¥E$¢§ P010460-251222-00

(ZRTFAESEE)

7|2X|IMA - 2 2T|Y HIF X|=2H| 24YENERTIE

n E KGMPHZRIHYH|
s bt

cHIE2RY) | FYrEEA 2R7)
* E7HH : DIARZ155|=SAAHOL0|E, DIZFHEE22A(101), ABOIZADIOHE, S20|SH0IMeFA, SRARH|E, HECSIM29W008,
HH|E, SRAH407

Y BNl Ty BRI

2. Y278 HIY

m 248
« 4ol DRAZFIAELSIZR A 13| 50mgS 12 23] OF, XY AlE ZFE05ICt
S et HAs| ZZEc

B ALBA9| FolAkEt
1. CkS &txtoll=s Foi5Hx] 2 &
1) 0] 9 Ei= 0] &0 MR 2HTIELS Sixt
2) 0] A2 RS siQstn ooz ZUUEQA ElfM(galactose intolerance), Lapp SEEsHEA ZES(Lapp lactase deficiency) = Z&
F-UAEQA ELH0l(glucose—galactose malabsorption) 52| |TXQI ZH|7t k= EXtolAlE= FoistH o Frt
2. o|MEES
1) 43 A3 FE OHIEEAARY SMEIZEH)0| LIEHS 4 0D 2 Fo|Zl| TASICH SAXSE AR, SETH, WXl 5o Z40| LiE
LI, E0iS XI5t DA XRIE Fict
2) Hol7| : WER A (XY |BY  UE, 0IFE, H
2{8t Z40| LIt ZR0l= FHE XIS
3) 7V FE AST, ALTO| 448 S Sttt 717I5Tol7t LIEtE & Qoo #atg 85| 6l 0[2{8 Z0ll= F0iE SXlstn HES XX
£ §ict, M2 Yal241 4E, S8 ALP 45 S0| LIEFE & Ak
4) SE7|A U, 7|7, SERE 85 XM HIFY, SAREI §2 LIS 7P HEnt SAY HR(0.02%)0] LIERE 4 2lCk. 0[213 Z40]
WHE A0|= £AS FX5tn FADES 22 Fojet 242 MHSH RIS St
5) 2227 : @22 8sH7t LIEHS £ Uk ZKE, FHZ, CK(CPK) 45, Dl0|22 24 45 59 40| L¥E HR0ll= F0E 5X
XA|E ict, E5 HRD N2 U5 SAMEHONC Loz ZFolsHof Sict, SEA| BEE0| LiEHd 4~ lrt,
6) ZRIELS : 2 LX, FE2)7|, E2H J12i8, CHEMSEEE S0| LEY & 1282 0/40] LiEtLk: ZR0jl= F0E
XIS BiCt.
7) FANEA T, 2, R, 20 IHE £5, £3, 0X[2i2, S84 £, M, 0|ZH0|40| LI £ Qlck
8) Aspy|7 : M2 11, BE, ALEMZ, MAL EEA| TE, SMT ASHZ HH| S2W0t N, 5i, 0|7 LIEH 4 QIch
9) &7 : 22 BHEUEIY - NUMS - 7124F 8), MAYT, EX7H LE £ QCk
10) Hli 7|7 : EE7 B, Q7 Hl BI=EHO| @24 U i ZoH7} LIEH 4~ UCh
1) 71t : B2, B3, MBS, K2R3, £33, AYS7L 717, 9EY, 22, EEES SEA ERuNY 25, el Exl2elMEolE 45, &
