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A P MR F L H 7RI 300mg [HET)
(2) ¥4
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(3) &/FMDHERE
—RA LY
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(1) 58 - 1R
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(3) WiEtE
MUERR L
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Pl v/
(5) BRIGEBEMTEHR
MUERR L
(6) DERE
MUERR L
(7) TOMDERRIEE
JEYTR n D : 1.481~1.491
HE d % : 0.905~0.915
feffi - 0.5 LLF
o AABAT © 165~175
= UMl : 3656~395 (7272 L. Afh 20mg & LV, HEREITH.)
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—IVEMZ TR D ERINANZ MAZRE L, KD AT L ERFOBRART MV IA =
Py NBTF AR D ALY NV RIS D L& [liEH DAY MVERIERO & Z AR
DIFREE DRI A7 %,
2) RO AT S VRIEE
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L
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(1) ABES GEERS) OEERUHRNH
724 A ay Xy "B F IV H 7R 300mg [HIET |
CEID%) 17 Ed A 3t METF /L 300mg
faZ7xza—1
WA NTENKE a8 I7F o, B7F 0 BV EY U, RIFTF VLA
EFigrT N, NI AFUEEEFRT oL
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6. REDEEEHTICHEITIREMR"

(1) RHIRA SR

OA a2y Mg=F L h 7L 300mgl HET| EWRFEREBR 25°C - 60%RH [PTP f%]
RERTEH =RV RTEII
< B> &5 BRAARE 12 % A 24 » H 36 » H
T IN0101
. , BI0501 pay T A WE A
<HEEAIFBIHD B 72 VH > 12001
TR ER R IN0101
(BB, BI0501 e e Bk ke
BN AR AT L) CI2001
SRR (meq/ke) IN0101 4.4 5.0 4.1 12.1
<HBRE(LH « 15meqlkg LA > BI0501 2.9 3.8 2.8 6.1
CI12001 1.4 12.7 14.3 5.2
e (A INO101 10~12 11~12.5 12~13 11~13
iﬂft%é%g BI0501 7~10.5 12~14 11~12 10.5~13
7 CI2001 10~11 11~13 10~12 11.5~12
N IN0101 102.0 100.1 100.6 103.1
< 95.0~105.0% > BI0501 104.3 103.2 100.4 102.3
: 0 CI2001 102.2 104.3 101.8 103.2
¥ FRRICHTEERER (%)
(2) EEIEREDORZEN
FRERESEHIR : 2009/6/17~2009/10/1
OA aHp Xy MNgp=F L H 780 300mgl HET) MokE 40C YL, K[UBAER
HERTE H ok PRTFHI
<HikE > i BH #h 2 i 1% H 2% A 37 A
PER n=10 LU1301 WHEAFEWRO | ECEHO | HEBEHO | BB | REAEHO
< EFEF O A 7R LA > W R K | W K| 8o e K | ko K| ) R LA
MR (meq/kg) n=3
) LU1301 | 3.00~3.02 | 2.92~3.41 | 3.68~4.10 | 3.31~3.61 | 3.30~3.89
<@ ¥ : 15meq/kg LA T >
AAsEYE (99) n=6 2T15%)
LU1301 9~13 13~16 9~16 10~17
<20 77 LA > PIN
& (%) * n=3
5.0~ 105.0% > LU1301 | 102.1~103.5 | 103.0~103.9| 101.6~103.1 | 101.0~101.4 | 102.4~103.2
U~ U

Ko RTRBICHTOEAE (%)




