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B BERF
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) EE-EMEOLTEICKD
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872329

IVRTS) =272 LKA T2

IIRTSI=)b 17110 med)
IyJ >’~D°5‘J—JIJ A7 20 mglYD]

ESOMEPRAZOLE CAPSULES

h7 e 0mg[ 771 20mg
A | 400AMX00377 | 30400AMX00378
WiraHa| 20224121 [ 2022412

2. B2 (ROEEBCIFHESULEBVTE)

2.1 AFIOBS N U CREE DD & % B

2.2 7YY FEIEEEE.
hoEE [10.134]

VLYY VIEBREE RS

3. f8RK - R

3.1 #HR%

W74

IVRATSI=LhTEIL
10mg [YD]

IVRATSYV—=LhTEL
20mg [YD]

BRIy

LA TEeNdh, TIRXTS
VA A7 SAVNN/Yill 7]
11.1mg (TVYRAFFY—
L& LT10mg)

AT, TIXTS
VA A7 SAVNN/Yill /]
22.3mg (TYRATFFY—
JL& L T20mg)

NINA]

B, fhYEOQaYFUS
v, BitMg. KU VL
N— 180, b Fmaxn—
A, eRoxy ot
ra—2x, AF7Y Uk
Mg, LT, A¥Z YL
BaRy<v—LD. 57U
FiEgNa., 7T BN T+
Ve AFTY VBT R
N

b A % Y N <= I
O—2, #5¥—F>, &
kK. BitF¥ >, =8
{bsk. Bfb#k

¥, hYEQIYFUS
v, BitMg. KUV
N— 180, Fmxno—
A, eRoxy ot
ra—2x, AF7Y Uk
Mg, LT, A¥Z UL
BaRy<v—LD, 57U
FiEgNa, 7T BN T+
V. AFTY VBT R
N

HTEIEME o R
O—2, #9¥—F>, i
kK, BitF¥ >, =%
{bgk. HElE, KE102%

3.2 BFDOMIK

IVXSSI=LHhTEIL

IVRATSYV—=LHhTEL

T 10mg [YD] 20mg [YD]
KT 4 BT VEEATRTADNTLITLERE
Fr v THRECOEN 7| TF v v THRBOECOE
TLHIT, WEMEAEG~ | A T LEIT. NEEE
HR A | S5 TVHEHBEDORBERE B~ <D TLHEAEDBS
WThbd, £y TLOT | HBERTHZ., /2. X
WS~ B EOBEEER| S T Wit~ BEaBREE
ZROBIENH B, W ZRDDZENDH D,
LAvig
TYAI°5U10 YD IYA7°5U°-N20 YD
REE 55h T 58T
HE 72.5mg 117.5mg
4. FNEENEFNR
(AFEIL10mg)

OBER. TTEEBER. WEHER. TRERER. ¥
USAMBEREERIE. Zollinger-EllisonfEfREE. JEX
FO4 FERRNERRSEICS T 2BEEXETIES
BEEOBRIG. EAE7 AU VIRSEBICSII38E
B3 TEREROBERING

OTEICHIFBZIANUINTI— - EOYU DIREDFEED
BEE. tTiEBEE. BMALTU V/NE. SEtm/I
RRAME. RPHISECH T 2ARSBIEERS. AVU1

NI 59— EOVURBEER

(A F+IL20mg)

OBEBE. TTEBEE. MSIEER. ERERER.
Zollinger-EllisonfEf&8f. 3ERXTO4 REHIRERIRS
BICHIFZEEBEX T 2EEEE0ERG. RS
AU VESEBICSIT3BEEEX T BB EEDE
AN

OTFERICBIFBRIAUINTI— - OV DIRE DB
B85, TTEBEE. SMALTU V/VE. SEtmm/h
REAME. RHBEICKH T Z2AESBHEERE. AU1
NTI— - EOVURRER

5. FEEXIFIRICEHET BE=
GERXFO4 REMRNEZRSRICHITIEBEEXIE T8
ISEE DB FINE)

5.1 iV v ~F. BRERSESICB I 2EBEHESED
OICIEAT A FERREEZ2 RIARERE LTS E
BEBRESWNRE L, BERBICEL T, BEBEXIT
TRBEBEOBFE 2RI,

(BEREF7 AV VESBICBIT 3888 T IEBEE

DEFIH)

5.2 it - #BEOEBRMH O -DITEHEDO T A & Hk
RS LTWA2EEEZHRENRE L. BERKICELT
3. BEBEXETHEBEEOMF2HRT L &,

(NUONTI— - EOVDREOHED)

5.3 ETHEMALTY YN EICHTA2AY) INT ¥ — - PO
) BREAEOERI M IIREL L T Wi,

5.4 GEEM/MRBAEICE LTIE. A4 RSA V%251
L. ANYINTy— - ¥l REREIEY] &S
BIEFIC D HAREREEZITO Z Lo

5.5 RHEEICN T 2 NHESMAERBIMCIE. AV an
77— -0 REREICK S BEOREMHICNT S
BRI LT WL,

56 NN — - Ea Y RBREFRICHVSEIZIE. A
aINTyZ— - uPBTETH S ERTARBEHREIC
FOAYIANTH— COVBRERTHSH I & ZHED
5T &,

6. FiERUHEE
(AFEIL10mg)
BiER. TTIEEBEER. WSERER. Zollinger-Ellisonfi
5
(BZA)
WHE. RAICIETY AFFY— L& LTIE20mg# 1
HIERO®RET 2. 2B, BF. BEE. Wik
TIREHEME T, +ERESE CRGAERME ToRE L
75,
UNR
BE. IR EOGHRBRONRIIEZY AT TV =&
LT, (kE20kg R TIE1E10mg#% . AHE20kghl b
TIEERICIECT1E10~20mg% 1 H1EREO# S
b0, 2B, EBE. BEE. WEKEETEISERE T,
THEBEE CR6GEME TORE LT S,
WRERER
(A
EE. BRAIEZZY XTS5V =)L &L TIE20mg#%1
HIERO®EGT 5, 2B, @%. SHEEETOREGE

