sk 20264E 7 HEkET (BE7HRD)
% 20264 2 A2ET (55600

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 —.v—ll_.\ (A@%%‘u‘i*ﬂ%b&(’\(—t)
2.1 BHN OGRS 5 MEIEDOBEERED D 5 BH
22 VY VIEEERE RS oBE (101 2]

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
BRALF & > . KERILT VI = o, FEEEHE. vy, R
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

TS b ) A
(TR VRIK) ¥IF 0, BILF 5 >~
4000, 77 ) VEREES R ) T A

3.2 HA DMK

<7 ad—)

Wiz 4 GYIVTITT=NATRN | TUIT TN TR
e 15mg [NIG 30mg [NIG)
i L S HEAEH, AEWSHG~DbT 20
- HE | e AR O TR VE] (NEBER IS EETDH
%)
, < \
b4SI 525 | G2g1
K& 459 TRV 25N TRV
%’% 175mg 334mg
kgl t 524 t 525

4, WEEXIIHR
(529 TZJ—=IhT+EI15mg [NIG])

OBEE. t_EBESE. WAMEE. ¥AMEEXR.
Zollinger-EllisonfE&EE. FEV S AMBREVRIE. BAET
ZEY U HBRERICH T2 BEEXIETRBEZOBEHRMEA.
JFERTFOA FEARERIRSFICE T 2BBEXIT2EBE
BEOEFEME

OTFREICHIFBIAUaNTL2— - EOYDOKREDHE
TiEE. T2iEBEE. EMALTY DN, fefEtm/ MRk
iE. RHBEICHT 2ARBNAEEE. NNy 48— E
Oy BEEER

(29T 5YI—=NHTEIIL30mg [NIG])
OFREE. T—HBEE. WARBEE. UFRAMHEER.
Zollinger-EllisonfE{&EF

OTFRICHEITBEIAUOaNY 42— - EOYOKREDHHE
BiEE. T2EBESB. BMALTU >/ \E. ﬁf"riliﬂd\ffﬁdﬁé‘
fE. RHIBEICH T 5ARSHEERE. ANVaNT 44— -

Oy RERE R

5. SHEEX IR ICEHET 2 FE
<%§§7ZEU>&5ﬁusw%%%§zu+:ﬁ%ﬁ%®ﬁ%

0

5.1 [ie - ZEROEEIH O 72012
LT BEEREGNGE L, #5612
TGRS OMETHET A2 L,
GEXF70O4 FERRESRERICH T3 58EX I+ aEE

DFFAH)

5.2 BETY v~ ZIEREEIESIC B AEREHED 0123k
A7 0 A NP fi%ﬁ@Lﬁ&%LTw%%%%ﬁﬁﬁ%t

RO T A ¥ % ki 5
BELCid, BiEsud

L. #5BIGICE LTk, B U+ ialsiiss o T & iR
?%:(‘:o

%%k 8.1 AHIDEHHG1C

(ANYanya— . ¥aly OREOFEE)

53 MATHIEMALTY ¥ 2SEICxE3 AN TNy ¥ — - ¥u) i
BHRIEOEMMEIHET L T,

5.4 FEMIMIMGRAEICS LTk, 74 FI4 v &2, A

JanNy y— - Eu) BREIERD Fﬁ@]t#ﬂ&ﬁéﬂéﬂﬁu
WIGEXITH) 2 &,

55 RHEIE I3 A2 NHENGEZE AL
F— - ¥ RHEHRIC X B BREOISREIHIL
LTV,

56 N anNyy— - Eu ) EEERIAVGDLIEIZIE. N ans
5 — - tD'J DEETH B 2 & ROWHEHAEIZ L Y ) TNy
F— ¥O ) BRPEEHETHLIEEMRTHI L,

6. AERUHEE

(BigE. t=#BaE. WaEiEE. Zollinger-EllisonfE&EE)
WHEL MAICIET Yy 75—k LClE30mg% 1 B LR $%
542, Ccib WE. HiE. WAREE CEsSEME T, +=
e Cl36AM E ToxG L3 5,

GERERER)
T B‘U\b:zi?‘/‘/ 75— Ve LClE30mg% 1 H1mFE %
55%, B, ”81’][“"1&“(0)?15-}:?%0

SIC. TS - PR ARV R Al S ORI B W T

E. 1A15meg & 1H 1RO 53 2 25, RATH5OEAEE, 1
H1M30mg % #2459 5 Z L AT 4,

GEUS ABEREYRIE (H7EIL15mgDH))

