2 u1| E =285 232
;HA
— =

(M =2t=)
gl HLE2A (PPI) OMETON Capsules

mARUE U 2 ;WS

s}
I
=
ol int
7o
Hr
Ofol
=
1o
oY
Jal
153
iy

s
SIMLIX| 8|HA0] BEY WRI0] S &% A

&s
1. AL, HOIXIZA XS EDIXIZ
1) A Al 4l RJAIC ASXSHGERD) S| S&OISY0I, £2 8) Xz
2) Alst mEMA'E‘)U.} I N2 L= A8 RXLY
3) EYNUL|E B
4) Helicobacter pylori 0ff 2&= A0|XIEHIC THY XIS 2Ish SMH HELY
5) HIAHIZO0|EN AAXSHI(NSAID) S0 = st 2| - AOIXIFAY E= 0lete] X2
6) 9 - A0IXIZ geio] Yei0] Q= HV\HIEOIES ATSHINSAID) IS0 SX0IA NSAID F0i= 2Ist 2 - &
ORI F= NIt o Askzeizatel oy
7) AR HAE o] THLLX

a2 . 22
84 - 28
1,40l
1) 2AL
QMZetEZM 18] 20mgS 19 18] APENELICH. R 45 0Ll XIRE 4 AU 2= X0l Tet iITrJP*
0l EetE 2= USLICL XS 43 F0F XX 22 FR0l= A=A 4% O SOIEILICH CHE JIKIE S0i6101 S UE 2X
2eb B0 ANM= 18] 40mg 12 18] S0d6lH S& 8F OlU0 XIKRELE 2H= 2Kl T2F XIRI1240]
St & USLICH THoks 2R0l= =S B=aiLich
2) HOIXIFALS] EDIXI=
18] 20mg 12 13] ZARS0ELICE ER 2= OlLH0 XIRE 4= Sl 215 SX0l [et XIKI2H01 Yetds AsL
Ch M8 25 EO1 SR X 22 0= HSoHA 2= O FOELICE O TRE FO06IH s 2X| 28 2Kl
AoIME 1§.I 40mg 12 13] T()#oicﬂ S4& 45 0ILH0I XKL 2t= SX0l Met XISII12H0] Zetd & ASLICH W
BI= A0l Tl28 VI=ELI,
3) ARH Mg gl 9AlE A2MSHGERD) 2 B4 OIEY0l, EE &) A=
(1) dRgACd
13| 20mg 1Y 1§.I ZBPE0ELICE RS 45 OILW0I XIsE < St 2k 2ROl (et X124l el 4 9
SLICL X8 43 S0IF SRR = 3’40 I &M 45 H SOEILICEL CF2 MME S0i6l0] 2UE 2X 2
& =01 QU0IAIS 151 40mg 12 131 SOI5IDT At 8% OILIOI XIREILE 245 B0 Tiet KIS0l SRk &

QUBLICH Moks ZR0= XI2S BH=siLICh
PIAE AZHEHGERD) O BHOER0I, E2 &) =
18] 20mg 12 13| AREAELICH LEHOZ 2~43=2F E0{otH XKt IIsELICH
4) gt O‘TEHS’%'E%']J I XS X 2= A8I4AY R
18] 20mg 1< 18] ZRSUBILICH MHUots ZR0= 82 18] 40mg 12 182 Seket 4= UBLICH
=2d L =
=) g2 19 60mg Y 138 ZFASUELICH S22 K0 [Met A ZHGH0| A XIZELICH 90% 01A9] B X1} 1
2 20~120mg2| B i SUE 2 & YN 1Y 80mg 014 F0ig ZR0s 2 SIS 12 28 28 =0l
SHLICH
Helicobacter pylori0fl &= &OIXIZAILC] THE LIS ?I6t ST g8
(1) 2HILE : 0l 2F 20mg2t OF=AIAIRI 750~1000mgE 12 23] 252t & SO{SHLICEH
(2) 3HILY : CIS et EE5t0d 0 2 40mgS 12 13| SO0i5HHLE 20mgS 12 23] SOIBILICEH
@ 22H2IEZ010141 250mgdt HIEZLICHE 400mgE 12 23] 13=2F S0OIHLY,
@ OFsAIAIR! 191 22H2IEZ20101AI 500mg2 1Y 23] 15=2F S0{EHLICH
X221 S2X| AS 22 QUITtE B S0IS HISE 2+ ASLICH
7) HIAHIZ0IES 2HRSKI(NSAID) F0H2 E@ 2 - AOINZHY E= Il X2
18] 20mg 1Y 18] AFASWSLICHL U2 430IU XIRE & ASLE 2= S X0l M2t XIKIIR0I Lk & AU
Ch HE 4% S0HS XIS K| 22 HR0= | oA 45 O SOISILICH
8) % - MOIXIA geio] Hai0| U= HIAHROIEY ASXSHI(NSAID) HIISHBXINA NSAID S0Z Qs 2 -4
OIXIFAY = D2t U A5t SATA| (2 RXLY
18] 20mg 1218 HFAS0EILICH
9) ARH A THUUT]
ASHATO| THLLUXIE o 13] 10mg 12 18] RS0 SHLICH
0l %2 S0ist M= HOE BF 2 0lAfel 210 81 Jth= AZILICH
ol xM(HI et M ™ol SLELIC
lMQ"’o O] Afat
1. O13 & XHils S06HX DRYAIR.
1) 0] ool H&0f WSOl U= 2Kt
2) UANTAO| JIsH0| Y= AAY 2R

