e —

Daiichi-Sankyo

|AxEEERSEES 872329

SIS

JObViRV TRREE
) - EEONSECEDERT BT
SNTSV—=ILFRUD LE

I\ FJ-)UNalgzbms" A=\,
N7 FYJ-IVNaiE=10mg A=\,

RABEPRAZOLE Na T1aBLETS [OHARAL
FERERRZ/\UILy R iEEMg/fE10me[I—Y(/EAT 7—<]

= T e / ﬂ
e 'r/
s»::-Naj.ﬂnmr*-‘“BJ f; t

=il LU R #

OEZEFEEF30%MEINT T,

O§E5mg @8 10mg
* SKFS5V-),  Rabeprazole g . 5ATS5Ys)  Rabeprazole —pp
NalgESmgn-ns Na Smgronara. - Nﬂﬂ‘ﬂl‘ﬁ"—u Na10mg-oara. 75
SKT5Y-  Bmg SATSYI 5 SISV 10 WL L
% Nat =I5, i “.".i" O/ﬁ_’ \‘ 5m‘-'-_l
) o) Jooresm SME <> £ ;) NaZ 5,
e e (i} PO —ﬁ-tLh-i.P‘f.'.'ﬁﬂ-n ~Frilo o o~ Frasem
#E5mg (PTP: 10§ — k) L:96mm X W:38mm ££10mg (PTP: 1088~ — k) L:96mm X W:38mm

OfEH|-PTPY—KIEMATT

BROBFLSNICRINE EBFRN) BFA7 FUIHNTE] » |I|”||"||"|" III ""
KHGST1T—IN—ZFHHIMI DL TSRS, (01)14987081181664

ER(ROBEICIESULIENTE)
A B DR UBEAEDEAERED H D RE
2 7IYFEIVRERE. VILEEU GBI ZR ST DEE[10.1 ]

Vovand — 5
O $E—=HIATrikRa
URL https://www.daiichisankyo-ep.co.jp/
[BEIVWELEENO S EEEKE]
g=#HT2Tr#HRat sEsEnzE  [6.0120-100-601 =6857:¥589:00~17:30 (£ B - #H - #4tHEZR)
[(RE-HRH BE2E0OSBVEDEE]
AAthEERtys—E—=#T207% 4. 0120-856-838 =imw: ¥H17:30~29: 00RUL - H- 78 - #4tAR



TORVIRVTRER (SRXTSVY—ILFRUD LEE)

A7 5Y-)UNalE=Sms"A-I\T, /=

(—g2SRTSI—ILFRIDL)

BFRREEAIEES

872329

1 Omgrz. o | \EJ Drug Information

FAE XD | WAEEESY 1) iE-EMEONFECLVERTEIE ARES AR BRFcRAtA ShEEE
B % | ERRTE #£5mg | 30200AMX00318| 202046 A8 202056 A -
E#HEE | 3F #€10mg | 22200AMX00804| 20104118 2010411 A8 202056 A

2. Z2 (ROB|BEICFIRS LBV LE)
2.1 AE DR T UBESEDELEFED D 28

2.2 7I9YFEIVERBEE. UVILEE U VIGRIBE R S PDEE0.1 S58]

3. fHnk - MR
3.1 #ER%
=L N7V —ILNalE$E5mg SNTS5YJ—INalE§E10mg
ik [F—1F] ESAYA
L 1585 158
BHRES | SANTSV—FMNIILER) | SRNTSV—ILF YL (BR)
5mg 10mg
DX b= TABEAIN Y I L KERIEF M)A EROXS T
Ol 0-XEBBREL FOXS7OELEIO-X ZXTT
gl | VOBV IRVOLETAAO-R ST KYEZ LTI
- TU)IVEE X2 T VIVEEXFINEEGH X2 7 )IVBEIRY < —
LD .7 UIVEREE S NI L R JILX—K80. VT BRI
FILBILF 2 EB=ZILE HILF O
3.2 HEIDOMK
=L SNTS5J—)VNatEE5meg SN TZJ—IVNatgE10mg
e A [ERZAA!
AR - B REE- TV LO—T 1> T 8E (BBASE)
xRE i) fAlmE i =@\ L)
45 gy oy
= ® ® =
KA BEf%:5.9mm BE7%:6.9mm
E&:2.6mm E&:3.6mm
B2 69.5mg 130.0mg
ERIEZN INTZ 5 F-NZ INRTZ 10 +—=N17

