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HIAE|20|=4 AHEISH|(NSAD) FOZ Q15 9| - Mo|X[EHY £ nj2te| X2
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1) Y : 2HZaIER A 18] 1242(20mg), 12 13] EB3iCt. R 4% o|Uoll XIRE 4 AoLt 25 Sixto w2t X|F7Izto] H2kA 4 QT XS
4% 28 $ AR|X| U2 ZR0l= ALHM 2F of SESict Ci2 KNS =8ste] 20 HX| 2ot &xjof JU0IAl= 13| 27&(40mg), 1Y 18]
S2851H S4 8% 0|Uo| RIR=Lt ZHS StXlof| w2t X|F7(2t0] Habd 4 ok Msk= AR0l= XIRE BHE6ict

2) MoIXIFHYe| T7IXIR 1 13] 1244(20mg), 1Y 13| &SI R E 2% ool XIRE 4 USLt 7+ Sixto] mz2t X|F71zto] Zatal 4 ok X
S 2% 28 F A=K 42 A0l AL 2F of 285t CI2 NHE £85t0] 2atE 2X| 26t #xtol| UMME 18] 224&(40mg), 1Y 1
3| 28318 4 4% o|ofl XIS=ILt 7= BiXtof m2t XF7|ZH0] HabE & UL MYshs ZR0l= XIZE BHEstic)

3) ARY Az A Mz HRUSHGERD)2 Z4(715%0], EE §) X2 :

1) HFH A= :13] 1242(20mg), 12 13| ZEFICt EE 4% o|Lio] XIRE & USLt 7k Sixlol| m2t X|R7|zZto| et & ot XS 4F
£28 5 AR|ZX| 42 FR0l= ASshA 43 of SESICL CIE KNS S83510] T8 EX| 28t #txlofl AoIME 18] 27&(40mg), 1Y 18] £
8ol 84 8% 0|0l XIR=ILt 7= Btxtof mat X|F7(ZH0] Hebd 4 UL MYsh= ZR0l= XIZE BtEstict,

(2) YA = AR HSHGERD)2 BH(7I&%401, EE S) XIF : 13] 1242(20mg), 1Y 18] EB5Ic}, YetHo = 2~aF7t S83IH XIR7t 7Hssict

4) Mgt AR N Mo dnt & XREX| ofe ASEHLe] RXIRY | 13] 1Z45(20mg), 1Y 18] E83ict MEsHE AR0l= 82S 13| 2242(40mg), 1
U 13|12 e 4 AT

5) EYR|E B3 : 27| 82 18] 3TA(60mg), 1Y 18] SSSict 282 sl mat HAS| ZHSIK A& xRSt 90% 01| BHXI7H
o 1~628(20-120mg)2| SO FIS & 4 lOnf 12 42(80mg) 01 =R P20l 1 22YS 12! 23 28 23T

6) Helicobacter pyloriofl ZI&E MO|XIZH L] Mt LX|S 95t EMlx| HERH :

(1) 2RI : 0| 2f 124£&(20mg)at OFZA|AZI 750~1000mg S 1Y 28| 237+ HE 2R3,

(2) 3HIRY : CkS S HE5I0Y 0] o 2242(40mg)S 1Y 18] E85t7]Lt 1244(20mg)S 1Y 23] S88ict
@ Szh2|AZ0toj4l 250mgat HEZLCHE 400mge 1Y 23] 172+ 2&3|7{LY,

@ OIZA|AMRI 1gut S2H2|AZ0t0|A 500mgS 12 28] 1732+ BRFICt
2SIt BEX| S 42 QIS HE F0E ASE 4 Aot

7) HIAE|Z0|=4 AHZISKI(NSAD) £HZ Q15 9 - Mo|XIZ HIY E= Dj2te] X : 13] 1244(20mg) 12 13| =S&BiCt. tEE 4% o|Uofl XIRE
& QoL 7k Sixjol| w2t X|1R7|20] ZabE 4 AUrt MS 4F 28 F AX|HX| Y2 AR0l= ASsHAM 45 o 28 Bt

8) 9 - Al0|x|ZE} ol 20| Q= HIAH|ZO0|=A AHTISH|(NSAD) F7|F0 EX0flA NSAD £0{Z 215t 9] - Mo|X|EH2
2 B4 ofld RXIRY : 13| 1715(20mg), 1Y 13 283ict.

