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Bezafibrate Sustained-release Tablets

F) FE—EMSEOATBICIVERTSIL

2.2 (ROFBHEICBIFESLBEVWIE)

2.1 NTENEE (EEEFzET) [9.2.1 2R)
22BAR2LR E0EELBREROH HBE [9.2.1 2]

2.3 MEY L7 F =V EA2.0mg/dLEL EDBE [9.2.1 ]
2.4 KF|OEKITIIR UEBUEDBHERE D & 5 BE

2.5 MR XIIIER L C WL AR D B 2t [9.5 2]

O, NEROZLTFZo 707 T AGUREEBOHE %
fT52&, [9.8.2 %]

nH, BEBRIZLTFZU 7Y T I AOERBEIVBET
HIENEE LV, BEOEMRRNE2HZEL., EHT52
EPRETHBHEEICE, FIAIEZ LT FZ 2 TIRE
EWVWHBESB S NS FROTHOHEENEZHVEIEICXD,
HAEOHREZITHOZ &,

B (176 —Fis) x{4E/ (100xMEZ L7 F=1E)
7 . (158—%F#h) X{AE/ (100XIMiEZ L7 F =)

3. #8RK - IR
3.1 4888
Wiz 4 RYT 1 T F— MERGE RYT 4 75— MERGE
100mg [JGJ 200mg [JG]
188 1$EH
BRIBGT HE N¥7475—F% HRE N¥7477—F%
100mg 200mg
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BibF % >, HLFo Ty

HAMENRF . AT r A BT L
IV IRV TL, 0
AO—RAT7 %)L ZT ),
EE#Er FaF Sa
tra—2, A5F7 Y V#EH
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3.2 BRAIDOMHRK

B & NPT 1 7T — MEgE NPT 1 7T — MEgE
e 100mg []G] 200mg [JGl

I A~ HERAEO BHEO
BB AR | g nra—seos | 7enna—se s

P O@O@

[EXES 7.1lmm 9.1mm

ER
~ Ex 3.8mm 4.2mm
HE 129mg 265mg
Al —F JG E69 JG E70

4. WEE FFNR

SEIE (REEZSH)

5. WEEXFHRICEHET BER

BERORNC D GHREZER L. BIEIETH S & 2R
e ETCHRAOBERAEZEERT S &

6. HiERUHAS
WHE. HAICIERY 7 0 79— & LT1H400mg % 2[E12 5
JCEIYBBICROKRET 5,
%k, BHEEEELE T SEERERE IO L CIEERE
T5HIE,

7. RERUAZSICEET 3ER
KENZEE LTCBEZECRPICHEIS N DT, BHERE
DHHBENDHREGIITDERT 2LENH 5. H5I1CH
TooTlE. FROMBEZ/ L7 F U EISUTHET 52 &,
[9.2.1-9.2.4 £E]
F/. BERETIE. MBICX D BREDKET2B05—H T,
HABOET»SMEZ LT FVMEDQ LRENEMTH ST

MmEIV7rF=E | JVF7F=2IVTFVR ®58
400mg/H
< <
Scr=1.5mg/dL 60mL/7y =Ccr (200mg % 2)
1.5mg/dL< , 200mg/H
Scr<2.0mg/dL 50mL/% <Cer <60mL/% (200mgx 1)

Scr: M7 L7 F=1E
Cer:Z7VvryF=>7Ur7I A

8. EEREXRNIER

8.1 H5P COBMENCEARTH 2 BHBEELZITV., HIES
BER, BIE - BESOEMENVERDOY AT 77 74 —0
BEEL+DICEET S &,

8.2 B 5INPT EE 2 EHICHRE L., IBRICNHT 2 KIED
ROSNEVWIBEEICEERSZHIET S &,

9. BENESEEIZEEICHTIEER

9.1 BHIE - EEEZEDH D EE

9.1.1 BAXFZDEIHEFEDH D EE
AR HASNDENDH %,

9.2 BikacE=EE

9.2.1 ALENEE (EREERESD) . BAEBEDEERE
REDHHEENIIMET L7 F = UEH'2.0mg/dU LDES
BELRWT &, Sl BHEDELZ (> BEHRURED &
EbNPT Vv, [2.1-2.3, 7. ]