(HhEESE)

(ANUaNg

- B

4. MHEX ISR
OBEER. TEBRES . VSEEaE. ERMRENR. Zollinger-EllisonEfx
B IEUSABRIEEREBAZ7 AU VRSRICBII2BEEN
T EREREOBRIH
OTRICBIFBAVINTI— - EOYUDBREDFEED
BiEE. T TERES. EBMALTU V) VBB SR IR R bR R
BECHTIARBIEEERE . ANVINTI— - EOURRER

5. MEERIFZNRICEHET ER

§—-E0YDREDHED)

5.1 AEIDHEV BREICLPERERBMIZENHBBDT BETEW LR
DIZHEETHE(BMALTY L/ B BB RICH § 2 MR RIAERRE
IZHBFBAYANTL2—-EOY DREDHBIERRC) .

GEUSAEBRIEREIE)

5.2 #E5MEEZREERELTHREEB L EROUEERAPBHSNE L
HEIC BRERUADERRNEZSN B -HMDE L BBEANDEE IR
TB52E,

(ERE7AEY VERSBICEI3BEENE T BB EEOBRINEHE)

5.3 M2 - EieDOWRMED/-HIERABT7IE) L2 inRE LW 28EE
BERREL BERAICERLTIR. BEEX I+ 2IEEEE DBIE £ 3
TB52&,

5.4 ETEABMALTU D /NBIC T EA) AN 2—-EOVURKREABEOE N IL
FESLLTWEL,

5.5 FRMEN/IMRDEEBRICH LT HIRSI S E2SBL AYINY
2— - EOVREARBEY» BYEH SN EMNICOARERBEETIZE,

5.6 RHIBREICX T 3NMRBAAREBLIINIE AV INT2— - EOVRERE
ICEBBEOREMFNTIEIMERFELLTOE L,

5.7 AN E—-EQUBEBRICAVWBEICIE. AYINTZ2—-EOVU N HHE
THBZERVARBREICLIAN)INIZ2— - FOUBEBRTHEIE
EHERTDH L,

6. BiERUHE

(BBB. TR ER. WSEH&ES. Zollinger-EllisonfE(RE$)

BE KA ST ZY—ILF M) LELTIENOMgE1B1ERORS T35,
RARICEWIEI20mg A 1B1ERRORE T I ENF TED BH BT,
MEEES TESBEMET.+IEBEB CIH6ARE TOREET 3,
GEFRERIENR)

[SSREE

WRMRERDEBRCSVWTEBE KA INT I —IFRITLELT
1E10mgZ 1 B1ERO#SE T30 H/IRICEW1E20mgE 1 B1EEO#ES T3
ZENTEZ B BAE . SBABMETHOH/REET D . £/, 7O KT
EESZ—ICLBBBETCHRAT2AHZE1E10mgXIE1E20mg% 1H2[E.
A5 (IC8AMKROKRESTEIEN TED, /2L 1EI20mg1 H2EZE EEE

=N

DHIFEEEETIHEICRD,

- MR
BR-BRZZVETYERMEREROMFFEACSVTROBEE RAEIAN
TV F M) LELTIETIOMgE 1 BIEROKS T2, £/, 7AM
RUTALEEZ—ICLB3BBTHRA T LS RMEREROMFEEIC
HOTE AEIOMgZ1A2EROHRETEZEN TE S,

GEUB A B RIBE )

BERAGIANTSZV—IF M) LELTIENOMgE1B1EROZRS 5,

HH AR ABEETOH/REET S,
(BRE7ZABVVESEHICSITIBEEXF TR EE OB R

BE RN INTII—ILF )Y LELTIESMgE 1B1EROKRS T30,

HREF+ADBEFIE10MgE#1B1AROKRET5I N TE S,

(NUONTI—-E0YDREDHEB)