ERS
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S HICER - BRER0IETHRESEROERER
IZBWTIE, 1E10~20mg#% 1 HIERO®ET %,
MR
BE. R Lo REOVANRICEIY AT T - &
LT, KE20kgRHTIZ1[E10mg%. (AE20kg £
TIHERIE L TIE10~20mg % 1 HIEREOHR ST
b, IsB., WE, SHEE TOREET 5,
FUS AMIEBRELTE
(REA)
BHE. BRAIKRITYRATSY—)LELTIEIOmMgZ1
HIEEO®RSET 2, 8. @%. SAHE coRsL
T 5,
UNRE
BE. R LB RRONRICETY AT T - &
LT, 1E10mgx 1 HIEREOKRET 2, ob. BE.
SERETOREET B,
FERFOA RERRNERRSHICH I ZEEEXIT T8
EERE DB FIH
BH BRAIKIZIV A PS5V —)LE LT1E20mg#1H1
EREO%59 %,
BRAE7 AV VRSBICHI3BEBEEXRIETIEEEE
DEFEIME
BHE. RAICIZIY AF SV =)L e LT1E20mgz1H1
EREO#E5T 5.
AYINT I — . EOYDRREDORHED
BH. RAICIZTY XSSV —)LE LT1E20mg. 7 &
FIYY AP E LTIET750mg (Fiffi) RUT 5 Y
AU A > & LTIE200mg (Hifi) O3#|% FEIC]
H2ME, 7HMZEOKET 5. 2B, 77V RAuvA TV
. BEISCTHERET A EATES, 2150, 1
[\400mg (Fffi) 1H2EZ ERET %,
Ta by RyTA ey — TEFTVY VAKAOMK
7 5) 2034 O3FBEICELZN)aANTF— -
vn ) ORERESARIOBA L. ZhicfbaiaE
LT, BE. BRAIIRIVASSY—LELTIAE
20mg. TEFT VY KM E LTIEI750mg (FIffi)
KRUORX ra=%—)L& LT1E250mgD 34l % HEEIZ1
H2[o, 7HEEO®RST 5.
(h7&IL20mg)
B85, TEREE. WSEkER. Zollinger-Ellisonfi
{R8¥
(REA)
BHE. BRAKKIRIY XTIV —)LE& LTIE20mg% 1
HIE@REO®ET 25, 28, @%. SE5. WATES
TRSEBE T +HRES TIIOEME TORE L
T 5,
UNVE
W, FE20kgM Lo RE/NEICEZY AT S
V—LbE LT, RIS CTIE10~20mg 2 1 B 1EHE
O%59 %, 4k, B, BEE. WEHBEE TII8E
BET. +TEBBETIR6GEME TORE LT %,
WERERER
(REA)
WE. RAICIRZIVRATSY =)L e LTIE20mgZ1
HlEREO®RET 5, 28, #@F. SHEMEToREL
T 5,
E5ICHFE - BB DR THREREROMEREE
IZBWTiX, 1E10~20mgZ% 1 HIERO®E T %,
UMNR
WE, BRE20kg LY REPNRICEIY AT S
V=bE LT, RIS U TIELI0~20mgZ 1 H 1 EE
A%59 5. 48, @Y. SEEETO®RE LT 5,
FERFOA PERRNERRSHICHS T ZBEEXIT T8
BB OBRINH
AHE. BAICRTY XTSIV - & LTIER20mgx1H]
EEO®ET 5.

BERE7ACVU VEBEBICHIIZEBENE T 2EEEE

DEFAH
BH. RAIKIRIVRX TSV =& LTIE20mgZ1H1
ERREO%S5T 5,

AUINTI— - EOY DORE DR
BWHE. BAICIRTY X PS5V —)LE LT1E20mE. 7%
FT) VKM E LTLET750mg (Fffi) RO 75
20vA > & LTIE200mg (F11fi) 035 % REEIC1
H2[E., 7HREROKET %, B, 75y RavA TV
. DB U CHBEBEET S ENTES, 7200, 1
[E1400mg (Fffi) 1H2E % LRET 2,
T bRy —, TEFIVY VAKHIR
OV 2avA O3RN EICLBZANYANTF — -
Yoy OBREBESTRIIOEBEAIX. ZITRDbSIEE
LT, EBE. BAIKEIVASSIY—LELTLIE
20mg. 7EFT Y VKM E LTLET750mg (F14ii)
BRUOA ba=4Y—)L & LT1E250mgD 3#] 2 EriC 1
H2[E, 7HREO®RST 5,

7. BERUBEICEET 5FE

GERMERER)

7.1 1H10mgOMER@E CHAEN R 5 M- 54131 H20mg
THBEZITO &, 72720, 1H20mgDMEREETH
HPRDENTZHBE. HHVITTHEDEERD. M.
B REESOERIRD 5 N2 D THHRER
BEZITV., ZOBRICESOTHOBEY) 2 IiGRaEICY)
DEZDHILEEBETHI L,

GEU 5 AEBRIEETE)

7.2 %E5HME2AEKEEHLRE UTRIRZ2EZR L. EROWMEE
FAFED 5N R VIBEICIE., BERUSOBERSEZ S
N3 7 DMOBYLIBRNDEEEZEZERT S &,

8. EELREFWIR

GhEEHE)
8.1 Mm%, FFHRE. BREFIERT S &,

*%8.2 AFIOERHBESICEVEST T XTI LAMELSH S5bND

ZEFBHHDOT, AR ZRIAKEG T HHEIE. BRI
Y AV LARERZAET S, [11.1.113H]

GERMERER)

8.3 MMM ABEROMFFERIC OV T, B - BlRz#RD
BEBFIIHLEET S & & L. RRERBEONE
DEVBEHEIIRETHIEORVWEIPET LI L. &
7oy MERRETIIEHMICARERE 2 ERT 2R E8
FBre+RIATO ENEE LV, 4B, ROFHEICHS
FEIBH L,

