B2 T A
7) 0] 00| TheRe NEOR UEDE BSE OOl HHY) B FP 8% 82 0| 250 0] Of NS ZEHOOL L
GENUONE §) Bui WIS O2ANE HEOR WHAIL Hesma paisios HENR0) SHsl 29 0 O 4SS Lo} 8
2 =L _ 3752zaz0tEA GENU 0) Scep) mEwal YUAT 22 340) UL 290 OZE0E A5 S0l AAD] Tt AR A WL,
= B 10) 0] or HLAel BNFRBONE HIZX Y2 S4E UEHIPle SRk 31RO 29 4TI, ZPls, 237 Sof tfet
— 0

6252|212 (OF=A| 2H20] BB
o]

12) AHZEZA AXIOIAM F2 H|Z T Qi 226t ZH (S A &4 TE)7H IR ES7 2HEEIUCHL D182 £0§ Al OFSA|ME AR E WX|SHY|
(H20rE o 22 0] 9 13 3 SN B 220 @S RABIOFBICE, o
QmZH375Uz| 13 13) of2-RU A% A 557 (drug-induced enterocolitis syndrome, DIES)0| OFSA| A2 &0 A0t0f| A A 2 EE|QICL DIESE IR L= 5 57|
B QE4E OISAMRIABIZ(EH) - 250mg (712 250.00mg) 2el27] BU GOl IS AE(OINE 28, 20l 48 14N %)8 2BUOR oft gfal=)| WSOIC) LHE BY0l= 28, WA, HulD), 54252
S2OSpIERAZZ (EP) -+ 212.73mg ({712 125.00mg) SHtet e 1Z0| ZEE 4~ AUCH FF A|S0| 2 E|ACHAT R TIME A2 ZF).
W OVERII: O[ZHME204 ABOI2ADRIE, QUIER0| BIM(OY-C-7000A), HESRABMLIES, F1ELIRH Y, 220|S 40574, s wsme
S|EZHIZOA . 255
- 1) ZRHUACOS] B8 Eots HIZAEH Lt Ol OFSAINRIS AN HAS ZANZORM OSAMRIY BESETL 43 A4E 4 9I00
nS¥625%2| 13 SEE PRSI
H G245 Of=ZA|AMEIAS 2 (EHF) - 500mg(E7tE: 500.00mg) 2) dRE2s YdEs Y FOIE Z20= YLMns TS SO0 2o Hle 23279 mRdhe(2R) 2 Thsd€0l oLt LR FelE0|
. FeSCETIZE(EP) ++212.73mg (97t 125.00mg) Ofst Z4012] b S0 Q\jJ WA= A5 QAL
B IR O ZPAME20A, ARO2AITLES, QUIER0] EM(OY-C-70004), HEIIZAMLIES, F1ELIQH Y, 220|SHO[ASIHA, 3) CEmgn S8R0 Bt . s i e
CEEE TIPS 4) 0] O E0i3I2f YHOA EEAIZF Y ZZESY A|ZH 0| 21EQo02 SN0 F91 3t F0= AE5| Fo{siCt
5) YUMIZE0| SS F0 FIYAQ aNE HOLY £ 900z SAjo|A| FE AIZICH
[44f] RUSH37522| T2 SIM0| 7L 70| S EFpIRO| LETHYH| 6) OFMZAE|ML, HFRERR 3 Ol YFZHE HUMRL SA| FOBIH ESELIt ST
Q26252 1H:0] OF2 SIMO[7{Lt 79| S EFAY | TET XA 0|, 7) HIEZIAOIZEA, O[3 220|EH|, HZO0M|EA, S2YMHLUZAE Za5 218 atolety SMaZte] B850 Al ZE2180| ojtch
8) MUMMERRIN FA| 0 Al HOARRC| HYEEE LUAANTZICH
(&5 &ul] 9) Ot=A|AZIn 22 ML M2IA = HEEZNO|ES Bl S ZANAH TR S BIHE Zxaljg 4= ACt
O pawd e - e B o 10) INR(ZHZASHHI) O 5t : 0] Of2 TasH SHMSAS S TA|ot SA0] £0| Bre BAj0|A 34T BAO| 2717t HUEIQT JEARSH (1
FPMEL D, GBI, AEHESIA DRAHYAOE A-HEZSZY), N, AEHESIA HI2[THA, AEZITA TO[Z2|A, Tell 2|0 HEA IS SHISH, B0 Gt QUBto| AR S0 ATF EIC H|Z 0] Ot QHIf2I0| ASAIR0| UMAES Edff HHEiR(A| Q9|
YHE, B, 2AHEI0F ZENOEALA, SRAERE, WESLw, BEAMAT, «(HAw, L2HQA DR2fU2|L, «DRERA ZIZ|A, «FfEA| ot INR ZLEZIS AABIO0F 5t1, TOSH A AL SI2TH|0| 2SS XAM5| AL} SHMBRI0| UB Z2E E5| 2202352 0132
o3t ArRUE} cA[Ha} BECHE WU G2AILL AE|ZBRE, BRMel AR 7 <DL JIEIZRlA, QIZ2UAD, £ A Z0|S, AJO|22). ERBAZT} ols HE2AZEo] ASL O AlsCH
ST old, SHLBRUE, S2or, HEE0| (2002 Hefzelh 2 11) 242 A0l BUNZE0| TTS M 2% SO ZUMSA(CIZY S)ol B4t BNE 4 Uk
(YT AT Y OFSAIHZO 40| U= BIEIHEIDA Ma7< L) 12) D|2HSYO|ERHES SoEH= A7} Z7 OFZAIMZ /Z2I22AZES a5 A5 SUS0H 0|FEAe] ZHEZ5E (pre-dose, trough)
o 7H9F 50 %Z YA A7F HOEQICH RS A&3t0) T2} 02{or 30| HALUOH EO FH 20|= AMEUCE HNSSEE et 0|
O 483 IOEM 20| WIS YE5| HESIIL & &~ £ YOOR 025 4ol Ofsh Add [olde 26K AT

