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11.

12.

(4)BHEDME

<PTP @3t >
PIP: RY bl T/I=7A
rag—: RV FLY, TIAI=UA
YAV AP V7NN N R =1 il P
a5 - HE

<NZadkE>
ARV R)=FLw
Ty 7 RN Trrry R)xzFrr (FRAAD)
RO RV =F L
A5 - ME

AR SN IEME
R L7

FDits
BN A



V. JARICEAYI HIEEB

1. FEEXRIEHE
S LATO—/LMfE. REEES3 LA THE—/LIE

2. MEEXITHRICEET HIE

5. MEEXR (IZNRICBET 5T E

5.1 RO e L2EM L, ma L AT a—/VIiE, FiEME =2 L A7 0 —/LIIE T
HDHZLEMER LI ETARIOMAEBETHZ L,

5.2 Fiftkm o L A7 0 — )VIE R EHEAEIZOWTIE, LDL-7 7 = L — 3 A% D IRk
DB E LT, HOWIEENO DIEFRIENER ARG S ICAR OB ZZET 52 L,

3. RiERUVHE
(1) AZERUVRAZEDMHER
WE, RACEE AR ZF L LC 1 H 1A 2. 5mg &V #E5EBAT 22, B LDL-=
VXTu—wﬁ%ﬁTéﬁéz%ﬂ%éﬁA X Gmg KV EHARBLTH XV, 22k, F
i JERIC X 0 B EE L GBI % D D VIR, 4 BURIC LDL-2 L AT o — LED
TR AR 7255811, Wik 10mg £ THEHETE S, 10mg 25 L TH LDL-a L AT a—/L
O T N4 TR, FiEMEE 2L AT o —/ VIIJERE R EOFIELRFICREY . S HICHEE
TEX5M, 1 HfK20mg ETET 5,

(2) BERURAEDRERE - IRHL
R L

4. RERUVRAEICEEY IR

1. RERVAZICEEYT 535

11 7Vv7F=2707 7 A0330mL/min/ 1. T3m° A D BE 12859 285581213, 2. Smg & 0 #%
Lzt L, 1HRKRFEEG&(I5ngd 95, [9.2.2, 9.2.3, 16.6. 35 H]

IZ%Z%M&QH%inCﬁW%%_w@#%Ebﬂék%mw%ﬁs2%@&5% A% 1238
ECOMITRAL AIClE, 2R LETEMR CEEICLRSE) ([CBEERREZIT 7o L,
BEE+DIITH) 2L, [9.2.2, 9.2.3, 16.6.35#]

5. BRERRLIE
(VBRET—3 1Ny —o
HME R L

(2) BRPRREER
REERRL

-10.



(3) AERIIERAR

<@|\=z VAT a—/VIE >

O 5155 AR B iR

ma L AT — VIIEREZG L LT EERIEICE D EE SN2 BRIz VT, 7 AN
AR T (5~80mg) XIXT hARZRZF 2 (10~80mg) % 1 H 1[0l 6 BREFS LR,
D ANRZREZF U E, IDL-a L AT a—L RalLxFa—L, M7 Ut® Y RIME TR
Z, HDL-2 L AT v — W3R a2~ Lz, £/, 7AHREHAB, JFIDL- a2 L AT a—)b
PIRT &, 7AREA AT Z28NE&E7-, #ic, LDL- 2L A5 —/L/HDL-2 L AT a—/L
b, e v A7 —L/HDL-2 L A7 a— ik, 3E HDL-2 L A7 a—/L/HDL-2 L A7 1 —
JVtb, TAREHAB/TARER AT AT SE T,

0 ANRAZF o OEIL, BeE% 1 EBILNICS bbb, @E 2 B E TITRKRRD 90%
Elpolz, MRIRITEF 4 HME TICH LD, TDO®BEHE LT,

RIS BUEE I, m AR R4 F 2 bmg B G-HET 10.5% (4/38 #) . 10mg % 5RETIL 15. 6%
(7/45 1) . JOf 20mg $GHET 17.9% (7/39 ) Thofz, WTFHOREHTH, 3HILLL
FEEUZBEWERIX A2y 72 910,

