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55 83t B ERATols 20E VuE

th @ Z5utseE
M) ﬂw HAF AR ABEAD kB BAs] 53 47] Tl EA HAB
A e o

o olelFel Azl wwd u Ao yoz g, AUt e )
e e S e N P
HAgto o] WHo] oid Aeolle 2BE ofE ARE FTHSAo 3t

2 = x A 7F

(@) B=d  FF gaio] TAT fPAol =2 2 FASoNAA AHI del AR
£ 83t ™8T A2 F dv= D JHA SAVE AAIE AT :BM 2~Etel A
Ale] dHA AN FaEde o2 AP S FIstnE 2EE A8 FTHY At
7F 2 & gl A8 e FAHFEEDT 5.6~6.9 mmol/L, BMI>30kg/m2, S3A|
WA e, 18)ES IEAF et d4H R AILA FA1 BUE"ES AA
o

[e)
= =
F &t} JUPITER Od?oﬂfﬂ FEIGo] 56~69 mmol/LY FAENAAN Rud o
HFolZoll A 2.8%, 9lefaell A 2.3% 0] AT,
(5) Frxd thdA : SLCO1B1 ¢.521TT ¥ ABCG2 c.421CCe} M 3te] SLCO1B1(OATP1B1)
C

c. 521CC ¥+ ABCG2(BCRP) c421AA% #Hd & o] = ut2ERlIe =& (AUC) 572t
ddde Aer Ruddn. FAAGEA ©E o] ofef A & FEA ] FHEH
A eggkon, ghxpe] A ERky 9 ek met %S =dd davt o

2) 6. ¥52§

o2 et/ g2 W 80/10meg¥ EFHF2EFE 20mgS TAE APl A Folste] A A|
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g FENSAEATE A, AR/ dEYAS EA StolA Z4Hl2EESY Cmaxe
oF 2181, AUCE ¢F 1.281 2 Z7}sFS )

UE HEES AnAZg/GROY/Z5utaeE BEA s B PEa g Y AFE
Gy A gkgkont, A7) eFEel B AT obesh o] FaH Yt

h @ DA

1) B FeAEEs O3S P4 RN u, OIe An ¥F F= FIY
(9%) B HA B FIF (0%) T/ BRAUG. g AEAZE FolE A%
$AY, FFe 2AGAY B 29T 49 Ueg + de Aod 2= Haw
gAge s 282 93] A5 OFA $EE BUHY s 2ol AgH,

@ 9F : 9ES HHAeWY A Hx ANAE FE Rl U BF UF FE
bid 27 2 4o Rusth A AEHS TFF B FgA DA
WAAE olH @ AelEe] RuHUth wetd PES DuAZHE g Fots

g4 dF FAE EUEHs= Zo] dFHEH

@) dvzd 2 guzdgEe ; § Y4 APolA DuAEe guzde BE Eos
grzg 9 gz ES AUC0-249 Cmaxs 25W7FA F7HAIFTH olegr #%
Arerel gk QA AadS EAA FUTH

4) 239 : dujAzes 109 59 B3 RS 29l P HA g FEE °
7t AN HY; o]# 3§ A E International Normalized Ratio (INR) HHollAle] W3slE

(6) HlzE =zl AdXEA (o, FEToHeEA of2y”, COX-2 Al 2 H2H|
2o|EA A£9XEA)E AHA I F8A 23 Ao dYAstadE FaAF F
AT 2750l &8 IR A (o - E5EAL AVl 24 =9 AP A QA
SEA I F&A A&gA e} COX AafA HEFAAN FAHARHA(IRA o E 7MY S
X3S 27 &4 s RaEdTh E}EW Folste] WE&FAsH, 53] =2 I
o Af O B FYE ek I} BAHECEA A£G TAY o] S HE F
ARtE SAEdAlE FET FES Tl Folokst WHEAR AF & FU|He=E
2A715E& EUEE sfjoF g

6) 71t °FE: "AmAZES olMEoctwd, tErY, TeWZeus, AvlaeE, 3
2ERZEAE B of o

FrEdAy HE8FAsHS u YdHe=E %-ﬂf& 5 e
AT HPALEGS Ao EAE P450 Al ZHlol| ofdf thAE R For =z YA ol A
CYP2C19< °Fxt A3t A AYstiles A lEAE P4500] o 8l 03% = 1%]11 %
=tk HHAIE S Alo]EHE P450 E4F Adfdte o ALY 2

HA get CYP2C1990 o3 tiAtE = oF=o tAE AfE TMsA e xﬂﬂf‘f a, 9
HALE RS Alo]EAF P4500 93] thAtE e FEEH H43AET ZoE ofEHA
2=t

A 284l F8A AEA(ARB), ACEQAA v g7 B EFoo

2 g5

Lo
et
k)
i

(7)<
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AA L EA- A= 2B ZA(RAAS)Y o] FAath2 olggt & TxaWa} A A
o, A4, 12’:} g5 2 A7 4 tﬂz}(%* ARH X3 A4S ITMYE A #

RA 3
*B‘H@% A 3] J.HEi%‘oHOk ?&E}. Fargo
(AFTFAIS 3-& <60 mL/min/1.73m2)oAl o] °F dgj~7]dl FFAAE HE Foq5}
2 &e

