sk
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BRI SR
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BAERA SVV7SYV-IESHOBFEANRHERE
52Y2'5Y—)LOD#E15mgDK]
52925 Y—)LODEE30mgIDK]

Lansoprazole OD Tablets “DK”

) EREMEORGEIZLYEHT AL

HARERROFES
872329
ERBES AR7CRAsE
15mg 21900AMX00560000 20074E9H
30mg 21900AMX00561000 20074E9

B2 (ROEBBICIFHESE LRV E)
2.1 RH OB KT B BUE OBAED B % B

2.2 Y VEEY VIERE 2 S0 E# (101 S
3. #ER% - R
3.1 #8RE

5 vV 75— ) OD

5 v 7 I =) OD #

Hy 7=

B 15mg DK 30mg DK

BRSS9V TI = SYITII—N

[14gh]  |15mg 30mg
FUHERFIM ., A5 7 ART V2 VR~ 7 R A, BE K
FATE, L7 VEZY, JuAKRKE Ry, 7o A0—X%,
D-~¥Y= b=, BfbF % . IV A5 7 )IVEETR)
~—LD. 77 )IEEEF M) T A, T2 ) VEETZF L - A

) 7 NVEHEAFIVIAR) Y= RK)FFTFL /=7

gy

T )VI—F), T URRM
ESATFT) VERTY R v
DINY S A N )

=& (L7 z=VT7 =48, &F. 7ar )
I—)b, TFIINZY) v, N

) =F ), <27 aIT—) 6000,
RV AR—=F 80, ATT
L, WKy T, T AT

DIV

3.2 REOMEIR

7 vV 77— ) 0D §

7 vV 77 —=) 0D

WA | l5mg DK 30mg [DK]J
@ - 3 F i~ 8 P 0 O 3R 5 CIRB L~ BB L OB M2 %
” (st i % & e LIREIN A )
% B gi?
0

A1
i — —
(1=K 9.0mm 120mm

B | JES 47mm 54mm
- 340mg 630mg

kg —F LP15 LP30

4. WEENIETNR
(ZVVYFS5Y—)LOD#E 15mg [DK[>

OBEE. TZEREE. YEWER. TRAMBENR.

Zollinger-Ellison fE{RE. VS AMBRENTE. KAE

FAEUVESEICSIT3BEBEX G T ZERES DB

fill. FERTOA FEFIRERRSIFICHITEEENE T2

B a5 DB FINH

OTFREICBIFDIAUINTI— - EOUDREDHFE

BEE. TTEREE. B MALT U V/VEE. SFMEM/IRE
DHEERBER. REIBEICH T 2 NRRHNEEES. AUIN
79— EOVUBRRAER
(5vvYFSV—)L OD §& 30mg [DK])

OBEE. TZEKBESE. WEHEE. ERERBEX.
Zollinger-Ellison EfREE

OTFEIEHIFBIAUINTI— - EOU DFREDRED
BEE. TTEEEE. B MALT U VN, SFMEM/IRE
DHEEBER. RHIBREICH T 2 NRRIAEES. AUIN
79— EOURRER

IRIAREN

5. MEEXFRICBHET 2FR

(BAE7 AU VIRSECHIF2BEENE T B EEDHE
FEHNH

5.1 I - 2R OTREIH O 72D IZIFAE O 7 A B ¥ & ki
HLTWaEERZHRGNRE L, H5HBICELTE., Bl
AT RIS OB A T A 2k,

FERTOA4 REMREEKRSRICHIT2BEEXETZIERE
B OBEFINHI)

5.2 BHEI) v~ BREMEES BT AERERSEO0IC
AT O A FHEPLRIESRE & B GG L v b BB S
Sl L, BRI L Cid, BiEE U IR RS OB
MRS AL,

(NUONTI— - EOU DRREDHED)

