% 20254F 7 AERET (45400
2024411 HEET (4530)

Bk SR

ARER : 3%

JOrN>R>TLABEESZ—

BEAERA SoVT7IJ-IE8sh7TEIL

BAREEFER M EES
872329
15mg 30mg
AERES |30200AMX00687|30200AMX00683
BR5ERA%E | 20054E7H 200547 H

2277 J—=IvATIL15mg [NIG]
29725 —=IbhAT7EIL30mg [NIG]

Lansoprazole Capsules

2. B2 (ROBEICEBELEWVNI L)
2.1 KR OB 5 BEEOMATED S 5 BE

*| 22 )Y VEEREA SR oER [101 B3]

3. #ERk - MR
3.1 fHmR
i, T T T TR T T TS =h T
15mg [NIG] 30mg [NIG]
e 17 1% 7
TR |5 7";/*—» 150mg | >V 7”5{4‘/‘—;» 300mg
BALT & >, KEBILT VI = A, BEEME. Vv, ik
WAkFEF P TLA, PyEQITF LT U, LMY,
N vaFy Ty, e7aia—2A, K VL= k80,
I <7 aT=)6000. AL 7 IVEEIR)Y—LD, Ty

il ) o A
(B TEVEE) ¥IF 2, BibF45 v, ~r7aT—
4000, V) )VEREEF B 4

3.2 HA DMK

TV TITT—= I TR G TIS=h TR

S 15mg NI 30mg [NIG)
FEL - HAARES & b FTEAEH, NEMP A ~b 3 2128
o - FIE | Ak O A BRER O TR VE] (NEBERIZGEETH
%)
, < N\
b4SI 525 | Gesl
K& 459 TRV 250 TR
& 175mg 334mg
= — K
(PTP) t 524 t 525

4. MEEXIIHE
(F>VTZJ=Ivh7TEI15mg [NIG])

OFEE. t-KBEE. WAREE. UFRAMEER.
Zollinger-EllisonfEf&E. VS AMBREEVRE. BRAET
ZAEVU HEEEICH T3 EEERIETERBESOBERME.
JFEXTFOA NERRERRSHFICE T ZBEEEXIT2EEBE
BEOEFEME

OTRICHITFBIAUaANY 22— - EOY OBREDRHEED
BigE. T2EBES. EMALTY >/ ., 455Mm/ MR
MR, FHBEICHT 2ARBOEERE. ANUaNYy
S— - EOVURBEER

(VT ZJ—=IvHTEII30mg [NIG])

OBFEE. T—HEBEEE. WEMEE. URAMHEEX.
Zollinger-EllisonfiE &2

OTFRICETFBIAUINY 42— - EOY DBREDTHER
HiEE. T2 BEE. BMALTU >/ &, 455/ MR D>
MEMR. FHEREICHT2ARENEEERS. NUaNY
4— - FOUBEER

5. REEXIHRICEBET 3R

*(15:5?%7’ AEUCHREHICETBREBEREITHEREEOER

kA

5.1 e - ZOERIHFH O 72D IIRHED T 2 ) & & fliftik 5
LTWwaBHEERGARE L, H5MGICE L Tld, BRI
TR O R RN T B 2 Lo

GER 7O FERRELERSEEICH T2 BBEXE+2ERES

DFEFEIH)

5.2 BIENY) v~ F | ATIEREEESC 51T B MEEED -0k
AT 0A PGS 2 R SER 5 L T 2 B 2 G R L
L. BG-BAGICER L Cld, W At el i o BT & a2
’9‘— LTk o

(ANYanyg 22— 00U OKREDHHE)

53 HETWEMALTY Y SBEICxf$5AY anNs ¥ — - Yol B
BIBREOERNIEIIHET LT,

5.4 JEFSVEIML/INRIE A TEEERER I L ClE, A R T4 4% 20
L. A anNy g — - ¥u) EHEIGESEY & HW S 5 ERC
DHREREREEAT) T Lo

55 RHIE I3 ANHENGREZE AMCIE, Ay ans
& — - Y0 ) BRRIAEEIC L D B O SSEREN RS 2 A w1k 36
LTV,

56 N anNy g — - Eu ) EEERIAVGLEIZIE,. N ans
F— - En)DEETH L E RUONHEREICL YA any
— o) ERERTHDL L EZMRTH &,

6. AERUHEE

(BigE. t=#BaE. WaEiEE. Zollinger-EllisonfE&EE)
WL RAICIET vy 7T = )vE L C1H30mg#x 1 H 1M 1%
542, B, WE. BiEG. WEREE CEIsSEME T, +=
e Cl36AM E ToxG L3 5,