9.2.) BHEREEREDH3EE ANLEREE (EESEhE
20) . BRELBEDEERBRENDHZEBEIMBEI LT
FZEN2.0mg/dL EDEEEIRL)
AAEIEHMG-CoARTTBERIERE 2 HT 2551013, 1B L
RLEB/RVEHMENABEAICOAHAT S L, ARLE
HEREEAL 2 ££ 5 MR RMRIEN D 5 DTV, L2 ETH
AT 2BEI1CI1E. KE208D SBREMBTHEEBIC. EH
MICBHAERES 2ERB L. BRER AR, B o
., CKER. mMFRCRFIA7uey ERIECICmEY L
TFr EREOEREDE(L 2RO BEIIES L5 2H
k52 &, [7. 102, 11.1.1 ]

9.2.3BRENHZDEE (ANLEREE (BESEHZEST) . B
FEREDNDEERBEEDHDBEIMBI L7 F - ViED
2.0mg/dL EDFEEZRL)

TEROBEN MENGHMEENSD S DONEZIENH S, (7.,
11.1.1 8]

9.2.4 MET L7 FZEN1.5mg/dLEBZ 2 EE (ALEHR
F2E (BEEHEST) . BREREDEELRBRENHDE
EXFIMET L7 FZEN2.0mg/dL EDBEZERL)
MEGRESH 5 bNBENH 5. [7.. 11.1.1 BH]
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9.7 I\R

NREZNRE L7z BRFHERIIER L T,

9.8 BEnE

9.8.1 BEDOAME. BUEE. B - EERZEICHEL, L&
P OBIAY 5% EREGRICHHERT S & I - BRESE

TLTWwRIENEL., oy BEPDLEWERDPH 27 L,
HIERDP R LT 1,
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11.1 EXZEIER
11.1.1 1ESERRIAREE (BHEAHA)

B, AR, CKER. mMARURFIA Ty L7 %
B E T AEEUFRMBEN D 5bn, ThITE-> TalkBEREE
EDNEELBMEENSHSDLNETENHHDT, BEETHIC
TV, COEDRERPH S bNIBESICIZES ICHRE 2R
L. BIRMBZTS> &, [9.2.2-9.2.4, 10.2 2&]
MNAN27FT745FY— (JEERH)

vavo, TH74 5% — (HEFE. DBEOEES) 7»*H
EbNBZENDH 5.
11.1.3 FFEEERES. BBE (W NLEERH)

AST. ALT. v-GTPO L% %05 FERE. &EFH S
bNBZENDH B,
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B (WEN s HHERH)
11.2 ZOftDEIER

W RMEZTH L, [7. 8] 1 ~ 5%k 1%k SRS
9.8.3 A AZIVRERMBEKR TE (FIURV 7T I RE) Lo FERiER S, HEL. M
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1) COLIBBEEICITEEIIARET S &,

E2) BHCBHEREEOD 2BE BV UIERPEET 2 2
EDBHBDT, TOEIRBEEICIIESICEEL L
L. BUZMNEEITS &,

14. BRALDFR

14.1 Z2RZGEDER

14.1.1 PTPEEOHEA|IIPTPY — S BOHE LTRAT 5 &
HFEETHT L, PTPY— FORRBIC KD BEOLSATIRE
REEEAFIA L, BICIEELZ B L THBRARSEOEE A6
EZHET S END 5.