®) F7HHQ B FEAG PR ArAZY TUdA HNGS R

Mo

o

W @ ¢=du

(1) 9F AGelM G2OBe HolASA oA, WE-AeA, AN A Th A3
A, A%Y AAGF, YERZSUAD Hshg, I, 25, n2g 2o Sy aEA,
GAA 2 ATE Gy AN 59 A TR

@ A% Fz FROVL Ao} ABF2L BEA ¥ BANA BAIFE FE
A% WYFSEIAY Z7h dehd  JOoBE, YRS AR 2o

() AMER, AU G2oue] kEstel BF ol FFL AT

(@) otEEHzEE, OR, s2sd  gEoue] A% A B FHIH foI I

1?_ ]:V\}\)\T;]‘

ulsEhEl o2 Seke] QrEUlHs AMAEtE 80 mge W8T & A} AulsEg

BEOR FARRE AU UARUA AT e G0l 7NN SAAR, HePs

FEORL BE3HT dE BANAE AuseE B8FS 19 A 20 mgOE AT

G
o l:Iﬁ o°{'

Ao gazerre A w5S 2742 = ok wekA e
ERED u Y555 A% RUEYS Y BaA $%zde] AFHT

7) NER2TY: AFol2] BAS YFoR AZE AT} o] ok WEEAD oy o
Tl A, 1 o7l WEE] A AZRrzde] AAFFEEE Wt QA 40%74A
Z75e Ao E RuERoh

) #7142l tEAsAg Fue F2oY DdA GANFS F2d
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o
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1l
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l ¥
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) ® 2rusew
(1) THE efRo] EiutaERle] MAE 9

AR W R AA W AP AT G2E 25uABE e Ao EAE PS0T YA O Fol
3 45 482 HolR (74, AsA e FEARA L) o
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AolEFZ2XY 757200 mg 1Y€ 23], 6|10 mg 1¥ 13, 10€ 3¢t 7.18) 57}
IRty
ofelAtLERIo} 300 mg/ EWH]o] 100 | 10 mg, &3] F 318 =7}
mg 1¢ 13], 847tk
Zyyd|e] 400 mg/ BEUWH] 100 | 20 mg 1¥ 13], 743 2.19] S7F
mg 1¢ 23], 1743k
FEyead Fa&%F 300 mg ¥ |20 mg, @3] 749 28] =7}
T 24X H 75 mg ¥4
AvB 22 600 mg 1¥ 23], 747+ 80 mg, T3 F 199 =7}
AEEZH T 75 mg @3] Fof 547 10 mg, &3 F 1.6¥ =7}
gFuH]o] 600 mg/ EEvkH]o] 100 | 10 mg 1¥ 13], 743 154 &7}
mg 1Y 23], 743
ElZghr] o] 500 mg/ lEunHle] 200 | 10 mg, T3] F 149 Z7}
mg 1¢ 23], 1143k
Z2YYE 400 mg 1Y 23] 10 mg 149 =7}
olEgtx}E 200 mg 1Y 13], 5Y 7 10 mg, @3 F4 149 F7}

80 mg, w3 Fo 1.39] =7}
A AE M E 10 mg 1¥ 13], 14¢ 3¢+ 10 mg, 19 13], 14497+ 1.29) &7}
Az Yrie] 700 mg/ BEUHY | 10 mg, T3] Fo ol gk abol gl
100 mg 1¢ 23], 843t
el F2 el 0.3 mg, 793 40 mg, 743t frelgk zko] gl
Agutd 140 mg 1¥ 33], 5497F 10 mg, ©3] F frolgk zko] §la
H=g B olE 67 mg 1Y 33], 743 | 10 mg, 743+ 938k 2Fo] gl
g3 450 mg 19 13], 797+ 20 mg, @3] Fo frelgk abo] gl
AEIUYZE 200 mg 19 23], 743 80 mg, @3] F freolgk ake] 9l
ZEFIYUE 200 mg 1Y 193], 1143 80 mg, ©3] Fo frelgk ake] 9l
o ~Zulo] Al 500 mg 1Y 43], 743t | 80 mg, &3] F 20% A
Hlo]Z+dl 50 mg 19 33], 1447 20 mg, @3] Fo 47% 2 &

71e} opzol G

- ARA s LR, FAS IS FREE ALA Y ZEaEE e §E o
@ 2%, 2snisgde] 94 sE7b oF 50% TAHAT. 1#Y o AnE ANAE
2ol 2B Rof 247 Fol Rolg e wWol $EHAT o HEAge] A BAA

& A7HA kgt

L FAYN ERnaER AU JE4E ATE £99 v gtk e seaAg
b2} VAN, A F ALAWNN 2ulsgET FAVLHS HENS W P2
SgHES 2P 2% B oS Ee] B u gtk wekd 2ulaeEy ¥
ARate] Wge AFHA gtk bsstn 2autaEie] Fog ANHoE FuE
t Zlo] WAHL, Foizt Brivstoid WEd mUHIL sof sk,

() 25utsERo] BE kR HxE 4
-9 Eulaues) 38 A dotde FESHSHOE fold TS WA gt




T O HMGCoA BAEE AsNAG PRA/AR, Zan=es gadg 3
Eoisty shubel ©E =al Alo] uls] INRO] Z7bE & itk MERIK ZahAl (o)}t
e FAWIL Q= BAA of ool AF, Fo m: g3 =4 A INR ZUHYo