- 20 V1Y, e 2 V1A HY, 58, HeY, By, £HI5E, 3018

- 2, 2w, ANy 6. Y2 U 2980 T3t £0f
NEL I 1) SEUSOIN J[HLMREL QOLE YN F £0{0| Tist Q40| BYE0) QU2 YODE U LE UNGID S H5H0| s ol XE
- 37] 4 5% HRAY, 4y 40| Qo0 QNS HEICIT BLEls ZQ0Rt 2050 E5] YA 27| 34Y SOk SOf5R| heCt
i 2) £9 2 Dl HUAR(QIAR T30| BRE O 4 rt
- A28y 3) $950| et S012 0I5) FO[lA AA, Hofe] URAA, RIS YH(LPLY S) SO 0| LIER 4 QOBE 0S| LELE 39
Ol E0IE B
[84-8%
0| 20| 822 Sixfo] 1, IS Y ME |57} 2AHO| FSE0| W2t DRABICL BTl TR0 BLILS HA8f07] o A £ ol SoisiT, 0BA A2/ 7. A0 chet Eof
S2tETNO| F= MAET|of T o) H|HSHEICE EOITHAR(124] OlAF = HZ 40 kg O4 A0 9/9| AOK|| HATHA| SH=CHAIRZS0| ALH).
OMQ1 Bl 124 O| A EEi= H|Z40kg 0| A 20 OFFA|ARI/ZRtERMLZOR N 18] 250mg/125mg, 1Y 3] SAIZIOICH ZTLEOBIH 55 ol 57| A Al
OtZAldRl/BetE 2 E 02 M 13]500mg/125mg 2 T2 4 UL 8. M| LHEH E0f
Ozl i 22 Sole|L Hagof w2 5] Sasic, DHO CHST 2L o) ROFT 8 U 00| Qofsks S El0] HEIS BAIBIA B3| Fo3ICE
-9l £0{2 THE 0} 2A|A210| £/0h HE S0{2Z 7|$OR ict. 1) 427150] ASHElof Q1= 97t 7| D20 OJAFSO0| LIELIZ| #itk
S2{ote| A4 Screatinine clearance,CrCl)0] 30mL /2 0|AkQ Sixte] 2 Eofe TS TQHK] rt, 2) HIERRI K ZHWo| o3t 20l Ligkdt 4 9lc.
S2fOlEl HAE EEES ] 5
: 9. YAZAIO| FE
10~30mL/min | 12A1ZI0}CtOF2 AR /22 S EAZIE O 2 M 18] 250mg/125mg = OF2 Al A2l /2at 22N E O 2 4 18] 500mg/125mg 03It 1) 0] %2 2502 Ui HiEE|H D550 0F YUARS HUSE A, WA, S2ILEAEN OfF QEHARA 7AYL0| e 4 9o
10mL/min Of3t | 24zttt ol A ARl /Zat gzt E O @ A 18] 250mg/125mg i OB Al Al2l/SaHe ekl 2 0 2 M 18] 500mg/125mg EOfEiCt, Oaftfewértr. [MRHA BA07) O] 2 EOfSHs SOt 0213t ZAE AAISHE 2 HIRIZISH Tk EABOIZAIRS 0] 2ol osf Yare |
S{OHE A 4A[ZIOICH OF2A| M2I/Z2HE2MZE O 2 A 19] 250mg/125mg = OF2A| M2l /ZatE 2 MZUE O 2 M 19] 500mg/125meS 24412 Y- 5 = 7515 515
| o o o p s e B L2ome 24 2) U0 myzl Sof o BaUel & ZEE O|AERIE, OAERIE RI20)E, ZUHIIAES U ASRIIS SEI UAOZ Za
cHEoioln, £4 5 3712 Eofotn] £4 S2AIH0| s S0 oirt, (012 A 4313 2o EAM WY ST BF 248D | 1hE) A e AL i e artiof
20| BTG, O[2f3 ZTH= O2AIMR 3 0] o S04 A0 BRI

