
�� !"
�� ![R*, S*-(E)]-(�)-7-[3-(4-fluorophenyl)-1-(1-methylethyl)-1H-indol-2-yl]-3,5-
dihydroxy-6-heptenoate (fluvastatin sodium) �

�� ! 21.06�� 42.12�� fluvastatin sodium �� 20�� 40�� 
fluvastatin free acid�
�� !"#$% 84.24�� fluvastatin sodium �� 80�� fluvastatin free
acid�
�� !"#�� $%&

�� !"#$%&'()*

�� 
��: �� !"#$%&'�� ()*%+,-./01233456789
�� !"# (PTCA) �� !"#$%&'() (�� !"#$%& '�(
�� !"#$%&')�
��: Lescol®(fluvastatin sodium)� Lescol® XL (fluvastatin sodium)�� !"#$
�� �!"#$%&'()*+,-./012'3456789$:;<=!

�� !"#$% &'((Fredrickson�� IIa�� IIb �)�� !"#$%&
�� !"#(Total-C)�LDL-C (�� !"#$%&)�TG (�� !")��Apo
B (�� ! B)�� !"#HDL-C (�� !"#$%&)�
��: �� !"#$%&'()*+,-.(� 9�)�� !"#$%&"#'
��: Lescol® (fluvastatin sodium)�Lescol® XL (fluvastatin sodium)�� !"#$
��Total-C�LDL-C ��Apo B�� !"#$%&'()*+,-./0$%
�� (10�16�)�� !"#$%&'()*+,-./0123456789
�� !"#$%

1. LDL-C�� ! 190 mg/dL��

2. LDL-C�� ! 160 mg/dL��

� �� !"#$%&'()&*+
� �� !"#$%&'()*+,-./0

�� !"#$%&'()*+,-./01234567892:;<=>2?

�� !"#$%&'()*#+,-./0#123456789:!;"<=

�� !"#$%&'()*+,-./* fluvastatin�� !"#$%&'()
�� !"Total-C�HDL-C�TG�� !TG <400 mg/dL (<4.5 mmol/L)�� 
�� !"#$ LDL-C ��LDL-C =Total-C - HDL-C - 1/5 TG�
TG�>400 ml/dL (>4.5 mmol/L)�� !"#$%&'(�LDL-C�� !"#$
�� !"#$%&'()*+,-./01LDL-C�� !"#$%&'Total-
C�� !"#$%&'()*+ Lescol�
�� !"#$%&'() 4�� !"#$%&'()*+,-./01
��� !"#$%&'(NCEP)�� !"#$%&'(

NCEP�� !"��#$%&'( LDL-C �� !"#
�� !"#$%&'()*+,

�� ! LDL �� �� !"#$%& �� !"#

(mg/dL) �� ! LDL � �� ! LDL �

(mg/dL) (mg/dL)

CHD (�� )✝ � CHD <100 � 100 � 130
�� ! (100-129�� 
(10�� >20%) �� !"#)✝✝

2+�� ! <130 � 130 10�� 
(10�� ! 20%) 10%-20%�� 130

10�� 
<10%�� 160

0-1�� ! ✝✝✝ <160 � 160 � 190
(160-189�

� LDL �� 
�� )

✝ CHD�� !
✝✝ �� !"#$%&'()*$+,-./0123456789LDL-C��

�<100mg/dL�� !"LDL�� !"#$%&'()*+,-./012
��HDL-C�� !"#$%&'fibrate�� !"#$%&'()*+,-
�� !"#$%&'()*

✝✝✝ �� !"#0-1�� !"#$%10�� <10%�� !"#$%0-1��

�� !"# 10�� !"#

�LDL-C�� !"#$%&TG�� 200 mg/dL�� -HDL-C (total-C�HDL-
C)�� !"#$%&'()*+,-.-HDL-C�� !"#$LDL-C�� !
30 mg/dL�

�� �� 20�� 40��

Lescol Capsules 20mg, 40mg

�� !"#$ �� 80��

Lescol XL Film-Coated Tablets 80mg

HMG-CoA������ 



�� !"#$%

�� !

