007105-001

HESIE

= [

(SHAEISAR)

(g2 YR ES,
SH2HI0U2Y(SUMNSHSAL): SHAEHEALER)-10.0mg
SHEENYTB(SHAEHSAL): SHMSHSAL(EH) - 20.0mg

[AAf] 8iMo) i3 L= I8 HE|
(85 Y &3] 2epy DHYY X2
gy yay

0%4¢l
A RBA2 19 18] 10mgoIT, AAOISS} BAgl0] FO0fSICt O]
SN U] M| ZHEK| o= 22 1Y 18] AmgeE FYSHTL
710l Wor tABII} QEle AL 1Y A MmgTiK] BTY 2
QIC}, EeiAst Bok= X2 AR 5 23 O|U LIERLI, oF 8% H=of
BT UEHT, 0 of UE S0IA Szt 2EER| g 42,
B|IERE22X0IKESY X(OIKIEA 0Xit HEEHE < QITh
S8 NS 9ot 71551T Y 22 AZHol: OFR0l 588 Zig MY i)
B REEAT ZA(ntravascular volume depletion)e] 7H540]
QU= BXHO), 01| F0f B, S5 M0 BRNOIAE HEIE SH5|
HERITN, W2 S-UM XIZE AlRfek= A8 THB,

0 N&K}
THRAS £) Z012BS 12 12] 0mgOICt,

0 AEHER}
A% 9 ZEL N2 xH{creatine clearance. 20-60mL/min)2l Z/Cj
£0{22k2 19 13| AmgOICt,

O S ER
THLHIE] O3 ALE ZEI0] 104, 0] 9F9f AZO| HNSIX| eh=Ch
A0

O] Ci8t oRY - RE R HREK YT

[Argel FAA]
130

2412, 37191 Y0 -otRQEY ALY HYYoR M= o2
SFOJA|, EHOF 5 MO 24 5 AUTI| S 4 Ut W2ty 2t
YU BoIE F2 ZA| 0] ofe] ROIS FHHOF BICLQ, kg EXiol=
SOT0IX) 2 2, 6. ZO0F ChSH 01 27, =R50] LS 50 & 3F)

2. 02 8ol ROlsiRI 2 A,

1) 01 9f = 0] 2f0fl SR E A0l LH510] ZITZO0] Qi &}

2) 9% = (6, Y200 e F01 U7, 500 ot 501 3 %)

3) MRS SRHMR 20| §13)

4) 5 HOIHAHME A0 9i8)

5) AR}

60l 242 92 Eesln Yose UAEQA Zl4(galactose
intolerance), Lapp RY2HEAZLS(Lapp lactase deficiency) E&=
neg-Z2AEA E4H0 (glucose-galactose malabsorption) $9
FEHRI BAP} Q= #AI0IM= 015} OF FCL,

3, O3 Exjoll= AEs| £01E 2

1) SUZ0|L} Go] 2HAE A
SAZOILE Hol ZAHE HXHO: 28FY O=KE SOE Z2)%
20| Ad-QIQEINAT BgaHE BIROIAIN 0] ofg SoiEt 710)
FE SHO0| LIEKE £ gleB2 0] 42 Fofel7| Mo HEE XX|E
F{sl0{0f BIC). Of213t BRIz UEIS SR0| HAGITIA XEE AIXHOF
BICH QIoF XYIO] YHEIH, XS HIZ 0{1, HQA| HajAa4s
TN HUFARBICE YNHOZ MY BIS0] LEHT) Y& 0j% X127}
7RIS U= A2 OfD, YHXo2 Jelo| OPSIElH HOIE
HHS SOI NEEAS & 4 Ak

2) 8 -OIX| QBN LT AR A3
YH-QIRIQHN-UTARIZAZ Xai6t7) MR, 0] oS F0f3t pIzie
X A9 NAVI5C HaTt g 4 UL A7I50| H-QHRIQEM-
YEAHEA FH0 AFcHs SR ME SEY 48 HRIA
ACEXSIHLE QRIQEIM 487 MelHE M85t XBE HuE, TEy
DEAEE (S2H) 34 ASH T2 A0| S8 4 U} 09} |