RPN

. ANy any

xS B A AR

WHE. BANCIET v 77— e LTlbmg% 1 H 1R O#
5950 b, #EARKNE TORE LT D,

(BRAE7AEU U BE5EICHT2BEEXE T B EEOER
& (BT EI15MmgDH))
WHEL. MAICIET v 7o — vk LClEl5mg% 1 H 1AK%
53%,
GFEXTO4 NERREERRERICET32BEEET2EBEE
DOEFRME (AT EI15EmgDH))

WHEL MAICIET 75—k LClll5mg# 1 B 1R 4%
54 %,

(AYanyg— . 0l OREORHEE)
HHL AT Y 75— e LC1A30mg. TEFT LY

YK E LC1I750mg (i) KUYy ) Au~x AL
CT1m200mg (FIfli) O3%F)% [ ZIH 20, 7HHREOHRS 3 5,
B, 7)Ao 0F, LEICS L CGEEET S Z LY
T& 5o 72721, 1[400mg (Jifli) 1H2M % ERE$ 2,
TahrryRYTL LYY — TEXFVVY VKWK S
7\D74>>®3%IJ?Z%‘L ;Zw\u aNy F— - ¥ OBRHEE
RO OBA L. SHUCb A ERFEE LT . A
?yviﬁf—thTMBm@ TEFTU) VKRME LT
1E750mg (Jifii) BOA b =4V — )& L T1H250mg® 35|
ZERCIH2M, 7HBREO#RS T 5,

7. BERUVAEICEET EE

(FETRHERER)

71 ‘fﬁa‘ﬂ?«% 2BV, IDIIEISOmg@&Ef ;t 1D11E115mg?i5ﬂ¥3
WZHIE L7267 £ 15mg TREIESAR 5 1ZBR 2 o

GEV' 5 A B BB TRIE)

72 G- Fh2E % % Hzrt L CRIRZ MR L IEIROUGEER 2
FRO BN WA, RS DALO KHAE 2 515 72D Mho

//JIZI\-

FT’C)J&( F?'\@*E’E:?‘Féﬁ“% Eo [1515 ]

8. ERLEFNIR

(*hREiE)

LD~ 7k 2y AUER D HbID T LS
HBDT, KA RINBG5 BB, ERIICIAF~ 7427 A
WEEMES S Lo [1118 BH]

A-08



(BiE%E. +=EEE. WaSaE

8.2 EMMARMRIZ T ThVwoT, MFEEICIIHWRNn E
HEFE L,

FRERER)

8.3 MEFFEIEICBWTIE, 5 - TR K3 BE IO LIRS
HZ el L, KRRMEFREEOVED L WERIHRG T2 0%
WEIYEETALAZE, /2, 1H1E30mMmgX X 15mghFx 512 &
EREIRAEDS RN b7 0 ke 3 2 4EB T B d 3 G-k i &
DTS 2 BTN EHB SN L6131 H 1 15mg |2
I 52 &, B, MEFRRETIEEIIC IR % 5
M3 5 7 EEIEE AT T EAEFE L,

GEU 5 AME BEWRAE)

8.4 MZIZ X Y el), BSOS RDSHEY KL ASND 2
& (LAMBY2HLE) 2RO 25T 5 L,

%8, AFOFRGHHIE. FEESE OB & O oE b
BICLDERZE#T 220D LOT, AHGEHRESICLD Z
NODERTRVWI LR EET LI L,

9. FENEREEIHBEFICEHTIEE

9.1 GHHE - BMEEEDH 2 BE

9.1.1 EMEBEDEIFERDH 2 8E

9.3 FrigelEE8E

AHIORH ., BEEDSIZIE ST 5 2 2B 5,

9.5 I1TiF

TEIR IR LT 2 0 REME O & 4 RIS IZE# Lo B R
FtE % BB EHIB SN A ICORZES T 52 L, Bt
(7 v M) BT MR RE IR O M HRE LD &
W2 ERRDOLNTWAD, 72, 79 F (F130meg/kg/H)
TIHRERTEOHMPEO SN TWEY, 2B, Iy MIT vV
75— (50mg/kg/H). TEFT U A (500mg/kg/
H) RO7 99 2a<A3y >y (160mg/kg/H) % BEHRS L7285
Be, HECoOHREORRE & O IZRIEOSEEINHI OR5R )R
DHEN TS,

