ASMSHAEA

2k Ol 30/60022) 72

(BAZAE, HZEMES)

ooIES =E5| HO| HEPAS £ 2 9T,
o]

HEPAS SIIET} B HHGI FHNS

X

—

i

18(736.022/72) 3
- QRN AATRE(USP) - 30.0mg,
FZEMZE(P) - 600.0mg
JEEIN: D ZYHEZQA AHOIZIOEMUER, QIIEZ0[2EM

(03B54445), IRAFUZQALEE JZALH|E TH|E

) 2340 Eiply BETEY

[
oS- HES 2

555
1 BEA 9N SRS 7[R

2. 0|28 BRAEE IR

[gy-ga

0] 242 AMa7| MUE 1417 M S20) S&3HLt 0| A4S B8 = Mol 2
f

o
2 0}39| 21 sl 0|2 A7ICL & 0/9/9/ T 3249} BEAHH FiL
S WAL} EAAE O B,

042!

1. 254 g AP H7IX|E 1 30/600 mgS 12 18] 8% SO BEH

2. 0|2y SRATEO| B7|X|2 £ 30/600 mgS 1% 18] 85 5 Z180
O ZER - THROA 0 49| SYORAT} HAE|D 2 SHAHO| LS|},

O ZH30) 27 - 20200 2Rt 0] o] A, Bhet0] XU Q0B 2 8 2

5 MF9| FOfRILY.

EREELE)
1.8 SRl S0 2 %

1) 0] %9 LR E= HIRONLERO) RIS U T BI0] = AHO!
=

= oA ‘
LimepA, OB A5, s 3, T3 38, 34 254 A5E

9 2] 59| J0lEi20) L 4 9IF)

2) HIV ZZE|OLF HRF(OERILIEOf, BLLH0NS RUZ0I A} (45418

2 3%)
3y
4) BIH/2 BRRIKES 050 3K (4SRES HT)
5) BE(M3 BY) 12EEE AN 2 S5 ) 18RS ¥R
6) RUAMI|SETZ T UMNTISHGHS At
7) BN B4) L) #A)
2. 03 SR S NEs| £0iF
1) ASWDISO| W BT
2) 70 At
3) DR
428
5) M ZOhC ROl A
6) M7 0N, HIlSHoh 2Rt
7) et
301488
A

1) BLE O[EIS: AE MSHH XA 2 EA AR Y Sl LiEH
f

Ogt Ol gt S2 LHa T} 2t
(1) OfLPZA A S3(RieE
o, £3(0.1 % 0EHS fust

HUS0| 20IE= FR0= FHE SX|atL, HE ZXIS F3H0t oitt

() 'gE-74, FIR1E, SEUH,
HIE(0.1 ~ 5 % O|RHo] LIEK
0| goI== FR0U= SHE SAtE, HEF XS H .

(382, AST, ALTY| H52 2815t S5 Z7ISE0H0.1 % 087t

il

=
9‘!
Lo

r

oLlo

L
L= 597t 9002 332 525 ofa 04380/ elsis 290
r

S0E SKlotd, ATt TS I}

4 SSBLIASHRISET), [RYAoEER
(0.1 %)0] LIERLi= ZUt JO0R BHS £23|
= BPU= FOS S5k HAet ZAS HHOF
S0 DRESS 520 BUERLY. O, O|2H 2 HFY2
7t A5H 48 njsts A2 OfLIC(FL] H0RIHE 245t

(5) ZPE(0.1 %0|EH0| UELt= 227 Y082 X, J|F,
L|29| 0| HELS(REE) 50| UElLI= ZR0= M&oH &
9 B HA H 0] %4 RHE FA6tE RULEZ2EHE F
MG XX|S HeiC,

(6) FHNAEO| LI & 7, HUE SHENS

0

) 22—
7|STMAIBUN, JH0tEl 4% S| 26101 0140] LLi= 3

S SAlotdl, Mt 2|

ol
o 00

ol

ol
i
7

rek Elrje
le

o>
rE

Io
=

r
= on
>

}

oo
1% g%
Y ro

=

=2 o

-+
£0
1o
N 10
Hu

o

RiLt

T !

