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2. BE(ROBEICEHBELEVWI &)

2.1 BHN OGRS 5 WEREDOEERED B 5 BH

2.2 7 ¥ ¥  CIUREREL.
[10.1 2]
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3. #ERk - MR
3.1 #%
W54 yr7ay 75 yar7a sy 730
. 1A 7 14 7k
7 N
HEB | 575y 15mg |5V 79— 30mg
RBER, Yy ERI YTy | HEARE. PYyERmaYT Y
T RER TRV L K| Ty REY TRV T A K
BEfEe Fod s 7oLt | @BifjEe Fos s 7o vt
ya—A, braFy 7ol | re—2, kraFysov
VLT —RA, AFZYNVE | VLT —RX, ¥ 7Y Vg
IR —LD., VYNV IR)I—LD, 7K
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— P8O, F . xzTa T | F80, F N, v TT—)
o 6000, MEILTF ¥ >, WREIEAK | 6000, MRALT % >, EREIEK
A R Ak
(B TeVREK) E5F 0, |(DTEVRK)ETTF V., B
BAtF % v, ~zuaId—)V |[{bF¥ v, Ein= sk,
4000, TV IVEREEF MY Y | w7 0 T—)L4000. T 7Y IV
Ay AFTYV VB 7 AYY | HEF M) YA AFT) Y
A, bwERIVFIT Y |ERIAYYA bUEBRD
FEVT v Z sk
3.2 BEAIDMR
5% yrruayhTeivls yarrayh 730
Hf~b3hIictz i
P~ b3 20 2 35 057z | Pt o itk Sk % & E B
o - FIT | Ao EtE R 2 G H6 | 29 TV OAREH, W
DFEA T L VH| 239 T VB OREHORE A
7 IVH]
. - 35 TN 35TV
LS i - it 235mg & - it 250mg
W — D 281 D 283
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BifE. TEBEE. BMALTY 2/ &, 5 MRigd
MEMR. FHBECHT 2ARKRIEERSE. NJIaNT

H2— - EOYRBEER
(B4 7> Hh7+IL30)

OF#EE. +t=HBEE.

Zollinger-EllisonfE & &
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5.1 Ifife - EROEEMNH OO IR 7 2 ) ¥ % ikiik
HLTwr BB xR E L, BHSHBICEL CE. Bl
MF T ARG ES OMR A fER T A Z &,

GEXTO4 NERREFRESHFICE T2 BEEXIE+EBES
DEFIMH])

5.2 B v~ EIRMEBEES B 2 EBERSEO DI
AT a A FHEPUINESE & Rk G L T\ 5 B3 & B0
S L, BORGHICEL . HiEls oOx+ b o B
T HT L,

ANYanys— - 00U OBREOHED

5.3 #EATHIEMALTY Y SIS T 5 anNs & — -
WO A IR LT,

5.4 FRIEVEM/IOR A TEEBER IS L Tld, A4 P94 V%25
WL, ANy anysy— .- ) RRHEEIEY) &CHB SN 55
BN DO RBREHER AT T &0

5.5 RLHIE R I3 2 NBLE IR E DA, A any
F— - ¥y BRIWEHRIC L 5 RO FREMH I3 5 4511
TS LTV e\,

56 NI Ny y— - ¥a ) EREHEZIHCLEIZIE, ~)an
75— ¥ YrRHEETH L E ROTHREREICE ) A) 2
N7 H— ) EEHETHLIEEMRTHI L,

6. EARUVHAE

(BigE. +=EBEE. WAIREE. Zollinger-EllisonfE&EE)
WHE. AT Yy 7I Y=k LT1M30mg% 1 H1M#R
WhH4 5. B, WE. HiEE. WA TIE8HEM % T,
T iR CIE6EM F Toik b5 LT %,

v

(TR RER)
WHE WAICIZT ¥V 75—k LTL30mg % 1 H1E#E

P55, ek, @ESHENE TORG LT 5,

BB, T - W E Y RS Al R OMERR R IC B Vv
TiE, 1ml15mg% 1 H1BI#E T G5 2 25, RERA T 08613,
1TH1RI30mg % R 5-55 2 LA TE 5,

GEV' S AME BEWFIE (H 7 =IV5DH))