Z7H0] 22 F0iEt A0 LiEfs £ i
3)AIOREIRE B AROIMER
HR7IS01A X0l 0lof2 FoiE 2 ¥X 2B IRolE, Qi
SR FI|HoR BUHYE Uo7t Tt 55 MF0K #XH{creatinine
clearance { 20mL/min)OIA] O] 219] AFE0] HEEIX} Yo, MEOAS
42 SERH0) LSt 0(2f2] S0104 ChatiAtis BTLE! b7t GICE
4 ST THOLEX}
HEN T Q2N NSUHXIE BX0I7] ACE MaHHIS SOt SI0M
HHIOIEHEES} EEQATABUN)Y B717t HTENUCE 0] A4S
2N FE U5N MEUHAS SR 277 £0i3 ARE QiRioLt
HIGH 27t LAY,
5) ZPR0NBER}
A2 U S5 200 SR Oist ABAE0! Mo, 35 7H0] #Xt)
CHSH ALS 0] gio], 0] o] AH20| BREA] Y=t
6) ILEES | YHORHMA] YBIS FE= A2} 20| 0] o £OA] 53]
AETHOILE ARO) BIRt0] A20] DLEEB0| LE 4 U0k | Sl
BXOA 0f 242 B0 22 S UEXIE 20| TUHZE TR AT
NUSY o S2H Y&, HA - SN M2 TR 02 SN
IHRIIXZ HEYolLt 52T BAZ A TE HY - b3 425
S0 Bt FoHUasict
8) HUNATARIBE B} YUIHOZ AUNATAHZZR0| QU= BiRl=
Y HOX|QHAAE oiRfsh= SrERAR) CishA HHS40| YeR2 of
EXI0A 0lte] F0j= FREA| YL
9HLLBIE 28] ofX|2IS0] UE 4 loD2 NAXYOIL:
ASK2H S YE0| Yizl= 7[AZHS 6K Y FofiC)
10) 7IE}: Of of & CHE QX QEIM ZBHHSR T2 QIZHIE EQI0AA
Y XEIEE0] T A LIET Ol YRR 501 NEet 8K
S0IM, 2 Xt EiRlel YETt O 57| IR0 o2 SHEL,

