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

S

J 77—

BAELmanEES
872183
100mg 200mg
HAEREE | 22000AMX01746000 | 22100AMX 01643000
BR5EREa 20084F11H 19984E7H

) R - EEORTEICLYMEATAZ L

b =1

FIS 1ICN

2.

(ROBEICEIBELEWI &)

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]

aIA

Juvieln— A, g
KT AW, ATT7) VB~ T
ATTA, BT AT — A
~ 7 uIT—)L6000, ¥ V7,
fALF 5~ HvFuoay

3. #R - R
3.1 #ERk
Wisa s ~NH7 477 — b SREE N7 47T — FSREE
e 100mg [HEET ] 200mg [ HET |
1§EHh 15EH
AT YT 4T} NYFT4TT—
100mg 200mg
famtva—A, v Fad 2 MKy, bvEnad T

YTy, RERFY, e Fu¥
v7a¥)tkra—2A, bR
OXy7aENAY —F, A
VaVARY /A AV NN
TR A B, eSO Au—

AL =71 T—)L6000. M1k
FE TN T

3.2 HADHERK

AT 4 75— PSREE AT 4 7 F— bSREE

e 100mg [HEET) 200mg [HET.)
illiA BT 4 VA a—F 1 v kR
o I~ 8 SR
i )
wul O | O
I = =
B (mm) 7.1 9.0
JE& (mm) 38 42
TR (mg) 1288 265
Fha— K 7564 n577
wiEa— K @564 @577

4. FHEEXIIZHF
=iEME (REEHEEE)

5. REEXIIZIRICEIET 5FE
OS2 id 2 EE L. SIRMETH S 2 & 2L 72
ETHAHOBHEEET 5 Lo

6. AERUVHE
WBE. A7 1 79— & LTLH400mg % 2[[ 124531 T
A RO G35,
B, BEREEEELAT L EEROEBT SN L @ E RS
5Tk,

7. BERUVREICEEY 23R
AANIE L LCHFEREEETRPICHEE S S 0T, FikigkE o
H B BENOFGINITTERT B LEDD Do GI2H72oT

. TROMBEZ L7 F = EISCTH=ET 22 &o [9.21-

924 ZIH]

7o, SEE TR INEIC X D EREORT 2RO —HT. B
WEDKT2ASIEY LT F = MED LAPBRMTH L0, T
HEOILVLTFZr )T I ARG LS EOME 21T &
Lo [982 =]

B, FHREZILTF U T I AOFEMEL Y RET S
CENLEF LS, BEOHERREEZHEL, FEMT LI L
WEETHAHGEIIE, BIZIE 7 LT For 2 ) 7Ty AL EW
BRSO NE TROLZHOHEAEZHVLFEIZLY ., HEoik
ERITHI T &,

B (176 —4Fkw) < MAE (100X M{E 27 L 7= i)
7 (168 —4Ffs) A& (100X IM{E 27 L 7= i)
Mz L7 F= 1l JVTF= )T I YA [ESen S
o 400mg/ H
Scr=15mg/dL 60mL/ 473 =Cecr (200mg % 2)
1.5mg/dL< - - 200mg/ H
Ser<20mg/dL 50mL/4r <Cer <60mL/%) (200mg % 1)

Ser : Iflif2 L7 = /Ml
Cer: 2 V7F=207)T TR

8. ERLEFNIEE

8.1 »HHh LOBIFMIEDEARTH 5 AFRE ATV, HIEEHF
ERL mILE - BEEO R CRED ) A7 7 7 7 5 — ORI
FELTRICEET B L,

8.2 G-I H R E A 2 s A I M L
OOENBWEHEIIEHESG kT A2 L.

9. HENHE=EZHIHBEFICHTIEE

9.1 A - BFEEZEDH 5 8F

9.1.1 BEAXIZZOBRERDH 3 EBE
JEAE DDA SNDL ZEDNH D,

9.2 BiEEEEEE

921 AIERBE BEEENEST). BR2EEODEELBK
BOHBHBEERIZMEY L7 F = AEH2.0mg/dLEL EDEE
PG L b 2 B0 EAL &0 S MR RERE DS S &
bR dv, [21-23, 7. 2]

