(Hz%E &

18] 1835

FEEE | HEHLHEANEEBP) -

(B )

(E|2H|LTO2 A 1 59)
AHH(EERY) : FErEEAY 29)

+ J|EFR7HA -

[ZHHEZ QA AH0[EMOIIYS,

[Mg] uHAH i 1| |j|,‘%}AHU o4 JH;H

(85 - 2]

{ Aol

[0l 9t Ol IREES

|EH|LfEL§M 13] 125 mg, 19 23|

AR ME

SO/ Cai 20,

f) IEAYAS
ZRUHN(RZIS, SR/ Efe):
A © oS
TEHUM(QEM) : DgZ

) - HENS

58 B-rNS?’HE._ F0fotC, £50[U

ol t=

2 4 olr} 452 K772

"“E qu_ I:II'E A-IIF E;f |_E| QI__I-Il-
2. 20t 2A OI*’e!?J MHHIHI EO{BICt 24 0]2H0] Ceh M=

SR -

SHHMO Z2 AOOIAf LIERHTH,
Zh40| T 01| YA FAIMOE X5 MRl 7|75 0t X =sH0F Bt
1) A 20 kg D|2(5A] 0/2H) : 18] 625 mg, 12 12! 13| S0f3ict

CqI:IE HA

T = EDQH |:|_|-I'_'|..
2) HIZ 20~40 kglBM~12M) : 18] 125 mg, 12 13| ECI3iT
3) HZ 40 kg ZIH12M Z1f) : 13] 250 mg, 1Y 13] FO{atLt,

HEUE
H2HS | 629
- 140.625mg
IIEZAHELEZQAZIE FIEEADZLUMEZ QA
ZEUM FSHM T EHEM(2EA)
=13 250 mg, 12 15| E04iCt
BT
HI"’%* A2 W70 4%8E 4% Eo U0| 0 &K 32 A=7|¢2 342 0
= HE 30| S2ofK|0t DEI-I_Ti E}IHHLHE = LHII 1 0[A9f AlZto] 22
E’:ﬁ X=7|¢10] 20E 4 QT

F0IZE0| A F0S FHotA| =0

R0 FEoLzZ, R|29| FUgL ASE 1efafAl FO

3, Aol &}
T20felH HA0] 5 50 ml 0[] K 12 SORS 1/2 2B
(A4l ZouZ)
.31
0] o2 814 E£ B5Y 719# Enolc BIEK AL o] e x| Ko 2 o 2E weiol
£ Slolsj0} 71T}, 7142 7ials et 20| g0l WAE 4 9lonz 0] 4 Sojal| M B ¥

oLt ¢!

= EI:I:I
= =1

'—fEf'é* %
Stheia

7 [s8A A7t Z2t71H

0| o2 =)

4= SA| STli0f oIt 0] & £0i 5 217[5 0140] 9

5l 0|_|@|_ | |J-}HO| :|.10=| AlSIEA ﬂﬁ,

T 1k

o= ZA] A0l BTS2 BHXIOIA FXIAFOF it 0j2i3t Z4S0| LiELIT

= oL,

24| giafel 71752 ZARHOF Bt
BQI0| & - SIS KRS 98t 0 O ABOR ARO[} Z10JAIS %)

2) IJH'E" EEH 7hust ol R0

ofe IRH0| oI 217t AL 28 LU= A9 itk SCiet 7|K Tl 20| UL 0]
0] 2] FHZ 7R 20| 201E FR0= FA| F0E SXlatOf oft
AME Al

oflo] olmahA= B3R IT)

0] of £ A| F71HQ 217|5 &

01|71I AST/AI_T AN} EEEH, F0 SRz 465 2)0= Fr|He=2 {Wlo aAE AI“"G = % LS 320l

I:I:"'
H0
rir
Ol
0z
=

=
7 PUS985 83 1 £t 08 ¥ 59 M0
0] 9t

2. TS Exfoll=

0517 2 2

0] o = 0] 99| RKEY BRI ko] 9l 1
2) Sty T BEA 7B SiRiFUE 0| QU= BRI THOR B a0 4BSEE 20l 0] 2 HLANS0)

of 50%;9II|
S_EE‘_rl .?‘I-A

SOt = 2
3. Li5 A=

) 4715 &4

A Qoo
2AE 4 922 HOFY

C})

