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AT (BE4R)

2024411 HekET (BE30R)

B BERF
BHHA - 35

) EE-EMEOLTEICKD
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B REERI RS
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
[488AJ006



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. EEREARNER
(GhgedhiE)
8.1 MG, FHkeE. BRESFICERTI I &,
(ERERER)
8.2 WHEABAOMHFEEICOVTIZ. AR - BREBY
BIBEICHLEET S E L. KREFBEOBRE
DEVEBEIRETHIEDBVWEIFEETSHIE, £
Jo MEFPRERIIEBHNICHAREREZERT 22 E8
Be+RITHOENEFE LV, BB, IROBIEIC 7
FEEIHIE,
8.2.1 HXOBARE. IEROEESE2ZE L THFEEOR
BEBERTH L,

8.2.2 EfIRENBIFICE-N TV S & s N5 & IR
ENIFHEL2ERT S &

8.2.3 EHMICIMAE SR, FFHEHE. BRESORERTH>Z &
WEZE LW,

GEU'S AEBBRIEETAE)

83 HEICELTIMBZICEVIP Y. BIRERBREOR Y
RSB OELRESNAZE (1EMB-V2BLE)
RPHAOLERET S L, 2B, AHORENEE. &
EIEE O B & O OELEERIC X 2R % Bk
TEH5IENDHHIOT. NABRBREZFICID NS DER
THEWIERERTH L,

9. BENERZHITIEBEICHT IR

9.1 GHHE - BHEEEDH 2 FE

9.1.1 B ERUEDEHEEDNS 5 EE

9.3 FFHEEIESRE
FREAHTHY ., MPBREFELLE2BETNTDH %,
[16.42:H#]

9.5 #Ti%
IR IIER LT W S ATREE D & 2 Ik, aH Lo
Aistkrfalttz B2 RSB BEICOAHRET
5 &,

9.6 7R
BREOAERERCRAKBORELEZEZE L. &AO
M IR BT 22 &, RRIOTLIBTHSH

[488AJ006



ATV =V TOEMER (T v MEOSmg/kg) T &
HFARBITT A EPFESN TS,

9.7 INR
ERNICBWT. EHEEGER. iR, ARERREL
ToBERERER T ER L T,

9.8 S&E
BHED»SKREZBT AL, —RICHHEE. Zofth
AEBEENMERLTWS Z &N,

10. 18E{EA
F& U THRBBERCYP2CIOR T —HRCYP3A4 THH
ERZD
7o, BBSWIRIERICK D, SHAERIORINE L7
XIMETRSEBZEFH D, [16.45H]

10.1 HAZEZ HALBWLI L)

HHIZ % HRAER - 1B E W - fERRET
TYFFELR| 7Y F RS | AF OB 8 S WImH A
i3 OERERET B | ICLD 7Y FFEILER
(VAT7HvY) | ZhHd 5, HWOBMRESETL, 7

[2.2%H] Y FENLOD M EEH
BRTBEHH 5B,

YL VI VLYY VIEBE | A OB 58O W s 7 H

[isee) DIERZRIETAB | ICLKD Y LEE Y ViER

ENDH 5, WORNAETL, UL
Y » ol EE K

TT22ENHB,

(Zva2s52h)
[2.2%H]

10.2 HEEE (HAICEETSIE)

EHIRE WK - BT T - falRE T

D AV INSOEROER | AR ECHEOF b2
TJrz=hAY ZHERT S ENDH | u—LPASOREMRHEER
TURYI—N | B CYP2CI9OTH# & h 5 7z
[16.7.12] O, KFlEFE CR#BERT

TLT UL | LR A R | (REE N ORI ORE, B
167.188] | L. HilicEssz | HEEESELBINNDH
naHs, Foro|Re

VU B A
H (INR) fE%om
RGEREDE B I+

SEBELRF KRS

5L,
yoa) LAAK|FZra) LAAOER | HEEROBREIEIAHTSH
ity BRI B END | B

%o N5 OFEA O M EE D

AP RLES—b [ERRORA L b L | ERTRZENDS.
F— b £B5T 5
ald. —RAICAEA
DRE5EHIET 5T
LEEETHE.

