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1 BS54 QN SIel TI7IIZ : 30/600 mgg 12 13| 8% S9t A7E0]
2. 0|2t ARAM ol H7|R|R 1 30/600 mgS 1Y 13| 8% S0t AT E0]
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5) E5(Met 54) nZ4ES &t A FB(ME BY) nLaR=S Bxt
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1) ASHBIS 0| Y BHX}
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1) SCiEH O[S Al AR ZAL Y #Xto| AIUE D Sof|A LIE St oj4Ete2 ch3at 2k

(1) OHFERIA|A BES(HALTI, oIHBE SERE §)(0.1 % 0|2H0| UHEAT, £3(0.1 % D|ZHE RS o7t USSE BES S&s| 5tn 0f
YEFS0| Holel= 0= FUE SXlotn, HH ZX|S FaHof Sict.

() HEg7d2, FUETS, LI(0.1% 0/2), ARTAL, HALAA BIF01 ~ 5% 0|2H0| LUEHLLE L7t leDR BEE S26| i 0f
o] &olzl= FR0I= FOE SX[otn, MES ZXIS FHoF Bict

(3) &, AST, ALT| &5 245t S5 27ISHOH0.1 % D17t LiEHLL A7t A28 pHEg SH6| 5tu 04S0| #Rlsk= ZR0=
FOE SXlotw, X{Het ZXIE F3iCt.

(4) SYEIAMSHE DS EF), TRHULBSFRAEIZA-FEL Z2F)(0.1 %)0| LEILL= Z27t 002 A2 S75| ol 0ltikS0| &l
£ FR0I= R0 SXIGIT Xt ZXIS FHoF Bict. ATt £ ALE S0 DRESS 50| Eue|gict. ohit 0 3 Ny
A7t UBE RS njshi= RS OfLICH(FL Aul2IEE 24 - Fot Z1)

(5) ZFEH(0.1 %0|2N0| LIEILE= 27t QleB2 UE, 71, sE2, HZ2 ol H(HLS(55E)) S0/ LElt: Z0l= Mash 85 XM
SO ZAF HAl 1 0] %0 £0IE SRl RALES2ERE Fofol= S XA ZXIE FSch

(6) ZHEblE ol Lietd + a1, M2 MRS o 4 ooz, M7ISHAIRIBUN, 220lE 45 S)oll FoIsto] 0140| LEiL= 32
TS SXlo1, XHet ZRIS FBict,

2) YHAIZOIA FE2 1% O MO LIEKIOLE 9IoF SOF0A Of X LIEKITE MAH UMBS QJotRoly 2tAmalE 15 mg, 30 mg £2H2olA
LHE0| FARIK|Z 2ATRLE 60 mg FUTOMAE O FUCE (2229 %, 14 %, 42 % X 7.4 %) RXI7| AIFS AR S0t QlukztA 7t U
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(2) M7 : HAS, S, Mo/, HHY Al/EZAS, DHA/MEY, HES, M2FME, MAYT, A3(RERH), FpaEy, AN

(3) 231717 - HIFHEQl B, e, A, YOI, AU, ATYEY, ASRT, N, Z2UE, HAZ, HH|, 22/2F, A5, dsla, EY
Mgl Mz As, i B TF, ART/QMM Y, ATy, AMoIXIY &8, EY, A2F7L Bl 57} R &, (AYY) 7
3, siHel/dY, ABEE, 01525, (AYY) Y, 7E, 7, 44, AFRiCIoHs, AEe/EE

