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SRy Jis R
<304y, TB%LLE> L7KB3 88.3~104.2 102.4~111.4
ﬁiifi L7KB3 100 99.8
(BE1H)
B (kg) L7KB3 12.2 10.4

7. BARNERVEBRRORELE
RN

8. FILDEAELL (MEILFMEIL)

BARANA




9. BHtE
7 kR 2
<Z Y75 —,1 0D § 15mg/NIG] >
BISEIG DLW AR ENZRBR T A BT A SO —EIEICOWT (CERL 183485 4 31 B [E3RER
%5786 )

AR

HiE  BARIER S wHRBE SRk
[l %K OVGBRIE : 50rpm (pH1.2, pH6.0, pH6.8), 100rpm (pH6.0)

[HI7E]
- pH1.2 (50rpm) T, HEAERIAIAN 120 /0(2361F 2 FAE AR D 1/2 OFEEJER R 2 /)48 2 7e iy

RN 120 31280 T L A b O E HR ITFEAE R O P =R L 9% D #PHIZ & - 7,

- pH6.0 (50rpm) Tid, FRAELLH O PSR DY 85% 41T DI UZ F5 U N T A i O - H = | A

A OB FR £ 15% DO FAPHIZ & o 7253, 60%AF 3T DIRF AU I3 U TA G O - P H R 13 RE A fL 5|
DA R £ 15% DFPHIZ 22 o T2,

- pH6.8 (50rpm) Tik, FEAERLA DI HZR DS 85% T D IRF ATUZ U TAL D -2 s =R 1 AR e

BN O SR R+ 15% D FEPHIZ 3 o 7253, 40% 1 DI I 38U TASL O 1A H R 3k v )
DR R+ 15% D& 22 hv o 7=,

- pH6.0 (100rpm) ClE, FEAERLKIOFIIVEHERD 85% T DRE AU I3\ TA L O -9 H 3 T

YESLKI D LR 3R = 15% DHIFAIC & o 7228, 60% 13T DI AT 33U N T A b 00 S22 HH 28 | o v
HIDO L 2+ 15% D FIPAIZ 72 v 1,

Pk, RO EpE 2 EEfE] (¥ 77 a2 0D §E 15) &k L7-#ER, pH1.2 (50rpm) ORER
HRICEBWNT MRS RBR T A R 74 ) OHEEREEES LA, pH6.0 (50rpm). pH6.8

(50rpm) M O'pH6.0 (100rpm) OFREBRIRIZE W CIXHEREAEIE S Lo 7,

(VA H )
BHE (%) pH1.2 (50rpm)} BHEE (%) pH6.0 (50rpm}
100 } 100 } - P
—e— 575/ —)LOD#E15mg TNIG) -
80 . 80 -
- & =%’ 70 0D#E15 _-
60 | 60 | -
40 40 ,
20 20 o —e— 5 F5—L0DE15mg TNIG
0 O Ay - A ) 0 ,A’ = = = 55 F0O 00§15 ‘
0 30 50 90 120 0 15 30 45 60
BFE (430 BFE (5
BEHE (%) pH6.8 (50rpm) BHEE (%) pH6.0 (100rpm)
_ 100 } —o
100 A
80 80 | -
50 | 60 |
40 | 40 - )
s 52U F5 - )LODEE15mg TNIG
20 f —— 35U IsU-ontEmg ey || 20 T _ A YIS lomEmg TG
o _x” =+ = 57I0.0DHS 0 e et ‘
' ' ' 0 10 20 30
0 15 agrg (o 0 45 R ()
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<Z Y 77— 0D & 30mg/NIG] >
BFEEIE T O FRIREMNREE T A R A VEO—IIEIZ DWW T CER 1345 H 31 H  [EHER
#5786 )

AR A
iE AR EHRERE SRk
[l %K ORI - 50rpm (pH1.2, pH6.0, pH6.8), 100rpm (pH6.0)

CHIE]

- pH1.2 (50rpm) Ti&, HEHEREN 120 5281 2 FEHED 1/2 O VIR SR 2 78975 2 e i
BN 120 43128 T ARG O SRV R (AT HE R 00 SERA VA HE 38 = 9% O FiPH 2 8 o 72,

- pH6.0 (50rpm) Tid, HEAERFIZ 360 /312351F 2 EHEHED 1/2 OFEHE N FELZ R TRRICE
N TR O -2 P H SR AT B 0 SRR H 3R = 15% D FAPHIZ 72 v o T

- pH6.8 (50rpm) TiL, FEEHERIFI O FHEIFRHFED 85% T DEE AT I TAR L O VR H 3R (IR %E
KN O TR R 15% DOFPAIZ & - 7228, 60% T DRI I TR O v H =R I TAE YERLA
DR R+ 15% DFIPHIZ 72> 7=,