5.3 HEATHIE MALT UV Y 8EICR$A2A) any & — - o) i
WA OERIVEFHET L T2,

5.4 BEFEVEM/IUR A EEBER ISR LT, B4 Fo A V5% %
L, NJanyy— - ¥o) REGEEY &R SR s E
BN O AR IGEZ 1T 2 Lo

5.5 RHIE M 2 NHENREEE DM, N ans s
— - Y0 RHEGHRIC L S B OFSEIHNII S S AR
LTV,

5.6 N anyy— - Yo ) EgE RICHWLEIZIE, A an
s — -0y pBEETHL I E ROWBEREICLYAY T
Ny — O BEEETHDL I EFMERTH L,

6. BiENURE
(BEE. TTEHEEE. WEIEE. Zollinger-Ellison FEiRE$)
L. RANICIET TSI = v E LTI 30mgx 1 H 1M
BORGT 5. B, @F. il WEHEE T HAM
T, TIREBEE L6 B F TokS LT 5,
GERERER)
EE. BNy 7= e LTl H30mg % 1 H 1
RS 35. b, @FHAMETCORLG LT 5,
EHIT, 3 - AR D R A E R OMEFRIEIC B W
Ti&. 11 15mg % 1 H 1 G %25, RIRA T3 056
X, 1 H 1M 30mg 2#&F11#% 5952 &0 TE 5,
GEUSAMBRIEERIE (OD £ 15mg Dd) )
WHEL. RANIZIET Yy ST —=vE LTl 1bmg # 1 H 1\
FEOR5 35, b, #@E4HAMECORL LT 5,



(BRE7 AV VZSEICBIT3BEEX T 2EBEEDE
FANH (OD & 15mg D))

BE. BAICIET Y5 vE LT 1E 15mg # 1 H 11
FOES3 %,
(FERFOA4 REMRERBRSRICH I 2BEEX ET2IERE
BOBEFINE (OD & 15mg D))

BE, BAICET YIS = vE LT 1E 15mg 1 H 19
OG- T %,
(NUIONTI— - EOUDREDHED)

EHEL RAICIEZT V7 I =) E LT 1E30mg, TEFT Y
VAR E LT H 750mg (Ofii) RON7 IV AuawA Ty
L LT 1A 200mg (M) @ 3#IZREC T H 21|, 7 H
59 %,

B, 7)) AN A T Ak, LEIS L CGEEEET S &
WCED, 72721, 11400mg (M) 1 H2M% LEET 5,
TabrryRyTA e =, TEXFIVY VKR T
J2AaIA YD 3IFFGIZL AN anNsy— - Y Dk
BURIEDAE ) O%a1E. b o imE e LT, @, i
N2WET vy 7= E LTLH30mg, 7EFXT T YK
W& L1 750mg (Jiffi) ROA bva=%V—) L& LT1MH
250mg ® 3F A FEFIZ 1 H 2 [, 7 HEROH%S-3 5,

7. RERURECEET 3R

(ERMERER)

7.1 MEFEREIC BT, 1A 1 30mg O4%45-12, 1 H 11 15mg
GRS LBl 7 & 15mg TIRAVEA R +55 2 541 R
Z)O

GEUS AMIEBREERIE)

7.2 %550 2 B R He & L O 2 HERR Ly IEIR O Ut a)
BROHNZCHEIE, BEFTUSAORRDPE 2 SN D70
OB % EIFENOEEEFET 5 Lo [15.1.5 BH]

8. EEREXRNIE

(BEE. TEHEE. USEER)

8.1 EMIOMHMKZEIT 5 CThwo T, Mk AVWEn
EDEFE L,

GETRERER)

8.2 MEFFEEEICB VT, 5 - IR R M D K9 BE I LIRS
THZ Ll L, RRFEEHEEOLED R BRI T L
DHEWEIRMETHZ L, F7201 H 1A 30mg i 156mg D
5z X ) ERIREEAS R b 72 0 kit 3 5 FERI T IR L3R
SHIEICEVHETLEIBENDS 2V EHTENLEE5131H 1
[0 15mg (2 AT d 5 2 & b, MR E I EL
N A ET 2 % CBSE 10T ) TEREF L
Uy,

GEU' S AEBBRIEETVE)

8.3 MIZIZ X W ey, BHRESEORGSRAEIRA TRV ELASNS
Z& (EEBY 2 HUE) 2RO 25552 &,
LB, RE OGS A ERE, BRSO BEEE K Mo b
PRI X BIER A G 5 2 L2 A O T, WK C X
DINSLDEBTHWI EEMERTALI L,

