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FH AL J1de] i, of FEA GBI ANAS o] F& WEAE AT o o9
4% vEsl Zvleld 2HZ A9e 59+ domz Fotie tEAdEAs
g Bz

7) f+324 ©84 : SLCOIB1 c.521TT % ABCG2 c421CC$} Hi3te] SLCO1B1(OATP1BI)
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HEE FE o Eoul2gd &% (| ESHIAEE AUCY W3

olebAlL}Hl o] 300 mg/ | EUHHIO] 100(10 mg, @3] Fo 314 =7}
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thEuHle] 600 mg/ BEUHIO] 100[10 mg 1% 13], 7€zt [1.58] Z7}
mg 1¢ 23], 743
Bz gt o] 500 mg/ BlEUHI©] 200(10 mg, T3] Fo 1.441 =7}
mg 1¢ 23], 11Y3F
E2UYYE 400 mg 1Y 23] 10 mg 148 37}
olEgtZuE 200 mg 1¥ 13], 5¢3F |10 mg, &3] Fo 141 S7F

80 mg, @3] Fo 1.38 St
A EI W E 10 mg 1% 13], 1497 [10 mg, 1Y 13], 14U3F [1.28] Z7}
EAZHUEY] 700 mg/ ZEUYHIO)10 mg, &3] F Fog Aol A=
100 mg 1< 23], 843t
a2 EHAF 0.3 mg, 793 40 mg, 7¥Zt ol gk Aol 1+
Aejvtd 140 mg 19 33, 593 10 mg, @3] £ o3 2ol Sl
Hi=THH)E 67 mg 1Y 33], 747t |10 mg, 793t T3 2ol =
223 450 mg 1Y 13, 793 20 mg, @3] £ Frolgh 2po] A+
AEIYE 200 mg 149 23], 797 |80 mg, T3] F T3 Aol A&
EFIYE 200 mg 19 13], 1197F (80 mg, T3] FH T3 2ol (=
dgjz=Ento]Al 500 mg 1¥ 43], 79|80 mg, &3] Fo 28% kA
Edy
Hho|ZH 50 mg 1Y 33, 143 20 mg, &3] T 47% B

7} okEel 9%

Folg A3, $E7b oF 50% AAHATh A o] EFe
AT ZEu2EE Fof 247 Fo FARL wo] SBHAL. o FEEE
47 pAge A7HA g

@ FADY : 2rviaEEg FAUNY 4548 A7E Sa® v gk Oe 28
AQ FE v, AR F AAEZPANA ZrusgEn FAULS H 6
W RETgAES TP 28 B ol gwrgEe] nud vl Yok mep 25
sER AR Wae BAA GErh FesTw 24uisEEe] FoE
ANRoz Fuse Ao NN, Folst Bt WAR BUHPL o}
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1) ZUzEn: AR FAsHSY HEEe A & olAEr|He] Bt AUCTH
oF 55% stk olde FEAE
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Guinsh AnAlEA SHE(ImIBASIE As)el BETE BAE RAOE
A7 AWt 1her) WA AgEA gt

(1) ADZA: FESF AGeNA AALV ) ARnEA PEFAZ F ALY
7ok 17 FAh o AFHOR fol3 =

_19_




(

2) Fx=gHYolE: ofx

grjBet #HivBeolESE g T3 SALAAA HAF]

1 ]
JaEchd, B2 Aaslor sk tE AdAs A=S nescl Bk FEF AY
oA olAEE B SwnEdoE YEFAR F AL FEs} o 158 7

sEbRA ok oA R o}EeavE}a AvlzEe), meuaee, L,
sEE WEEe A QRHoR Fo8 oFEety Bl B3

50mL/min)& X Al7o]2]
75~150mg) % A E P BE HE&F A} AS
F JAEr B i AUCS Cmaxe 27t 2.3~ 79HH)9} 39uﬂ(mﬂ 3.0~4.4
W2 F7EeAT e 4 AFolA A olAs vhe FF A1) Exp(FdotEld
FElold A = 132mL/min/1.73 m') 1WA Alo]E 22X T A2 GFES F43A
S u F AR =EFo] 128) 7T 129 st
277] wAp A A, 89 Ft A AEHE 2ong 19 13 &
2

O
R
oy
)

0,
2
i
o
lo
fu
o,

] Ee A=

ZEENA] ﬂ(International Normalized Ratio, INR)<S A3 EUEP3oF gt} 12

ol AT AR FAE e E 3 JAATONA, R oAE T B (1Y 10mg) 2]
| o3 <fakd ] Ay A o] -&-E (bioavailability) ¥} ZZEFRHIA T o= F3

Fol glloy, Ald Fof dAgr B} oty e & =

AAA INRe] F7tatd ke Bzt UAATh ol g &X

A E&shar AT




FolslAE rHo
Qo] it o] ofel e FPHo] UA %] WL Yalo] FAHW FA) Fo
g FA%T BANA dotel B3t FAH ABHL Felok Bk /Y AHNAE YA
el A g A%, Helel mA & dE A 94 2 QA F FolE A%
SAE d4A foldol gt Ae FAE Fol TP
2) o] ko] FAHR BHE BHHEA oRE FAHA Fonz, of oz A% 7
Frobol A FAA APHL B Qe

