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Rosuvastatin Mylan 10mg 
(Rosuvastatin 10 mg Film coated Tablets )  

 026497  
Each F.C. tablet contains  10.4 mg Rosuvastatin calcium eq to Rosuvastatin 10 mg  

 
 

Rosuvastatin  
1. ( )
(Fredrickson a b ) (LDL-C) B(Apo B)

(HDL-C); 
2. (Fredrickson ); 
3. ( ) 
Rosuvastatin ( )  
4. ( [LDL apheresis])

B(Apo B); 
(NCEP-ATP )

(TCL)
5

 
 1. NCEP   

 

  
 

 
 

 
 

CHDa CHD  
(10  > 20%) < 100 mg/dL  100 mg/dL 

 130 mg/dL  
100-129 mg/dL

b 

2  
(10   20%) < 130 mg/dL  130 mg/dL 

10  10%-20%  
 130 mg/dL 

10  < 10%  
 160 mg/dL 

0-1  c  < 160 mg/d  160 mg/dL 

 190 mg/dL 
160-189 mg/dL  

 
a CHD  
b 100 mg/dL

nicotinic acid fibrate  
c 0-1 10 10% 0-1 10

 
200 mg/dL (

)
30 mg/dL  

130 mg/dL (
NCEP )  

20 5  
Rosuvastatin (

)
400 mg/dL(4.5 mmol/L)

 
 

= (0.20× + ) 400 
mg/dL( 4.5 mmol/L)

 
Rosuvastatin Fredrickson  

( )  
 

 Rosuvastatin
Rosuvastatin  

( ) (Fredrickson a b ) 
Rosuvastatin 5-20 mg
Rosuvastatin 10mg

5 mg
cyclosporine ( [  

] ) ( 190 mg/dL)
20 mg Rosuvastatin / 2-4

 
statin statin Rosuvastatin Rosuvastatin

 
Rosuvastatin 2-4  

 
Rosuvastatin 20 mg Rosuvastatin

( LDL apheresis )
 

 
5 mg Rosuvastatin 5 10 mg

Rosuvastatin ( [
] / ;[ ] ;[ ] )  
Cyclosporine Lopinavir/Ritonavir Atazanavir/Ritonavir  

cyclosporine Rosuvastatin 5 mg ( [ ] [
]) lopinavir ritonavir atazanavir ritonavir  

ROSUVASTATIN 10mg ( [ ] [ ])  
 

Rosuvastatin
gemfibrozil Rosuvastatin 10 mg ( [ ] / ;[

] )  
 

(CLcr 30 mL/min/1.73m2)
Rosuvastatin 5 mg 10 mg ( [ ]

;[ ] )  
( ) 

Rosuvastatin  
* Rosuvastatin

( [ ]) 
* (hepatic transaminase) (
[ ]) 
* HMG-CoA

( [ ] [ ]) 
* HMG-CoA

Rosuvastatin ( [ ]) 
 ( ) 

1.  
HMG-CoA ( Rosuvastatin) (myoglobinuria)
(rhabdomyolysis) (myopathy)

(40 mg)  
Rosuvastatin ( 65

)  
Rosuvastatin (fibrates niacin), gemfibrozil, 
cyclosporine, lopinavir/ritonavir atazanavir/ritonavir ( [ ] [ ] 

(creatinine kinase) Rosuvastatin
(

)
ROSUVASTATIN  

IMNM statin 
IMNM statin

 

 
2.  

12 (
)  

HMG-CoA Rosuvastatin [AST(SGOT) or ALT(SGPT)]

Rosuvastatin
 

Rosuvastatin 1.1%
(ULN) 3 0.5%  

ALT AST UTN 3
Rosuvastatin  

Rosuvastatin / ( [ ])
Rosuvastatin ( [ ]) 

3. Coumarin  
Rosuvastatin coumarin

(the prothrombin time/INR) coumarin Rosuvastatin
Rosuvastatin INR INR INR (

[ ]) 
4.  

Rosuvastatin Rosuvastatin
(dipstick-positive proteinuria) (microscopic hematuria)  

Rosuvastatin HMG-CoA Rosuvastatin 
40mg

/ Rosuvastatin  
5.  

HMG-CoA ( Rosuvastatin) HbA1c ( [ ]  
Rosuvastatin (cortisol)

(adrenal reserve); Rosuvastatin (
ketoconazole spironolactone cimetidine)  

 ( ) 
 

* ( )( [ ]) 
* ( [ ]) 

5,394 15 Rosuvastatin ( ) 1.4%
*  *  *  

Rosuvastatin 5,394 ( 2%) *  *
 *  *  *  

1.  

 
2% 1

12  
2 2% ROSUVASTATIN * (% ) 

 ROSUVASTATIN 

5 mg 
N = 291 

ROSUVASTATIN 
10 mg 
N = 283 

ROSUVASTATIN 
20 mg 
N = 64 

ROSUVASTATIN 
40 mg 
N = 106 

Total 
ROSUVASTATIN 

5 mg -40 mg 
N = 744 

 
N = 382 

 5.5 4.9 3.1 8.5 5.5 5.0 
 3.8 3.5 6.3 0 3.4 3.1 

 3.1 2.1 6.3 1.9 2.8 1.3 
 2.4 3.2 4.7 0.9 2.7 2.6 

 2.1 2.1 4.7 2.8 2.4 2.4 
* COSTART  

( )
( [

]) (glutamyl 
transpeptidase)  (alkaline phosphatase) (bilirubin)  

