SH22NY

# % 2025F8 A UG (B4R)
* 20257 HEET (BE3hR)

BAGREERIEES
872329

JORYRYTAVEET—

B © BRRE
B : 3%

BAERS 5‘/‘/7‘:5‘/ VG B ORI RRIEEE
S5)75Y)=)bODs15mgrr=77)

5% 75Y)=)bODs30mgrr=77)

Lansoprazole OD Tablets 15mg « 30mg "Chemiphar”

15mg 30mg
22400AMX00893000 | 22400AMX00894000
20084 A 200854 H

ERES
AR7CRasE

.¥§(m®$%uuh$bmu;t)
2.1 AR ORI 2 @BBUEDOBEFERED H 5 BEH
¥ 2.2 VLR VIERERRSFHOBRE[0.1 BE]

3. #ERK - MK
3.1 #R
i V77—V OD§E | F»VTFF7J—)LOD
7e 15mg [ 37 7] 30mg [ 377
BES | (BR) S>v7r5Vy—L | (BR) 5>V 75V —L
(1 $E) 15mg 30mg
FUEKIY, AT AT VI VB 3T L, BEE
KA L-7LF=>, JOARE Ry, e 7O Xxo—
A D-vr = b=, BIEFH L HNT XY T IVER
IRY~— LD, I7YLEEBEF YT LA R VILR—
A F 80, TZVULBIFIL - XFZZYLEBXFLIR) <
WERL - RUFFVIFLY ) SN T LI —F, F Y
)T, v Zad—)L 6000, ZFT7Y VT L
U ATTIV VBT T AT T L, hT A, BRI TV
. 7ANLT—L (L-7 22 V7 5= 14L& . &k
FaLy Y a—), TFLNZ) Y, NZY v
3.2 RHOMIR
B V77 /=)VOD$E | V77 =)L OD
7e 15mg [ 37 7] 30mg 737 7]
ek HE~HEABORETIRBE~HBEOH S H 5

FEE T DR 2 & T D P AR E

Lz
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HiE

U O] &

[EXE 9.0mm 12.0mm

Es 4.7mm 5.4mm

HE 340mg 680mg
Al a— K LZ 15 LZ 30

w% 4. FHREX ISR
(7/‘/7’7‘/—)11 OD#15mg [F=T7])
OB&ER. T-EEHEE. YSHER. EREREENR.
Zollinger-Ellison fEIZEE. JEV'SAMEBREERE. ERA
E7 AU VESHICBII38EEX T EREEDE
FHIH), FER T O4 FERNEFRSEICH T IEEENISE
T+ iR AR OBRIH
OTFRICHIFBAVINT I — - EOU DREDHED
BEE. TTiEBEE. B MALT UVNE. REtivvik
EAME. RPHIBEICH T ZAREBRITAEEE. NUINTS
— - EOUREBR
(ZVYFSY—=JLODE30mg [r=77])
OBEE. TEREE. USHES. ERERER.
Zollinger-Ellison fE{R&$

OTFRIEBIFIBAUINT 5 — - EOUOREDHED

SEE. TTiEEEE. B MALT UV/NEE, GBI
BAME, PHISEICH T 2AREIEEES. AUINT Y
— - EOVRBRENR

5. MEEXEFIRICEET HiER

(BEHE7 AV VRSRICHIT3BEEX T IEEES
DEFINH)

5.1 Mt - EROEAIMNH O -DIUEHED T ALY v %k
FRELTVWHEELHR SRR EL, BERRKICELT
3. BEEXIITEBEEOMFEAHERT S &,

GERFO4 FERNERRSEFICSII2EEENIE T8
ZEE DB RN

5.2 ESE’“‘)'T\?%\ ERHEEEFICB I 2ERERZED

ICIER T O A REEROER » REIMGERS L TWb A
%%H%ﬂ%&b BERMRICE LTI, BB+
“HEBEEOMEEERET A L,

(NUIONTI— - OV DREDHED)

5.3 ETHIE MALT U Y MEICHT 2N a7y —- 0
U BREIREOE L L Tz,

d% 5.4 GEMEM/IMUEDEICH LTI, A4 RIA v E250E
L. ANY IRy — - &n) BREREAEL) & HE S
BIEFNC DO HREREEITO &,

5.5 RHBEICT 2 NESEIBERBIMTIE. AYan
74— ¥ BREREICK S BBOFENFINT 5
BRI IIRESL LT,

5.6 NNy — - O BEEERICHWAEICIZ. N
aINTH— - En Y BEETHB T t&UWﬁ?ﬁﬁt

FOAN)anNyy— - CuVBRERTH D & xR
TEHIE
6. FiERUAE
<%FE¥S T+ iEER. WEENES. Zollinger-Ellison fE
IRE