- pH6.0 (100rpm) TiE, FEHERA|OFLEAH DY 40% MK O 85% T D 2 IERIZIB\W\ T, RihDF
P HH SR I AT E L) D SR R = 15% OFIPHIZ 22 03 o 72,

Pk, RO EpE A EEfE] (X7 7 a2 0D #E 30) &k L-#ER, pH1.2 (50rpm) ORER
RICEBWNT [HEMZEARSEMRBR T A R 74 ) OHELEEAS LA, pH6.0 (50rpm). pH6.8
(50rpm) M O'pH6.0 (100rpm) OFRERIRIZIB W CIXHERLEIZES Leho T,

(VA H Hh )
BEHE (%) pH1.2 (50rpm) EHE (%) pHB.0 (50rpm)
100 F 100 |
80 - —e— S V75 —)LOD$E30mg MNIG) 80
60 | - & = %7 770 ./0D%F 30 50
40 r 40 ;
o0 L o0 i —e— 5 735 —)L.ODEE30mg NIG)
oaﬁﬁﬂ-———rwm——ﬂ 0 - & — %770 0D§30 .
0 30 60 a0 120 0 90 180 270 360
BEE (4) B (57)
HHE (%) pH6.8 (50rpm) FEHE (%) pH6.0 (100rpm)
100 | 100 |
80 80
60 60
40 . 40
20 N e 5 LUTs U LOmEmg TNGI || 20 —e— 575/ —)LOD#E30mg TNIG)
0 | = & = 5470000 0 -t — 2770 /0D§30 .
0 15 30 45 0 90 180 270 360
BERE (43 B ()
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10. B -aF
(1) FRIRELGER - BF. NEI’RKRLER - AEICEHATLHER
% LR
(2) A%
(5>vv7F5Y—)LOD §& 15mg INIG])
100 & [10 & (PTP) XxX10, #MEAIAYD ],
500 & [10 & (PTP) X50, HEEHIAD ]
(5>v7F5Y—)LOD §& 30mg INIG])
100 &£ [10 && (PTP) X10, #MEAIAD ]
(3) PHEBE
Y LR
(4) BHROME
PTP : RUEkE =L 7 4L A, TIAI=LE
Ea— 7= RV ZF LT IRX—FT LA
WK U L

1. BRRHEh SR
LR L

12. TOH#
LR L

12



V. ARICEYSEE

1. BBEXIEZHR

(5>Y7FS5YJ—JLOD & 15mg INIG))

OHifE., i8IS, MEMmEE., Witk AiE R, Zollinger-Ellison fEMEHE, IEOD AMH &
EWFE, A RT A Y VEERHICE T 2 BB UL+ BRSO HRmG, EAT A K
PEFTIRIE SEA B-IRp 1 F5 1T 2 BRIE S E 4 15 0 FE 56 i

O FRUTBIT B~V 237 Z— - ' r U OFRE OB
Bigg., + _fEEE. B MALT U > Nl R8P RIS PESEEES . BB mIcx3 2
BB REE ., ~V anrs ¥ — . va U EEER

(5> 75Y—JLOD £ 30mg INIG))

OB&EE. + _fEWAEE. Wi, WiktEfEiER. Zollinger-Ellison JEHE

O FRUTBIT B~V 237 Z— - ' r U OFRE OB
BIE., +iEREE. B MALT VU o, R e MRS PR EER . R S IC k32 N
MBIRIEHLE ., ~V ans ¥ — . va ) EE %

2. DREXEIHRICEHET IIE

5.RER IS RICEHET HEE
(BRE7RE) VEERICETLBEEX X+ IEHES OB RIM)

5.1 {2 - EROEHKIMH O DIKHEOT AU VA 5 L CWA BTG5 L, #
GEMICE L CiX, BEE I+ HBBEEOME 2R T 2 L,

(ERTAA FERKERBRERICHE TS EHEX I+ 2EBEEOBRINF)

5.2 [V U~ T, BRHEREEIESICE T 2EMEHEDOTDIZIERT oA REGIIIER % K ik
BHELTWOEFLEGERE L, BRI L Tk, BIEE U HEBEE OB 2 R
LTk,

(ANJans4a—-EnY) ORBEOHBED

5.3 #E/THIE MALT U > SEICRT 5 a7 2 — - vr U BRERROAIMEIZHENT LTV 720,

5.4 FRFSME M/ IR EERBERIC R LT, A RTA4 VEEZSRL, ~VansxZ— .o VRE
TR AN B & I S D IEFNZ DB BRETE R 21T 9 Z &,

5.5 FHIHE I3 D NEREEHIIRIRL B LSMZIZ, ~ U a s 2 — - vn U REIREIC L 5 B 0%
SEINHN R 5 A DI L TR0,

56 ~JanyZ— .V EEERICHONDEICIE, ~)ansd—-a U BBETHL K
ONHSEREICL VANV a s Z— - Bu YV ERERTHDL L 2MRTH L,

(BB
1) H MALT VU v/ &

O ~Yanyz—. vl REFEORES E 725 H MALT U o8 EZRAEE (Lugano [EERE
WD stage I B LT M) FEFAE WS, EITHYEFICBIT 2~V a s Z— .o U RE
AL DA WL STV R0,

