| SlorES 225b| Hol HEEAE FAUA 23, AREMS oD Basiol FAAIL. |

KGMP
EEEL]

HZolors

QUEMIZ =

emzatz=s) 10mg/20mg

B AENES B2 1HE
o FLEZHIZY 1022|134
« fEME: BTt ELESP)

+ 7[EFEIH: ClOtEIEIE eZ2|MRIE, AratR|o|ZIEM),
ASIE[RL pAglZa AHPIEADLE, (EMERR
A MARIZSEZA|D2TMER @A HEZAISMIE
§ rlzetizs o3 D2miigal= sle2Alz2aM
22QA FUZUZQATERP|E, D-LHIE

o fFLIZHIZH 20z | 2!
« fEME: BHZEtELESP)

9
*7[ERII: ClopEizin =22 k2], Ao ZiE),
MEIE[E, ~LEIZE AHDIEMDIOYS, HERERR
A, MRETS|EEAZZTHAER QA MESZMIE

§ rlzstizs g3 DooiigalZ sle2Alm2aM
22QA FIZUZQATERP|E, D-LHIE

Wy 4 EEuo Y ET ugay

0x

H 25E
— 22, MoIXIEHE
— D2y = A YAEARAE
— YACARTIEI0| ZAF A5t
— YMEAREBIO A7 2t R X9
— de|Ruted2e | ZEE Ast| A2 BAt] et ShdK
204
- &g dele EEY

=]

=}

m 2H23

* UYL, HOIXIZHL: SA Mol 2| ZatELIEESOZM 1
U 13| 10 mgS A7 FO{SiCr, ZMof 2t U1 8| 20 mgS
AT E0iE 2 Ut SA Aoll= 8 7K, HolIXIEHZ
= 6 K| Eofstt
02 E= HA YA HTEIEE 1 Y1 3] 10 mg B= 20 my
£ 4 ~ 8 32t Eofsict Z2EHTARF|PPI, proton pump
inhibitor}S 8 7t £0{ 20T AZEX| 42 4R, FII2 8 F
ZH0mg E= 20 mgS 1 U 2 5] AP R0 2 ok ©, 20 mg
19 2 8 Roj= £Z0| HotAM0| ERIH Sixjo| Stetct,
YAEHREIBI0] ZA Ak 1 Y 1 5] 10 mgS RO{SICL 4 &
2t B0 S0|= ZM0| ZERR| o= A2 27t 2R e
SICL SM0| AME Sl QA 10 meS 1Y 1 5| Eoist
= on—demand 2HE AE5I0 0|%0l| LIEfLIE S4E =8

¥4 o0
- SAECIRTB] 5y l7) RAIRY B0 124 2 10 mg

20 mgS A7 Fofsic,
| pete 22| M de | metedRe] 4 #XE2 AlRe
©O= R|=4rotof Bt 0] 9 20 mgt Sh2|E 2010|4500 mg,
OIEAIMRI 1 g5 1 Y 2 34 7 U7t HE Z0igto| BAFCE
o EEA dale 52 ARl et Y 28fe2 1213 60mg
0|k, SOiEFe 77K &iAte] Leof w2t 1 Y 120 mg 71K &M
7H55ICE 100 mg EH7IKI= 121 3| E07} 7H551H, 120 mg
22 60mg M 1 U2 3|2 L0 Rofatc), Z2 dele B
S SRS 0] S 1 ADIK| Eofdt ZE0] ULk
— ZFEo #iXt
Z1AH BIRtOIA 7HeE) OfMEkZ0| B REQlch watd
ANE5| Eofstofof it
- Ao}
A0} CHSE O AO] EImo] QUK
— DAt
?D150| Mal=lo] = 297t He oz AEs| Eoftf
B ARSAO| FOAE
1. O Extolli= SOi5R| 2 2
1)0] 2, 0] oo PAHME = HIXODICIERO| MRS 2 2
20| U= BHA}
2) TLIAR| ShAliRof nialgkS SiAHER| REEf2a] HIEE 9
5ff OFSAIMEI HEQUWA|)
3) OE.2210|=A| Shla| WRIMES SRl (3| Ruied2e| v
25 Seiz|EZ0to|Mat HEAlM St
4) HIEHLIT, AAZ2|E, T|2X|E, OAHDIES B0 W Q=
BAlER| et 22| BES s Sz|E 200 At HEA
of Bh (MSAIES AE)