EE. BAICIET Y /7"7 /‘—)l/é: LC1MmE30mg#%1H
| EREO"RET 5. 28, BE. BEE. WETEE TS
ERET, += ?aﬂ@(*r’(ti 6 BHEETOES LT 5,
GERERER)
HE. RAKKET Y TIy—)eL Tl E30mg %1 H
1 BEO#HET 2, &b, BF SEEE COREET S,

12, B3 BRER DRI EREREROMEREIEICS

Wik, 18 15mg 2 1 H 1 BEEO®ET 205, 2ERAF
FOHEE. 1 H1E30mg 2EOK59T 52 ENTE 5,
GEUS AWEBREEREE (OD £ 15mg Dd))

BE. AT Y TSV —LeLT1E15mg %2 1H
1 EEOHET 2, ad, BE 4EBE TCOREET 2,
(BERE7 AV VESIEICHITZBEENE T ZERES

DOEFGE (OD £& 15mg D))
BE. BAICIES Y75 —)LE LT 1 E 15mg % 1 B
1 BEO#HREY 2.
GERAFO4 REMREZIRSIHICHIFTREERXIE T
HEBOBFIG (OD & 15mg D))
EE. RAICIRS VY TSV —LELT 1 E 15mg % 1 H
1 BERO#HE5T 2,
(NUIONTI— - OV ORREORERD
EELBAICIZT YTV —1 e LT 1 E30mg. 7EF
DIV VKA E LT 1 | 750mg (i) KOV ZU 2w
<A & LUT1E200mg (i) @ 3FZERIC 1 H 2
|, 7 HEEO®RET 2.
BB, 7I) AL Y UIE, BBEISCCHERET 5 C
ENTED, 72720, 1[E400mg (Hiffi) 1 H 2 \% LR
E9 %,
TabryRYTA ey = TEF TV VKRS



Y234 rO3EEEICLBZANY AN -0
DORERBDIABINOEE X, ZNITRb2IBEE LT, &
H.RAICIES Y75V —)LE LT 1E30mg. 7EF Y
DY vk E LT L[| 750mg (Siffi) ROA ho=4Y
—) &L T 1E250mg @ 3 A ZERIC 1 H 2 E.7 HE#E
O%59 %,

7. FiERUHEICRET %FR

(ERERER)

7.1 MERPEEICBWTC, 1 H 1B 30mg o513, 1 H 1
15mg HEHICHEFE L 7261/ £ 15mg TRRP A+
B EICR 5,

GEUS MIEBRIBERAE)

7.2 BE5RE 2 BEEERE UCHREMR L, EEROSE
{BAASERD 5N E VIFEICIE. BEHRMIORR % 2
SN2 OMOBE L IGRANDREZERT H o
[15.1.5 2]

8. EERELRNER

(BEE. TERES. WELEER)

8.1 RHAOMHEAZRIITOTHRWO T, HFEEICIIAVE
W ENEFE L,

GERERER)

8.2 MFFEEICBWLWTIX, BH - BREZBVERTEFIONL
BE5T2HILE L, RRMPFFEOLED L WEFICHR
54520 0WEHIBETSHI L, £/ 1 H1ME
30mg Xi& 15mg o5 & D BEFFREPRICDZD
Wit d HERIT. BENIIREFIICIVERT HBZ
N EHfiE N 5541 1 H 1 E 15mg ICEEX
BHIET A2 &, b, MRFEIEFRILERNIC AR
BEEBT S EEEEZTSITOTENPEE LU,

GEU' S AEBRIENRE)

8.3 MRZICK VIR, BFHEEFOBFETERISEDIEL A5
na2& (1EBHZD 2 HU L) 2RO 2#%57
BT L,
7B, KEOBENEE., BEEEOEREE KM
HILERERICKDERZRERTHZEVHHDT. AR
BHREFICIDINOGDBEETEWI LAERT ST
Lo
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1 GIRE - BIEREDH B EE
1.1 EBREDEBERDS D EE
3 RS EEE

AR ORH FHIELET 2 ENH 5.

