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o] oF Fojo] A o] A AGZT] tE o|atF YQl(dE
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7) W10 ~ qF 17A19] Ao}3kA}
W10 ~ T 17419 LolFAE o m G 525 Fote] A FHAgA &5 2 FUHE

=
%3}38}=(10 x ULN) creatinine kinase %]

AA 25 F A HH A 10wE &

ol A9l Shabel val & | wWshA AR v Al tie] Aokekate] b =

2o A3t frAbakaid.

O oA E PB4 F5H Y2

WA AN 4,70078 o/de] AE o AAE RS SIS Hrksksih ClAE ]

Bl g dFAF(HEF] 5 HMG-CoA #AEA JAA G BE&Fod) A3t oA w|

B dwbom depyde] siglth ol AE pHel ) Batd o dteef 5 wdaE 9k

A Hig ol dntge W& fAtstdon, ofdntso® Qlste] Fops W HlER

glebat frAbsk st

1) @55

gtz g gl et Brkeh AAgle]l AAE MBS FoAF fApef 2% ol el A

ojubgel Humgon Sokrare] wdgutt £ &R HuHYY oS <&
o3

<GE 3> A B7rsh #ARlol A AE W HE Foig &3] 2% ool HiEgloH
2

Aok HEEHT = HEZ HAuHAE A o] ks
AR RE P PARE) N 9l oF A AE M E 10 mg

A7 ol EtE (%, n = 795) (%, n = 1691)
Al

i 1.8 2.2
231777

nE 2.8 3.0

ESPAN 3.0 3.7

7

vio] & 2~ 7+ 1.8 2.2

0] =0 2.1 2.3
ByjEo 2.8 3.6
Z-ZF 7

AAE 3.4 3.8

o 3.9 4.1
Z5717 o] ¥

Y 2.1 2.3
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Qo] o] gutg R W Nz w3 7E o] kg HHES oA E v BT ¢kt 3F
of FASHATHE 3 Hx).
2) HMG-CoA 3L aAh oA 2o H&Fo
HaEo] odAAH A 20009 o]Xe A= giato = 01]%1]El njHo] Qb S HItelSit
A E ) B9} HMG-CoA ¥ as JAAE HEFAAS uo] o] 4uks3 HMG-CoA 3¢
a4 AAAE d5Fods wo o] dRksol “-‘é‘ﬂ&ioi ARSI T, 18ly HMG-CoA 3
AEA AAAE dEFd3 gxjd vla) oA E R HE e} HMG-CoA SLaEA AAAES HE&
Tt 3o A ofu| ol g A FA| A HIET)F o =kt
ANAE M BE BdEFqaAY Gdst HMG-CoA $Aa4 AAA Ao o2 2234
4709 QoFl 2 dAId A A AAA F7EeE BAIglo]l 2% o]l A By om 9okt
Mo HEERT =2 HEE B o] NkeS <& 3> YERASITH
<E 45> oAE v E/AEE W8T QA A A Frkek FAGe] A9 2%
ol A HuERom Qofore] HHSHT} & HEE HUEUE JAE o] k-
A7) 7] 90 9o} TR sgmopge VAT EEEA
> _ _ ﬁg**
A (%. n=259) (%, n=262) (%, n=936) (%, n=925)
FI
= 1.2 3.4 2.0 1.8
SRR 1.2 2.7 1.4 1.8
i 1.9 1.9 1.4 2.8
TE 5.4 8.0 7.3 6.3
231717
5% 2.3 2.7 3.1 3.5
A} 1.5 3.4 2.9 2.8
7
SR 1.9 3.1 2.5 2.3
B o 1.9 4.6 3.6 3.5
A7 % 7 10.8 13.0 13.6 11.8
Z-F7 7
A= 2.3 3.8 4.3 3.4
2= 3.5 3.4 3.7 4.3
5% 4.6 5.0 4.1 4.5
* HMG-CoA a4 AAA Ao AdAE v H FodE AJzst 4719 ofdjx BHE85Fo d4
NP Tga
s 2EJEIA oFE = BE HMG-CoA F9a4 AAAe TE &3
3) H=vHolE9e HEFA
7)1, olFwWA, Aoz, ddAES 1257704 =Y o X dE S At 6259, 17}
2] 23ty ol A AES A} 576W S g o R AAEGIT o] AdE =g WA o
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sRam SR BE A
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6) =W Al 5 2A A3
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2 HuE FEFIATSS 7|WEE TR v 2
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1) & FEo| Z4ufAEE njx= o3t
AT O 2 AR U A AT mEH 2 aukiElE S

