/l F (12)%8R g:/g A ()mEHE  TWI788582 B

Property (45)/1—}% E . ‘P%R‘@ 112 (2023) #‘ 01 H 01 E

Office

Q¥ HFEIE 108123128 22)¥#% 8 1 FEEE 104 (2015 %01 A 21 8
(5D)Int. CL. * A61K9/107 (2006.01) A61K9/48  (2006.01)
A61K31/232 (2006.01) A6IK47/10 (2006.01)

AG6IK47/44 (2017.01)

(THEH A B e EamA k3 (B &) MOCHIDA PHARMACEUTICAL CO., LTD.
(JP)
B A&

(72)5 B0 A © 17 #18 % ITO, HIROMITSU (JP) ; # # £ FUJIL HIROSATO (JP) & LBk 4
YAMAGATA, MOTOO (JP)

(THRIE A AREH]

FEANE P AIER

FHEAGE AL 1458 BX#:0 £72 7

(54) % 4
o 3PSk z B RACE B R G BILILaE RS
&

AEARE— B A basd 0 Epkamslitash8enks 100 %5 5% 70~90
HE%ZER 03 ARl RBEL P RH2 8 - REBARIBHTE Y —H2s
M~ 0.5~6 EEY%Z A~ 129 H E%ZAE AL 2 REAAP T B L E %&ﬁ%%&%%ﬁﬁﬁAﬁ
BEKBR S o BIPEASIRIN) R AR 03 B AR ESHIEE S 100 E B4 5 3~40 & mr 2 op sk
Bz BSR4 - R A B s Aot s JUMER AR BRIHEERE > BRFMLER
% B RAWBEEMR - BRI CARDTERELSRES - &% -



1788582

NER
25 A 17 2
[#F4MH (h /%)

o3 iR EEBACHBKEBAGCERY
SELF-EMULSIFYING FORMULATION AND SELF-EMULSIFYING

COMPOSITION OF ®3 FATTY ACID

CED

AR HRE—EEBAEERY  EABABLLE
MY ZWBRE 100 ERE%E » 24 70~00 2 8 % ¥ [
03 HEFEAMEHSE LRS- AN E - BEEF
R BHEDS LB - 0.5-6 BR%Z K - 1-29 T
B2 fF B B AL B > B L 7 5 LA I R AS Y B CIE B
EaEBEREERE - BOUBER/DEHER 03 557
TR BB 100 BR{G A 3-40 HEH 2 HHES A
BELARY  HEBAE  @RYAHE - Az
MREEEER  ARRMZEESEE - o0 e
6 - M I TR R - B

[ 3]

795705-1 -1-



1788582

[ &RE ]
[(AEBFERRE] : &
[ARRECRFREESAH] @ &

[(ARERLEAR > FETREBRREHNFENLEAX] @ &

795705-1 _2.



1788582

2 HHE A ERIHEH
RRUEHR T 0 B EEE )
(B )Y (/3 )
o3 fEH L ERALTLHEBEERBIAIA ALY
SELF-EMULSIFYING FORMULATION AND SELF-EMULSIFYING
COMPOSITION OF »3 FATTY ACID

[ £ 97 <3 ]

[0001] ABEHREE-—HESZAH o3 ZTAERIEH
B - AHES PRI CBERERFRZBEERZ2ED—FE 2
SRAfCHERY ~ HE%E  RHEHE-

[ 5 31 5% 45 ]

[0002] ©3 % T 8BS B B (ML T8 B 03PUFA)E 41
A oo ZTRAERBOITER EPA) - = B X
B (DT > 50/ DHA)S - o3PUFA - HEIBEE | 55 »
BREEHABRRESRECER - o/ R RM&ER -
Mo B E MR  BXEREH fEFER - PEERS
ZEEH > WEHERSEAS D FhEF S 5N B
B |

[0003] EPA Z (L F &2 % EPA-B)FE 0 A< {4 fE & £ BB
FHEMBIRELE(CLTER ASO)Z EE - REREARY
M R A 2 4% 3G R 2 5% 8 (% 5 4 EPADEL >
HHSE) FEETE&OKRT EPA-E B > M#Ft > EPA

795705-1 -1-



1788582

REZELAMNBRERERRLEOKR THERME - AR K
EPA-E ZIWINFRBUBEITR 2 OB KREBYWZIRIFE R
#HABATE - HIL - EPADEL Z FA KRB % L2 & O R 2
(2RIEFEFLR 1) -
MERBEEEFHIEZBLAENEEEENA >
EEBNOEZBEZRE  EEBNREGL - K5 -
E5 E -5 Rt KUOBEBEH)ZEH - -BEIZRWEK
ENBZBH(EEE BEREE BFik - KPEE
EEE  hRAREBEBENS O NEEERSELIENEZ
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B BB BRI GRS E RS BRI -

(1-28) WM (1-DFE (-2 FE—FRTH 2 5B AL
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>R AN BB
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R ETERYZEBALE - ERYSEE - AT
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(1-31) WA-DE(-30)EE—FHFEH 2 B BALE
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[0021] (1-34) W(1-DZE(1-33)F (£ —HFrst & 2 B #8
ACEBRY  HPHEEREERE 18 Mg EE& &K
FETFEOKTUEE o3PUFA - HelEEE NS TE R
BEARZBETEDD -—EBELEaYWIT R AEER 600mg EZ
EREACELY  BEEZ TR ZOH o3 BEETEE
MEHL o3PUFA EEsMBEFEECBAROIFTRERK
E)% sopg/mL Bl ER/HFKLTF 0F 2 /NiF 22 03PUFA
MPREHK TEBER 30pg/mL + hr DL | » o3PUFA B &
MEHERER SOopg/mL L ER/EKET 0FE 2 /NEEZEZ
w3PUFA MM 2 E & TEHME R 50pg/mL « hr BL E >
o3PUFA S METRER 60pg/mL ML EX/HKETFT 0F 2
NI ZHZ o3PUFA MPREME THEM S 60ug/mL « hr
BE 2 o3PUFA xS MEFRE R T0pg/mL DL E R/
BF 0F 2 /N2 o3PUFA My EEHMSE TEREE
70ug/mL « hr DL I -

(1-35) MWEMA-DEA-3)FE—HFLHEZERBA
LY EbHBEERBERBE 12 MELEYEEK
fETFLEE o3PUFA- HEEE FAF2EBREBRHRTKZ
HPZEVP-ELELSYERAERES lkg K 45mg KO R T
(A-DEA3)FE—EHTLHZEBATLERY » HiEK
THIZMY o3 BEETEEEHZ o3PUFA HEM#E T
mER SOopg/mL B ER/HET 0 F 12 MNEEZHEZ
o3PUFA ME BB MHMEE FTHME R 400pg/mL - hr DL E - =
o3PUFA sz mM#MEFRER 7T0pg/mL M ER/HKETF 0 &
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12 /NBF 7 B > o3PUFA f1 o 2  fi 48 T & % B
500pg/mL » hr L F o

(1-36) —FEW(I-DEA-3NPE—FHFTHREABA
LR A® HE AEKMES o3PUFA - H Bl %
B LA CEREERR2BRE B E A
1800mg ZEK OB FU-DEA3NTE—HFRHZE 8
ARy RER TR ZME o3 BEEEFEEEHY
©3PUFA B S MFETEE R Sopg/mL B ER/ZETF 2 /A
% < o3PUFAMH$RE K 10pug/mL 2Lk -

(1-37) 40 (1-1)% (1-33) ££ — 3 7 20 ik 2 & B8 %15 &
Y EW AEEAIMBEE o03PUFA - HSIEE FAH >
MEHEFRRZBETEL —ELeWst R BS A 1800mg
CEEO/TA-DEAINTE—FEHHREH A BALE
B BREBRTPH ZMT o3 BERESTEEEH
©3PUFA RS MFTEE R 1opg/mL L ER/RETF 0 &
72 NEE 2 B~ @3PUFA fi F B E @G T &% A&
250pug/mL « hr DL E -

[0022] (1-38) W(I-DE(U-3NFE—HFLHZE B
AALE Y P HERERY T 2B S H 2 & L3
BrAs B Bels 100 BB BEMZEEMRME 120582 1%
BLF |

(1-39) —BEBACERY  EBRBAEEEBRAL
MR MEBHR 100 BE%E > &K

a) 70~90 ' & %~ EPA-E -
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b) 0.5~6 B & %2 /K >

c) 1~29 B B %2 % & Z & (1 54 % 52 I s By B s > A
=% |

d) B RAIM EPA-E 100 BB B3Z 405 EH
Z U EERE - B

e) ZWMR/RETHBAMMERYEEZ 4 BB %Y
“F o

(1-40) —EEBALERY  EHEHEAEBEEEBALL
R EERR I00EE%E > 28

a) 70~90 B & %2 EPA-E -

b) 0.5~6 H & % K

NI BB FEMHMZE LR BRFENEE > L
LA

d) ¥ AT EPA-E 100 EB% 3 E 40 BB H
SRBEHE 0 B

e) ZWBATMERYBEEZ 4 EB%UT >

f) S BEAMBARMEREZ 4 BEE%UT -

[0023] ABHZB_BEEAUTZE&BEL BB
Pl Ak A B

(2-1) —HEHEBBELZABALYUE  EE8GAE
BEODA-DEA-40FE—Hro o e BALEHRY
HEFEBER/RHKEFUBEL -

(2-2) WER-DFEH s EBRELZ G EALRE - H
ol B % TR R T -
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(2-3) ME-DRE-VDFER Y CBEELZ GBALE
M EPRIBE R 2B B 18kef Bl F o

2-4) WE-DECQHNHE—HBHF LB CBRELY H
BA R HPBRAE ASEE B BE HE 40T
R 1 EREFERL S BT G RIE 6kef Bl E -

(2-5) WE-DEQ-HHL—BFLH Y EBELY S
BALKE > EPERBEAEGED LB BE 40T
R 1 EREE R 20kgl b E -

(2-6) WQR-DEQ-SHFE—FRLBRZEGEE(LZ S
BALWE > E P EEEE A LE DL T BE 40T
RE1VABEERRENZEE Y 60%3 L -

(2-7) WE-DEQE-6)TE—HFDH WA > &
SHTHFRIB2E)—B: FERERE (SIEER
fE - & LDL MG [ BZimdE - % 39F HDL M B 85 f & -
VLDL f B B ffE - & HDL fe BB ME « & TG M & -
ApoB I - {E ApoAl [ % )& & Bl - &S TG f1E 4
B - BB REEACE  M/NRE R - RNERT 2
BB DT EESEEREE SN ER IR
BS B BT 52 % (MU F 2% NAFLD) - Ik 78 #% 1% B 05 BF o (ML F
SR NASH)E e ®E - BaE(FH e85 EH R aE - I
MEERAE - REMNBAES)EFNH - aB8 - 5
EHETEERR(EEE - BEBRE - BEEEE - o
&R 2 EBE - R BB RS )R M
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(G-1) —EHBACERYZWiET% > LBEEGE
SEACERY I EERE 100 BE%E > DA IERF
BE TR S

a) 70~90 B E% ¥ H w3PUFA -~ E%awé%i%ﬂ
W REBFRZBETEL—BLEY

b) 0.5~6 H & % /K >

) 1~29 HB %Y BREAMZE LB EREE B> 9
£ &

HOEHREE 03 SEFMABEHH - EMEE |5
L H - REBERRZBTES—EhLEY 100 BEH
BIBAEEMNNHEE LRSLRFAEZHKRY B

o) ZBWRB/IRSTERAERYEES 4 BEE%UT -

3-2) —EBHBALERY B EFTE  HEEGE
HEACERYZEERE 100 BR%E > NEZYIER
BRE TR S

a) 70~90 BE %Y EH o3PUFA - H &z
W REEFRZBEREL -BELEY

b) 0.5~6 B 8 % /K »