QENE M FE7R

THEERIEICL D EHBINZRBRICBWNT, B ANRRAZF L 2.5~20mg & 1 H 1A 6 EEE
HLTEBOMEREEOEIERTR 1 OB THhoT,

# 1 MIGIEEEOFEZE R (5= b AT 1 —) VILEBFE L)

B b 2.5mg (n=17) | bmg (n=12) 10mg (n=14) | 20mg (n=18)
LDL-= L 27 m—/b (%) ~44. 99 -52. 49 -49. 60 -58. 32
Barzxro—i (%) -31.59 -36. 40 -34. 60 -39. 58

FUZUET R (%) -17.35 -23. 58 -19. 59 -17.01
HDL-= L A7 1 —/L (%) 7.64 9.09 14. 04 11.25
THREAB %) -38. 56 -45. 93 -43. 97 -50. 38
TAHRER AT %) 5.42 6. 25 10. 61 9.72
7 ARER A-1T (%) 0.38 4.27 7.78 7.73

BIVERRBIBEE X, 0 ANRAHZ T 2. 5mg B E5HET 38.9% (7/18 ), bmg $&5-HET 20. 0%
(3/15 f51]) . 10mg $&5-FET 13. 3% (2/15 f51]) . KON 20mg $¢ 5-FEC 47. 4% (9/19 f5]) TH -7z,
67 HlizBWT 3HILL ERRD SN -RIER I, 1B, CK ER &Ky -GTP EH- (& 3 fl) T
Hot- 1V,

(4) BRI ER
1) BNTERREEER
<@gzl AT ua—)VILE >
WAL ARG BR
BRIEICE D Eii sz 3SRBROERET — X2 F L i, B ANAX T bng XU
10mg Z 1 B 1[8] 12 MG LZBEOMIEEEOYHERITIEL 2 DBV THY ., &
I L AT B— ) VIJERE OIFE L~V ERAEMICEET 5 Z ENRO bz 12,

-11-



* 2 MFEEEO LR GMEAS = VAT 0 — ) VIIERE 3 ZR)

G5 5mg (n=390) 10mg (n=389)

LDL-z L 25 m— b (%) -41.9 -46.7
marzrFo—1 (%) -29.6 -33.0
FUZUEY R (%) -16. 4 -19.2
HDL-=2 L AT m—/b (%) 8.2 8.9
JEHL-2 L 2T m—L (%) -38.2 -42. 6
TAREHAB (%) -32.7 -36.5
7AREHAT (%) 6.0 7.3

2) REeMHER

<EalL AT a—/)LIjE >

WA AR = 1 9 G-k

oL AT 0 —/VIMERE RIS E LT EERIEICEI D Ei Sz BRicks T, o
ANAHF v bmg XL 10mg N HHFEGEBIA L, LDL-2 L AT 1o — Ul NCEPIL A K
TA L OREEICET S ETHE L, 52 BRI CHIEE G- EO 5ng XX 10mg O

e 5- 2 32 1T TOWTIEFI OFIGIX, E R 76% (92/121 fil) KT 82% (88/107 f)
Thol,

BIVEF DFBIER T a AR X F o bmg BET 29. 4% (40/136 1)) .
T 26.5% (35/132 i) Toholz, WTNNDOEGHET 3 FHILL EFEL L 7-F

HILRR, S5, . RIRE, %52, BREOEIECTH 7 510,

2 ANZAHLF L 10mg B
YERIX T,

<FEWMEE 2 L AT 0 — ) LIIE >
(=[N 26 LA & 1 % 53R
%%ﬁ%:vz?u~wmfA?H§A%%%’HXNX&%V1%g#%&5%%%

TR TREEE Lz, €0 L ZDOMEREEOEHIE(FEITER 3 DLEBY TH
of:o
# 3 MIGHEEEOEHE(b=R (FEtEs 2 L AT 0 — Ve B % 5al5R)
b 10mg (n=37) 20mg (n=37)
LDL-z L AT r—/L (%) -49. 2 -53.9
arxra—n (%) -39. 4 -43.3
N ZUEY R (%) -18.2 -23.6
HDL-= L AT 1 —/L (%) 9.6 13.8

3HILL EIZERD S NT-EIERIZ CK E5 (3/37 5], 8.1%) T o7 1510

(5) BH - RREHIER

REERRL

AERNER

1) ERRERE (—RERARERE HEERARERE EAMELERAES), WERTET

—SR—ZBE, WEHK
AR L

TRIBARABROAR

-12.



