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BEE. TTEREE. B MALT UV, SR/ R
AERDHR. RHBEICNT 2RRHTRNEGEEZE. NUIN
79— EOUBEER

(5vYF5Y—)L OD $t 30mg [DKI)

OBEBEE. T-EBES. MENES. TREREX.
Zollinger-Ellison fE{#E#

OTEICBIFRIAUINTI— - EOU DBRE DB
BiE5. TTEREE. B MALT UV, R/ iR
AERDHR. REIBEICNT 2NRHTEIEEEZE. AUIN
79— EOUBRRBR

5. EEXFZIRICBHET 5F2

(BHE7 AU VRSEBICHBIT2BEEXE T BB EEDHE
FEHNH

5.1 M - EOTFEIH O 7D IETEO 7 2 ¥ % fkkitk
HLTwWaEEERGNRE L, #9MBICEL TR,
AT ARG E S OB A T A 2 k.

GERTOA4 REFREEERSRICHIT2BEEXETZIERE
BOBEFINED

5.2 BHEI) v~ T, BREMEESICBIT 2EREESED-0IC
AT O A FHEFLRIESE & B G5 L T 5 BE 54
Gl L. FGBGICE LT, BiEEUT IR E S O BLAE
AMERT AL,

NUONTI— - EOUDREORHED

5.3 HMATHIE MALT V) Y /SIS T 5 a7 & — - ¥ [
BIGEOE RIS LT,

5.4 BN/ A BRI LT, A R4 v 45%%2%
L. AYanyy— - EaY) REEESEY &S5 E
BHZDOBBERIGEEZIT) 2 L.

5.5 FHIFMEIH T 2 B EE G E D M, N ans s
— - X0 RWEEIC L S B OFSEIHNI S S AR
LTV,

5.6 N anNyy— - Eo)EEERICHVABIZIE. N an
sy — -0 Y rBEETHL I EROPEEEREICLY)A) T
NZ & —  Ca)BREEEATHL I EZMERTHI L,

6. FRIENRUAE
(BB, TZiEHEE. WSEHEE. Zollinger-Ellison fEIRES)
WE, BAIET YT ELT1H30mg % 1 H 1M
FERG-$ 50 b, %, HiEE . WETHEE T 8EM X
T, TIRBEE TIZ 6 EME ToRE LT 5,
GERERENR)
HEH L RAIZIET Yy 5= LT 30mg % 1 H 1M
OG5, =B, WE8HEMETORG LT 5,
SO, - B AR D R S R OMERRE IS B W
T, 1[0 15mg % 1 H 1 [\#EO#5-9 255 ZERA 15086
iF. 1 H 1M 30mg Z&1#%545 2 &0 TE %,
GEUBAMBREYRIE (OD & 15mg D))
HHE L WANICET Y TI =L TC 1 15mg % 1 H 1A
ROKG T 5, B, BHAHAMETORG 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. EEREANER

(BEE. TEHEE. USEER)

8.1 BHIOMAEAMIE T TR VwOT, HERREIITHV RN
EDEFE L,

GERERER)

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
52 X ) ERIREES RN b7z 0 kit R T, 3
SHIEICEVHETLEIBENDS 2V EHTENLEE5131H 1
[] 15mg (ZikE L d Ik 45 2 &, k. MEFRERITENY
N A ET 2 % CBSE 10T ) TEREF L
Uy,

GEU' S AEBBRIEETVE)

8.3 ML b e, BHIERS OBEEFAEIRAME VB LA SN D
2t (LHEMH2 2HUE) 2HEDH 255752 L,
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,

BEDESREZAITEEICEHITIERE
1 GHE - BIFEESEDH2EE
1.1 EYBEEDEBEREDH D 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,

9.
9.
9.

