20264F 8 H T (35 7 i) H AR YE RS dn S0 7 872329

EERAARAELA—T4+—L

H AP SR A 4 O TF Zldk BAH2018 (20 194F FHThR) 12 MEHL U C1ERK

JOroiRVT A VEESR—
ITYATSI=UITHRIOLATEIL
TIYATSY=)r7tL 10mg 9D1
TYIATSY=))1n7t1L 20mg9D1

ESOMEPRAZOLE Capsules [SAWAI]

bl B | i H 7 & LAl

e s
LR D B X |
B A W T | ) e — RSO £ D T = &
BTN O0ng : 1 AT AP XATTZ ) —)L e L Tl0ngE A

H oK - & =’ , . RN ™
7N 20mg : 17 vAFY AT —)L L LT 20ngE A
o » M4 - =Y AT T — =7 R AR JAN)
4

¥4 : Esomeprazole Magnesium Hydrate JAN)

Mk By 98 K BB AR A B | BUENEARRAEA H - 2022428 A15H
M AL MU H A A B | BAMEEENGERAEA B o: 20224F12H 9 H
B 7¢ B 5 & H H |BR7ZBAWBFEH H 202341 H27TH

S ot (EA) « 1245 - i
#t 4

It

=

FOEMRTETE + POFREER AU

St 2

K

[ A o 25 38 O LS S

PR StE EIRAERE v ¥ —
v & b & & 1| TEL : 0120-381-999, FAX : 06-7708-8966
EREBMRE AT R ETEHRY A b : https://med. sawai. co. jp/

AKIF(320264F 7 HUGET OEFIRLOFERUICE S S WET L,
RATON WL, MSATBHEN R E R SR ORI RRER = THEGE L T E S0,



1.

EERA VIELI—T+—LFBOFSIZDHE —ArmEEELHE—

EERA VA E1—T+r—LIERORE

e i7E F I 3050 D AR 72 BER S i & LT, IR IR SRS SGE (LR, B3GR 3% 5,
PRI EIG CE R - SEAIRNSE O BERIEFH 03 A B IS LB e EIR A O B IE R AT T 5
BRI, IR SCEICREHE SN B A A H ) 2 BICRE 2 EMA LB e G A 0N H v | SR 3E
DEFEHRLEH (LU, MRZESOEFEROBINGERSLCERICIVEHRAMTEL TETCND

Z ORI HBEREREEEOICATTEIZOOHEA Y A M LTEREAS VX 2 —T7 53—
L(LUF, IF & B9 D3piEAE LT,

19884FIZ H AJRPEsEAIRT2 (LT, B NS 2 /N EBSBIFOAERHT, IFFLHEER,
IF;@%@%%%;&L Z D% 1998 HIFHEFATE 3/NE B8, 20084, 201342 H 3[R
HIFHME B S NIFLEEHEONET 21T> T &,
[FRLHECEAH2008 LAR% | IFIZPDFEOE 17 — & & LTIRMET 2 Z ERFHIE o7z, T
ﬂﬂ)%Hii®£%&&ﬂﬁ%otEA’&%@@%?~&%EWLKW%@%#K%&
INDZ & bilpole, BHROIFIE, FEHEGERERR AN (CL T, PMDA) O H =35,
TEEHMBD_— (http://www. pmda. go. Jp/PmdaSearch/iyakuSearch/) WCCAB STV A,
HIRSE T, 20094 & 0 R OIF O R AT oMk e LTIA v X Ea—7 +— L
PR ERE L, Ex OIFPRMN CEZ M T 2 EAEAE®RE L GEYINER - ML Ty
5o

20194FE DIRAT SCEFLWMBEHO L HIC A DY, IFRiREEME2018AFEK S, Sk ENRHELR
S DR FEE IR IR ENCRT D A R T A v | ICBIET B IE R H DO 7=, T OHEHIRZ T E
L7z,

CIFE

IFIZ T SCEE OE R A ffioe L, AT - AR O ERIEFE 1T L o CTHFEBITHER,
GO EEEO - O O, IR O T2 DR, FAAID -0 O, £ 35 o5 T
R OT=0 OIE R, KPR RBE T T DT DI HE ﬁ%ﬁéht“Am&@%mc%mmﬁi
L LT, BRI ECHEEEEZ R E U, AN O 72 012 Y 5% B 3K 0 o Sl iy 72 X IRGe (I #E
DA ZEITHER K QMR AE 2 L T D 2GR ENLERT B b,

IFIZReE 2 T B AT B3N SR E L7 IFFRE BRI HEL L, — 3 OB oh 2 bR & KGR O
FRNOFEHRNTE SN D, 72720, RERGEOBES DD O L OFIHE H S 2NGE - 4
Wr - PRAE T RE FIESIIIFOLEFEE T2 5720, Wz 5 &, MERM¥EN DRt
IFIE, FIAZE B SR - 1 - BRREA T2 & & bic, RERHEE T LD LV ) Rili%
FFoZ L Z&mifEE LTV 5,

[FORMUIE 7T —F 2R L L, BERAETORARIILATIE R,




3. FORAIZHI=>T

B EARDIFIEL, PMDA®D EREH EE GG R R OX—VIHlG TR E STV 5,
RSP FETTERIES A v F B a—T 4 — MMERD FF| & J I > TIFZAERL - #9523,
IFOJFR A B E 2 ERBUSICRE LT D EHCIFMERURHC Gedk L MRS I DV Tl
HREFEOMRES~DA U ZE2—IZLVFIHEE ODPARZREIE, IFORHAMZ SO D 2
bbb, £lo, MRSGTSNAMHEH EoFEEEICET2FHICEHL TL, IFRSGET b %
TORIT, BRSNS DUETNEZ IS 20N LI SCES . H 2 WITE RO E R G 5
e — B RS X 0 B A S0 T 5 & L bic, IFOERIZH 7> T, FTOERAL
F 2 PMDADEHEGEFEISRERRRON— THR T OMER D 5.

72, WIEM AR EMEOMERO SN LREH I TWD V. 5. BREE LI XL, 5%
B, TXI. EE T 2B S IFAREZZ T CTORWERPEEND ZERH Y TDOHDY
NI+ EETRETH D,

4. FACKELTOBER

IF& HHEEBICBOVTRNT ZENTERWERBFRFE L TUEH L W&,
IFIE AR OEEE 2521 T, Yk O RE IR 72 TR FE I #50 D RENER - 4255,
PSR S I D 72D DGR TH D & OALE ST 7228, il - REUITEE L O LA A
SOE A G OB ENCE T 2 0 A R oA v, BEpa— R -7 - 7777 ¢
REDHIK E —ERESZ T & 552/ BOEHHRREEIT A N7 1 2 Tldk, REKGRIESK
SO FEFIZBE T 2 G IR DWW T SRR EN IR EE DD ORDITIE U TITH 2 &
FELLZRNWEENTEY, MRE~DA VX B2 —H LOXEFHE R Sk, FIHE
HOMNIFONEEZRESHEDIREEDOTHDZ L2 L TEMRITET 570, R
NHELNDTEROBZIBIEHER L, TORBMEZ RikE . ERERBICB T 2 EEMFH%
MR35 2 CIFEAIMOARB TH O  IFZEH L THEES 2 HICMEH L bolc L Tniziz
ENAN

(20204 4 H 7T




I

I. WEBLICEETA3EE .o 1 VII. ZatE(EA EoEESE) ICETLHA ... ... 31
1. BEBORREE 1 1. BENELZORME ... 31
2. B OIRIRSEE. 1 2. BENRKAEZTOHEB 31
3. RS ORIFIEREE 1 3. REXIIRICEET AEE L FOHE ... 31
4. WIEFERICBE UM &R 1 4. AEROHBEICEET2EE L ZOHA ... .. 31
5. JREBGME L OV - A EOBIREE. ... .. 1 5. HEBEREANEELEZOHE ... 31
6. RMPOMEE ... ... ... ... ... .. ..... 2 6. HEOWREATLHEEICHETIER ....... 31

T MEER . 32

M. ZFRICBETAIEE .o 3 8. BIMEM ..o 34
1. BRTED o 3 9. ERMAERFICRITIHE ... 36
L A 3 10, WEREG 36
3. REEACSUIORMERL 3 I WA EOEE 36
4. TR OS TR 3 12 FZOMODER ... 36
5. b4 (4 XWIAR". ..o 3
6. BHA. B4, BEE. L& 4 IX. FERRRRRBRICEET2IEE ... 37

1. SRERERBR ... 37

M. AT 2B, o 5 2. HMERRER .. 37
1. MBS, 5
2. ARy OFFESEM TICBTDLEME. ... .. 5 X, EHMEEICETIEE .o 38
3. BB OMEREERIE, EEE. oL 5 1. BBIRA 38

2. BRI 38

V. ®FNCBETAEE . 6 3. AR TORHE ... 38
1. B 6 4, BN EDOVEE . 38
2. BUKIOMEY .. 7 5. BEMITEM ... 38
3. PMIEMRIEOME R OFE. ... 7 6. F—Ry R ... 38
A T 7 7.EEEAENR 38
5. IBRATHAREMEOHDKMY. ..., 7 8. RUEMRFEAGRIEH B R OVKGEER R, SEfhFLHE
6. BFIOBMEEIETFICBITIEEM. ... ... 7 UNHRAEA B, IRFEBAAFEAR .o 38
7. TRELNER ORI DREME. 12 9. FMRESIZhEEM, ALK OH EATBEINE
8. Al & OELEZEAL (WELFIZEA) ... 12 DEABROZDONE oo 39
O, WHIME . 12 10. FEEAREE. Fillif RAREH H K OED
10, B A 16 P e 39
11. BISIRMESN D EME. ... 17 L BRI ..o 39
12, FOfth .o 17 12, BEEEIRAGIRICEE A8 .. ... ...l 39

13, BRI — R 39

V. BFEICETDIEE . 18 14, RN LTS 39
1. BhRESUTZNI: o 18
2. eI RICEET AR 18 XL, SR 40
3. HEBELAOHE . 19 1. BIUHSCER . ..o 40
4. MELOCHEIZEEST2EE. ..o 20 2. TOMDBESR ... 41
5. BRRRGRE ..o 21