TIFT Ih o DERDIER | AH O B B W e I
AFNIIFXY Y | BRI HIEND | LD ITF T U OHNKGFE
%o PiElEh, YITFT LD
MmARES LRSI LN

H%o

ArZaFy— | ZTho ORI OIER | AH O F B AN E R I

FuyvExF— | BRETRHIEND | &IN5 OEAOBERE

YIHEH %o PEFL. 2hs0%A D
FI4F=7 MAREFETT 2 &
—uF=7 Hbo
ruaF=7

RV aFV = | KEOERAZERT | AH O Craxk WAUCH

B22ENH B, mssszhddsd. XY
I F YV = AEARAF O B
# (CYP2C19KR T
CYP3A4) zlHETSH L

PEXONS,

FNVT 4 FEN | VT 4 FELOE | HEEROKEIARHETSH

XY VEEE RZ2EHETHIEN| D,
H5 FNVT 4 FELO M EE
PMETRTZIENH 5.

WHIZ % HRRAER - 1EE % W - fElERE T

A ATF N | ARFOEHAZREET |23 74 FYYIHFER
Yy (St.|5Z2E0H5, AloR#EER (CYP2C19
John's Wort. K OCYP3A4) #zHE L,
Yk Va— AANORBE DR S hin
VX eT—1) BENMETRT S EDEX
EHEEMR 5N%.

11. BWER

ROBWERD S 5bNB I EFHBDT, BEETIC
TV, RESROOSNIHEICRBEEZRIET S0
P MERITY 2 &

11.1 EXBGEIER

111 2v3vd, P7FI745FY— (WIThLHEERHA)
Yavr, TFI745Fy— (NEFE. [KELES
&) BHobnbIENDH 5.

11.1.2 FOERRAME. SRERMERAE, BMMEEM (WTh b
FERE) . ML)V (19%:Ai)

11.1.3 BIFERTR. AFHGEEIEE. BE. FFRE (WIThiHE
REA)

MNAPSHRFIFFEMBEE (Toxic Epidermal
Necrolysis : TEN) . REHRIREIRE (Stevens-
JohnsonfEfRE) (9N &SRR

11.1.5 FAEEMEAHN (SHEEAER)

WM. IPIREEE, FEE MEORE (REE) S8
B 5N/AITIE EPP IR, WHRCTEDB
BEEET 2 &, BMEEMRIEDNIZGEITIIR
ik U, BIBREFRLVECHORSEOMEY) 20
BZITH>I &

11.1.6 MEMERXR. SUBEE (WIhbHEERH)
BHEEREME (BUN. ZL7F=0%) ICEET S
Z&,

11.1.7 {EEUERRIRRAE (SHEANER)

AR, B CKER, MPRURPIA 7o
VERENHLEDNDEIENDH D,
11.1.8 &F MU DLIAE (SHEARH)
11.1.9 $8ELIRAR (BEEARHA)
SEEL. W, WBE. AREPHODNEI LD D
2o
11.1.108RAEE BHERH)
11.2 ZOtDEIER
(BiBE. T EREE. WEHES. wRNRENR. ¥
U'S AEBBRENRAE. Zollinger-EllisonfiEl®EE. JER
FOA MERMRERERSIBICHSIT3EEEXE T =55
BEOBRIE. BAE7 AU VERSHICBIT38E
BX 3+ e ER OB FIE)

1~ 5%t 1% SHREANEA
MBHUE B, RER. T | EHIBE. SAH
SEERE. BIKE
HILER M. TR, MERE. | SER. BD. RSN
Ef. OWK. 51| KR (collagenous
YYSYE, G colitis. lymphocytic
colitis)
fPhE | AFEESR LR
Jiiti;3 SHiikzex e 2y
g PR, SEIRE. M | RERRE. SO
RS R, FEEHIV
Z O CKL5. [tk | BEE. B, Fi.
T, LR, | B, B ZTE.
TR R BHAET, Kvr x>
T LIMEE (AL
LMGE. K7 Y) 7 A
FEZMES ZENDH D),
A

BERBAZHRE LA TEVAIOBIRRER (MEARERRTT Y
7 HES MAHLEER) [CESEHEHLTWL,

[488AJ006



(ANUONTI— - EOUDREDHED
BIEROSEEIZO W TIE, BEEXI+TERBEEBEICE
F5, KEOSEIKOARXTFTI—), PEFTTY
VIKHMIR O 7 5 2024 ¥y DO3FIREDOREICE D
<s

5%k 1~ 5% 1 %A HED

BEEE e

HEE: | ™W - BE O, R, & | &R 0B +2ER
(33.4%). [E&. BD. BER| X
BRERE AT N P

(10.5%)

i1 AST B JAHERERE . ALT L5
Al-PER. EYLE Y
k7. LDHLER

liiRis3 FRRHREBIES . M/MR
oA A, 5Bk
BOEZ . BImEksE R
"

g HE, LOLE, ©F

MER V., EEIRREE

Z Dt PR¥ER 1 REBBE. Rk LS.

