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BT V| BEOE A JG FO3

300mg TR IVA B sE% =82

NGl #18mm £ 7mm  549mg

4. FHEEXIFZHER
OMEMBIRELIEICHE SES. BESLUSRONE
ORBEINEE

5. MEEXIFIRICAET BER

(EBEMAE)
BWROBNIC S GRELZER L. SEIMETH S E2FERL
e ECHRAOBERAEZEERT S &

6. FERURAE

(AEMBIRE LAEIC 1+ 58S, BRSLUSROWE)
A YR MBIFLELT, EE, KA 1E600mg (277
) &1 H3ME BRERICEO®RET 5,
B Ep ERICED. EEEET 5.

(SHEMIE)
A ARy FBIFILE LT, BE, A 1 E900mg (347
L) %1 H2MEXE 1 E600mg (247 L) 21 H3ME,
BEERICEOBSET 5,
22U PUZURY FOREZETHHAICE. ZOREEIC
L0, 1E900mg (347 t), 1 H3EE THEETZ 5,

8. EEREAER

(AEMBIRELEICHE SEE. BESLUSRONE)

8.1 BB H > CIHFRZ+DICBE L. AR THRSPALN
WA, BEEZFRILEL, OBEIC0EZ L, &
7oy ARG HIIEHICMBRE TS ZENEF LU,

(EBEMAE)

8.2 H57 LOBERIMERBOREATH »AEEEZITVL. BIC
EEEELSME - ESORMENVEED YR T 7074 —
DEFELTFIERT AL,

%

%

8.3 BEHIIMHAEEEZ EMIICHE L. 18RI 5 RIGH
BOONLVWEEICEIREGEZFIET S &,
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9.1 SHE - BIEEEDHDEE

9.1.1 HIMNZBRIT 2HBZNDHZEE
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(3) FMZEFELTWLWIESE

9.5 WFiF
ERESATIER L T WA R[EEE 0 H 5 ki3, 6B EoBaRME
ekt z O IS N AIBEICORBRET BT L,

9.6 7R
WELOBRERVEAXRBEOEREZZE L, ZAOMHEY
I EMET A &, BER (v ) TIITHRICBITY
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EREL T,
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HR A% BEARAEIR - FEE IR W - fabER+
IV SVALNY I IT2SYRNY IV ARV MBI F L
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A7 4=y |BEHMOBEN ELT HOASEERT 2B8F0
[2.2 HE] BBENDH 5. BdH 5o
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1. BIfER

ROBWERPHEHbNBIENHHDT, BEEZT7ITTL,
RENROONIZBEICIRE 2 HIET 274 SEY) L NE 21T

D&

1.1 EXGEIER

11.1.1 FHREREE (BHEA). BB (GEERH)
AST. ALT. Al-P. y-GTP. LDH. BYLEVED LR %2
SRS, BEAHODND I ENDH B,

11.2 ZOfthDEIER

0.1~ 5% SR
BEAE B, T OERE
BT HiIf MFR. BRI, BREH
HAI{E . B, ELE
IS
M A%




0.1~ 5%k SEREAA ENBE T A=Y
B, W01, EAHE[EE, RFAE. ON HEs7 A= BETAT
bEl B R (ERL. BEERRE | 25, B, SRS AUCo-48 Cmax | Tmax Ti2 (hr)
TR, ERE (ug-hr/mL) | (pg/mL) | (hr) a B 1
AST - ALT - Al-P - v~ A IHRY MBI F LA
PR GTP-LDH: Y )LE Z4 L 300mg ]G] 644.44+270.54(28.14£8.58|9.17+1.86|9.44+5.69|26.53+16.26
YO LEREFEORKEE IIXF =)L A1 7L 300 |686.46+214.35(29.98+9.28|9.58+1.67 |8.45+5.76 | 26.42+12.45
[ (Mean+S.D., n=24)
i Bt%N IVTT =20 AR Ol AUC, Cmax 085 X — 513, HEE ORI, (ki
DOFEEIE - BRSORBENICE > TERLRENEDIH 5,
IR 25 TBZ I I R, ] 16.3 9
— W - BEEE. 550 (0F0, BE. NE 16.3.1 i@
AR =, LUK MeffE S v R IC14C 5 EPA-E 2 BEEOHRS L /- & & OMBA SR
BU 15 A N “_'f A C4)o
BT B, TR [EN Eﬁ%ﬁzaﬁ%f:fﬂ?\ HEfE. HREVEB CTEETH >
HEER 5. HEE (2t 5D 16.3.2 MIREOHSS
= %; Ty FROTEA XICI4C 125 EPA-E # BEIERSE L7 & SO MR
- FiEEERIE, 86.7~98.8% K1 96.7~98.7%Td - 7%,
FiE, REES. CKO | FHEEL, ETH. 3 16.5 HEtt
2o L5 B B R, 25ERE. 15 v MICUC I EPA-E 2035 L & 25, 175 168 Bl T
MFE 57, (LA, FRAEAOHRIE 2.7%., #EFAIZL16.7%TH 7. kB, HREHAKE
Hig, 3T, o8 TEED 44. 4% D S LAY,

