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OXIINXIFJOD sz Bbmg[=#01
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2. BR(RDBEICIBELEVIE)
2.1 RHN O LB EE OB EO H 5 B E
2 FEBEPMETLCW A EEZONLUTO L) hEH
SVENF 2. B AOS MM E, FEZ. . FHE
[9.3.1. 9.3.2, 16.6.2M]
2.3 IR FIEIR L C W A W REE 0 & 5 LM K OV Hl i
[9.5. 9.6 1]
2.4 Y70 AR YEESGHOBH0.1, 16.7.2 BH]

3. MRk - MR
3.1 #HEk

W5e%  |"ANRY T 0DE25mgl =Hll| B A/NA % 5 OD§edmgl =l

15 THRI g ANZA Y F |15 [HR] g ANR Y F >
FRES | IV 226mg(T ANA Y [ AV A52mg (T AN Y
F & L25mg) F > & LT50mg)

D-v = b=, REAK#ENa, KEHREL Foyy 7oy
VEja—A, ZOARE KV, flkrvae—2x, 737
W (v EVRXF ) L—FaRYI—E A7 FU—RA, |-A ¥
=, RKYV=ZL7VI— ) - RYTFLyZYa—) -

757 haR)vw—. A7T7Y YBEMg. ZOM2%5

3.2 WA DMK

WiFe4:  [uANASF ¥ OD§E25mel =A1)] BA/S2 5 F >~ OD§tsmel =il

- FE D TVEBO T4 VAT —TF 4 VT

. gﬁ’\‘o 9%,
ES 258 CER
VSN f2sv
G =
[k #5.6mm #7.2mm
JE X #3.1mm #)3.6mm
Hi 775mg 154.0mg

*4. FHEERIIRHE
=23aLXFO—-JVIE. FiEMS3 L X7 0—JVIiE

*5. RMEERIIHRICENET 2R

51 #HOFIC o amfErElB L, ®a L A7 — VIE,
FEEE IV AT O = VIETH 5 2 & &R L 72 B CTARA
DM EEETHT L,

5.2 RIEME 3 L A5 0 — VIIE & EHEAKICOWTiE, LDL-
77 L= Y AEOIEEYFEOMP L LT, HrwiEEh
5 OERIREDERARE R AR ORI % ZET 52 Lo

*6. AERVAE

SEHE. WAIZIZTANZR S F e LTCIHLEZ. 5mg & ) %5 %

BT 525, BIWICLDL-a L AFa— VEZ KT S ¥ 5 4%

WHDHLEAEIIEmeg L DG EBBELTD Lo 2B, Hil -

SERIC & VBRI L. BG-FR%ED 5 VIR, GEDIREIC

LDL-3 L A 70— VEDE T 2R T4 2411, Hiik10mg

FCWETE 5, 10mga %5 LTHLDL-2 L XA 50— )LD

KFAFSThw, FRREEIL AT —VIERE 2 EOE

JERBFICIRY), S5ICHWETEX 525 1HRK20mgE TE T 5%,

7. BERVARICEEY 33E

74 7L 7F=20 27 5 Y AH30mL/min/1. 73m* kil 0 B#
WG T 2 8E01E, 2.5mek DGR L. THIRKES:
135mgk ¥+ 5. [9.2.2, 9.2.3. 16.6.3 =]

7.2 JRI220mgdk GRS B W TIIBE BB EXD b D B
ZNN D 5o 20mght G- Bia 2128 F o RIEERI, B IC1E,

717

Z ALLARRG E ) A (AR 2 135 L2 R e AR A 2 479 7 &
B2 1012479 2 & [9.2.2, 9.2.3, 16.6.3 2]

8. EELEANIE

8.1 HOLNLOEIL AT O — VIEEREO]ATD 2 ik
HERATO, TEEPEEC S ME, B O & ik O o
VA7 772078 —OEEEL THEETHI L,

8.2 i 5-rhidafn IR A 2 IS HAT Ly IS B UG
DD SN WGEIZE KRGS 2RIk T5 2 &,

8.3 ¥ L-BHIA I EZ12H £ CoRIEER, HIZ1m, ZR D%
Vs R CRAEIC IS I TR e A 2179 Lo [11.1.5 BK]

