6GO6NC

#% 20265 7 AifE] (556 hR)
* 20265 2 BifE] (B 5HR)

B K BERF
BIHARE : 35

JORYRYT - 4VEESY—

WS BERE
TYXTSY=ILITRYD LKIIHA T IV

IYRXDTSY=Ibr7e110mgir=77
IYRXDTSY=Ibr7e120mgir=77
Esomeprazole Capsules 10mg « 20mg “Chemiphar”
W) HE-EMSOMSEICLVERT AL

B RO EES
872329
10mg 20mg
ARES | 30400AMX00395000 | 30400AMX00394000
AR7EREE 20227124 20224124

2. 232 (ROBEICEFERSLEVNTE)
2.1 BRNORRFIT U CRESREDBHFEED H 5 BE
2.2 7Y FELERE, VLYY ) VIEREZHRSTO
BE [10.1 2]
3. #ERE - IR
3.1 2/
s IVASSIT=UH Tt | ZIRXRTSSI—)h T+
V10mg [7F3I7 7] L20mg (37 7]
IVRATF5J=)10mg | TV AT —)L20mg
BHES | (TIRXATSIT—=Z | (TIATFTI—)L<T
(INTENH) | KT LK ELT | ZTTLKAME LT
11.1mg) 22.3mg)
EI)ATTIV VBTV E\R)ATTY VBT R
Jr, eRaFy7Sa|yr, e RroFyor
Ltia—Z, eFax|Lteila—2Z, e7ax
O—2Z, AF7YVBEva—A, X577 V<
TRy RYTI)INT T T Ly XY 7))
o) ~v—LD., Y| B&aR)~v—LD., 77
UIEREEF MU L, RIVILEREEF NY 7L, R
YV ILR— 180, HEH|) VILR— 180, HEH
R W, byEOaYTFUSE. hyEnay Ty S
" UL HANT, TV Y, VT, TV
JIFIN, Bk~ 2|V TF ), Blb~T x>
L7V LV
NTCIVEE WX =\ TP eIVEE HhTF—
AN (b RV RN i I RN =X | by R Ry VNN
fbF% >, ZZ®Aesk b7 % > =@ bk,
BO="@bek. BB BEA="B. vl
#. 7o Xxo—2 A0—R, KE1025.
HEls
3.2 SFIDMIR
Gmy | TIATTVANT | T AT T nTE
e L10mg 7377 20mg [ 37 7]
RFANITVEET | KT BT DT VER
LEXVN F v IHREBEOES | BTHFr v THPBNER
Wd%: | DFE S T ILA|
HE~ L DT WERBDOBAEERNTH 5.
NEY | F7o. TLOTVLEBE~BROBAEENZZD 5
ZENDH DB,
9\{‘3:':2 IYXI°3Y™-Ib10 5307 IYXT°SY-I20 5307
55Hh T 557 7L
FBE 11.40mm 11.40mm
FEE 4.90mm 4.90mm
HE 72.5mg 117.5mg
o S TYXTFI—=10 IV XSS5 —)L20
#Ala -k TIT77 gIT77

* 4., HREN IFFHR
(hFIL10mg)
O BEE. TTEREE. WEWES. TRERERX. 3
U'S AMBREETRE. Zollinger-EllisonfE{REE. JER
FOA RERNESEIRSIFICS T 2BEEXF =185

BEBROBRIG. ERE7 AU VERSIBICSIT2EE
BXF+ B EE OB FINH

O FEIEBIFIBAVINT I — - EOY OFREDHHED
BiEE. TTEEESR. SMALTU V/VEE, fe@Eitmm
IRRIAME, REASEICH T ZARBIEREZS. AU
NT9— . EOVURRRER

(hFEIL20mg)

O BER. T-ERES. MEHES. ERMaER.
Zollinger-EllisonfEf&8%. JER T O FIEFNESRERS
BICHIZEEEX S+ ZEmaRE 0B, ERE
FAEVU VRSRICSITZEEE T ZEHEREDE
FEHN

O TERIEBIFBIAVINTI— - EOY ORREOFEE
BiBE. TTEEBESR. BMALTU V/VEE, S@Eim
WREAME. RHISEICH T 2ARRMEEERS. AU1
NT9— . EOVUBEER

5. EER FFIRICESHET B:FE
GERTFO4 RERRERRSIHICSIFIBTEEITTZ
EiZEE DB

5.1 iV v~F. BEEESESICB I 2EEEEED
DICIERT a1 FERAERE 2 BHRFEHRS LW &
FEERENREL, BERRBICELCIX. BEBEXIZ
+TIEBEEOME AT A &,

(BEAE7 AV VRSEBICBII2BEENET2E8Ea
BOBEFINHD)

5.2 Mz - EROEFINH OO ITERAED 7 A v 2
TG LTWA2BELHRENFE L. HERKICELT
3. BEENETHEREEOMF Ml 5 2 &,

(NUONTI— - EOY OREOHED

5.3 #ITHBEMALTY VINEICNT A2AY Iy & — - PO
U BREIREOEREILHET L T Wz,

* 5.4 G M/ IMRIBAEICR LTIiE, A Ro4 V&2 51
L. ANYIaINTy— - ¥a) REGRESEY EHsh
HIEFNC O HBREIREEITO T Lo

5.5 REABREICN T 2 NEEAEER B IMCIE. AU an
7% — - ¥V REBEICK S BEOFENHICNT S
BRI HEYL LT W72,

5.6 NYaNTy— - 0 BERERICHWAEIZIZ. ANV
aNTH— - En ) BEETH BT ERUNEEREIC
FOANYVIANT Y — - YO )BERERTH DT & EHER
THIE,

6. iENUHE
(hFEIL10mg)