G 45 A2 wolA (14, ANA E FEAZA 4§

AP ETE P4503} JAMA o=

o)

EEHeREE T g4 FEEEA OATPIBLY 5454 BOR 5 Ay 54 s
o Aol Hu, of £4A WA AdAs 2EHiERS WEdks 39 meutan

B Ade =d 7 ‘}}ﬁ‘r(o}ﬂﬁ E %}53).

o dF FE7F Ttk 2

<3 5> U ofzo] ZHkAErE

w2 (AUQ)Y WA= o8F (8%

W Aol =A)

HE e 8W

Egnt2Eld 89

24al2elel AUCS] W3

Ab1EFZ XY 75~200 mg 1Y€ 23], 6
=45

10 mg 1¥ 13], 10943t

718 =7}

olefAbLFHI O] 300 mg/ B EWHIS] 100 | 10 mg, @3] Fo 318 =7}

mg 19 13], 8¥xt

23 yHo] 400 mg/ EUH]e] 100 | 20 mg 1€ 13], 7¥3¢ 21v 7}

mg 1Y 23], 17¢3

F2y=a¥d F38%F 300 mg T F | 20 mg, &3 F 28] =7}

241 % H 75 mg o

AdBzA 600 mg 1Y 23], 7Yzt 80 mg, &3] Fo 1.98) =7}

JEEFHRT 75 mg T3] Fo, 543 10 mg, ©3] ¥ 1.6¥] 37t

thFuHlo] 600 mg/ EEUHIO] 100 | 10 mg 1¥ 13], 793k | 158 SV}

mg 1¢ 23], 7€

E] Zglhlo] 500 mg/ ) EUHIO] 200 | 10 mg, T3] Fo 148 =7}

mg 19 23], 11¥43H

EEYGE 400 mg 14 23] 10 mg 149 =7}

oJEg}FUE 200 mg 1¥ 13], 543t 10 mg, &3] F 1449 F7t
80 mg, @3 F 1.34 =7}

ANAEFE 10 mg 1Y 13], 14U 10 mg, 1Y 13, 14¥Y3F | 129 7}

zAzgUHle] 700 mg/ FEWHIY |10 mg, &3] Fo frolgh zkol fls

100 mg 1% 23], 8Yzt

deE 22 LA 03 mg, 793 40 mg, 743t o gk 2po] I

dejrkd 140 mg 19 33], 5¢%F 10 mg, @3] £ Fo& 2o =

HETHYO)E 67 mg 1Y 33], 793t |10 mg, 7¢3H o gk Apo] (I

2133 450 mg 1¥ 13], 793 20 mg, @3 F o3 2ol gl

AEIUYE 200 mg 1¢€ 23], 7943 80 mg, T3] Fo redt 2ol fl=

ZFIYE 200 mg 1Y 13], 11¢3H 80 mg, &3] F Fo& 2] =

o gl2aZulo]4l 500 mg 1Y 43], 7¢3t | 80 mg, ©3] & 20% 4

vlo]Z-d 50 mg 1¥ 33, 14Y3t 20 mg, @3 ¥ 47% 7

71e ok 4%

(D) AREA - AAsdFulyg, FAsetadas drete AdbAlgE 2ertiEE s o
Foldh A3}, 2utaEtde] 9 X7 oF 50% #AaEAth 22y o] adke A
Ag 2FulaEE Fol 247 Fo Folgs wd] ehsjErk. o] A3Age] Ay

il

He A7HA g

-
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2) Molg2ATd ¢ ZEutaEEg AlERATESY WEFs AloladRAxde] 9