GERERER)
HEHL EACIET vy 75— e LCLR30mg % 1 H 1R#E %

55 %0 b, @ESHE T TORG LT 5,
S 51T, I - TR 0 RS SE S OAERHREE I B W T

E. 1A15meg & 1H 1RO 53 2 25, RATH5OEAEE, 1
H1M30mg%x #1145 5-3 5 2 EDTE %,

GEU b AMBEEERIE (57 2I15mgDH))
WHE. AR T vy 7o —=)vE L ClEl5meg# 1 H 1%
595 B, lE4AME CO&LG LT 5,

(BRAE7AEU U BE5EICHT2BEEXE T B EEOER

HEl (BT EI15mgDH))
WHEL. MAICIET v 7o — vk LClEl5mg% 1 H 1AK%
53%,

GFEXTO4 NERREERRERICET32BEEET2EBEE

DOEFRME (AT EI15EmgDH))
WHEL MAICIET 75—k LClll5mg# 1 B 1R 4%
53%,

(AYanyg— . 0l OREORHEE)
WHEL MAICIET Yy 5= e LClE30mg. TEFT VY
YARA E LC1M750mg (i) RO gy Aa~xA kL
CT1m200mg (FIfli) O3%F)% [ ZIH 20, 7HHREOHRS 3 5,
B, 77 AUTA AR, LIS L GEHEMET A2 L
T& 5o 72721, 1[400mg (Jifli) 1H2M % ERE$ 2,
TahrryRYTL LYY — TEXFVVY VKWK S
20N AT Y OIFEGNZ L LAY anNs v — - ¥a ) ORRIE
EDPAREIOWEE. TS b AiEEE LT, @, RAIZIE
7T =& LTlH30mg. 7TEF TV LK E LT
11750mg (JIfili) KA ba =4 —) & L T1E250mgd 3%
ZERCIH2M, 7HBREO#RS T 5,

7. RARVAEICEET 238

(R RE )

71 MEFRREIC BV T TH1E30mgH -3, 1H 1A 15mgf -1
(ZFF5E L 7B 7% E15mg TR RAIA T3 I E IS

(FFU' 5 A B REFMRAE)

7.2 B BMG2EKE B L CHRE MR L JERO U )
B 5N VAR, BRI O HRDE 2 515 720 o
WY RERNOLTEEES 22 Lo [1515 ]

8. EELREXNIE

(Big%. T=EEEE. Waiigs

8.1 EHIOMHEIRII 5 Thvwo T, MFFREICIIHWARWI L
DEFE L\,

A-05



(HRERER)

8.2 MEFHRIEIZBWTIE, PSS - PR A M 0 R B I LG T
LT EEL, AEMHEEOLED R WEZ ISR T2 L0k
WENBET AL, $72. 1H1MAIB0mMg X iZ15mgdFH5-12 & b
WRRIRREAS RN D72 ) ke 2 EFI T, e 35 kic &
VERTHBZNN 70 EHIB SN A BAX1H 1A 15mgll
WidHiEd 2 2 & BB, HMERHEE I ERIRIC IR ST & %
W63 5 7% CEEETIAT) T ENEFE L,

GEV 5 AME BEWFRIE)

8.3 MIFZICX V=T, BEESOERTIEIRIHE VR L AN Z
& (LABH7-V2HMLE) 2RO 2855352 &,

%B. RAOEGSEE, EEEE QTR K OO b
BIZXAEREZERTLZENHLOT, NHREHREZFIZLD Z
NEOEB TR LR HRTHI &,

9. HENEEZ2EI5B8FICHTIER

9.1 GHHE - MEEEDH 2BE

9.1.1 EWEBEDEFEREDH 3 HEE

9.3 FrikgelE=8E
KA OMRH, FEMARIES 2 2 2 03B 5,

9.5 1w
TR IR LT B 0 REME O & 5 I I3 G # OB R
Btk Bl 2 L HIE SN LA IC0AFEG T 52 &, BiatER
(7 v M) IZBWTIR R MR I B O MRz LY &
W2 ERRDOLNTWAD, 72, 79 F (F130meg/kg/H)
THRIERTEROWEMAPED S5NTWEY, 2B, Tv MIT vy
75 =)V (50mg/kg/H). 7EFT ) YK (500mg/kg/
H) ROz 9 2ua~xA vy (160mg/kg/H) %GRS L7z
BT, REEIY T oMM E L L D IR0 F I 0B A
HHENTWD,

9.6 &I\
G EOF UL OBIAREOG REE ERE L. 2O UL
PIEZ MG 5 2 Lo BEER (59 8) CTREILBFAEBITT A2
EDHEE N TV B,

9.7 MNRE
INREEAR R G L L2 ERR BRI L T e v,

9.8 EmE
BEHED? LG 2GS 52 SEEICRST52 L, —HKIZHE
H TR T LCBY ., ZOMEHBROKTOH 5,

10. tHE{EH
RFENEEE LTS AHEERCYP2C19 X IZCYP3AATHH &
N5,

F 7o, ARFIO B WIIER X0 . BRI o WL A R HE

BB 2 b B,
*10.1 HFHZE HFALEVWI &)