(@) 2417 - g, 2T, ZHMIISHEIE

(5) 8t ol B : HIE &8 LDHYS
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(6) ChAt 3! A 28t : HIEIRIZES, 8, /XY, 94, MS57YUL, U22T
(7) 2227 : w/2EAS, C2|33, 2HY/UHE, 2BAS, 288, 7S, sk, Y
(6) M| 2%, 7|9, S0, P2, A2 23, OR|Z/AY, B2, HE0H|, Mo ol Y]UR/BTL MEF, Ao, BB AL,
&, Z|oH, 0I21F, BA|, A2FF, IYF, ZAUES, 2HS, ST, F, TH
(9) 8|7 : HAL 71X, 718 57}, 3522,
555, ¥y
(10) o= W 24713 0L, 22, 7183, Wi, FE2|, HEYURY, [RAZ, S48 I8, 1|83,
(1) 54 ZZ718 : HIZYAIOL UA|, QHAN, MUY, Zofg, oAz, 228, SUHY, ol8%2, FNIES, YUEs, 0/2k4, AloisE, 7
oi7{2, O, F0Ie, D|Z=%, 0|, Alorei%t
(12) Hl=A] 712 - = Fol, MBS, SZ/D8EY, 258, Ud, Hed, 25, HHOY, 7HEYUS, 75 2F/0188 /'Y, Si(glycosuria),
o, WI|RH, UBY
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£ ZSEX| AU ol2f8t O[YHISE Yoioz Buso2 wARS o 4 girk
(1) T : OILIEIZIA AR IS
@ 23717 : 2=y, TE, HHE, =8, 0]2i0ky
(3) 2 o 2mA| : RUUTE, MYSLY HIE, ST, NYPUAS, WHAYAS, SFTULS, HBTULAS, AUZAS, SHYHAT
UAXMES, SRS}
) AL S SA7 - Mopau S8
(5) 4 : SRAER|F Clm|e|y HAt
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of, B4 s MY Ul olEsLE o Folotel QITHEAE SRUY 4 UK oirt,
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(8) E4 ZZt7| =t : 2101 EoH(Speech disorder)
(9) HlsAIA 2 : ZFIAINE, @FF
(10) 2t : AST, ALT, ALP, LDH, y-GTPS| 4%
(1) 7Ie}: P2A, HUESHS, & Z2A6|SH M| 45, 014 R4, 5/9k U] D, Ax/oty|
4) 24 NTE TAZIHEALSHS 1 807%) 0T MU Ch3T 2o, BAmatsilol HR OIS SASIK| YLt 1 S5
5) MEMA S5x|
ChSol MBI ZAIXle] Hapt BATRIZ) Tt O|NHS O HTEIL
7| 2} 01y, AST S71, ALT S71, 2Ol J7} ALP 7t 2282 J71, y-GTP 57t WBC S71/24/01%, AG ratio 0|4, RBC 0|
o, WRRUISE, 85 U 25/QUESVL, ZHYL, SAPETL, dRIRY 44, DXWES, Held 5724, SAAHE F7/24, 2233
2E|F0|= 7}, LDH 571, HAT Z7H/2Z4/014, 7IAER] & £7h HEREUN U YN0l G ot 22 RAS 59| F7hE0l ML
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1) 231717 : 0] 242 Fo{sh= SOt 7, BH| Ei= AT LR & Qln S8 fiMo| HhEd 2HISO0| LIEt 4 ck
2) tiAtol : 182 =80| ofsi TLUSES, Usta|B0| LEr & QUct.
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1) 0] SO ol oyBY| S| FH|ALF ZITto] KIHE 4 YOO o4y FYo| NSl Z FAHITFHX| 2 BRI HE L, K
TE, MUT2, 8, S48 5)0| YoBIN Yol UALE SNEI= H oH0| K Eolstn Sofsfo} Bict,

2) 24 2 HRQ 0 o} EEE DREHTONNS Soiet HA0IM Z 2N AgHo| BHRIIC, F4 2N MYYS nREFmol|
HIXIZ 717t B ofFlaks e 4 lon), UsiEoR ity TaluSo| ol ARk S 2P ARl wiEt 22 of oo FoiE FE
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3) Alot= F2tRI(H|EFRIBI2)ZE : oM 2l 222 V2t (ol 3 0fY) THY ootz B2, MPMS E= LAMS el Alof-Tatdl (H|et
2 BI2)E4ZoH7t LIEKE 4 QICt 2F0IM 24t x| o2 T Alofl Alok=Tgatel ZEo| E2A| BUEQIC, Alot-Tatyl gt 22 AY
50| 2El= F2, ol2{3t TEtS JafsHof Bict