)12 BEUZBEBZE LN BEEFENBE L
L# - B

d) HENEE 03 ST RWAPHRE - L8
W REEFRZBERED BIESY 100 BEE
B3 E 40 BEM L > BN RS FTE T 4R

= {13

Tz

2 ER

1

eri

Tz

gl
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e) ZERAMHEHKRVBEEZ 4 BEE%UT >

N STHEANRERYHEES 4 BEWUT -

(3-3) WE-DEHG-)FfFEi B ERBALCEHR Y BB
Fk o HEESEMLSEY a) bR/K OlEE 70T b
FHEEGEZHE -

[0025] AHHZEHNERBREL T ZEBALLERY
ZHERT A BEE -

(4-1) —HEHHE  HAEFARTCEERIREM&OR
FRHIA (1-1)ZE (1-40) ~ C-DEQC-NHFTE—HFELKZBERE
HALERYINERE LB B A A -~ BB EZE -

(4-2) —EHE Hr HGAAREEERREBEN&OR
FURMEG-DEGCFE—HFLH BB FEHE Y
HEATHRYHEBE L EBAERE - BEGERE

g

(4-3) WM(4-DB(4-2)Frsc s 28 A - HEAEBH T
frzHEBELZ2) - FEEYE(SRERMLE
= LDL & B miE - & JF HDL REEE M JE - & VLDL &
[ BF M E ~ & HDL fEE M ~ & TG M - & ApoB Il
E -~ & ApoAl MYEF)AEE ~ ks TG MEEEA -
DLENARBEAE A ~ M/ BEZTIMHFE - KREEBR2ER
B~ O EE4EEEDA - 8 X4 %E%NAFLD - NASH
FIEFE - RERATREEEFRERE  EBRE - 5’
HYEER HEFALZERE - BHREEBES)FEHLR - BE
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B~ ETHT L E -

(4-4) WRIH (4-DEA-3)PE—HFLHZHE > E
g HKLE 1R -

o (4-5) —FEAIRTHE (4-1) 2 (4-4)F £ — JH Fr st & 2 B A
TR /B AE A -

(4-6) — RS M P 03PUFA BEEFkL » Hikh#
HED®KFHIE @G- DE@G-HFE—FRa S 8m -

[0026] REH X EARBAEBU T Z2HAZFED
—BREZEN - BETHERAGEFE -

(5-1) —HEEABHBR NI KZEZZ2)D—EERZHE
i~ BITWHIEREETTE  BEEEEE(SEREME -
= LDL B MmAE - =JF HDL S E B M JiE « & VLDL jE
B MAE - K HDL fEEEMIE - & TG MfFE - & ApoB I
fiE ~ {& ApoAl MEFE) - KES TG ME - MENAREE L -
MARERERTE - RHEBEBREAL2 DM EEHRF - &£
M %< 78 (NAFLD ~ NASH %) ~ & &% (f7 22 '8 B E 2 37 A
E > M EMRAE  BEaERANEE) - BEATEMYE
RR(EBE BBRE - BOHEEBR - ?iﬁxﬁﬁﬁ@%% :

RRERY) HEUAHEERTESMMEQ-DEQ-

40) C-DEQC-NZEVP—EHEBA LERYHEREEL
< HRRATE - BENEEE -

(5-2) WaATA (S-DFfsc# 2 77% - HAEZEE B
BAIKLOKXR TR EBACERYHEBEL BB AL
BB ~ B R BB -

795705-1 -17 -
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(5-3) MATH (S-DB(5-2)FFst#z 5%  HGEEK

I Xt 2 A CERDXNEBE LB BALH
B AT B B2 -

[0027] REFHZBAEERR U T Z B B ALK

Mk
/it

b

Ny

(6-1) ~HEEHBAERY  HBBEMELBERE 18
NN EZRBMHRME TUEE o3PUFA - HB &S R
LEBEAEFRRZBEYRYE>—BLEUST R BEE R
600mg Z FE O &K FHIAL (1-1)F (1-40) ~ 2-DE(2-N)Z H
A LEEY  BREEXETRZODYT o3 BEEFTELIESN
Z o3PUFA MR EER 50ug/mL M ER/HFETF O
F 2 /N YBZ 03PUFA MT BEH S TEE B
30pg/mL « hr Lk » 03PUFA S E MM FEEE SOpg/mL
PlER/EET 02 2 /NFEZHMZ o3PUFA (M1 4 & % i 4
THEMEE SOopg/mL « hr Bl F > o3PUFA TS MiE T EE R
60pg/mL DL ER/E#KTF 0 & 2 /N Z [ 2 o3PUFA [
REHGTEMER 60ug/mL « hr DL |k » 3 o3PUFA B &
HHPRERS T0pg/mL DLER/HKFETFT 0 F 2 NEZEZ
o3PUFA M BREHEL THEHE R 70ug/mL « hr BL E -

(6-2) —HEHEHGRALEKRY  HHEBEEHEEREBELE 12
N EZEREBEHTLUEE o3PUFA- HEI S AW
LEREBHRBRZEFED —BLEVHTBRABES lkg
R 4Smg B O FAIA(-1)E(1-40) > 2-DEQL-TYZHE
ALARY > BEBETFIRiZ2M: o3 EEETELIES 2

795705-1 -18-
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w3PUFA ZEMBFRER S0pg/mL M ER/HZEF 0 &
12 /NBEF 2 Bl 2 @3PUFA Il - 2 E e TEBE B
400pg/mL - hr Pl k » ® o3PUFA £ &= M8 & &2 E &
70pg/mL BL E K /BT 0 & 12 /N 2 B 2 o3PUFA [
mEH R PHE MR 500pg/mL - hr Pl E o

(6-3) ~EEHBEALAKY ELLEH o3PUFA- H
WSS R CHPEERRIBEETES B AW R
REAN 1800mg T 88 NBEHE ML I/ FATMEA-1)ZE(1-

40) ~ C-HEQCQ-NHZEBALERY > BEE TR Z @M F
o3 BREETEFEHEHZ o3PUFA E5MmEd EE L
50pug/mL DL B R /BT 2 MNEE%R 2 03PUFA 1 & A
10pg/mL A | -

(6-4) —HEHEHBALHKY » HUEH o3PUFA - H
HES AN Z2ERAGFRRZHETEL—-BLEYT R
K& AN 1800mg < & H NFBRATE O£ 7 AT (1-1) = (1-

40) ~ 2-DEQ-NZEBALHERY > BEHK PRIZ M &
w3 BEETEEEHZ o3PUFA &5 mHE B E L
10pug/mL Bl E R /E#&F 0% 72 /NFFZ ] 2 o3PUFA (i &
RIEMG THERMEA 250pg/mL - hr DL | -

[3% B 2R ]

[0028] AEFEH L ERBACHR WA ELHR W H & D
BEZARELBRNZ TE  HEHZERYRSERD 2
MEE > BTFUEFRERZACHENED  REHD

795705-1 -19 -
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B ABZZ2HEE - H > R o3PUFA kAhS =S
B >#lBOHRERIAMAE  RAMEER -

MA - FHREXYWFEKTBERIBEX S TEZ &
B O HEIUAGRE OB LELBELZEZ®RL > BAH
EBEREE -

H>HBE®OGIVE) BERALE  dHoHHE - A
btz EREMEZED—FER - B8R AT ERE S
fiemBWNERENTRENREBEMNE B ZME TG
$g o0 - B R I AU R SE To TH B Ak A RS BG RE B A BF 2 206 7R
FE g 28k = -

T - B EWHEE  REZRTREMNS » HIEE
R (B A STHTES MR (BI40 40C)HZ|RET » IR R
THE - BE > SHNEBREF -

AEHZEHBALEHRDEREL —FULE - BHF W
U EZ P ESE  EFEH2HIHE -

[ &= 57 = ]

[0029] DL N efdfisRBH A& B -

AEBHMHHE o3PUFA- HEBEIHE2 FRFE - RHEFE
BRI 2L —BLEWZIETER 70~90 BEE%
ZHE > HEF | £ 29 B2 #@BE2HEALE » E
MHE 7 o3PUFA -~ HSI#2 FRF W - RHEHFE 100 58
WaEHF 3FE 40 BEEMDZWEEE - B RF DR NEE K
ZZEE S TEZ2EBALERY HUEEFERAEYWZ

795705-1 -20 -
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KB ZERAMLHEN HB% - - HEZARHEERN

[0030] KBS » Ffrsf " o3PUFA, B FHRNEBE
BEx-xEHE HEFEAELSE 3 UEFE—HEEE
ZHERTEE - REBRMEEB RE o-ZERE - EPA~ DHA- =+
BREER > F/AVBRIOEE - —THRUGER - Ak
DU B A K% BE K — + PR N 0% B2 (nisinic acid)® o A 3 o
Z "@3PUFA, -~ "EPA ¥, - "DHA 8 , K "Bk
M, ZHBRERBHESR > AIGMURERZ o3PUFA-
EPA -~ DHA REN® > BB ERE R B LA E
NEEZ2HmBEER -

[0031] AZHFHHh#HH Y o3PUFA JHE BEKH - F
BB RARZE—E NI REXEZRAMZW
- E  TARARSEBERBUENHEAHAEE o3PUFA
ZRABENE - Hadh®E HEEFSEFSELLE -
FERmTEEesAMEYEESE Y o3PUFA 8 » HH %
w3PUFA KA Z o3PUFA B ML  HEBXHBELE
BREE  AZHT > kR o3PUFA B EBHEEAZRSH >
1/ > NdHEEM2EML L -

[0032] K& 518 ER o3PUFA 3% EPA K
DHA HA®EZH » EHF 2B 2 % EPA H - X >
o3PUFA Z RIEZEE FAFZHE O R A WE - 85 8 % 4 %
W~ THEHE - CARBESEERE - BERE  BmERBES
LHEBUERERZBERFRERZ ESERERE- - =-

795705-1 -21-
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Rk TG F20  REEINEBRZER TG B > F & 2 6%
BRHIE - FH > BREZHIFIEE EPA-E- EPA Z TG
Fs - DHA-E &k DHA ~ TG 5 > E# Z FI 52 &k EPA-E K&
DHA-E » X E# Z #5128 & EPA-E -

[0033] A HZEBATLEHBE T ERZ EH
o3PUFA B2 @ EMHEHRE - HEEULREARY 2 2
WHEH BB T 2 o3PUFA B A E: > HEER 50 B &
UL BEHR 70 BEE%U L XEHFRE 80 BEE %D
EoBHEHFR 90 BEE%U L XEET R 96.5 BE %M
EFE > Bk 98 BEB%M L - BPA DIgdiEEEE - 4
W o3PUFA Eitf Z EPA B EHAWLE 50 BE% £ &
WE - FEHR 60 HEWU LF > NEHFRE 70 BE%L £
FoHESFR SOBEEWILE > XNEHEHE 90 HE %L
EE - FR 98 BEEWMU LFH - FE > AREKYW U2
M MEF Y o3PUFA MU ESZE®R & F& 5
o3PUFA ¥ fy EPA E+DHA B M ESE I AhEE L
Te&Ae DHA> KEESHFIRAMOKE 1.0 EE% » BIF
REOSEHE% BEHEREOIO2EENZ EPA ZHE -

Bl - £ EPA-E Ei DHA-E I » EPA-E 2 7 Bl 4H g%
W@ EER LA > Al EPA-E/DHA-E 4 B EE & & 3 Hg
Bz %8 2 EPA-E+DHA-E X & B U EEFIRE > /5
BIfE Z 4H Gtk - EPA-E/DHA-E 8% & 0.8 DL b B A
1LOBLE » XEHFRE 128 1 -

o ABERY AT EEHE - v-ERE - ZF -y-

795705-1 -22 -
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Wi E Y o3PUFA BDINZZ T AEMERR - 2
HES PR IHSE BHZETLETUBR MNE 2 B
BETEHFCHRNEGERIE BWHFRE 2 EEB% BEF
RE 1 EE% XNEHFREELAEHRAEATNBRIEEFZ
BlES A2 B BBoERE -

