OI%tE S17tE 1A

20150175697(ZL# = &7810/5mg)

20150175700(=Z# = £710/10mg)

20150175712(Z# 5 £410/20mg)

20150175582( 2 EE7410/5mg)

20150175585(Z# E-&7810/10mg)

20150175587(Z# E-&7810/20mg)
9] 2EFS

e
ol

2015.10.08.

I o
4 >
ne
]

"oforE e FESVFAIALAANTA ) AEAT ARAE O FF

ok

YAKF), FELEF) 9 7 A4

YHEA10/5 8] 19, 10/108 2] 13, 10/202 2] 13},
AHEEA10/5E g 13, 10/102 81 13, 10/208 2] 15 & 2170 F5

R
of| A €] v] B.(45217-1-ND(5))

A 22 F 5

<1058 1 o] of 14 F AAERECE) 10mg, EFutABEZ
F(E71) 5.2mg(Z4rl2EEl 0 2 4 5mg)

< 10/10 2 1 o] oF 14 F oA FE(E) 10mg, Eut2edZ
(87 10.4mg(EFuk2~etd 0 24 10mg)

+ 10,208 2] 2 o] ¢ 18 F SAAERE(E) 10mg, EHt2ERIZ
() 20.8mg(ETrtAEHEH O 2 A 20mg)

=

ol
olr
ol
=l

0ok o

>

ALY 1Y 2HEIF

A 1FY2EHEEFOIFHY 71EY 2 WEY) B £9Y
ol FAAEET B HedH F FE2HE(otal-C), LDL-FH2HE
(LDL-C), o} B ©@(Apo B), Eg]Z&Algto] =(TG) ¥ non-HDL-Z
2HES 7473, HDL-Z8 2H EHDL-0& S7HA717] 93 2 o]
Qo] HEAZA o] ¢kg T3t

A 2HERZA /AT FHRHY B
AN ALZAGEL T Aol Be AP ARE 2o
o AdzAdrEe A3Y HolauEay o gdsdE A

P P Agea, Holay 3 e v

©
i
N

o
2

N
A
2




ol EFET Aol AHEsioF gt

of of Fojo] oA o] FALYFY TE oA d(lE ¥, =
W75 Ass, A8 HES, T ARAE, LDL-2d2HES S

N7l e ¥ HDL-Zd2HES #aA7le oFElprogestin,
anabolic steroid, 2 corticosteroid])& &<lstejof s}, B3k H$ o
A2 ARle A B o gk A AAA e FZH2EE, LDL—a—fﬂ]
2H &, HDL-Z82HE 9 EgIgAge|l=g 233 oF doh. EFs
gAlgtol= X7} 400mg/dL ] d.5mmol/L ©]/H Hf-ole= YA

28 Z LDL-E92HE TS ix%sﬁo]: sy 24 BT AT
UL Afole 4 Al 52 dd $ 24 A3 ool AdES ZA3
of gttt szt EHY H 5L HY Ao LDL AASE A&ttt
ol o] FAA Fauvt E F Ut

o] ok AAet BA GOl 1Y 13] T3t

o] ¢k Tty A Ee Fo T s WEAN EF FHY2HE
Astal e ALH O R sfof 2

HEel 4%, AgHE ARBEN 3 DA

494 12920 2Y3
o) okel SWAE 1Y 10/5mg~10220mgoltt. A EFoE 1%

2482 | 105mgol ARHT LDL-2e2HE ezt o Bol a7HE 379
Y §3¢ 2Asd BT £ 9k o] o] BolE AAF F EE
£%¢ QT Fole 4F o4 1S 1 EF A £AF
@ F o) meh 83 2Ase, 19 A 1020mg7tA FHE 4 9
.

ANAE P B} 2rutiBEle WEoE B8 Y FAY BE, &
g9 Helge gstal o FUlNe] FAE Gl FYTF BEA) o=
A& 4 9l
7 AE | 2016.2.29.
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2l
o J
$
Jm
X
B
ijld
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V

Aol
ol HEy - Hews Pt 8 7+ &}
(3| AHH)
20150175334,
_ o) 3} A oF 5=
1| S2eol =105, 1010, 10/20mg | i 20150175337, | 2015.10.08. 2016.2.29.
B 20150175346
20150175541,
9 | TR A10/5, 1010, 10/20mg | B=A | 20150175546, | 2015.10.08. 2016.2.29.
20150175550
20150175706,
3 | FezuA10/5, 10/10, 10/20mg | AEACE | 20150175721, | 2015.10.08, 2016.2.29.
20150175723
20150175830,
3 A o
4 | 22Ed410/5, 10/10, 10/20mg = 20150175841, |  2015.10.08. 2016.2.29.
T 20150175845
20150175611,
9 g A o
5 | 2A410/5, 10/10, 10/20mg - 20150175613, | 2015.10.08. 2016.2.29.
T 20150175614
20150175812,
6 | o)A =A10/5 10/10, 10/20mg | AL A | 20150175823, |  2015.10.08. 2016.2.29.
20150175971
20150175672,
H# A ¢
7 | o) AAEAL0/5, 10/10, 10/20mg = 20150175675, | 2015.10.08. 2016.2.29.
T 20150175677

* g A ok,
10/20mg” o] A& A A=

‘399 E410/5mg, 10/10mg, 10/20mg’

% ol FEF),

‘Y EE410/5mg, 10/10mg,




S7HAA HR (TS ol B& FH, A4zAIG )
11 kRA-fEA B 71E R A AAEs 29 1 3=

DFAAEUEEIAY 45T ° WASY T £9Y NAAIE BR
}%8 % 2928 E(total-C), LDL-Z# 28 Z(LDL-C), ok% B ©(Apo B), EZeAl2}o]
=(TG) ¥ non-HDL-Z# ~H£< 74473, HDL-Z8 28 EHDL-0S Z7HA1717] 9%
Holawyel REARA o ke EofHn