�� �� !" �� ��

I (��) �� TG �� C

IIa LDL C �

IIb LDL, VLDL C TG

III (��) IDL C/TG �

IV VLDL TG �� C

V (��) �� ! VLDL TG �� C

C =�� !TG =�� !"#LDL =�� !"#$VDLD =�� !"#$%
IDL =�� !"#

�� !"Lescol�Lescol XL�� !"#$%&'()*VLDL � IDL�� 
�� !(�� !"#$%&'() I � III � IV � V �)�
�� !"#$%&'()*+,"-.&/0&12� !34NCEP�� !
�� 

�� Total-C (mg/dL) LDL-C (mg/dL)

�� ! <170 <110

�� 170-199 110-129

�� � 200 � 130

�� !"# fluvastatin�� !"#$%&'()*+,#-./012�34
�� !"#$%&'()*+,-.

�� !"#$%&'

��: �� !"#"�$ Lescol� Lescol XL�� !"#$%&'()*+,
�� !

�� !"#

��: Lescol�Lescol XL�� !"#$%!&'()&*+,-./01234
�� ! LDL �� !"#$%&'()*

�� �!
Lescol / Lescol XL�� !"#$%&'()*+,-./01 Lescol XL�� 
�� !"#$%&'()*)+,-.Lescol / Lescol XL�� !"#$%&'
�� !"#$%&'()*+,-.�/0123&45#$6789:;<=

�� !"#$%&$'()*+,-./0 Lescol / Lescol XL�� !"#$
�� 

�� !" #

�� !"#$%&'(

�� ! Lescol / Lescol XL�� !"#$%&'()*+,-./012)!
�� !"#$�%&'()*

�� !"#$%&'()*&) 40mg (�� 40mg Lescol��) � 80mg (��

Lescol XL 80mg)� 20mg fluvastatin��  (�� 20mg Lescol��) �� !"#
�� !"#$%&'()*+� LDL-C�� !"#$%&'()*+,
�� !"#$%&'()*++,-./(01234 80mg�
�� ! (monotherapy) Lescol / Lescol XL�� !"# Fluvastatin�� nicotinic
acid� cholestyramine� fibrates�� !"#$%&'()*+,- (���� 

�� )�
�� !" #

�� !"#$%&'(

�� ! Lescol / Lescol XL�� !"#$%&'()*+,-./012)3
�� !"#$%&'"()*+,-

�� !"#$%&'()*&) 40mg (�� 40mg Lescol��) � 80mg (��

Lescol XL 80mg)� 20mg fluvastatin��  (�� 20mg Lescol��) �� !"#
�� !"#$%&'()*+� LDL-C�� !"#$%&'()*+,
�� !"#$%&'()* nicotinic acid, cholestyramine� fibrates�� !
�� !"#$

Fluvastatin�� !"#$%&'()6%�� !"#$%&'()*(+,-.
�� !"#$%&'() fluvastatin�� !"#$%&'()*(+,-./
�� !"#$%&'

�� !"#$

Lescol / Lescol XL�� !"#$%&'()*+,-./$0123456
(transaminases) �� !"#$ (���� !"��� !"#$%&'()�
�� !�"#$

� Lescol / Lescol XL�� !"#$%&'()*+,-�./012345(
��65�� !"# $�%& (��65�)�� !"#$%&�'()*+,
�� !"#$%&'()*+,-./0

�� !"# 021198�
�� !"# 021199�

�� !"# 023556�



�� 
�� fluvastatin�� !"#$%&'()*+,-./01�2345-
�� !"#$%&'()*+,-. (���� !"#$)�

�� !"#$%&
�� 

�� !"#$%&'()*+,-./0"12345678,9:;<.

�� !12�� !"#$%&'()*+,-�./01*234567
�� ��(ASPT, aspartate aminotransferase)�� !"#$��(ASAT, alanine
aminotransferase) �� !"#$%&'()*+,-./012345(6
�� !"#$%&'()*+,-�./01#2345678'9:;

�� !"#$%&'()*+,-./ Lescol / Lescol XL�� !"#
�� 

�� fluvastatin�� !"#$%&'()*+,!-./0!123%4
�� !"#$%&'()*+,-./-012-34/5/�� !���

(CK) �� !"#$"#%&'(#)*+,$-./012345.67
�� !"#$%&'()*+',-.'/0123456789:;!"

