20244F 1 HELET (4 1 10

EPASIH
BEAERHS AAYNCMNBIFILATRI

TIYRIJ BRI F IV 517 &IL300mg [TC)
TIYNRIJEE T F IV 57 EIV600mg [TC)

TSN BT FID#ikH 7 &IL900mg [TC

B - iR
AR - 34

BAGERRDEES
873399
872189
ARES BR5ERaia
300mg 22000AMX01245000 2008410
600mg 22000AMX01246000 20084104
900mg 22000AMX01250000 20084F10H

BRRODBEICEBELEVWI L)

1 L vz B3 (A0, THMImAENEESE. HaEE
oy PREBIHVML. BRI A0 mss) (ks & 2 5
BENDD 5]
223727V AMY -
[10.1 ZH]
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2.

IVIUA NV EHEGROBEY

3. #Rk - MR
3.1 #k
ATYRYNEE | A TRy M| A 3Ry MR
W54 | TF VKRS 7 | = F VRLIR S 7 | = F VRLIR S 7
+)L300mgl TCJ |+ V600mgl TCJ| £ 1900mgl TC |
1 1w 1
A HE A a4~y | HF A 3Ry W%{ﬂﬁNy
TV b TV ML
300mg 600mg 900mg
fPa7zao—n
A HTENVHRE BT F o, anzib¥sF o, Ers

V) v R FFIEEFHRITIV, RTFF T
wEEmR 7T YL
3.2 BAIDOMHRK

A 3Ry NEE| A TR MR | A TR MR
Wacss | =F IVERLIRAD 7 | = F )VRLIR S 7 | = FVRLIR S 7
+)1300mgl TCJ |+ v600mgl TC| + )L900mgl TCJ
[E2IN WEOEH - %y 7R VHE
HHIE AR 4mm O ER I
la—
pacxn| Y @38 @3

4. BEERIIHHR
OFZEMEIRE(LEEICHE 588, REBLVABROWE
Om=BEImiE

5. RAER IR ICEHET

(EBEIAE)
BHORNIC ez EEL, SIRMIETSH S 2 & 2R L
72 ETAAOBEN ZEET 52 Lo

6. RERUVAE

(FAZEEMENREE(LIE (S 5 BB . BRES JVAROYE)
A TRy MRSV E LT, @E, BALE600mg % 1H 3[El,
FREERICEIEST 5.
B AR, ERICED . EEHET 5.

(=AEMAE)
ATy PRIV E LT, i, B ALR900mg %1 H 2[0]
XAE1FI600mg % 1 H 3, AEEICKEIRG T 5.
72720, M) 7R FOREZET AHEICIE, TOREIS
£0. 1F900mg. 1H3M £ THETE %,

8. ERLEKRNER

(PAEMEIRIB(LIE I 5 88, BEBLUAROKE)

8.1 WIRICH oo TUIREEE T/ I L, AHI TR A LN
WA, G E kL, oREI I BER L2 £
7oy AHIBG-PE B MR 24T ) S E R E L

(=g M AE)

8.2 » L h LORIBMIERRDOIEARTH 5 AFFEZITV, HIZ
EEPR L WM - BEEO B EED) A7 77 75—
DREREE D TIMICERT 52 Lo

8.3 G- b Mg B & v M L ARAT L WIS B BUG AT
BOOLNZ WA I REGEPIET AT L,

9. BENDHEZEHI2BREICETIEE

9.1 AHHE - BMEESENH 2 8E

9.1.1 HMZBIRT2HZThDH3EE

(1) BRRHBEPOEE

(2) BMmERDH 5 EE

(3) FMEFELTCVWBESE

9.5 T3
TR UZIENR L T A fetE o0 H 5 Likicix, ik Eof it
Maittd Es LS N GEIC0oRFGTH L,

9.6 BILB
HRLEOAIER ORFLRBOH LM EERE L. B oMk L
kAR A 2 & BIER(T v ) THHICBITT A
CEPHEEI N TN D,

9.7 NRZH
INBEER IR E LA R O et R R & L R R X
Ei L TR,

10. HHEEA
101 BFRAZZBRALAWI L)
HeH 445 ERIRIEIR - 58| Br - falRiRT

ST2TVAMNY NI T2TYVANY -4 RY NEELT
IVTUA M= IV A M= VIV OFUIINE - 2

AT A =Ty 7 | LB FENMORE| L) HinsEms 5
[2.2 ] NEALT L2 BENNBENDEH S,
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10.2 AR BGHRICEETS 2 L)