3 /10T 5AB U 4R A1) T2 B AdzAd
Lo 99 AAE nejdor Bk AWZAGRL AAH Aol AW (A
g A% @A ASHT, HolLY U GE HeEaH ZAd gD

o] of Fofo kA oA AEFY tE oA WU(dE 9, T, AT ASS, H
A4 4% A ARA LIDL-FH2HES S7HA7E 45 9 HDL-ZH2HES 744
7)== oFE{progestin, anabolic steroid, @ corticosteroid)S 2Helatoiol &, Q3 A$
A2 AJAE A Faof gty A HAA = T 2HE, LDL-Z¢ 2H &, HDL-Z# 2H|
2 3 EfIgAgeltEs Eddsjor 3t EfEdAgiol= A 7F 400mg/dl ol
(4.5mmol/L ©]’$)%]l AS-o= YRR LDL—*H]’\H]% TEE S48 ok 5“4 4 &
M AR AL Aol U Al S Jd F 24 AT ool AES A oF ot
7o HY A & He Ao LDL A 85 Al&st=d 9o o] éxéxlﬂ Fazt 4

o

O &% &%

o] ¢k& AAkel FAIGle] 1Y 18] FH3th

o] & FEoJsly] A mEE Fo 9l 3AE wlEA 2F ZY2HE A AEF o=
dlof 3t} o] ofo] oo gxto] LDL-FH2HE 74X, BAHE (55 8A 9 3
Ake] wh-go mel 2AEoof gt

424 1EH2HEEF




) 23 ¢%o 2 19 10/5mge] ¥4 LDL-
FH2EHE 47 B Bo] SFHE $29 Af &7 2o FAY 5 QUnh o] oY
3 ]

Folg NG F EE 92 A4 Tt 4F ol¥e 1AL Fu ¥F A3 $H8 3
AF F 1o et §F2 2UH, 19 Ao 1020mg7A FFE & Yok
ANAE P LSt 2uliEE S YEOR B Qe BAA B, BE AIFE st

of (AN FAE FFol LY HFANLE HAF ¢ Sk

O AEFe TN

2 oo
f©
2
(0]
—NH‘
X
(o3

1) Ol oFo] FAR Ex FAAEA IRTSo] e A

2) 34 HAS A =x A o HEEL FAVF AAEHOE AHH R w2 F
e FRkgE SR 5 IRk Fo7 Fx)

3 =2 $A

32} (creatinine clearance (CLcr)<30mL/min)

6) Y Ex dAstL e TheAel e A B e T 9F B sl dY £

rlr

N 2RFREIEANF A7) 48 BASA 2HviaEE 090D £ Folx 7
19 AASE ofelg} 2.

(D) S22 WA (Zdoted H24E < 60ml/min)
g

B FAA 2AH BY £= AFGo] Y= FS

() T 2EHA SFRMMG-CoA ABEAL ANA) £ FndoE AQ FEo| e 25
S0 3ol g A

6) ¢2e 35

6 3% 5571 4 + 9 43




(7) ofrlobAl &at
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ooz ZAgEE e~ Euji(galactose intolerance), Lapp

lactase  deficiency)

A3 Z(Lapp
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(2.4%), BAF(1.4%), F5(1.4%)°3A




T D 8F AE/ES 1% ol oA BRud o] Au$
ZulaElE Fol ot (N=183) o] oF Fojt (N=186) AA FoATt
REEE 5mg 10mg 20mg 10/5 10/10mg | 10/20mg (N=369)
R (N=61) (N=62) (N=60) |mg (N=61)| (N=63) (N=62)
o] Aut-S- N(%)
N N N N N N
79 ¥ g
H] Q1= 4 0 b 2 1 1 92.4%)
= /.
2=
7HE 0 2 7 i Ji 0 5(1.4%)
R4 7
ek i yi b 0 2 0 5(1.4%)
2) 127319 T3 A o]k

(1.94%), oA 2]e(1.94%), %

H-2- WA o] 1% E]u}o]Oil:]-
AR UERRE SolH9l o4

ohefol BAE it Eeutzetel % oA EE A
AN $48 AL 2AZ & Ao,
O 27u2geos 38 32
D g oag e dwhes Arjan YA Ao,
£ 24utaEY RoEE 4% vgel gtk
WSo BEAMEE 3} go] BRIA:

atA A (01/1,000, <1/100);
== (01/10,000, <1/1,000);

¢ ==7 (<1/10,000).

=]

dHAA g (Y 7

(R 2> ZubaErE

Fol Al TARE o] guks

o| o,

Aol Bd YPAY B AR ¥

o] AHHl-2-

Y ARZIHE F4T 4 o)

g E5tA BuE o]dukee HIAFH0.04%), ALTS7H2.71%), ASTZS7}
37 =2 (1.55%), +55(1.16%)
ko] 24l 2EhE)

o ol BE o]
oz QPAET BAAA R o]

re
-
i
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A A A FEA] o] 5.6 ~ 6.9 mmol/L Ao A 7 Bo] By o]

ol

: JUPITER ¢
te 2~E97 o3 o

(25naEe

1
[e)

[¢)

}a

5

7hol we} ol

o

=

L.

A2 o

}

Y

T 2.8%, $1°F 2.3% K1)
Z

=

1977k, 407 2] 154 of A

-

L.

ol A

=
=

o

)

7t B

L .
AL

[©)
YEMEARANM &

S$AY AwH o= A

ohT} =42t

5

18 B3 e

3
J)
1

3) ==AA A v

w5

ol
—

=]
-

$29 ARBA (53 20227Y oPiA HIHAT 25 rgEe Ed

Ao A creatinine kinase(CK) =217} &3 o]&32 o

e

SAtol| A El Z~ofuuiA] 2] 7}

st FEaollom AA Aot creatinine kinase(CK) =217} @A 3] Z7K
dolom YA|Ho| gt




- ZF7A B FF A, 2R (llE =R)

- HAEA  AAHE E9)

- dogtA o - danFdLAFHIE EY)

- EEA v EEA 38, A E=A ERdzobuuA STt

- g5 g gtz Fof ¢ 2EEA-EE SITHE BY)