8.4 MM DD & bND 2 Edd 5 DT, MBS DB
x0T ) 2 & [11.1.6 ]

9. BENHREHIT2REICETIEE
9.1 ABHE - MERZEDH 2 HBE
9.1.1 BRBHBBEI,HSHNAPTVWEDHRENF HILUTD
B
7V a— urhiEE
- HUIRDRBEREAL T RE o /i3
CBIEEOBEBR YA N7 4 —5) LI FORERED S
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TAER I (IRAG R, S5 70) DAL I 5 2 & A°
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9.2 BigeEERE
9.2.1 BHREREEEREDHZEBE
KL 7 4 75— REAEZHENT 2855123, BFLESD
PRV EHIM S NABEICORIEHT S b, Al Bk
BEMEAL 2 0E ) BERUB RUFHE DS D S b e T v, L E2 ST
PERT 25601, S IICE R A SE 2 M L. AR
SER AR, B o388, CK LA, M L O 3 4
yavy ERECICE Y L7 F 2 v ERS OB E
L BB IS 2 k35 2 L, [10.2 2]
9.2.2 BEEXIZDEREFEODH 2EE
FEAROT BUPRE ORGP DL PP E 2 A3 5 BHT
HO. Fo. MERUTRUTE 2o TAM R B EE AL 2 D
LbNLIENHDL, [7.1. 7.2, 16.6.3 K]
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16.6.3 2]
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1. BMER
ROGWERDHHbNLZENHLDT, BlEEE 5147V, £
WATRD SN A3 G Z il 5 7% S R LE 21T 2 &,
1.1 EXEEMER

11.1.1 FERUHEAARAE (0. 19%AKii)

A, &, CKES. M RORf I+ oLy B4
ZUH & T DR RURAE D D S b, BB ES O R
ELEBENRDSLNLIEEHLDT, TD LX) e
WIEE b IS 2 RIET 52 L,

11.1.2 SANF—FHEARH)

INEL R, B R AR H W R CKO LSS Hbh
pas” REd N € RS T s Ll | e RSP

11.1.3 RENEMEIEM I 4 /3F — HEARH)

SEREAE . CKEfill, S8 2 bk b 2o W fME D BB, 4T
HMG-CoA & TR % (HMGCR) iR M4 2 45 & § 5 50
PENAEVESETENE I A X F— 3% S b, 5k b Hibt
THERHEENTVEDOT, BEOREL 0 I2Blgts
bk, BB, REHHARG L VEEPAON LD
HEBIDD %

11.1.4 EEHENE FEEA)

E A DD E (IRAG T, A By 0 H3ISHE XL 35 2 & 28
Hbo [9.1.2 1]

11.1.5 FFR(0.1%:A0) . FTHEREREE (19%A%) « B CHEA)
P95, AST. ALT® L5555 IFHRERE, #EDH 5
bNBLIENDH D, [8.35H]

11.1.6 /MR (0. 19%A)

[8.4 ]

11.1.7 BBIAER (0. 1%A)

M FE % ST BEOERY D 5 b s 2 L 23H 5,

11.1.8 BEEMRHX (0.1%AK0)

BMH#SCTHho T, FH. ok, IPULREE  Hods X
WEND SNk S 2k L, BRI E ALV E
CHIOP G S OB R E RIS 2 &,
11.1.9 RAEHFEE (0. 1%A0)
VU DR SRR, L ORI, K. H S0
MR T S O KRB E DD HbND T EHH Do
11.1.10 SRALHE CHEEAH)
1.2 ZOfDEIER

2~5%AiM | 0.1~2%A0 | 0.1%A | SR
Bz E Z I IIE. % AR 5
bR M. R, |BE4, OON
N
5 - S HER | CK S I A |
Ji. PAEE
RUELE S U, IR R, HEHR
OFE N R4 CANHIE
WAL W
bRe)
A 43 AL
G HbAlc E5H-
% E 5
JiFlik JT B i 52
(AST 5.,
ALT 15
I ® R,
BB R
(BUN E 5.,
miz vy
= k&)

1E) W — Wk TH 570 HEAWOEAKD RS 255G
IR T B % S E) A LEEAT T ko
FEBUBU AL G A A 5 S0 L 720

14. BEREOEE
14.1 EHZHEOITE

14.1.1 PTPRZ DO HEHFIPTPY — b 25O L CIRA S
5rUT 5L, PTPY— FOEMIZE Y, WA
ERASETERGIEAS A L, WX EILZE B 2 L CTHERRIN 2%
OEELRAEZ IR T L0DH 5,