9) HRHAHO| UK : ARMA=HO| XYLUX|S 2I5H 13] 1/224&(10mg), 1Y 13| =SEBICt
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3) 0] A2 mEISt T2 E HWI XHKISS OlEtRILIH|0{2t HEF {8 4 girH5. HSEE
4) ZUH|E SRRNE SRS &AL (5. HSEE,8 &F)
5) 0] %42 RYS siRstn ooz, UAERA ELlM(galactose intolerance), Lapp REE3HE A ZES(Lapp lactase deficiency) F&= ZEE-2t
2AE A E20l(glucose—galactose malabsorption) 2 KR! 2x7t U= EXtollAl= Fo45HH o Ect
2. CI2 gxlolli= AS35| Foig A,
1) ZFEoh7t Qle BHxt
(0] oto] Ml0|SEL} 277t B7t=lO 2 1Y EHTS 10~20mg22 SE5IH, £5| 359 71715 &4 SxtoiA Flsts 2 1Y FoiZ2
H&(20mg)S ZW5HK| QH=Ct)
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SRt M E2A LR £ Uk
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B2 50| 359| ZHEst0| U= SxloflA HES0| LiEtd 4 ck
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4) I)E 2 2N, 2Rl o7l £oefy|, Jieg, NRY, S8 SEN U, AEBARL 57 FEY BI[HE|(TEN), CHEEEE
20| LIEFE 4 glon, o[2i8t 40| LIEILIE ZR0l= £0iE SR
5) MUUS : CE2H SRS, W, 7|2XLH, A A, OfLILAIAY AT0H Z2 IfTIELS0| LiEH 4 Urh
6) NEE : &5, 21, Mo, AAFEI0| LiEr 4 Qlct,
7) Y | CEH WHIAUAS, HAUZAT, FUYTAF, HEALAS0| LIE £ Uk
8) 2277 : HiZ S5, S5/ HHE, 284/, Z]S0| LIEt 4 Qlch
9) LARHIA : ESH {48 Fo| Liet 4 Qlch
10) 7IE} : HIiZ 7|, RHF, Hel, SSH UREF, WSS AOKSE, AlZKo, 0/ZHEol, ciMoM FUS, R4 He, MUEEHS, WIIRNE
50| LIt & lck
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1) o] %o Qlsh AMFYC| 40| Aste|7{Lt ZITto| XIHE 4 Qoo oy FYU0| olMlml= A1 M=K 22 HAE XS 2L, MLy
TE, BHME, EHO|L} ZEZS 5)0| UM AHY0| UAALE oMEl= AP HAME HAlSIH AEFY 62 E Eolstoiof it
2) $IEY0| oMEl= A20l= =7| SACIM X-rayLt LHAIZ ZAL S MAlSteI0F 5, YIoZ S0lE A0ll= 0] 2o RoiE BT
3) 0] A2 H7|ZHES| 14 O|Y) Roist= EHxle] AR M7= ZHALE Wolo} Bict
4) X2 S S25| HHGID S0l met o] S A48 Y HESH X272t 2 F0{sie{o} Bict
5) UL | iAo ZREBIAK|K|(Proton Pump Inhibitor) X|27F TR, A2 2 MX ZHo| QA Svtet 0| 9IS JHsA0| Uk
EnEdct ol YEe HABYS Mot 8RS FoiFt Sixtet 19 olate] AIIANE BXloM S7t=IACH
6) 37HE o|4 Z2EHIOIR|X(Proton Pump Inhibitor) XI2ES W BIXISOAIN MOLIW&ES0| E2A4 BnUoH, 14 014 x2S B A2
off 7H2 2o| LIEFGICE tHRES| SIXIS0|H Motau&E50| XIZ2A laYEES Y ZTREHIARIF|(Proton Pump Inhibitor) £0{ Z¢Ho| Z
Qatch &7(Zt X272t LestiL CIEA = MolaWEEES FUsts AS(0l, 0lxk)S YEF o5 BXIER RIE MRS Z&st F7|X ot
Julg x| ZUEZo| Zeslct St olMeSe 2|, By, wilg ZEsic)
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7) HEEHAHOIE : ZT2EHD AXK2 HEEAMO|EFE 18YS A8sh= H2, HEEHMO|ES] "TAB Y| FOIARLAZX)E YWEsH= 2 ol
EE3NO|E D2|1/F= 1 tiAlKel 88 527t 46 X XI&4E0f HEEMO|ES] S4o| LIElE 4 Qlck= 281217t ACE 18 HE
EZNOIEE ME3l= FR, ZREHI AxH|o] UAHQI F0f ZHS 12{ £ QUCL(5. YSABEZT)

