sk 202448 I TET (55200
% 2023410 2T
B IR
AR - 34

JOMJIRVT -4 7EES—

BAERA SvYISY—IEENT I
e 5YYF5Y= M n7en15mg P94
S5YTSY=)bn7w1030mg ¥ T4

LANSOPRAZOLE Capsules [SAWAI]
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2. ZE2(ROBHEICIFIBESLEVTE)
2.1 RHNDRA XT3 % MEBUEDOBEEIED H 5 B
2.2 7HWF UG, ULVE ) VIEEBE ARG RS

#“[10. 1]

3. #8m - IR
3.1 #Hm%
o FSUITIIS=NVATEN | FITITS=VA TR
il 15mg[+ 7 A1 | 30mgl 47 1 |
R win HRZ vV 77—
(14 74w 15mg \ 30mg

WbFs >, FVry, byERAYFTyT Y, A, v 0

% ATEV| AT —=Z, R VI R—=}80, D-vr ==, 273

m WNEY |~ A% 7V VEEaR) ¥ —LD, ¥ 27 1 T—)L6000. 77
PRIZINE N

A 572 Bl 75 F—F v BALF 5 v Y AF LAY S aFif
Kk | VY VIR ATV, bSO A0— A

3.2 BFlOMK

4 FUITII=NVATEN | TYITIT =T
" 15mel 47 1 | 30mgl 7 1 |
G | 4
3 -
LA t g 2
3% 177
I W7 7 VFH|

U EAE]
TR R BEAEN
NEY - B ~b§ 208t 20 U B i OB A

£ (mm) 15.8 19.4
EH (mg) #9219 #1416
o —F SW-182 SW-183
4. SHEEXIFZHR
{(h7EI1bmg)

OBEE. TZEEER. MEHMEES. ¥REtREXR.
Zollinger-EllisonfE{®Ef. FEU S AMBRIEERIE. EA
E7AEVY VESRICBIFEEEE T TIEREEDER
. JERT0O04 REMREZRSEICSITIBEEBXIE
TTiEG BB OBRIH

OTERICBIFRZAUIINOH— - EOYDRRE DD
SiEE. THEBEE. BMALTU VJ/CE. R4 Mm/IR
FAMRMR. RPHBECHT 2ARKBMAEERSE. NUIO
No&— - EOVUBRSER

{(h7EIL3bmg)

OBEE. TZEEER. MEHMEES. ¥REtREXR.
Zollinger-EllisonfiEl#E$

OTERICBIFRZAUIINOH— - EOVUDRREDHED
SiEE. THEBEE. BMALTU VJ/CE. R4 MR
FAERMR. RPHBECHT 2ARKRMAERERSE. NUI3
No&— - EOVUBRSER

B EERRSHES
872329
15mg 30mg
& 2R & S| 22300AMX00007000 | 22300 AMX00008000
RS 1A 200547 A 200547 A

5. MEEXIIHRICEHET HFER

BERAE7ZAEV VRSBICBIFBEEXIE T ZEBEEDHE
FEHNED

5.1 4% - R DOEEINHI D72 DI RHED 7 A Y ¥ % #kk
HLTwsBEZHGRRE L, HGHBICHL T, Fibk
xR OBE R T 5 2 &,

GERAFO4 RERRNEERSIHICHIT 588X G TIERE
BEOBFINH)

5.2 AR v~ T, ATHMEHESEICB T 2 EEEHED D12
JEAT O A FUPESRE © Bk G L T\ 2 BE &3 50
& L. FHBIAICH L Cld. BB UL RIS O B
MR TH I L,

NUON\U5— - EOU DIREDFEED)

5.3 HEATWIHEMALTY v SEICHTH2A)aNsy— - )
R RO AN L T v,

5.4 FRESVEIVIOR DB I L CTlE, T4 K94 v 5% 5
B, AN anyy— - o) REGHEESEY & HE S A E
BNZDARBERGEREEZIT) T &,

5.5 R EHE I3 2 NHREIGEERZE DAz, ~) any
F— - ¥ BRERGEIC L 5 BEOSEIRNII T 2 B 501
AL L TW R\,

5.6 N anyy— - o) EEEERICHVLEIZIE. ) an
75— - ) hEtTd b 2 E ROREREICL DAY 3
Ny & —  CO)EREFRTHHLIEEERTHI L,

6. FENUHE

(BEE. TZiEBmER. WAERES. Zollinger-EllisonfEl=E$)
WEL ACIET VST — v e LCLEB0mg % 1 H LEHEL
WhH4 5. b, . HEE. WETEE CIE8HEM £ T,
T IEEE CIR6HEM F ToG LT 5,