B&5. T EEE%. WEEES. Zollinger-Ellison

RENRE¥

FZA
BHE. RAICEIY A 75— L& LTIE0mg% 1
HIERO®RET 2. 28, BE. BBE. WaIHE
BCISHEHE T +EREE TIIEME TORE
E9 %,



IR
BHE. RN EOGREEO/NRICIETY AT T -
& LT, {FE20kg RT3 1E10mg#% . {AE20kgkL
ETCIERICECTIEI0~20mg# 1 B 1 EEO#S
5. nk, BE. BEE. WEMBEBEECIISEME
T, +ZEBEB CIR6EME TORE LT 5,
ERERER
A
EE. BRACEI Y ATV =)L & LT1E20mg#% 1
HIERRO®RS T 2. 28, BE. SEE ToREL
T %,
SHICHEF - BRZEDIRTHEREREEROHEREE
BV, 1E10~20mg# 1 B 1 ER OS5 %,
U\VE
BE. IR EOGHREOCNRICIET Y X T T —)L
& LT, (FE20kg R TIZ1E10mg#% . {AE20kgkL
FTIEERICIE U TLEI10~20mg % 1 H 1 EHEO# S
5, ub, @E, SHEE TOREET S,
VS AMEBRIEERE
A
EE. RACEI VATV =) e LT1EI10mg#%1
HIERO®RS T 2. 28, BE. 4EHE coREL
T %,
IR
BHE. RN EOGREEO/NRICIETY XS T -
ELT, 1EI0mg#% I HIERO®RET 5, 28, &
¥, SEEETORSET B,
FERTOA FERRERRSIFICHITZEEENETZ
B EE OB RN
WE. BAICIET Y XSS5V =)L e LTIE20mgZ1H
1ERROH5T 5,
BERAZE7 AV VRSEICHITZEEEXIET TS
BOBFIH
EE. FAIKIZZY XA TFY—)LE LT1E20mg% 1 H
1ERROH5T 5,
AYINTI— - EOYU DREDFHED
WHE. EACEZY AT T =)L e LTLE20mg. 7E
F) K E LT1ET750mg (Fff) RO7 )
20 A > LTLE200mg (F{fi) D3F|% FEFIC1
H2[E, 7THEEO®RET 5. 2B, 7F7J)Aa~vA T
& BREICGCCHEHEET 22N TED, 2720,
1[E1400mg (J1ffi) 1H2[E% ERET 2,
Ta bRy TS ey — TEFT VY VKK
7 7)) 2074 VO3FFEEICLDEZA) ANY
¥ — - vn) OBREIRESAEINOHEIE, JHIcRb
HIREE LT, BE. RAIKIEIZVYXTS—)LELT
1[E20mg. 7EF TV VKM E LT1E750mg (H
fli) RU'A ba=%Y—)L& LTI1E250mgn3H] %[
KfiC1H2E, 7THREEO®ET 5,
(h7&IL20mg)
B85, TiEmE%. WSEER. Zollinger-Ellison
FEIREE
A
WE. KAICIZZY AT TV —)LE LT1E20mg# 1
HIERO®RET %, 28, #@E. BEE. WAIKE
BTiR8EME T, +EBEETREM I TORE
L
IR
WHE. AHE20kgM FOSREONRICIEIY XSS
Ve LT, ERICIECTIEITIO~20mgZ 1 H1E
BOKET 2, 28, @BF. B85 WaBEETE

S E T, +IEBEE CIIEBE ToREET 5,

ERERER

A
WHE. RAICEIY ATV —)LE LT1E20mg% 1
HIEREO®ET 5, b, #@E. SEEF TCoREL
EIAN
S5 ICHEF - BRERDIRTEREREROMEREE
IZBLTIE, 1EI10~20mg% 1 H1EEO®RET %,

V]
WE. (AE20kgM FOHRBEG/NRICIETY XTS5
V—)LE LT, RIS U TIEIO~20mg#% 1 H1H
RO/ET 2, %8B, BE. SERETCOREET 2,
FERTOA MERNERIESHICHTZIBEEXE T
el EE DB RN
WHE, BAKRIY XTSIV =)L LTIE20mg% 1 H
1EREO#ET 2.
BHE7 AU VIREBICHI3BEEX T iEHE
BOEFIMH
BE. BRAIKIRTY A5 =)L LTIE20mgZ 1 H
1 EREO%ET %,
AUINTI— - EOUDIREDFHEER
EE. RAICIEZY XTS5V =)L & LTIE20mE. 7%
F Y KNE LTIET750mg (i) KO )
2074 Y2 ELTIE200mg (F1f) 037 % FIRIC1
H2[E., 7THEEO®ET 5, 2B, 7o) AavA o~
3. REICISCTCHEEBET A ENTE S, 1272 L.
1[E400mg (H1fi) 1H2[E% ERET 2,
Ta by Ry TA ey — TEFT I VKK
Cr Iy RuUYA T YO3FEEICEEZANY) ANy
¥ — - ¥uY ORERESARINOE &L, kb
BIBEE LT, BH. BAICIRIVRATSSY—LELT
1E20mg. 7EF ) k& LT1E750mg (77
fli) ROA b=y —)L& LT1RE250mgn3H] % [
RRIC1H2E, 7THEREO#®EST 2.

7. BENRURRICEET 355
(ERERER)

70 1H10mgOERBE CHEEN RO 5B A1 H
20mg THRERITHY Z&o 7272 L. 1 H20mgD iR
BETHERESRDONTZGE. H5VIETHERARERD.
R, BEREEZOERPRD SNzHad. o TH
MEMEEZITV. TORRICE DIV T OBEY) 268
BIYIDBZHZLE2EERTH L,

GEU' 5 AEBREETRAE)

72 BERB2EREFBRE L THREZHR L. EBROWE
EEATRD 5N WIGEITIE. BERMNOFEREDE 2
5ENB DO IBEANDEEEEET 5 &,

8. EERREARNER

(GheeHE)
8.1 Mm%k, AFkpE. BEMEFIIERT AL,

#%8.2 AAIORMAKREGICLVEY T X YT LAMENHS5HND

CERBHDT, KAEEEEET HIEE. EHNICH

YRy ABEREET 5 . [11.1.11 3]
(ETRMEIER)
8.3 MR B A OMERIEEIC OV T Id, % - BREEY
BT BEICH LIEE5T 52 & & Uy ARMERFED NS
DITVWEEIRET LI EDRVWESBET S E, &
T\ SERPRETRIZERIN IS NRBERE £ £ T 57 O
He LTS ENEE LW, &5, KROBEICHS
FEETSC L
8.3.1 HROBEE. EROBESEEE L CRBREDH
BABIRT 52 &,

