ARSI MA|
]
croeznmzd] LH S -- I E.
e &= x4

EHCIES dopamineZSRHZM ABZ S CTZ0f ABH0I 24, 7€, ASLN, S2UY S 4T 2oi=
SNZ FSofs 2ol 2= HNHALCE

T5t CINNIOIE Sl 29 WaRe SIGKl ¥o02 Sois, Pey S0l SENZAN U HAE wHo|
H5LICH

4= 828 18 3

STHCIE(BP)vrevreereereesssssssenisiissiisisnisniines g

1 ST 2 MR
E]11|E|ED KILXIA SRISIAL dRiE R0l ASSSS AEGI0, 2UE ARASHASINI0| 2 &)
SS AMoZ J=AZULCH

2 MEIN HEAZ
SHES HM4-AT0l AXIS Chemoreceptor Trigger Zone(CTZ)Ql X128 YMIGIN A, 7Y, E RS
O{RIGH, Al GBI Zo28 £=AF SAS A JAI0) oIRE OKSLICH

3 US Sxg
EJHEIEO +E HRQLE Eel g9, 22 SWe| Uel| 20 FHAZH B4 8o SFLZH 248
0l =

J

(&8s =11
1 Fasa0
[S 8 U U2S0IA A87IS0IMTY, 75, ASSE, S2LoR, A=S22I2 25 Jiasg, E
=)
N Ol : DINOIQ) QIBI4S, UEN ACY, SENSST SIONENN = YECH SO0i
2 0F: 201N PEE, ADITASE, SOINEUN S0/Al
28 - 22
§°01 "SHAAZORA 18] 10mg~20mg(@ZCIIECA 5~1omo)12) 351 AH0| 27E0BILIC
= O 12 AE kol 1~2moS 33 225101 A0l E0fRHLICH %g%@@ meS X1 sLICH
Oigl, =AY [ AES| SR

342l —r_IM°’]
1. US StXioli= SO016HK1 & A,
1) 0l 010\ A20) WDV“O\ QU= StAt
2) 22s =80 2t &Xl(-yo‘l A=Y, JIAN HMS L= &30 A= &tAh
3 ZESEISHIN SIS SRIUZREIME
4) A78 AEIUE, H2AZ0I0A = EFILIE, H2l1US, ScielA=201018, ONILQLE Y E2lA2
OI0IADF 20| QTe2HHE KIGAIZIE JIEF 23 CYPaAd KGHNIZ R E0/S01 S g'sa 8‘3 &R
5) 0l &2 RYS R0l U002, LHERAE( WA (galactose intolerance), Lapp RKEEHNES A AEHES
(Lapp lactase def\cwency) = 12 :"E*EOA S2X0l(glucose-galactose malabsorption) SO ST XEQ
SHIt QU= &t Oﬂ\ 010}@ QE‘E}
D Stitl= C% Sog A
1) 2
2)

8 O\gtﬂ%
OIAIBISS OffQt 201 BIS0f [Tt LIEHHRAC
Oi< =3l > 1/10, éﬁl 2 1/100 & ( 1/10, oK XA > 1/1,000 & ( 1/100, ESH > 1/10000 H
(/1000 2 E27 ¢ 1/10000. 22I=! H1TS
1) SIS ZOH

0I2 T2 - OB~ 438 HISS!
AHEE 2] B8
2) i i Sol

§
r@
i
=
>
4
3
g
>
e
i)
for
{10k
rH
[y
o
=
it
o
4
s
1T
0Bt
an
ek
=]

SSAG0IM 219l LHEHD IS TROIMUM S2ots HO2 FAE = RMAIR, AZF)10] XIGIS0I, A0
He S T22{EI0| A, (ISRl QUMD RBX DAAX S| LIEIL £ J00Z pXg 2
5l 5l OIA0I LIEHLEE 2R0l= 8 L= SXI SOl MAst MRS BiCh
3) AAH &0
DI S0« £, AKE, oAl
WW A0H
IR S8 : THIQIZH &K 22, ES, F5
KE 0l01E>>
[MEE 8 AIRII2] 2LHS)| AR T(15~25T) ANEII12t: HAL22E 36
[ZREI] 10008
x® 2 J"*“C’ H2A5E SHAULGHA RIZE (KGMP) HHAF HSLLICH 0HoF AUA| AL D[2H0] &I U
Jiu Y S HE U = QEE MS0/ A8 ZR0= +2LHE Sot0 ot SuUt
=9 B}
1ASHN RISEYAHE RHAGI HHENAIR B
2. 2HIE ASHE2 22U 9 2AM8H0| /U= Ol Ab-SFALQ AHOIGHAIAI 2.
3. HollZ S -222 F408AR
4. {20l 0l EXl = R0l 22 AIR.
W AHIXIAERS (H2)02-3477-1731 (F4H051-204-3831

FBHEEA2009. 10. 20
ANEI:2012. 04. 04

CH 2 X125 (5F)