5 Tkl

i

o
2

ol
T

3

S

olnoin ™

Hmr=

2) AAATEOI SE2'1 5% OOl LIEIOL) 9 SR04 T 7 LiEy
HE: ] SHES UISOR SATAE 15 mg 30 mg SOAZN

AE0| AR AATAE 60 mg EAZUME O BT (@2 2.9

%,

14%,4.2% 2 7.4 %) 97| A2l AR £094 A BEA Q= A

O3 Mplgs WSS % 50| WiE 0SS SiEC: 03 8

o0 o
ST
2 27101M YeiAel E= AT 5 B O[YHE2 1 % O|2I0|m L3t

(1) B4 - BRI, SYETIS, SEZ 28 TO0E 9F 0% 55

& Se2 syndome), 74, 2%, T, 22155, B8S
A5, g s o A T/sjE THOAE

Z AP, A2 ae), SR A
A0l 32 ol Koy, Pja opas
Mg NES N b Al
SO 58, E8, 485

=]
g2

AlR

i

Y, §ER/ARM 27, AT,
B 571 SR E5 (o) AU,

oimel/uE A5EY 01525, (HYY) WE, 7& 7%, 24, 918

LS, Nz sy
(&) LISHPA - s, ZNNE, DTS TOHS
OETEERTREES

)

s
=
£
=
re
iz

e

ol
fm)

=

L g W Tl= R ]
1o TUR ol >

1

o

-
oX
ol

s
u

it

1

@uFA - 2%, 7|AHUS S0t 2BY XY 22 OXE/HY

=
>
rio
1
=
ra
NES
~
rk
>
R
~
o2t
ol
~
fon
ok
rkl
ro
=
T
ek
13
]
ng
HH

bl

(10) L& 3 94713 - GEE 2 Jj225 43 SEa7| FEELR

&, Rz, 2528 L9 IRds &
(1) 5% 77| AzE o

3, S, 042, 5, 49

074, oS, SOIE, O145A, 0)F, AGrEd

34813, Y5, Dt

- N0 O, O MUy, ZoE ST T
0 2424, Noi3,

#

(2 b 73 Wi TS 27/1978, RES kS
uLE oz, JA0N AU Ta 23/00Y 9, 9k

(glycosuria), 8, 7|5, MZA

3) AZ01A AHIS AL A B OFUK FAS HAGHD QL ool 718
B2 FLE A=Y MRS/l A2 TAEN0) OINAAY iz HFE

K| QIOC, OJ2fot OIS 2 Yooz HUE|DZ AYES U 4 YL,
(1) B : OLPTIEAARY B

)

(5) 2% : ZRAENE C|IAzA AA}

(6) 22747 : 2%, 28%

(I8 Y 2471 e SYTLIASHE LSS L TE0), I
SHAOIZSIALBA-ZAZE NS Aot A7ist Ikt
022 I2EHUOAHKQ AT & ZAME Sof B U OARISOILE 0]
OIS 2 254 Cio] QT AUXOE B E 210[7] HZH|,
Y SUES LIz N HSOPL Ol8 S0elol onEE SRY
2 QK= %L
- B0 - MNBHEIA

LTS P EN

51t 59| OHH|, AMX|0H|

(8) S 2747 - HO1KOH(Speech disorder)

(9) HI LA |2 - ZHENEE QHE

(10) 7t : AST, ALT, ALP, LDH, 7-GTPY| A%

(1) 78 - 2282, HUEESS, £ ZYAHZI QM 45, (I4Y &

=4

'

0!

~

4) 2L ALS TAZIHEASHS: : 897%) BIE OALISS [121} 20

tadaZ o) 3 (8= Halt| Gl : B8

5) Lt 3

ue
r

=
=)

.

