s %k 20234E10 H 3T (E300)
% 20224F 8 H LT (4525K)

Bk ST
FREAM 422 ]

e TSI

TE)IER - RIS ORI L YT 52 8

TarYERYTL Y Y —
HASERY 7YV 77— VRN 7RV

By TOvotr 15

AFEERRIEES
872329

ARES
20400AMZ01104
20400AMZ01105

B 715
h1 7230

19924121

BRI 0=/»7tr 30

Takepron"capsules

2. BR(RODBEICEBELEVWIE)

2.1 KA DS 2 MEBIE O BAEE DO H 2 B

2.2 7 7 ¥ EVRIRE.
[10.1 M)

YLE ) VEME ARG RO BE

3.1 #mk

3. HERL - R

W4

yar7ay 75

yar7a 730

EERl ¥in

14 7
777 —=)v 15mg

14 7.
777 =) 30mg

peyilIEl

WA, fyEOay Ty
T RKER AT ALK
B Foxy 7ot
ru—ZX, efoxysol
Veva—2A, x5 7)) Vi
aRYy<v—LD. 77V
r b A RYVILR—
rBO. VT, 7 UuIT—)b
6000, MEALT % >, BREMEK
7AW

(B T VEIK) €T F >,
BitF s>, ~zudT—)
4000, 77 U IVEREEF b U
Ay ATFTY VBRI AT
A, NYEQaAYFUS Y

WA, Fv Ry Ty
T RER TRV ALK
EEL Fady 7ot
rau—2Z, efaxyrsol
Ve a—A, A5 7))V
aRY<—LD. T IVE
B 1), EY VLR —
rO. # VT, 7 ud—)b
6000, M LF ¥ >, BREEK
A

(W TeVEEK) T T, B
1LF % v, #n =" bk
<z 1 d—4000, TV
BT YA, AFTY ¥
B~ v h, hyETI
YFEVT Y. ZTbk

3.2 WH DMK

W74,

yararyhreivis

ya7rayh 730

o - HIE

Fift~b 3218t & 07
[ERERDNFAETUR b TR =R SN ER )

B ~bF Iz w07
P10 D W T VR % 5 &0 BERR
259 T OANEH, JHE
P T VB OB O A

RN

DI 72 IVH]
35 h T

i - i 235mg

T IVFH|
357

- Hi 250mg

i — o

N 281

N 283

4. sHEEXIEZHER
(B4 7Aa>h7TEIV5)

OBEE. t=-KBEE.
Zollinger-EllisonfE{&E. FFV S AMBEREYRIE. BERAET

A\ 5
[=]=]

BB, URMEEER.

ZEV L BREEICE T 3 BIEEXIE T ZHEREBE OB

JERXTOA FERMRERERESRICHE T FFEER I B

TEIE DB S
OTRICBIFBEAUIANT 22— - EOYDBKREDHE)

BifE. TEREE. BMALTY /B, 5 MR
MEMR. FHBECHT 2ARKREERE. NJIaNT

H2— - EOURBEER
(B47a>Hh7+IL30)

OF#EE. +t=HBEE.

Zollinger-EllisonfEf& &
OFRICHBITEIAUaANY 42— - EOUDBREDHEED

B, TEBEE. BMALTY /B, 5 MRigd
MEMR. FHBECHT 2ARKRIEERSE. NJIaNT

4— - EOVBREER

A\ 5
[=]=]

BB, URMEEER.

5. 3HEER IR ICEIET 2R

(BRE7XEY UBRE5EICE T2 BEEE T EHEEOHER
Hl)

5.1 1Mt - EROBEME O 72D IMHEOT A ) ¥ % fkidk
HLTwaEHEERG 5L L. 5L L. B
i+ AR OB A AT A 2 L.

GEXT O NHERREFRSHFICH T 2E8EEIT1EHBES
DEFEIE)

5.2 BIfii) v~ ZBRMBEESF BT 3 EBERSFOLDIC
AT T A FUBLIESE & RGeS LT 2 B 2 B 50
L L, G5BT LCd, B3 U RS o MAE
EiERTHT L,

(ANVANY 5— - EOY OBREOHED)