14.1.2 AFNIH O IO TR 22 S5 L HiEd 57
O, KR LCIRAWRETH 50 T7/20 KTIRATAHZLLTES,

15. ZOHOEE
15.1 ERR{ER ICE D 15
WAZ BT, A 2 & HMG-CoA % TolE 2 M s ##% 5-1h
DBETIE, BERFIIED ) R 7 B Eh o 72 L ORERD 5,

16. EMENRE
16.1 MhigkE
16.1.1 BREES
TERER ARSI O AN 5 F 2 AV 377 2 % 5mg? Fl T 22 I
WCHERRE S L7228 A, M T A0SR & F 2P 51450
FIZ Conax & 7R Uy T 2208000 (T1/2) 13202+ 7 8K CTH - 720 F 72,
Cmax . "AUCo-24nlZ Z N Z13.56 = 1.35ng/mL &% 1831.3+13.6ngh/
mLT#H -7z (Mean+S.D.)",
BB, OANZAYF Y ORNBRIIMETH L L2 5N TWD (U
EANF—%)%,
16.1.2 REHRS
TERER AN BE6HINC T 2N A F F > )V ¥y 210K 020mg % 1 H 17
. Z2fm i R %G Lz b 2 A, &5 %24E o miEh o
AINA L F PR 4 A U ROERS-3I 2131358 FIRTE
WCENEL 2% @HARBICH T 5 AUCkenld KA 5 01 .2(5Td
0, ZOMIZHENELGTOMREPSOTHIEE HBETH 720 L
Fehio Ty BEHEG X 2 VHEUEOBERIEE 2V EEZ SNz,
B, HARANZBI 5 Coac L FAUCIZAME A DOF2f5TH - 727,
F1 R ABEC BT 50 AN Y F » OEYEIHEXF X — & (n=6)

JH Cmax?” Tmax” | AUCo-2u” AUCo-* T
(mg) (ng/mL) (h) (ngh/mL) | (ngh/mL) (h)
10 il | 7.87(544) | 5(4-5) | 742(56.0) | 126(39.3)Y | 15.1 =536V
K5 | 9.38(715) | 5(5-5) | 90.5(67.0) | 167(30.0)¢ | 184 *4.62°
20 Bl | 205(546) | 4(3-5) | 171(530) | 209(50.1) | 19.1+581
B | 221(680) | 5(5-5) | 206(639) | 248(622) | 148%576

a) AT FIGM (EBFRED . b) hyefil (FEPH) . ) Mean =S.D.

d) n=3. e) n=4
Ea L AT O — ) VIMEREIZT AN Y F 2 2.5~20mg% 1 H 1186584
SSREIH%S- L, @ IREomEha 232 7 F Vg2 lE LY,
3L AT U= VIEBE OMBET T 2N 5 F R RICIEE
B LCHImMU. e N 53 C il (P 5- B2 1015 [ D 3¢ An - X il
10mg : 4.06ng/mL. 20mg : 9.82ng/mL) & I ZIZFEETH > 720 %
B, KRB CTHRANEHEADORE R L2 2AH, HEANIIBIT
L ERREO MR T AN Y T VIRERAME A OR2ETH - 7%

#2 WAV ATU— VIEEE BT 2@ HIREOMEEH T 2Ny F >

e
PG Mg T 2N 2 & F i (ng/mL)
25mg(n=16) 1.26(72.7)
5mg(n=12) 262(415)
10mg (n=13) 4.17(755)
20mg (n=17) 11.7(50.0)

AT (EBIRED) FRIFER] @ 557~ 1601
16.1.3 R EEFHEDE
HHE RS A21BIiC 0 2N A & F 2 10mgx 2 10 A% —/N—ikE Tl
H1EIL4H B, FHi7HD 2 VI RO S Lz & 2 A, it
HE AN Y F IR EHER WG ER CHEETH D, B AN
F v ORNEEIZAR G OB Z T v e gz 57210,
16.1.4 £YZ2HREERER
(AR/NZ % F>ODEE5mg[ =F0])
O ANA S F 0Dt mgl =] & 7 LA b —VEbmgE L Eh
15E(m AN F F v L LChmg) 2208 DEFER A BT 7 v A
F—=N—IC X Y KA LIR E IS AR S L, I
TR ANAY F VERIE L. FONEYEE T 2 -5
(AUC, Cumax) {22\ TI0%AE X ML THERHENT 217 o 7255
log(0.80) ~log(1.25) DFEFHNTH V. T #l A1 27 1 [7] 514 A3
R sz,
(k7 LG8k (2 L A b — VEESmgldk THiH)
i S 7 2 — %

BENG A%

AUCo-72n Cinax Trnax Tz
(ng+h/mL) (ng/mL) (h) (h)
T ANAY T~
Db | 811709 | 7282178 | 44x11 | 14429
:m: APV oali9395 | 687223 | 44+12 | 182465

(Mean = S.D., n=20)
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X
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’ 5% OB
@)K D b x5 R
AHli ST A —% BEING A—F
AUCo-72n Cmax Trmax Tz
(ng+h/mL) (ng/mL) (h) (h)
HBANAYF ¥
+ + + +
OD$E5mal =1 72.76 +26.81 6.39 +2.34 46+1.0 162+10.2
— ]/‘,"'
JVAPTVEE Gogpa9573 | 6264251 | Al=1l | 142+38
5mg
(Mean =S.D., n=20)
(ng/mL)
10 q
—o— OR/NRYF>ODiR5Emg =,
g —o— UL ZRXL—)LEE5mg
o Mean+S.D.(n=20)
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z
N

