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Analysis of Simvastatin-induced Adverse Drug Reactions between 2007 and 2011 in Beijing
JI Li-wei', XING Li-qgiu*, ZHOU Bing’,ZHANG Li-ming’(1.Dept. of Pharmacy, Beijing Hospital, Ministry of
Public Health, Beijing 100730, China; 2.Beijing Center for ADR Monitoring, Beijing 100024, China)

ABSTRACT OBIJECTIVE: To provide reference for rational use of simvastatin in the clinic. METHODS: 378 ADR induced by
simvastatin in Beijing from 2007 to 2011 were analyzed statistically. RESULTS: 312 suspected simvastatin-induced ADR reported
were collected totally. 156 were males versus 156 females. 285 patients used Simvastatin tablets. The average dose was (25.24 +
10.23) mg; the clinical manifestations of ADR commonly were the damage of gastrointestinal system and musculoskeletal system.
CONCLUSION: Rational use of simvastatin can decrease the occurrence of ADR. It is suggested to use small dose of simvastatin
in short period; safety monitoring should be carried out on patients during application of simvastatin to reduce the risk of ADR.
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Tab 1 Distribution of gender and age of ADR patients
(case)
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Tab 2 Organs or systems involved in ADR and clinical

manifestations ( case)
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Continued tab 2
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note: total amount of ADR reports was greater than the number
of ADR patients because of various clinical manifestations
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Tab 3 Time and amount of ADR reports (number)
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of ADR patients because same patients had multiple tracking reports
3 Wit

JeaT T 2007 — 2011 4F 4 312 3] T ADR 44t o
180 2 UUCGE T A R GE40 3 LA B 2R e 4003 R e ik
SRR o ™ B Y ADRCHT Y™ 5 07 ™ B ) B4R
PR R 23.72% o AR S AT Y ADR 43 JL 5 THI
TR
3.1 FKMTADRFEFERRFEE/RS
31 HAERGEME ARG HEIL 136 6], 5 SN
43.45% (136/312) , AN RN & A= A5 o Hp B 7901, &
PEST ), B2 Tt AL R G H I, ~E (AT T ) fe
R 40 mg, fiz /)7 5O 10 mg, AP 255 5 (26.02 +
10.65) mg. %25 ADR Il PR FEER I NI RE S5 FUE L
HoAbIG R FR A K TS RS RZER T m B R e 55
ARG K, A 119 B3RS o Re S8, 5 D2 gt
TR T 22 O I N AR R G R & IR A
fity JHZL R (U5 SBLL R HHEBLL R ) Thm . ADRYJEHING AL
85 1, & 29 ), A7 1 (AT J 38EAE , HoARAN T o TEXT IR
BRI 5 T S T 0 B A 2 481 AR S A 5 481, IR
BXF A ICH] R . AL TT SR 25 ] R D S, 2k
R TT A IR R BR 3 AR A A A 1%, 2006 4F, 3¢