8) ZZEHIAKK|Z QlsH 9ILH M=} ZASHH Zo| 28 Exfist= Aldel £7t B7I5iT) 0| A0 2 X2 8 o MRdat 2LIHE], SRAE
2lE Clmldefet 22 Aol ofst oaletel 24 90| oAzt 7k 4 Urt. 0|22 S2AER|E Ty MAF 23d S71et Ho| Ao
E35| Y ERI0M 0[5 HEAO| B7I=|ACH= of2] BESAT Aty 2t 0f2{5 XEH2 MABSMZH HME|X] 94242 of T2i=|ofof St
(3. OIMEE,&1) SR AER|F Clm|Aa|y MAl= 72| ZE Edx| AF & Busln Qlck

9) ¥a|7utE T2 siHS 5t MK HERYOZ o] ofut Z0| Fofst= o] MENTAME HZsHo St

10) O] 22| H7|F0Z Qlsl MHAS = LS| OfsH HIEH! Bre (Aot T R2I2I) EH0N7t LIEHS 7Hs40] QlCt

1) DR Y MASHIRIA : IREHTAN KIS S5t 2Xj0l|A D|FEEHRIA(Cutaneous lupus erythematosus, CLE)2} HAIZHEZIA(Systemic
lupus erythematosus, SLE)7 2L} 0218 AZIE2 M2 UdsI7LE 7|22 X7HH RIS ofst2 WMsIICt T2 EHIAX|KZ FL
= SHREA A= (iR R DR SURTAQC ZIREHINKNE S85t #xlo|M H1E nj2Su2 XAl 712 S5t HElj= olZ 4| EE
S2RA0|H, HOPRE L2lofl 0]27|7HX| XISHQI 2AF X2 F SF0A 4+ 0|Liof LMSINUCt UutoR RAISHY Auk= &7|H&0| A= o
B2 BERQIC Z2EHTAMKE S8 Exto|N HUSHZRAE NREHRRAGCL o E5p 2REQIC Z2EHINK 23 MM
HIRZALE HE HASRUMTMSHRIARC O 7H SAIE EQIrt MUSHRIAL= F2 FH2E0| MOILE Lol 0127|7HK] Z7| 2
2 A F £U0M 43 ofLioll LB chotao| Eixf= LE0| LIENGOL), HAST #ndASE BuEQlct ofsixoz XAE A 2ot o
LEUS TZEHTAKKIE FOISHR| =Lt Btet 0] AS S5 HXIOIA DREHZTA Fi= HUSHD LA} UR|Sh= SHO|Lt HET} L
ElLl= 42, U2 282 U6ty M M2olo|A| Xl B o|2[Sict. 20| BXIS2 4~12F WE Z2EHI MK SHIS S5t0] 7
Me|dck SIS ZAK0N, ZsEH|(Antinuclear antibody, ANA)OIA RHOR LI £ Qlom, =2 SFEH A= Yy SdEC siZ
=l=dl AlZol o A8 £ Uk

12) AXM 83(Fundic gland polyps) : Z2EHIAXK| AL xM 8FC| AY F7iet B0 A2H £5] 113 014 H7|ZH AL Al -] B7+
Bih Z2ETDAXKIE AMESH= EXt 5 XM F0| LM ChRE0| SIXS2 REYOIUSH LIAIZ HAIE Salf 25| YHsIAct o2
EZoAMKl= RIZ5tAt she B4l WA Z|E 7|2 AksHoF Btrt

ASHg

1) flate] pH7tH dxLioI8 80l R ZH 2010 B AS(AETLIE, MY, YuHZI0AHZ §)Q ZR0l= 0] 2ol oft Z7|HQI A2 H| K|
A8 m20| 0|2XoR 20| E47} MaiE 4 Rl T2 A 2| AxKILE AAK|2} OFE7IXIZ 0] o RoiS0ll= AEZLIED 0|EtALIES]
E7H ZAE £ Qe