METEOR 981 Rosuvastatin 40 mg(n=700) (n=281)
1.7 5.6% Rosuvastatin 2.8%

( [ ]) 2%
3 

3 METEOR 2% ROSUVASTATIN * (% ) 

 ROSUVASTATIN  40 mg 
N = 700 

 
N = 281 

 12.7 12.1 
 10.1 7.1 

 6.4 5.3 
 4.0 2.8 

Blood CPK 2.6 0.7 
 2.4 1.8 

†ALT > 3 x ULN 2.2 0.7 
* MedDRA  
†  
CPK creatine phosphokinase ULN upper limit of normal 

JUPITER 17,802 Rosuvastatin 20mg (n=8901) (n=8901) 2
Rosuvastatin 6.6%

6.2%  
JUPITER Rosuvastatin (2.8%) (2.3%)

Rosuvastatin HbA1c 0.1% Rosuvastatin HbA1c
6.5% ( [ ] [ ]) 2%

4  
4 JUPITER ROSUVASTATIN * 2% (% ) 

 ROSUVASTATIN 20 mg 
N = 8901 

 
N = 8901 

 7.6 6.6 
 3.8 3.2 

 3.3 3.0 
 2.4 2.3 

* MedDRA  
2.  

Rosuvastatin
 ( ) 

 
statin ( [ ]) 

 ( ) 
1. Cyclosporine 
Cyclosporine Rosuvastatin (AUC) 7  cyclosporine 
Rosuvastatin 5 mg ( [ ] [ ] [ ]) 
2.   Gemfibrozil 
Gemfibrozil Rosuvastatin /

Rosuvastatin gemfibrozil Rosuvastatin 10 mg ( [
] [ ]) 

3.  
Rosuvastatin ritonavir  Rosuvastatin
Lopinavir/ritonavir atazanavir/ritonavir Rosuvastatin (AUC)

3 ( 4-[ ]) Rosuvastatin 10mg
Tipranavir/ritonavir fosamprenavir/ritonavir Rosuvastatin

Rosuvastatin ritonavir ( [ ] [ ]
[ ]  
4. Coumarin  
Rosuvastatin coumarin INR Rosuvastatin
coumarin Rosuvastatin coumarin INR

Rosuvastatin INR
( [ ] ) 

5. Niacin 
Rosuvastatin niacin ( 1g/ )

Rosuvastatin ( [ ]) 
6. Fenofibrate 

Rosuvastatin fenofibrate (AUC)
HMG-CoA fenofibrates Rosuvastatin

fenofibrates ( [ ] ) 
 ( ) 

1.  
X  

Rosuvastatin

( [ ]) 
Rosuvastatin HMG-

CoA 100 HMG-CoA
/

3~4 89%
 

Rosuvastatin 40 mg Rosuvastatin
40 mg 10~12

40 mg Rosuvastatin
( [ ]) 

Rosuvastatin Rosuvastatin
 

2.  
Rosuvastatin

Rosuvastatin
HMG-CoA

Rosuvastatin ( [ ]) 
3.  

8 (8 )  
Rosuvastatin (Cmax) AUC  
4.  

Rosuvastatin 10,275 3,159 (31%) 65 698 (6.8%) 75

 
ROSUVASTATIN ( [ ] [ ]) 

5.  
(CLcr 30 mL/min/1.73m2) Rosuvastatin

(CLcr 30 mL/min/1.73m2) Rosuvastatin
Rosuvastatin ( [ ] [

] [ ]) 
6.  
Rosuvastatin ( )
Rosuvastatin Rosuvastatin ( [ ] [ ] [

]) 
7.  

2 Rosuvastatin
( [ ] [ ]) 

8.  

Rosuvastatin  
( ) 

Rosuvastatin (Rosuvastatin calcium)
Rosuvastatin calcium

 bis[(E)-7-[ 4-(4-fluorophenyl)-6-
isopropyl-2[methyl (methylsulfonyl) amino] 
pyrimidin-5-yl]-(3R,5S)-3,5-dihydroxyhept- 
6-enoic aid] calcium salt;  
 

Rosuvastatin calcium (C22H27FN3O6S)2Ca 1001.14. Rosuvastatin calcium
Rosuvastatin pH 7.0 -

(octanol/water) 0.13  
 

( ) 
1.  
Rosuvastatin HMG-CoA  

; 3-hydroxy-3- methylglutaryl coenzyme A mevalonate
mevalonate
Rosuvastatin

Rosuvastatin

 
2.  
* 3-5 Rosuvastatin
Rosuvastatin Cmax AUC Rosuvastatin  

20% Rosuvastatin Rosuvastatin AUC  
Rosuvastatin  
* Rosuvastatin 134 88% Rosuvastatin

(albumin)  
* Rosuvastatin 10%

N-desmethyl Rosuvastatin P450 2C9 N-
desmethyl Rosuvastatin HMG-CoA Rosuvastatin 1/6~1/2

HMG-CoA 90% Rosuvastatin  
* Rosuvastatin (90%) Rosuvastatin

19  
28% 72%  

*  

( ) (AUC
Cmax) 2  

Rosuvastatin  
( 65 ) Rosuvastatin  

(CLcr 30 mL/min/1.73m2) Rosuvastatin ;
(CLcr 30 mL/min/1.73m2) Rosuvastatin 

(CLcr 80 mL/min/1.73m2) 3  
Rosuvastatin (steady-state plasma 

concentration) 50%  
Rosuvastatin ; Child-Pugh A 

Cmax AUC 60% 5%; Child-Pugh B Cmax AUC
100% 21%  

 
 ( ) 