WalLZAFu—ILER.
QTEZEE. &, BR
B h YUY, BiE.
FBH

E1) HEARZE T,

12. EEFRRERERICNIF I HE
(ANUONTI— - EOV DORREDMED)
IVRATS)—VED T R TA U EY =T E
FIIY VKA, 75 RuVA T UEOREWERD
A MO =FV - VORAFRRLEESKTER TIE. 13C-RHK
IR ERER DY E D EREMEIC 2 BT EEM A S 5 728 13C-R
FRIFRRERIC K 2 REHEZTOHEAICE. N6 DA
DOHBERTHRABLIEORETERT S ENEE LU,

14. BRALDER

14.1 FAIRIBOER
PTPRRDEANIPTPY — A 5B H L TRAT 5
EOEYT LI L, PTPY — bOBAKICLD . BELH
AP RBEREREARA L, B3 2 B 2 L THERER
REOERLAHELHHT 52 LHH 5,

15. ZDMDFE

15.1 BRERERICE D < 1EHR

(GhggdtaE)

15.1.1 KR OEHHEESFICBEOBERY -T2 RD I L OR
EWH 5.

15.1.2 KHOHED, BB AERZE®RIT A EFH S
DT, BRETHZVWLZHERLTHRE TS L,
15.1.3 BB 2EROBEMET. T bR T

Yy — I X BIHRICHE W TEHERE IC0E S BB g
. FESIET. B#ESHTOU 2 7EBNASRESNT
W5, 5. BRAERUEBRM (1FML) onrE%:

Z-BET, BFOY XA BEMLUE,

15.1.4 BB T B EICARBE 2RRE LIEROBEM
®T, TU bRy TA ey —2HRE5EL-BEIC
BLWTIZOAMIITL - T4 T4 INICKDEBR
RO A 7EISHESIN TS,

GEU S AEBBRIEEVE)

1515 BENBYEROE ) A7 ThbrEEZONIHER
F. BNV TR EHTHEREOVTNICHEEL
2 VWIS EITIEIARR OB R AE 5 I < WITREMEAD
H5Bo

15.2 FEERAREABRICE D 1B53R

15.21 5y NZARFIDO T KA TH B4 AT =) 1.7mg
/kgbl b2 2FERRREOHRE L 5HHEB T, BiIchLF
A FORENAONTZEDODREN DS, COHNLF

A4 ROFEEICIET Yy MCERBEEIMZTOSATW
2o

15225y NIEETHSH TV TSIV = (50mg/kg/
H). 7EF> ) K (500mg/kg/H) KUY
TV Au~vA T (160mg/kg/H) =HAKSE L7
AT, BEMTOBEOHEME L ICKEDOKEFN
HlOMEARD 5NT WS,

16. EYEHRE

16.1 MoEE

16.1.1 BEElgS
ERABHEHKEBE (n=24. CYP2C19®homo
EM. hetero EMERUPMENEE) 1TV XTS5
V=) 10mgRk U20mg % 22 R IC B EHE 3 5 U 7z
L EOREEOEM BRSNS XA —F I TFOEBD

TH3,
BER 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— FAME, 2SI FEE
a) n=23

16.1.2 RiExS
RERABMEEEE (n=24. CYP2C19®homo
EM. hetero EMERUOPMBFEE) VXTS5
=L 10mg&kU20mg# | B 1[E5 H R ERHEO#S L
7oL ZDESHE (ZBERERS) OREMEOEYE)
BRI X—=F I ROEBDTH B,

C T AUC t
RoR (ng;nr?:L) (}?;; (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 3 B/IME — e AME, £ DISH B FIE
a) n=23

BE53HERUSHEO Cnaxl3AEETH 122 &
5. RERSHEH3EICEMEEhT Y 2 75—
WL ERRAEICEIE L £ 2 2 50D, B55HE
D51 285BI B S MM Y X S5 — L
BIEERHERALFICER L. 1HIERERS LTS
RRLTED BN 722,