OAf a2y M= F LA 7L 300mgl AIET] MAa%E 25°C - 75%RH [, Bk
AERE H = LRAFHI
<HikE > HE A AR IR 2 i 1% H 25 H 35 A
MR n=10 LU1301 RIEBHO | YWEAFEH O | REOHRO | IREAERO | R EEAHEHO
< EFEF O A 7R LA > W R K | W K| 8o R AR | ko K| ) e LA
Ml R ( /kg) n=3
. mearkss o LU1301 | 3.00~3.02 |15.40~15.80 |26.82~28.22 | 41.85~43.11 | 56.39~57.70
<iBEE{LW) : 15meq/kg LT >
BAEM: (43) n=6 2T154%y
LU1301 9~15 11~17 10~17 13~17
<20 43 LN > LI
a8 (%) * n=3
LU1301 | 102.1~103.5 | 104.3~105.1 | 103.3~105.9 | 103.5~104.7 | 103.5~103.8
<95.0~105.0% >
X BREICHTIEAR (%) HIRRAL © K7
OA AW~y MR F AT 300mgl HIET) Mok =R - Bt (D65 R, KU 4]
B A L R
< ks > %5 B A 40 5 Lx-hr 80 J7 Lx-hr 120 75 Lx-hr
Mk n=10 [LU1301 R IBH O R IEH O RIEEHEHO R IEH O
<R IBIFA O 7R VA > KA 7 LA WA 7 LA A 7 L A 7 LA
MR (meq/kg) n=3
i LU1301| 3.00~3.02 2.71~2.90 2.62~2.92 2.10~2.72
<iBEELW) : 15meq/kg LT >
BAEM: (43) n=6
LU1301 | 4T 15 430N 15~17 14~17 13~17
<20 43 BAAN > ECL A
G (%) * n=3
LU1301| 102.1~103.5 103.9~104.7 102.4~102.9 102.4~103.3
<95.0~105.0% >

Ko RREICHTTOEAER (%)

7. RASERUVBERROREN

BN ANA

8. FILDEAELL (MEILFMEIL)

AR ANA

9. HBHH
MR L
10. 75 - o

(1) FENDELGER - 2K, MR LCESR - EKICEYT H1FH

REM LR
(2) ag

100 1 7w [10 1 7/ X10 ; PTP]
1000 & 7*&/v [10 7 7/ X100 ; PTP]

(3) FREE
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V. ARICEYSEE

1. BREXIEHER
OPAZEVEBNARBEALAE LS FE 5 TE5, RIS X ORIk o
O raflig e

2. PREXEIDRICEHETIIE

5.REERITHRICEET HEE

(A5 M %E )

WHORN oAz L., &BMETHL Z L el L ETAKIOEMN 2 5B 5 &,

3. AERUVHE
(1) BERUVAEOHES
(FAEEBIRECEICHE S BE. BESIUVABROTE)
A PRy Mg F L E LT, WHE, KA 118 600mg (27 7%/L) % 1H 3\, BRERKICED
B535,
¥, i, ERICE Y, EEHEET D,
(=i msE>
A PRy Mg F L E LT, @E, A 118 900mg (3 77 &/N) % 1 H 2[EXiE 1A 600mg
2A7&N) #1H3E, RERICEAKRET D,
722l NV Z Uk FOREZETH5E81CE, ZOREICEIY, 1H900mg (377 &/L), 1
H3m* CHEETE 5,
(2) AZEBRUVHERORERE - B0
MU ERR L

4. AiERURAEICEHET SEE
FEEIN TR

5. EGRPRACHE
(1) BRT—a21vy5—o
MR L
(2) EREKZEEFER
MR L
(3) AERERFERR
MUERR L
(4) BEEMEER
1) AREREERER
(EHgmfE)
17.1.1 EREIHERER
MU Z VY RREEORBE 476 Bl kgL LT, 4 ath Mg=F /L H 7 &/ 1 [ 900mg, 1
A2ME (] -4) X% 1E600mg, 1H3E G -&-4), BRE£IC 12 HBKRAO#KS L HE
BERIERR AT 72, 1 B 2 [EGHEE (230 i, @iE ~Y 27V Y ROZLEHIE 256.7Tmg/dL)
KON1 H 3EIFHREE (224 1, G RV 77V Y ROBGFIE 249.4mg/dL) O 5 A& FEAR I O i
U 7YY RELRIL, ZNE1-12.62% MK 0-10.65%TH ¥ . FRICEHTE L7-IELVERE 10%
ZFRElo7Z &b, 1 H 2EEGREO 1 H 3 RIEGRECHT 268200 (WG RNV 70k Y &