)

Ue > rok M o¥x Tl o rkt ol

3

4

6

7

«©

9
1

1

1

02

3

4

5

C}S9] MEA ZIAR|Q| oD HATE L5t OAMSOR B IER(Lt,
WISEN 21t 018, AST 57t ALT 57t JR|0EW 574, ALP 571, 2
222 571, r-CTP 571, WBC 57}/34/018, AG ratio 01}, RBC 014,
dRHEE 85 W 25/Q2RE7 2k, 3H7E7 EsE 2
&, UAEYE, M 571/A4, EYAHE F71/AL, SRTTSHT0E
571, LDH 371, 84T S7y44/014, JAER 5k 57}, HEY
2 A0l Yk B0 22 Qe 59 FIMHY Hetd £HR|Q 0y
0] =YL,

10 IR 01 AST, ALTS Z%5t Z1} 910 S0I201A 0.4 %(4/978),

AATAE EOZ0A 0.4 %(11/2677)7F 2T LR0|A KA 90| Ast
L 34 O Z{Th ARR7|Zks 0t SR S0 BIE M2 oLt

sy

1) AB07 : 0 42 EOGH S0t 7% BH| T2 HAD: LIEKS 4 912
CE el i P8ISO/ LiErd 4 90

Oy : I8 80 ) T2,

IS0 NN, Q20| e 3 9/Cf

915 1230 et 4 9l

x9

102 03 4AT9| 40| ESPIL HHO| %Y £ 9,002 ot

0] SpNE= 2T SN(CIES 2 SiHE HE 24, ML 7E, 42

£, 21 10| SOF SRIY0) QAL SIEIE 22 o0l o1

01513 SO0 3

RN AEE 1 0] U8 Foist IREHINHHE S0ft AR 5
I 7

B

'z
NEd

ruog

I 0% o
ox
HJome

=l

)

w

Ty HEG0| HEED 39 7Y Y32 D2EHOUNN X2

5 UHE 24 » Ol0m QLiHoZ Edy YDITISH| A 2y
{58 TR LFED| Fdet 32 0] 29 ROS SHel

e TUAIHIERIB12)ZE - ot | ASS 37|70, 3 04) 1f

Ol= 29, HEUS T DM Aaf AT U2 (H[ED

128 BO7E LIEY 4 QI 2HOIAM 14 OF| A2 £01 At Aot T

a0l ZH0| ESH BREOI AT U ZEN 22 YHFH0| B

A= 3L, 0|2fet TS JLaH0F oL,
) 0] 402 7|7t R|2S ZR(Es| 1H 0

X

ro

14)

o

|

T
ox
~

o2 ZA

i

4o

4z

) AIBAl ZUE £20) ESHD S0 12t 0| 42 HA82 1 H
7)202 S0T6H090F B0, YA, MOIKIEYY, 2SRYA0 AL
HI11 ALE
2HE[SICY,

) U G2 G0l TR EHIOEH(Proton Pump Inhibitor) K|t 1
HH &2 U MF S Al F719 B0| S IS H0| UL Bk
AL SHY YIS AEESLS Halols 18YS ROITH SR 14 049
H7|ME SMA BRI

) 372 OjA ZT2EHIAHF(Proton Pump Inhibitor) 2|25 22 SREY

HA MOt IH&ES0| EEH BUHACH, 149 01y A5 #2 F20 7t

A 0| LIEFRID, IR 20| SRS MOIIHEEEY XEEA 0t IHE

2% 2 T2EHITF(Proton Pump Inhibitor) £0] S0 Q8T &

717t R|27H EQaL D54 E= Mt THaEES fUste %20, 0lk

H)s HEE06l: ANER X2 ARIS Has 7|4 0t Il/E 24| BLH

20| UQGIL, FOH5H O[EIS2 X SHM YA WG,

D=EHIOHNE Qo) U MEJt Adall QB0 B8 ZMots A2

9 7t FIHGIY, 0| UOE A=Y I MR HUREE SZAEE[|

ThAH|SL 22 A0 ofsh 2THY| Y 2l A7t FoHae UL 0132

SEAEYLR MMy SAH ¢aiy 5719 Gito] glom E5| Ypist

RHcllAf OJ2fet I2k0| SEIGE Ofe] XL 20t B o=, 0

B HICK2 MAMSAL TR YOS If ME|0i0) Bt RAERILZ )

M2y M= A9 BE Sh ME & sy T,

) ORI, AN, ZS3F 22 0[AEHS0| oi 4+ ULk O[AXTIBI0NAL £t
St= 50| B0 QUL

0) HEEYHO|E : IREBINAHY HEEYHIEFE TEFS Mot
£ 39, HEEHKL0|ES| MEYC| FOAE HX)S ¥Eote 29 HEE
dH0|E J2|0/F= T OMH2 8 550t 45 L XS0 HEEL
0|EQ| SX0| LIE 4 Qs 28l 00t QUL J8HO| HEEL0|
ES Aotz 49, ZREHINAA S AHQ £0 ST 1ad 2 9
. (§3xgs 1Y)