9.5 iFim
IR SAIIER L C WA AR D & 5 IR LOF
At 2 BOl s SHE SN A BEICOAFET S
&, BYEE (Sy b)) KBLWTHRENETEZIG
HMOMPEPBEEIVENIEFRBOLATVAY, &
oo THE (RO 30mg/ke/H) TRIBEC RO
RBHENTNWEY, B, Iy MITYYTII—L
(50mg/kg/H). 7EF ¥V 2K (500mg/kg/
H) RO'7 ) 2u~<4 > (160mg/kg/H) A
SEUHBT. BB TOBEOBRE LB ICHKEOR
BIH OBEBRATRD 5N TV 5,
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10.2 HAEE HAICEETZIL)

A% BRARAER - $EETTE W - fERET
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ROEWER B HS5DONBZ ENBHBHD T, BEEZ+7IT
VW, BEPEOONLGEIIZHREEHIET 274 SET %

A% BRI - S E % W - el
JLERY) VIEEE ) LEEY) VIEBEO | KA O B BRI EIE
IVasvk ERZREFET BTN HICLD Y LEE Y &
[2.2 ZH] nHb. 1R R O B AE T
L. JLEEY Yol
AR AME T 9% AR
HAH 5,

WEEITH T &o

1.1 EXBEIER

(zpRELLiE)

M.1.1 PFI745+FY— (£BRE. HEFE. FREH
%) (0.1%EKMED), ¥awvT (0.1%FKiH=")

1.1.2 FLIMERGEA . SEEAIRAE. SMEEM (0.1%K
WED) . BERIEREIA (0.14%%E D). m/VRES
(0.15%% D), &I (0.14%%1))

11.1.3 FFHEEEREE (0. 1%RHE)
FH, AST. ALT O LR& %2045 EE L FHAERESE
MHobNAEIENH 5,

NI14ADPSHRFIRFEBMMBIE (Toxic Epidermal
Necrolysis : TEN). BZE#5IRIRIEIREE (Stevens-
Johnson JEfRE$) (0. 119%™ 1)

11.1.5 REMRRR (0. 1%AKIHED)
FEEL, M. MFIREE. S ORE (1REE) FHH
5hNHBEITIE, EPDITER X S OME & E
Wil KOS 2HIEL. BIBREARLVE S HOR
EEZOMY L MEBEEITS 2 Lo

11.1.6 RIIEEESER GHEREH)
SHBRECELILHHHOT, BHEREE
(BUN, 7L 75 = ERE) IKEFEETHZ L,



11.1.7 \VAOEE (BEEALH)
(ANUONTI— - OV DRE DB
11.1.8 {gﬂifﬁkﬂ%ﬁ%@ﬂuﬁ’éﬁﬁéﬁﬁkﬁﬁ (0.1%k
Z 2
ANVIANT =0 OREICHAWATEFT VY
VK. 75 2av A Ty T, BEERE RS
OIMF%ESEELGKRBRPHOELNEZENHS
DT IR RO TR D 5 bNBEIIRESIC
5 %2HIET 5% EHETAMEBEITY I L.
¥ 1) FHIEE RRR F OB KRRE S BLERFE%
FAEOMRERICE D,
11.2 ZDfthDEHER
(BBEE. TTEBER. MEHERS. FRAMREX.
Zollinger-Ellison fE{RE. FEV 5 AMEBRIEERIE.
EREE7 AU VIBSBICBIT 3888 E+ 2155
EEOBRIMG. IEXTOA REHRESIRSIFICHS(F
3B EEXFTTIEEEEDERIED
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MBHE RE, T ZIALBE

d ] HEaMEEETY
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T 2) FESERE 13 A&ER & T OB RAER )3 B IR
ABEORERICED L,
* 3) THIAHESE S S8 collagenous colitis F A%
HUTWAAREED S B 720 PP ICKFI OS2 Hh
k922 & BEMBEICHERE. UbA. FHIMED
BEEADRDHEFHAHOT, T MEFRDENS
i3, EYLAEEITS &
ANVINTI— - EOY DRREDHED

5%2L E 1 ~ 5% 1% 3

HLE BAE (13.7%) . |FRERE. G FO. B, 8
A (9.1%) |k . ER. O
R HmR OB
fg=e1s ., B A
. BHMR

iigiA AST. ALT. Al-
P. LDH. v-
GTP, VYLK
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VL, AR LU
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PREBE G FRIE

B

E4) SEERRNIBES I+ EBREEICBIIST
Vv VRSN 7%#//‘) VAKNIE O S 2a v
142D 3EHRGOHBEFEICED L,
mB.HETITFbNRBETRD SN TV AEIER (5
B 1%L L) 3RoEBDTH S,

5%, Lt 1 ~ 5%

HILER T (13.2%)

