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e BASAAEY Kozt 2@ A4BARA 927 MGE TS BAd Faao,
9 W5A o9 3&d 1 19 18, 19 13€ A AFE B

ARALES ARAHUNE FHOE HEAT AE BAA A%, 59 VIS Y3kl
o Ghlel 248 93 $US BPA)OE ABE % U

ENSET

L

A3

DAZRAA o)A
ERFALEE RAY EAAA FUE AZAZAA IR NG F 2AGA BIH
Aok R2E AHE W4 g, 22, 344 45, B £, ANER, FAF3A,
U5, FUA 2 82, 29, 1939, 39F, ALEA0EE (04, 294, A
A W), F5Y A% 3% € 9% (A2 W), 9 Fol AT BHFIRES A3
2 AAAAA o) g &8 AL G4 2 E9A A g
ol & AF A, JAkE o % £ B AN 3t 8X 2 HEAY £95 7,
o & B4 A ARE ARANA 34 B 959 sl A8 FAE NLEE @
A4 R REAA Agat. 59 eyt A A2 AZRNA FF 2= AL
A 2 A2 T A AL o % HEE FUIHL JAGA FA gHLS
stejob gk RE o] %9 BES FT F Tl AdHNLY, ARAA o e BE
€ 3T Fk T4 ASHAY. F0) AL YA A£Ho2 FURIYRZ BiF
SRE AF oo .
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g B FASA T A

1)o] ¢, o] ¢ke] FHNE & TEANZ TE YA HAREA FAS #A

2)A%A #2 (CLCR € 10mL/min), 4FEX4E &3 Jd& &2

39 2 QAT A& Aol e FY, FRE

4)0] F& 43E PHAL oD AFEQ X B4 (galactose intolerance), Lapp £ 3%
#HEAL BHUZ (Lapp lactase deficiency) B2 TEF-AFELA E4% 9 (glucose-
galactose malabsorption) 541 #23<0 ZA7t e BAGAE FoIstd ¢ ok

e @A A58 £ 2

DA BA(FHRAE A 2 8F T/t A48 ¢ Uh)

QT RNGAHH A HRAY & F FE/ A4E & dot)

)LFA(HRAE A g2 8F F2/ 449 # )

o e

1154 o] 4o A4d 2 Al tdA ¥ 27] wd F4el e A4ER
o] ¢k g AL 154 ol FAY F ALE thdy FHES vy Fel A
© A498A 249 deE § BHFEARE d2 JAAHIA HAHU 4579 A
B 5 o] o RN Es BRI ol uhsE AVIEZY (351%), HIUFY
(263%), 933N (L75%), BEH (1.75%) oAtk o 43 #AR o ggENSE 172
17, 445 QTAA 14 ojfen, % AZo2 Uit of B o AANEIA ¢
F3A S Jaglel AA AL 247 (BEHTILE TAZ 1109, o] oF FolZ 114%)e)
A ERE S F 1% oA RIHAY, ZHRIAE BFETY 22 UEE DG
ol hise] HANEE ok Rojth

. EHESAE o] % A4
AR HE o) guts EQZ(n=110) | F9Z(n=114) |54 F(n=224)
N(%) N(%) N(%)
A% A%
ASHEF 0(0%) 1(088%) 1{045%)
3¢ 0(0%) 1(088%) 1(045%)
A7 0(0%) 2(1.75%) 2(089%)
9-d= 9% 2% 0(0%) 1(0.88%) 1(045%)
H9A4 R I 0(0%) 1(0388%) 1(045%)
H3es 0(0%) 1(083%) 1(045%)
AutA oo} Foj R Y Ao
Ry 0(0%) 1(088%) 1(045%)
5% 0(0%) 1(0.88%) 1(045%)
T4 0(0%) 1(0.88%) 1(045%)
zy
HIQIEg 0(0%) 3(263%) 3(1.34%)
QT 0(0%) 1(088%) 1(045%)
wu3e 0(0%) 1(088%) 1{045%)
GG 1(091%) 2(1.75%) 3(1.34%)
ANERY 4(364%) 4(351%) 8(357%)
AL
AAE QT 9% [ olom) | 1008%) | 10045%)
A 2 g
IEYXHEES [ 0(0%) | 1(088%) | 1(045%)
W, oA, EREA & 5%
EES [ o0(0%) | 1(088%) [ 1(045%)
A73A 2%
e DL [ o(0%) | 1(038%) | 1(045%)
EE L] [ o(0%) | 1(0088%) | 1(045%)
AN A%
Nk [ o00%) [ 1(088%) | 1(045%)
33714 2%
T2 [ o) | 1(08%) | 1(045%)

