B1-selective antagonist

o E SAENZHYIIE
I_ ."l I"850mg KGMPEZXHYA

of &
(OIEI=E) EETESRT
[ EERCE SRR
Ot ZE(KP) 50mg

WK : BN 28 e BN
uss -84 Y U
ngY - 8%
1. o8y
Mol x3/g2 olH=E2A 1Y 18] 50mg, B= Ei= Ol=A|(RI0MXA)2t €8 FrEoistn, 1~2F Lo St
LHE|R| 42 F 12 18] 100mgE £ SOt 12 100mgoly ZntstA| P=Ck.
2. 843
0] 9fe2 A 1 100mge 1~23| 28 Fofsle 12 100mgol&S ZHsIX| b=t
3. AoNEx}

3zote|d HAB(mL/min/1.73m?) g4
15~35 14 50mg
(15 19 256mg £ 28 50mg
A, ZH0T el S=0] e,

BARZ Y| FoJArE
1. Ct2 Extol= Fofstx] 2 A,
1) 0] 2] FHE = HIHAO| 2ARIS0| U= A
2) 39 71Ex| MA| ot My HEE Ext
3) Yy AEMS, tAY MB Xt
4) N2(45bpmoO|stel X3t SAW) HHUSE(Q, 3), SWEE &X}
5) &Iy & Etxt
6) Hugefol ot LAURM Ext
7) 289 MEH Ext
£39 Ny #xt
F39 Yz St
B7|sHuSRE Ext
11) 0] 2foll ofs ZLYMS=S0| Lol 4 QU= EAt
12) AIZEX| Y2 IETSYMZS Ext
13) 0| A2 RYS &Rsln Yooz, LHEQA ElM(galactose intolerance), Lapp REEHEA ZE
Z(Lapp lactase deficiency) £ Z=-ZAERA E4H0l(glucose-galactose malabsorption)
S |REXQI ZA7t e EXloIAlE FofotH of Eot
2. 39 #xloll= MES| FoiE A
1) 7[2RIHA], 7[2RIZRI0| Qold 4 QU= ANBES S0l ol 7[AXEYHE BEsl= & LS5 Foigict)
2) S84 HEX0| Yold 4 U= HAHBES RS T .
3) B4 MEEE, 2Ho0| 2528 Yty U F7IZt BA Mol ERHNEY B4S Yo7py| g1
SA0| ZR0x|7| 4202 IR0 Ftct)
4) 39| 7t Azof &zt
5) IEZSIMMEES S o -AITHHE YESCH)
6) DHIHMEZN FOIE AIZIBICE)
3. Ol
1) U5 : Mg LA, 72E S0| LIEtE 4+ U2 0[2{8 0= R0 FXIGTE £
Lt FE2{7| 22 DIHZ0| LI 4 Uk
2) = : p-AIH ROlA| =E2H| 24 50| LEHTHs 17t Qlona oj2idt FR0= R0E FXISC
3 A-ENE 5 AZTOH, AR} LIERE £ QI
3) &I : E5HAl MY, £243, HiHE MAT, MEHISH, SRAUY, HEY, AXLY, YUEE =
24 SYEE, 71FY MY, 083, 4R S0l LEfE £ ot Z440] 52 Exiel Z ¥
E, 2ty ol 3ol BA0| LIRS & Qloh
FAAHA - B2 7129 Hal AF, Aoyt #, OE p -AITHHoIN EnE R0l +HA, HHE
352, olx2ig, 7|2y 2, 2Y, £3, S2 S, 28, 0/1F, 01§, IZ, FHY, B, £§,