WE. RACIRT Y YTy — vk LTl 15mg% 1 H1EFE
P55, ek, @EGEBE TORG LT 5,

BRE7AE U BEEICHITBEEER I+ 5B EENER
il (h 75D H))

WE. BACIRT Y YTy — vk LTl 15mg% 1 H1EE
%59 %0
GEXFO4 RERRERRSEHICE T8 E8EI+2i5BEE
OFFERIDE (HTEIVIEOH))

WE. BACIRT Y YTy — vk LTl 15mg% 1 HLEFE
%59 %0
(NJanyg— - el OREORHEED)

HHL, ORACET Y TS — e LT3 0mg. TEF T Y
Y YRR & LTl 750mg Ofil) K O7 Y 2aux 4 e L
T1E200mg (Flf) D37 % FIKEZTH 20, 7H B#E 553 %,



B, 77)AuRA T, DECH U CHEEMRETS I L
MNCTED, 72721, 1E400mg i) 1H2E % ERE 3 5,
TarYRITA Y= TEFTI) VKPR T
VA~ A v yO3FFEGITE LAY aNs F— - Er) OBR
BEFIAREIOL A, S Ub2EHE LT @H. A
k7 v 79y =& LTli30mg. 7EF ) KA
& L C1H750mg (Ffili) X O* A v a =%V —)L & L T1H250mg
D3F) & FKRIZTH20, 7H B 5-3 %,

7. BERVARICEET 3158

(FRERER)

7.1 MEFRRREICB VT, TH1E30mgD 5 1%. 1H1E15mgt 5
HUZETS L7267 E15mg TRANEDA + 5 &I 5,

GEU 5 AME BEWRAE)

7.2 Y 5-RMG2E%GE Al LCRNRER MR L, SEROSEME A
O LN VEAICIE, BRI DIRRDGE 2 515 7201
DY LW~ OLE T A EFT 52 Lo [15.1.5 5]

8. EELEXIEE

(Bigg. +=iEBaE. Walas

8.1 BEMoOMIIREIZ T TRVOT, #FRECIITVAENS
EDEF Ly

(HETRHERER)

8.2 MEFFEELICB VT, T - W E MY R EE I LIS
FTHIEEL. ARMFREOLED R VEF KT L
DHEVEIRETHZ Lo F/2.0 1HLE30mg LiZ15mgD %5
W2 &) BB RINC D72 ) kT 06T R USRS
PILICX YV ERT 2BV EHB SN A4 1H 1A
15mglliim L dhib 2 2 & B, MERREIEENICN
B % T 5 7 LIS % 550 EAHF L,

GEV 5 AME BEWRAE)

8.3 MZIC X Ve, FMREOMBTHERIRRYELALN D
e (LEMB7ZY2H L) 2RO ) 2535 2 &,

B KEIO¥G 0 E R SEE S OB K O Mo M bgr
FRBIC X BERZREHRT A2 0D HDOT, NHEMESICX
DINLDOFEH TRV ERERTHI L,
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75— (50mg/kg/H). 7T EF I VAKHY(500mg/kg/
H)KROZ7 59 A< 4 »(160mg/kg/H) % BT S L 7=k
T, BEWToBmEORRE L b IR OSEIIH O R iR
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ERG5TALAE.
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LILaEETHIL,
TJr= b4 HREEA OMEH 2 8m3 |2 o O3RN oOMNH, B
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(F X TV =) THE
ShTwad,
1. BMEA

ROBWEH DD HbIN D Z EWHHDT, BigtE H1A7v
BRBDONT 3G 2 LT 5% CE R RLEZ 1T 2
1.1 EXLEER

(%hRESLIE)

S
to

NAANTFT745F%>—(2BFES. EERZE WTREHSE)