9.6 ®ILiE

IR EOE IR ORI O A I Z LI L, 125 oMk L
HIEZ#E T 5 2 Lo BEER (5 v 8) TRILPFAEBITT A2
EDHE s N T DY,

9.7 /23
MEEE MR L L 72 RABIEFER L T v,
9.8 E#E

BHED? ST 2GS 5% CHEEIRGT 5 2 &0 —FRIZHER
BHTIIBRDWRIICT L CB D, £OMmEIEKREROIKT 5%,

10. HE1EH
RENTFE & L CHFEEDR I ZCYP2C19 L IZCYP3A4 TR &
N5,

F 7o, KH OB WINEIERIC LY . BRI ORI F 23 L
BT 2 2 B D,
10.1 BFREZE (HFHALAEWI &)
A BEPRAEIK - $E TR

BeFF - fabRii

NIVE Y IEERE
TVa7 b
(22 ]

YV E L) CIEERE D
fER % 553 5 B2
W 5o

ARFH) O E B G R
Hizshyrveey »
IR O WA T L.
YIILEE ) ¥ ok
KT 3 5 W REMEAY
2o

10.2 ffRAEE BHFRICEETSH L)

L BRARAEIR - S8 W - falriE T
TATA4) Y T A7 4 O | AR A S R R

EVrETS2Z b
%o

EFHEL, A7 1)
o AERMET S S
EISEZLNTWV D,

& ) L AR

¥ 7 uan) A A
JER LR T DI END
5o

ARFH) 23 S A SR
B2 709 LR
DORH &AW HE
ThlewLEZLNT
W5,

vakiy
AFNT TR

TEFLHEEH O 1F ] & 3 5k
SAWRENED S 5o

ARH) 0> B W 53 ws 3 ]
Mickyyaxyro
Tk 55 15 A3 H i &
TIF YL
M LR B REEA B
5o

%k

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 = 7K
FIINF =T NIV
T kAN

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) o> F g g3 w0
M & 5 BWpH SRS
LFONIVEAIILAY

VR E O WA ) &
NDBENDD D,
WRFEIIAHTH %o

ANMMLFH—D AMMLFH—boll
WS ERT Bk
WhbHo MmHEDO X b
ML FH— b A G
BEAIE, —BFEICA
LR
LEEET AL,

TE R H A O 1 & Bk
2D B o

TJr=hrf
VAV VAP

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

11. BIER
ROBWERDH S bNE I ENHHDT, BEE 51T,
WA SNGE 3G Ik 2 7 L) 2 ILE A 4T
t o

11.1 EXEEIEA

GheEiE)

M1 7F77147%>— (25%5. AEZE. TREH#ZE)
(01%AKiED) . av 7 (0.1%AED)

11.1.2 AMEGR S . |FBRIRE, FMIMMEEM (0.1%A#HED),
FEREA (0.14%E), M/MRED (0.15%ED), &Il (0.14%ED)

11.1.3 FFBEREE (0.1%Am™D)

#H, AST. ALTO FRE %00 EEZTFHRREREESD S b
LN,

11.1.4 hEHREIEIFEFMAEE (Toxic Epidermal Necrolysis :
TEN). REBF5EIREREEE (Stevens-JohnsonfEMREE) (0.1% 4
mmm

11.1.5 BEEMR% (0.1%Ai0ED)

SEE WM, DRURREE, R O RE (R5E) S0 5 b
AIIE, ER I EX AR O 2 L . AF OG- dik
L. AIEREEARNVE CHIORGEORBY R LELITH) 2 L,

11.1.6 RAEBEEMER GHEAH)
AUFEECELIELELHLOT, FEMAME (BUN, 7L
TF=r ERSE) ICEETAHI L,

11.1.7 RAEE CHERH)

11.1.8 &K~ J 2 I LME GEEARN)

ARAOEHBG LD, QTHE., &&, LUONEE LI K~
I LAMIEDRH SIS ENDH L, T2 K7 AT 74l
SEVHEIR L 72K Vo 7 A E . Kh ) 7 A RESS O TR S H
AEIDLEDNDH D, NS DOBBEARTEVEDNDIERD D 5
NWaI2iE, P~ 27 437 ZEEONE TV, BEDRD
LNZEE. AT AOMTEOHY REEITH 2 &,
(81 ]

(ANUaNyg— - EOYOREOHEE)

11.1.9 BEMXBRAZFOMELF>EELEKERX (0.1%£0E)
ANYIANZF— - O OBREICHCE TEF ST VA,
7 5)Aa<A YTl BIEERE RSO Z ) EER K
WG H Hbid Z L0 AHDOT, 85, HREO TR S b
B A IIZE B IS 2 kT 5 % S R B R 2 L.