@ ~Yanyg—.vuREBREREIGIDERE SN THND Z R0, BRERIEICE 2EHMO
EIRHEFFICOW I A IMEDRRAM TH D72, ~U anry Z—. v n UBREEEEZ bR
Lh ATV, IS U CES B INEEEZ1TH Z &,

@ BRERIES L EMNRZ22 T 5 L) BE~OREEHET 5,

2) FEFEME R PSR B (ITP)

O ITP OIRFEIZH Tz - Tk, BEAEFEHE AR ESOIRMIIZCEIE T ik EeE 525 E 2B 3 5

THZEHE) 12K D TRANITP IR A KT 4 > (2004 4EEE) | 2 2BEDZ L,
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@ LRHA FTA o TiE, ~Yanyg—. v VREFREOBIERNT, ~) ay z2—.
v UGkl Al L LT 18 Ll Eo i/ MREEA 1 7/ p L 28 2 5180 ITP JEFITH 5,
BREFREORIER (BB, WLSER, HMEmoBbRE) [CEE L, RERIEELITD 2
ERZEEL,

@ BREIER b EMMRZBZET 2 L) BE~OREEHET S,

3. RERUVHAE
(1) RZERUVHAEOHEH
(BEE. +=HBES. WAEES. Zollinger-Ellison fEIEH)
\E. KA i7//77/—W&LT1E3%g%1Hl@&ﬂ&ﬁfé

7ed, WE, BHIEE. WATEE CIX8 MM E T, BB I 6 M ETO®RE LT 5,
(HFREREH)

WL RACIET Y 7Ty — L LC 10 30mg 2 1 H 1ERROES4 5, 723, @H 8 ik

EFTOHEE LT D,

IHIT, B - R IR T WEMERIE K OMERPRIEICB N T, 1R 15mg 2 1 H 1 [F#E0
BT 208, SRR TOOHAIE. 1B 1 30meg 2R ABETLZENTE D,

(FULAMBRENTLE (OD 5 15mg DH))
WE, RAZE T Y77y = LC1a15mg 2 1 B 1EEO&5T 5, 728, @F 4 #H
EFTORE LTS,

(BRAE7RXEY) UEERICET5BEBEXXIX+IERESOBERING (OD & 15mg OH))
WE., RAEZZ7 Yy 77— LTC1lE15mg % 1 H 1RO 5,

(ERTRA FERRERBRERICHITSBREEXT+H _EEEEOB RS (OD §& 15mg OHA))
WE., RAEZZ7 Yy 77— LC1El15mg # 1 H 1 [ERRAO#KEEGT 5,

<AU:A99— EnY OREOHED
WE. RANETZ Y 7T = LT 1 E 30mg, TEXFTVY KM E LT 1A 750mg
(Jff) X7 U 2n~A > LTC1IE 200mg (F1ffi) @ 3HIAZFEC 1 H 2@, 7 HRER
A&53 5,
B, 77V AR, BBEIDSCTHEMET HZ LN TE S, 72720, 1[H 400mg (/)
i) 1R 2% ERET D,
Ta bRy TA e e — TEXFUVY VKA T Aa~vA D 3FFGICLD
~Yanyg—.vnl ORERENARIDIOGEIX, 20 HIREE LT, @i, A
miyyf§f~w&L11E3mm\7%#//)/mﬁ%&L11E%m@(ﬁM)&U}
fr=4F>—& L T1[H250mg ® 3HFAZFIFC1TH 20, 7HEKROERGT 5,

(2) AZEBRUVHERORERE - B0
MU ERR L

4. RERUAEICEHET HEE

T.RERVHAERICEAET 58

(GEFRERE )

7.4 MEFFFRIEICISV T, 1 H 1 30mg O EE, 1 H 1A 15mg $ 5P fFE L7 fl7e & 15mg T
TR B A2 58I R D,

(GEU B AtE B REFHFAE)