HARLIA| ARSI CHCH2 153 (AEE)
http://www.daewoopharm.com

# 0| A AHUTH20124E 48 42)0|F BIZAE LHE http://www.daewoopharm.comLt 051-204-3831
(RS HLR)0l A EOIE &~ ASLICH

v—\é!# 0N

S0 0IR SSH 2N Apis LEGt AXY BHOE MAL BiH| S8, S28 S 2,
7}AM=! T, 7€, SLWORY, 1L ESH 2N FAA0| LElE == ASIZTHMU 518 M2 MAL
=S S22 S2sid =S85, 72 VIEMY, 79 FE S2U0R, =g 2l ZZR0| L
£ = ACERO0 28

SsT=1a
6) =t A B0 : S2U AASX0I LEE = ACH
7) T2 & TIGHRA! J0f
e S22 - =Sep|, Jiae, WA
8) A I SEIO
S BB, o S oo
9) At
O ESH : 2DIs At 01
0) TolrOF EATBIO| HIZZA( RAODZ, O] of2 T224EI0] S)IE Ao =~ QUL ESH 0l2ist 1
I22EIFS0| MEHUCL 0IMS Rt 3 22440t 212 MANEHH 0IAHIEOZ 0I01A! =~ QUCH
1) & - QUM D1 =22, MoliM= OUQWOE FHQAZH SA0| LIEKE = o822 Ol ZA0]
LIEILIE HR0I= IlPJEl &, Olefet S40I &t ’1001\“ SIPIANE S0/ S &8sl ARS8t
Ch Ol2fet OlaBtSe XSS SHol= U= AIGINOZ, MG AMECL
1) 281, £ 3 221} 22 JIE} EXAZ M OKEISS D12 S21, %2 20 L 200IM BTSN
| QBIR =0
\ ote =2 2HIM THAIZISZ 2EEA SIXIOIH Ol 2 % ? 0ig ZR0lI= =250t SiC
9\ ADIs 2N SXHEE JI0tElD6emg/100mL)O] HL 0 A4S A4 BIYD Dt 74A2H0IA 208AI2HO
2 SO A=29| S8 = HAXIXI0 Hioh “*SP}D 0l &= =5| LS00 DICHAF MEIZ MBS

~

S5 HIAIEISE 13 SOINOIS SE20] BRX 20U t”EEOWO%I“ AlENO| S0 (et S0RE 1
2 17232 A0 G, B2 ZaAIZ 2Rt AULE ADIXZE QWt= Siis 1Moz NS
OF eiCk

9 I=TE MHE U2 S96iD AOH ST SLIY, LASOASE &

Il
J

o
=
2

A= SHA0I= HEGHI 2 = ALESIETMN S HSHKO Ste). 2718 @%%8 iEHlS% OHOT
ot ACM L2HIS SN StA= MEGHA 8iS = ACHSIESR S SHERIXO st
4) 0] 42 2HO0ILE JIAEE S80I G2 A YL PAIE = Qg A0 F&l0] QICH
5 &SR8
1) OIS sl E8Al IJ%E’-HDI‘ ZEOY C= FHQAZ SA0| LIED| MR 2S0| E8s 20= 24F
£ &0/ 5t AIE3| EOi } HEIORA MHME2222HR, E22T201, EINEHKE 8), FE
S2H=H UK O'Euﬂa\ |LS0F L220/1E MAICINZT S)

Lk

COIEZ2AM ZSHAI9] I\Ejl = 79, 2E, AS2A ZAMZ SHckE #Jt JACBZ CDIELANE &

01801 SXH= HEE 20| 610 AS3| S0

2ROl HE0 ool ASA2s SEIAE0] 9RTI0 0] A9l QIHIE XS0| A4E= It QUCH

4) 0I2HOZ2, 0] A9| A2s =XARS S5 MUHKKL HSTMA 22 72RO QAOH gas g1
2 QO+ TJ2iLt 0101 CIBAIOILE OIMIEOIDI-EI OHASIE SN0l 22 0] 9ol HWES0i= 0150l &5
S0l Ol st IXIXI QQ}E

5) 0] of2 AIZAOIZNICO SIS SIIAIIR &= AOZ YN RUCH

6 0| o2 é"NQOH Cist %0@*0\ CIDISSOHEZDIRE!, A-CINO| A, 79, PEQH 22 Ux
5 0IABISS SIHIAZ = 2402 2R U0

7) H\MHM &—E—tll ARIKIQS] HEE0IAI O 20| MHOIBE0] LOKISE HEF0IGHKI Y=Chdelst §
HEISRM Xl

8) QA0 CHSt 01 29| 0| SRAIIe ok=1l OHEY XISHIOH O\OH 2atd = QUL

9) 0| &2 =2 CYP3Ad0l 2lal CHAIZIEDI, in vitroQt OIHION CHEE AI2= CYP3A4 OWW\Q HBE0E H2
0l ofol &5 st ABES JuElt
2215t cYpapd SRKI2E LIS 22 S0 /UCH :