#Zolys, QAAlFol S0l LIEtE 4 ct
5) As7|A| : YEEol, S8 72, 7%, 7E, AREZ| SRz HAL {2 H, HH| 28 50| LEY £ ok
6) 38717, 8% ¥ 34 : 52/ MY, ST, 718X dH 50| LEHE £ Utk =271 712X A 2=
4| H2jo| U= BxolA 712X HZ0| LAE & Ar
7) 2 - I E AST, ALTS| 4% 80| LiEte 4 qlen, =87 7l HESAIE 286 2t=40]
Huamct
8) A& : E87 BUN, Za0tE|Ho| 45 S0| LIEfd & Qck,
9) & & ma}: mZ, AN E= AMY 0|F, 2RE0| LIENE & UCt E8A FE2i7|7t e & ok
10) © o D : R AR ZAS
1) 44 - w718
12) 716t : ME ofu|Z, 85 - L2y 85, S2A L3t 43t dl EMAoD|LIOM | 57t S0| LIEFE
4 ok, E5t 2 nX|8E, T8Y, 1A8ES CPKO A S0| LIERE & Qlot &3i&A (Antinuclear
Antibodies)®| 717+ BE Ht QOLL, 0fof e UMK HAN2 2HGIA| ict,
13) B-RIEHOIA CHZ2t Z2 O|AfEtZ0| HuElof QIct
O 8% : FUYTE, HELAEPAY 2H FATAAY it
@ 2y27| : MM, SRFH, Y
U S zefsls 719X 28, NS, B2, X9 HHof AFt 719N S45F,
712t 7198, TR 2zt B2t ot 2 SQHE, MAPMYO #Y ZA
@ A3t7|A : F7iat SUSHNS, SN hEH
© 7It : 719N 2z HIZLY, Sy 2z 3
4. Yt Fo|
1) H7IR0Al A5 ZAHLEE St MMz, XM §)& F7I%oz firt S5 MY I MEUS Yo7 ZR
= dE7L RUHE BXIBICH 8 275, AUIs, UL Sofl Folstct
2) UR7| ROE FX[otoiM= OtUEH, £ SX|Adl= 7L0M 14Y9] 2tzig S0 MEXo=Z 2okt
Y NEAE Exl A2 S| ZAS H X|H0} B, RABIEE(FMZZIHEE)S F0iFY Hal
o BxZN UAP7| ROE BXHS 0 FH0| AstE|7iLt A2 HMES Lol Fai7t BuEo] Yes
20| TR Y0z MMs| UHStHM BEHS S&a| Bt oM XA| 0] FO0E SX[otX| Y& Fo
B, E5t HAS 09l9] Mg, oS SH SAUo| FoiE FR0|= S5| TR AoiM= A%t Zo| FoISich
&2 A0l U= Ext=, HEL XITH XIZE 24417 Mol ZHHOF BTt HERIEH £ SHof o2
UYL KEQZO Bot= WY SXtof o2t BB HIEH XTR R0iE ALsle R, negative
inotropic activityZt 12| 2= DHHIE A8SIH M2 AXSl LS 2|Astsfof Btch DIFAZ B30l
A= OIEZM FYUFAL £0{E Ssl0] &S 258 + Urk
4) ofx|2120| LIEtd 4 282 0] A2 ToiFY ExHES| FOXI|)= ASA 2% § A#O| ftzl= 7|
AZZE oK YTF FoIsih
5) o—-8Xot HHUE BSY HHpFo2 Q5

