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e, = v 27 m—L/HDL-aa L AT w— v, 9 HDL-=2 L A7 1 —)L/HDL-21 L A7 1 —

Vb, TAREHAB/TAREA AT AR SET,

B ANAL T OFEIE, FhH% VEBLNICS Sbiv, @% 2 B E TITRARDED 90%
Lipot, RDFITEF 4 HEE TICh bbb, ZO%ER LT,

RIVERRBISIE (X, v ANNA X F o Smg Fe5-HEC 10. 5% (4/38 Bi]) . 10mg $&5-F Tl 15. 6%
(7/45 1) . e Of 20mg & G-HE T 17.9% (7/39 ) Tholz, WTHhOEEGHTEH, 3FILL L

B LUT-RIERIL e o7 P9,

QEME T AHER

THEREICL D EESNERRICBWL T, B ANRAX T 2. 5~20mg & 1 H 18] 6 W[
H LB MIEEEMEO NS ZbRITIER 1 DLBY ThoT-,

£ 1 MIEEEMEO VLR (F2 b AT 1 — Ve A% 5RaER)

w5 E 2.5mg (n=17) | bmg (n=12) 10mg (n=14) | 20mg (n=18)

LDL-= L AFa—L (%) -44. 99 -52. 49 -49. 60 -58. 32

o 2go—1 (%) -31. 59 -36. 40 ~34. 60 -39. 58

cUZUEY R (%) -17.35 -23. 58 -19. 59 -17.01
HDL-=2 L AT —/L (%) 7.64 9. 09 14. 04 11.25

T HREHAB (%) -38. 56 -45.93 -43. 97 -50. 38
REAAMT %) 5. 42 6. 25 10. 61 9.72
EEATT (%) 0.38 4. 217 7.78 7.73

BIVEFI R BB IL, 0 AN X T 2, 6mg & 5-FETC 38.9% (7/18 #1). bmg &% 5FET 20. 0%
(3/15 1) . 10mg ¢ 5-7ET 13. 3% (2/15 f1]) . LT 20mg $ 5-7E T 47. 4% (9/19 f5]) TH -7z,
67 HlizB T 3 BILL ERO N -RIWERIE., B, K EF LUy -GTP EH (£ 34]) T

ot 9,

(4) BREERIABR

1) ARG
HEAN TR ABR
EERIEICL Y B SN 3 BOERT — 42 £ LD, B ANZ X T2 5mg Xid 10mg
Z 1 B 1A 12 BERG LZBROMiEIRE OFEEERITEZ 2D LB THY . ma L AT
o — VIIEBRE OIFE L~V AR AN ET 2 2 ERRBD L 1V,

* 2 MIEIEEMEO P2 e GHEA R = L AT v — VIUE B 5 5 aAR)

5 & 5mg (n=390) 10mg (n=389)
LDL-z L 25 m—/b (%) -41.9 -46.7
o xro—1 (%) -29.6 -33.0
FUZUEY R (%) -16. 4 -19.2
HDL-=2 L 27 m—/b (%) 8.2 8.9
JEHDL-z L 2T m— L (%) -38.2 -42.6
7T AREHAB (%) -32.7 -36.5
7 AREH AT (%) 6.0 7.3
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2) REMHER

TS 55 TAH & 39 45 57k

AL AT R VIERE AL LT EERIEICL Y i ShizifBicksn T, n2
INALF o bmg XIE 10mg B G- ZBAG L, LDL-=1 L AT v —/UEA NCEPIT T A FZ A
L O EEICET S E CHE LT, 52 BEHCEBWLTHIRER S ED Sng XiT 10mg Oikks
522 TOIEFIORIE 1L, ThZi 76% (92/121 f) KU 82% (88/107 ffl) T -7z,
AR ORISR T 1 A SR X F o Bng BET 29. 4% (40/136 ), 1 AR X F 2 10ng BET
26.5% (35/132 fil) Tdhotz, WFNHSOEGEET 3 FILL EFE LZRIERIX T, Wik
AR, 8. . RIRIE. 382, BRAOEIECh -7z 112,

(5) 8% - WERIHER
AR L

(6)amrIERA
1) ERARERE (—REARERE BEERBRERE EAMBLERAE), RERTERT
—AR—RRE, WERTRERABROAR
BREERR L

2) KRBFHE L TEBEFEDABRRITEM L IFAE - HEROME
Y LA

(7) 20t
MR L
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VI.

