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Rabeprazole Sodium Tablets 10mg “Chemiphar”

AESRES [ 22200AMX00577000
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6. FENURAZE
2. ZR (ROBEICIFRSULBENT L) (BB, TZiEBEE. WSLKERS. Zollinger-EllisonfElZas)
21$§Q@ﬁ\ﬁbLﬂi@%ﬁW@%5$% Eﬁ\ﬁAK@?Nfﬁf—waUéAtUUEwmg
¥ 2.2 Ve VERIEE RS HORE [10.1 ZH] IAIERORE T 525, HIRIC & 0 1E20mg% 1 H 1[EiE
4R - AE53A2ZENTES, B, BH. BiEE. WEIHE
1%& %ﬂﬁﬁﬁiﬁ\+:%%E%W%ﬁﬁi?@&5&?
IR7E4 FRT T —=)LF bU T LEEIOmg [7 37 7] GERERER)
BB - e
(15E4) ) 777 T Ry Alme B AE R OWEIC B L TIE, BH, BAICIET AT
D-v>=b—, BlEx72> YL, LFaFsTaE ZV—=)LF bU L ELTIEIOMgZ 1 HIEREOHRS
Loba—A, JRERELC FEFSTALELE- A, B, FRICE D 1E0mMg# | HIE@EOHRET 52 &4
S A S M A SR b TEB. 2B, B, SAMICORE5LET b, T 7
Lk > A ORYRYFA UL E S 10 K BAECHRERT 785
REBRI AT L. HLs. BT 5 Y, EEZ R oo SR SR CAE A e
e e an L el Fo b 3
u} P AR N
3.2 SAIDIER ‘ EOMRIEEEET 5 HE RS,
HR7E 4 IRTFI=)LF b YT LEEIOmE [T 7] - MR
[EN WEEDT « Moa—F 4 v UtE (ESE) I - B2 B0 RS EREEESOMEBEEICB VT
ES B I 3. EBE. BRAIKIESARTSY —)LF UL ELTLE
sz — 10mg% | HIEEOHRSET 5, £/2, FObrErF A
/ LY —IC X BB TRHRAT 7 Mt BB R DR
EfE 6.7mm FEEICB LT, 1E10mgx 1 H2EHEAOK S 4 5 2 &
E& 3.3mm T& %,
] 124.0mg GEUSAMERIEERE
BHla—F SNFS5Y—)L 10 377 HEE. KA IS TV =)L+ by L e LTLEIOmg
ZIHIERORET %, 2B 08% 4EME TOREET %,
4. SHEEN(FFNR (BERE7 AV VRSEHICHIF2BEEX I T EEBEED
OB&ER. T2EEEER. WEHES. THRERENR. BFRAHD
Zollinger-EllisonfE{=E. 3F0‘bhﬂr$a§1_iﬁi;’fﬁ‘ﬁ‘ ® BWHE. RAICIZTIANTT Y=L YL E LTIESmg%
AE7 AV VERSRICS T 3BEENE T EHEES 1HIERORE T 525, RA+SOHEIF1E10mg %1 H
DEFENH IERO#ET B ENTE B,
OTEICBIFRIAVINTI— - EOUDREDHED (NUONTI— - O OREDOHED
BEE. TZiEBESR. BMALTU V/VEE. $SRMMm/I WE. BAICIETANTS Y=L+ YL & LTIEI0mE.
A EERR, REBEEICH T Z2NRENLGERS. TEFTV) VK E LTCLETS0mg (Fifili)) RO TV
AUINTI— - EOVURRER 20 <A & LTE200mg (F11f) O 37 % [FIFIC 1 H2[E.
AL (47505 (- RES - THERORET %,
%ﬁiﬁé&ﬁikﬁéjé&% "B, rIVAATL I, BDEIECTCHEEET

5.1 REIOBENBREIC K DERZBH#T 2 EHHEHDT,
ﬁﬁT&w;t%%h@OK&ﬁ?é L (EMALTY »~
NHE. RHEABEICNT H2NEENARERBICBIT AN O
NI H— - ¥n) OREOHB %< ).

