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2. &Z=2

= ZIN/CA

(ROBEICIFRS LBV E)
2.1 KADRS R UBEIEOBERED & 5 BE

2.2 BELFEENIIEERZEOH 5EE [9.3.1 2E]

23 Y7uxR) vEHEFOEE [10.1 ZHE]

2.4 WHEXIIIER L T WA RO H A LR O FIE (9.5,

9.6 2ME]
3. 8RR
3.1 #Em
ok BRI (1 $EF) N
FLBEKFY, e o ¥
s7FaLtila—A,
CINATF ANV | BACTF Y o r (B S
LKA (HRE) (VoL EEBRER
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4. FHREXIFZHR
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HFRERROFRES
872189
HEES ARoCREIE
#E lmg 22500AMX01714000 2013 12 H
$E 2mg 22500AMX01715000 2013 12 A
$iE 4mg 22600AMX01215000 2014 % 12 B

5. MEEXIFMNRICEET BFE

5.1 BHOHNC T aEELE ML, mI L AT 0 —)VIME, K
BHEESEIVATUO—VIETH S & ZMHR LI L TARAOHE
HxEEd5Z &,

52 FEHE IV AT U —)VIMED 5 B A EFESIEIZ D0 TIXE
RS2 WO T, IBELP 2BV EHRSNBBEDH,
LDL-7 7 = L — ¥ ZAEQIFEYEEOHE & L TARF DM %
EETHE,

5.3 /MNRICEE T 258 1. NEOREERS I L AT 10— VIMEE
DRBICTFRMBRORRZFOEMO L & T KEO#H
EpEY i EN2BEICOVTOMEREEET 5 L.
[9.7.1 ,9.7.2 Z&]

54 TR EHIREBROREIBEEHRTREVLERESNT
Wa D ZEBEFEZ, RRIHT Z2ARFREDOERICONTIE.
YRT - R3T 4w baZBREURFICERICHIdT S &, B,

E PR AER IS B TR RIS T S AR 2 0. [9.7.1 &
]
6. FENUAE

(&1L RF0O—)VIIE)

WHE. BAIKIREINZYF ALY LELTI~2mg % 1 B
1 EFO#RE59 5.

B Fi, ERICKVEEERL. LDL- 2L A 70— )LED
BRI RIBEICITERBTE 2D, BRARESEIZ ] H4mg
FTET 5,

(FiEHEE I L R 7 0O—)VIEE)

FRA SBHE. BAIEINRYF N ILELT 1 ~2mg %
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BV AT O —)UIE O O O
K= I L AT 0 —)LIAE O O O
/NR
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7. BENUHEEICEET 2R

70 FREOHZHANICHET 25101 HREEEE 1 H
Img &L, HAKREEIZ 1 H2mg £TET 5, /0. FRED
HB/NRICEET 2BEICE 1 H Img 2% 57 5, [9.3.2 28]

7.2 RARZHERE (RH5BER) OBWBINTEE, B R ARER
BEERKNRRT HD T, dmg ICHEET 5541013, CK £
F IATOE VR AR R O RS O U Rl RE AT BE
FERIOERT 5 2 &0 MABIMRRRERICH VT 8mg ML EO
B3 mAE X OMERERROFERICIDRIEshTY
%, [11.1.1 &H]

8. EEREANIEE

8.1 6P LOEIL AT U— UIMFEREDOEKRTH 5 BHEE
TV, BIGESEEL. BIME - BES OB M VEERDOY 2
T7 708 —DEFLTAEERTHT &,

8.2 ¥ ELZ R EGMIBRL D 12 ToOMIC I | E. 21
DR I3 B AR (FFIC 1 [EF) 12/75 2 &o [9.3.2,11.1.4 1]

8.3 BE5HIIMFEEMEZ EMMICHEE L., IBBIINT 5 KIEH
BOLSNEVEEICREEETIET S &,

9. BENEREHET HEBICAHT IR

9.1 BHHE - BIFEEDHZEE

9.1.1 BHERBEN B SHONPTNEDREN BB LUTDES
- FURIRHSEER NEED H 5 B
EEHOBERERE (BYA MO T7 4 —E) N R ZORBEREDO H 5
BE
- BEMOHREOBRFROH 5 EE
- TIIaA—IVHREOH D EBE

[11.1.1 28]

9.1.2 EEHEIENFZOEREREDHDEE
EEMENE (RHE.258) PECIHERT S ENDH 5.
[11.1.7 2]

9.2 BikpElEERE

9.2.1 BiEEEICRIT BERRIREBICERN RO SNDEE
BEET7 475 N REBRI AT RBEICIE. BELYDE
BHVWEHEENAIGEICOAHRAT S &, Rz BEHKEE
b2 ESBMBBHRBES D5 DN T V. RGEETHAT S
BEICE. ERENICERERES 2 ERL. BREER (HRE.
Bi1E%) OFHE. CK LA, MAAEVRFPIA 7oLy EEE
CIIMEZ L7 F = FREOBREOE(LZRO - HHITE
LIcE5HhEd s, [10.2,11.1.1 ]

9.2.2 BEEN(FZOEEEDSHDES
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9.5 {Hi®
ERIIERER L TWAIEEDH 2 HICIIEBE LT &,
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(CYP2CO ThHENICR#ENS),
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7477 — b REHA|
RPET4T7F—h
&
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1. BWER
WOBWERABH6bNBIENDHZDT. BEZ+TFITTV.
BEPRBOONTGHIIIERE2HRIET 570 @Y 2 0E 21T
5T &,