1.

EMEEICHT HIEE

EEZHICEEH HLEMRITILEMEE

HMG—CoA 3 T i S PH 3 3K

c TIGNRREZFUF R T L

c VUNRRAK T

s B HRNRETF BT BKFIY)

« 7 RIVRAZF L H V7 BKFIY

c TINRNRAZF P U T L

HE  BEE O H L EMONEEXITNRFIL, RFOEFIRLEZSRT 5 L,

2. RE%ER
(1) fERARLL - ERAKFF

B ANRAZF AN ML, FIRNICEEEIRICER D IAE L, i CTOa v 2T v — LSRR
FOALEREFR Td D HMG-CoA EBEITEER I BINMOBAHICHE L, 2 L AT m— VS %
BRI T %, FOREE, BN 2L 270 — LG BMMET L, ZEH 5 720 LDL %
ROBENFEEIND, ZO L ZHEAEZNM LT, 2 LATe—LEGEOENY REATH
% LDL ORFIg~DOE D IAHZNEEIM L, P L 2T o —BNMETT 5, g ARZEZF 0%, [T
I CrId & U ChEBhiE R 2 L CHR VA F 4, R BURIPED AR 723D | BEBhEE R %
FFIZ 72 ML OB 1T ITH D A E AU < < IR 72 HMG-CoA B LR EAI CTHDH L EZ D
g B,
1) HMG—CoA 3% yrl# 3 FHE 1 H
DANZEF AN T AL, Ty NEOE MFI 7 1 Y —AH KO HIG-CoA iBTTHREE &
O'E b HMG—CoA IZETTREFRE DOfRME N A A Nk U CIEMER 2R Lz (in vitro) ¥,
2) =2 L AT v — LA EE A
OANZAAZF AT NE, Ty MNFHIRO 2 L 27 1 — L&k & &K AT PHE L
2o ETo. TOMEEMIZ. o> HMG-CoA E TR L EANC LN CTREMMEHE L7 19,
3) LDL A Rah 8/
B ANAEF AT M, b MK HepG2 AR LDL 278K mRNA (D3 B % 2 K
NSRS L, £7o, LDLSEIEE NS (in vitro) 9,

(2) Bz EAT T HHERALAE

1) fh = L 27 o — UK TFEM

BANALF U AN T ANE, AXD B=T A WHHL 74 F (b MFEEMERE = L
AT a— )VIGEDETFIVEN) DICBWTHERaI L AT o—vEy, £/~ 7HREH
E*3Leiden b 7 AY == 7 <7 A (& VLDL MLAEE T LEMW) 20 K (Nt b 7 7R4E [ B/CETP
(VAT E— VT AT AERER) oAV =y s~ X (E hOaLAFao—)L
RENHEC LR E RS RE AT 557 8 Vit TidmEra L 27n— 1%
HEIETESE, 4 XITBWTIE, HMG-CoA EILEEEDIGEY THh H A1 U FEd (L
HR B % FH BIRFIICIR T S 872 17,

-13.



2 ) BhJRAEA b = S R
0 ANZEF 7 AE, WHHL 73 I8N T, REAROIEE IS TERE, 2L AT 0
—VEEROKTEZ 6720 U, BINREE(LIREZA OB A i L7z 9,

3) NV ZVUEY NMEFEH
0 ANAAF RN T AL, TAREH EBLeiden h T AV 2= /7~ AKX M7
REMEB/CETP F T v AV ==y /< ZA0MER N 7Y ) FEETF S®7- 2020,

(3) YEFARIARFMAE - HFiabshE
BN R L

-14-



VI

1.