8.3.2 BABIRHEAS ELATIC (R 7= 1T\ 2 S MG S N 7235 A I3k
E B YEET 5 L.

8.3.3 MM ICITE. FFie. BRESORERTH L
HEZF L,

GEU'S A B RIS

8.4 #5ICIELTEMZIC L V. BRSO R
FRERAROE LR 6N s (LERSB =028 LLE)
PRRO LRET L, kB, AAOBRSHER. &
SEREE DEIEIEE R O WL AT X BRI % I8
THIENHHDT. WRERESICED N6 OBE
TRV EEHERT ST L



9. HENEREZHFITIEBICAT IR

9.1 GHIE - BHEEEDH 2 EE

9.1.1 ZEYBRIEDEIEEDH D EE

9.3 FrikeEEESEE
FREETH, MHFBEIEL 2E2BTNNH 5.
[16.4 28]

9.5 iR
TR AXER L C W SRR D H 5 HICiE, 1B LD
BRENSEREE EE 2 SN 25HICORKRET
5Tk,

9.6 1Z3LIm
BE LOAREROBARBEORREEZEE L. LD
M a2 BE T A & BRAIDT L IETH A A
AL T LTOBYER (T v MEOSmg/kg) T,
BIAHARITT L EPRESNT VS,

HAHE | BRRER - EESE W - falRE T
KU aF V=) | KAOIER %29 | KA O Crak CAUCHHE
HTENDH %, mesB8ENNFH2. K

JaFy—ILEERFOR
#HEEE (CYP2CIOR U
CYP3A4) %#HET S
EMEZOND,

TIT 4 FEL

2T 4 FEILDE

HEFROKFIIAHT

9.7 INR

EWNICBWT, EHAEKER.
To R RARBR XS L T W7z,

9.8 BinE

AR, LRZHREL

BEAEDBE2HET A . —BICHFHRE., ZDth
AEEESMERTLTVWS I ENFZN,

10. 18E{EA

F& L THRBEEZRCYP2CIOKR U —ERCYP3A4 TR =

Nn%o

F7o. BRERWIHIERICKY ., HAERORINZ LR
BETSELZENDH B, [16.4 SHE]
10.1 HAZER HALBWLI L)

R 2% BERREIR - HEE SR W - fERET
7Y F LR T YT CILEREBRIE AFH 0 B B W E H
i3] DERZEHTAB LD 7Y FFELFRE
(LATH D) | ZFNDH 5B, HOBBENPETNL, 7
(2.2 &R] & HFF DI ERE A

BRI BZERDH 5,
YLy VUL YY) CIERE K O 8O I E R
fgiE ODIERZRTETABICED )LL) ViR
(ZYa25 VN | FNDH 5, WOMNAETL. b
(2.2 B8] Y'Yy romdiEE S E

TE232E8H%,

10.2 (HEER HRAICEFRIIE

)

[16.7.1 ]

R 2% BERREIR - HEE SR W - fERET
DS IAVA NS OEHOER | AFNEEICHFEDOF b7
T by | RERT B ENDH |0 — LPAS0REEY R SR
A EAVE P #ZCYP2C19TR# SN
[16.7.1 ZE] Bz, KAl EFE CARH
JLT7 7)Yy |fREIIER R BERTRESINSIEND

L. HMMICE2BZ
n»»s, Yuhrno
VR R [E PR AE e
H (INR) fEZo1m
TEEERED E B IC+

R, PRtz BESE S
BINDDH %,

FEBRLEFSERE

IT5HIE,

Zra) AAKY7a) LA MEFEROETIIARET
Ly} BEWT L EDND|H D,

%6 INSOFEAOMFBE
AMMLFY—|EHEORANMLF DPLERTLZIENH S,
k Y- 259 515

HlE. —REEICAH

D5 EFRIET A

LEERTHI L,

TaFv N6 OEROIER |\ AF OB B8R i /e FH
AXAFNITF VN RERT DI ENHIICED I TFT > OHIK
N %o SEyMElsh, YIF
UOIMHREN RS
BHTENDHB,
A hFaFrT— TN OEAOMER|ARE O B 855 Wi /E H
)% ERIETAIENDHIITLD NS DEFDIE
FuyrFF—|%o BESERL., Th6D
YIHEH R OIMPEESE RS
P 4F=T B2 EDDHB
—uF=7
IraFr=>7

AVLEE  AEEET I EH|H 5,
%o T 4 FELOIHE
EPRETRTAHIEND 5,
YA IAVF M RAOERZRITT | LA I T4 MF YU TPR
UV (St.|BZENHB. RloR#EEEE (CYP2C19
John's Wort. K OCYP3A4) #FHE L.
b Va— AEIDORE A S NI
YR T—1h) BEMSMERNT S ENEZ
SEBMR 55,
11. BI{ER

WOBWERANH 6bNBEZENDHHDT, BEZ DT
W, BEARD SN BEICIEBREERIET 50 EEY L
WMBEEITH &,

11.1 EXFEIER

#1111 Y3vd, PFI745FY— (WITNHEERE)

av o, TFI74 7%~ (MEHFE. [RELE
BE) PHobNbTENH 5,

11.1.2 ;UMERRAME., SEERERE, BMEBMm (W dhbiE
B MIWRES (1%KE)

11.1.3 BIGERTR. FFEEEEEE, ®E. FfEe (WThbEE
NHR)

11.1.4 thE4RIESEREFE (Toxic Epidermal Necrolysis :
TEN). RZEFFEERAEIREE (Stevens-JohnsonfE(REF)
(WFNHIEERH)