11.1 EXBEIER

11.1.1 EERIERE (BHEEANER)
B, BTEE CK ER, MHECRPIAF7uey ERZ25
BMETAMBMBRBBENSD Sbh, T TARESRES
DEELRBRESHOSDODNAIENHAHDT. T0O LD HER
BdhobhiGaIcdkssHdibdsZ e, [7.2,9.1.1,9.2.1,
9.2.2,9.8,10.1,10.2 1]



11.1.2 SAINF— EEARH)

F?&mﬁf MAERESERZ CKOERDPH 5 bniigs
EHREEFRIET S &,

1113%@ MEMERSEIE S 4 INF — (BEEAHE)
AR CK Bl 295 % £E b 72 WA RRHE D BT, T HMG-
CoA #tEEHR (HMGCR) FUAMBHEEE R & T 20BN
B IANNF—DHobNIH DD, 7o HEHIEE
LR T AHDPMESNTVEDT, BEOREZFDICHE
TBHIE, BB, RENFFRSGICEOWEN RSN EDOH
LB H 5,

11.1.4 FFHggerEE. #E (WIhd 0.1% FKik)

AST. ALT OFE LW RS2 MES FFERE, BEFd 5D
HZENHZHZOT, EHICHFBRERESOBE 2 -7/
Z &, [8.2,93.2 2]

11.1.5 M/IiRIEA (BEEERER)
MBEREEDOBEE+31/TD T &o

11.1.6 FEEMEMR (BEERH)

E@ﬁ%f@ofﬁ FE W PEIRREE, HoEs X REEE
RBOSNIGEICIEFREE2FRIEL, BIBEEKRILE VHOK
5%@@wakﬁ%ﬁ5’

1LL7§F%ﬁtF(ﬁET%)

EEAENE (RFHE.258]) PREIELT S EM8H 5,

52 &, PTPY— FOBRUCEK D BOSATA EEREA
FAL. BiZidgflzb 2 L THIRRARFEOEE 2 A HHEZ
RIBHIENDH B,

15. ZOMDER

15.2 FFERAREERICE D153
1 XOFORERE Bmg/kg/H E%#3% AM. Img/kg/
HUEZ12% AM) THNROXERSRZD SN TS, &8,
OB (5 v by PIL) IZBLWTIERD SN TV,

16. ZEY)ENRE

16.1 MPEE

16.1.1 EEHEFHHER

(EINAIFV Catt 1mg [TCK])

Y& N2 F > Cailmg [TCK] &V NO8E lmg 2, ~ O
AF=N=FIC LD ZNZN18 (CINRNRYF ALY T A
Img) BERABEFICHEEEEIEORS U CIfEHRELIKE
EEREL. §6Nn/zEmEE )5 A —% (AUC. Cmax) I
DV T 0% EHEXENEIC THREHE#IT 21T - 72/ R. log (0.80)
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HENT A=Y BENTA—Y
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0.1 ~ 2.0% 0.1% i A Co e manicy| 3981£11.85|20.6826.11| 07402 | 104438

BEUE L. T O CARRE ALBE, MEMHRE N

EitE ER Eb. BRI OB R — UNOdE Img | 38.81+10.48|20.51+6.05| 0.8+0.2 | 8.9+3.4

R N R AT TN —
B LI IE (Mean £ S.D., n=15)
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myﬁpkg‘ﬂiﬁi HENTA—S SENTA—S
=1 AUCo - 24nr Cmax Tmax Tz
- - — (ng-hr/mL) | (ng/mL) (hr) (hr)
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(ng/mL) (E9NRIF CatE2mg [TCK])

ki 100 4 (10 4% (PTP) X 10)
sollr 140 4 (14 % (PTP) x 10)
i i 500 % (10 3% (PTP) X 50)
E a0{l o U525 F>Cafi2mg [TCK) (EFNZIF Cafi 4mg [TCK])
5% o~ y/<ustamg 1002 (10§ (PTP) x 10)
2 304t Mean%$.D..n=15
% 2041 23. FEXH
}‘E “ 1) Castelli WP.: Am J Med. 1984; 76: 4-12.
104l |io: 2) HWER  AMFERRSEEEEE (88 1mg)
i 3) HNER  AEMEORSERE (5 2mg)
D * 4) AR EMEIRSERE (5 4mg)
8 () 5) #+/A\E BAFERA@RHE. EIEE. 2021 :

C4285-C4292
MEEFEEN I AUC.Cmax HD/3T X — & 13 HHERE ORIR,
(R OERENEIE - R EORBREMFIC K > TEZ S BEENDH 5. 24, WERERERUEWEHESE

16.8 ZDfth RELZHA S FF - 2R
(E9NRIF> Catie 4mg [TCK]) T 921-8164 «IRHAL 3 TH 406 Fith
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TERFE O & LR RIEWEREE T P o4 > (P24 £2 H29H FAX 076-247-5740
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19. B ICRET SEEFHAR
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(4-fluorophenyl)quinolin-3-yl]-3,5-dihydroxyhept
-6-enoate}pentahydrate

C 1 CsoH4sCaF2N20s - 5H20
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