20234E10 H 2LET (BB10R)

Bk SR IRAT
FREIE - 34

= B I E S5 A
LT S R )
HAERH Y7177 Mk

~ / hSRiE100mg [HETI]
NY 7 1« 75— FSREE200mg [HETL]
Bezafibrate SR Tablets

NY 7T 4

L -

J 77—

BAELmanEES
872183
100mg 200mg
AERES | 22000AMX01746000| 22100AMX01643000
BR5ERia 2008411 H 19984E7 H

) R - EEORTEICLYMEATAZ L

2 =

BB (ROBEICREELEVWIE)

210 NLEWEE (EBETZ &) 921 2]

22 BREGEOEBEREFREDSH LB 921 2]

23 IfiE 27 V7 I = A 20mg/dLY Lo B [921 2]
2.4 AHI OIS Ll O BEAEE D & 5 B

25 W UIIHIR L C W 2 TRtk & 5 itk (95 2]

3.1 #Emk

3. M - MR

a4

AT 17T — PSREE
100mg [HEL |

N7 47T — FSREE
200mg [HEIL]

AR

1Erh
NHT 4T F— b
100mg

15EH
NPT 4T T =}
200mg
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fEtkro—2, v Fo
¥y 7oLtk io—A,
BEHMARK T AWM, AT 7T
DI S Ay VNN
JUuAUO—A, ¥4
T—)16000. ¥ V7. [iE
itFr% >, #HIVF 30
7

FLHERA, YU EOD
DAVARZAVANINEE: N <l NVAN
SRS I S = iy | 2 ) 2
O—A, e Faoxo 7o
VWVAY —F, AF7Y
VBRI AT T AL RE
KT AT, £ T a2
U—A, ¥7uaIT—)
6000, FEfbF% >, &)
7

7. RERUVHEICEEYT R

ARANZF & LTI E R CRBICHER S NS 0T, BHEEED
&5 BENOEGINE T EET L LEND S, 512 dHIzoT
F, TROMBZ LT F=MEICIGETHET S 2 &0 [9.2.1-
924 ]

7o, ESEE TR IEIC X D EREORT 2RO —H T, B
WEDKT2ASIEY LT FZ MED LAPBRMTH L0, T
KOV LTFZr )T T ALR LS ROAH T
Lo [982 ]

B, HHEREZILTF U T I AOFEMEL ) RET S
CEDLEFE LA, BEOHERRMEZ L, FMT LT L8
WNEETHAHGEIIE, BIZXZ LT Fo o2 ) 7Ty AL EW
AR SN L TROZHOHEAEZHVLFEIZL Y, HEO%
EXITHI T &,

Bk (176 - i) xfkE 7 (100xIfiE 7 L7 7= Vi)
Mk (158 —4Ffe) xfRE . (100X M{E 7 L 7= /i)
WHE7 V7F=vfli| 7 VT7F=v )T 50 A EE e
N 400mg/ H
Scr=15mg/dL 60mL/47=Ccr (200mg X 2)
1.5mg/dL< - - 200mg/ H
Ser<2,0mg/dL 50mL/43 <Ccr<60mL/%3 (200mgx 1)

3.2 WE DMK

W5E

NRYT7 4 7T — SR
100mg [HEL]

N7 4 75— hSREE
200mg [HEL]

A

B 7 1 v A

I—7 4 VT8

Ser : MiE 2 L7 F = Ul
Cer: 2 VL7F=20077 VA

8. EELEARKEE
8.1 & 50 LOBIRIMIEDIEARTH 5 EFHBEE 17\, HIZEER

FERe. BIE - BEE O BMPERED ) R 7 7 7 5 — O
FELTICEETAI L,
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HE~E e

S

eS|
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As AE]