# (8.7%)

BRERE (D, B, ORNR.
TR HEHEEEIE

5%LL E ~ 5%

JFF Rk AST. ALT ® £

pzlzeng s

RERER R, OFL

5) EEFRRIEEEX I+ IEBEEICBTST v
VLI =ITEFTIY VKR F) 202
AT URUIA M=y — )LD 3 HHEEOREREIC
o<,

12. BRRRERBRICKRIFTHE

(ANUONTI— - EOV DORREDMED)
SUIVTIIT=VEOTA MR T Y =T E
XU UKHM., 75 ) 2AuvA Y U EOTAEME R
A MOZFY = )LORAFRLEERTER TIE. BC-IRE
HERABOHELE RS BEEIC I 8BENDH D 7
O, BC-REMZHEBRICKIREHEZITOHEICIE, C

g;wiU@&%%T%4ﬁ&%@ﬁﬁf¥ﬁ?éztﬁ

LW
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14.1 FFHEDER

14.1.1 PTP A& DEANI PTP ¥ — b2 5H O H L TIRA
TAHEOEHEHTSHI L, PTP Y — FORRAUIC KD,
BEOWSAT A BBREATIA L, BICIZEEfleBI L
THIBRREDEE L AMELHET 5 WD 5,

14.1.2 KRNI FEO LICOETHEREEZRBE S E 5 EHET 2
2., K7 UCIRARIRECH 20 £72. KTIRAT S
ZEBLTE S,

15. ZDfthDER
15.1 ERARERICE D <158k

14.

(GpRELLE)
15.1.1 KA RBAKREHICREOBR) - T 2RD LD
WEN DB

15.1.2 AFOHBRENBEICEHERZER TS 0D 5
DT\ %ﬁf&b‘ut%ﬁ%un@’)l&gj‘é Eo

15.1.3 BB 2EBOBEMIET,. Tu bR 1
LUy —IC X BIREICB W CEMEERE IS LS AR RIET
B FEEER. BHEETO) X 7ENPRESH
T3, i, BHERCER (1 FLE) oBE
2R BET, B0y RPN L .

15.1.4 BHICB T2 FICARBEEEZNRE LIZBERHOBE
MET. 7a bRy Aoy —2H%5 -8
WCBWTZHARNIIIL T 74 VNICE2ER
RO A 7B RESN TN S,

GEU S AEBBIEIETE)

15L5ﬁﬁﬂ@ﬁﬁ@%U}ﬁ?%é*%%%\mﬁ%\%

IANV=ZTHRDDOVTNICHEY L VIGAIC
WEARR OB REIE S NI W EDER nit%ﬁt

FDRENTWVD, [7.2 2E]
(BRE7AEV VIESIHICHIFZEEEN T ZERES
DEFEANE)

15.1.6 EAE7 A Y HRERICE T 2 BEEXIE+ 4
REBOEFEY A7 AN AN Y — - Ea ) B
FIER O IC L DEE S REED & 5 2 &K
HEIC K DRESN TS,

15.2 FEERAREHBRICE D <1k

15.2.1 v b 52 EEBEZEOHRE LEE T,

50mg/kg/HEE (ERRAEDK 100 £5) IcBWT 1

Blic REOREREBMREENZEDSNTVREY, &5

12, 24 » AHERREIRE RS L7z B <. 15mg/kg/

HELEOBEIC B T B O B R A g o> 56 £ 3

A, 7. 5mg/kg/HLEOBICBLTEDHLF

JA FEEPRODOSNTBD., MAT, Iy +o

15mg/kg/HEL EROHEZ v @ 50mg/kg/HEL E

DEIZB W THEEROREMEOEIMPRD 51

TWa,

FERE A E X CHEZERRIC OV TR, YT AD DA

)?ﬁ%t%ﬁ A X PLOBERBTIIROENT, T

WCREREIEZEZ 5N S,

5‘7 MZZ YV TV =) (15mg/kg/HE L) 7

EF TV KM (2,000mg/kg/H) % 4 B

RARO®E Lcdi, ROA XTI ST -

(100mg/kg/ H). 7T EF ¥ ¥ U vk

(500mg/kg/H). 7o) Au~<A > (25mg/kg/

H) % 4 BEMFRAREORS LRk T, 7EF Y

VIKFI & B B VI DR G L B IR

DEROHENT VSN ME@IETEF T ) VIKHAPH

PREZICITHE LD TH D RN THE LSO T

W ENHERIN TV,

15.2.2



16. EHEHRE

16.1 MouEE

16.1.1 EE%S
RN 12061cy 7 7a >y OD$E 15 H 5 0IEY
rrarh 15 E, £ BIORERA 12 4]
W& 7ary OD$E30 HHWVIEy r7rurhrt
30 ZFNZENTOAF—N—EICT, PR RIS
BERO#KRS L2, RISy 75 —Lo
REMENEE L TRE SN, RELAED MEEH
BEMS R OEY BN ST X -5 I RO EB
DTHY.,0DsEE N T IIZEMFHICELETH S
CENHERSINTNBY,