[0034] AFHZHBBALERY T Z o3PUFA B2

FERTOEZEINEHEY% BHFR T0E 866 EE% EF R

T2ESSBEY% XEHE 14%F 84 EE% - 03PUFA M T
B— > KU R2EBULEZEEY B2EUNLEZEESEY
BRREMZEEREBALLER T 70 & 90 B &
0% -

[0035] #% o3PUFA JH EEEAEHARER ASO RE MM
BEAEEZETNSZEASHME EPA-E(96.5 EE %D L)
THEBEN (KM% EPADEL : FFHBEANFBE) %K
EBEHFMUES TCMESFEETNFSZEFSHME EPA-E 2
R 2 B3 56 7 (7% & %4 VASCEPA @ AMARIN) - H » EPA-E H
DHA-E Z R HEAFIMIE LS TG I fE & & B W=
B $% & ~ Lovaza(E i 7§ #2 )(Glaxo Smith Kline : & &
EPA-E #J 46.5 B 82 % - DHA-E & 375 B E% Y ®KEE %
) BH A E Y LOTRIGAGEM i) (R HE & T % ¢
47 EPA-E 4 46.5 B E% - DHA-E 4 37.5 B E% &g
BEA) - EPA ¥ DHA X R TEAMOE /RS TG M
i & B B W O % B $ B 2 Epanova( 5 it &
fZ)(AstraZeneca : &7 EPA i HE 4 50~60 E & % > DHA

795705-1 -23-
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WHEERE &Y 15~ 25 B R % SREBER) -

fE % o3PUFA BJRA {H A LAM - X > 03PUFA ¥
ZEEGAKHME - —HAKHER - TG fTEMHZE 2
EHE N BB EEEZ — o 4 B Incromega F2250 -
F2628 -~ E2251 - F2573 ~ TG2162 ~ TG2779 ~ TG2928 -
TG3525 J ES5015(3 B > Yorkshire » Croda International
PLC) - &2 EPAXG6000FA ~ EPAX5000TG -~ EPAX4510TG -
EPAX2050TG - EPAX7010EE -~ K85TG - KB85EE K
SOEE(#f & > Lysaker » Pronova Biopharma)% & & & 5
o3PUFA BB HEAHE » PUTNSZEmMER -

[0036] A ZBH » T ]| &M £ & 1L FL0E BF B A A %
B, REKILUEBEERECREY MU EHBRE/ATRZ
lEMBEEZEZEBZER REKELCZEHRUEMNA
ZEELEYHE PR RBNEREREEMHZE 2L
*H’}%F%E?(NIKKOL TL-10 > Polysorbate 20 > Tween20)
R E BE B & fF 2 A (20) 0 B OBE B2 Bf (NIKKOL TP-10V »
Polysorbate 40> Tweend0) - EEERE &M 2 & Q0L F
B % BF (NIKKOL TS-10MV > Polysorbate 60 > Tween60) -
SRR B S M2 E (20) 0 3B BE E (NIKKOL TS-30V >
Polysorbate 65) - BR REEAS B ] & ff £ & (20) 1L 3L 7% B2 B
(NIKKOL TI-10V) ~ B B& B & {8 £ & (20) &L 9% 8% BT
(NIKKOL TO-10MV s Polysorbate 80 > Tween80) ~ = 5 &
OE W 4 E (20) 0 M fE B B (NIKKOL TO-30V >
Polysorbate 85)% » BMFEZFI R FE MK E & 2 & (20)

795705-1 -24 -
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5108123128%% RE109410522 HEE

Ll Y HE B2 B - Q%%%%@Z HEQOWREEERF - =Wk

RRBMILEQOUEREREN T RBEMBEE M2
A (20) 11 B4 WE B2 BT -

B4 TEBEEAZE S 1 & &%ﬂ%AZEu

LR - AR RS 25 LR S B R

MEaafEm bR ey meEmem -

KB B (b AL 7 36 (L5 B
EHRE S B TARESEH Y R R ES R - B
BEREBACEARY I UESS 00 EE%E & 1 5
20 BRY% BITH 3% 20 BR% EFA S5 15 BE
% XEFE SE OBHEY% -

[0037] KB > "EEGEZEERE, BRER
WMEMBEEABEALEZLEY - REBEZ K2 Ty
MR EEMTAESELSYRSE - 678 6 Q5w
B E % 3 2 NIKKOL CO-3(H ¥ BHEAT)  FHMBE
H# 10 2 NIKKOL CO-10(H 1k 8 & /A F)  F 5 i1 g &
H B 20 7 EMALEX C-20(H AL {HAT) - T3 m
H# 30 2 EMALEX C-30(H & % (L8 A F) « ¥ i1 i %
E 8 35 Z Kolliphor EL (BASF)(Polyoxyl 35 B i)~
BB E ¥ 40 ~ EMALEX C-40(H A ZL (LB A 5)E F
MR B E 8 50 2 EMALEX C-S0(H AR AT &

 #¥ % Kolliphor EL - [h4h » WEEFERAZXEFZ 1 & > %

IREEEMER 22U L - AREPHAEREE M2 EE R
REZE®FHER ANEBE/RAL LR LZfbaY ik

795705-1 - 05 -
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21081231285 EE1094108 2 AT

H -

AZPZARAGCERYT 2 EE B IEERBZ S
ENEEAASH  NENESHES  BEEEAHL
LER I BERR 100 EE%RF - R 1220 EE% &
R 2E 1SHERY% EHFR 3E 0BEE% XEFAR S
EIEE% - H HUHRNERYTIEBESRHEZEURER
EFliEN Bl 100 BEEG  BEMILEEMBEFLU 150 F
BHUT BER 40EEHUT  EHFA 130 BEH L
T XEHFERE 120 BEEGUT HEFE 110 EEMH MU
T ERFRE I0EEMHUTZHEAIEE - B> @MWtz
FEMZAEUARENREIBEESZEHMZEAEMMZ &
EEEEL 100 EEf S E 150 EEMG  BEFL 100 HE
7110 & 140 BEHLLT » EHFLL 100 BEE M : 20~130
BEEMUT » XEHFL 30~120 B2/ BEHL 100 H
B2 502 110 BEEW > mF MU 100 BEf : 80 & 120
EEMZtLplEr -

[0038] AEWH > "EAMZIEZECERME R
FEMABAGKLTEZG&LLERBTNIREEEBE LK
L&Y RBREILKEZEHIES EmERERELEYH
HE BRI UESRMHIE (20)ﬁ4b‘é%ﬁ/$ (NIKKOL
HCO-20 HX{E2mnad) B& M L E M0)S L & KA
(NIKKOL HCO-40> HEIESZAE) EEH L EGOR
b B i 1 (NIKKOL HCO-50 HAMBE L AF) BEH L

2 (60)& 1L B B B (NIKKOL HCO-60 > H¥% {25 AT)E

795705-1 - 26 -



1788582

510812312858 i - RE1094108 2 HET

=& 2 E (100)5 L B Fi B (NIKKOL HCO-100 > H ¥ 1k
ELAE) B¥REEHIEGOSKEERMM - H - E
BEMAzZERZ 1B A TEE 2B EER - K5
TZ2EEHIESLERDREEEFNEN > AIMNERFA

v

N

AEHEBACERY T EEEZEALER
CERAEEAABRH I RBENRSHNRE  BEEES
BALCERYZEESDR 100 BR%E > & 1 & 20 B8
%o BIFR 2% 1SHEE% FERIE 10 ER% UE
FRSEOEEY%. B AERERY T S8 M2 EL
ARG BE 0080 FaB 2R G LERET
BL1SO HEWB M T > ®FN 140 BEBUT » FHLL 130
BEGLU T NEHFMU 20E2HUT BEHFL 110F
BHLUT > SEM 100 BREUTZLAEE - B > 6%
NP ZEARZE IR BERENRERE R ZEER
Mz BILEL 100 BEG 5 % 150 BES - BHF L 100
BEG 10 E 140 BEHLT > FHL 100 BEH 1 20
= 130 BEMUT > XEFM 30E 120 58K > BER
BL100 EEM S0 % 110 BRE - BFL 100 TEH -
B0 120 BEMZLLBIEH -

[0039] ABEH AEA‘CEARY I BBRAEEL S
EEZEURNEEF S BEEAALE - X80 8 E
Y R EREHM AU BB ENRE - B5 &
fel 7, B T R /SRS M 2 L R R B R AR

H
B

ANy

[m

795705-1 - 27 -
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108123128% 31 RE1094108 RAHBIE

B B ABHIREREY G2 EBE M2 E L5
BEEEPRERESB ZEERAFERLE - 89
CEBACERYFT AR E M Z 5 A B S ®
RESHZEEMRBUNZA B ELALLE  ELE S
REERY R A CEEERE 100 EE2HE - 5
VEBRGBUT  EHA 0EEDUT » XEFKRE 5 H
B BEEELTAA EMTEEZALEHIENE
FMMBE Y EL — LU ES R4 5128 k5 a0 5
RSB Be s - WM I BE - FAWMZEE CEMM -
R oBERRE BAF " BAGKEHE BEMZE
REBHE R EEEDBRE-ZZ oBEEBE - £
-3 7 B2 -3E % B s (TPGS)E -
[%%]iﬁ%ZQ%ﬁﬁ@&%¢Zﬂﬁméﬁﬁ
ENEEAASH NENMSERNRE  EEEHEEY
LUBRMZEERR I0EE%E B 1 E29EEY% &
FRIZE2IEE% HHKRSE 2T HE%  XEHEB S
EUMBEEY% BEFBI0E 20BEE% - NE > BFR S
Z 27 HE% EFE 10 F 27 BE% - X HHR
03PUFAE 100 BB BB SE4SEEY > BT E 10 F 45
BEH FEHRISENHER  XEHFBISE20HE

5 -

=1

[0041] AFHZERHDKBEERTIEK - BER
FREFERKEEECHERTT RN KEEEEEE - B
HRNERFEEK BEHRMZHBEUERY  MAFE

795705-1 -28 -
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ZTAENLE  WHERAEL TERZEBIINETREE > F
GRLEHEHRM o BEROE -
VEKATEERBAE L YHBERRM > IR LK
BEEEBREBELEEWHBEEF 2 AT BRAHAE
iRt

H FE22TRNIER  BELOCEBEELSFHRL -
2 BEREAWHERBRATTIAEHE Z BB & k& E
==

~

Wit

KAEW A ALY Y BER A 100 BB %E » &
R 0.5~6 HE%  THEE 0.5-4 HE% > LEHFH 0.5-3
EE% - RFR -3 EE%- R BER 0.5 EREUI L
REITEED  EF B OIOSEEN N LELRBZBISEEY -

[0042] A @ H b - TBERE L AHMEEE Y 1
PR AATIHE BESBATHEE  GLEAD
RS BB BT RESH Y BRET -
BB  HEEREBEGESR  BEEATARSD
IR BT AT MBI - B LA T OB A R % O
Bils TSR A KT OEEE - B4 o WO 6 o
> L RART A 2 ML - 7 2 o B A O B A
R AT B LA S BA L B
ROEE - ASHES - WHETSER AL E RS R’
BT 2 AL o HOE R ARG 2 (5
SE) -

ENEZERGMERENBEE(H%E OILLIO) » #i{h&E

795705-1 - 29 -
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= O B B (78 {& B¢ PHAMA) -~ ZH = W 8 A5 PL-
I100O0M(KEWPIE) S R R & - REWHEZEWEE &K H
401 BASIS LP-20B(H & %) - Lipoid S45 -~ S20 (LIPOID)
E BEIEWEBECHESE /A BASIS LP-20E(H & &
) -~ Phospholipon RLPC20(LIPOID)%E & f& & 5 » 7§ o] J&
WZFEMmMEH -