4 glonz Folaitt

8)
9)
10)

£
&
o
N
nm
o
1>
>
=
lo
O
lo
oln
=
op
ol
4m
2
o
e

30|

1=

o 0%

lol= e

2

Hon Ofy QU

@

Al
o

0|

ok
o

i3}

ol

I_
rir
[
1>
Ol
T
Lal

20| St XISARZI0| B7tE

6) RE7I0IAS) Ol4HIS ThR0] YHBS(E) SRl Zofsict

7) HEEB0 o3t 54, S5 Yg 2w 4 Yoma Fofsict

8) § —IEHE 2NAISETBY| B34S 2HE 4 ok, 1202 24N BS5 BA0 U] S0iE 5
R3S 1 FY0| et 4 ooz Foo| Wes A0|= M AN B8 BT,

o) oiE8isiol Ago2 Mgl 248 4 At S8 Nui80| 2AE HE2 SN0/ ANl 8 2
2 4 9tk 0] 43 Sofet ExtolA %2 AstB0] JIolsts N0l Lehts 32 2 #Xl0l Alugol
Ol 50~550pmO[3H2 IRl AL0H= S ZAAIZOF Bk

10) Clet 2el=20f chiol OLIBEAALSS Hol= a8 JHI SR £0i8 Z20l= oS A
0l Uetd + 9lck. olefe X 2al=| AgS X2s| 9lsi0) Soist olsadEol Yl

ol 832 Uiehix| 948 + ok

1) of 2 1% Saf sAel7| th2ol, Zelofeld B0l 35mL/min/tIme0l312! K] 29 S &
ofof 3ict,

12) MRAER(3) AL By HERS B2 OiXls 80| Hg 4 You, DE et KEHs

A AR0l B8 NA NSt Bsfe| 22 B, Tl Jle HitE B0l £01E Sefof sick. of
o 01950 ZAI0E 0f o] ARE Foi8 31T, Gz, JI= NI F7Pt HAER 2o 4 o
ouf, BES MRl oA JIBKIAEHE MBS0l R2Y 4 ok

ysug

nE

O rE

o
)&
=
oX
>
i
12

Hot= ChE MAMEMET S)2F HRF0Al AYAXE doZ 4 Y02 A= &

2) olcERI 22 @AY SEHelel $SEN o p-RTHlol 1t 23

3 120/t 378 Py XA Y8l 0 %S| BeYs Mol 538
E35| 41y 348 2ug 4 U,

4) ZePFA SN, EoR S0t BTN 4550|528 4 U,
244 5 YA R0l Bl 5 -HENE LY, DEOPT 22 252 PAR
3 0|

og
)

ot WBEOA| £33 24 Fapt ZLE £ 9lom, 0|2 25t 55 ME , A

T QIch g -RITHH| E= ZAZEA F0 5T 5 48A12H O|Lof CI2 AS(ZLELEA E=

BFASIOME QHEILY

22L|H YL 22U F05X| £ 0| %49 2HiRE B0 FLE

i 22 224U Fof FHshy| WM g -XHHE F01FX(51010)

N2 R0 E0E mi= 22LIH R0E FXl5te $UTY) HE HAS

2UHo| Huge )

6) ClAmatnlELt FHLUT 2 Class | £XW X|2H), Ol0|]2CHE, T270l0ja|s, OfxLUn HEEOA| A
8 HE Azt 571 4 28 253 LA, 2= 4IISARI} LE £ Qlon2 ARS= § M3 SoEth

7) 0] %42 ROIEQI ExloiA DHHRIE ABE A Mol WAMZANE Yo 4 qlona Fodirt oty
ot oMol o] 2ol 28 ArdS Lzioksin, TtsE £53 24 BHTIL X2 0iHNE Mestolof Sk
B -AITHHIS OHEIRIS HEE A2 HIAY Hitto] Ualeln MU HFMO| F7tE 4 ot F AXIE
do & 9l= DHRIE misor Stch,

8) Cls|=2 02|t AS(LHCIE S)2o| YBR0= NEUY HHHS FIIAI7|T HAZIQ! Aol ExtollA
ARmg gozl 4 Qi

9) CI7|Z2IANNE p-RITtH|2t WEHIH HAMEAIZIS HFAIZL £ QUCt

10) Z2AERZ2H B4 ARF(OIFL2H, =mEMM S)oto] HEFOUA| p-RITHH|S| HAZSIRIBS HAN
2 4 ek

1) AHE[Z2t HBF0IA| 0] o] BESEE F7IAZ £ Q.

