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FEE RS 2060120 ZANA S F 2 H )V A10mghk 7 0 A+ — /N —
FCLHLE4H . 22 R (R A3EER) & A VI BRI RS- Lz,
BHREG L XU ANAY F 2 OWIUL 2GR R THRER 2 TH
D, CoadTEFIZL > TBETF LA Ll ERKEGFEDOAUCHm
X EIGHHE G- D% TH ) . TANAST F » OIEND EFOHEIL
HwkEZ NP,
16.3 £f0
b MMERIZBIT 50 ANA Y F v OBEEFEEFIE89.0%(HAN) ~
88.0%(WHEIN) TH V. ERAENITIVT I v THo72B,
16.4 X3
AVE MR R NP6 MC- T AN A Y F 2 H VS A 20mg & HLEHE
Beh Lzl 2 A, RBEOFEPIHAET B BURTED ERITIERZETH
0, REHOTLMAHWE, VA FIVERORS-F 27 b AR TH - 7219,
b b A A 2 V- HR)‘ F VAR L UBS-F 7 & VRSB & L7z A5,
HMG-CoA & TUREF FHETE TEARIEEE 13 T AN A & F s & AR OHER
R L. Mg a‘oc)‘éHMG CoAETCREZ FHEEYE IS 3~ 2 i o
HFEHIIDbTHhTH D EEZONGIEANT—5)Y,
16.5 HEt
A E BB AN SB HE6H1 I MC- 1 AN F F 2 VT 5 20mg % HilalikE
5 L7z & 2 A, BSTREIZ 13 IcHRIE S 41(90.2%) « R AU fE
PElEE1310.4% CTh o 720 T 720 RBEOCFEFANORZALEIRIERIL, 2
NENHEGEDL.9% N U76.8% T - 721,
16.6 $FEDEREHEHIDEE
16.6.1 MERUNMNEOFE
SHEIN OB WA EE . Bikmig . S ER R O E 486112
O ANAY F 271y 240mg GREESMVH =) 7 RS- L7z & &
A B Coa i CAUCHE E N ZE N ED82% [ UN91%TH - 720 F
7oy HHAEHE DOCmac i AUCHIE Z N Z N E#HE D112% K% 1°106% T &
0. BER ERIE S 2 2 IO R W E 2 SN,
16.6.2 FFEZEDRE
Child-Pugh A(A2 27 :5~6) & %\ iZChild-Pugh B(A 27 : 7~9)®
BFEEE 2 A4 A VE B E LB T ZANA Y F > vy A10mg% 1
El 114 H B RAERR RS L Mo ZANA 8 F Vg 2 e L7z,
P B D Cmax L NAUCo-2m SR AFED N Z N1 .5~2. 15 L Y
1.06~1.2f5 T H . $FIZ, Child-PughA 2 7 H8~90 B H26112 BT
B IMSEP R 1L, IR TED - 7217, (2.2, 9.35H]
16.6.3 BEZEDFE
EIEEOR % B EREER AT HIMENEE A~8F) 120 AN Y F »
H V7 520megx LHLAIL4H B RER OG- L, miEha 232 5 5
VIEERRE L, BEN,POHEEOREEDDH L EETIE, AN
A5 F OISR EEIIHTARBITITEALROON o7 L
L. BE(ZLT7F= 2175 A<30mL/min/1.73m?) O & fEE
D DHHBETIE, BRI TR &I EH L 729,
[7.1. 9.25H]
16.7 EYEEER
16.7.1 HIESH
Hi RS % [P S- L7286, T ANA Y F 2 O Cmac L (NAUCo-2anld
FNENE0% M U46%F T T L72AS, T AN Y F b 52l 12
HIERH 2 3% 5- L 7238 121d, O ANA Y F ¥ DO Crmax L FAUCo-20 1L F 11
%113&1#&!5.*@84%&078%@%07L<9+IJ\T 5)19,[10.22#]
16. 7 2 ¥YouORRKUY
PIUARY) Y EEE SN T LOEBHEEICO AN Y T 2 0:H
Lz E, OANZY F ¥ DCmax S NAUCo-oamlE, fERERG A HAl



