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3.1 #
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BRI |18k =¥F 37 10mg
FUBERAIM, 20A AN AT —AF P74, 7O AT—
Il Ay TUYNEEBF M)A, JURARE N, L
O—A, ATTYV VBT A
3.2 BHIDOMR
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E#f 8.2mm
P N W 4.2mm
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Ei 100mg
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2 REBRAMEREE S I L X 70— VIIEIZ DWW Tid, HMG-

CoA#ICEERK FLEH L LDLT7 7 = L — ¥ A0 JESEY LD
il e LTy &2 WiEZ o OB A TE 235 5 IS AH
DEMNEERTHZ Lo

. RERUAE

HE. RAIIZZEF I 7L LClE10mg% L H 1 A&
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KEORBOAPE MR TIEREZ 5 2 5 EH 0NN FD
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HMG-CoA& TR M EA OB R L Z LT SML, £ E
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SRIVERSS ORLRE MR T 2 2 &0 T2, kg2, IFAH
Faﬁilﬁﬁa*“&?)‘ﬁm?%HMG—CoA%ﬁ%%@%%ﬂ@%?iﬁif?&
WENTWDLINIZIRT 52 & [2.2, 9.3.1, 11.1.2 K]

8.4 74 77— FAREH L OB L T, BRI S M
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TRl IR LT A i REVED B 5 eV I3 B LA RMELE
Btk % Inl 2 L HIWF S B AR ESTHZ . B, HMG-
CoAMICEER IHEANL, I IS ITUR L T B Mk & % 2otk
IF L CHERTH L7280, AR EDPHEG I bRV &,
.6 BELw

HELOAFEROBAREOGREEERB L. 2O X
u¢m%ﬁﬂ¢égao

v MREAPFANOBITOAIIIAHTH 5755, HiRED S B
FTHE LTy PTHRANOBITSEOOLNTWS, B,
HMG-CoAM e & HEANL, A L THSTH L5720
AH & DR G TRV &,

HIIT T 5 SO A

o [17.1.5 ZH]
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1. EMER
KROFWER D HbI b Z WS LD T, BlEE 51
AR SN SIS k3 5 7 L) Ll &
1.1 EXAEIER
11.1.1 @BBE (FEAH)
TFT74TF Y= MEMEETRE. 5% & OBBUERS D
Sbhilic b OHERH 5,
11.1.2 HERUHBERAE (HEAH)
AH & ORFEBARIERE. LTS, F AU B il e
IFNRF—OWENDH B DT, BEE TSI, B, B
Jii&, CKLH., M RORPI47ae y EAENRD SN
LA vk L, B R0EZIT) 2k, [8.3 B8]
11.1.3 FFBERES CHEAH])
AST I, ALT E545EE PR IR REREE DS 5 b b 2 EWD 5,
1.2 ZOOEIEAR

A
AN - ¥

I,

=N
pumy

15.2 FEERPREABRICE D 158
4 X Cls HH#45-(0.03mg/kg/HEL E) 12X b, Ho> S it =2
L AT U= VIREDSHI2~ 3G L 72 L oG D 28, L
L. 300mg/kg/H % A X1212» HHEEG L THMHAD 5 i
i - BERNORBBEAS NG 72V 37 ZAZ2HE S
(5mg/kg/H) LTHMHDH it I L AT 0 — ViRENOZEIL
ARONTho7:Y, [8.4 L]

16. ZEYEIRE

16.1 meigEE

16.1.1 BEERS
TR S (2000) 12 =€ F 3 710mg % 142 BRI S L
ol E&, MAEPTETF I 7TOHEENR) LT ¥ T I TIE kiR
EOREMBRE KT A —FIFRITR L2 BY) TH 72,

=737 GHa ) TEF I TR

Tmax Cmax AUCo+ Tmax Cmax AUCo+
(hr) | (ng/mL) | (ng-hr/mL) | (hr) | (ng Eq/mL) | (ng Eq * hr/mL)

