XOX20164F 2 HEET (55 3 ) K3

¥20154E 9 HUWaET

Ik AER. BT
BRI R e BT TIRET A 2k

fFIBR AN R

BUHIX 53 - L) S8R 3 (- IR A O AL )7 5612
LTI L)

S MAEAER

axgRs NP7 1 75— MRMEE
F&Mz100meg "ZE.
& =200mg "ZE.

BEZAFIBRATE SR Ta8LETs 100mg"ZE. - SR 1aBLETs 200mg"ZE.

\YJ+J5-
\5J+J35-

HAEERmR D EES
8 7 2 1 8 3

$£100mg $£200mg
7K F8 % 5 | 22600AMX00719 | 22600 AMX00720
x| 38 I I 2014412 H
x| B 58 B 1A 20144E12 1

(22 (ROBEICIIBELEVN &)

1. AIBEWBE EEBENEE ) BRGMRES 55> bh
T ]

2. BRLLENDEELBERD S 3 H5E [RUGHMRED
S5hhPdu,]

3. MiEY L7 F = Al 2.0ng/dLLLE O BE R ERMRE
PHEHIXT L]

4, KEOERD I UBBUIEDEIEREDH 2B E

5. MR IZHFIR L TV A ETEEMD & 318 A ((HEIR. R, 18
AIRZEADRE | DIESR)

[FRIZEZ (ROBEHEICEIHRELEVWCEZFRIET
BRASCHELTBIEAICIIERICBET B L))
BIEEICEIT 3 IERREEICEE S BD SN EBEIC, AL
HMG-CoAZTTEBEREEEZHATH58ICIE. AELYXT %
EBEVECHM S NBESICOANRAT 32 & BEHRBED
H5bhPTW(HEER]DESR),]

[# B - 4 1K)
ws PR e e | e 4 X G — 1)
(150 | WP / ;

NET LT 5 — fj*f‘747“ 74 V4| B~ Q =

MEREELOOmg | T — b a- M| iERE
[ZE] 100mg BEAE D 71mm JEA D 3.8mm
i 1128.8mg (ZE60)

RNYTATT— | R¥FT 47 |74hh| Ff Q @
MEREE200mg | 5— b 1- M

[ZE] 200mg B 91mm JEA : 4.0mm
H# 1253.2mg (ZE61)

FMHE LT, XY T 17T 5— MEMEE100mg [ZE | I3 FER IV
O—X. EROX7OELELO—X, BREEKT 18, X
FTVCEB~< IR L, E7AXO0—-X, ¥/O03—)b
6000, #IL7, BILF 2> ROAINFINNOTE NF T4 T
T — MEREE200mg [ZE W b EOQQSTF LT X251
TFIWVI BT TRIIL, RER, XFT7Y BT
L, 7O xO0—-X, BitF4>. v oO3—IL400 R A I
FoNOvEERT S,

(%h g - 20 R]

BISMIE (R E S 6)

(A %A E]

BE. RANCEANY T+ T 53— b&LT1H400mg 2 2EIZH S
THYRHIEORST 5,

nH. BREBELETIBERVUEREICH L TOEERE
T3,

DA - AECEET 2 EALOERD 3
DOREIREE LCBRBER TRPICHM SN DT, BHEAER
EDHDIBENDEREICIETRIEETIVENH D, BEICH |
itofu\Ti@m%7b7?:>ﬁEmUTﬁ§7élto;
DOET SRE TR, MBS L) BREEDETERHB3—AT.
HREDEKTASMBEILT7FZEOLAVEMTH S 12
. FROVLFFZLIUTI LRSS LBREBORALE |
E'TT7<_&
L hb BEBRILTFVI)T IO AOFAMES Y EE |
(TR ENEELVY, BEOEERREEHEL. TS
CEPRETHBEEICIE. BIASILTFZIUT TR
LEBVWEEMSBON I TROTHNEEREAVDIFICSL |
. BREDEEETIZE,

B (176 —F#) XHBHE/(100XMEY LT F = &)

Ttk (158 —Fih) XHE,/ (100 XMiEY L 7 F = &)