GERMERER)
WEL ACIET VST — v e LCLEB0mg % 1 H LA
%545, B, WESHMFE TORS LT 5,
SO, B BT R MR EE ROMRRLICE
WCE, 1H15mg % 1H 1 OHG-§ % 25, $RA T 5O 6
IE. 1H1H30mgx &5 § 52 LN TE %,

GEUS AEBRIEERE (7 IV15mgDd))
EHRL AT v 75— v e LCLESmg % 1 H 1E#
%545, B, WEGEAN T CORS LT 5,

(BERE7 AV VESIBICHITHBEEN TG EEDE

FHNFI(H T EIL1BMmEDH))
EHL. AT v 75— e LClESmg % 1 H 1E#
w535,

GEXT0O4 FEMRERRSEICBITBEEXIE T TIEBE

BOBFEING (HT7EIL15mgDdH))
EHL. AT v TS — v e LCLESmg % 1 H 1E#
w535,

NU o 5— - EOU DFRE DD
WE. RAIZIET 79—k LClE30mg. 7EF T
) KRFI & L CLAI750mg OOfl) e 87 ) 2aa~x A2 v &L
T11200mg (FI1ii) D 3% % [FEEIZ1TH 20, 7H BFEDH%5-3 %,
BB, rI)AuTA T E, BEISL GEEMEET LI &
WCTE A, 72721, 1H400mg (i) 1H2[H % FER &9 5,
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VAT A Y ryO3FFEGIZL LAY anNs vy — - Yo O
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M & L ClE750mg (i) LA b =% — )L & L ClH
250mgD 3% % FRF 21 H 28], 7H FREOHRS5 5,

7. BERUHBEICEET %R

GERMERIER)

7.1 HMEFREEICB W T, 1H1M30mgd#e5-1%. 1H1H15meg#%5-
FHZFRFS L 72007 L 16mg TR RS T 5 2812 5,

GEU B AEBRIENTE)

7.2 HT5BG2EGE B L TR ZMHR L, SEIRO S E MR
ERD SN WA IR, BRERUINORR»E 2 S5 b 726
MDY e IGRNOEE 2 ZET 5 2 L, [15.1.55H]

8. EENLERIER

(BEB. TTiEEEE. MEHER)

8.1 EMMHZEEIZ T TRV T, MEEEEIZIZHV WS
ENEFE Ly,

GERERER)

8.2 MEFRHFILICB VT, F3E - M AR D K3 BB I LIS
T5ZEE L, BREHFHREOVLED R WEE RSS2 L
DHEVWEIEETAHI L, T2, 1H1AIZ30mg X iE15mgD %5
&0 ERIRES RIS D72 ) k3 26T, s 3 s
FIRICE DV ERT2BEND LB SN 5413 1H 1A
15mglZ i AT Ik 5 2 &0 B, MR ERNIC
NBERMRA 2 T % 2 EBIE 2 512179 TR T L,
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8.3 MIFZIZ L W), BFEESE OIS TIERATE Y B L ASND
2 (LAB® 720 20 ML) #HERRD D 2 %535 2 &,
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PRI L DERZERT A LD HDT, WHEMESIC X
DENSDEBTREWT E2MRTHI &,

. BEOEREFETZEAEICHATIER

1 GHE - IEEEDHDEE
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MZF YV 75— (B0mg/kg/H) . TEXFT V) VKRN
(500mg/kg/H) kU7 5 1) 2a< 4 ¥ > (160mg/kg/H) % i
MG L3, B coHEomime & b IZBILORE
PR O RATFED BTV 5,
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1.1 EXZEIER

RhgEE)

NIATNTPFIT453FV—(2FRE. BEFE. TREHE)
(019%™ . 23w (0.1%AKiH™)

11.1.2 JAINERRIAS . SEERERAE. JAMMMEEN (0. 1% Km™). B
RIEREA (0.14% ™) . HUIVRIREAY (0.15%™)) ¢ B (0.14%™)

11.1.3 FFEBEREE (0. 1%AHEY)

#IH, AST. ALTO LA%E%Z ) EE R IFREEE S D
NLZERH 5L,

11.1.4 s EREIEIEFIERAE (Toxic Epidermal Necrolysis :
TEN). REHEIRAEIREE(Stevens-JohnsonfEREE) (0.1%
*ﬁ%itl))