8.3.1 HEOBERE. EROEEEZZE L CHERFEOM

B2ERIT S &,
8.3.2 BHIREAVRIFICHRIN TV LIS hzB A 3K
BXFREZEET ST &
8.3.3 EHIMIC Mm%, FFHEAE.
BHEE LV,

GEU'S MEBRESETIE)

8.4 BEICEL TIIMRZICK Y 1, BHEHRE OB
WERPBOBELESNSZE (LEMBZV2HEE)
ZHROLERETHIE, B, KAHORENVEE. &
BRSO B ES K& Ut O L SR BRI K B ER % Rl
THIEFHHOT. IRBEREFICLD ZNS5DKRR
TRV ELZERT S &,

9. HEDHRZHIZBEICHTIER

9.1 GIHIE - BIEESFDHZEE

9.1.1 EYBREDEITEDNS D EE

9.3 FrikaElE=ERE
FHREYUTHY, MPFREFRLZE2BZINIH S,

[16.4%H]

9.5 1%
IR R LT W A ATREE D & 5 =ik, iR LD
Atk rfalrttz ER2 A S M BEICOARET

%):ko
[488AJ007
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9.6 1FZ3LIE
HELOERERUCBARBOAREEZZE L. ®AO
I IEE2RANT B L, KADSEIEKTH B F
AT ZI—VTOEMER (T v MEOSmg/kg) T,
HHARBITT A EPREENT VS,

9.7 IR
BENICBWT., KHEGER, iR, LRERREL
TeBRRABR T ER L Tz,

9.8 ST
BREE» SHKRELZHIAT 52 & —RICHHEEE, Z0fth
AFEREESE R L TWVWAE 2 EAE N,

10. t8E{EH
FE& U THFRBBEECYP2CIOR U —EHCYP3A4THRE

ENb,

7. BEBSWNEIERICKY., AR ORI E -5

NIERESELIENHZ. [16.45H]

10.1 HEAER

ALV L)

HHIZE HRRAER - BB T - fEkRE T
T FENUR| 7T FEILREBE | AF OB 8o W EER
i3 DIERZBEET A | ICEXY 7 I¥FFEILEE
(VAT7HvY) | ZhBH s, WOBMENETL, 7

[2.228] &Y F )LD I E A
BFTHEDH 5,
YLy VB YL VIERRE | AF 08 B o i E
ke DERAZREBETAB|[ICEV YL ViEE
(ZYa5v ) | ZhHH5, HORRAETL, YL
[2.2%08] B v oA i E MK
TTa2endH 5,
10.2 HAER (HRAICERTSR L)

HEHIZ G FERIER - BE S E WF - fERET
DTN IS OBFOER | KA EICHFBEOF o
Jz= bV BT 5 DD | U—LPASOREMR AR
yazRyI—\ |5, CYP2CI9TR# S h 5 7
[16.7.1%H8] ®., KElEF CREERT
LTIy |G e % s | U S OO ORE,
[16.7.180] | L. hilcEspz |HERBESEIBEINND

5,

hhds, Fobno
> E
e (INR) fEZ o
WEREREOLE I+

AR LBH SRS

THIL,
570y LAK| 5700 LA | AR OBRERRYTH
i WIS 5 LN | B

% 25 DRI b A
AbRLFS—b [ EHBOA L L | ERTRIENDS.

Y- 2HRE59 25
i —RRICARH

OHE5EHIET ST
LEERITHIL,
D = S IS OB OIER | ARF B B W H e I
AFNITFV Y | #ERTEHIEDND | LD ITFT 2 OMKDE
%, PHHI SN, DTFT 2D
MmRENS LRI LI LN
H%5,
AbFaAFI—N | IS OEFOMER | AH O B B W eI
FosyEF— |ZEETRHIEND | LD NG ORAOERE
PHZER] %o PETL. ThsD0EFD
P4 F=T MHREPETT 22N
—aF=7 H%,
raF=7
RYaAFV—)L | KRR OERAZHERT | AFOCrnax &k CAUCHH
HZEDHB mesB82EnDHd. KXY

IV = VIIARA O R EE
# (CYP2C19RKk UV
CYP3A4) #HET AL
WEZH6N5,

WHIZ % HRAER - 1EE W - fElERE T
FINT 4 FEN| FIT 4 FELOE | HEEROKEFIIARHETDH
X VVERE RZEETHIEN| %o

H %o FIVT 4 FEILO M E

PETTZZENH S,

A I3TA MF | REAOERAERITT | AT T+ T VYIHPR
YV (St.|5ZERDH5B. AloR#BEHR (CYP2C19
John's Wort. KO CYP3A4) Z5FHL.
Y b Va— AHI O R A e S ik
YR -T—1) BENMETRTAIEDEX
EHEEMR 5N%.
11. BWER

ROBERN S 5bNBEZEHNHHDOT, BRI
TV, REPRDONTGEICRBEEZHIET S0 EHE
PangzTs> s,

11.1 EXBEHER

1111 23avd,. 7F7453FY— (WTNHHEERH)
Yavy, TFI745F v~ (MEEZE, JEDE
BE) ¥HobNEZZENH B,

11.1.2 FLIERRIAME, SEEEMERAE. BMMEEM (WInbiE
BEAREA) . MVRES (1%kE)

11.1.3 BUERFR. FFEEERE. &E. e (WIhbiEE
)

MIAPSHERKIBFERMBEE (Toxic Epidermal
Necrolysis : TEN). BZE#SERIREIRSE¥ (Stevens-
JohnsonjE(REf) (V3 b HERE)

11.1.5 FEEEM4RGR (SHEAE)

WK, IPIREEE, FEEL MEORE (REE) S48
HHNIBAICIE. ER D ICHERXER. WECTEDM
BEEET 2 &, MEEMRIEDNIHEITIIR
Exdb L. BIBREHRILVEVHIORSS0MEE] 50
B2 L

