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AR w-3 BEAFERZBE 900 RAKE

X HR: Omega-3-acid ethyl ester 90 Soft Capsules
SRIEBHE | w-3 Zhifangsuanyizhi 90 Ruanjiaonang

(537))

A A w-3BERHER ZEEO 0 FI B R ', SRR EFE D2 900mg w-3BEAEAZES, R Z+IARBKZES (C,,H,,0,) 465mg, —+ i/ \IGER Z B
(C,,H,,0,) 375mgo
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ELEEH: 0

— — — — — o/\
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22 1342
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WA ZE
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ELEHH:
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24" 13672

FE:356.55
[HE4R] 20 B PR EE, WA Rk B A E R R 4,

GERZAE]

ERHIIRRHEM L ARATRAEESHIH=EEME (500mg/dL) MEBERHB=E (TG) kT,
25 g3 T ERAR 2 KBS B2 i SR T o

AN FOMELTE S RRENRIME T HEE.

[H48] 1g (BRIRTES — 1+ ABERZER465mg, —+ 7 IBERZEE375mg, w-3AEAAFAZ BB BFEF900mg)
[RiEAE]

CBR. — 2K, —H2RH—R4KL, —H—Ro

fEREESEm:

BEEFHEAT AIFATE A=K T ANEER SRR EREH), BB EE T RITHIAE, BERISBH H =85 BHRR GRS, 3
RERTORERLRAE . 29407877 %) B RRENE HA0AST LUSHI A = Bk T ERARE H M= B AYATT o, WA E, BEERERATME ST
3 =B MIERZ94) (303 FRETH. PRI MR ZR) o

BEERRARATIIN KBRS, TREAMREMRRERER R,

FeBHE TR, BRIEAR, AT R AR,

[FRREZ]
IEFRIRIE T R R B
TRREHEEFRBINTHF  +9E D (=1/10) ;8 71 (>1/100~<1/10) ;{80 (> 1/1000~ <1/100) ;R (= 1/10,000~ <1/1000) ; +HFER
(<1/10,000) ; Ri¥ (IRIBIM G IR, TAGEEIAX) o
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B SEEH M
FHBERR:
18I0 FFRE R (BIEH A B, REREERBIABNX 1L aRIERBEAE)
Rk R FARRSRTR
B KB
SN 13
TR
EHERRRE
FRIGFRIZIFIR S AT R RS, Ew-30EAEAZBE90 LR A T U TR R R L B FiX Lt B R IRSHT R R ISREA/NKHBEHE, AL
EXYURARRESHYZBHIX R,
FRBEM T R RN R A BB R AL, H MR SRS,

[£=]
HAMBGEER G KT EEREMIERT SERA,

CEE=m]

MREWEE

FEIDBER(  FFIDBEIR (5 B & TEARA w-3RERHEA Z BEO ORRIA], R E BB MASTRIALT/K T, L BEALTK T, H R SRR EREASTKFEHF .

w-3fEAAER Z BEO0 ] 5 |2 R Lo B E R T RS E H ABEIRZ (LDL-C) K FHF . B, BRFAw-3B5RHEA Z B59 OHAIBIR E B4 MILDL-C7k o

TEARFAw-3ASAAEAZ BEOOHAIE, R EHA I TSRREI T, LUTEBETGKT,

=ES UL

w-3AEAFERZ BEOOHI E B S w-3AEAFER Z B (EPARIDHA) SRIRT S A0t iy hAR, 3 8 260 /3 M 52 sh i 81 B AR A w- 3B AL Z B9 0 HAlE], =
2 1 N5 5 5 B9 KB S o 3ot € 2 3R/ A0 1 258 85 ok R L 1

SREETRE:

E—MANT 663 BIERIIFEREEIMEE (n=542) MFFLEME MBS (n=121) BINE . REFIBHIEFKIXI P, BERHTARAW-3MEMHERZEE0 8

g/dELTR, FEFIRIAE 4 g/d, FEEARMA23E, HIME R B MBI RS FREFIA, K0P EE R =ENELPEN127 mg/dL, TER

MEROLEIE DBEERR, WA HTHORLERYNAT (RIFERIOX), BEANSEORIESR,

24, EMRMEETEE P, REFIARET 1296 (47%) EREMEERNE R EEWSEHITR REH, w-3A8FERZEE0HEH I T 14141 (53%) [

FBA S, HR1.19,95%C10.93, 1.35]; TR B IR E P, REFIALI T 1961 (35%) , w-3BEAEA 2 BRO0A I T 341 (52%) [HR1.63, 95%C10.91,

2.18]. &HF MR, HRA1.25, 95%CI491.00, 1.40,

IR RIS B TR E R, ARIERSMERMEERNE R EEMSE 2 BIFE A RENXE, LHEERN2-3 AR TaTNES.