) RBEHELTERFEOARXIIERE L-HAE - HBOME
BEAR4A

(7)FDih
MM EEe L
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VI.

2.

RIME

HE(CE T HIEE

. EEZHICEEH HELEMNITILEYEE

HMG-CoAsE Jr I 35 P 3

c PINRREF SR T A

CUNRRETF

= DAV A IRV NN, &1L

« 7 RRREZF I S KFY)

s TNNRREFF R T A

R BED H DA O UTNREIL, OB FRLESZRT D L&,

KIEMER

(1) YERERLL - FERHF

B ANRETF U F 7 NE HIBNIZEEEIICEY A E i, FiEToa L 27 v — VAR
FDOHEHEER T D HMG-CoA IR ITHER A BINMN N OBAMICIHE L, a2 L AT a— VELG KA
SRS %, FORER. HENOa L AT — LG EMEF L, ZNEH 9729 LDL 2%
RORBENFEEIND, ZOLLZFEEZNMLT, aLAT = LEHFROENY REATH
% LDL OFFIE~OB O ALBEM L, Mpa L 2T —ANMETT 5, B AR ZF 03, JF
i ClrIEE & U CREBNRE R 20 LTIV GA F 4, IEEBIAPEA LR 7230 | EEhiE R %
FF2 72 WD EAR 1T ITER D JA E 4T < < IFRFEAY 7R HMG-CoA IR TR EHRI THH LB X2 6
nn e,
1) HMG—CoA iE ehEFE PR EIEM

OANZREF N T AL, Ty FEOE MF 7 1 Y — A KD HIG-CoA & TTEEHE K&

Ot b HMG—CoA & TTeEEE DOt N A A L2kt L CHEEM 2R Lz (in vitro) 7,
2) fFa v A7 a— ARk EEM

O ANAEZF AT ML Ty MO 2 L 2T 10— VAR % R AFHIC L2 L

7o Elo. TOMEERIL, thoo IMG-CoA & TR EANC b~ TR MM L= 9,
3) LDL S A RFHEEH

BANAZF N T MR b B K HepG2 Mifi > LDL 52 251 mRNA DFE B 4 2 FE 1K

FHNCHEE L, F7-. LDLFEATREZ BN S (in vitro) 2,

(2) BN ERMT HHABRAE

1)z 27 o — K FER

BANRAZFUHNT T BT, A X =7 A4 P2  WHHL U3 X (b MEEES= L
AT a—)VIEDOET NVEY) PICBWCERalL ATe—vE, £, THREHA
E*3Leiden F 7 A Y == 7 <7 A (& VLDL LT T L EW) *Y f Nt b 7 7R%E 3 B/CETP
(2L AT B — LT AT NVERER) IRV =y /v TR (E hOaLATFa—)L
RBHEP L EE R E 2 AT 27 V8 P lckByCidmigta L 25— %
AR T S®72, A 2B WL, HMG-CoA ZILHEFEDRILIEY Th D A a VBRI
HR % BER TP T S 72 2V

-14.



2 ) B URAsE (b 4l A
0 ANAZF AN AME, WHHL 79 FICBW T, KEROIEEILE HE, 2LV AT 0
—NVEBEOIRTZ b6 L, BRI 2 OMERE 2 il L7z 22,

3) NV Z V&Y MMETFIEH
0ANREF T ME, THREH E8Lleiden N7V AV =y /v AKNE T
REHAB/CETP T oAV 2=y /<D ADMIER Y 7)Y REET S5

(3) e FRFTESRT - FiERS T
AR L

-15.