5.3 BT HEMALTY Y 8EICH§ 5N 2Ny 57— -
WIHEREOARIVEIZHEL L TV,

5.4 BRZVE /G A TESEBER ISR L Tld. A R4 V5% %
HWL, AV anyy— . ¥y REHERISEY &S 05 0E
BUNZDARBRRIHEHRZITI T &o

5.5 HUE RIS 3 2 WHBLBEIIB R R H DAMZE, ANy ans
y— - oY) BREIAHRIC & 2 ORI T 2 AR
T LT,

5.6 NV IaNyy— - ¥ EGEH KV LEIZIE AYan
75— ¥u Bt TH L L RONEEREICL DAY 2
Ny — - ¥u)BRPEHRTHL I ERMRTHI L,

6. AERUVHAE

(BiBE. +—EBEE. WAIBEE. Zollinger-EllisonfEfRE)
WHE. WAIKIET Yy 7oy =k LT1M30mg% 1 H1M#
WhH4 5. B, WE, HiEE. WETEE TIESHERM F T,
T iR CII6EM F Tok b LT %,

voy

(ERERER)
WH WAICIZT ¥V 79— LTL30mg % 1 H 1

P35, ek, @ESHENE TORG LT 5,
BB, T - TR MY R Al R O MR R IC B Vv
TIE. 1l15mg% 1 H1#E 55 2 25, RRA T 08613,
1TH1RI30mg % RS- 5 2 LA TE 5,

GEU' 5 AMBRESRIE (D 7 EIVIEOHR))
WE, RACET vy 75—k LClll5mg% 1 H1H#O
P55 %, ek, @EGEEE TORG LT 5,

ERET7AEU U HERICE T3 BEEE T -HRBEEOHER
M (75D H))
WE, RACET vy 75—k LClll5mg% 1 H1H#O
%59 %0

(GEXTFO4 NHERREERSRFICE T2 BEEII+2I5BEE
OFFEIDE (HTEIVIEOH))
WE, RACET vy 75—k LClll5mg% 1 H &
%59 %0

Ny ang g2— - EOl) OREOEE)
WL EACIES Y FI Y= e LTLH30mg. TEF VY
U KA & LCLE750mg (Jufil)) B O¥ 2 5 2Auvx 4y r e L
T1Iu1200mg (J1fifi) D 3% % WIS 1 H 200, 7H B#E A% 53 %,



B, 77)AuRA T, DECH U CHEEMRETS I L
MNCTED, 72721, 1E400mg i) 1H2E % ERE 3 5,
TarYRITA Y= TEFTI) VKPR T
VA~ A v yO3FFEGITE LAY aNs F— - Er) OBR
BEFIAREIOL A, S Ub2EHE LT @H. A
k7 v 79y =& LTli30mg. 7EF ) KA
& L C1H750mg (Ffili) X O* A v a =%V —)L & L T1H250mg
D3F) & FKRIZTH20, 7H B 5-3 %,

7. BERVARICHEET 3158

(FRERER)

7.1 MEFRREICB VT, TH1E30mgD 5 1%. 1H1E15mgHt 5
HUZ IS L7267 E15mg TRANEDPA H 5 2 E I 5,
GEU 5 AME BEWRAE)

7.2 T 5-RG2E%GE ARl LCRNRER MR L, SEROSEME A
O LN VAL, BRI ORI E 2 5 b 7201l
DY) WA OLE T A EFT 52 Lo [15.1.5 2]

8. EELEXIEE

(Bigg. +=iEBaE. Walas

8.1 BEMoOMIREIZ T/ TRVOT, #FRECIITVENS
EDEFE Ly

(FRMEBER)

8.2 MEFRFEIC BV TIE, TSE - WIRZ M BT I LS
FTHIEEL, ARMFREOLED R VEF IR T2 L
DHEVEIRETHZ Lo F/20 1H1H30mg LiX15mgD %5
&) EIERENRINC D72 ) Mk 2 RER T, R LIRS
PILICX YV FRT 2BV EH SN A4 1H 1A
15mgllim 3 dHhib 2 2 & B, MERREI NN
M2 EhE T % 7 EBISEE 151279 TEHET L,

GEV' S AME BEWRAE)

8.3 MZIC X Ve, FBEOMBIHERIHRYELALN D
ZE(LEMB7ZY2H L) 2RO ) 2535 2 &,

By KEO¥RG 5 E R, ERS OB K O oMb
FBIC X BERZREHRT A2 0D HDOT, NHSEMESICX
DINLDOFEH TR W ERERTHI L,

9. HENE=2EIH5REICET 3ER

9.1 AHHE - IEEREDH 5 EBE

9.1.1 EVBEBIEDRERED & 5 BE

9.3 FHREEEEE

AR ORH, PRl BIES 52 L2535 5,

9.5 1Ei%

Tl AT IEAR LT\ 2 W REE O & 2 PRI Lo 2kt
falftt % LIn % KB SN HEICORELSTEH I L, BR
B (Z v M) 2B THE ML i B R g o v iR E & D
BB ERBDOLNTWEY, T2, 7HF(FEII30mg/kg/H)
THIERCEOMMA RO SN TWDEY, B, Iy MIT VY
75— (50mg/kg/H). 7T EF I VAKHY(500mg/kg/
H)KROZ7 59 A< 4 »(160mg/kg/H) % PRS- L 7=k
T, BEWToOBmEORRE L b ICH R OSEIIH O R iR
HHLNLTWD,

