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Ezetimibe Sandoz 10 mg ezetimibe

Ezetimibe Sandoz

Ezetimibe Sandoz
( statins (bile acid sequestrants) 

[resins] bric acid plant stanols)
Ezetimibe (sterol transporter) Niemann-
Pick C1-Like 1 (NPC1L1)
Ezetimibe

Ezetimibe (
bile acid sequestrants) ( statins)

ezetimibe
Ezetimibe 14C-cholesterol

progesterone ethinyl estradiol
A D

ezetimibe HMG-CoA reductase
ezetimibe HMG-CoA 

reductase
( )

18
Ezetimibe 54%

ezetimibe
Statins

Ezetimibe statin
(total plasma cholesterol; total-C)

(low-density lipoprotein cholesterol; LDL-C)
apolipoprotein B (Apo B) (triglycerides; TG)

(High-density lipoprotein cholesterol; 
HDL-C)

Ezetimibe feno brate total-C
LDL-C Apo B TG HDL-C non-HDL-C

total-C LDL-C Apo B (Apo B LDL
)

HDL-C
total-C

LDL-C HDL-C
(very-low-

density lipoprotein cholesterol; VLDL) (intermediate-
density lipoprotein; IDL)

Ezetimibe
phenolic glucuronide (ezetimibe-glucuronide) Ezetimibe-

glucuronide ezetimibe (Cmax)
1-2 4-12

ezetimibe
Ezetimibe Sandoz 10 mg

ezetimibe
Ezetimibe Sandoz

Ezetimibe ezetimibe-glucuronide
99.7% 88~92%

Ezetimibe glucuronide conjugation (
)

( )
ezetimibe ezetimibe-glucuronide

10-20% 80-90% Ezetimibe ezetimibe-glucuronide
Ezetimibe ezetimibe-

glucuronide 22

14C-ezetimibe (20 mg) ezetimibe
93%

78% 11% 48

(10 18 ) ezetimibe
ezetimibe

ezetimibe ( 65 ) (18
45 ) 2 ezetimibe LDL-C

(Child Pugh score 5 to 6) 10 
mg ezetimibe ezetimibe (AUC)

1.7 ezetimibe 10 mg
14 (Child Pugh 

score 7 to 9) ezetimibe AUC
4

ezetimibe (Child Pugh score 9)
ezetimibe (

)

(n=8 CrCl  30 ml/min/1.73 m2)
10 mg ezetimibe ezetimibe AUC

(n=9) 1.5

(
cyclosporine) ezetimibe 12

ezetimibe ( 20%)
ezetimibe LDL-C

meta-analysis

1719
Ezetimibe 10 mg

total-C LDL-C Apo B TG
HDL-C ( ) LDL-C

LDL-C
Ezetimibe A D E

Total-C LDL-C Apo B TGa HDL-C

205 +1 +1 -1 -7 -1

Ezetimibe 622 -12 -18 -15 -7 +1

226 +1 +1 -1 +2 -2

Ezetimibe 666 -12 -18 -16 -9 +1

431 0 +1 -2 0 -2

Ezetimibe 1288 -13 -18 -16 -8 +1
a 

1187 Ezetimibe 10 mg
atorvastatin simvastatin pravastatin

lovastatin LDL-C statin
(10 mg)

Ezetimibe statin LDL-C
statin ( )

+4 -1 -1 0

-20 -19 -20 -19

-37 -27 -21 -20

-53 -46 -34 -34

-42 -36 -23 -26

-54 -46 -40 -41

-45 -38 -31 -30

-56 -56 -42 -46

-54 -45 - -

-61 -58 - -

-44 -36 -25 -25

-56 -51 -39 -40

Ezetimibe statin
Ezetimibe total-C Apo B TG HDL-C (

)

-41 -45 -33 +7

-32 -36 -24 +4

-37 -41 -29 +9

-26 -30 -20 +7

-27 -30 -21 +8

-17 -20 -14 +7

-29 -33 -25 +9

-18 -21 -12 +4
a 

statin LDL-C
(National Cholesterol Education Program; NCEP) (100-160 mg/
dl ) 769

statin Ezetimibe 10 mg

statin LDL-C
82% LDL-C

Ezetimibe 72 % 19 %
statin

Ezetimibe total-C LDL-C Apo B

TG HDL-C ( ) statin
LDL-C

390 -2
-4 

(-6 mg/dlc)
-3 -3 +1

379 -17
-25 

(-36 mg/dlc)
-19 -14 +3

a  statin 40% atorvastatin 31% simvastatin 29%
(pravastatin uvastatin cerivastatin lovastatin)

b  
c  LDL-C (statin + Ezetimibe :138 mg/dl statin + placebo :139 

mg/dl)