HHI 4455 BRIREIR - 5l | By - fafRiRT
PUE [ # WifEm % & 723 B[4 a4 Mo F
TNT 7 ) h) T ENHD 5D, IVIEHLI IR AR %
AN HSHDT, Yk
I /N A G 4 & i 9 NN ]
% 3| 5 % #HK) & OB
TAEY v L2 &Y AN L I
LY RAZ T Ry 5 L&
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15
A
=F

TURY =)

1. BMEA
ROBMERNH S5bNDE T ENHIDT, HELTHITFT0,
B DTFRD O N3G F ik 5 7 ) A L AT
AT &,

1.1 EXAEHER

11.1.1 FFBeRES CHEA) . BE HERH)
AST. ALT. Al-P. y-GTP. LDH., Y LV v %0 5%k
) BTFHERERE EE, WEAH S DNDL Z DD D,

1.2 ZOOEHER

0.1~5%Aiifs A
W TECE S, £ IR
WIE R | B2 MR o A I, FREG 4 0fi
S, JHA0E s
itk iES
HALE O, R IEEA R . EACRIR. A%,
PgE, L. BERL. BE|INE. SRS
R AR 2]
J AST - ALT - Al-P -
y-GTP - LDH - ¥
VYO EAEDN
B fik BUN:- ZL7F=>D
5




0.1~5%Ai BRIEEA
GRS Ik, I P
FHAAIEER (B - BEK, S5 00 F v, R, AR
& LU
BB BAER . 5 A . TR

R (2T 53l D) 25)

Zoft [FH. B LS. CKEEBAL, 12TDH. %A,
O LS. i R, S ERE, MmEL

. KUILALE. FB, %
S

14. BALEDEE

14.1 FHZMHFEOZE

1411 AFNZZLERICHR G5 EWIAEL %5 O THEBERIC
RHEEsZ &,

14.1.2 RFNIWE TS EL 2 &,

15. ZOMOEE

15.1 ERERfERA ICE D < 1FHR

15.1.1 2V Vo= VAROBIMEEZ A L, ol MiE =
BEH L7EFNZ BT, BHiiass &bz & oMmiEh»d 5,

15.1.2 RH) L M—H w5 (4g/HY) % &4 5 % #5H) O dgy TR
AERIZ BT, LDEME UL LEHEIO ) A 7 #EhasiRo Hh
72 DMEDRD LY,
E)EBMEICBWTAFOKZE I N-1H Kk HE L

2,700mgTdH %,

16. ZE4pEhRE

16.1 IMAEE

16.1.1 R{E#HRS
TEHRE S NB VR HESBIC A o MR F IV T E L% 1A
900mg. 1H2M (§ - 4) ix1M600mg. 1H3M (G - & - 4).
A I8 H M B O 5 L7z & & o3 iiﬁwa
BY . MHFEHEPADRE 3G BBV 4 | Ln L. vy
NOBFIZBWTHEG5~6H HIZEFIREIZEL 727,

16.1.2 &MEHIREMHER
A4 atrRy MBI FVRIR Y 72 r900megl TClE /87— v
S900% ., 7O AF —N—{EICL ) FNEN2E (L T2 Mk
IF V& LT1,800mg™) R A 112 B R H R FE O 5 L

M A IRy MREEZIE L. 55N aEE T

A =% (AUC, Cumax) 12D T0%1E 8 [X 5 #: 12 THEFHHAT %2
1T 7245 %. 1log(0.80) ~log(1.25) DEPHNTH V) . MWH D4
W RS DT S 729,
HE T A—F BENRT A=Y

AUCo-4snr Crax Tnax T2 (hr)

(ug-hr/mL) |[(ug/mL)| (hr) | o#H | B4

2458.8 102.4 | 6.5 | 12.3 | 282.2
+870.2 +36.7 |+3.5|*21.5/+1109.8

2342.9 97.8 7.5 | 13.7 | 325.7
+1020.4 | *41.3 |+3.5/*33.4] £830.1

(Mean=S.D., n=40)

=L RN
IF VKRS T
+1900mg[ TCJ

TN7—=IrS900

(ug/mL)