9.6 LI

B ORI ARBZOL L ZER L. IOk L
FEHIEEBET A2 Lo BEE(T v ) TRAHRAEITT S
ZEPIMEINTNBY,

9.7 NRZE

NSRS G & U7 BRRERBRIZ TR L T v,

9.8 SE

BEHE» SRS 2MIGET 2 R EEEICES T2 L, —HICH
A CIRBWRBIMC T L TR Y, 2BV H 5,

10. HHE{EA

AANTEE U CHFSEMA B ECYP2C19LIZCYP3A4 T S 5.
F 7o AH O GWAWIEIERC X 0. PR o WILZ e
WIHHIT B DB D,
10.1 BEAZZ(BHAL AW L)

[2.22M]
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TR DSRES S 2 BT
Hbo
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WXk 2HWpHEAIZE D
WAL~ 2 A ¥ A DR
EPRT T 2720 L% %
bhbd,

ARFLEFF—F  [A b bLFF— FOMPk[ R AN TH 5.
N LAT I ED DD,
FHROA L b LFH— b
ERGTAgEE. W
INER DY RN ey
HILEEZRTHI L,
e KRR O % M | 2 h o oA O RH P
UL BN D %o WAEIES 5 & & AOF%
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1. BIEA
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1.1 EXAEER

GhaesE)

N1 7F7147%—(&8%5. ERZE.
(0.1%KE) . 2 3w 7 (0. 1%KHE)

11.1.2 AMEGE L. EEERERAE. SIS (0.1%AK). 58
FIERIR A (0.14%™)) . M/MRIED (0.15% ) &1 (0.14%™)

11.1.3 FFEEREE (0. 1%AK0™)

W, AST. ALTO LA5% k0 mELRITREREz D 5 bh
LT EWH B,

11.1.4 § & 4 & & 3% 3t 5t #% i (Toxic Epidermal Necrolysis :
TEN). &E*EIEIRGEREEE (Stevens-JohnsonfEMEEE) (0.1%A)

11.1.5 BIEMAZ (0. 1%AKim™)

FEEN ROk, DTURER R N oS (GRRE) S0k S bl

Al LIRS E OB Z T L. AHOHS % dk

L. BB R AV E VR OP -5 0 @) 70 JLis % &
*11.1.6 RABTEEME R CHEAH)

BB EICELZ L L HHDOT, FHEEHRAM(BUN, 2L 7

Fo v ERE)NEET AL,

11.1.7 |AEE CHEARH)

(ANJanyg— . 0l OBREOHE)

11.1.8 BEMKBEREOMEL 5 EELKERX (0. 1%AKi")
ANY ANy y— - Ea) OBRBICHWS TEF Y V) YR,
I AuIA YTl BEERERSOMEL ) EERK
WGRBHHLbNDLZENHLOT, M, HEIOTH?H S b
NAEE SIS 2 Ik 2 2 CEI A RE 1T 2 &,

TEL) U BE 13RI  C ORI RS I A O R I2IED

1.2 ZOMOEIER

(BigE. TEBEE. WaEIEE. ¥RERERX. Zollinger-
EllisonfEf&#. FEV S AMBREVRIE. BAE7AEU >
5B T2 EEBXE T HBREEOBERNH. FEX7FO/F
MRREER S ICH T2 BEEX T ZHRREEEOBERIF)

I OF; R & %)

42 -

17 <

0.1~5%A 0. 1% i BEA ]
A 5. I % ALBE
B [Ny )
TXbF=TA
JHF-Tiek AST. ALT. AI-P.
LDH. y-GTP® L5
ik d IFFRERIE %
L2 R T, . [, T, SRR &
BEERN G, K 2% IR, MR, 4 > Y S E.
(collagenous colitis|MRE SR, LIN%
S 2 )
RIS | B, IR 9 DR RIR, ©
EAANE S
k| Z Db EE, Ba L AT | KELRE. R (2R, B
uo—, REEOEH BRI W E |k KNy
LU, UL LY AiE, K~ 27
TR, AN, T | AT adE. K
A ALE. K
HIV 7 ASE