4.014us

-0l 92 3,825 0|4 U0 AEN0l WEIYD, ool

DUYENE XD Sk B 37753 00| CHELUARE S5

BRSO, 0] QAAEOI o NNHS HA3 GhY, 15 Ol Hoje

1 5ot £/ wslr), 0] 2, A% SOIE FP UEILE AT

HAS UioPE Bl 04MSe UUKOR ZojED, LAFoID

0l £0{22T42| = 3

AR 0NUS WRIEE ST A7} YT, 0f 4T S

Sofet #1Z10] 4%, Uol, 952 IS 4 XDt YT, et

270 Cfst IE QANEOIA O[S WHOR Soi8 BT 29k

0 942 S0f3t B0 2.454(%, 79/2760%D UIED BROINE 27K,

RANTGCL AU YLAHOI of o1 Sof3t ol SUsp

1% 01 LIEISLT, 90 SOIETETH O Hstop] LiEf olyuge

OLRIBZOISICH % vs. 9),

SIOITIE QIAIEHOIA O] 212 SOfEt EXOIA 19 ORYOLT, A

EXOA QAL O 52 H2 HOl R ojuse 2F,

AURY, JAEANYYEA B, AL, £, ¥, NBTF,

DEAZANROICHE, USTUKIY FY, 0150, bIE, SHYAOICL,

THE49] RIS 0] 0} S0iEt HRHOPHI2t SIS SOfE ERY0 PRI

QAR

O] AHS| S0i0] 7|913 HOIK| HAFN oL, HEYMNY Er

SAANZON 0] 12 HEE0I3! 3,1003 0ol DU B 5 0.5%

OMOPHA YRk 202 sl oSS ClgD 2,

‘T TSES, UEYE

(BE Y URNIA 01

~SIRE BS, A% AN 7Y

AR EDHY

- O, S0 : DBACISEE, INEE, DU

-2B: BUS, 1Y, 288

D 2 9

+IRIS0] 0] Of SORIA 3 SO BRERL, ¥RYES UE
QXIS EIAI 11 AS{HOJAT S0} Sk,

2N O 2YNZON BEANA0] LK 9sioz 303 el

0] 49| S0i2t= 2047} gorTh

-H(RIZYL HETISHS : 43P} 47t HIEUTL, (2 24 2
039/d, 03 8H1S)

Ox

d

g



< WHSAE : Ziaath YEiRY $AP7} B71k= 0] S27] SEENAD,
0] of SO{2IA} 5 52(0.19)2 T ORI 12(0.2%)01 255 HAMR|
OlA{EMAOIT|LION] Ei= SUaREN02 £or0] FXIFQC 539
B 3 3H2 UE M2 OISt EWAOIOLOM] S7I2 S,
gt go| Ext= Yo £X[7H BolERoU |27t HHEAN
HAsI=oL)
~ 29 \[H 5 ZAH 3}
BN 2E, SUEE OLILAANS
Q2P RE
322 EED8E
HUM Y B DURES
5) HI A SEMET, B IOLEH 45
6) L% 5 B471H 23 J13F, FEap|
- 3U AL S ZAF 2t
ZUOIA TUALE 215101 6 521 316479 BIXIE TIHOR HAISH Al
S ZAE QoA YHSS AnTA S} AEI0] 0.88%(28%/3,164%,
U2 HECE XSRS TF) 0.32%(102/3,1662,
1020), 5 0.229%(72/3,164%, 721), F2AH 0.06%(2%/3,1642, 22),
ILEEE, SYNS, AHRE, 98, ¥E3Y0lEld 37, 28, AL
JIEES, YREE, J1ASE, VIE, HIEY, A7IS2Y, MM A2
0.03%(14/3,164%, 124)012ICh. 0] o QIMNHUAS BiRE £ Sl
QA FERAUS YHB2 0.41%(13/3,1648, 1622
oixl2S(AAMoixS ZF) 0.19%(69/3,164%, 62), £8
0.13%(4%/3,164, 420), TZEHE, FUYS, ANRE, B3 olE
B, UREE, 71 242 0.03%(19/3,164%, 12)2 ZAEQICE 0] &
E0iEt Qo= HREX| o0, Ojust| 28 Rofilis B,
HISE, B4 242 0.03%(1/3,164F, 120)019420], 0} 3 QIHEAS
Ui+ Ol REIMNAIR! USRS HUNSORICY
5. AEdeNg
NZE H3H ¥ 28 BE 0lA : YHAX|QEMA 0 HEah= T2
YEE9| £0IZ AU, ZELE 0|uk|, ZELSH, LEYS SRt
Q= WA E= HHUEXE ZTINZ £ U= HAEILZ)G 0] 242
HISOIE A4S BEEEAE YT S0
T2 FUEAR|eL HEE0A 0f 40| HOY Zot 5= F7HE + Uk
3) 2lE : ACEXXICH 2SS HE FOiE A% EX 280 7ioHoR My,
SH0] LIERCH= 2ot Qlct 0] iM% 0f2fgt $40] 11 E8H
BUCAOZ 0] %4} 2F 9| HEF0)= PR Y=Ct
4) BIAHZ0|SH AFNEH
L2 QIXIQEIM 1f XsHriet HIARIZ01SM AGTIEH (0] 12 3713 0[4°)
OFALIRE, COX-2 K8HH]) BEA| TR0 247 B71E 2 ULk of2{st
ABYS SY AENENA F7HEC, TEd, XIZE AXE I 22
BN M[sS RUEZE e AYSI, E5 OE AQEM 1
Tolixler DRIZIKIZ 0] o9l YUHY X2 H|AHZ0|SY AGTSHON
Sl ofelfE ULk,
5) 7}t
0] o2 7175 NEAOA DDA B iRl WS $2 o Azist
S S22 K| YOI, 0f %] MALY OIZEL RIMH[AOH)/
MglOH)2I2} 58 SOIAl 71| HSISIR] QQ1Th 0] U2 cytochrome PAS)
NABI0) Ofs CHAREIX] 0D P45) EANE FEHS FX| Qi=Cl, M2tA
0 ZA0 s AMEAL, RE F= HAHE YBST 4BXES
OlRAEIX] S=Ct,
6. Y50 cit £of :
EfOF/ALM0} 01318 ¢ MUE : YR Y - AXIQEM AAHG
HMHOR NBai= ASS FO{oiT EfOILE A0S A4 U ARRI0] WAE
£ QLoD 0[2f8t A= QNQEM HEH S A(ACE: angiotensin converting
enzyme) MolKS B85t SAMT AR 4 ot £0F ut Aok,
Db QA AME o] HT, 2RI 288 Fs 2| SX(cloi0f it
AU 2, 37) S 2 - ARIQEM NABI] 21 2R3k YSE B,
MY, MA0rFE YRR, 2R F, 718 £2 t7iolE AR 9 Al
59 efot 3 Aot &40f Yoid 4= Uk EF Efofe] A71s Mt olsl
LY AT YRNASE B Hf UCL YHUABS MXHE,
SEHQIH 71%, T YREHSD 0| It 5t oEmlo] AL YIS
oL, Dj&0p 4, XY YSEX, /Y SYREE B0 b Uct
0[2{5} OISR M 17j0]2t Ftel= XIZU0IMC oS Lo o3l
il 21 2= oIC HOrRt EO7F QAL 17]0] StaH QIXIQEIM | $-85]
LN =28 Z YR HIEA] Hof RIS YR} ST}, T2{LE ST}
AN S mjol= K5 B We| 2Xlo 88 SHES 8o} 8ich, =8A
QIXIQEM | +8H UEH 0= MeE AB0| Qg AL HYY
QU = 31 2 0J5l2 LU= Tk 0] Wik ERofo] CHE N 0]
ZXBITHE ARE A0 L2IZ00F 5101, KSZQ! 2ST ZAR A4l
SHES TotsHof B,
YUAF0] LERIY, YRo] 42 T8 8t Z9E Hesin: 2R
EE2 U000} BiCt. YN F0] TRIM SEAEHAZHAHContraction
Stress Testing), HI55t2A Non-stress Test) 22 MS0j8y Z2m