9.22 BHEKREMBERDHIHE (AIEHEE BEERENRES

D). BRREENEELBREDHDEEIIMBEI/ILT7F=
AEH2.0mg/dLE EDEE ERL)
ARHI & HMG-CoAs iR R ESR # fFH & 2 5A1213. HkLER
LGRSV EHM SN LGEIZOARIHT L 2 & 287 B
AL % P B RUIED S D S b T Vo RU 2SI EHT 5
Wallld, AR LEPOGRGT 5 & L b1, BB
FEMATE 2900 L. HEER Wi, B o3, CKL
ok ORP I A7 ae y ERENICE 2 LY = v ER
HEOBEREOEALZRO G AERELIIHEGEHIET S L,
[7. 102, 1111 ZH]

923 BHREDH > EE (ANLENEE EESEHESD). BR
SHEENEELBREDHPBRERIIMBFEILT7F @D
2.0mg/dLEl EDEE ZRL)

JERDWER MG ERIERH L bNDLZ ENH L. (7.,
11.11 ZH]

924 MEVLF7F-EHF1.5mg/dLEBZ P EE (AIERE
E EEEHREE0). BR2LEDEELBRENDHBEER
[FME7 L7 F = ED2.0mg/dLL EDEEERRL)
RERUHRMVIED S Db b Z EhH S, [7.. 1111 =]

9.3 FFigEEEEE

931 FEEXIZZOBREEDSH 2 EBE
MmEEN LR L BENDDH 5,

BRI 2 IS AR

A-06



9.5 it

TG AR L T 2 RO & 5 IEICE G L awZ &,

(25 &)

9.6 &Il
R EORIEMER CRFLARRO AR ZE L. ZILoMGEUE

FILE MRS 5 2 o B (7 v b)) TR A~ORBITHRR

WHNTVD,
9.7 MRFE

NREE R E LBRABIIER L Tz,

9.8 k&

9.8.1 EFOGHHE, MEE, A - IOERLZ IR EL, L&D,
SHIGS 5 7% ERGEISTERT A 2 Lo I - BRERAET L
TWbZENE L, 70, REPD L WEAD D 5 7% L, RITEH
AFEBLL R\

9.8.2 BHEAEIZ OV TG b MM FIRIRA S 21T\, HIC

R 23 v &

MNZ L0 i, ez,
CENHHZOTEET ST L, [102 ]

10. HEEH

DI ERERL L . BRI H NG A ITIIE
HICHEEZHIE LT, & SIZEREELANEST L2 v X9 @)
Wig %479 2 & [7. ZH]

9.8.3 AR VIRFRMMERETI (7)) N> F 3 M) Lot

10.2 FREE BHFRICEETS L)

PFEORMBERDSH 5 b b

AN FRASEIR - #5805 B - falREF
S E AL 2 b R T ek

HMG-CoA & TCRE 3 I

ES
TIINAYFF Y
7 A
DRZAV.E A 2
TIWINAY FF Y
AN

(922, 1111 ]

5 A AL Rl E A B S
bR v, HEMEIR
(A BT 0%
B, CK.EA., I o
I 7 w IV o = A
W miE s L7 S =
v EASFOBREOE
Lo EEES
WG AT Azl

HREOH 2 EHE

TIWNAEFF )Y
A

TIWVINAY F 7 )
v A O IR E DS 5
THLZEDD S,

TIWINAEY FF )
7 A O A AR S
Ay W0 [a] ) R A3
TLbDEEZLN
%o

BRI
TNT 7 AN) T A

eI e IR 3 i
e L CHuEE I o =
AHET S5 L, MM
N O AR 5
ngAa1cE, prgm
HHDHWITETOFHY
HEH A ALk
LTk,

ARFNC & B Pk L EE D
1 B A o0 LA o B
I & 2 Huse i o 1
FRERDE 2 5N b,

VAR =)V SR A P
THE
FURY I IR
APEPA
)X K
[983 =]