(2

5)

e

(SIS SXI0IIH 0] o2 E()#o}t Z 1 0| 23U ESH0] XStE 4 USLICE)
0] of2 wptet =2 E HI Kol HIES OIEFAILIHIOR HBF0IE =+~ ASLICK 5.4528, FX).

3)
4) 2IHI SRS FHSO B XK 5 NoRE, %)
2. Ck3 &Rtll= A1E0] OGN,
1) 2010t U= BTt
(0] 2te] A"JHIOIOgJ. BRIDDL BIIES= 1Y S22 10-20mgl2 S0, Sol 382 2DIs &4 X0
FOiGh= 2R 12 S0 1214 (20ma) 2 ZUGHA 2ELICEH)

FAMZH - S0 &5, o= =2, SDI5, U3, Z20IMS, AN, 0XIdS0! LIElY £ QUSLICH =2k
S, 324, 82}, 20| 50| 5 SR0IN =20 LiEé'# UBLICH

2) 2% : [Z GOT, GPT &9 2t&40| &50| LIEY =~ Qletz 0|a0] oXlHs ZR0le SHE SXELILL E2
A QEFO\ QUL gl= 2, DFE’E S0 59| 20| Q= BRI HIHS0| LIRS 2 USLICH

3) A - éﬁDﬂ HAL OE, BiH|, 9, &€ =5, %?*é“ﬂp* 5ol RAZH, E2H 22X, UG, FAF2
ZICICES0l LIERS &~ %%LIEL

4) 19 : (2 2, g, I8, FE20|, IR, DIRY, 520 24 9UXl, AEEAZES 3

(TENLD%%E’ 2Ly, @RE0| LIEE 4 o0, 0IE1J Sa0| LEHLEE H2R0l= S0E SXISLICH

|

5) WOIS [ CEj FmwE we NP, A Ag, OLERAIAE 439 22 JRES0l LEY 4+ sUin
6) stz : S8, 8ot A2, Aerlol Ll 4 SBLIC,

7) %OH )” Hde‘_ljl)\Xv ciALL}JlAX DI]_',ELTJX gcdfrljl)\xo‘ LI,EI,Ef A OI"‘L'E',

§ Doy 0= S= _E2)l 2EE, 280! 2R50[ LiE & ABUD.

9) Li=HIZ : == mgcd 90| LIEKS 2 AsLILE,

0 e S DJE, S, B SR BETE, wazl, AOES, AR, D20, olE0lH RS, R

82, TLEESE, WIISEE 0| L + AsLiD,
1) B ZAOIA LIEH 01A0rS
- e a=acels L 8001 B > 2. (s
— OIA 9 2193 < TS S22 ROIUEEZ0l LEle % ).
12) 152 E@amxmu A = ZAS Sof 28 0JMEIS0I), 0] 0|AHSS 2EH (40| oIaCHHA
KR o2 S0 2001 TR0, 28 HYSE M2ld i 1SobHLE o2 S01efel oIBEhIE 51213t 4 QIXlE 2Lk
— By : MAET=EA
ETEE N ESS RRTE LTSN

