%k 20244E 1 HET (55400
#*20234E11 H ksl (53RR)

* x FrHHAM - 34

- S bR

= B8 MiE B EH
NRIYT14TF— h@ﬁi%ﬁ

4@7‘5%1’51

JUVEF 17 XRozms
JUVEF17 XRuoans

PARMODIA® XR TABLETS 0.2mg-0.4mg

) R -EMFEOLBIIE DML

| BABEHESMEES | 872183

* ARES HR5ERRln

XR#$E0.2mg | 30500AMX00127 | 2023411 H

XR$£0.4mg | 30500AMX00128 | 2023411 H

2. B3 (m@%%uﬁﬂi-}bm\_t)

2.1 RHNORAHT U e O EO $ % BE

2.2 HiE &H?I&:.\Chﬂd PughZ B LIICOITFHED H % BH
HHVIIIEMEDOH 5 EH [8.3. 9.3.1. 16.6.2%H]

2.3 MaodsEE ORI HEGshTwb,]

2.4 I IR L T AWM D B Btk [9.58 1]

2.5 YruRKY) s, V7 ¥y v EEGHTOBRE [10.1,
16.7.1%:8]

3. #ARk - MR
3.1 #K
. 2NIVET 4 T XREE 7XIVET 4 T XREE

R 58 %4
0.2mg 0.4mg
15E 15

VeI N R T 4T T—h RY7475—h
0.20mg 0.40mg

) (1

Wimtervoa—2zx k).

EGKTBALr A F%, e

AR—A, AFZ 7Y VEEaR)<—L, ZF Lt
OU—Z, A7 7Y YBMg., D-~ ==, #ih
truo—2, ZJOARERY, e FafFr 7ol
trva—x, BILFy >y, 7 UBEN) TV, &
B A B, R sk, AvFoo ey

3.2 BAIDMR
W 4 RVEST 4 7 XREE INIVET 4 T XREE
- 0.2mg 0.4mg
P % W, MO 74 VA T—F 4 v 75 (e
Thbo
IXRW IXRW
0.4 0.4
b 7 %6, Imm BA7.6mm
J& %3.0mm J§%3.9mm
Hig 85mg 5 168mg
M ER| SVETFTATXR 0.2 NVET A TXR 0.4

4. ZHEERTZNR
BIEME (RiEEEED)

5. REER IR ICEHET BEF

5.1 LDL-2 L A7 8 — )LD ADPE W E R

FLiFLlrnwl e,

WXL, IR

5.2 BHOHN o B2 JE L. SR OB W3 L7z
BHEIH L CORAROMEHEZZET 52 Lo

6. RERUVAE
W WAIZIERT 7 47—+ & LTINO0.2mg% 1 H 1%

H¥59 %, 72720,

[A10.4mgZ 1H1A F CTHETX %,

AZERVAZICEET 2F8
SR BRRAE O BAL T ) MR BIE D D b b Z &9

&)é@’( BHCH 7o TIBBADOEHRIEEZ AL,
30mL/min/1.73m*#&:im D ¥ &

F) 7T A FEMOREICZLD, 1

eGFR#»*

EAHN e G- D 5 A % BT 2 H B

8.

8.

8.

9.
9.
9.

9.
9.

9.

9.
9.

9.

9.

9.

9.

9.

L. #5928 EAR O EIE1E0. 2mg 2 1H1H & 4%
Z&o[9.2.1, 9.2.2, 11.1.1, 16.6.12H]

. EE&E*E’\JEE
A & 5 Lol

BROEARTD 2 AWHFELZ 1TV, HIC
Eﬁﬁ&%\HME W@%@Eﬂiuﬁﬁ@Uza777
¥ — DS T EETAH L,

2&5¢ummwﬁm% SHICHRAS L. ARF ORI LD 5
NZVEEIFER ST, FIkT5 2L,
3$ﬂuﬁ% B O A BEMAE IS B2 T 2 L D3H D 0
TSI TR e A 2 479 2 £.[2.2,9.3.1.9.3.2
]