11.1.6 MEEER. SEBESE (LW INHHEERH)
BHEEMREM (BUN. ZL7F=V%) KEERT S
2,

11.1.7 HEUEARARAE  (SHEEANER)

AR, A&, CKER. mMARURBIF oL
VERENBHLDONDIEDNDH D,

11.1.8 &> MU D LIE (BEEAH)

11.1.9 SBELIRAE (SHEEAREA)

SEEL. W, WBE, AEEFHOLDNEZI LD D
2o
11.1.108RAEE (BHERH)

>+ 111N TEYTRYDLME GEERE)

AEORAKEICED. QTEER., B#, LUOhE%
PESES TR VI LMENH SONBIENDH B, £
oy B Ry AMBEICERE LB LS T AL
E. BAH) T LAMESOBMREERE2ESBEN D
5o INSHDEMBRENERDONDIERL S S5 DNz
BEICIE. P72 ABEOREZITV. B
BROLNTERZ. <72 V7 LOMEED#EY) 4
WEBZ21T5Z &, [8.28H]
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11.2 ZOftDEIER
(BER. TTEREE. VEIHES. WRNRENRN.
U'S AMBBEYEFAE. Zollinger-EllisonfiE{REE. FER
FO4 FERRNEFRSEICS T 2BEEXET2IEE
BEOBRIG. EAE7 AU VRSHBICHII38E
B3 TERESOBRINGD

1 ~ 5% 1% SEEEANER
JRBUE RE. REA. T | ehRE. ZRAK
SEERE. EIRE
HIbER B, R, MERE. | SERE. RO, BEMERN
B, OWK. 51 | KE% (collagenous
YYHRE, OB colitis. lymphocytic
colitis)
fPhE | FFEER A
MK H I BRE R
bt BER. BEIRE. M| REREE. SO
HRER R, FEEDEV
*% | Ot CKLF. [tk | BERE. BIMRE. Hi.
T, ZHLEE. | B BRR. BTE.
TR R BFHMETR . R HRE

HERBAZRRE L T2 VAIOBRRER (MERRBRROT Y
7 HFESMALEER) [CEOSHEHL TV,

NUIONTI— - EOY ORRE DR
BEROBEIC OV TR, BEEXE+EEREEICS
35, RADOTEIFEOFATTIT—), TEFTTY
KK Z ) A A T Y D3RSO RAEICEED
<o

5% b 1~ 5%k 1%ARTHED

BHE FE

LS | TW - EKE
(33.4%)
TREEE

(10.5%)

HA%. B, 8| &K% OB, +2EL
B BD. IR %

R {EAY

JiT Bk ASTER JFHERERE . ALT L5
Al-PEF. YLy

k5. LDHLER

iIRi: HRRBES . MR
A, i, BB
B, BBk E R
i

Tt

BEE. LUONE, ©F
W, EARMEE

Z DAty FRAER 1 REABGE. Rk LR,
WIVATu— )V ER,
QTER. . R

B

E1) HEARZE T,

12. EERRERRICNEF T HE
(ANUONTI— . EOV DORREDMED)
IVRATSSV—VEOTO YRy TFA Y —TE
FIY UK., 7o) Au~A YU EORENMERY
X ba=FV - VORAHRRHEKTER T, 3C-RE
IR ERER DY E D EREEIC 2 BETREME A H 5 720 13C-R
FRIFRRERIC K 2 REHEZITOEAICE. N6 DA
DOFERRTHRABALIEOR HTERT S ENEE LU,

14. BRA_LDER

14.1 FRIZMFHOER
PTPREOEAZPTPY — M » 5B H L TRAT %
EOEYUT LI L, PTPY— POBAMKICLD . BELH
A REREARIA U EICIZZRALE B T L CHER
REDERLAMEZHRET LI END S,

15. ZDMDFE

15.1 ERARERICED < &R

(CRheEHE)

15.1.1 KFORHBESFICEEOER) -7 2Rz & OR
ERH 5,

15.1.2 KFNDEEN., BEICLPERZERT 2LV HS
DT, BRETEWCE2BRALTHRET S &,
15.1.3 BB 2EMOBEMET, Tu bRy FA Y

LY —IC K BIBEICB W CEHERREICHES R
. FESEF. BHEEFO) 2R 7EBIISHESNT
Wb, FiC. RHEXROEHE (1FML) orEx:

ZIBET. BIFOU AT SEML,

15.1.4 BB 2 FICABRBE 2R E LIEROBIEH
BT, TU bRy TA oy — 2R E L-BEIC
BOTZORAMNITIIA - T 74 VNI KB ERR
L) A7 EMARES LTV,

GEU'S AIEBRIEETE)

15A5 BENBEROB YR 7 THrEEXLNSTER
B HIAANL =T E2EHTH2EEFEOVTNICHEEL
2 VIBHITEAA OIBBERIRHE 5 I < LR EEMED
H5,

15.2 JEERAREBRICE D < 1EER

1521 59 VCAKIO S IARTHEF AT TV —)L]1.7mg
/kgBl B 2ERIEORS L- iRk T. BIchLT
A4 RORENHONI-LEDOWMEDR DD, ZOHNLF
JA ROREIZITIT Yy MIEBEESRDO SR TW
%,

15.22 5y NCHEETHSH TV TSIV =) (50mg/kg/
H). 7EF> ) K (500mg/kg/H) KUY
IV Au~vA ¥y (160mg/kg/H) =HAKSES L7
RET. BB TOBEOHEMRE & B ICHRIEOKEN
FlOEBRIREDSNT NS,

16. E4EhE

16.1 MANEE

16.1.1 OS5
RERABEEE (n=24. CYP2C19®homo
EM. hetero EMEUPMEHEE) IV XT3
V' —)L10mg Kk 0 20mg % Z2fE R IC B AR O 5 L /-
EZORBILEOENFHE/ST A —F I TDOEBD

TH3,
e Cmax Tmax AUC ti2
(ng/mL) (hr) (ng - hr/mL) (hr)
10mg 246.7 1.00-5.00 565.02) 1.192
20mg 489.5 0.75-6.00 1084.7 1.08
Tmaxl3 H/IME—HAME, 2SI FE
a) n=23

