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Post-Marketing Surveillance of Simvastatin tablets [OHARA]

—Drug use surveillance—
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Summary : OBJECTIVE; To investigate the occurrence of rhabdomyolysis during administration of Sim-
vastatin tablets [OHARA] at 10mg/day or more to patients with hyperlipemia or familial hypercholester-
olemia—

METHOD; This study was conducted for about 2 years by prospective data collection. We collected the
clinical data of patients who are eligible for administration of Simvastatin tablets [OHARA] at a daily dose of
10 mg or more for more than 12 weeks. It was expected that more than 340 cases would be analyzed in this
study.

RESULTS; A total of 1,581 cases who started treatment with Simvastatin tablets [OHARA] at 119 contracted
institutions were enrolled. Of these, 444 cases were eligible and analyzed. Safety assessment was made for
446 cases, including an additional 2 cases who developed adverse drug reactions (ADRs) in the enrolled
group.

The incidence of all ADRs was 1.79 % . The most frequent ADRs were itching (2 events, 0.45 %) and elevat-
ed creatine phosphokinase (2 events, 0.45 % ). Stomach discomfort and shoulder stiffness (1 event each)
were observed as unlabeled symptoms.

CONCLUSION; In this study, no rhabdomyolysis, myalgia, weakness or other serious ADR was observed.
We concluded that treatment with Simvastatin tablets [OHARA] at 10mg/day or more is safe.

Keywords : Generic medicines, Simvastatin tablets [OHARA], drug use surveillance, prospective study,
rhabdomyolysis
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A% F 4t [OHARA] % 10mg/ H 3 L IZZ NPl EoF58 T 12 AL E& G S h - BE oK 7 —
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i (ADRs) 25%8H L 72 2 SEB % N 2. 72 446 JE6) & L 72,
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W DSEIIRA LR B OF BT O % h % 2 &8
RENTWE Y 9, RERFEIEOHRHETIE, ZH
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L, BT 2 AMEER K O, BRI A
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MESE, (DR, BRI, BRESE ROZO®EE
B, BEAERE, 7 UIVE -, EEIRE B ORI
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J, LDL-a2LA5u—), hYZYty F (TG)
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N7 RE B AT 1,581 FE B (B 1 @ 495 S B, 2k -
1,084 SEBI, AW : 2 fEF]) T o7z,

BEIEBID 9 H 10mg/ HUL EOMERER & LT
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6 fEW), AHOYeG-7 L 3HER, RENX 1R %
B < FF51LEBT (B« 174 fE ], 4o 337 SEHI)
WOV CIAZE 2 I L 7-.

LA VEIRNT O GERNIE, AR 2 WL L 725 511
FEBID S 5, BIWEH % B0 7% o 7251 67 EF O F%
GHkplizonwCld, ROBHIZ X 0 EIrS25
Faat L 7.

bbb, K9 506 (10mg/ H AN %5
DR S  10 EB, B G5 HITRBEL R A D
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IS OG5k 67 FER & BV L 72 444 FEHIIC,
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JiE 64.8% (289 FEBI), HAE 6.1% (27 fEH]), AW
0.2% (1HERF) TH Y, BHE~PEREDOE S 2L 2>
2. MW, BHEAY35.4% (158 FEB)), M
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HY, AUHEE LCIIBIMEREEZ A LTV EED
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1) RIVERIFE BB

LA TERRAT A 5 446 SEGIFR, BV R BUE B UL
SHEFI, FIMEIZ 16 TH Y, BN FEHEF
X 1.79% TH -7z (Table2).
2) RIVEH O & BBLRM

wE MRS E T, WHLEHF0.67% (3HEH /446
FEBD), ERRMAMEE, KH, Tofirzhzh
0.45% (% 2 B /446 FEB]) T - 72.