9.6 ZHR
HREOERMEROCHILREOF R L B L. KL Ok X

Ik ERE T A Lo BEER (T v ) TRERLPABATT
LI EPMEINTWAY,
9.7 INR

ANVEEE AR b L BB I L T e v,

*

9.8 SnE
BHEDP ST 2GS 5% EHEEIHGT A2 L —fKIZHE
HE TR IRRIFET L CB Y, ZoMAMHEROKT LS

60
10. #HE{EA

RFNIE & LTS FCHITE S CYP2C19 Xix CYP3A4 TR

ENd,

E72. AN OB WIHIERN X0 . PR A O WL % e
IS 2 2 WD Do

10.1 HAREE HALLBWLTL)
o BRI | HE - T
THHFCVREEE |7 2T L RBIEO | KA O B I
VAT (R & 3T 5 B2 I LD 7 795 U

(2.2 /]

Wb

Tite P 1 0D V& g 1AM
L. 7 ¥ FEiLolf
B DMEE 9 5 T RE
0B 5o

YVERY v
a7 b
(2.2 2]

V¥ ) U R D
ER %23 5820
Wb 5o

ARHN O H B 55 ws B0
MicEhyrvrey v
YRR O TF L.
YILVEE Y Yo
JEAMR T 3 5 W et DS
Hbo

10.2 HEER HAICEETDIL)
S 445 BRRAEIR - H5 18 51k P - fabrA T
FETA4 Y T AT 4 ) ¥ O | A K] A A R

EPERTS2Z Ehn
%o

EHEL. T T4V
ORBEMMET L L
NEZHLNTW D,

§ ) nAKRK)

Z 7)) A ADIF
BN ERT D END
o

AFH 70 B SR A R
ZBFs5 70 L
ORH EHEWIZHE

ThHlHEEZLNT
W5,

vaxvy
AFNT IR

FERLEEH O E T % 5ol
T LRENED D %o

AR O B 55 ws 0
Hizkh)yyraxs o
TR RA I S,
TF Y@L E
EAT RS D D

4873t —)
Fuyr¥F—Ei
EH|
TI4F=T
RAF = 7KW
—u g = TR

ity

I )uF =7
72
THITTNVF=T
) F=7

5 F = 7K
¥ a3IF=TK
ity

FNWNF =T M
[ 3eviiiky)

N T=T = TR
byl

FERESEA O AR & 5
T AHREMEN D %o
RAF = 7K & D
PEFAIE T BE 2 BR ) L)
LTk,

ARHN O B 55 wh B0
I & Y RS H o i
PO EE MK 3 5 B
YAd 5o

AL~ 7 4o 4

BAIb~ 7 427 LA DOF%
TYERA T 282
nhdH 5,

KA O F W W HAE
& 2 H M pH k5
(MU 3| A= A/
L DERENRT T 5
O EZLNL,

NIVERAT VATV
/3

NIVE AT I A T IVEER
Y5 0 1fiL v i FE ASR T 9
LR D % o

AR F 0 ' W A3 3 ) 1
HIZX2HEWpH LA
IZEOXRXVERAI L R
OV R 0 W S 1 )
ENDLBENDD D,

A bR LES— b

AN MLFH—bol
PREASEAT DL
Wb FmHED X b
R o
By EIE, R AH]
DG ERILT S L
EEETHI L,

R TH 5,




S 4455 B AEIR - HEE W - fabrA T
Jr= kv FEREEEH O VEH % 5k | S S D3RO, HE
DN IAVN TAMENA DD, |MARIET B L AU
W (FATFTU—N) T
WHEEN TV,
1. ElfEA

ROBFWERDRH S5 DLNDZENHLOT, BlEL 51T\,
HEEDSRO N E 1335 2 ik § 5 7 L) e Al & 1T
5Tk,

1.1 EXRBEWER

(GheEHE)

MNAN7FT7453FY— (2BHEE. EEREE. FIREH#E)
(0. 1%AKGHED), Y3 wT (0. 1%AKFHED)