&

_4

- Al ZFRAZY  Zeul2ElE Y Ao|FRAT AL WERAE Ao|ARATHY HEE
Fol 9F= WAA e

= BT

- Ay BYolE/v BN FEA - Ay B olES} 2euliEtde] fEFHehE 4T

g2 BEEA Foy, FesHSd FA4ES AT ¢ Ao AvEEA, ¥y

HBYCE AL fE B ALASFET( 1€ 1g o) UL &=

= 9l7] wWEol|, HMG-CoA A FTA AajA HEEAF)

< S7HRY. I BHolE Ad =S HEFAD 7 ETH]‘}\E}E]
w7lelH, o 7] 80 ® 5 mge Fo3foF 3ot

dA e} W-&FA|, ethinyl oestradiol®?} norgestrel®] AUCT}

L ATE ddA &F AEA o’ 8F s&9 SUHE X

g3 HRTES 83 }% zke] ofEe AR fleBR AR

A

\_

b AS AL SEL, AFABA A WE Folst Brom Wepye $5
shsih.

- 7k fBolo FF : tFA EE oAENHotE YFHOT FoF FEAES Lk
A eksk

= 1%@. Eﬂuwe%% )
MR RAA 713 B b ggto
]

A A Bis
U EBAE A2 dERE T Al 271 3 37] 370
g ¢, A LBA I 84 AEA Y =52 A HASA AA7s de, LT,
FAE Z3 AQ)H ArFAHRRA, AL, 1Z2FEF)S I
Pl 71ZE ol SALHA 1 F=8A AFA FAE AlZFsiAE F Aok whef AR 2 =Al
I &A A&Ae] A&HA A5 dFFojA] Fud, Al AZTd A= dF29 A
ol sl dHAG Z=udo]l FHE tE LEY ABAZ thAsteiok . dalo] ek
H Afels 7hed ey AL I T84 A3 Y A5E Tk &4, whef A4
s, & ANBAZ ARE AFEol o weF oAl 27] 370 olF = A WA I
TE&A AZA A =Ed A9 AR 7 H FE 229 AU A7ET
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ek 754 ol

AFo] 9Yx] gorg Eoy} FAHXA
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NEIoF ey, AuAREe @a=Ae o5 AANA et BAE FoAA BEaof

S BE F ARAL B 2] AFo) wle tEd REd NS AN TR/ E
ATk B Aol fEY % ATk GH A3

UE e sfor @tk Aol

oo
o
A
)
rlot
Y
il
ol
ol
k]
ul 4

@ ¢z

AT FFT A FEF T2ABIAT ) A4 WEE e 5 o Aol @)
AR AuoA AFHUG. w3, DA AYe] FAL AT LAFL A&H o] &
efol o2 HAY fo| Uojuh AWAQ ARy} 2AHATGL RIHYT AL X

AAFA FZHH 10 mgs FA FA F& 243 F71A] A ¥ (activated charcoal)
Sojslgl e W AT 47 Kol AAAUT A% ASdE GAHe] f8Y
At FEHAY HFFAR % gy

i)
off
i
£
>
[m
M
ok
R\
N
oz
o oE
lo
52
0
s
oft
al
£
>
2

7) 11. 23 3 HFZe FAF

1) ofglele] &o] BH g o] mudt
2) e 8710l uhie] Wi Ao AUl HAY FA AXWelAH vAsA gone

o]8 Fol3ith,

12. A27HE A% B2
1) kg2
(1) BrALEE: kA 2|4l &4 XA (ARB, angiotensin II receptor blocker)ZA] QFA|
LHA I darS2ES JAste duS FHANA st a5 et
() F=2UHA: ZEA'GAAA (CCB, calcium channel blocker) 24 @3 F&3} Al AL 29
2 ol TS dAlste dsbAdst avE YEhin
G

o

=9
(3) 2 Ht2~E R HMG-CoA $U &4 AfAZA, SH2HE HFAY vLRY o] EL]
FEE JAZ.
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2) fFFSHA HH

1) ° KRVAZE/ eo¥/ 2autaeRl) 718 7ke o fF (R dm Y £3HA 9
25ut2e Y BdA) BE&FAY A EES vwsty] 9 AEFAS Aldo] 14
FeE ATt F 40 1A% ARlA 34 EA mE EtE oFFozA
A2 e/ S22 80/10mgy ZFHFAERR 20mgS FEA] T3] FAqSATH2x4 WA
3). €% HrAEd, dEYA, EFuzsE w55 FAstY oFeE AdrHE

W aH7SE W, 6 LB TGS AUC, Cra) & ZLWHE B 2] 0% A1
TF7ro] BF AESAFFTA HY Wl ATt

() BElAZG/ FEC AT ZrutaERe] FEeE FRYEAE I

drjze/d2od BA 80/10mg T Al 7HA RS # &35t 99Uzt 58319
QQRHEZ FAE 2x2 2N F). AFZAF Zyutxelde] EX)3te] dnjAl=
AUCtT 7t ©F 131, Chaxss’b oF 13002 F713190, EFul2EE S Hu|AL 28 /MR
O3] EA3tol AUCT7F &F 1.241, Craxss’t &F 21812 S713F o).

