20244E11 HEkET (453050
% 20244F 8 AYET (B2

Bk SR IRAT
FREIE - 34

JOrN>R>TLABEESZ—
L5 ZE PR S it 1)

BEAERA V778 h7T I

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

29725 —=IbAT7EI15mg [NIG]
297 5J—=I)bA7T+IL30mg [NIG]

Lansoprazole Capsules
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21 KA O WA B WEEDOBEERE O & 5 B
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3. #ERk - MR
3.1 fHmR
i, FYIT TS =Nh TN T T TS =h T
15mg [NIG] 30mg [NIG]
g 17 15 7k
HRIBLIY 5‘/‘/7;;—» 150mg 3>/7°;4/‘—n/ 300mg
BRALF & > KERALT VI = o, FEBLEHE. Vv, R
WAFEF M)A, NyETISTF YT FAEARAY.
N vaFy Ty, e7aia—2A, K VL= 180,
IRINFH <7 IT—)L6000, A¥ 7 UNEEaR)<—LD, T

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

~7u0d—)

3.2 HA DMK

Wiz 4 GYITITT=NATRN | TUIT TN TR
e 15mg [NIG 30mg [NIG)
i AR e S HEAEH, AEWIHG~Db T I
- FE | e a0 TR VE] (NEBER G EETDH
%)
, < \
b4SIA 525 | Ges1
K& 459 TRV 25N 7RV
B 175mg 334mg
Akl g —
(PTP) t 524 t 525

4. WEEXIIHE
(52975 =IbhTHI15mg [NIG])

OBEB. T-HKEBEEE. WANES. VAMKEBHEX.
Zollinger-EllisonfEf&EE. FEV S AMBEREYRIE. BAET
ZEUCBERICE T2 BEER I+ 2B EEOBERME.
JERFOA FERREEBRERICHIT2BEEI+=EBE
BEOBERENH

OTFRICHBITBAY AN 42— - EOV OREDHEE)

BiEE. T2HEBEE. BMALTU >/ EE, S5 m/ RS

HEMR. FHEEICHT 2ARENAEEERE. NVIaIN7
24— - EOVRBEER

(29T ZJ=Ibh7T&I30mg [NIG])
OFEE. T—HBEE. WEMEE. URAMHEEX.
Zollinger-EllisonfiE &2
OTFRICETFBIAUINYE2— - EOYDBREDTHER
BiaE. T2#BESE. BMALTU D/ &, $5FMm/ MR
MWK, FHBEEICHT 5ARBHEERE. AUany
24— FOUBEER
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LCWw2BEEHGRGE L, HEHHICH L Tk, BEs U
FIRGEG O E R T 5 2 &,

GEXTO4 KERRERRSEICET2BEEET2IBBEE

DB FMFH)

5.2 B v~ BIRMEBEEHESIC B D ERERSEO oI
AT A RUEPRIESR T RIS L Qw2 BEEZHRG R E

L. $&5-BEICE LT, Bl U+ i s o B & i
Frzk,
(ANYanya— . ¥aly OREOFEE)

53 HEITHEMALTY Y SBEICxf 35 anNs ¥ — - o)

BHRIE DA L T e,
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DRBEHIEE T T Lo

55 RHEIE I3 A2 NHENGEEZE Db
F— - ¥ RHEERIC X B BREOIIEIHIL
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F— X0 ) BRPEHETHLIEEMRTHI L,

6. AERUHEE

(BigE. t=EaE. WAEEE. Zollinger-EllisonfE&EE)
WL AR T vy T T = )v kL C1H30mgx 1 H 1R 14%
5452, B, WE. BEG. WERESECESEME T, +=
TR EE CIE6HEM F ToRG L35,

GERERER)
B J&)\L:Li? ¥V 75—V & LT1H30mg# L H 1B
54 %, Lu‘o 81’][‘"1i“(0)§‘x’? L32%,

512, 'ﬁ%% DﬂﬁLmﬁﬁﬁk@ﬁhﬁé kwf
1. 1@15mg€’151@‘&[ﬂ&5@‘67§‘ B RAA 55 Gl 1
H1M30mg% #1145 5-9 2% 2 &N TE %,

GEU' S AMBEBESRE (H7//IL15mgh&k))

. ANy TNy

X9 B AR A

j: ANV aNy
I Ra Y R=PAY/4

WL AT v 77— e L CLEbmg % 1 H 1R #
G35 B, WEHAAM I TORG LT 5,

(BRHE7RAEY VHRE5EBICET2BBEIE T BB EEOEHR
WEl (BT EI15mgDH))
WE. AT vy 7 — vk LClal5meg% L H a3
553%,
GEXFO4 KERRERRSHICE T2 EEERII+=IEBEE
@;ﬁ;@;fu%ﬁu (BT EI1EMgDH))

HEL AR T YT F Y —=)vk L ClH15mg#x 1 H 1M 4%
59 %,

(AYanyg— . 0l OREORHEE)
HHL EANIZIET vy 75— E LC1A30mg. TEF T VY

YARA E LC1m750mg (Ufili) RO gy Aua~xA L
T1m200mg (FIflli) O3] % [ ZIH 20, 7HHEREO%RS 3 5,
B, 7I7)AUNA AR, LEICS L CGEEET S LY
T&5bo 72721, 11400mg (Jifili) 1H2M % ERE 35,
TahrYRYTL LYY= TEXVVY VKNWRT T 5
XD74>‘/®3%IJ?15 otzww aNy Z— - ¥nl) OBRRIG
RO OBA L. SHUCbBERE LT . A
ST ITS= )k LTI[EISOmg TEFIV) KA E LT
1A1750mg (Jiffi) R O"A ha=%""— )L & L C1H250mg? 37
ZRERCIH 20, 7HBREO#%S 5,