XI. BEGE . 42

VI, SEEHEEHICRATAIEE . 24 1. ERIETORTERD ..o 42
1. SEEZPRICEE D Db AW IR, .. .. 24 2. MEIMZRIT DR ®R ... 42
2. EPEIER . 24

XU, B e 43

VI REhRBICBId 2TEE. ... 25 1. FAF - RFEZRBICE L CRERHIBT 21T 5 12
1. MAEDHRS. ... 25 o TOBEBR ... 43
2. HUPEERIO R T A—H 28 2. FOMOEEER . 47
3. FBEMGRE 2 —S g ). oo .. 29
A WRIBL 29
SR v T 29
6. B 29
TR 30
8. "NIZVAR—F—IZETHHEHR............. 30
9. BITEICEDBRER. ... 30
10. BEDOERERTHEE. ..o 30
1. ZFOf 30



. BEICBEd 5HA

BEICET HIER

1. ﬁﬁ§§0)$§$§ ...........................................................................
T RXT T = T 10mg/ T EA2mg [V T A X, AT T =~ TR LK
fimaEEaTsr7a bR e X —ThD,

AANL, BIEEIESE UTTRREHICES & BOE AT ONTHUE K OB 1A Z R E, ZE
PR, E%%%H“rﬁ%%imb EKREG T ETICE ST,

KR WS UYEHL U 7= @4 TRk264E11H21H HAII121%5 2 5
AR 20224 8 H
Eoh 20234E 1 H

1) BEERIRL O MANE H A RS D R~ S TR W R E DA T2 2 LIlc kb, HEE
ARNIZ BN T —H O BRRWBICH B E D, ZORISOEKERETIE, BREEMENGG
H 2L, b VICKT 2 iATe 7 a bR 7 EMEHEN D EERE MO T D, T A
TSI ZOT e NN T O E ERET S 2 LIk o T HBYWEIMEIT S,
(VI. —2. &)

2)ERBZEWERE LT, vay s, 7T 74 7% —, FMEKEDAE, BERERE, Fiiths
i, f/RIEA . BIEST 26, AFHERERE S, 3, IFARAS, EMER B ARE (Toxic
Epldermal Necrolysis : TEN) F & REREARAE AT (Stevens —JohnsonfEGERE) . [T

. FEMERE &, AMERIEE, BUOmmfeE, 1K) MY v AE, SEELIRRE, SRS, (K
v&%/ﬁbmfﬁ%%énfméWM—s.ﬁ%%

3. B R D BRI -
(V. WANCE T 2HE | LR ORAHEEAXSHTEEREBREMITREHEHRT A~
https://med. sawai. co. jp/ &=

4. ﬂﬁIEﬁﬁFﬁl:EﬂLﬁCﬁﬂ%ﬂ?r’<i§¢$T$ ........................................................

BIEFERICET 28M. RBERAA FI1 V% AR
RMP HHE
BV A7 Mg & U TER ST 5 &4 HHE
el FHEE T A KT A v Bl
{RBA T ) oD B8 T S IE A Bl

(202648 A 3 HHEFS)

5. ﬂimL§&##Zil})l 'ﬁEFHJ:O)%UM§§§ﬂE ...................................................
1) A&EBEH
FeFREI M DOEI G Y A 7 EHEHE (RMP) O FERMICI T 2 BEARERIR LD . KGREMERN
fRER S, ZAUSHEWRREEEBIZB WD THRRICHRS T,
[FRRAATE] FRER S 2
R3S Y X 7 EEEHE A R ED I Ehid o &,



[. BWEIZB+ 5HE

2)ifiid - EALEOHRER
L

6. RMPG)*E&E ..........................................................................
LR



0. AFICBd 5HA

0. £%#ICEAY %EE

L E - I I I I
1) ¥4
T RT TS — )TN 10ngl VU A |
Y ATV — )T T 20mg [T A

2) 4
ESOMEPRAZOLE Capsules [SAWAI]

3) BFRDHRK
WA ITH 9 A22 0 3ARAIF 09220015 | 1ZHESEMms Lz,

1) ¥4 (an % ik)
TYI AT T =N~ TR T LKF (JAN)

2) F4 (k)
Esomeprazole Magnesium Hydrate (JAN)

esomeprazole (INN)

3) AT L\ (stem)

—prazole : antiulcer, benzimidazole derivatives

3. *ﬁiﬁiﬁﬂliﬁ?'ﬁﬂ .....................................................................

N S- N \CHS Mngr + 3H:0

CHs

4. ﬁj\%ﬁ&z}:ﬁ\%% .....................................................................
%%K . C34H36N60682Mg'3H20
Sy 1 767,17

5. ABEEA (BIBSE) ML - oo
Bis {5 -methoxy-2-[(S)- (4 -methoxy- 3, 5-dimethylpyridin- 2 —yl) methanesulfinyl]-

1 H-benzimidazol- 1 -yl} monomagnesium trihydrate



0. A3 5HA

6. BRA. I B BB -
Hriz7p L



. A& B4 %A

. Ak CEI 5HE

1, MPEBAEEBBATERT - - e
1) 9V 81 - IR
Ha~Z < WK T T EWEAOHR R TH 5,

2) B
AL =TT RT < KITIFE A ERT 20,

3 BB
BB L

DR (DR HR. BE R
mit s $172~176°C

5) Bt E AR R M
BB L

6) HERRE
BB L

7 20O E R RIEE
BB L

2. ;ﬁ?jﬂzﬁ\@%*ﬁ%ﬁ;?l:ﬁ[-}-éfﬁtli ....................................................
BB L

3. AR DR B BRI TS oot
< HERBIABRIE >
1) SEAN ARG FE N E 14
2) RO AT b VRIE

<EEE>
Wik~ 797 4—



IV. ®ANCRT5EE

Iv. SFICET HEB

1 ﬁuﬂé .................................................................................
1) FIf2 DX 7
il B 7 2 LA
2) BHI D SV R VIR
. I o
i A SF () - ol (ng) - BT KK R
C%¥:> B KSR
N x| o I PN A vd
TV AT T —) N P ~ \
7 1omg B NEY : Ffa~T< 5T Eo

JHEPERRRL Ch 5, 1B
DGR 2780 % Z
LD D,

A C:

U

—
—
w

35
or
>
©
ol

BHOHB ROEA
i <DV e
NEY : Af~T< 5T VEAED

L2 Tk
T 1
ZLOD’

ITIAT T —)L

" 120 o N
g@;ng _ IRk T 5. 1B
C:? DIVEIERER 238 % =
1.3 F3I 5 LBBD,
3) BEAIO—K
@V A TSTF— AT EAI0mg VU A |
FoREL - TV
FTRNE =V AT TV —) 10mg YU A
@V A TSTF =T EA20mgV U A |
FoREL - TV
FTRNE = AT TV —) 20mg U A
4) EI D Y%
IR — M B R —faBRyE SRR —MRBREDIEIZ L 0 & &8 —MERBR 21T 5 & &, B

HET D,
WHITE - B R —faiRis T HaERIE O8N FWE) OEIC L 0 BR21T 9 & & HIRICES T 5,

5) Z it
BN



2. WE|IOMEK

V. ®ANZRET 5HA

DA (EERS) DEERVHMNH

. TY AT TG —= N TN TY AT TG —= N TN
W A Lomg [ 7 1 | 20mg [0 1 |
T AT T = TR BRI
HRhA S (AT — e L70)
(17 &) 11. Img 22. 3mg
(10mg) (20mg)
I U N TN AT T U UM, X7 bR AT U
517 L "W b AFE, A, e e okl —RA e a Ao —2A
s N RY I NR—= 180, AXZ 7 VNEEaR) ~—LD, £/ ATT7 VU BIY
i VY, 77V VEENa
Bl oy | B HTR—T o BET S S DRGSR, AT ARY e
Aotk V. e E VBB ATV, e A —2R
bk | 15, RE1025
) EBREZFDRE
M ER e L
) B=E
M ER e L

3. 5ﬁ1¢5§ﬁgi{§®%ﬂﬁz&zﬁ§§ .............................................................
M LA

BARSAYA

5. ;‘E)\j—éﬂ'ﬁ%:lia)%é,j&ﬁ*@ ............................................................
ek L

6. @ﬁuw%*ﬁ%ﬁ;?(:}sﬁ-éfinli ........................................................
@V ATSTF— T N10mg VU A |

1) RHRFRER

=

AN O —E OREHHE T BT 5 B O L EMN MRS T D720, R Z £ 5,

Fik

(22 EMEREBREME HIEDOH A RT3 42| CERR 342 A15H HEF43E) M O ZEMEBR Y A
K7 A L OUEIZOWT) CERIGFE 6 H 3 B [EHFEFRF06030015) 1IZFDWT, ABHFIO [#
¥ M ORBR T VE]IC L 0 Eii+ 5,



IV. ®ANCRT5EE

AHEREH R UK
REEH 25+ 2°C/60+ 5 %RH
RFEART 364 A
EAER[EI1 %k 3E/ vy b
PP PTP(RYV Zmu ) 7rtuxxFL o/ TA3I=
B L) /R
T A NI (HERY =ZF LU/ HERY oLy
> 7 /R /AR
Oy &S PTPAEE | D714K1SD407, @714K1SD408, ®714K1SD409
NZaEE | @T14K1SD407, ®714K1SD408, ©714K1SD409
BR
PTPEZE 36 n Atk
oy &S
HERIEE @ © ©
b %VVT%W%Q\ﬁf%%5?%ﬁ@@@ﬁ7ﬁwﬂﬁ\W
WL 0 D WG TR L FERL
FE R EER ey ey ey
HERR (BEEYE) ey ey ey
S8R ey ey ey
B R ey ey ey
E =5 ey ey ey
N 36 n A&
oy &S
HERIEE @ © ©
b %?yf%@%é\ﬁf4$5¢@ﬁé@@w7ﬁwm@\m
R Z < H TV O IGIRIERERL
FE R EER ey ey ey
HERR (BEEYE) ey ey ey
SRR ey ey ey
B R ey ey ey
E =5 ey ey ey
SCRBR SR I D KT K B HIE (BUE OB TIrIARSEH)
bt
FHIRAT3ER (36 » H) OfEF:, ARBAT@E OGS FIZBWT SHEMEETH D Z L HE
H =7,
2) EIET DR EERER®
BH
ARBUHN D MR BARBE DL EVE A MR T D T OB 2 F i 5,
Ak