14.1.2 KANIRBEETH A DT, Eo72 0, Bz LaWwTE
DEFRASESZ &,

15. ZDftDER
15.1 BRERERICE D < B3R
15.1.1 StE Tl E@EsE D 1 H600mg (533) B HE5I2B VT,

HILBEREORIERORFBEE S HENE L C @GSN

TWnb,

E)AAORR SN TV RAERUARIE [EE. BAIKIE
RYP7 4 75—k LTIHA00mg 2 2EIC DT THs &
BIROBET 5, b, BRERELETSBERD
BTN L CHERRT 22, | Th b,

15.2 IFERARERER ICE D < 153k
15.2.1 5 v b D24 » AR SRE T, EOBZSEE (123K

U256mg/kg. HEFRFARD20~4065) 1ICH WL T REHOMEH

TESED SNz, T FOMERU~ Y A TIIFREEIZRD 5

nTWzaL,




16. EiBNEE

16.1 MEE

16.1.1 EEKRS
TREERLAICARYT T « 75— MRIKEE200mg % BEE %5 L7z
MR, oM EEIERL 4588, HombEEIL
3.5ug/mL. A 65 OIERFREIFIFR. AUCIE18ug -
hr/mLT®H -7,

16.1.2 £EYZHRE S ER

(RYT ¢ TS5 — MREEE100mg [JG] )
(1) ZEIEEFRS

NY7 4 75— MERMEELOOmE [JG) &Rk —)LSR$E

MEFFEEN CICAUC, CmaxZn /ST X —4 1%, g
DOFER, AR OIEIE - B ORBEFICK > TRER
BU[REEN D B,
(RY'T 1 75— MEREE200mg [JG] )
(1) =SSR S

NYT 4 75— MREEE200mg [JG] & Xk —)LSREE
200mg%. ZUAF—N—HEILEDENTR G (R
74 75— &L T200mg) EERASTICZEIERBEF
%5 L CETRT 7 0 75— MEEZHEL, Bo6h
T-EEYIERE/ S5 X —% (AUC. Cmax) 122\ CHETEHT
EITo AR, WEIOEMENRSESER S Y,

100mg#. 7O A+ —N—EIc LD ZRZN 1§ (XY (ug/mL)
74 75—hELTI00mg) RERKA R FICZEEREEE 4 ¢
A5 L TmEEhARY 7 « 75— MREZRE L. Boh M 3s | —o— Y7 4 7T — MEEE200mg ]G]
JoEWEHRE/)ST A —% (AUC. Cmax) 12D\ THEHERT % o R — L SREE200mg
EIT o 12AER. WAl OEMFENREESHERSNLY, ~ 37 Meant SD. n=12
(ug/mL) ¥ 25+ S
7
3 r ,r\‘ 2 L
i —o— RH¥7 4 7T — MEEELOOmg ]G] 7
s 25 R Z 15F
e —o— N h—)U SR$E100mg ]]\ Ll
~N 2L Mean+ S.D., n=16 Y
v B 05
7
1 15} 0 : » ‘ .
Z 0 6 12 18 24
T 545 DR (hr)
§ 05 HEST X =% ZENTA—%
0 ‘ - AUCq.04 Cmax Tmax ti2
0 6 r 18 4 o (pgrhr/mL) | (pg/mL) (hr) (hr)
$ 54 O BSR (hr) gE00meNG) | 17123 | 32206 |43207]28%12
ARk — LSR$E
HERSA—% SERTA—S 200mg 16.5+2.6 34+£05 |44+09|3.0x1.5
AUCq.24 Cmax Tmax t1o (Mean +S.D., n=12)
(pg-hr/mL) (ng/mL) (hr) (hr)

