*k 202468 H G (BB2h0)
* 202310 HEGET GRLO

F7AMYRT -AEESY—
WAHEEERD
BAEEH
SV TS )=ILRiBRAT L

I ) S5 =)L o 15mg -9,
T ) T3 =IL 7t I0mg -9,

LANSOPRAZOLE CAPSULES 15mg “TOWA”/ CAPSULES 30mg “TOWA”

fro & =RET
BRI - 34
) EE-EMEONSECLIOMERTHIL

BAEERRNEES
872329
71 7+ )l 15mg J1 7)1 30mg
HKend 5 | 22000AMX00734 | 22000AMX00735
WK 7E B G 20054E7H

2. B2 (ROEZBICIIRELARNWI L)
2.1 AHIDRRSM KT 2 BERE O BEED H 2 2%

2.2 7Y FEIEEE, VIILEE Y VIR G P O BE
(10. 1]

3. $ARK - MK
3.1 #ARR

7 4 )T T=NVATRI | T TSI =)Vh TV
/G 15mg h—"7) 30mg h—"7)

h7ent\BlR 5> 75—
DAY

BEEPEECIRIERL, BB, 7Oox ) A0—2AF kU

Ly RUVIR—=K80. L-7I)IVF=>, e RoFo 7

OE)IO—X, e7Ox0—2, #)L7, Kk

Nl MU A, AZZUVEEIRY X —LD. 57U )L

FRUDA JIZOBENUIFI. BEFH

13%7”75)»2&12& CEEFY . TUUIEEET MU DA,
FF

3.2 "WH DMK

W74 TG TITT=NATRIV| T T =)IV T
7t 15mg [h—"7] 30mg [h—"77 ]

PRI - HT Ha~b 9B znr Oz B0 BE R 2 38,
T BRI TV

A a— R Tw414 Tw4ls

o
ok e e
#914. 2o0m #917. 9mm

B (4EHTEI) (2 B85 T2

H & (mg) 177 #7338

4. WHEENXIIHR

(SITSY=IATEI)15mg Tk—T1)
BEE. T_EBEE. MARES. FTRAMERER.
Zollinger-EllisonfElXEE. FEULSAMBEREWHE. ERET
AEVUVEEBICEIF2BEBEXR T 2IEBERO BRI,
ERTFOA PERREERERICEIT2B8EEX(E+2E5RE
BEOBFRIMEI

OTRICEIFBZEAY AN — - EOUDREDHEN
BEE. TEBES. BMALTY UNNEE. $SRMEm/MRED T
LHA. PHBEICHTIARENAERE. NVaNnyg
F— - EOVUREER

(GoITSI=IAhT=ZI)30me Tk—71)

OBEE. TEHRAEARE. MARER. ¥RAMERER.
Zollinger—El | i sonfiEf& &%

OTFRICHBIFBEAYUINYGY— - EOVDRKREDHEN
BEE. TERBERE. BVMALTY U/NEE, SR MEm/RED T
LHiA. PHBEICHTIARENAEAERE. NUINY
g— - EOVUREER

5. FMREX(IZNRICEHET H:FR
(EAE7 AEU Y BRERICEIISPBEEBXE T ERESEDOER
LY
5.1 Ifife - ZERRDOBHRMH O/ DITEHBEDOY XY > ZfkFik G
LTWaBEERGHRE L, HEHMICEL T, BEENE
T BRI O EMET 2 2 &

GERT O REMRREERERCB I8 EEXI+T2ERES
DB FAEH)

5.2 BAFTY X F. BREBEEESICBI 2EREESDO LI
A7 040 RMEFIAEREZ Bk G L TW2BEERG0%E
;‘&5%%t%bfm‘%@%XM+:@%E%®%E%%%

5T &,

(NYansg— - ol oBREOHE)

5.3 EFIEMALTY > NEICHT 2A) INT & — - EOURER
EOANMEIIHENL L Ty,

5.4 ERFEPEIM/ RV IR ISR LTI, 1 Ro1 > %251
L. NUINT&Z— - EOVRREEEHEY) & B WS 2 5E#IC
DHBREEREEITD T &

5.5 R E T2 NESEMBRERE AICIE. N anNy
& — - EOUREHBEICK D HEOREMHITN T 2820 I
ML TR,

56 NUINT&— - EOVERREFERICHWSERIZIE. AUanNy
H— - EOUNKETH S Z & RCNBREREICEDAY INT
H— - EOVURRERTHD I E2MRTHI &,

6. MERVHE

(BiEB. T2iERER. YMIAERERS. Zollinger—El|isonfE(&EE)
E? BAICWET > F5—)b &L T1E30mgZ 1 H 1R O #%

Do

BB, B, BiEE WEMEE TII8EMET. +HEBEET
IZ6EMETOREET 5,

GERMERER)