- oEAA A 2 #AE, 99 A 280 E X))

- A% g EA

- 718k A (= EW)
I 2R oFE3 ddste ted 22 ol dukeo] Hid w3t

- AANAA - 2T, FRAdEE B 94 2HHE EH)

- A B3 AVIFAA HEA HAS 22 o 9F A

- AAAZIA  AE Vs, 488 TEERE 29)

- AEEA A B A R
ZBHRA oFE AHEY #dEst g $ AR A BaFH (o, 71983, A
s, 71934 S, 7198, &%) olHT AAFNE BE ZEEA oA HiFHU
ol Hisd dibH o AASA R ofE AMETH F rtgHeH, ST AR
g~ @) B NS ERe] 3F)L HATE A

6) =W A& & 2=A A3

T A AAAE st 61d T 30818 tidoE AN ARGz A 3HA
of Zaglel FafAte HAEL 10.06%3107, 415DE F&2 FF 0.78%249, 2471), oA
w 0.75%(23%, 2370), ALTS7t 0.58%(18%, 187), 7t&5%, 713, 5% 44 0.49%(15%,
153)se] BaH, o § =Futz2eeld JAAAAE WiAT F e Ferilwts
2.92%(90%3, 10671)°] .

Hud SEfiih-gozes ALTS7H7F 0.55%(17%, 17702 718 B3t 5% 0.42%(13%,
1374), 7% 0.39%(12%, 127), CKS7F 0.29%(9%, 971), oA=& 0.26%(@8%, 871), WH], AST
S77F 474 016%06%, 57), F9F, #dFTol 44 0.13%4%, 47), 9=, F440 424

:
0.00%(3%, 37), Zzhold, 7h5RuT, 7o, BF, AL 48R3, 2R, Sl &3F, 1)
Aol 27h 0.06%(25, 27D, HA, AUEF, 25FA, BF, WPl 242 0.03%(

532 FU BRIl

A
3, 17) «o2 Jehth o 3 19dA el 245, #d
Jom, Ad Ao JehdA Fgd o gsiA E

47), M=, Fa2o] 42 010%G3%, 37, #4eld, 7teedd, 4574, 583, e
Arrol ol 242t 0.06%(2%, 27, A, Ailes, =549, T35, 2IIFH] 47 0.03%1

_7
j =
d, 1oz yeytal, Sdsta didetA 2 deEadutsors #EFS] 17 BuH

o,
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slovl, o Fuist A3
ageledE77t 47 1

>
(o o
19
e
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olo
o
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oX,
>
—z
2
s
Do
Y
inc)
I
ek
[
e
o
B xo
ol
i
ofN

7) w10 ~ B 1749 olBA

ok 10 ~ ®F 17419 Aol AE Ao 2 AATE 52F =olo] AALAE o) A = o =7}
A 5 T A 1Y 4EA 108 2#sh=(10 x ULN) creatinine kinase 44| /%]
A9l gate] wls) & T WiwetA #EEHJG OE Al dial] ALofdate] b Z =3t

4 AU FAFSHA T

O AAE P4 5/ H %45_’

nol 08 YPAREE Tl F& HMG-Coh BT xﬂiﬂl@r ggeD A5, e

& QuAoR Wopdol $4RATh AN BIY o g F FHSL 9%

A e claags] BREH FABRH, PBEOT il FoAE TR Has
o=}

GE 3 AaA w7tk BAglol A E M BE Foigh $ate] 2% o]dollA HiFH)oH
Aol BHAEHT £ HEE HuHY 43 ol dwts

] o] o} ol Alglw] B 10
AA 7] o] kg (% j; 795) ](%E]nl 1691?1g
F

¥ 2 1.8 2.2
23174

B 28 3.0

A} 3.0 3.7

7

Hpolg] &~ 7+ 1.8 2.2

2.1 2.3

2+
HFH]5 2.8 3.6
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i
Ml
N
¥

HHE 3.4 3.8
8% 3.9 4.1
o57A o

713 2.1 2.3
* < 4>o] BaEo] glE foF 5 dAENEE dEFAqS s EFeit

99) ol gguTh e MEE WA J|E o gukge] WAL AN BT ok 7t
of FASATCE 4 H2),

2) HMG-CoA 3 a4 A A 2o HEEYA
BEE0] QAP 20009 o)ae] BAES gao olAE e dHAE FrEAT
oA EB] B o} HMG-CoA BAE4 AAAE WEFolH e We| o 4utS3} HMG-CoA $U&
& AAE BEEHL w olaulgo] AwHos §AGT. T HMG-CoA #4l

& dAAE BEEIG Babo] s olAE T LS HMG-CoA BAEL AAAE §§E]
@ BAIA ool Bh SX A4 WSl ok o BT

g BEEdAY dobd HMG-CoA BUEL AAAL A6 EdE AZPu

1) 195 2 AR owwﬂ ﬂﬂa} A0l 2% ool BIEon 9ok
CE Dol YT

>
lo
ML,
ol
o
f
Hr o
rlo
=
o
frtt
[-D:
ki
i
2
¢
o
O>‘
=
oo
mlo

GE 4% AT B2 BERS QAN AskA Hoish WAl Bl 2% o
ol A BIHYov Sekrol el HALHT B W2 HuHAY ANH oS

A7) gl TR g AR A
ol PHP%} %6, n=259) " D8 (%, n=936) @ oo

B2

&5 1.2 3.4 2.0 18

oy A 2 & 1.2 2.7 1.4 1.8

v 2 1.9 1.9 1.4 98

TE 5.4 8.0 7.3 6.3
2317 7]

5 2.3 2.7 3.1 -

AL 1.5 3.4 99 28
7

are L9 3.1 2.5 2.3

FHl54 1.9 4.6 3.6 35
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371% 10.8 13.0 13.6 11.8
=47
HHE 2.3 3.8 4.3 3.4
RS 3.5 3.4 3.7 4.3
<5 4.6 5.0 4.1 4.5
* HMG-CoA i oAA9t SAlol] ANAEM B FoJE AlAHe 47]¢] §ofdlx WE&Fo AW
Age Egs

