2023fF12HEET GHLAR)

ORI T -4 ESY—
MAEERERD
SRTSY—=IvFMUD LR

AFEEERIEES
872329

INTFF)—JLNag20mg -1,

SODIUM RABEPRAZOLE TABLETS 20mg “TOWA”

Ik EERE
AR« 35
) B -EMEONLZIILIVERTLIL

RS
G iG]

22200AMX00800
20104E11H

2. B2 (ROEBHIC(FEBERELAWZ L)

2.1 BHNDRTH U BEE OBERE D & % B35

2.2 7YHAYFENFEEE. VIILEEY ViR EZ RSP ORE
[10. 12:]

3. HARK - MR
3.1 #HRk
lﬁﬁ%ﬁﬁ@ﬁ HE SR T T )L F R U TTL crererernreeeneninens 20mg

B~ x>0 n, KREHREE ROoF o)L
O—XZ, KM, cRoF> oo —Xx,
ATFT7VV BT XTI A, E7OXO0—X, TF)L

WAL a2, ETOAO—Z T F BT AT, F 1)
U VIEHEBI ATV, YV, BILFY . BHE=
i bk
3.2 BRI DMK
AR - FE WEHADT AV LT—T 1 T8
Ak | X INRTFTJ =) 20 b—1T
FR | = _
#* = {8
ViSiZ
O | =
E# (mm) 7.3
JE X (mm) 3.4
B & (mg) 159

4. THREX [I%HR
BEE. TZTERER.
EllisonfEf&#&%

5 WHEEXIIHRICEAET S EE
FEIOFENEBIC L DEREZREE TSI ENHHOT, EHET
BN ERHERDD ZAREGTH T &,

6. AERUVAE

(BEB. TZERAR. MAERAERS. Zollinger—EI|isonfEIZEE)
W, RAIIEIXRT S =)L F bUAE L T1EIOmg 1 H1E
BOET 20, HRICKD1EI20mgZ 1 H1EREO#%EGT 2 Z &0
T&5, Iab. @B, §EE. WAKEE CESHEAMET. T8
g% Cl36lEM EToHRE &F 5,

GERMERER)

PR EEROBRICBNTIE, @, RAIKEIXT =)L)
UL ELTLEIOMmgZEIHIERE D59 25, FmRICK D 1E
20mgZ1H1ERR O 535 2 ENTES, b, @HE. SEMET
D5 LTS, £io. TORCR T EY =X DBETH
BARA5r72854, 1E10mg X3 1E20mgZ1H2[E, X 58RO
BETBIEMTES, £7L. 1E20mgl H2[EH% 513 5 B Ok
BEEETHHEECRES,

7. BERUBEICEET 5 EE
(BiEE. TZI5BEE. WMAEERER. Zollinger-El|isonfE(%EE)
7.1 FRAE L WS BTN - SR 0 5E121E120mg 2 1 H 1[E
BETHIEMTES,

AEMES. WRMERER. Zollinger-

GERMERIER)

7.2 FIRAE L WS R OEFEN - BP0 5 IT1E20mg 2 1 H 1
B’ETHIENTED (FFE - BREHR ORI TRIERERDOHER
L. JO bR TA P EEY IR DB THIRAN a8
FFR<)e £, FORZRITA D EEY —ITLDIRBETHRA
+or 7T ULEII0mg X3 1 [E120mg 2 1 H 2[Rl & 5 IZ8AM 5
LA ABERE TR EERANEEL ThanZ L2
HIDI L, IaB, AAILE20mgD1H2EH 513, NHSMA THE
FEORESE 2R L 2 HEICRS 17, L 1ZH],

8. ERNREFMIER

(MhBELLE)

8.1 AFIOHGHITIL, MEGCHHEEICIER L. EHMIT ks
FIRRE - ML FRIREZITD T ENEEL,

(BB, TEIRAR. MARNAR)

8.2 RO AMRBRNS T TRWDT, MERIEICIIHVWENI L
MEELWK,

9. BEDERZETHEEICHTIIER

9.1 SHHE - BEBEEOHSEE

9.1.1 EMBHIEDCREEDHZEE

9.3 FTHEEEESRE
FFREZE B CHF M IE DIRE 3 B,

9.5 iT%
TR SUIFEIE L T B TREME D & 2 & M I3 IE L OB 0 E s
ME EES EHEBINDBEEICOIEETEH L, BER (5
MEO400mg/kg. Y FEHE30mg/kg) THIEHEME (5 v N TRE
BEE, Y FTHREOKT. (LEIEE MHEIn TN,

