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AL, MolxFHL : 4 HolojA 2l Z2EHEE o2 M 12 18] 10 mgS ZT Foi3ict Salo| mat 12 18] 20 mgS 2T Foigt = 9t §
A 23 oll= 8F A, O|X|RH Loll= 6F7HX| FoiSict,

0j2HY i Yo I EA RS : 12 15 10 mg = 20 mgS 4 ~ 852t Fofstct, T2EHTOIRF(PPI, proton pump inhibitor)S 837+ &
$oz X 2= 2 AR, FII2 85210 mg Ei= 20 mgS 12 23] Z7 Foi8t = Qlrt B, 20 mg 12 23] Fol= FE2| Mt &alo| Selel
off BBict,
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ZRA 10 mgS 12 13| Fo{sh= on-demand ¥ S ALE3t0f 0|5 0| UEl= S4S ZHE £ 9lct,

Az FRSO| W72t R QY : Sxjol| w2t 12 10 mg E£= 20 mgS BT Fofdict,

da|FutEjTza| M7 : de|FYEZEe| U SXER N o2 X|2dolo} Bict, 0| & 20 mgzt Z2f2|EZ0j0J4Al 500 mg, OF=A|AZI 1 g2
12 25| 727} W Sofgto| AR,
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Rl 12 13 Foi7t 7kS3in, 120 mg 8242 60 mg 4 12 23|2 Li0f Fofsict 2/ | 52 SRS 0| %42 1471K| Foist ZEo| ct,
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1.Ch2 &txjoll = FOIHR| 2 A,
1)0| &, 0| 20| FAME = HIxo|0|CHEF O BPIYLS U 1 W o| Y= Bhx}

2) | ARIA MM of BRIEkS SxEe| T 2e| S /s ofFAIHRIn HERHA|)

3 nj32ao|=A| SHMH DipletS stxl(Ee|TEtE L 2e| ES fls] Sefz|E20t0| A} HEAlo BHE)

A E2H|E, AMZR|E, 72X, OLAE|0|SS Fof 81 QU= ShxiEe| TuE T 2e| U S 9fs| Sai2|E20j0[Aln EEA|of 5 (ASAES &)
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1) 2j2lgks : 2 WX, SE2i7|, 7121 So| LEk 5= 2022 o] Z40| HEKt AR0l= FoiS SX|8iCt
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£ 0| BRAZ|siCt, E3t 0| 40| oM E HR0ll= F0IE FXI5ks S HHSH XIS sict

4) 21, oz FH Y, BEEH L heiME FIIHQl ALBZ S SE6HA| D2 |A|QU 0= AHSSIA| Y 20| HIZHEISICE

5) HEITM Z2EHTANA X2t THE, &5 U MEo| ZCkZE} oiHE 2HO| fIE4 Sutet 20| US THsH0| ULt Eaelodct,
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8) |3ty SM 3 wAs o|dlS S 272 61T, 0] %2 RS0 7| XA Sof &S FA| s ASE ofAECt J2U E32
RIHMo| HofH £ 222, M0 =76 7|A AES2 Hlot=X Sict,

Q) HEEHMNO|E : IREHI A K| Q HEEHMO|IEFZ 1222 A5l 22, HEEZHO|EQ| ALZAO| Fo|Ate AZ)E HES =
A2 HEEHO|E J2|1/EE= T hAA Q] 3 St A5 U X&E|of HEEAM0|E9| S40| HElE £ gich= 28217t UL 18
20| HEEHHO0|ES AEst= 22, ZREHIANH 9| YAIF ol Fof ZEHS 12 E + UCHASAES A x),

10) de| ZEE2e| 4 S 9|5 SHUN WEQUOR o] Ut 20| Foisle BH 9| AIBMYME HZsfo} Sict,

11)0] 29| Z7|F0i2 olsf XHYAS L= TS0 oJef H|ERI Br (Aot R Latal) E5Fof7t el ksS4 0| gict

12) o5 Y FAISHIRTEA : T2EHTOH HE 285 EXl0A IESHZEA(Cutaneous lupus erythematosus, CLE)Q} MAISHIRIEA
(Systemic lupus erythematosus, SLE)7H 211=|9{C}, 0|2{3t Al S2 MZ LMs{L 7|Z0| A7t ARSI ofstz WMs|ict T2EHT
OHHZ RLE|E BHREA AR (2R D2 SURTAC TREHINHE 228 SxjN E0E DS SURTA0| 71K S5t HEf
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SHAIEE(B0 mg 12 13])0f HEF0IA| OFERRILIE|E LS E7t HEXHOR A4 SiRiCt OfEIAILH|Z S5+ pH QX [C}, 0] 43t W
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8) O|4HkS Afef| 2, FEHASE} oi(population pharmacokinetic studies) X 8 o1 So|M HEEHHO|E(RE 182 AS3t= 22,
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6. A% A 7700 it Fof

