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5.1 BtV 7~ F B BEEES ICB ) 2 RAEESD-DICHE
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aNTH— - ¥u Y REREDTEY) & HIW S LSRR O ABRE
HEEITO &,

55 BHBEICN T 52HRGENBERBUMICIE AN anNy
& — - oY REREICK 2 BROREIHNIC T 26301 L
M LTV,

56 ANV anNyy— - CuVBREERICHVAEICIZ. AY AN
Z—-u U rBETH S ERTRNRBEREICLDANY N
Z— CnVBRERTHHIERERTHI L,

*6. FAiERURHE
(FF Y9 LEERBENSE10mg)

B&85. T ZiERE5. WEEES. Zollinger-EllisonfElRe¥

A
BWHURAICIZT Y XA 75V —)L & LT1E20mg 2 kK T8
BLTCIHIEROKRS S 5. 28 8%, §EE . WATEET
I8HEM E T ZIEBEE TIXOER E TO®RE LT 5,

INR
EE IS EOSRBO/NRICIETY A SF— L E LT R
E20kg ATl 1E10mg% RE20kg I ETIRERICE LT
1E10~20mg% AR TRE L CIHIEREO®REG T 5.2 8.
W BEE WAREE CISER T T BB BE TI36HE
METORE LT 5,

WRERIER

A
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BLTIHIERO®RES T 5. 2808 . SEMECORGET
%

S5ICHHK - FRERDETUREREROMERICBNT
13, 1[E10~20mg# Ak THE L TR IERO&RET %,
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SEE IS EOSRBO/NRIZIEZY XS5 — L E LT K
BE20kg R T2 1[E10mg% JAE20kghl ETIIFERICIE LT
1E[10~20mg% ARK BB L CIHIEREOBRE T 5. 48,
EESEME TOREET S,

SHICHHK - BRERDETHREREROMERICBNT
13,1 10mg# AR/KCHEB L CIH1ERORE T 5. 2844
E20kgll ETIZEERICIS CT1E20mg E THETE %,

U B AEBRIEETE

A
BWHURAIIZT Y A TS5V —)Le LT1E10mg % kK T
BLTIHIEREO®RS T 5. 28088 SEEECORGET
%

INR
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DEFEAH
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0l

A
BHVRAITIZT Y X 75V —)L & LT 1E20mg 2 kK T
BLCTIHIEROKRET %,
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INR
BEABRULEOHREONRIIZZV A TS —)LELT.1
[E110mg% FARIK CEE L CLHIERO#®S T 5.
AUINTI— - EOVUDREDHED
BHVRAICIZTY XA 75V —)L & LT1E20mg % kK TH%E
LT 7EF YV VKM E LTLET750mg (F11ifi) U2 5 Y
Z2uvA > & LT LE200mg (F1fi) O34 % HEEIC 1 H 20, 7H
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WEITHIENTE SH.7272 L. 1[E400mg (F11fi) 1 H2[E % LR
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TarVRY TSR EY = TEF TV VKRR T T T
203 A Y YD3FEEICEBAY ANTF— - 0 ORER
BRI OBE L. CNCRDZBEE LT, B RAICIET
VATTT—=)LE LTIE20mgZE FAKTHEEBL T 7EF >
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F8EME T HIEBEE CII6EME TORSE LT 5,
INR
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E20kghl ECIREERICE U C1ER20mg % CHETE 5,
JERFO4 REMNERRSEICH I 3B EEX T EHEE
DEFINH
BWHURAIZIZTY XTS5V =)L e LT1E20mg % FFK TH8E
LCIHIERROKS T %,
ERE7AEY VEBSEICHII3EEEN T TEREEDER
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(10.5%)
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A ENEE L,
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14.1 ZFIZMEOER
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EILHI &,

15. ZDMthDER

15.1 ERERERICE D < 1BHR

(FhggtiE)

15.1.1 RKFORMEESHRICEEOE R —T2BD 7 L ORED
H5

15.1.2 KFNOBE D . BEICLDEREZRHET S EPH 2D T,
BEHETLROWCEEZHRELTHRE TSI L,

1513 BB 2EROBEMIET. u bRy S oee
7 —IZ X BIRBITB W TEHRREICE S BB BT, FRMEIT.
BHERHOU XA 7EMPHESN TS, RICCEHAERUVEM
B (1D E) OiRE %2 Z 12 BETBITO Y A7 L7z,