HEOIEDOAIIA 2 TR TIRAF L 728, ARAN O (B K ORBRITIE ]IS RE W R & S 4
%o TDRERITOVTIEEA] « 1 778 VH O HECIIEIRAE TOLEMERBRIEIC SV T (FH) | CF
Al 1148 F 20 H (#) HARBEREAIRN2) &2 25 (THERL U TRl B IR EN ICHE VR T 5




V. ®ANZRET 5HA

HEBRER VRERH
Oy &S RaEEt

BE | 00C. ELAEAR

LE 25°C/T5%RH. HEGER

714K1SD407 . o S
=8 25°C/60%RH. HEERE Kk

* 25°C/60%RH, HfHEET > 7 (40001x), Bk
HERIE B R UEER[EIEL

RERIER HREREIH
PEIR - SRR CERWE) - IHRER (5 LIk, 45 210 - E AR 109
R
el I SRR R e
R menm | o - EEHB
BRI 1R ) F1& ¥2%
1=¥%)L (a) plkEy Dl Dl 100. 0
217
EEOSD | Zal | merl | Bkl | glrl | CEEb
217
5@ | el | kAL | ksl | ksl ﬂggb
R Zibi 0 L
1338 i) ki L B L Bk L el
(b) .
A7
EROSGE) | Zesl | &kl | &AL | BRL ﬂg S : L
2L
(12075 [x-hr) 2L A7 L I L e L xg;cgb

¥ A=y A EI00E LT XDEER(%)
(a): v v 7TERER, RF 45 TWEAOH Y FEAFT, NEDLT L T WA BANEER
(b) : Fv v FTEHIKEMA, BT 48D TWEADOEE D 7w /AIT, NEWITHR G0 Rk

A) s o FEEHE
(1£4K]
pok] a7 fff £ €
ZiemL SBLEDIA L Z | (2L A ERDIRVEGE

N R N TN T
7= L
RIEHY BN | o sibcm . BT LV 550

ZiedH Y GREs) FARZEA L0 LW EFRZ L2, Mk Zili L TV O5 5

(EEER]

P2k ST

ezl @ BN T2 3 %R DHE
ZiedH Y GREN) HBERANTN 3 %L, BT, BUSENOYE

ZiedH Y GRE&s) BUSES N D56




V. HA

(ZBE 5 IEHE

(ZDithDHERER ]

2% ATl B2
ezl ZAb7a L, FE3BREN TR 256
ZiedH Y GRE&s) BURAES N D56

@V AT T — TN 20mg VU A |

1) RHRFRBR Y

B#
KBGO —EOEHE PSR 2O R EN 2R T 5720, REIRAFARE FE T 5,

Hik

EMRBRFER TIED T A T4 ) CERL 342 H15 0 HEE435) MO L@ Ml A
KT A L OUEIZOWT CERRISEG6 A 3 B [EEHFEIF06030015) (IZFSW T, ARRIFIO [H
KR OGRBRTIENC X v £ 5,

HEBREHERUERE
REEH 25+ 2°C/60+ 5 %RH
R HAR 364 A
FABR [E1% 3E/a -y~
PTPAYE PTP(ARY Zuu h) ZtnxzFL /T =
BRI L) /R
T N7 (AR =F LU/ AARY) 7a e Ly
> 7 /R /AR
Oy RES PTPEE | D714K2SD407, @714K2SD408, )714K2SD409
NTAEE | @T714K2SD407, ®714K2SD408, ©®714K2SD409
S
PTPa%E 36 n A%
m
HEBER v @ ®
Mk Fy v TEHRWEA, AT AT O TWERAO D 7L
T, NEY TR 5 4 O I Ta T AL
FEEREER ey ey ke
MEHR (EEYE) ey ey ey
SEN— 4R ey ey ey
B ER ey ey ey
E 2R ey ey iy
INS A 36 n A&
oy hES
HEBER v © ©
M #%yﬁ%%m%@tﬁ?4%i<?¢m%ﬁé@@ﬁftw
FIT, AEWIEZ < D TWEHADGIETERRL
FEEREER ey ey ke
MEARR (EEYE) ey ey ey
= — 4R ey ey ey
B ER ey ey ey
E 2R ey ey iy
fsam

RHIRAFRBR (36 0 H) DR, ARFNTIEF O Gl T ICB W T SERTETH D Z &2
=iz,

_10_



V. ®ANZRET 5HA

2) BELET DR EMRER

B
ARG O OLARED L ENE LR T D 7o kB e i 5,
Fi&

O IEDOALIA 2 TR TIRAF U728, ARAN O (B K ORUBRITIE IS RE R &2 R4

Do ZDRERIZOWTIEER « 1 7R VHI O BELLEREE T OLEMERBRIEIZ SV T (EH) | OF

Al 11 4R 8 F 20 B (#) HARBEREAIRN2) &2 25 (THERL L TRl B EEEN ICHE VR T 5
HERRARVORERY

Oy +&S REEH
BE | 10C. ElAEAS
ZE 25°C/T5%RH. WESLER ik
THARZSDAOT T e ™ 5°C /60%R L. JESERIK
b, 25°C/60%RH, HfH7 > 7 (40001x) . Bk
HRIEE R UABREN
HERIER HREN
VN - SUESAIR CEGIE) - AR (8 LIk, & 210 - ot T
R
e SRR B AR e eaeen
PR e — EEHE
(BT  HAPS F1%& F2Hk
£=Sw (a) e e e 100. 0
R
BEA3E) | Zbal | BeAL | Bkl | BesL ﬂgg f)b
R
5 | &bl | miaL | BesL | kL ﬂg; : L
E R L
13:8 (&) A7 L A7 L A7 L &99 A
(b) :
R
=R | &kalL | BeAL | Bkl | EesL ﬂg; ﬁb
R
S (1205 x-hr) | 25l | el | 2eiL | seaL ﬂg; cgb

A=V LEI0E L2 E EOEHER(%)
(a) 1 ¥¥ v THROEA, BT 4 I< 5 TWEHREOE D 7B AFT, NEMIZZ < 5 TV EGEOBE

PERERE
(b) : F¥ vy TEHROEFCA, BT 48 IT< O TOVHERAOBE D 7 VAT, WEAMITHHOR GO IGETERE
biA

_11_




V. HA

7. HEERVEBRRORENM

SRR
A) FHT S B
[#£4£]
2 A
ZiL% L ABLEOEILE . 38 A CBORVIE

ZibdHY GRIERN)

DI NRETHE OREFE) F2R0 50, ME L, MEE 250
BEOZEETHY, Bzl LTV E5E

ZiedH Y GRE&s)

JARZEA L0 LW EFRZ L2, Mk Zili L TV 256

(€ E55k]

248

APl E %

ZiemL

@ BN T2 3 %R DHE

ZiedH Y GREN)

HEANTN 3 %L BT, BUSEN OGS

ZiedH Y GRE&s)

BUSES N D56

(ZDHthDEHAEREE]

258

SRR

ZiemL

ZAt/e L, 72 i3BBENTRIET 256

ZiedH Y GREs)

BUSES N D56

M ER e L

8. 1&§|J&0)EE»%§/“: (*@IE1I:$E{]£/“:) ......................................................

M ER L

<EHZENT BT 5 [RIZME K O >
Q= AT TG —NH T N10mgP T A6

HHY

[ BN 72 2 18 N B RA O AW F iR SRR T A R 7 A4 > (BFfn 243 A19
H SEASERFE03195 1 5) ICHEL . IwHRBRZ £+ 5,

BB, AT T T 10mg VT A JE, = AT T =) 7 20mg
(DA ERE—A, F—8&EHETHY 17 7B VHRORNERED R 2 8A (K
HEWRAD) TH D,

ARERIT. (S BN DR OBERK O LRSS RR T A R4 ) (B
243 H19H FEAFKEIO03195 1 5) DQ&AZSHIT, WRANRAIR 23 72\
FrfERTHHEE L TEREINT,
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V. ®ANZBET 5HA

EHRER (1)
ik | BASERG —aBRE W HERERE X Rovik
K - 50rpm, 100rpm
%%@ 3%0. Imol/LEEFAFIK300mLC 2 W R L 72, 0. 086mol /LY Lk
o £ kU v AVRIKTOOML A I % CiBR & EMiT 5
Zeftk: 1000mL
AR & 0.086mol/L U »EEAKFE T MU U AWK, 0. Imol /LIE FR R IR R
(7 :3)
WRE 37%0.5C
R LK 12X vt
- AR LA T AT T =N T/ 10mg T A (7 FEE  T14K1SD407)
P s | = 275 T 20me [P A | (7 RE S 7T14K2SDAT)
<50rpm>
FEHEBRIAI O SR R D340 % (3047) K TN85% (9043) FFir o 2 Bz BT, ABR AL
F D 2 s HH S AR VE LA O VR HEE = 10% O I & - 72,
B A& LG IRE A2 (9040) 1235 1T 2 B BR LA Ol 2 Dy 1T, BB O WP R +
15%OFFHZ B2 5 b O 12fHF 1 ELL T T, +25%OFHEZE % 56 O o
776
fEE | <100rpm>
FEEHERIAI O SR R D360% (1047) K TU85% (1543) AT D 2 BE S I2 B\ T, ABR L
F D 2 s HH SR AR VE LA O S VR HEE = 10% O I & - 72,
B PRI IRE 2 (150) 12361 2 BRBR LA Ol 2 DR HERIE, RER A O SR R =
15%DOFFHZE 2 5 b O 12fiF L ELL T T, +25%OFHEZE % 56 O -5
776
EHEER (1) OfER L0 WA ORHEENLFRSE TH D Ll LT,
<50rpm> <100rpm>
% (%
120 120
100 100
s & r . 80
:‘E 60 :‘E 60
&= =
40 40 +
—O— IYATS—)LAhT I 10melH 4] —— TYUATSY— AT I 10melHTA]
20 r O TYATFV— LN Tt 20melH T4 20 r -0 TYAT S — LA T I 20meTH T 4]
0 (6 6I0 12I0 1;30 2;0 0 (6 3IO 6I0 9I0 12I0
B Sl (min) Bl (min)