Ezetimibe statin C-reactive 
protein 10 % 0 %

621
atorvastatin 10 mg LDL-C  > 130 

mg/dl atorvastatin 20 mg atorvastatin 
10 mg Ezetimibe 10 mg LDL-C 

 (< 100 mg/dl) atorvastatin
80 mg Ezetimibe atorvastatin

40 mg LDL-C 187 mg/dl
60% (HeFH)

LDL-C
Ezetimibe 22% atorvastatin 7 %

LDL-C
Ezetimibe atorvastatin 10 mg 24% atorvastatin 20 

mg 9% HeFH LDL-C
LDL-C

100 simvastatin 20 mg
LDL-C simvastatin

Ezetimibe 10 mg
atorvastatin LDL-C
(Ezetimibe simvastatin 27% simvastatin 3%)

LDL-C (Ezetimibe simvastatin 24%
simvastatin 11%)

625 12 576
Ezetimibe 160 mg 

feno brate Ezetimibe 160 mg feno brate
Ezetimibe feno brate feno brate

total-C LDL-C Apo B non-HDL-C Ezetimibe
feno brate TG HDL-C

feno brate ( )

63 0 0 -1 -9 +3 0

185 -12 -13 -11 -11 +4 -15

188 -11 -6 -15 -43 +19 -16

183 -22 -20 -26 -44 +19 -30

a 
b -

12 ( )

Ezetimibe
HoFH 50 40 mg atorvastatin

simvastatin LDL apheresis
HoFH 80 mg

atorvastatin simvastatin Ezetimibe 10 mg 40 mg
atorvastatin simvastatin Ezetimibe 10 mg 80 mg
atorvastatin simvastatin Ezetimibe 10 
mg 40 mg 80 mg atorvastatin simvastatin 40 
mg 80 mg atorvastatin simvastatin LDL-C

17 -7

33 -21

17 -27

IMPROVE-IT (IMProved Reduction of Outcomes: Vytorin Efficacy 
International Trial)

18,144 (ACS
[MI] [UA] 10

ACS LDL-C
125 mg/dL ( 3.2  mmol/L)

100 mg/dL ( 2.6 mmol/L) 1:1
eztimibe/simvastatin 10/40 (n=9067)

simvastatin 40 (n=9077) 6.0 ( )  
63.6 76% 84%

27% (n=6390)
LDL-C 80 mg/dL  (2.1 mmol/

L) (n=11594) 101 mg/dL (2.6 
mmol/L) ACS 34%

statin ezetimibe/simvastatin
LDL-C 53.2 mg/dL (1.4 mmol/L)

simvastatin 69.9 mg/dL (1.8mmol/L)
 

(MCE 30

)
simvastatin simvastatin

ezetimibe (
MCE ) (

6.4% p=0.016) Ezetimibe/simvastatin 9067
2572 (7 Kaplan-Meier [KM]

32.72%) simvastatin 9077
2742 (7 KM 34.67%) ( )

statin
(

)  
simvastatin

ezetimibe-simvastatin
( ) ezetimibe statin

 
Ezetimibe/simvastatin (

statin )
 

‡

(CV
)

2572 32.72% 2742 34.67% 0.936
(0.887, 0.988)

0.016

 
30 CHD

MI

1322 17.52% 1448 18.88% 0.912
(0.847, 0.983)

0.016

MCE
( )

3089 38.65% 3246 40.25% 0.948
(0.903, 0.996)

0.035

CV MI 2716 34.49% 2869 36.20% 0.945
(0.897, 0.996)

0.035

( )

537 6.89% 538 6.84% 1000
(0.887, 1.127)

0.997

MI 945 12.77% 1083 14.41% 0.871
(0.798, 0.950)

0.002

156 2.06% 148 1.92% 1.059
(0.846, 1.326)

0.618

30 1690 21.84% 1793 23.36% 0.947 (0.886, 
1.012)

0.107

245 3.49% 305 4.24% 0.802
(0.678, 0.949)