T\ NN

T Q
0 4 8 12 24 48 72 (h)
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16.2 BRYY
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THONITANRSF L OEGI )TV ARPBE )T IV A
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16.2.2 BEOHE
SEE AR 2080120 2828 F 2 H VT A10mgk 7 1 At —
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L7219, BBE5 L X0 AR Y F ¥ ORI Z2EIIC
THERPTH ), ConldEHIZ L 5T F L72e LAL, B
Pe5RED AUCo-2anl I Z2IEIRERE G- D94% TH 1) . T ANA Y F » OWIL
BAOEHOBBIRVEEZ b,
16.3 9%
b MISEFIZBIF 2T AN S F V OREAREAEI389.0% (HAN) ~
88.0% (MEIN) TH Y. EREEAEIT VT I v ThHho72W,
16.4 X3
AL R A GBI HC- 1T 28R 7 F ¥ )V Y 7 220mg# HLIRRE
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D RFEFO TR N-BEA F VKR OBS-5 7 + R TH 729,
v b LI IEN-T A F VKR O5S-5 7 b AR K & A
HMG-CoA & o % BTG AR IE I 13 0 AN 2 & F 2 ) X WAk
BaR L. I3 5 HMG-CoA i ToiE 3 PR 0§ 5 A
WOFEEIDLTHTHLLEL LN GHEAT—5)9,
16.5 HEittt
HhE AR A BB HUC-T AN A T AV Y Y A 20mg % ]
RBOPEG L7 E 2 A, HoReiE B2 s 2 0 (90.2%) . R
SREPEIERI310.4% TH o 720 T 720 R I OFEPA~ D REALARPE%
E, TN D4.9% % U76.8%Tdh - 729,
16.6 BFENEE4HT 8L
16.6.1 M= RO IE D&
SHEANOBWEES . B E . LSS O et w4 45851
W20 ANA Y T2 v ¥ 240mg GRSV E) 2 Wk 3% 5 L7z
L ZAH BYEDCoac L NAUCo-1lE Z N ENLLED82% K UN91% T d >
720 F 72 FHAEE D Crnax L UTAUCH-E 7 N Z N % 0 112% 2 OF
106%CTH 1 | Bk LR L 72 2 AR IOREI LW E £ 2 b,

