—
FFEANA 156002210
(BtAmlE ZZEHIZE) NX5T-2-250217

‘ QIfES =8ol7| Mol REME FolHA en, HREME UFat Sl 22tslo] FHAL. ‘

ra
i
lo
L
i

A 23MGHLEH

SO AMIA o 1o eooma) T

(RAZELE, AZELS)

B HEYE W O 28 o] A 1F(719.0Y2|2H) B
SEME : 2ATAIE(USP) -

EYEIZAP) -
HIMHIZOIME « QUi=at0| = 2HA4(03B62323)
JIEF7IM : D ZRMER QA AHOIZTOIZAMIES, SRAFINRQALIES, IRALH|E, TH|E

B YA Rl B IETEEN

u &5 51

1. 28d Hox|FHLe SHIixlE
254 U AL IIXE
HOIXIFHLL X2 & RXIQY
PAlE AREISH A ZMo| TY|X|=
02y ARA=HO| HI|RIZ

0|2ty ARAEHO| X2 [XIQY

OO~ LN

Y. 8%
0] 22 AALSE7| Hoj= 1A1ZH M =0 S85ict 0| A4S 88 mi= Moz v olye| St &7 22 47Ic £ o0]2le] CHE S'42t 285HK|
QEC) 0] U2 WIHLE E40{ME QHEICE
0] & 15/600mg, 30/600mg2 2tAZAFES 2k2} 15, 30mg BRI QoL 0] 2 15/600mg 2781t 30/600mg 189| EHAZIAL| U2 SUSHK| Yo
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1. 2S5 AOIXIE HYel TIIRIZ : 15/600 mgS 12 18] 4% SOt A7E0
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OZFIof BHXt: ZHH0H BHRH= 0] 2ko| CHAL HHAO| XIHE 4 Qlooz 8% XY § ME5| £o{Sich

@w ™

o o~

B Ajgael Folrg

. TH2 Sixlol= Sofsr| 2 %

1) ol ool THNS EE WROIICHERO NS U 1 W2A0| Ui BRHOLLRAIA, OIITAIA 43, BB 25,
e 4 2] Sof WelSo| Lk 4 gich

2) HV Z2e/0t| SHFOlEHILIBIO], YalLtslons So1E0l SRHAEREY

]
N
i)
|
o
1
oy
0x
[l
nA
3
r=

ot

Ix)
LI FRAHE S0E0! ATHAEHSY HE)