I:I-IE:I__I.L A Snslds AR ZHA S0| SIS} BiR]

[

MNZ35| F0iE A,
BRI |0lE|H HAE<

oRElx| 43to02 HHEX| %eC

2) TZEXHE0A
3) A% 20 kg

[}|J~|-)
0[2ke] © - A}

y =
RS 0] 22 251K O

50mi/min £= & 32{0tE]

4) i E”?ilﬂl"“% %?Jﬂ*lfﬂﬂﬂl S RS0

FL=
N
o
=
=
=
=1
=
T’
o
_3::
_l_
=
0
ro
O
MO
[=1

=0, AElFe & —éril ZHRI IS, eME7T R

NSEE Sttt 20| 2uElich Ty TjF 27| 24518, 0] %49 =8 FHofo tﬁﬁf
ZiMt I gl »E»tl SHISOAO =X = o517t ARt 2 ZANO[A] 21 E7| TR0 0] US 244 E= FASHZIA
7t QU= SR A AE Aloils FOE 7[20] AFZat0strt,
4. 0MEI2
O|AHIS BHiHIT = 0§ S5H(>1/10), E3HAI(=1/100, <1/10). S5HK] LA(>1/1000,<1/100), E2A(>1/10000, <1/1000)
02 E2A|(<1/10000)2 TE5HCH
1) 2 E2H A BX(URIMOZ SEMAM 7|0 i E2 A2 AIYS ZalfotALt 7t 0/Al0] TS Azt 7HEH
Eﬂ*), ?’J?é SEEA|, Y 50 £Q0t ZHH0N7 LIEE £ Qloog BNl IE Ji3g, WS 29 L&, AREX AL &
%EEHMI Hotﬂw S0 27| 212 2 13M 7| ENE A|°H°+Et 120x H?I 101 ANE Al Eé Fﬂﬁd 0[A0
LIEH}H EME ZX[5t0 XASH Hx|S BICt E2H y-GTP, AST/ALT, LDH, ALP § 7+ A0] A&0| LIEK 4 QI
2) ool %‘Eﬁl O E2A 5+ 44, 8 44, FuigTS, 4T 44T LEE £ U'_E DIE“ 4 2aX
33 XA LolES 59| SHEN| £YotHA WIIJPJ SHHAAS Aol 0|40 LIEHH Iloiﬂ SESE

KIXIS oitt, Sotk| oA e+ Z4, HIFH0[ e « ﬂﬂf

3) I : i 2o 2, 712iR, &6 III r:’*71I **Ll”'“
| JARES H( 452 58 ﬁtl

S0 &

Ao 00| LfEf

FEEA IR E%E °-_rl{*“'~E|L_ o530 5598
H g, IR0 UEfs 4 o2
I—*.’SEJ KRS EJEL fld%ﬂ 2 E= 70| Ofaret 2Tt i

g 200

() 2227 i B5p7l 227 WS(ERS, 285 Ut 4 9lon 3% 927 (K A5, 85 ¥ 25 neaz
Jl 452 502 o 228t A7l YIS A8t B2AHE0| LIELS 2201 34| S0/S BTk Xt &
g 8it,

5) 4 ofis SERY, SR SO FA0| LEILIS 20 ZA S8 BT HES HAIE ST

6) OIS E5(%) o)) 27| B¢ £27) ¥2RE AmYER0| et 2 9l

145D 2 B3 98B SH(25e NSaa AsiSE 19 Z0/E 25, AN, et ) i, 2o
£ C2) 75 5i%0| Lfefe 4 9l