A=
=5

FrTN=FR

Wi, WV ZEE, B
1% 55 O A MM SE AR 2% &
EbNBLILHFHDLD
T, 20X BAERA
&5 bl E iz
BB T 2 o 2
5k,

RFE &N oHEH L
DOMETIVT I Ve
WALIC B 2 HiAIZ &
DL ZhH OFEHF O
o R R RE Y B L
LA B T 4 FH 23 3 5 &
NLEEZLNS,

fabERF - S

L AR)

RIMBEER 25 5 b i
LIENHDH PEHT
% B A Rl 2 o
i 8 E ORE % 45
BLePobHE5T52

A4 VR VKRR
HEOERIZE D, b
TR 235k % &
EZHND,

YU ARY ¥

2D H b Db S
MdHHDT, FH
WEm (7L T7F= .
BUN%) OZ#I 1455
HEETHI L,

I8 |

B o BIEH ASH
ICHmEInsEEZLD
5o

B A A > 2 R
JLVAFT IV

AF O WA JE AT
W T DA RS D B
72, BERT A
E, Al B 2KER- DL
roMEE T THRS
THZ L,

W A A > 2SR i A o
WAL B EH 2
5N 5.

1. BMER

ROBERD B DML Z ENHHDT, Big e 71247\,
RO BN 3G 2 kS A 4 EEY) R LEE 1T

Eo
1.1 EXLEEA

11.1.1 HEEBBERE (JEAH)

DR NITWANEN

F
&
z

CKEF M ROKP I+ rue s bR 2k

WL D HBREAED ® 5 b, ZIUE - TEERESO
EELRBEEDSHSDONDLZ EDHLOT, BlEEL 51TV,
D& BIERD D L bNTEIZIFED

WZFG 2RI L, EY

RILEE1TH 2 ko (922924, 102 ]

112 7F+747%2— CHERH)

Tav sy, 774 7%y~ (HHEFE. DEOEES) 2555
OPNLEZENH D,

11.1.3 FFEEREE. |E (WIS HEARH)
AST. ALT. y-GTP® 55 % £k FHfeksE,
NLZEDRDH D,

11.1.4 BREIEEBEMRE (Stevens-JohnsonfERE) . I
(WL BHEEAREH)

11.2 Z D OEIERA

WD 5 b

1~5% i 1% A BHEEAH]
FEAARE R B, O F . @
k. Ak, LU
J&
i A ED CKLEH R A
Wb BTG WA, AR ek, fEAL. H
AR ML ERE B MU, g
& FHL. ON%
2 5. £ FERRE . R
{EE
JH-Hie AST b5 ALT .1
. LDH L5
i) BUNLS., 7 L7
F=v k5
JiiIR(3 AL, F BRI
ML ANRCEE N i/
A
ZDht JRIBED 15 KImpE, &aBe
B BE. A,
A, KRR
LR RIE
HHIR

FED ZOX) BEAICIREEIRET L L,
12) BEICEHEEEDD 2 BH BV TIERIMEST 22 0B 5D T,
O REHICFEBISERAFIE L, BYALERT) L,

14, BRAEDEE

141 ERAZFEOIE

1411 PTPAMOHEAIPTPY — M5 L TIRAT 2 &5
fRES 52 L PTPY — b ORERIZ X Y . S S0 BB R
~JIA L, T35 B S L CHERRIN 45 0 B 1 2 A 0HE % O
RYLIED DD,

141.2 AHIEHEETHLDOT, Eo/zl), Bwnzh) LanwTE
DFFRASESL Z L,

15. ZOMDEE

15.1 BRERERICE D 153

15.1.1 SHECIEE®EEEO1H600mg (473) o #5128V C, 1L

SRR ORIVEH O RBUHE S LB E W L iE S hTwn

Z)O

&) RAOKDENT S HEROCHRR EE, BRACZSET 47
F— ~ & LTIH400mg% 2245 CHlY BRICRI%S T4, &
B, BRENES AT 5 ME R OHHEH L CIETRET 5 o
Lol THD, ‘