5) BE(NE B4) 1283 81 U BH(NE B4 128LS B}

6) BLMAIISHIIS EE ZMMTISRHE SRt
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1) ST O[4I Al & MBHH XAF 9l BiXtO| X2t SoiM LIEHS SCiEt oSS chgat 2t
(1) OHFHAAIA HES(HAILTI, OHHEIE SEmRt §)(0.1 % 0|2H0| WS=|ln, £3(0.1 % DIEHE FLst o7t A2S2 S EE8| 5tu 0f
HEFS0| Belel= FR0l= SIS SXlota, HESH ZX|E FsH0F SiCt.
(@ ge7ds, FuETs, (0.1 % 0/2), AETAL, BATZA, BIZ0.1 ~ 5% 0|200] LEHLL= F27t Qe02 pEg S738| ot 0f
Jo| glelel= FR0l= FOHE SX[ot, MESH ZXIS FsHoF St
(3) &=, AST, ALTY| 458 4itst S5 717|SH0H0.1 % 0|27t LIELE: 227t Qleo2 HES S76]| 6l 0[4iS0| &elsl= FR0l=
F0E SXloi1, MHst RXIS HBtct
(4) EYRI| AR ASER), LRHUNSSHAEIZA-FEL F27)(0.1 %)0| LIEHLL= 227t QeO2 pHEg S235| ot 0ldtS0| &l
Tl ZR0= FOE SXIGHD HHH ZX|S HoHof SiCt, A 2 AR S0 DRESS 20| HuE(ACt Tt 012K 2 sigy=at Qlatat
A7t UBE A2 Anjsh= A2 otk (=LY Anf2|EE 24 - Eot Za
(6) ZHEIE[FH(0.1 %0|2H0| LiEtLtE ARt ooz UH, J1E, 5522, HEQ| Ol(FUS(5EE)) S0| LIE= FR0il= M&s 85 X
S| ZAF HAl H o] 2fo] £01E FX|5t FMIES2EHE F0i5h= S XA ZXIE HIich
(6) ZHEAIEHO| LIEE & U1, M2 FHMETS Aozl £ lona M7|SZAMRIBUN, Z(0HE 45 S)ofl F2I510f 0140| LIEILE= #<
£0E SX|otn, HEF XIS HSIch
2) AYAROIA FE2 1 % O[Y0lIAT LIEHEOLE {of FFROIM O XIF LIEHGTE AL 2SS AFOUZ, HATALE 15 mg, 30 mg FAZ0l|A
LHS0] SARK|L 2tAZLE 60 mg FATOIAME O ZUCE (242 2.9 %, 1.4 %, 42 % X 7.4 %) RX|7| AIFS ARt F0it QAnt2tA| 7} U
£ AR MZlel= 01YEISE 71 Hol B 0[S HAIC: 0= & CHE 27101 M2 JYAIR E= A £ 21H 0|4ES2 1% 0|2t
0lof Ch2t 2k,
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(1) Tl SRu|, 27|, SEF, 2, LTS, U3, 28, &S, 3, €, 228(lusyndrome), 77, 2, HelZ, SF=/S3,
=
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(2) HET| : BT, SN, M/ oS AT/ BT, THU/ MY, BEE, NTFMT, AT, A3 (2E0), Hasty, A

(3) 281717 : BIFEXQ| B, HH, A, APOLY, AYTE HYEE, NS, AN, 2ROE, PMS, HH|, 72/2T, 45128, Hotzal, £
AR, s, Mg, i WAL D, ZF/xM 28, AFY, M0IXIY S8, 28, A=237L B 371, Y2 &8, (ALY T
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(8) 77| : 2%, 7|AYAT, SO, FAY, 2, 23, OfR|Z/2, B2, ME0H|, Mz ofs, YEUR|/S7L UFS, A0y, HI¥Y AT,

2, Xoh, 0I2UF, BA|, H2EF, WINEB, ZUZLES, 5, ST, 2, T
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(1) 4l : OtLFEZA AT HES:
) ASP|H : =Y, 2E, JEY, 25, ojztoly
) € 9l Blo | RalERE, NS U SEYIE NETZAS MEAAAS SETUAS, HETZAS HAIUAES SHHHEAL
UARIELS, SATETL
(4) THAF & SA| : Motaui&&S
(5) 2% : SRAER|E Clm|Ala|y At
(6) 2277 : 2%, 28¥
(7) T2 o 2471 : CrEE SYRI|AISHIAS S LRE0]), DR HUASSAEIEA-ZLEST)S IS MZIE D|Rts
ChS2 Z2EHTAXH 2 ARt £ ZAE Sl 21E 04EH30|ct 0] 0|4Ht8S 257 Ch4ol QT oM At RoR B E Z0]7| B2
of, & LMES M2l Q| tIS3I7LE S F0iQte| QIRHAS 2T 4 UKl= oLt
— HYA| : MASEIRIA
- )% 2 OfStRED DR ERTA
(8) 4 Z4zt7|2t : 210{Zol(Speech disorder)
(9) Hl A7 |2 : ZHEAIEY, 2XF
(10) Zt: AST, ALT, ALP, LDH, y-GTP2| A&
11) 7|EH: 2L, MUESHE, & S2AHE 249 M5, (MY R, 512 &£l o, ALX|oH]|
4) 2 AT F ZAZI(EAS S 1 897F) 21 E 0|AEHS2 Chgat Zon, o] 2fate| i off = SASHK| ot 1 B8
5) MEAN ZHR|
Ch3o| MM ZARR|| Hapyt 2tATRIE it oS oz Hus|Qlrt
Z715ZAL Zat 04, AST &7t ALT &7+, I|otElY B7L, ALP E7t, 2282 571, y-GTP 57+, WBC S7H/Z4/014, AG ratio 014, RBC 0]
A, YRIRRIES, 3 L} UE/2LESTL, 28y, SMTEL 222 24, DXRES, MR 7Y/ L4, SUAHE B0/2A, 2RI
ZE|T0|= 37}, LDH 374, AL B71/Z4/014, 7IAER s 7t EREUA Y U490, P, Hirot 22 QS 50| FIIHel A3A
X £HR|0| 0|40 UAIALCL,
2ok tiE A0l AST, ALTS S5t Zt {2t S0IZ0lM 0.4 %(4/978), AAZ2LE FO0IZ0IM 0.4 %(1/2677)7t 215 WR0IM T Helol o
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1) 281717 : 0] A4S E0i5t= SO 7Y, HH| E= AAD} LIEIE 4 AUn =27 HAto] HhsH 2H| S0| LIErE 4 ct
2) thAtolA - 18 =80f s DZAHS, U7t2IS0| LiE 4 Qlck
3) 7| - thYF0f : MM, @2 ZNo| Lietd 4 lrt
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3) Alob=ZEatgl(H|EITIBI2)ZE : At Al AES H7|ZHol, 34 0|4) THY Foishs B, MYLES E= PAMS <Jsi Alok-TLtatal(H|Er
Bi2)E-o7t LIEHS 4 QICH 2F0IM At IR 2kE 01 Alol| Aot TRl 2 y
Ho| B A2, 0[2{8 XEkg najstof it