&2
o

62l U 252
7 RIS S0i50) B (EREE BE)
2. oS ERjol= i3] S0ig %
1) 2] gix)

3t &
3 ohZ BRIBRS O] HAo| QU= iR}
3. OjAktS
1) LS M2 WX, S=a)7|, 71 S0| LIEtE 4 Yoo
2 0| ZH40| LI AR0= E0iE SA/BiT
2) Eo. M2 MBZA WEUAA WEUEGE SMLE
7t SEPE7L AmTUA, IS, BIAES 2lTmuE T
HIS] Hsip Zba DUETE SlAnie 58I So| Lt
te 4 Qlooz B¢ Fol= Moz Folisty HAIS o
210| HEIXSICE I O[M0| LIEHH AR0ll= ECiE SXisH
S X5t xRS Bt )
2V IjUi2 ALT, AST, ALP, y—GTP, LDH, %“E'E|$_EIE\ )g_%
S0| LIEtY £ Qlona £o Soli= &KMo solMstst
X AL 5h= 20| HIZZGICEL MANZIS, 20| SEol, B
0| LIE 4 QIC), O[M0| LIEH A20li= RS SAl6H= &
et ZRIE Sih
s, Ty ARAM AT oM, HEE A HNE
ZERfE AL SM Bl SE A mAs Ml
A Hio Sl SisiE QTC I, Al Hiolo] Liefst
2l
5 Asb | AAL M2 |, 25, SRd0z AstgRr ES|
T, MAES S JAS, BT JZk)or Aziot olg
&, 20, ASSIT, HIEAS T, HAE, ATE, Mo A
| MAE E87 72, PE, otSRE, YAl 9, U, ot
fEEN MA| i MOIRIEY, YA &, N, 7t
IR ME N, RMSEY 250 LIEHS 4= QIC)
MM S5, 8, 801 $1715, 243, HIZA0l B M8
220, w7l fy2 RS, AL 23 5
=71 $1Z, $2 0| LIEY & QlCt B8/ 2%, 7|94,
EE ZAIRIRTSR, #BEI2 W LEN £ QMo &, 7t
ZHBIR {0l M ASHR| 2, XIZH=0HEnE ), 22ixst o
=2 SEI, Q20NN 2HE 40| 7| URG T 717E!
Aol A 22, Biaizizt Zof, 7|H(EER)e| 217t QI
SEA: VI3, AR, H|Y, SE0H, MAL 2| S5 gn
A s, 2 7[RA(S, RHISHo| LI 4 oIt E5
A 25E,

m

@
\4

ESY

Ngﬁ%uﬁ
I bal
02 M 03

= 2
=
0

N > o
o
r=
o
O

=

SAolF LIEK 4 QICk ZFEHEO| LiEtd 4~ L
ooz W I, 2SI, WS 01y 50| Held A=
0] 20| £0iS FA[otn Mol BR XM BAL 55 HAlet
I M5 RIS i)
o2 285, 2F HEY C2ldH W 55 HE5
2EE WSS NES, B2 HYaR0| e
olct,
L
9 & BLTL i g, Wit feap|, g@ns =F
Al mRAR, iitmal AN MR wel SMaTnlAEsh(
55T IREIISSRARRA-FLZST), CRISH

@

O] LIERS & QlC),

10) S+i2h R O, SLIE, QILAZ, HIEMA] Alof 0IF,
3018, £ 2= soiuy guY, Y =0l 55 Y
DAY, AL LERE 2 QI

1) Bl A el W) ey T3t Hm MM XIS
£ OLF S8/ RUey gk, W20, AR, Ednt
Of, n&HH Ruls, ZFHNEEO| LiER & QlT)