4:2) FEBUFE 13K TR F C O RRRE U RS BT R O RIC S <,

13) THIA kST T B 4. collagenous colitisZE 2S5 H L T 2 W REM: 23D
B0, HRPICARHN LG AT 5 2 Lo BRI HEERYS. O
5Ay HIMEOREEZFDLZEDHLHOT, T, MAEFZRD SN
DA, WY B AT Sk,

(ANYanNgg— - E0Y OREORHED

5%LL k. 1~5%Ail 1% A i
Hib#E HRAE(13.7%) . T |BRSEEH . BEFRImG B0s, Wk, JE9s.
31(9.1%) A, TN %%, 4%,
g, M=, B
L, AR
JFF M AST. ALT. AI-P,
LDH. »y-GTP. ¥V
V¥ DR
(%73 BFrPERIRAD, UFERBRE | /MR A
%, HIIRYEZ. Al
SEBUE I8 Z 9%

5%Lh 1 1~5%Aiil 1%A i
FAAAE R B ISR, O F v,
Ak, LU 9
DIRTE
Z 01 FUZUET AN, (BRRE

REED 15, #aL

AFua— o k5 -

KT, IR\ B

PRAE B

W) BEF R EBRELE T RBREICB 27 vy 7TV —, TEF
Y VKB 5 2uv 4 Y v DIFERG ORBER IO

B, FHETTIT b 72 ER TR H T B EIEH GHEE1% BL
PRROEBY TH S,

5% I 1~5% A
WAk TFHI(13.2%) PRECFEE L, WL, TN gE. BEIE. HEE
(8.7%) peyll
Il AST. ALT® k5
RS AR R BiE, D F W

5) B ORI H B 3+ BBEEIC B 57 v Y TV -, TEF
YUY VKNY R 7)) 2av A Y A ba =¥ — Lo 3FIHx
Lo BRI D

12. EBRBRERRICRIFTEZE

(AN &— - ERY OREOHED)
FGUITIIV=NVEOTO N RY T ey =R T EF Y
OV, I Auv A Y EORANMER A bu=
F = VO R P 54 T EZ TR, BCIRBITAGAER O H 2

FERDBEVEIC R B THEMED D 5 720, BCIRFEMLGABRIC X %
FRIHIE 2179 B i2id. S OFEFOF 5% T 1%H4ELFED
R CHEET LI ENEF L,

14. R LDZEE

141 FHZMABFEOEE
PTPUEOIEHIIPTPY — b2 5W ) LTI % X 9 {5
T5Z Lk, PTPY — ORI K D, BEE A E805 F 8 R B~
FIA L. B3Rl AE B 2 U CHERTIN 255 o EE 2 & 00 % 5F
RKEDLIEND D,

15. ZOMOEE

15.1 ERER{EA(CE D < E3R

(hEeHE)

15.1.1 FHDOEIH G-I BEDOT R =T 2587 L DD %,

15.1.2 KA OFEG-EHWIC L 2EREEHT 522 L 03H 5D T,
BEYTHRWI L RO 25T HI L,

15.1.3 MBI 2 HEOBIENIET, 7Ry Ry 74 vee
& —12 & B EFRIC B T HERIE R O BB P, TR,
THET IO 2 7 BMAHE ST w b, $RS, BHEROEY
B (UELL L) OE# 2 2 7 BB T BPio) 27 238mL 7z,

15.1.4 NS BT 2 FICABRBE 2 G L Lo BISN%
T, FObMUYRYTA Y EY —EHRE5LBBEIIBWTs T
APMYTYL - T4 T4 VI E D EHEEGED ) R 7 BEhNAsHR
HERTWD,

GEU 5 AR BEYRIE)

15.1.5 FENBEROE ) A 7 Th b s, s, 240~
WETHIRS D OVFTIIUCHFEY L WA IIERA OEHRR)F
PEELIUIL WZ ENEERBABRICE VRENTW S, [7.2 3]

(BRE7AEY BERICE T 25EERII+ZHEEEEOEH
D

15.1.6 =7 A ) VGBI 5 Bl O+ iRk
DI A 71, AY ANy F— - ¥ EYerm T R O
IVEELWEEEOD D 2 L DERBBRICE DRI TV,

15.2 FERRAREABRICE D 158K

15.2.1 v M52 MR O # 5 L 722l 50mg/kg/ H
Tt (Ji PR e DR 10085) 12 45 W T LB BLAk 00 s B T S e i 73 52
HHENTWVDEY, X512, 247 A MEREREDOHR S L7z kT.
15mg/kg/ H LA E OB 3T Bk o0 5 50K BE o0 78 A 3