BE& AUCo-24 Cmax

(mg) (ng - h/mL) (ng/mL)
OD #¢ 15 15 1,105.3£1,101.4 | 474.1£254.0
H7EN 15 15 1,136.2+1,186.2 442.7+231.7
OD #% 30 30 2,216.5+1,270.1 992.8+384.3
71 7% 30 30 2,223.6%£1,203.0| 949.2+361.6

(PifE L REERZE, n = 12)

Fho SV TSI—IVEKBIET VI Z I LTI -
Kb~ 7R L ERERICIRAT 2 &, 90V 75
V=L OMFEFRBENMETT 5 EPNETHRE S
ncwasd,

RiE®‘RS

A (6 41) 12 1 [E 30mg Xix 15mg (WIhd
H7EVAE) 21 H 1 E7 BREEEETICRERD
BE LB o MiEEEOHR. RpPEER A, 5 4R
EEHR VWb EEZS5NBY,
SYUVTSY=IL. PEF I VU VKIIPRUO ISV
207 A 2 V{HAROFEYENRE

BERA (66l) 5>V 5y —)LELTLH
30mg (B 7 LED), TEFT VY VKMME LT
1 | 1,000mg (71fffi) RFr7FVxavA &l
T 1 [8400mg (F1ffi) @ 3 FlZEEICEO®RS L
2B 5 2 TS5 — LORE LA DO BHREER
NIRA=FIIRERDEBYTH %,

BET
1.7£0.5
1,104+481
1.9£1.9
5,218+6,284
(FME £ BEHERZE. n=06)

7B 3FIGHEEO 3 FIE % O MG FEE IS EmES
RO MiEEE & IZITREOHER 2R L7z,
F7-. BERA (760) 12 3FI 2RO HE CRIEIC
1 H2 [\ 7 HERERO®RS LI BOEMEHED S|
EREMEIRVWEEIENED,
H) AN ANy — ¥ BRSNS &R - B
BLRE 5, [6. 2E]
16.1.4 E£MZEHEFEFER
(5VVYFSY—JLODEE 15mg [5=T7])
STV =V OD§EISmg [7F3I77] &5
7ur OD$#E15 %2, ZUAF—N—FEILEDZFNZE
N1SE (5VF5I—)LE LT 15mg) BEKRAS
FICHERER, Ko D ROVK7Zs LREREORS L CImE
FRARZLREE ZBIE L. 155 N BB/ T 2 —
% (AUC. Cmax) 122\ T 90%(SHEX BIEICTH
EH#IT &2 1T o 745, log (0.80) ~log (1.25) @
#HENTH O HAOEDFOESEPSHER S N2,
(1) KTHRFA

16.1.2

16.1.3

Tmax (h)
Cmax (ng/mL)
Ti2 (h)
AUC (ng - h/mL)

HE/ S5 A — BETA— 5
AUCo-24 Cmax Tmax T
(ng - h/mL) | (ng/mL) (h) (h)
52975
VIV OD 309 64452.1]490.94138.7| 1.8+1.1 | 1.3%0.3
#€ 15mg
[r3i77]
LA
b3 15 |1272.1%418.6/529.8+140.6| 1.7£0.7 | 1.3+0.3

(PiofE L EHEMRZE. n = 20)

(ng/mL)

700 (P = R, n=20)
—— 5>V 75— )LOD$ELI5Smg[7 27 7 |
600 r O 5 70 Y ODE15

500

400 r

300 r

P e R =

200

(2) X1z UTHRA

HENRT A =%
AUCo-24
(ng + h/mL)

BEINTA -4

T2
(h)

Tmax
(h)

Cmax
(ng/mL)

FUITT
J—)L OD
#E 15mg
[ri77]

1339.6+579.3|453.8+132.7| 2.1£0.9 1.3+0.4

Yo ray

OD % 15 1294.74529.0|460.4£193.5

2.1x1.2 1.4£0.4

(P19fE + BEMRZE. n = 20)
(ng/mL)

600 (A9 FEE R, n=20)

—— 5>V 75— )LOD§E15mg[ 7 37 7]
O %471 OD§ELS

500 |

400

300

200

P = =)

100

0 3 6 9 12 15 18 21
L

MEFEEL I AUC, Cmax H0/85 X —% 1%, #
BE OB, AEOFIEE - FEZOHBEMICK-
TELZZAEETPH 5,
(5vYF5Y—)L OD$230mg [r=T7])
TV FFV—VOD§E30mg [FI77] &%
a0 OD$#E30 %2, ZOAF—N—FEICLDZFNZE
N1 (5V 75V —)LE LT 30mg) BEBRAS
TFIcHE B, KD D KUK LEERFEO®RS L CImE
FRARBLABEZHIE L., 55N EYFRE/ST X —
% (AUC. Cmax) 122\ T 0% FHEXENEICTH
EHRIT 24T o 7R log (0.80) ~log (1.25) @
HENTH D R OENENESEESHER S N2,
(3) KTHRA

