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Retrospective Analysis of ADR Induced by Shuxuening Injection in Beijing Area during 2003-2013

ZHU Sheng', XING Baigian’, MEI Dan', FENG Lei', ZHANG Xiao’(1. Dept. of Pharmacy, Béijing Union Hospi-
tal, Beijing Union Medical College, Chinese Academy of Medical Sciences, Beijing®100730,"China; 2. Dept.
of Pharmacy, Copital Medical Vniversity Electric Power Teaching Hospital ;) B€ijing100073, China; 3. Beijing
ADR Monitoring Center, Beijing 100054, China)

ABSTRACT OBIJECTIVE: To investigate the occurrence of ADRVinduced by Shuxuening injection in Beijing area, and to pro-
vide reference for rational drug use in clinic, METHODS: ADR induced by Shuxuening injection in Beijing area during 2003-2013
was classified statistically in respects”of population; organs/systems involved in ADR, clinical manifestations, occurrence time,
drug combination and prognosis. RESULTS: Of 1 648 ADR cases, the incidence of ADR in the elderly patients was higher than
young patients . arid\that\of female patients (60.92% ) was higher than that of male patients (39.14% ). Multiple organs/systems
were_inyolved, in ‘Shuxuening injection-induced ADR, and top 3 were nervous system (422 cases, 21.33% ), skin and its appen-
dants (41 1V cases, 20.78% ) and others (305 cases, 15.42% ). Clinical manifestations were skin rash, itching, dizziness and ner-
vousness, palpitation, arrhythmia, etc. ADR mostly occurred within 5-30 min after medication. In ADR reports, there were a vari-
ety of drugs combined with Shuxuening injection. Shuxuening injection combined with Alprostadil injection was most common (61
cases, accounting for 23.46% of drug combination). Among 1 648 ADR cases, there were 622 cured cases and 1 039 cases im-
proved, 4 cases were not improved, 3 cases had sequelae and 1 case died. CONCLUSIONS: Clinical application of Shuxuening in-
jection should strictly follow the indications of drug package inserts; differentiation of symptoms and signs is based on specific dos-
age, solvent, route of administration, etc. It is necessary to strengthen the prescription check, and strengthen the observation after
medication especially for the elderly and other special groups so as to reduce and avoid ADR.

KEYWORDS Shuxuening injection; ADR; Analysis; Rational drug use
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Tab 1 Age and sex distribution of Shuxuening injec-

tion-induced ADR caces

Y Gtk il Ltk it HRIE, %
<10 0 0 0 0
11~20 5 6 11 0.67
21~30 15 17 3 1.94
31~40 34 34 68 413
41~50 63 117 180 10.92
51~60 130 251 381 23.12
61~70 147 238 385 2336
71~80 178 261 439 26764
>80 72 80 152 9.22
aif 644 1004 11648 100

2.2 FiEEHSE

FE 0 SUN A EUNDIVEY ) SRl e e LY/ buK i
e | ANSCINA B ADR #e4h i, 913 491 Jo 5 i ad f e
3T BT F ik, 698 B i fi sk A
2.3 ADRERZBE/RHERIGKTI

1 648 {5] ADR B I %5 B /2R 49, i 3 A5 it 2
GRS R LA, o R R G R E
JEE A, A 422 ), FERBR SR SR S HR b
Jok R LR 461 5, 2 411 ), BRI B RS
PEULZ 2 (T8 . /0 R 19 ADR B M Z 2 E/R S, i
S > 350 o
2.4 ADRZX%4HfE

1 648 5] ADR $iz 45 , A B A B [ 12 % /4 A 1 465
1, &7 88.90% , i} Al i AN TR 183 4, 5 11.10% . H:
W fe bR & AR ADR IS E] R 45 25 1 min; 452455 5~30
min ADR &A% 55 (27.1%) , HEILER 3
25 BERHBER

1 648 f5i] ADR iz 45 v , A5 fift FHHAth 2454 3 260 441,
P K 35 R 2yt . i A AT A MR T SRR R L
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Tab 2 Systems/organs involved in Shuxuening injec-
tion-induced ADR and clinical manifestations

ADR ZRAE/ 75 IR, %) R AR Tl
WA 25 422(2133) k% 251
L9 109
JBRA 28
LRy G 13
PEE e e 10
ERIN 6
H bl fe 3
AT 2
2 T LR 411(20.78) B JRIE 374
E N7 19
BE% 15
AR 3 3
DI RS 231(11.68) Dot O OHRHE 209
M ERAE 22
HILRSE 202(1021)  EL 120
MK 1 53
g5 11
720 6
il 4
i Sk 4
ERAES 3
3 1
K 186(9.40)  JENfy [ 95
p, % N 69
2L 2
Wl Z 40 1036521) &< 49
Jgped 44
I ] 10
T 67(3.39) U 52
buRs (N 13
)= 2
K 40(2.02) LR T HOKME SRR 40
BHRG 6(0.30) LR 4
PSR 1
R 1
WIRAS 5(025) IR 3
PRk 1
HEBR I 1
Hifth 305(15.42)  #lksk 151
TR BB R R 49
2T 27
zh 23
iRl 10
Lo A 10
MRS (IR RS Fe i IRAG ) 8
W3 S 7
EER 4
JEFESE 4
i 4
1k 2
IR 2
MG 1
JR IR 1
WS JRH 1
S 1
&t 1978(100)
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P61, (5 23.46% , TE L 4,
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Tab 3 Distribution of occurrence time of Shuxuening
injection-induced ADR