AL Y 2[R0 i £0f

1) LAIZO| Rojof ChSt OHMMR SIRYE(X| piton2 B i UMD S THSHO| Us B
o goldo| YEMS Mastrtn THEE R0 FofSic p -RIT
PO X2 AL, D|SEY, ZHE0S 0F7|3 2 Ut

2) 0] %2 Efttels Sutstn, SE SN ASECE YN ZAET|0f 0] A2 Fofst YYAHS S bt
oM, Efot 240| Jk5 S HiHE 4 elct

3) 2RE0=29 0|%0] EnE U222 £3F0= FOE Ilstn £S0IE A0 £+RE ST

4) 28t £= 23 501 £0l0] 0] o2 288 A AMotolA XEFS0ILt MYl 3ol

Aotoj| Chet £o0f

Aotof it OHHMR H2llo] UR| YLt

O

ot 22UEI YEEH
2L Foisict g -3t
-AITHE ROfRlLt (2

ok

ul
o T 4>
= il

24

N

8. nYxioll chet =
DYAE O A2 FAste] MEHUM RUHE AlZists S 2xtel YES HEGHHA MS3| ROf3i,
1) YutsoZ Tl A=t EYshs HiEEloK| YCt (3N S0l UEre 4+ Qct)

2) F0| WRdt FL0l= MM5| AT
. BFF0AIQ A
LYROAl MY, 4 NEH, MY, 7|2X|FH, NG| LIEE + olom,
TSRS FOZA BECL ASD| AIY, BYH, ASHHE FOGI0 U420 45 Mo, HELY 42
X|Zot7| flstol 2 E= SIYUBHE MBS, BUTY E= HYARE ALY +& Tk A MYof
= ZUOIERT 1~2mgS FUFAlSHH, LRA 22712 10mgS 15| Y22 FYUFABICE LRA| 0[5 B
S57Lt B30] mat 22742E MY 1~10mg HY FUFARICH S2II20) WE0] YL, 2RHEE 0f
& =+ Y2 R 4 55940 FMo|An2HRE £7| Fof 254, FMR2AZ L 0.5mg E= =REH
2.5~10u/kg/2E MMo| PUFASICE =HERIQ 53 £t Ao 50l NEYM 2 Y2HE A
28 4 ok 1 R0iE 32 Y7|E ERENIO Yoz p -RITHC| HEENE ATAIIE A2 252Y
4 qlonz §xtol YYEi0] o2t BRA| ZFTICL JIBX|FH2 BE J|HXAIYH(Ot0| L, FitojAn
2H2= = OERT)ZM X2 4 U0k HEY0| UEUE 42 Z=ES FUFARICH
10. 22 U HF Y9 FoIME
1) Of2iojo) £0] EX| o RO 2 A
2) T2 &710] Hof EE A2 AlDEQI0] Lt SERXH0A HIZESH| o2 08 F9
3) 25°COIYOIN 2RHR| S Fog 2

©

0243t FR0l= FOE SXIst

oo
W -on

2

ot

BXBYY : 7|27, H2(1~30T)2H

ALY : MEU2RE 3074

WEZERY | TR

BE[ZTONR} © (F)EIZPH0[HA (F7|= QHIAl BT AT268HZ 58 (2XIS)

YYnst ATEY H|Y

HIZIHoIg A

27| oHtAl Cey AChRe8H 58

% QOE2 oA = ALY RO T2t ALSSHA|LL, O20[9] 20| ZR| BA| 2251010} BLICY.
# 2 Y%AE2 AT HIUE|7|Z(KGMP) HAYURA M H o0 25t SHAY S Dot AFYUC
# TUA MBI EE REIIH0| FREUAL HE - HI - QALALL 24T AUF2 SYAHHAE LA

(hHIR ZYHEIIZ)Y O, PUE %= U AUE BUAXE S 08 L + UFUD

¥ O%Z 20IMY U JIEF AN B A UEH 2 = ReQIA%T MY (hitp://drug.mids.go.kr)S A%EF FEE HASM Q.
# HR MO JIME K| g2 FAE0| UEt Z2 QAL A EE BHROGF M BRI (QAFRAAR 2 1)0f

L2 FA 7| HRLIC

% O] HEEMY NFY 0|5 HAE LI 02)3463-71110| Lt www.etexpharm.com Ol A 2018 4 QU&LICE

HEY: 2013.11. 20
AET01-131120-03