2) 0] 22 ZioflM =2 CYP2C190] 2fsH CHAFEICE ClotxE, HLIEQ!, otmt2l W O HIEH K 28| S1t 20| CYP2C190] ofah thAtzl= 2b=Ent
HEA 015 A=2| HIME X|AIH B S5 S7IAZ 4 AUrt 0I5 AS(5s| HUES Y Amtd)at HETofAlol= Etxjof et 2LIERS
Ste Z{0| HHEH, 0|5 &+29| Zo| LRE 4 UCk I3 HLIEQISR XIAXQI X|2E W2 SIXtol# 0| 2 20mg/dayE HE FO{A| HL|
EQlo| 83 sofl Bisht GUCE Am = HIE K ZEXIE Foith= SRSl 0] A4S HE F0iE A=, INR 2LEY0| A0 ot}
2l (= Ch2 HIEM K ZEH)ol Zgo| Zeeh 4 Art. J2iLt eimzlez XI&XQI X2 22 Stxtol|7 0] 2 20mg/dayE HE F0IAl ST Al
Zte| ¥ish= YUCH

3) Mo|22Aza, C|Mmfg!, HIZCIOME § Cytochrome P50 2AAIE Salf thAlEl= AT ASXE0| B E HE Qlck 0] 4 0|5 Ad=Tt 8
ROl EAIE FoUZA| RUEYSID LRA| 0|5 A4S0l 822 ZFSI

4) 0| 22 Sefjz|AZ0toMat HEEA| £ U220 BFsZ7t B7ISINUCt J2iLt 0] 242 HEZL|CHEO|LE OtZAIMRIR= 4SAES LIEHHX|
QUL 0| AS2 0| 2t &7 Helicobacter pylori SHELH0| AFSEl= SR 0|t

5) 2iZkst X|&KtolA o 3t ClFAlS HEBEAHFS 0 AL pHOl B7H2 ClZAle] HH|0IZE0] 10% S7H5HUCE

6) 0] 2= mLIME, El@El, 7infQl, Z2aaksS HEZEE, AIZ2ARE, 2|=71Q, LT, o|AERCIE, DEARY, CIZ2HY, LIZEM £
= Mot HEENE AR HSAE2 UAX| YAUACE 0] A2 Er= LB E= SA0 st F&HS BIX| =Ct

7) 712t XIKto|H 2m|ZatE(20mg 1Y 18] S04)2t OFERHIH|0] 300mg/2|ELHH|0] 100mgS HEFHFS 1 OIEFXILIH|0{2| LZ0| ZAZMCH
(AUC, Crmax, CrinO| 2F 75% Zi4). OEFXILIH|O| 400mg 12 43| E0{= 2o ZatE0| OlEIRILIH| LE0f et F&S A2HAIZ & giCh o] &2
D55t D2 E HE XEHAISS OlErAILH|O{2t HBE0IE 4 ik

8) 2u|ZatEn} Ef322|R A0 MBT0= EITR2|RAL| Y 528 5 £ QlCh 0] A4S Ri6}7| AZGALE BTHE 0f EI928|fA0 8Y 5
ZE ZILESIEE St

9) 2ui|ZatEat CYP2C19, CYP3A4 Aahx|el Ha|FLIEDe| B8 Eod= 0] 40| &S 5 tl 014 S7IAIZ 4 Urt 2oiZ2E(1Y 18] 40mg &
0f)2 H2|FLIE(CYP2C19 7|&)2| Crax 2 AUCE ZIZt 15% X 41%2 S7IAIZIC o] Tj20] 0] 2to| 82 ZHS WL gict 2Lt $59 2t
715 Honetxtet F7|zte| X227t Tt xlolid= 8% XS 1ai5to{of Sict,

10) 222 Al3| 21, RIHeFEsH 37population pharmacokinetic studies) X! $8F& 37 S0A HEEHMOIE(FZ T2HS MB5H= HR, HE
EZM0|E| "TAB 0| FOAE,HZ) Z2EHE AXKE HE5l= P HEEHAMOIE 12|1/E= 1 AR SI=SAIHEEZN0|ES]

Y 527t 45 o fxI=lof HEEMO|ES S40| LIEFE £ Qlctn Bu=Qich J2ilt 18| HEEM0|ES} Z2EHT Ax|xo| f
B HA| ASHSABHAE= SHIX| YUACH(4. YN Fo| HZE)

11) O] 2fu} 2mH|2io| HE Al FojH|2lo| BME=7H ZAE £ JAOD2(AH pH B71) ¥ FofsiAl= QHECt o= ZmlH|2Io| XIZSTHE M|
=

IS0l st £of

SAE (£7] : 138mg/kg ZTE0)0A EXI=40| Euzlof AoB2 UL F= 2
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£ Halsicin Betsls 290/2 Sofaic,
7. 2950 thgt &
0l 20| RRFOR0| o[ Ol AKIR UUOL SRS FOisH| o 2ol HIsIC E3t BS0lsH Soists 290l 498 BHsic