QA JFsAel dE oge AT NYUL Aol Bk FalsHE L 2UsHE A
$4 ol Holel W] o] BEHolEZ HMG-CoA HARAE Asfsled walsle
AAA D40 A4 F Arst] A He Fol4e AuA FEAD ol A
4 A4E4e) FAZ Ak 2sEdUS AESRE BU 9AS T A 34 B8
Fsiol Ik 2euiratEe gso) AR oYk A B oy ha

OellA g W] B

1) AAAEEE JRA FoAF U Aae vk odAEvEE A3 FAfF Aol
frotell g JAA AF8ES 43T wol Fste] ARA AREfoF gt

2) 71#FA7Y HE B E7E oz g AT W - A BAAFY AP 82250,
500, 1000mg/kg/day)ollA  wiAFAAF - &7 #FEHA @it CAE v R
1000mg/kg/day(Z °NIAE|] B o] AUCO0-24hroll ZA%YS # 12 10 mgo & Fof A
Abgtel tigk =29 108))E T HEA IRt B AP EE F7HEA, 4
F AN IR, 5= F2) 2E 7P #FHEAA. dAE B 1000 mg/kg/day
(F oAE W B AUCO-24hrol] ZAFAS W 1Y 10 mge 2 FAA] Algel] gt =&
o] 1508 E FA% E7AAN 5 F7tEA] #2HJT AT HE B EFA wk
E5439S u A EE gy

E HMG-CoA $¥aA AAA 2 =y

oo
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Al g =& A=rt =9t GE5Fod vsf HEFAA B} W2 §3FoA s
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5) TE=HIFE)NA oAEvEE fFEoE EHHAY. AEES oz 3 AN
T Td A7 F CAE TR 3 =E2 A RN BEE= el ARl
o2t AAE B} Ao RfE EHIEEA o dEAA St webA 9
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2R S 583 wH0~174 9] A:obgkAtol| A Tanner stagingoll °]3F olx} A 2 A
3 473 (71), AZ, BMI(body mass index)®] B7l= 1d o2 A|gH2 o]t}

AAETIEe FAY FEAS B s, IAF AEY L wAEY nFelsw)
% dok6~104) BA4E PO F APANPL 127 B A,
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Al A Folstl e wWel o gus Tzvidn A

G W9 o gurg ZEshdo] FASHTE o YFANGAM Lol W EE PHY
Gl g G WASA Ggrh aet Zob Aol AAEVBE 127 oY Tl
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T StyolER o] of3 AP AA F
&

11. Ao &} 3 Fof
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WA AUC 3 CmaxsGgkol of 20 S7hstitt. 7844 oFsst w40 olstd =7}
|

Aoklzt el ghe] QH oz elplE kB3t Aole HAT

O oA g 2
) Ld - REES ez 3, G 47 AUEF 1500 mg/kg/day, 500

mg/kg/day(ZF OlAEIWE ] AUCO-24hroll <A S o) 19 10 mgl 2 FoJA] AL
of et =2 oF 20u)7kA] AAERBE FFFAE 1045319 EE APS AAs)
ATt v2E ggeE HU§F500 mg/kg/day(F ol A EH] B9 AUCO—24hr°ﬂ <A
SRS W 19 10mgo 2 F oA /‘}‘j}oﬂ gk == 1508 ©])7HA] A AE R BE 7
TR 104730 LA IR HAAEAH. Fe=s T HE FH vheLoxe F
& L FASHOE FYstA SUFeHA &gkt
2) o] : Salmonella typhimurium % Escherichia coliol Wt A9 HA=AH] A|H
oANA AR FFek BAQIo] WoldAo]l AEHA FUdTh AME TxREY HxA )
GAZ A9 @AY AlFolA AR fiok BAIgle]l @A o] o] BEHZA
T FA5AES #EEHA Gtk
fgilz;% ﬂVJQi &% 1000mg/kg/day(F ol A €] v] B 2]
At e W 1Y 10mge & FoAA] Abgho] et =39 oF 7uj)7bA] o

ABVBEE 753 A=A HAN A =g0] AEHA AU

[¢]

N

H715 I3t HL1~300)2, AZLY2REH 24714

3 Y8 %ETE(DMF) AHE
O oA g m B
* F4% Ax9Y: Ind-Swift Laboratories Limited, Village Bhagwanpur, Barwala
Road, Derabassi, District S.A.S Nager (Mohali), Punjab, India
- DMF 5593 45217-1-ND

O EdgAll wg Hrkzd 2% AL 6d 1o

1. 9FAMY A2z F YoFEFTY o] #g g ARZATZA1IS Yol o3 A AAFH A
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557 Fadgte SSAREY A4S wE oorEd