9. BEDEEZHEIIEEICHIT I IR

9.1 G - BIEEEZEDHIEE

9.1.1 EYBEUEDEHEREDSH 2 EE

9.3 FFigEERESERE
KA ORH . PEMEDRIES 5 2 &2 5,

9.5 iHi®
TR ATIENR L T AT 0 B A i ik Lo a st h
fabtEx L5 LI SN HEICOREGT5 2 &, B
B (99 b)) 2B TR WIS R B (X BEB ) o i i RE &
DEWZ EDROLNTWABY, T2, wHF (I 30mg/kg/
H) CTHRIBECROMINDSED 5N TnW5EY, B, v MIT
7T =)V (5B0mg/kg/ H). TEFXF T V) VKW
(500mg/kg/H) K7 51) Au~x A (160mg/kg/H) % B
e L7z3lic, B coEtkotms & b ICBE0RE
P OBRATFED SN TV 5B,
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Ik ERE T A Lo BEER (T v ) TRERLPABATT
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ANVEEE AR b L BB I L T e v,
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KNIV EAT ATV
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1. ElIfEMA
WROBWER N B 5o Db LN DDOT, % 412470,
B SRR S NG A3 G- kT A 7 L) 2 JLiE & 4T
5Tk,

11.1 EXRBEIEA

(GheEHE)

M1 7FT745FY— (2BEE. EEZE. RFREEHESE)
(0.19%KiEDY), Y3 wT (0.1%KiHED)

11.1.2 RMERGEA . SEBRERAE. SBMMEEM (0.1%K*ED), 8
MIERE A (0.14% D) mMVEREEA (0.15%E1)) . &
(0.14%7“51))

11.1.3 FHEEEREZE (0. 19%K0ED)

#IH, AST. ALT @ _FHE# ) EERIEREREEDSD S b
LT EWBH D,

11.1.4 hEMRIIFFERAAE (Toxic Epidermal Necrolysis :
TEN). RZEHIEIRAEIREE (Stevens-Johnson fEREE) (0.1%
*iﬁi%l))

11.1.5 RAEEMERR (0. 19%Km*Y)

B LW, IR, B O R (85T b S bih:
WAIZIE, e i X S oREr it L. R0k S %
kL., BIEEERIVE VHIORGS0OMEY 2 MEZITH) 2 &,

11.1.6 [RIDEEEMER HEAH)
ANBEEICELZ L HLOT, BEEREME (BUN, 7L
TF= v RS ICEETAI L,

11.1.7 BAEE HEAH)

(NUIONTI— - OV DREDFED)

11.1.8 BIEMRBREDIMEZH S EBERREN (0. 1%KmED)
AN ANy F— - K0 OBEEIHNE T EFR T D) YRR,
7V Aa~A LTI, BRI REOIME % ) =E 4
KIGREPEHSLNDZ ENHLOT, B, HEO FHI»DH S
DNTGAEICIE SIS 21k 2 2 E#E 2 LB Z 1T 2
to

1) FEHUFRE (L AKGR F C ORI UL B B %A O
2oL,

11.2 ZDfthDEIfER

(BEB. TTEEES. WSEES. WRkRENRN. Zollinger-
Ellison fE(REE. IEUSAMBRENRIE. ERE7 AU Vi%
SIFICHIFRBEEBN T TERESOBFRNG. 3EX704
REFINEREESHICS T B EBN E T ZEREEDER
il

0. 1~5% A 0. 19 N
B 5. 9% ZIATIE
B E WA S
7 k=72
JiF-Hisk AST. ALT. Al-
P. LDH. y-GTP
D ER
ki3 IFRER I %
HAkaE AL, TR G, MR, ARk R
. B L AR, . v
K i K|V FE. R R
( collagenous| ¥ %
colitis 5513 % &
)
R AR T VERE. MRS 9 DIRAE, ANHE.
DFE W, IRk
Z DA FEL MBIV AT |\ AL E . R AHL B
0= )b, JREEO|ME, BRI, & | BEEYE. AR
A HEO LRI | MY 7 ALLE. K
WD Lg% 7 & ¥ 7 Al
R, BE SiES ) T A
fiEs AN A
s

11 2) SEHUF R 13K GEER 3 C o0 PR BB S L S IR 7 14 AT O
L I SoXeN

1 3) RIS A M4, collagenous colitis ZEANSEHL L T
LUTREMEDSH B 720, ML EKK OB G 2 FI552 8, B
BRI ICHEEES . ObA, ZMMFORELRDLZ LAVDH
LOT, Fiil, MAEAFED SN BEI2IE, #Y) 2 0LE %2479
&,

(NUONTI— - EOU ORREORMED
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Z3%
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B, HETIT OB THO STV A EWEMN (HEE 1%LL
b)) BkortB)THbH,