) DIEFHMER R I N,



IWEFZSBUBREE X, 1 A 2 BIEREHE 8.7% (9/241 f11) . 1 A 3 [EIF 58 3.8% (9/235 f5) Th o7z,
IWEH D 5 LT GRET 2 4Pl BRI L 7= F8 3R, HEARB IO ALT it -
71—: 2)O
2) REMER
U ERR L
(5) BE - WEAHEER
MUERR L
(6) AEMEHR
1) SEARERE (—REAKERE. SECEAREREZ. GARBLERARE). RERFTRT 4R
—RRE. RERFTRBRAROAR
17.2.1 TARERRE : JELIS
FEICRFHEE 21T\, MIFR =2 L AT 25— UEA 6.5mmol/L LA T, HMG-CoA &l EH
IC X DIRIRDLE L SN A EIBIUE RS (LFE LTV AR OEEAIFRE ZET) 19,466 4,
HMG-CoA & iR ER] (77324 F > 10mg/H XX > /N2 X F > bmg/H) LA a1
N#E=F L 1,800mg/ H OOFHIC L 2768 (f 20X MR- FLREE) XX HMG-CoA iE ol
FBHRIOZ L DIEF HREE) ICEAEAIZEI 0 (T 72, FEEMR T CFY 4.6 4F8HF L 7= A 2 a1
*15: 18,645 5l (A =~ NEE=FIURE : 9,326 i, xHIEHEE : 9,319 i) 2B\ T, L fE A X
N (ZERNBAE, BOEME K OFEBIENMELFFEIE, REEPOE, Mg RN 1L, A 2922k
AT VRETT 262 ] (2.8%). XHREET 324 f5] (3.5%) IZ@RD HAL, NP — FEbiT 0.81 (95%(5
FEXM : 0.69-0.95, LLFFEER) THY, A a2V~ MR FARETHEICHED L, DIEE (2
SROMESE X BSENE DA ZE) (X, A 2 Y2 RNEE=FLRET 29 61 (0.3%) | < HEEET 31 1 (0.3%) .
AP — R 0.94 (0.57-1.56), ¥IETIX, A a2 ME=FLVEET 286 i (3.1%). *HHREET
265 Bl (2.8%)., NH¥— K 1.09 (0.92-1.28) THV, WINHLAEEETRO LN o72%,
2) RBEHLELTERFEORNENITEREL-RHE - RBROBME
LR
(7) =0ttt
% L7

=
H
=
H



VI. EMEEICEY SEE

2

. REZPNICEEHSLEYRILEaHE

EPA #45i)
TR BED D DB ORIEE - ZIRFIL, RFOBPMNLELZSZRT D &,

EEER

(1) fERERGL - ERFF

EPA-E 13/ O F L b %517 T EPA ISR S -, LLFOER A7 76),
 UREAICEYIAEN., VREAONGHZEET 5,
I e =AY IAEI. IREOAEEK - W EMHIT 5,

(2) EMERMTSHHABRMR

18.2 fm/MRIER

18.2.1 AfEIMARYE, BIREE(LIESBEF T\ T, flix OEEERANC X 2 v WakgE 2 0l L, i
IS RE b AR 2 7,

18.2.2 & L CI/MRIE Y U ARE 0 EPA & EA2 IS, M/IMENS DT 7 % K U BRAH % 5
AMNCHET D Z LIk br RSy Ay EEAZMGIL, M/MREEEZMEITSEE2 015
8)

18.2.3 =7 — 7 N X D M/IMREEE 2358 (U7X, ex vivo),

18.2.4 VI FXIZHBWT, 27 —4 2 ADP, 7 7% NUBRIC K B I/ MREEE 2301+ 2 2 (in vitro)

18.2.5 7 v MNWHKENRILERE CO T A2 A 7 U W BEAEDORE RN LEINFRD 5T
W59,

18.3 BiiRDMEMEREFEA

18.3.1 @ =2 L AT a0 — /L REE U XICB T DR HKERRO M RO ISk L CHslfEH 277~ L,
T RAE Y X O KBIR &[S O MEMEZ R0

18.3.2 m 2 L AT u— L EH VY FOMERENRKE CKIREARDOIREGHE (PWV)  DHEK 4 i
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18.3.3 | =2 L AT n— /L BEE U X KERO F B A S M N T 2T U EEOK T I
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BOGICEY, 77% FRUBHEIC L 2 MARERIZESS B2 (T v ~) 2WHI L, Bk
ke x> FoMmatE%E 2 (v b)), =7 P UEFRELE D (X)) 1L, mBRERE
Hl 5, £o. TV VEBEHREANEEY (T ) OEITEISIT 5,