Rosuvastatin P450 3A4 Rosuvastatin 
1B1  OATP1B1

BCRP Rosuvastatin cyclosporine HIV
 Rosuvastatin  

5 Rosuvastatin  
 Rosuvastatin 

 mg * AUC  ** Cmax  ** 
Cyclosporine – stable dose required 

75 mg – 200 mg BID  
10 mg QD for 

10 days  7.1-fold†  11-fold† 

Atazanavir/ritonavir combination 
300 mg / 100 mg QD for 8 days 10 mg  3.1-fold†  7-fold† 

Lopinavir/ritonavir combination 
400 mg / 100 mg BID for 17 days 

20 mg QD for 
7 days  2.1-fold†  5-fold† 

Gemfibrozil 600 mg BID for 7 days 80 mg  1.9-fold†  2.2-fold† 
Eltrombopag 75 mg QD, 5 days 10 mg  1.6-fold  2-fold 
Darunavir 600 mg/ritonavir 100 mg 
BID, 7 days 

10 mg QD for 
7 days  1.5-fold  2.4-fold 

Tipranavir/ritonavir combination 
500 mg / 200 mg BID for 11 days 10 mg  26%  2-fold 

Dronedarone 400 mg BID 10 mg  1.4-fold  

Itraconazole 200 mg QD, 5 days 10 mg or 
80 mg 

 39% 
 28% 

 36% 
 15% 

Ezetimibe 10 mg QD, 14 days 10 mg QD for 
14 days  1.2-fold  

Fosamprenavir/ritonavir 
700 mg / 100 mg BID for 7 days 10 mg  8%  45% 

Fenofibrate 67 mg TID for 7 days 10 mg   21% 
Rifampicin 450 mg QD, 7 days 20 mg   
Aluminum & magnesium hydroxide 
combination antacid 
Administered  simultaneously  
Administered  2 hours apart 

 2  

 
 

40 mg 
40 mg 

 
 

 54%† 
 22% 

 
 

 50%† 
 16% 

Ketoconazole  200 mg BID for 7 days 80 mg  2%  5% 
Fluconazole 200 mg QD for 11 days 80 mg  14%  9% 
Erythromycin  500 mg QID for 7 days 80 mg  20%  31% 

*  ** ( / =1-fold) % ( /
=0%);  

† ( [ ] [ ]) 
6 Rosuvastatin  
Rosuvastatin   

  AUC  Cmax  

40 mg QD for 10 days Warfarin* 25 mg single 
dose 

R-Warfarin  4% 
 S-Warfarin  6% 

R-Warfarin  1%  
S-Warfarin 0% 

40 mg QD for 12 days Digoxin 0.5 mg single 
dose  4%  4% 

40 mg QD for 28 days 

Oral Contraceptive 
ethinyl estradiol 0.035 

mg & norgestrel 0.180, 
0.215 and 0.250 mg QD 

for 21Days 

EE  26% 
NG  34% 

EE  25% 
NG  23% 

EE=ethinyl estradiol, NG=norgestrel * ( [ ]) 
 

 ( ) 
HMG-CoA Rosuvastatin OATP1B1

n = 3~5 Rosuvastatin OATP1B1 SLCO1B1 
521T > C 2 alleles SLCO1B1 521 C/C

/ 5% Rosuvastatin / 
 

 
 ( ) 

1.  
104 Rosuvastatin 2 20 60 80mg
80 mg ( AUC 40 mg 20 )

;  
107 Rosuvastatin 10 60 200mg

200 mg ( AUC 40 mg 20 ) /
;  

(Salmonella typhimurium ) (Escherichia coli ) Ames
(the mouse lymphoma assay) (the chromosomal aberration 

assay) Rosuvastatin ;Rosuvastatin
(in vivo mouse micronucleus test)  

Rosuvastatin 5 15 50 mg 9
Rosuvastatin 2 7 Rosuvastatin

Rosuvastatin 50 mg ( AUC 40 mg  10
) Rosuvastatin  

30 mg (spermatidic giant cells)
Rosuvastatin 30 mg

40 mg 20 10  
HMG-CoA  
2. /  

-  
Rosuvastatin 16 Rosuvastatin 25 mg

Rosuvastatin 3% 20% 18
Rosuvastatin  1 mg ( 25%)  

7 Rosuvastatin 5 15 50 mg
( AUC 40 mg 10 ) ( )

 
7 21 ( )  Rosuvastatin 2 10 50 

mg 50 mg ( 40 mg 12 )
 
6 18 ( ) Rosuvastatin 0.3 1 3 mg(

40 mg )  
Rosuvastatin 25 mg Rosuvastatin

3 mg ( AUC 40 mg
)  

 
HMG-CoA

HMG-CoA
30

( [Wallerian degeneration of retinogeniculate 
fibers]) Rosuvastatin 90 mg( AUC

40 mg 100 ) 24 (choroid plexus)
Rosuvastatin 6 mg( AUC

40 mg 20 )52 Rosuvastatin 30 mg(
AUC 40 mg 60 )12
Rosuvastatin 90 mg( AUC 40 mg 100 ) 4

30 mg ( AUC
40 mg 60 )  

 
 ( ) 

