YA HEootE
h:HI'E|3_5mg (U2 C| T AlAA) 2251014

[#2oE 3 #glo o185

SHE | Y2 CIHHAMH(USP) 6. 944mg(°*i|1|11\0§)\‘| 5mg)
ADIHUIE) | DHIRECA, DAONSATS, AHORMI IS, HESRISHUSE, SROISHONETL
[44]

#449| L2t K|

3o

[
1. T2, DS TNHYEIIHHAS) EE BYHI0 HUR HULEOIBHDI I3 TYHEE
2 BASUATISIO0| 01T SXIR AISFO| GILE AIBEEZ0] 40% 0J2H0] Ofd 2iRfe)

Aol O*itlll\oi)# 19 18| bng2 Z7E0I5HH &l U0l T2t 12 21 10ng7HK| S&e =+ AEUC
g, S0 Mt Kol SHEU.

3, 5o

(A8l FonE ]
1. LH2 EXl0flE FOGHA| OFYAIL.

1) 0| of E= 2 Cs|E2 12| AS(J2 0TS Cls|=2mf2|HA ZarfERITH0|TH H2US2| HHO| Q= Bt
2) 9% EE ANGH IS 50| i HOL 498
3) 539 21530 B

) —J [Hgnﬂnroix}x qx}
)
}

UHHAS
& #n
=3

3. O[S
1) QRCIHS Lop0
oHA: £X
OFA 2, B5
o)q%u ‘-)\ \ém

I
n
=]
n
o2

o
g
0z
ol
rio
>
=2
=y
ﬁuﬂ
40
12
L
I->|

ULAHOIAL 71 E5hA LEH 0|HtE2 T3 25U

o

ORBIA; S5 9_M

RIUAEOIN O] 90} ol o pole MBS Ojge MRS e
D A® % 835 58 S AYS oyuse tias 2t
OF: 221, HelZ, £, MBO| B7/2A
O HE, HHel
OB B AENZ: 2IMET, Z2ARH/H20LY, BENZYS, A4, 020}, T

|
x,
O NI W17 IS0, 0113 S
AS7f: Bl e, TYE, ASEH(QIY), K12 HIS, HAY, 78
o[H)\}/cnot- Ink=1=1

o= #ES, 9F, 288, 28
OO 3 I HEPHAS SHAMZIAZ

OFLA: =2, 7|2tHat

03E/: 71, 228, HIY

OL|R/SLT|A: §L, TIBhs, A, IS Hall S22
OAZI |7 0NN 2217+, A0

OH|'=7|A: Hi=BI= S7}, B =0, Ot D

OUEEA: 1% §S l8A%S] ME SO e CEA HusSion, 0/50 (2 S HESALD B0 SRLC Asl 528 9
FB0I215H 2% Z20ME AROH of ARH GEH0] ITHT HnEloioL, (RS Be Z90MS YRCHI] olnkaz ZHaEL
OES 25, WA, HUTE CRNEHS Eas 932 [p1S0] SISl

3) LIZ 272 MaAROIAe} OR7IXI2, TS0 0jiS 0| S27) B Isigis| 0150] JIFLEOR 013t 219IX| 420] of3t HoIRl= 7S
o 2 GOIALICE N2, SR, 4 NSNS T3, 85
4) 716} CIS 3 22 0}HIZ0| BEgsLT
O NEEVI: LUIZ P93, SUSS Cr Yuss, S| 2L SO et 4 AU
0 A8tz oS, HAl, e u, Hi
0 IjE: CE2H MESES BIEAF 1RIA x|
0 J[EF: W2 £, 22, LIRS, 419150
4. guExol
1) ARFSERI0] i3t E0] : 524 HOI0] gi= NYHA I, VSTl AR XS0 SR CIEIS B7|7h AOIEAB(PRAISE-2)0IA Y2CIHS
9Iot} BA| ET0] a20] ROKOI X017} SISV E7ot HE B0 3719 1RI0| ASIELCE
2) 27l £A8H0] Ujet £0f RE 2 antagonist9} DD LIS w1217 | 217 EMEROIA Z0fon, Ol BK0] e Haigae
BER 4918LIT 12402, 0/ SIS Z0lai0 S0fBL