BRI RN T, E2EEM & U CORERD
LT FyRAREFF—EHMAHY, ZH50H
VERZEBIRIZZ N EN 045 % (5% 2 iEfd] /446 FEf)
Tholz. ZOMOBEAMORENWER & LT, A, M-
RS, BEE OWALEREITER 5% 11F (45 0.22%),
A A PR, BFREREMRA I K OB R B A R O
BRR A S HE 234 11 (% 0.22%), ®F21F, %
JEICBT AREIE & LTRE» L1 (022%), &
R, BET IR, ARBRIEAS 11 (45 0.22%) TH -

Table 1 REMEEMTTRES (446 FEF)) ICH T2 BEEE S
HAH X5y JiE (4% Rk b
PSR XN 446 100. 0%
B 0
b B 158 35. 4%
Is 288 64. 6%
49 LT 45 10. 1%
i 50 LA | 65 % A 164 36. 8%
65 L) |- 237 53. 1%
2T 69 15. 5%
T SRR 361 80. 9%
] 16 3. 6%
v Hig I JE 442 99. 1%
3 g s -
b FIRMEE 2 L AT 1 — Ve 4 0. 9%
R 129 28. 9%
O e 289 64. 8%
BEGAITEL i 27 6. 1%
R 1 0. 2%
1 AFE AR 90 20. 2%
1~34E 73 16. 4%
TR 3 ELL 84 18. 8%
ES 199 44. 6%
2& 318 71.3%
N =
A D fid 128 28. 7%
H 62 13. 9%
EhelEE
TR RERE m -~ 36, 1%
% 14 3. 1%
B féls S [ i
ﬁ%ﬁbﬁim jpg; 439 96. 9%
DR G 189 42. 4%
LR [ 257 57. 6%
H 16 10. 3%
DR
LIk i 400 89. 7%
I il 81 18. 2%
B s 365 81. 8%
2 107 24. 0%
)
ot i 339 76. 0%
AF P G- i 139 31. 2%
TEER fRIRTRESE | 307 68. 8%
297 66. 6%
pemgn L :
149 33. 4%
L G 31 7. 0%
i 415 93. 0%
_ G 6 1. 3%
l:l[ JiE
IS e 440 98. 7%
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Table 3 |2 ZAVEMNT R GEB] 446 B2 51T % 8
BERE TN A7 EE RS BUERR 2R L.
BIVERRBUEGIRIZB VT, SEQHED S b,
[ZoMoEGPHE] OFETHEENRD LN
(p=0.0219). [ZEDMhD G HEiE] HRED 5REF DN
L, B v~ T 29ER], Stk aE K - Bk
2% VIER, HERhvER g % - B 2% VIR, mIREE

ME - AL HhEE LIEBI CTH - 72, 72, PR
HICH L CRIAREZED LR, o7220%, AREICH]
Ve ZEBUEBIZE DT WE I ASA Sz (p=0.0564).
Z oA, TER), A, BUESEO BEEREFICH
LT, ABEEEROM THEEZROLHED TR
"ol

z B

AR B ERAEL, N2 Y F rEEb5mg
[OHARA| D55l h72Y), KAOWEHLGRIZH
U % BT U B O FEBUC B L TR 572012
FEhiL 72,

P OKR, WRIEM L L7z M4 5EBIDITE AL
»310mg/ H¥ 5 (15mg/ H : 24EH), 20mg/ H :

34

Table2 EIfFFZERERE

o ok O &

R 1547 H 4 H

R
PR 1T 4R 6 1 30 A
AT SRR 119
AR ALAE 11T 1,581%1 44672
IR D FEHUAE il % 8 8
RIVE O B4 16 16
IR 00 58 BUE (1] 5 0.51% 1.79%
RIVEM O RIER 3 ORERIRE B (%)
M PR AR AL 2 (0.13) 2 (0.45)
7 LT F R AR F—E RN 2 (0.13) 2 (0.45)
JHT RE g A i 52 6 1 (0.06) 1 (0.22)
T B RE A A A S 1 (0.06) 1 (0.22)
B 2 (0.13) 2 (0.45)
95 1 (0.06) 1 (0.22)
FRIE 2 (0.13) 2 (0.45)
L 3 (0.19) 3 (0.67)
& 5 1 (0.06) 1 (0.22)
M- 1 (0.06) 1 (0.22)
fafi 1 (0.06) 1 (0.22)
M 1 (0.06) 1 (0.22)
RN 1 (0.06) 1 (0.22)
ZOfth 2 (0.13) 2 (0.45)
R v 1 (0.06) 1 (0.22)
AR 1 (0.06) 1 (0.22)
PRI 1 (0.06) 1 (0.22)
K v e 1 (0.06) 1 (0.22)

K1 AH A U S TER] CREIER]) 2 RE Lz,

W2 LRV SR (15K
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T A v 7Hi%E Vol 2,No.1 (2008)