() ©] 9o &2 FPHE AP ofYA ¥, EFuAEERL ofNoRI(YE, T, FEd, HE
, ga)oll Al Z7kAIoRRIF Bl Al AUC % Cmax skl oF 28] S71stATh <1
2 okFe Aol ofstH FAIoRIT FQl zhol| YAFHoE ou| Qe FEE Ao

= AT

DAL N ABEL BF AL e A 1UsF e tdoR 87 Bk dvlAEy
w8 iulsEd ¥eEe b duAze/gedu Fo =t

rulante §e Folo SEAY S MaBsletr] 9% B WA, ol FwTY,
ofthz, FYFA POl 18 A= ATk

7] ¥g<to] 140 mmHg ©]

Zol At AT AT (vt

ZT1(EvAZ"/ 203 80/10mg) =
_]

g/ d=Hd Fo) dinvl A@dT9 LDL-C
o) tinl AlFTo sitSBP WHEEe Pt

Azt FaAH HriEEel wo)~gkel thH] LDL-C 4% W3le 2 msSBP WH3lES 7] # %
THS sHFEFoR BAZ] FEA E4(ANCOVA)S AASFAES uwl, APl
2 Z3FA T (p<0.0001)




THFOR WA FEA 4 (ANCOVA) A4

<7 A A A2l Fyt LDL-CE
% LDL-C ®3}&(%)>

714 A ] 8

Al g (N=47) 21 (N=49)
H3lS (LS mean * SE) -57.7+25 6.2+2.4
7+ HM3E (LS mean) 29| -63.9
(95% A= F3F) (=707, -57.1)
p & < 0.0001

<IVA Aol o] Hi sitSBPE F¥H#o R HAS FEA EX(ANCOVA) 23
71 A= v 8F ¥ sitSBP W 3} % (mmHg)>

Al (N=47) ] (N=48)

W3l (LS mean + SE) -24.4+2.4 -9.31+2.4

a3+ W3S mean) #ko] -15.1

(95% 1= %) (-21.8, -8.4)

p < 0.0001
4) ZAAND AR
1) BrEFo =4

Aol AFEA(EuAZE/ G2/ 2Eot2ER)S 1373 ATRD MRSy
Aol AAIFEHALL, 2 G RA LdHAA B MEE FAHHH WSt dFHA G
}.

(2) A=A
BA MRS 5ty AR ESHAGe] =2 FHHANE @gkoy, 7 gdAe] s}
of &zl A=A L g L.

D dEAEE 1G] e AL glou, FRAANN AFAAE, A AA, A4S
Z7heh e FAUC 24 T BAoA drAEee] A o] Buw gt

@ e QAo the A} A4 L3 soMel AFeE LR FRHAL A 2
SolA Ee g Aol vehd 3 9o] FE glolM BATHES FYHA ek

® EfutsEE: oo FARE BAADIA FEA B Ak, FEA TA 2k, A
W AE AR 5 AN Sl deth olgd Zae Aw 3o Sl st §
Fe wAl ANFlNGS W vehdth 2,

213371487, A2(1~300)2H, AxLZHE 1271€

1.3 489 %E 5SS (DMF) A%

O <<=zgdua4td [DMF : 20101230-130-H-113-10]

- MG F7E BYN Ees ESTUE 41
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she 79
O (AAAY) Tepas, A2z 9 TojorE So] o #3 73, ARz e
AL AL Z17H6)
O (988 BEAE) MofokF T el #3 7& ) A4zA1FIIE D T FFE
of FEHHIF - A - A FA, A7R20] 12 HSiE B AE o
Lo TefAR, A2z B TefefEeel <bxld I g3
A4 AV el o) eFE Q)

- AAAZ1ZE 0 2018.05.10. ~ 2024.05.09. (613)
- A AARA A 71 7 2024.05.10. ~ 2024.08.09

2. TAlefge] AMATZIZE ) (AFAFEFFAA 2A)E =58 A
3. Slal A el A g (o] FFAAEA 7-28215(2018.05.10.) 2 SATE dlE AN I A
£ 37t & 2d7kA= Wl eZldritt Baska, of % vwid HRud A,
4. 0, A-T A flol A7l 2HS oldsHA ol Afolle & FESVME HaT
T A=
15 /NFAk Y A5 (hFst= )
O g 8l
SHIAA AL AR A EdEte D)
O g A=
17 AARE @3sts 49
O 7N AHAE o &
- AYFEF JLP-1401 80/10/20mg, FHFHZ: 20170140936( 4=Y: 2017.06.27.)
1.8 AE]Y
7]zl =] SLAA]- 8- § A Az =23 deoekE ==
T -, 71E5N 3 frEd |z5lEdae | ARAYETSH
A5 48 A= 71 #d A8 o A=
ARLA | 2017.12.13. oF 2 1) 3 w4l 4hed
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(80/10/20,
40/5/10mg)
2010.11.05.
2018.01.17.
(80/5/10mg)
HeoA 2018.02.28. 2018.02.28.
d=} 2018.04.25. 2018.04.25.
BeHs 2018.04.03. 2018.04.03.
A=} 2018.05.08. 2018.05.08.
HEAE 01,0510 wEHAN A4t
)z} 2010.12.30.