150

- A YA PRI FIVRKS T £I1900mg [TC)

m 120 | - T/¥F—JLS900
%f, Mean+S.D., n=40
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5 9 r
+
~
> 60
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2
é 30
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0T2 4 6 81012 24 48
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PR OFRIAIEL - e S O RBRZE RIS X - TR 2 REEY D 5o
16.3 9%
16.3.1 &9
WeiE = > M ICHCEEFEEPA-E % HLARE #5- L 72 & & O RN
SATERIE, B 2 m U, Beig. SRR O S T
flicdh -7z
16.3.2 MIFEEREEE
TE7 / bR OB A X ICHCEERREPA-Ex BRI 8 5- L 72 & &
IR AEIL, 86.7~98.8% K 1M96.7~98.7% T > 72,

16.5 HEitt
W7 v MZHCEERREPA-EZ #E IS L7z & 25, 51685
T TORPANOPEMIE2. 7%, EFNILL6.7%TH - 720 2B,
IS P AU P 0044 . 4% 35l S 7zt
TED PZEMEBIRREALAE 121 D 85, IR B L Kot Iz B\v»
TAROARZE S N HEIZ, TH3E, HFEERISEO#KS T
5o
TE2) AF DKL S 7z A 13900mg = TTH %o

17. BEPREGIE

17.1 BHERCREMICEET 28R

(EHgIMmiE)

17.1.1 BR—RREERER
IR B ELF 2 /R & LT, 4 WXy M FIVEIRA
7 Er600mg@x 1AW, 1H3M, fEAE %1285 S
LBk 21T o720 7272, MU 7)) &) FORE 25T
AEAICIE, FTOREIZEI) ., A 3Ry MR FIVRIRY 7
1 900mgW A 1AW, 1H3AEF CHRETELI L E L, &
MECERE L, AEEELE DL 147 5% (19/4061) Td - 72,
FIVEHI S B 1, 17.4%(8/4661) TH - 720 L RIVEHIZ
THIM OAST - ALT E5-44.3% (2/4661) Td - 727~ 9,

17.1.2 EANE IR
FU 7)) REBEEOBEAT6M E % E LT, 4 a2 b
BT F V% 7L % 1A900mg. 1H 2 (8 - 47) iZ1F600mg.
1H3ME(HA - B - &), EEZICI2EMEOHERS L - E5kit
BB AT o 720 1TH 2 5.5 (23060, s~ 77U &) Ko
P GHiME256 . Tmg/dL) 2 O] H 3[mI¥% 5.8 (22461, 11 ) 7Y
) FOFLGHIE249 . 4mg/dL) O AEFHERE oL ~ ) 77 &
) REALEIL, FREN-12.62% K% 0-10.65%Tdh 1) . FHEilc
E LIRS IR AUEL0% % TR - 72 2 & 206, 1 H2[%S-#
DO1A M G-#E k5 2 F R (L b 7)) FEEE) o
B DR S N7z
BIVE S BRI X . 1 H 2[1#55-#3.7% (9/241491) . 1 H 345
H3.8%(9/23561) THh o720 BHWEH DS LV 058 T2
PEDLESEH L - B HRS, TEA R B X ALTHINCd - 722

17.2 HERTHAES

17.2.1 HERT%#AEZE : JELIS

CEFIRE TV, MERI L AT T — U lE)5250mg/dL L

T, HMG-CoAR LR RHERNC X 2 EEPLEE SN D5
JRIME BB (25 LT B Ik OB AR E 2 &1) 19,466
Bl % . HMG-CoAs@ LB R EHR] (75 /32 & F » 10mg/ H i
T UNAZF 5mg/H) kA Ty FEETF V], 800mg/ H D
BRI X 2 EH (4 a3y MR OVEE) IEHMG-CoA Tt
BEFBLEH] O A1 & 2 ik Gok BB (VR 2 1280 ) iy 720 9F
BT T4 645808 L 72 A SR A 518, 64561 (£ T4
v MR FOVEE 09 32660, AFEREE 0 9,31960) 2BV T, LI
AR M (ZEIRUIRIE, BRCME N IR O 2E . ANk
OVEE S CDIME FFEM ), 4 3y MR T IVEET2620]
(2.8%) . xtIR#EC32445 (3.5%) 1278 S, /N — FIK120.81
(95%M5HEIX M - 0.69-0.95. IFE) THY . 1 a4~ Mg
IFNVEETHEEIZED Lo DI TE (2285 CIETE T B
FRZE) 1Z. A Ty PRI OVEET29%0(0.3%) . XHREET
3161(0.3%) . /N — FH130.94(0.57-1.56) . #IETIX, 1 2
P PRI FOVEET286%1 (3.1%) K FREET26561 (2.8%)
A= FHI31.09(0.92-1.28) ThH H . Wb HEEZEIIRD S
N2 dro720,
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18.1 1EFAARF
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CUREHICHY AT, ) REAOAH ZIEHET D,
CHFIz Oy =AY AFE R, BREOEAR - a5