11.1.5 BIEEMERDR (0. 1% AKm™)

S MWK, PR AEE, MO RE GR5E) S0 5 b
Al2iE. R I XREOMAE  Eh L. AF 05 % i
L, BB EARIVE RO GEOBMEI 2 LEZIT) 2 &,

11.1.6 FREAEREEMER HERH)
SUMEREICEL 2L HLOT, BEHRREMREME (BUN, 7 L
TFoy PRHENEETH I L,

1.1.7 RBEE GHER)

NUONo 45— - EOVDRREDHEED)

11.1.8 BEMEXENEOMEZH S EELKERX (0. 1%A0)
AN IRy — - ¥ ) OBREIANL T EF T ) K.
7 7)) AaxA T TR BIREREGREOME D B A
KGREEHSONDLZ ENRHLHOT, JEFE. HEO TFTHRDH S
DN A SIS 2 kT 5 7% Sl 2 g2 179 2 &,

1) SEBUHREE 13 KRR F CORRR R I BEIR TR ORE R0 .
11.2 ZOfDEI{ER
EEE TTEEBEE. WEHMEES ERERENRN.
Zollinger-EllisonfEl#Ef. JEUSAMBRIEERE. ERE7
ABEV VESBICHITHBEEEX T TEEGEE OB FINGI.
ERTFO4 REMRERRSEICHITEBEEX I+ 2EEE
B OBEFINE)

0.1~5%Aii 0. 1%Ai HEREASH
WHEE |55, €O ZIALBE
B8 AR R ) 7~
=T A
JiFliE  |AST. ALT.
Al-P, LDH,
y-GTPD -5

Mg |FEEERIES
THALRE (R OB T O |TEL MR, AAROR| R4
g, R EwE. 72y
W, KB R PE. WRERE, HINE
(collagenous
colitis® ) % &

FEAAE R (B . IR 9 DIRE, AR, ©

T, R

Zoft \FEE, o L kWAL E. FE. (2T AB. BT

=, BRK FH-OEOMEWH KFrU Y

LOHUE, DU L OY| & e, i~ 7 % >

T, WA, B | A dE. KA )

L ffE, KAV

2 JMAE

1H:2) ZEBUH R 3K RN F C ORI EIR TR OR R D (.

TE3) FHIA kG 5 4. collagenous colitisZE A58 L T 2 W] fEMEAS
B D720, ERPIIARK OGS 5 2 Lo BB HEE R
B U A, HHNEORFE 2RO LHHH0T, T, IME
RO LN DA, WY RMERITH 2 &,

NUONo 45— - EOVDFREDHED)

5%JLE 1~5%il 1% il
LRy |RAE(13.7%)  [PRECEEHE . IEARIE R O ek, BRI,
THI(9.1%) RS HN %

#. HiE. Mg, B
AU, ERAR

JiHi AST. ALT. Al-P.
LDH. »-GTP, B
Ve o ks

5%L\t 1~5%iif 1% il
[T KPR D KRR | TR D
%, AlEMS. i
B 55 Z 5 ¥
HAHRE R T, IR A, O 3

W AR, LR
B, ) OIRE

Z At MU T RT AN, BRI
JREED EH. oL
AFua—)VotEg-
L R & F
SRR
W)L BEE O RGEEIC BT T I—, T

EFTU) URAPR 7 5) A< A T v DO3FIFG ORI

#o <,

B, AHETI b2 EER TR ST w A EIVER (B 1%L
kot Thsb,

5%LL 1 1~5%Aif
AL | MAI(13.2%) . PRELEE O, TR, g, IR, PERE
(8.7%) BRI
JH R AST. ALT® k5
W EE B
e B, OF v

WD) B FR T B G U T SRS BT Y T I =, T
EXTVY) UKHMMKRT Y ) Aav A4 Yy LEA RS — )L
D3FN% G- O RBUAR I <o

12. [RARRERRICRIETZE

NUONoy— - EOVUDREDHEED
FUIDTITS=NEOTA N RY T Y =R T EX Y
DU VKA, 7o) AuR A Y UEOPUEWE RO A b=
F = VDR HR RS TEZRTIE. BC-RFEMEGAERD ¥

TEAGFDMBIEMEN 7 U REMED D 5 720 BC-IRFIPAEABEIC
L DBEWHEZRIT ) HEIIE, IS OIEF| OB GH T %438
DIBEDORE R CTEMT 52 EDLFE L,

14. BALOER

14.1 BERIRZMAFOER
PTPEZEDEFNIPTPY — M2 LMY L TIRET 5 X 5 f&
YL L, PTPY — bORRAKIC K D . TS AR A LI
AHIA L, EIZIZEIL2 B2 L CHRRAASOEE 2 A60HEE
BERTLZEDD D,