[0043] RN AEHZZARBACELY T =2 0NEEAS
ZEEWEmBEHRE > HHEH PN 0o3PUFA 5 100 B & {7 &
R IZABED  FEHFRIZEIOCEEND  XEHFE 3
Z2EEM EEFRAR3IZE20E85EMHM 322 17THE
7 ~352 15 BEEHG 372 1TEEf - &FH BWHEE 3
Z2ISEER EHR3IEINEER  XNEHFE 3ZE 10
BB mHFRSEIOEEN -

HERBATLEHBKM B ERR 100 B & %0 > WEE
BEFR 21~36 BE2% EF R 2.1~20 BE% XFEFHE
21~15 BB % BIFE 2.1~ 10 &% -

HERBATLEHKYFT ZALE ZEEEHK K 100 E
EE - NBERER 10~ BEEMN EF K 11~60 H 5
fr > XNEFR 20~55 BEfH - T K 25~35BEH - B H
BALCEHKY T 2 ERS B LB U BENEDRE 2 & 5t
SEHRM 100 EEMR > WEEST R 10~150 EE 4 »
HHR 20~120 BER > XEHF R 40~90 BEW - BF B
50~70 & & {5 o

[0044] A F > Tl GEAREREDNE

795705-1 -30-
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REBREFEHRZ 2N LEZRETEEWA 1 #HKHE
ZREEBZZUELEYW - PIREBOINZ —F - W
SE A B - 1,2-T 2 W EEE 1,3-T 28 -
23-TEZWMEAAGEREZRES 2 1l I=E2F - KB E
RNk Kk 1,2,6-C. =M% 3 LR TR ZE
LB BB BRI E -BRN=BEES2TEESY
F O OBFAEA_REBHIRNZE FNIZIBEIFTEZENZ=ZE - &
ZHTZEZ B RERESHNEH DB EFREAFO LK
ZBIbEMZBEER -

[0045] RN ABHAZZABACHR R 2L T E
CSEERERYETRNBE TR  DAFBEEE Z & &
BEEE o BlAD AR EBERER 100 BEE%E > HlkyF
WEHEAEZEN 4 EEYZS TR - X kTP 2S5 nESE
EBRHFR AEER AT EHFR3IEEWUAT  XEFR
HEWUT BEEFRIEEUN AT EFROEE%-

[0046] KB ZERAGCERYTFHEEZ ZEH
EFhEBELCHSEIERITE FREFAFESREE L
BEARXREBRABYER &HE > H > HERUEH K
EfAMEBBERELEHERCHR C&HE - fla - BHKY
BENKR 100 HE%N  BWHFERFFAELZH 4 BERZ
LE -H VP ZILIBECERTFR 4 BE%UT  E
R 3EHEBWIT  XEHFRE 2EBEW AT BHETFR I
BEEWAT EFRBOBEEY%-

5 ERACEBEY P ELEHES TER  HHK

L]

1]
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MERERR 100 BEXR > ARV FUEHEEHRER
ZEN A EEBNR I ZEREZTRE BWEZEEREELR
SLBEREZTE - H @RYWHhzoBESZTEZGHE
WiFR 4 BEEXWMUT EHR 3BEW AT XEHFE 2
TEWUT HEHFAE 1 BEEW AT -EFE 0 EE%L
‘F o

[0047] MEZZEBREIKBEERALCHEHE D+ =~
@3PUFA REEHBHEEEHENRLE - Ml 03PUFA 5 & E
RREXR 1800mg BORTAFEHIEBALHRYE > f
W o3PUFA & TS BEE%Z BMEHBEZEER 0.135 EE %L
TRIMAEBBEELRNNYERLTRELBE B REAREH
=H 3.26mg -

[0048] M1 Lt &H o3PUFA HEIA(LHZAEH
ZEREALEHERY T BREZEBREHA 1) EPA-E K/
DHA-E~ 2) /K ~3) fERBAE 2 F S £ & L 55 E
BBl ~4) NBERE 24 E - WEBALERYWZHE
% B 100 @ E%HEF > 1) EPA-E %/, DHA-E & 70~90 ‘& &
%o 2) KR 05~6 HE%  3) WaRaMIEUNEERE
AR R 1~29 BE%MEMNEEBERS) > 4 AHER
EPA-E ki /2, DBA-E 100 E &7 > WEEifs Rk 3~40 BE ) -
mMEZS —HERER/EH 1) EPA-E K/ DHA-E-~ 2) K » 3)
FRALCHZEFSHRIELUMNBEEIFENRE - 49 B &
EWE-~5) MWEuEZHS HERBA LUK ZEER
B 100 H B % - 1) EPA-E K /= DHA-E & 70~90 & &

795705-1 -32 -
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%> 2) Kk 056 EE% 3) BEREMHZEURES
B B B2 46 B M 2 2L AL 0 CHe OF B8 B B ) B 1~20 BB % -
4) # P BPA-E R/3 DHA-E 100 HW& {5 - 095 5 &b

3MOEERN WMELE-BEEEEHF 1) EH 03PUFA-

HAEZEZ LRHFZE  REBEZZDP—BLEYW - 2)
K3) FRAMCBMZEBEEHZIE LR BEERERRE X
ZEBILEERME -4 MEEZ4HdE ¥ BALCER
Mz BERE 100 EE%E > 1)EH o3PUFA - HE[&EZ
EREHFLHE REBZEL—EAEEWE 70~90 BEE %
2) Kk 05~6 BE% - 3) DEEEE&EMHZE D FNERELE
EHEBEERBFEHFLEEMMB ZAMLBE > ZALER
5~24 BE % HERELRKWZELBBEFENRE 100
HEf FEWBMILEERME 120 EEHMUT - 4) HYH

R EH o3PUFA- HEI BB FPRAF 2 E - REBZZD—

G 00BEED  IMmER 340 EEMDZ B -

[0049] RBEHZERACHKIHARBE S -
ERTEAESRERGERESE  BREAREREE - k8
BEZEBRRLZRE BB L EEREAWE R E K
HEEE -

[0050] REHLHKERBHE ST BENLEZHRIFR
NEZR CFREIBRTINBRIOHE - B - REB -
LEWHZRE  BERN - -RY  BAEFELHER KE

AESERRT  ASEBENRS  BREFRHEE - HEW

HIRE > WHEAREHEVE  HmEEAE -  WHEHE 1t

795705-1 -33-
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BEMEESBEAEE  TEARS Y BRmEMN L -
WEMBREZEEABNBREEARE BHEBEZREDLRLZ
R Pl RFE -~ FK - -FE - K- A8 A B
BEFg - -G FE - FEK-

Bfh "HEBE VB AREBRERN 2 HUETBEEFEH
HoPIME 16 REEHAZATR E BEAHBEHB
RGEHB) HBELITHEHE 2 BUEEH  BEERKES
A H A w A -

EREEXFETHE . "HER ) BRFLSRKREBER
CHETBEEEMNZ AR =Z=B@WORRN=F) 2=
B RBZZE AR -FERBEES0lE - WLELKERE -
HEMRE ABEEREES ZETEHBETFTITHS 2 &2
EfEH - Edf  DWNZ=ZF  UEBERE - B > FT8EFHE
AAZBHUMBEREZHEHS - ZBRT » B UN = HE

WALKERE > B8R 1:5~5: 1 & EER > EHFE 1:
3~3 1 ZHWEER -

ARHAZHKERBEN  LTHEEEBET BELKE
M FEHBAETHERUEERLS S 10 1~1: 10 Z #
BarE EFL10:1~1:12&HEBE=H -

BEIHEREABENEYZEELLAER 10 1~1:
10 &&F KB 3 1~1: 10-

i > HEBERINMBELET —KEMHZZRER
B o Bl EEE - EERE N0 WERER - BERS
R -HEE - aRNELREZCE - ERESE -
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[0051] BB L EHEXRY THEEAHEB KT HEH -
EMERELSERINMBAEEARIMETRESEBBER K
i}

W -

[0052] DBLA 2% 8 2 & 85 A AL 4 R fE B N & K T 4%
BELABACHUABFINEA>HEERREF BT
BEETAGRE HEREGFAESFERSEL  Tos
MG EERS  FASRAENSEE LR & - BERAE
%L B S — A% T R ST N E R R A ML RE R

A CBEREA AR REE RS S EER
18kgf Bl L » 8 #F & 20kgf Bl L » EIF 5B 22kgf bk - J
Sh > BB DI mE ZBEKL A0CHRE | R HEE R
BUEBEEEE LR R ERE > REBEEF THE okef
BLE > 7£ 40CHRE 1 BB HER 10kef M E > BEFH
15kgf Bl b » S 4F K 20kef Bl L o

X BHMISEGEERE 100%E 0 MEFH > E
BEETE AOCHRE | EBEEEST 60%U L BEFR
TO%DL £ » HF R 80%DL L - BEMEGFHER 85%L £ -
NEE B 90%DL I E

[0053] A &8~ B #® ALY R A2 03PUFA ¥
R PTEEBTHEARRFANEXEAZ RS ERY
i ERRBRERE & | RIBTRE - ERZE
EOBE FERSmHEENR-

[0054] #& I EER > REIWS 1 & 3 KL FLL EPA-
E St E&EBERE 0.1~5g/K » 8F B 0.2-3g/K » EF K
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0.3~3g/K » XEH K 0.5-3g/K > BEATHBE 1 RKH
BARFUE - —RIBRFPREBHER | R 1 KRBT - &
HIRXRDS2RBI3IRKRWT - 1 R/AKZ T > Flanbl EPA-E
e g THEBEME  TRT 1-10 B BE 18 B
B OEE 16 BER NEF 4 BEF 13 B -
B 4h > WA AL BPA-EE S lg Y MEBERHESE 0.5g >
OB BN 0 Bl 0.5g/ ~ 1.5¢/% ~ 2.5g/% ~ 3.5/ -
458/ R S SR T HRBT Bl 1 KB TFER 1 K&
T RAEVL%TE - EPA-E TRKERELEBHE WK
PR B E R R P RES - A58 % (30 48 L
NV TFEF - AT A8 LR T
VEOS B R MR - B SRR B LA B R - A
BN EEEH - AET  EMSTE NEBET B
BEYBEGRE  BERBE BIHE - RNES
% BAEEEERG)R TG L ERERT EE T
BB A R

[0055] A& HZ HMAERYBRERE 2 BH- A
SNEEORTHES MM P RE Y BEE 03PUFA B
(EEAGYE Y EBWALERY A HE Y o3PUFA I
B A FREAAASE Y Gy SR EE - WA &
FEEBRSMAE T REL 03PUFA FiRE 2 S - X - &
HEHZEEART 2 NBAYMERE BT 0~2 I
> o T E B 0~72 /B i o o B T A
B8 03PUFA BN M S E® - A% > A BALARY
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FHEE M A ET RS M R Y Rk 03PUFA
M HORER > BT 2 NEE Y M EE - BT 0-2 4
3R/ 0~72 /NBS 2 ch R G TR T 2 —E
th @3PUFA B -

LREM B ETE AR BT S WER - B RE A
S B T S -

[0056] {65 F le Mok A B R 7T 2 B B 85 SL B b
B O MK K B R fE 18 RSB E 2 KB R T UL o3PUTA
EHR B EER 600mg EORTEMALERY Wi
BTHZod o BEEFEEEHY o3PUFA B S M
R s B0 B HF SOug/ml DL E + H#F A 60pg/ml Bk -
YEHR Toug/ml DL ERT 0% 2 MEEZH
03PUFA [ o 3 5 i 48 F @ B B 4 & SOpg/ml - hr B E -
W4 B 60ug/ml . hr Bl E > XEF B 70pg/ml - hr BLE o
54 0 o3PUFA s E M B EHE o3PUFA 4 & K i 43
NE M2 A BE R SOpg/mL Bl kK S0ug/ml+ hr Bl -
B 4F &K 60pg/ml PL B K 60pg/ml « hr DLk » ¥ #F &
T0pg/ml PL F K 70pg/ml -« hr L F -