0.010

MI
( )

977 13.13% 1118 14.82% 0.872
(0.800, 0.950)

0.002

( )
296 4.16% 345 4.77% 0.857

(0.734, 1.001)
0.052

d 242 3.48% 305 4.23% 0.793
(0.670, 0.939)

0.007

59 0.77% 43 0.59% 1.377
(0.930, 2.040)

0.110

1215 15.36% 1231 15.28% 0.989
(0.914, 1.070)

0.782

a 6% ezetimibe/simvastatin 10/80  
b 27% simvastatin 80  
c 7 Kaplan-Mieier  
d  

Ezetimibe Simvastatin 40 mg 10
(acute coronary syndrome)
(major cardiovascular events)



(Primary Hypercholesterolemia)

Ezetimibe HMG-CoA
(statin) (

) (total 
cholesterol; total-C) (low-density lipoprotein 
cholesterol; LDL-C) apolipoprotein B (Apo B)
(triglycerides; TG)

(Homozygous Familial 
Hypercholesterolemia HoFH)

Ezetimibe Statin

( LDL )
Ezetimibe Simvastatin 40 mg 10

(acute coronary syndrome)
(major cardiovascular events)

Ezetimibe Sandoz

Ezetimibe Sandoz 10
statin Ezetimibe Sandoz

Ezetimibe Simvastatin 40 mg 10
(acute coronary syndrome)
(major cardiovascular events)

Ezetimibe 10 simvastatin 40

10/80

Ezetimibe Sandoz (
)

Simvastatin
Ezetimibe Sandoz

simvastatin
( <30 ml/min) simvastatin

10 mg/day
( simvastatin )

( )

(
)

Ezetimibe Sandoz

(Child Pugh score 5 to 6)
(Child Pugh score 7 to 9) (Child Pugh 

score 9) Ezetimibe Sandoz (
)

Ezetimibe Sandoz Ezetimibe Sandoz

Ezetimibe Sandoz

Ezetimibe Sandoz statin feno brate

Ezetimibe
statin (
ULN ) Ezetimibe Sandoz

statin
statin (

)
IMPROVE-IT (IMProved Reduction of Outcomes: Vytorin 

Ef cacy International Trial) 18,144 CHD
ezetimibe/

simvastatin 10/40 (n=9067) simvastatin 40
(n=9077) 6.0 ( ) ezetimibe/
simvastatin ( 3 ULN)
2.5% simvastatin 2.3% ( )

9000
Ezetimibe 10 mg simvastatin 

20 mg 1 1 (n=4650) (n=4620) (
4.9 ) Ezetimibe simvastatin

( ) 0.7%
0.6% ( )

Ezetimibe
( statin )

statin
CPK Ezetimibe
0.2% 0.1%

Ezetimibe statin 0.1%
statin 0.4%
Ezetimibe

Ezetimibe statin
Ezetimibe

Ezetimibe

Ezetimibe

Ezetimibe statin

IMPROVE-IT 18,144 CHD
ezetimibe/

simvastatin 10/40 (n=9067 simvastatin 40
(n=9077) 6.0 ( ) ezetimibe/
simvastatin 0.2% simvastatin
0.1%
CK 10 ULN CK 5

10 ULN ezetimibe/simvastatin
0.1% simvastatin 0.2%

CK 10
ULN 5 ULN

10 ULN CK 10,000 IU/L
( )

9000
Ezetimibe 10 mg simvastatin 20 mg 1 1

(n=4650) (n=4620) ( 4.9
) Ezetimibe simvastatin /

0.2% 0.1% ( )

ezetimibe
Ezetimibe Sandoz

( )

Ezetimibe feno brate brates
Ezetimibe Sandoz

feno brate brates ( )

Ezetimibe Sandoz feno brate

( feno brate )

ezetimibe cyclosporine
Ezetimibe Sandoz cyclosporine

cyclosporine ( )