GEU S AEBBIEETVE)

5.2 % ERRGAKZEHLTE L THREZER L. ERONEM
[FERD 6N WISEICIE. BUHRMADERNEZ 51
5 7= DM OB RIBBENOEHE 2 HETT 5 &,

BERE7 AV VRSIBICHIT3BEEN T IEBIEED

BRIED

5.3 [t - ZEROEEIMNFHI DO /ZDIBERET A ¥ 2 ki
BLTWwWABEEZHRENFEL, BEFBICELTIZ, B
BEXII T+ IEBEEORFE2HERT S &,

(ANUONTI— - EOVOREDMED)

5.4 EITHIBMALTY M /SIS AN aNT & — -
PREAEO A IEREL LT WL,

5.5 MM/ MR AMEEIHR IO LTd. HA RS0 V%%
ZIL, NYINTF— - 0 RERESET) &S
NAEFNC DO ABREIREZITO Z &,

5.6 RHIBREICHT 2 NHRSEIAEER B LIMCIE. AY anNs
& — ¥y REBEICK S BREOEENFICNT 2E6%
PEIZREST LT Wb,

5.7 NV aNTy— - oy BEERICHWABICIX

|<a i)

AV a

NTH— - a U BPBETH 3 ERUHNREREICELD
ANYIANTH— - o YBERERTHDHZLEZHERTAHZ
Eo

ZEMTED, 1272
T 5,

TR NYRYTA oY — TEFT T VKPR D
7)) AuvA ORI EICEIEZAN)ANTH— - ¥
V) OREIBRBESARIIOEG AL, b2 IBEE LT,
W BAILIEIARTS Y —)LF ~Y 4 & LTlE0mg,
TEFTT) K E LTIETS0mg (Ffi) RUOX ko
=& =) & LT1ER50mgD3F] % [FIEFIC I H2E], 7HBE

L. 1[E400mg (H1fi) 1H2E % ERE

H59 %,
7. BERUAEICRET 3ER
GhEEHE)

7.1 SmgﬁﬁéliIOmgﬁ&EfF%ﬁﬂ’ﬂlﬁJ%ﬁﬁ%éhTL!t;L!t&)\
BHET ALY V5 Téaﬁ%lﬁ+:ﬁ%ﬁg
OFREIMFNCB VT, 1EI0mgIZEET 55 E121E. Smg
SERUERE T A L, Fiz, MORRE - RSBV TE
58%2HET 25410, Smgdt & 10mgHE D FAIRFEH %17
banwl &,

(B85, TZEEER. WSENEE. Zollinger-EllisonElRE$)

7.2 JWIRDPE L WIBE R OERME - EIGHO5E1C1E20mg %
I1H1E&E T 52 &N TE 5,

GERERER)

7.3 WP E L WA R OERENE - Bi5E05E1C1E20mg %

I1HIE#%ET 52 ENTE5 (HH - EW’E‘?‘%V):@?—:@LOIL
@ﬁp R DAEFRFIEIE 7UF/T/74/EE7 zk

%Tﬁ%?"{’/ﬁﬁ FER< ). Fon 7’!2]\/“}’/
7°/f‘/lilf? P %TXE%ZH‘ S BEFE I ULLE



10mg X3 1E20mg % 1 H2[E], & 5 IC8BEE#E T 55HE 1%,
WHRSEE CHREREERPIERE L TN & 2R
BT &, B, AAINEROMgD ] H2EIE G 13, NEERE
TEEOBEEZHRE LIEEICRS [17.1.1 2E],

8. EELERNIEE

(Ghggtt@E)

8.1 RAIOFEGHITIE, MAGECHHEEEICIER L. EHNICI
RERIE - MRE(LERBREZITY CENEE L,
(BiER. TZiEBEaE. USIREER. EU S AMBRENTE)
8.2 EHOMRZERAS T TR VDT, HEEEICIZAVZ WL

ZEMEFE LW,

GERERERDHIFEE)

8.3 H¥ - B UETEEL S bRy 1 ey —
WL BIBBETHRARATFLRBEICHLITO 2 & & LAk,
MRBEZEODREDZVWEEITOEDEWLOBET S
ZE, ¥y BEHE, 7O LEREREO4EEDE
OWENR SN, BRREPEIHICO DR 285812
BRERIZEEEZEEBT AT &, 7B, EREEDIER
HICHNEERELZERT 22 EBEZTDITH T ENE
F L,

GEU S AEBBIEETVE)

8.4 MIRZICX DL, BREOHETIERIEDRLAGN
5 & (LAMBZV2HN L) 2RO 25352 &,
7B, REIOKREGPER., BEBEOEREE KO
(EBERICEAERZR®KT A EDHHDT. NESER
BHICLDVINSDEBRTEWT E2ERT AT &,

9. HENDEREFTHEEICHT IR

9.1 BHE - BEEEDH 2 EE

9.1.1 EYIBHAEDBIEEDSH 2 EE

9.3 FFHREEEEE
FFREZ B CHENEOREN H 5o

9.5 itim
TR SAIIER L C W S ATREE D & 2 ISR _ EOF
WafaEEz LE2 LTSN 2 BEICOABEET ST
Lo BIMEER (T v MEO400mg/kg. 7Y FEE3Omg/
kg) ClREEE (F v PTILEEE, YO FTHREOK
T ALBRE) SHESNTWS, £y Tv MRS
SV—LF RUDL (25mg/kg/H). TEFT T VKR
¥ (400mg/kg/HELE) ROV IV 2a<w4 > (50mg/
kg/HE E) Z4ERGHARS LizRBT. oXEREo
BEAROLNTWA,