4) 0| o2 F7|Zt X2 & FRASS| 1 0| BXk= FIIHSZ HAS golof Bt

5) X 2A| Zats 525 2Efetn SHof mat 0] AS FASY U HHS X27|2H2 S0{510{0F BiTh Y, MOIXIFUY, ZERUL ALt
= 3% Y7 M8 FE2 S0 Henz RXI2¥oli= ARsIX| ph= 0| HiEfElsict

6) U= 5f9| 25Tl Z2EHIAKK(Proton Pump Inhibitor) XI27+ T, £5 & X% ZHo| Y Fiet 220| US 7KsH0| qlctn

EREQCE BHO S HHEYS A3lste n8YS FoF Xlet 14 o[y HIIAE EXtoiM S7tEUCE

7) 371 ol ZR2EHIAUF|K(Proton Pump Inhibitor) XIZS 22 SXIE0|AINM MOt2HIEES0| E8A 0o, 14 0|4 XIZE w2 &
Off 7H2 80| LIEHSICH CHE 0| SIRSOIA| MOtai& 85 XI22A 0auiaES 2 Z2EHITIRK(Proton Pump Inhibitor) & 0|
28lct &7|2E X127t WRsiAL OB = MolaUSEES fYshs 420, 0lH)S HEFoohs HXIS2 X2 AIZIS ZEkst
J4|& x| BUEZ0| ZQSICE B3 0|4EHS2 ZE|, By wxtg LSISICE

8) TREWIXINZ QIsH SILf METt ZASHH BT 2E ZEXSts MiZel 47 BIISICE 0] A0 X2 8 0f Amdliat ATLRUE] SRAE
2lE Clmalafe 22 Mizoll ofst Yiaimel 2 g0l At S71at4 QUL 0142 S2AEZ|CIZ ClulAezZy MAH AN B719F HEto] U2
o 5] YEXI0|A 0|2{8t HEHo| ZIIIUCh= of2] BEHT ot Bu|lct 0[2{8h ZTS MASAIZE HMEIX] 42t 1 mai=lojof
Ch S2AER|CIE CloARA MMt 79 2E 878 A8 & EnEn Qlrt

9) K|, A2l 231t 22 0[4EHS0| Uoi' 4= QICh O[RZEZSI0IN EHS3l= 520 TOR £ ULt

10) HIEEHMO|E : IREHIAX K2} HEEHMOE(FZ 18RS AIst= Z2, HEEHAMO|ES] AISHC| FoME ZZ)E HBst= 22 H
EEUNO0IE J2|1/FE T AL B S5t 45 U KIS0 HEEMO|EC| S40| LIEN £ lrk= 8217} UL 18O HE
EMO|EE A5t 22, ZREHIAXN2 UAKQI £ ZHS 1a{d 4 UCH(HSEZE 2X)

1) T Y HUSHIREA - T2 EHTAXNE 285 X0 TR EHRFA(Cutaneous lupus erythematosus, CLE)2t FAIZHIZEA(Systemic
lupus erythematosus, SLE)7t HTZ|ACE 0[2{3t AIISR M2 LMGIHLE 71Z2 RP7IHSEIStO| ofst2 WS T2 EHINKZ FLL|
= BUIRRA A= PR DREURZAACL
DR2EFYTOFFE S5 XN HuE DREH2TAC JIE S5 el OFFHIIREURTA0|N, FOIEE| L2l 0|27|7tX| X
AZ X2 & SFTOIA S O|Lol| LASIACE UHtHo R XEISHN Zut= A7 IAIG0| Qe HEIR ZEEIIC

Ax{O|
SE0

DREHIOHES 285 HXl| MAUSHSRAS NSNS EARC o Sopi RO} TREHTONK B MASHREAL BE
HIOISQUARNEHZEALCE O 1S SIS BOICE HASHRTAL 52 F2F0| Molge ol 0|27 |7HX] 7] %2 A= 5 420