(0. 1%A4™V) |

2 3y 7 (0. 1%KHE)

11.1.2 SAMEGK D, EFRIRE. BMmMMEEMm 0. 1%Ki). &
FERR A (0.14%™") . m/RIREA (0.15%™") . &I (0.14%™)
11.1.3 FFEBEREE (0. 1%A1H™)
WH, AST. ALT® FAS5%2 09 BELFREREN D 5 b
HIeNdHb,



11.1.4 § & 4 & & 3% 3t 5t #% i (Toxic Epidermal Necrolysis :
TEN). FREHEMEERAE R 2% (Stevens-JohnsonfEfREE) (0.1%AE)

11.1.5 BIEMAZ (0. 1%AKim™)

B Wk, IR, SO B GRRE) S0b sbh Y
FTE, R I XM oM 2 i L. AR o5 % dik
L. R ANE HORGSOMY) 2R WLE 2175 2 &
*11.1.6 REEEEME R FEAD)
AMEREECELZ L L HLOT, FHREKAMBUN, 217
%_/Lﬂ%)~&aﬁé_ko

1.1.7 RAEE FHELRH)

(ANJanya— . 0l OBREOHE)

11.1.8 BEMKBEREOMEL 5> EELKERX (0. 1%AKi")
ANV anyy— - ¥a)oBRwICHWL TEXRTY VU YAKRMY.
75 ) AR A YT BRGSO R Z kD R
H%%?b“%%bhé’k?bfi%éO)“@ G, HMOTH2ED Sb
NBAITE B IS 2RIk 5 2 SEY) R LEZ{TH 2 &

4£1>%§£%’fﬂf@ci7¥<u.mﬂwi T DR AU E B BFE th i A o fs 12D < o

1.2 ZOOEHER

(BigE. THEBREE. WaikiaEs. ¥RERERX. Zollinger-
EllisonfEf&#. FEV S AMBREYRIE. BAE7IEU > i
EICH T2 BBEER ST EHEEOBRERIMG. X700
MRREFREECS T2 BBER I+ 1R EEOBERMH)

0.1~5% A 0. 1% A A
S EE B LI % UALEE
] AR Y
72 b—F2
[ AST. ALT. Al-P.
LDH. y-GTP® L5
JilIRi3 IR BRI %

AL R T, D, [, T, SRR &
T BB G i, K 2% | 4R, MG v YA
(collagenous colitis|BRE S, LIN%K

S 2 )
RIS | TG, RS VRSN -NE N )
EAANE I
*|Z DAl FEE. Ba L AT | ZELRLE. R (23R B

=), REO LA (BEK F - Vo | M. K- bY
LU, DO o L O AidE, &~ 2
Wk WA, BE |47 AdE, R
/RVEN (F=N ;4

AV AfidE

4:2) FEBUFE 13K R F C O RR BT BE BGEH M A O R RIC Ko <,

13) THRIA kST T B4, collagenous colitisZE 2S5 H L T W 2 W REM: 23D
L7z, HRPICAKOE G EHIET 5 2 b BERBICHEERS. O
5Ay HIMEOREEZEDLZEDHLHOT, T, MAEFZRD SN
LYEiE, YR E 1T 2 L,

(ANYaAnyg— - E0Y OREORHED

5%LL L 1~5% Al 19% A
HALa: BRAE(13.7%) . F|BRECEE, BRI T, W, TR,
#1(9.1%) R, TS, 45,

Mg, M, W
MG, AR

JHF-Hiek AST. ALT. Al-P,
LDH, p-GTP., &€V
V¥ DR
ilik(3 BFFRERIRA SRR ERYE | i/ ARG
%, A%, i
SEBUE %5 Z9 ¥
i EUESEN P IR D F W,
AR, LK. 5
DIKE
Z Dt M) T AR, (BRI

RO LS, #aL

AFa—D |5 -

T REE Bk,

PRAE B

T4 RS B O TRBEEIC B2 7 vy IV =, TEF
VI VKRR 5 Auv A Ty O3PS OB ICHE D .