2.10(92) | 6.03(56) 55.6(30) 1.48(28) | 72.3(38) 333(40)

1% 1 19K WA
HE ER S, LOTL HF0, (50, SR
AT

HALE fER TR B, |7 3 7 — € kA BRI IRAE, R
MEERR O - R, AL R, WY 0 ) g8 DINEER:

Mg IH- 5%, U TN,
H %
TP I ALT k5 %V, JAST RS, €U VeV E|F%
y-GTP -5 b
e AR BUN 5
e WAMIGE. ByIR. IE EN1IETH
S T
o] CK L5 BOSHE . TY . DIRG9 A . A DR

T A

i F M ER %A i
BEE 5% Z ¥ FHIRE . ZIALHE

Z ot ANFV=VER|T AP AT u KT, [ BEIE, R
TSH. RS JREE RS Y
B ST, TEIE (3
W PR RS
HAAEE . R,

HAE1Z2051 O F 31l (CV %)

MIAEP LB F I 7HARBREIZ, SELVOEF I THYEE LTHKL

16.1.2 R1R#RE
FEHER AN B (9f1) (2 =¥ F X 720mg™ 2 1 H 118114 H B¢ 1185
HLikra, miEh s3I 70608 RO EF I 7Has
PRI T WD SR HS3H £ TICERIREBICEEL. AUC
WCOWTHEB L2 BERRIEZ YT I 7FREH) Lot s
I THARICOVTENRENL 54K .37 TH - 727,

16.1.3 £ 2HRSMHHER
IEF I THI0mgRH TN & ¥ F—T7§10mgx 7 O A F —
N=EIZE Y, BERABFICERLEZNIGE(ZEFITELT
10mg) % #afr AR P S L IS p =8 F 3 736k (GGG
W) A WE L, SN z3E B 5 X — % (AUC, Cmax)
2DV TI0%ME FEX I THRERHIRNT % 1T - 7285, 1log(0.80) ~
log(1.25) OHFPAPFITDH 0 . WiHI DLW IR ENEDRERR S iz.
F7o, MEEHRTEF I 7RG BEZNEL. #5138y
FHE/ X A — % (AUC, Cmax) |22\ TI0%1E HH X [ 3:12 THEET
AT 2 4T o 7245 %, 1og(0.80) ~log(1.25) DFEPANTH - 729,

- TEF I THAR GETEACHE)

1D ARH HARPE 5-H11.5%, HMG-CoA M eEE#RRLEH & 6FH L7 854133.5%
TE2) AH B G131 .7%, HMG-CoA R SR E#1 & O L 723545132.7%
14, BHEDEE
14.1 EFZMAEOEE
PTPAEDOIEANIPTPY — M2 B L CTIRM$ % & 9 fjE
F5Z L, PTPY— MOEMKIZE D, WS B2 R BRI~
FIA L, HiZdgile B2 U CHERITE %% o 55 24 00HE 2 0
BTHIEDND D,

15. ZOMOZEE

15.1 ERER{ERAICE D 154
BAMEIRMAERE 2RI LN oLk ~EEHR 77 &
AR B EAER (62561 25128 [H LLAL. 576BI2514E LN D3 5) 12 B W
T MFENT VAT IF— ¥ L5 Gl FRO3ME A2z 5
e L 72 b5 oSSR (R TR IR, 72 70T T —
b HUEETA.5%, AR E T2 74T T — MEREET2.7%T
Hole AR, M) HHMORERIZ, 7271475 —
b HUEET0.6%, AR E T2 7 47T — MEREETL.7%T
Hotro CKESA GEEMERDI0EZBA S) 122V TiE, AR
BOWTNORTHRD NPTz, T20 KFE T2 T4
75— MERACBI 2 R A ERRIBNCTH - 72 BB,
R, FHECHI L 2V ERSABN TS 2 X912
BFFAL rERTWRWDY, [8.45M]]