- 400 22 WyoR YL 3) geuelk A0S S LiEr & o,
PSR- 0 gasaie HEoll O] S45is 20| U B IR0 (S BAD ZATCIN BANE SHo| ZNE ek » olrt
e o s o 7 5) OISAME Tis= £0f A CHS7 28 20| 9002 Fofsich : RABIS0R BHO| TS ZYeH=D| 2B,
1) 0] ofof M8 S HIERIE (ML, AN D2NS (0, OIITHNL, TIFHUIZFR(AEEA-ZA 357), 43 )| $20| 9 10. TRFSOIAS] 3
S SERE 20 1 01EZ0| P24} Qi e
2) SEH Hojis B8 S5 HATUTS % BRGNS BALUABO| S < AT (1) Y0 O3t BAE 72 WHGHY OLE WS R0l ASPIZH(YS U 25, BA, IE 5) U HAT HoHY WHOW, 40l 2
3) 0] o T TLIARIO) ot HZ EE 2015 Fojo] W20 i BAAE 4 oTh) oS A BEBAZ. 220 LiE 4 ort
R — (2) OISAI =0 A| EE AEAS HEHOZ oI5 2UNNE0| BDEIE ALl MRHBYE 0] U0l £O§ B YKoz 9
A e e A oy =S| Sir). O AR O JatsaiiEEel NRUA UAZ Ol URNBHlE B2 ¥EEEE A o )
et SISt e - . (3) HUH2IS 18 S0k F20j 712y HIFH0| Uoj 4 STk, HLARUS E0f w2 SNolN ZSZNS OIS AF Lol 4 U=
2) Z5E T 35 H0| EA(BSELt N4E|0R SORIAS €1 ALY A2 2014 230[Cr, ESAI FHOIHA ATHY 4 OlCt, YD £0| }F 302 M0f Uefd 4 QUK Al BE 53 NS AN
3) 201 Ee B2, YHPIL 7|MA-AL U, FEY| & Y2T| B4 LoI| 22 HHQ BA} 510 HoABIS ZABH A|F0F BiC}
4) Z7 GEH 2YS A, BIZPA 9Y B, DN, WAL L2 SREE K ZH3Y0| Uerd 4 90 (4) 58S, 23 AT ZA T J[Et] 2| BT Yojut 4 ol
d) TE U EMS BUY AU FHUA(GB| S5 S48 2T £ UM 2) A7 : O[5t A0 ZA| £OIZ 3D ZN0| G2 +2 UsHY HHO| ZASBIA JSIC 0] G2 BASNOR i 4 Ut
3 H