9.6 =ELim
R FOBERERUOBAREOERELER L. FAOM
FXdFilkzHE T A &, BWER (S ) THHF
ANETTHIENRESN TV 5,

9.7 IR
NREENR E U7 RABITEMR L Tz,

9.8 SEE
HLEHEREORIER S H 5 b N 125 E I3RS 572 U1
BICHET A L, AFNEFEE LTHETRBESN S5
EE CIIIFRESMET L TWAZ EAEL. BIFRD
5bNBHTENDH S,

10. #HE{EA

FARIORBEIIFREEERF b 70— LP450 2C19(CYP2CI19)
KU3A4 (CYP3A4) DESDIRDHOEN TV, [16.4 ZH]
F/o. KA OBBRWMEIERICE D SAERORINZ

10.2 HHAER (HAICERTS L)

A% HEARIEIR - FEETE P - fERRE T
Iaxvy R ZEH O I R B A3 | AR O B B IR 1
AFNIIFT Y ERIZZENDSH, |HICE D, B HWpHN

LEF L. HFEA O
Wz Y 2.

A +Farv—L
T4 F=T

AT EAID I R
EFS2BENHH5,

AHI O G o I E
FIc & b, & PWpHA
ERLU. BEEROR
WEMHT 55200
H%.
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- KB b= T
LEROHIEEHE

ARF B AR 50T H ]
ERAIE e AR A IR A
G 1R R AR © 4
I 55 e 2 AR T TE AR
»ENZ N8%. 6%IE
TLEDHENH %o

BWFEITHTH 2.

R NINVESE.

AL FH—tol
PREF RIS E
BHB. mAED Ak
FLEFY— b5
BBEIR. —REICK
Alokgzdhibd s
LEERILH L,

HFIITHTH 2.

1. BlfEH

ROBWERBH5DONBZENH LD T, BEE 74T
VW, BEPROONTEEIC3HEEHIET 2% EEt) %

WEZITH &

EXIEIER

A vavg BEERH). PFI745FY— (HEARH)
2 RMBREA (SREERNBA) . SEFRRIBREE (SREZAHH). M

IMRRIAY (0.1%K) . FBIMEEM (SHEREA)

3

®E (HEAH)

4

RIS MAHR (0. 1%K1H)

BIERFR (BHERH). FFREERRE (0.1~5%AH).

FEE W IEIREEE, T ORE (IREE) F/R
B ENTZHAITIE, EP P ICERXEEDRE 2 £
L. AFlo®EZHIET 2 & &8 12, BIBSRERLE
VRIOBEEOHMY) G MBEITO T L.

11.1.

BBEE (SREAH)

FRE I R BT R ARAE (Toxic Epidermal Necrolysis:
TEN). B HGEARERRE (Stevens-JohnsonfiEfEef) |
ZALRERHSDONH ENDH 5,

11.1.6

SEEREE GHEAH). BEMNER GHEAH)

BieEgE BUN, L7 F=0%) ICHEETH I &,

1.1
.8

JAEF MU D LIIAE (SAEEREA)
TERUEARIARAE (SREEAH)

AT, BTE, CKER, mMHARORHAIAZTar s
ERZRBET HEUHRAEN HSDND I ENDH

=
1.1

9 \ABE (BHEAH)

11.1.10 $BEVIRRE (BREEAHR)
TAZ, BETH. KRERLHE. OR. AR BRI
BUENHSDNEIEN DS,

11.2 ZOthDEIEFR

(BEE t-HEBRBEE UESHEER CRERENR
Zollinger-EllisonfElZEE, IEU'SAMBERIENRIE. ERE7
AEVUVESHICHIF 2 BEENE T IEEER 0B FRIGE)

{RESIZINH T D EndH %o 0.1~5%k1 0. 1%k N
#10.1 HAZEZ HALBWLI L) MBEE RZ B | BHRE
Bk BRARAEIR - BB A W - falaEF iiki;3 BB, B MR R, 5F
VLEEY Y HERE VLEE Y S EBRED | AF O E BRI MBRIEHN, AFHE o IRIE 2, ) >
EET AN EF%HET 2B 2n HickD, EWpHA L HEZ, Am SERED
[2.2 /] W%, AL, VLR ViER JrF I AST. ALT.|#E VY LE YD
HORPAETRL, Y Al-P. y-GTP.| L&
LEE ) YoM EE LDH® k&
PMERTHIENH B, BB ER MmE LS iz
HILEE B, TR, IR, TR, b SR TE. BEMERN
IR, BR. | > Y Y. B b |k % (collagenous
O #% 7o 7. H3¥8. #&|colitis. lymphocytic
MR, 55 colitis)
WmER ER BHEOLALDE | TAE, FiE
AR PO 7T,
RS, BIIE
T, OAodoh,
KRLH
Z DAt BaLAFu—|»dHH, FE |\ BOL S5O, BEE.
Lo ARG - |18 B R, R B | BRRE. &7 BT
BUN® L&, &\l EfE. L O N|IE, BT T 4L
E;J;T%\ MHTSH|E. CKoEHF  |IME. ZHE(LAE
|