BE A INTSI=ILF I LELTIETIOME, 7EX UK
ELTIET750mg (Affi) RO 75U 2A< 1 2> & LT1E200mg (1) D 3%
zZFEMFIC1H2E. 7HERORE T 5,

HBH. 77VAARI I BBICSU CETEE T2 &N TED 2720,
1[E1400mg (Affi) 1H2E % LBRE T 5,
TARKRTAEERZ— TEXY VU KMP RO 7S ZOTIILD
BFIZREICLBIANVANT2—-EQ)DRKRERBEFS ARIIDBZAIE. NI
RKH2BEBRELT.RE RACEINT SV —IF ML ELTIETOME,
TEXII) KM ELTIE750mg (Hffi) ROX bO =&Y —ILELTIA
250mgM3E|=RIFIC1H2E. 7HBERORS T 5,

7. BERURAECEETZEE

(BB, T TIEHER. WSEKES. Zollinger-EllisonfEIRE)

70 WP ELWSARUOERME -SAMOBEIC1IR20mgx1B1RRES T2
NTED,

GERERIENR)

7.2 WIANELWBARUBR M -#AM OB AICIE20mgs 1H1ERE T2 L
FTE3(BR-BRER)ETERMBEEROMISEE TOMRT12
EEA—ICLPBBTCHRRT LB ERKR) A TON KT
EEZ—ICLZBBRTHRAT 2 AHEH IS LIET10mgXIE1E20mg%1H
20, 5 IC8BEEHRETIHE R ARBERECEAMRERNARBLT
WEWZ EEHRT B L B . AFIEI20mgND1 B2 5 15 RIRERE T
EEOHMBEE4EELABEICERS [17.1.1 8E],

8. EELEXNIEE

(FhaELLE@)

8.1 AEIDZEh(ZIE, MR PITHEEISEE L EHMNICMZRFZNRE - 17K
EEZHREETOZENEELL,

(BBB. TEBER . USIEE. IV SAMEREINTE)

8.2 RHINFEARRBRY+ATEVD T MIFFAICIEAVWEVWIENEE L,

GERERERDHFEE)

83FR -BREMBRTEELTOIN RLTA L EERZ—ILLZABETHR
FAHEECHUITICEEL AR MBEEOLEDEVEEICTOIZL
DHEVWEIBETEIZE /- BREFIR. 7V I—-IVERGIREDEELIE
NDWEHIF S ERKEFRBICHA)BIETEBEICHIAETRES
ERTIELH MBFBRETITHWICARBERELRRTIHEBEE
FRICTIZENEELL,

GEUS A BRI

8.4 MBIZLVR I FRECBYRERY»BRLA5W2ZE (1HBREHEY
2ALI L) #HBDIABET I L LB AHOBRENF BE. BEESZDEY
EERUCMOEERERICLIIERERBHKTIIEFHIOT . RRERE
FILLNZhODEETHEWC L EERTEIE,

9. BENERZRIZDBREICHIZER

9.1 GHHE - BIEEZEDH D EE

9.1.1 EMBREDEEFEDHDEE

9.3 fFikpElEERE
FFREEEECHEBMENREN»H5,

9.5 {7
IR ISR LTV DR EEME D H 2 I BB LD B RM A Bz LS
EHIMI AN BIHEICDAEKETEIZEEBHMER (T v MEO400mg/ke.
7Y X¥EE30mg/kg) TRRIBEEM (F v FTIEERE, VU X THEDET.
LB RBIE) P HRESNTVWE. 5. Ty MIIRT IV —ILFNITL
(25mg/kg/B). 7EX L L) K14 (400mg/kg/BLIE) RO 520
<12 (50mg/kg/BELE) 2 4:BE GRS L-RBR T TREREDOEL
PEBHENTND,

9.6 =3I
AELOARMRVBIAREOERMEEZEL BILOME IshIE w18

THZEBMER (TN TAAPABTTEIENBRES TS,

9.7 INR

NEEERHREVLBRAREIERLTOEL,




9.8 Sl
HIERERZFORIEAP» SO B ERARET IR EEBICRETHZE,
AFEEELTHE RS2 SEHE CRFEEIBETLTWEZ LN

0.1~5%K i 0.1%K % SARETNER

ZL BIERPH5 b3 ENH B,

10. tHE{EA

AFIDORHICEIFRBEEEZEF Ao O0—LP450 2C19(CYP2C19) RUBA4
(CYP3A4) DEAGHER
T ABIOBBESBIEERICEY HRAERIORINERE IS TS

ZENHB,

H5N TS, [16.4 ]

10.1 BARR WHALLBWLIE)

HibEs Eh. THR.ESE | BR.E%R HV4 | ER B BHEN
RGBSR ORR |E. Bbh. 08, | KIEX (collagenous
BMAIR. &5 colitis. lymphocytic

colitis)

BHER | RE DEVASDE R | AR BE
SEBRB AR

AR EAET.O

DHOh K YHE
ZDO1th BaLxro—iv- | »TAHEGZEER | BOb50% HERAE.

