FZO[OFZ | PINO2T EO1

OHOIE]H & 150mg

(LIxtEIE)

OI'OI EI EI M=150mg e

[HEE Y1 28] W s
+ REHE 1 LIXIE|E(USP)
- HHH(SERAYR) : R4

(8553

1 254 91 NoIRIE Y K= Y
2 UAIZMO= TIEHE Ofehy 2 AN Az, Al ARHSHGERD)O| 71913 Tk M2 (heartour) S8 12
3 ThS Mol oimuiH(E, B, LN, 25) a3, Shysisol 34 otab|

(24 -83)
1284 o HoIXIE HY X2
AQI2 LIXIE|T o2 A 18] 300mgS 12 18] FZIAl0l F0{5t7LL, 12] 150mgS 1Y 28| OFRl, Mo 2 ZT FoiSich tHRE 4% ool XIRE/XI2H
ZQst AL 8FTA| SoI3ICt BEY AU FR AHHEE HteA| X2 o Efolshof St
HOIXIZ HY RHLER]
012 Ho[XIE HY XIR £ 13| 150mgS 1Y 18] FHEAo| ZTEOEICL XI2E 197K ASE 4 USH, 11 0[49] H7|F0{of thsh Zat= U
X QK| edct,
HAE HZ A
4012 13 150mgS 12 23] O, MY AFEHSIC} XZ2= 1257K| AlSE 4 UCh
4, SIEaEH HM
4012 13| 150mgS 1Y 23] OH8, HO =2 257t ZLEO{SIC
5. 33 AA7|s B BXIE oot EoE &Y

2 % AR U K|

I

w

AR |5 BHEXI0| ChSt FOIZ2 ChSat 20| Z&sto RsHoF St
S0l YA Soiy
LS HOXEHY 20~50 mi/2 12 150mg
Az HZESHGERD)
ok 9jzljot < 20 mi/2 ZU=Z 150mg
20~50 mi/=2 #YU= 150m
sxiey kil
< 20 mi/&2 oy 30t 150mg
25 TR T0jelH HAS0| 50mL/E DIBOR KEHEl0l S 4 UCH, MAls HHEXIS taoR 5t oSS K=0| AR Olet
Z2 SxoME AETISHst| M2 EHSHS ZAAIFO} it AA7|s BHEXI0A 0|2 22 UE EHSY ZA7} 0|Xl= YNE Fko cisl
M= "7HE Ht elct
(ugatel Folurg]

1. CtZ EXloll= Fof5HR] & A,
1) 0 o Y CHE H2—8H| ZElofl 2iel52 gaio| U= Bkt (H-87| ZEHIA @At Z4-40| ZEZUCE)
2) 0] 42 RYS &Rstn ooz, HAERA EliM(galactose intolerance), Lapp REEsEA ZES(Lapp lactase deficiency) £ E=E-2Z
EQA E2H0l(glucose-galactose malabsorption) 52 RHZIel 27t U= Extol A= FoisiE O Eck.
2. LIS Exjoll=s MB35 Roigt A
1) ASRIFO| Welo| QU= Eixt
2) Zhgol| &t
3) Aol EXH (EFsTt XIS E 4 U2 ToYS LAsL Fo{ZtzS T AESICt)
3. o4t
1) TS OH2 H-48X ZgRt 20| =S UZ, 71SE, 7|HXIHA, FFEE, ofLtLEA| 40| LIEt £ Qloa of2{dt 40| Lietd
AR0ll= F0iS SX[SICL
2) g gIgo| A EnE(on, M2 WHT ZtA S5 7t S2H HATZAY xHAHto] LIEt 4 Jlooa oj4o] = ZR0ils &
£ SXIGtt
3) A8l7|7: HIiE |, AL 712, 7 SO A™TON7t LiEr 4 lct
4) 22 THIi2 GOT, GPT, AL-P 59| 450| LIEIE 4 Uk E3t 7, #gto| BuElon S8/ 8dS futshe HESHY a4, ZHZY
U HE SXY 70| BaEQlct
5) FANZAA: =87 71HH0l HASE £8, £8, 0lX[2i2, F25 S0| LIt & Urh E5H CI2 H2-+-8%| ZERolM Z=10] LiEtiCh=s B0
7t ek,
6) £87|7: £17te] R4 AlAMRIno| LIEN 4 QlCt
7) L2H[A: E27 6{4RUS0| LIEl 4 Ik 7|2 2 NSUE7}L BuEloLt LMylz = QjoF SoiZat RASH +Z0IUCh
8) u|A|: &ist F=2{7|, Wi, sy 0jRY, S SHo| LIE 4 Uk
9) 7|Ek 83 E= MASTH= BGUE D AEZS0| LIEY 4 QICh WY, 85, 288, HlY, 25, 717 80| EnEdct
o

i
1) Sigtel ZA2 SufE 4 9loo= oyo| ol HS Holst S0 Soiict.