�� !"#

�� ����

�� !"#$%&'statins�� !"#$%&'()*+,-���� !

�� !"#$%&'()*�+,���� !"#$%&�'()*+,-

�� ���� !"#$%&'()*+,-./0

�� !"#

�� statin�� !"#$%&' fluvastatin�� !"#$%&'()*
�� !"#$%!&'()*+,-./012345678�9:����

��

��� !

��� !"#$

��� !"#$%&'()**+

��� statin� fibrate�� !"#$%&
���

��� (��70�)�� !"#$%&'()*+,-./01234�5
�� !"#$%&'()*

�� !"#$%&'()*+,-./(01#23456789:;<=

CK�� !"# (� 5xULN)�� 5-7�� !"#$%&'()*CK�

�� !"#$(� 5xULN)�� !"#$%&
�� !

�� !" fluvastatin�� !"#$%&'()*+,-(./012CK
�� !"#$%& (� 5xULN)�� !"#$
�� !"#$%&'()*+,-./0#12*34CK�� 5xULN �

�� !"#$%&

�� !"#CK�� !"#$%&'()*+,-./0 fluvastatin��

� statin�� !"#$%&'()
�� !"#$%& (��ciclosporin)� fibrates�nicotinic acid�erythromy-
cin�� HMG-CoA������ !"#$%&'()*+,-./01

�� !"#$%&'()*+, fluvastatin� nicotinic acid� fibrates�
ciclosporin�� !"#$%&'()*+,-./�0$1234fluvastatin
� ciclosporin� fluvastatin � colchicine�� !"#$%&'��()*+
Lescol / Lescol XL�� !"#$%&'($")* (���� !"#)�
��

�� 18�� !"#$%&'()*+,-./01234
Fluvastatin�� (� ) 9�� !"#$%&'()*+,-./01�

(heterozygous familial hypercholesterolaemia)�� !(���� !")�
�� !"#$% (homozygous familial) �� !"#
��fluvastatin�� !"#$%&'( (homozygous familial) �� !"#
�� !"#$%&'()*+,

�� !
��

� fluvastatin�� !"#$� %4�� !"#$%&'()*+,-.
�� !"#$% fluvastatin�� !" CYP3A4��  (substrates) �� 
�� !"#$ fluvastatin�� !"#$%&'()*+,

�� !"#
�� !" fluvastatin�� 
Fibric acid�� ! (fibrates) � niacin (nicotinic acid)
�� fluvastatin� bezafibrate� gemfibrozil� ciprofibrate� niacin (nicotinic
acid)��fluvastatin�� !"#$%&'()*+,-./01234'5
�� !"#$%&'(HMG-CoA������ !"#$%&'()*+,

�� !"#!$% &'()*+,-./0123456789:(��

�� !"#$%&'()�
Itraconazole� erythromycin
� fluvastatin�� ! cytochrome P450 (CYP) 3A4�� ! itraconazole�
erythromycin�� !" fluvastatin�� !"#$%&'()*+,-.
fluvastatin�� !"#$%&'%()*+� C Y P 3 A 4��  (�
ketoconazole� cyclosporin) �� !"#$% fluvastatin�� !"#$
Fluconazole
�� !" fluconazole (CYP 2C9�� )�� !"#$% fluvastatin�� 



�� fluvastatin�� !"#$%&'()*+$, 84%� 44%�� !"
�� !"#$%&' fluconazole 4�� ! fluvastatin�� !"#$%&
�� fluvastatin� fluconazole�� !"#$%&'
Cyclosporin (ciclosporin)
�� !"#$%&'()&*+,-./01( ciclosporin�� !"#
fluvastatin�� !"(�� !40 mg/�)�� !"#$%&'()*+,
�� !"#$%&'( ciclosporin�� !"#$%&'( Lescol XL (80
mg fluvastatin)�� !"#$%&'()*+,-./�0*+ fluvastatin�
��(AUC)�� !" (Cmax)�� 2�� !"#$%fluvastatin�� !
�� !"#$%&'()*+,-./01234(�� !"#$%&'
�� !)�
�� !" (bile acid sequestrants)
Fluvastatin�� !"#$%& (� cholestyramine) �� 4�� !"#$
�� !"#$%&'()*+,-./012