o

2)15A o9 Fad B AQ thdA gElZ7] agEA
o] okl gk tAAL 1A oY Aa¥ P AUoZ A d¥Es) ugaA 2839
£ YA E § BEHFNAE 4 JRAEHA BE4FAZG AN JE IEFAEE A
e JAARAA HiE A 45739 8717 B¢ HEFATAA T Hyd o)
Be-& A7ERY (220%), FF (220%), 9727 (220%), AR (220%), F=#7
(220%), AAANA5E (110%), AARE (110%), 79 (L10%), A (110%), 7%
AZ (110%), 89 (110%), WIUFY (1.10%), REH(110%), ALT A% (110%), AST
A% (110%), 34 (110%), 74AF &% (110%), 9344 (110%) °Ifidh ©] <%
AEH AYENLTE FAAZ 174, ALT(Alanine aminotransferase) 4% 14,
AST(Aspartate aminotransferase) 44 17, B1AZ% 270/3loH, BF 3Z20 2 eyt
g BE o] YAAYAA AGBAL ARl AA FAF 2839 (FHRINXE TP
989, AEAEHA Tz UF, YLFAZ 91F) A TAF oS F 1% o4 B
HAY, AN AR GEREZED E2 HEE TAT oS TANES Q943 Ao
=8

ZHFALE| JEAED | 94FAF | A4 Tz
AAADY oVpag S s Py |
N(%) N(%) (%) N(%)
A% 248
ALR795% [ 0(0%) [ 000%) [1(110%) | 1(035%)
T 38
REEE] [ 0(0%) | 0(0%) | 1(1.10%) | 1(035%)
AR A%
Ta¥ 0(0%) 0(0%) | 1(1.10%) | 1(0.35%)
AN 10.02%) | 000%) | 1(110%) | 2(071%)
TAAZ 0(0%) 0(0%) | 1{110%) | 1(035%)
EE 0(0%) 0(0%) | 1(1.10%) ] 1(0.35%)
7g
HIEY 10.02%) | 1(106%) | 1(1.10%) | 3(1.06%)
HEg 0(0%) 0(0%) | 1(110%) | 1(035%)
A=39 2(204%) | 5(532%) | 2(220%) | 9(318%)
A
ALT ¥% [ 10.02%) | 1(1.06%) | 1(110%) | 3(1.06%)
AST A% | 0{0%) | 1(106%) | 1(1.10%) | 2(0.71%)
AAA 2%
TE [ 0{0%) | 2(213%) | 2(220%) | 4(141%)
239 | 2(204%) | 3319%) | 0(0%) | 5(1.77%)
A7 2 S A
AAZF [ 2(201%) | 0(0%) | 2(220%) | 4(141%)
35714 3%
A4 0(0%) 0(0%) | 1(1.10%) | 1(0.35%)
HAZ 0(0%) 0(0%) | 2(220%) | 2(071%)
TIRIT 52 10.02%) | 0(0%) | 1(110%) | 2(01%)
0% 2 g3x4 4%
Bkl [ 0{0%) [ 0(0%) | 1(110%) | 1(0.35%)
ZEH7) | 3(306%) | 0(0%) | 2(220%) | 5(1.77%)

3ol ool FAEQ HEATAA R EHFII2ES FAse] A7 FPE o FWTL
3 2.
(A=A e ]
DE @ ¢ &5 28] e £ 9.
EhE
o BH%A2E
D BH=A2EE AYASY (status asthmatious) 5 F4 H4 BZAS] el
A ABE A8A7} ol
@8AEME ALT &5 4EL LAGES 0. EUTIAEE A4 34
A= ALHN AT &
(G)4Ate FEF) FYE Z2EHILH2O\E AAY FAFE AXFHLE 24