(T = s s i)

BB (2)
itk | AARRRD —EBRE WHRBRIE RN ik

100rpm : pHI1. 2, pH6.0, pH6. 8, KA 4 L 58 DpH6. 0
MpH1. 27T 2 i #% . v /LN ZpHS6. 0. pH6.8. KA1 474
EDpH6. 0IZ AN Z THET D

il v ot
BRI

PREREE | 900mL

WRIRE 37+0.5C

AR 12y &v
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IV. ®ANCRT5EE

N

SHERBHF | =V AT — A 0mg T A (2 FER . T14K1SD407)

FEAERIF] | =Y AT — L A 20mg [T A (2w FER  T14K2SD407)

i R

<100rpm : pHI1. 2T 2 Wi ##% . pI6. 0>

+ 100rpm : pHI. 2

HE S - 3BRIERE] (12040) 128 T, RRER B O S48 H SR TAZ HE R oD - 24 1R
HFEE 6 %OHIFHIZH > T,

o LRI R A (120499) 1236 1) 2 FRABREA Ol 2 OV RIE, B RA D T8 H =
+ 9 %DOHPHEEZ 5 b O 12MEF 1ELL N T, £15%OHPHEZE 2 5 H DD R0
277,

+ 100rpm : pH®6. 0

HE Y U D SRR HE R 5360 % (15%9) K TR85% (304%) -1 > 2 e Siz 38 T, kBl
F D SRS SR A VE R D SRR R £ 10% OFPHIZ H > 7,

Fof& LIRS A2 (3043) 12 381 2 FRBREUA D & DFF L, FBRILA O PR H 2 £
15% DO#FIPHAZ 2 2 b O 2{EF 1 ELLT T, 225%O&HPAZEZ 5 H DR 7o
776

<100rpm : pHI1. 2T 2 FrRiHE##% . pH6. 8>

+ 100rpm : pHI. 2

FRE S T3 BRIER (12040) (12BN T, RRBRELAI O S48 H SR I A HERLA oD 4 1A
H#EE 6 %ofEIcH -7,

B EEHGIRE AR (12049) 1236 1) 2 R EA Ol 2 OV 13, SR EA O 258 H =R
T 9%DOHFPHEZHE X H OB 12MEF 1 ELLT T, £15% D& ZE X 2D & DN 7Rh
-7,

+ 100rpm : pH6. 8

FEAERLA DSV HER D360 % (1043) S TN85% (1543) fHr d 2 eI\ T
F D SR SR I AR VE R O SELER R £ 10% OFEFHIC H > 72,

B LRI A (1540) 12 B 1T 2 il BREUAN D 2 DR IL, GBI O A H R £
15%OFFHZ 2 5 b O 12fiF 1 ELL T T, +25%OFiHZE % 5 H DN o
7=

<100rpm : pH1. 27T 2 el HR% ., KA A > 5REE DpHS6. 0>

+ 100rpm : pHI. 2

HE S - 3BRIFERE] (12040) 1288 T, RRER B D S48 H SR TAZ HE R oD P-4 1R
HERE 6 %OHEHIZH > 7,

o LRI IRE A (12049) 1235 1F A RRBREA Ol 2 OV IE, FRERRA D 250 H =
+ 9 %OHPHAZEZ 5 b O 12MEF 1{EHLL N T, £15%OHPHEZE 2 5 H DD R0
277,

* 100rpm : KA A L 5REE DpH6. 0

FEYERIAI N BT S 7= 3R BREER (9040) (2B 1T 2 EHIAH R D 1/20 EHE =R &R
FIRE AL (4557) K OHLE S AU 7- R IFFH] (9043) 123U T, BRI oD SR HH 3R A
HERUAE D S PR I HE £ 8 % DFFHIZH o 7,

B LRI 2 (9040) 12 B 1T 2 ek BREUA] D 2 DR IL, FRBRBA| O A H =R £
12% DOFIPHAZ 2 2 b O 12EF 1 ELLT T, 220%O&#EPAZEZ 5 H DR/
7=

AR (2) OFFR L0 | WRHIOFE BN IES Th 5 &l L7,

Hﬁ;{,\

BRI

PLEORERIY, =2V A TS5 — L E10mg U A 13, BN EENTHDLT
I AT T = H T N20mg [T A | EEHZEENSFRSECTH Y . A EZN 20
Z EMHER S LT,
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<100rpm :pH1.2 C2 B4 fEl#E#1% . pH6.0>

V. ®ANZBET 5HA

(% H1.2 (% H6.0
120 ¢ P 120 ¢ P
100 + 100 |
8 | 80 I
= =
H 60 | H 60 |
40 | 40
—O— IYATSJ—ILhTEIL10mgHT 1] —— TYATSY—ILAhT L 10me[HI41]
20 O TYATST— LN TR IL20me [T A 20 r SO TYAT SV — VAT )L 20mel 1)
0d . rol 0 . . . ,
0 60 120 0 30 60 ) 120
Bl (min) B El(min)
<100rpm :pH1.2 C2 B [EI1E# % . pH6.8>
(% (%
120 - pH1.2 120 - pH6.8
100 | 100 |
N 80 80 |
& &
Ho60 Hoe0 f
2 . 40
—O— IYATSJ— )LhTEIL10meH D] —— TYATSV— AT I 10meglH 1)
2 ¢ O TYATSY— L HT 2L 20melH 7] 20 ) -0 TYATSY — LTI 20melH A ]
OO L —5. 0 1 1 1 J
0 60 120 0 30 60 2 120
B 8 (min) B Pl (min)
<100rpm:pH1.2 C2H5EIE I #  ABEA A 28 E DpH6.0>
v pH1.2 (% & A7 58 DpH6.0
120 ¢ 120 ¢
100 100
80 80
" B
H 60 | H 60 |
4 | ) 40
—O— TYATSY— LTI 10melH T4 . .
. i G5 — [
20 O TYATSY— LA T4 IL20meg 471 2 TYATTI—NAT I 10mgl 94
=0 TYAT SV — AT I 20me 474
OO 1 6 Oc 1 1 1 1 1 ]
0 60 120 0 60 120 180 240 300 360
B S (min) ¥l (min)

( I ) B 0D 3 4 i)

@V ATS TGN I FEN20mg P TA 17

BRI & AR AERLE] o A ) S RV 2R BR L B 1 D IR B O FA LM O ¥ E 21T
BE) | 5728, EBREELOEYFHNRIGHEREETA R4 (G243 A19H0 A
HEEHK031955 1 5) ICHEL . R BR 2 Fhi3 5,
FiiE | BASERG —aBRE W HERERE X Rk
g?ﬁ;ﬁ ) 50rpm : pH1.2, 50rpm : pH6.0, 50rpm: pH6.8, 100rpm : pH6.0
zepr | PNBRIR | 900mL
IR 37+0.5C
PR 12 w1
e TV AT — v H AL 20mg [T A (2 vy FEFER . T14K2SD
Al Bk A
o 5 | 407)
FEAERLA] | 2% A S 20mg (2 RES : 73380)
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IV. BRI 5EE

<50rpm : pHI1. 2>

HLE 72 B BRIRE ] (12050) 1238\ T, RREREA D S5 HY =R AR HE R oD S 24
H=R+ 9 Q% OHPHIZH -7,

<50rpm : pH6. 0>

FEUERLEN AN HLE S 72 5 BR IR (36090) 128 D EHIR R D 1/ 20 E ¥R % %
ARTIRE AT (9057) B OHAE S 7o 3kBRINE ] (36043) 1245 T, RIBR A oD SR H =
e | ITREERIA O TV R 12% OREIIC B 5 72,

<50rpm : pH6. 8>

FEEAERLF D SR R D340 % (6057) B U85% (12043) fHiL D 2 By sz T, ik
U O SR HH SR TR ERA DSBS R £ 16% OFEFRIZ B > Tz,

<100rpm : pH6. 0>

FEYERIH D SR R 5340 % (3057) K TI85% (604y) fHIT D 2 B Sz T, Bl
Fill D 241 HH SR AR HE R D SRR R £ 16% OFEHIZ B - T2,

filiam | LA EORER LD | WA O HEEENIEALL L T D &I L7,

<50rpm:pH1.2> <50rpm:pH6.0>
(%) %% —— TUATSV— LA T I 20mel4 T4
120 120
-emO-m- KX VY LHT )L 20mg

100 100 F

80 r o &
& - I <
H 60 60 -
£ ES

4 —— TVUATSY—LHhT L 20mglHT1] 40 r

2 | == 0= RES Y LNT )L 20mg 2 |

00 - 0= 5 0 1 f L L L L
0 30 60 90 120 0 60 120 180 240 300 360
B Pl (min) B P (min)
<50rpm:pH6.8> <100rpm:pH6.0>
12(5%? —8— TUATSY—LHT L 20meHTA) 12(5%.) T TAITY—AnT il 20mel T4
- O KUY L AT )L 20mg O RE LY LK T 2L 20mg

0 60 120 180 240 300 0 30 60 90 120
B S (min) B S (min)

(T - vsseteo i &4
10. @%ﬁ . @'»Ia:lé ..........................................................................
DEBANLELES - Q% NVANBREES - QECHT SHH
LR L

2)B%

22. ‘@

(ZIYATSY—=ILATEI10mg/H TEIL20mgIH T A1)
PTP : 1004 7L (10Cap X 10) . 5007 7 /L (10Cap X 50)
NT[REBAIAD ] - 2000 7L
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V. ®ANZRET 5HA

N FHAEE
BARSAYA

4) BHEDME
PTP : [PTPY— R ARY Zuu N 7rtaxFLr, TILI =T LG

NT L RRIRY = F LU, [Fr v 7R ey

11, BRI I BB RET - - - e
A L7

12. %G)ﬂﬁ ...............................................................................
ek L
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V. IBRICET 5 A