(Biophysical Profiling) S ZANE BESHA| 8 4 Qlct. SIXIZt B0
010} Hi7|ofX Hoj7 LS 0l20E Y2IATO] LIEIR] oS 4 ULt
X3 LA QIXIQEIM § A Zglofo] L& H0| o= R0l ZR0=
XEel, QFUA Y DUSHZR0| U=X| HUSIA TG00} St 219
QUL HH0| AUCID HYT MFAZTY X0 MES MOF BiC}
MERSS B=AP|T, MolE M7I5E tiilel7] Sd nEEolLt RAE
2290
O k2 UAMEH F0i5H QI &2 QiCt. 0] 242 1000 m/kg/day (HHITIE
g Yool 7iIF0R & 1 A Htf S0l BHY (MRHD : maximum
recommended human dose)2] 2400H)74X] Y415 SHEH Z72 F0i8t
A9t AMS EN0IA | mg/kg/day(AMZ &/Th £ ARES BEh o
£2 82 EN0Ms RANZ0|SE EjorU|) oft HEe Wt &
QUS| S0IS WO 27 |FM BREIN I 2L HEWA,
1.6mg/kg/day0ty 8 F0| Al A77I0] 4 A2l HE, HIZE7P RANC2
ZAEQID, WASHHOl ZRAH TYsk= Al7|7F XINEIU O (RHF
Ha, off L7 U X, 8% H0| Ue X, 18 28], =HE 88 89
XiH), 8mg/kg/day 014 8 F0{ Aoz A129| 0[ WHo| SEOZXOZ
BIHCL HENA LMEH| HE0| HEEX| Y= UL 0.3mg/kg/day2,
Oli= ALZ Z{rH £0{ AZ20! 40mg/day2] 2 1/10 O[T,