8. Aoto]| cist £of
20t0f st Qo] SHE=|of UK Tk
9. ok FoiAl2] K|
0] oo RN 24, FE, 87|, 28, MAl, £8 50| Eu=ion, AT, 8, A20| LIt Faiz UACE Sixliztx|e] x2o] 2lstH of 2
of TREO{ot K| LIEH 42 UAIR0ID, M2zkst Zapt el Bail= 2nE o A
10. 22 U HF Ao FOAH
1) of2loje] £0| EX| Y= Roj| BrHEr A
2) Ci2 &700fl B0 = 22 M AQI0| Ei7LE B RXAIHUIA HIZIZISHK| YoB2 0|5 Folg A
3) 0| A2 A8 F 87|0| FZS & ot 2Hsict,
1. 7|Et
&l Foil &7zt Foi(2)8t AlFol|A St AEAY0| U YRYZS (Gastric carcinoid tumor) & I EZI3t MIZE (Enterochromaffin—like cell) H
7t B7t6I{ck= 27t Ak
12, QAESS YA H2H
7k MA@t @u|ZatEE20Uz| 1[0 A QL Xt REIRANS(QM TS LY (F)FEUE]IS 22 UGS R ZIzH 1M
2Zst HolollA| =5 Al ©Ha| ZTER0d51 36T EF 2mZalES S Al HlmBIISAIAUC, Cra)E 2SI SAX2I5IAS
o, BxX| Xte] 90% 41271740 1og0.80fIA logl.25 O|LiEZN HESH o2 5582 YUBSIACL

k=1
<

HlzEotEe Angtas
= AUCo-504 Crax
(ng - hr/mL) (ng/mL) Tresd¥)
QEtZMYS(QU TR ) 225
oi 8 2 284
e ECL ()28t 866.0+746.3 409542262 (1.05.0)
- m|TaEEHE20U2|TH 25
S{0F
Al&io (el EIA] 916.8+759,0 403.0+230.1 (10~5,0)
90% MElT7H log 0.9791~ log 0.9008~ _
(71% : log 0.8 ~ log 1.25) 11182 1.0514

(AUC, Cmax, /2 ; B ak+ BEEHL, Tmax ; SYEU(HS), n=36)

AUCt: RLAIZIRE] 2BEFEE FHAIR X9 EFEE-ARSM6IHE
Crex : 2| TS
Trax : ZTHESE THAR
ty2 @ TH AN HIZLY|
* U DYIISERIS 2OHES W] Kto| 90%A2| 77t

70| o2 (F)HaMHollA QuiZatENA0U 1% SUS HEE ABslel SYUS HEYHoR H ZHS (FEtHo|e Ao HIt HESIRS,
[mEdd] 7|287|, M=2(1~30C)2H
[Ar8712H] MZU=RE 2474
[=aicel] 30242, 1002
[M=xE] (F)EI2HH0[EA / 7|z QHEA| CHIT At268HZ 58 (XXIS)
[Hzel2|xl] TABATKE) / FSHEE HFA EYT 245 2EYHIZ 168-23
[EHoixt] WLEIRCHSF) / SHEE MO MET HEHS 2232 46
[AH|XFAIEHAL] 031-8018-0364 (M2 U mHR|)
% OJOZ2 oAt EE= QUALS| XIAJ0f k2t AFESIA|L, 0f210|9] £0f BX| XA 22H5todof §Hich
X £ OJorZe 24olotE TXT2|7IE(KGMP) HZYHOIA XXsl0] 2izist Zxm2lE Tt NBYLICY
X PYA| A7[3 EE 257(30| ZYSIUALL B - B - QAR AME OHES BHUALS TAAHIR SHHZ7 I A, 7B o

= ol ojot= WOHYIXIE ol 8 WS A s,
% 9otZ S0{MY 2 J|E XpAISt QAR HE = AT ST AAH(http://nedrug.mids.go.kr)2] QAR HEE AXFIMQ.
HEEM0 7IHE|X] 42 £EHZ0| LIENE ZS QJAIL QAL = SHROIOEOIM | YU(QIFERFHAE 1) L24FAl7| HIZLICE

2518 B o TjsimA| A1F © B0l ot R(1644-6220)
x O] HEZAo] Y 01 HZHE UIZS 031-8018-036401A1 &4218 4 QlesLict.
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