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[HRGEUEH 1B 3

- 20{|0]HE 5mg

QEHE 2R HLPMSAMEET) s 50mg

-7|Ef H7HH| : AB|OL2ADL L&, @UtEEto| - 2H4(03B52293), AE1500, REH|E
HIIH(SEREYE) BRI 29 2])

- 20{|0]H|E 10mg

QEHE: SRIHLIMNSAMEET) i 10.0mg

-7|EHATLH : AB[OF2 AL &, Q=20 2 E4(03B640016), AEY1500, BEH|E
RS ERANE) TR 29 28]

4 4]
- 2001 Smg: H2 =2 ¥ UEIYFH
- 0|0jHIE 10mg: 2 ZE4 AE WEILEA

[ 23]
oty b4, ke, QWY 22 D0 YYE S49 K=

[8'4-83]

S4 MoK T A= BHSHORM SmgS 19 18] SOIBICE WOt A2 12 18] A/tf 10mg

T BEE &+ UL 0] o2 ML S S8Y £ ACH St B BHHO A7| = F it

Ch39| #xiol7l= 8- 8o THO| YASICL

1. MEOHEXL B Y S5 MEOHERHcreatinine clearance>30ml/min)2| ¢ S-S =FE LRIt
gict. 252 MEolEAHcreatinine clearance<30ml/min)e] 2L AZst £0{7t TQEHH 1Y 13]
5mgS £ISIA| RF Bt

2. 2E oA 25 PHolgAte] He Y XEE WAL flCh F5 & 2 AHChild-Pugh
S3B)9 F2 AFEE Foi7t Ut 12 18 Smge £36iX| Y= Bt

3. 224t cytochrome P450 3A4(CYP3A4) KAHRIS Fof6t 2 o= #XL: H|ETLLE Fi= CHE 223t
CYP3A4 X8R (0]]: 2| ELHH|0f, AT|LIHOf, O| EBIALIE)E Fost Y= BHAte] AL 1Y Hof
822 SmgQ R RHFICh

[M84de] FelAre]

1.CHS BXol Al ROiSHAI 2 2

1) X T SHo| =Rt

2) Z54 Ai2EE TEs 50| F AeiE otEl #xt

355255 iyt

4 HOZ =L Hxt

5) 0] o A= 0] o0l BRE 20 Trelao| Ui B3t

6) o=~ Zol Bt

7) S59| ZHOIERHChild-Pugh S3C)

8) 59| o EA0[HL ZEE 7HElof EX0|HA Z= S CYP3A4 KA (0] : AEDLIE)E
Sofen gl g

9) ZRAEQA L4, Lapp REEHEA B, EEL- LT oA BAT0o} 22 SHE0I 2HS
IhE et

2.CHR BRI 158 Eoig A

1) @RS $fE0] U= HAE WS Bt

2) SR T TSR

3) AET 254 AAo| oMol = sxt

4) 559 MFohEXHcreatinine clearance<30ml/min) : 12 A8 5mgS Zusi M CHEICE

5) ZS=9| ZHotRHChild-Pugh S2B): 1Y 2{tf8% 5Smgs XafsiAl= QHEICE

6) 228 CYP3A4 A3 R (0] : AEDLIE)E WEF0IB EXt

7) YESILIOHEMEE, hiatus hernia) XL HAEHR BX U AT HS AOF| AL AStAIY 4+ U=
HIAZAZL|O|ES} 22 o2 Ml ToiFel &z}

8 A2 YS Ext
30|48

1) =AM EOlA 2TH o 4HS

D9, AATHE AEE S 1,811H2] BXLof it 0] ofo| QNS WISl R AT AR
Ol$== O 42 FHAX, HH|, OIS (ZHO|4), RA R, QT AZO(CH 0] oF2 FojE2

BXS0|A 2E The Etoly

Hioo
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TYUZY (o0 0| £ J1X| 0| 4EHS e WHER Smg

0120l b3 10mg SO{Z0 A Tl ELUCE 4219] 125 O[5 WH Y4 AIHol| A 321<] SiF2E Soit
O 41H30] AAUM, 2F 0] of 10mge SO BXJoI A LIEHLCHCHH A 17, ZET4, 12,
TEY 121). ol SUHAIEOIA SO 0|4 ekg 2] HAHIZ2 2%t
0| 2t Smge SO BRI A SHNFHYLE 1210] H DL 0] 242 127 Sot S H2 B0l

etolugel wHgT SEEE 0| o 12

=505

22 Stxiet ]|

KASIZC.