MmEIL7F=E | JLT7FZI)T 53R BE5E8
400mg/H
= = .
Scr=1.5mg/dL 60mL/%=Ccr (200mg X2) ||
1.5mg/dL< 50mL/4< 200mg/H ‘
Scr<2.0mg/dL Cer<60mL/% (200mg X1) |
MEILTFE Cer: JLT7FZLIYTIXR

[EALDFEE]

1. HERS (ROBZICIEEICRETSHZ L)

(1) BRED & 3BE EROEERUEEGRIBEL H 5> b
N3ZerH3 (A% ABICEAET3HEALDEE D
BSR) ]

(2) MiET7 L7 F = AEH1.5ng/dL % 8B A % BE& (M EHRIAR
ErHobhaderHs ((HE- BRICEEYT 3EH
FOEBE>DOESR) ]

(3) FEEXEFZOEBERENH 2 EE (T EEF LRETEH
ThDHB,]

(4) BEXEZDOEEFENS 2 BE [BAOHEI >N 32
EVHB.]

(5) MBEME%#H®/EHRDEE (HBEEA]NDIESR)

(6) HMG-CoOARTEBERMEER (T INZXEZFLF MU T L,
SUINZABFL . TIVINZEZFLF RN LE) 55
nEE ((HEER]NDIBESER)

(7) ZWAZIVRRRMFEETE(TINCISIR, TV
SYR, JUXEYRE) #7 TV RRPA >R >
rHRE5hNEE ((HEER]DBSE)

(8) =ihE ([ESWMEANIRS |NHESMR)

2. BEELEARNEE
AEDOBERICHE-> T, ROKRICHIEBETH &,

(1) AEI/ESh, SFLBEREOELLEZ 4> BRBREBE
(BIEB (1) EXALBIER]OBESR) P55 hh3 2 &
PHd, COERITENEE. BFRL2LENEELETH
BEEEFETIEETHODARTVAD, ThENDAE
FHICEEELEWZ E,

(2) HRDHNICHDEREAERL. SEMETHZI &%
HRAL-LTARIOEREEETSZ L,

(B) HoHPUHSEMENEARATHEAEFELTV. &5
EBEAY. SME - BEEOERMMEUEEND) XY
T 72 —DERELTHIERT S L,

(4) HB5hIxMPIEEE% EHHICKREL., ABICHTIR
ISHEBDHLNEWVEEICIEEREERIET R &,




3. HE%H

(1) FRIGHARS(RRIE L THALBVWI L)
BHAECHTIBABREEICREPEOONIBEETI

RAIELTHALEWZ EETBY,

AEEXCEEE

WEHIE N BHEICOAEEICHATEZ &,

FREe%

FRPRIER - BEAE

B - BREF

HMG-CoA&TT

R EE
TSINR 4
FoF R
VNN
INZBZF
JIVINZ &
FrF U
7L

SR L BEHEELE
1 5 AU RUARIE
HohbhPTuL, ¥
CEETHAT IS
BlCiE. AHEDVE
POBEERBTS
EEBHIT, THIRIC
BT S £
L. BEER (A
. RO OB,
CK(CPK)D ER. M
hRORFI AT 0
ELERBCICMBF
JLTPFZLLRE
DEMEENDEIL %3
HIEEAIRESICHE
Exdutvsze,

AENIEE L TBEER
THEE N B 20, B
BEICBE ¥ DERARAMRE(EIC
BEEVBOOLNZIEET
FAEIOMFEED LT
LTV, ZDLILHE
EIZAE|I £ HMG-CoAE
TTHREEEEZHAT S
ETERURRIBBE P RIR L
PTODOTEHREIE LTH
BHAlLawz &,

(2) HrAER

(BFRICEET B L

EREE | BRER - BEAE e - ElRETF
HUEE M2 70 A ECRE | AFIC S B HENEDF
T7 7| ZREL CTHEME | AR ORIMEDEMIC
AU L\ DEERETEIE, | L BMBNZFEDIEREE
HIMX 32 DEEDY | HFEZS5N D,
B SNIFEICIE.
ENESH B\ Ee
TOREEREHRE
XidhiEg32 &,
HMG-CoAETT | 1EHUERRIBRIE D & 5 | #EFANER