3) ¥y B o] Este] HEF

ColZWA, SloklE, YANEL 12574 EEY o34

o g % 37 6259, 1974
EGY o ANAEE B4 5769 o NS o /\li%% S/ BAEE o4
$8 FAE 2ol vad) A9 WASA G €8 ojsintelase YyHoz Fa
& A5 A 30 ol ALHe] BAEO% (D Bo] w2 2AFAL o, 5
Aol E BERalmold 4510, 88) AN us} A elelse) 1ol

o
1 27%(1.2, 5DH. Fd8A<sY DAL HIBYolE d5 FoTYd o 0.6% (0.0,
3Dela, oAE B} HirBHolE WEFATY ] 1.7%0.6, 4.0tk o AFe 7
OQFLOHH, Ay o}el A F 7)1 A (creatine phosphokinase, CPK)7F AAHaakx] o] 108 o] 4

>~

ox -

4) A g E G=FALn=1691), AP He} ~ERIA ofE W EFL(n=1675) =& o
A€l w] B9} iﬂiﬁl doE HEFATm=180)lAM Fe3} B EstA Hid ol%
(2 1/100, <1/10).
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el AHARE flste] 613 s¢k 35368 AAE WO R AN AR F =AY
At LHEE ABAG FHER0l 7.27%((2577/3536%, 4227)2 BIHIh oA @
AR1L0% o) Fralrtdle 22 1.05%(379/3,536%, 3771)0] ATh

AAEFEe} RIFAHAE AR  fle A TS TEEE L95%(697
/35367, 10870l ALTS7F B ASTS7H7h 242 0.28%(10%8/3,536%, 107)= 714 ek
i, oo AAbL 0.17%(6%/3536%, 67), 3B, o Eol 242 0.14%(5%/3,536

J

- A SE, ASEF SR, BE FEE ANE BE

- A FE, SuEAAAEE, 9

- a0 HERE, TR BE, 94, WH, 240x%, 989, 29, 935, 914
5 9F4 48, 548

- e FEAY, 84 A4, A2HY, ¥

- BFA: 714, T, 2B

- 2BAA: AAF, BAF

- oA 2 g Fu, AEPE

- oy g, ul

- % FEE), deE, 24, e s

- 39 S B

gA/ 8T AdotEd $7F, 8k, €5 24 $7F CPK $7H 7l Aol

29 £F ¥ EE (K 448 904 & Qb b gaade] gt A9ds K 4
40l ofel 9T CPKE Z45H4 @tk CPK 47 1A 43axe) g %
setel folahl F7HATHA, A% HA2 A3 570 Fol ofF thAl ZRsok Bt

579 Fol 5 CPK 5317k 7144 g4 5018 23hshel folshA Z7heheint,
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o o] FAE AAT 0 FAA 24BN N ABAL TexoloF a9 of oF ol
Fol AY Te 92 FUW HEF, 24, 2R3F] YBUE A9, o FA Al
; E@ oled Fol BAFE Pl CPK 48 3

HUSEE FxloA wgsfof 3ot
AajoF &1 CPK 27} &

zY AT o] o] Fojz
of b ARAGAY EE
2UHY 84 HA §OR B

YENDNA ZrntaEEls g8 oS B8 T o] Al AT i &3t
7 S vk 28y e 2EEA Sed 45, JEY gAY e 23,
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T Es
o oF Rl A Ao 7t Hd PAE AANORHIL YFHOE b £4Y JF B F4o)
HEE 49 A%, 1% ARE BRAL B SAAGNEAT 46 B 2
9, ol F4kol AND WA mUEY slopieh EdzolEUA} BARA el 30 o)A
A%AoE BN A%, of %ol $BE THAAL FoIE FUT AL ARBY
2ol aER e Tete] 2BEs) RS 8% R AR F 24 A3k YA
Seln WAYA o] EBA Bagg,

of oz AESE B AAH FAR P 39 7 &4 TPn/EE TUIFNEE
wE ggo] BAT A%, 54 o] oo ARE FUAT T o] FAHA L AT,
o] ok ATeSA etk

o] obe ATE I} Bg B T2l EE AT o] gk R T A Tl
oF @) BA AT EE Udde] ¥aAAA @ ¥Y EdzsohuAle A5H Fol 9
& BAOAE o oe Felghn] ST (‘2 08 BAdE FojaA T A’ @ F2)

O A2

U zAA A 7F oju = Ho]&EA X9 A& A(HA43x19 3u] o] b gt a
RBEZ AAE R B0.5%3 9 F0.3%0A4 FAFs

oAE M B} AEtRA o WE Foo i U ZAA T opr|eHolEa T4
o A& Fs(RFFFAY 3 o) ﬂﬁ LA EL AAEm B 2BdA = W&
FoATol A 0.6%A ©lE g ofm| o] as dutA o7 FAol UEYA 4%,
EME A #do] e FAE FET —? Ee Fol A& A= 7AAZ 3EHS)

R Ea A HbAlc B &5 A9 717t
Hugdoh 2y 28" Rz Q3 84 -?4@ o] gl ndEge HIHS A
83

g A A7 Fo A A HAZE 2 ol FHd A7 Rud
v gt HdEE SA0EE TEET, AN 71 E gukbQl A7 oI =, A
@ dd)yt 238 4 ot A 1A H5AlE 07 oiEHE A fole 2EHEA oF
59 A5E Tdof s
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2EFRIA FEo] 3% drio] BT o] 2 Y AAEAA HH3 dW A
55 Q3 A¥IETE 7Y F due 2 JHA AV AAEJT. TG 2ERA <F
o] d34 ¥ A 5= oY AL AIElnE 2EHE X5 F9Y AR 2
F gtk 9@Aol e IAHFEIET 56~6.9 mmol/L, BMD30kg/m?, FAALFA 44, 1
FhELS AEAH wet 948 ZUEE 2 A34E A ZUEY BT AA o it