o

Aeu, F2HA FPE FL A7E ZREILEZE ARNE BHFILES

AgelAE kg,
(D&F9 8 +28 7194 439 ARE 99 EeFHAES ©ELR AHFAT

gi % olFo) A40] S5E VAL Y S0t FUS pASA 483

&3t ALgstelol e, £34 YL F-ATAS SHEOE AT £ gtk
(B)ot2v A f@ FAPEE AL Y FAE EHFIFAES BLa 59 o
4 Z& M2HIEA A29AE B4 Qdth WE EHFALRET} ofay
g FA5E WS 71 @9 YA 7= )5S AANAFEN £
£ S, BHEA2E} okAud F94 F4 AN ofAT A Y v AH 2!
294 93 #3238 /18R £3& AZT § YEAd dANE 92 9 ok
(6)Z4T7 Z7t
EHFHNAEE BEE
Churg-Strauss 2323 §9% 4549 FAEE vehdth o8d F4L 92 ;
EFAHRoE ANQHLE AFE 4 Yot ANIAFS/I5L W2 F2E T
BOE AF FoiFY 7tag FAAe] Utk Al FANN IRFENE, RS
B3R, A5449 43, AAPES /EE AW PASE A AF3) #Fsed
o EHFENLES o AZAY AARAE HYHA gk

o dEAEIHA
MHABRAEAL B4 F 29, 92, 7830 el £ Jenz gdoy JJAR
o] 719%E LS AYE VT 4% E0 FIE 71&doF
(2)719%E ZA2ANAY FF30%4 B4E F71E Fo= & JOBE HuAYHT
AT, FeA 2o] BEse AL Heof At
FHEAEEAL 2LATY 92E F/ME F JOBE SAFY AP (d: A3
o, AYA ")) A R FAG S FYsjof
6 A5ZE
1] ko] FHEA EeEI2ES HRAHHA B4
AER4-L YehiA gt

%ol ) 94402 9% 4F

A Akt 4744 gAY sG-S e E o, FEFERL) dE JHE of
Zh
0 EHII2E

(DERFH2ES J49] du 2 47 IEE 98 AL4HE 02 GES M 5%
< 9 o)iSe) FtHATE Hie ok FEFERE A7 EHFARE
Fe o FEEY S5 YAALE FF GL AAA Yok - H LY,
ZUE ZYEUEE, A7E AYY (R2NE2HE 1 mg/oEldd2EHTE 35
HESY, O34, 2593

@F7149 FEF3AE 97 AT GAAT, YA EAAN BHRALES £

ARHE GEE FEF PERAANE o IFHCR v e FEAEL ¥

AT GBS A ALHEAND GFEEe APD TEE, AR FuA, vy

o|=4 A4A, WxtelAH, $HAAA Fo| Aok
(3)7 WALE fE3E AenEag 10 mg £3¢ EHZIAEE 13 Fo4% 2
EHTHALES AUCE ¢ 40% #AAT B FH2EY Foibgd 23L& Y8

gou, EHEIAES $A dxnzEddY, d39d Ee AUESS T2 A

CYP-450 & #ZAIE HEFAE ot A48 94 BUEAL 4A%E R0l
A3,

(O vitro A FPAA EYFIAAET CYP2ASY AfAYN Ao2 Yo}, Zy2sis

9 2ASYEE(CYPCRE F2 HAE dEHY %E)Y 5L dFAEAA
HEALEE in vivoll HE CYP2C8E AR g Aol YFHANT Heb )3

2EE CYP2C8d 93 #2 dAl=E oE(d, 3284, 2AIZYEE, 933y

)9 dAE AHAANA g2 Ao AZdn.

(5)In vitro GFolA BEFFAEE CYP2CS, CYP2CO B CYP3A4¢] 7]Aqe] 4l
t. ZHE72ES AVBZA(CYP28Y CYP2C9] AdA)S %FE FEFES
37 918 WFNEE E9 AvHEdo) EHFALES AN mE2 S 448 FIHA
AL E yehyth 187 7YY CYP3AL AAY JEHRAUESS AsHEY Y 3
FALES HERAPE Hele BHRALEY AN k&0l I ¥ F/HEHA &5
22 FAHA AA9A #71E $F Wmehtt 2§32 i AN 9%
A3(e: Ao 3o 200me/19 2%, 90mg/197HA] FFae % 1F F9) 9
22 F28 % ool FBEHA @, BAFALEY A k&4 g
H2de 9F2 9342z v g 3%E AR gt A2E Addd. BN
Huzds §4Fe A BEFALEY FaLF 2HL YA @tk In vitro 23
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LA%RAE W, BT EE EYVEZYS 22 dE g CYPC8A# A o
FHLE FAT FE HEHELE UEA 8¢ Aoz AAAn ¥ o, BEF
F2ES o EFIUSTHE ¥ FARE HE ZeFIAEY AN 229 §8 F
7k dEhA ggit
o HRAEHA
e Fe|2eHlA S HANAZ FFe) AL HEF 34 get
@ GANA (FEAAA) A AEARAY Afele g3 FFL FHMNA 42 A
{4 = HIAW05 o/L ¥ FF), dRAHIRAF ¢3& & 718 CNS JAAE
&4 A¢ AR FN2 #2E F 9T £ FHE Mg F
GHRAEGAFE FEAEE B4E A7 QAT AL AEIAHe FEREe
4% 477 ded FEAY, FRAHED, dazrlel], ofazrlol], AT
UE, AdEYdE dsAddel gt H2¥8A(1Y 400me) el HEF AFAAE
A8 gelojasrt AN E(16%) F2E BT