NHF7477—1

+ + + +
R AEE100mg ]G 9.6 2.4 24+0.6 [41x0.7|1.6+0.5

ANH b — LSREE
100mg

9.4=x1.6 23£0.6 [3.8+x0.8|1.6+0.6

(Mean +S.D., n=16)
IMAEFEEN MICAUC, CmaxZED/8T X =413, #HEEE
DER, (KR OFINEE - FEEORHBEFICE > TER
HUREEN D B
(2) B#&ES
NPT 4 77— MEREELIOOmE [JG] &Y b — LSREE
100mg#, Z7uZAA—N—3EICEDEFNZTN]E (XY
74 75—h&LTI00mg) EEKRAEFICEBERERED
BE L TERRF 7« 75— NEEZHEL. Bonl
EYEIRE)ST X —4% (AUC. Cmax) I\ THEHRIT
o, MAIDOEMZENESEIHER SN,
(ug/mL)
3 .
—o— RY'7 1 7T — MEIEELI00mg ]G]
—o— XY b — )L SR$E100mg
2L Mean®= S.D.,, n=16

251

1.5 ¢

1 L

0.5 r

R — U AN D, SR

0 6 12 18 24
#5#%ORsH] (hr)

HENNT A=Y BEINTA—H
AUCq.24 Cmax Tmax ti
(pg-hr/mL) | (pg/mL) (hr) (hr)

RYT7 4 7F—h
HEE100mg [JG
~Y b —LSREE
100mg

9.4+1.2 2.2+0.5 [45+0.7|1.7+0.6

9.2+2.1 23+04 [43+09|1.6+04
(Mean £S.D., n=16)

MEEFEEN CICAUC, CmaxZEn /85 X —4 1%, wEaE
OB, (KR OFEEE - BEZORBREFICE->TER
DAEEED D B o
(2) B&IRS

N7 4 75— MEREE200mg [JG] &R~ —)LSREE
200mg%. ZJUuAF—N—jFIckDENnEN 1§ (Y
74 75— bELT200mg) BRERASTICAKEERO
BELCMEHRRT 7+ 75— NBEZHEL. Boniz
HEMFHE/VS A —% (AUC. Cmax) IZDWTHEHENT %
To-fE8, mAlOEY2NRSE RSN,

(ug/mL)
4 _
MM 35+ —o— NY'7 ¢ 75— MRMEE200mg ]G]
N —o— A b — L SR§E200mg
~ Mean+ S.D., n =12
¥ 25t
7
Y2t
4
S 15F
]
N
b
B 05|
0 ‘ . -
0 6 12 18 24

B 5% O (hr)

HENTA—=% BEINTA=¥
AUCqy 04 Cmax Tmax t12
(pg-hr/mL) | (ug/mL) (hr) (hr)

NP7 4 75— b

+ + + +
fA8E200mg G 19.8+2.4 3.6+£0.6 |45+09|33+1.4

AN b — )LSREE

200mg 20.5+3.5 34+05 | 45+1 [2.7+£09

(Mean+S.D., n=12)

MEFFREEN CICAUC, CmaxZn /ST X —4 1%, g
OFHR, (KR OFRENEE - BESORBREFICE->TRER
Bu[REEN D B,




16.4 (X3
FRAICKRELEROCREY (770 v Bia&ER UKL
1K) %Rz V

16.5 Pttt
BERO69%PRAICHE SNV

17. BRARRAE

17.1 BNMERTRZEMICET 2 HER

17.1.1 ERE DB E 5L EET R

TEAEIMAE B 286/ % X RIC, XY T 1 75— MEREE200mg 1
SEZ1H2MEASY BB I T Y ) 74 75— ME200mgl §E% 1
H3EER%ZICI6ARERSE L, 2fEE2, ElHkE. -
LENE. BEUE. T&\UK@S&%uf4mth%\
FEEREN FOWERIINY 7+ 75— FEE70% (85/121
B « 27074 75— NEE42% (53/126f1) THD. )
)74 TT— b BERBLTRT 74 75— EPERILE
Motz HEFMEERFEFOMBREEBENOELR BIL AT
O—LEONY) 7Yt ROER, HDL-2 L 27 u—LdE
) 3. B COHEETRY I TI— NP T) ) T4 T 55—
FEECH L TARICEN TV . BWERORIREEIEIRT T ¢
75— bEE2.1%(3/14180) . 27 ) T 4 75— M EE5.7%(8/141
W)T%OKON$7477 bﬁ:ﬁ@%ht%ﬁ%u%o