18.5 MHAEHIETER

18.5.1 @R MAERE D MR =2 L AT r— VR OMiE ) 7V &) FEFEICETFsE 7 1
19)

18.5.2 H 2 L AT m— LERHAE AR ERIEEY (7> N, vH¥), hEA LV EHEEFEES S
WX R T A FUFEREIBIET v b EICE, FEAFRFTEHY (7 v M NARX—) [ZBWTL
B FEA 2R429 22

18.5.3 7 v MIRAKGT AL, UREAT EPAGEN/HEIMNL, 72, VAREADOMT NS DK
MMEES D) 5,

18.5.4 = L AT 11— )L ORGE DD OWMUME], T T OAEGRRIEVEMS], AR T~ B P 7 &
DOIERZRTY (T b)),

18.5.5 ~ U 7' Ut U ROBE DD QWIS T DA A BIEPEIH] & QW2 & O /i, i
W, MEEY REAY S—F (LPL) EMICHER EOERZRTY 29 (T b)),
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VI. EMBEICET HRE

1.
(1) ARLEDGOPRE

I R E DHERS

B R L

16.1.1 REERS

(2) BREABRTHERBShOPRE

fERERR N BIESHE S Bl A a2 Mig=F L h 7%/ 1[0 900mg, 1 H 20 (]« 4) Xix 1A
600mg, 1 H 30 (8- B -4), BERKICS HREKEROELGEY Lz L &oiEpEhne 338l L <
B, MiEF EPA ORE RS BEICHEWVRAICES L, WThoRIicBWTHL&EE 5~6 HAIZ

EERBEICE LT,
16.1.2 £ YFHNFEEF1ESER
A RIS RBRIC BT 2B AL YE (WA 55425 A 30 H 3K 718 &)

A APy Mg F LG 7L 300mg THIEL] ROT T —L 7 7 &/ 300 &2, 71 AF—N
—kickvEREh 6 A7 L (f 2y MNBETZTF L E LT 1800mg #2) RS TIoR%
HERE O #5 U TR A a0 MEBREZRIE Lo, A 290 NRIZERNDE TH 5720,
FHEMENS 7T v 7 EE BN TEN G L NI EIRE T A —% (AUC, Cmax) 22O\ THE

FHIRNT 24T o7z, ZORER, WA O A RIS EDS

BEhT2Y,

KMRT : V2 B ]

HIENT A =X

BENT A =H

AUCOﬂ48 Cmax Tmax MRTX
(u g+ hr/mL) (u g/mL) (hr) (hr)
A{ 2 NRTF L
B 669.1+297.2 39.0+14.8 5.7+1.1 16.7£3.1
71 7 300mg THEI)
TRXF— LTI
300 686.0+262.7 36.51t12.5 6.4+1.4 17.6£2.5

(g/mL)

60 7

50 1

40+

30 1

20

MR \© 2 FUANBEHE

101

6 7 eN$EE, Mean+S.D.,, n=24)

—— A OHY~NS MEIFILAH T £IL300mg [BET ]

-~ TINF—ILATEIL300

T 7 EEZE LW EMEREE
64 7S, Mean®S.D., n=24

1) PAZEMEENRAELLE (20 9 85,

A3ME, BMEERIERAKRETHD,
1 2) AROAR SN LRIHEZA a2 M= F /L L LT 9I900mg £ TTH D,

12

36 42

48

RERE (hr)

MR ENNZ AUC, Cmax 5 00/37 A — &3 #ERE OBRIR (R OERHEH « B 55 0 7R
KL > TERRD RN D D,

EIFE L OAROWBICBWTARIOAR I N HEIT, 1
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(2) 185 A — S EMER
B L
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MR L