2) 32 NS Sof HhEeoz B5= EE Ast Aals A4 SAjls 2y Fofiict (@Y 8 ¥ M5

3 X2A| Jus S25) BAsle XI2Y LRE HAGC US ABSID Pt UELX] 0 FR0IE CI2 XIZN2 HEdic El, Hoy

x|
2t A7|s Sof FAStch
4) 2H- MY HEXIE ty o2 A A2 HAIIX] ATt 0] ofe] U= ZHo A CALEICE AE7IS0] FaolH A BHS0| 8l ZIs &Y

SRl UshEol 8 - 8O SOBIEE Bict,
5. N5Ag

of otz BleTRI, 222ClolOISAOIS, 2aRE, 2Islel, HLIES! ALRL NEHSL BT 0L, 0 92 NEIE P-450 B2 4
UINEAAE Rafstn| QOO ZiiAt R3S Sot ASASHZL WMFIX 42 HOR S ECh T8(3900mg)| OALIRIT 0] 9 150mo 1

U 23| HER0A B T H2ld =9 7Pt LIEtHT,
AR, SR, A0} DKol it £0f
1) Y= o 220 tipt £
O PAS2| Fofofl cht 0| HF|0] UX| pfon2 U7 E= MG
Chu HEEl= 2202 So43iTt,

g

0
njo
N
ar
0x
=}
30
nr
4T
re
=2
=}
mr
24
fu
0x
1o
40
12
0x
=1
do
il
0x
o
ox
_||
]

2) 201 & ROl cht AIS
@ Aojof cft oteik o SEMe SHslo] Xl Y
@ 2120 0] %02 NS AAI3H U 9552 3 337(35.3%)7} 65M 0I40IIOD] TRFZI BRI 7io] Ok - R4 Fshof o X
Oli= slx| et 7Iet HnE UNABOIME TRXITT IR Zio| SSBOIE Rfo]7} Helslx| eigtoLt, A nEK] oA 2
4400 of 270 Liet 7542 BiRIE 4 2ick, of 92 Mo 2i=0| AYE Saf Hlsioe A lso| Mte Sl of ool 4 uSo|
Uieke sigie of Ick TS NRlsol Rstelof I8 JHs A0l S02, TS Al7ls ZAIE AAls $ S0iEE Zash, o el £of
S0l= Aapise P3| BEsls 20l s,

7. LUMZALR|Of CHEH HEF
23| AJFA YUNO| LIERS 4 ULt
8. TUE0JAI2] X%
Qlxlofl 0] A4S TZ0{SH o= 72| QUL 0] US BYT0I5H MESS0| F2, EINR| pict, &, SZHF U AAL 52 2N F7} LIEKIC
0] 2 800mg/kgS ZT2 Jofl 2| S04512S M2t 1,200mg/kgS #&0(0f ZPENSIRS mf X|BXQl Sak= UACH SHESL DIRAA HUE
O{2A] BIRRIARZS 242F 301mg/kg@t 232mg/kgOI AL TE0IEH AR0l= UMZAL I XIX|QH D} 8 ASELO| AL, 7E E= YMA 52 3
Sh= 22 1250k Sict QINREE 0 A4S H7{sly| gt HATMS ZHE vt glonf 0 A2 ASLEZEH0| F7| 20| FAC2E 0] A0 &
I MAS 7|chE 4 gick
9. QJAZSS YA Y
7k AEY FRHEIE150 22| 23 (LIXHE|EN(RIAICHE))2t TRt HA|=2&150L 2| T=HUKIEIE)(F)HSHUY)S 2X2 RAAEOR 2} 12aM
2125t MoloflA| B2 Al Ts] ZF0fote] 328 0] EE LXIE|HE S5 21}, HwBEIIEX|AUC, Cra)S 2SI SAX2[GIZS m,
HIR| K| 90%AIZT7ZH0] log 0.80{A log 1.25 0|2 M MESIH o2 S5 USSIALCE
HlmEItsE AnIHEs
=2 AUCo~t2ne Crmax
(ug /) (ug/mL) e —
HA|=Z&150L 2|1 1.00
izt + + +
f ()i 34160611 1.250+0.325 (050~3.00) 157+0.20
SFAEIE150La| 13 100
Ao (LIRIEIZ) 3.437+0.683 1.215+0.336 (050~2.00) 166+0.23
(BIZHI2AHZ)) e
90% Al2|77H - - _ _
(1% * 1og 0.8 ~ log 1.25) log 0.9619 ~ 1.0452 | log 0.9020 ~ 1.0427
(AUCY, Crax, ti2 ; B2t + EEHERE, Tmax ; ZYZHES), n=32)
AUC: : SAARILE] XEHESE AR X9 EES5T-ARIFMsIHY
Crax : TS
Trax © | IEESE AR
tij2 T LEE AM HIZET|
* H| D EIISIERIE 2B BRR| Xt 90%AI2ITZ
F1.0] o2 TIUHKF)S| A AS150L 2| TH(LIKIE )2t SUSH RS AS5I0] SUS MEWHO 2 MIBHS ZIYNMAF)0 A= MEsH
=
10. 7|E}