V. AERICEET5ER

1 BBE IR - oo
4. PEEXITZR
(Hh FtL10mg)

OBEE. + 1B8EE. WEEEE., UitEmER, FEOL AME BB TE,
Zollinger-EllisonJEMfERE, FEAT v A RYEFIRIERB GRS 1T 2 Big5 i3+ 48
R OFFREH,, (RHET7 A U RERRIZE T 2 Bia5 U3+ a5 o F
il

OTRICBITF DAY any Z— . val OFREOHE)

HiEE., - _fBEE. SMALTYU U, @t i Mgz iE, SIS EIck-d 250
REHHRIFERE., ~Vans 22— .- va U EEER
(H 7Tt IL20mg)

OBHEE. + _f5EE. WaEiEL:., Wt RiE s, Zollinger-EllisonfEERE, FEAT
0 A RYEPIRIESR B G IRFIC 31T D BiEE T+ BB GO MG, KHET7 A
U B GRHCBIT 5 B EE T+ R O s ]

OTRICBITF DAY any Z— . val OFREOHE)

BiEg. + _46IEE,. BMALTY N, etk Mo iE, BEEEICT W
HBERRERE., ~V ans Z— .- vV EGEH K

2. MNBE I R TR E T B R - - e

5. $hEEXIZHRICEET 5:FE

(GERTOA FERJERREHICE T2 BEABXIEIH BB ESOBERNG)

5.1 PGV v~F, BIRMHEEIESICBIT 2EFEEHEDIZOIZIEAT a1 RHEFIRIER
Z RIS L CW A RE ARG L L, B5BMBICEE LT, B85 T+ 55
BIEOMEZMGRT 52 &,

(BERE7REY UESFIZEIT S BEEXIT+ZiEREES OB RG]

5.2 IMte « RO IH DO DITRHED T A Y A fkkik b5 LT\ 5 BE 55kt
Gl L, BEBMBICE L TE, BT+ BREBOMTE 2T 5 2 &,

(NYanya—- E0YOREOHED

5.3 ETHIEMALTY VBT~ any Z— . v'n U BREIGEOAZEITMESL L
HQAYIAN

5.4 St IMBMEIC R L CiE, A RIAVEEZBL, ~Y any Z—--en Uk
ERIR DY) &I S D IEBNC DA BREIRIREIT D 2 &,

5.5 FRHIE I 2 NIRSIHRIFRE B LSMTIZ, ~Y a7 X —. o U RERFICEL D
B ORIEINHN KT D A MEIMENT LTV 70,

56 ~UanyF—.vr U EREERICHNDEICIE, ~Y annsZ—- el BZEETH
HZERONEEREICL DAY ay X — . En VERERTHDLZ EE2HERTHZ
i
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V. GRICET 5 R

3. }EH;’%&UFH% .........................................................................
) RERVEEDMRER
6. FERUAE
(H 7t I)L10mg)
BEE. TZ1EBESE. WMEERER. Zollinger-EllisonfE{Z##
A
W, RAIEZ Y AT =t LT1E20mg% 1 H1EROKET D, b, @
HiEE. WAMEE IS E T, +mBEE i Ml cokb L7 5,
INR
B, 1l EOShR R OVNRIZIZ= Y A7 T — & LT, (KE20kg A Tl 1 [5]110mg
%\%E%@uififﬁuﬁbflﬁm~%m%lHl@&ﬂ&@?éoﬁk\%
HiEE. WAHEE CIE8EE T, + BHEEclie Ml cokh L5,

HRERE R
A
WBHE, RAZIE= Y AT T — b LT 1E20mgz 1 H 1 BEEROKET 5, 7ok, @,
SHEEIECOHEE LT 5,
EHITTS - TR AR 0 K W R M A A OHERRFIEIZ VT, 1E10~20mg% 1 H 1
R OH&EGT 5,

INR
W\, 1l EOSB R OVNRBIZIZ= Y A 7T —)L b LT, IRE20kg A Tl 1 [H]10mg
%, IREE20kgLL b ClIIgERL mbflﬁm~mm%151@@m&5#éo&k\%

SHEME TCHOEE LT 5,
FEU AR BB R
A

WBHE, A=Y AT T — e LTl Elomg%x 1 H1B&EOHRET 5, 7ok, @
4B ETO®E LTS,

INR
BE. 1L EOSEROVNRIZIZ= Y A7 Z Y — v LT, 1E10mga 1 B 1B O #
5942, 728, @, 4ﬁﬁif@%5&¢éo
ERXRTOA FERMRERRSRFIZHITIBEEBXII+ZEEES DB
W, RANE= Y AT T —) e LT E20mgE 1 3 1RO 5,
ERAE7RAEY UEBEBICETSBEEXIT+ZIEEEEOBE R
W, RANE= Y AT T —) e LT E20mgZE 1 3 1RO 5,
AYyangs—- 0 ORBREDHE
WE. A Y AT T — e LT 1 E20mg, 7TEXUU AP E LTI
750mg (Jif) KL N7 U Aa~A 2L LT 1 [E1200mg (Jf) @ 3 FZ FKFHZ 1 B 2 5],
7THRERO®RET D, B, 77V A~ v, SIS THEEEETHZ LN T
X5, 2720, 1[H400mg (i) 1 BH 2[8% EfREF 5,
fmkyﬁyf4ytf&—\7%%77)/Kﬁ%&@ﬁ?)xm74vy®3ﬂ&
Hlzk b~V anyz—.val OREREDREDOEE I RO DIRHEE L
T, EHE., A=Y A ST —) Ll LT 1 [E]20mg, 7%%//)/*@%&LT1E
750mg (J4fh) L ONA ha =% —,L L LT 1 [a250mg?d 3H AR 1 H 2=, 7 3
n&53 2%,
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V. IBRICET 5 A

(Hh Tt IL20mg)
BEE. T21EBEE. MEERES. Zollinger-EllisonfE{ZEE
A
W, RAIEZZ Y AT — L T1H20mg% 1 H1ERAOKET D, b, @
HiEE., WATEE CIE8HME T, + fIBEE X6 @M TR LT 5,
INR
B RE20kgL FOSB R OVNRIZIZ= Y A 7T —)L & L IERIZSE U T 1 [E10~
%m%lalﬁﬁmﬁﬁﬁéoﬁk\% . HiEE. UAEEE CIISEE T, 2R
BB CIX6 M FE CokE LT 5,

HRERER
(5PN
WHE. RAZIF= Y A 7T =L LT 1 m20mg% 1 H 1 EREAOKRET 5, 2B, @
SHEEIE COHEE LT 5,
S HITHH - A Z 40 K R E R ER OHERFEEIC I VT, 1H10~20mgZ 1 H 1
mlfE A& 535,

INR
WH . RE20kg L LSRR OVNRIZIZ= Y 27T ) —) & LT ERIZGE C T 1 a0~
20mg% 1 H 1[RIREO&EET 5, &% Wy, SHEFE CTCoO®RE LT 5,
ERXRTOA FERRERRSRFIZHITIBEEBXIIT+ZEEES DB
W, RANE= Y AT T —) e LT E20mgE 1 3 1RO 5,
ERAE7RAEY UEBEBICETSBEEXIT+ZIEEEEOBE R
W, KRNI AT T —) e LT E20mgE 1 3 1RO 5,
AYyangs—- 0 ORBREDHE
WE. A Y AT T — e LT 1 E20mg, 7TEXTUU AP E LTI
750mg (Jif) N7 U Z2a~A 22 & LT 1 [E200mg (Jf) @ 3 FZ FRFZ 1 B 2[5,
7THMRO®EST L, B, 77 ) A~ A YR, KEDGU TCHEEET S ENT
X%, 12720, 1[H400mg (i) 1 BH 2[8% EfREF 5,
fmkyﬁyf4ytf&—\7%%VVUVKﬁ%&@??UXH74VV®3ﬂ&
BlZL B~V anyy— . vnl ORERESREIIOLE X, RO DIRHEE L
Tl AT Y A 75—l LT 1 [A]20mg. 7%%//)/*@%&LT1E
750mg (J4l) L ONA ha =% — Lt LT 1[8250mg?d 3#H AR 1 H 2=, 7 3
n&53 2%,

2) HERUVAEDRTERERE - RN
LR L

4. BRI TEE T BIEE . - oot
1. RERUVREICHET HERE

(FREBER)
7115m%®ﬁ%%&fﬁ%#m@%ﬂt A3 1 H20mg CRBRIEAITH Z &, 7272 L
1E%m®ﬁ%$%fﬁ%ﬂm®Eﬂt L BHDAWNT TR R EREAL L, WT&

EEDIER DD DT HAE TR, E&&)“Clj‘ﬂﬁfﬁ*ﬁﬁfr%ﬁb\ FOFERIFESNTHh O
Bl RIEICHI D B2 5 2 k%%ﬁ?éiko

GEU L AMEBREHRIE

1.2 %G 2 %A BLE L TIREHER L, IEROUEMEN2FED b2 WA 1T,
f it AN DJRIK N E 2 53105 T2 OO 72 16 R~DEF 2 BB T 5H 2 &,
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V. GRICET 5 R

5. Eﬁﬁﬂz%ﬁ .............................................................................
NERKT—3/\wir—o
AR L

2) BR PRI ER
BRI L

3) AERIIRERAER
M ER e L

4) FREEROEER

(1) A=A ER
(FRERER)

17.1.1 EAE MR (RA)

WERIER RS E Ll —EHEMEGRBR ClE, A 7TV —/20mg, =/ AT T —
20mg X 1Z40mgH 1 H 1 (Al K 8 EM&ZE G- S, 5 SO ZNZN DB [95%1F
FEIX 11387, 4% (166/19061) [81. 9%, 91.4%]. 87.3% (165/189%) [81. 8%, 91.3%] K&
T90. 0% (171/190%1) [84.9%. 93.5% 1 TH VD, AT TV —N20mglZkfT 2DV AT
V=1 20mg e MOmg D IELTEN G HAL TV D,

BIWERZBMEE L, =Y A 75 —/L20mghE TT. 9% (15/189%) Th - 7=, EAREIWERIZ
THI2H (1. 1%), TI= T I hTo 2727 —EHM2H(1. 1%) kOt 7 L7
F U R AR T —BHEIM2 41 (1. 1%) TH -7,
17.1.2 EAEMARER (BRA)