4) 0] Ao Myt XBE AAES| 11 0|Y) BHXi= Hy|HMO2 ZHALES Holo SiCt

5) RZA| ZE SE5| WAt SH0|| met o] AS 2A8Y W HHF XR7|7Ho= Foi5t0o{of Bict ALY, MOIXIHHY, SEFH LN ALt
= 42 WIS M8 ZES FE5HK| Yooz FXIRH= AFSSIX| = 20| HIZHElSCE

6) Y= sHie| TN TEEHTF|K|(Proton Pump Inhibitor) X|27t DB, £2 U M5 BH0| 3N F7tet 20| S 7H540| Ut
HREQICH B YFS HNEYS HSlsle n8YS T3 BiXiet 119 0|4 RTIAS BXlOIA B7tIACE

7) 32 0|y Z2ETZAXK|(Proton Pump Inhibitor) XI2E 22 SXIS0IAM Mo2USEE0| =27 2uEen, 13 ol x2S &2

Qslct 27|12 X271 WRsiAL B E= Xolau&EES SLshs AS(0l, 0lxK)S BETR0sI= XIS X2 AIXS Z&st 7|
Julg R ZUEZ0| 23|t Srig oINS 25|, By, wxkg mEsict

8) ZREHTAKIKIZ QIsH SILH A=t ZASHH ZHo| 25 Exfst= MlFel £7t B7I5IC) o] A2 X2 8 1 ATzl HLUIYE|, SRAE
2lE Clolalaet Z2 Mol gt fiEerel 2 &0l oAzt Z7te Uk 0|A2 S2AER|CIZ Cluldadd HAH YRy S7ie do| AU
0] £3| YRSI0AM 0[2{5t f&H0| 7= ol EHT Hupyt Bus|Qict 0[2F TITHS HABAIZE HMEIX| 24tS of a{=|ofof &
Ch. S2AER|CZ ClojZy dAks 7ol 2E g7 A AL 5 EuEn ct

9) OIX|&, AlZTol, Z31t Z2 0|4ELS0| Lofid 4 Urt, o[AZZiBN BHSFH= S20] HoE 4 Qlck

10) HEEHANO|E : ZRETTARK|2t HEEUMO|E(FE TS ABSH= FR, HEEHNMO0|ES| ALZ4e| FAE Ex)E H-5sk= Z2
EENOIE J2|1/FE= O tAH2] B sE71 46 % XS0 HEEAAHO0IES] S40| LIElE 4 Qltks B8R 17} AACL 18| HE
EMOIEE AIS5l= E2, ZREHIAMH2| YAIXQI £0f STS Taidt & ACLNSEEE FZE)