Rifampicin (rifampin)
�� !" rifampicin (rifampin) �� !"#$% fluvastatin�� !
fluvastatin �� !"#$ 50%�� !"#$%&'()fluvastatin�� 
�� !"#$%&'()*+,-rifampicin�� !" (�� !"#)�
�� !"#$%&'()*+,-. #/01234

�� H2-�� !"# (Histamine H2-receptor antagonists) �� 
�� !" (proton pump inhibitors)
�� fluvastatin� cimetidine� ranitidine� omeprazole�� !" fluvastatin
�� !"#$%&$'()*+�,-./0%1234�562"78$

�� !"#$%&'H2-�� !"# /�� !"#$%&'()*+,
fluvastatin�� !"#$
Phenytoin
� phenytoin� fluvastatin�� !"#$%&'( fluvastatin� phenytoin�
�� !"#$%&'()

�� !"

� fluvastatin�propranolol�digoxin� losartan�amlodipine�� !"#$
�� !"#$%&'()*+,-./%&'0123fluvastatin�� !
�� !"#$%&'()*+,-.

Fluvastatin�� !"#$%
Ciclosporin
�� !"#$ Lescol (40 mg fluvastatin)� Lescol XL (80 mg fluvastatin)�
ciclosporin�� !"#$%&(���fluvastatin�� !"#$%&)�
Colchicines
�� !fluvastatin�colchicines�� !"#$%&'()*+,colchicine
�� !"#$%&'()*+,-.()/01(2345rhabdomyolysis�
Phenytoin
�� !"#$fluvastatin�� phenytoin�� !"#$�%&'()*+
�� !"#$%&'()*fluvastatin�� !"#$%&'phenytoin��

�� !"#$

Warfarin�� coumarin�� 
�� !"#$%&'fluvastatin�warfarin (�� !) �� !"#warfarin
�� !"warfarin�� !"#�$% (prothrombin time) �� !"#$%
�� !"# fluvastatin�warfarin�� coumarin�� !"#$%&'(
�� !"# /�� !"#$%&'()*+,-warfarin�� coumarin
�� !"#$%&' fluvastatin�� !"#$%&'()*+,-.(
��

�� !"#$%

�� !"#$sulfonylureas (glibenclamide [glyburide]�tolbutamide) �� 
�� !"#$ (� 2 �) ��  (non-insulin-dependent) �� !"#
fluvastatin�� !"#$%&'()*+,-$./0
�� glibenclamide�� NIDDM�� ! fluvastatin�(�� !40 mg�
�� !14�)(n=32)�glibenclamide�� Cmax�AUC� t1/2�� !"
��50%�69%�121%�Glibenclamide (�� !5~20 mg)�� fluvastatin
�� Cmax�AUC�� !"44%�51%�� !"#$%&'()*+
� C-peptide�� !"#$%&'()*+ glibenclamide (glyburide)�
fluvastatin�� !"#$%& fluvastatin�� !"#$ 80 mg�� !"
�� !"#$%&'()

�� !"
���� !"�

��

��HMG-CoA������ !"#$%&'()*+,-"#./012$

�� !"#$%&'()*+,-./012345678)9:;<=*

HMG-CoA������ !"#$%&'(%)*+,-"./01$230

�� !"#$%&'() Lescol / Lescol XL�� !"#$%&'()*
��

�� !"#$% Lescol / Lescol XL�

�� !"#$%&'()*
Fluvastatin�� !"#$%&'()*+,-./012

�� 
�� !"#$%&'((��)�� !"#$%&'()*+,&-./0:
�� !(�1/10)�� !(� 1/100, < 1/10)�� !"(�1/1,000, < 1/100)�
�� (� 1/10,000, < 1/1,000)�� !"(< 1/10,000)�� !"#$%&'



�� !"#$%&'()*+,-.-/

�� !"#$%&'()*+,&-./012345678

��

�� !"#$%&

�� !" �� !"#$

�� !"#

�� !" �� !"