14. BRALDFER

14.1 FRIRMAEOER

14.1.1 PTP A DFEANI PTP ¥ — + 2 5B H L TIRAT 2 &
SfEEI AL, PTP ¥ — FORREIC KD BLHATAPRE
KEEARIA L, BTz B I L THRIRARSEOEE 2 a6
TEZHFETHEN D,

14.1.2 RANIZERICHEE T 2 ERINPEL 220 TRERIC
RASE2Z &

14.1.3 A3 E T ICRASEAZ &

15. ZOft0DFER

15.1 BRARERICE D <155k

15.1.1 a¥ ru— VAROEMEEZSE L. MoHl/MRA 2 5
R UERNC BT, BHIMA % 5 b/ EOREN D 5.

15.1.2 RAILFE—FES (4g/BE) 2&FT 2/HOWIE
B ICB W T, DEME U DEHEE O ) R 7EMAPERD 5
iz DE|ENH BV,
F) BEMEICBVTERRIOER SN | HESARIE, 2,700mg TH

%o

16. F4EHRE

16.1 MEE

16.1.1 k€S
R A B LR 8 flIcA I YRy FBETFIL 1 [E900mg. 1 H 2 [E
(81-4) X 1B 600mg. 1 H3[ME (#- &%), BEEZIC 8 HEK
EROFEED Uiz & E0HEMEREIZELI L TB Y. Mm4EH EPA OEE
WS HBICRORLZICER L. WThOBICBLWTHEE5~6 HEIC
TERRRBIE LY,

16.1.2 EWFHEIF MR
A ARy MBELFILH T 300mg [JG] &T/8F— )L 7+ 300
B, JORF—=N=HEIckDENZEN 6 TSI (f T MBI FIL
& LT 1,800mg=?) M A B BEABEREO#RS L CilisEh1 2
PRV MNBBEAEEL, BoNEYEE/ST X —% (AUC, Cmax)
WDV CHEHRIT 21T o 7245 5R . WAIOENHORSESHR SN,
BB A YRy NRIZEENIIFES IR CTH S 70, IR/
T A= OEHIE, MFFREOERED, SHERIMEEZZ LW -HE%H
Wiz,

(ug/mL)
40 .
o —o— 4 3%y MELFLH 7 N300mg (1)
T —e— T)F—)LH 7L 300
a 30 +
A Mean+£S.D., n=24
b
&
i 20
=
ay
%
A
Hi
0 T - - - - - - - 1
0 6 12 18 24 30 36 42 48

H5 % OR:E (hr)

T 1) FAZEEBIIREELAEIC A S 5. BRB L RO E B VW TRA
DOERBSNIAER. 1 H3E, BRERIEARSTH S,
¥ 2) AAHlOEARS NI 1 EFRIZ 900mg £ TTH 5.

17. BRERANAE

17.1 BERULZLEICET 355

(SRSME)

17.1.1 ERSEIEHER
N Z) Y RO EEOEE 476 fle R E LT A TVRY MBI F
JL1E900mg. 1 H2ME (#-4) Xi&1E600mg. 1 H3ME (8 -
B-4). BERZIC 12:EMREOHRES L —EEREERBE2To7, 1 H
2 [E#%E5E (230 #l, IMiE NV 27U £ Y NORESRHTE 256.7mg/dL) &
1 H3EBRSE (2246, mMELY ZU ) RO S5HE
249.4mg/dL) OEBALFMEEOME MY 7)) RELRIZ, Zh?
N-12.62%%0V-10.65%Td 0 . HaiICFE LIZIELERAME 10%% T
HEo7zZ &5, 1 H2ERSRD 1 H 3 EESEICNT A (I
B 7L RELR) OIAEITERS N,
BIMFFIRISEE X, 1 B 2 M58 3.7% (9/241 f). 1 B 3 %58
3.8% (9/235 ) TH-7z. ERBIEMIE. 1 B 2 B SEH CER
0.8% (2/241 ). 1 H3 E#HEGHCHILARRKU ALT FH&
0.9% (2/235%1) TH-7:2,