) SN ol 925, Zai 9l 205

9) A : 02 EotA| 78, 2ot DI4yES Zeore 0j2F, ORI2E, Sotk| YA &5, 224018 R 22 Ko, E=
Al 013 Kaf, 2HO| LiErg 4 AT,
10) Bl 7| : E5tA] 0A BUN 45, E2 =7t LER £ U,
1) = : S5 AIZE0H7H LIERS 4 QIom, ABAIROIA 2|, Yo Heiyt HugQloL), AAX0I ooz SAIGHA| it
12) 71 : SotA| §A /0| LIERE 4 QT
13) %A Oi E27| O EZAY HIS(EHUSS, BAllY § FASHIRIA 80| LiEls 4 U,
14) 7|E}: Eofll £yl EE% SZe|AHE, SYXLRIES, FElY, E2A 512 24, AT, 25, 2801, ol BN F
0= HI %A EE S0t I, ZAH 23t Sotk| G| MELATELEE 4 U,
1) 7[EF A1t 3 KR 50| 93t o[AISHIEES)
NE 2 IP.%*E* H0jA LEHH o= 0lyEts2 Oait 220, 0] 0lisEE 2288 37/9 A-EHA XX
g B1F oz HI:0f diet Al2iy U= 7= OE,
HAA : OILIEZIA| HtS, ST FAF IS

-

e

= W28 AR A % 0j2 04 L, 24 o, o[
2] =2 NZP : BN SUNNS B35 SAMME, SRS
1 8 1) T3 54751 HABNE 508 94
A - H 227 4 235X 2284
ldh 9l Sojee): OIZ2oiT} QA Y 2 8 20lEoNgNEA 571
5 g 2
10| 942 ZAH K28 & 4 gl TRB0I2 Eofsfof B,
2) 0] 20| 28 Y 7 520 0 Aol thet K2 0f SEisio QI Bt 0JAISOR ORI 2%

REC 2N & 7[AZAS Llohof SiCt,
6, ASXIg
1) 0] %0 B2 YAS2 NS Kotz AZ0] dot0] ZXIE 4 /00 CYPA50S Kafs L S0 QJaf R 4 U, 0|
SIX HALC 2|TAl 4 210 CHAIEZIHO] ©J5H04 100% S22, AIME| ST 242 CYP450 AAIA0f Olatod 33%

T3}, Ol UBST B0 20 0] o0 8L KXo} BT,

2) Inviro Al3] 2 24243t KILXIE (O 3t AIZIOJA 0] O CYPA50 2D6E ZS51K| 94 T2 CYPASD2 Z2300f o
AHL =20 ASS(0IE S0 HEHUT, E20tEE, ERED|C, Z718UYUK 5)Y HAES AN L= REE /5
Mo D8t ot a} C

)u|ou A3 SIS H|(TCAS), HIEF ITHA|, MEHR KZEL IS4 ARIFISSRIS), Class 1A, 1B X 1C £ ilﬁlﬂ MAQ
iyoe B O{RKI9} 2 29 CYPIB) 206 BA O 52 iAfele 22 %%%046}1 QI XIS Fo7A 2HEsfot ot
0[S #20120] 2200 TRE 4 ATt 53| BES0fFH= 2120l X2 52 A= HEA FoRA BT,