1) SHE0i| 500mg/kg/Y (1Y HEX| 2| 80)S| D8-S 2137t ZTE013H Lot AT0llA LAl ChSH 5= LIEILIX] Yton] 2F2] M
I HYolA Skt AtEl YIFFsHY RAKECL) MIZo| Lot STHICt 0120 et 2i47t0] 710 AT oitof Hisi n82S
Of5t £+242] ZHol|Af 2keld ZHO| Z71=UR|EH LAY LIEHIX] 2UCt 0] 242 D8 (2,000mg/kg/Y, IHIS2$C] oF 3308H) FOi3H 7
AN T2 TN +5 7P Sl= 75 W ZHAENEY0| SAXMCR [ QU SItei9ict. 18HS R0 S20IM 2HEYE
2 AHSE DIRA0A LIEH HelLol QAL fzioteAd ZciUigizct 18>0 SO|=0] thEZ0l Hiei Ti=3t MSLA(30%)2t Holet
ZHEM(EHA0L0|LIA|O| 5)0] LIERHCE SHE 3 01 2A(360ma/ka/, QIAIS2| oF 6OHH)0IA LS LIEHLIX| of2 2, 2tof S =
+ Qs 1EYS 03 S20IM LEl 2ot U U] S SAHHOIRLYS 0] o] LR THsHoll et SHZE YUEX| =0t 0] 22 4t
H|2[0F HHO|AS, HIAIZIZ| DNAZHY, RtoHESAIR mBtAE, 0fRA FTZEA, HMA| 0|RAE 2 AMAHE Zolsh= MY RHSHE Eotst
7| ¢fet LEo| AlHol M HO A0 LIEILIX| RRATE ZHE 2AcHof TSt A Ao YASHAIHAM Of 2 650mg/ka/Y 7HX|Q| 82 =4 &
S0 YAMSo| chall FAZ0| LIEHLR| AT

2) HEOf IHZ2to| 300uY, YEHZE ELL] E7jof QNS0 55H1S ATF0IE MAAIROIN SESHO| 24 3 7[F U0 LIEHLLX| piutoLt
QIHi822| 300H1E Fi3t EM0I N R4, MEENXIS S EYX} MBSO 24T} LIEFETE 0] 2F 20mg/kg?l &S Y4l wHME WAE 7|0
WEOIA| £OIEH2 EHXE 10101l MFEIH, chSUS | FA & D|RSB0| LIENHO0 50mg/kg| 8FS F0{2 ENX} o]0l = HA0lY, =2
S, O[2AF, 55 X AYSHO| LIEHTE J2iLt Aol tiot HEsH g7t glonz ol £0iA| Efor 3 YAlS2ol tiet &2 UiX|
X| p4Quct. whath Asoll= Efotof chst X240 RUH0| S H3lBittn HEel= 202t Sof5ict

3) R0l Cst A0l HTE0IC 0.1% O[517t HHYS=0l Hl2f5l0] fESEHI== 20| YR 0] A4S Foje2 HEQ| fEOR UIH M
7I0IM SEAX7} LIEe o2 A et 20| SRYE 15l +7 £= ASFH SXI01R 7t ZYE0{0} Sict.

4) =0l M 0] 2 £0{2 U7 |SH0| LIEHHTHE ot lrk

2 4m AT

[(Mzud] Lmgy|, d=2(~30c)2d

[Z=chel] 307/, 300&/4

X 7Y Al ALZ7(510] Zatsl ALt M, Wil = Q& XZ0| e 2 Tt A4=2 Solo| wtsio] =ZLICt
% 0] ZEEA ZHARK2020. 10. 06) 0IF HAE LIS EH|0|X(http://www.intropharm.com)OllA] EQISHA 4 QIELICE
% OJoFES A5 | ol HEEME Fo| 27| ofof 5tH, HEEME o2k at 3 HESHIAIR.

% HARE mishTa] A2 st=tolorE o mal 2(1644-6223)C 2 22| HIZLICH

PINO2T EO1

[RIZZ}] TSHAKF) 2R BFA| XIHH T2 34
[Hzol2ixl] (F)2lE2Ht0|utnt Z7|= TEHA| AMEHH DIFZ 104-12

[THHXL] (F)SIE CHHEHAl 57 AUl 1288-8