4 KHFIFEGHICLDL-2 L A5 02— )Wl EA-OWREMEA B 5 72
B, PEHIILDL-2 L A5 0 — Ul x ElcEe+T s 2 &,
(17.1.1, 17.1.2&8K]

BENEE*HTIEEICHTIAE

1 BHHE - BIEBEEOH 2 8BE

1.1 BEROBIFEEDH 5 EE

PRGBS EhTw b,

2 BERETRE

2.1 eGFRA*30mL/min/1.73m2RiG D BEEEED 6 5 B
R RRRE DS S 5B Z DD 5H.[7..11.1.1.16.6. 1]
2.2 BHRECET IBFRBREEICEEIROHONIEE

AH & HMG-Co AR el % MUESE Z O 9 2 4 12id. B#FE L
RLEGLRVEHM SN AHFICORENT S I &, ARE
FEAEIEAL % 08 ) MR RLFIE D D & DT v, R 253 F
T 2%E & BB RRRER A E % 20E L. HEREIR (5
Wi, B o8, CKER., mhEkoRf I+ rar s
ERIBCICmGE 2 L7 = v RSOGO EALE R Y
HREBICAA ORGP 5 2 L, [7..10.2, 11.1. 1]
3 FrgeES RS

3.1 EELFEE. Child-Pugh%EBIICOIHBEEDH 5 &=
EHH5VIEREDH 2 BE

BHLanwZ b, HFEEZELLSELBINNH L, 720 A
HIOMAEFEEN FAT 5 BFN0 5 5.(2.2.8.3.16.6.25 4]
3.2 FEEDH3H8%E (Child-Pugh2EADHBEED# 5 EE
H)IFEEOBREENSH 2 8E (9.3 1LY T 28E5K<)
RANBE G- DR K OARF OB OLE % EEICHWT 52 &,
RO RE LN D5 bNEBENTH L, T2, I
BEDDH 5 EH (Child-PughBFHADITFMZEDH 5 EHS) T
BAKIOIMAETEEED LA 2 B2 5, [8.3.16.6.25 1]
5 TR

TR SUZIEIE LT W A RO & 5 I I35 LA nwa &,
[2.45H]

6 BRI
BALGZWZEDPEFT L,
BAPME SN TW5,

7 NRE

AN R i G & L AT R L O e AR & L 22 BRR
EiL Tz,

DWES (7> ) T~

A

8 =i
mﬂf’ﬁﬂiéﬁﬁ "”it\ FE 2 TS BIg L s SSRGS
5Tk, WAEFRREAKNT LT\ 2,



10. HEER

AFNE, & LTCYP2C8, CYP2C9, CYP3AIZX ftiFsh

5o F72.
10.1 BERAZE (A

Lawnlé)

A#Z. OATPIBL. OATPIB3OHEHE L 7%,

FAI

FERPRIEIR - B8

17 - fabRAf

YU ARY v
(Fr57432Y)
(A F—=35N)
(2.5, 16.7.1%
18]

PEHIZ & Y A FH D
ILAE i JEE 75 b 5
THEBTND DS,

V77 rvEY Y
W77IY)
[2.5. 16.7.1%
7]

IR AIDOATPIBI,
OATPIB3. CYP2C8.

CYP2C9% USCYP3A
OHEEMICEBEE
ZbNb,

el K DOATPIB
J "'OATPIB3® fH&
ERIC kB EE2S
N5

2 BHAER (A

ICEBTBHL)

o %

%Frﬂ-ﬁﬁﬁ&

Wi - ek T

HMG-CoA &It
T S BH 55356
TINR Y F
YFEUTA
SUNARYF
TIWINAEF v
VAl WAV
[9.2.2, 11.1.1
2]

LT 7 B R AL
%ﬁv%&%m%
ERH LR T
Vo BEAEIR (A
ity WK oI
CK LS I f O
G N/ = R
Aoz L7
F=v EAFOK
Fefk o AL % 520
R A IEE I
Hamikdaz e,

e - BB
5 % R M A A1 B
WHRDOOND BH

sa¥ F7 LV
iinlivar
[16.7.1=/]

VAR VA= SV
HIVZ a5 7 —
A

Y M FELE
[16.7. 1]

B S B A 21X
AH %5 0 W K
OAH D B & D W
PEVE % 1E S H
TH5Z L, PEHIC
X 0 ARH o L5
BENEAT 2B
ENDH 5,

JERLIEH DCYP2CS
K U'OATPIBIO
EfEHICL B EE R
5N,

et 3R DCYP3A.
OATP1IBI1 Kk ¥
OATPIB3® BH &4 H
WEBEEZLND,

Zhars—n
[16.7.1ZM]