11.1.5 REAE AN (BEEREH)

Wk, PEIGREE, FE. MEORE (18828) F,/%
O OENTHEITIE. B PITHERXER. WECTE D
BAEWT A & MEMEMRPREDLNIIGEICITH
ExdkL, BIBRERILE CHOBRSEDMY) 20
BEiTH I &

11.1.6 EEMHER. BUEBEE (WIThLHEERRH)
BEREME (BUN, ZL7F=20%) ICFEET S
Z&,

11.1.7 WEEARUERAE (SEEEANER)

AR, AR, CKER. mARTRFIA 7o
VERENDHODNDSED DB,

11.1.8 {€F MU D LIMAE (SEEAHH)

11.1.9 $5ELIREE (BEEREH)

FEEL. B, WBE, DREFHODNEIENH S,
11.1.10 RAEE (BHEARH)

#1111 BRI RYDLME BEEAH)

KEOERBZKESICED, QTEE., EH, LUhE%
SR~ T AT LIMERHSDNEI ENH B, £
oo &= 7T AMUEICER LR AL > 7 A ME,
BAV Y LAMESEOERERE 2SI BENH L.
NoDBMEARFEDPERDONDERYH &5 bNizBEIC
i MY 72T LBEORHIEZITV., BEFRD
ENHER. 7T LOWFEEOMY) 15 B %
152 &0 [8.2 2]

11.2 ZDOftDEIER

(BiER. TTHERES. UEHMES. EitRER.

FEUSAEBEREWRIE. Zollinger-EllisonfEl®E%. JE

2704 FERRNEREIRSEICHS T 3EEEXIT 15

BEBOBHEIG. EFAE7 AU VRSHICHIT58

BEENX ST ZiEEEE OBFRINED

1 ~5%Ki | 1% BB

BHUE FRZ . K EPDURER. ZTEALR
R T O
fiE. FRZ

LR fE% . TG, B, BEMEN
ME . ER | KB (collagenous
AW %, 71> |colitis. lymphocytic
D &%E. 18 |colitis)




1~5%Ad | 1%AKiH S
g |FEELR
[iiki3 I Bk
R rEER BH OB . 8B R AERE. S OR
B, ER, %
Efe ol
k% ZOfth CK LS. [E|HEE. FEEE. 7%,

B v R BEE ZTE.
AL ELBE BT ORI
KA REE

SEIIRAEWRE L h P VB0 RREE (IEI&ZRER O

7 V7 HFABIHEERE) ICEOEEHL TS,
(ANUONTI— - EOY ORRE OB
BIEROSEEICOVWTIZ, BEBEXII+2EEEEICE
5, KEIOSEIMEDODFRTSI—)L, TEFT VY
VKRV 7 S5 2a< A Yy D3FIRE DO RAEICE
5,

5%LL E 1 ~ 5%
TEBUE L

HEEE | TR - B]ROEE|O A . B |RR DB HEEBR
(33.4%) @, &E%,
Rk H R EEDL. BEE

1%

GEU S A B RENTE)

15.1.5 BENBYTEOEY A7 Th b EEZ NS TEHRE.
ANV =ZTEAEMHTAIEEOVTNIZHHEHE LAV
BEIIEARROIBENRPES U WATEEED H S,

15.2 FERRPREBRICE D < fERR

1521 9 v PCARFIOSEIFETHEIARATSSI— )L
1.7mg/kghll b2 2 MR O#RE L BT, §iC
HIVF ) A ROREVPHSNTEDBENH B, ZD
HNF ) A ROFEEIZIZT Y MCEREEIZDON
TWwhb,

15.22 v McEERTH BTV STV —)L (50mg/kg/H).
TEFT Y LA (500mg/kg/H) RUY TV
2u<wA > (160mg/kg/H) %HHRAKS U7-ikE
T, BEYTOBEEOERE & IR EORKEINH O
HERAEDHOENT N5,

16. EMERE

16.1 MARE

16.1.1 EOgS
R ABEWEEE (n=24. CYP2C190homo EM.
hetero EMEUPM® HREIH) 122V X7 F =)L 10mg
K U20mg % ZEIERIC B ERE RS L7z & & DARZE(LED

FEHEER EE. LUNE., ©F
v, BEAR[EE
IREABME. RELA.
war2aru—ILER.
QTEE. ¥#. B2
B, h VY. B,
B

Z DAt FREER

E) HEARZ &,

12. BRRERERICRIETRE
(NUONTI— - OV OREOFHEDD
IVATSV=VEDTa bRy T EY =T F
FY UK. 7S5 AuvA Y UEORENE R
X ba=FV - LORARPEEKTERL TIE. BC-R%E
WS EREE DY E DB IC 2 AAREMEA H B 720, 13C-IR
RIS RERIC K DREHEZTOBEICIE. N6 DEH
DEERTHRAALIFEOR R TERT 5 ENEE L,

14. BRLOZFE

14.1 FRIZFREOER
PTPAZEDHEHFIPTPY — b2 6B H L TR % &
HEEF BT L, PTPY— FOBEAUIC KD, BOLH AL
PEERBEATA L, BICIZZEA2B T L THIBIRRS
DEELAEMWEEZHET L EDDH 5,

15. ZDhDER
15.1 EEFRERICE D<K 1BER
(GhEEHE)

15.1.1 KFOEHHESHICREOE R =72 R & OH
E50H %,

15.1.2 RFOHED, BRICKDIERZERT A EDDH S
DT BETREWC E2HRLTHRET A &,
15.1.3 BIMC B 2 EROBEMILT, Ta bRy 1>

LBy —IC L BHBBICEWTEBMEREICHED REEE
. FEEEIT. BEEITOYU 2 7EMPRESNT
W3, fFio. BEHERVCESRRB (1FML) onEr

FZF-BET, BIFOUAISEMNLZ.