4. 2ps o

\02
Ao
|0
Sy
o
%

S 20| SA0| AL AHLE JH0| XAE 4 o222 oAl BA0| oY== A

Hety 8, 2HUNS, EH0ILE SES 5)01 AN L0l AL Sa== 22
?% 2LOIG0{0F EILICH

2) °\X°‘0\ ol E 0= =D S0IA X-rayLt ILIAIZ 2Ab SS AAIGIOO0F S, fIgez &old A

A
ES
E=
=)

gL
30l o2 X’JP‘(%E\ 111 012 S045H= SHXto] AL FIINO= AAIE ook BILICH

4) XIEAI ZUE E=20| 226t SA Mot 0] %S z|A82 U MHE X =2)(2 9 2 S0GH010F BILICH
5) U ol SIA0NA] ‘*EEJ&“"WIHI(ProtOn Pump Inhibitor) XI2J} D&H, &5 9 HF z=HO| °|°“‘* Sotet
HB0| Y2 JISH0| UKD FoERSLILL BHo| fse ANSS Aol nSU2 S0iet 2iet 19 Oakel

RIAS SN SIS LI

3HE ol ZR2EHZAR(Proton Pump Inhibiton XIZE 2H2 SHS0IM XMDFIUSES0l =20 20EA2

O, 19 0lg =g 22 A0 JHE 20| UEHSLITHL 2o SRS MOUsEsS] J=2A DWHIH

2% U S2cTofH(Poton Pump Inhibito) S01 SH0| BLEIC ZIRF X 2oL 0=l &=

MoRUsESe RYole 420, OIS HESSOols #sE2 Xz AIXE = FH s Xl 2

LIEZ0l ZREILICH Stet olagtee 2|, RF, exis el Ch
DEEAM0IE : Z2EHZ  ARKIe HEEHAN0IEFEZ I88e A8dts  3?, EEA0IES

TAIAIS] FOolAlEl FX)E HWEGl= 22 NEENOIE Del/E= O HAKS 88 s20t 45 ¥ NSEH!

HES2MolES] SA0| LEE 4 Q0= 2)) Y9sUl. nE=ol HEEM0EE At 29, sesmn

ATIKIS] LAIKOI S0f SEHS 131%* - ASBLICH( 5. ASHE, &HE)

8) TREHTATINIZ Qo PILH A=DF 2AAGHH TR0 2E EMot= M=ol It SIISILICH
Ao, 2ERUE, I2ASE LIS 22 R0 Os R0 2ol TI°‘0| ok SIHE &~
SERERS LA AAF SIEA SJfet OIB0| UOMH Sol YRERIA Ol2fet Ai&0] Z0F =
20t BOSUSLILE Olefet A2 SASADH KD S0tE [ iS00 LT ( F3.01a8) &) 22AECS
ClTl&leld BAk= Ol 2= &7l AR & 2051 ASLICH

9) HolDEE mEp wmS 95 SR gggt;10§ 0l of 20| S0ol= &2HIS] AFSEHAS EAGH0F BiLICE

10) Ol ot ZDISFH=Z Qloh NPAS E= PAMSH o HIEIR! B12 (AlOK=2LelRl) S4+F0t LIEHE Jksd0l

)

-

ASLICH
1) Of L HASERIZA . D2EHTAQYRE =225t SX0IA TISEEEZA(Cutaneous lupus  erythematosus,
CLE) } HAIZSBFZIA (Systemic lupus erythematosus, SLE)JF 2DERACE 0l2I8H ARISS MZ 2HGHHLE JIZ9

ol zso] ofsle LAGIITE Z2EEHTARINE O“’J.IL SPEEA Adle URE LIFSUREAUL.
ZR2EHIAQME 538t %IH)HH 2od ul‘:’i“}e“’ul o ISAIIFEL=FEA0H, JOHRE =210
0I2JHK] NEEQ! OF= R12 = +20A 213 OlLII EMGIALT. QKo ZAsN 2= 2IEE0| = A2
ZEERACEH
Z2EHZATINIS %gé* N ?%“J?#A‘:'E} 2 E6Di 2nSACH Z2EHZARM 2
DhlSp=nA= HE HASRUAMASE2 AE'D O JHe SME E}, HUSBREA= 2 H2F0| Mol
oI 0IZIMIK 20| O XZ = 0N A9 OIH0 WUBICH (U0l Sie 20l LIERIOL), 2BS
EAAASE BN