�� !

�� ! �� 

�� !"#

�� ! �� 

�� !" �� !"��#$"�%��&'(

�� !"#$%&'()"*+,

�� !

�� !" �� !

�� !"

�� ! �� !"#$"%&'

�� !

�� !" �� 

�� �!"#$%

�� ! �� !"�#$%&'(

�� !" �� !"#(�� !"#$!%� ��

��)�� !"�#$%!"&
�� !"#$%&'(

�� ! �� !"��#$"�%&

�� !" �� !"#$ %&$'()*+)

�� 

��
�� !"#$% f luvas ta t in�� !"#$%&'()*+,-�

(heterozygous familial hypercholesterolaemia)�� !"#$%&'()*+

�� !"#$%&'()*+,-./0123456789!:;< =

�� 

�� !"
�� !"#$%&'()HMG-CoA������ !"#$%&'()*+

�� !" (1-2%) �� !"���� !"#$%&' (ULN) �� 3��

�� !"#$%&'()*+,-."/0123456789:;<=>

�� !"#$

�� !"#$%&'()*"CK � 5� ULN�� �! (0.3-1.0%)�

��

�� ! 40�� !"#$%&'()*+,-./01234 Lescol XL
80mg�� !"#!$ %&'() 320mg (�� !" 7��)�� !
�� !"#$%&'()*+,"-./0)12"34�567"89+

�� !"#$%&'()�*+,-./01)23

�� 
Fluvastatin�� !"#$%&'()*+,-./0HMG-CoA������ !

�� !"���� !HMG-CoA��  mevalonate�� mevalonate ��  (��

�� ) �� !"#Fluvastatin �� !"#$%&'()*��+,-erythro
�� !"# (enantiomers) �� !"# (racemate)�� !"#$%&'()*
�� !" fluvastatin�� !"#$%&'()*+,- !"./'0123
LDL-�� !"#$%&'( LDL �� !"#$%&'() *+#,-./
�� !"#$%&

�� Lescol / Lescol XL�� !"#$%&'(#)*+,-./0123 !
�� LDL-C � apo-B�� !"#$%&'HDL-C�� !"#$%&'()*
�� !"#$� %&'()*+,!-./012�34567

�� !"#$%&'()*+,-./01"2341700�� !"#$%&'
�� !"#�$%&'()*+,Lescol XL 80mg�Lescol 40mg�� !"#
�� !"#$�%&' 24�� !"
�� !"#$%&'()$%* (responder rate) �� !" Lescol 40mg (��

�� LDL-C 26%)� Lescol XL 80mg (�� ! LDL-C 36%)�

�� �� !"#$%&' LDL-C �� !"#"$ (�� !"#
�� !"#$%&')

�� !"%�� !"
�� !"% LDL-C�� 



�� !"#$%&' 24�� Lescol / Lescol XL �� !"#$%&' LDL-
C� apo-B�� !"#$%&'HDL-C�� !"#$%&'() (��)�

�� !" 24�� !"#$%&'()*+,-(mean)�� 

HDL-C
�� Total-C LDL-C HDL-C (�� Apo-B TG*

� 35mg/dl)

Lescol 40 -17% -25% +6% +10% -18% -12%

Lescol XL 80 -23% -34% +9% +14% -26% -19%

* �� !"#$%&' (median percent change)

�857�� !"#Lescol XL 80mg�� !"#271�� !"#$%&'()
�� (Fredrickson IIb�� !"#$%&'()*+,-./ 200mg/dl)�� !
�� !"#$%&'(25%�� !"#$%Lescol XL 80mg��HDL-C��

�� ! 13%�� !"# HDL-C�� !" (�� 35mg/dl) �� !"#$%
�� !HDL-C�16%�� !"#$%&'()*+,LDL-C�apo-B (��)�
�� !"#$%&'()*+,-. 400mg/dl�� !