e BRIGARIRIGH) R AR E 5808, 5L EFIAALL, W2 CNERFRAB CNEXNCRRNEE, EZw-3EMHRZEETE, BTN

SFIBRIIELL NN, L8 H458/RNMBRIN R RS MR R EFEE, MAAELLET,

i :

BT A B R SRELK (GFE, B4RRE) , i JUS TSRS AT N EE, KENRIEEFURTINNE (L [BYAREERD ERARTEEH

IRt R BEEEFENHNER,

HmRKEENEE (ATESE. FAE) MM E TR,

TEARG AT HAIE, MAERA2ME AU D RINZRE M E AR M R F 7= 4 R E R, — L5t M Omega- BRI S 2m H MATIERE K, (BX LA ST IR SR

MBYiElHRBHIERRE, AR5 EAG IRKRE XA L MEHF,

XTBREBERLNEEAR.

ARABATINRES M =EEME (2 S ILEERKLIAE) . X F4 R M MR S B ih = E ME CCHRITHIFEMNERR) WERBR.
[ZIAR LA L L]

243

REEER

EAFRRGUREFAMEMEIEET, MR BN2A-EAARIEIEURE S4YE XNEALERE A=A/ LWARRERBH RS 5h1)
BT, A RAEREE AT EM LI, MAGRAEET R o ROSEENFE (RIBARERIRE) BORW -5 Z BT AT R B A EARNEE
FRRN. KBMRRIEREF A ORW-3EMHRZES, IRFREXREE IRIBGRERIRE) TEBWRER, (B LR

SEFHEAEE, W ARRETE R EA SR RIEFRFBIN L. FrE IR 240 ARG, - UM R RERIVEM R TR E, R A EALKRENR
FEHFMEERE X5 B /92-4%F015-20%

Hi

IR B AE SRERATRR A U100, 600382000 mg/kg/ R B ZELE O ARw-3BEAHES Z BR L = FLER. 2000mg/kg/ R B A UMARERIT Hmg/m?), HEFA
154 g/ RAVBBISTE) FRINELENF R R L I BRI T F, 1A B AE R ACHT#/E L1000, 300036000 mg/kg/ KT EEL AR W-3MEHERZ BEE E /5
7X03000mg/kg/X (FEEHAFM ; LUAREFRIT H[mg/m?], 1Y F A4 o KFIREV765) R LFIERA, TEIER ORiL20%) URF=IREARNIFFEE (Al
1b40%) PR,

FIRA R EE ERZ AR, L1000, 3000816000 mg/kg/ K7 EIELS: O ARwW-3ASAHER Z B 71 A S (BR RN BI6000mg/kg/ K FIEH (UAFR
EFRITE[mg/m?), T A R4 o/ K BENAME) FARMBERFHTR RR L FEIRA MR EA14 B 2R FLEA218, L1100, 600322000 mg/kg/ XTI EE
£ OARW-3ASAHERZ BE 2000 mg/kg/KFIEH (UAREFRAIT B [mg/m?], HHF A4 o/ RFIEHISHE) KMBRRRIL.

FHIRR R MITIRER7 B 21198 , L1375, 750, 1500 mg/kg/ R ELE O ARw-3BERAEA Z AR, 375 mg/kg/ R B A IUARERIT B [mg/m?), H8H F A1F4 g/day
FIEH921E) KMEDBFITF R BEE B E M (RREEEFIREIZMN) B9750 me/kg/R (UAREFI H [mg/m?), 18HTF A4 o/day I EHIAE)
T EFIEAE, BRFE KRBT BT SE RN ; 721500 mg/kg/R (UARREFRIT B [mg/m?], HEF A1K4 g/day I EM743) F ELERNMERIPEM
FERAEGE.