15. ZDMhDFEE

15.1 BRRERICES B

(GhgELE)

15.1.1 RHOEMHEGHICEEOE R ) — 7523870 & o#His
WH5bo

15.1.2 AHOFKGWEHRIZL DERZERT LI ED0HLHD
T, BUTHEWT L 2RO 253562 L,

15.1.3 WAMC B 2 EEOBIEWZE T, Yoty Rr71ree
5 =12 XD EBI B COEHERE IS ) B EE . TS
P FHEGTT O A7 BB HE SN T W5, FRHZ. mHELT
FIW (4ELL R ORI 72 BT o) A7 8L 7.

15.1.4 WAMI BT 2 EICABRBE LR E LB EOBENE
T, 7O bRy TLA ey —w2HKG LBEHE BT O
AR)T T L T T4V E B EEIERGED ) A 7 BEINASER
HENRTWD,

GEU S A EBRIETREE)

15.1.5 AENERSFH OB A7 Th L hEws. s, 2490~
VTR ) OV IS Y L W a I RH OGRERD
FEAFHIUI W LSRRI X DR EN T 5,728

(BERE7 AV VESIBICHITHBEEN TG EEDE
FAHD

15.1.6 {RF&E T A ) Y528 A Bl U3+ a8
DFFE) A&, A~ TNy y— - Eu ) BB O
FVEELWEEEDDH D Z & DHRABRIC L D RIE STV D,




15.2 FEERARSIERICE D < 15ER
15.2.1 Z v MIZ52:B MR O+ 5 L 7235k T, 50mg/kg/H
FE (B R H = DR 10055) 12 33V T LB ELYE 0 5 56 B 0 e e 73 38

HHENTWBEY, 512, 247 HEHREO%S L3R C,
156mg/kg/H A EOHFEIZ B\ T EAEO A BRI IE 0 56 A4 1

23, F72. bmg/kg/ HULOBIZBWTEOAIVF /4 FE
B LNTBY, 2T, MET v bolbmg/kg/H U
UlEZ » b 050mg/kg/ H L E OB 3B\ THIREZEHi 0 5648
JEDHEIDEED 5N T W5,
BRI IE T IR 2 A I D W CTE, 7 A DDA EER
B, A X, PV omHRBECIEROONT, Ty MR RE
fteEzohb,

15.2.2 9 v MZF >V 75— V(15mg/kg/HU L), 7EF
T vk (2,000mg/kg/ H ) & AEE RO S L 72
A, LA X127 v 75— )v(100mg/kg/H) . 7 EF
2 2) YOk (500mg/kg/H) . 79 Au~< A ¥ v (25mg/
kg/H) % GEMPEHZEOHRS L23BT, 72XV T U VKA
W) % Wk d 5 WIS L 228G R DSRED ST b
W AT T EF T V) YARAAHHRZ I L2 D TH
D, ERTHE LD D TRV EATERENR TV S,

16. ZEH)ENRE

16.1 MEE

16.1.1 BOigs
FYITTT=NDONAFTNRA T EN) T A LERE THEITRD 5
b, RS (661) 121H30me% 7 B A% — /N — 2 THEE T L3 &

FRFN D 7 eV GR QIR BRE ST A — 5

Cmax Tmax T2 AUCo-snr
(ng/mL) (hr) (hr) (ng-hr/mL)
VT II= N
772 0 5mal 74 | 491179 2.3£1.0 1.4+0.6 1209 =631
Y oaryh7e)V15) 537210 1.8+0.8 1.3+0.5 1265 = 659
(Mean=S.D.)

1 —— T VTV H TN Eng[H A

B 800 S R A= B

T Mean+8.D. (n=20)

v

3 600

7

7

o400

|

g

! 200

E
(ng/mL) . . .