6) T oFEste) Mg
D) F33A : e, G FopA F3aA, B
F7hshe A%, NRE 283 BUEIsok @
o a7 o] kg Rofdhi A, Feol A
7

27)E 223 A5 Zgste] TREBWATI Fo)a] WaA $SL o}

= SAA o] o

Te eg 2 o]
AAEE B B 2AE Aok A Astel Al 8ol 1 F ook it

(3) B4t 3 2 o4 F 447 0%
of Fofaof G},

@ FANL AR T ALAGAA 2ol 2eEt FADHS FE4AS 0 FEIG

Tt 2% DY oS Eo] HuHYonE BiuliEEs FAWAe

okEEA OATPIB1Y F&4%A4 B
SA Tl sl o kg

¥e ®Y ¢ denE Fodn6. FuAE & F

BN ol
fr
bt
Ak
olN
AR
QL
£
ri
o
olN
lo
Ho
uiei)

7 7424 ©8dA : SLCOIB1 c.521TT ¥ ABCG2 c.421CCe wln sl SLCO1B1(OATPIBD) c.
521CC %=+ ABCG2(BCRP) c.421AA°] #x&o] Znut2elEH e =2 (AUC) F719F #HE QL
= Aoz BIHYY. $AAGH B2 o] oke] ghHA ¥ fEA0 FYHAE o
stout, B AEwe 2 yekde wet §3< 293 Bast Yok

8) 7+ 473
Tt 2 o] oS Fofste Tt AHT A S AR o

9 27 2 AARZ A G 2R 2L AARLA vHE Gl Bite] AT i}




oL, o] oFE FoFel BAelM oA Eo] YEbe ¢ e Lok T

6. 4524
o] ¢ko] FARQ ErutiEtRl oA E ] E
8o YR 2ot

ofo
e
&
>,
ke
o
a2
o
f
HJo
1o
ot
12
oftt
10k
1
o2,

0E oBEn 2iuigueARYE BgAce FBEEAEd B ATE FAHA
Fskon}, REutaEEls) o AT A fEel td AT ofesl o] FAHYT

O Z#msed

D e efEo] 2utsplel BAE o

ABE G R AA U YA F2Q 2e2REe AORAE PR YA &

£2 HolA (14, AA EE FEAZA AgeA) et

quhatle 0 §4 B4 ONPIBLSH 3444 BORP 5 93 54 wiao

1 of Hul, of ZA WM ANAS TrHsEES PESHE S 2ouseE
557 Z7etel 29FY AW ¥+ Arhel) E 5 32)

?%h

<GE 5> thE oFEo] EukaEiRe] mF (AUC)O A= 8 (U 2 Ao 27)

HEe e 8W Eut2etd 8 22 AUCS| WS}
Aol F 222 ™ 75~200 mg 1Y 23], 6|10 mg 1¥ 13], 1047t | 7.19 F7}

N3k
olE}xL}HIo] 300 mg/ |/ EuHle] 100 | 10 mg, @3] Fo 3.14) =7}
mg 19 13], 843t
Z3vrlel 400 mg/ EEUHIO] 100 | 20 mg 1¢ 13], 743k | 218 S7}
mg 1 23], 173t

2= 25-8%F 300 mg T F | 20 mg, T3] T 28] =7}
24AZt F 75 mg Fo

AT BZHE 600 mg 1Y 23], 743t 80 mg, T3] Fo 1.9 S7k
JEEFRI 75 mg @3] Fof, 547 10 mg, @3] F4 1.6¥] 7t

gFuHlo] 600 mg/ B EuHlo] 100 | 10 mg 1Y 13], 743 | 158 7}
mg 1Y 23], 743t

Bl Z2ktrlo] 500 mg/ @ EUHIe] 200 | 10 mg, B3] Fo 149 =7}

mg 19 23], 11¥43F

EEYHE 400 mg 1¥ 23] 10 mg 1.4 =7}

OJEZtIUE 200 mg 1Y 13], 543 10 mg, T3] Fo 144) =7}
80 mg, @3] Fo 139 F7}
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BEY oF= 29 Zhut2ed 2 Zout2el" AUCS] W3}
AAEP B 10 mg 1Y 13], 1493t 10 mg, 1¥ 13], 1443t | 1208 F7}

FA U] 700 mg/ EUHIO | 10 mg, @3] F Fogk kel §le
100 mg 1< 23], 843t

s S ELA 0.3 mg, 793 40 mg, 7¥3t ol gk Apo] (i
2 g kg 140 mg 1¥ 33], 543t 10 mg, &3] %4 frolgh zkol fls
H =T BH)E 67 mg 1Y 33], 797t | 10 mg, 7¢3t o) gk 2po] (1
223 450 mg 1Y 13, 7€zt 20 mg, &3] F4o frolgk zkol fls
AEIUZE 200 mg 1Y 23], 7943 80 mg, T3] Fo Frefgt zko] gl
ZZIUZE 200 mg 1¥ 13], 11L3H 80 mg, T3] Fo FroJg zko] gl
ol g]~Zulol Al 500 mg 1Y 43], 7U%F | 80 mg, @3 £ 20% 4
vho] 2 50 mg 1Y 33, 14Y3H 20 mg, T3] Fo 47% i

71eb o] o

() ARA 2 FAFSEVE, SRS INES FheHe A4S 2ruanRe
Eojd A3, 2ulaeide) 84 $E7b o 50% gAdt 1oy o Eﬂr—t— A4
AR st Sof 20 Fo SelfE o R, o FEAeel Yy

A4e A7HA Yt

r.