TRAERG L7z & 2R TENRZENL0.665 K 07 . 145 LA L 72 (BHEA
F—%)o WANZY F IZOATPIBIZ A L THEEIZIY A F h, ¥
JUAR) VNIEORN) AR ZAET LT LIL T, QANZRYF ¥
OMEETRRER NS T2 L E 25N TWEY,[2.4, 10.12H]
16.7.3 L7 «70VIL
FAT 4TIV (RIBRKR) LG Lz &, OANRY F U
D Comax i WAUCo-cd Z 212 2185 K O°1.88F5 128 L 7= (MHEIL A 7 —
7)o @ANAY F YIZOATPIBLZ A L THFIEICHLY A, 774
TATUTNVEZOMY ARZAET LI LIZL 5T, HANRY F
YOMEPREZMINESEL L Z 25 TWAY,
16.7.4 ZODfthDZEH
0O ANZ Y F > ORNEIREIZ K IT$PASOMER O BB 2 MEl 5 72
W2, 7N aF = VP (CYP2CO K USCYP2CI9D FHER]) . 7 a2+
V= VB 4 b FaF = VRO 2ux 4 Y P (L ECYP3A4
K OPHEBE A OER]) & OB AR Fh L7245 WS 2 E/EM
O SN h o7z (GHEAT— 7).
TV7 7 B (CYP2CON CYP3AADIEE ) & H\ M E T TH 2 vy
TRPIBHREIZ T B2 % MeaT L 724, S B AE oM AR 3380 5
Nieholz(BHEAT— %),
CYP3A4TFHENE I O M H T 5 72012, BB & o ff 1 35k
BERLZHAE, TFZVIALT VI — VOB EE ISR TR S
N, BANZY F U IICYPIAIH T AFEEHERE R VWEE L
Sz (GHEANT— %)%,
16.7.5 in vitrosE&
b b BRI 2 > Bin vitroiRBRIC B CV-II A F OV IR A A R L 72
B, ZORBHEEITIEFICHRIETH o720 T720 N-BEAF VLICHE S
§ % 3 % P450% T-FE 1ZCYP2CO K USCYP2C19T & » 7248, CYP2D6%°
CYP3A47 B 5-9 % ek b /- & 7z 30,
T AN F F > (50ug/mL) 12 & 5P450(CYPLA2, CYP2C9, CYP2C19.
CYP2D6. CYP2E1 U'CYP3A4) i PED HEFEIZ10% LA T TH - 722,
16.8 ZOfth
(ORINRZFUE2.5megb D11
O ANAYF 482 5mgl 7 4 NZEHBEIEDSE, OANAY F
v EESMgl 7 A J & EWFEIIC RS & A S,
(ORINRA&F0DE2.5meglY D1 1)
0 ZANA S F 2 ODE2.5mgl ¥ 7 A NEHEHEEIc KO &, m ARy
F >~ OD$Edmgl 7 A | & AR S L Ak Sz,

17. BRPREIE
17.1 BAHRUZLMEICEET 2R
(BaURA5F0O—)VMmjE)
17.1.1 ;BN SEIERAERMGHERD: *
ALV ATO— VIIEEZE ARG E L CEEREICL ) Eigs e
HERIZBWT, BANZAY F ¥ (5~80mg) LI 7 M VXA & F > (10~
80mg) 1 H 1[G ¥z 5 L 7245 5%, 1 A/NZA ¥ F » ik, LDL-2 L A
FTHO—)b, AL ATO—)b, b)Y 7)Y FIIHETFRIEE. HDL-
IVATF U= )VIZIZIsRE R L7z, $72. 7 AREHB. JEHDL-2
LATH = VERT S, 7REAA-TZENS 72, HIZ, LDL-2
L AFd—)V/HDL-I LV AFa— VI, #31L AF70—)L/HDL-2 L
Z257ua—)VIit, JFHDL-2 L A5 a—)V/HDL-a L A5 a—)Vit, 7K
EHB/7 REHA-TIL LT &8 72,
T ZNASF v OFME, K5 HAMMNICH Sbi, #@E2EME T
WIRRENIR D% E 7 o 720 IAMBITBEGAM E ClZh bbb, £
DR L 720
FIE I SE BB (X, 0 AN % F »5metk 5B T10.5% (4/3841)
10mg#% G- T1215.6% (7/4561) . J 0S20mg#% G- T17.9%(7/39%1) T
Hotze WITNOEGHETH ., 3BILLEEIL L 7ZEIER XA 5720
17.1.2 BRSO 1EHER®
CTHEEREICLIDEBESNARBIZCBWT, DANASY F 25~
20mg % 1 H 16 B L 72 iEREHEOFHE R IRIO L B
D CTHolz,

17.1.3 ;B E ARG ER™
CTHEEREICLVERINZIRBOEB T -5 2T LD, TANR
& F »5mg X1 10mg# 1 H 1128 5 L 72 B o i iR B o F 34251k
FF2DEBYTHY, mALATO— VIERZEOIREL N %2 #H
AN ETLH I EDD Sz,

F2 MR EAE O3 Z8 s (PHE 8 T L A 7 1 — )V IUE BB R 5 itliR)

5 5mg (n=390) 10mg (n=389)
LDL-2 LA 71—V (%) -41.9 -46.7
Bal Z7ra—(%) -29.6 -33.0
FU )R F(%) -16.4 -19.2
HDL-I L A5 10—V (%) 8.2 8.9
JEHDL-2 L 27 1 — )b (%) -38.2 -42.6
7 REEAB(%) -32.7 -36.5
7 REIA-T1(%) 6.0 7.3

17.1.4 BNENRRBIRSHERT ©

WALV ATO— VIIEEZ 2 G L L CoEEREICL ) Eishi:
HERICBWT, T ANA S F U5mgid10meh S %5 # i L. LDL-
IV A7 U= VEANCEP 144 N7 4 O HIEMEIZET 5 F Tlge
L 720 522 B W CHIAE S8 D5mg XX 10mg D fkfe ik 5-% %1 ¢
WEEFIOEI G, F I EIT6% (92/12161) K 1882% (88/107f1) T -
720