TEZLEA

oy 75

HARETW-3RBRENWEALS T, BIFEPAMIDHA. LRI H FEw-3AERAER, B 7L w-3RERBK TS, BATH TR B AR HILEAE) LR
FINERIHEIE. RS RN ET RS IRF NI RANETARMAER FLATURFHRENERNEL. AN REIEHETR AR
@ BARRMS IR |BNEABERNEMHTRE 1T,

DLERZ]
Bl REL) | EERARIREENE MR,

[BER%H]
Bl R BI655 L BE EAARIIGKRIIE. BB SERIE0% U EABMe0S U T ABREREMMBYIE EHRRIHER,

[tEEER]

AR ERMmRMmAZY

BHRRRAW-3AAHERZ BEO0RIIE K i B8], (BXLEFAR APIR S B9 M AT [EFE K H ARHB H IE B IREH B RS [FRiRAR L 2 Z a9k MR, IRFRIAH A
FeeBAHw-3BEATER Z AR S5 HUART 2 Y1 A KA w-3BERAER 2 BRO0 AIFUR A E E MR M ZAAT M BETEMMEN (00 il MRZ54) o

Z K7, .

7 50 8 7 AR FA A< & [ tH i B 8] R AERE 4K

b5l

ARG SEEMBRE FERAR L MH RAE (B 47455 5 R R mAS R 8/ E PR A (L E (PT/INR) BOZGHBX & (A sl LE A @iayTBY, e e
PT/INRo

[ &]
WRELYT B, RHEAT .

(i3 35

PEIERIRE

[)=p: = iknd

—TUa iR BRI W E R R R FTERR, 1E248flm HIh =8 (HTG) MERE (EEHTGRATI766 2%, REHTGRATIo6HIEE, 5T
KB A RZIBATI766) FIFfE T Omacor® 4 g/ RTEFE B FPHIER.

BEHTGRZ AT TINSEZIRE, 87712/, Omacor AMTGEREL T I TIIE1-180.2 mg/dL, REZT UM E D LB TIHER -29.5%, MREFIAH
TCIREL LI TIIEIT -4 mg/dL, REL TN E 2 LLBITIIEN0.26%; IR MM TGENLEIIE, Omacor AR TGREEELL K F8Y61.3%, BRI
AMTGRE R LK TFH90.0%, Omacor®2B/RBIFIBRILLEN68.0%, (95% CI1:53.7%, 86.2%)  OmacorARIFEIBLL LRI H32.0% (95%  C1:13.8%,
46.3%) o

Omacor® A RI5I4H T BASE AR RS M T IMRIFIRo
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R1PEEEHTG (>500 mg/dLE <1000 mg/dL) \ REEHTG (>200 mg/dLE<500 mg/dL) M1 5t TRZWE &
FAANFIBENELRRSRTYENRELNTHESLL, FASE

OMACOR TR
B PfE
BL | Tt BL | T

BE HTG BAYI N =39 N=37
TG 629 -29.5 637 +0.3 0.0019 *
JEHDL-C 188 9.2 187 +1.4 0.0243
TC 220 -6.9 220 +2.3 0.0163
HDL-C 32 +6.5 33 +10.3 0.4125
LDL-C 105 +12.7 105 +12.0 0.8341
FE HTG BAGI N =47 N=48
TG 355 124 330 +55.5 0.0003 *
JEHDL-C 161 +1.8 152 +12.6 0.0859
TC 200 +1.7 189 +9.9 0.1031
HDL-C 38 +3.0 36 -0.2 0.4603
LDL-C 126 +5.5 122 42 0.0697
i;ﬁ;ﬁsiﬁ%ﬁ%ﬁﬁﬁzﬁ N =40 N=35
TG 396 -23.3 407 +6.2 0.0045*
JEHDL-C 132 -6.4 141 +3.2 0.1090
TC 171 4.4 178 +27 0.1081
HDL-C 39 +4.8 37 +4.6 0.9712
LDL-C 89 +7.0 94 +5.6 0.7876

BL=E4I9ME (mg/dL) ; Eb%=RELMNT TS LLIIE; PE=ANCOVA, Omacor* AR FIHMB L EATTARBINE N
B, BN RIGE; - WEEHRNAIHE T FAS- 29 I (R ISR BRAET BB AR ES) .

