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300mg 600mg 900mg
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AAEEHA AAYXC MBI FILATEIL

4 AR MEIFIVBIKR A 7 EIL300mg [BETL]
A AP MEETFIVBIR A 7 +)L600mg [BETL]
A AP I FIVBIR A 7 +)L900mg [BETL]

Ethyl Icosapentate Granular Capsules
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1@ 1@ 1
R A 3Ry MNEEIA TR NS o MR
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O= & MAE
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(B8 MIE)

BHORII 0 aiEZE R L. SIRMETSH 2 2 & 2L 72
ETAAOBEHZEET L L.

6. BERUHE
(FAEMENRTELAE (S 5 EE. KRS LVURBROEE)
A a%Ry MEZFLE LT, @, BALR600mg% 1 H 3,
HEERICROKG T 4,
B, M ERICE Y EERET S,
(S B I0fE)
A IRy MFEZFVE LT, dlE,. KALEIOOmg# 1 H 2 3
1F1M600mg% 1 H 3, AEFISREIIHRS- 35,
2L, MU ZURY) FORERETAHAICIE. TOREICL
. 1H900mg. 1H3MEF CTHETE 5,
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KA GBI MR 2179 S L FE L,
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8.3 LI IR EE 2 I LM Ly GRS B BUS AR
OONEWGEIIEREG 2R 5 2 &

9. HENERERI HBEICHT IR
9.1 BfHE - BREEEDH 5 8E
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9.5 114

WA IR L T 2 WTREIE D & 2 21,
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111 FHEEEREE GHUSAY). BE HUSRW)
y-GTP., LDH, YV V¥ > %0 FR %k

AST. ALT. Al-P,
I RERLE |

HIHD o bOND T EDH 5,

1.1.2 OEME GHEARH). (OREHEE (HEERH)
A IRy MRITIV (4g/HP) OUFHRRERIZ BT, A
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WG sV, o0 A Y MRIF)VE G A A I-3E
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72 DWIEDD B2 3
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11.2 ZOMOEIEAR

0.1~5%Kifh B
BEGE |55, 20 B
LR | BT LR B G
L S L
L A
W B, WX T, R I, SRR, L.
BT, MR, BLEW| 8. B
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JFF Tk AST - ALT - ALl-P - y-
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- RO IR
Bk BUN- 2L 75=r0Fk
[
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FEAAIRER B - BUEIE, 550 % [HE 0, [R5, AR
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W (2t i D %
Zofe |, REE LR, CKOL|BEMi. ECh, 5,
5. BiE HUR. ZHBRE, ME
R REAERLR. H,
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14. WHEDEE

141 EFZFEFEOEE

1411 RHANIZEER RS $ 5 ERNAEL 42 52 DO TAHEBBZIZIR
HEE5Z &,

141.2 RENIWE TIRHEEL 2 &,

15. ZDMDEE

15.1 EERR{EMAICE D < 15%R
aY O VAROSMEREE A L. MoFii/ s % 681 L7z
JEBNZ BT, A S S bz & oMiERH %,

16. EMENRE

16.1 MARE

16.1.1 RS
TERER N B BESHIC 4 3~ MR F L 7LV 1E900mg. 1H2[E (8] - &) X
1Z1H600mg. 1H3ME (] - & - ), SEHEIC8H M EROHGE Lz & o3EyH)
RIZFML TBY ., MHEPEPADIREE IR G HEIHE VR4 LA L. WIhoRIZs
Wb G5 ~6H HIZEH IR LY,

16.1.2 E£MFHIFEEMRER
A TRy MBI F VKRS 7 0900mg [HEL] KOS 87— )bS900%, ~7 0 A
F e N—BEIZ L) FRENR2A ([ TRy MBI F L E LTI800mgEY)) R AT
TAC ARG LT h A a4 NERRE 2 JE L, 155 Ry EE s S
A—% (AUC, Cmax) 22\ TI0%EHR I THAEMRNT & 17 - 7245 R, log (0.8)
~log (1.25) OHEBHNTD V. WiH O LY FHIFE LD TR S N7z,