16.6.2 FFEZE O
Child-Pugh A(Z 27 :5~6) & 5\ &Child-Pugh B(Z 27 : 7~9)
DOIFEEL AT DIHEIANBELHIIT AR S F > A )V 510mg
Z1O1E14H MBS L, AR T 2N 7 F- 2 ik 2 5 L
7219 JFRE A D Crnax . FAUCo-2m X EHE R ABED Z N ZE 1.5~
2. M5 R T1.05~1.21TH Y, H1Z, Child-Pugh 2 3 7 A38~90D
HPNT BT B IR IE, ISR TE» o720 [2.2, 9.3 2]
16.6.3 BEZOHE
TIEEDO R B EL AT 25 E NG (4~8F) Ica AN ¥
FUANY Y A20megxE 1 H1M14 B EEZROES Ly o 2
INA Y F VR E L2, BEDPSINEEOBEEDOD B BH
T, BANRY F U OMBEPREICK T 28833 L A ERD
bhedrol. LrL, EEGLVLTF=02) 7T ¥ A<30mL/
min/1.73m?) OBREE OB 5 BH T, RHFER A TSP
FEDSKIMEIC ER U720 [7.1. 9.2 8]
16.7 EWHEEIER
16.7.1 HIEEH
TIEEA % R3S L2 a. 9 AN S F ¥ O Crmax i OV AUCo-21n
3 ZNZEN50%K M46%F T T L7225, T ANRY F 35145200
IR H & P G- L 7= 3 E12id, T AN A Y F 2 D Cnax e FAUCo 213 2
NZENIEDEITRED84% I UN78% T d - 72 (FHEI A7 — %)%, [10.2 BH]
16.7.2 Y7 0ORKR) >
U AR Y EEGINTVLOEBREFICT AN S F 24
JPeG- Lz & O ANZAY F ¥ DCrax L OPAUCo-2mlE, fREHER AL
MCRAER S Lz & EITHRTENZN10.665 L 07 165 5 L 7= (%
FIANTF—%)", 1 2ANZ%F VIZOATPIBI %4 L CIFBRICHLY A %
M, ¥7uZ2R) YIFZFEONY AAZIHET LI LITE 5T, BANA
7 F v OMAERREZRNSELEEZ LN TS, [2.4, 10.1 ]
16.7.3 L7 4702
FAT 4TIV (RRAKR) LG L2 & aANRYF
¥ D Cunaxc L VAUCo- U Z N2 N2, 2145 K OF1. 885 123 m L 7z (AR
F— )2, 0 ANZ Y F VIZOATPIB1 % 4 L TSI D 3A 41,
FNT4TaYNVIEEORYARFRET S LICL T, AN
AY TV OMBFREEZHMEEDLLEEZONTVD,
16.7.4 ZDfbDZEH]
O AN A Y F ¥ ORI K AE T PAS0 R EH 0 52 2 a5 5 72
W2, 7N aFV—u® (CYP2COJe 0" CYP2CI9D FLEHR]) . 4 b
aAF=N 4 T aF= NI KRy 2uvf % (ML
CYP3A4J PR A O MEH]) & OB RBR % i L 7225, W &2
MR SN h oz (BHEATF— ).
TNV 7 7 2 (CYP2CO K ISCYP3A4D IR HHWVid Yy TF ¥
B ORNTYIEC TR AR WG L7e2s, S B RE A AR HAE
D LN Lol (BHEANT—%),
CYP3A4FHENE ] DA% B3 2 72012, RRCREITIE & o i
BAEG LA, TF VT T Y F — VOISR IR
AHNF, OANAY F VIZCYPIALIH § 2 FEN M %2R & v
LEZBNT(HEANT—5)%,
16.7.5 in vitrostE&
v bR % T B i 0itro i BRIC 3BV TN-IBE 2 F VAKA A B
L7725, ZOMRBHEEZIEFITHRIBETH o720 Fo0 N-BAF v
1LIZB 5§ % 2 P4504 T-Fl 1 CYP2CO K OFCYP2C19T & - 72205,
CYP2D6X°CYP3A4AHIRI -9 % W gk b 7RI & 723030,
a 2N A% F v (50ug/mL) 2 X 5 P450(CYP1A2, CYP2C9.
CYP2C19. CYP2D6. CYP2E1J OFCYP3A4) i o K45 213 10% LA
TTHo72%,
16.8 ZOfth
(AZINZBF>ODEE2.5mgl =F1])
T ANA S F »OD$E2. 5mgl =&, [ER2 57 % #1014
DEWHF SRS 4 ¥ 54~ CER244E2 29 1 S8 A H A5
0229%510%) [I2360 %, 0 AN ¥ F > OD§E5mgl = Al | % K i 45
EL7zE &, BIBEAEL L EWHIICHE L A ST,

17. EREREXHE
17.1 AERORLMICEET 55k
(&3 L 257 A—JVImfE)
17.1.1 BS B T HAERIGHR
BV ATU— VIESEH L E LT EERBEICL ) E/S
NEZRBRICB VT, BANA S F ¥ (5~80mg) X7 MV /SA S
F ~ (10~80mg) % 1 H 1M 6B 42 5- L 72458, B ANZA S F V14,
LDL-aLA5a—j, #IaLAFa—)b, b 2Z)E) R
TR %E, HDL-2 L A 70— VI 2R Lize /2. 7
RZEMB, FHDL-a L A7 0 — VKT &8, 7REHA-TZ M
K@/, W2, LDL-2 L A5 a—)/HDL-2 L XA F5Fa— )L, #
aL 25— )V/HDL-a L A5 a— i, JEHDL-I L AFa—)b
/HDL-2 L AFu—)VIk, 7REHB/7 REHA-TDLE KT S/,
T ANR Y F v O, 5 HUAMDNICH Sbi, @28
B F TIIRARBI R D% & 7 > 70 AR FILMH 4N E TI2H
Sbi. TOBFREL 720
BV SEBUEE I, 0 AN & F ¥ 5mgfk 55 T10.5% (4/3861) |
10mg#5-# T13215.6% (7/4561) . K UF20mg#x 54 T17.9% (7/39
Bl) THolo WINOEGH T, 3FLL I L -REE %

o 723930



17.1.2 BN IR
THEMBEICI ) EE S NRBRICBWT, OANAY F 2.5~
20mg7% 1 H 11638 %5 U 7= B o M IR 2 il o0 392 b3 £ 1o

LB THo7,
1 MIEIRE A OTFIZALR (5 2 L 2 7 1 — VIE B 5 3R
s 25mg 5mg 10mg 20mg
(n=17) (n=12) (n=14) (n=18)
LDL-2 L AFa— (%) | -44.99 -52.49 -49.60 -58.32
WaL A5Fa— (%) -31.59 -36.40 -34.60 -39.58
FU 7R R (%) -17.35 -2358 -19.59 -17.01
HDL-I L A5 T — (%) 764 9.09 14.04 11.25
7 REHB(%) -38.56 -45.93 -4397 -50.38
7 REFA-T(%) 542 6.25 10.61 9.72
7 REHA-TL(%) 0.38 427 7.78 773