5. 9%
(1) mi%-fxEaPIEE
AR L
(2) Mmi&-RaERRaPTEENME
(Tvir. 6. (5) 4w DS
(3) HA~0BITH
(TVIl. 6. (6) #=Hbw| OHESM)
(4) BBEA~NOBITHE
AR L
(5) Zofhoig~0HBITHE
16.3.1 @ H %
MEREZ ~ M2 14C FE5k EPAE ZHER O EE L2 & & O/ OA=RIE,. . BEiE. Rk
VB CTRETH 722,
(6) MPFEFERHEER
16.3.2 MPFERHB/EE
HEZ » N R OMEA X2 14C FE# EPA'E Z HERR OS5 Lz & 2 omfFE /A ERIT, 86.7~98.8%
F O 96.7~98.T% Td > 7227,
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(1) REEPEIR SR BHRER
EPA-E [T/MBICBW T =T bz id7=%, N7 U 'Y RV UIRES ORI & L CH
DiIAFEI, U oK NMEEZ R U CEHEMA~BATER, OISO LTI hary R T7IZE
WT BEREICE U 72T CoA T FE TR S, TCA BIIC K » TREEHT AR TUK & 72 > TIRIMZ
s nsbo tHEsNS52% (T v ),

(2) RBICBEE5 T 5B% (CYPE) OHFiE, 5=
MR L

(3) VEEEHNROEERUZDEE
MBI L

(4) REVOFEOEERUFEELL., FHELE
Pl vz

7. EEi
HEZ > 2 4C 1 EPA-E #8805 Liz & 2 A, Bth5 168 FEfil & TORT~OHEMT 2.7%, #H
~NE16.7% TH -T2, B, R ~EHETED 44.4% 03P S Hu7=29),

8. FSVARR—A—IZBHT S1EH
MR L

9. BMEICLSHRER
RUERR L

10. BENDERZETH8F
MR L

1. Z0Oith
MR L
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. BEERBRETOER
EIN TN
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24 i LW 288 (A, Bl MessiE, Hik
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2.1 AFIFHU IMRIER 2/ 452 L L0 il L TW S BE~OFRGITIEMANEL 258
N5,

PDRERIIHRICEET HEE L ETDER
(TV. 2. ZEESUIZNRICEET SEE) 22452 L.)

AZERUVARICEEY TR LT DEB

BES N TV

EREGEFNIE L ENER
B.EERLEAMIE

(FIZEMDARBLEICH S AR, BRELTABORE)

8.1 IBRICH T » UL Z T OICBB L, AR THRDALNRWEEIZIE, G2 FIEL, o
FIECEI VR D 2 &y 7o, AREEGTIXEMAICMERAZIT ) 2 L BAHEE LY,
(R BE M fE )

DREDY A7 77 7 2 —DERES HICBET L 2 L,
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6. BREDERZHTHRAEAICHTIIE
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R AREE, B4R, LR, $hIR XU/ E2 558 & LEBERRBRAGE T 22 Enn, REL
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BRIE SALTUV W
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(1) HHREREZDER
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(2) FRAFEEZOER

10.2 HiAERE (BFRISEET S )

S 40 T BRAEAR - 518 51k BT - SRk
PUBEE A HImAE R 2 £ 7238 F2N00 (A 2~ M= F /L ETHms
IONTy VAT UL 5 o WAVEM 28B4 20T, HrtE Al
1 IR GRS 2 - 2 2 iR EESE 72 44 2 HA &
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AV RAZ v WRKTDEEZLND,
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YEAL =)L S

8. El{eMA
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ROBWERDB BN D ZENRHLHOT, BlEZ 7TV, RENRBO b HEIC3&kE 2T
1B %70 EREY) R LEZIT O Z &,

(1) EXGEHER & DRER

1.1 EXGEMER

11.1.1 FrREREE (HEA0), BE (BHEAY)

AST. ALT, Al-P, v-GTP, LDH, vV /L b %D FF %S FFGERSE, #E/H bbb 2

LB D,

(2) zOHOEIEA
1.2 TODOEMER
0.1~ 5% A1l SR

W BUE WP, Z ) FERGE

FH A A BT H i MR, sEPIHm, ARESH M, &, 7
A8 H il %

IIR7:3 A i 5

THIL2R BL MR, IEEASPER, TR, GERL, R, BRACIR. A%, A, BB%

MR R, e
JHF ik AST - ALT - AI'P- y-GTP - LDH + t
U e O EREORTHERERE

5 Mk BUN: 7 L7 F=rp EH

I MWK, P PR

R R UEJR - BHER, S50, LU HEV, R, RIR
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Z D FERE, JREE EH. CK O E&H., &#hiE BREMIAL, 12 TY ., BB BR, 291
B, ME ESR M bEE. B, %
T, S

9. BERRERBRICRIZFTEE
BE STV
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10. BEHRS

1.