WmH. RAIES > 75 =)L E L TLE30mg 21 H 1[E# 0%
59%, Iap, @FSHMETOHREGET S,

I 51T, B - HREBORTHERERBEROMERFRIEICBNT
W, 1E15megZ L H1ERE D59 50, #RA o081, 17
1[A30mgZ R OH% 5T 2 Z &N TE 5,

GEV S AMBRIEHERE (h7 )L 15meD))

WE. RAIET >V 75 —)V &L TlE15mgZ 1 H 1R O #%
59 %, 2B, @HGEAMETOREGET S,

(BERE7 AU VRERICEIT38BEXE T B EEDER
1% (A7 &IV 15mgDH))

ﬁj?:’ BAIZWE S > 75 =)V & L TLE15mgZ 1 H 1[E# 0 #%
59 %,

GERTOA REMRERERSRCBIEEEEXI+T2IERESE
DOBERENE (A7) 15meDH))

E? BAIZWE T >V 75 =)V &L TLE15mg % 1 H 1[E#E %

%,

NYansy—-E0UREDOREER

WE. RANCWE T >V TIY =) ELTLEOmE, 7EF Y
SRR E L TLREITS0mg (i) O 7 5 ) 2031 2> &L TL
[E1200mg (JI4l) D 3% % [k 1 H2E, 7HRIR O 53 5,

BH, 77RO A U, BN CHEEHEET S I &N
T&%, 72721, 1[[400mg (J1fi) 1H2E 2 LR &3 5,
JarYRITA P EY—, TEFIU DK ER AT S Y
AOXA Y 2D3FNIREICE LAY AN F— - O OBRERRE
MARDOEEEE, ZHITROZEFEEL T, @B, RAIKIES
>TSS =)V ELTIE30mE. 7EFI U KM EL TLE
750mg (Fil) LA kO =4/ —)L & L T1E250mg D 37| 2 [FIHF 1T
1H2[E, THMREOEST 5,



*
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7. RiERUVCAZICEET 5
(ERERER)

7.1 MEFEREEICB W T, 1H1E30mgD# 543, 1H1[E15mgis 5H1ic
FEFEL 7275 E15mg TR RBA T/ 1TR S,
(GRS A B RIEBFRIE)

7.2 REMmA%E B E U THRZMAEL. EROWEMEMAHEE
O 5NRWHEITIE. BRSO RREDE X 512 72D D
YISIBRNDOETEEEET D & [16. 1. 52/

8. EELEAMEE
(BiBE. +ZiERER. MAMESR

8.1 EMoMARERIZ T2 THRVWD T, #EEEICiIHnwEn &
MEE LW,

(ERMERIBER)

8.2 MERFFRIEICB W TR, B¥ - BRERVRTERFICHLRGT
5T EEL. RKMFEEOVLEDRRNWEFIIHKEG T LD
WEHIEET B E, £/, 1H1E30Mg X iT1omgD#E 5L D E
fRAREEDS R HIC D72 D kG T 2 AERI T, WEIIH G R IEICED
BT D2BTNNBNEHE TN EE5131H 1E15mgIZHE T
Pikd 2 2 &, aB, MHEREETIEMNMICNESERE 2 LGS
LI EHRETDITTI ZENEE L,

GEU S A B BB TE)

8.3 MZITL VD). BESEOBYERERNEVRLASNSZ
E (LHEMBZV2EUE) ZHEEDD 2552 &,

BB, AR OGN EE, AEESOEEEE &k OO ELE R
BICELDERZEMT2ZENHDDT, NHEREZICEDZ
NODEBRTRNWI E2RTH &,

9. BEDEREZFTHEEICHTIER

9.1 AHHE - BEFESOHDEE

9.1.1 EYBHEDEEDH DEE

9.3 FFigREEESRSE
KAEIORH, PEMANEIES D Z &0 5,

9.5 1%

IEBR SUTIEIRE L TV B THENE D & 2 i M I3 iE % L OB kD E
Btz L2 EHB SN BEICOABET LI E, BB
(T ) BNTHREMSEFREEINEYOMFEHREL D&
WZ ENREHLENTWSBY, £/, I9F (#®%HO30mg/kg/H) T
RRETROBEMAED SN TNDEY, B, Iy  MIIT>V TS
J—)b (50mg/kg/H). 7EFI VU kY (500mg/kg/H)
KOZ5yzaxA > (160mg/kg/H) ZPEHAE L -#BRT.
REM TOHFEEOHERE & HITHIBEOIHFHH OHERNED 5N
T3,

9.6 1B7LIR
BELOBERERCBIAEEDAERMEZEZE L, ZA O T
hikERET D2 &, BRBR (Sv b)) TRATABITTSZ
EDHEIN TS,

9.7 NRE
INBE RIS E L BERRBIIEHEL TWRn,
9.8 =&

BRSNS HEGZMAT 2R EEEICEST 22 L. —fRICHE
FHTREEMLERIETLTBD., TOMAEMBROE TS 5.