BB I, O AN Y F 22 Smgtk 5HET38.9%(7/18%1)
SmgH5-BET20.0%(3/1561), 10mg#%5-#T13.3%(2/1561), J O
20mgHe 51 T47.4%(9/1961) T - 720 FI67HIZIBTIHILL L2
SNZ-RWERNE. B, CK LS K UY-GTP LA (%36)) TH - 7%,
17.1.3 B E THEFER

CHEMREICL ) EE SN 3HBOER TS 2 Lo, v
INAZF v5mg X id10mg % 1 H 111238 % 5 L 2B o i g g o
FHELEIIFR20 LB TH Y., W L AT O —VIERE DR
BHLARVEREWICHET S L2580 61z,

F2  MEREMEO AT GHE AR I U A 5 0 — Ve BE x5 )

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

LDL-2 L X5 a— (%) -419 -46.7
BaLA7Fu— (%) -29.6 -33.0

) Z)E) R (%) -164 -19.2
HDL-2 L 251 —) (%) 82 89
JEHDL-I L 257 1 —)b (%) -382 -426

7 REHB(%) -32.7 -36.5

7 REHA-T1(%) 6.0 7.3

17.1.4 BHETHRHREHER
WALV ATE— VIEREZ SR E LToHEEREICL ) EHS
N7RERIZBWT, OANA Y F 5mg Lix10mgh S5 % FiG
L. LDL-2 L 259 — ViliANCEPT A4 FJ 4 > o BEHICE
T 5 F ChiH L7zo 525 B\ T G D5mg X1 10mg D
Webite 5% Z ) T IEBI OB G 1. ZhZENT76%(92/12161) K
0°82% (88/1071) Td - 720
FIEH OZBIHIE T AN A ¥ F » 5mghf T29.4% (40/136%1), o
AINAE F 2 10mglE T26.5% (35/13261) THh - 720 VTN DHK
SREC3BIL EFE U BN TR, AL R, 3. fid. A
MR 595, TS R OV T - 725739
(FRiEME L 27 0—)VIEE)
*17.1.5 ERNE I EARHHRSHER
KRR I VAT = VIENT O EGHRBE IO AN Y F 7
10mg 5% 5% it L. 6EMIE TR Lz, 2oL 2ol
HIREMHEOTHENRIRIDEBY TH- 720
F3  MEIRE MO TFIZALE (FKiEVER 2 U A 7 0 — VI B E xR 5D

P Gar 10mg (n=37) 20mg (n=37)
LDL-2 L 251 — )b (%) -49.2 -539
L A7Fa— (%) -394 -43.3
Y)Y R (%) -182 -236
HDL-2 L A7 1 — ) (%) 9.6 138

3B LIS N FzRIVEANIZCK 15 (3/37H1, 8.1%) Tdr o720,

18. ZExhIRIE
18.1 fEFA#AF
T ANRAEF 2Ty Ak, HEMICREBIICILY A, JFT
DAV AT U= VAGECROHEEEHR Tdh L HMG-CoA ILHEHK & %
R OBAMNHEL, I L ATFa— VAR Z R 5,
ZORER, FENOI L AT O —VEEMETFT L, SRE2HD 720
LDLZHEROBEUIFEIN L, ZOLDLZERKZMNL T, LA
Fu—) & ﬁﬁ@mWUTEET%éMEWWWNWMDﬁAﬁﬁW
MPILAFT— VAT T H, T AN F %, FRTIEE
&L CHREB SR 2 A L TR D A ., IRECBUAYE DS L IR 72 0
FEBI LR 2 FE 2 R WAL OB EH I D A F iz < <L AR R 2
HMG-CoAMRILREKMERTH D EEZ b B2,
18.1.1 HMG-CoARTEE R EEA
UANAZF U HNY TN, Ty MO MFI 270y — A%k
DHMG-CoA & TCIEH K U e N HMG-CoA M Tl K Ofiifit B 2 £ >~
W2 U TR % 7R L7z (i vitro)™ s
18.1.2 FFaL X5 O—JL&EEER
TANRAZF U HNVTIAE. Ty MO IV ATFa— V&K
ZRERAICHE L. 2. ToMERERTIZ. thoHMG-CoA
O I A 2 L~ TRV R e L 720
18.1.3 LDLEZRFFEIER
TANZAYF AT A%, M ERHepG2Mi L OLDLZ %
AmMRNADFEH & R EARAFWIZHHFE L, £ 7, LDLASEIEMEE B
&7 (in vitro)™ o