- 372 - China Pharmacy 2013 Vol. 24 No. 4

EAY LT R R R TOR R, 16 55k, #5322 1K
T IR YT BB R R B SC B A R R0, KT
AT T X IR (R i L 10 2 R R e ¥ B . L b
FRAEARARTT A= AEF5T (Scandinavian simvastatin survival study ,
4S) il FHEARABTT IR T I 1 986 44 F TE 45 20 B P S REAG A5 1E
B AE 5. A (P Bl h DR SR S R il T = > 1E o (E
B 3AE AT (E%) i T Z RS T = s 2 AU 8 44 i
(0.4% ) ZBFFTARIESE , 240 FH # B S~ A T T 45 H 20~
40 mg I}, 1% 255 [ I () ADR 52285 202500, I 251 ik
IR M R IR T R s IR 2 Z Y. 5 — T AR P
5% (Heart protection study, HPS) {# i T K5 it 2 A& fh 7T 4 H
40 mg, 25 FAIE S22 A TT (4 0k 5 e BRI 41 22 57 R Ge it
SR BT R ZEEH DRI R A T iR
FErp N 25 YW T T REFE bR sl 1) , 8 DI RE 5 B VRS & AN
AU AE AT
3.2 NMNEERgaHE HiRRERRZ WA HEFUS,
WNVR LR TS BEBONE RS, 2 R TEFEN. &% 1
itk IR, TE% FR G045 25 ADR e R 26 B AP 0 LARS S L i st
Z 306, Hip Lotk 17 6], BAE 136, &b iT 255
/N5 mg, K 40 mg, -3 R (30.16 £ 10.84)mg, R
T B UL i 25 D e S g i 5 B0 b J s o i, A
30 BRSSO ADR IS 1949], i @ 8 4], FE T 3481, BREUAIL
AR TR B SONLANNE th 45 Bl R R & A A0 e, B LA
EAFTET WA MG ALESIE . ZFREZES A
KW, AT RS it fEag 3l 2 HUIR BRI AR AR N e 55 5
A TS R ARSI IR 2 . A SCHRORR I K
B HMG-CoA i 55t it 0 ) 6 4100 1) L 1 - ol Py [ 41 36
PP G IR 1 5 A, o P P A% s I %) XL 75 Sl T Q YR TS AR, DA
20 JUL PR 2 20 g T P b ST 2 A 7 5 | A A SO o
FAEE DR ABTTIRAENURE AR R E2Z &k A
FRCR I BT IR AR i A 7T 25245 B 0 A PR IR 24
B P (CYP) 3A4AARIHIZEY 28 2 b 525 545 B
Jay (FDA) XT 2004 — 2009 4E IS AR 1) 1 644 220 i3 A8 B FAF i
AT T A, ARFRE P IAEHS RGN R R
FEI R WU I SOVLI e A LR S /K - (W B4, FDA Gl 3
X5 B AT T AR AT BT R T T sl B EF AT T AN R
S 25w T BT T s s R, b
R AFRTT 2259 5 WU R SO LR S /KT i 3
A7 2K, T HSREF AT 7 A A5 5 B A T T A BT AR T T
FIfE SR 27 BT, I R (et T s SRR S e 1
TG AR B, An LA e LTG5 5 ol LR ity
S 3 T i B Sy RS2 A5 DU 2 S B R A LT A i i T
HNE RSB INIE . F R ATT 5 1R AR S
FBRYT R KA AN A PRV TS D RS , AL
AT MR BT
3.1.3 R SRR B R R R B R AR5 ) ADR 2
514, Horh g2 9% 42 48] ot IR R A W BF (15 45 K, Fre i s
(24 1R, P35 (7.44 £9.67) Ko B L™ 1) ADR, A8
— M ADR . 2™ 50 51 A A TR SR O M 11 IR (R AT T
F 40 mg FEARIARIT . 259 RIG e B2 G305, (1A%
P, AR RBHMEBEIGTT o VR 2 AR TG 18] 7 11 AR~ Aty T
(B4 BTREZ) , TR G A BRI S . IR BRI % &

HEZE5 2013 4F45 24 4555 4 1



HoR K295 45 T 1 08 F Ik e e 3R R a6 7 G 2%
BHHHIR
314 WIRAGWE ZIFADRIL 1141, 5 3.51% (11/
312) o Horp 5451 F8 35 H B 4034 o 1 B A SO i L UL
PRI TR HET, %75 ADR ML M ASBRAf , A FRF9Y . A2
BN SO T 5 e 2 vy . X BB S5 ON 19 fil
UL 5 | 0 S B ol i I R VAT IR T SY , 45 SR R
TEL T AN A IR FIR RGP T e S 25 5 iR T I 3t
fith [, 0 A A g A 2RI IR RITRCR . A
ZiRFN79% .
3.2 FEXMITHEE5 ADRMXR

R 5E T ADR S il 4 45 v ol LA B, S Rt T 5 1 i
ADR B30 22 HIAR K o R AIF SR B R A SCHik R A I R
IR /N = AT T B 4R s 2480 KUt A
AR AR T TR FL TR & B H 20~40 mg, KR ASHT
(&) i A 7T 25 25 9 2 A P [ B — B AT SG TR, Ak
AE— 5 S R P, LR R YA T I TR i I A I
R, AT T IS 259 B3R 77 7 & A% B s 1 T £
VFZ G RITFE & B, 2 HR A T 700 538 in %) [R] B ADR & 42 %64l
TG BT, I 5 2R ARG AR ERAB R il
FHE— SR MRS 254, LASa s [ 2™ 2 ADR,
3.3 AR EN

BRI 5T % BT I =E fRAth 7T H 3 60 2 B L 35 (A 83
NSRS R (65.24 + 12.64) %, [RI, 4i FH2E tR Aty T 0 58
FH B Z R0 I M A B B e S IR 2 Z
JIT LI o e 2 AR Bl W K i A 25 2E B AR
SER R S XA TR A R R P R H A A s AR 1 H At
PRI LR B I ALTE LAY, e AT T BE R AR FE B
2 R M [ A 4 s A2 ) LA = 4, DA TS T iy JL Y
KB A — BRI 37 R R 2
34 RERHRTR