HEEEHTGERET, SRUFAELL, SBERA4 g Omacor P REFETG. TCAIIEHDL-CKF, BIHDL-CHILDL-CR WA B X BRI, EHEHTGH 51t
STRBMBE A EBET, SREFABLL, Omacor FIBARFHETG/K T, EX E L MASTEARA0ET MR N HREE,

E MRS :

B = AR IAE S E5ATT

PRIERR. BEAL L. R WS FATAM R, 184G EE HIM = ERMIE (2 500 mg/dL) REBE (426lIEZ ARG (Omacor®) ATT, 420EZ ZRIFE
77) RIS T Omacor®4 g/ REIER (R2) o B4 H M =E/K FES00-2000 mg/dLZ [BIAYERE N HA6 B A6 B MUK IR 50 X L B E B H S = BRI
LDL-CHR{L{ESH1792 mg/dLAN100 mg/dLo HDL-CH{IL{E}923.0 mg/dLo

Omacor MR BFIA T B BB RSN TR ER2,

K2 EERHAZEME (2500 mg/dl) BERRSHMPUELMRELNTHEDLL

OMACOR RRIF
P N=42 N=42 =@
BL T1k% BL T1k%

TG 816 -44.9 788 +6.7 -51.6
3EHDL-C 271 -13.8 292 36 102
TC 296 97 314 17 -8.0
VLDL-C 175 -417 175 -0.9 -40.8
HDL-C 22 +9.1 24 0.0 +9.1
LDL-C 89 +44.5 108 4.8 +49.3

BL = EEPIE (mg/dL) ; Tb% = RELNTHESLLRMIE; Z(E - OMACOREUE S LRI E-REFIEW
Bt i,

S5REFIMELL, Omacor® 4 g/ RATFERTG. VLDL-CFIIEHDL-CHR{IKTF, HABZHAHDL-CRTF (BHFEL) . B FREBETCRE KT Omacor®aITE]
SHELEBEMNLDL-CKFEFHS.

EHAZERME: St TAYRAER

—TAERR FEA SN R R FATAMR, FE254BIE2 T FHMT AT B H =B IEURE (200-499 mg/dL) BIRLEEE (122611 Z 4 (
Omacor®) JA1T, 1321 R RFATT) PIFMN T Omacor® 4 o/ RS FE R A THEATTHITH (R3) AN D HH, BEFRIEHRZ T HHI8ANF it
7740 mg/KAFT (M ELDL-CESIERBIINCEP ATP | BATEN0%) , HIEE N RAMBARZA & A F R TH AT ARG, BRE MO EES
g/ROmacor AL/, B#H{T8E 5 F it THIBRGIATT - XL BB I PIEL H I =ERFILDL-CR 55179268 mg/dLFI89 mg/dL. PIIELLIE
HDL-CHIHDL-C7KF435 73138 mg/dLF145 mg/dLo

Omacor® + ERATAMRM + FEATAN T BIEEAERS BT LIRS,

RIATFIEERZHFEMITI0 mg/RGTHEH M= EIMAEBE (200-499 mg/dL)
JNELOMACOR 4 g/ REX & AT R B R R

OMACOR + F=&Ath T R + AT
% N=122 N=132 = P&
BL EOT % BL EOT T%
JEHDL-C 137 123 -9.0 141 134 -2.2 -6.8 <0.0001
TG 268 182 -29.5 271 | 260 -6.3 -23.2 <0.0001
TC 184 172 -4.8 184 | 178 -1.7 -3.1 <0.05
VLDL-C 52 37 -27.5 52 49 -7.2 -20.3 <0.05
Apo-B 86 80 -4.2 87 85 -1.9 -2.3 <0.05
HDL-C 46 48 +34 43 44 -1.2 +4.6 <0.05
LDL-C 91 88 +0.7 88 85 -2.8 +35 =0.05

BL = BEHI{E (mg/dL) ;EOT = AT EERPALE (mg/dL) ; % = BELNEE S LE{I(E; Z1E - OMACOR
TUES LR E- REHENE S R AE

SREFIELL, Omacor® 4g/ K AI R EMRIEHDL-C. TG, TC. VLDL-CHlApo-BKF, HHAEHDL-CHILDL-CKF (X FEL) o

[HI2HIE]

HIRFR

w-3BEAHER ZEEROVE AR LAY 18 S SE 2 B EUBTER (R AN IR INHIRSBEHERE A, 2- BB H B L AE T5 6, 1IN AT AE - e IA AN S BB IRRIB- |
1CAER, AL BT FRAS AARO 4 AR, 38 AN M 3R BE 2R B AR ARAS Y TEIE . R FEPARIDHAR A & A H T = EEMEE VTSR, 3 BEPARIDHAT bR A ER VAR
WEBMGEIER, Bt AR FerR D B = B P E S .