7. 2-950] st 201
NN 22 IFSEX 687 LeH UK gou, HEY Fe
Qe 552 O[S HOMA o[4Sl LIElY JHs o] glet2
SRR0A 0] 4o ZRHES 1sIBAM £38 BXEAL 0 & F0IE
FX[cto{of Btct,

8, 20}0] CifEt 20
2010 CHEH RN U 2542 S|0] UX| ULk

9, TR Lt 201
TER #A S F2 SXi0] s 654 O[ATS] 11 BRIOA EPEAIENsteady
state)OllAl AUCTH 33% Z7151T, 754 Ol TE SXI0A 44%7t
B7ts1%ct,

9. 21 SOJAl2) RX|
Aol A=) tist A2 SHE0] Tk BTEE02 lol 7HY Hitts
LELE: 342 XEY, S22 Solo 2uUSEY X50] Yolle
ZRE MU0 L8E L QILL ZEHMELA0 Ui ZR, 20) i
HIXOI XSS AJHEH0} SiCE, 0/0f0] EUREMOR HAZEAl= YA
QU R,

10.7[E}
0] o2 HEMA 237IK| A75 32 T YL LIEILIX] QUTt Z0)
MES2H2000 mg/kg/day)2 W] G el I3 7IFCR 2 0, Al &
S0] HHQ! 40mg/day2| 480 L 1000mg/kg/day(MRDHS] & 120uH)
SHNX| F013H, p53 S0IR DILACAL] 674 ZOINET Hras? HETE
D}RA0MC| I FO04A3 ), 0] 0] Wot Hif= LIEHX] YUCH
SUHAEHEAYT SEAE in vitro A2} HAE] HHOIYE HEXS
H&(Syrian hamster embryo cell transformation assay) 2 S0/,
HIE|2{0t #0121 Al&{Ames testOIME RU=HY B2 BOIX| ¥UCL
3L}, & %2 B in vitoWlA BiYEH MR (Chinese hamster lung)OiAl2]
GMF HOIE 7ML, F U2 T8l in vito DIRA YIS AIF0IA
EOE 7[LIOMR] ol TS S48 LIEIHICE SOAIE HiSAZS 2000
mg/kgHx] ZT S0i3E If, MutaMouse T} MEOA in vivo EXHO|
N OIRA 220009 AMQEE S-5l= A 2T SHS LIELQID,
(BUAMER AIEEHR| 2UR)
0f 9k 1000mg/kg/day2l % (MRDHS! 240812 472 20| 95H,
AT 230 SOIE MRS AI-OA, HES| FEISH0IME BBk DIRIK

R,
[Z2el] 0, 308
[xEdd] 71287, de(-50)En

X2 ARFES YASH BAMAIS Ut HB0I0] SHAHUKIYSITA| ABIKEY
SHZ7RE0H 24 BARIS 4 QALICE Blof 7RI Al ABIREY [BI10] AL
BE - U EE Q28 ME20| YiE F20E TYNE Edto] m83Y
=103

* HPEME 70| 74X 9D, 9orEN} S HRSIIAL,

® 718 A2 N HIBAEAO LIS & 2 HIZ0] TSt HeE AR QRIEANIE
{nitp://ezdrug.mids.gokr) = AL EHOIK](http://www, dipharm.coke)OAf
20I5H 4 QL

*HIS0| Wt ARAIS SHHIAF) LABIKFAEA(=080-777-5678: 241Xt
23 BH)2 FOFMAR,

HTA 2T 7 o 2013, 06. 14

Next EARICF
SR U B30



	IN_2011022200007_1P_00.tif
	IN_2011022200007_2P_00.tif