[EEifik=d
TSINZ A
FrF bl
2V NN
INZRBZF
TIVINZ &
FrF U
L&

bhadzerdd
(TBIER (1) EX A
BIfERIDIESR),

WTNHEBRIES (L)
R RBIE P IRE S h
W3,

TIWINZ & F
>FbhUT L

TIWRZZFF b
DRFNOYiLP I3
tRTBZEVH B,

TIWNZZFF )T
LOHPEES N,
ERBIIRIET L
HBOEEZSN B,

ZIKRZ VIR
FRMAERET
S

—

N4
5

NalN[IAN

A7}
% Nt >

TR
ey

K&

V)
=

FFIU=F

AT, O

ENEZE DR MIEER
DREBEHIPREENT
WBMDT., 2D &
BERPH S DI
HAIC IS MAERE TR
DEEREHTEI &,

AEEZNSDERED
ME7IVT I AEEEA
ICBFBBmEICEN. 2
h 5 DEEFO I i EE Ry
REN LF U MAERETE
ANEEehaEEZLS
h3s,

<ERERF>

ShhE

122>

RMPEEIRD S 5 b
hazZerHs, B
BT 354803 mpE
1EZ DfthBEE DIKEE
E+RBRLAED S
w5332 ¢&,

1R BRMEIEEE
DOERICEY) . MEEET
FH%BET2EEZLD
h3,

A RXKRY
b

BEESREINT
WD T, BHEEE
BE(ILTFZ,
BUNZ) OZEHIZ+
NEETHZE,

BREEORIFAPHEEIC
HREh3EEZS5N 3,

a1+ 232
gl
ALRXRFZ

R
I~

AEF| DRI AEFE X
3BT B AEEMED
HBH. HATS
BEICIR, Puce
b 2B¥E LI EDFE R
EHITTHRET B
to

B2 7 > ST RE R DR
BERICL2EEZ SN
60

4. ElfER
AH G ERREREEORIERARRENSARE 4 25RE
EEBL TOEL,
(1) EXEEIER SEERRR)

XX 2)

) WEERRE ¢ SR, B AR, CK(CPK) ER. M
RURBIATOE L LE &M E T 2 EERIRE
PHEbh, ZhilfE-> (ENBERLENEELERE
ENHOhNBIENHBIDT. BEEFHICTL.
CDEIRERDPHODIABERICRESICEES£h
IEL. BYEMBETSI CE (EELERNEE()]
DIBSER),

FTFI745%— 1 vav . PHFI745%— (BEEAE
ZE. OBDERF)’PH5HN22 N H BN TEHE
EHRICTV, BEFSBOOSNABAICIEES ICKRE
ErhiE L. BYIRAMBEITS &,

3) AFfgEpE=. #JH : AST(GOT). ALT(GPT). y-GTP

DEFEZH S ITHRERE. BEFHSDNBZ &N
HBDT, BEE+FITV. BEPZHSMHEE
ICiEEEHIEL. BYEREZTI I &

4) HISFEEEREREE (Stevens-JohnsonfEREE) . AL

BT : RS FEIEERGE1& Y (Stevens-JohnsonfEIREE) . £
BHHEIPHO-ONBZIENHBIDT. BEE 22T
W, BEEPROOSNABEAICRBSEREL, BEYE
MBEITIZ &S

(2) ZDBORHER

o SRR

WHER | BR. HFL. @R AR, LOIE

5P CK(CPK) L5, Firifi. miisst

e 16, BN, RACRIR. 8L, SESEAE. T
. OR%. B, B#%. Be. 058

L] R EE. BRS. URERE

B AST(GOT) 8. ALT(GPT) £ LDH S

B 2 BUNER. JL7F=> R

i A, AOFES. MR, 0/MRED

Z Ot REOLA. B0 25EEH. BE. BA.
PETS. KERE. BH. FH. BR

A1) COEOIEBEICRBENIRET S &,
A2) BIICBHREREDH 2BEICSVWTRERIEETSZ

EPHBBDT. DL BHHEICKESICIHREEZRIEL.
BYGCMEETO> &

5. BRENDKRE

(1)

(3)