F) B RMERTRATE & T,




NUIONT9— - EOU DOREOFED

0.1~5%KTi 0. 1%
BHE HE. G FREER
1M SHiE2REES FRIREZ, FHIRED,

U YV SEREA. U v SEREE
%, IM/MREA. B ImERE

il
J I ALT. AST, y-GTP®_E# |Al-P. LDHO E5F
TERRER B, mEEF

HLE TR BE, IREERE. BB, ONE med. O
o RS, B [ER B . RER. B
HR. BEARE. BB AR B

Je

EHHER TR HFEL

Z Dt FRERRR O 157 HEZE, B2 HoL
UhE B |EAR. R
ELEF FRO LN
RERDO LA, RIERE. 7

R

) BREHEEIBEEXITHBBEEICBT5IRTTY - MY
YL TEFIIV KR T ZAavA ¥y OFHEESD
R E TOMRKRB K CRERTRRAE L &0,

12. EEFREERBRICKRIFTRHE

(ANUIONTI— . EOVORE DML

12.1 AUONTI— - EOYDREHELDEE
GRSV =LF NI LEOTa Ry T eE
F—=T XV K. VT RAuvA T ED
FAEMBEROA b=y — LORRAHR B EK TEE
TlE. BCRFMZRERDFE SBR[ REE DS
H B0, PC-REMGHEIC X 2BREHEZITOIES
X NS OFEAIOFESK T HIRLIEDORE TERT 5
ZENEF LW,

14. BRALDEER

14.1 FERIZMMFOER

14.1.1 PTPAIZEOEHEHIZPTPY — A SWM O H L CARAET %
kA fgMd s L, PTPY— FOEMKICE D, WL
AEABEREARA L, BICIZEL2 B LTHERE
AREOEELAMEEZHAET A ENH 5,

14.1.2 RFNIBESRETH V. RAICH > Tk, WAL,
B2 08TIC, DALETLOEERT S &,

15. ZDMDER

15.1 ERAREERICED < B3R

15.1.1 REOEHZESHICREOER) — 72RO/ EO#H
EWH 5.

15.1.2 NI B T 2 EROBEME T, Tu bR 1
LU —IC X BIBEICEB W TEERIE IS IREEE
i, FEEER. BHEETO) R 7ENPHRESNT
W5, FiC. SHERVOERAM (1ML OBEEZ
F7BET. B0 R HEML,

15.1.3 BIMC BT 2 EICAREE 2R & L EH OB
T, Ta VR TA vy —2HE5 LIBEIC
BWIIZHANIITL - T4 74 VK5 BB
B AZBINPRES N TV S,

15.2 FEERIREERICE D < B

15.2.1 v MIomg/kgll EA2FMFEORE L - HEHEIC
BWT, BTEICHLF ) A RORENALNIZED
HWENDH 5,

15.2.2 B¥ER (T v MEO®ES25mg/kghl |) THIRIEE
EROIMES A 0%y OEIIPRESNTNHDT,
HAICH 7z > TIXFIRIREEICIEE T 5,

15.2.3 v MIEEETHZ TV STV —) (50mg/kg/H).
TEFTVY VKM (500mg/kg/H) BT T A
u~v A (160mg/kg/H) = OtAKES LT,
BE TOREOHERE & b ICHEOREEINH DR
MEOLENT VS,

16. ZEAENRE

16.1 MARE

16.1.1 SRFSY—ILF hUD LERIRS
M AS FI220mg 2 a8 R XUIRRICE RS Lz
R OWEREBICEL Lz EY#HE/ ST A — 5 OFEE
ERIRTY, [16.2.1 ]

BEMERBREOREYEREINT X -~

. Croax trar AUC

RS HE (ng/mL) (hr) (ng - hr/mL)
EET 437+237 3.6+0.9 9374617
B 453+138 5.3%f1.4 901 £544

(Mean=S.D., n=12)