10. #HE%EHA

AFNEE E U TIFSECHEEZCYP2C19 I CYP3AA TR E S N B,
F/m. AFIOBEBESWINHIERICEZ O, BEFH A ORI 2 2 U
HHIT 22 E0b 5,
10.1 HARE BtALZWZ &)

X% HRRAER - B AR ey - fagET
7 5T EIVEREEE T YT E)VERERS | AH O E e o W R
LAT 5w OEMZREIT B | ICLD 7Y T FEIFE
[2. 22H4) ENDDH B, HOWMIEIMET L, 7
. 251 &5 E )L D I EE
KT 2 FIHEMED D 5,
UIIVEE Y ViRREE UIIVEE D IEEEE | AR5 O B e o W il
TY253 Rk DIEMZHIET 5 | ITKDUILEEY TRk
(2. 25:1] TNNDH D, BORRAMET L. UL
. 2518 EE U > Ol EE K
T 2 HREMD B .
10.2 HAZFE BHRICEETSH L)
% HRRAER - B Ak W - fakgE T
TET7140 > T T4 ) DM | BRI ED R %
BEMITTLZE |FEL, 74714020
5, R 2 RET 5 2 &nE
ZA6NTW5,
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A4 FRPRIEIR - P15 W - falRiR T

& 70y LAAKKY) &Y LADIMLH | ARFIAF SRR I

BENERTZZE | BITZY 70U LZDK
MNdb 5, #EFAMNCHET 272
HEEZLNTVD,
¥ TERCHEAN DR 2 38 | A5 O F B 53 4 1
AF)NodFT > g HuREM N D | I dF T ik
% SRAIRE N, P I%
22 OMmbiREN ERT
2RI D B
T e 55 0 s |t E b b e o
o> — e | 9 BN ERE SN z FLEAID
Jprotr s ‘ EAE R T B ATRErEAS D
. - DOPERIZTHEZRFR D
RAF =T K BFD L,
—OF = JHEEEK
gty
TVOF = T
THIINF=T
tUF=J
HHF =T KE
Y AIFZ TR
SINFZT NVIVEE
kR
NI F TR
JKFI
[ gZE AN AL~ 722D LD | AR O H #e i ifiE A
B FIERMEISTS | ICL2BEApH ERICED
BENNDH S, [ Az AIINOY A
ENRTTE20EEX
515,
NIVEZADIVADIVEE | NIVEZR DIV A D) | RFN D B B 5w Hi7E i
#H i 5 D I T EE S | 12 K B B pH RIS K D
T2 EEMENH | NIVEADIL AT )VEEE
5, ORINAHFI TN 5 B%E
Nnd s,
AR RLFSF— K AR RLFH— RO | HFRIAHTH D,
DS RS
ZENBB. M
DANKLVFH—1
2RETHHEAT.
—IEICAFI D% 5
EHIETHIEEE
BTDHI &,
I LEREAOEREH | N5 ORAORE,
TN WY B Al RETE AT B | MAVBIES B T &
%, (FATSJ—)V) T
HEINTNW5S,
1. BlEHA

ROBHWERD D 502 ZE0HDHDT, BHEETHITTN. BE
MRD NGRS 2R IET 572 EHEU)sAEEZTTS 2 &,

1.1 EX/AEIER
(Shest@)

N1 7F745+%2— (255, EERZFE. FRE#HE)

0. 6RFED) . 23w o (0. I5RHHED)

1.1.2 AMEREA. EERIEKE. AmMEEMm (0. 15RMEY) . FEh
i (0. 14%7E0), miRigdr (0. 15%7ED), #im (0. 14%%D)

11.1.3 FFBBEREE (0. LYARMED)

HYH, AST. ALTO kF% %S BERIFEEREND S5bhb
ENDH B,

11.1.4 PHEMHREIEFERMABEIE (Toxic Epidermal Necrolysis :
TEﬁl\f)))\ REHERAER (Stevens-JohnsonfEfZEE) (0. 144
i

1.1.5 BN 0. 5AED)

FEEL, . R, Mg ORE (REE) Fhdbsbhi
B, N ITRBXREOMEEZFEMmL . RAHOREZFIL
L. BIBEERIEHOBRGEOHYSUEZITD T &,

11.1.6 FRIEMEMHER GHEARH)
AMEEEEICELZILEDHDHDT. B¥EREME BUN, 717
FoUERE) ITEETAIE,

M7 VARE (BEARH)

(ANYansy— - EnJoREOHREL

1.1.8 BEMKBEREOMEZLZFED BEEAKER (0. LEARIGED)
ANVIANTH— - EO0UOREICHWS T EF U 2 KNY.
77207422 TIE, BEERBREDMMEZMES BEELRK



H%%?J‘d@bibhé EMHBHDT, Bk, HEO TNHID S b
HEEIIREB IR E2RIET 570 EEY)R0EETS 2 &,
ED %éfﬁiﬁf“'b:t?( BIRF £ T O RABR USRS R TER AT OB RICHE DL,
1.2 Z0oEIER