5%LL L 1~5%il
HLaF T (13.2%) . BRAEEE ELL., MR TN ZE, I8
i (8.7%) I PR
JFFJiEE AST. ALT O -5
GERUIEUT e B, o Fw

VD) BRI EH S I IREESICB ATy 7T
=V, TEFZV) VAKAMR 2 ) 20< 42 XA A b
U =5 =)o 3 FI#x5- 0BRSS <

12. BRBRERZRICNFITHE
(NUONTI— - OV OREDOFED)
SUITITI—NVEOTO N R TAL L EY R T XY
YK, 7o) Aux A Y YEOREWE RO A bo =
5= VO e 54 T % Tl BC-IREFFR AR O E
FERDMBREVE 2 DTTRRIED D 5 7280 BC- IR FEIPERERIZ X B
BREHE 21T ) B I2id. SRS OFEFOFGAT % 4 AL

DI HTEMT 2 ENEE L,

14. BRELDFE

14.1 ERIRZFHFDFR

14.1.1 PTP @20 #H 13 PTP ¥ — b2 SH D I L TIRET 5 &
IHET S L, PTP v — FOREKICE D, ST AE
BT L, 2132l % B2 L CHERRIR 24 o Tk 22 & 0F
SEERIIET A LD B

14.1.2 AFNEFO L2 CTHERZIZH ¢ 5 ERET 5720,
K7z LCIRHTEETH B F720 KTIRHTAZELTE S,

15. ZDMDFE

15.1 ERER{ERICE D ER

(RhgETL @)

15.1.1 KH O EMHKGHICBEHEOE R — F 2B L O
5o

15.1.2 RKHNOFEG BRI L BEREFERT LI LB LDT,
EETRWZ EERMERED D 25 THT L,

15.1.3 MBI 2 EHOBEME T, 7u by Ry 74 e
7 =2 & BIHBRIZB O COEHERE I E ) BeBET BT, RIS
Pr. HHeFITO) A7 BINAHE SN TWD, FFI2. SHER
CREHIH (1L OnEL 2T 72BET, G A 7 HH
mu7z.

15.1.4 #7MC BT 5 EICABEEZ DR E L EEOBIENE
T, SO bRy T ey -G L-BEEICBWT O
ANYTHIL T4 T4 YN E D BIEEGD ) A B
HINTwD,




GEU' S AEBRIEEE)

1515&&WM@M®IUX7T%é¢MM% ST ENIE =1 IRAN
WZTHTRS ) OWTIITH LY LW IGE IIERA ORI
EPBEoIcne z‘:?b“ﬁunf“ﬁt.%ﬁ X V)/J\éﬂf\z\ (7.2
]

(BEHE7 AU VIRSEICHIT3BEEX T B EEDE
FEHF

15.1.6 RHET7 A ¥ ) V50128 2 B UL ik
BORFIE) A 70E, AN anNy v — - Ea) YR T O
LD EELWEENED S D 2 DRI L Y RIS LT w
éo

15.2 FEERIREERICE D < 1EHR

15.2.1 7 v M2 52 BREBEHIFE G- L 72388 T, 50mg/kg/ H
(FEPE RO 100 £5) 128\ C 1 B2 B0 K B R M AR 538
HHENTWDEY, 512, 24 » HREREE DS LR,
16mg/kg/ H LL ORI BT BVE K 3 BT IE o 38 A4 54
A, F72. bmg/kg/ HU EOFEIBWTEDO I VT A FhES;
MRDHLNTBY ., AT, M v b 15mg/kg/H VLK O
J v @ 50mg/kg/ H L EOTEIZ B\ THIMEZEHE O S84 1 D
BN 5T\ b,

e B T T N OV 2544 12
A4 X v omERBR TR
EZHN5h,

15.2.2 9 v MZF V75 =) (1bmg/kg/HL L), 7EF T
) YIKAI (2000mg/keg/ H) % 4 BEBE RS L7223
B, ROA X129 V79— (100mg/kg/H). TEFT ¥
VYRR (500mg/kg/H) . 77U Aua~A Ty (25mg/kg/
H) % 4 EMPEHEOES LR, 7EF 220 VKW
D H VIS LB SRR SN TWw 5