Ve

e

[CBE¥ 5ER

i Hp R EE D HEFS

(1) AR AT DPRE
DR L

(2)ERREAER CHEEE S - iRE
1) Hale G-

TR N B FIC 7 A NRAHZF T T L% bmgD 8 CZEERFIC B N G- L7z &
Z A MEEF o 2SN B F PR R GRS Coax &2 718 U TH IR 080 (T12) 1320, 27,8
Rl Cdh o7z, F72. Crax DAUCo 2l FZHLE 43, 56+ 1. 35ng/mL M 31, 3313, 6ng* h/mL
Tdh-o7- (Mean=£S.D.) 2,

BB, BARZEFUORNBREIIRE TH L EEZLN TS GHEAT—4) 2,

2) G-

TEEERR N B HIZ 1 ANA K T A0 T K10 UN20mg 2 1 H 1[EI7 H [, Z2I8RC SR
High L7c b 2 A, 5% 24R M O mAEh o 225 F U REITRA I ER L, ERS3
[ B I TIEE E FRRBIC R ZE L 722, EFIRREIZ I D AUCo oun T HARI B G- RED 1. 25 TH Y |
ZOEITHER G TORENP OO THE & FRETH -T2, Lo T, KERSIZED
TALL EOERBIEIZ RN EB X BT, 2B, AARANIBIT B Cuukd CAUCIEAMNE A D)2
BThor?,

K1 EHERABIECRIT 5 0 ANRZF o OIEYFE/ ST A —%  (n=6)

& Cone” Toax” AUCo-943") AUCp-o0™ Ti/o%
(mg) (ng/mL) (h) (ng* h/mL) (ng* h/mL) (h)
A | 7.87 (54.4) 5 (4-5) 74.2 (56.0) | 126 (39.3)¥ | 15.1+5. 369
10
<18 | 9.38 (71.5) 5 (5-5) 90.5 (67.0) | 167 (30.0)¢ | 18.4=*4.629
HiE | 20.5 (54.6) 4 (3-5) 171 (53.0) | 209 (50.1) 19.1+5. 81
20
=igE | 22.1 (68.0) 5 (5-5) 206 (63.9) | 248 (62.2) 14.8+5. 76

a) MMTELME (EBEHD. b) TRE @GP, o Mean+S.D.. d) n=3, ) n=4

—~

AL AT —/VIJEBRFIC T ANRAXF 2. 5~20mg% 1 B 1AI6ARB KERAKEG L, &
FIREEOMER O ZANZA X FUREZRE LY, @2 L AT a—/VIEREF O MEH o
ANARF U REITAEIITHAI LT L, @EERABETOM (5% 10 D%
A SEYME, 10mg : 4. 06ng/mL, 20mg : 9.82ng/mL) EIFIXFRFRE TH 7=, 2B, KRBT
AANEAEANDRERZHI L2E 2 A, BARANZRT 2 EFIREOME T v 22 2 F
VIR IIANE A DOKIE TH - 127,

2 WAL RAT e —/VIEBEICRT 2 EFREO MR n 227 F RE

Beh& MAEF e 22 F U RE (ng/mL)
2.5mg (n=16) 1.26 (72.7)
5mg (n=12) 2.62 (41.5)
10mg (n=13) 4.17 (75.5)
20mg (n=17) 11.7 (50.0)

S (R E)  BRILESTH : #5427~ 16HFfH]

-15-




3) B GHFH D R
SRENERRREA 21 BllC v AN2 2 F 2 10mg 2 7 v AA—/3—{5T 1 A 18] 14 AH, AT
T Hd D VNE TR 6 SR EG Lick 25, M 282 2 F LR EEHER (3% 5
M TR TH Y m ANAZ T U OENBBITRGRH O ELZ T RN EEZL LY,