A, 7. Smg/kg/ HU EOBEIZBWTHDO A VT /4 FiEE
MEDOLNTBY, MAT, MET v bd15mg/kg/ H LA E K UK
Z v+ ®50mg/kg/ H P EOEEC B TR S O F LM D1
MABSED LN T 5D,

S R LD B SR 6 2 D W TR < 7 A DS AJEUEERER,
42, FVOHEERBETIZED ST, v MR RELE
EZbNb,

15.2.2 v MZF vV 7FV =V (16mg/kg/HULF), 7TEF Y
2 YK (2,000mg/kg/ H) & A B PR AR $ G- L 72 3Bk
BUOA RS Y75 =1 (100mg/kg/H). TEFT VY ¥
KA (500mg/kg/H). 75 2Aa<A ¥ v (25mg/kg/H) #4
SEARBERRI S L2 BT, TEF VI VKW E BB
BB PG L2 B S RS8O H LT W A5, #kiE
TEFT DY VKHMBBPIRBIHTH L2 DO TH Y. KAT
MW L72bDTIE RV EPFERIN TV S,

16. EYEIRE

16.1 MigE

16.1.1 BE@ERS
KRN DNA FT7 XA S F 4 AR TESRDO SN,
BEHCA (661) 121 I30mg (154 7 V) & 27 1 A F — N — L2 THE
BETTERIS, 720 JIof@E A (65)) 121 15mg % T
RS- L2, iz s v v 79V — Vo RE LD
F L LT s, CEw LB S5, 1H30mg% R4
5. U 73565 O RZACAR O ML it BEERE ) OSSR B REZ2 1 78 5
A=ZIZUTOEBYTHY ., FEBTENALNTNDY,

Pehat 30mg (7 T A F —/3—1) 15mg
PGt MET itk M
Tmax (h) 2.2%£0.4 3.5%£0.8 2.2x0.8

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) 3,890+2,484 | 3,319%2,651 2,183+2,195

CFI i = B, n=6)

(ng/mL)

14001 —O0— I ifr M (30mg)
--0-- : A#%EY5  (30mg)

12001 Pl + R, n=6

1000

800

6001

(F=Rt) BRETTHE

4001

2004

—— T T l—e— (1)
012 3 4 6 8 12 24

IR
T AFERT TN T 7 — b UIKBRILT VI =T A7) -
KIBAL= 74 27 A& IR 2 & ARH O ML R EE A
KF9 22 erETHE I Tw5EY,
B, KA OHEDEM (Extensive Metabolizer) @ fd He i A
(48%1) 12, 1H30mg(35H FEvdHr Wizl gh FEN) %7 a
A =N = THE TSRO S L7 & O M EhREA 8
FTA=FWRFTERDOEBYTHY, 35 TN Elsh TLNiF
WIS TH B 2 PR IN TS,

ER SR ] 30mg (27 1 R4 — /3 —ik)
55 35N TNV 15h 7%V
Cmax(ng/mL) 907 £ 334 1,022+442
AUC(ng*h/mL) 2,444 1,080 2,475+1,241

(P fill = B8R, n=48)

16.1.2 R1R#RE
fERE R N (6451) 12 11R130mg X 1% 15mg % 1 H 11817 H A £ 12
BRROPe G U 2B o Mg il g o HER, R HEIEER 2 5 R NE
B wdbobtEZz 5157,
16.1.3 >V TS5V —Ib, ZEXIIU KRGS 20O
AT HRABOEYERE
RN (6B) 125 > 75— e LCTIE30mg. 7TEF I
KF & LCLE,000mg i) ) O¥ 7 5) Aua<x 4 & LT
1[1400mg (J1fili) D 3% % MBI RIS L 720D, 5 vy 75—
NORBEILRDOEMENEF /ST A= FIZTEROEBYTH D,

HET
Tmax (h) 1.7£0.5
Cmax (ng/mL) 1,104 +481
Tiz2(h) 1.88+1.88
AUC(ng-h/mL) 5,218+6,284

(P35 = ¥R A, n=6)

7B, 3HIPEHE D 3HI 4 4 O I P i BE 1 HAlEe 515 o i i v
WL TIZFBROHER 2R L7,

F 720 R (7)) 1235 & [F AR H & CRIKFIZTH 27 H [
BROPG Lo EiE, 5, BREERVWEEZ N5,
HINY Iy — - ) BRI SRBME: - e %5, (6.2

iy

16.5 BEitt
TR (660) 121 30mg % #i A N Ik &1, F /2, 1I15mg
AT ISR ORS Lza, RAPIIE RS & LT s
YV T I VOREARIHIE SN o 7o G524
W F CoORBPEIZRIZ13.1~23.0% TH > 727,