9.6 RILIF
B LEOERMERORAEBEOEREZEZE L, B U
HIEERFT 22 &, BER (Sv b)) TAHHRABITTZZ
ENREINTNS,

9.7 MNRE
INRE IR E U BIRRBIEEE L T,
9.8 HimE

WHALEHEIRF ORIER 2 H 5 DN G E13MKE T 570 SEEITE
535 &, AFEZEELLUTHIETREESNDA, EilmE TIRIF
WREAME T L T 2N <, BERNO S5 ONDE T ENH 5,

10. #BE1EH
AFIORBIVIAFCBEEEZ F ~ 7 0— A P450 2C19 (CYP2C19)
JUB3A4 (CYP3A4) DGRBS SN TS, [16. 4BH]
£/2. AFRIOEEBE S WIHEERICXZ 0. PFRERF ORI Z (2 X
BHHTEZEND 5,

10.1 HAZE BtRALAZWCZ L)

FEHI4 55 FRIRAEIR - HE 514 T - fakRET
YIS EIVEEEE | Y 5T EIVOIER | AF O H RSk
(175 vY) NPT D BENHN | EMICED. HApH
[2. 222 H8] H5, WERL, 7595

El DR REIE T
L. 75FEILD
MmARENKTT 2
BENLH 5,

JIIVEE Y VIR
(T¥as>h)
(2. 25 ]

VIIVEEY iR
DEMZHMIT 25
ENNDH 5,

2 D ' 1 5 U 0 il
ERIZE D, HApH
WEAL, VILEE
U SR O WX A
EFL., UIVEEY
> O IfiL H R FE AV R
T25IENDH 5.




10.2 HAEE (BRAICEET S &)

4% B HRER - HE B R W - bR T
vadF mi%§@m§%§ ﬁﬂ@f?ﬁ%ﬁﬁ
[ SN MERT B En 2k 0. HApH
AFNZIFZ =T DERL. T A
ORI % EHET B
A ~SaFJ—) R 3 351 o 1 o i B | A0 D R i 4 i 0
Y FoT PMEF T 2B | fEHICED. HkpH
»5, MNERL, HEER
DL & T B B
FNDH B,
KEEALT IV 2 = I | A BB 512 N | BFIRRHTH B,
b e IKEEAL S 27 3 | i 0 5 5 R AL A
S NGEORIEEA | B G115 R A
TS 1 4 o i g
HTEENZHZH
8% BYETF L&D
WEND B,
ARRMLFH—| AR RLFES— RO | HETIRITH S,
mEES LRSS
TENBB, GHE
DANRLFH—F
ERE5ET 5881,
—WH I AR O 5
ZhHETHIEeE
BT5T &
11. 8ER

ROBWERNHD 50ND T ENHDHDT, BIRETHITITN, B
AR 5N E TG E P IET 27 MY LE E1TS 2 &,
1.1 EXAEER
M1 2avy BEEAH)., 7F745F2— BHEEALH)
1.1, 2 AMERGED EEARH) . BERIE GIEARH). MR
A (0. 1%Am) . AMEEM GEHEARH)
1.1.3 BUERFR (BEAH). FFEERE (0. 1~5%RH . #E
UBFFEASEH)
1.1, 4 BEMRBR 0. 16K
FEEL, WM, IEIREEE, WEORE (REE) SF0Rvsnhig
FHIZIE. FHONITHEXREOREEERL . AFOKESZHIET
5LEBIT, FIBRERIVECHORGEDOHEY)SNEZITS Z
&
1M.1.5 EEEE (FEAH)
FRE 2 R BESERE  (Toxic Epidermal Necrolysis: TEN)., &
FEREARAE e (Stevens-JohnsonJERHRE) . ZALBEENDH 5 b
52 EMH B,
1.1.6 2UBREE WEAY). BEMBR (BEEAH)
BHhERE BUN, VL7 F2%) KHEETDI L,
M 1L7 EF MU D AN GEEARH)
11.1. 8 HEIEHRARAE (B ARBH)
. B&. CKER., M RORPI A7 08 > LR ZR#
T HHRIRRIEN D SOND I ENH 5,
1.1.9 |RABEE BHEAH)
11.1.10 $8ELIKEE CBEREEARH)
HFAE, BETH. RRMHE OB, R, B Redsnd
5N END D,
1.2 ZOMOEIER