12) 7|Ek: 2 2F o) S2AHE S4XE, BUN, 85 ¢
HH NS 5220 45, B85, Q8 4E e=4E i &

CEA HEL, MBET, AW, AREA| AKX
A g £Hg, AEUA S80| LEfH £ UCL O
EEHTO|F|(broton pump inhibiton A|Z2 S (M= a|E,
ATBEEA S OILILSAANES, A3E Uozirk=
a7t Qleaz ofdo| LIEfH A20ll= Eoig SXlotn A
8t XIS it
13) At & =20l 2 nH of4fikS

ZtEA X0 450 HumRlon, S8 71, 2ol B
QICE 7RI ERLOIN ZHEE0| EEA| B nERUCE SAL 2
2 TUDLOLEE, YR85, W7o, dY, olLHEe
A SRRZ0| DRIt £5 S8 MoaHEEE, Ean
dh SETHA, WERZA DRTE ZEAMHIN Wt
AZ SENE2 207N IS WA G MAER] o2 7|
SN, S HES §) 285, HES0| 2 nElr)
I SEA| 2P AR S, EEIRUE, 7R, ZAMAES
22 M5, Crelst SARNIMENEIEEED W 02y
QESBIUAE|IRA-ZL ZEN0| B et 2nieint HE
AINRZ Z2ESHI ARZH ST B REQiCt #ZH0| 21y
QU MEMA ZALO|A 2| ZEHE K29 #0| Q= CHE &
S5t HIEMARI ZAdnk= B uSX| ofgict S2AERIF [
Tald MADELIE & QOHIESE) Ch32 n2sgud
M| At & ZALE Sai 20 OfAHESO|C 0] OS2
SE% Lo QPR Aldxo 2 HnE Jio)| o,

o)
é—
E

HT o e

o

Shet IES MN2IY B ZsliLt ofF Roele) olak|
=2 gElst A olx‘i crt}
= SoaE T

re

!

oI ST A
- & IR R TA
14) 24 AIEH % Z AT
ol AAME $i5l0! 611 S0t 53100 B o= AN
B AR ARt ofiviSol Waisag e olntaot At
2101 0.47 %(250 2/53,109 )= 20 =Act
(1) ASbIPI, 791, |, 25, M| Asfsar Somo 2|
2 73| A% Taun e 0ol 9IS 20l oj
ALT M5, AST A5

() & CjAJOR: 715 e, 27| WS, wet 25, m

SUIEE, 1EAHEES, MSLL
Q) A7 =5, ofR [, AP RAE, LUMY, 20 =W 55

0) I 9 =20 Scap| Wl JiEE, ¥ERE, 25
®

)

)

) 2247 HES, 285

6) 28717 7|18, 32

7|Ef E2HE], OHkS, AlZtopy, @22

4. Yk 9|
1)0] Ofo 2 Qlsh olMZoto] ZA0| Mste| ALt XIH0| X|HE

2 Qoo ol ZoM0| SjNm= AT SH(CIEsIX| o2 §

Mot ®E A, AN PE Mz B3 SMH S|

OHA AAA0| UL Slpleh= A2 2M0| OFE ERlot

1 Eofsfof B

RZA| AUE S| Tl S0 wWet o] A4S HAEY

U RS X|27|2IC 2 Eofstofof BiTh, 0] 2402 ZY |2t A=

t A2(E35] 1 Ofd) Bikt= B0 2 ZALS Hofof BiCh

FEtof Z1olA SHAH0| YRX| B4C). 0] 2to| £of Fi=

oMt 7|50 Folokn HI MO HolsiA] A 1l ol

Msax ZAEoh= 20| HIZZIGICT, 5t 0f40] Q1EH A<

Ol= S01E BXlol= & X3t MRIE SiCh

A, HOIXIEIY, EREAH = &7 |ZR1 Al

Y2 SE6IK| 20z A= AZotA Y%= Ao| Ht

2xlsiCh

) EGTOM T2EHTARNK X7t 1Y, &5 5 M0l
ZCEE0 A ZHO| Y3id £iet #20] S 7Hs 40|
Qucin HneQloy, Bl Y2 HUSYE dalote 1Y
S F0{3t SiRIeH1 H ofe] F7IAE BRAI0IM BI1=/RiCh