WRPERE R OBBEE 2SR L L “EHERIEHRIZB W T, A7 7Y —/110mg
LHB LT Y XA T Y — L 10mgk O20mg D 1 B 1 [F24 @[ # 5-Fr 2 361 ) 2 Wi
RKOFFMAZHIREPBO LN TN D,

TYRAT T =) TV RT T =) FA ST =)
20mg (18841) 10mg (188471) 10mg (1871)
FR I 14451 2245 3145
%%;i%iéiﬁif) 92. 0% 87.5% 82. 7%
m&%ﬁﬁgiﬁ] [88.0~-96.0%] [82. 7~92. 4%] [77.2~88.3%]
0.62[0.32~1. 21]
ANP— R (=Y A7 T —)L20mghevs T Y A 75— )L 10mghf)
[95% 158 X[ ] 0. 43[0. 23~0. 80]
(=Y A 7T — 1 20mghtvsF A 75— /L 10mghf)
p=0. 158
(= XA T7T ) —)20mghfvs ™V X 7 F > — )L 10mgEf)
pfE>
p=0. 007
(=Y A 7T — 1 20mghtvst A 75— /L 10mghf)

a) Kaplan-Meieri: (2 L 2 #EE
b) Log-rank#E. AE/AKUE il 5%. Hochberg® 71 X B HiE DL EMEO T
BIERZSBIBEE 1L, =Y A7 F Y — 1 20mghET9. 0% (17/188%1) K X A 7T ' — )L
10mgHfT8. 0% (15/188%) T -7z, FRAWERII=Y A 77— 20mg#f Tl 7 L7
FUBRARFF—BEM2H(1.1%) THYH, =V A7 Z > — L 10mghE T FHl 2
(1.1%) ROV 7 LT F o R AR —BHM 261 (1. 1%) TH-72219,
(GERT 04 FHERKIER (NSAD) BE5RKICE T2 BEEXIT+ BB ESOBERINFD
17.1.3 ERNEMAARER (RA)
THAEMIES OB 2 69 A NSAIDAKG IR B 2 x4 & Uiz “EHEMREEEERIZB W
T Y AT TV —120mg®D 1 B 1 E24 M5 FHZ 1T 2 BIRE I+ BRSO/
MBI ERBO SN TN D,
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V. IBRICET 5 A

TV AT T —120mg (173451 5+ 7R (1684)
FEIE 5K 6 1l 564
vt o6.0% o1 1%
[95%{E I ] [92.8~99. 1%] [56. 8~71.9%]
A= R
[95%,{%%@&[&5] 0 09 [0 04 0 20]
plig® p<0.001

a)Kaplan-Meier{&(Z X 5#EE  b) Log—rankfiE, AE/KE W5 %
BIEFHBUBEE X, =Y A7 F > —120mghf T13. 9% (24/17361)) Th - 7=, E7REIEHIX
RS 2 451 (1. 2%) . T2 61 (1. 2%) | {88 2 451 (1. 2%) .
g 26](1.2%) Th o721,

W nt: 2 61 (1. 2%) K OHFHERE

(BAE7AEY) U5 ITS8EEXIT+2i6EE
17.1.5 77 HRE MR (RAN)
ML E OB 28T 5 IKHE T AU (81 ~324mg) ki IR BB E (A R NBES
to) ZxtGr & Uo7 7 IR 55 N AH bhigeakiR o Fh AT 1
7/—wmm@151E%ﬁﬁ&5ﬁ
NRDLNTND, EBIC
ém,i/f77/~wmm%1alﬁmﬁmﬁﬁ&5ﬁ
F1396. 4% Th -T2, 2B, KRBRICBW I Y AT T Y — LB, 77 vREEE bICa
m577w%~b%ﬁﬁbfwko

- PREfEST LR, =Y AT T

SO/ R

BIIAHERICBNT, =YX

BT D HIEEE ST A IGTE T O AR 2 R

V= IVEE DR O B4t 5703kt
BT, &G T2 % DIEFIE

T A F Y —)120mg (18245]) 7'Z ¥R (1824)
FEIE B 2 3] 220
%?%?f%ﬂi? 98.3% 81.2%
[96. 65% =A< ] [95. 7~100% )] [72.7~89.7%]
T
[96. 65%(ZHE X [5] 0.09[0. 02~0. 41]
pfit” p<0.001

a)Kaplan-MeieriEIZ LA HEE  b) Log—rankiRE. AE/KE  #il3. 35%
T Y AT T — N 20mg % G152 14651 F1 31451 (14. 5%) ORWEH A ST\ b, E72 |
TERIE. THI2 61(0.9%) . VB AMEHE K 26100.9%) . BEERIEAR 2 41 (0.9%) . HAR U —
7 241(0.9%) . &1 2 41(0.9%) & T - 721219,

(BEB. T2BEE. WEHMEE. FULAMBEEYRIE. FREREELX. XI&
Zollinger-EllisonfE{ZEE)
17.1.6 EAE I /MR ($ERUV/NR
BiEE. T HIBEE. WESBEE., HFOLAMESEVRIE., WitEaER., XX
Zollinger-EllisonJEMEREZ A2 XITAT D58V DO H D 1 ~14 D EBE0H 2 %% & Lz
FEE R CIL, KE10kgLL F20kg AT (1061 [F1EE]) Ic= Y X 75— L1[a]10mg % .
20kgPh 12 1 [E110mg (1 ~115% 10000 [FE28E] . 12~14% 1000 [5548£]) X% 1 [m120mg (1 ~11
R 10G [ 3RE] . 12~14m1001) [5558E]) 2 1 H 1 [l KSHEMEEE L=, K&GHEO BT
(LEEIR (oo, e, DEEE. MO BRI 13, BEINIEREZH L T8
F DA% L EOEIETHE LT, £, BERIC W$Efﬂéﬁn¥fﬂﬁﬁx;@ﬁmf%f_$%‘@9“6{“
FRAEAGRT BLANER D BT3B R TICB W TR EZICAT s LT,
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V. GRICET 5 R

e 5 1R Rt %3 AR %5 R
(#5130 (10451) (10451) (10%1)) (10451) (10%1))
i 10k 1~115% 12~145%
10kgll E N
R 20kgE 20kgl |
A 10mg 10mg | 20mg 10mg | 20mg
Kaplan-Meieri%|Z & 5 fe e sl D RIS FRGETH R
Hg<o1) 100% ( 2 $i) 66. 7% (3 f31)) 100% (1 $) 50% (2 f3i]) 75% (4 51])
Eals 75% (4 51]) 100% ( 3 #i) 80% (5 Hi) 50% (4 i) 100% (4 $i)
Lo Eh IR 100% (2 $i) 50% (6 f51]) 100% (6 $i) 40% (5 i) 57. 1% (7 f51))
AP 100% ( 3 Hi)) 66. 7% (6 f31)) 100% (4 $i) 60% (5 f3i) 50% (6 f31])
( )EERNTEREA LT filsk
1 ~145% O BEB0BIH 2 1] (4. 0%) OEWERA RN HE SN TWD, ZONRIE, FH & OE
Jii . JEEMBEME RS 11 (2. 0%) TH o721,

(2) ZE AR
(GEX T 04 FiERESR (NSAID) B ERICE 1T 5 BEBXIS+21EHEB OB RN
17.1. 4 ERARHHREHER (BA)
THALPEIRG OBETE 2 A9 2 NSAIDMkRe IR E 2R & Licm Y A 7T Y —)120mg D
1 A 1 [AI5208 GR35 BB 3+ “FaiiaB O HERIERITZUTO LB TH

60

e 5Bt 521 1% FEFENE R (Kaplan—-MeieriZ)

TV AT — 1 20mght (13041) 95.9%
BIVERRBBEE L., =V A 75 —/120mghE TL16. 9% (22/130f5]) Td > 7-. E7RIWERIX
fEkE 2 (1.5%) . y—-Z A EINKNT A7 T —BHEMN26(1.5%). FAIF 2 4

(1.5%) K OFFRERE S 2 4] (1. 5%) Tl - 7=,

(BEEB. T-6Ha5. MEiHEE. EUVLAMBEBENRA. Zollinger-EllisonfE{ZEf
HoUIZBEE. +21EBEE. BEMALTY U/\E, fEEmM/MUBE. RREEICK
T HRRBEHABEEE. NNy 42— EQYREBRIZCEITAA)aNY 24— ED

') DFRE DB
EIPIZ I TR AR SR O RRIR RS O BINE I FEHRARE 2SAME & 72 53R 2 F2fE L TV 7z
Uy,

5) 8% - BRI
gk L

6) ‘A mAIfER
() EARERE (—RERARERE. BEERRERE. ERAMELERAT) . 8ERTRT—42

A—RAE. WERFEERARONE
gk L

Q) AZREMHE LTREFEORBREER LI-RE - HBROBE
A L7

NZ0ft
Rk L
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VI.

NI ZBI9 5 E

VI. EWEEICEHT HHEE

1. REZHICEEHLHELEHMNITILEYE

7a Ry FHEER -

FRAT TS =N, TG ITTS—N TRT TP NI T A R TTHF T LR

EE  BED H LG OREE « ZIRFIL, RHOBETHRLESZMT L L,

2. EHE

m .............................................................................

D EREML - fERKF

18.1 kA%
H RS ORI EICAFTE T D S ARSI WA E s e T 52 ik, B
BERIIIANIC B W C— DO HEEDWSISNEB & 5, Z ORGSO RSB TIL, BEEMIEN
LH ZHH L, R VICK 2 iAte 7o F Ry F LT AEEENH TN S, =
VAT Z =, 207 NIRRT OMEERET S Z LK o T, BRI Z ]
T5HY,

2) EERMA T HHERAAE

18.2 £ FTOER
18.2.1 BApHIZRIZFTEE
fEFER ISR N T, =Y XA F T —/L10mg, 20mgM OM40mg# 512 L v 24m%RE vh 2 H NpH
WAL EERTER OEIS X, FFN48123%, 62+14% K 68+ 8 % Th - 7=17,
INREBEESHICRBW T, =Y A 7T —/110mg M O20mg e 5-12 X 0 1285 12 NpH 234
Pl EZR T OEIA 1L, 51.2%~98. 3% TdhH > 7217,
18.3 FERGRREABRICH T H1EH
18.3.1 O bRy THREARA
7YX EHRRE RO T 0 F R 7 (HY, K -ATPase) (2% L CHEMEMRZ R LEZY,
18.3.2 BES W NHI/EF
B RSB T 2 HEAICK L TISER 2R L2,
HE T v b Lk OHeidenhain PouchA X T8\ T, FEERICERE S vz B xt L
THIHIER 278 L7z2020
AHN O NS f%éz/%77/—w@ T IR THEIL AT TS —=LD—FDN
LRV (SIE) Th 5,

3) YRR IRERT - Frfthrfal

VI.