HH S BRPRATIK - HE T
YIVE Y R VLV E Y CEEREO
Y25} A RET 282N
[22 %] Db b,

R - fakikr
ARF D B 53w H0
HizLkhyrveey v
FRERIE O WA L.
VIVE ) v o
FEAME T 3 % 0] BE 4 S
Hbo

10.2 ftRAEE (HAICEETSH L)

AT T 52 &
o

e FRARAEIR - S8 i - falriE T
TATA4) Y T AT A4 ) O | A AT A R

EFHEL, A7 1)
CORHERET L
EMEZLNTV S,

y 7w K AR

¥ a) A AOM
EREATHI LD
%o

AR F) A3 5 A I R
BT E2 70 5R
DR & BA I HE
ThHzOLEZLNT
Wb,

Taxv v
AFNI TRV

TeRLEEF O A % 1 5l
S AUREED S 5o

ARFH) 0 WGy w0 AE
Hickhyyaxr oo
TN 7K 53 i 25 0 &S A
T I XY o
P ERT DU EEEND
5o

BN

BERAER - A58 55

BIF - falRiH T

1 rJarvy—n
FuyrFy—-LHEE
#I

rI4F=T
RAF = TR

— 0 F = 7R K
kY]
TV F = 7R
TG TIVF =T
t)F=7

A F = 7K

¥ a3 F =TI
FIINF =T NIV
b LY

h T F = TR
KFI

JERLEEFH O 1 % 9855
T ARIERD S,
RAF = 7K & O
DF AT IE T RE 2 B D) 8 Y
5Tk,

ARFH O B W 3
FIC &Y ERLEEFH o 1
iR E AR T 9 % WA
MWn® 5.

[ A A

AL~ 7 4> L OR%
TEHD ST 2 B %
n2dH 5,

ARF O B g3 s B
2k 2 HMpH A2
BN Z(Aa/ g VAN
DEEEPKT 3 5 72
DEEZHND,

NIVEAT IV AV IVER
i

NWVEAIINVAVIVER
T O I AR EE A
LRI D B o

AFH 0 F B 53w B
M & 5 BWpH SRS
IOVRVEAI LAY
IV Vi 0 W A3 3P ) <
NLBENDD D,

PR NVESEN

AR LES— Fofl
WA AT B L
B Do EHED A
ML — b AT
BHAE, —BREICA
FORS & IET 5 =
R SR

WRFEIIAHTH %o

TJr=hrf
VAV VAP

FEFLHEEH O & 558
LR D %o

s oA OB
HEEASRIE S 5 & &Y
HEE (A AT T — )
THE SN TV D,

11. BIER

ROBWERDH S bNE I ENHHDT, BEE 51T,
WD BN A I G E IR B 7 EY) R ALE & 1T )

t o
11.1 EXEEIER
(RhBELiE)

L2
3K
-
Z

M1 7F77147%>— (25%5. AEZE. TREH#ZE)
(01%FmED) . 3y (0.1%AKmED)
11.1.2 SAMBRK A . EFERIRAE. WMBEEMm (0.1%KiED), 8
FERRD (0.14%FD) . /R (0.15%FD), I (0.14%%))
11.1.3 FFBEREE (0.1%Am™D)
HyE, AST. ALTO ERE %24 ) mE 2 FRERES D S b

LIENDHD,

11.1.4 hEHREIEIFEFMAEE (Toxic Epidermal Necrolysis :
TEN). BREHERERE (Stevens-JohnsonfEf&EE) (0.1%4

ED )

11.1.5 BEMME (0.1%KiT)

FEEL, MR, DRORINEE, NS oS (82T

i bbbz

AL, R WEXEOMA ZER L . AH OG5 2 ik

L. BIEEERIVEHIORGSOMY 2 MEZITH 2 &,

11.1.6 RAEBEEMER GHEAH)
AUFEECELIELELHLOT, FEMAME (BUN, 7L
TF= v ERE) ICEETAI L,

11.1.7 RAEE CHERH)

ANYanyga— - Oy nBREOHER)

11.1.8 BEMXKBRAZOMEZEIEELEXER (0.1%Ki0E)
ANYaANyF— - K0 OBREICHNLETEFT ) k.
77V Aax AT TR, BEEREREOMME L) EELK
Bdnid bbid 2 E0HHO T, G, HRIOTHRHIZH S b
TAIZE B I G A PIET 5 EEY 2 MEE T 2 &,