4) FEM I R ERRIR

DO ZARAZF 8 bmg [ =Fn)
TR 24 42 H 29 ARTSEEEATE 0229 55 10 SR A S8 I AN R R AE B R @ [ 1
RIS DM SRR A 7 4 50 —HUIEIZ W T TS & i LT,
BANSRALF UG bng [ =R L7 LA R —/VBE bng THEI 1 EE (RANRRZF UL L
Tomg) % 20 4 OREFEMRABMEC 7 0 A4 — N —EIC XV (R HERR 0485 L, LC/MS/MS
RIS Tt h B A2 2 F AR ZWIE Lz, FoNT-EMETE T A —2 (AUC, Cu)
2oV C QOMEHIC I BT THEAHIRAT 21T > 7oA B AUCo-ma R TR Cane DXECAE D FHIED
D 90%EH I, £ 2 Log (0. 875) ~1og (1. 035) F Ut log (0. 898) ~log (1. 122) TH V) |
log (0. 80) ~1og (1. 25) DHFIFHNTH D Z L2, WHI DAY FHIFSEMENS TR Sz 2,

Pl N T A —H BENRT A—H
AUCO*72h (Hg’h/mL) Cmax (ng/mL) Tmax (h) T1/2 (h)
0 ANAHTF L BE Smg [ =F0 ) 75.0+26. 2 6.68+£2.93 | 4.5=%0.8 15.0+4. 47
7 LA h—/VEE bmg 78.1+25.1 6.41+2.21 4.311.0 15.0*5. 28
(Mean=S.D., n=20)
(ng/mL)
10 4
8 i —1T=
it
:E —O— AR/ F ig 5mg =F/)
o 6
I —@— /L Z~—JLk 5mg
§ 4 Mean+S.D.(n=20)
E

T T T O
0 4 8 12 24 48 72(h)

85 8 DEN
IMHE AR ONT AUC, Cuax T D73 T A — 513, HERE OZIRN . (KU OEREREEL - B 55 0

RERSAEIC L > TR D WREMENR B 5,

@u ANRZF U GE 2. bmg [ = F ]

0ANZSEF UBE 2. 5mg T =) (X, TE B 58 0 B RA O AW 51 [F S M5
A RTA 2 CERE 2442 H 29 HHEAFRATE 0229 55 10 5) | ITHSE, B AL F U8
Smg [ =Fn) ZARUERIAI L Uiz & & IHZEINSE L < AP E Rl Shic 0,

(3) sl
PR L

-16-



(4)BZE - HRAEDOEE
1) BFOPE
SMEFERERR A 20 Flilc e A RAXF T A 10ng & 7 0 A4 — "—3ET 1 H 1A 14
AR, Z2fEiE (% 3 W) HD2WITRBICRAKE L2, ARG L or AN
AL T DORNUT LR R TR TH Y Con (FBFICL > T20ME F L=, LvL
B GRED AUCoom 1 XZEERFEEH-D 94%TH V) | DXAX&%/meEA®ﬁ$®%%

ThneEZ T,
2) PEMEE DR
Ol A
il 2[RI OF P 5 L7256 mx»z&%ymcm&UMmH%i%h%hﬂ%&@
46%F TIE T L7ehy, v AN ZF o E% 2 RFICHIRR 2 5 L 72581213, v AN