<EY 1> ¢AA-FEA 2 7€ 2 AREE AA 2o

LR
<BY 2> 984 B AY a2k
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[& AFRE S 2o

!

]

& eI ESE woluz Jdd dnAZd/dEud/Eeut2EE 18§

A 2 80/10/20, 80/5/10, 40/5/10, 40/5/5, 80/5/20, 80/5/5, 40/5/20 mge] 77}A

FFAAE Nt &7F AAHsA S, o] F 80/10/20, 40/5/10, 80/5/10mge] 37}FA
F AARE HF S7EE AT

¢ 135 H&%—?&l%*ﬂl@ﬂw ACEl, ARB ¥ 2e}RlA 54 9o AZ& Z484 wgou

e

sz

=3

H
=

o

0|5t olarera Al oA WREAA ZulEFElY] AUCTE ¢k 20%,
Cmax7} ¢f 2 & P%ﬂoi U 7]Eel deldl s AES 1M u &% -] e

A (Er e Es 24
2] 84 (2 2 EAH20mg) 2]
£ 80/10/20mg Al A <}+2]

- LA HERAE ARH g5 JAAPES AAEAAL, °olF 34
80/10/20mg)¢} 18 EdAN(EAEFY 40/5mgx24) B TAEFX
HE&Foete] ENAFTTAHES USsHATE ATF AA ol oishA
H W EEAE S Tt AEFATFTHAANDS stk

- B Y H o]dAAHEFES FWE S 1488 S o E AsH g5 Q4

st 34 W&Fowro] LDL-C Wshgolx BrAZg/d2od Fojgtol] H|S

msSBP W3} 4] &m ]A]'EE]'/E‘TH]')\F/]'% Fojto] Hste] LS ¢ %—6}9%}.

252 5 YFA PN F 1487 F 2878(18.9%), ANBTBN AE WEFAT) 489 F

11Dﬂ(229%)°ﬂ/ﬂ 01@“&001 WS AL, AFTelA 17 ool Bad o] gRkge Tz
- 578(104%), AEF% 29 (4.17%)°]1 A

- AuALZ e/ G2 B3A 9 240l eSS WES)oF st BAE Yo SEE &}
ALY %‘— R -8-7oll A Eﬂd.éEW %—t”%mﬂ E?.}% *‘U]APE'EJT% FdETAS WL

(<]

o

17}@4 SEAEe, Lu}ﬂaﬂ@@q:ﬂ) awia(iﬂ}maw A4 7k
©DR(AR| AL 2k, EQAER(RE AR FEUH) S Faste] FHFA,

i

1. 718 =& ¢ 2 g efol 23 AR
11 AERR

o AuF o=~ 80/10/20, 40/5/10, 80/5/10mg

o ofEZe 714
- ¢29dH : Calcium Channel Blocker (CCB)
- oAl 2 g Angiotensin II receptor antagonist (ARB)
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- 28 2EF": HMG-CoA reductase®)] inhibitor
o 13 AXEAZR AEEH= BrAEg /42 AW AL EFAS 1A F X BAZ ASEHE 2

12. 719 2 A9

TR
B
o
A
il

13 4% As3 M 2 A=Y
e 1183} (hypertension)

&

A a2l ofste &

A EE 23

o)

0

o 74471

Q

]

A1

S

o &4 7E o
(<140/90mmHg)ol| =%

ofu

o))

o o] A A dF(dyslipidemia)

A

(LDL-C),

i
A
M

=

)

2]

El

(TG), A=A

2]

i

=Y 2HE9

2 dYA Q= mEhA ol 3ALEF

LDL-C(%

e, 4%

o]

Fell <]

|& 9A] LDL-C A&

A

17} SEA RiEo

3]

do

2t

o]

stel AL

)

Aol F2]

]

b= o= wieA SA4o]
AEFSFHE 0170140936 5)

S
L,

%

e RAASol 24 zHg
15. ARZFEY 7MY A ¥

Tor

ol
o
ofu
%0

!
K1
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21. 959 %F(Drug substance)

211 4R



<dr| A= g>
o TE  HHAZE
o A ARE A (INN) : Telmisartan
o 723}3 9 (IUPACH ) :

2-[4-[[4-methyl-6-(1-methylbenzimidazol-2-yl)-2-propyl-benzimidazol-1-ylJmethyl]phenyl]

acid
e Chemical Abstracts Service(CAS) S H S : 144701-48-4

benzoic

kel U %Y (INN) 2212

N é
CasH3N4O, @ N

A7) 2=z Telmisartan CHs :
¢rI= MW 514.62 s “

<2oHlEEEZE>
o T W EFutaBR gy
o =AY REY A (INN) : Rosuvastatin Calcium
o %318t (IUPACH H)

(3R,5S)-7-[4-(4-fluorphenyl)-6-isopropyl-2-[methyl(methylsulfony)amino]

pyrimidin-5yl]-3,5-dihydroxy-6(E)-heptenoic acid calcium salt (2:1)
Chemical Abstracts Service(CAS) &SH3E : 147098-20-2

el LRI (INN) =44 TEA
. 4§
A Rosuvastatin|CyHsFoNsO1oS, - Ca S I X /\f?‘j,,-{-m‘
Calcium (MW 1001) 80 g
<¢zOEwdidd>
AR F7 = BN L5 53D R 41
[DMF F31®¥3: 20101230-130-H-113-10]
212 4BYSF NYEE
o ElW|ALZ & "EP ol W&
o ECAMAEAL EP o W&
o ZFHIAEIRIZ
L IRk B SN AEA (OpH BHAEZE O 2"E O §d 0O 7E)
=AY (W FEEE B AFREUMAE B S55 O 7E)
B 2703/ 3903/ 578 O Z393E/3 /4584838
O 5738 O718A3 B AT [0 F2F/A%F-AY




