*x 2026457 A GT (GB5HR)
* 20264F4 H BT (3540

JALYRYT -AEES—
SRTSU—IF MUY AR

AFEEERNEES
872329

INTFF)—JLNag20mg -1,

RABEPRAZOLE SODIUM TABLETS 20mg “TOWA”

I EIRRE
AR - 34

ARES | 22200AMX00800
HR7E B A 20104E11 A

2. B2 (ROEBHIC(FEBERELAWZ L)
2.1 BHNDRRTH U BEE OBERE D & % B35
2.2 Y)VER Y VERBEE SR oRE [10. 15H]

3. ARk - K
* 3.1 $HRk
%%;PEEOB)} EE’ if\ﬁi‘]“—)l/ﬂ'}\u '7.ZA ........................ 20mg

it~ 7% on, KEHREE SOF> JOE)L I
O—X. #ABKRY, EROoFToEiltllo—X,
A AFT7V BT TN EJOAO—X, TF)
tIho—Z, e 7OX0—=XT7Z)NWVEBEZATIV. 7V
U VEHBI XTIV, 7V, BIEFHY >, 70
J—)16000. Ff =g {bek

*

GEFRERER)

7.2 JIRAE L WS ROEIFENE - #haME 0 55121H20mgZ 1H 11E

B’ETHIENTED (FFE - BREHR ORI ERIERERDOHER
FE. JO bR TA P EEY IR DR THIRAN a0
BFR<)e £, SRR TA P EEY —ICLDRBETHRA
For 7T LU LEIL0me X3 1[E20mg 2 1 H 2[Rl & 5 IZ8AM 5
T LEEE. ABERE TR EERINEEL ThanZ L2
HIBI L, 1B, AAIE20mgD1H2EH 513, NHSHMA THE
FEOREESGE 2R L 2B AR S 17, L 1ZH,

8. ERNREFMIER

(MhBELLE)

8.1 AFIOHGHITIL, MEGCHHEEICIER L. EHMIT ks

FIRRE - ML FRIREZITD T ENEEL,

*% 8.2 AFOEHEGICI DK TR U LAMIEND 5N b T &N

HBOT, KHZEMRET 2. EMWicif~< x> o 4
MEEAMIET S &, [11.1. 115:H8]

(BES. T2ERAR. MAtkAR)

8.3 EHIOME RSN T TRWDT, MFEERICIIAV NI &

HEELW,

9. BEDERZEZFITHEBEICHTHER

3.2 WHIOMIK
AR - B WEAD T IV AT—T 1 78 (BB
ARFIR FNRTZJ—=)L 20 h—1D
* =4 Ll e

4817

O | =
E 2 (mm) 7.3
JEX (mm) 3.4
B & (mg) 159

9.1 BHHE - BIEESFDH B EE
9.1.1 EYIBBEDEEEDSH 5 EH

9.3 FHBEERRERSE

PR H % TR DS 155

9.5 ¥

4. THREX [I%HR
BEE. TiERAES. YEIER. WRMERER. Zollinger-
EllisonfEfREE

5. $hEENX(IXRICEAET 5FE
AFN O G NEEICLDEREZR KT S ENHLDT, EBHET
NI EZERDDARETHZ &,

6. RERUHE

(BiEB. TZERAE. MAEER. Zollinger—EI|isonfEIREE)
WL, RN I XRT I =) F bU A& L T1E10mgZE1 H1E
BOE5T 20 FHRICKD1EI20mgE 1 HIEREO#RE3% Z &
TE5, B, WE., HEE WETEETIE8HEMET. + 2k
5% CII6EME TOHRE LT 5,

GERMERER)

TR RERDBBICBWTIE, B, RAIKZIXRTI =)L)
FJ DA ELTLEIOMgZLIHIERE OG- 9 20, wRICKD1E
20mgZ1HIEREORE T2 I ENTES, 1P, B, SEMET
OHET D, £z, TORITA O EEY —ICKDIRETH)
BAR+5r7254E, 1E10mgXi31E20mgZ1H2[E, X 5 I8RO
BET52ENTES, 2720, 1[E20mgl H2[E %513 HE E O Rhix
HBEEHET DHEITIRES,