B, HHETIT b 7B TRLSO H T B RIVEH BHEE1% BL
RO EBYTH L,

5% I 1~5% A
Ak TFHI(13.2%) . BRECSEEH L, MR, I %, BEYE. PR )
(8.7%) peyll
JFF I AST. ALT® I5
TR E, HF v

15) BE ORI H B X+ /BRI B0 v Y 7oV =L, TEF
YUY YK RO 7)) 2av A Y A ba =¥ — Lo 3FIx
-0 BRI D o

12. EBRBRERRICRIFTEZE

(ANYaANT F— - ERYOREOHED)

FGUITIIV=NVEOTO N RY T Y =R T EF Y
Y YKAM, 7)) AuxA Y Y EORAMERTA ba=
F = VO R G T HEE T BC-RHETLHEROH) 58
AERDMBEVEIZ 2 2 REED D 5 720 BC-IRFEIFAGBRIC X 5
B HlE %2 47 ) a2, x.h%@%ﬁ']@&@%?’fﬁﬁli’ﬂu%@
R CEIET LI ENEF L,

14. R LDEE

141 FHZMAEFEOEE
m?@%m%ﬂum?v—bﬁ%mh&tv%m?&x%%ﬁ
$5ZE, PTPY— ML Y, ﬁwﬁﬂ%ﬁﬁ%%ﬁ«
FIA L. B3Rl E B L CHERRTN 255 o 5 2 & 00 % 5f
RKTHIEDD D,

15. ZOMOEE

15.1 ERER{EA(ICE D < 1E3R

(hEeHE)

15.1.1 FHDOEIH G-I BUEDOE R — T 2587 L DD %

15.1.2 KA OB GG L 2HERZ R T 5 2 LWH DD T,
BHETHRWZ L EERED I 2H5TH L,

15.1.3 MBI 2 HEOBIEIET, 7Ry Ry 74 veE

=2 X B EBC B CEMEIE IR D B BIEE T, TSI
FHeBIH OV A7 BIMAHE ShTwh, s, mARLCEN
B (ELLE) OEH 2 20 7 BT BPo) 27 2L 72,

15.1.4 AN BT 2 FICABRBEZ NG L L -8 o BN %
T, FUbMYERYTA Y EY =R HE5LBEIIBVT IO
APMYTTL - FTA T4 VI E D EHBEGED ) R 7 BhNAsHR
HERTWD,

GEU 5 AR BETRIE)

15.1.5 MBNEBEHROEY 22 Th b Ekmg. g, 2490
WETHIRS D OV L %Y L WIS IEARA O BRI
PEELIUTL WZ EREERBRBRICE D RENTW S, [7.2BE]

BERET7AEU U HERICE T3 BEEE T HRBEEOHER
D

15.1.6 KR T A ¥ V%GR B 5 Bl U3+ iR

DOFFE) A 71, ANY ANy F— - ¥ EYerm T R O
IVEELMEMOD L Z LD EHHRABRICL D RIBERTWD,

15.2 FERRPREABRICE D 155K

15.2.1 5 v MIZH2:E B sa il #E ¥ 5 L 7235 C. 50mg/kg/ H

Tt (Ji PR o DR 10085) 12 45 W T LB BLAk o il B T S e i 73 52
HHENTWDEY, X512, 247 A MEREREDO#RS L7z kT.
15mg/kg/ H LA E OB I\ T Bk o0 R B 0K BE o0 5 A 3
A, F7z, Smg/kg/ HUL EOBEICBWTHDO I VT 7 4 NS
WROLNTBY, M2 T. MF v olomg/ke/H DL LK O
7 v b ®50mg/kg/ H Ll EOFIZ B\ THIPEZE i 0 Fs A4 HE o B
MAFED SN TV 5B,
RN B ORI 24 12D W TR, < 7 2 DS AJEEERER,
42, FVoOFHRBETIED LN, Ty MIFALRELE
EZbhb,