16.1.3 HIRRVIE
HRBONEBEICTY AT T T — L 10mgk
20mgx IH1EISHEM EREZOHRE LE-EZ A,
FE(AOREMBIE ST X — 7 EUFOEBD TH-

73,
IYVRXTSY = VOEYERE/ S5 X —F

HEED wER| n c AUC
Eﬁ%&vﬁiﬁ max Tmax U T tl/2
(ng/mL)? (hn)®  |(ng - hr/mL)@| (hr)®
ﬁu\i 853 1.58 2259 0.80
LOkgBLL | 10mg| O\ ) 1) 700 | (1.03-5.92)| (42.6%)9 |+0.189
Lomel10| 535 1.52 995 0.97
1~11% & (110.4%) {(0.92-6.00)| (78.3%)® |+0.55¢)
20kgll b 1907 1.47 3454 1.08

20mg|10

(41.5%) [(0.93-1.52)| (50.9%) | +0.44
Lome| o | 311 1.57 618 1.37
12~ 14% & (91.7%) [(0.93-2.95)| (105.5%) | +0.88
20kgll k= 2omel 10| 981 1.75 1917 1.06
& (51.3%) [(0.95-3.00)| (33.6%) | £0.25

a) #PifE (LBFE) b) hRME (FIME-RAE)
c) HHfE+IFMEMREZE d) n=7 e) n=9
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W SRE

16.1.4 £YEHEIE R
(TYAXFSY=ILATEIL20mg [YD])
(1) RS
IVRATTV = ATEN20mg [YD] &xF¥
T LN TEN20mgE T ORAF —N—FRIZLD Z
NZhlHh7TEL (ZVYRXTFSY—-LELT
20mg) ERBEABF762ICEBREEORS L
TIMEEPRELAFREZRE LIz, Boni-%EY
?ﬂﬁj@/fﬁx—ﬁ (AUC\ Cmax) L:’)L\’CQO%%
BEXERICTHREIBENZIT>HER. log
(0.80) ~log (1.25) O#HENTH V. WAID
EYZNRSEIHER S Y,

HEINT XA —H BENRTA—H

AUCO—S Cmax Tmax t12
(ng - hr/mL)| (ng/mL) (hr) (hr)
IYXTFI= 673.1 498.617 2.07 0.87

H 7% 20mg [YD] +322.2 +174.949 +0.96 +0.18
I2FTT L 661.2 470.598 2.01 0.85
HhT L 20mg +348.8 +206.664 +0.91 +0.21
(91 + 1EHRZE. n=76)
(ng/mL)
500 ¢ T I RXTSS5 =L h T
450 | %Omg [YD]
400 | s+ XF Y LN TEN20mg
350 (FHE £ IEEFEZE. n=76)
300
250
200 AR
150 t
100 t
50
0

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

MEEFEELVICAUC, Crax¥D/85 A — %13, #EHOBER, 4
WRORAUEE - FHEZEORBEMFICL > TR S TRENEN D 5,

(2) BERS

IVAFSY =LA FEN20mg [YD] &xFY
T LN TEN20mgE /O AF —N—HICK D Z
nNER1IATEL (ZVRATFST—LELT
20mg) BERABET100% BB BEERO’RE
U CInsErpRELREEZBE L. Bon/%
%?}Jﬁ?\/fﬁx—7 (AUC\ Cmax) 1220V T90%
FERXEEICTHEBNZIT > /&R, log
(0.80) ~log (1.25) O#HEHNTH V. WAID
YRR SR S Nz,

HEINT A —% BENRTA—F

AUCO»IZ Cmax Tmax t12

(ng - hr/mL)| (ng/mL) (hr) (hr)

IYXTFI= 553.3 391.884 4,52 0.81
H7EN20mg [YD] +306.2 +170.951 +0.66 +0.22

I2FTTL 559.0 393.107 4.62 0.80
# 7 )L20mg +315.5 +170.755 | +0.93 | *0.18

(PiofE £ 2¥EMRZE. n=100)

500 r ——TYI XTSI =)L TEIL
400 t s RF T LN TEN20mg
(F¥E - E¥ERZE. n=100)

0 2 4 6 8 10 12
BE&ERE (hr)

MIEPRELFICAUC, CnaxFD/8T A =51k, #8E OBIR, (£
EOTREUEE - BRI ORERSAFIC & > TRE B AREEN D 2.