AL RERIETER T D) VAR SR BIHTIE L72b D TH

D, RNTIHH L2 D TR BV EAFER SN TV D,

16. EYEHRE
16.1 MIEE
16.1.1 R1EEH®RS
fERER L (6 61) 121 [ 30mg it 156mg (Wb » 7FRIVA) 211
1[0 7 H RV RAERR I T L 7B o i P i BE O HERS . TR kil
PSRN EREEII R VLD EEZ LN LY,
16.1.2 SYVFSVY—IL. PEFYVUVKIMROTISURORA VY
HARORYENRE
RN 661) 125>V 7T =& LCT10 30mg (7 7EIVHED., 7
EX TV AR E LT IE1000mg (Bfli) RUS7 5 2aa~<A Ty
L LT 1 400mg (D) @ 3 # % [FERICRE RS L2ED . 52007
T =V OREAUADIENENEFN /ST A= F I TEOEBY TH 5,

ONWTIE, Y7 ADHAEMERER,
BOSNT. Ty M RZElE

HET
Tmax (hr) 1.7+0.5
Cumax (ng/mL) 1,104 =481
Tz (hr) 1.9+1.9
AUC (ng - hr/mL) 5218 +6,284

(Pgfl = MR E,. n=6)

B 3HIPARFD 3 HI4 4 O I R L HARPE G- R oo M hil i & 1%
ZFEROHER 2R L7z,
F 7o, fEEEA (760) 123K & kDR TR 1 H 2817 HH AR
RO G- L 72 OB BIRED & BRI AV EZEZ BN B,
H) ANV INg s — V) B A RRA - R s 2
2]

16.1.3 EYFHEF MR

(VY FS5Y—)L OD & 15mg [DK])
V75— 0D 15mg [DK| £ %770 0D§E15 %, 7 0A
F—N—FEE D ENRENLEE (5 V7TV =)L E LT 15mg) MM
NBFIHARE KD ) ROKE LEEFEOERS L Cihs v v 79
—IVIEE A MIE L. (o N2 3EMEE T 2 —% (AUC, Cmax) 1220
T 90 % (S HHIX [ 12 THERTHIAT 2 47 - 7285 %, log (0.80) ~log (1.25)
DFEFANTH Y . WA O LIRS RS 720,

(1) OD #& 15mg. KTHRMA

%o [6.

HsE T A— 5 BENT A

n AUCo-24 Crmax Tnax Tz

(ng - hr/mL) (ng/mL) (hr) (hr)
ZD‘;;Z;Z;E)’;J 20| 1302.6+452.1 | 490.9+138.7 |1.8+1.1|1.340.3
547U OD#15|20| 1272.14418.6 | 520.8+140.6 | 1.7+0.7 | 1.340.3
(P = Bl 2)

(ng/mL)

700 -
—e— 5 >V 75— )L 0OD$t15mg[ DK |
% 600 ¢ —o— ¥ 7u > OD§i15
1500 | S = BREER S n=20
7
>
VA
%
7
7
1
v
b3
BE
0 3 6 9 12 15 18 21 24
165 ] (hr)
(2) OD #€ 15mg. K% U ThRA
H5EINT A =5 BHEING A—F
n AUCo-24 Cmax Trmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)
FYVTTT—N
OD $ 15mg [DK/ 20| 1339.6+579.3 453.8+132.7 2.1+0.9|1.3+0.4
%71y 0D 15|20 | 1294.7%529.0 460.4+193.5 2.1+1.2]1.4+0.4
(Pl + iR )
(ng/mL)
500 r
—8— 5 V75— )LOD$E15mg[ DK |
%% 400 L —O— %4 7 u »0OD$l5
EI_J SPIME + BEEEIR S, n=20
7
v L
5 300
%
7
Z 200 |
1
)%
100 [
e
0 e
0 3 6 9 12 15 18 21 24
IR (hr)

L LR NS AUC, Cmax S0/8T A — & 1d, Bl 0P
PRI - BRI SE O BRSR 1 & > TR 20 RSN D 5 o
(VY F5Y—)L OD $& 30mg [DK]»
77— 0OD#30mg [DK| &% 770> 0D§#30 %, 7 1A
F=N—EICL D ENRENLEE (T 7T =)k LT 30mg) K
ABFIHER, KD Y ROKE LRMZEOERS L Clighs >y 79
—VIREERGE L, 55N EWBRE/ ST A =% (AUC, Cmax) 1220
T 90% (S HEIX M2 12 THERTHIAAT 2 47 > 7245 5. log (0.80) ~log (1.25)
OHFPANTD 0« WO ARG SHER S 726,
(3) OD & 30mg. K THRMA

i o

HENT A =5 BEINTA—F
n AUCo-24 Crnax Tmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)
FUVTTI— . o | e
OD & 30mg DK/ 29| 2529.7+1130.9 893.6*276.6 |2.0+0.7|1.1+0.3
%71y 0D §E 30| 29 | 2409.2+1327.7 948.9+371.6 2.1+1.211.1+0.3
CEIfil + (R )
(ng/mL)
1200
—e— 5 >V 75— 0D$t30mg[ DK |
1 1000 —O— ¥4 71 > OD$E30
GN Pl = B A n=29
7 800
v
J
7 600
7
o
1 400
v
B 200
0¢ —e
0 3 6 9 12 15 18 21 24
IRg [ (hr)