O

O

8.2 F G-I R E A 2 s A I Ly RIS 2 BUS AR
O HNLWEIZIERG 2R 5 2 &

9. HENHREAT 2BEICHT IR
9.1 BHHE - BIEEFOH 58E
9.1.1 BAREZOREENSH 3 H8E

IR DA HHND 2 EHD D,

9.2 BWEEEERE

921 ATENEE (BEEREE0). BETFR2LEOEELEK

I = =

H& (mm) 71 9.0

£ (mm) 38 42

B& (mg) 128.8 265

ZN N R 7 564 n577

wFEI— N @564 @577

4. REENIIHHR
BIEME (REEEED)

5. WMAEXIHRICEBET 5EF
WO B2 M L BIRIVETH S 2 & 2R L7
FTAROBHEEES 5 Lo

6. AERVHE
BE. A7 1 79— & L TIH400mg % 2[E] 124531 T
WA BEHRICREIERST 4,
B, B EL AT L BE N O ER
HT ko

VRS LTI RS

BODHBHEEXIMEY L7 FZAEH2.0mg/dLEL LD EE
BhLawna b SR BRERE O EAL &t O BRI RE DS & &
b3, [21-23, 7. ]

922 BREKEEEREOHZBE (NILENEE (BEEHzE

). BRR2AENEELBREDHHBERRMBEILT7F=
ED2.0mg/dLL EDEEERL)

ARFH & HMG-CoAs LR R ES % 6FH & 2 HA1213, Hf LR
BV EHII SNEGEICORHT AT & 2B
AL % LD BB RUFIED D S b T Vo RO B THHT 5
WA, KR DR, ORGRGT 5 L L b2, EICERE
BEMES 2940 L. HEER (AR, B o%Bl. CKL
. mdkORFIA ey FERBRCIMEZ LT =2 ESA
OO EL RO A RE L IR E R IET 52 L,
[7. 102, 1111 ZHE]

923 BREOH3BE (AILEWERE (BREFZET). BF

2HEEDEELBRBODHI2BEXIIMBFEIL7FZED
2.0mg/dLEL EDEEERRL)

JER DO BEE T R ERIEN H L bN DL ENDH L. [T..
11.11 &)

924 MEFEIVLT7F_ENF1.5mg/dLEB A D BE (AIENRE

% BERENEZEE). BRRREDERLBRBEDH 5BEX



RIEY L7 F = {EH2.0mg/dLEL LD BEEZERL)
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9.3 Fr¥RERERE
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MY @i, SRR, BRSO MIMEHERY D 5 b b
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10.2 HfAEE BIRICEE TS L)
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11. BMERA
ROBWERD B Sb D T EHdHDT, BEE 52TV,
EHFRD DN A3 G 2 kT A 7 L) 2 MLiE 2 1T
flf.o

11.1 EXLGENMEAR

11.1.1 HERUEGRAEE CHEEAIH)

WA, B, CKER., M RORTIFrae s LAz
& AHERHRRIED D & b, TIUE-> CAaRBRESD
HELERENHODONDLZENHLDT, BlE%T 51247\,
DX BIERD S SN GEIITE L IS 2R L., #Y)
BRALEZITH 2 o 922924, 102 1]

1112 7F7147F%2— (HFEARR)

Tavr, TH74 7%y~ (BHRE. IEOERS) 765
NLEZ VDD,

11.1.3 FFEEREE. B|E (W39 b HEAH)
AST. ALT. y-GTP® FH5% k5 ke
NLZEDNDH D,

11.1.4 BREHERIERE (Stevens-JohnsonfEfRE) . SHIIH
(Wb HEEAT)

11.2 ZDDOENEAR
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. HED D LD

1~5% A1 1% A1l HHEEABH
K pipfife R B, O F 0,
fEiR. ANHR. L
O
PED CK L5 AN A
HALE B R4 AR, fEAL. B
BORIR, PEH | E5. H=eT.
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P
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lifRi AST b5 ALT
&, LDH LA
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7F=r bR
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AL I N W
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B, KT, JH
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HD) 20X B EIdEEIREST L 2 L

12) BEICEHREREDD 2 BH B TULERIEES 2 2 2
HHDOT, ZOLI) LHGEICRELICEELRIEL, &%
WiEZE1TH ko

14, BRAEDEE

141 EFZMAEOXE

1411 PTPEED#EFIIPTPY — b 25l L TIRAT 5 &5
{88452 L, PTPY — FOREMKIZ X Y . WO R R
~HIA L, FICIEZELE B L CHERSIN 2555 O B 70 & 0HE % §F
RKTLHIEDDH D,