05 1152 25 3 4 5 6 8
Btk R (hr)

(GVVYTSI=IVATEILAmMEgTT A1)

FYITITS =NV T EN0mgl T A &y Ta s TR v30%
BRABFIZFRZEZNLY TRV (5 v 75—k LT30mg) 22E
FEH ARG (7 0 AF —N=) L, RS >V 75— Vg
ZHIE L7z 55 N3 ERE Y5 % — % (AUC, Cmax) |22V CHRT
TENT % 4T > 7255 WA O AW E R SR S vy,

KA T VGO EE ST A —

B, F72, PIoEER A (66F)) I21M15me % # & T ISR OIS L7z
B, MG S Y I — IV OREESTEE LTRSS, i
AR DR S B, 1EI30me % RS- L 72354 o R LR oI
HEHEEIREREA NI A= F U TOLBY TH Y., HIRETEI A
S5NTWw5BY,

5 30mg (7 0 AF —/N—k) 15mg

bt HET ik HMET

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) 3,800+2,484 3,319=2,651 2,183+2,195

(CP39fl = R, n=6)

. ST IS=NVEKBILT VI =T A - KEEIL~ 7Y

v A RFFICIRAIT % L. 7 YT G = VO RENME T S
ZEDHETHE SN TS

16.1.2 RE¥S

fREE i N (661) 12118130me X1 15mg % 1 H 1[a17 H B A & 12 SRR
B G- L 720 o g i g o R R HEEER D SRNEEEI WD
nDkEZLENDLY,

16.1.3 SV ITSV—=)b. PEFVY
I AR DB RE

fEER A (6B 125 > 75— & LClR30mg. 7EFT ) YK
¥y & L C1E1,000mg OOfii) e "7 9 1) 2 <A ¥ > & L T1H400mg
(F31il) D37 & FEEIZRR PG L2 . 5 0y 79 v — b o RZE Lk
OHEWIREFEN /ST A —F I TEDEBY TH LY,

U KiIROoZU2031 Y

M
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

CEHfiE = R, n=6)
7B SFIOE G O3H K& 4 0 ML i BE L R G-I 0 L i B &
EIZEBROHERE &R L7z
F 720 R (761) 1235 % [k oo H = ClR B2 1 H 2017 H B B8R
B L7 RSB EE» & . BREE 2 VEEZON S,

H)ANY aNy y— - n ) YRS AR - R 5. (6.2 K]
16.1.4 E£YEHRIEMHEER

(GVFTSY—=IbATEILISMmgld D1 1)

FYIT I = VAT e)VIbmgl T A &y Ta sk T v15E R
BEREABTICENZEZNLS TN (52 75— )bk L Tlhmg) 22
RO G (7 0 A4 — =) L, EhR T v v 77— Vil
ZHE L7z BSNFEWEHE NS X — % (AUC, Cmax) (22 THET
FRNT 2 AT > 7255 F . WA O EY FRISEES MR S N2,

Cmax Tmax T2 AUCo-snr
(ng/mL) (hr) (hr) (ng-hr/mL)
FIITTI=
BT 30mel 71 | 1034 +438 2.8x1.4 1.1+0.3 2289+1075
Y7y 730 911+323 2.1+1.0 1.1+£0.3 2162+ 911
(Mean=S.D.)
M 1200 —— VT T TeNImg [T A ]
i RS RNI &a = b e I
E’; 1000 Mean+S.D. (n=28)
v
v 800 |
7
7. 600 |
1
) 400
.
B 200
(ng/mL) T

TEDOTRHUAIE - REHSFE ORI & o THRZ 2 ]

16.5 ittt

L
05 1 15 2 25 3 4

B L& ol (hr)
iR 7 5 UNZAUC, Cmax® 0787 X —F1d, #Be oER, 1K

B D %o

%?W}\(GW)L 130mg % #i A T 3T RIS, F 72, 1nl15mg % ffi £

TUTRER S L7220 A

PICEAEE LTt S, v T

VR 20F 3/ 1IN iﬁ&:éﬂ&f)‘oto G- 142405 F TR HEE
H(313.1~23.0%TdH - 727,

17. BRPRRGE

17.1 BN UREMICRT SR
(BEB. T-HBEE. MEHNESR. EiMRENR. Zolinger-

EllisonfE{REE)

17.1.1 EAS I/ IEHER (—AERREAERR U _E5REER)

BB E R RIC, 1TH1R30megE — AR BTl £ & L T2~8H
i :ﬁﬁ*ﬁkhiﬁﬂﬁﬁ%ﬁ%ﬁfli&@%ﬂ(%“iﬁ%)?&Z)“(ﬁi@F‘aﬂH—:?‘ﬁﬁ%?ﬁ
o) R 5 L 22 R BER 12 B W T, ISR E A T bz g vy
7T = VSR 109 OB EHREREII T RO L B TH L9,

PR Bl% HRBIE (REEE)
H 575 505(87.8)
+‘iaﬂm—(‘s»;~; 445 418(93 9)
Z’ =) u (E 19 (89 5)
S AE S 67 61(91.0)
Zollinger-Ellisonsi: f 3 3(100)
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