A e5%] #54 27 W2 7975

22. $A| &% (Drug product)

221. A7HAE 7 (FAHA, HLA, QA HolAd st B¢)

o Y Y=

222. A GFE NEEE

Wy BENE A4 (OpH Ouz O
SEAY (W AR O78) O Az20/48
0 =448 07848 BE3AE O 22E/4%- A9
g0l HFH F+ BE AT
A A
W E/8%408 W AZEHAA/ AL O =AY/ AAEATY
0 24400248 [ B8 aAe/9q2rasany
O ®aA8 O WAZasAd [ 284MdRA8 [ 28401248
0 228548 O ASSA/394984408 O 43908 0 9448 0 7844
AR HFH Fp WE AP,
TEFAD  ABAE, TARAT, 289N Y, LA AR

]
CABAY I YBEAY, YRS YRENY 5

=

31. 9RO SHE ARA

o Y Y=

32. SAYFFY UBA
<80/10/20, 40/5/10, 80/5/10mg Z+Z} | &>

NEEF NEz4d 71 e/ A4 23
3 ZAY K 9 -
107]%1_/_\]6:: 25°C/60%> RH Alu-Alu Nz g A
7HEAIE 40C /75% RH Blister

33. AAAE & 2T A%
A ARTIREY), AE(1-300) R, AxARRE 18714
A A Z A8 71A4: Alu-Alu

34. (A A3 AAR oA

o Y AVHZE, /€ IS AR AFEFAE EUE TFEF A AFH]
o wel A7IHEAIFZ1ZEe] 154812 1352 e ALR717bo] AR, AH ALL7]3E
1214E F43A .
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4, 4ol

el
ro

F AR

41 SANIAE AL

e S4NY aokE

Ak e F 2 AT [T FH7% &% (mgkg/May) GLP| study #
- T/A/R 81.4/10.2/20.4
_ 15-RA457
T3] o S = . - T/A/R 203.6/25.5/50.9
_ PO 3] F o O | ('15.7.29~
SN E (TF 85 %5 - T/A/R 509.1/63.6/127.3
"15.9.24)
- tHZT(2% Tween 80)
-T/A/R 7.3/0.9/1.8
- T/A/R 21.8/2.7/5.5
- T/A/R 72.7/9.1/18.2
SD# = 45(QD) T;A;R 218 ;/27/3/54 5 15-RRe455P
“ PO T I x| (15.8.10~
(T 35 ¢5) + 25 3E7]|-T 2182
"15.11.3)
- A 273
R 545
ne
R - thZT(2% Tween 80)
=4/
- T/A/R 2.3/0.3/0.6
- T/A/R 58/0.7/15
- T/A/R 14.6/1.8/3.6 15-RR459
Sh# = 135(QD) 4 /18/
PO § - T 14.6 O | (15102~
(T 315 £15) + 47 357
-A 18 16.5.12)
‘R 3.6
- 2=T(2% Tween 80)
*T: AuALERH A GECHOZA b R 2FuAERI O 24 SR
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6.