1.  
Rosuvastatin B

 
Rosuvastatin

6
B( 7)  

7. Rosuvastatin ( 6 ) 

    
   B   

 
 13 -5 -7 -7 -3 -3 3 

5 17 -33 -45 -44 -38 -35 13 
10 17 -36 -52 -48 -42 -10 14 
20 17 -40 -55 -51 -46 -23 8 
40 18 -46 -63 -60 -54 -28 10 

2,240
Rosuvastatin atorvastatin simvastatin pravastatin HMG-CoA

Rosuvastatin atorvastatin simvastatin pravastatin 6 ( 1 8)  
1. 6 Rosuvastatin Atorvastatin Simvastatin Pravastatin

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

25 50 75 10 90 
189 mg/dL 

8. 6 (LS means*)( 156-167 ) 
  

 10 mg 20 mg 40 mg 80 mg 
CRESTOR® -46*† -52† -55‡ --- 
Atorvastatin -37 -43 -48 -51 
Simvastatin -28 -35 -39 -46 
Pravastatin -20 -24 -30 --- 

* 1.00 
*Rosuvastatin 10 mg  atorvastatin 10 mg;pravastatin 10 
mg 20 mg 40 mg; simvastatin 10 mg 20 mg 40 mg (p 0.002)  
†Rosuvastatin 20 mg atorvastatin 20 mg 40 mg;pravastatin 
20 mg 40 mg; simvastatin 20 mg 40 mg 80 mg (p 0.002)  
‡Rosuvastatin 40 mg atorvastatin 40 mg; pravastatin 40 mg; 
simvastatin 40 mg 80 mg (p 0.002)  

 
- 273-817 mg/dL 

Rosuvastatin (5-40 mg) 6 ( 9)  
9. Rosuvastatin 6 ( )

 

  
N = 26 

ROSUVASTATIN 

5 mg 
N = 25 

ROSUVASTATIN 

10 mg 
N = 23 

ROSUVASTATIN 

20 mg 
N = 27 

ROSUVASTATIN 

40 mg 
N = 25 

 1 -40, 72  -21 -58, 38  -37 -65, 5  -37 -72, 11  -43 -80, -7  

 2 -13, 19  -29 -43, -8  -49 -59, -20  -43 -74, -12  -51 -62, -6  

 2 -36, 53  -25 -62, 49  -48 -72, 14  -49 -83, 20  -56 -83, 10  

 1 -13, 17  -24 -40, -4  -40 -51, -14  -34 -61, -11  -40 -51, -4  

 5 -30, 52  -28 -71, 2  -45 -59, 7  -31 -66, 34  -43 -61, -3  

 -3 -25, 18  3 -38, 33  8 -8, 24  22 -5, 50  17 -14, 63  

( ) 
32 ( ) (27

2/ 2 4 E Arg145Cys ) 6 NCEP
(TLC) 6 TLC Rosuvastatin 10 mg
Rosuvastatin 20 mg Rosuvastatin 20 mg Rosuvastatin 10 mg Rosuvastatin

( )  
10. ( ) Rosuvastatin 10mg 20mg 6

(95% Cl)(N=32) 

  
mg/dL  

 
95% CI  

ROSUVASTATIN  10 mg 

 
95% CI  

ROSUVASTATIN 20 mg 
 342.5 -43.3 -46.9, -37.5  -47.6 -51.6, -42.8  

 503.5 -40.1 -44.9, -33.6  -43.0 -52.5, -33.1  
 294.5 -48.2 -56.7, -45.6  -56.4 -61.4, -48.5  
 

+  
 

209.5 -46.8 -53.7, -39.4  -56.2 -67.7, -43.7  

 112.5 -54.4 -59.1, -47.3  -57.3 -59.4, -52.1  
 35.5 10.2 1.9, 12.3  11.2 8.3, 20.5  

 
RLP-C  

 
82.0 -56.4 -67.1, -49.0  -64.9 -74.0, -56.6  

 E Apo E  16.0 -42.9 -46.3, -33.3  -42.5 -47.1, -35.6  
 

6 40
(n=40 8-63 )  Rosuvastatin 20-40 mg 

22% 20 mg 40mg 
6% 27 15% 30%(

 28%) 13 15% 3 
5 3 15%  

METERO study  
(Intima Media Thickness)  Rosuvastatin 40mg

(METEOR)  (Framingham risk 10% 
over ten years) Rosuvastatin 

B-mode (ultrasonography) (carotid Intima Media 
Thickness, cIMT) 984 (
876 ) Rosuvastatin 40mg 5 2

(ultrasonograms) 2 12 cIMT 
(annualized rate of change); 12 cIMT  Rosuvastatin

-0.0145 mm/year(95%CI -0.0196, -0.0093; p 0.0001)  
+0.0131mm/year(p 0.0001) Rosuvastatin

-0.0014mm/year(p=0.32)  
Rosuvastatin 52.1% ( )

37.7%  
 ( ) 

 
 

 25  
 

2~1000  
: Microcrystalline Cellulose, Lactose Monohydrate  

Magnesium Oxide Light , Crospovidone, Silica Colloidal Anhydrous ,          
Magnesium Stearate, Iron Oxide Red , Opadry II pink 32K540000, purified water 

: 2015/03 
: Mylan Laboratories Limited 

: F/4 & F/12. MIDC Malegaon, Sinnar, Nashik- 422 113, Maharashtra, INDIA 
:  
: 160 8 3 

N

N

F

N
SO2Me

OH OH

O

O

Ca2+

2  



Mylan Taiwan Ltd. 
8F-3, No. 160, Sec. 6,  
Min Chuan E. Rd. Taipei, Taiwan 
Phone   02 6603 1688 
F a x  02 2791 0928 
W e b  www.mylan.com 