TED) SEBUBIE KR £ COMRRBUT SR TR RIZED <,

L2
3K
-
Z



%ok

11.2 ZOOBIER

(BEE. +-iEBEE. YAMEE. YRMHEER. Zollinger-
EllisonfEf&EF. JEU° S AMBREWRE. BAE7 AL S50
KB 3BEEXETZHERESOBREMGE. JEX 7040 Mk
REERSEICH T 5 BBEBEX I TEEEE OB

0.1~ 5% A 0.19%A:if§ HHEEA]
SBABE B, ) ZIALBE
) HRaMLE LY 7
-
-k AST. ALT. Al-P.
LDH. y-GTP® L
)
ik TTERER I S
FERl A AL, TR, LB [, e, AR | E %k
PEERRS I KRB IR, BERE. U8
(collagenous colitis|fiE. PREFHE . TN
SR % i) %
TR | B . IRAC I DOIKEE. AR, ©
F v, IRk
Z oAt FEL BRIV AT | WHELAE., FE 2T AEL B,
O—), REEO ER | BEK, - B | MEKE. K-y
LU, TR L | AdEE. 7 ) 77 24
O U, WA, B, v sy A
£ I

W2) FEBURE KRR £ COBRABOUIEEBGE AR EOM RIS (o

H3) FHAHEBET 554, collagenous colitis®EA338HL L T\ 2 W HEMEDS B
Liz, RN ERFNOFG &I 5 2 Lo B R HEE
b A, HHRINEOREZRDLZ ENHLOT, T, MEIFED
LNBHEITIE, WY RAEEZIT) T L,

(AVanNy &— - E0Y OBREDHE)

5% 1~5%Aii 1%l

LR HRAE (137%) . T3 | IR HEERI

(9.1%)

Bl TR, PE
fEf. OW%k. &
PN b TR b N
HAE AT, AR
&

=X

iR AST. ALT. AI-P.
LDH. y-GTP. ¥

YVE YD LA

i3 T IR R
L. fmkiEs,

#if

IR A

B 55 Z ¥

Fraie R . RA, ©F
Wy AR LU

&, ) DIREE

Z DAt M) ZTZY)ET AR,
RO L5, oL
AFa—=VD 5 -
KN, REF .

e

H4) HEFRREERE LI T ZBBRE B2 vy T, TE
FIU)UKAMIR O 5 AU~ A Yy O3FES- O RERK G IC K
{o
B, HETITONFHBR TR SN TV AEIER (1%L
b)) 3kokBYTHbL,

5%LLE 1~5%Ai
ekl T (13.2%)  WRE BT, WEML I g, T,
(8.7%) HHE R g
JFF i AST. ALTO I3
B 35
e R B, O

5) BEFORIEH B ST BRI CB AT vy T I V-V, TE
L) VKWK 5) Aux ALy A RO =¥ T — L D3F|
B 5O BRI o o

12. BFRBRERRICRITITRE

AN angg— -0l OREOREE)
FSUIVTIIS=NVEHEOTA N R TA LY =R TEFXF TV
D UARRMW, 7)) Auv A Y VEOPEREL A o=y
V=V ORI R 5 T EZ Tl BCIR B GERO Bk
RBEVE 2 A REMEDS D 5 720, BCIREMEGIRICZ X 5
FHEZIT ) HAEITIE, TNE QA O 54T #2408 DL O I
BTHEBTHIENET L,

14. BHEDEE

141 ZERZFEOZE
PTPAZEDOHANIPTPY — s 225 M) L TR % & 9 fRiE§
52k, PTPY — POREERIC XY . LA E AT A E R~ A
L. B2 B L CHBARSOEERAIEL 58T 2
ZENH B,

15. ZD/DEE

15.1 EERERICED 1%

(hEEHE)

15.1.1 AFOEMHEKZ G HICBEMEOE RY) — 723072 L OGS
H5bo

15.1.2 AHIOFGVEWEIC L 2ERZET 22 £ 2H 5D T,
TRV EERERD D 25552 &,

15.1.3 W/ BT 2B 0BT, Yar Ry T4 el
5 =12 L BWEICBWCEMEBEICHE D REE S, FHEEE
Pi. BHEEITO ) 2 7B ShTwb, i, BHERY
FEHIHE (HELLL) ofRE 207288 T B0 27 58
Lf:o

15.1.4 WHMC BT 2 BICAREEZ R E L 2EBROBREHE T,
T NSRRI ey — TG LBEFEIIBYTIOA N
TIL - TA T AL B BEEGO ) A NG ST
‘/\%O

GEU S AN B BEWTE)

15.1.5 AEWNEENTHOE) A2 Th A h g, s, 29
WETHTRD ) OWFTIUTHFEY L2 WA I RR OEF R
PRSI W EDERABRIC L DV RENTW S, [72 3R]

;%ﬁETZEU>&$ﬁﬁ$ﬁé§%ﬁ1ﬁ+:ﬁﬁ%ﬁ@ﬁ%

e

151.6 IKHE T A YY) V5 ERICBT 5 BilE UL+ ZiREEE
DFFE) AZ1E, ANV ANy y— - ¥a) BB O X
NEFELWHREMEDH D 2 & DSERAERIC L W RIB ST b,