F 7o, BERABFICSmg. 10mg. 20mgEAEE R T
REHSG LI-F (B55HH) OEMERE/ ST A —5 1%
DFRDEBY TH DY,

BERASBTICBT 5 RERSH (Smg. 10mg. 20mg) DI
BHIRT TV = )T LOENERENT A —5

Chnax tmax AUC o ti2
= i
BSR | RRE (ng/mL) (hr) (ng - hr/mL) | (hr)
5m EM* 146+56 3.0 (2.0-4.5) 236197 1.8%+0.9
& [ PM* | 250455 [2.5(1.55.5)] 585+137 |4.2%0.5
1om EM* 383+83 3.3 (2.0-5.0)| 539+200 1.5+0.4
& PM* 509+64 2.8 (2.0-4.5)| 1230+£200 |3.8%0.3
20m EM* | 654+348 |4.0 (2.5-8.0)| 994+477 2.3t1.4
& PM* | 8224232 |3.3(3.0-6.0)| 2331%+663 |3.7£0.3

(Mean=S.D., tmaxtdMedian (Min-Max) ,EM n=16,PM n=38)
MAFREEESR 7 b 7/ 10— L4P450 2C19 (CYP2C19) EHAIZ, TEl&E
BRIV SEE NS,
EM (extensive metabolizer) :CYP2C19*1/1. CYP2C19*1/*23ix
CYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3X i
CYP2C19'3/*3

16.1.2 3RIHARS
BERABTICTART T —)LF b7 L20mgh . 7
EF TV AKHMTS0mg (i) KT Z ) Aaw
4> >400mg (Fffi) #1H2E7HRE (BH12[E) KERE
A5 LIZRO IR T =)L) M) 7 LD EY e
ST RA=HFZUTOEBYTH B,

BERBABFICB T B3F M HARER SO MR T XTZ
V=L N LDENERENT A =5

Chax tmax AUCo12 ti2
(ng/mL) (hr) (ng - hr/mL) (hr)

EM* (n=15)| 578+293 |3.0 (2.0-4.0) | 934+438 | 0.72+0.19

PM* (n=4) | 948+138 |3.0 (2.0-3.0) | 2600+474 | 1.80=+0.32

(Mean=S.D., tmaldMedian (Min-Max))
MATRHEEESRF b 70— A4P450 2C19 (CYP2C19) AN, &
EFREDSES NS,
EM (extensive metabolizer) :CYP2C19*1/1. CYP2C19*1/*23ix
CYP2C19*1/*3
PM (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3X i
CYP2C19'3/*3
¥) ARAERUCHEIE EE. AR IRTIY—LF )T LE
L CIEIOmg. 7EF >V KM & LTLET750mg (F1f) &
VO AavA & LTLER00mg (F71fi) 3% ZFEICIH2
|, 7THERO®RET 5. 2B, 77V 207A Uik, BRELCE
CCHEERET S ENTED, 7272, 1[E400mg (F1ffi) 1H2
m% FRET D] THD
16.1.3 EMZFHIEZF R
TR ZI—F M T LEEIOmE [ 37 7] &%
Iy MEIOMgZE, 70 A4 —N—EIc kD FNnENn]
& (IRTFYV—LF bUTLELTIOmG) BEERRA
BFICEAERERORS U CmERRE(LEREE %8l
E L. BoNIEMEFRE/IST X —% (AUC, Cmax) I
DV T0%EEX BE IS TRET#IT 21T - 7246 R, log
(0.80) ~log (1.25) OEHFENTH V. WHIDLEYE

HESHE PR S Nz,
HEINT A =% BEINT A =4
AUCo-12 Chmax tmax ti2

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

IRTFI—)F )T L 503.90 305.66 3.3 1.29
$E10mg [ 37 7] +194.01 +118.46 | £1.3 | £0.71

491.81 292.77 3.7 1.21

/¥U T 1 4El0mg +197.55 | +£123.95 | +£1.2 | £0.55

(Mean=+S.D., n=46)

(ng/mL)
300 (Mean+S.D., n=46)
20| —— IS TV —)LF b LGE
- 10mg 7377
1 ---0--- 8Ty MELO
# 200 - - e
th
& A
2 150
4
&
#® 100 -
;4
50
0 = b w
0 2 8 10 12(hr)

6
e

MEEFREN FIZAUC, CnaFED/8T X =513, #iER
FHORIR, (R OFRIEE - BFORBEMFICE -
TREZLWEENFH S,



16.2

16.2.