17.2 SGERRGERAES

17.2.1 mR#&EAE : JELIS
BEICAHEEEZTVL, MELI L A5 a—IL{EA 250mg/dL Ml LT,
HMG-CoA BILBABERIC & 2ABEPMLE - SNAEIEMERE (K
E LTV 2 BMENVEBEHEE 2 &) 19,466 il % . HMG-CoA &It
BERMEEA (FINAYF 2 10mg/HXIEY Y NAYF > 5mg/H) &
A 3Ry FEIFIL 1,800mg/HOBRIC K B8 (f a2 ML
FVEE) XiE HMG-CoA BTBERBER DA K H1AE (MEBEE) 08
TERICEID (T 7. FFEMT CFH 4.6 FBH L 72 B 20 M5 R
18,645 Bl ( TH_> NEETFILEE 9,326 fl. WIEEE 1 9,319 41) 12
BLT, DIMEA N b (SR, BOEH R OIEBFEH DATEZE, R
RESDE. DIMEFHEM) & A IV MR FILEET 262 i
(2.8%). xtHEEET 324 i (3.5%) ICRD SN, NTF— FHIL0.81
(9S%(EHEXE : 0.69-0.95. LIREKE) THO. 1 IHF Y FBIF I
BOAERICHD Uiz, DIMETE (ZR0MEFE U EIEH O AESE) 13, 1
aH Ry MEIFIVEET 29 6 (0.3%). HfEEEET 3141 (0.3%). N
— FHI30.94 (0.57-1.56) FETIE. 1 TV R MNETFILEET 286
Bl (3.1%) . xIHEEET 265 fil (2.8%). NH'— FHi3 1.09 (0.92-1.28)
THO. WTNHEREIRO SN ZD» 272,

18. FEFNFIE

18.1 {EFIERE
EPA-E XL RO/EHZR$O7,

C)ARBEHICRDAEN, VAREHORBEZEET 2.
IOV —-LICRDRAEN, BEOEER - W EINHT 5.

18.2 HMNIVRIER

18.2.1 #REmietE, BIRBE(LEEREZ ICBW T, Br OBEERAIC K
B IMV/IMRUEEE &AM Uy M/ MRAGE HE S BRI 28,

18.2.2 & L TIV/MREY Y AEEH D EPA &% NS . /MR A 5
DT T7F FUVBAEEZHRANICHET 22 &Il burREFd 2 As
EEAEZMEIL. /MREEAIH TR EEZ 5N 5,

18.2.3 a5 —F VIC KB MV/IMBEEZNEIT 2 (75 F. ex vivo).

18.2.4 v b, 7HFROL MIBWT, 25—4>, ADP, 79F R
B K B I/ IMRIRSE 2 11819 29 (in vitro)

18.2.5 I v NI ABIRIIERE TOTO Ry H A 7 VIEMEREEDRE
72V LA RO 5N T 510,

18.3 EhiRDEBREMEIRIFIER

18.3.1 I L AT U—ILAEE VY FICBT 2 HHEKBIROHEEEDOET
L:ﬁb)’(?%'”‘ﬁﬁﬁ ZRL, ZEBEBYYFORBIREFASOMEE%
RO,



18.3.2 L A5 U — LVEMAE VY X OBERKREIR K CRBREIR O IR HHE
B (PWV) ofEkzilH L, 20 PWV HEITEERHAE 7Y F &I13I1EH
EETHS,

18.3.3 oL A5 u— VEMEE VY FREIRO DB AMESEE RO
FAF VEBOETR. W FEHFOERED L AT 0 — L OEEZ M
3_%)12)0

18.4 SEEIREAEMREETIVICRIFTIER
BOWEICED., 7TF R UBEEIC K 2 MBERICED < BRIED (5
v ) 2IIHIL, BEIRY v > b OMBRERAZED (S M), 5V U
FFMEY (V5 F) IS, MRFERENHT 5, 72, 79 VEBH
FHAMEEY (v ) OETEMHT 2,

18.5 IMiEREESIE TEM

18.5.1 BEIMEREZEOMIERI L AT 0 — L ERCME N 7Yt K2E
%LC{&Tét"éBHS)’ZO)O

18.5.2 @I L AT u— VEREEEFRERNESY (7Y b VUF) A
YA U EERRGEHRD D NIE NI N UBESEMES v b, BICE, &
ﬁﬁﬁ%‘iﬂ% (v by NAZY =) IZBWTIFEEETNER %2R
3-21 723)0

18.5.3 v MIRROKSET B L. UREAT EPA GESEML. £/,
REHODIMAFD S DHEKIERE S N H9D,

18.5.4 L AT u—LOBED S OWIINH. FToEasuEtEingl. B
HADORLHBIEE 2 EOMERZRTE (5 Mo

18.5.5 hU 7Vt ROBE D S OIREIH] % AF TOEABREEIHI &L O
& o5 Windl, Eicix, mig) REH Y S—+¥ (LPL) @&yt e
OERZTRTDM (T M)

19. BRI ICET 2EEFHNAR

—fgf A Y ML F )L (Ethyl Icosapentate)

b4 : Ethyl(5Z82112,14Z,17 Z)-icosa-5,8,11,14,17-
pentaenoate

73 1 C2H3402

srF& : 330.50

%R BE~HECOBHLET. EPICREZICBLYH S,
%/ —)b (99.5). EefE (100). ~NFH 2 EIRHT 5.
KEZF L 7)) A= NIIEEA BT 50,

s

O  CHs
e N=N= NN NN T

o

20. BURL EDFE
AENIEEESH O K> THRAICERT S0, TILIEO—
FEBITBLRZ T GEX L TRET S L,

22. &
100 #7&)v [10 27 (PTP) x10]
500 # 7+ [10 A7+ (PTP) X50]
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