(4) OD #& 30mg. K% U CHRFA

HENT A =5 BEINTG A —F
n AUCo-24 Chax Tmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)

FYVTTI=
OD #& 30mg [DK |
Fr 7 OD§E30| 20| 2925.7+1323.4 | 1021.5+318.7 | 1.7+0.8 | 1.4=0.5

20| 2641.9%1155.0 897.3+248.1 |2.1£0.8|1.4%0.5

(T34 = B %)
(ng/mL)
1400 -
—8— 5 >V 75— 0OD$t30mg[ DK |
1200 - —O— ¥ 7ua »OD#E30

SPIfE + AEHER . n=20
1000

800
600

400

BRET — NN VNEEHE

200

0 3 6 9 12 15 18 21 24
¢ (hr)

M5 L ONZ AUC, Crmax 5500785 4 — 7 1%, Bl oI, (Ko
PRI - RS O BRSMC X > TRAR 2T HEMED D 5.

16.5 HEitt
e AL (6 61) 121181 30mg (7 7R IVE) ZMAT ITAE®RIC, Tz,
11 156mg (7 7 VA A T IREO%RS L6 Ry
ELTHEIE S, T2 ST = VD RBAURIIIE SN o 2. G
24 B F TORAPIEIERIE 13.1~23.0%TH > 729,

16.7 EYHEEIER
TGV T T =V EKEBALT VI = A5 KBRIL~ R Y A F [l
RS2 8.7 >V 77— VO MBERREIMUT T 5 2 & 235HE TH
HEERTWAD,

17. BRPRREIE

17.1 BUERUREMICET 555

(BEE. TTIEREE. WEEHES. WRMERER. Zollinger-Ellison fi
1&E%)

17.1.1 ERFEI/MERE (—RRRERN U _E5%RER)
BABEZRSRIC, 1 H 10 30mg % — kiR cldd & LT 2~8
. ZHE SRR R T A () U6l (iebE
) BROHEG L - BRRER IS BV T sl E T b5 v v T
T =V 5EE 1109 BIORBFIAEFRIITROLBY TH 292,

P Bil% B QR
i 575 505 (87.8)
+IRE 445 418 (93.9)
Wy & 3 19 17 (89.5)
WP RE A 67 61 (91.0)
Zollinger-Ellison i # 3 3 (100)
Eil 1,109 1,004 (90.5)

Fedpisg, () Miz%

B BEE LT TIRBEERE 2R L L T EERILE RO
FERS TV T T VOFERENRO LN TS,
F720 1 H 110 30mg % SBEREIHEG§4 2 L2 X DBl EHES N
WM EEROBE Z RIS, SHIIHERREL LT H 1A 15mg %
24 ARG L7 “EEREESTIRRABROER, 70V T IV —vo
HRYEAHEE ST B2, 830,

GEU'S A B BIEETE)

17.1.2 ERENIERER (CESRHER)
BNEE 2 RIZ, 1 H 110 15mg % # L% 5- L 72 ZH S s sk
DGR, e 5-BtETR 4 W ToORR T o EER A Bos e (hafl) 135
YVTT— VST E7.9% (69 0)). 7T L KEET42.9% (72 )
Thhbo
BIEMZEBMERE XS vV 79 V= VEG#ET8.6% (6/70) TH o723,

(BEREB7AEY VERERICBIIZ2BEEXE+2EEEEDBRN
%U) END

17.1.3 EREIERER CESRER RUORPHRERSHER
CHE7 A¥ ) » (1 H81~324mg) OIS 2 LEE L, 7o HiEs
RO MEREE AT 2RABELENRLE LT YT T
— VG (1 H 1l 15mg fE 5 L HaRE L o BB ILEoe iR
BROKEH. W BT 81T 5 Kaplan-Meier 12 & 0 HE5E L 726 B 4G
361 HIREpi o0 B E T el o B SIERIE, 90V T IV =
He 58 9.5% (95%EHEIX I - 0.00~23.96) . AHHEHEE 57.7% (95%15 HEIX