1) D5 U MASHIZIA : o2 EHOAHHE 285t St A L|EEHH2ZA(Cutaneous lupus erythematosus, CLE)2t HAIZHIRIIA(Systemic
lupus erythematosus, SLE)7} 2EIUCE 0215t AlIS2 M2 WASHALL 7|22 X7IHARISO| ofstz WMSIIC Z2EHT AKX Z [
= SHRZA A= EE DRSHRTEAC
Z2EHINNHE =85 Sl N EuE nESHRTA0 713 S5t HEell= ORF IS EURFA0|H, FOILE Lolof 0|27|7HX] X|&=Q!
AS RE T PFOM 3 0|Liof LAMSINUCE UutHoR ZAISHY Hat= A7IRE0| s HEE ZEEACL
D2EHIOHNE 285t SXI0|A HMASHITIAE NRSURTAGCL S S5i4 BNEQIC TREHIORK 22 MASHZIAE BHE
HIAERUYTNSHRTARCL Of 7HH2 SAIE Bolct, TMSHRZA= F2 250 4oIFE =210 0[27|7X| £7| %2 X7 & £U0j
A 2= o|Ljofl LASICE chChol Xk WEI0| LIEHOLY, BAST #RAASE BuRUCt
ostHoz XIAE A Bt o eSO Z2EHTAKXIS FO{5HK| Y=rf. Tt 0] A4S 85t HAlo|M DIREHREA F=
UR[St= BHOILE HEIt LIEHLL: H2, &S 88 SThotn XS M2oloA| Xt I ZSict iR SXE2 4 ~ 12F U2 Z2E
Hooixx| SHAS S5t HHMEUCE SAEHA Ao, &siEtH|(Antinuclear antibody, ANA)OIAM PO LIEIE 4 lom,

Ak e S siZEl=0 Alzto| of ARF 4 Qlct
12) 0] 2ko| E0Z QI ulf Atz 0| ZtAE= S 32278k A(serum chromogranin A, CgA)2l SE=E S7IAIZICE

2PN 0] o2 S0 51 AR NZUISHIZY HERIAOIA 2124 ZIIE 0b7[8 4 ULk CoAZIAL H 314 142 Fol= 0] o] S0fE 2|
Mo FEI0} 510, ZAIKIZ ST HBIRIE Kkt 32 AN IS TASIS Sk, WEHOZ ZNS AN 20, RUIE), Heuzt

D Yt CEnR 520 2 SUst AEMM dAlsHof Bich
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1) pH-2IEY &4 ASEE H0l= A=
kel pH7H MFLiol8&2l 525 A 2010 Si= ASQ! ZR0l= 0] of oF ALHH|AKIZE R0 A4Sl E47t MaiE & Uk
CH2 A 24| AXKILE KAt OIEE7ER|Z 0] & £0f B0l AEZLIE, o|E2tTLIE, ATMARINAEZ, OFEIRILIHIO], Y, BRE|H, AlLEL|
2 9 0|ZHEH0|E ZHES| E47t ZAE 4 Ut B0 ClZAln Z2 otgol E4= B7HE 4 Utk
UATBES QARHIE ARSIZE, E47t ol QAZXQI ORI 0L Am|LiH|oet Z2 HIV Z2E|OotH| MK BESTE LAAL &
AL, 1 ZnZ R|ZF0te| &M kS| LIER 4 QICH mhatA, OfEXIH|0] Ei= dm|LiH|ofete] HEF0{E F5ict
25t xI2Rte F7[o|AlERo|A 2AZatED 0| FHiE 0| ERHES BTN Al, /U pHel B7t= QlsH n|ZHi=olERHE 9| B3zt 2
4510 EMUAIIQ! D|ZH A leE0| ZAZUCE 0] okt D|ZHE|0|ERHES WERNsH= H7|0|A ExtolN &7| /R8s 0|2HiEs
o] ZAE TEE 7H AN Mido| SRE|X| ol 0 A2 D|TRHE0|EQHES £ S ExlolAl= Folstod ARZaHoF Stk