) homo EM : CYP2C19*1/%1
hetero EM : CYP2C19*1/*2XIZCYP2C19*1/*3
PM : CYP2C19*2/*2.CYP2C19*2/*3X1&CYP2C19*3/*3

16.3 £
16.3.1 IPFEBES
IVRATST—)V (WINEE : 21320 umol/L) @
bt MIEBREEAR (in vitro) 1397%TH - 725,
16.4 (X
in vitro FRERBOBEREL S, B FUF R, 5-0O-
A FIAEDERICIZCYP2C19, ALK AEDAERRIC
IZCYP3A4HDEE L. Zho3@oREMADRBI 7V
T7IVAIERETH S EMESNTND0, TYRXTS
5=V Din vitro FRH#ICBVT, e RaxFRD
5-O -BiA FNAEDAERICEE T H5CYP2CI9NDHEER
(REEE 275> A Clint) 373%TH > 726,
NEADT—%Tld. BERACHCEH#ZIZ Y XSS
VL ERBERORS L & &, mEhoEREWIE R
VA UERCe Fax o EkTh-75, [9.3. 10.5
]
16.5 ittt
NEADT—& Tid, VCEHTY XTS5 —)LEHE
BO®/EG L& &, BERSTEEDIS% 48K £ T
IR R OERICHRt s ., FRAPHETE & EERPRE
DRI TH - 125,
16.6 FENEHRZHIHES
16.6.1 BiRE
HEADF—% Tld. TYRATSV — )L %2 REERE
BEICIHIESHEREROKRSE Lz &, ®55H
HDAUCK OCnax | IEE S OREMRME B B iER
ZLDHBWEBZR L. #AEEOE (BESH/
JEEREE) 38 %1.25 (95%EHEXM : 0.94-
1.67). 1.18 (A :0.91-1.52) TH-7=7,
16.6.2 FHEEEEIE = EE
HEADF =% Tld. TYRXTSV — L% R E
BFICIHIESHEREROZES Liz& &, AUC,
& FFEEEETO 2 VWIERE B B U RERE ICHh
N, BEEOHKERERE TIIN2.3/BEL . BE~
IR DO REREEETL ZDHI31.4~1.8TH >
729,
16.7 EIHEER
16.7.1 Y7L, TT=Z A VRETILT 7YY
HIACYP2CIOR UL MFIZ7uv—L%2H\W5in
vitro RERICBWVWTI Y AT 5V —)LIZCYP2C19D
EHEAEHELL (K 7.9%U8.6 uM) 725,
CYP2A6. CYP1A2., CYP2D6. CYP2EIL,
CYP2CORKU'CYP3A4DIEHICOWTIEHE L2 W
b3 P REEMERZR L0,
AEADOFT—FTlE. VT7EL, Tz b1 Ui
g7 7YY (R-9L77YYv) (BlE. CYP2C19

[488AJ006



OEE) ETVRXATI—LOfREICED., D7E8
Ly 7= b YOAUCIKZENZFNE1%. 13%HEK
L. R-TL7 7Y IR T 7REIXI3% LA
L7-1D, [10.22H8]

16.7.2 ZDithDEA
IVRATSY—=NETSYRAUTA YU ROTEFY
2V KO MRICED. 7oV Rav A KRS
TEFTIY AKNPOMFRREEICHE L 2P o7
B, 75y 2u~vA Y rOL4KBILREY O
AUC 3R Lz E72y TVATFI—ILDAUC,
FIEBERR ORGSR LAY, FoY D, 77
0¥ty uFrvSur7zrF MU LAR, 7AY
Y UL T AT — VO TIIEEERIZE
SNz hr-o7,

16.8 ZDfth
(TYXFSY—ILATEIL10mg [YD])
IVAFSIY—LA7EN10mg [YD] 1. [&BFELS
BOBERMA OEYENRSERERE T R T > (FHI24EF
SHIOHfEAERMEARF03IELIS) ] ITEIE, T VYXS
SV = HTEN20mg [YD] #IBH#ERAE Lz &, B
HEHICE D ZIEMZENICEZF E AR I,

17. BRARRRAE

17.1 BIERURLEICEAT 55

(GERMERER)

17.1.1 BASEIEEER (RA)
WHREEEAZNRE L EEREERRTIZ, F
A 75V —120mg. TYAFFY—)L20mgXi
40mgAs 1 H 1R ASEME S S . #E8BROZN
ZHhoORRER [95%FHXMHE] 1387.4% (166/190
Bl) [81.9%. 91.4%]. 87.3% (165/1894l)
[81.8%. 91.3%] % 1'90.0% (171/19041)
[84.9%. 93.5%] THYV. * X 75V —)L20mgic
MBIV RATT = L20mgKkr40mg D FEL A
BHS5NT V5B,