17. EREREXE

171 IR REMICEAT 5558

(BiEE. T-HEKBEE. WaNEE. HRMREE R, Zollinger-
EllisonfEfREE)

17.1.1 EANE I/ MHEHR (—RERRBRC _EE5HRHR)
BN BE 252, 1H 1R 30mg % — iR B clidF & L2
~8E M, EE MO R TS () K U6 [
(+ RIS RS L2 BRI B W T, s IHiEH
AT O NI ARH PGB 137TRI OB ERERFIE TRO LB
-@ﬁ) 66)*26,)0

e B% TR ()
Hi% 604 535(88.6)
({5 445 418(93.9)
V/kEgtiti-e /2 19 17(89.5)
UL IR EHERTERS 66 61(92.4)
Zollinger-Ellisondi 3 3(100)
it 1,137 1,034(90.9)

Bk, ( )MiE%

B, BB LT HBEEGEE TSR L L HERILK
AR ORE R, AR OFMEATED 5N T Wb,
F72, 1H130mg % 8 M#E T4 535 2 & 12 & ) i & 4
SR EE RO BH R, S 5ITHERRE L LTLH
1181 15mg % 248 [ #8185 U 72 = 3 H MR LB BB o f R
RHFOH IR S LTV 5,
Al VE N ZE BRI X A A B 58 THMERIER & L T3.0%
(35/1175) Tdp )« FE 2 RIMEAN R RAM R A & L TALT
F53.1%(30/982) . AST 152.2%(22/982) TdH - 7=

GEV 5 AMEBE BEWRE)

17.1.2 ENE IHEHR (CESHHR)
BN 2 RIS, THIM5mg % #6455 L7 — B Lo it
RERORER, B 5-BltR R 4E R T DM R T O B R H B4 (e
M) IARFAZ L HET67.9%(6981) 7T L RRET42.9% (7261) TH .
RIVEH FEBUHEL I AR 58 T8.6% (6/70) TH 1 . T = RIEH
i Y 7Y T A4 FHEIN2.9%(2/70) Th o7z, b, il



WEBHETL O Y A 27 Th L Eid. Biis, RV =7#
AHY 0T EY LavEBERICBT 2% 5-Mihk4aEm T
DR VT OEREIR H B0 B & (v Jefif) 13 AHI e 5-1C37.5% (20
Bl). 7T REETL6.4% (2461) TH 5,

(BHE7ZAEY VU ER5FICET2FEEIET BB EEOER
) D

17.1.3 ENE DIHEHER (CEEHER) RO RARGER 558
BHET A ¥ (1H81~324mg) DEME G- 2 %3 E L, 7D
B 3T RSSO MAREEZ AT ARABEE NG L L
7oARFIRE (TH1E15mght 8 5-) & B & o i H ML B
AREROFE SR, P RFENTIREIC B1) A Kaplan-Meieri# 2 X D g L
72 EHE B A 361 H IS 5 o0 B 5 X+ IR B i o RAE IS
. ARHFNEE.5% (95% 5 HHIX I : 0.00~23.96). xF FE#EST.7%
(95% 15 FHIX [ : 29.33~85.98) TH ), MBI A —
N I120.0793 (95% 12 FHIX A : 0.0239~0.2631) (logrank# %€ :
p<0.00001) TdH - 720 F /2. WAFANTEFIC I 1T S Kaplan-Meier
B X 0 HEE L7 BHAA 361 H S oo B i B S+ iR
B0 BREISHERIL, AHIEES. 7% (95% 12 X © 0.69~6.65).
X BT 31 . 7% (95% 15 FHIX 4 : 23.86~39.57) T . MHH#EEIC
X3 B N — F 12 0.0989(95% 15 X [ : 0.0425~0.2300)

(logrank#% 5 : p<0.0001) TH - 720
(%)

100
904
801 — AR - - - - RFHERE
;ﬁ 'Q-
ﬁ 7
% 60
I
# 50
40
30 T
201 ot el
104 14
o .
0 91 181 271 361 151 511 (1)
AHIBE (0=213) (=183)  (n=141)  (n=85) (n=28) (n=6)
KRR (n=227)  (n=158) (n=111) (n=62) (n=14) (n=1)
WL T H 2 5 O

SRHERITIRE I B % Kaplan-Meieri: 2 & % B ##5 x+ 3B O B
b giopnee
E51C, FilBRBIEEM T CAAEMEL T, HDH v, K
TREEZAAFNCY) Y B2 T, 101 15mg % 2B REI3% 5 L2 &
Wik e e 5B BT, IS O T IR O e E 1 E R
DOLNLD o7,
BIVE T SS BUB X AR A% 5-BEC16.2%(55/339) TH V. E74H
TEFE, R4 .1%(14/339). T3#13.2%(11/339) TH - 72,