15.1.4 BHIC BT 2 EICARBE LR E LI EROBIZEM
TT, A rYRYTSA Y —2RE LEEIC
BOWTZOA NI DIA - Fu 74 Ik B EBRR
L) A7EINPSHRESNT WD,

(10.5%)  |jm. (@ EMEHEINT A — T IZUTDOEBY TH BV,
JF I AST LR frtggERE. ALT LA e Cmax Tmax AUC T1/2
Al-PEH. vULE >~ (ng/mL) (hr) (ng - hr/mL) (hr)
5. LDHLEE 10mg 246.7 1.00-5.00 565.02) 1.192)
i FREREIEZ . M/MREL 20mg 489.5 0.75-6.00 1084.7 1.08
B, B, Sk Tmaxld B/ ME— R AME, € NDIHIM P,
%, QMRS ERE a) n=23
= ” 16.1.2 RiERS

TR A BEWEE (n=24. CYP2C19®homo EM.
hetero EMRUPM® ASEE) 2TV X 75— 10mg
KU20mgz 1 H1ESHEREROHRS L& & DE5H
B (ZERRES) OREAEOEDERE/NT X —FI13LL
TOEBOTHABY,

. Cmax Tmax AUC T2
f5e (ng/mL) (hr) (ng - hr/mL) (hr)
10mg 375.5 1.00-5.00 824.82) 1.162)
20mg 883.3 1.00-4.00 2083.4 1.23
Tmaxl3 B/ ME-BAME, £ LIRS,
a) n=23

EEBE E&U:‘SE E@Cmaxliﬁﬁgfdﬁotl&#%\
RAEHSHBBIFICIEMERTY X 5V — VBEILE
HREBICERE LB 26Nz, BESHEO®RE%K12
BREICBTA2MEERTY X 75V — )VEBEIXIZIZHRER
ALUTIETRL, IHIERERSG L TCHLREREIIFRD SN
Ziro iz,
16.1.3 $h'RRUINE

$RFO/NEEZFICTY 2T 5 —)L10mgKkF20mg %
IHIEISHEM ERERZEOHREG L& 25, RE{LEDE
MERE/ST A=Y I TRDEBY TH 7%,

WA D IYIRXT S5V = VOEYBREINT X —%
ﬂzﬁ&U &5% n Cmax Tmax AUC+t T2
1A% (ng/mL) @] (hr) ® | (ng-hr/mL) & | (hr) ©
]iEZiiL lomg | 9| , 853 1.58 2259 0.80
20k (141.7%) |(1.03-5.92)| (42.6%) 9 |+0.189)
Jomg | 10] | 5% 1.52 995 0.97
1~11% (110.4%) |(0.92-6.00)| (78.3%) © |+0.55¢)
20kgB B[ T [ 1907 1.47 3454 1.08
5 (415%) |(0.93-1.52)| (50.9%) | +0.44
lomg| 9| 311 1.57 618 1.37
12~ 1485 (91.7%) [(0.93-2.95)| (105.5%) | +0.88
20kgbE [0 T [ 98l 1.75 1917 1.06
5 (51.3%) |(0.95-3.00)| (33.6%) | +0.25

a) #ETFHE (ZHFEE) b)) HRE (BME-&RKAE)

c) FHETFEERZE d) n=7 e) n=9

16.1.4 &E4FHIEFHEHER
IVRATITI—=NATEN20mg [FI77] £xFTD
LA TEN20mgE . FHRAF—N—FEICLD EFhEnl
HTEN (ZVRATF5Y =) ELT20mg) BRERASBHE
ICHEEYIFEABEOZO®RSE LRy X ST —
LVBEZREL, GoN-EWEHE/ T2 —F (AUC,
Crmax) 1Z DWW T0%EEXRMIEIC THREHRIT 21T - 7248
2. log (0.80) ~log (1.25) D&EANTHH. WAID
MRS SRR S NY,



(1) #EBiRS

HENT A —% BENT A=Y
AUCo-38 Cmax Tmax Ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
IIRXTT=VhT 673.1 498.617 2.07 0.87
L 20mg [ 37 7] +322.2 +174.949| +0.96 +0.18
REFVILNT I 661.2 470.598 2.01 0.85
20mg +348.8 +206.664| +0.91 +0.21
PHE L RERZE. n=76
(ng/mL) —e— T YRSV —LH T EN20mg[r 7 7]
00 --0-- 2 F VI LN TEIN20mg
I FHEHFEERZE n=76
4
X 400
T
v
2 300
7
7
N 200
|
?}g 100
-3
0 ‘ i
0 ﬂ 1 8

[ (hr)
(2) BigKRS

HENTA—% BENT A=Y
AUCo-12 Cmax Tmax Ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
IIRXTT=VhT 553.3 391.884 4.52 0.81
L 20mg [ 37 7] +306.2 +170.951 +0.66 +0.22
RFTILNT I 559.0 393.107 4.62 0.80
20mg +315.5 +170.755| +0.93 +0.18
PHfE L REERZE. n=100
(ng/mL) —e—TVURATSV =L hTEN20mg[r 7 7]
200 --0-- 2 F VI LHTEIN20mg
I FHEEHFEERZE. n=100
4
‘:F‘ 400
T
v
2 300
7
7
N 200
|
?]é 100
-3
0 =

e[ (hr)

[fﬂiﬁ‘:f:‘(%fgﬂﬁUKAUC\ Cmax%@/\"iﬂ—ﬁli\ %&gﬁ%
OFR, (FRORIEL - FEAZOHBREFICE->-TE
RAAREEN D B,
) homo EM : CYP2C19'1/'1
hetero EM : CYP2C19'1/2XIZCYP2C19'1/°3
PM : CYP2C192/2. CYP2C192/3XiZCYP2C19'3/°3
16.3 210
16.3.1 MIFZFBES
IYXATTY =) (BINEE : 231320 umol/L) ok b+
MFEAKEAER (in vitro) 1397%TH - 725,
16.4 {8
in vitrofFREREBOEEN S, b FaF Ik, 5-O-fix
FUAEDERITIEZCYP2C19. ALK U EDERKICIZ
CYP3A4WEE L. I e3BOREI~ORH IV T TV
ZRFEEETH R EMESNTNEY), TIYATSITI—LD
in vitrofFR#EICB VT, B FaF I MERO5-O-fi A F )L
HOERKICES T A5CYP2CI9ODHESER (RBEEZ VTS
VA :CLint) B73%TH 729, SHEADTFT—% TlE.