15.2 FEERPREER ICE D < 1B#R

15.2.1 7 v MI52:M MR EIRE O S L 723k ¢, 50mg/kg/ H#
(B EZDF10065) 128\ CT1BC B RS A 520
LNTWAEY, E 512, 247 A B@HFECHRS L7232 T. 15mg
/kg/ B LA E OB B\ T B o R B AR o SRS,
72, 5mg/kg/ HU EOFEZBWTHO VT /A FEEH LD S
nThBH, Mz<, M7y Fd1bmg/kg/ HULER T v F
50mg/kg/ H LA O FEZ B\ CTHEMEZE4E O F8 A SHE O 3N AS5880
LN TWw5,

i B AR IE L SRR ZE R I DWW Tld. Y A OB AR ER
A4 X, FIVOFEERBTIIRO SN, Ty MIEERELE %
Zbb,

1522 I v bMi2g v 75— (15mg/kg/HUE), TEFY
) YKEM (2000mg/kg/H) & 4ABRAFHZREIHS L 72357,
BOA 2Ty 75—V (100mg/kg/H), TEXFT ) ¥
KW (500mg/kg/H). 759 Aa~4 3L (25mg/kg/H) %
GEBE PR ORS L2RERT, 7EX Y0 VKW E B D
LIPS L 7B R R DSERD N T W 528, s T
EX ) YARHPHERBIH B L2 DTH ) . AR TH I
L7z D TR AW EDFEREINT WS,

16. EYHNE

16.1 MAFEE

16.1.1 EAE%KE
FUITTT=INDINA FTNA T EN) T 4 [ IIERR TR
OH5ND, EHERA (66]) 121F30mgx 7 0 A+ —/N—E12 T
AT ORI, o0 HlofER A (661) 121 15mg% i
B TICROY%S Lz, &I s > 75— Vo RZE K
AEL LR S, MsfCEw S Bl S s, 1RI30mg %
Be 5 L7238 O RBALR O MLTE PEMBYREFN /ST A — 71X DT
DEBYTHY, FEETENASLNTWDLY,

Eiash s 30mg (7T AF—N—ik) 15mg
%550 M fith M
Tmax (h) 22+04 3508 2208

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

Tz (h) 144094 1.60=0.90 1.37+1.09

AUC (ng - h/mL) 3,890 + 2,484 3,319+ 2,651 2,183 +2195

(Pl £ R, n=6)
720 TYVT TNV EKBALT VI =T A - KL~ T
AT ARFERICIRATA &, 92V 79— )b iEdhiEE,»
KFF 52 LDHECTHE SILTn 59,
16.1.2 REHS
fErER N (661) 121E30mg X i3 15mg % 1H 11A17 H A6 £ 12
SRS L 7B g g o R, IR PEESE2 S kNS
Wb D EEZ S5NDY,
16.1.3 SV T IV—=I, PFEXIDUKMPROGIZU O
YA D U RREOEYERE
R A (661) 125>V 7TV =k LTIH30mg. 7E*x
U VAR E L CLEL000mg (Fffi) RO 7 5) 2a~A v
& LCLA400mg (FIfl) O35 % FERICRE I G L 2B | 5 o
VT T = I DOREAMR DY BREFN 8T X = F T TERDO LB
)T 56,



AT
Tmax (h) 17£05
Cmax (ng/mL) 1,104 £481
T2 (h) 1919
AUC (ng - h/mL) 5,218 6,284

(P39l + LR, n=6)
B HIDFRED 37 & % o> ML i e |3 B G- Re oD I ke
FE LATIZIRBRDIERE 2 7R L 720
72, MR (7TB1) (23K & [EAko & T EKCLH 27 H [
ARG L 2R O3 EREN 6 . FMIEE 2V EER LN

%o
) ANYany g — - ¥ ) BRI B ARREHE L HE L R D, (6.
ZH ]

16.1.4 £YFHREFMHER

(52975 =IbhTEI15mg [NIG])

1) 97—V 7E)Vlbmg [NIG] ¥ r7uari 7%
WIs% ., 7O A4 —N—FZL ) EnEN2h TN (5097
F =)k LT30mg) e AT T2 R L S L i
WP REMEEEZIEL., BONTEYHE T -5
(AUC. Cmax) (22 T0%MEHE X [H¥E 2 THRERHIRIT 2 17 - 72
FEH, log (0.80) ~log (1.25) OHEPANTH Y . WiHIDEWENY
A SRR S 72T,