WIS R — BEINT A
AUCo-24 Cmax Tmax T
(ng-h/mL)| (ng/mL) (h) (h)
ER
VM OD 10509.741130.9|893.6+276.6| 2.0£0.7 | 1.1+0.3
#E 30mg
[rx77]
Y Jar
OD &% 30 |2409.2£1327.7|948.94371.6| 2.1%1.2 | 1.1%0.3

(Pi9fE + BEMRZE. n = 29)



(ng/mL)

1200 (P91 + B2, n=29)
—8— 575/ —)LOD§30mg[ 7 37 7|
1000 | O % 771 > OD§E30
|
B 800
i
x
Z 600
1t
%
# 400
&
200
0 e —e
0 3 6 9 12 15 18 21 24(h)
FRef
(4) k1xUTHRA
HENT A =% SENT A4
AUCo-24 Cmax Tmax Tie
(ng - h/mL) | (ng/mL) (h) (h)
V75
VM OD a1 9+1155.0|897.3£248.1| 2.1£0.8 | 1.4%0.5
#& 30mg
[(r277]
& 7ay
OD 230 |925.7£1323.4(1021.5£318.7| 1.7+0.8 | 1.4%0.5
(E9fE £ 1EHEFZE. n = 20)
(ng/mL)
1200 [ 7 (CPHME+ EERZE, n=20)
0o L |T® 7YY 7F/—LODEOmg 17 7]
P O %/ 71 > OD§E30
i
1 800
th
x
Z 600
1t
&
# 400
fg i
200 |
0 e —0

0 3 6 9 12 15 18 21
FRef
MEFEEL I AUC, Cmax HED/85 X =413, *)i
BREOBRIR, AR OFEEE - REEOHERSMIC
TRZLARENENH 5,
16.5 kit

fERERLA (6 %) 1 1 [\ 30mg (51 7L LA #HAET
XIFE#IC, 72, 1[E 15mg (h 7B IVED) 2R
ICREO/E L-5Ea. RAPICERE & LcHtt s,
SUVTIIT=VOREMEKIEBEES NG o7, &
5% )24 B E CORBPHEMRIL 13.1~23.0%TH
2720,

17. BRERREAE
17.1 BERURZ2MECRIT DR
(BEE. T-EHRER. ERER. ERAMRER.
Zollinger-Ellison fEREE)

17.1.1 EASE I/ MEHER (—REEREERR U _EEREHR)
RABEZEZRIC, 1 H 1 [\ 30mg % — %5 R E
TIEFEE LT 2~8 M, —EEHEEEEABE T
8N (BEHE) XU 6BEE (+iEBEE) RO
B U7-BIRHER IS B W T s R EHIE P TN
TV T IV —VEREE 1,109 floRBHNAEERIE
TEOEBDTH B,

24 (h)

RES Bl BRI (aER)
BiEE 575 505 (87.8)
+ AEEE 445 418 (93.9)
V)& R 19 17 (89.5)
M EER 67 61 (91.0)

Zollmge?ggE;hsonE 3 3 (100)
Ell 1,109 1,004 (90.5)
BB () NIx%

nB, BEEROTIERBEERE2NRE L TE
EREESHERBORE, 50V 5V —LoERAE

DRRDoNTWVD,
F7-. 1 H1[E30mg # 8AMREOKRST A &I
D IER & HIE SN RE RO BEE 2 WRIC,
SHICHEREE LS LT 1 B 1 | 15mg % 24 BRER
El%k%i L7 —EERHENERBEOKR. 5>V TS
V= LOERENFER SN T 53030,
GEU S AEBRIESTE)
17.1.2 EREIEEER (CESREER)
BABEZXNRIC, 1 H1H 15mg 2F0O&F5 L7
CEEREESTEAHB OSSR, 5B % 4 BE TO
fg i OEEREROEIE (FPRE) 15>V 7TV
— VI E5#T 67.9% (69 ). T KRBT 42.9%
(7241) TH%,
BWERRBEHEEIZS VTV —VIRESEH T 8.6%
(6/70) TH-7=3,
(BERE7 AV VBRERICBII2BEEN T EEEE
DBEFMHE) =1
17.1.3 EW%]]I*E;H& (CEERRER) MURAMGERSH