BREAICHUCIE#ZTY XTIV — LR BERRO#ZSEG Lz L &,
MEFFOERBEIIEZANA L EROE FaF ML TH 5725,

[9.3. 10. &f&]

16.5 HEtt
HEADTFT—%Tld, “CIEHTY X5V — )L a2 HERO
BE L& &, BERSFEEDRIOS A A8KERE £ TITRA &
OERIcHBt s, RAPEEIE & B ERERE o 340t
1TH-725,

16.6 HEDEREZRIZEE
16.6.1 SRS
HEADT = Tld. TVYRXATLSY — L2 RSB
FHICIHIESAMRERORS L&, B55HED
AUCK U Cnax 3 IEE IR OIEES B BB TERE LD D
BWEAZR L. BAFHOL (BRESEH FEEHEE)
3% % 1.25 (95%(E#EXM : 0.94-1.67). 1.18 ([ :
0.91-1.52) ThH-77,
16.6.2 FTigEEEE RS
HAEANDT =¥ Tld. TYATS5 YV — L% FiheraEs
FHICIHIESHEKERO®E Lz &, AUC 1. APt
BEETO % WIERNE B RESRERE I, EEORF
HEERERE TIIN2.3[BEL . BE ~ FEE O AR
EBETHLZOHIZ1A4~1.8TH 728,
16.7 EYHEE{ER
16.7.1 I7EINL, TT=ZbAVRIEOILT7UY
HIFRCYP2CIOK UV FFIZ7uy —LxHW5in
VitroREICBWTIZ Y XS5V —LIZCYP2C19DiEM:
ZEELS (KifE: 7.9%08.6 uM) »°. CYP2A6.
CYP1A2. CYP2D6. CYP2El. CYP2C9X%U'CYP3A4
DIEHITOWTIIEEL WA h T A HEERZRLEZY 10,
HAEADTFT—7Tld, I7ENRL, 7z b1V XIET
L7779y (R-7L77Y ) (BlE, CYP2CI90EE)
EIVRTST—LORRICED, YTENRL, T
b Y DAUCIRZNZNE1%, 13%EAL, R-TIL7 7
)Y ImEER bS5 7EEIZI3% ER LY, [10.2 ]
ZDithDEH|
IVASSIV=)LErS)RUYA Y ROTEF Y
UKo RICED, 7o) RuvA YU ROTE
FU) KN OMBERBEICEE L o720, 7
TV RAUTA Ty OIMIKBIERBEIOAUC 1T AL
Too Flov ITVRATSI—ILOAUC IZIEGREOKI2ME
ALY, Fo0ID a2 axv S
Q7 zYFR)7LB PAEY VD LTRSS —
LOMEATIIHEEERIZERD NN 57,
16.8 ZDfth
IVAFSII—=LHTEN10meg [73I77] & 8N
B3R O0BBEAOEMZNERSERBE A RI1 ]
ICEDE, TYRXTITI—LHh SN 20mg [7377] %
EHERF S L& &, BHEHISESF SN, EWF
FICEISE & AizENTz19,

16.7.2

17. BRIRRE

17.1 BMERUREEICET SR
GETRERER)

17.1.1 EREIERER (BRA)

WHEMEEEAENRE L EEmHERBTIE, T2
75 —=)L20mg. TV A5 —)L20mgXi340mghs1
H1EHZEASEB®RS S, #E5EROZNZNOIRER
[95%(ZHEX ] 1387.4% (166/190%1) [81.9%.
91.4%]. 87.3% (165/189%) [81.8%. 91.3%] K
90.0% (171/190f1) [84.9%. 93.5%] THV. AT
TV = L20mglc ATV ATTY = L20mgKk T
40mgDIELHENTRD 5N TV D,

BIFRHEBFHEEIX. TV XS5V —L20mgEET7.9%
(15/189%) TH - 720 FERBIFERIITR2H (1.1%).
TSy TI) NIRRT T —PEmMAE (1.1%)
ROIMA 7 L7 F R ARFEF—EEM2E (1.1%) T
H o721,

17.1.2 EAREIEKER (BRA)
WHHEREROBEERE 2R E L ZEE5REERER
WKBWT, AT TV = L10mge kB LTV X ST
V=L 10mgk U20mgd 1 B 1 E24E R 5810 515 23
THEBEROFERINEIGESRO 5N TN 5,



IVATTIT =WV IVRTTT =) | FRATFT =)L IV RASFJ=)L20mg - s
20mg (18861) | 10mg (18861) | 10mg (187H1) (18260) 77w (18261)
A 1441 2241 314 FHAEGIE 215 2241
RIZEED T 920m 87.5% 82.7% el 98.3% 81.2%
~ [0 ~ 0 ~ [0 ~ 0, ~ 0,
ety | [880~96.0%] | [827~924%] | [77.2~88.3%] 06 o o] [95.7~ 100%] [72.7~89.7%]
0.62 [032~121] NF— R H
AR | (ZY A 75— L20mgBivsT Y & 75— L 10mght) [96.659% (24X ] 0.09 [0.02~0.41]
[95%E B 043 1023~080] pIED) <0.001
(LY 2AF5 ‘/—JLZOmgﬁévls;gX 75 =) 10mgk¥) a) Kaplan-MeieriiC & 2#5E b) Log-ranki&iE. HE/KHE M{l13.35%
- p=0.158 T AT 5 — L 20mgt SHH21AFT3LE (14.5%)
piy | (FYAT 7/ N0mgHeT AT Ome OEIfEFAME SN TV 5, EREHERZ, FHI2M0
N s SR (0.9%) . U5 AHEH %201 (0.9%) . 1158 # 20
( ~ meBtvet 472 B (0.9%) BAY—720 (0.9%). EMm2F (0.9%) %

a) Kaplan-Meierikic & 2 #EE
b) Log-rank#iE. HE/KME 5%, Hochbergd Akl & 2MEDZE
o
BIfEFARFHEE L. TV AT TV —L20mghET9.0%
(17/188%l) RUOT VXTS5 —)L10mghtT8.0%
(15/188fl) T -7z FREWERIZZ VYA T TV -
20mg#E I L7 F AR AR FF—EEm2e (1.1%)
THD. TYRXATTYV—)L10mgB ¢ F2HE (1.1%) &
VMY L7 F v R ARFF—EHEM20F (1.1%) T
B o717 18),
GEZXFO4 REFRNER (NSAID) B5BICHII2EES
XRI$+ZiElmEE DBFINGE)
17.1.3 EASEIEER (FEA)
HILHE RS OREF 28 9 2 NSAIDRMFARABEE = xR &
L ZEEREERBICBLNTIY AT 5 —)L20mgd
1HI1ER24EMEERICEB T 5 BEEXIE+2EBEED