HENT A =5 BHEINT A—F
AUCo-9 Cmax Tmax Tz
(ng * h/mL) (ng/mL) (h) (h)
IEF I 7HI0mg|  706.459 126.109 1.17 19.36
[EH 73] +428.856 £78.318 £0.82 | =11.04%
. 748.922 121.593 1.30 22.66
F =75l 0mg +4922 612 +60.682 | *0.95 | =16.72
(33 = R HER 22, n=28(3%n=27))
200 ¢
175 —o— T HF 374 10mg [ AT/
150 | —--0-- ¥ F — 7 §E10mg
3 3+ AR, n=28
E
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&
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%
e
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0 12 24 36 96

5D (h)



- ¥ F 37 GREER)

HENT A — 5 BEING A—F
AUCo-9% Cmax Tmax T
(ng - h/mL) (ng/mL) (h) (h)
IE¥FI7HI0mg|  86.793 6.824 1.95 20.42
[HH /Y] £32.725 £3.099 £3.03 | =20.97*
. " 92.351 7.276 3.75 16.50
F =75l 0mg +31.771 +3.78] | *2.58 | +9.83%%
(P35 + BEdEfR 7, n=28 (3%n=27, ¥¥n=26))
10
sl —o— LY F3I75E10mg [ &7V

--0-- ¥F — 7 $E10mg
P = BRER S, n=28

I3 i EE (ng/mL)
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96

21 36
P54 DR (h)

MR OICAUC, Cmax® 0785 2 — & 13, BlgE o
R AREOTRIUAEL - B OB X > TRZ % W hEl:
b

16.2 ORIR
e AT E (2061) 12 =¥ F 3 710mg % AR X3 22 E R (2 M Jm]
BO%LG L&, migEh s 3 7G4 RO EF 3
THAEBRREOWTFRIZBWTH, ZFHIZL 5AUCSNDOH S H
RBIRO SN h o0,
TR AN BAE (%66) 12 EF 2 710, 20D, 40mg™! 2 1412
HEREOHKSG Lz &, 2¥F I 7EHEH) RO ZEF 37
HPWEEKOVFTIZOWTH LIS L72Cmax . FAUCO L
A 572,

16.3 2%

16.3.1 MIFFBES
MR L 72 & & OJEAKAERIT, *H-Z€F 3 799.5%
~99.8%. ‘H-T¥F I 7HAEIKS7.8%~92.0%Tdh - 72o N
RERE 5 R B AR IR 5 12 X 2 MR R LR A AN O EEIRD O
T‘/‘&V‘m)'u)o

16.4 X3
IEF I 7, FIMEICBT B O EEEG R & o TEEIG
PRHWTHE XTI THEEKR(T = 7 = VPEKBRIEIBT S
TV a A ICRE s S,
RERE RN B (SRR ASHI) (I2HC-2EF 3 7 7 v20mg™
BRI S- L2 L &, AR h oI D2 EF3I 7
GEfasMm) Lo €5 3 7Ha ko4 (AUCK) BEhEh
11% . U°82% (£57193%) T - 721017,

16.5 HEitit

16.5.1 IR - #EhHktt
RERE R A B (SR ASHI) (I2HC-2EF 3 7 7 v 20mg™
HEREG- L7z & &, 514240080 T ot se R i3 3%
H1278%. FRIIC11%TH - 7212,
REEE A BVE (4661) 122 ¥ F 3 710, 200, 40mg™? % Hi [l %
5 L7z L & #5%72HEcon s I 7 FFaaH) &
L TORPPERZIZ0.05% K TH D, RFBRZEXF I 7 Gk
HRHEER) PEIERIZ8. 7% ~11%TdH - 722