7. BERUCHAEICEET 2=

FREEERL)

71 %’E?—r%(} BV, 1H1M30mgD % 5-1%. lHIIEIISmg?QEfFF

WZHIE L7267 E15mg TRBIELAR 0 a8 12 5 o

GEV 5 A B BB TRIE)

7.2 PG % AR B L L TR R 2R L. IEROUGEEMER 2
RO LN WEEIZIE, BRERUNDIEREDNE Z 5N 7z
WY R EBIREANOERE 2 ZE T 5 2 L, [15.15 SHH]



8. EELREANIEE

(BiBE. T-RBaE. Watkas

8.1 EWo@HREERIZ TS5 TR VWOT, MEEEIIIAVEWT &
HEFE LWy,

(HEFRMERER)

8.2 HMEFFEIEICBVTIE, I - TR Z AR D B BB I LikG T
LT EEL, AEMHEEOLED R WER ISR T L0k
WENEET AL, $72, 1H1MAIB0mMg X iZ15mgdFH5-12 X b
FERRREES RN D72 0 fkfe 3 2 ERI T, i i 5k &
DERTHBZN0 70 EHIB SN S SA 11 H 1A 15mgll
WidHibd 2 2 & BB, HERHEE I ERI R ST & %
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911 EWEBENREEDDH 3HBE
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KA ORH, PFEMARIES 2 2 20 5,
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etk % B2 EHE SN DA ICoREG 5 2 8, Bt
(7 v M) BT MR RE IR O MR RE LD &
W2 ERRDOLNTWAD, 72, 79 F (F130mg/kg/H)
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75 =)V (50mg/kg/H). 7EFT ) YK (500mg/kg/
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78T VR 75 COVERERIE o | A 0 B R 53 40 i 1
VAT Y ERZ ST 2B HICLY) 7y FENL

[22 K] DB 5o i i 38 0 V5 g M S AT
L. 7% FELoil
R EE AR T % T g

DB %o

NV vk
Yo b
[22 ZH]

V¥ RO
ER % W53 5 B2
5o

AR H) 0> B 53 s 3 ] 1
HizLhyyrveEey v
TRERIE O WA L.
YILVE ¥ Yo
BEAMK T 3 5 0 REMEAY
5

10.2 HiREE HAIKEETS L)
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ROBWERDH S bNE I ENHHDT, BEE 51T,
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11.1 EXEEIER
(RhBELiE)
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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. BIEEE RV E HOBRGEOEE RMEZTTH Z Lo
11.1.6 RMABERMEMER (HEERY)

AUFEECELIELELHLOT, FEMAME (BUN, 7L
TF= v ERE) ICEETAI L,
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11.1.8 BEMXKBRAZOMEZEIEELEXER (0.1%Ki0E)
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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
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EllisonfEf£3. JEUS AMBREYRIE. BRAE7 XEY V%585

LB 2BEBEXETHBBESOBFRDE. IEXT704 FERE

FEERSEICE T 5 BEER I+ 2IRBEEOHFHRME)
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T . 9 ZIALBE
A HEMEEE L) 7Y
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Tk

LERLEEEE

B ARAC

)oK, IR, ©
T, IRk

Z 0
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AfdE, K~ 74
T AMUE. ) Y

£ AMUE, KAV

2 JMAE
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SNZHEICIE, B RLEYIT) 2L,

(ANYany g— - €0l OBREO#HE)
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&

)
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Z Dt MUY T AR, |
RO LA oL
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H4) WEFOREBEG I T ZBHREICB 7 Y TSIV -, TE

XU VKB Y 5 A~ A Y Y O3RN G ORI IS
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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]
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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
HREREMRRETIEL., BONTEYHE T 2 -5
(AUC. Cmax) 1Z2\WT0%EHAX M CHEaH#IT % 47 - 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., BoNHEYHE T X —%
(AUC. Cmax) (ZD2\T0%EHAX [ E I THRHENT 247 - 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 N OREURIEI 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 XTSI, 1H1E30me% —fkBRABR 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) RUORHMEERS5HER
BHE7 ALY ~ (1H81~324mg) OEMHZGZLEEL 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, TV 79— )V#E95% (95%EFEIXH : 0.00~
2396) . AHRHES7.7% (95%[E5HEIX I : 29.33~85.98) TH V. &
MBS 2 N — F16130.0793 (95%fE 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 OO T IR/ EG O BREFSERIE. 70V 7TV = VH3T%
(95%ZHEIX 1] © 0.69~6.65) . xTHEHESL.7% (95%IEHHIXH : 23.86
~3957) THY ., MIEEICHT S — FII30.0989 (95%15#H
X[ 0.0425~0.2300) (logrank#sE : p<0.0001) T&H > 7282 33,
2512, FRRBBIEEMTTI TSI — VRl L T, H
L, WMEEEAEA S VTSIV 2T, 1H1E15mg
A 24 A BRI P G- L 7 Rkt G iBkic B W, Bl U3+
TGRS OFSRELFRD 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., 70V 7TV = VH12.7%
(95% 15 HEIX ] : 5.85~19.59) . XFHEHES6.9% (95% A5 FHIX M :
2751~46.35) TH V. KBEEIZHT 21— FHI202510 (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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