7. RiERUVCAZICEET 58

(BB, +IRIRES. MARRAS. Zollinger—EI1isonfE(RES)

7.1 FIRDVE L WIEE R CEFEN - B PEO %551 1E20mgZ 1 H 1[H]
BETHIENTE S,

TR SR U T 2 ATREME D & 2 HEITI3IEH L DA 3 A e kR
Mz LA EHBINDHBEICOAEETE L, IER (5
~#%11400mg/kg. U FEREOMe/ke) ThREME (5 b THE
B, UHFTREOMK T, WEED AHRESNTNnD,
.6 XL

ER EOARMERCRARBEOAREEZE L. XA DML X
TI2RET 22 &, BER (Sv b)) TAHTABITTLZ
ENmEEIN TNV S,

LT INRSE
INRE IR E LTz IR ERE L THhan,
.8 SihE

HLERIEIRF ORIER NS 5 DN HEIIRET S0 EEEITHR
5952 &, ARIREE LU THRTRB SN DA, @il ClAF
WREAME T L TWa 2 &n% <, BERRS LD 2 ENd %,

10. #HEEH

AFIDRHIZFRB#BEEHRET -2 0 — L P450 2C19 (CYP2C19)
K U3A4 (CYP3A4) DBIENFHD SN TWND, [16.4ZH]

Fo. AHIOEERSWMHIERICE O, OF X ORI Z (it X
WEHIHIT 2 ZEND S,

10.1 RS HALBWLI &)

KA FEPRAEIR - FE1E 5 1% T - fEBRINT

UIVE R SR | UV E E Y SR | A A O 5 0
(L¥25>h) DIEMZRIET 25 EMICED. HNpH
(2. 2% ] TNHB B, MEFL, UILEE
U > 3 3 O A8
EFL., UILEEY
> O i AHE R
TBHZERD B,




10.2 HAEE (BRAICEET S &)

0. 1~5% A 0. 1A HEE AN
fERL. RUR, REEC | M. ERR. 02| EA, WM, B
IR, . 0| P FE. Bdz |8 M K B &
Wi e N . 03B, B&%A| (collagenous
IR, 545 colitis.
lymphocytic
colitis)
SEYE HEWV, S5O | BALR ik
=, IR, UL
R R R T, AIRSIRR. 12
TEF. D0HD
N, RRHE
WAL AFO— | n9AHH, Bl | HOb5DX, B
wx | Z oM Jbo- PR RERG - | RV FEEL | VR, WA, &
BUNO®O L&, EH | £E. LUORHE. |7 BT MIE.
fR. IfifPTSHESM | CKO LEH AL

R 4, 2% B HRER - HE B R Herp - fEpRE T
vadF miﬁimmiﬁg ﬁ%mf?ﬁ%ﬁﬁ
)I/:°j‘ D »n 3%'1‘ %5 Z n Iz N % IJH
AFVZIFZ> T AT
ORI % EHET B

A ~SaFJ—) T 554 O o v | AR O R 43 96 30 4

B4 FoT PET T 2p2hn | fEMICLD. BHWpH
»5, NERL., HFEEH

DW= W 2 B
ZNHH D,

IKEEAL 7 )V X =7 A | R FI B 500 X | R AT TH 5.

)V - AREBAL 27 3 | i 0 [ B RO .