[0057] (5 FH e M & A6 T TR 47 2 S 80 RE B BR T
O A R AE 12 B DL E > B &K T Bl 03PUFA
EE R BEE kg B 4Smg @ORFPEBAAERY -
HEBTM T 03 REEFEEEH Y 03PUFA B85
5 R R B HF B SO0pg/ml ML L TR TOpg/ml Bl E -
H# T 0% 12 [N > o3PUFA % & f & T &
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B4 & 400ug/ml -« hr DLk > 4 K 500ug/ml- hr DL E -
74 0 o3PUFA EEmil#E F R E HE o3PUFA [ 48 & H 4R
THEZHS®F K 50ug/mL DL LK 400pg/ml « hr A
k> 4B 70pg/ml - hr PL E & 500pg/ml - hr Bl F -
[0058] A NBHETZEWEERAEF > EHAT
WMl & & B & PA o3PUFA = EPA EIH R EE A
1800mg EH AFE&OXRTERBACEERY  BERT
Alzfd o3 BEESTEEESE Y o3PUFA & &M g
BERHER SOug/mL L k> B4 & 100pg/mL Bl E X B 4F
B 150 pg/mL Bl E > BEHFE 200pg/mL Mk BF K
300pg/mL Ak - BcEFE®HF K 10~1000pg/mL » ¥ & &
20~500pg/mL » X F #f B 40~300pg/mL > B F F B
50~150pg/mL > B 4F B 50~100pg/mL - H % F 0 & 72 /6%
ZMHZ o3PUFA MFBEHE TH BT K& 5S00ug/ml - hr
Bk F % & 1000pg/ml « hr BL E » X B #F &K
1500pg/mL - hr L E > HEH K 2000 pg/ml - hr DL L > &
# K5 3000 pg/ml « hr BL £ - FHF & 500~4500 pg/ml -
hr » B F & 600~3000ug/ml « hr » H E & & 700~2500
ug/ml « hr » X H ¥ 4 & 800~2000ug/ml - hr > B F K
1000~1500 pg/ml « hr e 54b » & &M% B E 2 Z K E®
R O6/IMEUT  FFLS/ANEMUT  XEHFB 3 /NED
N O BEHE 1LAEMUT  &HFR O/NEMT - XH > &
R 0.5~10 /NFF » EH R 1~8 /NBF > XNEHF R 1.5%7 /]
K> NHEEGR 2~5 /N NF » K 2.5~4 /N - 54 0
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WpOHRELEEZHREFR 10 N E - FHF K 20 AN
b XEFR30/NGEUE  BEHRB 40 NED £ REF
R 50 NG BLE - BEF - BF R 0~150 N > EH K
10~120 /NBE » LE B 30~100 /NBE » FE I B 25~75 /)
I > B %F By 25~50 /NEF o

[0059] ER A EFT 2 E#YEHBHAB T FAUER
Al - WA B &R %M o3PUFA I EPA HEitliBE A
3600mg T EHWEHZEAKOXEFEBALERY > HELT
AlZild o3 BEETEBEREYZ 03PUFA B & M4E R
EEWHFR SOopg/mL L E» BH K 100pg/mL Bl £ » X FEEF
B 150pug/mL DLk > HEHFE 200pg/mL ML TR
300pg/mL BL B - HE®EEF K 10~1000pg/mL » ¥ F K
20~500pg/mL - X FE 4 K 50~400 pg/mL > F F F &
100~300pg/mL » F#F & 150~200pg/mL - HEF 0 F 72 /)
% 2 o3PUFA I F 4G FEMEF R 500pg/ml - hr
LB - ¥ % R 1000pg/ml -« hr DL E » X EH 5
1500pg/mL » hr Bl > EF R 2000pg/ml« hr Bl E - &
& B 3000pg/ml -+ hr A | - HEHF R 500~ 5000pg/ml -
hr » B4 B 1000~4700pg/ml » hr » X E# & 1500~4500
ng/ml « hr » B % F & 2000~4000pg/ml « hr » 5 F 5
2500~3500 pg/ml - hr- H - S MFEFREE D EZREREF
B 6 NI » EHFE S NEMT » XEHFR 3 /NED
T HEHFR LAEAT  &F R 0 /NFEMUT - F - &
R 0.5~10 /NIEF » AR 1~8 /INEF > XHEHF K 1.5~7 /N
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> XNEEHFR 2~6 /N » BEFR 3~5 /NEF - 545 M
ROHR TR R 10 /NI E > EHR 20 /NEFEM L -
NEFR 30 NUE > BEFELE 40 ANEMLE > RHFR
50 NERFDAE - Bl R 0~150 /NI EHF A 10~120
INBE > NE SR 30~100 /NBF 0 HEH R 25~75 MNE - &
4 Ry 25~50 /NEF -

[0060] EH ABET ZEYE B BRI > BTt s
R RUTEHERERE - 7R > GIOERR - B HERSK
% 2l o3PUFA B EPA BIZt A B A 1800mg 2 EL& O
TEERAGCEKRY  BREZEFHZOT o3 BEETEE
HURZ o3PUFAMBPRERENERERR RS > BT
#= F f wm 10~50 ~ 50~100 -~ 100~150 ~ 150~200

4

200~250 ~ 250~300 ~ 300~350 ~ 350~400 -~ 400~450

/

/

450~500 ~ 500~600 ~ 600~700 -~ 700~800 ~ 800~900
900~1000 ~ 10~30 ~ 20~40 -~ 30~50 -~ 40~60 ~ 50~70

4

60~80 ~ 70~90 ~ 80~100 ~ 90~110 ~ 100~120 ~ 110~130

4

4

120~140 ~ 130~150 ~ 140~160 ~ 150~170 -~ 160~180
170~190 ~ 180~200 ~ 190~210 -~ 200~220 ~ 220~240

s

240~260 ~ 260~280 ~ 280~300 ~ 10~20 ~ 15~25 -~ 20~30

/

’

25~35 -~ 30~40 ~ 35~45 -~ 40~50 ~ 45~55 ~ 50~55 ~ 53~58
55~60 ~ 58~63 ~ 60~65~ 63~68 ~ 65~70 ~ 68~73 ~ 70~75

4

73~78 ~ 75~80 ~ 78~83 ~ 80~85 - 83~88 ~ 85~90 - 88~93

4

4

90~95 ~ 93~98 ~ 95~100 ~ 98~103 ~ 100~105 -~ 103~108
105~110 ~ 108~113 ~ 110~115 ~ 113~118 -~ 115~120

4
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118~123 ~ 120~125 ~ 123~128 125~130 ~ 128~133
130~135 ~ 133~138 135~140 138~143 ~ 140~145
143~148 ~ 145~150 150~160 155~165 ~ 160~170
165~175 ~ 170~180 175~185 180~190 ~ 185~195
190~200 ~ 195~205 -~ 200~210 205~215 ~ 210~220 ~
215~225 ~ 220~230 225~235 230~240 ~ 235~245

240~250pg/ml > BI40FEGR AT ~ W B R BB & Dl o3PUFA
JHE. EPA ST A E A 360mg ZER FTHBALEKY

B » AT EEZER O 10~50-~ ~ 50~100> 100~150 ~ 150~200 ~
200~250 ~ 250~300 ~ 300~350 350~400 400~450

450~500 ~ 500~600 -~ 600~700 ~ 700~800 ~ 800~900

900~1000 ~ 10~30 ~ 20~40 ~ 30~50 -~ 40~60 ~ 50~70 ~
60~80 - 70~90 -~ 80~100 ~ 90~110 ~ 100~120 ~ 110~130 -~
120~140 ~ 130~150 ~ 140~160 ~ 150~170 - 160~180

170~190 ~ 180~200 ~ 190~210 200~220 ~ 220~240 -~
240~260 ~ 260~280 ~ 280~300 ~ 10~20 ~ 15~25 ~ 20~30
25~35 ~ 30~40 ~ 35~45 ~ 40~50 ~ 45~55 ~ 50~55 -~ 53~58 »
55~60 ~ 58~63 ~ 60~65 ~ 63~68 ~ 65~70 ~ 68~73 ~ 70~75 -~

73~78 ~ 75~80 ~ 78~83 ~ 80~85 ~ 83~88 ~ 85~90 ~ 88~93 -~
90~95 ~ 93~98 ~ 95~100 ~ 98~103 ~ 100~105 ~ 103~108 -~
105~110 ~ 108~113 ~ 110~115 113~118 ~ 115~120

118~123 ~ 120~125 ~ 123~128 125~130 ~ 128~133 -
130~135 ~ 133Q138 ~ 135~140 138~143 ~ 140~145 -~
143~148 ~ 145~150 ~ 150~160 155~165 ~ 160~170 -~
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165~175 ~ 170~180 ~ 175~185 ~ 180~190 ~ 185~195 -
190~200 195~205 ~ 200~210 205~215 ~ 210~220 -~
215~225 ~ 220~230 ~ 225~235 ~ 230~240 ~ 235~245 -

240~250pg/ml o |

[0061] JE4h » & F 0 & 72 /NIF Z w3PUFA M EE
4R THEHBE > EHOERAT - B HEB®REHK%LI o3PUFA
BB EPA ST BEA 1800mg Y EX TFTEHBRBALEKRY

> ol BIEH 4O 500~1500 ~ 1000~2000 -~ 1500~2500 -
2000~3000 2500~3500 ~ 3000~4000 500~1000 -~
750~1250 -~ 1000~1500 ~ 1250~1750 ~ 1500~2000 -
1750~2250 2000~2500 2250~2750 2500~3000 -
2750~3250 ~ 3000~3500 ~ ~ 3250~3750 ~ 3500~4000 -~
3750~4250 4000~4500 ~ 4250~4750 4500~5000 -
500~700 + 600~800 ~ 700~900 ~ 800~1000 - 900~1100 -
1000~1200 1100~1300 ~ 1200~1400 1300~1500 -
1400~1600 1500~1700 ~ 1600~1800 1700~1900 -
1800~2000 1900~2100 ~ 2000~2200 2100~2300 -~
2200~2400 2300~2500 ~ 2400~2600 2500~2700 -
2600~2800 2700~2900 ~ 2800~3000 2900~3100 -
3000~3200 3100~3300 ~ 3200~3400 3300~3500 -~
3400~3600 3500~3700 ~ 3600~3800 3700~3900 -~
3800~4000 3900~4100 ~ 4000~4200 4100~4300 -
4200~4400 ~ 4300~4500 + 500~600 ~ 550~650 -~ 600~700 -
650~750 ~ 700~800 - 750~850 ~ 800~900 ~ 850~950 -

795705-1

-42 -



1788582

900~1000 -~ 950~1050 1000~1100 1050~1150
1100~1200 ~ 1150~1250 1200~1300 ~ 1250~1350 -~
1300~1400 -~ 1350~1450 1400~1500 ~ 1450~1550
1500~1600 ~ 1550~1650 1600~1700 ~ 1650~1750
1700~1800 ~ 1750~1850 1800~1900 -~ 1850~1950 -
1900~2000 ~ 1950~2050 2000~2100 ~ 2050~2150
2100~2200 ~ 2150~2250 2200~2300 ~ 2250~2350 -
2300~2400 ~ 2350~2450 2400~2500 -~ 2450~2550 -~
2500~2600 ~ 2550~2650 2600~2700 ~ 2650~2750
2700~2800 ~ 2750~2850 2800~2900 -~ 2850~2950 -~
2900~3000 ~ 2950~3050 3000~3100 ~ 3150~3250 -~
3260~3300 >~ 3250~3350 3300~3400 ~ 3350~3450
3400~3500 ~ 3500~3600 3600~3700 ~ 3700~3800
3800~3900 ~ 3900~4000 4000~4100 ~ 4100~4200
4200~4300 ~ 4300~4400 ~ 4400~4500png/ml - hr > 1F ] 41 &