HEINT A= BHEING A—4

AUCo-1s Conax Tnax t12

(ug-hr/mL)| (ug/mL) (hr) (hr)

A I M FOVHRLIR | 2458.80 = 53.6697 =
% 74 1900mg [ HET] grozp| 1024367 | 6535 435322

e 234290 = 90.9695 =
T8 —)S900 102043 97.8+41.3 75+35 1981798
(2@ 5., Mean+SD., n=40)

(pg/mL)
150 -

—o— Y NUMNBIFILHIIRA T IL900mg [HET |
-&-I/XF —)LS900

2a#%5, Mean=*S.D., n=40

100

50 T

RTER 7 " 2 FUABHB

0 = T T T T T T T |
42 48
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16.4 1R
EPAEIMEIZ BT F LR T 728, b)) 7)) B0 VBRSO
B LCHUD SAF A, ) v SR ONMSE & R L C &M AT IR, IO &Aoo+ &
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17.1.2 ERFH MHEHER
MY 7)) FAEEOBEAT6H 2R E LT, A 3y MBRIF VS SV
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%G L R E R 1T > 720 1H2% 58 (23061, i Y 7)) Kok
HHi#H256.7mg/dL) K OV H 358 (22460, 1iE M) 7)) FokSEiE
249.4mg/dL) ORFEFHEOIMGE N 7)) FEERIE, 2 N2 N-12.62% % -
1065%Td 1) . Fai 9E L7 IS MR FHEL10% % Flal - 722 & 206, 1H 20580
LH3EE S5 2 A% (i b)) 27 ) FEER) OISR SN,
EIVE RIS . L H 20 P 5-8E3.7% (9/24161) . 1H3[a1#%5-#£3.8% (9/23561) T
Horze BIEROD D b F IO 5B T2 38 L2 RSN, MIEARS X
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17.21 mWER#EAE : JELIS
P12 S 400 S T L A5 0 — U f250me/dL Y E Ty HMG-CoA B Teh
FIEAN X B BB L SN EIRIERSE (%58 L T2 Rtk OB &b
&) 1946661% . HMG-CoA#ICRER IEH] (79828 F 2 10mg/ H it v o8
A% F 5mg/H) LA TH Xy MBTFIV1800mg/ HOBHIZ L B (T~
MR FOVEE) SUIHMG-CoAETERERBLER O A L Z1HH GFRRRE) (JHEMEZ 1248
AT 720 JEERT CRIAG4BER L 7oA R PRI 1864561 (1 24> MR
JVRE ©9,32650, KFERTE © 9.31961) 12BWT, LA X b (ZRARLIEIE. EIETE
OIEBBENE O ZE . R e E . (O W) (&, 1 3Ry M FUEET
2620 (2.8%) . *FHREET32461 (35%) 12788 HAL, N — FIHIZ081 (95%15 #HIX ] :
0.69-0.95. LLFE) ThHH, 3%y MELFUVETHEISHD L7z, GILEE
(Z2PRAMBIE AT ETEE DR ZE) (X, A a4 NERTFOLBET296] (0.3%), xR
T31BI (0.3%). NH— FIi20.94 (057-1.56), #IET X, £ IH XY MRTF VET
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L EATRO SN o 7210,
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18.2.3 27— VI X BIVMUESEZ ME$ 55 (VHF, ex vivo).
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1825 7 v MEMKEIRINERETO T O AY A 7 ) HYE A ORLE 2 LEINAS
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22, A%
(4 AP~ PRI F IR S T +£I300mg [HEL])

300mg x 84,
300mg x 420,
(A AYNL PRI FIVRIIR S 7 )L600mg [BETL])
600mg x 84,
600mg x 420
(A AY~NL MR FIVKIIR S 7' )L900mg [BETL])
900mg x 84,
900mg x 420
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