VIL.

1.

i s iR E D HEFS

EMBREICET SRR

(1) aRLEAEDTMRRE

B - Y AN

(2)BRARFER THERE S =M HpiREE

1) Hal$ 5

TEFERL N BE6HINZ 0 AR AR F o F )V 7 b bmgD B TG IC AR O G LT &
A MIEHR T AN L F U PRBE TR BRI Coa & 78 U VH R (T1y2) 1320, 247, 8
Rl T o7z, FTo. Coax M UAUC)2unl TZALZE 413, 56+ 1. 35ng/mL} UF31. 3+ 13. 6ng- h/mL
ToH-o7= (Mean£S.D.) 29,

BB, BANRREFUOENBEIIME THHEEZ LN TNDE GHEAT—4) 2,

2) BT

fREERE A B 1 AN R ZF L H s 7 K10 K O20mg A 1 H 1EI7 H RS, Z2IE I 1R
NG Lzl 2A, HEHZ24RR O MIEF 0 AN 2 F U REITRAIZ ER L, KIERES
[B] FACIXIEIEEF IR R L7122 B R IREBIC 1T D AUC aan FHLEI B G D1 2f5 TH V|
ZOEITHER G TORENS O TRANE L RRRE Th o7, Leh> T, KEREIZLD
THLU EOEREMEIL VW EB 2 bz, B, AARANTEIT % Cuak CAUCIFSME A D2
EThHo72Y,

1 RN BHEICBIT 20 ZARNAZF U OIYERE T 2 —4  (n=6)

HEJ % Cmaxa> Tmaxb) AUC0*24ha) AUCO*OOZ) TI/ZC)
(mg) (ng/mL) (h) (ng* h/mL) (ng* h/mL) (h)
. BiE] | 7.87 (54.4) 5 (4-5) 74.2 (56.0) | 126 (39.3) ¥ | 15. 1+5. 369
1
<iE | 9.38 (71.5) 5 (5-5) 90.5 (67.0) | 167 (30.0) @ | 18.4+4.62%
A | 20.5 (54.6) 4 (3-5) 171 (53.0) 209 (50.1) 19.1£5. 81
20
KiE | 22.1 (68.0) 5 (5-5) 206 (63.9) 248 (62.2) 14.8+5.76

a) B(TPHE (ZERE) . b) i (#EPA) . c) Mean=£S.D.. d) n=3, e) n=4

b AT e —))UMAEREIC T AN Z F 2, 5~20mg% 1 H1BlI6AMKER DG L, &
FARBED MEh o ANRZZ F U BEZRIE LY, @2 L AT o —/ VIiERE O g o
ANARF PRI EIITTHAI LT L, @ERA B TOM (B5% 100 0%
A EIME, 10mg : 4. 06ng/mL, 20mg : 9.82ng/mL) S IFIFFREE TH -7, B, AT
HARNESNEADRERZ I L2 & 2 A, HARANCEBIT 2 EFIREBOME T 0 22 % F
VI IIAE A ORIAE TH - 120,

2 ma VAT v —/VIIERE IR T 2 EFAREBOMAE T 7 2SN % F RS

e Y Mg e 222 F 4R (ng/mL)
2.5mg (n=16) 1.26 (72.7)
bmg (n=12) 2.62 (41.5)
10mg (n=13) 4.17 (75.5)
20mg (n=17) 11.7 (50.0)

S (REARED  BRILFRRE] « 5587~ 16HF[H]

-16.