B & ) RA D
I 5% v i BE A8 1 -
TEBENDD 5

feRl A O CYP2CH
KO CYP3ADHELZ
XpEEZONL,

[ A F 2 M g
JVAFIFIV
JLVAFIF

A F O 1L 4% v il 2
AT 5 B T hEMEAS
HHOT, T2
AT, TR R
DIk Z U TR
FTHIENHEEL Y,

[l B 512 &0 ARH
AIEFLIEANI WA &
WIRIAMET 5 % 0]
REMED D % o

TRWCYP3AFEE A

AN Y v
J /) NIV E
5 — )
A =N N
43w+ b
Fyvw (&
YheTa—v
X -J7=N) &
A

A O M A H il E
MAET L. AHIO
RARDIREG S B B
ZNND 5D,

Ve - IRON: S
CYP3ADFHENEH IC
0. KF O
RiEENBLEZDS
N5,

1. BfEA

ROBIWERD S HbNDZ EDHLHDOT, BlEEE 145
b%ﬂf_%n

B AN
5Tk,
1.1 EXLEMER
11.1.1 HEREREE
. BT,

FERL & 5 2 MR RUE DY © DAL,
£@E%&1Fi#%6bhé LB BHDT,

CHEAT)

AT

IR G2IkT B % L) e ALE & 4T

CKL&., MR PRFI A Fue v Li3%
SN TR B R E

DX LY

TRE BTG L B 2 RE R 1T 2 £ [7..9.2.1,

942.2\ 10.22H]

1.2 ZOOREER

0.5%5LE | 0.1~0.5% K R
ALT LR Wi R
L AST E 5
CK L. % M3+ rar
B g n
WM |5 Py
BRI (EALZ | ZYa~Eryavy s
at) RO, (MY A
ot ELREI. R
i

14, BRALEOEE

141 ZHZNEFOEE

14.1.1 PTPEEOIEANIPTPY — P2 LI B L TIRAI§ % &
IIRET LI Lo PTPY — FORKIZE D B EEA S
HBEAJUA L, B3R AL % B 2 L CHER I 255 0 1A 2 A B
HEZPHET L EDVD 5,

14.1.2 KFNIEBERF TH 5720, iz, §ho8L7%
DLZWT, TOEEPETIURMTLEHBET LI &0 Bk
Wb, $OOoRL2) LTIRAT 5 & AR ORBED» KD
. EMEEPIEDLBTND D 5,

15. ZOMOEER

15.2 FEEREREABRICE D 153
< ADPAEEREE (0.075mg/kg/ H YA LE) TR K Y
FHIREBIE O FE BB E O BEIMATRD SN 7z0 T v b OB AR
B (ME0.3mg/kg/H U L. Milmg/kg/HPLE) CHF-HINEHE
B O RTG53 5
A 74 CHBRIE 36 OV B DR MG I8 R G N o> 8 B 1
DYINATFRD Stz

16. ZE4pEhRE
16.1 MePEE
16.1.1 R{EHSE
) ZYESAF (TG) O E R HREBRFH ITAF0.4mg/
HEIH1IE X IZX~ 7 4 75— FRRE®A IR$E) 0.2mg/
H % 1T H 20N 430 CRRT UL 4B B SR I8 S- Lz (2
W27 axt—N—), KFI¥GARBEDIMER~<7 4 75—k
BEHRIIKHOLEBY) THY ., EYWHEE/ T X —FiTkE
DEBYNTHo7z. BG5ARMEO BT IIHT 2 &H#E50
Comax 2 0NAUCo- - DA D L [90% 5K ] 1%, 1.124
[0.840, 1.503] & 0*1.097 [0.879, 1.370] TH -7z
BB.NRYT 47— FO1HHEZFRSICHIE L72IR$E0. 2mg/
H#% 543818 (2503 5 A#10. 4mg/ H #% 5-438 18 0 AUCo- - D5 4if
EHMEOLE [90%EHEX ] 13, LTSk E ARk 5 T2
n#10.863 [0.797, 0.934]. 0.870 [0.788, 0.960] TH -7z,

TGREAHD IR S HREBF B 2 ARH0. 4mg/ H £77 3 B SR
I G4 MSER R~ 7 4 75 — NREHER

(ng/mL) 7 -

-O-F#%0.4mg/B (BAHRE)

-o-A&#l0.4mg/H (B#%IRS)

o
T

o1
T

FHE+RERE
(RATN=20. &#%n=19)

(&)

bl RN S : 5 1=
N S

o

0 2 4 6 8 10 12 14 16 18 20 22
B

24 (h)