0. 1~5% A5 0. LA BEEAEA

SEE LEWV, 55D (HAR FiE
& IRS, PR

FEtRE R 7. FIRSIRR. B
JETR., OoHD
. LR

WalLZAro— | ndAH, FE | HOB5DX, B
Vo NN - | BERE. FEEL. B EDm. SRR, &
BUNO ER., EH | £E. LONE, |7 > &7 MIE.
fR. IfitFPTSHESMN | CKO LEF K~ 7 %> A
fiE. ZYLALE

Z DAt

1) REEEIEERERHAEZ ST,

14. BRAELOEE

14.1 FERIZFEOEER

14.1.1 PTPEEDIEFNIPTPL — bSO L TIRHT 2L 548
WL E, PTPY— hOBKICEK D, NS BB REIE A
FIAL., B35z s 2 U THRINARS O EE L& OHE 2 OF 5
THZEND D,

14.1.2 KFNIIGEETH O, RAICHZ> TIE. WAZD., Bz
DETIC, OALETLOEETDH &,

15. ZDMDEE

15.1 BERRR{ER ICE D < 153K

15. 1.1 AHNOEMHRGHICEBEOERY — T 280 EOREND
%,

15.1.2 MBI B2 EEOBEM%E T, ORIl
& =2 K BIREITB W TEHMERE IS REEE T, TR,
BHEFITOU A7 HEINDMEZINTWS, HiC, SHEROEN
Ml (4ELLE) DEEZEZTZEE T, BHoU 270388l 7z,

15.1.3 SN BT 2 EICABRBE Z NG & L EEOBIRIIE T,
JOoh RITA e EY—2EELEBFIIBVW T ZOZXNY
UL T4 T PINICEDBEBEEOY R BN I N T
W5,

15.2 JEERRREERICE D < 1B

15.2.1 T v ~zbmg/kgbh F&24F RO G L =F kBRI
T, METHITHIVF /1 RORENRA SN EDRENDH 5,

15.2.2 Bk (5 v MREDS525mg/kgbl ) THRRBREER Y
M- OF > OEMMAMESINTVSOT, FHICHZ>T
WS RRIR BRI IR BT B,

16. EAEHEE

16. 1 MAERE

16. 1.1 R A BFI220mg Z2 & T XIT BRI OER G L 2RO #
BEBICELL-EYHENS A —FYOLEEEERICRT. D
[16. 2. 18]

AFEABEEOMYER 5 XTS5 — )T U7 AOEYBHE S A—5

" Cinax tmax AUC
B pE (ng/mL) (hn) (ng + hr/mL)
LENEN 4374237 3.6+0.9 9374617
ak 453+138 5.3+1.4 901+544

(Mean+S.D., n=12)
/-, f@EMRAS TI5mg. 10mg. 20mgZziilE F CREREG L
B (550 H) OEMBENS XA—FIEIUFOEBDTHB,?

fEEER A B TIC B 2 KEHR S (5mg. 10mg. 20mg) DIifEhS X7 5 —)LF
~U D L DOEYEEEINT A—F

0. 1~5%As 0. LA BEEANEA
WEE 5. TOEK | EiE

BBk, B | AR IERIE A, dfrh
i gi%?bl]‘ DFIRERIE | BRiEZ, U >/NER

it k>
AST, ALT. Al-P, |[#REUILE> DL
il 7-GTP. LDH® | 7
LR
R | MEER BE

fEFL. U REEC | MEFE, >l EH MERE, BE
%’ﬁ’iﬁ g, 0|2 Y E. %%T: %ﬁz E"Jllj( % %
L on R N 8 collagenous
el & 55 colitis.
lymphocytic
colitis)

Bow || i) g by |
EM* 146 +56 3.0(2.0-4.5) 23697 1.8+0.9
ome PM* 252455 2.5(1.5-5.5) 585+137 4.2+0.5
EM* 383+83 3.3(2.0-5.0) 539200 1.5+0.4
1ome PM* 50964 2.8(2.0-4.5) 12304200 3.8+0.3
EM* 654+ 348 4.0(2.5-8.0) 994477 2.3%x1.4
2ome PM* 822+232 3.3(3.0-6.0) 2331663 3.7%£0.3

(Mean+S.D., tmxidMedian(Min-Max), EM n=16, PM n=8)
MBS T b7 0—4P450 2C19 (CYP2C19) REAIZ, Tl TR K0S
N5,
EM (extensive metabolizer) : CYP2C19*1/*1, CYP2C19*1/*233CYP2C19*1/*3
PM (poor metabolizer) : CYP2C19*2/*2, CYP2C19*2/*3Xi3CYP2C19*3/*3