6) 3 74 Oy Z2EHDORH| X|2S B2 BIASHAIM Mot
HigEE0| E8/ 2n=Rion] 1 H ok AZE T2 A0
7HE 50| LIEfGICE TSR] SAMS0IA Mot2u|&&Ee] R
22N DHaRE Y o2EHuolyy 20 FH0| DRt
L, Z7I7 X|27H HQspLt CIBN E= MOYEEEE
otz QAS(0], 0l K)S HEEMok= BAIER RIZ ARIS
Z3K5E 2714 03Ul 4| ZLIEZO| URslcl Fist ok
HIZ2 |, 2o WAL FESH),

) Z2EHTARKE Qs ALY Aot ZidolH SEH| HE
Zlfot= Mol 7t 718tC), 0] Ao 2 X|FE 0 M'dnt
U2, S2AEE CImpe|ot 262 Alol ot
o] 2 LI3I0] A2t BIFES QUL OJA2 S2AER|CIZ O
Tialelm AAF IR B9 o] Ao So| UREAL
A O[3t EIM0| EIHEUCH= 0f2] AT Aupy} Hugl
QUCL Ol2fet Rk MAISMP HHME|X| 9404S 1 12i]ofof
SiCf S2AER|CIS ClulAlR o MAk= Aol 2E SA| At
25 =2nEw ek
8) Ola[shA] EAut st O[MHS S 22 oI, 0] U2 XS

O|Lt 71| ZAFsH S0l BB FX| %42 402 oflMEC, 2
2Lt 202 DIHA0| YojE £ Qlena 2H0|Lt S5t 7
A M2 Lol=S i,

9) HEE&|M0|E: Z2EHuoixx|et HEEHKD|EERZ 1g
S NEol= 4% HEEUMO|ES| AF2 MO ZOA EE
£ Y&sl= 4% HEEUMOIE J2|u/fE= 1 tAAe] &
H s/t Y XISE0 HEEHMO|EL] S40| Liefd £
ch= 28Tt IRk nERe| HEEAHP|ES ASst
= 4%, Z2EHTAHFO ARl £of FHE w2E 4+
QUCHAISAIZE! AE).

10) Z2| et 22| B ofet SN HEQWo= of ot 2
0| E0foh= Sl MEMHME FZsHOF B

11) 0] 2] ZVIRCIZ Qs MHAS = RRAS0 Ofsh HIER!
Bi2 (AloH-2atal) ZE007 LIEFS 7H540] UCL

12) I 4 MASHETA D2EHUTOKFS 225 SXI0|M
= EH2IACUaneous lupus erythematosus, CLE)QF KAl
EHIZIASystemic lupus erythematosus, SLE7H 2T RiCk
O[2f3t MEIE2 MZ LlioALE 7|Z0| AIHATISIO| ofsl2
LIS, T2EHTARH R Fill= SHEFA A=
SE DRSHSIAN O 2EHURKE S8 B0
HH IESHR A T S5t HEl= Ol AR SR T
A0|0, ZORRE 210 0|27 |7IX] KISARI1 O X2 & 5
OflA 44 O|Ltol] LASHZICE, Uikdo = TAISH Ank= 7|
AZ0| gl MEf2 HA=QID, T2EHTAMKE S 85t &
Rl HASHRTAE T2 SH2 T AR S5 Bk
QICt Z2EHToR M HH MASHRIA= BEH[IERW
AMMBHRTALL O JHHR SAIE 2OICt MAlstiRs
AE 2 H2E0| MOIRH ol 0|27|7HK| 27| %F =
S U0l 4= O[Loll 'WAUBHTY, CHH0f BiAl= 'UZI0] LiEr
oLl prEsSy E7dASE HnEllrt osiEoz XAH
A HOH o Q3E0t T2 EHUAHKE S06IK| Y=L, Dt
0] oS SE5H BAIM TEBHZTA E= MAMSHRIA

9 LRfots SHOIL B2t LiEL= 47, o2 282 3T

o

Lok

@

>

ESY

o

5

ot st MROoA| £l HIts CEfEiCt tiR RO BKIE
24~ R 5 U2 Z2EHTAFH SHIE Soi0] AN
Ch A5 ZAKO], satdta|(Antinudear antibody, ANAJOIA
UMOR LIEHE 4 IO, 2 BASIN A= AN B
HECE A= ARRO| o AQE 4 QICf