TED) SEBUSEES 3R $ C oMK ELENERREORK R kT

11.2 ZOOEIER

(BEE. T-HEBaE. WaHEE. UREEER. Zollinger-

EllisonfEf£3. JEUS AMBREYRIE. BRAE7 XEY V%585

LB 2BEBEXETHBBESOBFRDE. IEXT704 FERE

FEERSEICE T 5 BEER I+ 2IRBEEOHFHRME)

0.1~5% A 0.19%A: i HHPEANH
T . 9 ZIALBE
A HEMEEE L) 7Y
k=72

JFF N AST. ALT. Al-P,

LDH. y-GTP®» L

7
ik IFERER I S




0.1~5% A

0.1% i

SR

HLas

AL, T, i,
NE R R Wi R %%
(collagenous colitis
S5 £ Lriy)

L, MR, BAOR
R, B, novy
AE. BRESRE. O

Tk

LERLEEEE

B ARAC

)oK, IR, ©
T, IRk

Z 0

EH, ROV AT
o—), JREED A

wHALALE . R,
Rk, & IEO
L MU, DU o L
O U, WiAsa. B

T AHEL .
B, Kty
AfdE, K~ 74
T AMUE. ) Y

£ AMUE, KAV

2 JMAE

W:2) FEBUHE 3K REI £ COMRRBOUIEERGEHRRTOMRICHED (.

TE3) TFHIASHESE S A4, collagenous colitisZEASFEH L T W A EEEA D
Lz, BRI AFOFRG % ik d 5 2 ko B R 5
OB A, HHMEOREZBDLIENHLOT, T, MEHED
SNZHEICIE, B RLEYIT) 2L,

(ANYany g— - €0l OBREO#HE)

5%UL 1~5% Al 19%A il

HLas WA (13.7%) . T\ WRICSH . BRIz | O, MRk, BE
(9.19%) . D%, &
%K. B, BT,
AT, AR
&

)

5

JFFJiEE AST. ALT. AI-P.
LDH. y-GTP. ¥

JVE o5

iR T ERIR A, SRR
%L, OmkiEs .,

il

/M A

LERUERLER

Z Dt MUY T AR, |
RO LA oL
AFA =D 5 -
KT, REAEME.
SR

H4) WEFOREBEG I T ZBHREICB 7 Y TSIV -, TE

XU VKB Y 5 A~ A Y Y O3RN G ORI IS

<o
B, JHETIT bR M B TRO 5T A EIEH (1%
) 3koLBh)Thb,

5% 1~5%Ai
WiLE | TM (13.2%). WER® B, WIL, LR%. K.
(87%) e ST
JHF M AST. ALT® k5
B 595
R i, %\

5) HEFORIEH B ST BRI CB AT v T -V, TE
FUU)UKAMKR Y ) 20T ALY RIFA PR Y — )L D3]
P50 BRs I o o

12. BRRRERBRICRIFTHE

ANYanys— -0 OBREOHEE)
FGUITI=NVEOTA N R TAL Y =R T EF VY
VYR, 7o) AuRA T VEOHAEMER A Yu =g
= VORI R G T E A TIE, BCIREZMR RO ERE
BBEVE 2 AW REMEDS D B 7280, BCIREMLRIC X 5K
HHEZIT )AL, N5 QKOG T #2438 DI DI
BTHEBTLHIENET L\,

14. BHEDXE

141 ZEHRZFEOIE
PTPEEDOIEHIPTPY — b 25 ML TIRHT % £ ) igET
%52k, PTPY — bORBEEIZ LY . TS AEAT A BRI A~ A
L. BIZEZEILE B L CHBIAESOEELRAIEL 58T 2
ZENH B,

15. ZO/DEE

15.1 EEER{ER ICE D 1EHR

(GhBEEE)

15.1.1 AHFOEWHG P ICEEOE R — T2 B0 728 O#HEN
H5bo

15.1.2 RAEOFG DG X DIERZ T A2 & H LD T,
TRV LR D 2555 &,

15.1.3 MBI A EBOBEME T, Tu Ry IS ele
5 =12 LB WHEICBVCEMEBEICHE D REEE). THEE

o TGO 27 B HE S Twbe Fro, smHERD

FHIM (I4EDL) om#e 2285 T 530 ) 27 2380
L7

15.1.4 {BIMC BT 5 BICABER 235 & LB BIZEIE T,
TUNYRY T ey — 525 LBZHIIBYTCIZOA MY
DI LT T4V D RGO ) A BEAHE S T
k/\Z)O

GEU 5 AME BB TIE)