16.5.2 BBtk (BRATIEER)
IEF I THRAERIIEH PR S 2o b, BNATREEIC X
LA E T, I EF I TOEREASHR) & L THBINE
N (BHFEE) 29,
WEH =2 -V 2L 72MES v MUC-2¥F I 7% g
M5 L7z b & #5548 I CICHRIE S 7z sEiE. 1
HH111240%~63%. JRAZIZ3%UTFTH Y. RO T T3

12

WZHEME S 72 B 1321%~32% T d - 720 TR S L7225

Sy MOTIRIBRANEG Lz L &, 5 iED54%~81%7)t

TR D O 5 ORI A el S 7z

16.6 HENDEREH T 28E

16.6.1 BipEERE
BIEOEME B SRS DLEA8S, 2L T F=r )T Ty
210~29mL/min) |2 T F I 710mg% B F kG Lz & &,
fEHER A JLE A, 2L T7F =27 F > Z>80mL/min) &
gL Ciidgrh =¥ F 3 7 GEGH) RO ¥ T 3 THA R
DAUCIZENZNHIL 615 L L5050 LA D Sz,

16.6.2 FFipcEERE
BRI, S O OB LT R R R R (DL ELAN, &40) 25
L R AEHE R A (UL E ) 12 =¥ F I 7 10mg % H[H #1455
L7z& &, MiEP=¥s I 70OHaAH) RO Z¥F 3 THeHk
T OWMBENT A —F FRIRLZEBY THo Tz IFHE
RS TR AR B O R IS JE U 7z i rp 3y i 1 o> I
ANRD SN2, [9.3.2, 9.3.3 B3]

" ¥ F I 7 FEasR) IEF I TRERH
Kﬁﬁﬁb Tmax | Cmax AUCo- Tmax Cmax AUCo-t
" (hr) | (ng/mL) | (ng hr/mL) (hr) (ng Eq/mL) | (ng Eq * hr/mL)
IEH 7.00 3.86 54.6 1.81 95.3 864
(n=8) | (59) (118) (36) (95) (50) (45)
R 6.25 4.10 75.8 1.25 138 1468
(n=4) | (72) (37) (54) (23) (32) (14)
PEERE | 9.50 13.1 316 2.75 171 2685
(n=4) | (26) (41) (51) (79) (24) (16)
R 7.00 16.2 265 2.88 178 3418
(n=4) | (49) (43) (57) (46) (31) (41)

FAEL I (CV%)

SIS X F 3 THAHIEER, SELVOTET I THNSE L LT

16.6.3 Sk
i (1260, 4E#65~75/) I =¥ F 2 710mgZ 1 H 110 H [
RO Lz & &, FEmmn BB (1161, fE#20~247%) & ek
LClidgEh =€ F I 7HERIEE O AUCICH2 . 4F5 0 A 8D
SN7zHN MR ¥ T 3 7 GEAAR) IREDOAUCICHH S 227
ZALIZFRD S o 7219,

16.7 E¥MHEE(EA

16.7.1 F b7 O LPASOEZRNDFE
e (FHEN1260) 230 5 & LT, =8 F 3 720mg™ & K HliF
b2 0 APASOREHR R DILE & 7 R BN R IHEI 2 O L7z & &,
CYP1A2, CYP2C8/9. CYP2D6 K IFCYP3A4IGE, I ONIZN-T
tFIV T VAT 2T —BEEANOEEIIRD S o721,

16.7.2 HMG-CoARTERMEER & DHE/ER
WAZWRE LT, HHHMG-CoA@ It FEIER (v N2 %
FU. TINRATF Y, TUNRAZF U, T NUVRATF
OANAYF v, E¥NZAYF V) ELE¥F I 710mgk Tl
H1lml, 7314 HMREOH%S LR, 2853 713w Th
DHMG-CoA#@ T F M EH DLW HEICH L TLHS 242
BERITET, T2, WTFNROHMG-CoA@ it HEH b =
YF I TOEBREIC S0 R BBE 5.2 hho 20,