15.1.4 BT 2 EICARBE 2R E LIEROBIENE T,
Tu bRy TA Y — 2B E LEBEICBWTIOA MY
IIL T4 T4 VIVICKDEBERED) A TEIMPRE SN T
Wb,

GEU S AEBBIEIETE)

15.1.5 BEABIETROFEY A7 TH 5 LEZ NS ERE . HIL
NVZTEERHTHEEOVTNUTHEY LR WEEITIEARAO
IBEIRPE SN WHTEEENH S,

15.2 JEBRAREHBR ICE D < 158R

15.21 9y MCARFIO T IhTH B4 A STV —)L1.7mg/kg
Db 2FEREOREG LB T BICH LT ) 1 FOFED
AROENTEDORMEDN DB, ZDHNVF ) A ROFEIZIET v MIC
HREEITD LN TS,

15.2.2 5y MHEETH BTV T 5V = (50mg/kg/H) 7 E
F T KM (500mg/kg/B) KRV 7 T Au~vA >
(160mg/kg/H) Z R 5 LB T. BE cOBFEOHERE
EBHIHREOHRBEMHOEERASRD SN T WD,

16. EYIEIHE

16.1 MEE

16.1.1 BEEI%S
(R A B 4% (n=24.CYP2C19®homo EM.hetero EM& O
PME)AEEL) ISV X 75 — )L 10mg Kk UF20mg % 242 A5 K 12 B [a] % 145
5 U7 & EOREBIMADENERE/ S A —F7 ZILUTOEBYTH B,

#58 | Cmax(ng/mL) Trmax (hr) AUC(ng - hr/mL) Ti/2(hr)
10m 245.2 2.50 552.62) 1.052

& (186.5-328.1) (1.00-5.00) (369.6-822.1) (0.85-1.31)
20m 490.5 2.75 1115.6 1.08

& (369.6-645.9) (0.75-6.00) (801.3-1557.8) (0.91-1.26)

TmaxiEHHRAE (B IME — BAME) L 2 ML R (95%EHEX )

a) n=23

16.1.2 RiEH%RS
B FERR A B W ER#H (n=24.CYP2C190»homo EM.hetero EM& U
PMB) AR ICTY A 75V =)L 10mgk'20mg# 1 H 165 H R R ERF
O#5 L7 & 2 DE5HHE (ZERHRES) OREBLEOFEMEE/ST X —%
WU RDEBYTH B,

#5488  Cmax(ng/mL) Tmax (hr) AUC(ng - hr/mL) Ti/2(hr)
lom 376.5 1.75 822.12 1.169

J (283.2-497.4) (1.00-5.00) (556.1-1219.3) (0.94-1.43)
20m 884.2 2.25 2068.9 1.25

& (670.1-1167.5) (1.00-4.00) (1485.2-2880.6) (1.06-1.46)

Trmnaxtd FFYUE (Fe/ME — FKAE) 2 M DUME AR (95 %S BEIX )

a) n=23
BE53HERUSHEO Cnax EFABETH - 712 2 &0 6 RIEHR GRS
HICIRMEEFR T X 75— VBB ERRBICEZE L EEZ BN,
BE5SHEOHRSHZ 2B EICB I 2MEEHTY X 75V — VBEIXITIER
HIRFALTIE T U HIERERS LT RBIEED sk r o720,

16.1.3 RROINE
MRRO/NEEBFZFICTY X 75— 10mgk20mg# 1 H1E5HEB E
REROBRG Uiz 25 REMMEOENFHEE/ ST A —F I TOLEBD
TH-722,

IVRXATTI = VOEYEREIST A —%
WegE O w58 | n
ERRORE Crmax Tomax (h1)D AUC, Tin
(ng/mL)¥ ’ (ng + hr/mL)® (hr)©
110?;&: 10mg | 9 854 1.58 2261 0.80
9 - %)d) d)
20kgHi (141.7%) (1.03-5.92) (42.6%) +0.18