T LGHE ORIEEH | BEFIR 5 1R T
TS £ ot i e i
HTEENZHZH
8%, BUETFTLAEED
WD D,

AR BFLFEHF—F ARRMLEFEY— O | EFEEIRHATH S,
I Y LR
TEND D, EAR
DARFFLFH—F
EHRE5T 58,
— B A K D 5
ZhHETHIEeE
BT3Z&

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,

#1111 BTS2 Y AME GEEAD)

AFOEMKEEGICXID, QTEE., &#, LUnE2ESEKT T %
SULMERH SOND T ENDH D, £z KT F 2T AMAE
WKL &IV T AME,. KD U AMESOBMRE R %2
HESBEND D, INS5OEMEBRTENERONDIERND 5D
EHETE MR~ T x AREORIEZETV, RENRD S
NEHLGEE. XTXR P TLAOHREOHYBRIWEETD Z &,
[8. 2% ]

**11.2 ZOMOBIER

0. 1~5%Ai 0. 1A BAEEAH

B Rl TORERE | HHE

BBk, B | AR MERR A,
iIRi ERIEN, AFRRERIE | BRIEZ. U >NER

%, &l e

AST, ALT. Al-P, |[#®EVUILE> DL
JFFE 7-GTP. LDH® | 7

E5
BB M 5 Bz

1) REHEIEEHR AL Z S0,

14. BRAELOEE

14.1 FERIRMFEOER

14.1.1 PTPEZEDFEANIPTP — 0 5O L TIRAT 2 X5 8
WY BT E, PTPL— M OBKICE D, WS AR RE A
FIAL., BIZIIZEAL 2B I U THRRBRARSEOEER S OHE % i
TBHZEND D,

14.1.2 AFNZBEETH D, RAICH > T
DETIC, PAHALETLIRHETH &,

15. ZDDEE

15.1 ERRR{ERICE D < 153K

15. 1.1 AFNOEMHREGHICEHEOERY — T 280 EOREND
%,

15.1.2 WM BT B2 EEOBEM%E T, ORIl
& =2 K BIREITBWTHMERE IS REEE . TR,
BHEFITOU A7 HEINDMESNTWS, T, SHEROEN
M (4EDIE) DEEEZZI-EBET, BIFOU R 788U 72,

15.1.3 AN BT 2 EICABRBE E NG E L EEOBIRIIE T,
JOr RITA e EY—2EELEBRFICBVWTIZOZXNY
UL T4 T4 PINICEDBEBEEOY R BEmRHE I N T
W5,

15.2 JEERRREERICE D < 1B

15.2.1 5 v ~zbmg/kgbh L& 24F R O 5 L= F BRI 0
T, MECTHICHINF /A ROFENRASNTZEDHREND 5,

15.2.2 Bk (5 v MEDS525mg/kghl 1) THRRBREER S
M OF > OEMAMESNTNDSOT, FHICHZ>T
R AEIC T T 5.

16. ZEYIENEE

16.1 MAEE

16. 1.1 fEEEREA B FI220mg 2/ & F U3 BRI OHRS L2 o#
BB EIC B LY BN A— Y OEY [l E RICRT D
[16. 2. 1B:/]

AN ERBIEOIIEH T KT 5 —)LF U7 AORWBHE T A—5

BEATZD, T

" Cnax tmax AUC

BGRM (ng/mL) (hr) (ng * hr/mL)
M 4374237 3.6+0.9 9374617
B 453+138 5.3+1.4 901+544

(Mean+S.D., n=12)
F/-, f@ERAS TICmg. 10mg. 20mgZziflE F CRERS L
i (550 H) OEMBENS XA—FIIUFDEBDTHB,?
fEEER A S TICB 2 KEHR S (5mg. 10mg. 20mg) DIifEh X7 5 —)LF
NU D LDOEYFEE/NT A—F

B || i) g by | b
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* 654348 4.0(2.5-8.0) 994477 2.3%x1.4
20me 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)

AR T N 70— 4P450 2C19 (CYP2C19) EHIARNZ,
N5,
EM (extensive metabolizer)
PM (poor metabolizer)

FRCEIA TRE O daE

1 CYP2C19*1/*1, CYP2C19*1/*2XI3CYP2C19*1/*3
1 CYP2C19*2/*2, CYP2C19*2/*3X13CYP2C19*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%
1008 [10%EX10 : PTP. #Z1EHIA D]
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