10  
Rosuvastatin Mylan 10mg 
(Rosuvastatin 10 mg Film coated Tablets )  

 026497  
Each F.C. tablet contains  10.4 mg Rosuvastatin calcium eq to Rosuvastatin 10 mg  

 
 

Rosuvastatin  
1. ( )
(Fredrickson a b ) (LDL-C) B(Apo B)

(HDL-C); 
2. (Fredrickson ); 
3. ( ) 
Rosuvastatin ( )  
4. ( [LDL apheresis])

B(Apo B); 
(NCEP-ATP )

(TCL)
5

 
 1. NCEP   

 

  
 

 
 

 
 

CHDa CHD  
(10  > 20%) < 100 mg/dL  100 mg/dL 

 130 mg/dL  
100-129 mg/dL

b 

2  
(10   20%) < 130 mg/dL  130 mg/dL 

10  10%-20%  
 130 mg/dL 

10  < 10%  
 160 mg/dL 

0-1  c  < 160 mg/d  160 mg/dL 

 190 mg/dL 
160-189 mg/dL  

 
a CHD  
b 100 mg/dL

nicotinic acid fibrate  
c 0-1 10 10% 0-1 10

 
200 mg/dL (

)
30 mg/dL  

130 mg/dL (
NCEP )  

20 5  
Rosuvastatin (

)
400 mg/dL(4.5 mmol/L)

 
 

= (0.20× + ) 400 
mg/dL( 4.5 mmol/L)

 
Rosuvastatin Fredrickson  

( )  
 

 Rosuvastatin
Rosuvastatin  

( ) (Fredrickson a b ) 
Rosuvastatin 5-20 mg
Rosuvastatin 10mg

5 mg
cyclosporine ( [  

] ) ( 190 mg/dL)
20 mg Rosuvastatin / 2-4

 
statin statin Rosuvastatin Rosuvastatin

 
Rosuvastatin 2-4  

 
Rosuvastatin 20 mg Rosuvastatin

( LDL apheresis )
 

 
5 mg Rosuvastatin 5 10 mg

Rosuvastatin ( [
] / ;[ ] ;[ ] )  
Cyclosporine Lopinavir/Ritonavir Atazanavir/Ritonavir  

cyclosporine Rosuvastatin 5 mg ( [ ] [
]) lopinavir ritonavir atazanavir ritonavir  

ROSUVASTATIN 10mg ( [ ] [ ])  
 

Rosuvastatin
gemfibrozil Rosuvastatin 10 mg ( [ ] / ;[

] )  
 

(CLcr 30 mL/min/1.73m2)
Rosuvastatin 5 mg 10 mg ( [ ]

;[ ] )  
( ) 

Rosuvastatin  
* Rosuvastatin

( [ ]) 
* (hepatic transaminase) (
[ ]) 
* HMG-CoA

( [ ] [ ]) 
* HMG-CoA

Rosuvastatin ( [ ]) 
 ( ) 

1.  
HMG-CoA ( Rosuvastatin) (myoglobinuria)
(rhabdomyolysis) (myopathy)

(40 mg)  
Rosuvastatin ( 65

)  
Rosuvastatin (fibrates niacin), gemfibrozil, 
cyclosporine, lopinavir/ritonavir atazanavir/ritonavir ( [ ] [ ] 

(creatinine kinase) Rosuvastatin
(

)
ROSUVASTATIN  

IMNM statin 
IMNM statin

 

 
2.  

12 (
)  

HMG-CoA Rosuvastatin [AST(SGOT) or ALT(SGPT)]

Rosuvastatin
 

Rosuvastatin 1.1%
(ULN) 3 0.5%  

ALT AST UTN 3
Rosuvastatin  

Rosuvastatin / ( [ ])
Rosuvastatin ( [ ]) 

3. Coumarin  
Rosuvastatin coumarin

(the prothrombin time/INR) coumarin Rosuvastatin
Rosuvastatin INR INR INR (

[ ]) 
4.  

Rosuvastatin Rosuvastatin
(dipstick-positive proteinuria) (microscopic hematuria)  

Rosuvastatin HMG-CoA Rosuvastatin 
40mg

/ Rosuvastatin  
5.  

HMG-CoA ( Rosuvastatin) HbA1c ( [ ]  
Rosuvastatin (cortisol)

(adrenal reserve); Rosuvastatin (
ketoconazole spironolactone cimetidine)  

 ( ) 
 

* ( )( [ ]) 
* ( [ ]) 

5,394 15 Rosuvastatin ( ) 1.4%
*  *  *  

Rosuvastatin 5,394 ( 2%) *  *
 *  *  *  

1.  