2010 4F 11 A, R4 S B ST 18 R T L F=Ek
YT ) ADRIE 2, SRR AVEAS 55 Rt 7 TG (Bl 1K
AT e ) e R R e A= B SOUU R O XU o = ARt T T R %
eI BT W3R R . TR AR e B8 At T 12855 4k Je
b S R R 1~ 3 T 52 2 I A KT B T 2 A e A o
W B L A bR IS TN AR A R Tl LR, A
B T T W o PR 2% R LT AR AT R R A E A — i)
TR FE ALY T S 259588 Iof S /INRI B T, 97 s A T 5 &
I RA AN, rT A RIS H 2. AR E NE
GRS R AA R K], — H B ADR, AL E 1

S 253 X RE AL PR RCRE | 45 24 WL 4¢ s RT O [ S ) HLAb 24

.

7 U A A5 SR G SCHR IR, AR T T A s TR

G B XA T 25 3o e A B AR 5 A i S

SR AR S TR YT I O A Sl AR B A TG A R 1 1

BEFERE T iy ) 5 5 N AR DL 5% R (ZLAE R et

LEIEN: LN RS L S ER 2B U S 47k 7/ e P g e

IXXT7 1k H ADR f4 %  BAA B S

B 30k

[1] DPAHBRARSHEF . EREESR T AIMRELA
¥ 4~:2009 #&[S].2009-08~18.

[2] BREALL, WP AT T 225 AR 1 R oAt 7 I S 1 4 %
B EAG[I]. 5= 4B Bk 42 & ,2005,1(4) 1 13.

[3] Clarke AT, Mills PR. Atorvastatin associated liver disease
[J]. Digestive and Liver Disease, 2006,38(10):772.

[4] Anonymous. Randomized trial of cholesterol lowering in
4 444 patients with coronary heart disease: the Scandina-
vian Simvastatin Survival Study (4S)[J]. Lancet, 1994,
344(8934):1 383.

[5] Heart Protection Study Collaborative Group. MRC/BHF
Heart Protection Study of cholesterol lowering with simv-
astatin in 20, 536 high-risk individuals: a randomized pla-
cebo-controlled trial[J]. Lancet, 2002,360(9 326):7.

[6] Schreiber DH, Anderson TR. Statin-induced rhabdomyol-
ysis[J]. J Emerg Med, 2006,31(2):177.

(7] %EMG,EEFF, XK AT 2825 SOU 141 R AR s B 5
[J].% B 25 5 ,2012,23(26) : 2 463.

[81 AR, M4, £, . 2595 & iR SO e
[J].F B & Ak 25 5 2 & ,2003,12(1) : 54.

[9] Sakaeda T, Kadoyama K, Okuno Y. Statin-associated mu-
scular and renal adverse events: data mining of the public
version of the FDA adverse event reporting system[J].
PLOS One, 2011,6(12):e28 124.

[10] XU, 4575 , 2 MU e BCa S 2l 19 Bl
PRAYITI]. 52 A AFFE 52,2006, 4(6) : 432.

[11] SREA AN /N et 7 T 80 SO 1010, 16
FRes dn % Jm 2 & ,2006,22(3) 1 189.

[12] AL, YT, SR A TR AR 22 eV A (7). +F B 25
% ,2010,21(6):517.

(e H91:2012-06-19  f&[R1 H #]:2012-11-12)

AHBEAEARBFHENRMEEONGVERNEET

AT 2012412 7 25 H, B0 A H B R G
TR 2N ot T A AR PR R 24 o H A 2K
FERDUT28AT o S b 2 b B A8 B R PR il Je 1 HH RS
EEAINE

PN AERE LA A5 Y, PR 2405 25 i L 1 M A
I R — T A 2R A R E R T o
T H RS2, K A R YT 1248 (AR DX BT ) Il 24 T Y

25 2013 4E4S 24 45 4 0]

DL R R AR AT AL S TR AR OO AR e R
PR 1248 CHA DX ELRE T ) 24 dh Jt i A0 69 5 209 119 A8 UK
o Ak (AR DX BT ) Joy S50 3 4 IR B2 A ar T4
BL, s I F B P B0 AR B 4 Ak
3t S M e SR8 BT AR i PR 1 A R A A
2905 B RN o

China Pharmacy 2013 Vol. 24 No. 4 - 373 -