16.7.3 ALAF T ILICLBBE
WA (FHEASHI, LDL2 L AT 0 — W li=130mg/dL) x5 & L
T, IVAF T3 v4g(lH2M) & =¥ F I 710mg (1 H 1) % bf
ML &, R EF I 7 ORAR) RO F 3 THAk
WD AUCIZZ N ZNRL/GRUT/21I4EF L2 [10.2 B8]

16.7.4 71/ 71475— b EDHEEER
WA FHEIASH, LDL I L A 7 1 — Vi =130mg/dL) & x4 &
LT, 72/ 74 75— 1200mg(1H1MH) & =€¥F 3 710mg(l
H1ED 2P Lz &, e = €5 3 7HA6KRE O Cmax
CAUCIEZNZNML. 78 L 016565 LR L7225, R LEwo
HHLLEDTR Dot T2/ T747F—OEYBREIZ KIT
FTIEF I TOFEEIIRD SN h o722,



16.7.5 7 OXRY > 8HF & DHEEER

JVTF=r )T T AH50mL/minz B, o, —EMNE
(75~150mgl H2[a) @ ¥ 7 1 2 E Y > 85 % W b o BB RS
FHHE NS 122 ¥ F I T10mgx HER G- Lz L &, I ¥
F 3 7 GERAER+IAEE) OAUCITERER A & ik LT3 41
EAEE R L2, BIORERT, W OFHERERE O 720 B
ATV, Y7 0 AR VH e GO EROIEANC X B iEEE %
TV EEGEALR) I EF I 710mg % Mk 5 Lz &
& R EF I 7OHAARHFAE) OAUCIH AR A & ik
LTI mEE R L% A JFEIAL2H)) a5 & L
T, TX¥F3I720mg™) (IHIESHME) oMEHE7THHIZY 7 1 2
RY VHEAN00mgZx BRI G Lz 2 &, Mty 7 o xR
Y VEEOCmax  FAUCIX Y 7 0 AR v Hik 5 & lbig L
TENZN10% K U15% 5 L 7=%, [10.2 2]

16.7.6 Z DO OEMENREZEIHE 1R

SEWA AR BT 2 BRRBR JHEA) ¢ =¥ F I 710mge
INVT7 Y)Y, VIFRV U, BROBEE(EZFVIALTY
=y LRI VTR L) RO LR, 2h s o3
EANOEBIEDO LN 0Tz Y AF TV EIZE¥F I T10mg
EHHLER Z€EFITONAFTRAFEY 74123055
BRI SN h o720 HIEEH OKEELT )V I =2 & Lk
AL~ 7 AT A2 E&4) ELEF I 710mge PP L7z & X,
M4 BF 3 7R OCmaxid30%E T L7225 AUC
ANDFBIRD SN o722,

D) =¥ T I T OABNEIZIH1N10mgTH %

HE2) ¥ 5 N5 F 2 PAMIAME A (LDL2 L A 57 0 — )W E=130mg/dL) %
EX AP

17. BRERAGIE

17.1 B3R REM(CET 255

(EILXFO—-IVIERUREMS L X7 0—JVIEE)

17.1.1 BN T H-_ESRIEERHR
L A7 00— VIIGESRZ1006IC =¥ F I 710mg% 1 H1H &
BIC12EBE G L%, LDLI L A7 0 —)Vi318.1%. #2
LAFa—Vi312.8%. Y7+t Fid2.2%KF L, HDLZ
VAT O—)VE5.9% L5 L7,