(BiEB. T2ERASR. MAMES. FRMERER. Zollinger-
EllisonfEf&EE. JEVSAMBRIEBHTE. RAE7 AU V#&E
BICBIT28EEXFTIIERESEOBERNG. ERXTOM R
HMREFERSEBICE T 3FEEX I T 2ERBEEOBRIDGE)

0. 1~5%A 0. 1%As B
AR HB. O ZIALHE
Wk E g T
F TR =T X
AST. ALT,
JFT-He Al-P. LDH.
7 -GTPD L5
1 R

R, L OO, M. A8k | &L
% %ﬁ?ﬁ%ngﬁf £>
- N 5 K| P HRE. RE R,
HiLds (collagenous | IN%

colitis% " 2 &

)
AR S, IRS g;jf%égﬁxﬂﬁ\

FEL ROV | e E. BE AT AE. B
TO—)b, REE | BEE. & - O | &, B, K
D57 DL G, WL | b Y D AME.
T DAt DLUNE. W EY TR T A
JiE. e M. AU~
LMAE . KTV
> L IfSE

112) FEBUSAEIIKEERE £ C DRI BSOS R e A DR RICHE D <,

13) TGS 2354, collagenous colitis®S 2N HIH L TWB AJREMEN D B
20, HONIAFOEGZPIET S I &, BEMBICHEEEE. 5
e BHINEOREZEBDZIENHSHOT, Fill. MENEDSNS
LEcE, MURLEETS 2 &,

NYansy— - Ol oBREOHED

5%2A L 1~ 5% A LA
B (18.7%) . | R RE, EEHE | O, w8
T (9. 1% i/ Wi, R, 11
HLE % &R A8,
fair, HAE
Wi, BRAR
AST. ALT. Al-P,
JFF Ik LDH, 7-GTP. &
VIVE> D L5
o BRI A R | IR A
M#K BRIEZ, P Bk
%, Al
MBHE J&% ZTOR
o N
eSS ¥ |2 N N
*ﬁﬁi?ﬁi;ﬁ%% Ei‘\hﬁ'g‘“ 594j(
FUZUESA K, |
RO L&, &3
Z DA I/X7—‘D~JI/®J:
KT, REA
Kﬁlﬁ R¥E A

FD) BERRITIEEE I T EBEBE BTV T =), TEF
T2 U KR T 2031 2 2 O3FIFE OB EICE D <,

12. BBERRERERICRIZTHE
(NYansg— - E0YOREDOHE)
F2VTI=NEOTOR YR TA B =T EF T
U2KE, 750 20%A 2 VEOHFENEARTA FO=S
V=L DOIRA R G5# T EE TIE, BC-REITR AR O E K
BB B REME D B2, BC-REIPLARIC X BB
HHEZITOBEITIE. TN 5 DK D 5H T H4E LI O S
TEETDENEE LN,

14. BRALDIEE

14.1 BRIZMEBOEE
PTPEEEDIHEANIPTPY — bSO H L TIRAT 2 X5 fRET 2 Z
L. PTPY— FORBBITE D, NS AR ARIA L, HIZ
BZEALZEB I L THIRRARSOEEREINEZIRT 2 Z E0d 5,

15. ZDM/DFE

15.1 BRER{ERAICE D < 1B
(Sheetti@)

15. 1.1 AFOEMHKGHFICEHOE R — T 278D & OMEND 5,

15.1.2 AFNOHEGNBERICEDERZR®ET S ENHZOT, Bk
TRWIEEHRDI ARG BT &,

15.1.3 #EAMC B D EBOBRMKET, JOh R T 2 bEEY —
ICE BRI BV THHBIEICHE S IR R B T, FRIRTEIT, THeH
FOUZAZBEMAMEINTWS, B, SARROENM Q4£
b)) OBEEZI-EET BIROU A ML,

15.1.4 #AMCBI B EICARRBE ZHRE LEROBRNET, 7
OhHRTA O EEY—2HELEBREICBVWTZOAN) DY
L T4 714 VXD EBEEO ) X7 ENRE TN TW S,
GEV S AT B BIEHTAE)

15.1.5 RENEEMROEY XS Th 5 hEieE, i, Zi)=
FHRD D DOVWTIUT DY LIEWIEEITIIAK OBES RIS SN
W< W EDERABICE D RINTNS, [7.28H]
(ﬁﬁi?ll’: U AREBEBCBIT5BEBXIET ZiEREBD BRI
|