o
k

AUCE 297K 3RS, dEIoY EFHE AU HETAE o9
o2k WsH11% 22) B3,
(5843 2ol 884 §4 EE BolANT F4UE 3L BawA gk
9% 2 244, 9949 Be T

~

H xZd A%)71A ZFFAT o, EAA 300 me/ke/day §F(AAY A 19 3
T FF AUCY 1104 k2o d3)7tA Z1%o 2 o, /1Fe4e 438 5 Q3
o ZHFALEE B R E79A A7 FoHEE IR 202 BIHY,
Y 478 o2 f2AE 23 fon SEANY ANSAAE Z3ot A
AN At G4 dXAAE Feth B RAYAY FE A¥AH 7FLA )
HIE o o, ofy SEE A9} YOER o] 2 JHdE FasA gerh
(2] & HlEA Do F A4 JA Fo Adordn. AFH E FFA4A 3= 9

oE Fd 9PAL HYAR Rk o]#HE A7EL A2 BE 7, A wdAq &
gHoz £34 A9 FUFA F2 2T AHE 5 PHEFQY A#He Ut
(RARAEDAL Fei5el vXE Gl AT FEAYL AAHA gsich
(DAENM ERFALEE FFLE oPHE A2 AP, B FH2EN AFY
BRE PHEHEAE €84 A 2y, B o] ERFOE oYHER o] &
FHoA FA5A g
Zold] g Fd
o) ok 154 wHgty Aol A HAA -
AHA g Fo
elelel YAE JRE EQRA2ES HEAYHD AAY AR e A ded 2
FE 2AZ § Aol
0 ZHEINLE
EHR2EY AA JANE RS 654 oY =AL 35%R2H 754 olde

oo

FE Y=o A 4

Lo

=2 gskor g2 943 o= RIHA g%nh I THANM ZHFAAE
g B34l 742 /B2 MAg £ gl

o #HEAEA
HEAEHAL
dAE 8% 3% F1 A7t A42 4§ Y00 ALFoE AF3 R4 AFg
o] 438 Ao AFFAY sty HAF ANE Fh

0 YAAR S 93

AEAERAL FHEA AYES JAFRE FYEA JURSANE AA 37 3-5¢

Aol o] k& B g Ao uigF st

HFFeA AR

okel HAE ARE EHFASES HEAEHR A A2 g A7A ved 2

32 2AZ & et

0 ZHEINLE

_
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W =29 AD7AA 13 FFFAT o, A=A 5000 merkg $F4AY Ff 19
AT RAF AUCY 2304 k2o AD7HA 13 F+FAE W, AAE FEL AN
T},

(2)BHFII2ES FFRARE W AL T & Y& FoIHA ANYL Ak 7] 4D

7 Q7N BAZIA 13 5L BATALEES 19 00 mg SR FARE Ho)
E QAE02 308 o 4NSe 329X gt FIFANE 99HY fFA8
(48 59 §454 2& SBL ARWAZRE AAST I¥ BUEZLS AN,

28 A%l 124 ARE AN)E S Aol G,

(BAB T ZA 94 ARIA 4 2 20} BHFAXEE 1000 mghd) 3 Fol
@ A BTQo, BRE JATAO AN Ak Y B 20189 37
4 Aas Ao} YA A Wol RLY AN E RE, 2L, 2 BE, FE
AASEA BEPA SIL, ol o] @AY AR YA,

(0)] o) But BHol} ARHOZ AAEAE FAA YA Y.