15.2.2 9 v MZTF ¥V 75V —=NV(15mg/kg/HM L), TEFT

2 VKA (2,000mg/kg/ H) % 4 BIPRHREOPS L 72 3Bk,
B4 X257 5= (100mg/kg/H). 7TEFT T ¥
KA (500mg/kg/H). 751 Aa<A ¥ (25mg/kg/H) %4
SHR BRI S LT, TRV VT YK E Eh D



B WIZBEPE S L 2B A R SR H LT W A5, Rk
TEFT VY VKMPHIPIRBZIHB L2 DOTH Y, ANT
M L72bDTIE AW EDMERINLTWS,

16. EYEhRE
16.1 MeRERE
16.1.1 BEEZE

KRN DNA F T XA S F 4 AR TESBO SN,
BEHCA (661) 121 1I30mg (154 72 V) & 27 1 A F — N — L2 THE
BETTERIS, 720 JofEA (65)) 1211 15mg % M T
RS- L2, s icid s v v 79V — Vo RE LD
Fe LT s, CEw LB S5, 1R30mg% R4
5. U 73565 O RZACAR O ML it BEE RS ) OSSR B RE 221 78 5
A=FZIZUTOEBYTHY ., FEMTENALNTNDY,

Pehat 30mg (7 @ A F —/3—1) 15mg
PGt MET itk M
Tmax (h) 2.2%£0.4 3.5%£0.8 2.2%0.8

Cmax (ng/mL) 1,038 =323 679 = 359 530 £ 267

Ti2(h) 1.44+0.94 1.60+0.90 1.37+1.09

AUC(ng - h/mL) 3,890+2,484 | 3,319%2,651 2,183+2,195

CFIfi = B, n=6)

(ng/mL)

14001 —0— I ifr M (30mg)
--0-- : A#%EY5  (30mg)

12001 il + B fR A, n=6

1000

800

6001

(F=Rt) BRETTHE

4001

2004

—— T T l—e— (1)
012 3 4 6 8 12 24

R
T2 ARERT TN 77— b IIKBRILT VI =T A7) -
KIBAL= 74 27 A& WIS 2 & ARH O ML EE A
KF9 22 LhETHE I TnEY,
B, KA OHE D EM (Extensive Metabolizer) @ fd He B A
(48%1) 12, 1H30mg 35 H FvdHr Wizl gh TFEN) %7 a
A — N = THE TSRO S L7 & O Y EREA 3
FTA=FWRETEDOEBYTHY, 35 TN Elsh TN
WIS TH B 2 LR IN TS,

ER SR ] 30mg (7 1 &4 —/3—ik)
55 35N TV 15h 7k
Cmax(ng/mL) 907 £ 334 1,022 +442
AUC(ng*h/mL) 2,444 1,080 2,475+1,241

(Rl + BEHEAR 2, n=48)

16.1.2 R1E#HRE
FEEE R (6651) 1211R130mg X 1% 15mg % 1 H 11817 H B8 £ T2 )
RT3 5. U 2 e o Mg i i s R, IR PR s & RN
MRV D EEZ LNRBY,

16.1.3 >V T IV =L, ZEXFI DU KPRV Z) X0
74T U HABOENEIRE
TR A (65) 125 > 75—k LTIE30mg, 7EFT VY
YKRFI & L ClEL,000mg JIfili) X O°2 ) Aax4 & LT
11H400mg (JIili) D 3% % BRI S L7220, 50y 75—
NOREALEDIEWBIREEI ST A=Y IETEDEB) TH 5,

HET
Tmax (h) 1.7+0.5
Cmax (ng/mL) 1,104 +481
Tu2(h) 1.88+1.88
AUC(ng-h/mL) 5,218+6,284

CPgffi = B, n=6)

% By 3HIDE RO 3 4 4 o ML i BE 3 BT - R o) ML i
R L TITAROHR 2R L7,

F 72, HEHEBON (TH1) 1237 & [k o> H i TR T H 2187 H R
BRECHR G- L7z OB S, FREE W EEZER 5N D,
)N ANy F— - En ) AT SRR - iR ER% 5. (6.5