15.1.6 {KHETY ZEY 5B 2 Hi\E X3+ 5 BEE O
FUZTE, NYANT L — - tDUW LR RO IC E D EE D
RO B B Z ENEERABRICK D RBIN TN S,

15. 2 JEEGRRALER [CE D < B3R

15215yhtmﬁﬁﬁﬂﬁuﬁﬁbtﬁ%f‘mm&yaﬁ(m%
FEOKL00f%) 12BN TLIHENC RO RMMRESZD ST
59, X5IT, 245 ARG DS U /-#5R T, 15mg/kg/ HUA LD
BHZBWTREORSEMMIRED AN, /2. Smg/ke/HELE
DOEIZBVWTHDOAIINF /A REENREDSNTHBO, mAT, I
Z v bk D15mg/kg/ AL ER S v s D50mg/kg/ H LA EDOFEIZ BN
THANSZEE D FE A A D IINAGEED 5N T W5,

i BRSNS & OMEIEEERE I DWW TIE. I A ODAEMERER. 1 X,
FILOFERBRTIIFEO 5NT. Ty MEERBLEEZ SN,
15.22 Iy MF>YFTJ—)) (bmg/kg/HELE), TEF U >
KENY) (2, 000mg/ke/H) Z4RMGFARE KRG Ui, RO X1
F>2 75 —=) (100mg/kg/H). 7EF T 2kFY (500mg/
kg/H). 75V z2Aa<A > (25mg/ke/H) Z4ERIBEHKOZEL
Lﬁ%f TEFI T K EEMBS D WITHHIRS L 2B
FERIRDED SENTNDMN, FERIZT EF U KPR EZIC
ﬁﬁbt%@fﬁb\%WTﬁﬁbt%@fuam:&ﬁﬁ%éhf

W5,

16. EMENEE
16.1 MAEE
16.1.1 BHEZE
7/7?77~%®Af17ﬂf7tU7¢ V3B R T 2D
5%, HEEERA 66 | 1@mméﬁmxﬁ IN—IEIZ TmﬁT
X3 ERIC, £, BIORFERA (661]) 1C1E16mgZ iR T ICHE L
BELUR, MRz s >y 75 =)V ORBIAENEE L TH
Han, fickEmbmitiansg, 1E30mgz & G LERED
FRECARD M5 HE B REL ST A —FIZUTOEBV TH Y,
AR TENA SN TSP

55 30mg (7 O AF—/N—i%) 15mg
BB, AETHONEZRBRTED SN TV SEIMEM EEE1YE #2540 ffe T Bt T
) BEROEBOTH 2, Tmax (h) 2.240.4 3.540.8 2.240.8
5%LL L 1~5% A Cmax (ng/mL) 1,038+323 679359 530267
i TR (13.2%). URAERH | EO, WO, OR%K. K Ty (h) 1.44+0.94 1. 600. 90 1.37+1.09
8.7 . HEGEEEN AUC (ng - h/mL) 3,800+2,484 | 3,319+2651 | 2 183+2, 195
T Mk AST., ALT®O k& CEE Ml R 2, n=6)
B %P . T T TS EABIELT VI 2T LTI - KBALY T %
- PULEFRBICRHAT2E. 52V 75 =)L omiEhiEENME R
F R SEE. O EN T2 EMETHRESNTNDS,Y

15) BEFRRNIFEE X T EBEBCBISI>Y TIV—)b, TEF
I KRR SUAORA YO XIEA ROZYY—ILD3FIES
DA I HE D <,



16.1.2 R{E#&RE
fERER A (6f1]) 121[E30mgXi315mg 21 H1[E7H i E FICKE
RO G Uzko mighiEE o, Ry JEER) S RNEBRER
BhbDEEZLENDY

16.1.3 SVYT7SV—=)b, TEFI DU KMYMRLSSY 2O A
o R OEYENEE
R A 6fF) 5> F5—)LELTLE30mE. 7EF U
>KFn & L ClEll, 000mg (i) RO 7 '}X ov1>&LT1
[E]400mg (1) D3FN % R IR O G LD, 5S>y TS5y —))
DREACARD KW ENFEFZH)INT A—F T TEDERBD TH 3,

HET
Tmax (h) 1.7£0.5
Cmax (ng/mL) 1,104+481

Tiz (h) 1.9+1.9

AUC (ng - h/mL) 5,218+6, 284

CE# i + BEfR %, n=6)
7B, 3FIOFHIRE D 3F1E & O i H i VX B AR 5 D I 37 P i
LIFFFRKEOHES E R L T2,
F7=. HERERRA (TH) 123 % [FEED H & TRFICLH2E7 B R RIE
RO L zR MBI, S, BT RNEZZ5N5S,9
) ANUINTE— - EOURRICHT DRRME - ARERAS, [6. 20
16. 1. 4 EMZRISHHER
(ST —=IhT&IV15mel k=7 1)
29T =)V hT)lmg [h—7) %702 h TIN5
., JOAF—N—jEickoznznlh 7w (5> 75 -)b
ELTIomg) 7 U7 T2 ADKE IR B FITHe R B AR 4%
HLUTHEPREMAREZNEL., S5 N/-HEYERENT XA —F
(AUC, Cmax) IZDWTHERHRNT 217> 2558, HIE/NT A —% Dkt
oAl D Ll D 2= Ailog (0. 90) ~log (1. 11) T, 2D, IR TH
ETDHTRTOLEGTHEHEENFRETHD LN, WHIDEY
FRISMED R I Nz, D