3) )
S4ge BAA B0y, HEEI STAEE BAT £ A, AR,
s HeolE, thE MudelE A ok @ A& 19 1g o4 Yzd
e BERRS W 2HFS 907 F Q] B, 2euA BT FEFeI RS
9 245 HYIE S, ALAIE AL HEE $SEAL 4 20

4) 374 ]

7V 247y 26%, 34% < }5491 CATE Ao &3 MuEA o3 g7 wre =

7t BN 3 HRTE W &3+ 8219 oksd A m7} glom

2 b B Al S, 9T Sl B Felot wston] i
o

O ez

D ZU2EE: oA g 2o g Be5d A % olAEvae BF AUCH o
55% FHaaldlth old@ A4sagd oele TalxEN dAEE FEEo 7]
g LDL-C Astol tia Wikatgol a4 9

2 SuelolEA k% AN ol AIElF el s elol 20 BgFolel vl 2ha
Qe EAE B dAEEne te ugels

| <l
otk I B olEA B BFoRY FYAHE WAL TVHA S fE
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Atk dAE M EE e e 3 AAEAAN FEdHFEY FHLHES T
Atk o2l Ml Adob Abgtate] dAEAS dAA A AR, olAlE | B v B
dolEAl (v BHolEx A9 WEFol= &5 dder 3 A7 2
Uo7 A7 AR A
(1) Avpzd: kg /\@Oﬂ/ﬂ AAE v B AvHed WEFor F AV ¥
dd &

3

(2) A neol=: o AE T Eo B 22 W Fold RAAN FHZo] o
ATk, $de AAel v ve AdAs Ang adeer drh o
CEEEEECE P EE SIS SR
o o oA ekt

3) 2EhEIA o o AE st obE2utaEe, Antaete, Tepubaehe, muiied, &
FrlzEle, BeuhiEtE WERel A 9PHOE fo% EH AEAgGe #iy
A esiet,

1) A ZEATA: A|FEATAL Foldkn Ui BN AAENE PEF] A F
SJgelok Gk o AF RS Aol FRAEAS WETE 4G Ao ZRATAY ¥

J A

=5 EUgHer st A5 Al ke 44 ArleE@detEdEgdds >
50mL/min)& A Ago]a #ap gWoA kA Lo Ao|ZERAXA0Y 23
75~150mg)¥} A EHBE WEFASS W AT FAUET (n=17)7 v st
T olAEw R H AUCS Cmaxe 22 34¥(R9 2.3~7.99)¢F 3.94 (9]
3.0~4.4W)E F7hstlth o A AFolA A o]AE W T35 Al (A
o}awﬂaoﬁ% = 13.2mL/min/1.73 m’) 1HolA Ao|ZFR2ATH 5 oy FES F

s W F oAERE =EFo] 12w FUleSiTh 1299 1Ae AdAE o=

Sk 2577] mak Ao, 8Y Ft AAAEHE 20mgs 1Y 13] Fofsta 7dA ] Alo]
F22%d 100mes w8 Foaqe u dxey vmele] AolFzarde] AUCE
Aol 2RAEY 100mgs HEOR w8 TS wol wa] B 16% F7haArHH )

10% #A~51% Z7}).

5) &-5aA: oAEuHe} oyl thE FuldA Fd&uA e FFAYL HEFA A
x5 E 20 A| 7H(International Normalized Ratio, INR)S A A3 ZYEH&|oF gt} 12
o] A Ao IAE gidoR o dAAF oA, gutda AEPE(1Y 10mg)e

S5olo] o3 olutelel A o]-&E(bioavailability) ZRZEFHWA|Z = o8 o
AR S o AEm Ee} gutd e IEQITES
AA INRe] S7Fskivthe Bz Sigieh olgdh 59 o] o

O
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1) & Hgdgolw, Al T AZASA FoAE TANE dEY AFdLHE
459 47 AR Add TS FA Gk 19 FH2HES FozdE AEEA
29 b e 2HRE, AET G4 T o] Il Aol
2oty 234 HMG-CoA SHAasAs|AZE Sdzes 34 3 FuzeE A
FAARY T2 AHES AN SE7h o QF i S8R A o] ok Fol