ﬂiﬁﬁ;?’xlﬁ‘) >~ (1 H81~324mg) OEMA#KE%
WEE L, POEBE+ BB EOEREEE
TEORANBEENRE LT VYT T — VISR
(18 1ME 15mg RBOKE) CxtlEpEE o “HEEML
BON BB O R . AT IC B 1) % Kaplan-
Meier 1T & D H#EE L7 16ERIA 361 HEFRO B iE
B+ HEEE O REBERIZ, TV STV —
W 5RE9.5% (95%fE8EX [ 1 0.00~23.96), xt
HEBE 57.7% (95% EHEX M © 29.33~85.98) TH
0. HEEBHCRTT 2V — FHilE 0.0793 (95%(5H8
X [ : 0.0239 ~ 0.2631 ) (logrank #% 7 :
p<0.00001) TH o7z, £z, TMERBITREICB TS
Kaplan-Meier £ & D #E7E L 72108 Bi4A 361 HEF
RO BEE NI+ Z1EEEE0REERIE, TV
T =GR 3.7% (95%EHEX 1 0.69 ~
6.65). xTHAEE 31.7% (95% EHEIX [ : 23.86~
39.57) T WMEBICHNT 2NY— R
0.0989 (95% EHAEX[# 1 0.0425~0.2300) (logrank
1€ : p<0.0001) TH o7z,
51, FERBBRIFERTTI VY IV — L a ik
FLT dd0IE, MERET Y TF7 T — )y
B2, 1 H1HE15mg # 24 BEZO®S LI- B
eI 5B IC B WL, BB IEFTEREEOR
FEXFRD 5Nl o 7P,
BIERRBEMEE LT VY STV - VIEEET 16.2%
(55/339) TH 0. EuEIEMIE. E4.1%
(14/339). T#13.2% (11/339) TH-7=3,
F 1) FERTOA NMERAEERR RS RORBKE L
HEN T,
GERFO4 RERREFIRSHICHIFTZBERBXIS T B

BEE DBFEHNGD
17.1.4 %W% ISR (CEERAR) RURMRGESH

BIE Y v~ 7 BEMEEEESORBEEE DO
JERTUA FEREEORARE 2 NEL L, »D
BEEX I+ _HEBBEORFEL2ET 2RARE
EWNRELIET YT II -5 (1H 1M
15mg RO 5) &xtigit & o — B e B IERER
DOFfER. Kaplan-Meier 12 & D H#EE L 7216 RFMA
361 HEFSRO BBE X IE+ 18 BIEE O RRAEER
3TV T I VEEREE 12.7% (95% R [ :
5.85~19.59). xtHE#E 36.9% (95% 5 fHX 4 :
27.51~46.35) TH O, WEEFICNT 20— N
1% 0.2510 (95%fE X[ : 0.1400 ~ 0.4499)
(logrank #7€ : p<0.0001) T&H -7z,
BIERRBEMEE LS >V 75V - VIEEEET 15.3%
(28/183) TH . E & EIIEH & TH 4.4%
(8/)183)\ EBAANY VIMEE 2.7% (5/183) TH-
7235,

(Eiﬁi}ilzﬁ':}ﬂ%ﬁ%l:&?l?%’\u INTI—-EOURk

17.1.5 EASE IR (CESHEHEER)
ANY NIy —-¥n Y B0 BEE I+ ZIEEE
BOBABREZNRE LREOBRKRRER (57
5‘/“—)1/\7{—:\‘—//') /7}@1]%&077')1[174
TUD 3FRE) ICBIABRETEY RIFTROEBD
TH5,



BEBICBU2RER (7 HEEORS)

FFA| O 1 ERER EisacaLIEE PREE R
775 —) 30mg
TEFT T VK
750mg (771ii)
vo)ravA T
200mg (7J1fi)
Z V75— 30mg
TEF TV VK
750mg (771i)
go)RavA T
400mg (/1)

+EBEEICB T 2RER (7 HREO®KRS)

BEA O | mHRE5E 5[ PREGER
7 V75— 30mg
TEFTTY VKA
750mg (77ffi)
792034,V
200mg (/1)
Z V75— 30mg
TEFTT I
750mg (77ffi)
7o) 2AavxA4 T
400mg (71fi)

2[E/H 87.5% (84/96 fil)

2[E/H 89.2% (83/93 fil)

2[E/H 91.1% (82/90 fi)

2[E/H 83.7% (82/98 fil)