1) A2l 2I0lIA] 0] of0f QREA0 Lt HIO[EE BICH, 0] 92 B0l 57|0|CHS S AaiolA et SHEQ| 7| A7 |of Z7F0{A(400 mg/kg/day)
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S|91o0, ZEFH - 20| ZUT0IA|B0 my/kg/day) EMRIS| XISE 0l HSH5I} LEE| AT AN =719| 7| 47| of HHUF01A|(30 mg/kg/day)
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8. 2:0t0f chst £0f
Zofoi| ChEt ohri A= 2Hgle|of QIR| CHAISZE0] gict).
9. AYZHAR ol o] Bt
ARAB7\9 HAU=0] EEH LU ZLETQotT UHH AFAL £A|0f| S| HIZAHQ ZIE AT
10, 227 0JA[Q H|
BM7IR = 10|2 HT0i3 252 giCt, TToiof CiEt 0| ABHEo|C, SOIE 21 Soi22 60 mg 12 25] 2 160 mg 124 13|15 Y| =
Ch N OR A5k A0|51H 2 OfSHA AA| gfo| JhofFo|ct, SHst sh=Hofl Che 24T b} gict, S| Z2AEUEFS CHUZHE0| OFF =0},
2 FAH=X| phert, JAT0fE 22 SH0| UE ARE HAlsL, HAK B oH s dAlSl=S sict,
1. 5 E40| Fof
0| 42 Yol 20| SE51A| =S ofo, HHIES B0l A7 S83ict
12, 22 3 HZ 40| FoAR
1)0{2l0]9] 0| HX| gh= Rofl EHsict
2)ChE 870 uHro] 4 U2 ALRRI0| 7Lt FH RA|OA HIZESIR| §O02 0[S Fo3iCt,
13, O ESSHAIR ZET

7h Ao} 2 2Rt ELES T 102 T[S LR &) 2t Chxof Tj2|of EF10L2| IZHEH| ZAZLHES)[(F)EH= ekl 2x 4 BIR AR o2
215 AL Holor| S5 Al Ehs] ZTFoisl0] 34HO| 85 2| ZAAZS S5 A}, ThZ Cmax2| AIRICHARL 4A) LY S 7} 31%
O|Ac, B| W} $=R|(AUCHE 21 Hststo] SAXM2IsIS H, BaA| X2 90% A12[71240] log 0,804 log 1.25 O|LHO|H, H| T 7} S
|(Cmax)S: 271 Bigkstod SAHX2|51%1S W, BaA| A= log 0.80M log 1,25 O|LYZA, BISH 5= 31%0] sjEdte Cmaxo] 2IE1EHSH HuA|
2] 90% 412 71740] log 0.794404A] log 1.2589 O|LHO|22, AIAZSSHAIRY|E H17xx|480| w2t YSEH o2 S5 ABSICt

H| WEIISE YIS
RS B G
AUCq.10n (ng - hr/mL) & Tmax (hr) i (hr)
(ng/mL)
o2l EX10Le| 18 -
Chz=ok B ZEtELES 363.1+154.0 21514813 X 1.41+0.40
Hz=ot (2t _FE IEE) (1.00-5.00
[(FF)Et= oM
2| ZE2IELIES 102 2| 0 3.50
AlBiot s ER1022 14 3659+148.4 22834790 1.38+0.35
[ AR 2HF)] (1.50~7.00)
90% lz|P¥
AUC log 0.8~log 1.25
7|E log 09452 ~ 1,0621 |log 0.9567 ~ 1,1803 = =
log 0.7944~ log 12589
Crmax g
(HSAT 31%)
2OHstst YRx|Q| &} 1,0019 1.0627 - =

(AUCt, Cmax, tie ; Bt + EZHA}, Tmax ; SUZHHSL), n = 34)
AUCH: FUA|ZHRE] HBESSE FYAIZ K9] EESE-AZENstHy
Cmax : H|18Z=T
Tmax : F| TES=E TEAZ
tie | BHEH AA HIZEY|
* H|WEIIBIER|S 2SS HAR| 21| 90%4E T2
* THZ= 2t Omax] AIBTHAIRL W] LY BESH (%)
=100VEXD[( 2% 2t3t L= Cmax2| ALY EFHA-1
0] 42 JAN AF) 2| T2 SHEEH 10| 1A 0t SASH HEE AKBSI0] SYS MZEWUHOZ NIFS UM AF) 2/ HZs2US.
14, 7|E}

1)CE Z2EH TN 2| (0] Z2Z)oll Chal /F 04| A2 ZH047t LIE} Htohs 2t lck,
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3) SEHEEHE 27501 25 mo/kgol Aol eS8l BSEISH0| ST} HChs 217t 092 ARBA| Zaidy|So FAE A,
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6) SSHE M20l|M 2| Z2EUEEC| LD50E £he|ZT FoiA| 0FR200A1 ) 1,000 mg/kg, SHEO|A]) 1,800 mg/kg O|2ACt, 2iH| ZEtELIERO]
R|AI2 Eta] ZTE0{Al JHOfA] ) 2,000 mgkg [Ar2t EHE2K0], 20 mg/day)2| 2 2,500 ~ 5,0008H], £t5] HUF0{A| O}A04] ) 200 mg/kg,
BHEOA ) 150 mg/kg O|2ACt, OF20{A] 100 mg/kg, SEIA 300 mg/kg, HollA 26 mg/kg MQ| 23| 2T Foi% |3 HY S ARz
Mol m|3 &A 5= (Cmax = 427 ng/mL)°| 8 ~ 374H 0|k,
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