16. 1. 2 EYFHI RIS ER
FXFZ =)V Nagg20mg [~b—" ) &8N Ty ME20mgz, 7 O
AF—=N—iEickoTnznlEg (X775 =)IFr T LELT
20mg) EERRA BB R ERE OS5 U i h RE (AR E 2
HEL., HF5NLEYERE/NT A—% (AUC. Cua) 1ZDWVWTINE
XA TR 217 o 7245 2R, log (0. 80) ~log (1. 25) D #ifH
WNTH O, WHDOEDENFRZEENHR S N

(ng/mL)
800 1

—o— : IXRT T /=) Nafg20mg [ ~—" ]
—— )X T v ME20mg
Mean+S.D., n=23

EREEEE
5

200

PG #OIsH (hr)
EITHEIN S A —5

WEAEROCHRO 7O k2R T e B —ingICHliHiED o
MEREREE R E L REGIRBONEEREIC L 2RERIZ
TEROEBD THo " [7.22H]

1[8]120mg 1[5[10mg 1[8]20mg

1H1E 1H2[= 1H2[H]

ok 58. 8% 78. 4% 77.0%
(6031 /102431) (8031 /102431) (7741/10041)

grade A KU} 65. 1% 87. 1% 79. 5%
grade B* (561 /86 i) (74151 /85H%1) (6615il/835i)

grade C KU} 25. 0% 35. 3% 64. 7%
grade D* (441/1641) 641/ 17{1) QA1451/17651)

HIEINT A—F BEINT A —F
AUCo-12 Crmax tmax ti/2
(ng * hr/mL) (ng/mL) (hr) (hr)
INT T —IWNabE | 0414400 | 599.24244.1 | 3.170.82 | 1.50+0. 47
20mg h—"7
ULy M#E20mg | 9874355 | 561.1+228.5 | 3.54+1.36 | 1 42+0.39

(Mean+S.D., n=23)
MAEREEEONCAUC, CandE /8T A— 513, HiBEORIN, (RRORIELL - W
HEDIRBRIEIC & o THRIZS AR B B
16. 2 WRUR
16.2.1 BEDHE

e A B TI220mg 2 B T AT BBICRIORG L2, BBks
TIRHME TG Utmax 2. TRERRIE G 5 & & B IR ER 2
MRDHENTNWBD [16. 1. 1]
16. 4 a5

fe R A B11210mg. 20mg % #% %5 L 72K o ifn 4% i o C#H 3.
FRHEBEENRBITLRISICE D ERLEFA T —F IR TH S /-,
F DML BBEE T 7 0 — AP450 2C19 (CYP2C19) 73Ed5.9
BIEAF ALK L O Rk U7zl A F)LAR, 3A4 (CYP3A4) 7B
BITH52NEMERBICEDERLZRINEARNERD 5N
Jzo D990 [10. 2]
16.5 kit

TREERRA B T120mg 2 % 5 U 2858, #5524 £ TIZRF
WZIRT I =)V F MU LORELEKIIMEBINT, REHTH
BHIVR BT OZED 7))V 7 O B & KA 58 D K129~40%.
A H Ty — VBRI AR 13~ 19% ki S 7=, D 9
16. 7 EWMHEEER

HE (A ATF5U =)L) THR#EET N7 o—LP450 2C19

(CYP2C19) "B ICLVMHAEERANEDLNTVWEY T
NLy TNV T770 > R-TIVT7U2) THLTIRT T =)+
MU AR INS OEFOIMAFREICHEEGZ RN ENRES
NTWa, £/, 1 (5>V 75V —)) THREBEEF N
O0—/4P450 1A2 (CYP1A2) OFEIC K O MEERNED SN TN
57F 740 L THINRT T —)VF MU AT REIC
HEBEEZRBWIENREINTNS, .0

17. ERPRRIE

17.1 BHERVORESM(CET 58

17.1.1 —fRERRRBR RO Z E TR L EGHER
BiEg. T IR, SR R A I OB I A R I L H LAl
10mgXi320mg % 5 U 7z — R B Ik O - BB R L (%5
AR 6~8HRD) DREIZ FEDEBD TH B, P10

POE 3 NSRS
=hi-v 94. 0% (1894 /201431
[—ti= bt 99. 4% (15941 /1604i)

BUb) e SER7S 90. 9% (5044l /5545

W E e 83. 3% (104l /1243])