13) 0| %o R QISH L Mzo| A= BH 320 72(H
Alserum chromogranin A, CgAlRl SES ZJIAIZICE w2k
0] oS 0| 591 ME2 MALIRHISY TIHZAA $I2A
Atg O [& 4 QUCk CgAZiAL A |4 14 Y FHofl= 0] 29|
Eoi2 AHC 2 ZHsH0f ofH, ZAR|7H A MEIR|E 2ot
ot A2 TAA MRS Tfol =S St BhE Ao 2 ZALS AlA|

ol

& 200, BUER), Mzt & st 202 SE0 &
2 5Bt AN Aot St
5. AISEIR
R

o>

1) L2 Z2EHTORR AT &St ORI, 0] 22 ZITHA}
AR! CYP-4507I2 S5t CHAIEICE, 212ket MOIS tiio= Al
At AIZolIA] 0] 9F2 OFZAIMRI B= CYP-450A0 ©J3h T
ANzl= ofzulel HLE?|, Heua| Clote St 22 o
ot YMMOR o5t MSAIES LIEHAX| AUCHERE PPI A
9 AS0l oM ZaFES| A20l= HLIEQIS| CHAL B XA
A3ich= Bt lot), of ofg mkst ZaEHuolk|Koh o
2ul2IS HEEOE RSN INRD Z2EZHI A)ZI0| &
JIetCHE 207t UQICH INRDE Z2ESHI AIZH| Z7H= H
MRS MK AUPIK| Z2fE 2 Qlrt

2) Q1A 7t Ofo|2224e] in vitro ARIIA 0] 22 CYP-450—
(CYP2C199t CYP3AAH| FA0l SfaH CHALEIRICE Of2fst Afiol
A | L 2hflZatEe| SE 5T CYPAME MatishALt &
SGRR| 2QUCE 1R 2F Of0|Z 240 in viro AIR0IAL 0] 242
AN22AZRI0| HAIE AMa5HECM, Olnf IC50S 62 MOIRIS
O, 0| 5= 2425t RIRIAIT} 20 mgM 14 U7t RS 5 =5
= &1 #5520/ 50 i 0[4C| SZ0|ct o245t Xahel &
EE ¢2EE0 HEatED RARSICL

3) OIEFRILIH|2 — 7475t RHRARI0] OFERAILIHIZ 300 mg/2IELt
HIZ 100 mgzt QUIZEIE(40 mg 1 Y 1 3)) = ORI
2 400 mgt AAT2HEE0 mg 1 Y 1 S))o] HEFOIA| OFEt
AHLH|Z LEET} AEAMO2 UASICL OIEIILHIE S
= pH SJEXoCt, 0] ofte] HEEO = HX| ofgtoLt 7|
Et Z2EETOFFPIARL FARH Zu7t o MECE m2tA of
oS Zaket ZT2EHTMH|FIE OFEAILIHIZ L SAll S0
5tCiAl= O FC),

4) 0] 22 YMEHIS FHolLb| 5t &7 K4K0 2 MaHSiC)

YMSZo| w2t Z400 707t = ASH= MSHEO| S

2= Qlck o] okt HEECIA| HARIIM AEZLIZS| BX5

E= 9130 % A, CIRAC| ANSSEE= 2 %7t £716l%

Ch &5t 0] ot O|E2IZLIE HUEILIS YEROIA| OIF o

£0| 83 &7t MotE Lt Qlck W2kM o[2ist kg3t 0]

OIS HESO BYEMO0| LeEt A2, #Ald2 DY

o0 ZHol=2 Sirt

UMAIZOIA "M O] Of HEA] MIARIt] MBAES

Q67| 2l MAIE AIEA WA HAFICH HSAIE0| £

SX| AUk SASRIZ0E A SMS0ITME SR A

0| OFZ SAI0| HE Foi5t 420} KAH| £0] 1 AR 201 5

B8t 42 g HEETRM6IHA0| 22 8 %, 6 % Mol

CHe =7} Qlck

6) M| AOIZ MFI5H U O] AUMAISIOIA SAlE atboz
AR Qb= ASAIE0| RICE X Alojot B O] 2t &
GlA| 0] 90| E427t 4 AlZt OMZIX| KIHE 4 QIXIEE B4 5
ZAUCRt 1 S5 s T Hat gt