&, _EEEE. BIE R OIRSAE0.7% (1/14161) TH - 724

18. EFNZEIE
18.1 fEA# R
18.1.1 BBEESHICH T 21EH
(1) AL RFO—ILESHINSE]
T FINCOAD S AN Y ERICES I L AT 10— IIVAEGH
BREZIHEIT 256 (v b, &b, invitro) .
(2) NUZ'UED RESHEINH]
T FIVCOANNARF Y T—EiEEZIFEI L. YT+
U ROESEZIMNEIT 55 (S5v b, invitro) »
18.1.2 URZEBRBICXH T B1ER
() &MY ZIVETA RIEREZEDOLPL (UREHY /S—F)
EHEROHTGL (U 7)1y R S—F) B2 T7TE
L. UREHORBZEHET ST,
(2) TH8EY REAMEREDLDLL Y 7% —DiEE 27T L
LDLOR# Z BT 58
18.2 M;EREEAE{ER
18.2.1 BEIMERZOMBERI L AT 0 — LROIME N 7))+
JREEEICETEYE, HDL-aL AT u— L2 BRI ERS
®729,
18.2.2 MiEHLIL AT O—ILETEA
EILZATUO— L EBEHERSIL AT U0—)VIIET v MMoxt
T2, X7 4 75— bOKROKSIE. ARBKENICIERD
L AFa—ED R EZIE L7210,
18.2.3 ME VT UEY RETER
TNVTN=ZAFEHEE N7 UL RILET v MMIHT B, XY
74 77— bOROKRSIZ. AEKENICIINE ) 7)Y R
B EFZMEIL 10,

19. BYM ICRE T SIELENIR

—RREIBHE . XY 7+ 75— b (Bezafibrate)

{E24 : 2-(4-{2-[(4-Chlorobenzoyl)amino]ethyl}
phenoxy)-2-methylpropanoic acid

9F: C19H2061N04

DF=E: 361.82

M R BEOEREOHERTH 5.
N, N-DRAFIRIVLT I RITHETRT LAY ) —
JZRRBETPT L. T =)L (99.5) IZ0%E

12K <L IKIZIFEA BB T 20,

o W©/O7{C02H
H H
/@)LN 3C CH3
H
Cl

a0l
=
2

2:181~186TC

20. BRIRWLW EDER

(#£100mg)
T IO —RERIE BRERT CRET S L.
22. A%

(RY'T 1 75— MEREE100mg [JG] )
1005 [108% (PTP) x10]

(RY'T 4 TS5 — MRKEE200mg [JG) )
1005 [108% (PTP) x10]
10008 [108% (PTP) x100]

23. FEXHR
D E+H/\SEHAREFH#EHE. 2021 ; C5155-5159
2)HAER L EERNREEEHE (100mg)
3) AR} EYEREEERE (200mg)
4)&ERRITA  Geriatr Med. 1989 ; 27 (2) :225-270
S)EMEIT A HASEIEZMEE 1988 ;92 (3) :181-191
6)Blasi, F. et al. : Pharmacol. Res. 1989 ; 21 (3) :247-254
TIME % RIZIZ A« BERES. 1988 ;4 (11) :2121-2136
8)Stewart, J. M. et al. : Atherosclerosis. 1982 ; 44 (3)
355-365
O)HBIEEITH © BEIRES. 1988 ;4 (10) :1779-1809
10)ERMEIZ A - ARSI 22HEEE 1988 ;92 (3) :175-180

24, TEERERTBEVNEDE L
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TEL 0120-893-170 FAX 0120-893-172
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