A 2 o|Lfjoll 'WASCE cictol Etxt= LEo0| LIEIOL, BEST E7UASE Buglct
ostxio2 XAE A B} o 23S TREHIAN|KIE FO{5HK| Yhi=Ch. Tt 0] A4S S35 Sxl0IM TIREHZTA F= HAUSHR LA}
UR[ok= BHOILL WRIt LIEILIE 22, A2 88 SThotn XA ME oA Xt It Q=|5iCt R R SIXE2 4 ~ 2F U 228
B x|z STEtS S5t0] HMEIQICE BAEE ZAK0], Ba#3x|(Antinuclear antibody, ANA)OIM MO 2 LIEHE 4 o, =2 HHSI 2
AZiks Y8 BHEC siZ=l=0] Alzto| of AQF 4 Ak

12) 0] 20| E0{2 QIS L M=ol ZtAE &Y 322 73H A(serum chromogranin A, CgA)2| =& S7tAIZICE
m2th 0] 22 F0f 521 A2 MAUEHIZY TITHEAMIA A ZBIE Op7[F 4 QUCh CgAZAL M A4 14 U Hofl= 0] 20 EHE YA
Ho2 FTsHof i, ZAIR|7H BT ABHRIS Zalst A2 AL AIMES n2{ot=S Sirt. gHEXoa HAE AAE Z(0l, ZUEZ), Agdzt
1 HePt ti202 2o EF2 SUS MMM HAISHOF Btk
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1) pH-QIEN &4 AS3IS Hols US
HAte] pHIt M08 82 Z28H ZF 2910] Fi= AEQl HR0= 0] o 9ISt HAZH|AKIES H20 AZ2| E4+7t MaE 4 UL
CH2 A 24| ARAILE AL OFIZER|Z 0] O £0 Bojl= HETLIE, O|ERtTUE, LIAZINAH|Z, OIEIKHIHIK, B, A2E|H, ALE|L
= 2 0|FHEY0|E BHES E47t ZAE £ Uk Y| ClFAln Z2 ofgol E4= S7HE 4 Utk
2AATAZS QIAHRHIE ARSI R, E47} A0l QZXIQI OFEFRHfH|OfLt Wm|Lit|ojet Z2 HIV ZZH|otH| AXMKIS| HE5ZE ZAALS
QT 1 Znt2 x2S ute| &M obELH0| LIEH 4= QICH kM, OHEFXHLIH|0] = Wm|Lit|ojote] HEBEKS FiCt
2125t XI2dxtet F7I0[AEKIA 0] ot 0|ZHE0|ERHES WEEN Al, 9L pHe| B7H2 Qlsl n|Znzzo|ERHE ] Szt Zast
of AR D|RHEAto| =E0| ZAEQICE 0] ot 0|Rns20|ERHES HEF05H= H7(0A &xtollA F7| HEetSat 0|RH iAol
LAE EE 7F UMM AEMo| SEX| 2l 0] U2 0|ZHE0|ERHES S0 £ EXio| A= Folsto] ALgsHot Btk

2) HATBED CYP-4508 47 5| CYP3ASt CYP2CI95 S3lf CHAMEICE 7126t MIBKIS a0 2 St HT0|M CYP-4502 A A0l 23 CHAIE=
ChSo [h2 ASE UKo Z [oFt 45X YACH : A=ME, QHE|IIR, QI=HER, O|RI2H HUEQ, Z2oal- g TajcLd, O
O, Saz|E20t0M
QHHO| RAKIM(QU|IZ2HE)7t ClopAIE, HILIEQIS] AL HiAS X|HAIZICtD EElof Qlrk

3) AAZAES HQUA(CYPIA2, CYP3A) B8 F0IA| HIQTZIQ| HAEO0| 10 % MEEE HoR UEIoDR HATAE E0E AIX & 52
Al UAEoZ 255 83 58 S0I5t7| YSiME 2t BXte HIQTY 2ol MYt XMYo| LRSI

4) HATRIED EI522|FAQL HER0] A, Zto] ASHAIE AN o5 EtZ22|RA0| AIS AW O 2 Xsista2 AATaLE £ Al EIF 22|
AO| Mzt BILE 4 Qlrt