TYRT T LOENEE ST A — S

BREO B58 | n
Eﬁ& Uﬁsi Cmax Tmax (hr) b) AUC T T 1/2
(ng/mL)® (ng - hr/mL)® (hr)9
tome 10| 537 1.52 995 0.97
I~115% & (110.4%) | (0.92-6.00) (78.3%)9) +0.559
20kgblE »ome |10 1908 1.47 3459 1.08
& (41.5%) | (0.93-1.52) (50.9%) +£0.44
tome | 0 311 157 619 1.37
12~ 147% & (91.7%) | (0.93-2.95) (105.5%) +0.88
20kghl £ ome |10 981 1.75 1918 1.06
& (51.3%) | (0.95-3.00) (33.6%) +0.25

a) MEITAME(EBEE)  b) ol (R ME — BokfE)

o) PHEIEERE d) n=7 e) n=9
#)homo EM : CYP2C19*1/%1

hetero EM : CYP2C19*1/*2XIZCYP2C19*1/*3
PM : CYP2C19*2/*2.CYP2C19*2/*3X13CYP2C19*3/*3

16.3 51

16.3.1 MIFEBDES
IYRTTV =)V (FIERE : 2X1320umol/L) Dk~ Mm4EE S &R (in
Vitro )1397% & - 723,

16.4 (X8
in vitro FFRERBOFERSY 5.8 RO F I1K.5-O -fi X FIUADAERKIC
1ZCYP2C19, AL AR MEDERICIZCYP3A4ABS L, 2 h 53R H
MAOREZ VTS5V ARERETH S EMESNTVEI . TYRXTT
V= Din vitro FRFHICB VT & FaF AR U5-O X FILED4E
HUCBIS 9 5CYP2C19DFH SR (R#EH 2 ) 7T >~ A ¢ Clint) 1373%T
HoTZVHNEND T — & T EERAICUCIE# T Y X 75V — )L % BiH
BOBE L& MPHOFERBFMIE ALK HERTE FuF 2 4&T
#H-723,[9.3.10.3H]

16.5 HEit
HEADTFT =7 TIZACEHBT Y XA S5V — LR EEROKRS L& &,
B SR REDFI95% A A8 IERE £ TIC R A R O #E I HR & N R RS
L #EERYR RO 3841 TH - 729,

16.6 HEDERZEITHEE

16.6.1 Stih&

HEADTF—7 TR TV XTS5V — )2 @SR IC 1 H1ESHBER
EROHREG L & & % 55HEDAUCK UCmax 3 FEE 85 OREMRENE B &8
WHERE XD EVHER 2R U RAEE o (R JEERERE)
135 % 1.25(95%fE /X : 0.94-1.67).1.18([F : 0.91-1.52) TH - 725,

16.6.2 fFikaEfE=EE
HEANDTF = TR TV AT 5V — L2 FeEREREZICIH L ESHB K
BEROBE L7 & & AUC 1 IR HEE R 0 72 WRER M B BB iE B
ICHARVEE O KR EBE TII2.36060 < VB E ~ PREEO TR AR
ERETHLZOHIZ14~1.8TH 79,

16.7 EYHEEER

16.7.1 Y7 ENL. TRV DI T7UY

FIHACYP2CIOK Uk MFI Z7u vy —L%2HW5in vitro RERICHBWT
AFIFCYP2C19DE M %2 BHE L 7 (Kif# : 7.9% U'8.6uM) 5, CYP2A6.
CYP1A2.CYP2D6.CYP2E1.CYP2COK O'CYP3A4MD &I D W T
ELRWADITPRBEERZRLEDS,
HEANDT—F TR ITENRNL. Tz b Y RIZTLT 7Y Y (R-T)L
779 Y)(BIE.CYP2CI9ODEE) L AFIOHAICED . VT E/INL. 7
= YOAUCIEENZN8L % 13%IEA L. R-TI)L7 7 ) > OIiifEF k
T 7 BEIX13% A L729:.[10.25H]

16.7.2 ZDfthDEA
IVRTSII=NETTY)ATTA YU ROTEFT D) VKM OHH
K& 7Y 203 VY ROTEF T VKNP O MAEHEEIC
BLRPSHPTT)A0TA ¥ DIAKBIEREMDOAUC - 13K
L7z E7 TV AT TV = VOAUC EFEPFFARE DK 25T HEAR L7129 F
=V FFuFeri0axySurcrF YLD T2 V12
EARROPATIIEEERIZED Snkr o7z,