Ezetimibe Sandoz warfarin coumarin
uindione

(International Normalized Ratio, INR) ( )

ezetimibe
ezetimibe

ezetimibe
250 500 1000 

mg
1000 mg (

10 mg ezetimibe AUC 0-24 )
(

) 1000 mg
( 10 mg ezetimibe

AUC 0-24 150 )

ezetimibe
ezetimibe

HMG-CoA (statins)
ezetimibe statins ezetimibe

ezetimibe

ezetimibe

ezetimibe

ezetimibe

ezetimibe cytochrome P450
Ezetimibe cytochrome P450 1A2

2D6 2C8 2C9 3A4 N-Acetyltransferase

Ezetimibe dapsone dextromethorphan digoxin
(ethinyl estradiol levonorgestrel) glipizide

tolbutamide midazolam
Cimetidine ezetimibe ezetimibe

ezetimibe
ezetimibe

cholestyramine ezetimibe (ezetimibe 
+ ezetimibe glucuronide) AUC 55%
Ezetimibe cholestyramine LDL-C

>50 mL/min cyclosporine
ezetimibe 10 mg ezetimibe AUC

17 3.4 ( 2.3
7.9 )

( 13.2 mL/min/1.73 m2)
cyclosporine

ezetimibe AUC 12
12 ezetimibe 20 mg

8 7 cyclosporine 100 mg
cyclosporine AUC cyclosporine 100 mg

15% ( 10% 51%) (
)

Ezetimibe feno brate
( Feno brate)

brates
Fibrates

(cholelithiasis) ezetimibe

ezetimibe
feno brate brates

feno brate total 
ezetimibe 1.5

gem brozil total 
ezetimibe 1.7

Ezetimibe atorvastatin simvastatin pravastatin
lovastatin uvastatin rosuvastatin

12 warfarin
ezetimibe ( 10 mg) warfarin

Ezetimibe warfarin uindione

( )

112 Ezetimibe 10 mg (n= 
2396) statin (n=11,308) feno brate (n=185)

Ezetimibe
Ezetimibe

Ezetimibe (n=2396)
(n=1159) statin

(n=11,308) statin
(n=9361) ( 1/100
1/10) ( 1/1,000 1/100)

Ezetimibe

 ALT / AST CPK gamma-
(gamma-glutamyltransferase)

Ezetimibe statin

ALT / AST

Ezetimibe feno brate

625 12
576

(
) (95 )

feno brate Ezetimibe feno brate
4.5% (1.9 8.8) 2.7% (1.2 5.4)

feno brate Ezetimibe feno brate
0.6% (0.0 3.1) 1.7%(0.6 4.0)(

) CPK

IMPROVE-IT ( ) 18,144
ezetimibe/simvastatin 10/40 (n=9067 6%

ezetimibe/simvastatin 10/80 ) simvastatin 40
(n=9077 27% simvastatin 80 )

6.0 ( )
ezetimibe/simvastatin

10.6% simvastatin
10.1% Ezetimibe/simvastatin

0.2% simvastatin 0.1%
CK 10 ULN

CK 5 <10 ULN
ezetimibe/simvastatin 0.1%
simvastatin 0.2%

CK 10 ULN
5 ULN 10 ULN

CK 10,000 IU/L
ezetimibe/simvastatin ( 3

ULN) 2.5% simvastatin 2.3% (
) ezetimibe/simvastatin simvastatin

3.1% 3.5%
1.5%

9.4% 9.5% (
)   

9000 (SHARP)
Ezetimibe 10 mg simvastatin 20 

mg 1 1 (n=4650) (n=4620)
4.9

( Ezetimibe
simvastatin 10.4%

9.8%) /
Ezetimibe simvastatin 0.2%

0.1% (
) Ezetimibe simvastatin

0.7% 0.6%
(Ezetimibe

simvastatin 9.4% 9.5%)
/

( ALT / AST 
 3 ) Ezetimibe

(0.5%) (0.3%)
Ezetimibe statin

1.3% statin 0.4%

( )
Ezetimibe statin

CPK ( 10 )
statin

/ (
)

15 ezetimibe 50 mg 14
18 ezetimibe 40 mg

56 27 40 mg
26

Lactose monohydrate Hypromellose Croscarmellose sodium
Microcrystalline cellulose Sodium lauryl sulfate Magnesium 
stearate

30 C 
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製造廠：Lek Pharmaceuticals, d.d.
廠　址：Verovskova 57, 1526 Ljubljana, Slovenia
包裝廠：Lek Pharmaceuticals D.D., Packaging center 
　　　　Lendava
廠　址：Trimlini 2D, SI-9220 Lendava, Slovenia
藥　商：台灣諾華股份有限公司

地　址：台北市中山區民生東路三段2號8樓