1400
oy 0 1 5LUTTS L H TN Eme  NIG
2 1000 o ¥y urhr 15
g SRR n=20
R
e
=600 F
s
& o400 |
g
200 |
0
L L L L L L // )
0 2 4 6 8 10 4 24
P 5% 0WE (hr)
SEWBFEINT X — &
el | AUCox: Cmax Tmax | Tiz
(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)
FITTT— 2 29358 956.1 26 185
71 7% V15mg [NIG | +1366.3 +316.6 +15 +127
o 2696.0 9199 20 162
pr7RenTEMS 30| Josss | os3388 | £10 | +113

(P + 2R 75, n=20)

I IR NMZAUC, Cmax&E0 /8T 4 — 7 1%, #ErE o

;)R\ PRI OFRIUAIEL - B O BRS I & > TRA B HetkDs
;&)O

(59T ZJ=IH7+I30mg [NIG])

2 S5V 7=V H7t30mg [INIG] &% 7r7ar 77+t
W30%, ZUAF—=N—=EIZL ) ZENENII TN (09T
T =& LT30mg) BN 112 £ B R 13 5 L <
HHEREMRREZNEL., BOoNTEYHE T X —%
(AUC. Cmax) (22 T0%1EHEX M : 2 THERTHENT 2 17 - 72
FEH log (0.80) ~log (1.25) D#PHNTD V) . MiH| DLW Ry
SRR S AL72T,

1400
1200 s .

0 1 FUVTF) =T 30mgl NIG
1000 F ® ¥ a7 N30

TR R n=19

800 |
600 |
400

ML i (ng/mL)

200 ¢
0

0 2 4 6 8 10 24
5 % OREH (hr)
HWENRE T A=

5| AUCoz Cmax Tmax | Tiz

(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)

FYIT I =) 30 3698.7 1037.6 18 1.88
51 7% V30mg [NIG ] +3307.7 +4329 +12 +152

oL o 3520.8 1076.0 1.8 1.85
FrTRIATEN 30 pog104 | =78 | £10 | £152

(T3 = B (26 . n=19)
ML EE N N ICAUC, Cmax®Z 0 /85 X — ¥ 1%, Wb o
W ARHOFREUAIEL - B ORBRSIEC & - TR 2 fetEd
H5bo

16.5 Bt
fEHEA (661) IZ1M30mg % i & T 3E&MZIC, $/2, 1A
15mg % #f T ISR OIS L2y TR & L Cikilt
S, TV T T VORBERIIRIN S e o 720 #2514
4R F TORRPPRIEERIE131~230% TdH - 729,

17. BRPRRGER

171 BEHROCLLMICET 535k

(BigE. +t=BEE. UEHEE. IHEMEEX. Zollinger-

EllisonfE{EEE)

1711 EARSI/IHERAR (—RERABRLC-ZESEHRAR)
WAEE 2 RI12, 1H1E30me % — RSB TIE T & L T2~
S, “EH ML AT AN (HiEE) KON
(T3S RS L 72 BR BRI BV T Rl EL g
ENATONTT VT T = V511096 o5 B IE R E I
TEDEB)YTHDHY B,

e Bl G (GEHEEE)
i 575 505 (87.8)
T AR 445 418 (939)
Wy i 5 19 17 (895)
T £ g% 67 61 (91.0)
Zollinger-Ellisonsi 5 3 3 (100)
il 1,109 1,004 (905)

sz, () MiE%
k. BEELOTTHEEBEEEE 2R L L ZEERIE
BREBOER, 0TIV VOFHESHEO SN TWD,
F 72, 1H1A30mg% 8MIAEIIH% 535 2 LI & D ifi & e
N B R OBE Z /RIS, SO LTIHLA
15mg% 24 A MR %G L - ZEE IR ER O R, T~
VT T VO FAVESTER S LT W 529 30,

GEU 5 AR BREVRIE)
17.1.2 EAENERR (CESHKRHER)
BN ARSI, 1H 1A 15mg & #E %5 L 7 Z &= H Mo

BB ORI, B BIRERARRE T o O EEIRH o4&
(FPfl) £ >V 7= VIG5 T679% (6961), 7J €K
HET429% (7261) T B3,
BIVEZEBIER XS v 75— VIG5 T86% (6/70) Tdh -
725
;fn%ﬁ] %;)7 AE) B EEICEIT2BEEXII T ZHRBEEDHR
1)