5) AATatES BElct IREHTX A2} A2 MRS SAlo| T2 EX}ofIAIA INR(International Normalized Ratio)zt Z2EZHI Aj7to| 713
Ch= 207t UCk INRT Z2ESHIAZES] S7H= HIFARQl SOt oLzt AIYTIK|E 0F7|3 4 USSR T2E HI XKt F20ES &
Alofl Fofh= StRH= INRDF ZZEZHIAIZE S710] ciet ZLEf0] W 4 Uk

6) 2IZm|Alat MAIEZAQIEQL 20| CYP2C192t CYP3ALE RESI= US2 HATRIEC| 8H 55 LAAZ 4 ULk

7) CYP2CI9MGHMIQ! SR SAI0I2t 2ATAES HEE0IA| SBYZIZ0| THET|00F BICt 0] 0| A S=7t 4u7tX| B7ISICkn 2edx ULk

8) 1S X|XIOA BADRET S20|TIAS BSOS 1 S20|T 12| ML E0|Lt S2O|=I20) s FEE SALiR |
St Zatofl o] YMECR [o|F Auk= UYACE BADEEE0| SQUE SHCZ FoiE 0f E20|TIH0| HAF2 TR UrCt

) O|AIEHS Al 1, FITtokESE Hlpopulation pharmacokinetic studies) 2 £8F% ¢ So|A HEEZMO|E(FE 122 ARG A2, 0
EEN0|EQ| ABAQ| FoAE &X)Qt IREHTAUKMES W= Z2 HEEAMNOIE 12|1/EE 1 HHAHIQ SIEEAHEEZM0[ES)
S 557 A4S Y RXIEO HEEAAHO0IES S| LIENE 4 UCtD HngUCt 2Lt 18| HEEHNO0|EQ} T2EHITAKIK|of Cist
FA ASUSTUZOTE= PUTIX| UUCHUE Fol3t FX),

10) 2tAmatETt 2njH|2io| #E A |H(2e| EsEIt 24 £ JACDR(YF pH 571 WE FoisiA= O ECt. ol IR XRIZSHE
RBHAIZ 4 QUch

Ayes

1) AZEAZAC| BRI = ASIELY - MO pHAS0 sl HEASC| B4 - M0 S & 4 S22 MF5| oISt

2) CHEo| 270 HEA| 27 Wrl2| BSI(ULEES, NHAEE, Y7t2l5 5)0| LIEtE 4 U2 25| B 0[2{8t Z40| LIEHH= 82
Ols £0{E SXIBIC

3) HIESAOIZEA FHEE| ESE Ml 4 U2 HBELOSIK| Y=Lt

4) HIEIZID, X|OFKIA| 0| A2t HEE0IA| TLAES0| LIEILE| 4222 FolSit

6. U5 U 290] 3t &

o

1) Qs BAmalEo| mE0| 2t AY XI2= YCt HEO| A0iAM BRIl TS st= RS2 BYSTEC EC0in QFEUM, E5 EVIZT
30 mg/kg)oll A ENXIAIYE S| B717} QI EICE 22D 2 QMM 0|2 Y4l & 2AATaLEC| AIZS FBich

2) SEMEM RES29| 247t Buglof len2 £RE01 M= 2AZaES| £0i5 /5t £50| £ofsls FR0l= £2E SHHoF &
ch.

7. 20101 Cigt Fof

Aotoll cifst QrEle SfRl=lof QU UTHAL! SHoll BHa).

8. X0l i3t Fof

Moz DM MEH|7IS0| XMatelo] AL 7|EF THE Y2|7150] XMstelo] AB2 NEHCOZ FHE AXste S ME3

Sofict,

9. TFRHA XX

FAmAIES HolEMoz Mzs|x| Bhort 1Hol HAE JVSCOIM BAZAAS 600 mS 2B Aol 0[S0 ot HEUN HPE
5,000 mg/kg(BSA(body surtace area)7[¥IO2 Afztel 30 mgol chat 13008)S03S T FSOIL UAIRl FoH LIEHIR] 4ich TR slTIe 9
HIS, X2, ZYA=S ¥ 4 0k