HREIEIRPEO 5N TV D,
A 7(‘)1:]7‘3%)} L20mg | o (1686)
e 66l 5651
[95% =M< ] [92.8~99.1%] [56.8~71.9%]
[9’522}%;;,;';5] 0.09 [0.04~0.20]
pfE® p<0.001

a) Kaplan-Meier#£IC & B#E  b) Log-rank#iiE. HE/KE MHif5%
BIfEFRFIFSEE X, TV XTS5V —)L20mgkT13.9%
(24/17361) TdH -7z, E7%8I1ERHE LEIERE 26
(1.2%) . TF260 (1.2%). E261 (1.2%). EH 24
(1.2%) KORFREERTE26 (1.2%) THh-7219,

17.1.4 BRRAESHER (RA)
HLHEEBOBFE % E 9 2 NSAIDMRGARABEE 2 R E
L7zTY XTS5 —)L20mgD 1 H1ES2EBHESEICE
J 2 EEE I+ TIEBREOIFERIIUTOELD
TH5b

BER S52iE%IERIER (Kaplan-Meier#)

IV ATFYV—)L20mgkt (13041) 95.9%
BWEARBEHEEIL. TV XTSIV —-L20mghtT16.9%
(22/1306) Td -7z, FE2BWERIZFEME2H (1
y—IWF INET AT T —PHEM2E (1.5%). 58
Ja200 (1.5%) KROFFHEEERFE2H] (1.5%) Tah o720,

(BREE7RAEV VESRICBIT2BEEN T ERES
DEFEANE

17.1.5 77 HESENHBHER (RA)
HILEBEOBMEZET H2EHAET ALY » (81~
324mg) MFRARE (HEAABREET) 2XREL
7 Y7 HESEIE L EGAE O R RIITIC B 1 2 RICH
WT, TYRXT T =)L20mgD 1 H 1[a148:E k% 5 1
B2 BEBEXI+ZREBRESOHERMEZ RS RD 5
NTWV3, S6i, PEMTLE, TV X757 — LR
DOHEREOAJEPMIEE N, TV AT TV —)L20mgx
1H1EHE72AME SR ICB VT, HE572R%OIEFHKIE
RIF96.4%TH o7 BB, KRBEICBLTIEIZY XY
T VB TSI RBEEBICRH5 T 7V F— b a Gt
HALTWwi,

.5%)

% > f:2l) ,22)
(BiEE. TEBEE. UEHES. FUSARBREY
JiE. Zollinger-EllisonfEIRE 12 5 U ICEER. T 155
. BMALTU 2/VIE, Sl WeikdME. FEABREIC
WIDHRBIGEBEE. NVINTI— - EOVUREE
RICBIFBAUINTI— - EOUDREDHEED)
EWIZB W TRASTR O B R FERSE O B EF ST A 9
TEE 2 BB ZER L TLaLy,
(BiBE. TZEREE. WEHES. FUSALEREY
TE. ERERER. XIEZollinger-EllisonfE(RES)
17.1.6 ERSEI/IAEEER (GhRRUIE)
BEE. T2EBEE. WalEE. FUsANERE
W, MFHERE A, XiEZollinger-EllisonEREE 2
BTHNEETH2HVOH D1~ 145D BES0H % xR
L L7IEEHEECld. AE10kgl E20kgARiE (1O
[ZE1#]) Ic=Y 275V —)L1E10mg#%. 20kgbl kil
m10mg (1~11sK10%1 (528, 12~ 1451061 [54
BE]) AL1E20mg (1~11&10060 [5E38]. 12~ 145
1061 [585%f]) Z1HI1EIRASEMKZEG Liz. &HFREE

O _EERELERER (. FE. DESE. RO LE
AR X, BEFNICEREZE L TWLIZEEZEDL0%LL
LOEAETHE Lz, /-, BERNICAREN T2 5
TZBEDD BIREZHFREDPERD 5 N 7z3F1d T
ICBVWTHERICTEDPIEA LT,
HEE# H1E 2 3 AR SESRE
(BEH1%0) | (1061 (10f) (1041) (10f1) (1041)
Fifp 1Lk 1~115% 12~ 145%
10kgll k= \
& 201(25% 20kgbl E
#5858 10mg 10mg 20mg 10mg 20mg
Kaplan-Meieri£ I & 2 &R R 0 BERHHHAR
fg=1r |100% (2f1) |66.7% (361) |100% (141) |50% (241) |75% (441)
G |75% (461) 100% (361) |80% (5f) |50% (44i)]100% (4%1)
DEERRE [100% (2) |50% (641) |100% (661) [40% (541) [57.1% (74i)
FIEERHE | 100% (31) [66.7% (6f) | 100% (451) |60% (5461) [50% (64)