OlsI80= ol o] obg FEISH Bl 7FE BBt 1912 RUAKR L 5%RC 10%, TR, HofhE
SIALAEOIA| O] ©f Smg Ei= 10mg 12 18] S0fk2 2hxjol o o132t zet A1aiglo] #iof2of s
0| G 1 19 014 st ol 2 [E1]a ek,

[ 1] /32 4AHOIA fiohart 82 1904 st olyutg

osee, o0 o | aEELIANNG | RHLNSH
(1,216%) Smg (578%) 10mg (1,233%)

OfAtghg 0| BhAst BhX} 4 6349 2659 739
A

RCTAE 42 109 2756

iy 29 54 134

o4l 20 17 33

A8 10 14 39

4558 10 19 12

FENOS 09 02 11
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2E22INOS 28 28 48

AIEZAR} 13 22 09

218 NOS 10 03 L1
FAuFA

oxEE 18 19 18

2B5NOS 08 12 08
Azlo8
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SFIZE NOS 06 03 16
Mg =7 H|

eHE 06 0 14
el @ Fojsg)

SREE 0.7 03 L1

nz L1l 10 21
5714

L] 02 | 02 L1
e

gl 06 | 14 05

* NOS : not otherwise specified(TH2
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2) S AYAEO|H 2 s ojalitg
SLHolA 2AE PR, ol EUY, SEIZE TIZ, I 4AES S 35482 Extol it OHYS
YIISIACE. 0] o2 S0 BRSO Hufl J1 Eft 0| 4S8R FAAZ, AloFS, HHIC
QAT A} HHEI0| 296014 AT 0| MRS 2 [ 2]} AT}

[ 2] SLHALATHIA 29014 WPt 0| HutS

olare, (%) EEZH | SEHUASANY | SRiEUAsMAY
’ (118%) 5mg (118%) 10mg (118%)
Ol 4fetgo] L4ligt #xt 599 499 724
HgEA
TEU=E 18.6 7.6 195
| 25 6.8 144
42883 17 25 34
AERE 0.9 17 34
AAof4
Aopsg 102 136 170
QHLAZE NOS 25 0.0 09
MU H=7 A
Hi 51 09 5.1
Q&L 25 25 25
WISEE 'EQ%!OI 253 25 09 09
L7, vesical tenesmus)
iy |
a3 17 25 17
QUEY 25 0.9 09
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3) oMl Al 2 FE
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O FF7IA: HaEl
® B : OfLFHZA|A EhS
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4T AT E FA
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QIFRAIS BRI & Sl ASRHULS WHE S 11.46%(987/8,616F) [1,11921] 2 EnEQICH
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Wy A2 0] of0| £0IE STHotn EFot X2 W HAIS Hsfor oirt
3) 0] 242 F0] W2 TG BXI0H|A|A| OHFHZEA|A HHZO] H | OILFLIZIAIA HHS0| LIEK-t BRLO)
A2 0] 90| RO{E STt H A X|2 /= KIS FsHof St
4) 0] o2 F0i6t7] Fof| Hlix o] CHE YQIS(0 : AR, AZI2Hofl Chisf Al = H7}=|ofof pict,
QEAYHO| US FL0l=HEH GRXZE AAHof St
5) HZOIM Hlix 2 TEE M BXjol A2 OHH Y 9l RE M SRlE Ht glrt
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7) 2 ¥22IY ASEX 0 ool Ao AlokSE, B, W27t =8| LI + Yoo 2H U I|H
ZE S| BEE o2 0/H 4 Urt
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MEEE R e
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2 QICL 0| 29 |2 E FEe F OIE YZAUY ASE XSS F2 o 15 Ho 4717t
Zasich 221 84 5% W8 F0{E F2 0| el X EF 7t AAH & ULt
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2) YSSHEH YA
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2C19,2D6, 3A45 A BYStX] UL Li2tAl, 0] 2 0|23t CYP B0 Qo AR = ofZ0| W42