- OB SR« E23UE, OIEE HILE, AEDLE, 22lRUE

- DIR22/0ICH SR« SelelA20i0Al, Ol2I~20I0IAl

- HV SISAISSIS A OfIA| - QIEAILIHI0N OIEKILILION ZAIZAILILIONL QICILIIOL LIILIIOL 2IELH
O, AERALHIOH

- Z&28R : ZEIO, Hiehm

- oItz - OILAIEE

- Hm=xsE - Eig|AZ0I01A

2145t XIQKIOl CHet 278 HEIUE L= 78 O2AZ0I0IMIUO| 2210] QSE/os MASAE

OIF0IM OIS 2AS01 OBt SH2IE=Ql CYPad DIDH THALS A HOH°*OI SOITIRIC} SHEIE 10mgh 1

2 45(0t HEDLIE 200mgl| 12 250| HEO2 W QTc)} 98msec AIBE0| RRTIUT) 2t AIRHE BIGH= 12-

175msec £42! OIQICE SHIE 10mg 1é 1319f OI2IAZ0j0Al 500ml 19 3510 HROZ B QTo=

99msec CIATIQT) 2t Al2te BiSl= 16-143msec HIQI0IQCE Ol2fst AISAE ANEUIM SR AE) (steady

state) MOl SHIEQ X1 SESEOH HEST BMBIHIA(AUC))} OF 3K SIIE0] HETIICE QTe

Oil CHol == S0l CHeH SHEIE dX%E "Z010 JIoiE NI FRUCE OIS AE0IM SHRIES

H=02 1omg¥ 12 45| SO0IAl Bzt QTedt 16msecFHLIDLZE A1 25msec(OISIAZ20H01AI A7) It

&l B, JEDUE TS (00mgH 12 23] 0l2|AZ0H018 HS QB (500mg# 12 35)2 Lz QTO7F

212t 38, 48msect BIIGIALEL 2ist XIQRIE HAC2 SHAES HEO2 4omgl 19 45((G _.- E

160mgO= To‘ Z(CH S0 2Hf) OXO=Z Bie 5015* O A, SRS OIF0IM HEF0A 2EE

&

20} SNt SIS0 SE=COIM aTealo] R0t Zof= BETN 2l
6 2= Ol 22 [fet £0i
1) L0Ql 0] 240l ALSO0I Th! Al = XIZ= MISHEOICEL HES A8 SSAS0IM DH\ON =42 Uet
LH= BZ0| DS0IM AA SA0| BETICH AR 1S MNRO! I8 Q2 SIX & T2 2
= IS QNG QIS JKSA0 RIE 20l0l= =0 SOIM0I PEME MBI BE’EL 2200t £
Oi8iCE
2) Ol A2 HES AISst SSABUIM DREOZ 00| AECACHTZ HAIMSSM HIM : 25mg/kg &
2 37 Y ZUS0E 2&2 DOXOE HIAE 211 SCX} 40ng/ml, 800ng/mLE LIERG(LH. OIF]

|

o
“Ew
Hr *0‘

25 &9 sH2EQ & 50| 107 50%ME0I0 10ng/mLE GX| %2 02 MAEICE 12 80
mgS S01g [ QI 2 OE Oldt= SHASO S22 12 7w HR| A2 A0 HAECH Al
Ot0ll HE OIXI=2t0l EHoHM_ QIR QUK Tk [2IA, Ol o2 =8 201 OIS Q5K = 20/ 301
20101 Thet S0
20l0IA= UZS0IS TSk MES| SO0ISICE S381, 14 0I5k OI Q0I0 F=0/5t1), 34 OISl & - RKOHAI= 7
0la9| oigs MBI 0] oF2 Hol AH—EF% Ol SISHK| FOD=2 | OIABISES RLTIA| AOLY, S
20| =LK &2 14 06t 0= AZAH OI@HJSO\ LIEKE = QIoD=2 =0o5iCt

8 WH=0IAIQ| KX
OKHIM SNCIUCL ULF0I0 SHOZ= =X, OAPSL Ho, et
\Ch

sy

w0
)
r6

SN IS0IE = HoF X
B0, £2 9 ZAQISH BS & %OI

2) ARl : 0l ool WHE0I0) S01XQI OHEHI“ AOL+ 2HMEH 0] & "\Mlﬂ S0l &30 & == ATt DSt 9
i pi2(0f ERewi0] ZEEL eiZell, SZiS 20| FACEH BISS AEske U 20 2 » 30

o 22 9 H3a0] FOINE
1) O12I0I] 201 ZXI &= 0| H2BICL ) B -
2 lorEs 2ol SJI0IN JILIO| IS S)101 E2si= 2ie oot 2801 o8t AQ) BA0ILH 0ofE B3

Tiaiol 2010] & & Qoo eijo] BN BBt