(ng/mL)
—— 152V T T A T mg [h—17)
600 ——  Hr O TEILs
SEIME + BRER S, n=39
500
i 400
L3
EF‘
# 300
J
200
100
0& I
0 12

5% OKEH (h)

mg/ml) Sy g5 T s0me [h—1)

—— a2l 7rIL30
1600 A + B E, n=39
1400

aﬂ% 1200

F}é 1000

b/

i 800
600

400

5% ORE (h)

HEINT A—H BEINT A—F
AUCo-12 Cmax Tmax Tie
(ng + h/mL) (ng/mL) (h) (h)

9T 7=V ATl

30mg —17 | 3,238+1, 942 1,194+471 2.45+0.99 | 1.36%0. 46

&7 7uhTEIV30| 3,324+2, 201 1,254+610 | 1.94%1.08 | 1.40+0.55

CEEiE +AEHE(R . n=39)
IMAEFPREENETNCAUC, Cmax D)8 T A—F 13, #iE ORI, (RIER O BREEE -

IREE S DR G AEIC K > TRIR D WHEMA B 5

16.5 HEft

TEREREA  (661) 1C1E30mgZ iR F U &%IC, £z, 1[E15mg%
BETICRIBELZBE, Riucid/atm e L Titah, 5>
VTSV ORERER S N5 7. 12 5%24ME TO
R R R1313. 1~23. 0% CTd > 72,9

17. BRPRRRIE
17.1 BHERCRSMEICHT 3R

(BiEB. TZERAR. MAMER. BRMERER. Zollinger-
E Il isonfiEf%EE)

17.1.1 BRNEL/IHHEER (—RERREABRRO _EERER)

FRANBF 2G0T, 1H1F30mg 2 —ARERRALER TI3E & L T2~8ifH,
“HEMLECT BT8R (B R UGHER (+f55EE)
LS L BRI B W T s NEBHIED M TO NS >V 75
V= VRGHEL 109 OBERIRIERII TRO EBD TH S, 9~

REA Hil% RIEFIER GRIEZHE)
B 575 505 (87.8)
ti=) gy 445 418 (93.9)
Wy BRI 19 17 (89.5)
W R 2% 67 61 (91.0)
Zollinger-Ellisonfi 5 1 3 3 (100)
At 1,109 1,004 (90.5)

HEINT A—H BENTA—H
AUCo-12 Cmax Tmax T2
(ng + h/mL) (ng/mL) (h) (h)

I T 7=V ATl

- 1, 332888 472.24+187.3 | 2.53+£1.08 | 1.34+0. 64
15mgl h—")

70> TIN5 1,273+903 | 521.4+248.3 | 2.124+1.23 | 1.78+2.38

CE1f + BEYE(R . n=39)
M5 PP IEN TNZAUC, CmaxZ5 D/ 5 A— 4 1E, Wl OFIR, AR o HREE % -
WS DR BRI & > THRIZ D WTREE N5 B,
(VTS =IVhTEI30mel k—71)
2T I =IIHhTEI)30mg [b—7) &¥ 7o 730
Z, 7OxF—N—jEickoEnEnih I (52 T57-)b
ELT30mg) Z7VU7 T ADKRESITEERAB TICHABERE 3%
LU TIEPREMABEZITEL., HoN/-EYBENS XA—F
(AUC, Cmax) IZ DWW THEHRNT 21T o 72558, HIE/NS XA —& DXt
oAl O Sl D 2 A3log (0. 90) ~log (1. 11) T, 7D, BB TH
ETLHITXRTOFRMETHEHEENFAETHL I ENS, WAIOEY
I E SRS Nz, D

Bridsigk. () Pk

7B, BEBELOT RBRE RS 2R & Ul “EHER LT R
DFER. T2V T 7T —=)VOFRAMNED 5N TN D,
X7z, 1H1R30mgZ SR N# 53 5 2 LITX Vil & HE SNz
W EE R DEF T RIT, S SICHEREE & LU TLH1E15mg % 241
IR 8¢5 U7z “E BRI IR ORISR, 52V 75—V OEH
AR EIN TN S, 230

GO S A B RIEEREE

17.1.2 BRELIEER CETRHR)

B NEE 24T, 1H1EISmgZ#E N5 U 7= — B E M Lhiod il
DR, B 5HIBHAEM T O OIER BB OEIE (PovE) 1
Z 20 T3 =)VEGHETOT. 9% (6961, 7T aREET42. 9% (7261
TH%s,
BUWEMFEBIAEL S >V 75—V 5 T8.6% (6/70) Th o7,