-2. -]
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VI HRppEhielZ B4 55 A

VI EMEBREICET HRE

1. m]_qq;“}%r;'@;]:&*g .......................................................................
1) A LA B I R R
BB L

2) BRRRER CHERSN -G EE

16.1.1 BEEIEE
TR AR N B PEREERE (n=24. CYP2C19Mhomo EM., hetero EM} O'PM™P 23640 1z =
VAT T — 1 10mg K ON20mg % ZEE IR I B Al #E (B 5 L7z & & ORZALIR O3y L <
FA—RIILUTD LY THH?,

Bh& Crnax (ng/mL) Tax (hr) AUC (ng+hr/mL) Ty (hr)
10mg 247 1. 00-5. 00 565 1.199
20mg 489 0. 75-6. 00 1085 1.08
Tiaxl T/ IME — R KAE, AN I,
a)n=23

16.1.2 RiEHZE
fatEE Rk AN BAIEGERE (n=24, CYP2C19®homo EM, hetero EM K OPM™ 23[A#%) 12—
VAT T = 10mgfk O20mgZ 1 H 105 HEIKEROKE LI E0OHE 5 H A (554
Wi 5.) ORZEAARDIRMBNHE T A — X [ZLLTFDO LB THDH?,

Be b Crax (ng/mL) Tonax (h1) AUC (ng-hr/mL) Ty (hr)
10mg 376 1. 00-5. 00 8252 1.16¥
20mg 883 1.00-4. 00 2083 1.23
Tiaxl T/ IME — R KAE, E AN I,
a)n=23

5.3 HAKNS HAOCmaxiZFFLE TH-7- 2 &b, RIEKRGRG% 3 BTl
HT Y AT T — )VBEITEFEIREBICEE L B2 b, #5555 HADOKREZI128
MBI MRy 27— VBEIXZIETRERBARUTIE T L, 18 1 [ERER
HELTHEBITRD N0 722,

16.1.3 $RRUV/NR
PR KR OVNEBREIZT Y AT T — 1 10mg M O20mg A 1 A 1[E15 A B LL ERER A& 5 L
ol 2 A, REMEDEYENIE T A= ILTFD LB ThHho72,

WRED | ppg | g N T T

Bl K OMA TR Crnax(ng/mL) Trmax(hr)” (nghr/mL)? (b
1 bl E 853 .58 2259
;gti;ﬁ% me 9 (1 7o) (1.03-5.92) | (42.6%)? 0. 800 187
1~11%% 10mg | 10 (11(5).3i%) (0. 912'7562. 00) (78.9??;)) o 0.970.55"
MR Lm0 T | e | eoew | NOE0H
12~147% 10mg | 9 (91%171%> (0. 915—527. 95) (102?2%) 1. 37088
20kgh .

L 20mg ) 10 (51?831%) (0. 915—735. 00) (3;?615;)) 1 06-0.25

a) AT PE i (2 ER 5
o) FEIE AR ER A dDn=7
7£) homo EM : CYP2C19*1/*1

b) HR Sl (eI — I K AIED
e)n=9

hetero EM : CYP2C19*1/*2X|ZCYP2C19*1/*3
PM : CYP2C19*2/*2, CYP2C19*2/*3X|ZCYP2C19*3/*3
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VI SAydhielZ B4 5 H A

< AW F R R >

@V RATTF NI TN 0Ng YT A
TYAT T =AH TN g U A JiE, BRBENCTHDTY AT T = AT RN
20mg [T A | LIRHZEEIRFEIZETH Y . WA ERN 20T &R STz,

Q=Y AT T =N HTeN20mg VT A |22
]3]
T AT T — )l T 20mg U A [IZOWT, TRIEEFR S 2R T 5720, R
NPz x5 & U3y shaeakbric L v | BEUERLE] & o AW R [R50 2 fGiE T 5.,

Ak

[T4 38 RIS DA PR SRR T A KT A ) CER244E 2 H29H 3AFA 02295510
5 LR, A R4 L8 I T, 2AI2H0 7 n AF—"—RICkD, =Y X7
T = A e 20mg U A | LRI ZNENL T ' AV (2 AT T — L LT
20mg) EFE A B YE (SR CYP2C19 D& s 7 A homo EM* O#ERE) (222 fEHEF K
ORGHERRO#EE L, iEhe >y 275 ) — VREZNET D,

*k Extensive Metabolizer

. O, 0.5, 0.75, 1, 1.5, 2, 2.5, 3, 3.5, 4, 4.5, 5, 5.5,
ZeHEE 6. 8L
4110 B 5 » O
% O, 1, 1.5, 2, 2.5, 3. 3.5, 4,45, 5,5.5, 6, 6.5, 7,
8. 9. 10hr

AR HA RS 7 HIH

BIEAZE | LC/MSIE

REBEK | = ATT— BTN 20mg[ VT A (0 y FES : T14K2SD407)

EEREF | XX T LI T ENA20mg (7 v FES : 73380)

LR

HA RTA > OHELEEIZHE . HRHFOAUCEE L OCmax D R O SEIIE D 72 D90 %
EERX N FNZFlog (0. 80) ~log (1. 25) DFIPFANIZ 3 5 & =, il BF NI AWM FHIC RS T
b5 EHET D,

HER
KHHFN 1 B TR EREOIEYENE T A —H
Cmax Tmax ti/2 AUCt*
(ng/mL) (hr) (hr) (ng*hr/mL)
s T AT T =)L
2= 5 445.8+190.9 | 2.1x1.0 | 0.7%£0.3 | 630.2+383.7
i B e A20mg YT A |
1S
KXY A T EA20mg | 422.3+180.6 | 2.2+1.0 | 0.7£0.2 | 61283748
(n=67)
TV RATST— )
+ + + +
g 57 L 20mg ¥ T A | 294.6+153.2 | 4.6x1.0 | 0.8£0.6 | 548.9+310.6
1
gy | BT LA | 2981582 | 48510 | 0.70.27| 528, 6296, 4
n=117
% ZZRERE 0 AUCo-se. B 1 AUCo-10nr (Mean=*S.D.)
T n=116
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VI HRppEhielZ B4 55 A

i 500 F (ZRREFE O 512 DM EE i)
%.g —e— TV AT S = h TN 20ng 71 |
T 400 + - o= 2F T AITEI200g
53 Mean=*S. D. (n=67)
A
Z+ 300
Er
{200
%é
B 100
(ng/mL)
Al i | | | 1
0 051 15 2 25 3 35 4 45 5 55 6 8
0.75 12 58 DI (hr)
500 F (BREEOSZ oMb EE R

ifit

% —e— T AT ST )L 20ng[ T A
T 400F 0= XF T LA T I 20ng

X Mean=S.D. (n=117)

% i

Z 300

5

1 200
{é
Yg 100
(ng/mL) ‘
=2-r e bl MY A NN (AN L NN NI G
0 1152253354455556657 8 9 10
% 5% OIREf (hr)
KA D SR D 7 KB O SEHE D 72 D90 %15 HE X [
7e AUCo-ghr log (1. 02) log (0. 98) ~log (1. 07)
i)
IhF Cmax log (1. 05) log (0. 96) ~log (1. 14)
£ AUCo-10nr log (1. 05) log (1. 00) ~log (1. 11)
E Cmax log (1. 00) log (0. 93) ~log (1. 08)

MAEF P72 5 NTAUCE, CmaxFED/ 3T A —2 13, HERE OBIR AU OB - A
FEORBRSRIFIZ L > TRR D ATREMERH D,

B o EYENHE T X — & (AUCt, Cmax) DXl OF-EHUEDZ DI %X E L. W
THEHTA KT A L DHAETH Hlog (0. 80) ~log (1. 25) DHIFN Th o7 2 L h  ERHY
| & ERERRN XA LR R%E CTH D L HE LT,
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VI SAydhielZ B4 5 H A

3) PEE
RHER e L

HEE - HAXOEE
16.7 EWYHEE/EH
16.7.1 S7ENRL, FJT=ZbAVRIETILTFY Y
HERCYP2CI9K O NFX 7 v Y —AZEHWDin vitroBRIZEBW\WT= Y 277
—LICYP2C19DiEMZBHE L= (Kif : 7.9% 08. 6 1 M) 23, CYP2A6, CYP1A2,
CYP2D6, CYP2E1, CYP2COK )CYP3AADIEMIZ DWW TIERE LW b33 2 BH
EEHAE R L2,
ANEANDOT —HTlE, VT ENRA, ZJz= b IV T 7V (R-ILVT 7 VU 2) (LA
E. CYP2C19DHE) L=V AT T =L DOHHIZL Y, PTEBNLA, T==hf D
AUCITENFN81%., 13%HRK L, R-UNLTZ 7 U o OfER T 7EEIT13% F5-L
722, [10. 254 ]
16.7.2 ZD D EH|
TIRAT TSI T ) A~ VU R OT BRI K OMHICEY, 7T
V2Aa<A T EORTEXT VY KO MBEFRREIZHE L2 hoTon, 77U R
0 <AL DI DOAUC ¢ 13K LT-, £/, =/ A F 5 —)LDAUC ¢
ITIEGEHE DR 2 2 IR L=, =20 7 extr® oy a7z F b
YR FREYLOLZ Y X5 — OO I AEERILERD b o7,

V. -7. &1

D B RE SR ST A - e
1) T 7%
REERRL

2) AR R
BB L

3) HEKRETE
@~/ AT TV —hFENNng VT A | RN B L B TR (= AT T — Lk
L C20mg) ZE RS K& OV % HAIAIRE O #¢ 5- L 7o 35 A o0y S w4
[Z2fEIE]1. 05720, 262hr !, [#&1%]1.027%0. 325hr ™!