PRERIIERBTNREFZ MR E L,

HIfEFZBSERE X 50.5% (217/430) THO. FE7%
BB &8 E 13.7% (59/430). K i 8.8%
(38/430) TH 723,
BB KERCEETITONIANY INT Y — - KO
VBHEO+ ZIEBEBEFEICH T S RE O R KRR
BRED IBWTH, AREORERISREO N T
237).38)
*2) BEEROCHEEZINEOHBRES VI NG B,
*3) EEAOBREGE, BEHBIETELEOLBDTH
D, BENOERRRE - HEEEL S, [6. SH]
KE:F>V TSIV —=)LE LT 1 E30mg, TEFTY
) Yok E LT 1 | 1,000mg (ffi) KOS A
OuvA>>&LT 1 ES500mg (Fiffi) o 3FZ1H2
[\, 10 HEXIZ 14 HERO® S
BE:ZV IV —)LE LT 1E30mg, TEFTY
U 2k E LT 1|l 1,000mg (i) KOV F U A
uv4 e LT 1 E250mg (i) ®3AF1% 1 H?2
[\, 7 HEREO®RS
17.3 ZDfth
17.3.1 MBE AR N VICRIFTHE
1 H1[E30mg %, BEEEEFICIE SAMEORS
L7z EHA M) AMEOFEREZ EAPRD 6N
B, WEKT 438%ICEET 57,
R bHEREIC R F T 82
BEEAC+IEBEEEEIC L H 1E 30mg = 8
EMRBRORE LGS, TussFy, aVFY—
. GH. TSH. Ts. T4, LH. FSH. DHEA-S. T+
ARNATFOY, ZA NG VF—ITREFEZ RITS
7'Il1328)o
BHROADMIREZEEICRIFTHE
BEENC+EBEEEZFIC 1 H1E30mg % 8
JARREO#RS L-5E ., BREO A IR ICE
BERITS RN,

18. EXNEIE

18.1 {ERKER
Z 2V 7T — )V B R R EE AL O B A B AL ANFEAT
U7, BB IC X 2R D 2 R CIEE AN S s
N, COBBERAERMABRESEMICBELT e b
Ry TELTOHRE % > Tw5b HY K-ATPase ®
SHEEHEE L, BREEZIH T 22 &I12XD, BY
WERIHIT 2 EEZ 5N,

18.2 BEESWHINHEITER

18.2.1 RV IHR MU VRIESD W
R AA~O 1 A 1 [8 30mg HEXE O 7 BREZED
BEICXVERZEBRSWMFIERS RN, 20
eSS 24 BB S Fikt 3 59,

18.2.2 A4 VAU V5
R A~® 1 B 1 [ 30mg7 BEFEO#HSICED
ZH BB WIFHIERPRD 559,

18.2.3 "D
BEERAA~N® 1 B 1 [ 30mg7 BEFEOHSICED
BB WO S » 2 IIFH 3780 5 5%,

17.3.2

17.3.3

18.2.4 24 BSR5
R IC B2 24 B BWaREGRER . 1 H 1|
30mg7 HEFEOKEZICLD 1 HEZBL CEBD W
DOERLIMEIFRD 5N 55,

18.2.5 24 REBA pH E=9U VT
RERARO+ ZIEREEREHOBRED 1 H 1
[E] 30mg7 HEEORSICED. | HZ@L TEHR
BB WG ER A ERD 5 5909,

18.2.6 24 B TEHREN pH EZIU VT
WREREREBEAD 1 H 16 30mg7~9 HRERZEO
5k D BREURAROZHZIH AP
5Nn%3),

18.3 AUIONTI— - EOVREDHEMER

18.3.1 7EF U KRS T 20~ Ed
12TV TV =)VEDHRICE D BOKRERDE
fAPEED EEPRO6NE (Tv ) 9,

18.3.2 AN anNz ¥ — - a0 BREBEICB TS5 VTS
VI LOBREIIEA pH 2 EREE BT LD, B
HAsha7EF>2) VKM, 77 ) 2a~v A
ORBEEHEZEDH I EICHBEEZ 5N B05,

19. B ICEET 2 EILFIER
—fRiBFs . 5>V 7S5V =) (Lansoprazole)

{b%#4 : (RS-2-({[3-Methyl-4-(2,2,2-
trifluoroethoxy)pyridin-2-
yllmethyl}sulfinyl)-1/Z-benzimidazole

373 0 CieH14F3N302S

& :369.36

" R AE~FEEEOREREOHRTH L. NN-UX
FUFRIVLT I RITBETRLT L AT —LIZRP
BRI, ¥ —)b (99.5) IKoREIFIcL
VKIIBEAEHE T 2V NN-DAFIVAENLLT
I NER (1-10) BBtz RS kv, fREE
DD oN%,

{EerEE

H3C O

_ }F
N F@ o
N

e
N O

B RO RE
A 166T (9H8)

22. 8K
(5UYFSY—JLODEE 15mg [T=T7])
100 % [108E (PTP) x10. #Z/EAIAD]
(SVVYFSY—ILODEE30Mg [5=T7 7))
100 §& [104E (PTP) x10. %MEHIAD]
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