3) B G-I D %

SRR 21 BllZ m ASA S T2 10mg & 7 m AA—/S—J5T 1 A 18l 14 AL “FAl
T B VE P 6 RSN B LIz b 25, i m A S22 F L PR EEHER (ST B 5 5
TR CTH U |\ v AR Y F 2 OIRNBIREIZE SR O R Z T 20 & B2 b ™,

4) ARV SR R

Ou A/NAHZF 2 0D HE bmg [ =F1)

Rk 24 4F 2 B 29 FATERERARE 0229 55 10 B AT ENA B IR R R i PR R
[ RS D AW F R R T A B 7 A VEO— B EIZ DWW T IS & EiE
L7,

0 ANZAHF 0D EESmg [ =F1) &7 LA N—)L8E bmg ZNEH 1 BE (R ANRARKF
& LTbmg) % 20 DR A BT 0 A4 — =32 X 0k LTk & o
HERR AL L, LO/MS/MS EIZ T v AR Z F AREZRIE LTz, 673y
HRE /N T A =42 (AUC, Cpax) (ZDVNT 90%(E HEH X VAT THERHIFAT 21T o 7o i 3. AUCo-72n
B Coax OXEAEL D FEMED 2D 90%EF XL, K722 LG TIiE log(l.0264) ~
log(1.2028) K TY log(0.9748) ~ log(1.1972) . K & V # 5 TiX 1log(0.9943) ~
log (1. 1336) TN 1og(0.9475) ~1og(1.1241) TH V. 1og(0.80) ~log(l.25) DEIFANT
HDZEND, WAIOEYFRRSEMEDS MRS St *,

<K LBEHERER (7 LA N— LEEbmgld A TIRA) >

/ST A — X BENRT A—H
AUCo-72n (ng*h/mL) | Cpax (ng/mL) | Thax (h) T1/2 (h)
0 ANAHF 0D BE bmg [ =Fi ) 81.56+17.09 7.28+11.78 | 4.4£1.1(14.4%+2.9
7 LA h—/LEE bmg 75.31%23. 25 6.87+£2.23|4.4£1.2 |18.2%6.5

(Mean=S.D., n=20)

(ng/mL)
10 ~
—o— ORJIRAY F0DfEbmg =,

—-e— UL A—JLiE5mg
Mean=S.D.(n=20)

- NO-BEE

—
—

PF AN N

0 4 8 12 24 48

72 (h)
B5%ORMH
<K& O HGHFR >
PN T A — 2 BENTA—H
AUCo-72n (ng+h/mL) | Cpax (ng/mL) | Thax (h) T1/2 (h)
0 A/NAH T 0D $E bmg [ =Fn ) 72.761+26. 81 6.39%t2.34 |4.6X1.0]|16.2=%10. 2
7 LA k—/)LEE bmg 69.42+25.73 6.26+2.51 |4.1%=1.1| 14.2%3.8

(Mean=*S.D., n=20)
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(ng/mL)

10 7
N —0— OZANNAYF0DESmMmg =%,
sl 7 -8 JLAR—JILEESME
i Mean+S,D,(n=20)
i
h
=1
2
AN
2
5
9’_
v
®
-3

. : —ﬁ_____?____ O
12 24 48 72 (h)
e 5.4 O R

A TNT AUC, G D /8T A — 5 13, HEBRE ORI, IR ODIRIRTIEK - 1552
DRBRGII L o THRARD RN B 5,

@u A/NAZF 2 0D §E 2. bmg [ =Fn)
HANZHEF 0D BE 2.6mg [ =Fn) 1k, [E & B 28 0 ER A O AW 0 R 2%
R A KT A4 (PR 24452 A 29 BEREEA 0229 5 10 5) | [THKS&, mAansx
ZF 0D §E bmg [=Fn) AARHERAIE Lo & &, WHEEHNFEL S AEWEnIcFE L
HIRENI W,

(3) hl
LR L

(4)BZE - HHRAEDEE
1) BFEORE

HME AFEEERE A 20 FllC 0 ARNZAZF B I 10ng B 7 1 A4 — "—JET 1 H 1] 14
A, 228 (% 3HEHED HDVITRRBICROKE L™, AfEkL LIzt Zor AN