&, SMRETEE, ISEHY, T2, 01Ho| LI 4 ch
12) 7[ZERIZA0| ALBAl
(1) ZALZ)0IN S ZAFEE] ATE ZAIK| O|AEFSEA L] o] E 496325 17421(3.5%)0IlA 216712 0 &fHHS(YUAZAR] 04 I
#1)0| LIEHRtCE FR35t 242 U2l - 712{20] 302(0.6%), ZE - AFEHZ0| 2921((0.6%), HAF 192(0.4%), T 1521(0.3%), AST - ALT &5
59| Z17150/40] 1724(0.3%), La|R¢! 450] 724(0.1%) Solct,
(2) 2LHolIlA 61 SOt 327125 AR AAIFH AlTE ZAF Zt 1603|(4.9%)0IA 0AMIZ0| BEOEUT FE 0|MEISS ASHEEF 347
(1.0%), 7t24& 302((0.9%) S0IAch.
13) Y274 HIH| AFBAl
(1) 2ALZ)IM SUA ZARE AEE ZAWIX] O|HSEIAC thefo] E 427721 2002|(4.7%)0fl A 258712] O|MELS(LUMZAIR] 014 I
80| LIEFSLCE FR8H 22 MAL423((1.0%), S5 - Y2222 3524(0.8%), UZ! - 7124 242(0.6%), Z2 17241(0.4%), 7 133/(0.3%), AST
AT A& 59 21715014 824(0.2%), 2|28 A& 824(0.2%) S OICt.
(2) LHOIA 43S0t 696ZHIS LHACR AASH ATHSZAL Zat 42{(0.6%)2] 0[4HHS0| BnERUT, FE 22 7124 22(0.3%)XiC
3, Yuty Fof
1) 0] %2 72X
K7t ek,
2) 0] o] EoiF0fl CHUZI0] Yo ARE 7IBXISHA E= AHZO0|=HE Fo8 Tt Ak
3) &7| AH|Z0|=EQEHS Hhn Q= 3K} F, 0] 20| Ro{ofl s AB|Z0|=S 2SI AR0= S5 Ta|stoll MA5| it
4) 0] 20| Eofoi| ofsh AHZO0|= RAZES 2t BAt & 0| A2 FHE FXlsh= ZR0lli= HEE Mo a7t Ao FoFict
5) 0| 2= H3l5l0| FRE2|ANZEH| ALZAI0] Churg-Strauss S =1t Z2 0| LIEHITH= B vt At 0|5 42 2 Z7AHZ0|
ERlo] 22 - EXIAO] LIEHD QICk 0] & AFBAlE ST, BRASH(KME, A4S, U, HAE, Ho| &R §) S92 Fo0l0 Fofstct
6) CH2 RAE2| LIS F0f U2 SIXto|A] QBT HESHX| pIoLt 225, AHAIMZL XA Y ZZN #E So| Al Z40| Eng}on
2 0| %2 Foi5t 3 ExI0| HEHE FO| ZA| BESHOF St
7) 0 o] £odoll ofsl a7t LIEHLIX| 2 ZRoll=, F7IZol AN Foisix| Y== FoIFtict,
4. NEEZ
1) 0] 22 in vitro AIZI0lA] CYP3A40I| 25l CHAE|O], OIS 22| HAIE HEE o2 Xalistaz T2 CYP3A40] 2Js CiAlEls AU=T HEEN
Al =2 CYP3A40]| ofsl tHALRl= 20| EF a7t 458 7k540] ik