F TGRHOIFE R ERERE BT 2 A0, 4mg/ H #1133 f e A%
3% G- 4B OIEYE N T A — 5

Cmax AUCO* T tmax tiz

(ng/mL) | (ng-h/mL) (h) (h)
3.1283 22.7233 3.00 5.549
JEMITER 2SS [70.6] [61.8] [1.5, 14.0] [43.6]
n=20 n=20 n=20 n=17
3.5149 24.9334 8.00 4.185
"G [59.3] [37.7] [3.0, 11.9] [23.6]
n=19 n=19 n=19 n=17

Cumaxn AUCo-<+ tiz @ ST VI9ME [ZEER% (%) ]

tmax © HOURAE [d5/ Ml S KA ]

16.2 TRIR

16.2.1 NAFATPXALSEUF«

fREE R A BYESHIC R~ 7 1 75— b RIESA] (IR$E) 0.2mg
ZHEREOHRG L2 &, IREDOHMINA FT7TRLSEY 57 4
1361.5%TH - 722 HEAT—%),

16.3 9%

16.3.1 EQEAE

NI 747 7= b0 MUIEEAFBAEFRIZION ETH - 72
(in vitro).

16.4 R34

16.4.1 MmiEhAEHY

TEEE R AN BB C-_= 7 4 75— }F0.8mg™ % BRI
BHL7ze & FRIMBFEPRBW IR Y DVARBILA KD %
WR VRO 7V 7 a YIEREIREN-TLT VX VIROREY
THo722 HEATF—%),

16.4.2 XS

XY 74 77— HM&, CYP2C8, CYP2C9, CYP3A4, CYP3A7.
UGTI1ALl, UGTIA3K U*UGTIASDME TH Y (in vitro)o
16.5 HEittt

16.5.1 Rep RO #EhiktsR

R e N BPETENCMC-R~< 7 4 75— F0.8mg™ % Hi|#E ]
BeG Lo & &, $e52160H # F TOWR M OFE P ~HE 5 U iE
D14.53% M U73.29% 05kl S 722 (DHEIAT— %),
16.5.2 P2 AR—4—

NI 74 7% — M, P-gp. BCRP. OATP1A2. OATPI1BI.
OATPIB3. OCT2RUNNTCPDIEETH 5P (in vitro)o

16.6 BENDER2H I 28E

16.6.1 BikpEEEEE

(1) Eriepbbrsm (B, AR, BESUIRMIEA4) 3061
12y R 74 75— MEEERA (IR$E) 0.2mg% MR
HL7:& &EOBERIETE ST 28 MEIE T 2 —F DL
REODEBYTHY ., BRI L L LT, BikaehisE
BEBECIIIRHEOBIINDFED SN 72A%, Bk E DR IR
LB ZOBMIIED SN h o7V [7.. 9.2. 18]

# IRHE0. 2mgHEMIFE I G- O BB IE B #1F (n=8) 1Th¥ 5 K
HERE 5 BE D Coax L WAUCo- DFEATFIF MO B [90% 15 HHIX [H] ]

Cuax AUCo+
LT R R R T 1.644 1.629
[50<Ccr<80mL/min] (n=8) | [1.155, 2.342] | [1.161, 2.287]
A R R B S R 1.093 1.154
[30<Ccr<50mL/min] (n=8) | [0.767, 1.556] | [0.822, 1.620]
T BE R B T I S B T 1.545 1.296
[Cer<30mL/min] (n=7) [1.072, 2.228] | [0.913, 1.841]
KB BETRE 1.258 1.607
L &R TiEFHR] (n=7) | [0.872, 1.813] | [1.131, 2.282]

(2) BFHEREREE (WRERAERERE % (eGFR<30mL/min/1.73m?
SLBENT) T OV P ~ v 45 JE R B RE R 55 (30<eGFR<60mL/
min/1.73m%)) A3 5 TGEMEDOIRE R FREREIZ, ¥ 74
7'F — PRI B (IR$E) 0.2mg/H %2 1H2[MIZ45 0 T4
123 B AR TS L 720 1238812513 5 AUCe 122\ T,
BRI ~ SRR R AR RSB CRPIRAE) \Onhd % R R R e s
FEDBMTPIGMHE O L Jo 2 DB EHX M IZREDE B TH
0. EEBRREEERFICBVTHRBEOMIMIED SNk
oz,

% IR$E0.2mg/ H BUSRELIH G- O BEBE~ rh SR e AR EIE (n=7) 1C
X9 % W IEEHREREERE (n=8) ®AUCo . DB TIHMHDLL [90%15
SR [ ]