HOITIUR
BB L

5) SR
BB L

6) Z DAt
BB L
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VI HRppEhielZ B4 55 A

3. E% (ﬂ'{’tc:l.b—:/ﬂ‘/) ﬁg*ﬁ- ...........................................................
[D)::iwap:
MR L

2) 1854 —SEHER
ek L

1) % — Ai BE P9 @@ 1%
AR L

2) & — Ra AR EA P @ad i
VI. -12. -2) &=

) EiA~DFITHE
V. -6. —-6) %

R~ OB
gk L

5) Z DDA~ DIBITIE
AR L

6) MIFEEHESE

16.3. 1 MIFEAES
TV AT 5 — L (RN © 2 X320 umol/L) @& b MER A4ES % (in vitro) 1397%

THo7=%,
6. 1’t§§‘f .................................................................................
1) RBELL R OB
16. 4 {3

in vitrofFRFRBROFER O, B Fa xR, 5-O-BA F /RO AERKITIZCYP2C19,
ZOVIR AARDERIZIZCYP3A4AMMBE L, 25 SFOMREHI~DIRE 2 V7 7 v A%
FRECTHDI LHEINTWDY, =Y XA TS TV —1Din vitrofFfXHHZEBW T, & ke
F AR NS -O- i A F RO AKRICES5-3 5 CYP2C190F 5 (REAF 2 V7 7 >
A CLInt)1373% T~ 7=, SAEADOT —X Tk, BERANICHCEFR= Y A 7T V' —
NEBERROEG L & ETROFREIALE ARKL e Rax AR Th o720,
(9.3, 10. ]

2) REICBE 59 5B% (CYPE) DY Fia. 5 %R
VI. -6. -1)&K
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VI SAydhielZ B4 5 H A

) VELEENROERERVEDEE

ek L

0 REMOFEOERRUSEELL, FELE

gk L

16.5 $Ett

SEADT —H TlE, "CHEH T VY AT — L AHEROFRE L L& &5EHEED
#995% 7N 48K £ TIZIR K OFE T ICHEME S v, JR PRI & & # M rh gt B i3k 4
xt1 THo7=%,

. F%DZ%—@—(:F‘;EI?’%’I?%& ............................................................

BB L

. E*ﬁ%(:;él}%fﬁ ....................................................................

G R L

10. ##E@%%é:;ﬁ—é—é%% ...............................................................

16.6 B ENEREEIT HESE
16.6. 1 S&nE

SEANDOT —Z TlE, TV AT TV =)L E@EREREHREIC 1 A 1185 ARKEROZ
BLb&, #55HHDAUCK KCmax|IFEminDfERIEE AEYERE LY biE
VMETA 28 Uy S0 o b (ERE s FEmlin AR ) 1345 4 1. 25 (95 % (FHEIX R : 0. 94~
1.67), 1.18([d : 0.91-1.52) T -7,

16.6.2 FTHgpEfEEEE

NEANDT —H TlX, =/ AT TV —)LA GRS BREIC 1 B 185 A BKER D&
B LzE &, AUC t1d, FFEEEEIR T O 72 EGEE E B e B [ e, B O T
HEPRE 3 AR TIER2. 35 m < . BRE~PREDOFEREREERE THZ DX 4~1.8TH

ST

BB L
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VIl Zzeth (A EoiEE %) ISR+ 2 HA

VI. R£t%(EALDOIES ICEATSEE

1. % E %@IEEE ....................................................................
BRE I TR

2. BE(ROBEHEIZIIBE LGNNI L)
2.1 KRB DREA 5 U BUE OB D & 5 B
2.2 THEVFEAREE,. VAV SHEBEAES PO BRE[10. 158]

3. &k)]ﬁgx[i?ﬂ%[:@ﬁ—ié;}%‘&%@}im ..................................................
V. -2. B

4, BERURESICEET AEEEFDIEE - oo
V. -4. B

5. E%@%KE"];I%&%O)EEE ............................................................

8. BEELGEANIRE
(BheESE)
8.1
8.2

Mg, ITegee, BHERFICEERETLHZ L,
AHNOFHEGIZL VIR~ 72U AJERD LD Z N8B DHDOT, AHlaEH
BHT DX, Bt~ 72y MREZET S Z L (11 1. 115 #]

(FRMERER)

8.3 WHRIMERIER DHEFFEIEIZ OV TIL, % - R A IR Ic LT L &
L. AKHERFRIEOMLED RWEE IR G5 2 &@&mioﬂi¢5 & FT. HE
ﬁﬁ%¢@i%%ﬁﬁﬁﬁ@ﬁ%%@?é&&ﬁﬁ%+ IZATH ZEMEE LW, 72
B, ROFHRIZHDEETHZ L,

831%%@%&? JERDORREEAEE L CHERFRIEO AR 2BIRT 5 2 &,

8.3.2 HMREEN BAFIZRT- N TV D LI S-S IR E T EE BT 5 2 L,

8.3.3 TWHIMImikts., HTHERE. BHEREZOREZITHI 2 ENEE LV,

<3F0bb1$aﬁa§f£umr>

8.4 HEIZEE L CIZRIRZIC L W o)., Bt O ER NV K LR 515 Z
éﬂlﬁ%%tnzmxb%%awiﬁﬁﬁé Lo B, ABIOEENERE, Bk
@ﬁﬁﬁfﬁom®ﬁm SRBICE DIERZRB#T 22 R H D DT, NSRS

CEV IO DB TR LEMERTHI L,

6. B EDEEEETABE(CE T BIEE o
DEHHE - BEEZFOHLEE

9.1 GHHE - IEEFDHDHEE
9.1.1 ZEYBBIEDREEDH LS EE

_31_



VI Z2tk (A EoiEE%S) I+ 2HA

3 FFREEE RS

9.3 FrikreEEEE
JAERTHY . MPRENES RDBENNRH 5. [16. 45 ]

) KETEREEET HF
BRIE STV

5) 4E 4%

9.5 1143
I SO TR L TV D AIREME D & 5 2Bl IE, 1B OGN ERME A EE 5 &
ENDIGEICORZEETDH L,

6) =2 ELi7
9.6 ZELIF
B EOFRMER ORFALREDOFIMEEZEE L, BALOME T IEE2 G52 & K
KDOZEIKTHLIAAT T — L TOEWIEER (T~ MED 5mg/kg) T, REFHLH~BAT
THZERREINTWD,
DY
9.7 /NR
EWNIZBWT, RHAERENR., AR, IR E5 L UBREEBR ISR L Ty,
8) SnE
9.8 SH#E
BKHENORGEZRGT D Z &, —KITHTH#EE, ZOMABBERENMET L TWAD Z ERn%
AN
7. *Eﬁﬂgﬁﬁ .............................................................................
10. MEEHR

F & U TS ECYP2C19 L M —ECYP3A4 TR S 5,
F 7o, HERWHIHEHWERIC L 0 OFHEERI ORI A ER IR TS5 2 L0355, [16.4
%]
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1) #tA

2) A

VI Z2t (A EoiEE%) Il 2HA

ERETDER
10.1 BEARZES BFRALGWLI &)
A4 R IRIER - FEiE 515 ey - SRR
7 XY EOVER R 7 A S EREEE OEN | ARF O F By wanHE RIS
(LA T H ) T HBENDH D, X 0T XY IEIRERE D
[2. 25 111] WIRYEDME T L, 7%
EL O IR PEEAME T T 5
ZEND B,
UL HEER Ve el UIERREOER | ARFI O H R W E R I
(m¥2T 0 h) ZRESTT DBENNH D, ko yarvey i
(2. 22 /] WIAE T L, Yaeel
YOMPREMETT 52
EMH 5,
AERELTDER

10.2 BHRFE BAICEET S L)

(INR) i 55 O ifi. % 5 [ 5E D
EEN D ER LN &
5452 &,

A W REIR - FEIE 515 ey - SRR
TR IIDOIEAOIEH 2R | RANZEICHFIROT F 7 1
Trx= AV THZEND D, — L P4A50 R I BE
RS —)b FCYP2C19THR@ s D
[16.7. 1ZP/] e, ARHE R CARHEESR
IT 7 PrEsIm /e 28858 L, i | TRE S 2 Y o ARG,
[16.7. 1Z0/] WCELBFNARH S, 7o | itz RBE s sB8Enn

b e R E R EL | D,

&7 a A AKIY

Z 7 b ADE & H 58
THLIENDHD,

FEAEH O IZAHTSH
%

ABMBRLFH—F ERHEORA N MLUXH— K| 2D OFEH O i AR A
AHETLHAT. | ER TN H D,
WCARK OB 2 k325 2
LEBETH L,
A= S B OFEAIOVEH Z R | ARAIOE S winEIER I
AFNY AR THZEND D, A= SOV 1l ey
BFE S, I D
MAREN EHI 252 LR
H5b,
A4 Tary— INE OFEKOEHZES | RAIOE S W HHEIER I
F o X —YHEA TAHZERD D, X0 TS OIEHF| OB fRIE
P4 F=T PDET L, ZhboHEHF D
—aF=7 MHRENMETT 5 2 LA
TanF=7 H B,
RY aFY = KA OVEH 2 50T 5 2 & | AAIOCmax L NAUCHHY
B 5D, mTsBENLZEHDLH, R

I — )W IARE ORGSR
(CYP2C19 K (’CYP3A4)
FIETLIZENEZ DN
%,
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VII.

etk (A EoEES) BT 5 HEE
A4 BRARSELR - $5 8 71k BF - fERIA T
FIVT 4 F RV | FVT 4T EVOER & | FEEER OBFII R TH
HTHZEDnH D, %o
XV 4 F B L [ i
METTHZ 05,
A I3 AKX VY | RKAOEAZHEBETAZE | BT UF RXY VURK
(St. John’s Wort, BV | Bd 5, HORHBHEEZE (CYP2C19
FePa—rX-U—RN5H K OXCYP3A4) #iFE L,
AR AANOACH e Z Fuiin
REMETT2Z 085 %
bivd,
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