17.1.3 NS IHEFAR CEERER) RUORB#RERSHER
ST 2 ¥ )~ (1H81~324mg) DEHHKGZ2LEL L, »
O FES AT T RRGEEOAREY H T AR NANEEERR L L
725 77— )V (1H1ESmgR 1% 5.) LatEEEE o~
FEEMRILESS R ORI, PN 2 B1) % Kaplan-Meier{®:
V2 & W HEE L 7R RA361 H S 2o B s s+ iR s o
BREFHERIZ, TV T TV —VEEIS5% (95%EHEXH 1 0.00~
23.96). AIEEEST.7% (95%ASHAIX I : 29.33~85.98) TH V. *F
MREE A $ 55— FH120.0793 (95%EHEIX [ : 0.0239~
0.2631) (logrank#isE : p<0.00001) TdH 720 F 72, BHSHEHTIR
IZ B AKaplan-Meieri%:12 & ) #E52 L 7268 BI 46361 H IO H
BB T+ ARG O RRSSERIE, TV T T — VEBT%
(95%fEHEIX 1] : 0.69~6.65). A HEEE31.7% (95%IEHEXH : 23.86
~3957) THY . RIS 50— FIEI120.0989 (95%(E 48
X[ : 0.0425~0.2300) (logrank#i7E : p<0.0001) T - 7232 3,
E512, ERRBBIEEM I Ty ST — Vel T, H
W, MEEES VTSI I 2T, 1H1HE15mg
% AR G L 2 BRIk 5B BT BiEE Lt
TIRBES OFIEITFED b N o 723,

BIVEMSEBME XS v 75— V%5HT162% (55/339) T
HY . ELBEWEMIE, #41% (14/339). TFi#i3.2% (11/339)
ThHolzo

D R T4 NSRRI SO RBRE IS N TR,

GEXFO4 NEMRERRSEHICET2BEERII+28BES

DOEFIE])

17.1.4 ENSEIHEFAR CEERER) RUORPHERSHR
BIER ) v~ T, BREBEESES OISR 0I1IZ, EATF a4
FUHERO BTG 2 LB L, 20 BilE5E 3+ I8
BOMERE2 AT LIRABEENRE LT Y T — VE#E
(LH 1M 15mg I8 s:) & xt gl & o 5 bl B BR o &
. Kaplan-Meieri#:12 & ) #E52 L 72168546361 H I o> &5
TR EEOBEEERIZ, 7V 7T V= VEEL2.7%
(95%1EHEIX I © 5.85~19.59) . *JIE#E36.9% (95%1EHEIX ] -
2751~4635) Ty, BT 2P — FIKI120.2510 (95%
EIEX R 0 0.1400~0.4499) (logrank#se : p<0.0001) TH -
f:SS)O
BITEHIZSIBE LS v v 79— W58 T153% (28/183) T
HY . FLEETIETH4.4% (8/183). B4 A b ) ¥ IME2.7%
(5/183) TH -7z,



(BEBEXIIt+=BEEICHTIAUINTZ2— -
17.1.5 ERNFELHERER (ZEEHRER)
AN Oy s — - Eu) O B EE S IR ES O
Haexdg e LEBHOBKRRR (7077 —), TEFT Y
U UK 7 5) 2Aa< A Ly O3FIFERG) (2B B R
RIITERDOEBY) THBHI,
BiEIc B 2 BHE (THERORYS)
HFH D1 3%
777 —=)v 30mg
TEF D) VKA 750mg (F1fif)
y o) 2a<A 3y 200mg (F7fi)
577V —) 30mg
TEX ) VKA 750mg (11l
751) 2a< 4 400mg (JIif)

ol gy

x5 P =

2[al/H 87.5% (84/961)

2/nl/H 89.2% (83/931)

RS C B B REER (TH MRS
FIEH D1 55 e 5% B A =

7 v 77— 30mg

TEXY ) LAY 750mg (Ju1il)

o) Aaa<Ar 200mg (Foff)

75— 30mg

TEFT VY K 750mg (FI1M)

7 Z) 2a< A 400mg (Jifi)

2[al/H 91.1% (82/90f1)

2lal/H 83.7% (82/98f1)