o

=

2oF MYLOIMENTE ot 2| &0t 2ILA| 01, S7|F019] LHYO| OfLf2tH & E= QLHEE AAE flet TE YHE HAZRSSIC
7

7|
of
3. oS WYEOE QI ZR0| o2 FR0l= HOMAECR YARIC

1) A1 : AL QIS AsEY, LY, S2A| %, 5%, SR, M2 29, 2E, ASET 2 =SQmolt H| ZRE, 9AS, o,
FUUZS S| LIERS 4 QICt, £3t 343 Tel0| s 2 WO LIEH I, ZHCICHS, S S OISt el (9l ahHria et 9l S8 el Zol)o| S 27 11, B3 9 2134k Zofat
H1E| D IC} YHS S8t ZX0| (Y| LIER 4 002 B $23| 5t BE vl MAD| LIEILIE ZQ0|= SA| £012 X3t HEe 25 °C 0510 74zt 20| BB
HA|Z 3Tt ESX|0 1 Hat0| 18 B A| LIEILH= 71 BHTOl ZH0[C 27 S02 st 9[THRiz| o[AlFSS Al AR Al 0] o2
S8BoZM FUE = UCH 12. 7|Et
gﬁ &:&f%ﬂf OFA7ER| 2 QIE2A 0l 4fBHS EHE2 24 0|2t Fotoll e a5 4 AT 2Lt L4 AIHolA = 24 0|2 Sote] 4 %8Ho| X|2E iﬂgrji?'; ﬁﬁ%oi?oﬂﬂﬂ 3'%’&. 1%?}% %ZT‘E g;a jﬁéﬂkn%ﬂy %:%(gmﬂ rﬂg‘aﬁgorﬁggo?ﬁ QTEMOHr j{fga:ﬁ?g[?ajm UCHT 2R Bt
2) 7 : U2 AST, ALT, ALP, LDH, B¥212010] 4%, C27 719, SESHY 0| ULl 4 9T, ORIEH 242 02 HUM2 A T p T s e e A e e T e T
T} O] Of2 AFBSIE FS0| Of UsHX{o= LENIT, 401, D2AH(E5| 60A| Of4), HAo| A0 of ¥issickn 8uglof 9Tt ojArSe) 35
9 ZNC 22 E WHE 4 QA AZ T 3 0] 637 FSA BDElE of7F YTk Zioj Ot 0|ABISS tiy2 JjzolL 25| E27
AR 0f7F 2TE(0] QITE OS A o= UBHHO2 AZSH 2¥S 9T Qb ZS EE YREN ofZDp HRAL0] QUYL ol Tt ojArge
BN 2 TN 22 B8 QO O] O[AISS 14 04 F7|EO A| O Z7HECE 7HUZO) Ot ZABHAOl BN SESHA, 7 (M) 71287|(HaRT), 1-05°C 27t
oY, E= GESNY o THIEY S8 HEH BYCL £5] AOMAME E2H 2T, S07|7He MSE0| R HWs| HEMOIN A
£ 8lo| 1422 23| Y=Ch (ZHEre] ou2Y 375%2|2 : 1003(10%/PTPEYX10)
3) ZAES : E2H Jj2E, CIHMEEN, IRHYUOISE I (AEEA- , SNEIINEE (RUZSR), +THHL0LY 2|7 34 A QWIS 6252|713 : 40% (4%/PTPEAX10)
ASRIETZ0| S2A B1E[D Q/rk O]2fE MRS Al FEE[FO|E WAEOZ 2UIHSSLT, 0f2{3 WA 240 ¥ o
ot F0le 012 FAl5tn, oAtel R[AIZ mECt t A2 EHi5 HEHF2(Drug Reaction with Eosinophilla and [HZ=22lx] 080-601-0080
Systemic Symptoms(DRESS))0| HIEIQICT. T2 HERIE SHS2Dl DRRIPR2 C27| SERE, OffZEAA BYHY 252 (FHY || .
& WDIBIS(HIGEEAS) S WY, Y (S| U 29| MR, SE2{|, DRIY WR), BUE, 9Z AmWZS Exo= ] U Y & [HIZOIZIAN @HIGAOIAA HZEEAA HolB ATtz 245
HY, JEYANENYSTZ, B ZUS SUISt SERY, SEHZ OILEENA £3S YOI BAUUS 2N S0| B1ED Yrt
4) U TIE HERIET] SMERIL 20| SBH JloY HED 2A(3ET Z4 U NPT ZE E3, JjoN AW 24 U 84 HIE ¢ [RIZ21 (F)2E 271 Al THT 522 107, 109
S OHAB ZAN AP M E7h wEy Dielnx 2lmn ZA C2R0H Z0j3 EAW 27} BAoR| S0| 21E[D QIrh £3 2R
o DRERWIAZ AZO0| E2H BDEY.
5) Hl7|7) : HAICICES HIZ5H0] IjRig-Mef2], 28|12 27} S0| UErd 4 9o,
6) Z22MZAH . 35| S2H Z2AZA THSH O|ALE0| BOIS| B QICh 1 O|AfHISORE 227 BOt MMt At 22 20 Ji0N = X 2 ooE2 et SAULS TS HFO/W, U FY Al REV[R0] FREUILE WA, WL £= QEE HF0| LAY FR0s FUHE
A%, oY, EBY EE U A0| Tk FUINS A|S SN0t URY EOERIOAN LAT 4 QT FH(2R)HZ, Yy £5 7 0101 Wkl SR
o-FE L oA S8 50| fUtklE 2FESUH0| LERE £ UOL| 0|2t 22 J40] LIEHt ZR0il= FHE SAl5kn 2ot A2 SiC) X MEAM ZZHFALY : 2026.01.27
A E2J TM AEZ TFRIAM A e S £ 22 AR Lt A 0loOZ2 HJ|HAIR GH= £ 2H3| 22ESHT 0|ANO| OIA - _ L I
e e L e a0 o DR R L i B e R dlenl 2 5 O] HE TN ZYOIE)EY 018 HAS LIS oOrEE8RBAIAL (Mtips://nedrug.mids.go.kr) S Saf Boltl 4 eLic,
8) FIUE | E2A U, ZICICHS0| UER 4 9lch 02f3t Z40| UEILLE ZQ0l= £0i5 X5t S XS J2E B3It % B BT o MaTA| A SRIOMEORIR|R(1644-6223 EE 14-3330)
9) HIESS ZEZ : C2H HER K ZHSA(MERERLIEZ Z2HFS S), HIEID BT ZEUSH(GIY, TUY, AR, NZY S)0| U &
Qick.
10) 7[Et : M IgA Hsto| BIZEYOR LIE 4 Qlom, SEX|2t0|Zf0|4, HElZ S| B1E(Qict,