BIEFRBSEE IR, TV X5V —L20mghtT7.9%
(15/189f) TH»7. E2BIMER T THI2H
(L.1%), 75=> 73/ S5 AT7z5—CHEM

201 (1.1%) RO Z L7 F >k ARFF—EH#EM

26 (1.1%) TH-7z16),

17.1.2 BNEIHERER (RA)
WREREROBEEZE EZNRE Lz ZEEMHEHR
BicBWT, A XI5V —L10mge L7z X
75V =N 10mgKkU20mgd 1 H 161248 #5812
BU 2R EEEROBROFIMEIZOSATL

Do
IVRXT TN | ZIRAT T =N | ARXTFY—=)L
20mg (188%1) | 10mg (188f) | 10mg (187f)
B 1441 2215 3141
ﬁiéfﬁf) 92.0% 87.5% 82.7%
"V .0~96.0% 2.7~92.4% 2~88.3%
s | [850960%] | (827 6] | [77.2~88.3%)
0.62 [0.32~1.21]
NF—RH (LY X TV —=N20mghtvsTY X 77>/ — )L 10mgh¥)
[95%(EHEX ] 0.43 [0.23~0.80]
(LY XTFYV = N20mg8Evst X 77—l 10mght)
p=0.158
e (ZYATFY=20mghtvsTY A 75V =)L 10mghf)
p p=0.007
(LY ATFY=L20mghtvs# A 75— )L 10mght)

a) Kaplan-Meieri%ic & 2 HEE
b) Log-rank#®iE. HE/K¥E WI5%. Hochberg®HIEIZ X HE
DZEWOHHE

BIERFIEE X, TV XTS5V —)L20mghtt9.0%
(17/188fl) BTV A 75V —)L10mghtT8.0%
(15/188fl) TH-7zo ERBUWERIZTY XSS
V=L 20mgB T2 L7 F AR AR FF—EHN

261 (1.1%) THO. TYRA TS5V =)L 10mgEETT
w260 (1.1%) ROMAPZ L7 F U RARFF—
2l (1.1%) Td-7z17.18),

(GEXFTO4 RERRNAESRE (NSAID) BEBICHITIEES

X+ ZiEBER0BRINED

17.1.3 BAENIEHER (BRA)
BB OB 2 A9 5 NSAIDIK AR B& 2 0t
RELEZZEERRBRBICBLWTIYASS YL
20mg® 1 H 1248 5818 2 BIiEE U E+ =
BB EEOBEREMHRIREIRDOOSN TV S,

TYATTI—N20mg (1730) | 75+ (1686l
FEREIEL 6fl 56
ﬁigﬁif” 96.0% 64.4%
(om0 S [92.8~99.1%] (56.8~71.9%]
AV 4
oo AR 0.09 [0.04~0.20]
DD <0.001

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

BIERRBEHEEE. TVRX TSIV —-L20mgEET
13.9% (24/173f1) TH -7z, EBIERIE LEER
260 (1.2%) TH2f (1.2%). Ef26] (1.2%).
MEH26] (1.2%) R OMFHEBERFE 26 (1.2%) TH-
7219,
17.1.4 EAREHZSHER (BA)
THILHEEE OBLE %2 9 2 NSAIDMESE AR A 883 % 0t
RELLTY XSSV —)L20mgD 1 H1[E52:A M5
RSB 2 EEEXETZHEBEEOIEFERIILT
DEBYTH %,
Eitasis S2#%IEFFESE (Kaplan-Meierik)
IYXFTY—=N20mgkE (13041 95.9%

BIEREBSEER. TYXT5V—-L20mgET
16.9% (22/13061) THo7zo EHBUERIIHRERE2
Bl (1.5%). y—Z L INET AT x5—YHE
261 (1.5%). BER261 (1.5%) KO AFHEEER & 261
(1.5%) T&H-7z20,

(BEAE7 AV VRSEBICHIF3BEEN T -EBES

DEFINHD

17.1.5 7I7HELEMEHER (BEA)
HILEBEOMEL2E T HEART XY >~ (81~
324mg) MHRARE (HAANBEED) 205 L
U727 27 H[E S M AR LBk o FR RIBIT IS B 1 55
BIZBWLWT, TYRATS5Y—)1L20mgn1H1E48ER
BERIC BT 2 BEE X3+ ZBBEE O BRI
BRREDHENT WD, 512, PRIBHTLIE. TV X
T = VEOBBRE DA ESHESh, =YX
7YV —=120mg% 1 H1ERR72EMBERICB VT,
BE72EBDOEFRIERIZ0.4%TH 1. 8. AR
BICBWTIRIVXTSSY— LB, o8 REEEDIC
26177 7 VF—rE2HHAL TV,