16.4

16.5

16.7

17.1

IR
1 BEORE
BB T1220mgZ A N L BRICREORS Lz
W, BRESTIIMAETRSICH UtnadS] . TR ELE
T5EEHITIUAEZEIBD SN TS, [16.1.1
28]
X
TR A B F1210mg. 20mg% fF %5 L7z o migh
ORBYNE. FIIERZENZETRITICE D ER LZF
FL—FNETH>Te ZOMICHFRBBESZF b 70—
LP450 2C19 (CYP2C19) »BA5 9 % i X F L L KIS
12 & DA L2 X F VIR, 3A4 (CYP3A4) ST
B 2ANKR MERISIZE D AR LTz ZAILAR MEDERD 51
720500, 110, 28]
HEttt
BFRMABEFI220mg 2O E L5, B 552480
FTCICRFIZTINRT S —)LF M) ADORE(LKITHE
HENT, REMTHAE IR VEBERCZDO L7 0
VBT E AP RSB DR29~40%. A IILH TV — LEEE
BAEN 13~ 19%FE S 7D 9,
EYIRE{ER
HE (A XSFV—)) THREERF N 70— LP450
2C19 (CYP2C19) ~ORR#BEIC KX DHEERADPR
ENTVEYTENRA, TLT77) Y (R-TLT 7Y
V) IRLTIRT TV —)LF YT AIZ TS DEH]
OMABEICHEZEZ LW EPRESIN TS, £
on R (50T V ) THREBESRFT N a—
LP450 1A2 (CYPIA2) OFBEIC X VHEEEANRD
ENTVWAETA T4 VIZRLTEIRT S —)LF b
U?6@@¢%§K%%%52&mztﬁ$%éhfu
507,

17. BRERAE

BMERURSEICRY R

(BEE. TEBES. VSMEs. EREsER)

17.1.

1 —ARERAREABR N ' S SR tLEEER
BE%. +EBEE. Mk RER ROy aTEE
2R RICIAE10mg X 1&20mg % %5 U 7o — % il PR it
BN O _EEMHEGEER (50~ 8EM) DORE
WETREOEBYTH BT,

R RGeS

BiEE 94.0% (18915l/20141)
+ERES 99.4% (159451l/1601)
MR RE R 90.9% (504/551)
VI & ERIE 83.3% (10f1/12451)

F 72 R BEERARTE OB REBE R %2 /R
1H1E10mg % 248 5 U /- MRS (ZEEmE
RER) 1CB B NHRBIIEERERILTE.6% (3341/4241)
TH-o7-19,
BERHERVCHBO IO Ry Aoy —BE
ICEFAHT oW Rt REERBEEZNRE L RE58E
BONBRBEREICIDBBRIITRZRDOEBY TH-
729, [7.3 28]

1[E120mg 1[5]10mg 1[E120mg

1H1E 1H2[E 1H2[E

20k 58.8% 78.4% 77.0%
(60f1l/102f1) | (80fil/10245) | (77{51/10043)

grade A %O 65.1% 87.1% 79.5%
grade B* (56l/86%1) (741511/854) (665/83f)

grade C XU 25.0% 35.3% 64.7%
grade D* (4%1/1631) (661/17f1) (11451/1741)

) SARTFSY—LF hU T LI0mg/H. TV F5 VT —1L30mg/H.
I A 75V —)L20mg/H % SAR DL L3542 1 RIAR XIS HER R

I

xu YIRS

(HE2) T X BEEE

BEAELOCHEO 7T MR T ey —nsE
ICHEHUIE™ O BB 28 & MR & U 7z MERRE521E
BEONRSREIC L ZIEFFHEER (FREE) 1ETE

DEBYTH 72200,

FRREOREE
IElOmg | 1E10mg (95%{E X )
1A1E 182[E PE”
55 1% D 44 8% 73.9% 29.1 (18.9, 39.3)
JEEHER (73/16341) (119/16141) P<0.001

a) 10mgl H2E-10mgl H1E, b) x*&E

¥2) FRFFV—LF kU Al0mg/H - 0mg/H. TV FTI —
L30mg/H. #+ 275V —=)L20mg/H. TV *F5Y—)L20mg/
H % AR LI B 56 10 ARG U MERR IR IO 3

GEU' S AEBBIEETIE)
17.1.2 _E5RHERHR

FEUS A B REMFUE 2 M RICIH1E0mg 25 L
r_EERHEEE (RSHRAER) CBU 20
FEROTREERKRERERIL, ThZ2n43.6% (44
f1/10141) . 55.4% (56%1/10141) Td -7z,
BIEAIE. 10mg# 5 010261 #1261 (11.8%) 1258
S5Nic. ELFWERIE. M3 (2.9%) KOEEE
2 (2.0%) TdH -7,

(BERE7 AU VESEICBIT2BEEX I T ZEBEED
S

17.1.3 =

EREEGIER

EHE7 2 >~ (1H81mgXiX100mg) DEHZE
EREE L, »OERE I+ ZEREE O RARE
2ETHBEEMRE L ZEEHREERBOEE,
Kaplan-Meieri&IC & O #7E L 72 % 524 E1R 0 B &
?X@+:%%E%@$Eﬁ%$u?ﬁ@&ﬁbf

o720

BIERIZ. SRXTIV—LF b7 AI0mgik 58T
1575114451 (8.9%) \Smg#t 58 T 1566761 (4.5%)
RO sz, EaEIfERIX10mgH 58 TR 0N
ZAUF (1.3%) Smgi 58T TR (1.9%).
REFHE M1 (1.3%) TdH o722,