*17. BRRRE

17.1 BHMERUREMICE T SR

GERMERIER)

17.1.1 EASEIFEERER (RA)
WREAEERENRE L ZHEEMREERBE TR A X 75V —)L20mg.
IV ATV —120mgRid40mgA] B 1ERASEREIRS S h. 2 5.83EH
DENZTNORBEHR[ISWBEFHEXM]1E87.4% (166/19041) [81.9%.
91.4%].87.3%(165/18941) [81.8%.91.3%] % 190.0% (171/1904)
[84.9%.93.5%]1 TH V. F X 75V —)L20mgIc R/ d 5 AKH20mg K
40mgDIELERD SN TVB),
BIfEFRBREE X TV XTS5V —)L20mghET7.9%(15/189%1) TH >
T B BWERIEFRI2H(1.1%) 7o => - 73/ hIURA7 25—t
H2B0(1.1%) ROt 27 L7 F > & 2R FF—E8#EM2H (1.1%) TH -
7zo



17.1.2 ERSEINREHER (FRA)
WREEEROBHERE2ZNRE L ZEEREERBRICBVWT. A XS
FV=10mgE B LY X 75V —)L10mgkv'20mgD 1 H 1[a124

AR GRS B T BRI AE R O BERMFIN RO ST 519,

17.1.4 BARMHZSHR (HA)
HILHEEE QMR 263 2NSAIDMGIRFABEENRE LY X TS
V=) 20mgn 1 H1ES52BE 5 R 3B1) 2 B+ R ok
FIERIILUTOEBD TH 219,

B 523 IEFAER (Kaplan-Meieri%)

IV AT ZJ—=)L20mgH(13041) 95.9%

IVATSI—= | TIRATSY—)L FRAT T =
20mg (188fl) 10mg (188f5l) 10mg (18741
T 144 2241 3141
&;é‘;féf) 92.0% 87.5% 82.7%
(05% S X ] [88.0~96.0%] [82.7~92.4%] [77.2~88.3%)
0.62[0.32~1.21]
NY— R (TV A5V —)L20mghtvs TV X 75/ —)L10mg#ht)
[95% =Ml ] 0.43[0.23~0.80]
(Y AT FJ—N20mghévst 2 75— )L 10mg#¥)
p=0.158
i) (T VA5V —)L20mghtvs TV A 75/ —)L10mg#ht)
P p=0.007
(Y XF5—=)L20mghtvs* 2 75— )L 10mgh¥)

a) Kaplan-Meieriic & 2 #fE5E
b) Log-rankfE. &K% WifI5%.Hochbergd I &k 5 1%7E D ZEME DR
100 4

BIEFRBSAE L. TY X 75V —)L20mgiET16.9%(22/130%1) TdH -
Too B RIER S AEHE2H (1.5%) .y —7 VT IV T VAT 25— X
241 (1.5%) S8 2451 (1.5%) B O PR RE R 2451 (1.5%) T - 7z
(BERE7 AV VESEICHIT3EEEX S+ ZIERBE OB
17.1.5 7 I 7 HESENIERER (BA)
ML EIEOBE2E T A EMART A » (81 ~324mg) ikt iR B
(HANBEET) 2R E L7 V7 HESIAH LR O T I8
FBRERICBNT. TV AT TV —)L20mgn 1 H1EI4838 #5112 351
% BEBEX T+ HEBESOHERMEIIRPRDO SN TN 2. S 512 HH
FEMTLARE R OB E O A G AR S TV X 75V —)L20mg#x 1
HIFERRE72EBZ SR ICB W T IRE720EOIEFIERIZ6.4%TdH -
Teoa BARRBRICBOTIIARER, I v ABE BT 77 L F—
ZHAL TV,