SEEYEEEE

(VAU FFFAN Fho) etz 20e) A5
ey,

@AuAEe) dE S8E 547} QOnE FFTd A 32 F= AALYE
ANV, W2 AFFAN o ARG AA B,

(ALAYIRE BARHo] 9] BHHSE AASA G

4 4449 79

Do) Begas] AEo] Be9 FUE T & U WA ARSA P,

3 83 2 A9 2943

Doigels) o ¥R g ol naBy,

PTE §700] W] P Re

olg Fear,

4 38718 9% A1

Derseta 3u

Age BAABAARALLER) S 1Zt EARA(PHEQ) S 2X2 TANY

2z ddR A 498 ¥ £99)
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—_

FEHE gFHA

BH FALE)

RS F2HNEE
T8 AUCH Croax
(og -b/mL) | (ng/mi) | () tiz(b)
2ok | 2o A& (W HRE) 4221 + 11715439 + 1340 [2.5%?200] 471 + 052
Ao | EHBEHAA (ALGER) 4321 + 10975552 £ 1144 [1.5%?2_00] 473 + 058
0% NP7 log 09834 | log 09749 - -
(1% 1 g 08 ~ log 125) | ~ 10686 | ~ 10801

(AUCH, Cmax, tie; BERLESEAL, Trmax: FYR(HEA), n=34)

AUCE: TR JF38FT5E AFANT 1A 9 EF5-A2548d
Trax: HXBFFE EGAT

et 7 24 W77

FHZYYEAE 2O AR A9 0% AT

(OYEWRde AEHRY W3] F7H83%) B Hd8x F&(0%)% ¥ 8%

(DEBFI2ES REANA 400 mg/kg/day £F(H A Al 19 A7 F9F AUCY 100

FEFE 42 HolHE BHFNLES A drdAls £2 43449 Add O

A2 04%th. 1BAZF FL §AZZA A EE KIS AAHY Al 22

22 N%¢ o WASEE d9AoR Aslsd Asdd s 234

(DEFALEE P24 5000 mg/kg 34308 A 19 A+ FoAF AUCY 33

TN AEAA 2F T EHFILEE 19 20 mg 344 FARS W, @

35 A2 A9 FAY F FARAA HEHIA gorm

02 714 0 1WA A% A T2 A v AT Fdde) Uy ¥F 2%
HAE 9 ARAHHAE 248 A5, HTAIEA (AUCL Cma)E 21T §
AADHYE o, WA 29 90% ANT20] log 08914 log 125 SRR H BT

#EAEER)
e s ALPNYE
T8 AUCo~ Crmax
(ug L) | (og/mr) | Tee(m) |t
ook | 202 (BU1OHER) | 1681 + 289 | 267 + 2| (e neg) | 874 E 155
Agek| ZHAEEAY (ALGER) | 1714 £ 280 | 2174 + 464 [05%)'5200] 870 + 155
90% A3 77 log 09936 | log 0.9946 _ .
(71Z ;g 08 ~ log 125) | ~ 10462 | ~ 11090
(AUCL, Crax, tz; HFGELEZHR}, Toax; ZFF(E), n=34)

AUCt: RHAIZEE HAFEFEE AFAT A9 EFe=-A72FH84E4
Crax: H{1¥ZEL
Tmx: HXYFFE EBAZ

tre: BE 24 93]

* U ERGERE 2IHSE WTA 2 0% AFHF
15, 71€

o %k AME Al Zt gAY FHIAIES F2ATh
16 2# 3 AF3Y FAMNT

Dejdole] &o] B4 g& Fo] BAAT

T 719 vl ¥ AL A4l HAY £ #A HelA wgHEA Forg

g FHgu,

[XZeH]
71447, 4& (1~30 C) v&

[=3cl]
304/4, 1004/4

AzAgA ALLE(F)
BA A5 AZT ARUE 33
TR AT 4944 AT 9gw AAHAR 7 (BF 4)

FLA ALE717ke) AARGAY A B o0& AFL o, B4, 94, =94 A4
Ao gate w@se =P % L AFL 7Y #F AZE FHA B F
A7 ag e 2E)R Eee AL aA R (SRR R 080-555-7171) N A FEE =¥
H, Azt 389 AFd FZo) BE FINE A3 F FAFIEN (A%
080-333-6312) 2 Autguth. AF AHE F FAE (13S0 BT B¢ A%

G B A(1644-6223) E2 A %F ) TA AE FFAE(14-3330)9) £I3te) £7

AR A AFE & £ JdHUh

AP FAF ALY 2023, 08, 17
ML-B-0000-Y8-01

“APMAIELY o F ¥R WE2 A F9 o)A (wwwielpharmookr) EE 4F4]
FEQAA o) FF WA RA 2| (https://nedrugmids gokr) N4 FA8H4 ¢ dgUrh”
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