(1&Fﬁ§7 AEBU U BRERICEITSBEEX I+ ERESRD BRI
&) =

17.1.3 EREIHERR CEERER) RURBBGHIZSHR

KFARY AEY > (1H81~324mg) DOEHHRGEZNKELL, NDOHEE
XIS OMEREEAE T2 RABEENRELET Y TS
V—)VEE (LH1[E15mgiR O G,) & ktiaRE & o — & 5 i il
DFER, PRIMHTEC 331F % Kaplan-Meieri: 12 & 0 #E5E U 71595014
361 HIF R D BIEE I T ZHRIFER O RERERIL. 5>V TSIV —
JVEED. 5% (95%SHEIXH 1 0. 00~23. 96), KTHABEST. 7% (95USHEIXH
29.33~85.98) TdH . MHEHTHT B\ — KEIX0. 0793 (95%(EFE
[X[H : 0.0239~0.2631) (logrankfRiE : p<0.00001) TH-7e. Fiz. &
FRAGATERIZ 31 B Kaplan-Meierik iz & O #E5E U 72 16 9E B 14361 H B oD



BB X T IEBEEO REBERIX. 7V T I —)VE3. 7%
(95%(ZHEIXHE : 0. 69~6. 65). KfHREE3L. 7% (95%ISHEIX M : 23. 86~
39.57) TdHD. FEETHT D/ — KLEIX0. 0989 (95%(E#E X[ :
0. 0425~0. 2300) (logrankfiE : p<0. 0001) Tdh 7=,
X5, ERBRBIFERTTI >V 75—V 2L T, H50
13, MEERZE SV TS0 EZ T, 1H1[E15mg % 24 R
O35 U= Elkmi 523 Bic B\ T, BIlE U3+ 5 BiEE O 5E
G ILSY VAV YAt
BWERFBISEREL S > 75 =)L 5RT16. 2% (55/339) THV,
F2EIERE. E4 1% (14/339), FHi3. 2% (11/339) THo7z.®
D 2T 04 REFIAERREN G ORBRAITIS TN THARN,
GERTOA RERRERBRSRCBITIEBEX I+ EREEDER
D)
17.1.4 BRELIERR CEERER) RURHH#HGERSHER
BT U F. BRMAEREEES OREEM OO, JERXT O RER
RIEEDOER 52 0EE L, MO EE I+ ks MR
BTDRAEREEZRLELEZS Y TS5 —)VEE (LH1E15mghé 4%
5) R E O HE MR B OfEH,  Kaplan-Meierik iz & 0
HERE U 7= R B AA361 H RF a8 O B X3 T+ a5 TES O R ERIL.
T2 T —)VEEL2. 7% (95%EHEX R 5. 85~19.59), XtHEKE36. 9%
(95%ZHEK R : 27. 51~46.35) TH . MIEHIHT 2 N\TF— R
0.2510 (95%(Z#E X[ : 0. 1400~0. 4499) (logrank#7E : p<0. 0001) T
Holz.
BIVER BB S > 75— VIR 5 ET15. 3% (28/183) TH D,
FEEWERT R4 4% (8/183). & A A MY “IffiE2. 7% (5/183). {FFk
1.6% (3/183) THo/=.®
(BEBNIITIIEREBICHEIEAY NSy — - EO VR
17.1.5 EBRELIERR CESFRHR)
AU NI H— - EO GO B X3+ i85 O B 2 %t
S ELUEREOERRR (52T —=)b. 7TEFI U KK
V751 2071 3> D3FHEE) ITBIFBREPDRIZFEDEBD T
H 5,
HHE I BT DRI (THERO%Y)

Ee N EES IR e 515k FREg#
7>V 75 —=)l 30mg
T7EFT U KW 750mg (1) 2[6]/H 87.5% (84/96%1)

2759 Z28%1 > 200mg (J11ii)

7> 75 =)l 30mg
7EF U 2K 750mg (F11il) 2[E]/H
25 2A<A > 400mg (1)

89. 2% (83/9345)

ARG IO B DEREER (TH RO 55)

Fe N EES TR e 514k FRE&#
7>V 77 —)l 30mg
TEFT U KW 750mg (1) 2[6]/H 91. 1% (82/90%1)

2759281 > 200mg (J11ii)

7> 75 =)l 30mg

7 EF U KR 750mg (F1if) 2[81/H 83. 7% (82/98)

2751 20%A > 400mg (J7fiff)