141.2 AANZERSETHH DT, EHo720
DFEFFRHEELZ L,

15. ZDMOEE

151 EERR{ERICE D &8

15.1.1 HLECIEE®EEDNIH600mg (473) ) #5128\ T, M1t

FHEREORIWER O BB S ILE W 2 s s hTw

;a)o

1) ARHNOKGES TN LK OH R @ B EARY
7475 — b &L TIH400mg % 2[5 CTHAL AR
P53 2, B, BREREL AT LEEROERE IR L
TIEHEEWET LI L] THDHo

15.2 FERRAREAER ICE D 155k

15.21 7 v D245 ARG RE T, omkg sl (12380

256mg/kg. BT & O20~40f%) 2B WC, HEO R MLIE

DR N2 T v NOMEFL O~ A TIEEEEIZZED ST

&bxo

ez LawnwTE




16. EMENRE

16.1 MAFRE

16.1.1 HEIZS
FEHER AN T 4 7T — MEEE200mg & HIRHE T U720, s i i Re s
FF T I X4.5RE . B R BE 135 w g/mL. LR 2> & ORISR NE 3R . AUCIZ18
ug - hr/mLTdh-o7:0,

16.1.2 EPFENFEFHERR

(1) X¥7 75— bSREE100mg [HET]
AT 477 — PSREELI00mg [HETL] KONY b — VSREELO0mg%E . 7 T A% —
N—RICE ) TN (N7 47T — b LTI00me) REHEHAS T IS A A K
O B S L CISER N7 1 75 — M2 E L. 5 /-3y ¢
A =% (AUC, Cmax) (2D THGHEN & 4T o 72455, W] O 4P [ 4
N,

AR

T ST A =5

HENT A— S BERT A~
AUCo-21 Conax Trmax tiz
(ug - hr/mL) (ug/mL) (hr) (hr)

i NYFT714TT— ]

b SR$¢100mg 958+242 242056 | 41+07 | 1605
B [HETL]

b e

[ R 1bo<) VSR 944+ 160 234057 | 38+08 | 1606

mg
NRYFT7 4 TF—}

& SR$¢100mg 9422122 224047 | 45%07 | 1706
g [HET]

G| NFRCMSREE | 1909 2304035 | 43+09 | 16404

100mg
(1$8#%%5-, Mean=SD., n=16)
(ug/mL)
251

@ —e— ~#7+4 75— hSRE100mg [AET]
%E 2.0 --A-- Nk —JLSR§E100mg
R
+ 1$£#%5, Mean£S.D.,n=16
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J
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I

S
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=
B

8
BERE (hr)
AP SEY IR IERS (RS
MAEEEEIE ONIZAUC, Cmax®m/3 5 2 — &1, s oI, ARE ORI EY -

WIS OGN L > TRZ 2 WEEMED S % .

(2) NH¥7 ¢ 75— hSREE200mg [HET]
N7 4 77— FSREE200mg [HEET] &4 b —)VSRHE200mg%x . 7 0 AF —/3—
BIC L) ZNZNIGE (NHT 4 77— b L LT200mg) % BHERAY 12 ffk Bl

%5 LTIl R AR IR EE 2 8 L. 5 N3 BhRE/s 7 x — % (AUC,
Cmax) 122\ "T0%IE X JT A2 THERHIRAT % 17 o 7245 R, log (08) ~log (1.25)
HHANTH Y WH OEY AW SR S N2,

YT A%

HEXT A =5 BHEING A—F
AUCo-21 Cnax Trnax t1/2
(ug - hr/mL) (ug/mL) (hr) (hr)
N7 4 TT—
SR§£200mg 1602231 349+074 475097 | 186+031
[HEET]
~F ;05 VSREE 1620+ 2,69 366=077 450105 | 182024
mg
(1$8#% -, Mean=SD., n=20)
(pg/mL)

5 -
44 —e— ~N¥ 775 — FSR§E200mg [HET |
Ll .
E’E --A-- XY h—JLSR$§E200mg
* 37
75 18E£3%5, MeantS.D., n=20
1t o4
S
N:::}
=
B 11

0 T
0 6 12 18 24
B (hr)
AR (FLfdt )
MEHEE I DN AUC, Cmax 0785 4 — & 1k, HEE O, A o3RI
WS ORBREAC & > TR BTHYED S 5o
164 {’c;aa‘
VRBRLOME (7 0 7 0 Y AL OKIILk) 2 n 70,