7) ShliR|oLe| M R|2: 16 HO| 712¢st XIRIRL0I 0] 9 20 mgint
OF2AIEI 1000 mg, S2i2IEZ0t0A 500 mgS HE 2
HE Sololn WAt ARS Mol Sefz|E200|At of
SAMRIO] AUCS 2|1 BEEEE HEQU RAGICE 2t
tjz2lEe| AUCSH A TEESEE 212H1 %, 34 % B7l6Ige
H 14-5|=EA SR |E 200 |A(EH2| E20[0|A0] 24 AL
A2l AUCS 2| TEEEE= HE R0IAI2] 2toll Hish 212t 42
%, 46 % S7HUCk 0| 2t =St U-s|=SA ISR E20t
0|4l 0| B7h= YMAOR ROfsHA| 942 Ao HOlCk

8) O[MEES At 211, HEtotEst A7 (population pharmacoki—

nefic studies) X S5 A7 S0|A HEEAMCEFZ g

FE MESIE 42 HEEHMOES] ALENS| ZoAIEH &

Zjot Z2EHT AHHIE HESH= A2 HEEHMO|E 12|

1/E= 1 ARl SIESAMEEIM0|EL] B 52Tt A

& Y A= HEEHNO|ES] SAo| LIEfH 4 otk &

TERIC), 2L nER0| HEEHKO|ES} Z2E TR

o oSt Al ASMSAEHTE SHTR| QLAY =

O[3 M%)

| neiEd2a| BiES st SN ERY: Seiz|E20t0|

A W= o2|E200[AS TZRI=0 HE EoiA| A=y

(QTHE], AALA B0l MAMMIE, Torsades de pointesZEH0| Lt

EfLiT Ol= Szf2E20told & of2|E20tolAlo]| ofsh OIS

OHE0| ZHHAD SHE | IHER! AOZ of=o| Alts RAL

A3t B nQoH AR AT & U,

10) 0] 2t EmlH[Rlo) HE Al HH[Rlo) EAEET} ZAS 4 O
OO2(YE pH E71) HE FofsiM= QHFCL Of= ZIH|RIO)
AZEAUE MotAZ 4 ULk

6. U8 U R0 thst £

1) AIZES] AIoIA 0] ofe| Okstdofl ThSt Hjo|Et= Gict. 0] 242
UMZ0| 37(0|CHS B AN UM 2HEL| 7| 2AMY [of] A7

E0{A400 mg/kg/dey) EJXFS| SBIX|H, HEA| Atha ME
R0t HOkg0| LA, SMRIO| MBS7I Motet open—feld
testOll M AlgSiaet TEl0f30] AT} TEEIOM, Hot
M- 20| HMECIAI(0 mg/kg/day) SAHALC| XS0 HIEX
57k HESUCE UM E710| 7 257 |of] HMECHAIB0 mg/
kg/day) EAAI2| AIE Xat, Z3tX|H0| HE|RICH),

2) 0| 20| Ale] 22 o =li=Xl= UB{A QUX| Tf £380]
M oSt S SSHX|X| OIQUCE W2EA O] OFS £~RE0 AL
BliMe o FCHEEARIM R 5502 RH|== 20| 21
Qln, SHEC| FOkY -0l HUEGH30 mg/kg/day) EAXIC]
HISKMot7t R,

7. DAL st o

0| o2 =2 2ROl M HAEIRIRE TERl= 77150 Mok

U= AR U 0|AHEZ0| LIEY 4 lodz AsP|EME

9f OHES(O[AISE AE0| LIEH 20l FUsk= & 4

Fo| Ro{siCt

8, A0t Lh3t =0

A0fol| chet OFAMS SITITof QK| AUCHAIEAEO| Bict).