12,

BE STV

HALOZXE

14 8RALDOEE

141 ERIZHBOIE

14.1.1 PTP @30 3EANT PTP > — F B HBO HU TIRAT 2 X 5835 2 &, PTP > — hOREHK
&0, DS EIERE AT L, FICIZIL 28 2 U CHERRINZ % 0 B 72 A DHE &2 O 58
THZEND D,

14.1.2 AFNTZEPERFICER G595 EWINELS R 5O TRBEZICRASES Z &,

14.1.3 AFNIWEEFTICTRHASED Z &,

ZDHDITE

(1) EREREAICE D ER

15.1 BREREAICE D {1F]R

1511 =22 b — VRBOEMEREZ A L, hoFuif/ Ms & OFH L7 EFNZ VT, i3 & &
PN EDHENRD D,

15.1.2 AF| L [FA—HF 2Ry (4g/BY) ZEHT 2 WA OWIMERRBRIZB W T, DEME UL L5
HED D) 27 BMBRD SNTZE ORENDHH2T,

) EIRMAEIZB W CABIOAR Xz 1 Bim AR, 2,700mg TH D,

(fiah)

15.1.2 ¥EShCHRGE S AL TV D AAN & /2y (f 2~ MEg= T /1) OSUKIT FhE L 7= Ei ik
RERZTDICBWT, FIBRBEL B LTA Y2 MR FLRET, D EME T O EHE O
BHENEEIZEWEDORENH D LD, RE LT,

(2) FERRERSBRICE I H#

BEEIN TV
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X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFHER
(TVL. 3EZhIEPCRET HHE ) OHSR)
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MEE L
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FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L
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AR L
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AR L
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X, BEMERICEYTSRE

1. RS
oAl A YL MR F LN T 300mg HET) | 722 L
HRESy | A ah Mg F L 7L
2. BEAM

B : 34

3. ARRETO/E
R PR AF

4. RO EDEER

20. R LV EDEE
BREMZIE. &R - BR - &2 CTRGET DI 2L, & BE F Ty 7R 22035
ZDO
5. BEMITEM

BEMERSL T AR
<FvoLky : A
Z OO EBE T ER B

6. A—H% - A¥E
[f]—psy « =37 —)L 7L 300, = %7 —/L 8300,S600,7S900, /37 —/L EM % 7 &)L 2g

7. ERR4EERAR
NG|
8. HERFABFEAARUVARREEES. EMELNFFEALD. REHAKEAR
U AR FE KRR ) A, FE HE I A IR 7¢BAtA
(i3 7 BES
I W £ A Kb A 1A
IR 72 T oY TFa— 1998 4 1998 4F 1998 4F
) 21000AMZ00402000
BH i % 7L 300 34 10H 7H 10 A 7H 10 A
784 ’{3ﬁﬂth 2012 4 2012 4 2012 4E
TFH S 22400AMX00800000
BT 8A3H 12 H 14 A 124 14 A
300mgl H & T |

9. PEENIZREM. AERUVAREHEANEDOERAARUVZOAR
< BhEE XN RE >
AFREHAH £ 200547 H 15 H
W54« A a2 MR F )L h 7L 300mgl HIET |
WA« FilR AE
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<HHEK O 2B >
AKREH R 20124E11 A1 H

W54« A a2 MR F )L H 7L 300mgl HIET |

N

Hr

IH

- FAEMBAREICEICH S BE. BEEIUS

BOWE

A YR Mg F L LT, @HE., RA 1
Bl 600mg % 1 H 3 [Al, A EZ ISR O
Do
B, EE, JERICE Y. EEET 5,

ik
KO | - EARILE
#/ | A3 XML LT, WE, AL

(1 900mg % 1 H 2 [A[ X% 1 [7] 600mg % 1 H
3., BEAZICREOZELGT D,

7=77L, MU URY ROREEZET LS
WZiE, ZOREIZEDY . 1[E 900mg, 1 A 3
[AlE CH&ETX 5,

- FREMEIRELEICHE S RE. BESLUS

BOwE

A P M FLE LT, BHE. KA 1
[B] 600mg % 1 A 3 Al HAEZ ISR OE T
%,
ek, Al JERICX Y EEHEET S,

- BARME

A 3P MEDFLLE LT, @E. A1
[l 600mg # 1 A 3 [a], R EZ ISR A& ST
Do
72770, NI URY ROEFEEZET IS
Wi, ZOREICELY, 117 900mg, 1 H 3
Ml CHIETX D,