D IEAT 0 A FUEHUSAESE R G- R O B AT L & F T,

GEATFOA RMRREZBERFICHITIBEEXE+2IEBEE
DEREIMH)

17.1.4 ENE IHERR (CEEHRER) RURHARGR SR
B v < 7, IR RIS QRSB O 2012, EATT
4 FHPRERO RIS 208 e L, 2o BEE i+
BGEEOMAEREZ AT 2RABEENRE LAARABEAHL
15mg#R IHE5) &t HRBE & o — 7 B Mr Lo B 3k o e 1t
Kaplan-Meieri: 1 & 0 352 L 72 i % B 46361 H Rf 25 00 B E55 X
F TR B O BRETERIE, AHITEL2. 7% (95%45 HHIX 1Y -
5.85~19.59). xFHAHE36.9% (95%fEHHX [ : 27.51~46.35) TH
0. STEBEEICKTT BN — FHIZ0.2510(95% 2 HEIX [ ¢ 0.1400
~0.4499) (logrank#isE : p<0.0001) TdH - 72
BV S B AL AR A % 58 C15.3%(28/183) TH V. E74H
VEHNE T Hi4.4% (8/183) . EA A MY VIMIE2.7%(5/183) ik
1.6%(3/183) TH - 720

(%)

801 — FHITE -=me SRR

TRE AR
S

T T T T T T T T T
0 91 181 27 361 451 541 631 721 (H)

AFEE (n=168) (n=129) (n=98) (n=80) (n=57) (n=27) (n=12) (n=1)
SHERE (n=162) (n=102) (n=74) (n=62) (n=32) (n=19) (n=5)

W5 H 7 5 O
Kaplan-Meieri 2 & 2 W55 & 38188 0 WA 5SE

S5, RERBRBIEE T TAK & MkHt L <. 1H1l15mg%
24 RRE 1 $ 5- L 72 Rk B 5- 3B O K5, Kaplan-Meieri:
XD R L7z WS UG T IR O BRUSE ST L, 2
HE LB I G O 6 R B A5 361 H 1RF 1T 14.4% (95% 15 L IX.
M :7.89~20.85). 631 HIF . C19.6% (95% 15 JHIX M : 11.10~
28.05) TH o 72
H:2) ZH B MILBON IGER 1Z 31 2 AFAIRE 0 9 © RIkbed 5B 47 L
Lol B RO HE RGBS GBI B 2 A0 9 H Bk
Tt G BRI BAT LB EZ AR L TR L2,
(BBEEXII+FBEEICH TNV INT 24— - EOUELE)
17.1.5 EINE DHEER (CEFHHR)
AV any y— - a) EoEEE O3+ BB EEO A
BHEERGL LIBRROBKRABR(Z >V TV =, TEF
VYUK ) Aavx A Yy O3FIEEG) BT LK
WRRITROLBY TH 5D,
BB B 5 BRI (7TH BRI

BHEHN O e - PG ks

7 Y77 =)V 30mg
TEF TV VKA 750mg (F1ili) 2l/H
7 51) 2a<4 ¥ 200mg (i)

87.5% (84/96%1)

7 V75 —=)v 30mg
TEF TV VKA 750mg (F1ili) 2lnl/H
7 51) 2a<4 ¥ 400mg(HIii)

89.2% (83/93%1)

AR 30 B BRI (TH AL

BHEH D1 e - FxG- I BT e

7 V77 =)V 30mg
TEF T VKA 750mg (F1ili) 2l/H
7 51) 2a<4 ¥ 200mg (i)

91.1%(82/90%1)

vV 75V =) 30mg

TEF YV YA 750mg (Jififi) 2al/H 83.7% (82/9831)

7 51) 2a<4 ¥ 400mg(HIii)