]

16.5 HEitt
R (660) 121 30mg & # i N Ik %12, F /2, 11 15mg
AT ISR ORS Lea, RAPIa R & LTl s
TV T T = VOREAMREIBIL E NG Do Toe 1514240
M F ToRBHEREIX13.1~23.0% TdHh - 727,

17. ERPREX#E

17.1 BEHRVURLMICET 3558

(Bi&B. T=EBEEE. MEaHEE. URERER. Zollinger-
EllisoniEf&EEE)

17.1.1 EARSE I/ DIHAHR (—RERZBRRIC_EEHRER)
WMANBH X, 1HIM30mg = — iR REClaE & L T2
~E I, Mok A T 8 I (i) MK U6 T
(+ RIS RS L2 BRI B W T, B IHiEH
EDATONIARFAE SR 137TH ORBIEERIE TEO LB
—(@ ;&)6%26)0

3e BIEL IR B (Th )
HiEsr 604 535(88.6)
TR R 445 418(93.9)
e 19 17(89.5)
P FL 5% 66 61(92.4)
Zollinger-Ellisonsi 3 3(100)
it 1,137 1,034(90.9)

Berdm, () MiE%

LGB, BRERCTTHREBEGEZT 2 HR E L HEERILIEK
SHEAEBRORE R, AFOF HMESRD SNTwb,
F 72 1TH130mg% 8I W% 595 2 LI X 0 i & K
SN ABEROBEE NG, S HITHEFEZEE LTIH
1M15mg % 2458 BRI 5 U 72 5 5 M bb e on) B G BR oo 45 25,
KA O HEDFER S LTV BT D),
FIER BB I ARA G HTCHMEMER E L T3.0%
(35/1175) TH V. FEHREWESERRA LR 4T & L CALT
F53.1%(30/982). AST F52.2%(22/982) T - 725

GEV' 5 AME BEWTAE)

17.1.2 ENEIHERAR (CEERHR)
WANE &R, TH1R15mg % &4 5 U 72 25 B M iont |
SHEROHE R, 5 BIAHRARE T O MR H B @ (e
) IIAFIFE 5 BET67.9%(6961) . 7T £ KEETA2.9%(7261) TH 5.
RIE I FE B 13 AR A% 58 T8.6%(6/70) TH 0. ERRINEM
I R Y 2 ) 5 4 RRIN2.9%(2/70) Th > 720 B, il
WEGHEIEDOF Y A 27 Th HhEmd. BuE, 2L~V =7
BHYOWFTIZH L L W ER B A2&5-miGH%GER T
DGRV O MESEIR HEL 845 (FhJefif) (& AH 58 T 37.5% (20
Bl) . 7Tt RKEET46.4% (2481) TH B o

BERE7ZAEY U RE5BRICHT2BEERE+EBEEOER
sy
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ZHEH O 55
7 V75 =)V 30mg
TEF TV VKA 750mg (F1ili) 2lal/H
7 51) 2u<4 ¥ 200mg (i)
7 vV 77 =) 30mg
TEF YT VKR 750mg (i) 2ll/H
759 2uvA4 ¥ 400mg (JIi)
T RIS B B BRI AR (TH RO 5)
FIEA D1 15 P EHETES
7 V75 =)V 30mg
TEF TV YK 750mg (JIii) 2[H1/H
7 51) 2u<4 ¥ 200mg(HIli)
7 vV 7 7 =) 30mg
TEF T VKR 750mg (i) 2ll/H
759 Au<4 ¥ 400mg(JIl)
BRI ARG R AE R 2 R & L7z,
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—fs - 5 v 75— (Lansoprazole)

b4 - (RS)-2-({[3-Methyl-4- (2,2, 2-trifluoroethoxy) pyridin-

2-yllmethyl} sulfinyl) -1Z-benzimidazole

CisH14F3N302S
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5008 FRIW[H T A, NT]
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1004 7V [104 7+ v (PTP) x 101,
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