11.1.2 SRMERREA . MEERERE. JBIMMEEM (0.1%AK# V), 8
BIERR A (0.14% D) mMNVEREEA (0.15%E1) . &
(0.14%'&‘51))

11.1.3 FFEEEEREE (0. 19%:A0HED)

TH, AST. ALT @ FASFZ D EELIFREE S H 5 bh
LT END D,

11.1.4 hEMRIIRFERAFE (Toxic Epidermal Necrolysis :
TEN). RZEHSFEERAEIREY (Stevens-Johnson EIREY) (0.1%
FehiE D)

11.1.5 FEEMERIR (0. 1%AiHED)

FEE Mk, IR, B oRE (835T) E05h b
WAICIE, eI E X S omEr it L. RKEloxS %
FIEL . BIBERERIVE HIORGEOBY) 2MELITH 2 &,

11.1.6 [RIDERBEMEER HEAH)

SUEREICELZ LD HLOT, BiEEMRAEM (BUN, 7L
TS EASE) ICEETAI L,

11.1.7 \AEE HEA)

(NUIONTI— - OV DREDFED)

11.1.8 BEMEXBREDIEZH S EELTKER (0. 1%F0HED)
AYaANZF— - ¥ OBREIHCDL T EFR T ) VKA.
77V Aa~A T TR, BRI REOINE % ) =S4
KBERHHELNDEZ ENHLDOT, B, HEOTHIDH S
DN E I E B ICHRG 2 k3 5 % &) 20 WLiE %
k o

1) FEHUHE IARRRN F CORRRBOUI RSN RT A O
RizEko <,

11.2 ZOfthDEIER

(BEB. TZEBES. WSEES. WRkRIENR. Zollinger-
Ellison fE{®Ef. IEU' S AMBRENEE. ERAE7 AU V%
SIFICHIFRBEEBN F T TERESOBEFENG. JEX704
REFNERESHICSITZBEBEN E T ZEREEDOER
il

Py

1792

0.1~5%Ai 0. 194 BN
I B, £ ZIALBE
B 2 W )
TYF=TA
JiF-Higk AST. ALT. Al-
P. LDH. y-GTP
D L5
ki3 IFRERIE S
H1bs FERL . TR, LG, MR, fRk| &%
B AR | R IR. . 7 v
PN iz %Y Y E . R
( collagenous| . A%
colitis SF 13 % &
i)
R % VHE. RA 5 OIREE. AR,
D FE W, IR
DA L RV AT | AL ILE . R AEL B
O—)b, JREEO|E, BRk, & & EEE. K-
& Eo L&, | ) o AlE, K
WD L OIE |~ 7 & 27 Al
WA, B hiES A ) Y A
SiEL AT L
I

1 2) ZEHUBREE 13K 3 C O RRIR SR 3 B I e 2
b N SR

E3) THIZTHERE T 26 . collagenous colitis A5 L Tw»
LUREVEDS S B 728, R I AR OS2 hIEd A2 L, B
BRI ICHEEES . oA, ZMEFORELZBDLZ LA H

DK

AOT, T, MAEAFED 5N AE 121k, B 2Ll %179
k.
(NUONTI— - EOV DBREORED)
5% I 1~5%Ai 1% i
Hib# AR (13.7%) . T |BRGESEE . PEEE O, Tk, J8
3 (9.1%) % AL R, O
%, EH%. .
MR vy, A
it ERANR
JFF M AST. ALT. Al-
P. LDH. y-
GTP, ¥V LK ¥
D E5
ik TF BRI IR | 1N A
kB % FiEkbg
%, Al
ST 395 I
Fh AR R PR, IRAL O F
W, AR, LU
&, 9 DIREE
Z DA FU ) RS A AR
Ny RED L5
WalL AFHa—
Vo ES AT
PRE P FRAE
[k

A4 BHEFRRIEEEE T T RSBy T T
=, TEFTVY) VKK 5) 2aa<x Ao 3HK
G- ORI ED <
B, AHETIT bR B TRAO STV A RIER G 1%L
) BkotBh)THbH,