[ :29.33~85.98) TH V. MIEEEIZK I 2 W — FIEix 0.0793 (95%f5
HEIXIH 0 0.0239~0.2631) (logrank #%E : p<0.00001) TH-o7z. 72,
TR FRENTIRF 12 3B 1F % Kaplan-Meier 212 & 0 52 L 721675 B 4G 361 H
OB A RGBT O RESHERIL, T2V 7T Ik EE
3.7% (95%ISHEIX ] © 0.69~6.65) . A HAHE 31.7% (95%f5HAX M : 23.86
~39.57) TV, MEBHIIHT 21— FHIZ0.0989 (95% X :
0.0425~0.2300) (logrank #52 : p<0.0001) T&H -7z,
E51, FARRBBIIFERTTI VY TI VL2 #RL T, H50Iid.
ML T oV 7T )z T, 1 H 1A 15mg % 24 JAE#E
PG L 72 BRIk G- 8012 B O B U IR O A 1L
5(5 D)htﬁﬁ") f_—32>\ 33)0
BIVEMSEBEE LT » v 79 V= V58T 16.2% (55/339) THH . &
ZEIWEN . fEFL 4.1% (14/339). TH#i13.2% (11/339) TH 723,
W) FEATOA FEBSERERYE G HOHBEMIIGE TN TRy,

GERFOA REMNERBRSIHICHIT2BEEX T ZEEEa80BERIN
i)

17.1.4 BRELIEAR (CEERHER) NORBIGERSHR
BT v~ T BREMEIESEOKBERO O, FFAT U A PP
FESED RIS A LS E L, 220 B U+ RIS O R A3
LRNEEERWRE L2 T I — V58 (1 H 118 15mg &%
) LxtERE L o ZEE RIS RO R, Kaplan-Meier 12 & )
HesE L 7= ih A6 361 H RS i o> 57 3+ s o BAE SR
TV T T = VG 12.7% (95% S HHIX [ 0 5.85~19.59), xfHEH:
36.9% (95%15HEIXH] - 27.51~46.35) TdH ). AT L= F
i 0.2510 (95%1EHEIX [ - 0.1400~0.4499) (logrank #7E : p<0.0001)
ThHo,
BWERSBIBE LT v 77V — V58T 15.3% (28/183) TH ) . &
ZEIWERNE T 4.4% (8/183), wA A MY Y IMIE 2.7% (5/183) TaHh -
7239

(BBENFTTEEBERICHIFDIAUINTI— - EOURRER)

17.1.5 BENEIHEHER (CESREHR)
RV ERVEEERA=DI 1108 bt b e gt 73 =¢) AN DN e AP
ELZBHEOBERRE (50 75—, TEF YU VR R U2
TN 2034 D 3FEG) 1B ABRRHEDRIITENDEBY) TH A,

HHEFIZ B0 BBEE (7 H RS

KIEHI O 1 B G-5 5 m% B ES
7 vV 77— 30mg
7EF L) KA 750mg
(i) 2 [ml/H 87.5% (84/96 1)
759 Au~<A4 Ty 200mg (]
i)

7 vV 77— 30mg
TEF T V) KA 750mg
(J7fifi) 2 [ml/H
7 9)Au<A Yy 400mg (J1
fiff)

89.2% (83/93 f3ll)

TR S BT A BREE (7 H MRS

FHANO 1 %G e IEq ECES

7 V77— 30mg
TEX T D) KA 750mg
(J7fifi) 2m/H
7)) AuxA Yy 200mg (1
i)

91.1% (82/90 #1)

7 V77— 30mg

TEF T V) VKA 750mg
(J7fifi) 2E/H
770 Aax ATy 400mg (1

83.7% (82/98 f4l)

fiff)

PRI IART N R 2R R L L7z

EIVE S BUHE 13 50.5% (217/430) Td Y . F 2 EIVEHIZIAE 13.7%
(59/430) . T 8.8% (38/430) T - 72%),

nB. KEROEECTITbIAY) 287 7 — - va ) Ehko+ ek
BT R OBRREREY 1BV T, AR ORE R 5
“CL\Z)36)~ 37)O

11 2) BRARE R OSHRRRZ WHk ofE AT 3 b Btk

3 FHAORG . HSHEIETROLEBY THY ., EHNOKEH
W HEEREL D, (6. 2]

KE TV T e LTLH30mg. 7TEFI V) VAR E LT
118 1,000mg (i) K57 51 Aa<A 3~ & LT 1 500mg (Fif)
®3F#1% 1 H 20, 10 HEZ 14 H RO
W77 e LT 30mg. TEFTI) YA E LT
110 1,000mg (JIi) K751 2u~<A v L1 250mg (FIh)
D 3FI% 1 H 20, 7 HEELES
17.3 Z0fth
17.3.1 MBEHAR NI VICRIFTHE