Fo

&
4
5 ri;
o ©
r

CEHsEEs FAMNY 4T ATE F9E 0 gk G 289
AQ S} MEMIE, A F ASFZAN ZruiEEs FAULS HEAL
o YEZEAFS TYsel 2§ B oSl Huw u Yok mebd 25w
sEEsh FARAY BEe A4HA St bssY 2ruaEe FoE o
NHOE Fuste ol AFHL, Folst #ustA AU RUHIL ok B
oh

D) 2éHseteo] ThE B nAE 9P
D o 25ulzeds 34 A S9de FEEYSHHOR FoT 9T WA i
o 28y g2 2EEA G2y U}?{H}X]i, 25ul2EE s RS W Fold

9 b3yl @5 Fol Ao wa INRel 37k 4 vk WEK A SDE
TALL Y A 2asi A% 3¢ wE 4% 20 A IR 2UHS

D 2R Afo] 222X YWEEAE Ao|aRAZYY ¥

ofN

= A HwoBgolE9 ZuaElEle] okEZg e A
Elzl gRo, FEFHNY HuFge WNT £ Ut A9EEF,




A=sBeoE, O SudolE Ad FF 3 AIAFGH 19 Ig olPe] J=d
4 BEEYS W) 2WES Yol & 9] MR, 2EEA 4B} YEEY
& 29F AFHE FNU, AnddolS AY AFE HERAT A 2t

Etel 40 mg &% Fo&= F7lolH, Fo 27| §FOE 5 mgs 3 oF gttt

AA - A& HAYA e HE&FAA, ethinyl oestradlolﬁ} norgestrel®] AUC7}
22k 26%, 34% F7FEAAT A8 A &F MU oY EF v FUE
stk gty Eut2ERlY HRTE B &ste 49 o5t A87) gloBz
AR EFE wiAStA A = HE Y, QA TA Al A B Fo7E gken WoRd
< FTeth

6) 718 of=olle] & : "yxA =& ddAErEotes AR fofd dE2de Y
[e)

£
o,
N
ofo
©

i
>

ofr

O A 4Ev)2
D ezee: dAE
5% stk olUd 4EA
Y5 LDL-C Ashol thd BRAEol i
D) snde| e of2: YPAYeIA olAEH 1
HHEHS BT AAE RS G Fndo)EA
olth. sndo| A oFEe HFoze FHHE A
Aok AARE AT DO T AYFANFAA B
ATk olE® AU A Agstel BAYe LeA UA AW, oA
dolEd FEGIwndoEs As)e WEFIE BAE YHOE @ o
Bes] A7AA 43HA gtk
() AWBEA: FEY AN AAE G Annz
7} ok L7H) b o0 GHHOR folsA gk B
(@) A= BeolE: AAL LS Aol ES F§ Fol
NETE, g2 AAshok v BhE AdA} A2F
A oAAE s A ndolE R F AL BEI} o Low)
o YHOR felshA Rgih
3) ~EHRIA oFE: ol AEEHe} ok utarke, Awiad, Lehuliehel, 2uis, 3
SrlzEte, 2outagd 8T A Q4R
A egie,
D A FRAEY: A FELEAL Fels 9
stelok et AA BV B Ao]Fz s
g mUHsor Boh Aze A% =

o>“ j‘g,
ru
=,
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5) &g2A: OM‘E]U]HQ} 9ok, e Foldd $4nA wE 59
E

SomLmin gAY Aol A 8ol AA® 899 AolFEid(d 29
75-150mg)% AAE RS PEEARAL W) AGE AANEE (1D M@3o] F
SlAE R Re] B AUCS Cmaxt 247t 34W1(89) 23-7.99)ek 3.991089] 3.0-44)=
Z7hsginh. oe 9 o#a?—ow A% 4 e TF U9 BAEAARA

H2 = 132ml/min/L73 nf) 1HAA AlEFE22AEH T oY F=g FASAS o F
AAE B EFo] 128 S7F8SiT 12 UﬁH A7 AQAE ez 3 257 At
Ao, 8Y Bt AEIME 20mge 1¥ 13 Folda TUH Alo]FzAxd
100mg e T3] SS9 @ HzEs) uasel Aol FEATAS AUCE Aol FEAT
g 100mge @502 w3 RS wol we) HF 15% F/HEAGES 10% 7
2~51% Z7D).

3] Al ZH(International Normalized Ratio, INR)S &3] ZYE

TZEE

A7% 4R EAE deE 3 TN, Suted dAgH (1Y 10mg)e] &
Bolo] os ol AA o] &E(bioavailability)¥} T ZEZHIAIZ o= F2o3F J o]
o, Ad o oAEREY oty EE ZFAYZE B8 FAT AAESAAA
INRo] Z7betdths Bk st olgst 59| gif&e] g &S 34 B83)
AR

D 59483 waolr, YA F ALAHA FolE FANE AV 12920 S
Zo A7) A5 Av] FFE FA gtk £G FA2HEN TdsHE YFHIE
o BhE gYES 2eZols, AT TY SO dobge] B£HA Yok

hyi
Zut2elel S X338 HMG-CoA S a2 A8 A7 Sd2HE T4 2 Zd2HE AT
J 7

HAZY 08 AHES AN SE7t QOBE 9B = Pl o e o
AL ke,
Qo] T of okl AP FYHo] YA %] WEe] PAlo] FAHW FA| FoI 2
FA3n B4 dokel W@ B APHS Lelok Tk 7Y o HolAE A4l 7}
Sl A9 gl A9, ool 1A 5 gk AAH 494 2 AN F TS A&
= 9E fo4el Qrks e YHE Fow Rod

D o] ofe PRYRC BT BHHEA of¥E FAHA gelong, o GO AP A
AR foldol fool tha AAH JRHL ATAA S @ of ke SR
S o




AEd o,
W2 TbsAel Gt g AAF JPUS Agdlol Bk FA2HE D FH2HE G
4 hgo] Ejote] o] o] WEHo|m2 HMG-CoA BUELE Adjste] BaaE 24
4 @40l 9A F Amdel A He f9HE FIBTh FEA JetE AY A
HE4o FA% Yok RENAHES AGHE B QNS T A9 FA B85S FU}
B, Zoutagde deo BiE olPHT AgdAY iR ofdd B dolHt
ot

O 55

D AAEHBEE JFoA FAT 4 Aue fth dAHMER A A FAo] F
obell tidt A AP 3T ol st JHolA A-gHok Fr.