5%5h L 1~ 5%

Wit T (13.2%) . VRS L. MR, IP9%. 18
W (8.7%) 4. PRI E R

JH-Hie AST. ALT & L&

Bl 505

M T i, DT

T 5) HEFOR T HES U T RGBT 57 ¥V 7T
=l TEXRVVY VRNRO Y 7 Auw A Ly X b
W =5 V0 3FHE G O BRI 3D <o

12. BARGERERICKRITHE

(NUONTI— - OV DBREOFED)
FTUITITTNEOTU N R T Y =R T EX Y
DUV, 7o) AuT A Y Y EOPEWER T A bo =
77— v ORI R 54 T % Cld, BCIR RS RO H 52
KERDBIEVEZ 2 B UTREMEDS D B 7280 BC- IR FEILHERIZ X 5

BREHE 217 ) B EICIE. IR s ORI OF G T 1% 4 HEE

DR THEfES 5 EHEE L,

14. BRALDZER

14.1 IR OER

14.1.1 PTP @2 0HHE PTP ¥ — 2SI L TIRHT % &
IR 5T ko PTP ¥ — FORKIZ LY | BECHMA S AE
KA L B3 2EA L% B 2 L CHEREI 25 0 B 2 5 0F
EXDFET LI DD b,

14.1.2 AFENIEFO EIZOR® THER 2 RE S5 LT 5720,
K7 LTIRHWREETH 50 72 KTIRHTA2ZLHTE %,

15. ZDMDFEE

15.1 BRPRERICE D 1B

GhEeE)

15.1.1 RHOEHHEG FIZBREOER) — 7% 380 70 & oy
ﬁiééo

15.1.2 KA OHKEG D EREI L BEREZERT LI ENHLHDT,
TRV EERMEO ) 2HG5THZ 8,

15.1.3 I B A EEOBEE T, Yo bRy 7f e
7 =12 X BEBCB W COERIEE M ) BT, TR
. BHEFIT O A 7 BMPHE SN Twb, Fi2. BHER
O EHIH (14EDLE) OEREY 27285 T, B0 A7
mL7z.

15.1.4 HHMC BT 5 BICABRREZ DR E L-EROBIENE
T, Ju bRy I7A ey —%2HKG5 L-EH BT 7O



AN) DI L T4 T AN E BRGSO ) A 7 BNhH
HINTWD,

GEU' S AEBRIEETVE)

1515ﬁﬁW%ﬁMW%Ux7f%é¢ﬁ%% [T S {IRAN
WETHIRS D OV LY LR WA ISIEARH O EHER
BT H U W T EDERIR ﬁ%tihTéhfwéﬂTzﬁ
]

(BRHE7 AEYU VERSEICBIT2BEEX T 2EHEEDE
FEHNHD

15.1.6 =7 A ) Y H GBI 5 i xRk
BOTTH) A7 1E, AN TNy — a0 RS R OV
LDV EFZLWEEED D D 2 &R L VRIS LT
%o

15.2 FEBRPREERICE DK BHR

1521?/b’%ﬂﬁﬁﬁﬁﬂ&%btﬁ%f&ﬂ@&yaﬁ
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BIMARRO 5T W5,

P AMNE K ORI D W T, < 7 ADH AR,
£ X, FVOFURBETIIHOONT, T v MIEELELE
EZHND,
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vV 7F V=)V OD§E15mg [DK] £ %7 70 0D§El5 %, 7O A
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NBFAHE AR, K ) K OKZ LERERE RS L CiiEh s v 79
—VIEEEZNE L, 35N EYERE/ ST 2 —% (AUC, Cmax) DWW
T 0% EHEIX [ 1 CTHERHRAT 2 17 - 7245 5. log (0.80) ~log (1.25)
DHPANTH 0 o WHIO LY TR R SRR S 720,
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OD $& 15mg DK
Z7ur 0D §E15)20| 1272.1+418.6
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529.8+140.6 | 1.7+0.7 | 1.3+0.3
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n AUCo-24 Crnax Tmax Tz
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—8— 5 >V 75— 0OD$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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