15.2 FEERPREABRICE D 158K

1521 J v b D24 BRI GHBT, Bo@mkG e (12380

256mg/kg. B A D20~408) 128\ T. K EE o MM

ED LN T v FOMER D~ ™ A TIIFFEMITZERD 5T

&L/Xo

16. EYHF)E

16.1 [MEE

16.1.1 BEMERS
TR NN AR T 4 7T — MEEE200me % BIRFE O3S L 724
o B I FEE S I I 4 SR B I R EENZ 3.5 u g/
mL. @¢ﬁ¢ﬂ0ﬁ%ﬁﬁ%ﬁ@%ﬁﬁ\AUaimug~hﬂmLf
%97‘:1'0

16.1.2 4MFHEFMHRER

(1) X¥7475— rSREE100mg [HEL]
NPT 4 75— FSREEL00mg [HET] KON b — VSREE
100mg% ., ZOAF —N—3EIZ L) Zn2Nnl1sE (R¥FT7 47
F— M & LT100mg) fERERA T 1 1A A N O AR M R
G U CIAER 7 4 75— MREZIE L, 155 N7-3EH)iE
85 A —% (AUC, Cmax) [ZDWTHFHRNT 21T > 72655, i
FIO AW F 1 R S SRR S 72,



HWBE T A =5

HE AT A— 5 BENTA—F
AUCo-24 Cax Tmax t1/2
(ug-hr/mL) | (ug/mL) | (hr) (hr)
b S}gg{;r;;éﬁ‘z} || 958242 |242056| 41207 | 16205
I . =
& Y ; o ;SR@E 044+160 |234+057| 3808 | 16+06
% SR;;I o ;ﬁ;ﬁg} || odzeiz |220%047| 45207 | 17206
5T H’fgSRﬁ 919211 |230+035| 4309 | 1604
(15845, Mean=S.D., n=16)
(pg/mL)
257
n —e— NH¥ 775 — hSREE100mg [BETL]
%E 2.01 --A-- N b —JLSR$£100mg
N 1§2425, Mean+S.D., n=16
7
{.
7
5
i
IS
-3
|4

18
BERE (hr)

P I R EAER (BT

MUK EE I ONIZAUC, Cmax®E 085 4 — 713, BERE ok
i);\ PRIEOFRIAIEL - BEHEE O RBRS I & > TRE 0 HEEDs
%’O
(2) NY¥7 4 75— FSR#E200mg [HETI]

NYT7 4 75— FSREE200mg [HET ] & NH » — VSREE
200mg%x . 7 OAF —N—EIZL D ENETNLEHE (RFT7 47
F— b &L T200mg) %M AR FIC AR EER %S LTI
FHREARBEEZIEL. BOoNTHYEHE T 2 —¥
(AUC. Cmax) (22 TI0%EHEX [ H: 12 THERTHENT 2 17 - 72
FEHL log (0.8) ~log (1.25) DHPHNTD V) . WH DLW FR
[ VEDERE S L7293,

W BE T A =5

HERT A=Y BEINT A=Y
AUCo-24 Crmax Tmax ti/2
(ug-hr/mL)| (pg/mL) (hr) (hr)
NYT47F—h
SREE200mg [HEET) | 1602231 | 3495074 | 4752097 | 1862031
NFPZVSREE | 16004060 | 366+077 | 450+ 105 | 182024
200mg
(1%e3%5-, Mean=SD., n=20)
(pg/mL)
5 -
4l —e— ~N¥ 7 75— bSR§F200mg [HETL |
--A-- XY h—JLSR$§E200mg
3 -

1$£#%5, Mean£S.D., n=20

Wi SF o R B

1I8
B (hr)

24

MR RS (RIS

MR OI AUC, Cmax® 055 A — 5 &, BB 0 #
IR AR FREUEIL - BRSO RBALEI & - TR B T RS
H %,
16.4 X35

RH R R O (712 0 2 B &R DKL)
LY

17. BRPRFSHE

171 BHMROCLL2M(ICEET 55k

1711 ERETHE-ESHRLEEHER
R ILAE B 2866 & 0f 512, N7 4 75 — MEkEE200mel §E
ZIH2MAEAY At E 7V /74 75— F$E200mglée % 1 H 3H
HERICIGEMESG L, &fRiEEZ, FWUE, TEEL
e, WL, ANE. EALOSEHE I TR L 22 k5. AR
FLLEOUHERIIANY T 4 7T — MEET0% (85/121%1), 27 1) /