2) 71AFA7Y AE 9 E7E OFeR & AT - A 2ANFY AF &H200,
500, 1000mg/kg/day)oll A v A=A} &7} F2E A gkgkeh o &l E)u] B 1000mg/kg/day
(Z oA W HS AUCO-24hro]l ZA3sIA e W 19 10 mgeE Fof A Ao thd =
29 10u)E FoAd AEANA il B2 SAH ST #7184, B3 AT =8
A, 55 54) 4d S77F AT dAERE 1000 mg/kg/day(F OﬂxﬂElU]‘ﬂA
AUCO-24hroll £A3t9<€ w 19 10 mgo & FojA] Aol tha =29 15082
& E7dA 55 71840 #EHYT YA HE 9 E7]q A ‘:&%Eﬁo}ﬁig Rl

o

]_
AAE T HE Buke Exas,

3) BE HMG-CoA B9E4 A4 2 AxsuaolEs % 9 434 g o7} 7
Ago] ek ALV BE £4F 7M5A0] e G4oA HMG-CoA BFA oAA =
= HerngolEg #7 Boid g, Y HMG-CoA BUEL A4 EE 3w
Beolee] ATUYAE F2AT

D BP9 AE 9 E7E g olAENH HMG-CoA HAFA oA A(~EHE
A otE)E WEE HLET-Eroq AFHE A E 8 HMG-CoA BHUEL o440
g3 wE As} 9T BEEd e WEEdA Tl e ST AA% oy
o VRERRTY.

5) BRAA@EN|A AENHE §E0E EHHU AES QoD F AN >
& 22 A7 F AL e tha w2 e mA DA BEEE ghe Duke] o
230 dAEn s} AR RgE BuEEs] dne dHAA g gaA o)
gring A8 A2 §oldo] fotd ofd A AR BISA g oA

NEE SR EasAs o A

8. oto] i Fof
o) ke Zobo] thF Y L fEA0] HYPHo] 9K YOBE Felst AYHA gtk
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O ZTH=EE
a2 gel S 583 THO-17A1 Y AofgkAtol A Tanner stagingel &g ojak 44 9 Mg
A7HF)), A%, BMI(body mass index)o] H7t= 122 A|ghA ot}

O oA E 7] H

oAlAEm B MG FEME Hrtely] A, IFAHT 7HEF

g45< 7P<IJ_ A &oHE~104) BAE ez & dZAES 25 ¢ A8
S &of FAA Fojstdle W ol duts ZEadit

2] Ol%“ﬂi% Zzado] FAIT. o ddAE 2l =

et SFS TAHA FUth 22y 2o SAIA SAE W EE 125 o] Fo¥ 7=

2
_YE
ﬂll

é
=
B>
<
o
>
Ao
L
i
Ho
b

9
DHE 654 oS 2ol Fely] 4 29 F S| TE o] kS A Fof
NECERET w. TYAA o] ko] §F 2AE WA YTk

11 A%} @A g o
Agelel d WHe FRIEH B4 AW B # Utk old BB 4D &
=1

Fol thet AR EYE Yol =50 & 4 ATk 5. dHbA Fo7 Fx),

Qo)A Bl 7] 2

59 AAo) FAn=8, A#ctEldZFEAAx
d 13 Fo F 347 APAH0=9)9} H s}
stttk ol Ads dFHoE FostA &
A T

< 30ml/min/1.73nd)ell Al <A E P E 10mg 1
F olAEE e W AUCH o 154 27}
on, A BA hF §FEe Bas)

12. FFAA 9] A A

of o FFEo A ARHE A AP Uk o] FS FFEAT Aot S BE
Auol 44T AR WS ANBTG =P 175 A4 9 GF K 54 mUHPS do}
3.




O oA E 7] E

D AAEREE HFFEAT 9 =
H Hud ogEE T35 ot HFFAA e ikl dean 3 A .
He AAR.

2) A FAA 19 50mge] oAE R BE 15699 A73 @A A 1474 Foqstd &
W Ee 1Y 40mge] SAE P EE 18 ATA o) FAEAEF EAflA 56L7HA FA
Sl W WS YRt o R gt

13. 23 8 HFH FAANG

1) ojglo] 9] &o] B2 Ghe ol Badit

2) & 8710l HHtol ¥e A2 Alndlo]l HAY Fd A WolA niEAsA dom
Z o]E FoTh

14. 7)€}
O Zs8l2EE

{

AAE, Gl lﬂd A Ago] o3}
L , BEA 37 F4,
UrEP”‘E} ol A= AR &
w Uebs
A, HEY, § %)01]%1 FF}A okl H @

St ofEst Ao ostd Z7pAlo}

X
©

offt

ol
>

e
=2
1o
ol
i
re

(o3
==
>

(o3
=
‘0,
1©
r
ofN
H
el

O oA ErE

D aekgd - REE gide g 7, 43l 247 Hoj84F 1500 mg/kg/day, 500 mg/kg/day(F
ANAE M B AUCpoun ol TA8IHS Wl 19 10 mgoZ FoA Al tigh &9 o
205742 A E W BE AFFAF 10470 G AFE DA whe2E o
oz H&F500 mgkg/day(F ANAEHE S AUC)om o AR S W 1¥ 10mge
2 REoAl Ao that w29 1508 o] H7tA oA ERBE AFEAG 104571 &
FAAET HAASAT GFES Fos HE H nferdie FF P FATGHL
= FostA F7FskA sk

2) Hol¥4 . Salmonella typhimurium % Escherichia coliol tjgh A2l BAZ=AH] AP
A OALEA] 59k A IQlo] Hold Ao AR ektt) AL uL;}_gqlll "‘Q,E HOk
Azl A FMA Y AFAA tAEA F9k BAgle] FA

= i
2
3
_r,
s
rJ
_\ﬁ
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e BEAA G

D AAEA YA 2 43 AES A9oE 48T I0mekgleys AAE N

AUCoomdl 2ARAE © 19 W0mgo2 Fol A Aol e w29l o )7 oA
[e);

O AW 8l ARS7IZE

7187, A(1~30C)EH, AZYZHE 2470¥

13 Y22l ESE(DMF) AHgt

O A g B
* —?*é%ﬂ— A ZY: Ind-Swift Laboratories Limited

- AlzY AAXA: Vilage-Bhagwanpur, Barwala Road, Derabassi District -. S.A.S. Nager
(Mohali), Punjab, INDIA
- DMF 5&W3: 45217-1-ND(5)

14 37t=4d
O AMAAF & EFAA N WE 7tz Fo

L oY ARE 2 SJFES e 8% 78 ARZALGALEZGES T AYANI
SEES

- AAAZ1ZE 2 2016.2.29. ~ 2021.6.7.(618 %] 717h)

- AAAR A 713 2021.6.8. ~ 2021.9.7.