SEMR

EfeEE:

w-3AEAAER Z B M Amesitle, FREIC RV79MARA & AR TRE. NNEARAEARTRE. /NREARZILRE R AP,

EESN:

EAREBFNREF, ZO4A Fw-305BERZEE100. 600F12000mg/kg/ X, A B B XECHI0 A FHALAL, AR B REAI2ARIAA B H TR
HB ST IRHATI R ILER IS SRR T, FUBIR2000mg/kg/ R (MUARERRITH, L9480 Y F AT B 4o/ RIS RMHE B HRETAIEEN T R,
ARBHIRBORELISKENA T w-3AAHEEZEH1000.3000F16000 mg/kg/ X, FIEK6000 mg/kg/R IMAREIRITE, YA ABEF B4/ KM
1415) KRNAF R R Lo

AR ERRE4REBIIAE 2 RZ 4T w-305MEL ZE100. 600F12000mg/kg/ K, FIEIX2000 mg/kg/F (BUAREINHE, 9N ABEFI B9/ KK
518) KN RR R BE—TF ERFRXLF, BRI E3000mg/kg/ R (RIFRERITE, YA B4g/ KB715) ISBOE= X TMH20%. DIF =5
BORMTFEE TREA40%,

REFRE7TRELI9REOA T w-3AEAELZE375.750f11500 mg/kg/ K, 375 mg/kg/ KB (RIAREINITE, 290 AT Bag/RA021E) KW IFFR
FRORIN, BEEF R NSES Y (RERERITE, 98 AEFF B4/ RI4E) o

Bt

AREOATFw-30EAFEEZER100. 600F12000mg/kg/ X, M AR LA L1018, VA RLAZI89E , RIANER ERMIMN (UAERERIUTE, IIBFEFA
HEFFBAg/ RESE) o KA R/ EATEBUR R,

[BHREHF]

TR 2

ERFEEEENS T A=EIMESSE R, EPATIDHAIER Z B O ARBIRIRIL. w-3SRFEA Z BRAA 9 Al S 2 ME BEAEEPAS B R EMF BARIM LA, (B2
DHAR BHIENITBR, RIFFER B kit

i

-BERARRE S G EATAE, TERFBE P NS RSB A, AEWE I SEIMNIRREFMHL;

-ARRAETAAS S 2R A REAR N, SRS RERAER P F A B Fh T LR MAT (4 ;

-RBAWANLLHEERER,

(57 IN N

S AR w-3AERNER Z BROOM A B MBI AE TR EPATIDHARIRER S M TR T 495 5AF49% WAL,

MR L LB B A 5 IRUKEPAREN B RS IR X iH B R,

JLE KR

BEAFHRERE KRR,

YIEEER:

FERAT: 24U BERAZIREE4RIRLF, SRFFRAATEW- 3R IEI0S 80RRFRMTR, TR FRM TRE T EER WY -FEF
A THREREZAUCEE R CmadR KR Z M,

FIFEEE AT : SOMRRMAZIREEI4RIRIE P, EXFRIIRA47w-3AEEZ R0 MB0EFRMITMAT, TILBMITMAST. 2 -FRMITR A TR
4-BEMTEMTHREREZAUCEEH CmadRRE R,

WA RMST: 48R ARIREE4RIRLF, SRFEF R4 w-3AE M Z A0 40 I AR MST, AT R THR ERE ZAUCTEE B Cmax
SRR,

FIF ARSI TAO AR INA TR AR, A BB IR XA EPA/DHAIISIZ B FpaSONIR, HFRSEAER L E.,

(] &3, RiBiL30°CIRAF. BRI Fo

(8]
BeRRERZHR, Sil2sk, SRl

[B%H8] 3018
[BAITHRAE] JX20220046
(XS] EZ#EFHI20220042

[EF#FaIRFE Al

&  FR: ABBOTT LABORATORIES LIMITED

FEAEAE: NO. 1, UNIT 3101, 31ST FLOOR Q. HOUSE LUMPINI BUILDING, SOUTH SATHORN ROAD, THUNGMAHAMEK, SATHORN,
BANGKOK 10120, THAILAND

[Er=dk]
kA FR: PATHEON SOFTGELS B.V.
4 F=Hdi: DE POSTHOORNSTRAAT 7 5048AS, TILBURG, THE NETHERLANDS

[ar]
& ¥R GMPACK APS
BB Ak PLASTVAENGET 9, HADSUND, 9560, DENMARK

UREASEEA]

B R DERENAERARE

o fb EEHERRKETHEAMNARK2ES S
HPE4RED: 201422

EXZ 3 021-23204200 / 021-57160516
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