PERER-BUNOD | Bk 2 B EE. | AR S7EZ27

RH2E BRRER - HEAZE B - BREF
TEAYFERBIE (LA | 72 Y FELOERPR | AEIDBE S % IH 1R
TEYY) BIBBTNNH B, ISk BRpHP LR L.,
[2.2 ] TEYFEILDBEMED

ETL. 724 FEILDIM

PREFETIEEZIN

NHBo
DIVEEVABBRIR (T2 | VIVEEUARRRIBOMER | AFIDBER 2 i 1 E A

S2h)
[2.2 8]

EREETRHE NI H B,

IZ&Y) BRpHP LR L,
JIVEED RBIEDE
XA ETL UILEEY >
DIFREFET TS
ENBHBo

10.2 fEER HRICERTSRIL)

R EAR. MF | LUNWE CKOLR | ME KT T L
TSHIEM MfE. ZHALILE
) RBEEIEERGEHRETEES T,
(NUIONTI—-EOVUDRE DB
0.1~5%K i 0.1%K
SBEE RE.EMD BRER
i & I Bk WFEEKIEZ FhEimd. U
INERE A ) SR IE Z /N
ik, @M EkIE
FFEE ALT.AST. y-GTPO L& Al-P.LDHDO &
ERR BiF MELR
HibEs

THRKE REREE EHE R | DB ORR BRI OEX,
BB R, RS B EA. B | B RER BRTIR BA
EBAIR B SIS U

ERwE HRPREEMR - HEBEAE #E - ERET
vaxvr HEFFEHOMAIRED | AZEIDOBEES W 1EH
AFNTIFL tRIBEPH B, &V BApHA LR L,

R FEH ORI Z (2 E
T3,
1hZaFJ— MFEFOMGBRED | AFOBERY W I ER
TFI4F=T BEFTd25zhPH5, |CL) BApHPERL.
18 F A O WYX £ I
T3HEINPH 5,

KERAETIVI Z I LI | REIBERIZ S ICHAH | #ERTATH 5,
KEBIE~T 2 LER | BREIRERA. SRR
DHIERH] S1rB % RA TFHIMm
RhREMETEEY
ZNEN8%. 6%ETL
TLEDBHENH B,

PENNE R ARRL XY —bOMmF | #FEIRBETHS,
BENERTIIENHD,
SHEDAMNLFH—h
5935515 —BH
KB DHEEEFIET S
CEEERBTIE,

11. BIfER

ROBMERPHOHDNBZZENHIDT BERETDICITVW.EEFRBOHON
BAICIEREERET 34 EEYANBETIC L.
1.1 EXZEER
1111 YavJ BEERR)  7F T4 S5+ — (BEETRER)
11.1.2 RIMERRIA (58 7RER) EEFERIERAE (58 % NBA) /) VRGEA (0.1% K ) «
BINMEE M (48 E ARER)
11.1.3 BIRERTR (52 NER) | FFHEREREE (0.1~5% i)  B/E ($8 £ 1 FR)
11.1.4 BB R (0.1%5 i)
S T TR MEORE IREE)ENBOSNIGEICIEEPH
ICHEXREOREEERL . AFIOBRSE2FIETIEEHIC BIBEE
FIVELEIDBREEDEN ENBEITIZ &,
11.1.5 RFEEE (55 FR)
E MR K IBIER AR (Toxic Epidermal Necrolysis:TEN) . K /& #5 £ HR
fE{ER¥ (Stevens-JohnsonfE1&EE) . ZAIREN HO5DN DI ENH B,
11.1.6 SHBEE ($EE REA) HE MR ($aE RER)
BHEERE BUN. JLT7FZ &) IEBTE2E,
11.1.7 {&F MU D L MFE (58 E RER)
11.1.8 &I EARLARAE (SR REA)
FAE. BB CKER A RVRPIFTOE L LR EHHE T2
FRIEREN HODNBZENH B,
11.1.9 $1HEE $aE )
11.1.10 #&ELIREE (S5 E RER)
PAE. BETE ARYB IR TR ER ABESEIHODNBZ L
PH3,
1.2 ZOthDEIER
(BEE. TTHEREE. . WEHEE. ERIERIER, Zollinger-EllisonfE{&E#.
FUSAMBREYREMAEZ AU VERSEBICHIIBEENE
TZIEBEB OB RN