R RIS AA A R ER E R R E L,
BIVE R FE AR 1X50. 5% (217/430) TH O, F/aFIMEMIXEAELS. 7%
(59/430). "FHFi8. 8% (38/430) TdH > 7z.®
E£\*E&UﬁﬁfﬁbhtﬁU:Nﬁ&~-Emu%ﬁ@+:%%
BB T B ERE QBRI 1BV T D, [FFEE ORBERAED
5N TND,H
TE2) BEAE I ML MR ORUE DTV T B IRk,
) FEAORGE, ES5HMEITEOLBD THY, ENOKRML - AR
1%, [6. 28]
KXE:Z>V T —=)bELTIMAB30mE., 7EFT U kM EL TlH
1, 000mg (F1fi)) le X7 V) 20 < A 2 > & L T1[E500mg (F11ifi) D 3% 2
LH2ME. 10 H U314 H R O 5
WE: 52V S5 =)L ELTIE30mE. YEF U KM EL TLHE
1, 000mg (F1fh) B Tr7 5V 203 A ¥ > & L T1RI250mg (F11iff) D35 %
TH2ME. 7HMRO%S
17.3 ZDfth
17.3.1 MFEHR MY VICRIFTEE
1H1E30mgZ . HilEEFICESHEMROKEG LSS, mEH A~
U U ANEDE B LANED 5NDH, B5H TARBICEET 5,2
17.3.2 P MEREICRIZ T RE
BigE &k O e hiE BT H1E30me 2 SIEMIRE 3% 5 L =54,
JassF>, a)yFJ—). GH, TSH. Ts. Ts. LH. FSH.
DHEA-S, ¥ A MAFOY, TAMIIVA—IICTAEHE L KIFE T
1), 20
17.3.3 BHEOADHBIRNZE CRIXTHE
BigE &k O e hiE BT H1E30me 2 SiEMRE % 5 L =54,
RGO N IR S I B 2 RIE S Ta 0, D

18. EIHER

18.1 e
T2V T 5 —)VIS BRI R AL O BE A BRI AL AT L 2B BRI
K DRSS &R TR RN EEE L I N, Z OB A RYD
BRI ICRTEL T T O h >R TE L TOREZHSo TN
H*, K*-ATPase DSHI: EfEA L. BEBEEMEZ2MHIT 52812k D,
iz MHe s EE 2 50 5,30~40

18.2 BEgm I HIER

18.2.1 RYZHRKNY VHIES W
R AN D1H 1A 30mgH EN NI 7 B O 5ic X D EHE
B i RIE R 25380 5. ZOIEMIS #5240 % B 5kt 9 5.9

18.2.2 4 > RV UHIES W
TR A~ D1H1[EI30mg7 H R O % 512 & 0 A7 B 1§ 5 i 0l
TERMED 5N,

18.2. 3 &AM
R AN D1H1[E30mg? A #E 0% 512 K 0 BRI OB & iz
HH RS 5N 5,12

18. 2. 4 24B%R ik
R ERE R AT BT B 24K I B IR EGRBR T, 1H 1[E130mg7 H R 4%
BIZLD1IAZEL TEBWOEFHSIMEI2GED 55,4

18.2.5 24B5EBApHE=S U > &
fREERR A e O+ 38518 B RE O B 3F ~ O 1H 1[8130mg5~7 H fif¢
O#¥GICED, IHZ@EL TERALER > WIHIERNED 5N
%)o 44), 45), 46)

18.2.6 24B5E FTERREANPHE=S U > &

WM B R B EADLALE30mE? ~9 H & O 510 & 0 H A
FRRROFZFHZIEHEERIGED 5N 5,22

18.3 AUaNnsy— - EOVREOHEIER

18.3.1 7EF U AR O SV AORA 2 EBICT VT
V=NV EDHRIZED, BOKEEOFHEMFPIBED LANED
515 (T ).

18.3.2 NUONTF— - EOURBEIREICBITZ T >V T/ =)D
BENIHANpHZ ERSI®S 2 &1L, S TEFI U >
KW, 72020312 > OPEEREZED D2 LICHDEEX
5?}16038)'48)'49)

19. B SICETSEAEFHIME
MG HsC 0
\ g F
N/

H
N
X
N0 OB (K

—fks : 5> 75 —)l (Lansoprazole)

{b224 ¢ (RS)-2- ({[3-Methyl-4- (2, 2, 2-trifluoroethoxy) pyridin-2-
yl] methyl} sulfinyl) -1 H -benzimidazole

¥ - CieH1aF3N302S

T E 369. 36

% R e~ HEHAORREOR KR TH D, N, N-PAF)LK
VAT 2 RIRTRT LK, AY ) —JLIZRRRITRT <,
I% /7—)b (99.5) IZRRBETIZ< L., KiZIZFEAERT
BV, N, N-PAFIIHRIVAT I RIFHKR (1-10) 13hEetE
ZRITIZN, FEFREENED 5N D,

Al KI166°C (R

22. A%
(SITSI=IVhTEeIbmg Th=T1)
10047 7))L [107 7)1 X 10 : PTP]
500 7 tJL [104 F&)IL X50 : PTP]
700 7))L [145 F+E)IL X50 : PTP]
(SoVTSI=IhTEIIN30mg Thk=T1)
10077 7t)L [107 7)1 X 10 : PTP]
500 7)1 [10% F+&)JL X50 : PTP]
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