B S BEARAT R S 2 i G e L7z

IR 38 BUBE 13 50.5% (217/430) TH V. 2 I Xk
13.7%(59/430). T3i8.8%(38/430) TdH - 7z
B, REROCEETITbNIAY anNs sy — - o) EEo
+ IR RS T A W OBRRB IC BT h . FRE
DR IFED LN T WD,
11:3) K5 281 OSHLER BTE O fE R 31 b Btk
H4) HHEAOFGE, FGHEETROLBY THY, ENOREML - A
MERR D, [6. )
KE 7TV — ) E LTLEE0mg, TEFT Y YR E LT
1[1,000mg (FIili)) K O¥7 5 1) 2u~ A ¥ > & LC1H500mg(f
fili) D371 A 1 H 208, 10 H 31314 H #1425
#E 7 VT IV NE LTIE30mg, TEFT VY VKA E LT
1[1,000mg (FIili)) K O¥27 5 1) 2u~ A ¥ > & LClH250mg (5
fili) D371 & 1H 208, 7H RIS
17.3 Z DAt
17.3.1 MFA R MU VICRIFTRE
1H1M30mg% . BiEEGEEIIEIGER. + B EEEEICI1E6
BRI G L72a. MiET A M) YMEOf Bl LADFED
SNDH, PG THRBICEET 52,

_5_



17.3.2 A BREEICRIFTRE
B R O R IS S I C 1 H 110130mg % 82 [ #E 145 L
Yf. TugrsF . anvFV—, GH. TSH. Ts Ta
LH, FSH, DHEA-S, 7 A FA7uy, TA 74— VIlFE
CRBERITE RS,

17.3.3 BHMEOATBlRZEEICRIFTHE
B R O R IS I C 1 H 110130mg % 82 I #E 145 L

YA, BRI O NI R RIS v,
18. EFEhEEIE
18.1 {EHHF

AR HRGBRE R O 1R AL G ~NFAT L 7 e, BRI X BB
B % 6 TG RN E M AR S, Z ORI E R Y 25
BEIICRELTCTa Ry T LToR#EEZH-TWD
H', K'-ATPase®SH#E & KA L. BMRIEEZIIHITLZ L0k
0. BAwEIRHTAEEZ NP,

18.2 BB iEI1EA

18.2.1 X2 AH X M RIS
fERE R A~ D1 H 1181 30mg ¥ [1] 36 OS2 7 B BRI 512 X 0 3]
7 B WIRIE I AT S, & O3 524K % b 4%
AR AR

18.2.2 4 > A V) L RIE5
TEREA~O1H18130mg7 H BI#E 8512 & 0 2500 72 H B 5
R 23720 5 5%,

18.2.3 RED M
EREA~OTH130mg7 H B #2018 5-12 X ) HER oW 5
PRI 5%,

18.2.4 24BSRE9
TERER NS 1T % 2418 1] B EBRIGAER T, 1H1Im130mg7 H Bi#E T
PG X D 1H 208 LT H B oW AR Sh ¥,

18.2.5 24B5EBRpHE=42YU > J
RN L O I8 B BRI o 3~ 01 H 118130mg7 H ]
REOPEGAC L D 1H 28 L CFWH 2 BRI e 25320 &
h%%)%s)o

18.2.6 24BFE THMEEARPHE=42U > J
WG S B~ O1H 1130mg7~9 H MR 51 & b H A&
BB G OZW 2R IHER AR S 52,

18.3 AUany 42— . EOUKREOHBER

18.3.1 7TEXF V) VAKAWIK 7 5) 2Au<xAf eIl T v
VTV = EDHIC LY RO SH%O H M ERE O E
AWEDOENDL(F v M),

18.3.2 AN any ¥y — - ¥ Y REHERICBILF VYTV —
VoOBREXHNpHE FASELZ 12X, FHHSNATES
TV VKM, 79 AuvA Y ONBEIEEEEDLZ L
ZhHsbLEZHNEY0,

19. BRHRSICET 2E(b2IRA

—#4% 1 5~ 75— (Lansoprazole)

b4+ (RS)-2- ({[3-Methyl-4- (2,2, 2-trifluoroethoxy) pyridin-
2-yllmethyl sulfinyl) -1/7-benzimidazole

73 F3 - CieHuF3N30:28

5 FH369.36

% R AR aoFBREOR K TH L. N N-Y X F Ik
VAT I RICHETRT LAY = ICReRETR T <,
I8 7=V (99.5)IZRREITITL &L KIZIFEALEHET
BV N.N-YVAFIVFLAT I FEEE1—10) 3 b
ERE LV, FEMEESRDONL,

H 3 5

H,C (6}
_ _}F
/—d g

\_7

B OBERIAEAR

22, G
(Br7rarh7wILI5)

1004 7V [10%4 71V (PTP) x 101,
1404 7V [14% 71V (PTP) x 101,
500% 7 &V [10%4 7+ (PTP) % 501,
700% 7V [14% 7V (PTP) x 501,
5004 7RV [H T A, NTF]

(B 70O>Hh7+IV30)

1004 7V [10%4 71V (PTP) x 101,
500% 7V [10% 7+ (PTP) x 50]
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24. XHBEKERVBEVEDEE
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