A ey,

O Z5nj~elE
QA W ol o 2iuaEEe e FPUA GRonT A EE FiFo
g eke,

YA Fs4ol g oge ARF AP

5} o) /\]_Q_gﬂo]; ‘6]—]:]- a—gﬂ/\gﬂi =1 :?’_g]/\gli /\gsl
A 4ol dole] wdo] glo] WiHolx
o]

o
2 HMG-CoA 3¢ ag4r s Xﬂ oH 01-0:1 HHg O]._‘: ;(]-

AA Aol Al T | H= Fd8s Ao gEAdd st Add
AR =R FAL Utk 2FAERS AMESHE B9 dAS @ 7g_or ZA) BLS Zus
of gt} REulAER S Pro] Bi2 o) et Al Mo BHR o o] o] tidt HolE
= i

O A E 7] 2

D AAEREE dFA T I A5 gtk dAEm AR e FAH felAol
frobol st A YFAFS F3 T wo] dste] Ao A Agsor i,

2) 71RPA7e] HE 9 E7E oz & AT uf - el BAAHY AlY 88250,
500, 1000mg/kg/day)ellA  wWiRkXAF - &3 BEAEHA grh. oA En B
1000mg/kg/day(ZE o) A€ IHA AUCO-24hrel] 2A891S o 19 10 mgl® Fo A
Abgel digh == 108)E st ANEO A AukARl gt FAPHEE FUEA, 4
% AN ZEA, 52 % ) dE F7hE AEEJT AAERH 1000 me/kg/day

VHFJUWA AUCO-24hro] &A89S o 19 10 mgo & FolA Algd] 3t =
gq 1508))2 gt E7A 5& F7EA ] #EHAT dalst HE 2 B4

OP




WSkl S Wl AAE P B ke Sskait

3) E= HMG-CoA #laa oAlAl % AwsBeo]Ex QF 3 o] fid Fo7t
Ao Stk AAE M HE FA4 750l A ool A HMG-CoA $dak A4
Ei dvEeolEet @7 FoA T wol=, o HMG-CoA &L AA Ei=
wy o] Eo] AFAYNE e

1) 71894719 AE 8 E7E W eR oAE R HeG HMG-CoA &UEa AA (S
A ofm)E R RN A= AE TR 51 HMG-CoA &z oA
Al A ez AR7h Fokth w5 vle) W8T Hop W S AAs
ool et

5) T AAFE)NA clAEMEE fFo2 LujHgint. HES o 3 AgA
fr T A7 F AAE T e E w2 BA gl BEHE g ditel] o=
stk oAE M BIF Abge] Bfm RHEEA] offe GEAA gtk whebA o AlEy]
BE QIS A fojdel froto] Ed FAH AddE A w3 AAEIR
S ROl Fefsige oF Hh

8. Zxotd @ Fo

o] oo ool tid kA 2 friEde] Byl 94X omE Rk AFNA Rtk

O Z5Hl~EE
252 RS 283 W 0~1741Y AofskAlo A Tanner stagingol] 93+ o]z} A4 & A
o A7), A%, BMI(body mass index)®d H7F= 1Wdo 2 A4 ot}

O AHEr] 2
AAE IR AR FEYE B AR, lFHF HHY R WY 0 AR
9 20H6~104) 4 WO T YA 3

AAEIRE 2ob BRI FolshdS Wl ol gug Tzatedst 4ol B
2 9] olurg xzspdo] FARSGTE of YAAFANN Aokl g mE
A o e WAHA Bk Tt Lok BAA AALPILE 125 o] FolF

9. 2AA Y Fol
2 654 e 2uFe] A7 A 89 F shfolnz of ok ;A Fof
A Fo8 s1golol Gk mHANA o] o9 §F zAe Bas o)
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°

192 gzl A 569711

3

)
of AU F2 A WelA whH
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1
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W, WEg L%)ow a7bAlokl3t ¥
SR IEE S IER R