15.1.5 EEMNBSROE) 27 Th 5 HEing . BiE., 2
WVETHTRS D OWFTIUTH 0 L WA IIEARH O BIE R
DS W EDRERRERICL Y RER TV, [72 2]

§%§§7zeu>$$ﬁu3”6§%§2@+:ﬁﬁ%ﬁ@ﬁ%

1

151.6 KHE T A YY) V#5828 5 Bl U+ ZiRGE S
DOFEE) A7 1E, AN TN7 & — - Er) EebE R O &
DEFE LR O D 5 2 L AERABIC L YIRS N T WD,

15.2 FEERAREER (CE D < 15#R
15.2.1

Z v M2 E RIS L 72388 T, 50mg/kg/ H B
(FEPR = DF1006%) 128160 BV SR MR 520
S5NTWBY, 512, 247 ARBRERECO%S L 72388 T, 15mg
/kg/HEL EOBIZB W T EEO RS MMEO SSAER DS,
72, bmg/kg/ HULEDBIZBWTHDO A VT ) A RIEEHO S
nCTBH, MA<T, M7y bolbmg/kg/HULEROTHET v @
50mg/kg/ H LL EOFEZ B\ THEFEZEHE 0 FE A B O BN Av72.0
LN Twa,

5 B R M IR 2 OS24 12 D W TUE, ~ 7 A D)% A S5 SUER
42, FVOFEERBTIEEO SN, Ty MIEFFRE(LE %
ZbNb,

1522 v MIF ¥V 7 I =)V (Ibmg/kg/HLLE), TEF

) YARFMW (2000mg/kg/H) & 4 RIHE RIS L 73R
FOA 22575 —=)0 (100mg/kg/H), 7TEFT Y »
KA (500mg/kg/H). 75 1) Aa~<A > (25mg/kg/H) %
GHEBEBE RS LR T, 7Y V) LKW E HALD
B \IL PTG L 72 B S AE RORDSERO H LT W A5, #d T
EX ) YAKHPHERBZIHT B L2 DTH D) . K TH
L72b DT W EDHEREINT W5,

16. EYHF)EE
16.1 MehiErE
16.1.1 BEAEH%KE

FUITITS=INDINA F T NA T T 4 AR TR
OHND, EERA (66]) IZ1F30mgs 7 0 A+ —/N—EI12T
MAETITAERIC, T2, lofEgk A (66) (21[15mg% #
BETICRIORS L2, miETiciEs vy 79— v oR2Euk
AEL L TR S, mcRE b it s s, 1R30mg % #2101
B 5 L7258 O FRZAUR O i h SR A1 /8T 2 — & 13 DL
DEBYTHY, BHEBETELRAIASLNTWDLY,

fiasp s 30mg (7 T AF—N—ik) 15mg
5t HiAT ik HifT
Tmax (h) 22+04 35+08 2208
Cmax (ng/mL) 1,038 =323 679 =359 530 £ 267
Tz (h) 1.44+094 1.60£0.90 1.37£1.09
AUC (ng - h/mL) 3,890+ 2,484 3,319+ 2,651 2,183 +2,195

(Pl + BAER 7S, n=6)
72, TV T I IWEKRBALT VI =T A7) - KB L~ T
AV ARFERFICIRATA &L 92V 79— Vo lliiEhigEy
KT 52 EAETHE S TWAY,

16.1.2 RE#HRE

fERER A (661) 121M30me X 1x15mg# 1 H 17 H Ms#E £ 12
PARARE 13T L 72 R D IMIE iR B OHERS . IR Rt =R & RN
I EwdoEEz by,

1613 S2VFTIY—I, PEXI DU LKIPRVIZY X0

<1 T U RABOEYEEE

g N (66) 125>V 75— )bk LTlE30mg. 7EFY
U VK & L CLEL000mg (FIfll) ROZ S Aa< ALy
& LCLE400mg (FIfli) O35 % FERORE %G L 2B | 5 o
VT TSI DOREAMR DS BREFEN 8T X = F T TR LB
N TH5Y,

AT
Tmax (h) 1705
Cmax (ng/mL) 1,104 £481
Tz (h) 1919
AUC (ng - h/mL) 5,218 +6,284

CTI9ME + BLHER7E, n=6)
2235 3HIDE IR OD3F) % 4 o I H i R A S IR 0D ML i v gk
BELATIZIABRDIERE 7R L 720
7o, fEHEN (761) 12371 % ko & CRIEEIZ1H 2007 H
PSR H G L 2RO HEWEEN L, FRMEE 2 nEEZLLN
%0

H) ANV INyy— - En ) BT L RBAEROCHEREE R 5, [6

217



16.1.4 £ PHIE S HER

(52975 =IvhTEI15mg [NIG])