LIEBD) TH Y, B cofiE GiF oRa S R:
20mg/ H, FDARW O &5 & 1 80mg/ H)?
XD EGETH - 72,

LA VERRAT A B¢ 446 SEBILC 31T 2 R S8 BUE 51
X 1.79% BHEHR, 161F) THo7z. HARTHE
BENTY VN Y F ¥ ORBUBLERRE © OF|
e ZBUERIZ 3.3 % & Wi 5 &, RFAELICB
BIBUEGIRIMEL o THY, ZOREKD—D &
LTG5 LBSHs R 22 EZOLN.
RHBLG R SRR O AL 6 4EH (Y >Ry F

VPP G A 341 4F / fER]) TH DB DI L
ARFANL 24 (Y v NA % F >~ 10mg/ HYL LD
PP G-I A 21.74 36 / SEB]) Th o 727280, K
AT R B S R o 2B ASEAE LT
7oWREED B TE R,

WA SCE RO 2 AR OEIER & LTEAR
&, B OHRE 1RO LN, Wb Bk
bDTholz. T2, YA ¥ F v$E [OHARA]
10mg/ H UL E& 5 @ 444 B b 3 HEBIIC B W\ T,
10mg/ HEZ @z 2 @& &G SN Tnizdy, wi

Table 3 ZTEMEMIMRAES] (446 FEF) (C 5 1T 3 BIMEARRERSI=

R Il 38 8L e
B[R TIE T - i
JEGIEL | ¥ | ERIE
*G Ak 446 8 16 1. 79% —
b B 158 1 3 0.63% | p=0.2696
S 288 7 13 2. 43% (n.s.)
49 %L 45 1 2 2.229
? %T o o p=0. 9689 »
Flim 50 i Lh | 65 %A 164 3 5 1.83% (n.s)
65 Ll 237 4 9 1. 69% o
L] 69 2 5 2.90% | p=0.6200
152 ElgEdus 361 6 11 1. 66% (n.s.)
R 16 0 0 0. 00% —
A E;HE[&UE 442 8 16 1.81% | p=1.0000 "
FHMERE 2 L AT 1 — VIfUE 4 0 0 0. 00% (n.s.)
g 129 3 6 2.33
e ﬁ’f - i p=0.7028 *
¢ 5l A 289 5 10 1.73%
. — (n.s.)
FEE i 27 0 0 0. 00%
R 1 0 0 0. 00% —
1 ] 90 3 5 3. 339
1 iﬂiﬁ 73 0 0 0 oo‘f p=0.31047
AT - — (n.s.)
Bk 84 2 5 | 2.38%
R 199 3 6 1.51% —
0 — a)
e H 318 8 16 2.52% | p=0.1120
i 128 0 0 0. 00% (n.s.)
H 62 0 0 0.00% | p=0.6068
g RERR 5
T e 384 8 16| 2. 08% (n.s.)
LA 14 0 0 0. 00% =1.0000
B R I LI
B 432 8 16 1. 85% (n.s.)
N H 189 2 3 1.06% | p=0.4762
1 ML S
B 257 6 13 2. 33% (n.s.)
A H 46 1 2 2. 179 =0. 5844
DR v P
i 400 7 14 1. 75% (n.s.)
) H 81 3 5 3. 704 =0. 1624 ¥
R o P
i 365 5 11 1.37% (n.s.)
H 107 5 11 4.67% .
ZOfth =0. 0219* ©
e 339 3 5 | ossy |’
AEIEGHTD [ 139 5 8 3.60% | p=0.1147
1 Bt v R VAR HE e 307 3 8 0. 98% (n.s.)
H 297 8 16 2. 69" =0. 0564
e v P
e 149 0 0 0. 00% (n.s.)
- 31 1 3 3. 23 =0. 4407 ¥
iz h | P
BiS 415 7 13 1. 69% (n.s.)
_ ) ] 6 0 0 0. 009 =1.0000
il JEE i b p
i 440 8 16 1.82% (n.s.)

a) Fisher O IEfEfERBE b) x2HE *; p<0.05

ns.; AEAERL
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LERBL WL EEbNE. S5, YUNRY
F N K B RBUBLER IR BRI 35\~ T b AR Rl e
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WweEEz bhie.

xED

Y UNAYF g TOHARA] #Y10mg/ H L. E
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