�� �� 24�� !"#$%&'()*+,-./012345
(mean)�� 

�� Total-C LDL-C HDL-C Apo-B TG*

Lescol 40 -17% -23% +7% -17% -18%

Lescol XL 80 -24% -33% +13% -24% -25%

* �� !"#$%&' (median percent change)

�� !"#$%&'()*+,- (Lipoprotein and Coronary Atherosclerosis�

LCAS) ��fluvastatin�� !"#$%&'()*� !"+,-./0123
�� 35-75�� !"#$%&'()*+,-./012 (LDL-C�� !"
115-190mg/dl) �� !"#$%&'()*(+,-./�01234429�� 
� fluvastatin 40mg/�� !"#$%&'()*+,-./01#$23456
�� !"# 2.5�� !"#$
�� !"#$%&'()* (fluvastatin� -0.028 mm�� !"# -0.100 mm)�
�� fluvastatin�� !"#$%&'()*+,-�.+/ 2.5�� !"# 0.
07mm (�� !" 95%�� ! (confidence intervals) � -0.122 ~ -0.022mm)�
� Lescol Intervention Prevention Study (LIPS) �� ! fluvastatin�� !"#
(MACE) �� !"#$%&'()*+,-.�/0.1 (18-80�)�� !"
�� !" (�� !"#$%3.5-7.0 mmol/L)�� !"#$%&$'()*+
�� !"#$%&'() fluvastatin 80mg�� 4� (N=844)�� !"#$%
(N=833)�� !"MACE�� !22% (p=0.013)�� !"#$%&'()*+
�� !"#$%& fluvastatin�� !"#$%&' /�� !"#$%& 31%
(P=0.065)�

�� !
�2�� !"#$%&'()*+,2�� !(ZA01�2301)�� !113��

�� !"#$(heterozygous familial)�� !"#$%&'()*+,-20�80
mg fluvastatin�� !"#$%&'
�� !"#9�� !"#$%&'()*+,-./0123$4567�8
�� !"
� LDL-C�� 190 mg/dL (4.9 mmol/L)
� �LDL-C�� 160 mg/dL (4.1mmol/L)�� !"#$%&'()(�� !"

�(CHD)�� !"#$%&'()*#+,-#./01+23456789
(HDL-C)<35 mg/dL�� !)�

� �� LDL-C�� !"#"$(DNA)�� !"#$ LDL-C ��>160 mg/dL
(4.1 mmol/L)�� !"#$%&'( 600 mg/dL�� 

�� !"#$%&'()*+,-./0123456789:1;<=>?6

�� !"#$%&'(>600 mg/dL�ALAT �ASAT�� !"#>1.5 x ULN�
�� CK�� TSH>2 x ULN�BMI> 30 kg/m2

�

� 1�� fluvastatin�� !" 20 mg�� LDL-C ��>3.2 mmol/L�� !" 40
mg (�� 6�)�� LDL-C ��>3.4 mmol/L�� !"# 80 mg (�� 40 mg�
� 2�� 80 mg�� !"#)�
�� 2�� !"#$ fluvastatin�� !"#$%& -C� LDL-C �TG�Apo
B�� !"#HDL-C ��(�� !)�

�� Fluvastatin�� !"#$%&'()*+,-./012345
�� !"

�� ZA01 ��
��(mg / dL) � 24��(mg / dL)

�� !"#$%%
(�� !)

N=29 N=27
(95% CI)

N=27

LDL- �� 
226.2 (54.6) 163.8 (58.5)

-27.0 %
[�� (SD)] ( -34.7 %, -19.4 %)
�� !

300.3 (54.6) 230.1 (58.5)
-21.1 %

[�� (SD)] ( -26.8 %, -15.4 %)
HDL-�� 

54.6 (11.7) 54.6 (15.6)
1.3 %

[�� (SD)] ( -8.0 %, 10.7 %)
�� !"

31.2 (15.6-97.5) 27.3 (15.6-109.2)
-7.0 %

[�� (��)] (-22.1 %, 8.0 %)



�� 2301��(�
��(mg / dL) � 24��(mg / dL)

�� !"#$%%
�� !"��#

N=84  N=84
(95% CI)

�� !) N=84

LDL- �� 
234 (49-53) 159.9 (44.46)

-30.5 %
[�� (SD)] ( -34.8 %, -26.2 %)
�� !