1) 9V 7I—=NVh7E)Vbmg [NIG] L& r7uri 7+
V1s%, ZUAF—=N—=iEI2L ) EFNEN2H TN (097
S =k LT30mg) RS A T2 mE R S LT
HEREMRRETIEL., BONTEYHE T 2 -5
(AUC. Cmax) 22 C0%IEHEIX M\ THRETIT 2 17 - 72
FEEL log (080) ~log (1.25) DOFEPHI T V) . MWiH] DA EN
FISEMEARERR S 72D,

1400

1200 o 1 VT I —VAT N 15mgNIG

wo b T o ¥y UL hT RIS
SRR HE R 75 n=20

800
600
400
200 |

0

1L g EE (ng/mL)

/. J
7/ 24

0 2 4 6 8 10
545D (hr)
Y BE ST A=Y

| AUCox Cmax Tmax T2
(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)

TIIT T 20 2935.8 956.1 26 1.85
717+ )V 15mg [NIG] +1366.3 +316.6 +15 | *1.27
2696.0 919.9 20 1.62

g 7uarh 715l 30

+1255.3 +3388 £10 | =113
(FH = ¥R 2, n=20)
ML IR NIZAUC, CmaxZ D /85 2 — 713, #iligg o
1;};\ PR OFRIURIEL - WS O RBRGIR I & o TRA gD
z)o
(VTSI —=IHTEIIL30mg [NIG])
2 vV 7I= NV 7TEN30mg [NIG] ¥ r7Tarin 7t
W30%, ZUAF—N—=FIL ) ENEFNIA TNV (T T
F =& LT30mg) fEEHER NS T 1M £ B AR 1 5 L Cfi
HHRRZMARREZNZEL., SoNHEYHE T X —%
(AUC. Cmax) 22> T0%M5 BEIX 22 THREEHFANT 2 47 - 72
FEEL log (0.80) ~log (1.25) D#HPFHNTH V. MHIOEWFY
FIEEEDHERR S 72D,
1400

1200 + N o
00 0 1 FIVTF =LA TN 30meNIG

2 1000 | o SETHT L0
e PR AR n=19
2 swf
i
=600 |
£
£ 00 |
=

20 |

0
0 2 4 6 8 10 24
K5 OBER (hr)

HYWERE/XT A —F

#5458 | AUCoz Cmax Tmax | Tz
(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)

FYIT TN 20 3698.7 1037.6 18 1.88
7174 )V30mg [NIG] +3307.7 +4329 +12 | £152
3520.8 1076.0 18 1.85

yhoayh 730 30

+28194 +3478 +1.0 +1.52
(745 + 1R, n=19)

I35 I REAE NIZAUC, CmaxBE0 /89 2 — & 13, HEE 0%

g\Wﬁm%m@i'ﬁ%%wﬁ%%ﬁtiof%&éﬂ%ﬁﬁ

%) o

16.5 Hkiftt

g (66) 1Z1H30me% AT T AKIC, F72. 1H

15mg % M T ISR IS L= a . IRz e3 & LCoRlk

S, T Y VT TV VOREURIEI SN o 7. 55K

24151 £ TORPHEMF1313.1~23.0% Tdh - 729,

17. BRPRFSEE

171 BIMROCLL2M(ICEET 55k

(BiEE. T-#RBEE. WASES. UHRMAEEX. Zollinger-

EllisonfiE{&EE)

1711 ERE I/IHEFAR (—RERERBRIV_ESHHR)
WEEZ %I, 1H1E30me% —fkFRABR CldF & L T2~
SHEM ., —EEHMRILEBAR CIESHAMN (i) KU6ERM
(IR EE) RIS L 72 B R BRI B\ Ty i R S
EDATDIIT ¥V T T — M GRELL09B] O 5 BRI AR L
TEOEBYTH LY 2,

A % EE B (HHEE)
Ehes 575 505 (87.8)
+ iR 445 418 (939)
Wy & i 19 17 (895)
Wi A g 67 61 (91.0)
Zollinger-EllisonE 5 5 3 3 (100)
i) 1,109 1,004 (905)

B, () MiE%

B, BEEROTZIEEEEEE L SR L L ZEE RIS
WBABORER, T 0T = VoG RESED SN TWD,
F7-. 1H1AI30mg% 8MMFEOHRG- 35 Z LI & DG & HES
N B RO BE 2R RIC, &5 E LTIHLE
15mg % 2438 MR 95 5 L 7z ZEE I IR o R, 7~
VT T = IV OFRMEDPHRE ST 52 30,

GEU 5 AME BEWTE)

17.1.2 ENEIHERR (CESHRER)
NGBS E AR, THIENSmg % 1 14% 5 L 72 BB Mt sset
RO R, %5 HGHRAEM Tolg=e ) O EERHFoEE
(FPFgeft) 1£5 vV 79— WS T679% (6961). 771K
HET429% (7260) TH 530,
BIVEHZSEBMEIX T Y 79— W 58T86% (6/70) TH-
725