2) ZtAT2IES CYP-450247 £3| CYP3ARL CYP2CI95 Sall LHALEICL 2126t mIEAIE YO 2 5t 710l CYP-4508 470 2lsh HALE=
ChSol Ch2 ASSH Mo R Folft 45X giict: A=n, Ste[mfE, Q= mER, O|RZ2H, HLEQ|, ZRTal- g, TY LA, O
oM, Szfz|E20t0|M
HHHO RAKIKI(MIZatE)7} ClobriE, HLEele| thAL HiME X|HAIZICk T Bus|of lct

3) 2AmatES HQZA(CYPIA2, CYP3A) HEF0] Al HIQERIO| HAR0( 10 % 4&EE A2Z LEIRCDR AATaIE BE0E AIY E= 52
Al Yoz RE% HE =8 HQIsk7| YsliMe 2 #ixte BT 80| Mt HHo| LRSI,

4) AATRIES EIF 22|2AQL HEE0] A, ZHo| ASTHAIG A0 Ofs EtF22|RA0| HAIS ZYHo2 Mafsta 2 2AATatE o Al Ef222|2
A0 HESLETF BT 4 Ak

5) HATZES ZE5 ZREHT NN 420 SAl0f £0{2H2 StXIof|A|IA INR(International Normalized Ratio)2t Z2E 24| A|ZH0| Z715H
Ch= 207} UCk INRZF Z2EERIAIZS] B7H= HIFATQ! S3MOt otz ALK 0F7[38 4 ooz D2E o ANt AZMUS &
Alof| £0{iik= Sixh= INRTH Z2EZEHIAIZE B7t0f| o3t ZLE[Z0| ZREr 4 Art

6) 2ITTmAlnt MQIEZAIEQ} ZH0| CYP2C192 CYP3AME RESHE AR 0] HEATIE)Q| HH 5= ZAAZ 4 Ut

7) CYP2CI9AaHAIl E2 AR} 2tATIES HEEH Al 8 527} 4H7IK| S7Itctn U2ix Qlct

8) 712t X|Exlol|A 2AZEIED SRz UG HELNHS 1f SR0|=1H0| MRS &0t SRz o5 F=E AT
st Eatofl A Yo Z Folgt Auk= YUUCE 0] A0| 2UE 802 FoiE 0f S20|=IU0| FTXFY2 LR gt

9) Ol&HkS Atell #11, EEtekEst ¢7t{population pharmacokinetic studies) X £&& g7 SolH HEEAMO|E(FZ 182 AME5t= Z2, o
EEZNO|ES| M| FoME FZ)2t ZIREHIAMKIE HESI= 2 HEEAMOIE 12|1/F= 1 tHAKIQ! S|=EAHEEZAH0|ES]
B 527t 45 ¥ SAIE0 HEEHMOIES] ZXo| LIEM 4 Qlrtn HugQict, J2iLt 182l HIEEHA0|ES} Z2EHT AR | s
HA| ASUSAAZHTE SU|X| SUCHYLE Folgt &),

10) 2tAZatED} Anld|2ie| WE Al YmH|2Io| BAEZI ZAR 2 USSR(YE pH B7 WEFOoEIME ¢ Ect. o= mH|2le| XRsaE

A5tAIZ & ck

AYELE

1) BZEZAC| ERRE T ASKHL - MU pHAS0 st WEASO| B4 - Mo S & 4 o2z MEs| fosict

2) Cige| R0t HEA| 27 Y7l2| ZEX(1ZLEES, TUAHE, U7i2|3 §)0| LIt & o802 FE3| 2
o= £0iE SXIBIC
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3) EE2IAIOIZRIA| SYEH0| E4E MallE 4+ U202 HETHSIX| Y=Lk
4) HIEHZID, X|OPIA| Ol 7A|2t HEEX Al DZEES0| LIEWY| 4282 FolSict

6. YR 3 +RL0] LSt £
1)

AUilE BAmEEO| LF0f| BEH Y X2 = gt HE A0A BRI HES sE= RS2 SR EOID AFEUC E3, EV(ZT
30 mg/kg)oll Al EHRIAIYE L] B717} QIFEICE D222 oFEY 0|RE il & 2Am2LE0| MBS FSiCt.