1H1[E5mg | 1H1[E10mg it A
(1501) (15141) (15141)
AIBIE 4Af51 251 32451
B 524:81% O RREFEHRY 2.8% 1.4% 21.7%
(95% 5 HE < H) (1.04, 7.17)|(0.35, 5.51)|(15.84, 29.27)
RIS 20— R 0.11 0.05 B
(95% 1= #E X ) (0.04, 0.31)](0.01, 0.23)
PlEY £<0.001 £<0.001 -
a) Kaplan-Meieriic & 547, b) Log-ranki@E. c) xlEE7T L
J > (1[E50mgl H3[E])
(%)
100 -8~ 1 H 1A 5mg
90 -©- 1 H 118[10mg
~ae A
80
70
% 60
% 50
%{:‘
£ 40
30
20 4
10
0 B e 8
0 12 24
At Risk S S W )
1 H 1 5mg 150 150 139
1 H 1[110mg 151 151 142
xR 151 151 114

Kaplan-Meieri£ i< & 2 B85 I3+ Z15B1E 5 O RIEHEFEER

51T, BEMALE, SRTTIT—LF U TLE
RASHAM MG Uz 5E (R TR AT6ME K&
5). Kaplan-Meierikic & O #E7E L 72 g5 I3+ =
ERGIEE O REEHR L, 1H1E5MgT3.7% (95%(3
FEH X [H:1.53,8.64). 1H1[E10mgT2.2% (95%(5 8 X
[M:0.72,6.75) TH o720 =B HE24HELIFE, xR
BIEIRTIY—F M) 7 A1HESmg X IEIHE
10mglc 0 & 2 ¢ FASHERMMTRSE L 72>,

(BEEXE+TTEBESEICBIFIANVINTI— - EOUD
FREDHEED)
17.1.4 EPRERREER

AN ANy y— - en ) BEo 85BE IS+ ZEBiE
BOBEEWMRE LIENOERRE (TX75V—
LFRUD L PEEFY VY VKRG S5 20
<A OIH2EI7THEZEO®RS) ICBTHBRERITT
RBOEBYTH S,

BMERIE. SARTSYV—LF )Y L10mg. 7EF
22 YRS 0mg (Fiffi). 7TV RAavA vy
200mg (F1fffi) #5512k 0. 12961406 (31.0%) 1<
RO oM. ERBNERIZTRI6M (12.4%). #E13M5]
(10.1%) THotco Flow TIRTTI—=)LF MY T L
10mg. 7EF ¥ »KMY750mg (Fiffi). 75V
AW A T 400mg (i) H5ICE D 1236554
(44.7%) \CEIWER AR &1, E2EIERIE TFR2661
(21.1%)« BAE1361 (10.6%) HREEF 1361 (10.6%) .
REIETH (5.7%) Td > 722,



BEAIOIERSE 55 RER

B | BEE |t ERRS it

FRTFY =+ kY7 A10mg
TEF YY) VKEIT50mg () | 208/ H
7512074 Y2 200mg ()

87.7% 83.3% 85.7%
(571/65471) | (4561/5441) | (102471/119f)

IRTFY =+ + Y7 410mg
TEF YY) VKFIT0mg () | 218/ H
75 20%4 ¥ 400mg (A1)

89.7% 87.8% 89.0%
(61151/68) | (3661/414) | (976l/109(1)

B BN TN AN Ny —- ¥ a ) BHEOE -
+IEEEES I T AREOBEFERBET ICBWVWTH,
FREEOBEIBEONT DY,
) FEHOBREER,. ROBRSHEEITROEBDTHY ., H
NOEZRAEROCHE L IR %5,
IRT TV —=)LF YT LELTIER0mME, TEFT T
VKFI & LClE1000mg (Siffi) KO Z) Aa~A ¥
> & UTIES00mg (Fffi) 37| % 1 H2ME., 7H & 0%
=
/o, TabhrvRY Sy — (ST 5—
V). TEF D) KRG 7 ) 2a~<A 22D
3P EGICE BN INTH— - ¥ OREIBESR
B Thoiz~")aNTy— - ¥Yu)BEoBEEX
3+ ZIEBEESEOREAWNRE LEZENOBKS (5
RTSV=NLF P I TL, TEFTIY VKOMKRDS
A b=V = LOlIH2E7HBRO®RS) 2B 5K
HRI382% (49041/60f1) LIMESNTWLBEY,