W) 9T R L10mg/H. 5>V 75— )b30mg/H. AT —
JL20mg/ H % STERIA_E #2551 R UM g rn 1 B 5
MOY 2 BIVANE ©%Z2) 1Tk 2 HEE
F7z. BRIFEHRBRICBWTHNpH ERIERAN IR T T =) F
U A1H1E20mg#H 5 T1H1E10mgf% 512 b Tk <. #EiAMEEE
T DI XRTF =)V F v T ALHLER20mgk 5 OA AENED
5N TND,9.1D

18. EEXHEIE
18.1 kR
INRT TV —=IVF N LR E S W O FE MR TR R ()L
727 IRE) Ik, ok R>T (HT. KT-ATPase) O
SHAE Z AL CRERIEMEZEL. BoWENHT 5, I5ICHE
INEEREEOBEIEIZIE. EIERSALN S O DOHED D W\
WBTNEFF X DEEERDOEENE G L TwbdbDEEL 5N
5, TOM., ZIVEFF T & o TEERIEMAEIE T 5 al etk © #E
»@‘Uéméols),w),zo)
18.2 BEEWINEIER
18.2.1 MR A B TFIZBIT B H A MY 2 HIBEE 2w L. 1HLE
10mg#%5. 1H1[E20meg# 5 T & HITH-59) H ) 5 E 072 GIfEH 2
AU, #E51HEKOTHH OB E O 2RIT1IH 1A 10mg# 5T
72~76%. 90~96% 1H1[E120mg#¢5 T88~89%, 99%Td 5,2V.22)
18.2.2 U FHMHBBHEREACBIF DL TFUILYA 71U v 7 AMPHIE
12 &2 E iz MET % (in vitro) .1
18.2.3 BHEAIBHEEFERIIBIZEAY I, ROFZHAMY Vil
BB, MRTT Y MTBT D EBEER PR A5 2 il
BEE W LR 7 I 2 R g, 1929, 24
A XBHBNET v MBI 2 EEBWNHEEROEEIZ. ho7ok
DR THEACEELELS, mMHBPHA MY >0 EFIEDE
W, 19), 25)
18.3 BMpH LFERA
R A B FICBT 2 EANpHICKH U, 1H1[E5mg#% 5. 1H1[E10mg
5. 1H1E20mgH 5 TE BICERS LAERZRL. HEG5HEHD
2415 2 pHALA L 2 /R 9 I O #1813 1 A 1EISmg 5 DEM* T46%,
PM*T63%. 1H1[E10mg#t 5 DEM*T58%, PM*T72% 1H1[E20mg
#5OEM*T61% PMXTT6%TH 5,2
X FAHEEEF R 0—AP450 2C19 (CYP2C19) £IANL., FrlBETRE D %
ahs.
EM (extensive metabolizer) : CYP2C19*1/*1, CYP2C19*1/*23i3CYP2C19*1/*3
PM (poor metabolizer) : CYP2C19*2/*2, CYP2C19*2/*3i3CYP2C19*3/*3

18.4 H*, K*-ATPasefAE/EFR
T BRI DFABLL /zHY, KT-ATPasell &t L. SRWHEEM 2R
4 (in vitro) .22

18.5 BEBER
T kRO BERERIEE D D WITFEBRERRE GEREZ -
LA, KEHEZ LA, BMRERR. A7 7 3. Hig-TY ) —
WROT ZAEY ) ikt U, SWFHEEER & 5 WIS B RER A UE
ERZ77, 23),27), 28)

19. B SICETSEEZHMA
FEE 0—CHs

HsC 0]

ﬁa
©[> o N\ mosmn
/ N
A\N
N 0

—fs : XTS5 =)V F hYU L (Rabeprazole Sodium)

{b4:44 : Monosodium (RS ) -2- ({ [4- (3-methoxypropoxy) -3-
methylpyridin-2-yl] methyl} sulfinyl) -1 H -benzimidazolide

53 F 3 ¢ CisHaoN3NaOsS

Gyt 38142



TR BAE~EEBHBAEOM R TH S, KD THEITRITL, T
& 7 =)k (99.5) ITIHEF I, 0. 01lmol/L/KEE({kF b Y
T LRIRICET B, WIBMETH 5. KEKR (1-20) 13hEE
MEREIBRN, HMEHIED 5N 5,

20. BRWEDEE
20.1 7 I EWHEHBIIBLRE BT TRET D Z &,

22, ‘a%
1004 [10%2X10 : PTP, #i1EXIA D]
1408 [148£X10 : PTP, #f8HFIAD]
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24) K E2£5 @ G. 1 Research, 1993 ; 1(5) : 493-496
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24, XEERERVCEOEDEE
WS R la . 2EDIe > 4 —
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