10. 22 A HFYo| FoAA

1) 0f2i0]o] £0| | o= Rof| B A,
2) TH2 &7lof HH0] Ei= 22 At dRlo] El7Lt B SXIHOA HIZHEISH] 82 o5 FE 2.

r

K

1. 7|E}

AATIE

1) SE(50 mo/kg/Y)olIA| 5252t X ZTE0EH AE(Larke| ohootH)2] 1oofl M Lol Fa ZHMZEO0|, 247427 2 2T Foist AE(15
ma/kg/&)2l A 10]0ll A 2| FI2E[L=0|E FY0| QIFEUCHE Huvt Qo E5 A HE| 15 mg/kg/ 014 X 474 SHEO| 50 mg/kg/Y
01 FOoiZ0 N YUASLMRIE=O| STt HRI|UCt FAMES X SAUAFE2 01222 LAY AR, 7H, H8012 SHAIFAE SIX|
A0 HEO|AQ S0I5H Hatel4 UCt

2) Ru|ZaHE T Qs 2AZ0lA Ao LT BTt Ack

12, B2VIE 3t HE

1) o2l
— 2AT2LE | FMXFHIAF|FI(PPI, proton pump inhibitor) 2A H+/K+—ATPaseE KI5 94t 2HIS ARISITE
- AENZS  ofuZialg AS2M ME SSAA AU M=E AAAZICH

2) A8/ FH=2
UYBE 92l 48S YR 3 A9 HiY, S7H, ©=, THal/2ER0, DAL UM AS0|A 2AZREE/ZZEMZEE 30/600mg A<t 2A
Z2tE 30mg THUA| 1Y 18], 727 A7 0] A 2AZ2EEQ| AUCssr ©f TR | S&IA|9| 7 (ot B HIE2 0.9061 01242, 90% M2|F7H
0.8337-0.98482 ZE=|IC
e 401 RYS Yo o LAY HhF, SOH, B, HEl/MIER0, DA AY AN BAZ2RE/HZEMIZE 30/600mg SEAH|Q ZAT
2t5 30mg HHUA| 12 18], 72ZF BT £0f & 24412} integrated gastric acidity Zi4 EE(%)2 2AZEIE/ZIYEM L&D 2ATRIE Tlxof
M 242} 91746%, 80.8085%2 LIEFSOT] TreIR| ChH| Z2ETI0| 7|51 HISS 11353, 00% AIZ|T7HS 10444123422 PIRHE|QiCY,

B ME 7287, A=2(1~30C) 2

W ARR7|3H HIZUREE 2474

W EREHY| 8%/

B HEXIQEIX SHERLIMAHF)/ZAUE YT 22 SUBTHZL 247 AT 15, 235, CS, DS(AIES), 25,35, ES(AHEHL)
B NIZER (F)RUYTaISH/Z7| = QHIA| THaiT HYZ 627

* olok2S of2I0[] L0 | oAl HESI0] FAI7| HIEHLICE

* ook 80 I J|E} AMIS QIR HEE AZOIOFEOITR oUREETE AIA ! htips://nedrug.mids.go.kr/}S ATSIMIL.

* HREM0 7ITHEIX] 242 O MEFSO| LIERS ZR QAL oA} EE= SholobE ot a| #(htps://www.drugsafe.orkr — QIOHE O Al Hu &l &
A2 ST A1, 1644-6223/14-3330)0f] LZ{FA|7| HIRILICE

2 ooZe 2400t Fix
£ L

SHBVIEKCMP)| T2t HE X ERHALS et MBYLIC Bof TUA AL7[5H0] Bt HE, M £
U= TYUME Saff wetsto] ERLICL

1o ya

of
2&F oAFS TYoIU

* RPNHEIA 2023, 04, 13 (0] HERM EHEUXL 0|% HAE LIS FAte| EH|O|X|(www.ukp.co.kr)Lt JHLE(FE} : 02-489-3611, E-mail : union@

NRXT—2-230413

dgnste Mests J|Y —————
eI gL M2y(Z)
UNION KOREA PHARM CO, LTD.