AUCo- ORIl D H
[90%15 X i ]
1o BE T B B R 0.9177
[eGFR<30mL/min/1.73m* X 1:&EHT] [0.6198, 1.3587]
HB. MEDEYFE NS A -5 3REOEB) TH o727,
[7.. 9.2.15H]

#*OERREREE 2 AT 2 TCRMEO IR R FIE R 1251 5IR$E0. 2mg/H
BASERE 4% G- O S TR T X — ¥

Cmax AUCO* T
(ng/mL) | (ng-h/mL)

R~ 5 R R ek 2.4483 + 8.6994 +
[30<eGFR<60mL/min/1.73m*] (n=7) 0.9535 4.0397
o R R R R s A 2.0508 = 7.4130 =
[eGFR<30mL/min/1.73m?] (n=4) 0.6583 3.9548
R e R 1.8798 = 8.4470+

L& (n=4) 0.5728 3.3054

SR = A ff

16.6.2 ERIFBERUEELSRE
WG MM B 246002, R=< 7 4 7 F — bR
# (IR$E) 0.2mg%x HLBFEIIRS- L7z & & OJFREREIE #1120
TLEYHE ST A =S DILIIRED LB TH Y, NFHEEEIE
HHEME LB LT, IR L IR B E T Tl o
BmasiEo bz [2.2, 9.3.1. 9.3.22H#]
% IREEO. 2mg B IME 3 G- HE O RFFERE IR HHE (n=8) 125 % BRI
BN OIS B E D Cuna K AUCHDEAT IO I [90% 12
X fif]

Chnax AUCo-

W I S 1.198 1.194
(n=10) [0.819, 1.750] | [0.836, 1.707]

W RE O A28 BB 2.329 2.076
Child-PughZ+ A (n=8) [1.561, 3.475] | [1.425, 3.026]

TR O A L E R 3.882 4.191
Child-Pugh%%iB (n=6) [2.520, 5.980] | [2.790, 6.294]

16.7 EHEE(ER

16.7.1 >70RKU>, UTw>EY>, 7OERT LI, 7
SyzO%A4 >, Z0aAFJ—-ILEDOHA
TR A ISR~ T 1+ 75— MRREREA] (IR$E) & SH3EH %
BEFISEG- L7z L &, SEWEE/ ST X — 7 FEANOEBIIREDO L
BOTH-7" BEAT—%), [2.5. 10.1. 10.2&H]

#IRGE L FHEA 2 PG L7z & EORYTRE ST 2 — F FE~0H
HEAT—25)

s | e | e | EPLTEMOR 0]
g | DR Te VBV (e b B )
% pnm | pom | vg Rl il
Cmax AUCO*mf
89644 13.9947
vru 600mg 0.4mg - o
0y | wm |y | A% (78181, 10681 | 02617, 155223
n=14 n=12
9.4336 10.9009
600mg | 0.4mg| e | 10 a696. 1064197 | [9.9154, 11.9844]
Hn Hml _ _
n=20 n=17
AAGre—e
gy lgﬁﬂ 0.4mg 0.3792° 0.2221°
W | Ak | 0.3378, 0.4257] | 0.2065, 0.2389]
ORI g =20 116
W 5 g
30mg | 0.4mg 1.4855 2.3728
WE | E | A% | [1.3015, 1.5858] | [2.2473, 2.5052]
| anE | 4nH n=20 =20
Vari<a\
a2 ?Ei/ila 0.4mg 1.3415 2.0876
| Ak | 11,2583, 1.4302] | [1.9811, 2.1998]
SHM | 7ng =20 =20
5~9HH




o | e || OISO

I Fe VS A )
L e T

Cmax AUC(an
| 1ooome/n 2.4246 2.0075

;;X;y 1H20 Oggg A | 12,1632, 2.7174] | [1.9158, 2.2964]
SHIH n=18 n=17
400mg/H 1.4409 1.7891

7/’”_ :;j 1H 1 ogglg A9 | 11,2899, 1.6096] | [1.6638, 1.9239]
il n=19 n=17

AR RITATT— b

a) V77 v ¥y RERGE OIRGE MBS 50 77 Y E Y v
PS5 e DIREGE HAI -1 D Conas J UF AU Co-ine D B3 1 0 11 [90%
R HX ]

16.7.2 HMG-CoARTEFEEE L DA
AR Iz~ 7 4 77— MARPERFA (IR$E) & HMG-
CoAMTTRERMIER Z PTG L7z L &, ST ST A =%
NOBIRED L BY THo72Y BHEAT— 5 2 58).