4) 0] o2 FUS0{3t JmRl BY 2 Ji%g % HAARZICE

5) O] 92 IAIHE}DIJ SN HAES 8% ZANZIT, AUCE 5t B7HARICE,

6) 0] %42 AN|2ZARZ0| &AL & JADG 5% ZTHA|ZACH

7) In vivo 710[Af 0] %2 ?JEIMIEJDM Cl=419 3AS0 SgS D|X[X] EUC

E

8) 0| ot A2 MYt T2 AAHZ-AEZH SFKKIE HSol= XA 2ZH0[N0| EDEQonZ x—l“*Ei
9) E2ILIE2 0| 29| Cmax I AUCE 212} 52% X 69% B7IAIZACH 0= CYP2C9 ¥ CYP3A4 = 7HSl &4 E$- I1|
of7| f20|ct AEILIED O}DIEEIEJJ 20| CYP209 2 CYP3M £ YR5l= rE k27l B HE 50454
Alet = &0| F717} ehpdst 4 Qlct,
10) 0] &2 SRILUZY Az sl Feks 0[x|K| L=Ct Fot 0 %—?—WI tstt ZECZAE(ER|NE DT} A
HEAE), X=EH £= EIISZ%'E| AO[0] 2MXoZ Folot ASEER oit
) SIAEZ0ETHRIGHH), CYP2D6 probe 7[R0 CHal ZHY EHA}IHExlenswe metaboliser)Q] 7423t A|SIXIE Ao
A0 A, O] U2 0| A HAE2HED/HAZT (A} HIES HdXOZ 16-978) S7IAIZICH M2LA, 0] U2 FHY o
AZHExtensive metaboliser}S 822 H{AFKHPoor meiabohser)MEHE MetAZ 4 Qlct
7. 710, YF & S50 st £
) 0] 2z} Z+18 MYUS W= X0 SZ0JAM0| BuLion LMRE ZAIUAS H=os 28
Ett= O O[LASIC 747| oMol Chall S5t HE & Dist IL%L ‘”E}
2) S20]| Cifet EfXH SHAIZ0A 0 4HES0] LFEH—f l= 2oL}, UM F E0{0f CHet OFHMR ST Q| (oo ¢
2 E= UMD Q1Z 7ts 0] Sle KANAIE XIZHY 20| NS Aty o= 200 Sofsitt
3) 0| A2 27 FOZ 0| ATOZ 0| US FOU= 228 = 4278 ST
4) Q1A 0 Aol chst 22t Kize GloU HEQ| 2EiE A-NA 2EHE = AA7|S0| 0|4EHS0] LIEHIA| ATt
8, 200 CHSt 0
2M| 0|2kl Hotofl ChaliMe E0ZEE0| gicoz ENHE AMoK| %=0 Eot MiF 20 kg 0|21 & - 010 Ciet EHEE
0| BZ5102 0[2/n} 23HE TefsiA F0S Z%sH0 St
9. "EJIH}H st &0
0] 42 2 ZFE0f A THAEI] HE0|L @F 02 HISEC DXz LHIHOZ 7t M7|S0| KMolE 297t B0t &2 €5
SE7t K&2 A0 QU1 0| AES0] Eeisl7| ML =R, &AIQ NElE HETHHA MS3| Fofellh
10, JJE*EO#IJ Rix|
IE0H(5 gIX|) A7} 21 bt Qlon] MFR0 Al &5, 1%,
= O'I}”DE OIZEL E0J01 OfSt UE HAS B & BN ME 524
1. 22 4 FSHY FAARe!
1) 0] U2 AL A B 4 Gl A0S 20| EX| U= R0 it
2) CIE E7|0f HH0{ E= A2 Al ERI0] EAL Z& FAIHOA HIZRIGIA| o802 oot}
3) 0| ‘%FE A20] A 9115'4% Lot Hakotct

[ZEC] 0%/ 1008/  [MEuE] U7 AR(~0T)EH [AB7I7] MEAYZEH 36712
[MZQZ|RE] (F)AHMHI0[R 7| Ol SEHZ 104 75 15
[HIZAL] (F)oHRM 27| FELA| TIQH 7122 42

% 0] MM ZMUPE) E 2 U 0| HAE LI ZH0|X|wwwInchio.cokn)? HEMEE E5f HOIGHIAI2,
% OOk DCH A% 9l 7|E} KAt _|orﬂ i H= AIZO|OHROMF O|ORRESHYE A| ABhtin://nedrugmids.goknS AXaHHS.
% AUE AE 2 FAE U Al B AZ R A0 Dsh-R| A¥S & 4+ UEU

X% 2 9OEE YA SAULIS Hot RMZYLICH TOF AU ARB7IZI0| ZuEQAL HE, B E= 22 HE0| 2
4%0= FUNES Sol0 w361 EgU

[RMESA ZAUR] 2021 05% 07

e Z7|5 OHMA| ZERZ 104 715 15
EDLaCBIO Fazoiz:

(F)HMMIHIO|L  http://www.Incbio.co.kr 0210507/00

roll

RN L