16.1.2 RiEHXS
BERABEHBEE (n=24. CYP2C19®Dhomo
EM. hetero EMERUOPMBFSEE) IV XTS5
V' —)L10mg Kk U'20mg# 1 H 1E5H MR ER DRSS L
oL ZDESHE (ZBERERS) OREMEOEYE)
BRI XA—F I ROEBDTH B,

Crmax Tmax AUC t
RoR (ng/mr;L) (Elnra) (ng - hr/mL) (tll/rz)
10mg 375.5 1.00-5.00 824.82) 1.162
20mg 883.3 1.00-4.00 2083.4 1.23
Tmax /Ml — A, £ DIIHI A FIE
a) n=23

&53E| E&U‘S E E@Cmaxli'ﬁﬁgrgb{“& D f: Z & 73‘
5. RIEHBSHBBIAICRMERTY A TS5 —)L
BEIEFREBICEREL-EZZ 507D, B55HE
OFE#12EEMICB T AR T Y X 5V —VEBE
HIFIERERAMTICERNL, IHIERERS LT
ZRETDHsNLEH» o722,
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W ESRE

16.1.3 PRJVINE
SHRBRUC/NREFICIVATIV—L10mgR T
20mgx1HIBSHBY EREZOKREG L5,
READEN B/ A —F U TOEBYTH-

723,
IVRATSYV = LOEYBHREINT X —%
BRED BER
E%&Uﬁsi HN Cmax Tmax AUC: ti2
(ng/mL)? (hr)®  |(ng - hr/mL)@| (hr)9
lloﬁ;;fji 1omg| 9 853 1.58 2259 0.80
9 _ 04)d) d)
20kgAl (141.7%) [(1.03-5.92)| (42.6%)d |+0.18
Lomel 10| 53° 1.52 995 0.97
1~11% & (110.4%) [(0.92-6.00)| (78.3%)® |+0.55¢
20kgbl £ 1907 1.47 3454 1.08
20mg| 10
(41.5%) |(0.93-1.52)| (50.9%) | +£0.44
Lome| 9 311 1.57 618 1.37
12~14% & (91.7%) |(0.93-2.95)| (105.5%) | +0.88
20kgbl k= 981 1.75 1917 1.06
20mg| 10
(51.3%) |(0.95-3.00)| (33.6%) | +0.25

a) APl (SR b) hRME (BIME-B&KHE)
c) P+ EERE d) n=7 e) n=9

16.1.4 £YEHEIE R

(TYAXFSY=ILATEIL20mg [YD])

(1) RS
IVRATTV—=LATEN20mg [YD] &xF¥
T LN TEN20mgE T ORAF —N—FRIZLD Z
NZh1HTEL (ZVYRXTSST—-LELT
20mg) ERBMABF762 IR EREORS L
TIMEFEPRELAFREZRIE Lz, Boni-%EY
?ﬂﬁj@/fﬁx—ﬁ (AUC\ Cmax) L:’)L\’CQO%%
BXER®RICTHRIBENZIT>HR. log
(0.80) ~log (1.25) O#HENTH V. WAID
EVZNRSEDSHER S Y,

HENRT A= BENTA—FH
AUCO—S Cmax Tmax t12
(ng - hr/mL)| (ng/mL) (hr) (hr)
IYXTFI= 673.1 498.617 2.07 0.87
7% 20mg [YD] +322.2 +174.949 +0.96 +0.18
IFTTL 661.2 470.598 2.01 0.85
hT L 20mg +348.8 +206.664 +0.91 +0.21
(Ml = 1ZHERZE. n=76)
(ng/mL)
500 ¢ T RXTSS5 =L h Tl
450 | %Omg [YD]
400 t s F1F T LN TEN20mg
350 (CFEE £ 1EERZE. n=76)
300
250
200 r AR
150
100 r
50
0

0 1 2 3 4 5 6 7 8
#e5 &R (hr)

MEFEELVICAUC, CuaxED/85 A — %13, HEHOBER, 4
WRORAUEE - FEZEORBEMFICL > TR S TRENEN D 5,

(2) BERS
IVAFSYV =LA FEN20mg [YD] &xFY
T LN TEN20mgE IO AT —N—HICK D Z
nNFER1IATEL (ZVRATFST—LELT
20mg) BERABT1004 BB BEERO’RE
U CIsEpRELREEZBE L. Bon/3
%?}Jﬁ?\/fﬁx—7 (AUC\ Cmax) 1220V T990%

MEEEE

FHEXHEEIC THREAERZT o 2/R. log
(0.80) ~log (1.25) Q#EEANTH L. WHID

EMZENFRSES R S 29,
HENTRA—% BEINGA—F
AUCo-12 Cmax Tmax t1/2
(ng - hr/mL)| (ng/mL) (hr) (hr)
IVATTI-N 553.3 391.884 4.52 0.81
H7en20mg [YD] +306.2 +170.951 +0.66 +0.22
2FTTL 559.0 393.107 4.62 0.80
51 7L 20mg +315.5 +170.755 +0.93 +0.18
(9 fE = ZEH¥FZE. n=100)
(ng/mL)
500 ¢ —— T IR TS5 —= VTN
450 | 20mg[YD]
400 t S Z\—*\—“/WL\ﬁftJbZOmg
350 | (VA1 + B, n=100)
300 r
250 1
200
150
100
50
O

0 2 4 6 8 10 12
HE&RER (hr)

MEEFREN FICAUC, Cmax®FD/87 X — 213, #HEEOER, (&
TEOTRIEE - K ORERSEA IS & > TRE 2 AREEN H 2.