% IREEL BIHEAN L DHIRG L2 L S DFEMTRE/ ST X — 5 ~D5Z%
HEAT—% 2 &)

o | e AT D L [90% = HEX 14 ]
B | oo | | s | DRI A )
Bham | b
Crnax AUCo-+
A% 1.166 1.098
(0=18) | [1.069, 1.272] | [1.016, 1.187]
| 0m/ | 04me/B | TEvsAsFS | 1032 0.934
VaNIZA
O 1EE | 1H2m (m=18) | 0.960, 1.109] | [0.851, 1.024]
AYF
THE | THE | e puEs 7
Pty 0.875 0.784
[0.826, 0.927] | [0.736, 0.836]
(n=18)
A% 1.230 1.1%
(n=18) | [1.090, 1.3%8] | [0.997, 1.270]
o |2/ 0dmg/H | v a5 Fy [ 088 0.846
| 1HE | 1A2E (m=19) | 0660, 1.114] | [0.722, 0.992]
AYF
THR THH | vonzssy
by orgs| 06 0.405
g [0.541, 0.725] | [0.345, 0.475)
(n=19)
P | 1.061 112
vy | Ame/H0Amg/H e 10 070, 1,160 | [1.041, 1.200]
Ul om | ipem ——
A5Fy CrnasFy | 100 1.036
THIH THH
(n=18) | [0.973 1.050] | [1.007, 1.066]
P 1.058 1.057
75,5 | me/H 0dme/B g0 064 1.162] | [1.013, 1.102]
U mm | EoE —
AGFy TINAYF 1.107 1.065
THH THH
(n=18) [0.908, 1.3517 | [0.922, 1.231]
P 1181 1.207
s | S0me/H | 0Amg/H e | 080, 1.900] | [1.144, 1.274]
1 | 1A2m :
AFFy TVAREFY | 0.989 1.151
THE | 7HE
(n=18) [0.790, 1.239] | [1.057, 1.253]
A% 1.106 1.110
DA Z?Ei% H Ofg“fé] L A n=24) | (1,048, 1.167] | [1.046, 1.177]
2977 em | o | BAREY | L 1.0%
(SHELA, n=24) | [1.016, 1.174] | [0.964, 1.01]

KR T 4T F— |
16.7.3 Z Db DEEH
N3 74 77— MIBERA (R§E) &I 0, VT 7
VU EENEFNIRG L&, X747 9= 32 ns
DR OFEYEREIER L 52 o727 HEAT—%),
) AR ORBSNHEL ORI, [HE, RACRRY 74 75—
b LTIHO0.2mgZ LH1MEE %S5 3 5, 72720, b7 EF4
FEMHOREICE D, 1M0.4mgZ1H1M F CTHETE 5. | TH 5,

17. BRERRHE

171 EIHRCREMICEAT 555

17.1.1 ENE I AEREEHER
TGEAEO N E EH A B 1 AH0. 2mg/ H 130.4mg/H #1H
10, }<74 75— FARERA (IREE) 0.2mg/H#%1H2
N2 CTI2E MRS Lz & &, ZEBMETCHONR— 2 5 4
OO DOEARIIREDEBYTH Y, KA. 2mg/ HEE KL
0.4mg/H#EDOIREE0. 2mg/ HE K T 2 IEHEATRD 7z,

# ZERMETCHN— 2 5 4 ¥ 5 DEALHR

AF#10.2mg/H | A#)0.4mg/H | IR$E0.2mg/H
(1H 1) (1H 1) (1H2M)
Mg g | BBOEUTO | 3BOLITS | 35421423
(117) (119) 17
186.6+97.4 | 177.12103.4 | 168.3%70.4
S
AR (116) (119) (116)
_— 180.2+76.0 170.6+75.9 | 179.2+102.5
N (116) (119) (117)
192.190.6 166.5+81.6 173.5+80.7
S
128 (115) (118) (116)
-43.80 -48.00 -48.00
AL (04)b)
ZAEH 00" |7 00 40,301 | [-51.37, ~44.63] | [-51.40, ~44.60]
IR$20.2mg/ HE 4.20 0.00 B
LD (%) [-0.62, 9.02] [-4.79, 4.79]