SRMETIR. BEOAME. BEE. B - EERE E
ICEBEL. VENPSHATILEREBIHNERTS
TEJBF - BEESMETLTWARZENFSL, £ 1K
ErPHEVEREY» HZEE. BIEAIERLPTL,]
BEECOVWTRESHHTEHMNICERRES 21TV,
BICHEERETI EVWHLED L EERL. BEEHLPERDSH
FIBEICIESBICHEEGRIE LT, &5 ICBEERLY
ETLAWEEYLMEEITS 2 & KHE - HEICHE
ETBEHLEOZE>DESR),
SHEICEVWTRIAZIVREROFEFETE (T IUNXL Y
SIR)EDHAICK Y, AF. BUOEER. BEZE0OR
MFEEROREBHIRESINTVWBIDTEBT S &,

6. iHim. EiR. BILRENDORS

(1)
(2)

HEIF IR L TV B RIEEED H B AICIEHBRE LW
2 & RFDIBREICHT 2R EMRFEILL TV HUL,]
BERIRAEHIIEZ & [EBMER (T Y M) TH
ARADBITIRES R TV S,]

7. PNREADBKRE

EHEGER.

FER. LR, HRXG/NERICHT ILR

MR L T ALY,
8. WRALEDEE

(1)
(2)

RAEF  AFIBRBEETH DD T, Elorv) . Fruwni)
LEWTZDEERAZIESZZ &,

BEHZTE . PTPREOEFIIPTPY — b2 S5EWUE L
THRAT2L51EETE2E,[PTPY— FDERERIC LY .
BOSAS»REREARIAL., S5ICEFELESZL
THRRARENEELEMELHRT I EPHES L
Tw3,]

9. ZTOMDEE

(1)

SETIRLBFEN1H600mg (43) RS ICH VT, HILE
EREDCEHEROREBEEN EBHNSVWZ EPHRES N
W3,



(2) v bD24 ABMBRERBR T, HOSHRE5ER (123K
256mg/ke. BERAEN20~4015) ICH W T, BEOEE
WEESBDONE, Sy FOMRY~YY X TlEREM
EEBHLNTVEL,

(%4@@
i%+ﬂﬂ%ﬁﬁﬁ1”
NRYF7 47T — MEREE100mg [ZE | L BE#EHA * FhEh
158 (R¥ 74 75— &L TI100mg) HDBVERFT 17
J— MERSE200mg [ ZE| & FHEBF 2 Zh 21§ (R
7477 —hFELT200mg) &, FTAF—N—EIZEY
e FE B N5 I A R TP 5 L C e v R b A i
ZREL. BoN/-3EYEFE/XF 2 —% (AUC, Cmax) IZ
DWW THREMRNT AT o 2R 5. WAl 0 AW 5109 W) S5 25 h
RENTz,

NHY 7T 1T 5 — MEFEEE100mg [ ZE ]

HENT A=Y BEIINTA—F
AUC (920 Cmax Tmax t e MRT
(ug-hr/mL)| (ug/mL) (hr) (hr) (hr)

NHTAT T 049+ 1.22|224+047| 45407 | 1706 | 57+12

g 100mg [ZE )
U Sl + + + + +
(341, 100mg) 9.19+£211(230+0.35| 4309 | 1.6+*04 | 54=1.0
(Mean =S.D., n=16)
(pe/mL)
3
mn —e— Y747 F—MRMEEI00mg[ ZE]
#® —A— 1RENH (§2%].100mg)
EP,. 2 - Mean £ S.D., n=16
~N
*f
7
1
5
P4
o4k
~
i
;4
0 L L L L T Py
0 2 4 6 8 12 24
#5f (hr)

~NYT 4 TS5 — MEREE200mg [ZE ]

HE T A=Y BHEING A=Y
AUC (g=24) Cmax Tmax t e MRT
(ug-hr/mL)| (ug/mL) (hr) (hr) (hr)

NHT 4T F—}

RHE200mg [ZE 168+22| 3508 | 53+05 | 2006 | 6.2+0.6

PR

(5e. 200me) 170+23| 34%08 | 53+04 | 20%06 | 6.2+0.6

(Mean =S.D., n=16)

(peg/mL)

6
o 51 —eo— ~YT1TS—NEHEE200mg  ZE)
3 —A— 1RENH (52%].200mg)
q]_ 4+ Mean £ S.D., n=16
~
v
7
1 3r
5
Z
| 2+
S
B’
;4 s L

o I I I I I 1 Py

0 2 4 6 8 10 12 24
B5f (hr)