AL TF 2 OWNUTZENERFIT AR TN TH V) | Crax FEFIT Ko T200EKF L7z, LAvL,

BB GRFD AUCoom | FZENERFE G- D 94%TH VD | v ANA L F o OWILE~D R F D

R0 EEZ LR,

2) JFH3E D E

Ol A

Az FRFOF G L7e i, R ANZRZF 2D Coax OV AUCo-oa 1L AVEFL 50% 2 Y
46%FE TIK T L72AS, B AN E F U h1% 2 RERICHIEE A & £ 5- L7851, v AN
Z B F 2 OCpag Jo DAUCq o 12 F IV ZFLIEDE FIE D8A% K NT8% T d> » 7= (SME AT — %)%,
[10.2 & ]

@7 uaARY v

I BARY CEREINTWDLBBEEBEREICE AR TF U2 Lz & X,
B ANALF D Cpay OV AUC-oan 13, BEERER NI M TRAEHR G LTz & Z TR TER
FN10.6 EKL T 1 LR Lz GEANT—%) *7, 1 A2 % F 13 0ATPIBL # 4 L
THBIZIR D IAE L, 7 B ARY ANIZEDORMVIABLEZHETHZ LIk ->T, AN
AL F U OMEFTREZEMESEDL LB 20N TND,  [2.4, 10.1 5]
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@F L7 4TI
FRT 4TV (RERAR) EOFHEG L&, B A RAZTF 2D Cux LV AUC)-
ITENEI 2. 21 5RO L 88 fFITHM L7z GE AT — )%, 1 A N2 % 511 0ATP1BI
A L CHIBRICE Y IAE N, L7 0 7T P WIZ O AR EREST S Z LIk - T,
B ANRAEF o OMETREZ NS D EEZX LN TVD,
@F DAL DOFEA
B ANZ B F v OENEIRRIZ K IE T P450 FLERI OB A RFTT H72Dic, 7vafy —
JL 3 (CYP2C9 KON CYP2C19 OFREA]D) | 7 haty — 9 f hFaf >y — L WEWY
T Y Ar~A T (PLECYP3A KON P HEE A OBREA]) & OOF HFER A Ik L 7223,
H O REEERITRO b ol OMEAT—%) o
T 7 U (CYP2C9 KR CYP3A4 DIEE) & D\ Iy A X v WORNEIREIZ RIE
BT L), EYERRTRM A ENITRO bR o7 GFEAT—Z)
CYP3A4 FHENEM DA Z G 2 72012, #& AREESRE & OOF B & 52l L7223, =F
=NV AT VAN OMBFERREICHDITADIT, 7 ANRA X F 03 CYP3AM (kT
LFHEEHE RIS RN EZZ DR GMEAT—4) ¥,

2. EWEEHIIISA—S
(1) R 3k
LB L

(2) BUTEEEH
LR L

() HKEEEH ™
o ANAZF 0D BESmg [ =Fn) : </K7p L#EH-> 0.0499+0.0089 (h'") (Mean=S.D., n=20)
<KHVYFEH> 0.0511%+0.0169(h"") (Mean=S.D., n=20)

(YOI TF7Z3 VR
BAY-¢ 2

(5) HHEH
AR L

(6) 20t
MR L

3. B&H (REaL—Layv) @i
(1) A%
REERRL

(2) 185 A — 4 EHER
LR L

-19.



4. TRIR
AW ORI %
TEEERR A B 10 BICERIT 5 A N2 X F o OAEYZLRFITZIT 29. 0% (90X : 24. 1~
34.9) TH-o1", £72, #HIRNFEE L TEONTEa ARREZF o OEE7 VT 50 A JOE Y
V77 2 3F0NZ1 31,9 KTV 11.6L/h THY, B ANZAZF I FEIIFIRIC L D1HKE =T
BHEEZ BN,