FIVE T O S BB 1318.6% (22/11861) T, = 7 EIAE T 13 # fik
3.4%(4/118%1). ALT L5H2.5%(3/118%1) TH - 722,

17.1.2 BN T ERIHR 5 A
HaL AT 0= VIIGEBRZL7FNC =¥ F I 710mg% 1 H1H &
FBICB2M G Lize RS A T 02 A1E, 1638 H LRI
HMG-CoA# TR ER O H 2T & L, =¥F I 7 HplH
HRTROMEFGHETROME Lo ZOME, 5T
TLDLI L A5 1T —)Li316.8%, #3 L A5 0 —i313.0%. b
)7 &) Fi30.6% KT L, HDLI L A 50— i34.9% 5 L
720 E72. TEXF I 7 LHMG-CoA e M EH % OF 4% 5-
L726561Tix, LDLI L A5 12— iE33.5%F L7z,
BIE O FSBIH X, = €5 3 7HME 5 MR T T36.0%
(64/178%1) J 0"HMG-CoA J& Jt I 3% B2 A B JH 7R ©22% (15/67
Bl) Th o700 EREWEHIZ, TX¥F 3 7HMBF G5BT TIE
y-GTP_F5-3.4%(6/178%1). CK_b5-2.8%(5/178%1) T, HMG-
CoA & el F L EH 0 Tidy-GTP L 54% (3/6761). ALT I
AROF A P AF 1T KT 3%(2/6761) TH - 729,

17.1.3 HMG-CoABTHZMEEFTI> FO—ILFAEDFEIL X
T O—JVINAERE (CX T 5 ERE DHEHE
HMG-CoA##CREH M EANC L D iEHPTLDLI L AT B — LS
HEHHEME T LTV ARWVWE I L AT 8 —)VILE B #3961
(NF OEARMEREMES I L AT 10—V IIE 8520060 % &) 12
T¥F I 7 10megx 128HHL- Lo =¥ F I TRFHIOLDL I
L A5 a—)b (FME) 13185mg/dL, #3 L A5 a— )b (FifE)
13267mg/dLTHh - 7275, =X F I 7OPHKS5I2X Y. LDLa
L A5 —)Li323.0%, I L AFa—IIZ17.0% T L7,
BRI O 5 BUBE 1325% (10/4060) T, E R IVEIZ IR & H b
8% (3/4081) . CK_E5-5% (2/4061) TH - 7227,

17.1.4 R EEAAMREMSIL ATO-)VNESREICHT SE
PIEE I #REBR
LDL7 7 = L—Y A Z}ifrh TH ). 2 DOHMG-CoA L #%
FRSER 2B LT b S EHAARERBEE R I VAT e — i
FERZOHIC ¥ F I 710mg % 12:8[#% 5 L 24 LDLT 7 =
L— Y ARATATOLDLI L A7 2 —)Vi39.6%, I L A5 11—
WIF9. 1%MEF L7,
BIVEM O FEBUHEEE1250% (3/661) T, F 2 BIEM 1398 9733% (2/6
B) T o722,

17.1.5 FERBICRITTHE LKL ZERNE LHKR
3 L AT T — )VIIE B O 2B R % A B L T 2 276 =
YF I 710mg%x 12815 L7455 MR E OTGED 780 b,
ZEIERRIILIE D - RO SN 72A% HbAL KR Z ) a7 73 v
A% <L B CHANOEBIERD SN o7z, [9.1.1 3]
BIVE O Z BUFE 1330% (9/30%1) Ty 3 72 BIE AT I E0A 3 109
(3/3061) . M e e OVERRT% (2/3081) TH - 722,

17.1.6 A EEAAFEMREMSIL XATO—VNESREICKT 58
B MR BR
HMG-CoA TR E# % I L T 2 R A HRYER B
L AT U — VIIE B IS YT 2 7 10me % G- L 72w A
LDLI L AFa— L L O3 L A5 12— )VIZHMG-CoA & Tl
SRR A B LB & el LTI L7z
HEREOIEBEIEI73% (24/3361) T, F A ERSIITH KL
O L RGE &G 12% (4/3360) W S MRS 9£9% (3/33%1) Td -
f:30>,31>0

(R EEAHAM Y b X T O—IVIIE)

*17.1.7 /@58 MHEER
CTEEWRT I L RERBICB VLT, REHAREY AT a—
WVILE F I T T 3 710mg (3061) Xid 75 -+ R (741) % 8H R
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