W R 2 S FEAR AT AR 2 iR & L7
BIVE I SEBBIE13505% (217/430) TH V. EREIVER ISR
13.7% (59/430) . T#i188% (38/430) TH -7,
PN *l&v%ﬁfﬁbﬂtmunﬂ7&—-
ZARIGIES T B BT O BRIR BB (12
,\*"*73{ y)[‘o;hf\,\z)ﬂ) 38)
&Ufﬁﬁk &h«#ma‘u%ﬁw\TﬂMAlio
H3) FHEA oG =, HGHMMIE TRoLB) TH Y . EINOAREITEKL
UHEE R D, [6. ]
KE Ty 7T =k LTClE30mg, TEF VU LkME L
T1E1,000mg (Hffi) &7 59 2a~A 3> & LTlE500mg
(ii) ©3FZ1H2Ial, 10H 30314 H RS
W 77T —=)ve LClH30mg, 7EF T VKW E L
C1H1,000mg (i) K07 59 A0~ A& LCTlH250mg
(o) o3#I%1H2, 7H BRCOHES
17.3 ZOft
17.3.1 MBEH R PUICRIFTHE
1H1F30mg%x . H{EFEEE I CSEMEOHRS L25Ee. iEH A
b 1)) VEDOFE L LAPRO SN LD, HGHTLERKRIZEET
626 o
17.3.2 A MEEEICRIFT RE
B N O e i B 121 H 1R130mg % 8B AR 14 5- L 72
e, 7us 5, anvF—)b, GH., TSH. Ts. T4\ LH.
FSH. DHEA-S. 7 A MATUO Y, TA T IF—)VIFhERE
B RATE 22,
17.3.3 %*ﬁﬂﬁ@ﬁﬁwﬂﬂﬂﬂﬁthﬂtftﬁé%

v kot
BWTH, FRED

ﬁ(a B M O AR B i Es R 121 H 1 30mg % S R FE 4% 5- L 72
Yt HREONS (Jén‘ﬂiﬂ’@ﬁf,}# TR R E B,

18. JuHFIP
18.1 1EA#F

7 VT T = ik B RGERERNG OB AE A AT L 2R, B

2 X DR IG & ECUAAAN E RIS S X, Z OFRERFE A

%75 FRAERGIAICRAELTCTa by Ry T L TCoOfE%H- T
WA HYK-ATPaseDSHIE & 44 L, BEREELZIIHIT L2 L1
L0, BRWEIIIT S EEZ 5B 42,
18.2 BEAS N FEER
1821 NLAHZX MY LRIHSD B
&%Fﬁfiiz/\«@lEllI_ISOmgﬁlalth 17 H RO 512 ct B Ras
ﬁ@ SR IRIVE R ASER0 S, T ORI IZH5-24 51 4 b B $
%4
18.2.2 4 > R LRI

FERER A~ D1 H 118130me7 H IR 9512 & 0 250 7 B mR i
FIEHI A0 558,
18.2.3 wHED W

T A~ D1 H 1EI30mg7 H BE 3% 512
RIS SN HW,
18.2.4 24B5RG> i

fERERE A BT 2 245 ] B PREGRER T, 1H 110130mg7 H AR
HHICE D IH %@ L CHEMBOWMOEN L IIHAFD 5 b5,
18.25 24BFEBMpHE=42U > T

%F%)ﬁz/\&zﬂr TR R L E@E'%%«@lElllEISOmngEJﬂ

L0 BERIT WO 7

[RE S5 v 1H %08 U CHEM 2 BRI e 230 S5
7,46) 48)0

18.2.6 24BSE TEAREMPHE=SY 2T
W L S A~ O 1 H 1 30me7~9 H #1512 & b H &

EHFIR OB R IHIEH 2R 5 52,

183 ANy &— - EOVREOHHBIER

1831 7EXF IV YAMPRDZ 7)) AU A 2 EbizT
VTGV EDHRIC &Y LG RO FAR R REO LA
DROHENDD (T })o

1832 ANV ANy ¥ — - CaYREEEICBITAS V75—
VOBRENTEHNpHE EH X5 2 2: Eh. SN L7 EF
YV UK., 7 9) Auv A Y ORENRTE RS0 L LI
HDHEEZLNDLO S,

19. Bz ICEAY 2IEB{EERFR
— ik 0 5 > 75— (Lansoprazole)
b4 (RS) -2- ({[3-Methyl-4- (222-trifluoroethoxy)
pyridin-2-yl] methyll sulfinyl) -1H -benzimidazole
7373 0 CieH14F3N302S
7 369.36
%K BE~ERRAOMSEOR K TH L. NN-TVAF IV
RVAT I FIZEITR T A = VIZRREBITRT
o T 7= (995) IZRREITIZL L, KIZIFEA
EET RV NN-PAFUARLLT I FEE (1-10)
BHEEE R E RV, #RETESRO SN,
ARG
HsC (0]

— F
F

/ F

H
N \
N
/>_ S AN
N 0 RO BRI R
22. A%

(52VTS5J =LA THIL15mg [NIG])
1004 7+ [104 7+ (PTP) x10. EEHFIAY ]
(5> FT5J—=ILAT+I30mg [NIG])
100 7V [10% 7+ (PTP) %10, #EFAD ]
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