AT~ Ml B R BB R Ml o3PUFA 3§ 50 EPA B AT KK K
3600mg Z ER FTEBAMLEKRYE - 7 2 F fl 4

500~1500 ~ 1000~2000 -~ 1500~2500 2000~3000
2500~3500 3000~4000 ~ 500~1000 750~1250 ~
1000~1500 ~ 1250~1750 1500~2000 ~ 1750~2250 -~
2000~2500 ~ 2250~2750 2500~3000 -~ 2750~3250
3000~3500 ~ 3250~3750 3500~4000 ~ 3750~4250 -

400~4500 ~ 4250~4750 ~ 4500~5000 ~ 500~700 ~ 600~800 -~

700~900 800~1000 ~ 900~1100 1000~1200
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1100~1300
1500~1700
1900~2100
2300~2500
2700~2900
3100~3300
3500~3700
3900~4100
4300~4500
700~800 ~
950~1050
1150~1250
1350~1450
1550~1650
1750~1850
1950~2050
2150~2250
2350~2450
2550~2650
2750~2850
2950~3050
3250~3350
3500~3600
3900~4000

795705-1

1300~1500 ~ 1400~1600

-44 -

~

N

850~950 -

~

1800~2000
2200~2400
2600~2800
3000~3200
3400~3600
3800~4000
4200~4400

900~1000
1100~1200
1300~1400
1500~1600
1700~1800
1900~2000
2100~2200
2300~2400
2500~2600
2700~2800
2900~3000
3200~3300
3400~3500
3800~3900

1200~1400 ~
1600~1800 1700~1900
2000~2200 - 2100~2300
2400~2600 ~ 2500~2700
2800~3000 + 2900~3100
3200~3400 ~ 3300~3500
3600~3800 ~ 3700~3900
+ 4000~4200 - 4100~4300
- 500~600 ~ 550~650 ~ 600~700 - 650~750
750~850 ~ 800~900 -
1000~1100 - 1050~1150
1200~1300 - 1250~1350
1400~1500 ~ 1450~1550
1600~1700 ~ 1650~1750
1800~1900 ~ 1850~1950
2000~2100 - 2050~2100
2200~2300 - 2250~2350
2400~2500 - 2450~2550
2600~2700 ~ 2650~2750
2800~2900 - 2850~2950
3000~3100 -~ 3150~3250
3300~3400 - 3350~3450
3600~3700 ~ 3700~3800
4000~4100 -~ 4100~4200

4200~4300

/

/
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4300~4400 ~ 4400~4500pug/ml - hr -

[0062] Jtt 4 » &% & o #F - B E 2] 2 8% R 2 A 4 8
A~ Ml B %2 2R %& Ml o3PUFA = EPA HItEKBE A
1800mg £ 3600mg 7 B T H B AL H R Y IF - o 5 Z fl
AW 0~2 >~ 1~3 -~ 2~4~ 3~5+ 46+ 5~7 > 6~8 ~ 7~9 ~ 8§~10 ~
0~1 » 0.5~1.5 ~ 1~2 ~ 1.5~2.5 + 2~3 ~ 2.5~3.5 ~ 3~4 -
3.5~4.5 ~ 4~5+ 4.5~5.5 + 5~6 ~ 5.5~6.5 + 6~7 » 6.5~7.5
7~8 ~ 7.5~8.5 + 8~9 ~ 8.5~9.5 ~ 9~10 + 0~0.5 ~ 0.3~0.8 -
0.5~1 ~ 0.8~1.3 ~ 1~1.5 ~ 1.3~1.8 ~ 1.5~2 - 1.8~2.3
2~2.5 ~ 2.3~2.8 + 2.5~3

/

2.8~3.3 ~ 3~3.5 ~ 3.3~3.8 -

3.5~4 ~ 3.8~4.3 ~ 4~4.5 ~ 4.3~4.8 -~ 4.5~5 ~ 4.,8~5.3
5~5.5 ~ 53~5.8 + 5.5~6 ~ 5.8~6.3 ~. 6~6.5 + 6.3~6.8 -
6.5~7 ~ 6.8~7.3 ~ 7~7.5 ~ 7.3~7.8 - 7.5~8 ~ 7.8~8.3
8~8.5 ~ 8.3~8.8 ~ 8.5~9 ~ 8.8~9.3 ~ 9~9.5 ~ 9.3~9.8 -

9.5~10 /NEE -

[0063] H > M HRLXLEZHEMMOEKA -~ W AHE
% B % L o3PUFA B8, EPA Eitplk B&E A 1800mg =
3600mg YL EHXRTHBALHKYIF - T HEEFEH WO 0~50 -
25~75~ 50~100 ~ 75~125 >~ 100~150 >~ 125~175 ~ 150~200 ~
0~20 ~ 10~30 -~ 20~40 ~ 30~50 ~ 40~60 ~ 50~70 ~ 60~80 -~
70~90 ~ 80~100 ~ 90~110~ 100~120~ 110~130 -~ 120~140 -~
130~150 ~ 0~10 ~ 5~15 ~ 10~20 ~ 15~25 + 20~30 ~ 25~35
30~40 ~ 35~45 -~ 40~50 ~ 45~55 >~ 50~60 + 55~65 ~ 60~70 ~
65~75 ~ 70~80 ~ 75~85 -~ 80~90 -~ 85~95 -~ 90~10 -
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95~105~ 100~110~ 105~110~ 110~120 /NHEF -

[0064] Rt » JRFT4H & B o3PUFA [ % o 8 B i A
B~ 85 0 E 72 B> 03PUFA fI & 3% 2 i & T /R -
BEME P RER RSN M PN AT EFREY 2
EN LB ERSH -
 [0065] AR HBEALL Y E T A AL
BB - ZEARE - BEA  REEME - BA LS - 9
(LB BB B R B AR - H B - TR - R - R
B NSNS RE 2% 0 Y EPRRESE Y BE - %
EARB BT RIS BB WEB - FARES -
RN REEIB R HELEERAES - B
EOE B G R AR B LA BRI RE - W
SHEREE  SEBEZELABEFEDBRE - %8 4
LEBEER  BEMZEEHRE  FAMZEGEEE
B REMZEBEARNERERS c RALEMTE T
B ES (L RCEE B - T L AR Bk - R BR 79 S (propyl
gallate) * W B THAE - FABHIAHZE BE %
B oot B A Y AL -

[0066] ¥ - WM -MEACEERBRLSE  Ta
Bl BURA - BB T RN - T A S IR
=M N EN A . I AL - MOEALEI (B4 Tween 80 ~ [
HIGBE ) ~ SR A - pH SEEM - ZERE - KRR -
EEE  REE - BRALE U S R A
12 40 & T 9 B R 2 S M P WU -
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[0067] F: 3 > o3PUFA H N BEE FA > B
SEERBZHEEZREAN > Fl0EE T kLS
R TEELEEETR REFE - S TBNE -
ERBHEESY IR BEER EERMSZEL 1 EBER
i & {5 -

[0068] 7 & B~ B8 L4 R B 7 75 FI 7 % 22
% WRFRNBERT BEBAYE - ARy EE -
ALZECEUREEREEER - BB ERY T
S REE FEML - FAHE > ERAEERE - SHBEAX
REFEFRSERAE EAFTAAFEEALESELFE
MR T BE 4 -

REBEEEE A RS CER LA
HERAMERERBETRE TN BEEEE -
BB 40 B IR B -

[0069] EHEEAY - ARDDEE - AL EEHEE
RYHBACERDZERT  BASBRAELSE > A
T B B B R B AL R 2 B - BPA-E % ¥l 2 R UL
BEAHEEZANER Bl ERETHEISERS YA
70 U R A B

[0070] AZB b > T FigALEE , &F R ES
5 0 52 %5 B (B 41 » Nanotorac» H MEHESLIE) » 65 K fE B
SYECAE o DU % M E 5 A (B A 0 B T (Setzero) B B 30
P HEEER 30 B - MERY 3 RZFE)HEZ ALY
R T ZEEEERKZE - HARAZ A BAAERY
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SR KEFRZFPHAMERE 2um LT » HRERE
Ao AfbZeERNBREEERZBENER IR
# o BEEEFEHAERELARE 1L.5pum BT - FHF 5
1.Opm BLF » XEH K 0.5pm BLT » FFRE 0.3pm BA
T o

[0071] AR ABHZERALCEHRYTESFE A
FAHBET B AURTAUMRBERERREREE
TEEE  BWEFFABES o3PUFA B R > fix B0 -
mIMAEMEEREE - BB - JIRERBE - LS/ -~ MR
WER - BT BRITAEY - NAFLD - NASH B & - A E
ETHIME - AEBE -

[0072] $X££ Z 58 2 H WK 77 £ & I A5 iE & & 2 o 5]
S2 Fu B 4 B Wi A5 BE M §8 (polyenephosphatidylcholine) ~ K
ZHRELRY (ZEE (soysterol)) ~ yv-FRER ~ T BZ=
R -EEBABMR 18- 28 - - ®EEQE - H - JRF
B2 40 % 9% 52 7T (pravastatin) ~ 3 & 82 fth )T (simvastatin) -
fof ¥ %% 52 fh 7T (atorvastatin) ~ % & B At VT (fluvastatin) ~ T
& % At )T (pitavastatin) ~ ¥ £F 3 52 ffl )T (rosuvastatin) ~ 7§
Fl & 52 fth 7T (cerivastatin) Z 5 fi JT (statin) B¢ 41 & H %
(simfibrate) ~ % % B (clofibrate) - = F| H 4%
(clinofibrate) - % #& H %§ (bezafibrate) - It 2= H %
(fenofibrate) Z H %7 4§ (fibrates) Zx Z& H| > =X & 41 & K &
(orlistat) ~ P8 & F] #7 fi (cetilistat) Z A5 B v % B & [H B
B ~ 40 = A Hr B (colestyramine) 3¢ %5 2 & B (colestimide) 2
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fif Be ~ 4 2 Fl| € (ezetimibe)5E -

[0073] [& BX 22 31| 88 & 41 % & % 4 (irbesartan) - B 3%
7> 3H B (olmesartan medoxomil) - # £ ) 3H (candesartan) -
& ok ¥ HH (telmisartan) ~ &5 7> 3 (valsartan) ~ 28 D 1H £§
(losartan potassium)Z MEBEUWHE S 11 S EEH B > WAL
H F (alacepril) + >K 2 & | (imidapril) B # 58 - & 45 %
(enalapril) & 2K B B8 - & £ ¥ F (captopril) ~ B 44 ¥ F
(quinapril) B8 % B8 - 7 &3 % F (cilazapriD) K &% -~ &
Al (temocapril ) B8 8 B8 -~ 1 fr 3 F (delaprill) 88 B8 58 ~ 3T 3§
 F (trandolapril) ~ K49 & I F| (benazepril ) B i B - X BF
% % F| (perindopril) + & 75 3 % A1 (lisinopril) K & # 2 i
W4 K B IR B R PH BE A - 40 ) 47 M (azelnidipine) ~ 3K &
B B Ak H. SE (amlodipine besylate) -~ [ & #f F
(aranidipine) ~  F# {{t 18 #t. ¥ (efonidipine hydrochloride) -
78 JE # S (cilnidipine) ~ B B B £ % ¥ (nicardipine
hydrochloride) -~ J& JE #Hr F (nifedipine) -~ [E E 3 ¥
(nimodipine) ~ 8 & # F (nitrendipine) ~ B fk i F
(nilvadipine) -~ B2 JE i 2 B % (barnidipine hydrochloride) -
JE & Hb 3 (felodipine ) ~ H JE #fl ¥ (benidipine ) » 41 & JE #h
¥ (manidipine) Z 5 B F B # B > 0 F I B M
(tolazoline) ~ Wy 2% #7 BH (phentolamine)” o % & [H BT & -
@ f] & & B (atenolol) ~ 3 £ )& B (metoprolol) ~ ¥ B 7 &
(acebutolol) ~ /[ & & (propranolol) ~ . 1& €% (pindolol) ~
“ Hh 0% (carvedilol) - 41 B B fI H & ® (labetalol
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hydrochloride)> 8 -FH B % » 40 & £% % (clonidine) ~ H £ %
B (methyldopa) % >~ o 2 8 # % % - W & % 7
(eplerenone) ~ 4 & M & (hydrochlorothiazide) ~ 4 1
(furosemide) Fi |7 % % -