3) SRS HIZ17} 20 012 SIS S0) = 205 HUASIRR0| LIEIIDE S0) SX|% [H2 HYUZSHHE S0f5s BO0)= 82 U
E0i7120] O[5 2iKt0] MBS THASITIN AIE5| SORILIY
4 Boig0| B0l LIEILSE 25 28 2ol BoREEB0E SUE VIS + deU,

5) 27 2 7|AAZ0] Cet et
YZOITO YYH ABZRM 27{510] = T Y2OT2 28 E= 7|AAESHE MotA7IRIE e A2z 2yt

ASRR

SRS

1) YZLIH2 E|OXIEH O\hﬂ LRI, HERITR|, ACEX{SHA, ZSAIZH0] 71 MK, UE2Z2|M Hotd, HIAHZO0|EY LK
SR, B HYYoHID PG Al ARSI

o

2) NEEES 0188 AsAxKzs A= CH0| (24, HUEQ!, 91fel, JIEDEHI0] DU Zs0| 388 DIX|X) ofs T 28 Yaisr)

=

3) MZFA: 2020 21215t LU0 240 ml | HSAASt AR LIE 10 Q] HEHRE 0/ ARCIT| ‘lfz‘l\* | S9/3t GBre DIX|K QS
O] A&0l|A YRLIHO| F HAHERZ QI CYP3AAMME] R MK CHEA (genetic polymorphism) Off LSt H&FH 7= O|ROIX|X| LUAELICE

m2(A, URCITS XS0\ HSHFAY BEA U X0l YH0IBE 5712 Olst Heiet 21| F7b7t LIE 4 9002, H3=0is
AREIR| &L

4) SEZ (F2): V2 S5 HRITY, HESUS Solsls STAHOI ATl HANS0| NAHOR YT, JR0HL HESHO)
SNE0I= I30F ST

5) BiE2H: B0 G118 37I7|02, IR 39 HYT BYS 7950l SOIRILIC

6) SHAEZ0[0[M: FAH2EZD0|M2 NEIE P3A4 MaiFALL SHEZ0[0[MS 0] ofit HBEOA| MY /0| S7HIAEHC.
0| ofzt 2H2|E20L0|MS HSEOA| BRE T2 HEsh= X0 AE UL
7) G2 20| Y20 0| Je
(1) NOE|T: S0l HIE0] Al 2| U310 0| HUAFLIT
(2) 2=20|55/0114/E (RIMA): H20)5/01T4H & MRS Hel82o| Y2 CH YE0] Al Y2TITY| oFSst0] ROIXQl 80| GRUBLIC.
(3) HELIZ: Hey THABAIO HELIZ 100 mg HE[8C| £0i= YROTHO| AFaHH LIHEN]| &S DIX|A| 2ASU Y2
AI[-”\_} \0 %19_501 A‘ 7|' OF%O E-EZ10§ 7?‘7?‘0‘ @O}Xﬁﬁ}ﬁﬂ% %P_T-, Eﬂ_lql
G NEIE P3AL RetH: 7o) (ot 69A\~ 87A)) THABRI0|A] 1Y HEIOFY 180 mgt Y2 L 6 mgo| YER0= =LY Fll-=S
57%7IK| S7+ MZILE. 2425t X 2XF (2 18~434)) Ol M O2|E20[0|40| HBE0 = UZLIHO| MAL-ES RAMOR HEIA|7|X| QIAEU
(AUC2| 22% 571). HIZ, 0|0] Chot Y| Gt HEIRIRIE QAL THAOIM AS3IA Hap O LERE o~ QIS 2ot AESS
P3A4 XR|(0ll, AETLE, O|ESTLIE, F—\ELFH\OW} 2O Y 55 ZEOF Lo YSLH0IN LFE%L 1 LHH 52 X2
ST IHSAS HHIE 4+ LI QZCIS AIE2E P3AL FofHic} HE=0IA| F2oi0i SOfeILICE T2iLY, 0]
7101 0j4ErE 2 B11E Hi iU
(5) CYP3A4 RE=AI: CYP3A4 SE=R| (O, 2[BIIY, HIRIE ZA SUE (hypericum perforatum))2te] YBEO0I= ARCLITS HHSES HoINZ 4
UEHH. 12|82 So| Z2iot CYP3A4 M HEF0foks 717 2 1 020 FYS ZHEYoI! 8 2ES 12{al0F UL
8) YZLIHO| L+ of= S0 DIl F
) OfEZHIAEIEL O[E 2HAELE! 80 mgilt 2 CIT 10 mg CIE[8HS HIF0IA| OfEEHIAEIEIO] 81 OfSarY WZTE(D] ROIXOI Ha} GIRIELICY,
) LRl et XXl Y20 Caie 250 Al SHOZUY £X| 22 [Tl MY Z2(0{2A0 Hapt U
) OELS (LT2): 10 mg Y2OTO| T3] 2 HISL0IA| OfEtE \ o= 510 901 8} QIRELIT,
) el LTI} IIZIO| HRE0] A| AiRl-T2 EZH HSAIZH| J0| YASUCE
) AISZAZR: UFOA SIS (Y02 AIZZALD 0] O HEFO{R (2 A70A, 0] ot HBEUA| AZZARR| ANIS ==
#Hal7t AL 40%THK| S7t5h= A22 B EAZ L.
(6) EfF=22|RA: 0] 241t R0 A| EI922|R A0 HESE F7t [E0| YOO EF2RAR X|& L= SR 0] o £0{ A| 13 22|FAY
SE5ES ZUERN, B322|2A0| R0 HHs| ZHo EF 22|24 S42 Loi=S s0F ULt
) HHEARE: Y20 10 mot dBIARTE 80 mge] sl BEL0I= UHIART DSS0IA B0 dBIARTES =53 77%d%
S/MAZILE Y=OTS SO SA0A HHARE 1Y 20 SHEZ2 20 mg/tRIZUC.