 
2% 1

12  
2 2% ROSUVASTATIN * (% ) 

 ROSUVASTATIN 

5 mg 
N = 291 

ROSUVASTATIN 
10 mg 
N = 283 

ROSUVASTATIN 
20 mg 
N = 64 

ROSUVASTATIN 
40 mg 
N = 106 

Total 
ROSUVASTATIN 

5 mg -40 mg 
N = 744 

 
N = 382 

 5.5 4.9 3.1 8.5 5.5 5.0 
 3.8 3.5 6.3 0 3.4 3.1 

 3.1 2.1 6.3 1.9 2.8 1.3 
 2.4 3.2 4.7 0.9 2.7 2.6 

 2.1 2.1 4.7 2.8 2.4 2.4 
* COSTART  

( )
( [

]) (glutamyl 
transpeptidase)  (alkaline phosphatase) (bilirubin)  

METEOR 981 Rosuvastatin 40 mg(n=700) (n=281)
1.7 5.6% Rosuvastatin 2.8%

( [ ]) 2%
3 

3 METEOR 2% ROSUVASTATIN * (% ) 

 ROSUVASTATIN  40 mg 
N = 700 

 
N = 281 

 12.7 12.1 
 10.1 7.1 

 6.4 5.3 
 4.0 2.8 

Blood CPK 2.6 0.7 
 2.4 1.8 

†ALT > 3 x ULN 2.2 0.7 
* MedDRA  
†  
CPK creatine phosphokinase ULN upper limit of normal 

JUPITER 17,802 Rosuvastatin 20mg (n=8901) (n=8901) 2
Rosuvastatin 6.6%

6.2%  
JUPITER Rosuvastatin (2.8%) (2.3%)

Rosuvastatin HbA1c 0.1% Rosuvastatin HbA1c
6.5% ( [ ] [ ]) 2%

4  
4 JUPITER ROSUVASTATIN * 2% (% ) 

 ROSUVASTATIN 20 mg 
N = 8901 

 
N = 8901 

 7.6 6.6 
 3.8 3.2 

 3.3 3.0 
 2.4 2.3 

* MedDRA  
2.  

Rosuvastatin
 ( ) 

 
statin ( [ ]) 

 ( ) 
1. Cyclosporine 
Cyclosporine Rosuvastatin (AUC) 7  cyclosporine 
Rosuvastatin 5 mg ( [ ] [ ] [ ]) 
2.   Gemfibrozil 
Gemfibrozil Rosuvastatin /

Rosuvastatin gemfibrozil Rosuvastatin 10 mg ( [
] [ ]) 

3.  
Rosuvastatin ritonavir  Rosuvastatin
Lopinavir/ritonavir atazanavir/ritonavir Rosuvastatin (AUC)

3 ( 4-[ ]) Rosuvastatin 10mg
Tipranavir/ritonavir fosamprenavir/ritonavir Rosuvastatin

Rosuvastatin ritonavir ( [ ] [ ]
[ ]  
4. Coumarin  
Rosuvastatin coumarin INR Rosuvastatin
coumarin Rosuvastatin coumarin INR

Rosuvastatin INR
( [ ] ) 

5. Niacin 
Rosuvastatin niacin ( 1g/ )

Rosuvastatin ( [ ]) 
6. Fenofibrate 

Rosuvastatin fenofibrate (AUC)
HMG-CoA fenofibrates Rosuvastatin

fenofibrates ( [ ] ) 
 ( ) 

1.  
X  

Rosuvastatin

( [ ]) 
Rosuvastatin HMG-

CoA 100 HMG-CoA
/

3~4 89%
 

Rosuvastatin 40 mg Rosuvastatin
40 mg 10~12

40 mg Rosuvastatin
( [ ]) 

Rosuvastatin Rosuvastatin
 

2.  
Rosuvastatin

Rosuvastatin
HMG-CoA

Rosuvastatin ( [ ]) 
3.  

8 (8 )  
Rosuvastatin (Cmax) AUC  
4.  

Rosuvastatin 10,275 3,159 (31%) 65 698 (6.8%) 75

 
ROSUVASTATIN ( [ ] [ ]) 

5.  
(CLcr 30 mL/min/1.73m2) Rosuvastatin

(CLcr 30 mL/min/1.73m2) Rosuvastatin
Rosuvastatin ( [ ] [

] [ ]) 
6.  
Rosuvastatin ( )
Rosuvastatin Rosuvastatin ( [ ] [ ] [

]) 
7.  

2 Rosuvastatin
( [ ] [ ]) 

8.  

Rosuvastatin  
( ) 

Rosuvastatin (Rosuvastatin calcium)
Rosuvastatin calcium

 bis[(E)-7-[ 4-(4-fluorophenyl)-6-
isopropyl-2[methyl (methylsulfonyl) amino] 
pyrimidin-5-yl]-(3R,5S)-3,5-dihydroxyhept- 
6-enoic aid] calcium salt;  
 

Rosuvastatin calcium (C22H27FN3O6S)2Ca 1001.14. Rosuvastatin calcium
Rosuvastatin pH 7.0 -

(octanol/water) 0.13  
 

( ) 
1.  
Rosuvastatin HMG-CoA  

; 3-hydroxy-3- methylglutaryl coenzyme A mevalonate
mevalonate
Rosuvastatin

Rosuvastatin

 
2.  
* 3-5 Rosuvastatin
Rosuvastatin Cmax AUC Rosuvastatin  

20% Rosuvastatin Rosuvastatin AUC  
Rosuvastatin  
* Rosuvastatin 134 88% Rosuvastatin

(albumin)  
* Rosuvastatin 10%

N-desmethyl Rosuvastatin P450 2C9 N-
desmethyl Rosuvastatin HMG-CoA Rosuvastatin 1/6~1/2

HMG-CoA 90% Rosuvastatin  
* Rosuvastatin (90%) Rosuvastatin

19  
28% 72%  

*  

( ) (AUC
Cmax) 2  

Rosuvastatin  
( 65 ) Rosuvastatin  

(CLcr 30 mL/min/1.73m2) Rosuvastatin ;
(CLcr 30 mL/min/1.73m2) Rosuvastatin 

(CLcr 80 mL/min/1.73m2) 3  
Rosuvastatin (steady-state plasma 

concentration) 50%  
Rosuvastatin ; Child-Pugh A 

Cmax AUC 60% 5%; Child-Pugh B Cmax AUC
100% 21%  

 
 ( ) 