2) SEAEM RE229 2H|7} 2o U8E £33 o{Holl= 2AmalEe| R0iE st 50| Fofohs AR0l= +7E SN0k &
=

20to] chet QMR SHEE|of AUX| YTHAL! SHoil B

8, ol Chgt Fof

Yoz DHX0|ME AMEHITIS0| Mat=lo] A2H 7IEt CHE 427150 Mot Aenz HEFOR F0iE A=

on

Soisict,

ok

NE

9. ABENAL] XX

ZAADAED YHEMOZ HA(X| pf=Ch 17HS] H0E DFR0{0|Al 2AZ2EE 600 moS =88 AF0IA 014ErS0] YUACH HEMN F72
5,000 mg/kg(BSA(body surface area)? |22 Al2to] 30 mgQ| Cif2f 1300HH)F OIS o 0|t Pl Sak= LIEILIX| ol TRsICtH 9f
HIZ, A2, BYRIRE & 4 AUCk

10. 22 3 HFYo| FoArg

1) of2lole| £0| Fx| e Roj izt L
2) T2 87100 610 W= 22 Am2Iolol El7iLt 33 RAIRM0IA BiiAsH| ooz ofg Foig 2.

11, 7€t

AamalE

1) 2HE(50 mg/kg/L)0lIH| 5257t ZH| APE0ISH A (UABE0| oHOOHH)2| 1010l Lol Ha ZHMEZO|, 24747 2Rl 27 Foid A3(15
mo/kg/2)2| A7 100l A | F12E|L-0|= FA0| QHE|ACks 1ot UL E5H A3 HEOf 15 mo/kg/Y 014 X 34 HEO| 50 mg/kg/Y
Ol FOoIZOl N YAYSLYIE=O| FI17t SRIZIUCE, HAMES X YASS2 0t2A| LAY A, 7, FS0(2] SYAIFNAE &el=x|
2A2ACD] HEOA2| S0|3H Hte Qlrt.

2) 20ZatE FARKol e A0l A7t LHEUCHE BTt Ut

12, TEIIE 28t Y=

1) of2lxg
- 2AT2EE | PHXFHIAK(PPI, proton pump inhibitor)2A H+/K+—ATPaseE 2AX5HH it 2HIS ARSI
— YRS | YR ASEM AMS SEAA AU M=S ZAAZICH

2) ofSBl/Asy Yt
UL YOl 4TS UOR BF R Y, SN, WER0H, WAL YUY AZ0|A 2HATE/ZAEHNZS 15/600mg ZEH|2 2tATALE 15mg
Chrol 12 18], 747t A7 0] A| 2LAZAIEO| AUCss,T Of TR Che| SEH|9| 7|5t Bt HIE2 103.71% OIALL, 90% H2I77H2 87.18 —
123.38%2 BEE(ACE.
YS9l 24BS YOS 5 29| B, S7H, LI=TR0], WAL UY A[-olA] 2ATALE/ZAEAZS 15/600mg ZER|Q} ZAZALE 15mg
EHUR|o] 12 18], 787t FT £0| £ 24A24 integrated gastric acidity Zi4 28(%)2 2tAZelE/HPE AT} 2AATaE TraldolM 24z
60.86%, 60.39%= LIEtctom THUR| | S8tH|2| 7[5HE T HIZ2 100.78%, 90% AlZ77H2 85.87-118.28%2 EHAEIICE

W EHCHY| 28%/Y
B KA (U8, A=2(1~30T) BT

W ARS7IE MIZUZRE 24748

1S), 25,
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B HZER (F)RAMAYISY 7| QHIA| el HYE 627
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UNION KOREA PHARM CO,LTD.
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