
TEFR Tk 46 79.31
R4 m}i 12 20.69
&t 58 100

24 HHEWRZERA=E

58 15 F E H L 46 11 FR 3T H R e v S I3 250 mil (55 F Y
W 0.5~1.25 g) , B ki v, B H 13 126 1R &5 2, FF il e
0.6~1.8 g/d, i H 2~31K,
2.5 ADR/ADE % &Rt ig]

58 fil 445 o , ADR/ADE F= % & A= £ FH 24 30 min DL, JE
41, 5 70.69% . Hior 735377 ADR/ADE HH BRE [R]85 - )
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TR TT4R 5 5 min, S B0 J& %V 3 dJ5 5 TR 5 ADR/ADE
SR [ R A 2 )5 10 min, MR R4 25)5 4 d. ADR/
ADE %A i (8] 4347 I3 3
%3 ADR/ADE % 4 FtE4 %
Tab 3 Distribution of occurrence time of ADR/ADE

it ] % Hort, % Z2ilEat, %
<10 min 18 31.03 31.03
11~30 min 23 39.66 70.69
31~60 min 10 17.24 87.93
>1h 6 10.35 98.28
Rk 1 1.72 100

Hit 58 100

2.6 ADR/ADE REzE/R&ERIGKRFMR
58 15 £ 5 TE (5 R R e 1 00 J5 24 O TR AR BE 10 38 Sl
AEEHL , Hor 9 1 R P EE O R, FEERICA B A
R o b8GRS A S XRE VR YT J5 ADR ¥4 e A
BB RGN R FBLILFE 41 . i T85> ADR/ADE £
REANBE RGE, A THIIR > F1%0 o
%4 ADR/ADE RRFBE/RFERIGREI

Tab 4 Organs/systems and clinical manifestations involved

in ADR/ADE
BB/ RS I R () il HE, %
ORBLHZRL  DB49) OBhrlE (7) AR E (2) 58 /W34
HMARGHE  B0(20) MRKeE(S) SR (D 26 1 1898
VR RGERE  MRI(1S) PR RE(2) 17 1241
TR EANAMAR 2 (9) SR (DESS 12 876

G (1)

S BpEE G (5) & TR B 10 7.29

F ok B E B (4) B (2) BRI (1) 7 511

DAMIFERER ) mETE(2) 4 29

RIS AR (D) JBRRA (1) JR i 3 2.19
Jik(1)

Hit 137 100

2.7 BARUEG

ot 1 kR 81 4 IR 60 kg, BEAEJC ADR 3, F
201447 A 21 HIR AW R ABES . BEVE « i ki 7 6
M SR (L AR AR 25 B 1) 250 mi, qdo Y K HRIKH I
24530 min B, S E HBLO PR OB sk . 7RIy AR
D150 Y/min, U HL B R Z VRO sl i, P15 o AR e 1
SHRS R ADR, 37 RIMSE 2y, 345 TR, kit i A 2 - R
SR 5 ml, T 1155 10 /03 Rk B i 20500 . AR Tl
iz .

Wt 2: PR 614 1K THE 80 kg, T20104FE2 F 22 H
B R F10WEs 1 d ABESEIS , BEA: B R , JoA R
o K, DL AR IR, BB T e EGT
Vo BEVE: AR SERIME B 20 mg, bid; BTSEPIAK 1 g, bid; H i
M 0.4 g,bide MRRZj 2 dJ I SO, 58 3 kBt 12,
AR 02 120 /min, OAARSE, A Y H A5 e,
RUPARSEIRT , U H U R S o A2 SO AR
R AT S T %2
3 itig
3.1 ADR/ADE 52EM5 Fi

58 142 /1: ADR/ADE {4 tefhilhy 0.76: 1, Lotk 2+
Sk, UL 15~64 2 (W EHE 2 (T4.14% ) . X FIRE HIZZA]
FF A R B sl i R A S5 AT Ko
3.2 ADR/ADE 5% 4 Ftd
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58 15 g v, 1 I 35 ADR/ADE M 30 7] f5 B i T v
H4A 5 5 min, fe M A2 3 dJ5 s IR 7 ADR/ADE H 3
st 8] 5 P I 2 25 25 ) 10 min, Se BRI 4255 4 do FHZE)R S
min~4 d % 0 (8] Bt ¥ &5, (B 24 30 min P & AR R
(70.69% ) . F&7x H fime il 771 . ADR/ADE £ i &
S, O P P A A R R A e A R s R 45 B e
B H A LEE F 25 30 min N GG PR SN, 5 & BR80T
RP{522 , IR BRI RO A it , LAV 5 A4
3.3 ADR/ADE RE =B/ RERIGKRFRIAS T

AL TR 657 700 A HE A s R0 mT 5| k0 A
Pk, HE Ik 25 55 Lo limtE . XBE TUHLIE , B A e il
SRR 2556 3 R BLOE IR A2y 5 Rk e . R
DR ] R g HE i s O U A — 2 BT S 0, AT B 52 D
AL T 5 R VAR A A A T LS O

A HGEFR WM ADR & AR K 6.23% , T ILF N1k
RY P A RS OIS RS IR RS DIES R
T, F— I AR GE , [ 1984 4E LIS BIAT FE G w5 | 2 0 I 2
PSS, R AR, L PP s ok O JUE i 2 1 22 3 0 Ry o FL PR G
B 1] 1597 el K G W NI B B U d e Ak L K R TN
i Al S PSR AN SE A R A AR,
BRI AR TS BETS o B O IR Y T S A DR
IR Bl 2 S O DL B, B v LRI E S &R
Gt H IR O MR 2 S5 0 174 2 B FEE 5 Y 24 1 7)o L A1)
FEARRIE e

SEHBRTRICER R, IR 25 SCRERGE T A R
SRR S ] o B AN, 2RO 3 4] 1T A VR R S R
RN AR S, o0 H PRI 2 TE 92 0 JULSR 47 5 2% s g i 4
FI RSSO R 261, 35 0 2= P R 5 iE S , A
Y QN1 i o =By 1 T TN TN 5 R G 2 N e
AN i Rl R I NS B U AN RN P UL b et d o = AT 1
55 5 28 75 ARG, H i s r 50 O i 1k B R B0 Bl
WO, RS XA ; v s 25O e E R ST e
25 A S BEL 5 o G 0 AR 3 it P s i A L
CHRER AL WS ER
4 4518

VS IR RSP RUCRT 4 , ADR — e/ T A%, 23K 46 A B ok
EIRFNHLO AR, UL S Pt 2R DL AT O T A XU B

DT I 245 i A 77 A b oy A W 9 35 24 S 16 B 15, S DR 2 4 fifi

F A e PR s . HET, ARSI S | & O R BE 2 B AL o ANV

HE AR TR O IR (R 3 1 B 0 2t A RIS R SR I IR

IO W0 0 245 T v P8 AL, A 5 P PR A e, R R DA L

(D) FEAIAITAE 52, T A JoO R R X8 O E0s 1) £8 3

TR A 5 (2) 76 50 P PR e s 3 2 W20 I 8 1 2 17, FH

AR ERIE DA R AR AR 5 (3) AR A 5 | e (1) O ARSI B

SR B 2GR YT AR JEAK, S AT O i S 5 RS FH

FH T

5% ik
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