(clearance)2 HatA|7|X| Qb2 A Lk

3) 0l ofe] FE S0l st C}E AIES0| Y

@ 0l 2F2 CYP3A40]| 2/3i] CHAHEICY 21213t CYP3A4 XdR| Q! | E3LLE 200mg/dayS W& Folgt
F2 0] 9o AUCE 28 F71=|% 2, AIETLHE 400mg/dayS Foi3t A0l = 0] ko] AUC7H
34l S7IE|ACE Tt A EZLIE Fi= CHE 2243 CYP3A4 KSHX (01 : 2IEL|of, dim|Lp|of,
O|E2}ALIE)E o] ofat H ] Fofsh= 2201 0] 99 1Y HCHRES SmgO = Aeteok BiCt.
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2ofof Bick,
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9. 2tz R0 A2 HA|
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2) SOl A 2 R01El Of O] A|THB-2 517 S0t 280mgOI ALt 2 Al+EL| WSt AYOL
2 WO 8Kl ATk
3) 0| ofe] Zz EOA|olli= F B2 K| 26{OF BTt
LAHHE HAE 4= YOL TEE G 5K = LOLOf BiCt
4)CHE FERUY FESHY NYT0A| U Y2 OIS ZO| K K[BiT
O350 534 922 2aH0l - 8, F=E BE)7H BAE FR0= I ZAE D9 E=F1HER
X|=etch.
@3 A A= ZE0| YojLt= FR0= HECO[OFR| HA ofER K| 2Tt
@TERVTY Fo0l= 3=EE HAE
@ QY2 HIERAICHR|2 A 23T
® 2R = IEENAYCZ 23
© S3M= U272 FotHOZ X| 26t FXHE ralol| LA BiLt
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QT 7142 ABAFI= RO = YT 20 WREO) U HEEH H2(0]: 4T3Y, RYY, 88
HHEH)0| A= Bxtoll A SE3t Fol7t Wasict.
10. 24ESSYNE B

11 7|}

1) 0l 22 Lk MM KT E4E LIEIHX] YRUTEH: Salmonella typhimurium E& Escherichiacoli
£ 0|33 EAHOIAE, Azt WEEH AT A ZollM HUHOIYAIE S HIQAAE, A= A8AE S
HiAE

2) 0f 2k2 2331 43 OFPAMA 200mg/kg/day(# chel 4 AT ZHMRHD] S| 5t X 9tiof {FdH=
S| 10452t Foid Z U 30 243 04| 22} 20, 15mg/kg/day(MRHDS) 164 02ty
siEsts SRl 104 F7t S0i3 3L, ZUQ| S7h= LIEHX] SACH

3) 0| 22 4312 2171 02 A0| Al 250mg /kg/day(MRHDS] 13t D2tol s Séhs 83), 234 A=olA|
50mg/kg/day(MRHDS| 141 D 2tofl 3= 8), 23! HE0A 100mg/kg/day(MRHDS] 1.74H0]
st 8)2 R0t 232 4AlG, DEiE, £7IbHE Yol FES 0|AIX| FACL

10. 2 AESEHAH FER

7k MBS a|m|LE Al AL A 10U2] 1 (2|E AR 9E) at CHZ O HIA|AIo1- 102 2| 2 (3tH=orA
SRAR MRS 2X2 WAAF QR 2} 1YY ZZE Mol0|A| 35 Al 3] 27 R0{6t] 390 HE
22[HLHAS FHet Ft, B I YIS K (AUC, Crod B 211 HBIS10] 2|42 SIS of, B2
*t2] 90% 42| 7240] log 080l M log 1.25 0|2 A YESIF o2 S5 YFSIRICE

Blimb:pl = Hagoys
TE AUCo 160t Crnax
(ng-hr/mL) (ng/mL) Tras(hr) tuzfhr)
HlAIA01E 102 2 5.00
ESS . 14236. 11£3, 85114,
PES (Rotaa A e | 37163 | JALIEITS | 0 gy | 4985E1403
g gFimUdSAMEE 5.00
1082 3| ARIoH) 652412147 | 12231261 (3.008.00) 48.60112.26
90% &2 log0.8600 | log0.8396 B
(7% :log 0.8~ log 1.25) ~0.9363 ~0.9190

{AUC:, Cmax, vz ; BT T EEHRL, Trag ZY7U(HR), n=39)

AUC:: FOAIZIRE HFRBEE HYAHIMRIS Es-AZLTHoIHY
Cra: M DESET

Trax: S| TEBEE TR

tya: T A IZPY|
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k)2l HIZHE EE ooFZorHLI} https://nedrug.mfds.go.kr)S S3 20I5HA 4 QALICE
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