300.3 (51.87) 226.2 (45.24)
-23.6 %

[�� (SD)] ( -27.2 %, -19.9 %)
HDL-�� 

46.8 (8.97) 50.7 (8.97)
5.0 %

[�� (SD)] ( 1.6 %, 8.5 %)
�� !"

36.27 (19.5-117) 32.76 (15.6-93.6)
-5.2 %

[�� (��)] ( -13.2 %, 2.7 %)

�� !"#$%&'()*+,-./01234506789:;9�� !
�� fluvastatin�� !
�� !"#$%&'()*+,-.$ statin�� !"#$%&'()*+,
��

�� 

��

��fluvastatin�� !"#$%&'()*+,-./0 (98%)�� Lescol XL
80�� !"#$%&'� fluvastatin�� !"#$% 60%�� fluvastatin �
�� !"#$%&' 4�� !"#$%&'()*+,&-./0123 
�� !"#�� !$%&'()

Fluvastatin � Lescol XL�� !"#$%&'()*+&'()*2.5�� !"
�� 3�� !"#$%& Lescol XL�� !"#$% Lescol�� !"#$%
�� Lescol XL �� !"#$%&'()29% (�� 9% - 66%)�� !"#
�� !"#(Tmax�6��)�� !Lescol XL�� !"#50%�� !"#
�� Lescol XL�fluvastatin�� !"#$%&'()*+,-'��./01
�� !"#$%! Lescol 40 mg�� !"#$%&'( Lescol XL�� !"
�� !(Cmax� AUC � CV � 42 - 64%)�� !"#$%&'()*+(Cmax
� AUC � CV � 63 - 89%)�� !"#$%&' Lescol XL �� !"#$%&
�� !"#$%&'()* (Cmax� AUC � CV �� 25%)�� ! Lescol XL
�� !"#$ fluvastatin �� !"#$%&
��

Fluvastatin�� !"#$%&'()*+�!",-./&'01234567
�� !"#$%&'() 24%�� !"#$%&' (apparent volume of
distribution� Vz/f) � 330�� !"#$%&'( 98%�� !"#$%&'(
�� !"#$% fluvastatin�� !"#$%& warfarin� salicylic acid�
glyburide�� !"#$%
��

Fluvastatin�� !"#$%&'() *+,-./0123fluvastatin�� !
�� !"N-desisopropyl-propionic acid�� !"#$%&'()�*+,-.
�� !" Fluvastatin�� !"#$%&'()*+,-. fluvastatin�� !
�� !"#$%&' cytochrome P450 (CYP450) �� !" fluvastatin�
CYP450�� !"#$%&'()� *+,-#./01234�567
�� !"#$%&'()*+ fluvastatin�� CYP���� (isoenzymes) �� 
�� !"#$%CYP2C9�� !"#$��%&' fluvastatin�CYP2C9��

(� diclofenac� phenytoin� tobutamide� warfarin) �� !"#$%&'()*
�� !"#$%&'()*+,-./01234

��

�� !"#$3H-fluvastatin�� !"#$%&'()*+,-.6%�� !
�� 93%�� f l uvas ta t in�� !"#$%&'() 2%�� !"#$%
fluvastatin�� !" (CL/f) � 1.8� 0.8 L/min�� fluvastatin 80mg/�� !
�� !"#$%&'()*+�,-./01240mg fluvastatin�� !"#$
��  (terminal disposition half-life) � 2.3� 0.9�� 
� fluvastatin�� !"#$%&'� (4�� !"#$%&'(AUC�� 
�� !"#

�� !"