[0074] Hi ME JE 6 % > 75 50 B B 41 B k% M
(acarbose) ~ {R 77 ¥ ¥ (voglibose) - 3k & 1 B (miglitol)
o -7 KBS B BE A 0 W0 RS L R (gliclazide) - #% 51 3 IR
(glibenclamide) + # 3 % J} (glimepiride)  H % & T
(tolbutamide ) > & BE AR % P& fm %% 2& > 40 3 4% 5 %
(nateglinide) + 3k # ¥ % (mitiglinide) 2 ¥ % B B & % 42 30
[ M B » 4158 B — 7 % Pl (metformin hydrochloride) - i
T Z B (buformin hydrochloride)r ® i % [ (i ¥% %€ » 41 74
F& Fl 7T (sitagliptin) ~ & #% 31 JT (vildagliptin) ~ ] #& 31 5T
(alogliptin) ~ #] &y % 7T (linagliptin) ~ & #& %] T
(teneligliptin) « [ f # % 5T (anagliptin) - ¥ # 51 5T
(saxagliptin)x = KBS RGBS 4 101 1 %1 - 40 90 B " 4% %1 69
(pioglitazone hydrochloride) ~ B 2K B Z& ¥ %] W ER
(rosiglitazone maleate) 7 I UK U % Z& - #1 3 22 A5 Jik
(exenatide) + Fl i & fik (liraglutide) > B FFAE E K 1 47 &£ %
% - W B f 5| 3% (ipraglifiozin) - & 4% ¥ %
(dapagliflozin) ~ & # 3 /F (luseogliflozin) ~ £ £ %I ;%
(tofogliflozin) + -& # 51| 3% (canagliflozin) -~ £ Iy %1 5
(empagliflozin) § - ) %5 4 2t 4 % 26 78 2 [E BE I 5 -

[0075] Bt &AL B - 5 2 5 B 40 55 8% (0 B (4 M C)Eg
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BB R G B EEBTBRBES Y GMiaE N Z
MG 5 BEREEE - 9 T B (probucol)E
[0076] M ¥ 3 = W - 51 8 B Bl W P & i 0
(cilostazol) - I fi% BE & UC 5= (ticlopidine hydrochloride) -
A1 51 41 B (alprostadil) ~ I B A ¥ % (limaprost) « H A 51 %
4 (beraprost sodium) - B B ¥ 4% ¥ E5 (sarpogrelate
hydrochloride) ~ P fn #i IF (argatroban) ~ 2% Ik BF 05
(naftidrofuryl) - # B & % 3% 45 (isoxsuprine
hydrochloride) ~ F fh fi§ (batroxobin) ~ — &, 2 1 &= & H |=
WO % R U U
(tolazoline hydrochloride) ~ J H5 B8 (hepronicate) ~ /U ¥ 5%
W
(00771 s ++ B #7 & % 50 2 & 41 40 85 % & B B
(ursodeoxycholic acid) + #& R 4 §& # (chenodeoxycholic
acid) » HEJT 8 K - % & Mg B (deoxycholic acid) - M8 - i
STEEEY C BEME C A ERERWEBE o B E B8 0 ] =
SR BT) > SERGEMS B12) - T8 (& i
BS) + BB (4 fidr BO) - B B (thiamin) (4 fidn B1) - & f
W OAS ML D Mfnd K- BEEEE - SR (4 o
B6) Gl - RAME SNBSS THBEERE
B BTN BATEAE  BER
(chitosan) ~ EF FHEBM - B EMNEEBE Y &Y
Wi BREESAE AT  EY SR - B SRR
THERNESER REAEASEY FRAES BT R

% B ¥ (dihydroergotoxine mesilate) -

>
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FAEBEmEEZERERL KD -

[0078] NAFLD - NASH &% B 5] {1 b it 2 3% & = 7T
(pravastatin) ~ 3 & 52 fitt JT (simvastatin) ~ [ 4% 2% 52 i T
(atorvastatin) ~ % & 52 . 7T (fluvastatin) ~ TT & 5 fih JT
(pitavastatin) ~ i & & 5 L T (rosuvastatin) ~ 75 | & 5=
7T (cerivastatin) Z 5 fth JT % %8 & > 01 % ¥ F 4
(irbesartan) » B 3% > 3H f§ (olmesartan medoxomil) ~ &2 ¥
IH (candesartan) ~ & 2K ¥ 3H (telmisartan) ~ & > 3H
(valsartan) * 28 ) 30 $¥ (losartan potassium)> [ %& U &5 = 11
%4 5 HUM 0 408 ER = F ¥ il (metformin hydrochloride) -
B2 B 1 — Bl (buformin hydrochloride)Z % HI % [ 0 ¥ &2 -
40 % B kA% JI B (pioglitazone hydrochloride) ~ f& 2K ik 48
& 7 B B (rosiglitazone maleate) U ME UE Z: 2€ » 41 [ Hf UT
EREAERER - BIR&AEER - B HIERM (obeticholic acid)
CEARE X SBOITER FXRELES - |

[0079] SRAGEETHIF - BEBE L KL RIKE
(donepezil)E i% B - = 7L iz (galanthamine) & A B B ~ 2 B
HE o B B PH B¢ & > 40 55 & Ml (memantine) & % 8 2 NMDA
Z R PHBEA ~ MIHTUC & - {R 1 38 (clopidogre )i TR B ~ &
& ftir M (cilostazol) ~ 3 ¥ ML UE (ticlopidine) B % B8 2 i i /)N
PROE > 40 R EL 2D 3E (rivaroxaban) ~ 3 fF b 3 (apixaban) Z
Xe BT EBEHS - X0 bl w6 m s -
o GiMERWE - PSR - MR K EE E IR o /E R iR Al
EETHE - BEBIFER -
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[0080] AHBHH ZERAMCEA KR HE MU T EH
o3PUFA M2 ZBHIERHAZAA > r MEAIINEEERE - HEA
fEHEER - HEYoTHHERE ALZEHER - REZX
EROrEa=EIE  SREIEXEM)EBE  BEE  TEE
EREFZRWME R EREERE  BEZRHEMNME - XK
HIREHEEZ2HMNZEZEPE-BUL EZHR -

[0081] AEBHZERAGCEM Y TERAELRSYR
HIEWABYWIEEREEER  PIAUBEEREERE(EE
B B MmfE - = LDL fEE & M E - 5 JF HDL §E & B fmiE -
= VLDL fgEEffE - {& HDL EERERME - = TG M
E ~ & ApoB MJE ~ & ApoAl MEFVEER ~ thk & TG
MmEE A ~ DLEYARBEAL A ~ Mo /DA e B D &0 B~ R 18
BAzaAEEE LM EEFEFHEEGE ~ #XMEKRK
(NAFLD ~ NASH F )G EA ~ & A E (M 408 B E 3 58 Al
E - MM EMERAE RBREUEDANESF)ETIH - BE
B pERMERTEERF(EZE ZEBRE - BO%E
B~ EALEER - DFEERE)CER - fTRERZE
g ARHZERACERY ZE X F REL &R
Bl O BMEFREBERET R HEBRIK 2 RHE 3 RET
FHERBRET IRE 2R XEFEFRET 2K -

#E > IMRET >  LEUEEEEE  H#ts TG
MEZHNEHEGRE  HEHRGIABERHEZRLD - BIDE
BEHRERURRHEERELEZETHH AR - WAL THY
SIBBPIMABRRF B HEXBHY IR H > &
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T RE-DEFRERDE BERAE - LH - B
RETNHARHAERHFEZEZ2OTEENN  BERE R
Byl HEMBEAZEEREERETEE R EE XK
WkE TG MEZHEREBERYUR

LB M ]

[0082] E » FIREHH LILEY -  FEBRFEA
S BASHEASEAZS

[0083]
o M 1 1

BB K 0.09g - B & (8 2 E (20) 1 B B B M B
0.53g~ AEUIBEAE 0.39g~ EPA-E 4.0g Q&% - B8
EH OTOCERS  HHEBALERY - EBALEAR
MBERBERLEH  EERETEZN  REARE - =
| ETEHBRA AR 2R - |

[0084]
BT 2~11 « LR8BI 1~2

Mk 1R ARLR - DEEEL 1 #HEZ N
FUREEERG 2~8 X WA CERY R bR 1~2 >
Y - 2 I ETEBALERYERERY >R -

[0085]
b i i 3~4

MFE 1 FRBR AR LEEEL 1 EE Y%
HHREFELEN 34 ZERY - £ 1 BERARYZE
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7‘5‘ o

[0086] 5 L A1 it 7 % B4 o5 & 88 %L, (b &1 % 4 % bt B
B2 G R B A E RS BT E R

[0087]

KBRS 1 (B R )

B b B 7k R B T AL G R R b B > G
R BT WEA 1 N AE - A ER
MR ER TBE,  SBEERTHE,  FB
W R B

FZl@E T~ BER -

[0088]

SER G 2 (E MR )

BFEF DL E LB R 0 Y B B AL L R R b 8
YUY 100 X S ERY MR RS N 37 &
KREAERELRBE | RS SmL o - 6F8 &I
Ve T EF o R0 ET T Ab AT H B B o T A
EEARAA Y R EAER R - BE 0 D — T

PETR o RETEEMNR - SEEARYWORE - GRS T

BEREE dARUZ-HIRIBMURRBEETFER
AR -SHACTZEE  REAHIBZBERLRIEBRR

o BHODHMZERFEAAR - XHWBZFTE T RFE
B TERE O ZARYWERERDAE — KR B EEHEET
H > MARETEVE -

RIBETAEBER -
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[0089]
REBA 3 (AR ZFE)

EHERAEN 2 A" Z2AERYE 1.5mL > FIH
ML 43 M J] € 22 B (Nanotorac » HHESES ) HFRHKIE R
TENE  WEELHALHERMEEEEMRK) -

[0090]
A 4 (BERSTHREGERER ZIBFFE)

HEEBE 12 TEELK "EE, Z2EKYW 0 E S
CE 40CHER®TEE 12 NERE®R > FFEINE - HE
HERER AW —-KFER "TRE, > SBEFNEER
"OREL A BEHBNTER "EE, -

CRIBETREBER -

[0091]
BRI S (KBBRZEYE K)

HELEMERXRBRER(FE#R]R 2~6 % > BB8E 8~13kg >
Marshall 2K & 3 € - Nosan XRKIEE 3 )6 EF B A %KMK
TEOETHEEZERYHIBE > HfFE EPA 2
BEZER X B2HBTHIWERT 18 NEFELLEZATE
‘> EHWHETLL EPA-E 5t K 600mg E X HEKY -
&%%\&%@Oj\blj‘%3~w6~8&24¢%
EITRID - oMM ETEEE - DL LC/MS/MS(BL K B &
froyBEREdR > BUE 8 2 B o B3 A € 2 5 7)) & m
WP Z EPARE - B> FETFTHEHANBE S Y EPA-E H
RIFERHBE -
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x 1 PHEAORERBRERER 2 Es M FERERE
(Cmax) ~ 0 /NIEE 2 /N xHZ2m P EEHSG THEHE
(AUCo.2) ~ 0 /NIEE 24 N B PEEHS TEME
(AUCo.04) » X " B 2B EHRBAESM TP RERERER T
Z I EPARBEETEIE

[0092]

A 6 (BEEMBEB L EYEHE)