O o A& rH
D Ed ¢ RES gdeE F7, 4l ZJI-ZJI- A& 1500 mg/kg/day, 500
mg/kg/day(F AAE B AUCooundl <A S Wl 1Y€ 10 mgl2 FoJA] Algho
e =20 oF 200)7HA A B E 73%1%0%6& 10453ke] ebd A= AAE
o o2 g oE HEEF500 mg/kg/day(F o AE M EY AUC)-aun ol 733
< W 19 10mgo = FofA]l Algho] gk &9 1508 oH)7HA] A AEHBE BF5F
oqz:sl. 104 _Zr.{}/] ulo]—/\w\]sqt /\1;\]0}0&1;} o‘t%o E 5]. aﬂE m u].O/\o]]}q,] Eg_ \:‘é}
e FAGA R FootA F7ketA &Fokth.
HolAA : Salmonella typhimurium % Escherichia colio] o3l A<
oA oA ek #AIgle]l Wolddo] HEEA okt AMg
W FA ] A AAA o] A AR ek BAIgle] FAA o] o] #E
A Ft Egk mhe-20 A AN PN A BEEHA Fokt
3 A=A AR H FA HEE QAo E A& 1000mg/kg/day(F o AE R H 9
AUCp-ganeol A3 W 19 10mgo & FoAA Abghel]l thdt =9 o 7TH)7HA] oA
U BES A543 BASAAFAA AAE0] #EE A Fdth

2)

714 87], A (1~300) T, AXYZHE 1871¥Y

13 Y482 FESS(DMF) AHg

O oAEm =

* AR Az MSN Laboratories Private Limited

- AZY &AA: Sy.No: 317 & 323, Rudraram (Village), Patancheru (Mandal), Medak District,
Pincode-502 329, Telangana, INDIA)

- DMF 5293 4342-2-ND(2)

14 37t=x4A
O A 2 EsTAN & stz Fo

_23_




ISP Als2x 2 otEg e obdel a1 AZEALTAIEIE oa AATaE
SRS

- AAAZIZE 1 2016.02.29. ~ 2021.6.7.(611 & 7]%h)
- AAAIH 7| 2021.6.8. ~ 2021.9.7.(371€)

2. NS A AAL| (2 F ] FEAA 1A 2014-615.(2014.2.12.)8 58 A

3. o] 9E TAYYE CIAEZAH(AAEW B) o B3 EFHT #0186853%.9] 53] &
£717F vtg 3 sk 4

4.9 gl AP} A H9lle] #

=
=
8 ohyg Aol B ERHNE A2F + 9

15 /HFAleF XA o F
O sigels

1.6 TYIAA L3 AE A

O HFR+=

17 AHRAE

A5 AR AE
5 20150127357 (R 44 2015.7.22.)
A NYAE Y, o FFAAEA 78142 (2015.11.30)]

U{H
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<EY 1> HAP-FE'EAH 2 7E

[AIEAE 5EF]

O TATA : JokEe] EHHTL- AT - AAFH(AATA) AZABEARAZIHE), (A 1. A2AE

9 AR AT

AESA 5 AW
A =X YA s
Zﬁ A8 2+A) ;]L j
Z3 =+ i - (=53] PARRCING)E _ _ - |B|Al
FN 3  2] g [l 8 2 0 e e R 0 e 5 | 17
AEHY (O] O | X[ xX|O|Xx|O|AaA| x| x| x| x|O|x|x|O|x|O|O|F2
AEAdE | O O X[ X|OIX | X|OIX | X[ X | X|X|X|X|O|x|OlO
HAF D ICH M3R2)ell A3t T3 T =443 HA
2) & T8 A28x A4l met €A HA
1719 E=E 8l R AEsel 43 AR
43 A E)

2. 72274, B85 4o B AR(FA
_]
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« YEB OPOE @ 4F P 137 WEEC SHNF dh BFA FolTAM A2 B4
A

o AZET AR EFutERIT oA E W Be kA A8 UERA &3

o Zul2EEl 20mg3 o AEIF] E 10mgell tiste] ddA] HE&F oo} EAL AETHFS
A AdE Zeul2g" 10mgd oA EvE 10mg 2 Zeul2ele 5mgdt o A Eju]H
10mgs $Hfrshe E3Aol EHEHH% FFIA M EEEA HETHETAH Eo

o A& AEFH FF dHANTL F 20FH 7] 8F+ AVIHAAHI 125) T2 AY
H APeR, 8F FAA E2HEFbtAEE ©E Foji)] Hlgtd AFTe d4E &
oA UF. 207 FAAZA AsEAE FAEHJSH kAT FHd] 2L o] FEHE