Rosuvastatin P450 3A4 Rosuvastatin 
1B1  OATP1B1

BCRP Rosuvastatin cyclosporine HIV
 Rosuvastatin  

5 Rosuvastatin  
 Rosuvastatin 

 mg * AUC  ** Cmax  ** 
Cyclosporine – stable dose required 

75 mg – 200 mg BID  
10 mg QD for 

10 days  7.1-fold†  11-fold† 

Atazanavir/ritonavir combination 
300 mg / 100 mg QD for 8 days 10 mg  3.1-fold†  7-fold† 

Lopinavir/ritonavir combination 
400 mg / 100 mg BID for 17 days 

20 mg QD for 
7 days  2.1-fold†  5-fold† 

Gemfibrozil 600 mg BID for 7 days 80 mg  1.9-fold†  2.2-fold† 
Eltrombopag 75 mg QD, 5 days 10 mg  1.6-fold  2-fold 
Darunavir 600 mg/ritonavir 100 mg 
BID, 7 days 

10 mg QD for 
7 days  1.5-fold  2.4-fold 

Tipranavir/ritonavir combination 
500 mg / 200 mg BID for 11 days 10 mg  26%  2-fold 

Dronedarone 400 mg BID 10 mg  1.4-fold  

Itraconazole 200 mg QD, 5 days 10 mg or 
80 mg 

 39% 
 28% 

 36% 
 15% 

Ezetimibe 10 mg QD, 14 days 10 mg QD for 
14 days  1.2-fold  

Fosamprenavir/ritonavir 
700 mg / 100 mg BID for 7 days 10 mg  8%  45% 

Fenofibrate 67 mg TID for 7 days 10 mg   21% 
Rifampicin 450 mg QD, 7 days 20 mg   
Aluminum & magnesium hydroxide 
combination antacid 
Administered  simultaneously  
Administered  2 hours apart 

 2  

 
 

40 mg 
40 mg 

 
 

 54%† 
 22% 

 
 

 50%† 
 16% 

Ketoconazole  200 mg BID for 7 days 80 mg  2%  5% 
Fluconazole 200 mg QD for 11 days 80 mg  14%  9% 
Erythromycin  500 mg QID for 7 days 80 mg  20%  31% 

*  ** ( / =1-fold) % ( /
=0%);  

† ( [ ] [ ]) 
6 Rosuvastatin  
Rosuvastatin   

  AUC  Cmax  

40 mg QD for 10 days Warfarin* 25 mg single 
dose 

R-Warfarin  4% 
 S-Warfarin  6% 

R-Warfarin  1%  
S-Warfarin 0% 

40 mg QD for 12 days Digoxin 0.5 mg single 
dose  4%  4% 

40 mg QD for 28 days 

Oral Contraceptive 
ethinyl estradiol 0.035 

mg & norgestrel 0.180, 
0.215 and 0.250 mg QD 

for 21Days 

EE  26% 
NG  34% 

EE  25% 
NG  23% 

EE=ethinyl estradiol, NG=norgestrel * ( [ ]) 
 

 ( ) 
HMG-CoA Rosuvastatin OATP1B1

n = 3~5 Rosuvastatin OATP1B1 SLCO1B1 
521T > C 2 alleles SLCO1B1 521 C/C

/ 5% Rosuvastatin / 
 

 
 ( ) 

1.  
104 Rosuvastatin 2 20 60 80mg
80 mg ( AUC 40 mg 20 )

;  
107 Rosuvastatin 10 60 200mg

200 mg ( AUC 40 mg 20 ) /
;  

(Salmonella typhimurium ) (Escherichia coli ) Ames
(the mouse lymphoma assay) (the chromosomal aberration 

assay) Rosuvastatin ;Rosuvastatin
(in vivo mouse micronucleus test)  

Rosuvastatin 5 15 50 mg 9
Rosuvastatin 2 7 Rosuvastatin

Rosuvastatin 50 mg ( AUC 40 mg  10
) Rosuvastatin  

30 mg (spermatidic giant cells)
Rosuvastatin 30 mg

40 mg 20 10  
HMG-CoA  
2. /  

-  
Rosuvastatin 16 Rosuvastatin 25 mg

Rosuvastatin 3% 20% 18
Rosuvastatin  1 mg ( 25%)  

7 Rosuvastatin 5 15 50 mg
( AUC 40 mg 10 ) ( )

 
7 21 ( )  Rosuvastatin 2 10 50 

mg 50 mg ( 40 mg 12 )
 
6 18 ( ) Rosuvastatin 0.3 1 3 mg(

40 mg )  
Rosuvastatin 25 mg Rosuvastatin

3 mg ( AUC 40 mg
)  

 
HMG-CoA

HMG-CoA
30

( [Wallerian degeneration of retinogeniculate 
fibers]) Rosuvastatin 90 mg( AUC

40 mg 100 ) 24 (choroid plexus)
Rosuvastatin 6 mg( AUC

40 mg 20 )52 Rosuvastatin 30 mg(
AUC 40 mg 60 )12
Rosuvastatin 90 mg( AUC 40 mg 100 ) 4

30 mg ( AUC
40 mg 60 )  