;r%% E;;z EVCEBERICE TSR EEII T ZHEBEEOER

1) &1

17.1.3 ENEIHEERER (CEEHRER) RUORHMREGERS5HER
EHAE7 AYY ~ (1H81~324mg) OEWHG 2 LEL L, »»
OBEE I T RGEEOMERE AT ARAEE TR E L
72575 =V (TH1ENSmef %) Lt o
EE MO AR O AL . AT L2 813 A Kaplan-Meier:
W2 &0 HESE L -G BAAA361 H R o B i UE T B EEO
BREISERIE, 7V 79— )V#E95% (95%EFEIXH : 0.00~
2396) . KHRFEST.7% (95%[EHEIX I : 29.33~85.98) TH V. &
MBS 2 N — F16130.0793 (95%E X : 0.0239~
0.2631) (logranki#®5E : p<0.00001) TH o720 F 7z, BAMRATER
IZB1F % Kaplan-Meier{# 12 & 0 #E%E L 721G 46361 H FE S0 H
EE O T IR/ EG O BREFSERIE. 70V T IV = VHE3T%
(95%E HEIX 1] © 0.69~6.65) . xTHEHESL.7% (95%IEHHIXH : 23.86
~3957) THY ., MBI 52— FII30.0989 (95%1E ##
X[ 0.0425~0.2300) (logrank#sE : p<0.0001) T > 7282 33,
2512, FRRBBZIEEMTTI Y SI = VR kLT, &
L, WMEEEAEA S VTSIV Y B2 T, 1H1E15mg
A 24 A BRI P G- L 7 Rk G iBkic B W T, BlEs L3+
TR OFSREILFRD SN o 7230,
RIERSSHEE LT vV 79— V58 T16.2% (55/339) T
H0 . EEMERIE, E#4.1% (14/339). FHI3.2% (11/339)
TH-o720

1) AT O A FEPURESE R SR O MBI & TN Tni v,

GEXFO4 RERREERERICETIEEEN T+ 2B EE

(Q):E3:1 )

17.1.4 EBNEIHEER (CEEFHRER RUORHHRGRSHER
BIET) v~ F, BIRHEBEEESOERBEEO-OIZ, EATaA
FHPER OB G 2 LI & L, 20 B U+ i85
BOMABEAETAMANEEERNRE LT Y T T =V
(1H 1EN5mgiR I 5.) &5t REE & o T E B IRREB O
£, Kaplan-Meier{%:1Z & ) #52 L 723685125361 H I 10> B &5
T+ ZHRBEEORREISERIE., 7V 7TV = VH12.7%
(95% 15 HEIX ] : 5.85~19.59) . *FFEHES6.9% (95% A5 FHIX M :
2751~46.35) ToH V. AEXTT 5 — FHIZ02510 (95%
f%ﬁ?[iﬁaﬁ 0 0.1400~0.4499) (logrank#is : p<0.0001) T& -
7239,
BITERSEHEEIS vV 79— VE5HT153% (28/183) T
HY . EREIERIZTHI44% (8/183). A A MY Y IAE2.7%
(5/183) TH -7z

(BBEXIIT=HBBEEICE TN INI 22— - EOYREE)

1715 EINELIHERR (CESHRER)
AN ANy y— - Eu) o B EE S IR ESE O
FHrERARE LBROBRRR (7077 =, TEFT Y
U VKA T) Auv A Ty O3FIFG) 2B D R E)
RIITROEBY THH3H),

HE B 2 R (THMREOHS)

S Sl NEFEcE 3 511 % EHGES
775 —) 30mg
TEF ) YARA 750mg (Jifil) 2[\l/H 875% (84/961)

7 51) 2ax4 > 200mg (JI1)

7 77— 30mg
TEXF T KA 750mg (FIil) 2\ /H
7 51) Z2a< A4 400mg (Jofii)

89.2% (83/931)




TR IS BT A BE R (TH RS

#IEHK D13 55 5% NEES
7 V7T =) 30mg
TEF T LKA 750mg (JIif) 2[[/H 91.1% (82/90%1)

y g9 aa<A v 200mg (i)
7 v 77 =) 30mg
TEXT ) YRAW 750mg (F11il)
o) Aa<Ar 400mg (Fiff)

2[al/H 83.7% (82/9861)