x&?vmmm&wmm%@%m%ﬂ#ﬁ%ﬁ@mwﬂM%f%ot%IAT—&Wk
[10.2 Z&H#]
OPVA=FY WIS
VIR ARY UEREREISNTOWDDBBHEF ICa ANZZF U2 Lo & %,
B ANALF D Cpay SO AUC-oan 13, BEFERC NI B TRAER G L2 & TR TER
Z10.6 LT 15 ER L GMEAT—%) ¥, o AR X F L 0ATPIBL 41 L
TRV IAEN, 7 ARY ATZORVIALEZHETHZ LICL->T, AN
ABF U OMBERRELENESELEEZ LN TWS,  [2.4, 10.1 &/
BF L7 47T
FRT 47 a VN (RIKAR) EOFRELG L&, B ARRAZ T 2D Cux LY AUC)-
TENZI 2. 21 5 KON 88 5T L7z GNE AT — #) ™, 1 A2 & 5 /13 0ATP1BL
AU CHIRICE D A E N, ¥ L7 0 7T e VIO iAREZREST L LITL - T,
OANAZ T U OMBETREZENES T EEZ LTS
@F BT Lai
R 13 FllZm AN ZF 2 10mg & Hilld 5V ETF 7 Lk 90mgl H 2 [\ & HFH
BhHLImEZA, BANREZTF L 10mg D Cux & AUCic 1, T4 7 L a VFE FCENE
2.4 5B KON 2.3 R LTz, [RARIC, BIDREFERA 13 Fllc m A2 2 F 2 20mg
EHMHDZWETF I 7 L a L EFREE LIz 2A B ANZAZF 2 20mg D Cax & AUCiye
XTFH 7 L AFE T TENEN 2.6 (5B LV 2. 3528 m L7z AEAT—4), [10.2
Z
B OO FEH
0 ANRAL T DRNEIREIZ & IE T P450 [REAIO B2 a2 7-dlc, 7/vat >V —
JL 3 (CYP2C9 KON CYP2C19 DFHLEA]) . &7 %nfy—ww\4b7:+7—wwﬁw
TV ArwA 2 (LLE CYP3A4 R OVP HEER AN OFLEFAR) & OO RS A F2hiE L7723,
HONRMEEERITREO b oTe GMNEAT—%) |
TVT7 7 U (CYP2C9 KON CYP3A DFIE) B HWMEY X O ORNEIREIZ LT
BRI L2, FEE PR AEERITRO bk o7 VMEAT—4) .
CYP3AM4 FHEA/EM O ELRETT D 72012, B A MR & OPFHRER 2 Ehi L7zs, =F
=T AT VF =L OMBEFIR IR T BT, 7 AR L F 2 F CYP3A [Tk
LHEEHE RISV EZSZ DR GMEAT—%) 1Y,

-17-



2. EMEEHN/TA—S
(1) BRATH %
LB L

(2) BARBREE
LB L

(3)HEEEEH Y
B AN L F o fE mg [ =) 1 0.049120.0110(h") (Mean=S.D., n=20)

()2 IT7S52R
%R L

(5) BB
LR L

(6) Z Dt
AR L

3. BER (KEalL—a>) @k
(1) BBHT 3%
AR L

(2)/35 A— S EHER
MR L

4. R
AW ORI =R
TR AN B 10 BlZIIT D v A NA X T OEYFHFIHEIL 29. 0% (90%EHEXHE : 24. 1~
34.9) ThHo="?, £, #HIRNKE L THEONTZ ARRIF ORI VT 7 0 AR
U7 Ty AFEAEN 3L 9 KO 1L 6L/h Th D, 1A E F U &5 H%E 21
HEEZ B,

5. 5%
(1) Mmix—AxRE P9 & @t

EER R L

(2) Mmiz—REHEEAPT @B TE
P L A

(3

~

it ~DBITH
P L A
-18-



(4) BB~ DFITIE
EER R L

(5) ZDMOBBA DT
BAE R L

(6)MIFELQKEEE
b MIAEFICBIT D e ANAZTF U OEAMEFIL 89.0% (HAN) ~88.0% (UEAN) TH
D, ERAEAIITATIVTHoT Y,

6. H#
(1) BB B AL BHR B

SMEERERR A B 6 Bl MC-1 A NREZF U T b 20mg A EERRAOKRG L L Z A,
PR B OFEFNZAFAET 2 HEIRE D ERIMIRELIRTH U | JRIET O E 21T, VA T
KRBT 7 FARTH -T2,

t M SERIZIE MR F AR KR ONES-T 7 R ARSI S 47228, HMG-CoA 1E JulEFRBHETEME
RBEE T 0 AN X F PR L RREOHERE 2R L, MEHFI2 31T 5 HMG-CoA 15 oS P E1E 1
T HRHHOFGTDOT N TH L EB LN GFEAT—%) 9,