(1
@
@
“
6

6. 9/t 2 2950 st 04
1) O] o] =04 Cifot QHHY2 2 EIX| QS LILE QMO Chot 2iTh 2y S22 506K o= S0 Y2LIUS FO0iet =N 22K 2
YOI LEHE A0 5= \‘RA M YASE2 SYEX| ASUICH MetM, A0 et 0= T2 QRS HAAFZ0] 2= 2 & B X7t
27 2 Eojof 2 9JS = AL000H EWF‘WE‘LIQ 0] 242 F0fa SHEO|A ~EfSOf et a2 UASUC
2) 0] 99| 01| ot OFEIR S X| QAUSUICE EEEW 0f ‘lf% F0fol=s S2AM= +7S SHots 20| TYBUCH Al tt £ oA

AZCIMO| AR BQ £OZ 0|HHCHT HUE b UALITH
7. 2010 Tt 0]
2010f CHet OFFtY X REg2 2HRi&0f UAX| S
8. UKL Lot =01
YUHOI S FO0foks A0 HEFUL, Y=OUS VA & FHE2 HZ A0 HIRet 8Oz &0 A, LHoFg0] 3L Y=Lt
9. 12 SojA/2) Kixl
efet MR Al Btmot ARFRRYL oM BIARY BIME LEHE 4 UCH= X0| SI7IKIQ) A20lAf HSERASLICH o, Tkl K2U0| SA7
ot 9%‘%"_ KI (O SYERO) 0|27 AL £0] LOjL= K\D‘l‘.‘)' Zapt 2N AT SIS 2ot XAXA Y201 10 mgS

o =4
8t ZA| E2 2A|7H STHK| FLEt (activated charcoal) S £0oIUS O*EE\‘HE\ 471 RS BALASLCH L2 B20= MO
5 2 QUL 0] Of9| 012 QIst QRO Al2tet HEIIS M| 587158 K% BLIEHo(L, AKIS| XIS SHISC £7) RAIs(0]
S3 2S5 U LHNYS 26| HEols 59| N3N0l Y0 (et Hxeys Ues B 88427 g8 2ol e

2k, B2 215421 9l HOIS si=olEr| HUARTY} 98T 4 SISLICL ZAMENGIHC BUE HHATISH Za3R 2N FUTO)}
4+ IBLC 2R 0HS BuEER0) 0P 5002 BUIRAE £20 S 2ali