10. HEEHE. BiERRAREABRUVETORE
L Lg

1. BEERM
A L

12. BERMFIRICEET 516K

AANZ, FBFEWRICE I D HIRITED STV,

(__: FHEA O ESB AN AE S & F &)

13. £fEa—F
A B AN EYE | ERER L= — R L7 NERAE
IR 724 HOT (9 #7) %=
. IHRIE S = — R (YJ 22— F) OHD) &S | o afa—
A Y MR
TFNH TSR 3399004M1018 | 3399004M1352 108156501 620815601
300mgl H & T |

14. REHRTLOIE
AFNL, TR EOBREELTH S,
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XI. &84

1. ELESHETORFTRE
AT 2EEUIR, HEMOCHBIZUTO LB THY | SETORBIRDL L 138D,

Shie I sh R ALK O &
OFAZEMEBIIRIE(LIE L PE S 1898, B Lok | (PHZEMEBIIREELAE IS FF 5 155, &M ¥ K Ok
Dk DYE)

O &g s A aP MR FLE LT, @E., RALR
600mg (2 7 &/V) %1H3[E, BREAITREOE
535,
¥, i, ERICE D EEHEET D,
(FE g e )

A aV X M= FLE LT, @BE. KALRE
900mg (3 7+&/) #1H2[E XiX1F600mg (2
17 kv) Z#1A3E, BRERZICERARET D,
72720, NUZURYD ROEEEZETDHHEEITIE.
ZOREIZL Y, 191900mg (37 F&/N), 1H3
FlE CHETE D,

<DailyMed (USA), 2023 4 9 H 5 >

4 KH

Stt4 Amarin Pharma Inc.

k5844 VASCEPA- icosapent ethyl capsule
HIE - Bk | 0.5g,1g

INDICATIONS AND USAGE

VASCEPA® (icosapent ethyl) is indicated:

- as an adjunct to maximally tolerated statin therapy to reduce the risk of myocardial infarction,
stroke, coronary revascularization, and unstable angina requiring hospitalization in adult
patients with elevated triglyceride (TG) levels > 150 mg/dL) and

+ established cardiovascular disease or
+ diabetes mellitus and 2 or more additional risk factors for cardiovascular disease.

- as an adjunct to diet to reduce TG levels in adult patients with severe (> 500 mg/dL)

hypertriglyceridemia.

Limitations of Use:
The effect of VASCEPA on the risk for pancreatitis in patients with severe hypertriglyceridemia
has not been determined.

DOSAGE AND ADMINISTRATION
2.1 Prior to Initiation of VASCEPA
- Assess lipid levels before initiating therapy. Identify other causes (e.g., diabetes mellitus,
hypothyroidism, or medications) of high triglyceride levels and manage as appropriate.
- Patients should engage in appropriate nutritional intake and physical activity before receiving
VASCEPA, which should continue during treatment with VASCEPA.

2.2 Dosage and Administration
+ The daily dose of VASCEPA is 4 grams per day taken as either:
« four 0.5 gram capsules twice daily with food; or as
+ two 1 gram capsules twice daily with food.
+ Advise patients to swallow VASCEPA capsules whole. Do not break open, crush, dissolve, or chew
VASCEPA.
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o v &S FP1801
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/], :l‘lj‘/\D:/ ]\ Vol V% N £ Bz N
T PUCHE - BB L Ao o, | 8FnT =7 2 B8 L o,
B 7 300mg [ HIET, 10 7 LA BB Lo T SFr.F o — 7 Zmim Lo T

% 0 10 S hE% . WL <IRVIBE D & 0 7R AAIRITE TR D b OO WEKR GHR) (ZZE0H LT,
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B THML IR IR, I<Ws L,

ARBRITE, THRRSE BERG A FT Y7 ((BR) CiED)) 2 Ml L TEmLE L,
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