BHBICBVLWTIY XTS5V —)L20mgd 1 H1ER4ERZSHICB TS E
5 X3+ B O FFRIEIRIRPRD 5N Tn 515,

IVRATIY—=)L20mg N
R 1
(17360) 7'Z &R (1684)
FEREHIE 61 56/
&?éféﬁgfo 96.0% 64.4%
- 92.8~99.1% .8~71.9%
[95% A 1] (92.8~99.1%] [56:8~71.9%]
NH—RNH
[95% {EEIX ) 0.0910.04~0.20]
piEb p<0.001
a) Kaplan-Meieri#ic X 2#E b) Log-rankifE  ARE/K%E  WHl5%
100 ' . . . .
I
80 1 -
8 b 3
s 601
1
W
40 4
—e ITUAT/SU—)l 20mg
21 ——e IStk
0 T T T T T T
0 4 8 12 16 20 24
) RERER BRI ANSRIEETOHE  GA)
At risk ¥
IYAFSY—)L 20mg 173 166 152 147 138 137 135
TR 168 165 118 17 96 96 96

Kaplan-Meieri#ic & % B i3+ 8BS O IERIER

BIEFAREEE L. TV XS5 —20mghF¢13.9%(24/173fl) Td -
oo A EIERIZ _EREERRE 201 (1.2%)  FHI260 (1.2%)  (ERB 2151 (1.2%) - W&
2451 (1.2%) Te OFHERESRH 201 (1.2%) TH > 7z

——— o o
e———- PP i —————————————— = - N
0od T :i IYRXTFY—)L20mg(182l) 75t AR (1824)
. FEREBIEL 24 22451
8
] o 98.3% 81.2%
ﬁ: 404 [96.65%{21@[2!’55] [95.7~100%] [72.7~89.7%)
™ —=o TVUXTZ/—)L 20mg T
204 *-— I‘/)U_"E“J—)l/ 10mg [96.65% 2 45 ]] 0.09[0.02~0.41]
- FATZ5U—)L 10mg
o pfiE®) p<0.001
0 s 8 12 16 20 2 a) Kaplan-MeieriIc & A% b) Log-rankiE ARUKS  mifI3.35%
RBRERERIAANSBRETOHBE (B) 0 e ——8—=a
At risk 8 90| (i). _______
IYATSYU—)L 20mg 188 185 174 170 162 161 160 i — |
TIUATSU—)L 10mg 188 184 168 168 154 154 154 80) e ©
F AT =)L 10me 187 185 163 161 147 147 147 < 70
Kaplan-Meierikic & 23 itk feiti 40 i 5K ﬁ o
BIEFRISEIZ. TV X 75V —)L20mgB ¢ 10.8% (15/13941) RO g%
VX T =L 10mghET8.8% (11/12561) T - 7= EEWERIZ TV % ™
75— 20mght Tl L7 F >k AR FF —EHEM2H(1.4%) TH %
D IV AT T =) 10mgE T TRH2H0(1.6%) R OIH 7 L7 F >k Ak 2 = IVATZY-) 20me
FF—CHIM2H1(1.6%) TH > 720 10 O TTER
GER T O4 REFRES (NSAID) #5EICHIF R BEREX I+ ZEZES o ” 24 P -
DEFINE saga g b mE LA o . -
17.1.3 EPYEEIHEERER (HA) AE vk ;} ‘ RERER SR APSREETOHRE  (B)
LI O BERE % 5 9 5 NSAIDRESE RIS 2 0t R & L “EE kb THTZI 0me g2 a4 e 50 19
TR 182 145 89 45 16

Kaplan-Meieri% i & 2 B8E X3+ I8 IEE O JEFAE R (FRIBITIC B B H55R)