(2)RBIAET I8H CYVPFH) OHFiE FEE

1) B ANRRAZF U THE5 (in vitro i ABR)
b NI Z AN D in vitro SRBRICENT VA FIOVRDAERL L2728, & OfRHhE
I ITREIR T o To, o, MBEA FABICEE G325 3272 P450 53 FHE1E CYP2C9 K TY
CYP2C19 T 72735, CYP2D6 =° CYP3A4 75BH5--4 2 ATHEME & 7RI S 7z 49040

2) AN K IE T 5 (in vitro iBR)
0 ANAK F o (50pg/mL) (2 KD P450 (CYP1A2, CYP2C9, CYP2C19, CYP2D6, CYP2E1 K (X
CYP3A4) JEMEDBLERIL 10%LL FTH -7 9,

(3) NEEBHROERRVEOEIE
MR L

(4)REMOEEDEERVEML, FELE
Pt A

7. Het
S E ANFEEERR N B 6 il M- ARNAZF AT T A 20mg FHEROLG L2 A, K
FHEEIZ RIS P HEE S U (90, 2%) . R HREDEIEER1X 10. 4% TH o 72, Fo. IREOFEF A~
DREACIEPEIR L, T ENREED 4. 90K N 76. 8% TH - 7= ¥,

8. FIURKR—A—IZEET H1ER
AFHZ OATPIBL L TONBCRP O EEE THh 5.
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0. BIEFICLHBEE
L ER R L

10. RENDERZHITHESE

(1) P2 K OVt D 52 2%
HEANDBHERE | B, K EFE RO EEIE S 8 Hllcr ANRZ F ALy
T L 40mg RKFRAMVAE) ZHERROKEG LZE 25, BIED Cu LV AUC 1ZZENE LMD
82K N IUTIH -7 ¥, Flo, BHHFEHD Coux LN AUCe XENEALEINE D 112% K TN 106% T
Ho | R R E 22 2RO FBIT VW EE X DT,

(2) IR E DR
Child-Pugh A (227 :5~6) &5\ % Child-Pugh B (Ra 7 : 7~9) OFEEL AT 554
EANBES 6 I ZANRREZF 75 10mg 2 1 B 1A 14 ARERERORS L, figEh
0 ARA L F PR A LT 0 HFREE B D Coay K OV AUCo, IZIERERR ARED Z LTI 1.5
~2. 1KY 06~1. 2 5T V. 5T, Child-Pugh 2 =73 8~9 OB 2 kT 5 i
AL, i TE» -7, [2.2, 9.3.1, 9.3.2 ]

(3) B E DR
FIEE DR HEEEL AT HHMENEE U~8 ) IZrANZRZF I 7N 20mg % 1
H 1 14 BRKEROERS L, MERa A2 F U REZHIE LT 20, 8N DFHEED
BIEEDH 2 BE T, B ANRRZ F U OMFETREICHT HEBITIIE A LR LN
7o LAL, BE (7L T7F =227 )75 ZA<30nl/min/1. 73m2) DOEFFEED H % HBE T,
TEEE R AT EE AT EE AN 3 510 B H-L7-, [7.1. 7.2, 9.2.2, 9.2.3 /]

11. Z0Oih
ANV YA
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VI ¥£% (EALOIESF) ICBEYSHEHE

ENBEFDER
EIN TV

RO

2. BRABREETDEH

2. 22 (ROBFIZIIBE LRI &)
2.1 RFN ORIk LIBUE DBEEE D & 5 B
2.2 HHEEEDME T LTS LB BbNHLLTD L D e
BVERFR, BMEF R OB PEERE, IR, . YA [9.3.1, 9.3.2, 16.6.2 ]
2.3 IR ST LTV D aTREME D & D oMl R O 5Lid (9.5, 9.6 &R
2.4 > AR rEEGHROBFE [10.1, 16.7.2 B8]