St LE 4 908, 0

ofm
>

AN 8), HALUMRIIZY :

S
2

™

I
%

o
K
12
[l
B

=

i

R[5h=

ot
on
i)

SRR, AHZ0|=H Sak= 22l ojn] Lojutn = MAUALS FZAP|= 2420 KB R, 0|2E EXlolA S25| HgE ¢

o

2) 0] 24| THAKE in vito ATE! 5 in vivo AIZI0IA] CYP3ALE: KiskBHs FZ0l /3t 0] 9] ChAP} RBIEICHS HT7} Yoo CYP3AE Xfafet
£ oIZ(0|EaHBLIE, ofz|=2010/A S) B0 0 o0l BESEIt A5 JHsH0| U,

5. . U 226 oft Sof
24 i AAI5HT US TH5H0| U oML, XIZAC| R2150] IS NElBitkn TiTHE 2013t SoiBiHAISl Sojo|
2 =2lelof x| oc).

(=l
re
ra
0x

6. 20101 St =0
KAMZE oL, Aldot, Hot E= Aotoll cht obEie2 SRi=0f UAX| CHAIBZ R0l BAI 2ict).

7. DFxf0] LSt £0f
Yutyoz n@xk= Mal7|s0] Mal=o ooz A0S S0, 18] 42l &2l 1/28 1Y 23))5k= & FASIC

8. B2 % ANl FoNY
1) Of2l0]2] £0| HX| o4 R0 EHEIC,
2) T2 8710 8170} Wi 2 Ameielo] E)2iLt B RIH0IA HIEESH| gtooz 0l Fo|

e

=

9. IABSEY Aggu
Algief ZRHFE502R| TR(TRIRIIAEAS ) SR TAURINR)| LIES MEATS0MY(TERIHAE LSS MOMISHF)IS 2x2 TAE
o2 2t 1M 745t Holof7| B Al el PE0l5i0] 5530 B TRASIIASE 25 A, HlIHISAAIC, Cre) B 21 HEISHO!
£ Malsiig u, 7IsHEulge] 0% Alzi7ziol 80.00~125.00% 0|2 MEal SS8i2 UBslert

HImEIIES Augris=
T2 AUCo-24nr Crmax Tmax 2
(ng . hr/mL) (ng/mL) (hr) (hr)
MEAKS0mMg 3,00
hzof (TRARIIAESSIE) 1738+659 4287+179.9 . 329+1.28
[AfotieE)] {1.50~6.00)
D150z a3 250
Algler (ZARIFIAESSS) 1717645 4369+191.9 : 329+142
[Br=matem )] (1.00~5,00)
7|5HEmHI8 2| 90% A=Azt 94,07~ 95,63~ _ ~
(71 : 80,00~125.00%) 104.58% 107.91%
(AUCY, Crmax, tz W2t + BEBR, Tra ZUZHEHS), n=55)
AUC : EUNZIRE] HZEFEE HLAIZ MIK|2 BEEE-ARIZMGIR
Crmax: 2| IEEEE
Trex : B TESEE ST
tyz : LTH A HIZE7|

#1.0] o2 SZLAURIONF) TFH50U IY(EURIAEASS)T} SUB YRS AIS5I0] SUS HZWHOR HBHS BRTAAANY
F)oll it HIZSIAS.

B XU 7287, d2E2H1~30T)

B ARZ7IZ: EYUREE 24708

m EECH| 1 30%/4, 300%/4

B HIZClIX} : (F)EZIHOIEA / Z7|= QHMA| EHIT MEFR68HZ 58

B HIZR}: SEIEIHHF) / BEEEARK|E AFT 858 AFAHIZ 100

dynst o234 Hop |y

5 [ pullo] LS Fa

Z7I= ohhA| T MEiZ68H 58

% OJOHE2 OA = UALS| X|AJ0f 2t ARSSIAIL, Of210]2] 20f X| o4 BEtsto{of Bl

X & OUZ L2 R40/0HF M7 |IE(KGMP) A0 HESte P25t S| LSt HEULIC

X TUA AR (8 E= R57(510| ZOE|A7AL A - Wl - QFE|7{LE &4E O|UZ2 SHNAYSITAAHIRH 2YHATIE)0 oA, FUSH A%
= 3 OotE LIRS Salf wet e 4 AL

% OJoHE S01MY U 7|EF RS O UEHE = oJAEOMLIEKhttp://nedrug.mids.go.kn)2| QI HEE HZSIMR.

X MEEMol| 7|K=IX| 2 BAE0| LIEH AR QAL AL E= S o|otF otREz| R(QUZ Ol E )0l Y=iZFAI7| HiZiLch

X S22 TstTa| A @ t=tolarg ozl 2(1644-6223)

X O] HEZMO| JHHY 05 HAE LHE2 02)3463-71110|Lt www.etexpharm.co.kr Ol A £QI8H 4 QI&LICE

IHEY 1 2025, 12. 22