17.1 BEHHRURLMICET 28R

1711 BRFETHE-ESRIERHR
IR IME B 2866 A& k12, N7 4 7T — MEHEE200mel i L H 201814 £85I
7)) 74 77— FE200mgl §E % 1 H 3l A% 16 G L7, Sk, &
PO, PR, B, AN, EALOSEIE I CRMIT L 7oA R, h AR DL
FOUERIGANF T 4 T T — MEET0% (85/12181). ) /74 7T — ME42% (53/126
Bl) THY. 20T 47T ML LTAY 7 1 75— MESHREIZHE

Fe SER A ELH B 0 M3 N 0% {t?" (BaLAFa—LVEOFNY 7)) &) POk
Ty HDL-aLA70 =)D EF) (&, @COHATRYF 7477 —  NENZ ) ) 74
BT FERORBEGINTF T4 77— I~ﬁ$21%
— MEST% (8/1411) Tdo7ze XY 7 4 77— MR
G, B R OMES A E07% (1/141B1) TdH o729,

7T — MEICILLTHEIC
(3/14160), 2V /747
& 5 NTZEIWERIEZ )

18. ERhEIE

18.1 1EFAHRE

18.1.1 BEEEARICHT B1EA

(1) AL ZXFO—ILESREIE
TEFIVCoADPS AN Y BICELITL AT H—
b, &b, in vitro)s

2 bUTYUEY NEARIH
7L FIVCoA N VK F Y T — Bl & Ml
(7 v M. in vitro).

18.1.2 UREBARYICHT 21EH

1) ®mMY 7Y ETA FIVESEAOLPL (V) ARERY S—¥) EHEKRTHTGL (B4~
7)) FUS—E) Wit EGE L, ) REAONRB A IGET 27,

WA G % P S %9 6 (7 v

L. MU 270 &) FOEGHEZIHT 29

(2) THEEY REAMAEREOLDLLY £ 7% — 0tk % it L. LDLOFCH 2 ek §
%8,

18.2 MiEMREHREER

18.21 EIRMERFOMBERI L A7 00—V RIMLE MY 7)) &) FEFREIET S8,

HDL-2 L A7 0— Vi HEIZ LR SE729,

1822 MAEHILZ7A
BILATFO— VEET —VIMET v MR 5, X714 75— b
OFREOHFEG1E, HRRAFIIC MG T L A7 0 — Vo 52 0] L 7210,

1823 MERY T Ut NMETER
TN b =AFESEE ) 7)) FIET v M2 5. X7 175 — FokOis
1 FEARAFRZ IS S ) 7)) R ) FIEO A2 8 L7210,

19. B ICEAT BEBEZMAR

—EIIHE N T 1 75— (Bezafibrate)

1b4% © 24(4-12{(4-Chlorobenzoyl)aminolethyliphenoxy)-2-methylpropanoic acid

55 F3 1 Ci9HaoCINO4

55 Fm  361.82

TR AfokRtEoRRTH L,
NN-DAFNVAEIVAT I FIZETRT L, AT —VIZRRBEITR T, =
B 7= (995) IZRREITIZC L RICIBEALET R,

(b

O. CO:H

HsC CHs

Cl
L

22. A&

(XH¥7 175~ bSR#E100mg [HETI])
1008 [10%E %10 ; PTP]

(XH¥7 1 75— bSR#E200mg [HETL])
1008 [108Ex 10 ; PTP]
10006 [10%E x 100 ; PTP]

23. EEXH

S5 \DE H RS IR st 1 E 2021 ¢ C5155-C5159
LR AR B (§£100mg)

FENEOR AR A ERER ($E200mg)

gk Al Geriatr. Med. 1989 ; 27 (2) : 225-270
TIHE Ml HARSEEIAEMEE. 198892 (3) :181-191
Blasi F, et al : Pharmacol. Res. 1989 ; 21 (3) :247-254
e AiE A s BRREESE. 1988 14 (11) : 21212136
Stewart J. M. et al. : Atherosclerosis. 1982 ; 44 (3)
PP Ml ERREESE 1988 54 (10) : 1779-1809
FIRE Ml HARSEREIAEAMERE. 1988192 (3) 1 175-180
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