10, AABSSHN|S B

7} MBS AT § TR RIS M) 2191 S bIAY § SoTRBRA0NNRN)S 22 TINHOR 2t 104 25 4o
253007 2% N| T3] 27 S0o{0! 23 Sl20HS S5k, HIIRISFAUCL Cmax)® 2120 SAXIEAS T, B3| H2] 0%
AIE[7710] log 0.80{lAf log 1.25 O\LHEM ME WOE o%%% UBotRSLCH

o Jooyngdomao
oto 4012 om 2

ﬂl

o NI
o
I_

HlWHIret= HOBEE
= AUCo- C
(mg-hr/ﬁhlr_) (ngﬁ:\_) Tmax(hr) ti/2(hr)
CHIATHE Y2 T8 5.0
of ph eyl
Nl (B30 KR 2H(Z)) 81.61+17.44 2.347+0.512 (5.0-8.0) 38.4%75
B CHIATHE Y2 T3 5.0
(e]3 =
NEY (SIS 79.80+16.12 2.291+0.436 5000 39.3+6.6
90% 42717t log 0.9392~ log 0.9386~ _ _
(71% *log 0.8 ~ log 1.25) 1.0237 1.0151

(AUCt, Cmax, t1/2 3 B at+ BEHAL, Tmax ; ZYZHE ), n=25)

AUC: : RUARIRE] AZHEEE LA 7K BEST-AZFM6IHE
Cmax Aﬂ"é;g—":E

Tmax : A DEESE A7

tij2 T AL HIZE|

=20 =2
*HWEIIEI=XS 2Ot Y x| A2 90%4 2|77t
1, 0] Of2 ROE2RIoN HATIY 5 2ol 127} SUst RS ASSI0 SUst HALHOR X TYS HENEAoK0 2=t HESIISLICE 2.
1. 7|E
") groky

°*§C\’1‘ 0.5, 1.25, 2.5 mg/kg/dayS 2AE2t H0| 0| F0{5t HE Y OFRAO|Al LAHO| Z74i= LIEILIX| UUELICH Eot, 0] Al
E04g] 1S 019 A0| ZTf LIRS (Maximum Tolerating Dose) O] ZHBIRCHOIRAMME mg/m27|E22 AN =y Hxgzol
10 mgOfl 25t 8%, HEOME LA A0 HEEZO| 26H¥).

2) E¢10lY
SH0| AIZ0M 0] U2 QMR L F 224 4X|0f Y2 O|X|X| LUABLICE

3) +His 01y

10 mg/kg/day&ZMX|S| Y2C|H (mg/m27|E02 U Z|HHEEZLI10 mg?| 8Hl*)22 XMAIe HE (wD| H
14 S0t M)A EfS0 TS 2 LIEHIR| A4S LICE
* $ix§0] % 50 kg 7|1E

4) 1Zst HololM Y=0HE 10 mgit 2OTLZEHHE 10 mgS SEHEN0IAM H3F01A AUC L CmaxZt YE3HH 02 SEoIUGLL

[Hggd]  71287], 4=(1-30C) 2
[ZZFR]  30%/¥, 300%/4

[Ar718t]  HIZYZEE 367HL(EE S HAY EE)

[HZQERt]  (PME : ST HFA 8ET 245 2EUIZ 61

[HZxt] GUNEFHONF) : 71 UEA| Y= LLUZ 1644812 54

* 2 QOS2 KGMP(IUZHZE 3l 2R H2T|E) AU 0A Gutot0] A8t STHURIS T MSAUH, TAN| S27/9t = ME7[RI0] FHVIL AT,

HIY £5 04 Kz JoIXE So0] G0 LT « HZR20 U M LS £1012 oot otHiLt2khttp://nedrug. mfds.go.kn2| 9ot HE Fi=
02-2210-8160(AHIXE AIA)OIAT 2018 & QI&UILE « ofotE “‘*RE S oA A1 - BI=EofE oM 22| 24(02-1644-6223) * 2A A © 2020.11.01.

* S 1 20201101-01

e
e}
,:o