IYAT7Y-N20mg (1826)) | 7F A (182f)

FEREBIR 26 2241
5488 %O 08.39% 8120

I iR o %0
[96.65% {2 HX ] [95.7~100%] [72.7~89.7%)]

NY—FH
[96.65%(AAEITH] 0.09 10.02~041]

pfEb) p<0.001

a) Kaplan-Meieriic & 2 7€
b) Log-rank#fiiE. AEK®E MHI3.35%

IVATSIIV—=L20mgHEHE2146 314
(14.5%) OEIEAP#HESN TV 2, EuEIEA
& THI2B (0.9%). U5 AMEBER26] (0.9%). I8
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w26 (0.9%). BARY —7261 (0.9%). &2 18.3.2 BEES uHIER

Bl (0.9%) ZTH-71z2022),
(BEE. T2EHRES. MEEES. IEUVSAMEREY
JiE. Zollinger-EllisonfEiRE s 5 FICEER. T—El%
BE. BMALTYU U NEE. ®eEtmIvMRiEAME. RHSE
[Cxd ZARFHEERE. NVINTI— - EOURER
BERICHBHFBAUINTI— - EOUDREDRHED)
EMIZ B W TRASR O R HEESE O BIEFH R B E A5
TEE 2 2R ZERL TR,
(BEE. T2EHREE. UEEES. IEUVSAMERIEY
TVEE. ERMERERN. X Zollinger-EllisonfEIRES)
17.1.6 BRI I /MR GHRRUING
BES. +-5HEE. WaiEs. FUSAEEER
HEWTRE. WRERER. XidZollinger-EllisonfE
H2ETHNIIET VDD 5]~ 14R0EES0H]
PR E LIEERAEB TR, 4KE]10kgl L20kgR
i (1061 [FE18]) =Y XS5V =)V 1E10mg%.
20kgbl EIC1E10mg (1~ 11106 (528, 12~
1481061 [548]) XiE1E20mg (1~11#104!
(8381, 12~ 145%1061 [5558f]) = 1H1EHRAS
RS Lz, FEHO LIBELEER (R,
&8 DBEIR. RO LEIRRRR) 3. BERNIE
REBLTWEBEEDIOUL LOEIEGTHL LK, £
oo BERICHRENHEPERTEBEDO S 5%
HEOFTRSRD 5 NI3FTRTIEBLTRERIC
FRRAEE L7z,

BER EcRbiid E2RF EER]ES SBARE | BESHE
(B561%) | (1061) (10%1) (103 (1061) | (10f)

iy A= 1~117% 12~ 145%
10kghl £ N
FE 20kgK 20kgll E

58 10mg 10mg 20mg ‘ 10mg ‘ 20mg

Kaplan-Meieri£ic & 2 BB O REERHHA R

FigRELT | 100%(2f) | 66.7%(351) | 100%(14) | 50%(21) | 75% (4H51

IDEERE | 100%(261) | 50%(6f1) | 100%(6H1) | 40%(S) | 57.1%(7H

( )
B | 75%(461) | 100%(361) | 80%(5H1) | 50%(4f) | 100%(4%)
( )
( )

LI | 100%(361) | 66.7%(6H1) | 100% (4451) | 60%(S5H1) | S0% (641

Bt FHIEBRICB 2 BEEELE IR U CIEIER
R L7220,

B> v b R U'Heidenhain PouchA XicBWT, #]
BERICER SN BB Wi LTimEERZR L
#-27),28),
AEIOEMRITHHIIRATTI—LIE, Tk 3I&K
THBEIRTSV—LDO—FOKREREMEK (S{F) T
H5,

19. B CET S EEZHAR

—fREIZIT 1 TV XTSI =T TR LKA

(Esomeprazole Magnesium Hydrate)

{t % % : Bis{5-methoxy-2-[(S)-(4-methoxy-3,5-
dimethylpyridin-2-yl)methanesulfinyl]-
1 H -benzimidazol-1-yl}
monomagnesium trihydrate

53 F 3 CagH3sMgNeOeS:2 + 3H20

5 F B:767.17

(3 WiABE~ I TVRERIIIL S TVHER
DMRTH %,
A5 )= VXETH =) (99.5) 1T
9 <, KITHEFIT Vv,
et (a) 2: —137~—155° (fik#
ICHE L7286 D0.25g, A% ) —),
25mL. 100mm)

fb2ErgE

O 2+
~
N CH, | Mg

CH3

22. @
(TYRXTFSY—ILATEIL10mg [YD])