() BEFMIERZEZA LT3
1~ 140 BESOBIH26] (4.0%) OBWEAVPHRES L
TWa, ZOWRIE, NRROER. JdsiE &1
Bl (2.0%) TH -7z,

18. EHMEIE
18.1 {EFEF
BEEM AT O MR LI TETE T 2 S BRIRA S B 5 IR
BOEAETAZ LD BEMEANICBWT—HOBE
BUMRENBE S, ZOREORKBETIE, HEMEN
SH*ZKHE L. RODICKZ2EW0ALTa bRy T &
RITNABEELEB VTS, TYXTSIT)—)LE, 207
OhYRYTOEZEBEET S EICE->T. BESWE
g 223,
18.2 & NTODER
18.2.1 BApPHICRIF I HE
BEBRAICBNT, TV XTS5V —)L10mg. 20mgk
40mg#E 51 & 0 245 R I B NpH AT 4L b 4 7R 3 B s
DEEIZ. FNEFNA8+E23%, 62+ 14% K T68+8%T
Ho71229,
INRBESHICBEVWT, TYRXA STV —L10mgKk D
20mg 512 X0 128 I ﬁWpHﬁMLXJ:%n?@“B%FEﬁ
DEIEIX. 51.2%~983%TH-7-3,
18.3 FEERIREHERICSH T B1ER
18.3.1 O VRV TBEEER
v FEREERD SO b RS (HYKH-ATPase)
WA U CHHEERAEZ R L2,



18.3.2 BERSMNHIER
HEEy 5 X EERICB T2 BEEEAICN L TIENERZ
RL72260,
BE S v b R UHeidenhain Pouch+ X IZB W T, Hl#

FICER SN BRI U CIIRIER 2R L7227 280,

KEIOBEHRATHHIIATTI—)VIE, T IKT
HBEXRXT T = NDO—FONERMENE (S1K) TH5.

19. B CRE T IFLZHFR
—MRIEHE : T AT T =)L TR LKA
(Esomeprazole Magnesium Hydrate)

Bis{5-methoxy-2-[(S)-(4-methoxy-3,5-

dimethylpyridin-2-yl)methanesulfinyl]-1H-

benzimidazol-1-yljmonomagnesium trihydrate

C34H36MgN6OeS2 + 3H20

767.17

IVRTTI =T TRy LKEHE~ <

DFTVIKEIZIL DI TVEBDIHRTH 2.

Xy ) —=LXIgTH ) —) (99.5) ICHE TP I L,

AKISETFIT < W,

fL2msst :

Hs

L4

ST
DTE:
R

Mg?+- 3H:0

C
\
OQN CH:
/)\ .- O«
N S- | N CH3
I
N
o e

22. 9%

(TYRXRTSY=ILATEIVIOME [T=ZT7])
100 7€)V [104 7+ (PTP) x10. EBHIAD]
3004 L [BYVZF LU, NT, BBRIAD]

(TYRXRTSY=ILATEIL20mg [T=ZT7])
100 7€ )L [104 7+ (PTP) x10. EBHIAD]
3004 L [BYVZF LU, NT, BBRIAD]

23. FEHL

1) ENEHERERSHE (RF> 72071 2011E7A1
H&RE, HREERHIEE2.7.2.2, 2.7.6.2)

2) D96 IHREZOH’SES (HAAN) (2F T LT
201 14E7H1 HA&GR, HFERMHME2.7.2.3)

3) BRNNEBEEICBI 2B/IHERAER (xF> 72071201
/EEAENSD  2018F1HI9HAR. HEBEMNME
2.7.6.2)

4) BARYT 37 7 BRRat - EMENRSERE (20mg) 1
THER (HNER

5) Andersson, T., et al. : Clin. Pharmacokinet. 2001, 40(6),
411-426

6) Abeld, A., et al. : Drug Metab. Dispos. 2000, 28(8), 966-
972

7) Hasselgren, G., et al. : Clin. Pharmacokinet. 2001,
40(2), 145-150

8) Sjovall, H., et al. : Eur. J. Gastroenterol. Hepatol. 2002,
14(5), 491-496

9) Li, XQ., et al. : Drug Metab. Dispos. 2004, 32(8), 821-
827

10) in vitroR#EEREE (xF VL0 7 LN 2011F7H]
H&RRE. HFEERMEZE2.7.2.3)

11) Andersson, T., et al. : Clin. Pharmacokinet. 2001, 40(7),
523-537

12) Hassan-Alin, M., et al. : Clin. Drug Investig. 2005,
25(11), 731-740

13) /URER : BERREE. 2011, 27(10), 747-756

14) Niazi, M., et al. : Int. J. Clin. Pharmacol. Ther. 2009,
47(9), 564-569

15) HAY 2 7 7 HAat - £WEHNRSEERE (10mg) 12
T HER (HNER

16) RNE— fth : HiEEE. 2013, 110(2), 234-242

17) RFE— fih : HIEEE. 2013, 110(8), 1428-1438

18) REMFEIESEIERE (BN) (xF ¥y n7TH:
201 14E7H1 HA&RR, HFERHE2.7.6.2)

19) Sugano, K., et al. : Aliment. Pharmacol. Ther. 2012,
36(2), 115-125

20) Sugano, K., et al. : BMC Gastroenterology. 2013, 13 :
54

21) Sugano, K., et al. : Gut. 2014, 63(7), 1061-1068

(]

(]

22) ERERSEIERE (F>7ah 7 2L 201248F6H22
H&R, FEMES)

23) HHABOME Y (XAFT7LHh 7L 201 1E7HIHEK
. HEERME2.6.2.1)

24) RIEEE fh : EERESE. 2011, 27(10), 735-746

25) 7Y% FHK-ATPaselcxtd 21EH (xF> 7L h 7t
201 1E7H 1 HARR, HFEERMTE2.6.2.2)

26) BBt FBERICBI 2R (2Fv 72071
201 14E7H 1 HAGE, HFEERIE2.6.2.2)

27) BET Y MBI AR (xAF> L0 7E)L 201157H
I HA&ARR, HFEERMNE2.6.2.2)

28) Heidenhain PouchA X ZBFA1EH (AF¥ VL h T+
)L 201 14E7H 1 HAGR, HFEERMTEE2.6.2.2)

24. XHEERERUHEVEDER
HA 37 7 &ttt REEEH
T101—-0032 R TREXEAI2T H2-3
TEL 0120-47-9321 03-3863-1225
FAX 03-3861-9567

26. BUSARFERES
26.1 SGERRSTTT

BAT 77 S

RRETRHAXEAR2T H2-3