11) I AlE = OfgAR BU2t2(1989 ~ 2015)5 EHZ HORIYE 24-B7} Zut Mz 2R0IE OlgAle Craat 2o HE 0l2A 2 diY
ST O3 OlJAR ZHof| A7t YSE e 2Dfoks 2 OfLct
ek

U

- O 2 ostzA - oRg
S RO B9 01y YRS
4. gy 29|
1) Of oFo] AHEOfl QUOIM LiETo| LS YAI517| lof0] ey &ACIBIL 2|z & EAsH 2471710 £0jsi= Z0| B2
2) HUAzs Fofot SN 20 M2 2T URIUG (OLFERAARY Bhe U SSMPUts el & FHRT0| LUErS 4 QICt 0[2{0F
2he2 miLldRl BRlEkeol HHo| LL Crdtd | 2T[aalo oiel 2ol BHO| U= AN Hd| +9, HETH 280N O 2t
2 gt 27 2 AR oI, DOINISS AR kS 2els 4 1n A2tsl a2y | HHE9l IUA 3302 Faks A olrt
3) OLFERIAIA 430} 0 S8 LiEre 4 9/00= pias| BUERISIL 9et MEIZ SABIEE HA(5I0{0}F 3Tt £0) 5 BXS o3t def
2 SAAPID 3251 B2 HARICE 426 OILZRAATL SNEe F90jE ofmld IR 22 N&F STHAS oTt. AE ES A,
TE2E|FO|E0| FURAL T|= 2t SO| S MOl AIAOf m2p HARICE
4) A0l AFBT TEISO] SATHAHO| ZO[E £201N MBS SIS L2712 HDERIC MK FUH A F EE NS § AU} 2
3 BIANIAL PIBpSCHR0| TRElofof B, AIRE EE NS AP SIS, oA SER0| LEIE, of 0l A82 ZA| Ttn
BAE 21402 RN} SICL. BMB N8O o5 FUMTE0| HelS A05 BRAER|SO UYHAS wol 4 Sick | o3t
o] =

S2ACAE CojI| o3 MAels SATF SIS 3ol 3
:

:
= o
Ch. 20t SRiNCTie SOEA0] o) 5188 & ol 5& E& 330 FR0IS 4o, Uk, Y B3 59| HAE o1 22Ace
5 ClO[mA0) O U8R Bt e S

5) 37| £0f Al G2 B8
6) 25 0l o SOjEAN 2715 A

o
i
[
n

K7-2601