3. MEEXRIIHRICEES HEE L ETNEH
(V.2 BRESUTIRDRICEDET 21EE | 22RT 52 &,

4. BERUA=ICEAEYT 538 L ZNDER
(V.4 HIEEOHEICBEETIEHER | 22BT52 L,

5. EEREARMTE EZTDEH

8 EELERMIE

8.1 o U@ a L AT a— /VIIJEIREDOIEARTH 5 B FHFIELZIT\V, FIEEIRIEOE T,
W DBIMPE RO Y 27 7 7 7 X —O&E L+ BB T5 2 L,

8.2 FhH T AEEE A EHAITIRA L, 16FICxE T D RIS DAL WG AT 52
1 RS T

8.3 & EPHAG T EL 12 W E COMITFEAI, A2 11, EALREITERR CEEIC 1 [F1%)
(TR RERE 2179 2 &, [11.1.5 &]

8.4 /MDD Hbid Z ENHHOT, MEKHRESOBLZEEZ+0I1irH>2 L, [1L L6
]

6. RENEREHIHEHICHTIIR
(1) &BHHE - BEEFOHLEE

9.1 AHHE-BEEEODHLEE
911 EEBRBELSH O HONOTNEDHRENHILUTDESE
- 73— LR
- FUR IR REIR THE D B
- BEHOHEER (YA a7 0 —5%) XIZOFEREOH 5 EH
« SAME DT EEOBEERE O & 5 B
I 2EEHENERIZOREIENDHZEE
HEIEM I AE (IR, 2HR) NEAIIHET L2 énd 5, [11. 1.4 B8]
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(2) BHREESERE

l'

hL

9.2 BHalEERE

9.2.1 BREREEREDHLIEE
KEIL 7 4 7T — b REAZEVHAT 2561 B8R B0 2B R S 2 546
WCOBPEATH 2 L, AW BRI 2 {1 5 BT RARIE D b & bt T v, Rt %
BT 2581, EMRICBHRRAESEZEm L, BRAER R, B
DB, CK EF- m$&nmﬁ:ﬁ7u6yiﬁﬁwmm{7V7%%/LE“®%
HRe OB 2RO 725 blicgbGazhik4252 &, [10.2 2]

9.2.2 BEE Xli%@ﬂ%&ﬁ@&é*%
AR RRIE OB EB DL < NEMRERE L AT 285 TH Y . o, FBHRALEIC
o CRILBHEEEAN S Db ZERH D, [7.1, 7.2, 16.6.3 &[]

9.23 EENEBREEDHHEE
AR OMAREREL RbBENNH D, [7.1, 7.2, 16.6.3 ZH]

(3) FHREIEE BE

9.3 iRl E R E
9.3.1 FFHEENMET LT LD EEZEZONAUTOLSHESE
SMHFL. BEFXOAMEE, FEEL. FE. &5

BHELRNWZ E, ZTRHOBE T, AAOMPIREN LRI 2820 0nH5H, £,
AFNIFEICHFIRIZ MG L THERT 20T, HEELZELSE2B8ENNH 5, [2.2,
16. 6.2 2]

9.3.2 FEEXIIZOBREEOHLESE
AANTEITAFIBIC 040 U CTER S 2 O T, IFlEE X2 OB ERED & 2 B3 Tl T
EEBESELBENNH D, $FIZ, Child-Pugh 2 27 7% 8~9 DHBFE TIE, Mg
FEIRHIZ R TE Do To L OWMERH D, [2.2, 16.6.2 B

(4)EIBREHHT 55
BRE I TV

(5) 424w

9.5 14®
BEAR SUTHEIR L CW D FIEEME O & 5 e EICIT G- L2 &y 7 v MZLod HMG-CoA &5t
BRI Al Z KE®R G LIS A IR OERAEAHRE SN TS, BICk M T, o
HMG-CoA 3 LB L ERI T, HIE 3 » A F TOMICIRMA Lz & &, BRI RIETEN &
bl oRENH DH, [2.3 ]
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<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
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