18. ZEZNEIE
18.1 {ERKR
SRT SV —)LF N7 LIGEE I AL O B AR TR
HE (A7 2273 RR) 1220 7a bRy 7 (HY
K'-ATPase) OSHE % E#i L CTHEREEZHEHEL. B
FIEMET ZY, SSHICEESNABEREEOEIEIC
WCAERERGL D & DEIDIEK D HWIE T IVY F 4
ICEBEEEOHEENEE L TVEHDEEZENS,
FOfh, TV FF Lo CTEREENEIET 5 A
HHIERI S B,
18.2 BEESWMINHEITER
18.2.1 BREBABFIZBITAH AN VHEEESWICH L, 1
H1E10mg# 5. 1H1E20mgi5 T & I 58 H»
SERLIFEAZRL, #E5IHEKUTHEOES
WEORARIZIHIE0MgH 5 T72~76%. 90~96%.
1H1E20mgH 5 T88~89%. 99% T 5%,
18.2.2 " FREHBRERIIBI AT FIILTA T v
AMPHIEUIC K 5 BEE % (M\%:?ﬂ]%u@'éy‘ (in vitro)
1823&&%59““%% BB IV, RUFHAR
U UHBEEBSMW. XTIy MBS ERER Y
Wk e A% 3 ‘/%U?f‘?ﬂl%@%wt:ﬂ U581 72 e
;2%3—34)~36)°
AXHBWNIET Y MBI 2 B8RS Wi /EH o RE
. o7 b ARy FHERNCHE LELS . H S
Z MY D EFIZDN,
18.3 BApH LER{EA
BEEABTFICHT S ENpHICH L. 1H1ESmgH 5.
1H1E10mgH% 5. 1H1E20mgi S5 Tt bIcEHE LR
ER %R L. & 55H B 024 I pHALL B % 7R 9 1 E
OEIEIXIHIESmg% 5 DEM*T46%. PM*T63%. 1H
1E10mgt 5 DEM* T58%. PM*T72%. 1HI1[E120mg#%
SDOEM*T61%. PM*T76% T %%,
MAFRBEESRF b 70 —L4P450 2C19 (CYP2C19) FI|ANZ, N
FRETRE IV HEENS,
EM (extensive metabolizer) :CYP2C19*1/‘1, CYP2C19*1/*2
N1ECYP2C19°1/°3
M (poor metabolizer) :CYP2C19*2/*2, CYP2C19*2/*3X
1ZCYP2C19*3/*3
18.4 H'. K*-ATPasefB=E{EH
Ty EREX D FER L -H. K-ATPaselcxf L. 58 HE
EERZRT® (n vitro) .
18.5 MEBER
7/ &RV STEEBREEH S WILERERERE (%
WA ML R, KBIWEA b LA, PR, VAT
TEV\E%J&/—N&07ZEUV)Kﬁb‘@w
TEBER® 5 0 IEERMBERE NS 2R 93090,
18.6 {ERERF
(NUONTI— - EOVREOFEED
TEFIY KRS T AavAL T, TEFY
T VIKFIR O X ha = — )L & O3 REEICE
F2IRTTI—)F M) D LOEENIENpHE LA S
HHIEICED, TEFTVVY KNIRO 7 ZY) 20
A rOMBEERE2BEO LI EICHBHEEZLNDN Y,

18.7 FRERIR

(ANUONTI— - EOVREOHED)
AFARXIRANEANY AN — - ) BT TILIC
BV, BREERICHT 27 EFR ) VokfImE 7
FYRATA T YDOEIBRHOMEIZ. SRSV —)LF
M) LZRNZDZ EICED HEDESIDD SNY,

19. BHMHS T B E(EFHXR

—MREETR : TRT T —F R UL

(Rabeprazole Sodium)
{244 : Monosodium (RS)-2-({[4-(3-
methoxypropoxy)-3-methylpyridin-2-yl]
methyl}sulfinyl)-1/-benzimidazolide
730 ¢ CisHoN3NaOsS
STE 1 381.42
MR 1 IRT TV F MY LZHE~BEEBOMET
H%,
REIIKICHED TET T, T4 —)b (99.5)
BT T 0,
Aiml30.01mol/L/AKEAt T b U o ARIKICIE T
AREnIEMRIREETH %0
ARIMOKIER (1-20) BIDEHERS 0,
AEISERBEPRO SN2,

{bErEE=

O _CH3

H5C o—/r_/

o
N \ /) ROBEREE
@[N/ys% \

20. BURWVEDER
20.1 PTPREE T )L IEMEMR. NI BRIIMER. BXE
BITRETHI L.

22, a%
1008E 10% (PTP) x10. &EAIAD]
10088 [RUVIZFLYEY, NS, EEAIAD]

[
[R
1408% [148% (PTP) x10. EEAIAD]
5005 [1082 (PTP) x50, EzEAIAD]
7008 [148% (PTP) X50. HZMRAIA D]
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