BIER OFEBIH LT ANA 7 F » 5mghET29.4% (40/136f1) . T AN A
5 F > 10mgHET26.5%(35/13261) TdH - 72,
(FiFES I LR 0O—)VIE)
17.1.5 ERSE IBRAIRSHERS: ©

FIEMEE I L AT 0 — )VIENT DA HREEIC O ANA Y 5 2 10mg
MoPG ARG L. 6 E bR Lz, 2oL XolmiFEk Lo
EIGEALRIZFID E B Th o7,
3 IMEAREfE DI b
(FHEMS 2 L AT 0 — VIE RS 535

fiaep 10mg (n=37) 20mg (n=37)
LDL-2 L A7 11— (%) -49.2 -53.9
WaL A7ra—)v(%) -39.4 -43.3
N 7)) F(%) -18.2 -23.6
HDL-2 L A7 u—)L (%) 9.6 13.8

1 MEIREEOFIYZAE (G a L A 7 u — VIIE B R ER)

L 2.5mg 5mg 10mg 20mg

(n=17) (n=12) (n=14) (n=18)

LDL-2 L A7 u—)L(%) -44.99 -52.49 -49.60 -58.32
I A7 u—)l(%) -31.59 -36.40 -34.60 -39.58
)Y RY R (%) -17.35 -23.58 -19.59 -17.01
HDL-I L A7 10—V (%) 7.64 9.09 14.04 11.25
7 REHAB (%) -38.56 -45.93 -43.97 -50.38
7 REHA-T1(%) 5.42 6.25 10.61 9.72
7 REHA-TL(%) 0.38 4.27 7.78 7.73

RVERSBUHE X, B ANR S F 22 5mgfi 51 T38.9%(7/18%1) .

Smg#% G- T20.0%(3/156 ). 10mg#% 5- # T13.3%(2/1561). K O

20mg% 5-BETA7. 4% (9/1961) T - 720 FH67HIIZ B T3F L LFED 5
N7-EIEE. . CK ERA R UY-GTP LA (4361) Td - 72,

3B FR S N 72 BIERIZCK B A (3/3761, 8.1%) Td - 720

18. EXpEEIE
18.1 {ERER
O ANAY F 2 H N7 Lk, RN ICREBIRICHLD A F . BFBEC
DAV AT U= VEGBROFEREET Tdh 5 HMG-CoARTTIEE % E IR
WAOBEAICHEL, IV AFO— VAESKARIIZEET 2, Z
OFEF FHMAO I L AT 0 — VERIMET L. ShEHi9 72HLDL
ZREOFEBPFEENL, ZOLDLZHEKE N LT, ILAFO—
WEHFEOE W) REH THASLDLOFIEANOTD AAASEEN L, i
FIL AT — VR T 45, QANZAYF AT A, KT
FEE L CREBIR SR A AL TIUY A F Y IR EEA DS R
W7z, BEENIR LR F 2 e OO IR ER I A F A < <L IR
B HMG-CoARTUIER M EHI TH 2 L E 2 HN b,
18.1.1 HMG-CoAE Tt RE=/ER
TOANZAZF ANy LiE, Iy MRk MNFI 70y —2HEkD
HMG-CoA#TTEEH 2 Ok P HMG-CoA B TCEEF il N A 4 12k L
TREMEH %2R L7z (n vitro)™
18.1.2 FOL A O—IL&ERBEE(ER
UANAZF AN AE, Ty MO IV AT 00— VEKEY
HERGCHE L2, 72, TOMERERZ. thoHMG-CoARICHE
FRERNZ AT RIS L 722,
18.1.3 LDLEBFFE(ER
OANAYF vy 2id, b b FFHE R HepG2#i I O LDLAZ 74k
mMRNADFM % B ERAFICHFE L, T /2. LDLEAGEZ NS4
72 Gn vitro)™,
18.2 ML A FO—IUETER
OANATF AN T HIE, 42D =2 45O WHHLY H
F(e FFEEMEEI L A 70— )VILED & FIVEIY) 72 B W TSR
ILVATO— )%, /2, THREHAESLeidden s T VATV 2 =v <
7 A (B VLDLILE & 7 )VE) P e » 7 REHB/CETP(a L A7
O— VIATVEREN) P T v AV 2=y 7oA (L OIL AT
o — UREHC B L 2R EREERS 2 A5 2 T VEI) Do B v T
MEEFRI VAT O— V2 AEIET S8/, 4 X2BWTIE, HMG-
CoABILEEF D RIBFEYW T 5 A N1 VRO I % Ha K12
T &2,
18.3 EnfEE(LERINHIER
T ANAZF 27y aid, WHHL 9 Fi2B W, KEROIRE
LW, IV AT VEROETZL 7206 L, BIREE(LIKZE O
EAEHIL 727,
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