- & AEAT gE AFo] AZIHAY, o] wE WA #HAo] de AF I AHES A
A glo]l s A FRE A

5. o] oJefFe TAYFFE AU EEH(ZautaEtd Adg) o #3 SsME A0888713%, 5
W5 408150425 0] S35Ho] FaO|AY TS AS HafstA =t A dAY ‘53
A FAA | FAs st o FEd

- AFo] AVIHAY SSARdY] A2 e Hde B e A5 I AHES AA glol

e A TET A

6. 91 ol A AL HeA Yol B 7

BHA ohT Aol B ERHNE ALY 5

15 MFAF AF AR @Fste 4
O TR+
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A 3892]

cAZH A2 BF QPNDE F NFART] 87+ FIAAABI 12F) Foiz AW NGOz
87 FolA tEH(RFHAHY WS RelR)d el NPT 933 F4L 9GO, 3
EREAS 20% FAAA AAATN GLIR FIHA A2 APl DI B

Sn2ehel 20mg3’Jr AEFE 10mgel tfate] ©YA] PEFIG} EFA ABFHTEAHL
dta 25uk2Et 10mge o) AEW 2 10mg 2 25uk2EHE B =
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1. 718 £ 2 ¥ JfuLo 2As X2
11 719 2 AEA S
o B SHzEHE % AEZHEY Frol U Ad9F AAAR
FHL-REEL
G E i

2. TZ4E 283 44 3 HEH Ao s AE(ZHA 2HE AE)
21. 959 %F (Drug substance)
b 252 EEZ g
211 IR
o YAREY) ETtEEE S
]

O

o UHHH Rosuvastatin calcium

o 222 (CoeH2rFN3065)2Ca

. A g B

211 9¥tg R
HA(FE) AAEr R
o Uk Ezetimibe

o B4 CoHolF2NO3

. P2

B3 WEANg ANX (DpH WMOARE [ 288 084 0 78)
FENY (W A998 B ARENAY B F35 ElE)
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B14030
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10/5, 30/15

13%(QD)
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6. AMAHLH | B3 AE
61. YEAIRAER e
o AT PAAE - F 34, 14 24, 3% 14
AR | dNEAE eI . : §
X A9 F 2 g BrhE 23
Ws | @s@Aed) | O | em 783 3 2
Biopharmacuetical
HCP1306785}  ©]#] cE 24uElEl| - 24uEE 2 oAlE R
E—%@ EH]&E@ %7]] —VE/\] D]_ilE [ o] HSQE H3}A 0]
' o] - BEA W free  olAlEMIES)| o WEFoIASL BYA
HM-ROZE | 20mg '8 ?icw %?Jrfuﬁxé Zﬂ;%f& CAU HCPI306 (R0 +E10) w w okzal 5} HCPI06H Sl sl
A2 S SrE S d|uEe |03 - 2uzel g+ | 2l B2 9z
g % SHTE sy MO AT 10mg B [<AH>
7] Slg FASKIg| 22 oguRs, AEA | <A
b e 7 W, AT, G| - ARE ol 91
2 03k AN ' ’
DDI
A%F G A <5 k5>
Aol 2auie sl 1000 e cHE e - 2R 2 oAERR
SRR e 557 109 f‘*oq free  OAEMIES)| o WEEN WS Kol
HMROE g oo org( P HTY | g| - St g e 9 oEa | of M) Ere] Aol @
4101 a6 g TE o - olIAE ] E 10mg E A5)A] RO,
o [FEREE AR TUET et S Zule} Ae)A) %2
L R I - PO 7S
g, 30, wapaA| 9 AIEEIE 1mg B8 Sppas, agan| <
SRRE: WY BHAE BG| - A oS ¢
Efficacy & Safety
ubg  12E| 2 - EQ7)4~6F): TLC < E> <SEA>
E8% A - AF7)8F) 13} 13} HrpEse
rozp [P0 R ClZer1 | - 25HI2EHR, 10, 20mg) | - LDL-C H3H8(8F) R vs. R¥E
W;’O? 8 Bk W AN | J o | - HOPIB06G/10, 10/10, |- 23 2 (02D
- - . ALE {3l -
) 7] A% 79| 2ddx o 20/10mg) - LDLC %ﬁ%( )| loverall<0.0001
0, FEEhE| BTN - 47147)(127) 45 B 85 Rl | oS
o)E A3 A - HCP1306(5/10, 10/10, ¢ HDLC TG 0 0.0103
Ag 20/10mg) nontHDL-C, apo Al| L8 :
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63. A= FATGAH
o TA HWLEAY HaA FoJale] Aol LES Blwd 944 F[HM-ROZE-102]¢ 4 HCP1306 10/203% 2

FH2EFE 20mg, A AEVH 10mg WEFAA AEFHFTAHS YA
e HCP1306 10/5, 10/109] tisixe ©YA| HE&EF <} AE}H TS Y5 HCP1306 10/202 FHFiiA
ok
o)

HugEAdoz YESFAZSANAY S 223

)

o%

5 F 9 O B HAFE BT, H

E

%
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<
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F(Z5HF2EE 20mg, oA

6.5.2. YA P28 (Pivotal studies)
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