1H 110 30mg . Bl s o S ML L a, sy A b
) MEDEE S EAAEEO SN LA, FGKT 4 BBRICEET 59,
17.3.2 RIHEREIC R 3T &

B KO+ RS ESEE S 1 B 11 30mg % 8 BRI G- Lz
&, 7ugsF v, a)vF =), GH, TSH. Tz. Ts. LH. FSH.



DHEA-S. 7 A MATH Y, ZA T IF — VG EHE
27)

17.3.3 BHEORDRHREEICRIFYRE
B R O RIS AE I 1 H 1M 30mg % 8 AT L3

ERIFS 20

G HRIEONGBAEEE ISR E RIT S 2 0nD,
18. FERpEEE
18.1 1At

T VT T =it BRI O BR A B AT L 72 1R BRI & B
R BUE % A8 TG TR L 28 S 0, & OBBEERE 2R i 25k A i 12
BELTFa MRy 7L LTo&EE%#H-> T 5b H K*-ATPase @
SHHELHEA L, MG EZIHT 22 812X ), BOWZIHETH L%
;‘(_ (:J néSS)Al)O
18.2 BB IHIER
18.2.1 RYIHR MU VRSB

TEFEMAAND 1 H 1 [ 30mg HIEE NN 7 HIFRR DR G1C L ) EWHaE
BRI E R 25380 v, 2 OTERIZTES- 24 W2 b Fifid 29,
18.2.2 4 VAV VHIE W

TEHERCAA~D 1 H 1 30mg7 HBEIES-12 & ) 258 7 B B -l 1
FAED 5N 512,
18.2.3 WD

TR AANO 1 H 118 30mg7 HERIIES- 12X ) HERG WO S A 24
HlDERD SN BB,
18.2.4 24 BRI

TR BT % 24 IR ARIGRER T, 1 0 119l 30mg7 H B L% S
12& 0 1 HZ8E L CEEBRSMOZEHZIHIAED SN,
18.2.5 24 BEBA pH E=9 UV T

e A K O RIS EBRE I 0 B~ 1 H 1 [0 30mg7 H HRE %
HAZE Y, 1 H %8 L CEH L EEEWNHIERAED 55947,
18.2.6 24 B THREN pH EZIU VT
MBS~ 1 H 1 [ 30mg7~9 H M L%512 &)
TG OFH IR AR 5152,
18.3 AUIONTI— - EOVUREDREIER
18.3.1 7EF VLY VKRR O 7 ) Au~x Ay ebicTg vy 7o
—VEDPHIC L Y BRORGHOBHMEHRED LA OND (T
v F) /18)0
18.3.2 N any & — - YO BRHIHERICBIT LT vV 77— )votkd]
EEMpH % EH SR L1CE) . EHENETEXF T ) VKR,
7)) AUYA Y VOVEIEEY S0 2 LIlhH b EEZLNLHY 0,

19. B CAT ZEEENR

—#¢% : 7~V 77— (Lansoprazole)

L% (RY-2-([3-Methyl-4-(2,2, 2-trifluoroethoxy)pyridin—2-
yllmethylisulfinyl)-1/~benzimidazole

Ci6H14F3N302S

369.36

H~H O EOR K TH Do NN-FAFIVARIVAT
IRIHETR T, AT = VIZRRBEITIRTL, =8/ —
(99.5) IZRREITIZ L KRIZIFEA LB T RV NNV AT
VARMAT I FER (1-10) 1 3HeEERE v, #RETED
BOHISL,

Tt

=5]

ERESIE Pl

Gk
S

Pk

N \ ) F
QS
N O R ORI

AR 166T (1)

22. G

(5vVYFS5Y—)L OD#t 15mg [DK])
100 $& [10 4% (PTP) x 10, HZEFIAD ]
500 $E [10 $8 (PTP) x50, #RHIAD ]

(5vYF5Y—)L OD # 30mg [DK])
100 $ [10$E (PTP) x10. SZM&AIAD ]
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