&
>
™
>
T Off)
urE
t 0
s
>
i
E

olEtHog T|AlE 2 20O QASO T2EHTARTIE FOIGH L=t 2iof 0] 242 585t SA0IA L FEPRRA =
Bdiﬂfaﬁ/\% 2X|ot= féé!O\L} A}t UEILK= Z2, o2 S82 SHotl HEs M2ol0fl &Xt BIIS Q=8

=20 S5 4 ~ 125 W2 Z2EGHTARX %QE‘% SOot01 DKM SIUCH SHEA HAHO, é’i’@iﬂ(Anﬂnu

clear
antibody, ANA))OH/\‘I AHOZ LIEHE o= UCH, =2 SFSIE A2 U= A& SAZ HZE =0 AR O A2E 4= UCH
5. MBS

1) PI8Iol pHOl MAILI0ISEO| ZOEH AA 010 S ASGIEDLIE, B8, RUMLIHAHE S0 220)= 0] o
0 olet DIjol gluSyjelpiale 20 Ol=Ao=s osel S0t Nolel 4+ USLICH UE & =l 2IHIFLE il
Mg 01201 01 o OIS0l L=l OiseraLiss] 501 2

2) 0l ot 2HfiA =2 CYP2Gi 9l Sloll LINELIC, CIOJRIE:, HILIEO!, 9
CHAFSli= 220t H2A] OIS 2120l YHAIZ TIPS SIS SR 4 QL
ADI B7101 Lt 21 IS S 20| SIS, DI Oreo) 20| LSl & Sal L) 2ol B IZ0IO= TS0l 2128 Be
ELTI0DA 0] © 20mg/ceyE S5 S0iA| HLIEOI0] 25 =0 H1sD) S1RtESLICE kel S BIEK K LEIHIS 01t BRSO
01 12 B2 =0t 2, INR SLIERZI0] AEEIn ohifel (= CHE I K 2etmol 20| Hoat 4 SSLIC Dot shieio
XI252001 X8 B SO 0] O 20mg/day H2 SOIAl 2 1 ARIS| ¥i51= SISt Ik

3) A0IB=2Axel, CIAIE, WRCIOHHME S Cytochrome P450 SAHIE Soll HAE= 2SS0 A5HE0| B0E ot
UL, 01 212 OIS orZa MSS0iAl SITIE Fel2bi 2UIERIS B2A /S or2o] seie ZFaLIL.

re
[l
]
0
o>
I

@
He
af
]
m
”D
x
ooh
=)
on
_':J_
U
el
=Ee)
El g
el
N
9
F ©
S
1o
El

4) 0 o2 BATAR00IAY BE0A ¢ o2o] HE=TIF SolIRISUILL D2 0] o2 HEZUCEOIL of
SAdel= AsSHE2 LIS ‘BJEISL\D ol ‘%‘%S Ol ot &M Helicobacter pylori SIHLH0 AEE=
St rILICH

5) 2425t XIZKH0MA O] ‘”J—} CI=AIS HSSUHUES T 2IL pHOl S0t CI=412] H0ISE0] 10% SIISIASLICH

6) 0l 2= HILINIE, HRZEl, JtHel, Z=2oehss, HEZSS, AI22AZE!, clTtel, AL, HAERS, I

il
S CIBEI, Linst 2 faisl Sacoit 3e 45958 WAt SesLi, o o SAL 2
£ S0 ofgh Here B ALY,

7) 2d2s AR 0Sel=(omg 12 151 S0)T OIEHILILIO 300mg/2lELIHION 100mgS BRI O

OIEFXHLIEINNS =&0| 2ARMSLICHAUC, Cmax, CminOl 2F 75% 2t4). OMEFKHLIEIO 400mg 12 49.] S0= <20
maEol OIEINGI0] @01 Liet ABre AMAIZ 2 gisLiCh, 0 o2 meie meE Hm ROMSS OEHILILI
oot B=eore 4+ gLk