18.2 ML XFO—JLET/ER
OANAZF Y ANT T LE A XD = L HF NS WHHLY %
F(e MREME IV AT 0 — VILED T FVEIY) ™ 12 B T
aLVAFu—vx, ¥z, THREHESLeiden 7 VAV 2=y <
% A (B VLDLIAE € 7 VE)® L O e b 7 REFAB/CETP(2 L A 7
O— VI AFVIEREN) NG VAV 2=y 2y A(R DI L AT
u— VAR, L 2 IR BRS A 3 2 E 7 V) V1BV T
MAEP IV AT =V EFRIET S, 4 2BV TE, HMG-
CoABRILEREH D RUSHEW TH % A 51 ¥ B b FE 2 BRI
TS89,

18.3 EDAREE{LIE B MHI1ER
T ANZYF ANy Ak, WHHLY B Fi2BWT, KEIRDIEE
WAWRL, IVATO—VEROET 257256 L, BIIRELHEZE O
& B L7z

18.4 FUJ U &Y NMETER
UANAYF ANy Ak, 7THREAESLeiden 7 Y AT 2=y 7
<~ AR b7 EREAB/CETP IS Y AV = v 7 <7 ZADI4Ed
FY 7Y E) RERKT &G99,

19. B ICET 2EBEZEA

—f% 1 @ ANAFF VAV A (Rosuvastatin Calcium)

1b4:44 - Monocalcium bis[ (3R,5S,6E)-7- {4-(4-fluorophenyl) -6~
(1-methylethyl) -2- [methyl (methylsulfonyl) amino] pyrimidin-5-yl}
-3,5-dihydroxyhept-6-enoate]

733 ¢ (C2HrFN306S)Ca

SF= 1 1001.14

Fil s\

2+
co. | ©@

|
CHs CHs 2

PEIR - ARMIEABOREKETH 5,
ENTTIE Qrh o = N (ﬁb)"i”f< A Y )= VIZRRE TR T L,
KIFZTF 7 —)v(99.5)1 2wy,

REIWRETH 5.

20. BURWV EDEE
PHE 2 35 2 T Tl L TRAET 2 2 &0

22. ‘A%
(AZ/INZZF>OD$E2.5mgl =H1])
1008¢ (PTP10%¢E x 10). 5008 (PTP10$E X 50)
5008 (V3T EEEFIAD ). 7005 (PTP148E X 50)
(AZX/NZ % F>ODsE5mg[ =F0])
1008 (PTP10%E X 10). 5005E (N, SZMEHIAD ).
700%% (PTP144¢ x 50)

23. EEXW

% k1) Lehtisalo M, et al. : Br J Clin Pharmacol. 2023 : 89(7) : 2309-2315
% %k 2) Lehtisalo M, et al. : Clin Pharmacol Ther. 2024 ; 115(1) : 71-79

3) Zurth C, et al. : Eur J Drug Metab Pharmacokinet. 2019 :

44(6) : 747-759
4) B 5 HomEEREE (2 LA b= ARREHH © 20054£1H19
H. HEHEEBEEA3.3.1)

5) Martin PD, et al. : Clin Ther. 2003 ; 25(8) : 2215-2224

6) SAEGHOMAERRE (7 LA M—)Vig AFBEHH 2005461 H19
H. HEHEEHESEAS3.4)
EIHRERIC B 2 HRANEABEAOIIKR (7 LA b=V KEEH
H 1 200541 H19H, WIEEEFMEE F1.1.4)
BB AR RE (7 LA M—)vig AGBEHH 2005461 H19
H. HEHEEHESA3.6)
BB 2 AR G RO MR (7 LA —vEE REEH
H 1 200541 H19H, HEEEFHEENS.7.8)
10) Martin PD, et al. : Br J Clin Pharmacol. 2002 : 54(5) : 472-477
11) #PV&ER : v AN 5 F 2 ODSEdmgl =1 1AWy 21 [7) S 4 2k Bk
12) EWFRFHERE(Z VA M=V KREHH 200541 19H . HIGE

ERHEEANS.5)
13) BHOFE (I LA M=)V KZEHH  2006F1H19H, HEER

x 2 2

<L

WEEN3.7.5)

14) EAKMER(Z VA M=)V KZEHH  2006F1H19H, HEEEH
WEEA2.2.5)

15) JRFEHPEIEF (7 VA b—vgE ARAEHH @ 20054F1H19H ., HIGEE
FHRZLAN3.7.9)

16) HMG-CoA el B G AR O MR (7 L A b — Ve KGR
EHH 20054F1H19H, HEFERBESAS3.7.9)