IR Y HASHETA  IZEMTOHKE 225t ARjoA [EEURT
MCutaneous lupus erythematosus, CLE)St HAZERIA(Systemic
lupus erythematosus, SLE)F B IE(QICt O[3 A2 Mz HA61A
Lt 71ES| ADHHoAse] ofsle dlotot, ZEEHIUHAE RYEE
SHIRTA A= LR DRSHR AL,

LZEBIORKE S5t AR BUH [HSHRTAQ J1a S5t
B OISR IR SERIA0(M, SO Lol 0|2 7|7HK| XISXQI
Xz & 2300 21 O|L0) SMoIRL WO Z RN Zii= ¥
F50] ol NEE B,

D2EMOOHAE S85 SAUN HUSHRIAS NIFSHRTABL
g EopA BuEC IREHOIALA H HASHRIAS HE HOZ
PUYHMSHRTABL O JHH2 SH|E UL, BUSHZTAE 22
H2E9Y HOIRE Lol 012774K] £7] U8 A2 & £UHM 4 O[LY
O SMSH CHCR0| SRk STI0] LEH{OL, HHED B4UAZT B
DEQCE

YSHOR XAE A BL O Qa0 TZEHIMKKS F0oHA| te
O, BI%F 0] OIS B85+ sifjillA TIRSERIA £ HAZHIRTAQ Y
Aotz SH0IL YR LELE 22, %2 582 ZHHT HHH HR9
O SR BHE QZfeily, LI RO SNER 4 ~ 125 U ZREHIY
HH FHEIS So10] ML Sty ZAN, SaEM(Antinuclesr
antibody, ANANOIA YHOE LIEK 0, 22 Yaetd 2Nz =
Uy S0 HZE=H A0 S f,

2)0] %o EXZ QI3 Yuf MEQ
chromogranin A, Cgh)9| 5E5 &7
M2k 0] %5 20 50 A2 413
S 0718 2 It CoAZM M 24 14 =
£ FCIo10t o, ZAPDH H1 NSHRIS et 32 MTAL AHS
CE 3iT} HHEHOE ZAIS HA[E Z(, ZLHE), Hay
JHUEDE 59 SN2 SUSHHEMUA AAIGHOE BiCt

et A=
, ots 39
oAl 2EZ RAIQHMIE MK Y= X0l

opi
HI
ol

Ho HU

o ogt

3 rion -
10k 54
i)

oo

UL
4

Q
M

o
i
=]

nl
>
b2

oy B
Y

™rir

o

gt
oz
<]
Hu
H
]
3]