IR SRR SR A R L L7z,
EIVE IS 13505% (217/430) TH Y. TR BIER KA
13.7% (59/430). T¥#i8.8% (38/430) T&H -7z,
B, KEROEETTbIzAY) aNy ¥ — - ¥ kot
ZHRIEE T A BRE O BRREE 1B W Ty, HEED
PR ZEAFED H LT 53D 38,
£2) BrAsih R ORI RS A1 Bl
KA ORGE, HSWEETROEBY TH Y, EINOREHERL
OHEE %L, (6. 28]
KE Ty TI =) LA 0mg, TEFXF T YKMWE L
T1A11,000mg (Jifii) K27 51) Au~xA & LTlH500mg
(o) o312 1H2[E, 10H R 3IE14 H B O3S
Wl 7T — e LTlH30mg, TEFT T KWL L
T1H1,000mg (i) K7 51) Aa< A& LTlR250mg
(i) o3 % 1H20E], 7H RO
17.3 Z Dt
1731 MEAHRX MY ICRIFTHE
1H1F30mg% . BiEEEE CSAMBELTES L2846, Mg 7 A
k ‘}) UEDOAHE G EAPROSNLH, HGHET4ERICHEIET
ZQ)ZG o
17.3.2 NBEEEICRIFTHE
B N O e s B 121 H 11 30mg % 83 AR 1% G- L 72
YWis., 7us 75>, a)VvF =), GH, TSH., Ts. T4 LH.
FSH. DHEA-S, 7 A MAT7H Y, TA T I+ —WIFh &8
B RAITE 2D,

17.3.3 BHMEOANMBMEREE ICRIFTHE
H MO e B 121 H 1RI30mg % S R R 4 G- L 72
Wt BN WIS I8 s RIT S 20w,

18. EERpEEIE

18.1 1EA#F
T2 T T = Vi G AR O B A A AT L ot R
12 & BUERS UG % 8% CIG PR E B S, 2 OFRES A K
WAERAER R ICRIE LT My Ey T LToEEE2#H -
WL HYK-ATPase DSHH L A& & L. BERIGMEZIHIT 2 2 &2
L0, BRSWEIGIT S EEZ LN B 4,

18.2 B BIHI1ER

18.2.1 N AH X MU 2RI
TR A~ D1 H 1A30mgHLAlNE 027 H B L13%5-12 X ) 0 7%
%@ﬁwmﬂwmﬁﬁb%ﬂ\:@Wﬁ@&%%%ﬁ%%%ﬁ#
540

18.2.2 1 > AU RIS
TEREAANOTH11A130mg7 H BF O 5-12 £ 0 0 7% BB
HIEH AR S 54,

18.2.3 RED M
TERE AN O H11A130mg7 H BIFEOH5-12 £ 0 B ER- W O & 20
ZPIHIASEED H N 54,

18.2.4 24RFRI5 M
TERE R AN BT 2 2485 0 B iR BGRER ©. 11 1A130mg7 H 1
FeHIZ LY 1IH 2 L CHEBESWOEH R IEIAERD S 549,

18.2.5 24BfEIBENpHE=42U > T
TERER N O 3R BB I o0 B~ 1 H 1[RI30mg7 H [E#%
D%%F;h\1H%ﬁtf%%&%@ﬁmmﬂﬁﬁﬁ%b%ﬂ
646 748,0

18.2.6 4B THBRERpHE=2V >
WA EEADIHA30mg7~9H M5 1Lk ) A
WIS O 2 JIHE AR H 52,

18.3 AUany 42— - EOVUREDOHEENMER

1831 7EXF VY VKR ) Au~xA 2 ebizT v

VT =) EDBHIZ L Y BROHS- RO B HPIREO L5
WRROHENDL9 (T M),

1832 ~NJanzy— - ¥n ) BREIERICBULT V) T T —
NOEENIENpHEZ ER S22 810k, SN T EF
UV VKM, 7 T) Au~A Ty OHEGELEEED L LI
HDHEEZHNDHN0 S,

19. AR ICBET 32 IE{EERIFR
— 28 - 5 >~ 75 =) (Lansoprazole)
54 0 (RS) -2- ({[3-Methyl4- (2,2 2-trifluoroethoxy)
pyridin-2-yl] methyll sulfinyl) -14 -benzimidazole

33 - CieH14F3N302S

srf-a  369.36

R A ~REHAOMEEORETH L. N N-V AT
FWVAT I RIZHETRTL, XY = VIZRREBITRT
o T 7= (995) IZRREITIZ L, KIZIFEA
R v NN-YAFIVKRIVAT I R (1—10)
BHENEE R E v, FMZIENRDO N5,

113)

bt
HsC 0

— F
F

/ F

H
N \
N
/>_ S\\
N 0 T OBHESER
22. A%

(> TFJ—=ILAT+EI15mg [NIG])

1007 7t [104 71N (PTP) x10. #EHIA D ]
(Z2ITZ7J=IvATEI30mg [NIG])

100 7w [10% 7))V (PTP) %10, #EHAAD ]
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