o

FAl S o

6.1. YFIANIAEY] AN (GCP &)

o HEzEA By ohd

62. AFAIRAEH M8

e AFANFHAAE F 34

174 24 (DDI, BE), 3% 14

Ad PINEAE: ° o _
1 E 21] o
AEAAFAY
<FEEH
24Hk2E 5 dErE
_ FoorR oy, ArAEEe
273 A4 ALAE Com;y} AESFAECA W
o2 rosuvastatin _ s Hod
telmisartan/amlodipine<} ERi e FEEH P
9§ Foldh IP-M0L |, - AEek JLP-1401 1| - gnj=g go T 5% a
EojA] okEdld EXyl | © A7) VA = 2
JLP-140 ;Ej AJ;E; ;g;};j w2 glg ZZSZL mel 3 (T/AIR|  E5lEiglel 95| [AUC | 092 [08540-09846
IEE N Dot A = I g 80/10/20) % 9 o3 s | [Cmax | 0.9 | 0874610481
A 2N, T2, (Z%3 SIS
K tha]Es], 37] 3x3 L |14 -z EQZ2ERA QRN b
W A WAAE 40/5mg x 2T, =i .ok AFAA ratio | 90% CI
W B, g | [AUC | 095 [09280.09768
s 2EA20mg x 1T P S Cinax | 091 | 0.8834-0.9507
H|553t A A7 —duAEE
F AT ratio| 90% CI
AUC | 1.08 [1.0093-1.1455
Cmax | 117 [0.9989-1.3710
(FEEH
EHk2EE, gErY g
drAEge] F5AYFE
- 2HkzEl
) . ratio| 90% CI
A B9l AdAE TR B3 Eo PO AUC | 1.03 |0.9754-1.0807
AO% rosuvastatinsh Aok JLP-1401 1| - Aepkzel oz | (Cnex | 094 [085191.0348
telmisartan/amlodipine®] | 37l AR A = N == ]
JLP140 |8 Sojel P10 | Aol 4BmL | = (TIAR| =ZalERRl] 9% o] 9% d
1101-P |FojA) oF58td B4} | De R (%L; 80/10/20) 5 B oFest W | [AUC | 1.01 [09873-1.0421
K |A8E vl grlshr] (4x4 25;]’) C xR EY A | QHAD Cmax | 1.03 |1.0084-1.0620
A S, AR, | AN ¢ 40/5mg x 2T, )| OVHLE, AP - EEREE:
o3| o, 47] ’ s . ”
o q 2L FEAs 56 ratio | 90% CI
WA Y SEA20mg < 1T bR AUC | 101 [0.9439-1.0732
Cmax | 083 |0.7242-0.9514
« CV 46.86%2, 554
ol ¢l 0.7128-1.4030
*oopggog Qg e
2%
P A
F A AdAA o W | - HE 1A CCRES {FFEH
JLP-140 [Rosuvastatin} :’3}%’43117& 4873 A FY2E 0mg 14€ |, zzuxgg |FEHE 2 AUAERY
1-P1-D |telmisartan/amlodipine ;:EE o 19 13) 997t Bg Nedesmetil | 2 Yrere  g2omlaplEld
1 (B8AE 9 Rld D00 PL U (B auaE mg 145 | S ELECEE-
opEald okgasALS | Y P2 oUW | Edsely 405ng THREEEL 92| otz
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ANg QRN HAE o o _
1 E ol = T
s (5/445) ARl a7 Fo8%F 4wy H713E A%
FE | ratio 90% A
Crrax | 1.029 | 0.9813~1.0779
AUCt| 1016 | 0.9705~1.0636
- 2oppEs
ZE o | 9% A
] Crrax | 1.2588 | 0.9940~1.5940
24 B8st 19 13] AUCH| 12625 | 1120414208
9Y7t Hg o w .
El =
A =T R s
Brtetr] 9 - TE 2(24) TEE R FES W orarm o anazesg
A, S, B F#l2%E 20mg 143} F BEFAA Cmaxr} 571
HHEEof, WA A EU2EFY 40/5mg QHAAD - 25atzEl
CRL 242 Wgale] 19 18] | . olpbe, 48| [38 | mio | 0% A
93t Hg 2} S pG | |Crex| 2112 |1.8970-23514
C. EY2E} 40/5mg 24-< AUCt| 1.222 | 1.1436~1.3059
19 18] 997 B4 - N-desmethyl  2epmk
Bl
&5 | ratio N% A
Crrax | 1.360 | 1.1971~1.5457
AUCt| 0928 | 0.8441~1.0200
QFAAD
AZE olduks Gl
obAA - frEA B}
FFEAD
- LDL-C #8-8%
R ET
k)
AT 1 9
8z '5;'5 6.08 | -53.99
<0.000
. E%}7]: E‘“U /K]-E E]_gomg 1 p %k 1 0.0666
A 13 1R, A msSBP ¥ 5}
B S FA I
) ) 24 1| . ) s N <"T§ ‘2 A& o o
PAETE  FUR gt o] A 1918 19 6K 8% FeiAl LDLC L]
ST A L il QA W v |l | 20| | e
ILP-140 Telmlsartgn/Amlodlplne/ 0]%—‘5’7}1‘4 ozl - AEE EzEl| 00
Rosuvastatin 3 Al 8% Tl ey - p-# | - ]08766 ]
P31 (o) o s g w[TANA B4 F dbmg  24+IU2E| (87 FolA msSEP
o REASuANe =1 i=] _
S lgmel e, 7 ef o }: 1%8:3 .| 2me 14 WSk vs T2 | <HRAD
ozl g, A 30 AN L g s @ NPT 2T ol
& N o I 40/5mg 2% - opgkS, AAE| 9 FofrTlel] Aol glom,
- g2 wrlege| A S EG| oV 3 okeeldikeel
mg 14 + FHAE HE s fAket
20mg SAE 37(UA, 734, Hd
%) Humglon UAA
FgofrRae #AEAl ¢l
o
<7} HIEE o Hle e w
ZEZNET 104%, W
Z=71 5.88% thE=r2 4.08%)
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6.3. JEXAGA

o EA|(T/A/R 80/10/20 mg)Sh 71517F AA| H-EFod(EQAEPH40/5mg2, Te~EA0mgx14) & oF5
s elu|HE HuddS v, YESHAFTAHAS 45
e 80/10/20mg A Aol thated 7187} AAEA=EA, A 2ER)S HEFAGY AESHHFTA

< Q=8 AFF AAE 5 ARG N EEATS

64. YA AF
E ‘d /\E}.X4 (r—:ﬂ u] /\]_

/4=

Fske] AN

AWl Ad) 40/5mgx2As el AER (R RS 0mgS THE

Fol e HEFANERA)IAS o, 2FukzERe] AUCYE 1241, Cmax?t oF 2812 57}
65. w84 3 YHA
651. FEA - AHYANE AL
o ARH &5 9T 18 A=
6.5.2. A YA A (Pivotal studies)
o EElA 1t 9 o] AXNAYZTE THE A 148900 A 857t YA DGO FE S FIsta 34
FRAFA dralzg/gRod FoF giv] LDL-C W3k, DuAlagy/ 2 ey FojF b

o wigtgel Aol Bt

o 34 W& Fowo] LDL-C Ha&oA drA=g/demrd Fojol vlste] 433, sitSBP H3}
Foll A duAtEg/ 2t etel Fojgtol HlEte] -3k