2. AT A AT E(A F o FF A A 2016-79%5(2015.10.30)e &7 A

ool SefE2 FAUE O|AEESAH(AE W B) A B

J|m

SHs #01868535 ¢ 53

4. %, AT A §lo] A7l 23& oldekA| o Aol & F5871

it
i)
-
ok
by
%0,
dlo

15 Aok XA o F

O IR +=

16 YA AL AR Az
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17 AHRAE

- HHE 201401941669 274, 201501755829] 24
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<EY 1> AR FEAH L 71F L A AAAz

ox

[AZA5 5]

O HATAH : 9FFe FEFI) - AL - AATFH R FH LA ARZABE (A EAEF R, [HEl] 0. ABAZE

A=A 5 A g w5
A A ERRE: CERk R
@ 48 <A ﬁ j
EE G . o7 (42 ek | 7] et oral | AD [ o) 3| < [HaL
T 3 N R E | e ] R IR (U B D
AZHY (O] O | x| x|O|x|O|Aa|x|[x|x|[x|O|x|x|O|x|0O|O]|x2
AZARE O] O [ X[ X|O[X|O|O| x| x| x| x| x|x|x]|O]|*x]|0O]|O
AA R 1) T 1A A28 A4l wet THAY WA

A E ] R G E 8l e ofefFe] S A3 AR
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AR % elzi]
o« AZT PPN GolA ZoulieiRls) oA et g A eheke
o 2ubzebel 10mgst S AEPE 10mgel thate] BAA M EFeIsh RYAL BEFAEEHL U
s9%. ZoutsErd 20mgH AAE VI 10mg B Eutsekd Smgst ofAE]E 10mge
S SRl e SR aEESA BRAATEAE FEAYS

o AR AR BT AP F 0FHET] 85+ B7I¢REH7E 125) FAR AgH ANFe=,
] [e)

mg;

O

85 FAA E2H(EFuI2EE &5 FofTh) Hsto o] elE foldS glZaele. 20
F FAANZA] A g2 RE FAHASH AT BHSS AZE o] dHtSo] HUEA = U
1. 7|%'| E= HEI'?_:l E:I 7HHEI'§-?-|0" -'_,l_l‘?_l' I}E

LL AFAR
o FAE: AAE M E 10mg + Zrrt2ElRl 4 5.2, 10.4, 20.8 mg
o o)A 71
- E2ontagE: S 2EE AR &5 @A HMG-CoA Reductase®] 244 A3
- AAE B 2 A FH2HE] F7E AYH R oA
12. 719 3 L34
o AAHEAS A FALHE B EXHEY F J qAARL A e He} 3-8 =
EAN-3-HYSFEFE-R 2T 4 AHMG-GoA) a4 HaptRl o] H3AE A 1
FUZHELSOIIAT 715 2 HESE) A SAdA Y Hola e BReAeA AdE S
o AFA St ofFokE TENEEELE, 54 B AGAEE FHAG AR, A B A
ke

fee ol efFolM Faste 7fdsti

&
K3
=
e
r>~
v}

N

12
2
2
rO
fr
I ]

p

2. 7xZ2% =35ty 44 2 MEstY dAo et AER(FHo e AE)
21. 959 %% (Drug substance)
21.1. 4N R
7t A Ew B
o BHEE) oAE M E
o Yty Ezetimibe

o B2 CoHoFoNOs

. 72
B

H\“‘/OH X H ||

= g

o S o N\/\\\___.__
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3. et Mof &5t A=

31 gALkF AR

<10/5 mg>
_ - k=) -
NgEw | Aaza | SIEH 1 24071 (month) Az}
0,3, 6 9, 12, 18714
71 RZAY (25T /60% RH ) 4 ]
AlwAlu (24, 3671 € dA) |FAEZ Z7tshy
) = g As
714A% 40T /75% RH 024609 T A"
<10/10 mg>
2 7]3 -
NazEs | Aaza [ FIET | 24471 (mont) 2%
] 0,3 6 9 12, 18712
71 RZEAF (25T /60% RH o =
a2 AE) gaed ks
u-Alu
SREIEL
744" |40°C/75% RH 0,24 6 1T AF
<10/20 mg>
_ k=) -
NaEw | Auza | STEH 1 24471 (month Az}
0,3, 6 9, 12, 18714
A7 RZAF (25T /60% RH . 4 ]
AlAly (24, 3670 € dA) |f9E4d =)t
= U 43
744A%  |40°C/75% RH 02460 T AR

32. AR AT AAAYA
- AEE A7) 18/4€ 2 71 6 AAAE A, 71E O st oy, 24utaEE fAdEdol
7t e ng o kEF ol rFPAEIE [ERr3le wet AZYZHE 2471 €] A

il

4. S0 gt A=
41. SANFAE A8
o AEoAof &3, 45 B 135 HEFRASHANIAR AE

fu}
ru9 ot
o>
_);
B
1o
g
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5. k2| =hgof &5 Xtz
o AFE

6. LA E M Ao et A=

6.1. AFAFAER A8

o WHANFRAAE : F 37, 14 27, 34 14
NE | daNgAE o
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