8 SUITZY FzclPA0l BSS0s EORRIPAd HE 558 Y 4 UBLICL 0 %3 0B ARSI
Stie [ Elm2e|RA0 €A 552 PLIHYGHES SiLICh

9) @0=ZctE CYP2C19, CYP3A4 HéHHIQl SelRUENS HE S0= 0] & =52 5 i 01& SIHAIZ & AS
LICH @0=etE(1Y 18] 40mg F0)2 2el2LE(CYP2C19 JIR)Sl Cmax @ AUCE 212 15% U 41%=2 ZSItAl
ZSLICL 0] TH=0] 0] oo Sai2 xdar Hes gialit. 2L, &30 205 Zojexe ZoRlel 1=of B2

Bt Sl 88 ZEE NS0k SLICH
10) 222 Al 21, &Hetsst B2 (population pharmacokinetic studies) 2 =
‘)QE#O }\I,QOIJ— ):1%2 D-"EEE"H'O'EJ I'AI,QI\}J XJ}\}E} )’:D()g} I
E=NIOIE Delu/EEe O AR SI=SAINEEAA0IES] H3 5501 &
0l LIEHE = 0D 2nE/JSLICE J2iU DS HEEHAMO0IES =28
A= BT UASLICH( T4, YUHN 9|, FX)
11) 0 ot Hb|ele] Y2 Al 2|20 EF=EIt A8 4= OS2 (RAE pH Z0H ¥E S0{chM= oLt Ol
gl J(IEQJJ Ho})\ls' %= UCH

AXRE HSot= 2 U=
SIS 0f [H\EEE“HIOIEJ =4
SIRIHION CHEr Al ot=Alsxie

S g SN HEEHMOIEER

ol
=

S48 (£ : 138mg/kg BRF0N0IA BHI=A0] 210 o2 AP &
X240l RAM0| FHS A3IEHTH BHE = AR08 SOIELICH
7. 2220 Hst =
0] 20 2RIOZ0| O 0fF= LAKIX| LACLE +RF0l= FOTOHK] 2= 20| HIZEIBILICE S5t PS0I5H 01 ot 2R0l= +RE SHELICL
8. 20t CH& =0f
Z:0H0il CHBE QA0 2 =|0f UK &55LICH
2 S0 AlQl MXI
0] ofo| WH=0iZ @4, 78, )|, 55, &AL F5 S0l 2UERACH, FAE, 22, F2H0|
201 lof2! 0] Oto] IZEG1ef OIRIT0] LiEH Sar2
10. 22t U HFAO| FO|AHSt
1) O121012] £=0| EFX| 2= R0 L2HEILICE
2) CHE 101l B0 Ei= 242 ALR0I0] EHU ZX SXITHNIA i
3) 0l 42 A2 = 29[0) ¢ EU"S Z 20t 22ELICH

rir

[

ol AS

o

i

ts&0l = =l

pack

UASLICE. STHIEKIC|
ICH

ZGHK 222z 018 FCIFLICh

OU

1.7
2 Fol BIIRF F0iE)S AIBUA S A2A0
(Enterochromatffin—like cell) HISJF SJHotCH= 2100k
A J|91=)|, A2(1~30C) 22
AR |2h: HIZL22E 2401
mIIECER|: 30 s/Y
YES ’“’tv@) 2| BEA| ATH2121H2 23
B HIZOI2| Xt () STHI0IQAI, 20| SHAl SiLts Mota e 18

A=

| (o] =
9
e

Ih USL

RS (Gastric carcinoid tumor) L HISEIS MIE
Ch.

IR

* 2 MBS0 0140] RS 2 SEHHALSI0IA DAISH AU R2YHBIIE0] Tiet wet - &2 84S > USULCH
* O|AF = OFALO) XII\\OII et AFSOHIAIR. » &= QJEE A5t SHue|S Wt MIBYULICE 2o YAl AFBDIS E=
SEJI8H0] UL BIE, Bl = Q2 HS0| 2212 J0= 7UXHE Sot0! wechol SiLich

0l S 2AC 24220174 068 15Y)01F HHE LIS AlZ 0|0k OHM | 221019|9F& A2 (http://drug.mfds.go.kr)LE
SIAE ABIXHAEEA 0806118690 (A AHRE) 2 2OlGHAIN 2018 £ AUSLICH

M=oz U wok
(F)5Hto| QR
37|= 3H9A S morET2E 18
www. dongkoo.com