LL AFARE
o FAR: AEH B 10mg + Z5ut2EFEZ 4 5, 10, 20 mg
o FAHg 71H
- Zgul2eEl ZY2HE AEAY &5 ol
- A B B 2o A ZE2HEY F4E AYF o7 A
12. 719 & A
o Ay FH2HE 2 JEZHEY FFo did Hdd JAAJ] AW EY -3 =EA-3-HE
FEFE-R2a4 AHMG-God) &L AAAN ZHut2elRle E3AZ w4 1Zg2HE
SEIFHE 7153 2 v7EE) 4 SR A o] Hola e BEAEA JNE.

- P

g
2. 7Y -SClsty ME J Yo Ao 2E AR(ZHO 2E AR)
21. 959 %F(Drug substance)
21.1. 4R R
7} A EuE
o BAHGRHE) oA E M E
o Yty Ezetimibe

=
o B2 CoHoFoNOs

q
.« 72
) T
NGNS
/Q/ S
L
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3. oty Mof &3 A=
31. $A Y FE AR
<5/10 mg>
_ - k=) -
NgEw | Auzd | SIEM 1 24071 (month) Az}
} 0,36 9 1271 <
A7)\ REAF 25C/60% RH N = ]
AlwAld (18, 24, 3671 <4) |[FAER Z7lsty
= Z] 3]
74429 40T /75% RH 01,3 6ma |F ¥
<10/10 mg»>
- - & -
Nazes | Aaza [ FIEH | 24471 mont) ZE!
B} 0,3, 6 9 127]¢
A7) REA D [25C/60% RH . z
AL (18, 24, 36714 A7) | fAEA =754t
u- u
_f_ Zj‘%l—
744:A1F 40C/75% RH 013 64e =AY
20110 mg>
_ - k=) -
NEE T b el ‘37 X]H ;jf ZAA17] (month) A 7}
0,3, 6 9, 12714
A71REAND (25C/60% RH ) s ]
ALwAL (18, 24, 3671 ¢ %) |FAEA F7heht
u-Alu
= Z] 3]
744219 40T /75% RH 01,3 6ma |F ¥

32. XA digk AAAYA
- A A7) 1219 2 ks 61E AAAE A, 71FE W AFeod, 24ElAEE FAEZ)
Z7tetg o g ‘oofE Tl GHANAYE [EEI wt AXYERE 184Y 9A.

. T 2 A5
NEFF @ AA2) Ty | FoA7IZE &% (mg/kg) GLP study #
A=SD) . | RIE: 78/3.25, 15.6/75, 3L2/15, o
RS @3, 59| O = 62.4/30 O | 14-RR-3I5N
=AY A =(SD) - R 12, E: 80 -
(03, 80%) | " el R/E: 3/20, 6/40, 12/80 O | L4-RR3I6
42. 5491 A2 AR 92
o T AR U SHAYE Aol mEd Fo AR EeutzEE S 71 9, AR, 25, oA
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NE AN HAE } R
g | GURES L ama | ML sdss wiae 23
Biopharmacuetical
<Fseh
2B E o AEH] Ee
) HgFoNe} HAIQ oA
REARL PR T
ﬁlxﬂi-}[:ﬁﬂi] T0 _,_oq ] gE—r—lo 670
Ezetimibe 0 <erEe we
|Omez} e BqlEE | - BpERhEE
Rosuvastatin 7 ZEA] T3|Eo] free  olAEMIESY) [32 T ratio 90%
_RE— > o)A | AEE Aol ° T T = 9 oFsd y .9518~1.
o RIE O l20mg )7 I@“%H Tlom | - MA=FAR +EI0) | a0t FHCmal 1 gpy |09516-1.05%
T [e}
(2015) goﬁh_ﬂ%ggﬁoq A WRE (M 60) - AR 20mg + <HAAD> 0.9759~1.075
oEsl EXS. B ONEEA 10mg He | T AUCt | 1.0246
o a2 T IR ST Logurs, Ag4A 6
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