0.1~5%K i 0.1% K i SR AER
i3 Bk, Al | FRllERE D 47 FER
BRIEAN. SPER KIS | 38 1) L /NBRiB D
Z Al
i AST.ALT.AI-P. [#EUIE>DLER
Y-GTP.LDH®
5
TEIRER mELS BiE

BEEER | EE HEN

Z D1t hEREEE D LR HEZE SR EOLUR
BOAR EAR.RELR. F
BOLUNE JREEDO LS. R

ERT. PEER

) RBEEEFEE ST EREE IS IR INT TV MIT LA,
TEXDVUKHMPRTIZUIOTA S DIEEE DABEETD
BRARBBRRUVHERTRARTEET,

12. EFRBREERICRIETRE

(ANUINTI—-EOYUDRE DB

121 AUINTI—-EOVDBREHELDER
SNTSV—IFN)YLEDTOR KRTA L EEZ—PTEFI V)
K. 77U ZRO3AI L EORENERVA OZZJ—IILORAFX
HERTERTE.PC-REFLARDOHUELABREEICEZRIESEIGH D
7o BC-RENTRBRICLIBBEHEEZTIHBEIE. ChSDEEDKS
BT HRIBLIEDEATERTIZENEE L,

4. BRALOFER

14.1 ZARMFOER

14.1.1 PTPBEDOEREPTPY — b SBWHLULTIRAT2L5EE TSI &,
PTPY — FDBREICL Y VB AP REMBARIAL BICIIFLE
BILTRBRAXRSEOEELEMELHETEZEPH S,

14.1.2 RHNR BB THY RBICH > TREIMALZY BVNETIC DH
KETEIERTEIIE,

15. ZOHDER

15.1 ERIRERICE DB

15.1.1 ABEORBHREFICREDBER ) -TE2RDI-EDRED H S,

15.1.2 B WA EHOBRMREC. JOMN RTIeER—-ICLBBEIC
BVWCEHERE ICHF S RBEE S, FESEN. EHESTOY X 7EMH
WESNTWB B SHERVRB(FEL L) DREEZ I -BET.
BITDUZ DML 7=

1513 BHCHEIZEICARBEERNRELEHOBERMRET. 7O KT
1 EEZ—HELAEBEICSWTIVAXN DIL-T1T71IVICED
BEBREDYXTEBMPHREIN TS,

15.2 FEERFRERBRICE DB

15.2.1 T MI5mg/kgl L 2 FBROKE LAEMRBRICEVWT HTEIC
HIVFI/ARDBREPHONI-EDREN H B,

15.2.2 BMER (S v MEOKRS25mg/kgl b)) TRRBREERCMH Y10
XILDEMFREINTOIDT AERICH > TIFFRIRIBHEEEISERE
T3,

15.2.3 Zy MR TH BTV TF/—IL(50mg/kg/B). 7EXI ) KFH
(500mg/kg/B) RV Z)Z2AO%1> (160mg/kg/B) %= HAKS L7
KRBT BB TOSUHDEREEDICREORBTIMHOERNBDS
hTuwna,

20. VLV EDER
20.1 PTPRE IR 7L IREAHE. N BEIARZIETEZET TRETSIZ .

22. g

(SRFSY—)UNalEgEsmg[F—/N\S])
(PTP) 1008 (1032 X 10X 14& B5I2KIAY))
(SRTFSY—)UNalgsg10mgl4—/1\5])
(PTP) 100%E (108 X 10X 148 EIEHIAL))
5008% (108EX 10X 558 §Z1EHIAY)
(/37) 100%% (BZIRHIAL))

@I BFLSNFAXE (BFFN) 2Z8BIZEV, BFRAXOUETICHABELTLES,

2024 2 B#ET (551 4R)



BEmEn W5 WEFEHE
AEESTE#RKSH  F=HIZTrkAat O FE=Hta

HERREHREABREE121—15 T DA 51 A o ol

EPRAB11.02301-1
2024 4F-7 ARk