74 77— M4A2% (53/12660) THYH. vV T 4T TF— M
ERIL TR T 4 75— MEWEEIIE D - 720 HIERHRE
BIOMERERENZAE BaLATa— V) 7)) &Y
FOME T, HDL-aL A5Fu— Lo L&) &, £ TOHEH TR
TATT— NPT ) ) T4 T MR L TEREIZERLTY
2o BWEROSBENEINYT 1 75— N EE21% (3/14161). 27
V7475 — NEEET% (8/14161) TH o720 X7 4 75—
MHEICRRO S N-RIER L Z 9 K. FIEEE. B R OIS0
%07% (1/14161) TdH - 729,

18. ZERhEIE

18.1 1ERA#EF

18.1.1 FRE&EARICHY 21EH

(1) AL RFO—JLESRE

T FIWVCoAD S AT YFRIZE S I L AT 0 — VESBGEE
%56 (5 h, B b, in vitro)o

2) MUTUED NEEBRIH

72 FIVCoAH IWAEF S T —BIHEMEZHIH L.
HEENEIH]$ 55 (5 b, in vitro)o

18.1.2 UREARKBICHT 21EH

1N ®mrY 7Y T4 FiESEZOLPL () R&EH) 28—+1) &k
FOHTGL (FFEbY 7y X ) F)o8—=8) Gtz EL, VR
EHORB LT 27,

2 IHE) XEAMEREOLDLL T Y —OiE M2 L.,
LDLOMRH# % 2T 29,

18.2 IMERERE(ER

18.2.1 ENRIMIEREOMIERI L AFa— VR IE MY 7)) &
VREEEIETSE, HDL-a L AFu— Va2 FEIC LR S8
-9)

18.2.2 IMiEHaL AFO—JUETIEA

VAT O VEARBRE I VAT U= VIIET v Ik
L. N7 47T — bOROPEGE HEKFICIERI L A
70— )V 5% Ji] L 7210,

18.23 MEFEMY J UtV NMETERA

TNy N—=AFEFRE ) 7)) FIAET v M2 $ 5, XY

74 77— bOREOESIE, HEKAEMIZIE Y 7)) ME

O LR AL 7210,

19. B2 ICBEYT 2IE{EERFR

—fEBIHR X7 1 75— (Bezafibrate)

b4 o 2-(4-12-(4-Chlorobenzoyl)aminolethyliphenoxy)-2-

methylpropanoic acid

43138 1 CioH20CINOy

ST 361.82

% K Ao HEOREKRTH %,
NN-DAFNVEIVALT I FIZETRTL AY /=)
IZRRETRT L, TF =)L (995) IZRRHEITIZL
L KIZIEE AEET 2,

) 7)) RO

(== 3.
COH
o
H
cl
Bl 0 181~186C
22, B
(X¥7475—rSREE100mg [HEIL])
1008 [10%€x 10 ; PTP]
(N¥7 4 75— FSR#E200mg [HETL])
1004 [10%E x10 : PTP]
23. EEH
1) &5 /\SUE H ARSI J7 it BEIENE. 2021 5 C5155-
C5159
2) FLPVER - AR SRR (58100mg)
3) VRS - A RS ERER ($8200mg)
4) ZEEEE A : Geriatr. Med. 1989 : 27 (2) :225-270
5) RREE b o HARIEIAMERE 1988592 (3) : 181-191
6) Blasi F., et al : Pharmacol. Res. 1989 ; 21 (3) : 247-254
) AEARE b FRESE 1988 54 (11) 21212136
8) Stewart J. M., et al. : Atherosclerosis. 1982 : 44 (3)
355-365
9) thzshizs i : FRIREES. 1988 : 4 (10) : 1779-1809
10) R fl 0 HOARSEHEISMERE 1988 5 92 (3) 1 175-180

24. XHEFERERVEVEDESR
HETHASZM BEEF Ry —
T930-8583 &Lk 1T H6721
TEL (0120) 517-215
FAX (076) 442-8948



26. RERTEES
26.1 BGERRIETT

¢ BE L sxat

Nichiko 2 LT E 1T HE & 21