a) P9 = 2 (mg/dL) (BI%)
b) /NS [95%EXH] L~ —T > 1 10%

N—=2 74 M, PR
5 F PR O 1R O
LR e L7zt Gk LE R

Bi i

BHEORM Y 4 3 v 7 (FEUTER). A
RS L a4, 8. 122k &
ATy

F7-, BIHEREEICBITALDL-2 L AT u— VOHERIZRE
DEBNTH-o7,

# HBOLDL-aL AF7u—) (E#H) ok

A#0.2mg/H | A#)0.4mg/H | IR$E0.2mg/H

N—2F 4 |139.0£43.6(117) | 132.3+35.5(119) | 137.3+42.2(117)
4:8 IR 139.4+34.9(116) |140.0+36.2(119) | 141.1+39.3 (116)
8B IR 139.4+39.1(116) |140.7+37.8(119) | 140.8+40.7(117)
12381k 142.3+33.4(115) |142.3+34.4(118) | 140.9=38.5(116)

I = L (mg/dL) (B1%0)

KA L BRIVERSEBIEIAE. 0.2mg/ H#E. 0.4mg/ H #
TENRZN2.5% (3/11861). 5.9% (7/119%1) TH-72o £
BEIVEIZALTHOM (0.2mg/ H#E1.7% (2/118%1)) K Orlfir4
b o ARBEIN (0.4mg/ HEEL.7% (2/119%1)) Td - 72, [8.4Z: /]
17.1.2 ENE IHEEHRRSHER

TGRAHDNIRE R EREEEZ ITAHO. 2mg/ H FIERATH5OY4
12:8DFEIC0. 4mg/ HIZH =) 2 1 H 1§ 313 47 125258 4% 5
L7z b &, IiRETHMEy (G2 i ikkE) e ONZ O R OB
BB B EEBFMETCHR—2F 4 >~ (264.0+109.2mg/
dL (P39l = #EHER ). n=121) 705 OZALEROFHME [95%
BHEXE] (%) (& S8S-8E. RGBT ENEN-44.82%
[-49.70, -39.94] (n=61). -46.61% [-51.34, -41.88] (n=60)
THotzo WHERGHICBI A5G L OR/N RO %
[95%fEHEX ] 123.03% [-3.55, 9.62] T - 720

¥ 72, B AIC B ALDL-2 L A 7 0 — )V OHERBIZRE
DEBYTHoT0

# KHOLDL-a L A5u—) (E#E) ok

AH
WG 55
N—=2F4~ 120.4£30.7 (61) 130.1+40.9 (60)
4H Iy 122.2£28.2 (61) 123.7+41.0 (59)
163} 125.5+24.3 (61) 121.4+31.3 (56)
283H Iy 123.4£24.4 (61) 119.4+31.9 (56)
405 K; 127.6+30.6 (61) 122.0+34.0 (56)
528 I 121.2£26.4 (59) 120.1+35.9 (55)

I + BEAR 2 (mg/dL) (K15



AR SEBLH G113 4060 T19.0% (23/12161) T, Z ORI
B G RTENZNL8.0% (11/6141). 20.0% (12/60%1)
Td o 7o TR RINEII A (5 £5-8E5.0% (3/6081)) D1E 7
My L7 F 2R AR F 5 — BRI, T, B R P o5, 5695
FIMEAH], & 3G C A1 o@D b0 [8.4Z0H]

18. ZEzhIRIE

18.1 {ERHF
NRY 74 75— MIPPAR @ IIHEE L. HEMEE T OB %0
i35 2 & T METGEEDIKT, HDL-Z L AT H— )LD
MEOEHZ RS,

18.1.1 PPARa \Z 3 %% Iz, PPAR y L U'PPAR 6 I3 %
WP . PPAR @ 1233 2 #IRM 2R G EALEI 2 - L
72 (n vitro) .

18.1.2 R COTGOEK A L7z (F v M),

18.1.3 TGO~ & ML~ D 53 Wk FE % A7 JE AT S 721
(v Mo

18.1.4 LPLiGMHEABIME 72 (5 v M),

18.1.5 LPLIGZ AICHIM T 2 W F TH % ApoC-1I L
Angiopoietin-Like Protein3MIfil4E iR 2 A B I T 24,
g B 58T (Apoc3. Angptl3) DFEHZEMHIL 72,
F 72 LPLIEME % H5E 3 5 WBERI I O B R LIC B D % a1
(Aco. Cptla) DIBEITCHE ST (5 M),