() REFIIERER LT i b 1004 7L [104 7L (PTP) x10. EEHIAD]
3008 FE (FIAF v IEE. EEAIAD)
1~ 14/% D BESOBIH2H] (4.0%) ORHERADHE S (TYRXTFSY=)ILbATIL20mg [YD])
NTWVa, ZORRIE. FRROER. SeamsitR 1004 7€)V [104 7L (PTP) x10, ¥EHIAD]
BELE (2.0%) TH -7, 3000 N (FTRF v IEE. BEHIAD)
18. EREIE 23. E=XH
18.1 {EFEMERE 1) BN THRERSHEE (FF> L0710 20114
B B O MR IS TETE S B 2 BUAANS TR 5 W TRIBAGR. HEEMIE27.2.2, 2.7.6.2)
WESREST S EICED, BEMBENICB LT —ED 2) D9OIHREROHKE (HEAN) (RFTTLh T EL
EBRAMRIESB X5, CORISOEERTIL. HaE 201 14E7 A1 HARRR. HERERMEER2.7.2.3)
WM SHY 2R L. b0 IcK 2B DR T 7O b 3) HRNNREBEICBI A8 I /IHEE (RFPvLh7

VARV T EMENEBREPEB VT NWE, TYRXATFY—
ViE. ZoTa bRy TOEESEZEET A EICL-

<. BESWENEHT 52, 4)
18.2 £ NTOIER 5)
18.2.1 BRpHICRIF T &
BERAICBLT, TV AF5Y—1L10mg. 20mg 6)
R U40mgH 512 & 0 24 I B pHA4LL E %R
THROEEIZ, Zh2N48+23%, 62+ 14%R% 1 7)
68+8% T - 1224,
NREESHICBNT, TYRXTTY—L10mgRk™ 8)
20mgh5Ic & 0 1 28 e @ NpHA AL, b 2 i
BIOEIEIE. 51.2%~98.3%TH - 723, 9)
18.3 FEERAREERICH T B1ERH
18.3.1 70 kiKY FIA={ER 10)
T XFERBERRKRO O F RS (HY, K-
ATPase) Izht U HEER 275 L7125, 1)

LIL/BEAEMSE  2018FE1H19H&ARR. HEER
WE2.7.6.2)

HNER  EYENE S SRR (57 2120mg)
Andersson, T. et al. : Clin. Pharmacokinet. 2001 ;

40(6) : 411-426
Abels, A. et al. : Drug Metab. Dispos. 2000 ; 28

(8) : 966-972

Hasselgren, G. et al. : Clin. Pharmacokinet.
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 RFEREE (XF> 72 Hh 7 I 201147

RA1EARR. HHEERE2.7.2.3)

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

12) Hassan-Alin, M. et al. : Clin. Drug Investig.
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* 24,

26.

2005 5 25(11) = 731-740

JURER © BRREEZE. 2011 ; 27(10) : 747-756

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

HPNER - EMEAREERHR (77 2)110mg)
ARTHE— i HIEEE. 2013 ; 110(2) : 234-242
ARTE— i HIHEE. 2013 ; 110(8) : 1428-1438
REMFFRESE AR (BRN) (xF>vsh 720
201 14E7 A1 HAGR., HFEEREIE2.7.6.2)

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
) EEARSMHERE (RF> 7007 L)L 201256H

22H&ER. BEMES)

IR DOMEL (FF TV LHTEI 20114781
H&GR. HEERHTE2.6.2.1)

FlgEE  fth - BERES. 2011 ; 27(10) : 735-746
7% FHT Kt-ATPasell® 3 21k (¥ 7L h7t
)L 201 1E7H 1 HA&RE, HFEEREE2.6.2.2)

HEE D FERBRICBUAMEH (xFvo0h7 kL
201 1E7H 1 HA&AR., HEERMTE2.6.2.2)

BES Y MIBIAER (XAFTv7La 87 I 20114
7H1HAR. HEERTE2.6.2.2)

Heidenhain PouchA X icBIFA1EH (xFTLHhT
)L 201 1E7HI H&ARR, HEBERTE2.6.2.2)

NHFERERUEVEDEE
BEER—ILT ¢ > 7 AKAEH BREFERE
BEIREILHRTRIRE3697F DS

BI8. 0120-647-734

SERTERES

*26.1 BHEARFETT

% Bei-\7r A

EILRZELUTHFEHEIE 3697 FHNDS
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