: owt&%

- AT F 489 F 1878 (22.92%) oA 187, TAT F 5198 5 89 (15.69%)° 4 127, tl=2 F 499 <+
95 (18.37%) Al R, SAE 31 (A 17, ¢ 274) NEFsas 2 o] dvhg 14 T

- o dHES e BEREFAPT 1042%((5%), TAT 588%(31), TRT 4.08%(29)), AEHA(AHT 4.17%),
A H(TAT 3.92%), 71SZA(TRT, 4.08%) o2 HIWst l e

- olukgo g Q% A TS AFT 29, TAT 1%, TRT 28oA o] FojFa, o] F AHdFo
AR TAT ] 185 AQlstie =5 %}zlﬂr% = 010}&1 ANEE T

- TUE o] 4HkE& S01055(TAT) Al A Bad =732 8 &5, S01059(A P )l A Biud &2k
FPANFIANL, %‘*leﬂ%«l FF = 1%*401 %i% o A

- SFEOl NS ART F 481 T 7H(14.58%)°NAl 127, TAT F 517 & 4% (7.84%)°14 571, TR+
% 99 5 2‘33(4084,)0M 374 ®HaH.

- AETANA Bad fEoldNSS WREF(1042%), oA H&(2.08%), AEH7(2.08%), e FF
FF(2.08%) =02 By

- QRARAAAN, FEASF, AR A AR o3 WstE vERd AEUEA §lS

“ AST == ALT X7} 23] 944 = 3xULNS Al@oidats glley, tza1] Agodat 173 o A

oW Fo] i
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6.5.3. H13 A 94/ A @ (Non-pivotal studies)

o A Y=

6.5.4. 71E+9/¢A & (Supportive studies)

LR

6.5.5. 171 o]49] AlgelA & A5EA HIA

o i &

65.6. ABF g g EiA(CTD 5.3.6)

o Y Y=

65.7. +84 Add g 8% L A2
o A@o] LDL-C Wal&oA TAT ] Blete] $Y3l91, msSBP W3l Zol| A TR Hlte] $-Ya}
=

M

658. A4 At U 2o ¥ AE
o %

o AP AT ATH 5

ox

6.5.9. f4-9314 H7HCTD 25.6)

o Y Y=

6.6. 7t &

o Y e

6.7. Qe g AAAA
¢ T FELS TUAN Y P INYFT AE BRAZA DY 24 BFA (LA IR
)9} 2rulaEEle 14 SFoR S HobEdEE woluA NLE F5Y
- AERATANGE Tt EQ2EY Felamge) WERish WrlFeFe29(80/10/20mg)e] FE3t
AEEHE AFeta, AFFAA A5 80/10/20mgAA gt HImEEAND S Folo] BENHEE
A NEs deshils

[e]

Asargos BEH 2eulsEEle] 25 277l £ Aol Wad AEE YaH ojuv}
2 FAE Aol ANFT A ZE2ad Wiyt 7

7. 2 =Zo| ALEE &of sk AR

. T ge
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8. Ul FAHA Ezle| HINAE
o LHAIA ys H|FIEYAA vs E

o IYXLEA vs FoI9A
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40/5/10, 80/5/102 &] 13 (tﬂ ﬁ, ‘é&]—) Ver 2.0, 2018.05.04
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o A2 80.0, 40.0, 80.0E ] 1
=AW A4 13.87, 6.935, 6.935,4 ] 19

ZA8 ol 3
TRERE (RO A 10, 5 5mg)
Zul2ebRl 245 20.80, 10.40, 10.40%2 &) 13
(2 ut2ElRl 2 2 4] 20, 10, 10mg)
o] ¢ke HmilZel/dzr)y EtA| e} ZnlAEFES FAlo] Fojslo]of sl
FApelRt AHg-FTY,
O "duAEg /=T A
d2Ud xE duizg gdEagior o] ™A A FE B
B st
O Z utzeted s
1. 9 A 2HELFCIIAY 7154 1EdzHEsdsS E¥se
type Ila), 5838 TAHZF(type 1Ib) : o] B F5o= FHo| ¢+ € F
5 Aolael Hxa)
% 523 2. F3HY 154 1FHZHEE S AHolaWoly tE AHAAaW

(dl:LDL &2 ukrEH)e] BxA

3. AZYHEEF AN FTFU2HEH LDL-FEXHES 53
o7 Yol AFNEsF e Ad

4. LA ol dHEIE ZZEHRJIE S (type ) $A}o] 2olaX B xA|

5. A8# Aol tig H3A 7.%& AT ARG oiE A S

M

ot 7F 504 o el EA B R 604 o] de] o= = CRbE
@3 (high sensitive C-reactive protein, hsCRP)©| ng/ L o]dolm, 2o
T 3l o) Fe F7HAR AdudE A7 A ¥, @2 HDL-Z
Eﬂ)\Eﬂij] T B ] e Ad8e) 7S5 9 E 7]'75_] &2t
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