) homo EM : CYP2C19*1/#1
hetero EM : CYP2C19*1/*2XIZCYP2C19*1/*3
PM : CYP2C19*2/*2.CYP2C19*2/*3X13CYP2C19%3/*3

16.3 %
16.3.1 MPEOES
IVATLSY—)L (WINERE : 21320 pmol/L) @
b MIEEEKEER (in vitro) 397%TH - 725,
16.4 {3
in vitro FMRERBOKEL» S5, B FuF &, 5-0O-
B X FIARDARRICIZCYP2C19. ALK MRDAERIC
1ZCYP3A4HL S L. I 63BOREADRE 7V
T UARREBETH S EMESINTNEY), TYRXTS
IV = ®in vitro FFREHCB VT, & FaF I ERY
5-O - A F NARDERICEE T 5CYP2CI19DEFER
(RBEHE 2V 7T A Clint) 273%TdH > 729,
NEADT—%Tld. BERACHCEHRIYI XSS
VoL BERROKE L& &, RO ERBWIE X
LVAEER e FaF I ETh-725, [9.3. 10.&
1]

16.5 HEitt
NEADTFT—%Tld, HCEFHTY A S5V —)LEHH
BO/E LIz &, BERAEEDNIS% A48 £ T
IR R OEFRICHEt S N, RebRitE & ZEh RS
DRI TH > 725,

16.6 HEDNHRZEITHESE

16.6.1 SinE
HEADTFT—F T, TVRXTSV— )2 RESEE
BEICIHIESHEKERO®RE L L&, B55H
HDAUCK U CnaxlZIEE B OREMRME B BEFRER
ZELDbBWEAZR L. BAEEHOE (BESEH/
EEEAE) X854 1.25 (95%EHEXM : 0.94-
1.67). 1.18 (FE :0.91-1.52) TH -7,

16.6.2 FHHEEEIEEEE
NEANDF—F TlE, TVRXT 5 — )Lk FFHpEEE
BEICIHIRSHMKEROKRS Lz &, AUC,
E. FRREETOZ WEREE 8BS REREICH
N, EEOHBERERE TIIN2.3MEEL< . BE ~
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FREEOKERERE TLZOHIZ1.4~1.8TH-
729,
16.7 E¥HBEEA
16.7.1 I7ENL, TTZbAVRIFTILT 7YY
HHFRCYP2CIOK U NFIZ7uy—L%2HW5in
vitro ERICBVWTIZY X T 5V = )LIZCYP2C19D
EHEEMEELE (KifE: 7.9%08.6 uM) 75,
CYP2A6. CYP1A2, CYP2D6. CYP2EL,
CYP2COK U CYP3A4ADEHICOVWTIIHEL 2 W
PhH I HrEHEMRERZR L0,
HEADT—¥TlE, D7ENRL, 7= M1 Uk
IL7 7YYy (R-7L77Yr) (BlE. CYP2C19
OEYE) LI VRATIIV—ILOHREICED, YT7ENS
Ly 7= b4 YOAUCIZZENZEN8L%. 13%HEK
L. R-TL7 7Y YolifEd b5 7EEIXI3% LR
L7z, [10.22H8]
16.7.2 ZDthDZEH
IVRATSY—NETSYRAUTA YV ROTEFY
U KNI EY, 7oV RaeA YR
TEFIVY IKNMOIMBEFEEICHEL 2o
M. 75y 2AuvA Y rol4KEBIEREY O
AUC 3R LTz, F72. IyXfﬁj_}D@AUCT
FIEBRR ORGSR LAY, Foo D, 77
s E 2PN E YAy A s by V0 o U Ry FN E Ny S <
YU E T XSS — L OHR TIIMEE/ERIZE
bNnizhr-o7,
16.8 ZDith
(TYRXRTFSY=ILATEIL10mg [YD])
IVAFSY=VATE)N10mg [YD] . [HEBFELS
BOBERMAOEYENRSERBR T R T4 > (FHI24EF
SHIOBMMSEARBRRKOZIOEIS) ] ICHEIE, TYRXS
TV =LA TEeN20mg [YD] #iZ#MAE LzL &, B
HEHICE D ZEMZENICEZFE E ARSI,

17. ERERRAE

17.1 EMUERURESEICET B5HER
GERERIER)

17.1.1 ERSEMAEEER (BRA)

WHEEREAENRE L ZEEREHBR T
AFS5Y—=120mg. TYRATS5Y—L20mgXix

40mgA* 1 H 1 BB ASHEE G S h, HEEEOZN

ZhOWBEER [95%FEXM] 1387.4% (166/190

1) [81.9%. 91.4%]. 87.3% (165/189%1)
[81.8%+ 91.3%] %1U'90.0% (171/190%1)
[84.9%. 93.5%] THVD. * A TFY—)L20mgiZ

W BLYRATT U —L20mg Kk r40mg D IEL A

BOOLNTWVS,

BIfEFRBBEE X, =Y X755V —)L20mgktT7.9%
(15/18941) TH->7z. EHBIMERIETH2H
(11%). 79=> 73/ b5V A7 x5—YH#h

261 (1.1%) ROMH 7 L7 F >R ARFF—EHEN

261 (1.1%) TdH-7z10,

17.1.2 EARSK MAEEER (BRA)

W REROBRBE 2 MR E L —EERHTER

BRICBWT, A5V =) 10mg& L7z Y X
75V =) 10mg K U20mgn 1 H 18] 2438 % 585 1
B2 HREEREROBRNFEMNRIBDO LT

%o
IVRAT TGN | ZIRXATTI = | FRATFIT =N
20mg (188fl) | 10mg (188f) | 10mg (187f)
FEFGIE 14451 2241 314
H;;}é;@ﬁ )0) 92.0% 87.5% 82.7%
[95%(EHIXF] [88.0~96.0%] [82.7~92.4%] [77.2~88.3%]
0.62 [0.32~1.21]
NF—FH (LY X TV =N20mghtvsTY A 75>/ — )L 10mgh¥)
[95%({EHX ] 0.43 [0.23~0.80]
(LY XTFYV—=N20mg8Evst X 77—l 10mgHt)

p=0.158
(LY X5V =N20mghtvsT Y * 75>/ — )L 10mght)
p=0.007
(LY RATFY = N20mghtvst A 75—l 10mght)

pfitiv

a) Kaplan-Meieri%ic & 5 #E5E
b) Log-rank#E. HEKE HWfI5%. Hochbergd A% X H1&E
DEZEHOTEE