17) Martin PD, et al. : J Clin Pharmacol. 2002 : 42(10) : 1116-1121

18) Simonson SG, et al. : Eur J Clin Pharmacol. 2003 : 58(10) : 669-675
19) BhEHEDOEE (7 VA b—VEE KRAEHH  20054F1H19H, W%
FHE2AN3.7.11)
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=

21)
22)
23)
24)
25)
26)
27)
28)
29)
30)
31)

32)
33)
34)
35)
36)
37)
38)
% 39)
3% 40)

41)
42)

43)
44)

45

=

46)

47)
48)

49)

WA HE AR — IR (7 VA b=V KFAEHH 20051719

0. HEEEEEA3.7.12)

Simonson SG, et al. : Clin Pharmacol Ther. 2004 ; 76(2) : 167-177

Schneck DW, et al. : Clin Pharmacol Ther. 2004 ; 75(5) : 455-463

Cooper KJ, et al. : Eur J Clin Pharmacol. 2002 ; 58(8) : 527-531

Cooper KJ, et al. : Br J Clin Pharmacol. 2003 ; 55(1) : 94-99

Cooper KJ, et al. : Clin Pharmacol Ther. 2003 ; 73(4) : 322-329

Cooper KJ, et al. : Eur J Clin Pharmacol. 2003 ; 59(1) : 51-56

Simonson SG, et al. : J Clin Pharmacol. 2005 ; 45(8) : 927-934

Martin PD, et al. : J Clin Pharmacol. 2002 ; 42(12) : 1352-1357

Simonson SG, et al. : Br J Clin Pharmacol. 2004 ; 57(3) : 279-286

McCormick AD, et al. : J Clin Pharmacol. 2000 ; 40 : 1055

T ANAY F ¥ Din vitro (7 VA M—)VEE FKEBAETH © 2005

FIH19H, WREEREZE~ 3.7.9)

FEPEER © 1 2N A 5 F 2 ODSE2 . Smgl =AY [ Sk kR

Schneck DW, et al. : Am ] Cardiol. 2003 ; 91(1) : 33-41

T MVANRY T L O FUSHERE (7 LA =V FREAEH

H : 20054E1H19H. HIGEERMEEE M1.3.2)

HANE I VAT 0= VIIEBHICBT 2480 (7 LA b —ugE

KFRAEH H 2 20054F1H19H . HIRFERBESE M1.2.3)

AEAE T VAT 0 — VIIEBFIC BT 2680 (7 LA b — v

KFRAEH H 1 20054F1H19H . HIRFEREBESE h2.1.2)

SHEIANE 2 L A7 1 — VIlGE B ORI S 12 B0 2 58 (2 L A

b—ovgE JKEEAEH H 200541 H19H, HGHEFEZE M1.5.2)

Olsson AG, et al. : Am Heart J. 2002 ; 144(6) : 1044-1051

Mabuchi H, et al. : J Atheroscler Thromb. 2004 ; 11(3) : 152-158

AT WA HRUEFHEFEIC B 208, RIS HABR (7 VA b=
AKFRAEH H 1 20054E1H19H . HIGEE R » .1.4.2)

Nezasa K, et al. : Xenobiotica. 2003 ; 33(4) : 379-388

TERFEOF LD (7 VA M= KREEHH 20054E1H19H, H

AR AR 1.2.8)

McTaggart F, et al. : Am ] Cardiol. 2001 ; 87(5A) : 28B-32B

LDLZAMICH T BIEM (7 VA =g FRBEAH 200541719

0. WPz AR1.2.3)

A XOIMAPREIH T 210 (27 VA b= KGEEHH @ 20054F1

J190. WETFEEHREFL.1.1)

HZZ A FLVOMBEILZAFa— VBT KEAI L ZF 0 — Ik

FTAHEM (7 VA M—gE AKRENH 200510190, HIGEEFHE

PR1.1.2)

WHHL 7 % ¥ DI 2 L A 7 0 — b K BIREE LR 205 A 1EH

(7 VA M=)V KIEAEHH : 20054F1H19H . PREEEESEAR1.1.3)

7 REFESLeiden F T Y AV =y 7= ACKTAEH (7 L A

b—ovEE FKEEAEH H 1 20054E1H19H. RSB EEZRL.1.4)

v N7 EREAB/CETP NI Y AV 2= v 7= AT A1EH (7 L

A bM—VEE KA H 1 200541719 HIGF R AL.1.5)

24. XWFEKRERVEVEDES
MRS ZHLEETT 2> 5 7 ber sy —
T461-8631 vl = il X AUA T 3538
TEL 0120-19-8130 FAX(052)950-1305

26. BUEIRTEEE
26.1 BEERRTETT

G wxan SHULEHER

SKK ZEEMRRX RS EETIS & T461-8631

XJ-13