18.1.6 MIETGZ V7T v A& TGHESEY (Fv M),

18.1.7 TGEE#{XT X¥HDL-I L A 70— Vi 2 i s &
5EMTHHFCRAADIMAEFREZ RIS /2 (59 Mo

18.2 IMiFREEETIEA
TNy b= ZAMETGIIES v bANDRI T 4 75— b O
FH% 52 & 0 AR MAETGIEEAMK T L 72",

18.3 HDL-O L X5 O—JLiEMN{ER
ERMAPOA-T FTF VAV L2V IR TANDRY T 4 T T —
P OREOFGCX ), MAEADL-2 L A5 0 — ViR Ok b
ApoA- T BENHIML 7217,

18.4 HBhAREE{L{ER
RS - B L AT u— VAR AN LZLDLZEARKIE~ 7 A
NORYT 4T T — bORIOFEGIZ LY. KREIRE O PR E kA5
HREASHA L 721,

19. B SICEET 2EEZHHER
— RIS X7 4 75— (Pemafibrate)

1t % % : (2R)-2-13-({1,3-Benzoxazol-2-yl[3-
(4-methoxyphenoxy) propyl]aminof methyl)
phenoxy]butanoic acid

5 T 3 CasHzoN20s

5 F & 490.55

g WR:ABROBERTH D, YAFVAVEFY FL N, N-

FAFIVAEIVAT I FIZHEITRTL, 2% /=)
IRRBEITRTL, 7= U NV, =¥ =)
(99.5) IZRREHEITITL L AKRIZIFE A EHE T 2V,

s 2m g
COH
H3C/\/< 2
O H
_0
e
O/\/\N
O)%N

Al R 195~101T

kR E (log P) :4.63 (pH2). 4.62 (pH4). 2.87 (pH6).
1.78 (pHY). 1.59 (pH10). 1.63 (pHI2)
[1-4 # # /7 — ) /Britton-Robinson#& i
(20£1C)]

21. ARG

PR3 ) 2 7 SRET 2 Mg o b BENICERT 52 Lo

22. A%
(INIVET 1 7XR$E0.2mg)
PTP : 1005¢ (105€ x10). 5005 (108 x 50)
INT 50088 (FF9AF v KR
(INIVET 1 7XRER0. 4mg)
PTP : 1005 (10%¢x10). 5008 (108 % 50)
NT 5008 (7T AF v 7K

23. XEXH

) BN (BR) A PR AR e 3] o0 55 T AR R R SE B AR (2023

4E6H26H &2, CTD2.7.6.1)

) BURD(BR) AL RL: 38 T M~ AN T AEr Gipgh) (v

E7 4 7$0.1mg:20174E7 A3H KFE, CTD2.7.6.1)

3) BN (BR) #1 Pk} JR IR SR e B REEER (VSVET 4
7 $¢0.1mg: 201747 A3H A&#&. CTD2.6.4.1-10)

4) BFD (Bt Rl 68 A R e b e i A W R & L7238
WEhREAER (VOVET 4 7 $E0. 1lmg:20174E7 H 3 H K.
CTD2.7.6.6)

5) BT (k) #L PR} B RE R R b G & L 7ok e
I AR SR

6) SR (BR) AL R 45 IARNT RS R B B 2 W L L7238
WyEhERER (VOVET 4 7 §E0. 1lmg:20174E7 H 3 H K.
CTD2.7.6.5)

7) BRI (B #h Py ) SR EAE R Glsh) (S vE
74 7$£0.1mg:20174E7 A3H #&F2. CTD2.7.6.13-17.
2.7.6.29-30)

8) BFN (k) thpo g wl S HEAE R Gt & &) (X
JVET 4 7480, 1mg:20174E7 H3H &FE, CTD2.7.6.8-11)

9) BRI (BR) AL BB AR 574 o0 58 THAHMEE R (202346

H26H#&:E, CTD2.7.6.3)

BT () F N ZORE AR IB0ME 3550 0 28 TAH R B -3kl (2023

E6H26H K72, CTD2.7.6.4)
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BT ORR) AR &R R R SR SEREERER OSVET 4 T8

0.1mg:20174E7H3H &R, CTD2.6.2.1-8)

24, XEEKRERUVEWEDHEE
AR S T OMEEY 5 —
T103-8433 HILTHRH X H AMEAN =T H4-14
Wi 0120-508-514
03-3279-7587
ZAFRERE 9:00~17:00 (+- H-#LH B4R H %2 <)

26. BEEIRTTEREE
26.1 BOEERSTIT
£ o K X B

—_

oo

10)

11)
12)

13)
14)

Tt R X B ARIEARNT =T H4-14

4D