BIEFISHSEE X, TV X 75V —)L20mghET9.0%
(17/188%l) KRULY X755V —N10mghET8.0%
(15/188%l) TH»720 ERBEMEHBII VXSS
V= 20mgBt Tl 7 L7 F AR AR FF— RN
261 (1.1%) THY. TYRXAFS5V—)L10mghTT

Fi260 (1.1%) ROMABZ L7 FVRARFF -

m2f (1.1%) TH-7z1718,

(GERTO4 REFRGES (NSAID) B5ECSITIEEE
X+ ZiEEEROBRH)
17.1.3 B MAEER (BA)

MBS OB 2 A9 5 NSAIDK AR BE 2 0t

ReELLZEEREERBRICBLWTIZVYATT Y-
20mgD 1 H1E24EMBLSRICB T 2 BBEIE+Z

BB EBEOBEREMEIREIRDOSN TV S,

IYATTY-N20mg (173f1) | IR (168H4l)
FERERIEL 6fl 564
E?égﬁiif” 96.0% 64.4%
o [92.8~99.1%] (56.8~71.9%]
AV 4

[05% (24X ) 0.09 [0.04~0.20]

pf#ED p<0.001

a) Kaplan-Meieri&ic & 2 HEE
b) Log-rank#fiE. AEAK%E WHIS%

BIfEARBEHEEIZ. TV X TSF—L20mgH#T
13.9% (24/173f1) TdH o7z, E2RIfER X LIEER
@M (1.2%). #2060 (1.2%). {ER2H (1.2%).
WERE2M (1.2%) RUFFHEEERE 26 (1.2%) TH-
7219,
17.1.4 BRI SHER (FRA)

LS O BEE 2 F 3 5 NSAIDRE SR A 2B % 5t
KELETYATTY—L20mgn ] H1ES528/% 5
BEICB ) 2 BIEE 3+ BRSO IEFRERIILT
DEBNTH %,

BEH 5238 IERIER (Kaplan-Meier#)

IYATTY—=N20mgEE (13041) 95.9%

BIEREBRSEEIR. TYXT5Y—L20mglT
16.9% (22/130f61) T# -7z ELBIEHIZAEHE2
Bl (1.5%). y—Z A IN+FTY A7 x5 —EHEM
201 (1.5%). FER2061 (1.5%) R URFHEARERE 241
(1.5%) TH»7:20,

(ERE7 AV VIESBICBIT 3888 T iEEES

DEFEHAED

17.1.5 7I7HEIFEMABAER (BRA)
HtEBBOME2ET 2 EAE7 ALY >~ (81~
324mg) MERARE (HAABEED) 2R L
L7z 7 V7 FRES A RE RO R ICB ) 55
RIZBWT, TYXT 5V —120mgn1H1EI483E
BE58ICB) 2 BEBXIE+ BB EE O BRI
BENBOOLNTWVS, E5I1, FRMBHLE, TV X
TS5V - VBOWERE DABRS PGS, TV RXT
YV —120mg% 1 H1ERE7 ;BB SHICB N T.
B 572581% DIEFRERIZ6.4%TH > 7=, B, AR
BICBWTRIVXTSSY - LB, TS5 REEEDIC
2f7 7 7ILF— b EHAL TV,

IYA75V-N20mg (1826) | &K (182)

FERERIEL 251 2261
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;Q?}:gﬁﬁif@ 98.3% 81.2%
[96.65%( 5 #E X fHl] 1957 100%] e
N — R
[96.65%(AMIXF] 007 fooz-oan
D) p<0.001

a) Kaplan-Meieri%ic X 2 HEE
b) Log-rankiE. HR/K%E TEH3.35%

IVRATSYV = L20mg#SHH214F F31H4

(14.5%) OBER P#HEShTWVS. ELEIER
. TFR2B0 (0.9%). U AMEBR2H1 (0.9%). €
HEEm2H (0.9%) BAY =726 (0.9%). &Imn2
B (0.9%) FETH 72022,

(BiEB. THIBER. MEHEER. FUSALEREY
TEE. Zollinger-EllisonfEIRB R S VICEER. TEH
B, BMALTU VB, SEiEi)MREME. RHBE
IR 2RIRFEIGEEES. ANVINTI— - EOU RS
BRICHIFBAUINT I — - EOUDREDHHEDD
EIWIC B W TRANR OB R RS O BV ST E A I
M2 3B e EMfL T,

(BiEB. THIBER. MEHEER. FUSALEREY
THE. ERMERER. XIFZollinger-EllisoniE(RES)

17.1.6 BN 1 /MEEER GhRRUING

BiEE. T2EBES. WaihEs. FUsANEER
EGRE. MIRERER. X3 Zollinger-Ellisonfig &
BEETHINEIETI580W0H 51~ 14EDEES06]
ERNRE UIZIEEMRREE TIE. (A5 10kgll E20kgk
(1061 [5E18]) 1Ty 275V —)L1E10mgZ .
20kg £ 1/E10mg (1~11# 106 (28], 12~
145% 1060 [5E48]) XiX1EI20mg (1~11%1041

[5838]. 12~145R1061 [5858]) =1HI1ERKS
BRES Uz, SR5HO LRELEER (9,
HEB. DEIE. RO LEHRARE) 3 BERIOE
REELTVLBEDIOBL LOEIETHE L, &
7o BERNICARBHNESEETE2BED S 5%