9, UHZAIR|Oll| HE

EATTI0 TR0 27| WSt A2 F|olshT MM Al

Azt xjo| S| HIFHAR! Ak= Uk

10. FEOAL] M|

SAIKI= 122 MRS S girt MREo] st 23

0| ASHE{o|Ct &I A1 E0fRF2 60 mg 1Y 2 5| E2 160 mg

191 315 HX| Y=rh YHHo 2 S5 Z0jsiH T2 of5tx]

RZ| 30| 7HHAR0|CL,

S5t SIS0l CHaH 22X HE iCk 2| ZaISLIESS HuiA

EE0| 0% =0}, & EAL|X| A=Ct S0t 42 S|

L2 x2S MAGHD, HAER 2E QHS MABITE Sirf,

11, ZB840| Fo|

0] A4S WL 2401 SE5IX| =2 oin, g BHHoll 4

74 SESirt

12, B2 U XFAo| FojArE

1) Of210]9] £0| EX| 4= 20|l Hstct

2) L2 87 [oll HH30] Ei= 212 Aniolo| 7Lt 22 | AIH|
A HIZR[SIK| 9o 02 0|5 Fofstrt.

13, QAZESSHAF T

{10 mg)

Jh NEel ezt ELIES SR [ T HUR G 2 HE
2| EI0LZ 2 EM| 22 ELE SEBtR0MIE 2x4

HHEIRIAGIOR 2H 1 W 7475 MOlo|I7 B2 Al HHEl AT
E0io0d 34 Ho| #3 | matES S5 A, tEO Cmax
Of ANZICHAIRL 7| LY HSAIS7} 31 % OIRICE H|mE 7t &2
RAUCYE 211 MBSl SAXE[GIRS o, Zrx| At 90
% NE72210] log 0.80IAf log 1.25 O[LiO|O, BTt SH=x|
(CraxS 23 HBI SARRGIFE W, HRA| AH= log
080114 log 1.25 OILAZA, B1E74: 31 %0ll BHEEH= Crax
EOHEBE HAR| X12] 90 % AETE7H0] log 0794401A log

o

a1

t

ol

©

by
g

12589 00|92, AAZSSHARD|Z MI7ZA4S| w2t

Ys8iNo2 5583 UEHIC.

oo =
sEgiaE TaRe
T2 Moo | Cmax
tghyiml) | ) Tmadt) | i)
il ISyl a0
00| PmAEUEE) |sate0| 26183 |, ) | 144040
o] e
REEEE "
AR 0ZITH  (3659+184) 2834790 | o | 138H035
R i
0% A2t
o] e
- DD oo 09450 |log 09887 _
" log 07844~ | ~ 10821 | ~ 11803
log 1.2589
O
3%

ZIHER HTRIOI A | log 10019 | log 10627

(AUC Cra ty2; B2k + BEWAL Trax; S22 n=34)
AUCH: BUARISE RZEEEE NHARHIKG EEET-ARIEMGIRE
Crax: ATSEEE
Tnac: ATESET TEAZ
ti2: 2 A4 |
* W E RIS ZIHE0 WA 212 9% A7t
4 LIEY Crar®] AAARE A LY HEA (%)

F1. 0] 22 HUR|OHF) 2| T BLIESHI0LE 20 SUs
HEE MEote] sUst MEHHOZ M ZHE FUAPRKF
EER ey

{20 mg)

L ARS) 2t ZRELUERE0LR I SUR AUt thEot
2| ER20 2| IR 22 ELES (Rt oMillE 2xa
HISWAAIRIOR 2h1 M 425t dolof | 35 Al H3| 247
E0fot0] 35 ol &= eiuatES SEst Al AR Crax
O NEICHMAL 744 LY S A7t 56% OIUC), HlmE/t 35
AauCis 21 Hateltd SAXIRS o, HA| Al9f 90
% M| T7H0] log 0.80IA] log 1.25 O|LiO|H, H|mE7} S=X
Crads 27 HEIGI0 SAXZIGIHE O, BHX| A= log
0.801Af log 1.25 O|LHZ M, HEAI 56 %0l SHHoh= Cmaxe]
2stst BAR| &2 90 % ARITZI0] log 0.698401M log
14319 0|Lj0|22, SRIZSESMARYIE AM7ZAA w2t
MEsiHo 2 SERE YSolF,