245 % H: ADR [} A] T PR, %
<5 min 44 2.67
5~30 min 447 27.12
>30~60 min 122 7.40
>60~120 min 126 7.65
>120 min~24 h 343 20.81
>24h 383 23.24
A 183 11.10
&t 1 648 100

F4 FHhTEHRBADREKA AALRIT

Tab 4 Drug combination in Shuxuening injection-in-

duced ADR cases

eI R i R, %
TS /R ST 61 23.46
KIRER SR 24 9.23
TR RREENR ST AR TR 19 731
T LS B 40 15 577
R i S 12 462
PR 12 462
TEST M ZE 8 11 423
TS 0 10 3.85
FESE RN S 9 3.46
W IbERzuRid 8 3.08
T R 2 7 2.69
TR R 6 231
Bl ] DU 6 231
ST AR TERTH 6 231
WAL 0 S 5 192
T IR G 5 192
SALA AL ST 5 1.92
T 4 1.54
SRR 3 1.15
TESS RIBT RS LA 3 1.15
TS FWRA PPN £ 0 3 1.15
BiF BRI 2 0.77
ST N 2 0.77
57 R R AT MG3 TSR 2 0.77
JEAET AN ST 2 0.77
LI R 2 0.77
TESFIERRR )1 505 2 0.77
AE- 2R N 2 0.77
AT TR ST 2 0.77
TR R A 2 0.77
TR A E R 2 0.77
EANIEARL e Rl 2 0.77
e T AL ST 2 0.77
T E i S 2 0.77
At 260 100

2.6 ADR¥ifE

1 648 f5i] ADR H, 622 il /1, 1 039 5 474 , 4 i ok
UEHE 3G T 1BRE , 1B T o X D FROE G S e AN B i
()4 1 608 4, 45 19 Bl fie kK , 21 3] el 55 I .
3 iTie
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3.1 MEER3T ADRBIE M

E 11| R B8 2V = i M 11| K= L & o
FATFIRYT Sl Co i 0 B0 , Qe Cod O8O0 ke
FEFN I AR 2RSS . H A 10~20 mL, qd, JTA
5% 1 B S 250~500 mL il . AR SCl a6 EF
I 7 SR B ADR & AR I] & A NBEAE I A L B
TERGE BT LT R A RIS 2R A A, 4 i
ADR KA . MWEBEMERZERRE , A FEAFR 5
B AR 259 oA AR HEEASTR] . A SRR
W, e B S kA ADRY, ASBIFSE P, Lotk
W%, 1760.92% , 5 FiR45EW & . SAMER B B
M3 55 2545 G he J1 2 A R HE I B A AN TR
I 2459 B2 AR AN ], 2 4F A E2R S e8GR , ARtk
A, PR 25 (0 2 D13 R R B o IRl 24 A
TR T BB R 2 2% , (i 24 S A R 221 TRt
K 2GR A RS bl 2 3 0 . ARBFgE R, KR
ADR W EF B E R L NILAE R R R EA TN A0
ST 1 648 15l ADR 835, A7 37 19l je & A A A il sk, 7
25 F v A= ADR B RS KR35 in, PR a2y 7 B iz
TR ) F 3 2 5 5 s, 24 5 fin s i 245 )
SR T B TR 1 ) A
3.2 BEXAHZh3 ADRBIEM

MG A LA R , 4 3C DT 1 648 1] ADR $i
o B GAHHb A 2 JR DA A A (R 2y
ST 7 A fo FH AR S D) ) | s 8 7™ AR S AT, A
A FHZYY Qe S5 SR At 25 ik, D) 1 34
B 5 v 2 S 590 A 1) B st 1) DA R 245 49 A P 45
[, ANTEAHFIE A LB R Sk R DD K
I 25 T F IR T I R T LT b R VR SRR YT
WH W REBE VIR PR 2095, R . IR A
A, 25 F 5V LB K T PR LIRS, 565 1 AR (5%
R SV 250 mL NET I T SR 20 mL) $i o€, B
55 2 LR (0.9 % S AL AR 1R 100 mL il i 571 /R
S 2 mL) 5 min Ji7 , & PR AT R FLE @R IR
M PAZIRKEFIT S /R 7 SRR & 1L T 3 SRR A SR
A BRI, AFRT A b R VR S AT T S
0.9 % FALEN T SR W 2 th AL A = P2l i
R 2 4% Bk 24 5 3 B2 i A v I & AR A
U pH AR e A SR A D s 1 K i 2 v %, 51 2 ADR
(R R BT 2 4 KU
3.3 EEEHRIZRXT ADR BIF 0T

LA T R IS A R AR A I b EL OO A R
PRI G B 1k 1 S AR PR R AR A I 2R 51 R
ADR ] B8 5 4R 7 i 42 ey b gk B AR A R AT R,
2010 4F J € A [ 24 i ) BR 5 4R A i ol 790 Hh R A 18R g 7
10 ppm DA o B R 2 M5 5L AR R AN 3 T 24 it I
SERRAE , 500 A S R Y AR v A B, O A
o P 2 VR SR A S A T
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Analysis of 309 Antineoplastics-induced ADR Reports in a Tumor Hospital
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