5. 2%
(1) M i&E—HxBEPY & @ 4
MR L

(2) &K BRBIPTE B
AR L

(3

~

A ~OBTE
U L

(4) BB~ DB
VAR L

(5) Z DD MBI~ DBITIE
U ERRL

(6)MIREQFHTEEE
bt MIEFIZBIT D8 ANRNREZTFUOEBARMESIE 89.0% (HAAN) ~88.0% UEAN) Th
V. FEAEAITALT IV THoT 1,

6. X
(1) BB R UM SRR

HRE AR A B 6 B M- RANRREZF UL T L 20mg ZHEERE ARG LIZE 25,
PR B OFEHRNZAFAET 2 IS RED BRAHIREIKTH 0 | JRIEF O LR RHIL. ML A F L
KEOES-F 7 F AR TH -2,

b MAEFI I A FOUERR N ES-T 7 b AR S 7228, HMG-CoA 18 Jrl% SRR E M
RIS 1L m ANA X T PR L [FEROHER 2 7 L, MUEHIC 31T 5 HMG-CoA Y& T3 [ #5151t
R T DR OFEGIXDT N THD EBL LN GFEAT—4) 9,

(2)RBICBEET IER VP ONFiE FE5E
1) ANRRAEF N B (in vitro iRER)
b MEEERTRII A D in vitro ARBRIZIUWNT MBEA FOLRMAERL L7=28, O fHEH
FEIIFER IR Ch o7z, FTo. MUAFIAIZEEE T % F 72 P450 43 F-Ff 1% CYP2C9 KT
CYP2C19 T - 7273, CYP2D6 <2 CYP3A4 73 BH5-3 2 AIREME & /i 7= 505D
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2) AN ZIFET 52 (in vitro i ER)
0 ANAHF L (50png/mL) 12 KB P450 (CYP1A2, CYP2C9, CYP2C19. CYP2D6. CYP2E1 K ¥
CYP3A4) TEMEDPRLERIT 0% F TH-o72 %

(3)¥VEIBEEDHRDODEERVZNEE
BA)- Y AN

(4) RBMOEEOERR GBI, FELE
AR L

7. He
SNE N FREEERE N B 6 Fll Y- ANRAZF U LT A 20mg AHEIROBRES L2 A, K
FEEIX I FE PRI S (90. 2%) . R BEREDEINRIL 10. 4% TH o T2, Fio. REOFEF~
DRIBAGERPEIER 1T, THENEGED 4. 9% K 76. 8% Th 7= ¥,

8. FIURR—E—IZET BI1ERH
AFNE 0ATPIB1 }2 ONBCRP O E TH 5,

9. BMFICLDBRER
ZEEE R L

10. HEDERZETHESE

(1) P2 R OVl o 5 288
NEANDBHEFE, Bt LMEFE KO EimE S 8 fllcr ANRE F Ly
7 A 40mg GRGEAMVHE) ZHEROBE LizE 2 A, BIED Cu LTV AUC) T Z TN MED
82 DN 9INTIH o722, Flo, FEAEED Cux L O AUCo- 1T Z NI E L D 112%% Y 106%T
HY | R ERE L 72 A OF B2V EE X DT,

(2) Ik E DR
Child-Pugh A (A2 7 :5~6) HAHWL Child-Pugh B (A7 : 7~9) OffEELH I 54
EANBEE6HIICa ZANRAZF I A 10ng 2 1 H 18] 14 HREERO#S L, miE
0 AL F PR 2 JIE LTz %) TR B 0D Cou e OV AUC)oun | HERERR ABEDZ LT 1. 5
~2 LfER TN 1.05~1.2 fFTH V. ¥, Child-Pugh A 77\ 8~9 D 2 FliCIIT 5 Mk
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FDA : Pregnancy Category X (2008 %)
F—ANZ VT DO4HHE -

An Australian categorisation of risk of drug use in pregnancy

D (2023 4F 11 HHIALE)

2% HOWE
<FDA : Pregnancy Category>
X : Studies in animals or human beings have demonstrated fetal abnormalities or there is
evidence of fetal risk based on human experience or both, and the risk of the use of
the drug in pregnant women clearly outweighs any possible benefit. The drug is
contraindicated in women who are or may become pregnant.
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<A —ABFZ VU T D5FE : An Australian categorisation of risk of drug use in pregnancy>
D : Drugs which have caused, are suspected to have caused or may be expected to cause, an
increased incidence of human fetal malformations or irreversible damage. These drugs
may also have adverse pharmacological effects
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