IV AT T —=L20mg 5 HIE2 1461FR3 161 (14.5%) O EIER 255 &
NTWV B EREIERIE. THI200(0.9%) . U 5 AMEE 46201 (0.9%) LTI
201 (0.9%) B AR Y —7241(0.9%) &l 241 (0.9%) HTH - 1=,
(BEE. T EHEE. . UEHEE. EU S AEBRIBYRIE. Zollinger-
EllisonfEIREH R 5 UICEER. T Z1EIHEE. BMALTU 2/ V&, S HEm/
RRAME, REIBEICN T 2NREHEEEZEE. ANV INTI— - EOURR
BRICHITEAUINTI— - O OREDFED)
EPIC B W TRA TR O B R ER S O BIE R IR SR IR R & 72 5 kB %
FERLTVAR,
(BEE. T EIHEE. USEES. FUS AMBRIEERE. ERERER.
XIFZollinger-EllisonsE(REE)
17.1.6 EIASEI/IIFBEEER (SRR UUIVR)
BEE. + HBRE. WA EREE. JE0 S AN B EEM AR MR A
2% X3 Zollinger-EllisonfEE 2 H T 2 XIIET 28V DH 51~ 148D
BESOM 2R & U= IEEaRER <& (A E 1 Okgll E20kg AR (1061 [551
BTy X 75V =)Ll 10mg#% . 20kgl iz 1[E110mg (1~ 117% 104
[BE28F]. 12~ 145% 10 [5548]) i 1[E20mg (1 ~ 11510/ [ZE38£]. 12
~ 145 1061 [5558]) % 1 B 1 EASERR 5 Uz ZH 5RO EHH L
FER (10 1) BB D EHRR T O B ERARDURR) 1 I SRTIOER 2/ L T
W BEDA0%LL EOEIE TR Uz, £ 7o B GRS BRI AT AV 5 e
TELBED S BIREZENFTRNIEED 5 N723F T RTUITB W TRERIC
FiRAHEER L722,

HERE HIRE H2RE W3R AR HSRE
(B 56150 (10#1) (10f1) (101) (10f1) (1061)
il &Lk 1~1175%% 12~ 14i%
I iggié 20kghLE
K58 10mg 10mg 20mg 10mg 20mg
Kaplan-Meieri% | & 2 i i sl 0 AR ReEIH R R




BE5H 1B HE2RE 3B HARE HE5RE
(B551%%) (1041) (10f41) (1061) (1061) (1041)
g 5013 100% (2f) | 66.7%(3f) | 100%(161) | 50% (2%1) | 75% (4f)
55 75%(461) | 100% (3f1) | 80%(561) | 50%(4f1) | 100% (44)
DEEE | 100% (261) | 50%(6fl) | 100%(6M61) | 40% (561) | 57.1%(76l)
EIEEATE | 100% (361) | 66.7%(661) | 100% (4%1) | 60%(5B1) | 50%(641)

( VBSRIOEREE LTV
1~ 14750 BES0HIF 241 (4.0%) DRIER A HE SN TV 5.2 DONRIZ.
T ORE  SEAR BB K IE LI (2.0%) TdH > 7z.
GERERER.ERTO1 FIERRER (NSAID) 1ZS5BICHS T2 BEENIE
T+ EEOBERIF . EAE7 ALY YBRSBICHII35EEXE T
1B B DB FEINH)
*17.1.7 EASEIIEEER SRR UINT)
W BB R AVAR L7z 1 ~ 14% 0 BEED 2761 (2 )L — 71 [fAE 10kgbL
20kg i1 761, 7V — 72 K E20kg L] 2061) K OTHALHEE S O B
2HTHNSAIDIZEAE T A L 2MERA LTV~ 14B0BE
2261(Z7' NV — 73 [{kE10kgl_-20kg A1 9ffil, 7L — 74 [k E20kgbL k]
13) 235 & U7z IEE SR © 13 E i & R O ENARE% OMER B
FROBESE T BRSO B I 2. 2V XTS5 —-LDR
MEROLREEEBH L ARBETIE. TV ATV —)L10mg (FH
10kgBl_E20kg i) X 1Z20mg (AE 20kg L ) H2) 2 33 i 1 223 28 O #)H
TR OHEREE T2 B 1EI24:E  NSAID USERR 7 2 ¥ % ki
IRA LT W5 BE O BEE S+ IBES o ERINE < IE 1 H 1 [E32E
M5 L7283 G B R O BRE G BEE X+ ZEBRE 0™
HEFUTOEBVTH B9,
ED M EE RO MIERNI T, VL — 710 EEIC10mgl H1E, 7L — 720 8
#1220mg 1H11E % 8RR G L7z,
H2) (AE20kg L EOBHICOLTIRIOMEg CREZBIET 5 2 & & LA ARBEE
(i 0 7 TREREF ICJE U20mg IS BT L7zo
TE3) U £l 28 DRI AR I O MERFE T I R A4 R NSAID XS K 8 7 A
U > MREEIRF LT\ % B 0 B i S S B O BRI T I R 5 258
HE THRE 2SR E Lz,