 
 ( ) 

1.  
Rosuvastatin B

 
Rosuvastatin

6
B( 7)  

7. Rosuvastatin ( 6 ) 

    
   B   

 
 13 -5 -7 -7 -3 -3 3 

5 17 -33 -45 -44 -38 -35 13 
10 17 -36 -52 -48 -42 -10 14 
20 17 -40 -55 -51 -46 -23 8 
40 18 -46 -63 -60 -54 -28 10 

2,240
Rosuvastatin atorvastatin simvastatin pravastatin HMG-CoA

Rosuvastatin atorvastatin simvastatin pravastatin 6 ( 1 8)  
1. 6 Rosuvastatin Atorvastatin Simvastatin Pravastatin

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

25 50 75 10 90 
189 mg/dL 

8. 6 (LS means*)( 156-167 ) 
  

 10 mg 20 mg 40 mg 80 mg 
CRESTOR® -46*† -52† -55‡ --- 
Atorvastatin -37 -43 -48 -51 
Simvastatin -28 -35 -39 -46 
Pravastatin -20 -24 -30 --- 

* 1.00 
*Rosuvastatin 10 mg  atorvastatin 10 mg;pravastatin 10 
mg 20 mg 40 mg; simvastatin 10 mg 20 mg 40 mg (p 0.002)  
†Rosuvastatin 20 mg atorvastatin 20 mg 40 mg;pravastatin 
20 mg 40 mg; simvastatin 20 mg 40 mg 80 mg (p 0.002)  
‡Rosuvastatin 40 mg atorvastatin 40 mg; pravastatin 40 mg; 
simvastatin 40 mg 80 mg (p 0.002)  

 
- 273-817 mg/dL 

Rosuvastatin (5-40 mg) 6 ( 9)  
9. Rosuvastatin 6 ( )

 

  
N = 26 

ROSUVASTATIN 

5 mg 
N = 25 

ROSUVASTATIN 

10 mg 
N = 23 

ROSUVASTATIN 

20 mg 
N = 27 

ROSUVASTATIN 

40 mg 
N = 25 

 1 -40, 72  -21 -58, 38  -37 -65, 5  -37 -72, 11  -43 -80, -7  

 2 -13, 19  -29 -43, -8  -49 -59, -20  -43 -74, -12  -51 -62, -6  

 2 -36, 53  -25 -62, 49  -48 -72, 14  -49 -83, 20  -56 -83, 10  

 1 -13, 17  -24 -40, -4  -40 -51, -14  -34 -61, -11  -40 -51, -4  

 5 -30, 52  -28 -71, 2  -45 -59, 7  -31 -66, 34  -43 -61, -3  

 -3 -25, 18  3 -38, 33  8 -8, 24  22 -5, 50  17 -14, 63  

( ) 
32 ( ) (27

2/ 2 4 E Arg145Cys ) 6 NCEP
(TLC) 6 TLC Rosuvastatin 10 mg
Rosuvastatin 20 mg Rosuvastatin 20 mg Rosuvastatin 10 mg Rosuvastatin

( )  
10. ( ) Rosuvastatin 10mg 20mg 6

(95% Cl)(N=32) 

  
mg/dL  

 
95% CI  

ROSUVASTATIN  10 mg 

 
95% CI  

ROSUVASTATIN 20 mg 
 342.5 -43.3 -46.9, -37.5  -47.6 -51.6, -42.8  

 503.5 -40.1 -44.9, -33.6  -43.0 -52.5, -33.1  
 294.5 -48.2 -56.7, -45.6  -56.4 -61.4, -48.5  
 

+  
 

209.5 -46.8 -53.7, -39.4  -56.2 -67.7, -43.7  

 112.5 -54.4 -59.1, -47.3  -57.3 -59.4, -52.1  
 35.5 10.2 1.9, 12.3  11.2 8.3, 20.5  

 
RLP-C  

 
82.0 -56.4 -67.1, -49.0  -64.9 -74.0, -56.6  

 E Apo E  16.0 -42.9 -46.3, -33.3  -42.5 -47.1, -35.6  
 

6 40
(n=40 8-63 )  Rosuvastatin 20-40 mg 

22% 20 mg 40mg 
6% 27 15% 30%(

 28%) 13 15% 3 
5 3 15%  

METERO study  
(Intima Media Thickness)  Rosuvastatin 40mg

(METEOR)  (Framingham risk 10% 
over ten years) Rosuvastatin 

B-mode (ultrasonography) (carotid Intima Media 
Thickness, cIMT) 984 (
876 ) Rosuvastatin 40mg 5 2

(ultrasonograms) 2 12 cIMT 
(annualized rate of change); 12 cIMT  Rosuvastatin

-0.0145 mm/year(95%CI -0.0196, -0.0093; p 0.0001)  
+0.0131mm/year(p 0.0001) Rosuvastatin

-0.0014mm/year(p=0.32)  
Rosuvastatin 52.1% ( )

37.7%  
 ( ) 

 
 

 25  
 

2~1000  
: Microcrystalline Cellulose, Lactose Monohydrate  

Magnesium Oxide Light , Crospovidone, Silica Colloidal Anhydrous ,          
Magnesium Stearate, Iron Oxide Red , Opadry II pink 32K540000, purified water 

: 2015/03 
: Mylan Laboratories Limited 

: F/4 & F/12. MIDC Malegaon, Sinnar, Nashik- 422 113, Maharashtra, INDIA 
:  
: 160 8 3 