HEZHFENPRO S N36lT RTICBVWTHRERIC
FTRAEE LTz,
fitacx s H1H FE2RE B3R EEARE BESHE
561 | (10641) (10f1) (10f1) (10f41) (10f1)
FH | 1L 1~ 11 12~ 14
(5 égigi% 20kl E
5% | 10mg | 10mg 20mg | 10mg | 20mg
Kaplan-Meieri:ic & % s D RIEERHGH AR
Haed | 100%(280) | 66.7% 1) | 100% (141 | 509 (261) | 75% (4%1)
B | 75%H1) | 100%(361) | 80%(5HI) | 50%(4Hl) | 100%(H)
DEEIE | 100%20) | 50%(6H1) | 1009%641) | 40% (1) | 57.1%76)
LR | 100%GH) | 66.7%(661) | 100%(4H1) | 60%(5H1) | 50%(6f)
() BEINIERZE L TOHI5
1~ 140 BES0FIH24] (4.0%) ORMWER #RE S

NTwa, TORFRIE, TRKXRUIER. SRR
JEF 1B (2.0%) TH -7

18. EFEIE

18.1 {ERER
BB oM LICIFTE T 2 R REANSEE 7 W
MEMEART A EICED.,. BEMRNICBLT—ED
BESWMRIEHBE S, CORSOEKBIETIZ, BEE
MpaAN 2 S5HZ2E L. RbDICKT2ED AL 7 T b
VRV FPEMRIENEBRENEBTVS, TVRXTSTV—
ViE, ZOTa bRy TOEEEEET S EICEL-
T. BESW2INET 223,

18.2 £ FTOER

18.2.1 BApHICK I T 5&
BEBAICBVWT, TV X5V —=110mg. 20mg

B 40mg# 512 & D 24K B WpHA4LL &2 7R
TR OE &
68+t8%TH 7229,
NERBESHICBVWT, TVYRATSFY—=L10mghk
20mgi 51z & 0 128 R I B NpHA 4D _E 2R3
RIOE|E1X. 51.2%~98.3%THh - 723,
18.3 JEERRIBRICHITB1ER
18.3.1 7O bRV TFHEER
Y XFERERKO O MRS (HY
ATPase) 1oxf U CHHEERA%ZR L7122,
18.3.2 BEEMINHIER
Bt FEEBRICB 2 BEEELE IR L CIEIER
&R L7220,
B v b R UHeidenhain PouchA Xi2BWT. #
BERICER SN BB awico LTimsER 2R L
7227),28)
KEDBENRITHHIIATST—iE, Stk
THAFTRATTIT—=LO—FHORZREEK (SIK) T
55

19. B3 CET BIB(EFHIFR

—fRIEFR D TY R T TY =< TR LK
(Esomeprazole Magnesium Hydrate)
Bis{5-methoxy-2-[(S)-(4-methoxy-3,5-
dimethylpyridin-2-yl)methanesulfinyl]-
1 H -benzimidazol-1-yl}
monomagnesium trihydrate

, K*-

it % #&:

7 F 3 CaaH3eMgNeOeS2 - 3H20

7 T B:1767.17

f: R:AB~ITLITVLRAEIZIL > T0EE
DMRTH %,

Xy ) —=LXiFLTH J—)U (99.5) IZIAL
29 <, KITBFIZL W,

B (a) 2 —137~-155°
I L 726 00.25g. A% ) —)L,
25mL. 100mm)

(Bikm

{b#HEE
HiC,
OQ\N CH,
N/*ﬁ/ N e M
i (6] N _~ CH, 1,
22. g%

(TYRXFSY—=ILATEIL10mg [YD])

1004 7t [104 7tV (PTP) x10. BZIBHIAD]
3004 TRV (FFAF v V5. BERIAD)
(TYATFSY=ILAFEIL20mg [YD])

1004 7V [104 7L (PTP) x10. ¥RHIAD]
3008 e (FIRF v VB ERAIAD)

23. FEEK

1) ENE I HKERSHE (XF 70072V 20115
THIHZAR. HEERME2.7.2.2, 2.7.6.2)

2) D96IHRERZOESE (HAAN) (RF T LhT N
201 14E7THIH&AR., HBEERMHTE2.7.2.3)

3) HANNREZICBIAE 1 /IERR (xF>v2hnT
YL/ BEBRAER DS 2018FE1H19H &R, HEER
WME2.7.6.2)

4) HNER  EYENESERE (7 2120mg)

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

6) Abels, A. et al.:
(8) 1 966-972

7) Hasselgren, G. et al.:

Drug Metab. Dispos. 2000 ; 28

Clin. Pharmacokinet.
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*24.

26.

2001 ; 40(2) : 145-150

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

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

in vitro REIBERIEE (XAF 7L Hh 7L 201147
H1HA&GE, HEERMIE2.7.2.3)

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

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

) JARIER : EERESE. 2011 5 27(10) : 747-756

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

HENER A NESEERER (1 72 10mg)
ARTH— fth: HIEgE 2013 ; 110(2) : 234-242
ARRFE— fih: HEEE 20135 110(8) : 1428-1438
REMFEAEIHERAR (BN) (AF¥720 7 R
201 1EE7H 1 HA&GR. HHERINE2.7.6.2)

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

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

Sugano, K. et al. : Gut. 2014 ; 63(7) : 1061-1068
EBRERFEIAERE (RF>7L0h 7L 201286H
22HAR., FERES)

HIABROMEL (FF 7L h7 L 20115FE7AH]
H#&GEE. HIFEEREIE2.6.2.1)

RIS fih : BRESE. 2011 ;5 27(10) : 735-746
73 FHKH-ATPaselctfd 1B (¥ Lh 7k
Ut 201 1E7A 1 HARR, HEEERME2.6.2.2)

HEE S FERBICBIAER (XF> T80 20
201 14E7H 1 HAR, HEERMTEE2.6.2.2)

BES Y MCBUAER (AF> 7007 8L 20114
7TH1HAR. HEERMEZE2.6.2.2)

Heidenhain PouchA XIZBFBEH (RF>vLhT
L 201 14E7H 1 HARR, HEERNE2.6.2.2)

NERERERUEVWEDEE
GEER—ILT 1 ¥ T AMKEKHE BEFMEURE
EILREILTREPITE3697 &M D8

B8 0120-647-734

RIEAGERES

*26.1 SLERRSETT

% Bleio 7 ks

EUREILTHHFETHE 3697 &HthNDS
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