A e Y S A 5 HILEBEOBE 2 H T HNSAID
RoHR | EREREIARGELERE | ey a0) teREALCOA0E
i A 2438FH 32:8R
Eitaszi IN—71 TN—72 IN—73 TN—T4
(B 5H1%) 2 (761) (196») (9f1) (13f51)
10kghl B N 10kg2l E N
e 20kgKilh 20kgll E 20kgKilh 20kghl E
FFEIHC 0l 141D 145ile) Offi]
e 0.0% 5.3% 11.1% 0.0%
[95%FHX - 0 | [0.0~41.0%] | [0.1~26.0%] | [0.3~48.2%] | [0.0~24.7%]

a) 7N —T1O1BIR T TN —T20 1 B3 2438 & TISRERF L, 7L — 74D 15113328
FTIBEHIEE B o 72

b) 7V — 72 (2061) O 1 MERFFRE SRR IC RIS RIE R ANBE L Tt 2 &
MRS NI - DRI RERICIIE T Lo 7k

o) LERIHILE RS IC & 2T RO AT k2 29 2RI, E20mg Ao
HEEZET AEREELERE L

d)20mg~ D it % B9 B AR E

e) LHRIHILE PR BTN IC L 2T R OHERD

f)Clopper-Pearsoni£ic & 0 HHi

TN—T1O7HIH 151 (14.3%) TRHERDPHRE SN TV 285 S h-EIE

FEIE AR X QAP BR BRI BB 265 1451 (14.3%) TH o 7oo 7V — T 2.3 U4

TEHWEAIRHRES LTV,

18. ERFIE

18.1 {EAEE
BRSO MR LIS 2 ZBRASBBRIWHBIE» a6 T 52
LI BEMBENICBWT—EOBBAY KIS BES. OISO
BRI BEEMRN A SH 2 LR DICKTZED AL 7 a b~
RYTERBZNEBEEREIFH N TVE, Y XTSFSY—LIE. 207 bR
VIO ERHET S EICL ST BESWEIET S,

18.2 £ NTOEA

18.2.1 BApHICRIF T 8=
fERERRAICBVWT. Y X 75 Y —)L10mg. 20mgK F40mgik 512 & 0 24
I B NpHA 4L E 2RI BB OE &1k, 22 1n48+23%.62+
14% % 68 +8% Td - 7219,
INRIEESHICB VT TV AT T =L 10mgKkU20mgi 51 & ) 128
M B ApHA AL AR I IR O E]413.51.2% ~98.3% TH - 722,

18.2.2 £EYFHREFE
TR A B34 X F 2 ABBAER20mEH 2V IE R F T L h T
L 20mg % SHBRER#RSE L, 7 8 24 —N—3KIC TEHpHICRIET
HEE B L. 2 0fR WA OB NpH ERZRIZEMENICFEAET
Hol,

18.3 FEERIREAERIC ST B 1EHA

18.3.1 O bRV TIRE(ERA
v FEMEBRD 7T b RS (HY, KH-ATPase) l2xt U CHEER
wR L7220,

18.3.2 BERSHMFEI{ER
By 0 X HKARICE U 2 BEREE IO U TR 23R L2,
EH#E S v b &k UHeidenhain PouchA X IZBW T R ICERR SN B
Bt U CigIER 2R L 722223,
KEDBEHRITHAHII XTSI =V . FEIRTHEARATTY —
NDO—F DN (SE) TH B,

19. BRI ICE T IEEZHIER

—A%EIRFN
IV ATV =277 LK (Esomeprazole Magnesium
Hydrate) (JAN)

{£2&
Bis{5-methoxy-2-[(S)-(4-methoxy-3,5-dimethylpyridin-2-yl)
methanesulfinyl]-1 H -benzimidazol-1-yljmonomagnesium
trihydrate

AFR
C34H36NeO6S2Mg - 3H20

AFE
767.17

27N
IVRTFIV =T TR LKA EEIIEPICEBLIHERTH
%o

{EZEER
HsC
\
OQN_ CHs
N/)\s"' N O~cha Mg+ 3H:0
8 NF CHs
L 2
#170C
21. RS
) A 7 EHEE 2 RED LGETICERT 5 &
22. G

(FFV 9 LEERFENSEZ10mg)
10mg [28%(SP)]

(FFy Y LEERENSE20mg)
20mg [28E(SP)]
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