18.2 Hlm/Mr{ERA

18.2.1 #Hiet:., BRI BERICB VT, L D&%
EHCHNC £ A /IR 2 B0 L. i/ RCRE 25 BE D TR L 0]
j—Z)lm

18.2.2 F & L CH/IMIIEEY ¥ JRE F OEPA &= % BN S+, I
IR S DT 5 F K VBB EBANICHET 22812k
bR E A AR A L. i) Tﬁ@kéﬁ%ﬂﬂﬁ?’ ThHEEZ
S5N5W,

o

o

18.2.3 2 7 — 7 Y2 & Z I/ EES: & PO 3 210 (7 ., ex

ViV0) o

18.2.4 Y HFIZBWT, 25—7, ADP, 77 F FUERIZ K
B IR % 09 510 (in vitro) o

18.2.5 v MEEKERIMEETOTO R 1 7 ) U EWEH
BEEDOARE R LEIMASTED 5N Tnw 52,



18.3 BhRODHEMRIFER

18.3.1 WL AT U — VAFTE Y FIZBIT M KEN ko
QTN LTI 2R L, E@AEFHT 7 F0oKRH
Hk & 155 DA R4 2 fRD )

18.3.2 H L A7 0 — VEE v ¥ O MK EIR K 0K BB
WRO DR PR (PWV) OB KA HIHI L. 2 OPW Vil 1335 3 £ #i
B FLIZIZREETH LY,

18.3.3 B L AT U — VAT 7 FREIIR O b1 75 4
BEROPLIAF v EROKT ., WO R obEEEa L A
T U= VOER IS Y,

18.4 BIEHIREAEMREETIVICRIFTIER
BOEGI2E ) 79 % FUBBEHEIC X 2 MR Ic o < 2
BRIED (T M) % HI L. BIEIRY v~ b oIfiietEHED (5 v
N\ TT Y ERFSSIRY (7 ) 12k L. IR TR % B
bo Tz T VEEFHFEFREEY (T v M) OEFTEIIHIT S,
18.5 IMiEREEE TR
18.5.1 ERIERFZ OMFER I L AT 0 — VK OILE 1) 77
L) FEABIET S50 102
18.5.2 H a2 L A7 U — VAR E FIEERIESY (F v b
FE), HEA CEARAEEEDDHVIE N T A b VIR
Fv by I, FEAFEHW (T Y M NARY =) IIBW
CTHAH IR AR TR 2 R 32,

18.5.3 T v MRS+ 5 L. ) REHTPEPASEABIAIL .
720 VREHDMAB D S OFEEIPMRESI LY P,

18.5.4 I L A7 0 — )LD JGEH S OWIENHEL BT TOEA G
PEEIEL BRI BALHE AL 7 EOFER 2 R TV (T v b ).
18.5.5 + U 7 ) &) KOEBGEH S OWIHPH] R BT T E A i
PRI K O A S O 45 B, Bz, 1A ) R\ U 28— F
(LPL) ML EOER 2R T 9 (T v M),

19. B ICEET 2EEZHHER
— B H - 4 3> M5 )L (Ethyl Icosapentate)

1t%4% : Ethyl(5Z,8Z,11Z,14Z,17Z)-icosa-5,8,11,14,17-
pentaenoate

SFR  CoHs0:

SFE 1 330.50

M R ARy VBRI VRS~ OB R T,
EPIHFERR B DD, ¥ 7 — ) (99.5), FERE
(100). ~NFH ¥ ERMT 2. KT FL Y7 a—
WAIZIZE A ETET v,

et -

O CH,
HC ~— — — — e
0
2. A%

(A A~ I FIVRIRA 7 EIL300mg[TCl)
A3 844, 4201
(4 AYX> FEET FIVELK S 7 EIL600mg[TC)
A3 844, 4204
(A AP~ MBI F IV A 7 EIL900mg[TCl)
A3 844, 4204,
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