U A(serum

>

-

e FL
o
=M
=02
>
2rn
ooy
B
n <

ki do
08
Cox

)
Pl

2

Of ol AMPH KIS W0 AZO| E47t Mot 2 UL

O2 A 2H| HEKL: HMKIY DFEDIKE 0] & 201 B0l= AEILE, 0|

EQTUE, AMARNAEZ, OEAILIH|0|, HE, 26/, ALEYE ¥

0|ZH =0/ ZHEY F47t ZAE 4 /0t HRt0f Cl5AD 22 %89

SAL ZJIEl A 0|}

= 5/tE 00

LATRED AMIH|S ARSI Z, E47t M0 AZXQI OfEIRLIH|OL}

SOILIH|0f9} 22 HIV IRH|OTK| QHKQ| EE55EE dAAZSUY, T

ZUE A2 F N9 AND ASUH0| LIEHS 4 QUL TH2HA, OFERRILI|Of

= BOILH|0{0] HER0IS 5t

T2 XA A0SR 0] U} 0| T =20 ERTES B

A, #|U pHO| £712 QI5} 0| ZH S 4|0 ERHE Q| SH7t ZHAGHH 240

AHOI D|TH O] 0| ZAEUL, 0 4Tt OFHSHOERHES ¥

EE05t= A0 SRjUA BT ARUSY 0| TH i HAE LB

{HQUUH AEH0| SIBET) QUL 0] U2 DZHS0ERHES &0 £

1 SR = 2=2I5t07 ARZHO B,

HATZL CYP-450827 5| CYP3AY CYP2C19S S THAEICE

st SRS HNOR 3t H0IA CYP-4502470 e ThALEl= CH2

9 L2 ASST YNHOE Roy5t S48 YLt : Y2, QI

OICHER 0HO2H HUED TZOateE OHCL|: CjOHY S

2EZ0{04

IO QMRM(QUZRIE)} CIORIZ, HLIEQIS| THAL HhE XIHAZICH

1 EE0

) SADRZS HRUR(CYPIAZ, CYP3A) B E0A BQLO| HAS0|
10 % ARl ZOR UELODE 2ATAE EQE AR = E2A U
HHOE 55t BE 55 YAol| YoMz 2 HRt= HoLY 889 X
Bt HH0| WQSI,

) BATRES [FR2TAQL WEE( A|, 71| ABUIMEAY oo BIZ
A0 TAS ZUHOZ HASIDE HAT2E R0 A EEE2RAL
BEs0H 5 00,

) AADAUZS Tolst T2 EMOORKS Q2MAE SA0 S0 BRfY|
AIM INR{International Normalized Ratio)Tt ZZEEH| A70] Z713iCtE
BT, INRD Z2EEYIAIZIY 57tz HIHAXOI R0 OfL|2t A}

Y= 07|13 4 IO02 D2 E BI AXHQ Y2MS FAl] RO
= S INRZ Z2EZHIAIZE 5710 D5t BLIHZI0| R 4

6) 2TV MOIEZASEQ 20[ CYPICT0% CYPIME RT3/ o2
SAIREY ¥ 55 ZAAE 900,

7) CYP2C19MBHR|Ql SRBADIT HATAES YSERA| S0 VBE
010 BHCY. 0] 0] & 57t 4HIHR] Z7t3HC1 D Y2iK QICt

8) ZiZst K@M 2ATRET S20|ETAS HRENHS [f 22T
Aol SNUAQ| EO|L SZLTIAY ofsh ST SATORE) O3t
FI0) 0| YHHOE B9Jst Zul= YOIt HADAE0| 018 SLOR
SOE ) SE0|T T8 SERFL HO oLt

9) 0¥t Al 21, FEotsat % 8{population pharmacokinetic studies)
2 33 ¢ SUM HEEHLOEGE ISHS MSole B2, HEEY
HOES| AgA| FoAE AX)Y IREMONHKS U85t ZQ HE
EdM0E T2/ /%= T HMAQ SIEEAHEELM0ES " 5Tt
A% U RAIE|0 HEEAK0|E SH0| LIENE £ 0T BaEHL, T2
Lt 80| HEEAK0|EY L2 EHTHRIFN et WA AZHSHEH
= UL YOICHULY Foj3t 7).

10) 0 T} FIH|20| B A AIHR Y| TSI} LS 4 0B (R

pH 375 88 E0aAE of Bt 0j= IR XZZ S MotAlZ &

o,

s o ) )

1) Z2EA0 SEME B2 ASTHAS pHUSY o 58982 &
S0 Z22 5 4 O0E NE| S0 )

2029 995 B8 $2 Wil S5F(IZAYS, TIAYS, WS
S)0] e 4 9looz £73) TaelD 0fz(at S40 LELE B30
£0E 7t

S

r

3) HIEA |02 o
4 HIERID, RIOPA| 0] =A% BEE0IN v ZaEE
i
o
Al

A BUETO| B4E THHE 4 91002 BEENHX YT
L
g

8

2 R0 et 26

ME HAIAE| LE0| Het U MEE YT HEY 0K BAi o

5 sEE B52Y YYsERN 0T QHEAN, T3 ENET 30
mg/kgldlA EIRIARYEY] F717t QUEIL, {02 UMY 0[R2 YN 3
HADZE NES TR,

2) SBAE0IN FORY 27t BT QOOZ +259 OiAdll= AT
259 EOS Lot £50] R0fdtz LU= £/ SHOHOF 2T,