Fluvastatin�� !"#$%&'()*+,-.#/01.023456'78
�� !"#$%&'

�� fluvastatin�� !"#$%&'()*+,-./0123%45%678
�� !"#$%&'()*!+�,-

�� !"#$%

�� �

�� !�" fluvastatin�� !"#(LD50) �� !"# 2 g/kg� 0.7 g/kg�
�� !"#

�� !"#$%&'()*(+(,*(-'./'0123 fluvastatin�� 
��HMG-CoA������ !"#$%&'()*+,-./#0123456

�� !"#$%&'�()*%+,-./'�01%234567./'�8

�� !"#"$%&'()*+, !"-(./01234&'(56789

�� !"#$%&'#()*+,Fluvastatin�� !"#$%&CNS�� !
�� !"#

�� 

�� !"#$%&'()*+,-./0!" 6� 9� 18 mg/kg��  (1��

�� !"#$%24 mg/kg)�� !"#$%&"'%()*+,-./0*+%
�� !"#$%&'()*+,- 40-mg�� !"#$%&'��()*+
9�13�26~35�� !"#$%&'(24 mg/kg�� !"#$%&'()*+



�� !"#$%&'()*+,-./ 01234$56718 ~24 mg/kg��

�� !"#$%&'()*+,-.*/0-./ 12345

�� !"#$%&'()*+,-./012!"0.3�15�30 mg/kg�� !
�� !"#$%& 30 mg/kg�� !" #$%&'( 15 mg/kg�� !"#
�� !"#$%&'()*+,$-./0123456'789:;$<=>

�� !"#$% 40-mg�� !"#$%&'��()*+ 0.2� 10� 21��

�� !" #$%&'(&)*+,-./0112 fluvastatin�� !"#$
�� !"#$%&'#()*�+,-. fluvastatin�� !"#$%&'()
�� !"#$%&HMG-CoA������ !"#$%&'()*+,-./0

�� HMG-CoA������ !"#$%&'()*+,-.fluvastain�� !
�� !"#$%"&'()

�� !

�� !"#$%&'()*+,-./0123456789:; !<=>-

�� !"�� !"#$%&'#�� !"#$%��&'()BALB/3T3�
�� !"#$%&'()*+,-� DNA�� !"V79�� !"#$%&
�� !HGPRT V79�� !"#$%&'()!*+!,�� �� !"#
�� !"#$%&'()*

�� !

�� !"#$ 0.6� 2� 6 mg/kg� fluvastatin�� !"#$%& 2� 10� 20
mg/kg�� !"#$%&'()*�+,-./0123456789:;$
(1� 12� 36 mg/kg)�� (0.05� 1� 10 mg/kg)�� !"#$%&'()*+
�� !"#$%&'()*+,-./0,12&'3452'6789:;<

�� ! 12� 24 mg/kg�� !"#$%&'()*'+,-./012345
�� !"#� $%� &'()*+,-./01%213(456789:

2 mg/kg�� !"#$%&'()*+,-./0
�� !"#$%&'() 2� 6� 12� 24 mg/kg�� !"#$%&'()%
�� !"#$%&'()*6 mg/kg�� !"#$%&'!"()*+,-.
�� !"#"$%&'()*+,-./012HMG-CoA�� !"#meva-
lonic acid�� !"#$%&'()12�24 mg/kg�� !"#$%&'(%)
�� !"mevalonic acid�� !"#$%&'()*+,-$.+/0123
�� !"#$%&'()*+,*-.(/0�123456 fluvastatin�� 
�� !"#$%

�� 
�� !" 20�� 40��

� Magnesium stearate; sodium hydrogen carbonate; talc; cellulose microcrystalline,
maize starch, calcium carbonate; titanium dioxide; iron oxide red, iron oxide yellow,
gelatine; shellac.
�� !"#$%&' 80 ��

Cellulose microcrystalline; hypromellose; hydroxypropyl cellulose; potassium hydrogen
carbonate; povidone; magnesium stearate; iron oxide yellow; titanium dioxide; macrogol
8000.

�� !
�

��
�� !"

Lescol / Lescol XL�� !"#$%&'()*+,-

�� /�� !
�� !"#$%&'()*

�� !NOVARTIS FARMACEUTICA S.A.
�� !RONDA SANTA MARIA, 158, 08210 BARBERA DEL VALLES

BARCELONA, SPAIN
�� !�� !"#$%&'

�� !�� !"#$% 99� 11�

�� !(02) 2341-6580
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