IAE A EE NG N2 AUC, CmaxZ30/85 X — & 1%, #iRE
OFEIR, RO - KRS O RBREMFIC X > TRE
BLHEVED D B o

2. e Y
NHF T 4 75— MEKEE1I00mg [ ZE ] K O°F$£200mg [ ZE |
X, HARFHEERMBERICEDONIZRYT 4 75— b
RSO BEBHMIEE L TWAB I DRI TS,
(ixhﬁiﬂ
. iSRS ESE(EmA 5 6
BRMERZOMBERILVATa—VETMN) 7YY K
T EE, HDL-al A5ua— )V & ER S8/,

2. 1ERRF
(1) BREALHICK T 2EH 7. 8)
SEERBAINBIC BV T I L AT O — VSR OB

AR H N7z (in vitro)o 72, T v M FE N OBRIGHLAE
BT EA YA VFEE K OEMEIRIEEA R 2 PH L
7z (ex vivo)o

2 VERBRARBHIINT B0 D
B ILE B ZICBWTY REHY 28—+ (LPL) i§E RO
s 7)) F)8—¥ (HTGL) itk 2 & i EA
S, BELEY REH (VLDL) O bo iz L b Y
REARHSZUE T L EEZ SN,

(ﬁ%‘bﬁﬁﬁkﬁé? bR )

—f%% © XY¥7 4 75— b (Bezafibrate) (JAN)

1b&44 @ 2- (4- {2- [ (4-Chlorobenzoyl) amino] ethyll phenoxy)-
2-methylpropanoic acid

43 F3X 1 C19H20CINO4

S fE T 361.82

T

H

o ﬂOX COzH
/@)\N HsC CHs
Cl

T KR 74 75— MIABOEREOHBEKETH S, NN-
TVAFIVENLT I FIZHEITRT L, A ) —=NIiZR
RBFEFRT L, TF =1 (995) 1I2RREITIZL L,
HKIZIEE A EBET R,

Bl 181~186TC

(BB ED3EE])
ORTEMHHER
CNHT 47T — MERSE100mg [ZE] )
PTPA% (PTPY — % 7L 3 ¥ u—a) 2 /w7 Bl
ke (B, 3R ofER, MBI O E RS IHKOH
PHNTH D, X7 4 75— MEHEE100mg [ ZE | 1385 O
THE FICBWT3EMELETH D Z EDRER SNz,
- RHT 4T T — MEREE200mg [ZE ] 10)
PTPE%E (Riaieih) 2 vz RN RE: (25T, #
SHREE60% . 34EM]) OFER, TN OV w55 13 HAE O HipH
NTHY., Y7 4 75— Mr$E200me [ ZE 1@ HE O
Wil FIZBWC3IEMLZETH D Z LR EINT,

(2 %]
NYT 47T — MEHEE100mg[ZE] PTP : 1008
NYT 47T — MEREE200mg[ZE] PTP : 10088, 1,000

[£ & 3 #)

1) AR TE KR AR SRR 2 &R (G
WEEL)

2) SR THE B @ AW SR B 5 B2 (1
WEEL

3) SRR T R - BRI T 2 &R GEERD

4) SR B BRI 2 &R GENERD

5) mE OPHE, BIL AER D ERR & BEFE, 67, 3597 (1990)

6) =B HJ 5 Ther. Res., 14, 4489 (1993)

7) Cosentini, R. et al. : Atheroscleorosis, 79, 253 (1989)

8) Ayala A. et al :]. Pharm Pharmacol., 39, 551 (1987)

9) &I T3 (ﬁ%) CREMERRERIC BT B B RN (RENERD

10) AR T3 () 1%%‘]&%@?0:5@1?‘5’%%2 (Canakee Y

#[3C Bk 58 K 5E]

FERRICEEROFNERHIOE E LT TRl TR T S v

SR IEN TR RS HER
T545-0051 KBTI By 5 R XENT 1-2-7
[oX8 0120-189-228

TEL 06-6630-8820

FAX 06-6630-8990

#7E
EEFERDMRIAEN
R eI 2-4-12
BAERET

x SEELTEMNSH

KERFFIEEFXERT 1-2-7