[=2)
o2
oI rol

oxo

7. 010 Chst £
01| TSt oM 2 B0 YUR| QICHAD B0 SaL),

8. 1R Lyt &
LYHOR VENUME HUIH7ISO| Hot=|0f YUCH 7|8 L2 4217150|
Mol=0f 9lO02 NEHOZ FHE Al § UFS| RO

9. AZF0NY M|

SADUEE HRENOZ HALK| Y=l 1719 BRE ABE0HA HA
25 600 mgS SE5 MM 0[42IS0| ALt HEWM Z+=2 5,000
ma/kg(BSAlbody surface area)7|£HO2 AZ9| 30 mg?| C{2# 1300HH)EH
AS 0 Z20|Lt ANHO Fok= LIEILIA] 40/ ERSHIH IR, I, 5
AR2E & UL
10. BH 2 34 FolMe
1) 0f20|9] 20| 2X| of= R0 BB
2) LI2 87| H30] 4 X2 MI#
4OOR 0|5 FY 4.
1. 7)E
AATAE
1) HE(50 mo/kg/ DU 5277t R 20 HElUAgee
9| 100l B2 HA ZHTE0|, 2477 2K B4 FO0fst

E
9|

ros

01 7Lt 52 RAITONA Bigi2iotK|

29|
301
kg/2)e] U3 101014 19| FI2EI-0| 20| AHEYH: B 17
5t U7 HE| 15 mg/kg/2 O1A 2 231 HEW 50 mg/kg/ L0 01
ZHA YUYELMEICO| Z710t FOUHNULL FAMLE U FUYRZS
O RAS| oY AR, 7H, 2509 SHAIRMHME SIE(T] gIotom HEM
A2 05t Hafd4: GILt.
2) QIS FA 2Jah =014 AR LT BTt
12, HEJIE 9fet BB
1) d2zig
- HATE  GMTHIURRPPI, proton pump inhibitor)2A H+/K+
ATPaseS LR[04t 2H|S HHBHCS,
- HZEZE iz AR 2 M YAS B3IAA A MEE BAFIT,
UFs}/otsty W
{iZet MOl 482 IYOR o DR HiE, S, O HE|/HI=R0 i
A QA AIRIOA TALAE/EAC S 30/600mg SR HAL2E
30mg HUH 12 18], 747 A £07 A| HADUZD AUC 9| HUH
O] EetRiel 7|5t B H|82 0.9061 0911, 90% N7 0.8337-
0.98482 HHEQLS
et MOl 0TS (IYOR o DAY HiE ), O HE|/EERe i
A UY AZUA SADE/FZE S 30/600mg SEHY HAdlt
Z 30mg HUR| 19 18], 782 B F0 S 2442 integrated gastric
acidity 24 28(%)2 LTS/ AZEMZRD 2ATAE TITHA 2
2} 91.746%, 80.8085%2 LIEFLION TR [iH] 23K|9| 7/51HF H/g
21,1353, 90% MEA7I2 10444123422 BHEQC

02

(ool 285/
(x3gd] 71287, 4R2(1~30C)

ME71Z HEYRRE 2478

e 0I0F 10l Al METI5H0| RS QALE B, B = QEEDIL A4E
KZ2 TUHE ol melste] SELD, 2 HZ0| 0150] I8 42 3%
93| TA AHREHSHET|R0| 97 ek = A 8e » Qs

% 2 HERA ANUR 05 WAH WES TA S0JA] vww.yuanis.co.kr
Ol golg & Q5L

KO 801 2T & 7| RAE AU PEE JUTETPRAAL
(https://nedrug. mfds.go.kr}e ZIE&HAI7| BILICH

W2 OH O TE 28 5 SNS(04MY)0| DA 22 HaouTor s
2 (1644-6223, 14-3330)02 29| U 2 T30 ZA| T, SY 7|240f o2
2 SAE IslA AFE ok 4 Q5L

% AIZ7|5H0| ZRHEHRIZS MESHA| DtA| BRLICE

X HEEA AYURE 20231 028 24Y

% AHIRAEA 031-891-2243

(1230224

YUR 8BS

e

RO 201 O 87 52 627
Tel: 031-365-3859 / Fax: 031-365-3869