YIRS IWiE
T2 Moot | Cmax
trgtnl) | i) Tmadte) | i)
2|0 =02 T3 10
HE%| (EHmRELES) 1E500+3853(456742320 ooy ERE
[F)3t=0] T
REEEES i
ARl T ARSHGIANOBHORS) o e | A0S
[ &
0% A7t
]
- O Logoams [og0mss| B
& log 0.6%84 ~ | ~ 10600 | ~ 10342
| 001439
*| s
5%
ZIHER HERO A | log 09612 | log 08771
{AUCH, Ciax, ty2; Bt + BRWAL Trax; S22, n=30)
AUCH: RO ISE] AZBSEE HUAR IRI0] S5 5 T-ARIZMSIHA
Crax: HEZEC
Tnac: ATESEE TEAZE
tf2: Yt AN |
8T IEAIS 2R B 1 o0 A
1% ABERA T WS OV T G T L

F. 0| oF2 HURSHF) 2t TELIESE0E I 5
ot H=E AIB6t0] SYst MEHo 2 M ZHS FUKUEF)
ol SIEF MZatFE.

14. 7Et

1) CFE 2 2EEHoolw7] AZ(QmatE) tish 2=l AR
Fol7t LEfRiCh= 20t Uk

2) 012 Z2EHuolyF Ao atE 2tAzatEo| chs 2
E Z7 |2t A7 E0f5 SHAROIA HHoll 7H2E|L0|=7t A3l
Che =217t 9l o] 2Rl Me Enterochromafiin—like M| Z(ECH
MZ)el 2t3iMo] 2 neQict,

3) SEMREIE HTE0] 25 mg/kgOlajollM Zhafiizar U
BEIEA0| EIRCk= BTt SO ARBAl LIS
FOE A

4) M-S 0[88t in viro S7| SHHOIAIEIA st FHANHO|
SHi=Ae ool

5) SEA0A SHMS LE = 202 2oy,

6) S2AIS XIZ0|M 2| ZRIELIESD| | D50 Tl AT E
Al OFPAMM 1,000 mg/kg, SIENA 1,300 mg/kg OIALE
2=t ELIESC] XA HE| ZATECA ZH0A )2,000
mg/kg [\ EEFREH0), 20 mg/day)] 2F 2,500 ~ 5,000 H],
3| HUECIA| OFPA0MM Y200 mg/kg, SAEMM Y50 mg/kg
O[2\Cf, OFRANA] 100 mg/kg, SHEOIA 300 mg/kg, HollA
25 mg/kg MOl 23| AT 8 F0E 1|3 Y 5= AR
Me| 1|2 HE S=(Cmax = 427 ng/mL)2| 8 ~ 37 i O[ACL,

288 s

12}

271

" R 71287, M2~ 30 T) 2t
" ARE7IZE RMZYUERE 36 7

» ZECLR| 28 F(Alu-Alu)

» HEX} FURRK / 55 AHZ TS 282 61
n HEQER StaFLIEAME / FHE R 22E BOSH 46

% OIOFZS Of210/9] 01| EX| oA HsIo] FA|7| HEZLICK
% OI9FE Z0f U 7[EL AME QE HiEE= OB SEEEAAY
(httos://nedrug.mids.gokr/ )& ATSIMS.

% HEEAMO| 7IRHIEIX] 052 OFMERZ0| LIE 42 QALY A
IEE 5HR0JoFZOMRIE R (hitps://www.drugsafe,orkr — 2ot=
OfAAle B 8l A2 misi| A%, 1644-6223)0] 2
Al7| HESLIE

2 AR L0PIE ME U SHHUZIEKEMP) w2t |

Z U EUUME Tot IZYLICE oo 190 A] AE7|3t0] A

o EQUALE AL I f= QA OIS JI0GIRNE M= T

URE S8l MBI SRILICE

% REMOIEOL 2019, 03, 19(0] HERA AAUR 0| % HAH LSS

AL EHOIX|wwwukp.coknlt HHLREHSE 02-489-36,
E-meil: union@ukp.cokrjoll A 2018 4 QM&LICH)

RB2T-2-190319

MBS Mosh Iy ——m8——
— [Tl

) TSR M ()

) UNIONKOREA PHARMCO,LTD.

> YA HFA RO BY3H 246