HEZERBEQC~S B BE 2.70~4.65kg » HAMRI)6 &
CREGRGETEORTHREEZERYWRBEE - 578 EPA
ZMPREZER - X BHBHWELEY 12 /B
EZRIBR  SHYWHBE T EPA-E 5t KK 45mg/kg &
ZEBEBALERY - H > TETFERXRREBEEZ EPA-E H
WIFRERE - &TFRI-KHFH 1~2-4~6-8~10"
12~ 24~ 48 K 72 /NBFETRIID > ABMBETEHER
L LC/MS/MS HlE M4~ EPA BE - AR BEREE SR
ZEEmMETRE(Cmax) s 0 /JNEFE 12 /N Z B 2
RE &R T HE(AUCo )~ 0 NIFE 72 N ZH 2
BEMG TEBE(AUCLn) X S22 A EHEGE RO
HREEREKE TR ZM T EPA BEETEE - % T E KA
14 ZHBMZ B EE BEEELLE > R Cmax K AUC., %
e RESE LA - A RFPEHEH 14 2 EBEAEL
HECE  HWEAERKEHE N BKOE F% EPA R
R R UL -

[0093]
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R B 6-2 ( AEZ B AR (B KRB B 1% E
1800mg)

B OAFH20~40 5% 0 B =E 55.0~77.0kg » BMI 18.5 DL |
HkiE 25.0 ZEERABM) 12 AEBREE FEOR
TaKH 80 BB%Y EPA-E EBNAN I ASE Y HBY
(LEARY > EE » 5 EPA Y MEBEZHE - 5 A&
B R E Ze B ES B FI K 200mL B R AE 138 T DL BPA-E 5
B 1800mg Y B AMAARY - FEREZ 025+ 1
1.5~2~3~4~5~6~7~8~9-~10-~12+ 15~ 18~ 24~
48 R 72 NWEEFFERGL o WM& > LEIKS 0 4E 4T ~ B
2000xg B0 53 BE 10 5388 0 43 B 0 %8 H 28 -20°C DL F B &5 7
o L LC/MS/MS(BURB B S MR > NEBSFHE
5y B 2 7% )M E BB (188 th 2 EPA B -

N EREEREZEETAKOBRTEE 80 HE
%> EPA-E (ERNEWZABH Y EBALERY 2 E
%o 1T E A

A BN (20~40 3% > B E 55.0~77.0kg » BMI
18.5 Bl EHKE 250 ZEER A BH®) 12 AEBEKHY
TEO/RTHERSEBEZEANER T > EPA-E BN (&
SHAHRHABACERYAE Y EPAE FE > BHF
&AM B E BPA-E(96.5 BB %L E)> BFHE) A
1T E B E

% 2 PEAHRBEREL Y B A PR
(Cmax) ~ # F % 24 /N2 M4 B EE (Coa) - 0 /NEE 72
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510812312858 o RE109E1E REEE

MR ZHEHZIDTREHK FEBEAUCk,) e M TR
EEZRE (Tmax)  MBPHRKFEERH (12 X E2H
FiRGESDFTFRERER PRI ZM® EPA BEET
g IE -

[0094]
RE B 6-3 ( ANEZ Y E R (E R

i

B o 1%

g
g‘;

3600mg)

R Pl 6-2 PR ERERE 3600mg 0 [ A £ TR
B NHAE 6 NEM B3I FEIAHABEREH Z &
= MR RE (Cmax) ~ & F#& 24 N M FRE
(Coa)~ 0 /pNIFHE 72 N ZHZODFREHE T HEHME
(AUCq.72) ~ % 15 I 4% 3 & B 2 65 R (Tmax) ~ 1 4% 0§ &
FEH(p) X ES2BEEHRGESEMTRERER T
Az M$ EPABEETEIE -

[0095]
BB T (BEZIE) |

HHBEEAFMSZ2ZRERBRE > LEHEGRBEIXEANE
FoRBETEEE BEEE FEREERBEZIER -

HHBEORAIEEE  BEPRAERIBEREHRUNE
EEARZERBERINEIXNIBEESILRFAERE B
REXRDELREE -

Z1EAABER - THERFPREE " — ) RARERBPM
Z S BRI E -

[0096]
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REL10950H 2 HEE

o0

%£1081231285%
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10812312858 i, EE109FEW0F 2 HIEE
[ 2]
SRER 62 T RERDI6-2 7 EET] |SABabI6-22 B | B IGELEPA
: (¥ 5 1800mg) (BEE1800mg) | -EEW
JiEESS P =1 5%
Cmax{ £ g/mL) 651 1118 46
C24hr( ¢ g/mL) 195 286 24
AUCO-72hr & g* hr/mL) 1266.0 18321 1131
Tmax{hr) 52 33 108
t1/2(hr) 312 426 717
[0098]
[# 3] ' .
R SRRDI6-3 2 BB |sAERDI6-32 IBEER] | B IEEEPA |
($3%E 5 3600mg) (E2EE3600mg)  |-EEGR
& #E =1 . i
Cmax{ £ g/mL) 1742 1845 36
24 hr( 2¢ g/mlL) 36.4 37.7 12
AUCO~72h{ & g- hr/mL) 28455 26159 1137
Tmax(hr) 52 43 ' 218
t 1/2(hr) 58.7 424 228

[0099] BEHB 1| ARERKYFTESETEMIE LR
MERBERREFRALCE ENeHF BB ZNBEE -
KZER > MR 1R @RI BEREF > BRAGHE
FEE BHZER THNSAWBEZHEEY T - BIEA
EtRERMEEFLEUNERNENRECERMAERR
FHZHMR -

[0100] EHEAl 2~10 RE KV FEMEEFELHZE
BEREFERA T ZER St HREEAKWNR 1 R 4
RSB EE  BERALCEEER -

[0101] EHMERl 11 RERYWTEMEEEEFZIES
EEMBERIACH AR  S#HZEEBROER 1 fix o
N E R BERALCUEER -
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%1081231285%% 3 REIOEWE R HEE

[0102] tH&EB | BERW T RS KZER > ZEAR
SHE - ELLE®B 2 BUERYTE s BREWKZER %@
B 7% R 4 B -

EBH T AREARYZ ASESREN > L4
IERS TR MEGAK FakBaRERYFES
RAREERSE B NEREAZEFLEHERE
RYBESRERESE - KB 1% 4 BE%Z FHEH 1~6 H
KA WETHEE 055 6 BER%AELGZHERY K
BN B SERRAEE -

[0103] LLBEHI 3 BFaK MESTBZER - &
MR NERF EBAGCHSEREFERERN 1 5
98 -

AT > 4 AOCHEEREESE - Rt TASH 0.5
ECERBUAE A Y B EE Y KER N ESEERREE -

[0104] EL8Hl 4 BURY T &HEE S Z % B W
ERIALHE - BREREHZ 5 LS B ®E s &
B SR NEEEEE - |

ML TAEEEEHZE LN BRFEDBERS L
EMEHNNEERRAET -

[0105] BEMifl 1-3-5 ERHEBEN YL T
BALERY S Y B R -

BIRSEEHBA LR 2 YHBERE T HIER
(BERE)Z 8 > WIKEE Y 28 Cmax & AUC., [ HZ
B NE RERBTERA ARACERYE R
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REERE BE2&0%KTF 24 NEEBEAE EPA RIKE N
oo HHKL O KR BPA HE G R -

[0106] BXERMI 6-2 B~ ¥ A& T 2L EPA-E 5H &
1800mg 2 & 80 B E %X EPA-E X A& BB IAARK
V) B 4% ¥ EPA-E 1800mg WX &2 8 - EAKHET
Cmax * Cys > AUCo, ZE—2H > BEHRALAKLYHEETY
10 f824A > HBER&E T T% EPA DR R - &5 6-3
R &Ll EPA-E 5T R 3600mg ZHii#k B & A 1L EH K Y
Bl ¥ EPA-E 3600mg B 2 & 28 > mMeEEEREHK
- H ERAEAFHERBATCTEXMASGZERHEZE
X EAEHNEYHETS N EPA R

B AEHBRBAHEK Y RATSER S ZEE

Rk AR mMP 2 EPA BEAE - BEE LF > TTHHFAE
AfEAHEEHEFAAEEEFEFNRE S BACTEE -
[0107]

EHH 21 B 22 YEHBAHBERUE - L& 23 2
B o

MR B 4AREHZERE MEERA 1 R
UG ETE B AR BB 23 ZERY - £ 4
RN TR A A T

MR E SRR EWA 21 B 22 RER
375me % 5 B AAL AR 0 REEEA 23 RIA K 441mg %
S AL R (L BPA-E B 300me) #E 0 1B 2
%o LA EEE Y EEA A BEENAREREEE K
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B EE -

4 BRI B R Z M -

[0108]

SR 8 (BB )

SPEEREA 2-1 K 2-2 - LLERG] 2-3 2 & BE B A A
ERE - HSHY 40CHBERE 5% FRE 1-2-4 B>
4 ] [5] 2 M E RE -

BB - 40CTFRERE 1~ 2 4 BEZERTRN
F 4o X QHGEEENERARNTEMESRETRE
TRIE o X HHMBEGUESSEEHALE 0CRE 0 K
rERERE

[0109]
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[ 4]

HiEs | EHEA | EhEsl

Bor#4 2—1 | 2-2 | 2-3

HE% | HE%| BE%

— R 800 | 800 | 880
&K 20 18 _
[mamzaCcoLsmE | 55 | 55 | g
B & 3SEFOH 58 5.8 71
. KIS 6.4 6.4 95
pay: A - 02 -
4 - -] -
AHURImEESK - - -
[ — - 83
o 1000 | 1000 | 1000
SRERBIT |03 289 | 247 | 157
wmrE |[40°C 1A 255 | 223 | 941
(kg [40°C 28 245 | 205 | 89
40°C 48 274 | 223 | 81

[0110] EMG 2-1 & 22 BAR T > G MA LA RY
CEE YA REEEAR 20kef M EYEE - B—
HE & 83 BHE%ZSESTENN B L&A 2.3
EOHEEEE SR E R RE  FEEBEBET
RACEE 1B ARG ERES  BIEH 2-1 % 2247
UL R AL o PR BEH 2-3 75 1 9 65 S B A 5 %
2 5T% G R — I -

[ZE % E 2= F A %]
[0111] A#HAZEBRACERYW I HBEHEGINE) - B
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B LK RS - AR EERB R ED
R o B £ AT R BE R T R H U U BI04 8 8 2 L
TG il - FRAEEREEES T2 B ERE S - F#
ERLREEREAEAREATECL)REEL R (GH
@EIRSESA A -

A5 B > BB L {h A R W B R SRR T S T B R OR oA
EE > IABBERGETFAOSAERS TR EER
b 8% SESLZRBE -

A EEAREEBETREHERYFEL S -
SEME BEE NFERBEEERBAATEES SRS
BHMERE ST -
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% 108123128 % AEA EREINESA 17 BEE
i B A E

1. —EFERARBELR ZERALHE > HAKER
ALHERTIERRNERMEAFRBEET ZEBEREL KD
ETHWHEANRBEZELRZZBRALEAE Bk B R ALH
kBB ERACERMZIEERE 100 BE %S > &
r=

a) 70~90 EE%ZEHH o3 ZXTAEMENR - H
HRES LR ZHE REERRZBEHEZZ2)—ELE
v o

b) 0.5~6 B & %2 K >

¢) 1~29 B E%Z T & i £ & (245 B2 BT A5 B B8 Bs 69 2L
B A& >

d) HERNEB o3 X T AHEMANE - HBEES FX
A28 REBEZEL—Eitaest 100 EEBHG - R
BEEM B > B

) ZERAAMHEHKNEBEZ 4 HEE%UT »

f) ZXBRAAERYEEZ 4 BE%LUT -

2. MFEKXKE 1 ZEAREELZBBALEE - H
BB EAREEEREN/NKREBE -

3. WEHEKE 2 ZEANEEL 2B BALEE - H
hoO AR ERREI BERESSHE -

4. MEKE 1 TEARBELZERBALEHE - K
oo AT AR EW R S RE ML E S B W Oh R /8 E
S LB E Rl -
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