7.2 5B 2 Btk B L L UTONREMHER L, IEROUEBIR D DRV EAITIE, BRIy
%®ﬁﬁﬁ%i%hékb@@ﬁ@@%ﬁA®£E%%ETé_koU5L5§%]
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5. ERERRLIE
(1) BERT—32Rvr—o
MG R R L
(2) EREKZEEFER
MR L
(3) HERIGEREER
MR L
(4) BIEMEER
1) EHNERETRR
GEFRIERE )
17.1.1 EREMHREER CEERER)
1 H 1[0 30mg % 8 MR N EH-T 25 Z & IC KV IEH & HIE S o it Bl & O B 2 X531,
S OICHERMRIE S LT 1 H 1[0 16mg % 24 MR Q&G Llc “EHE MBS B O R, 7
VI = OFRARHERER TS Y 5,
(UL AEBREYRIE)
17.1.2 ENEMHREER CEERER)
RN 240, 1A 10 16mg 2/ A4%5 L7z " E SRR RO R, 5% 4 7
M COM T OEIER A B OEIS (hRfl) X7 Y 77— A EE5RET67.9% 696, 7T%&
REET 42.9% (72 41) THDO,
BIWEFRBUEE LT v Y 77 ) — VR ERET 8.6% (6/70) TH o1z,
(BRE7REY U EEBICET5BEREX X+ _EHESOFRME)
17.1.3 ERFEMHERAR (CEEREAR) RURH#EGERS5HR
KHET A Y > (1 H 81~324mg) OEMELG 2 LI L L, 2o BIEE X IE+ ZHEBE 5 OB
EEHETHMANBEEHRLE LT Y73 — A8 (1 H 10 15mg RO#E) &xtiBiEE o
HERCEST IR OFE R, PREIFTEICE T 5 Kaplan-Meier 12 X 0 #E7E L7219 B44 361 H
IR AR D B )T+ FEWRES O BRFERIERIL, T Y 7T Y — LB 9.5%, KR B7.7% TH Y |
XFRREEIZ )T 5 P — REE 0.0793 (95% 5 #E X H : 0.0239~0.2631) (logrank /& : p<0.00001)
Toholz, 7o, BEMENTHEC I 1T 5 Kaplan-Meier 1512 X 0 #EE U 721898 BHAA 361 H A0 Hig
BT+ TR O BRRIERIT, TV 7T — B 3.7% (95%IEHEX M 1 0.69~6.65), %f
HREE 31.7% (95%(E#EXH : 23.86~39.57) THh V| HREEIZKIT 2 — FEIE 0.0989 (95%15
FEIXE : 0.0425~0.2300) (logrank Fi7E : p<0.0001) TH o727,
Enic, FPRRBBIFSHM T TIL Y TFI Y — L2 L T, HHWT, [MBREET Y 7T —
JNZEID 2T, 1 H 1[0 15mg % 24 WO &G LRk 5380k VT, BiEE U
T RIS O RIEITERD SR o T8
BIWEFRRBUEE LT > Y 77 ) — LV ERET 16.2% (55/339) TH V., LARWERIL, H#H 4.1%
(14/339), T#13.2% (11/339) Th -7,
H1) ERAT rA MHEFIRIERREIIE G R ORBABILE TV,
(ERT0OA FiERERBRESRKICE TS BREXT+EEEREOBRIMH)
1714 BRENIHERR CEFRER) RURH#KER SRR
BET Y v~ F ., BRMEREEIESEOEFERDO - OIS, AT oA REFIRIERO R G 2 SE &
L. Do BIEE T+ R IBEEOBIEZ H T 2 ABEERNRLE LT Y 7T — R (1
H 1[0 15mg RO #5E) & xtREE & o —E Rt e o5 5. Kaplan-Meier 7512 X Y #E7E
L7zVaiBA%G 361 HRER O BRI+ RS O RERIERIT, 7Y 77V — VR 12.7%
(95%[EHEIX[H] : 5.85~19.59) ., *HEHE 36.9% (95%(FHHXIH : 27.51~46.35) TH V. *WEEIC
% B AP — K1 0.2510 (95%(E 48X : 0.1400~0.4499) (logrank 7 : p<0.0001) T >
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729,

BIVEHRREBBEEILT > Y 77 ) — A& 5RET 15.3% (28/183) Th o1,
(BBREXE+1EHERICEITE5AY /74— - ERYEE)
17.1.5 ENEMREER CEERER)

~Yany Z— vl BEEOBER T+ R BERE OB 2 xR L LI BRE O iR R R

<?yy75f~w TEXIVY VKRR ) 2u~A 0D 3FKEE) 2B T HRE
B RIITEOEBY THDHLY,

HIEEICHB I 2RESR (7 AM&EOES)

FIA O 1 [ G P H-[aE CEES
Z V7T —/v 30mg
TEXFTTU KT 750mg  (Jifl) 2 [Bl/H 87.5% (84/96 1)

75 Z2a<A 3 200mg (i)
Z V7T —/ 30mg

TEX U KT 750mg  (Jiffl) 2 [Bl/H 89.2% (83/93 1)
77 Aa~A T 400mg (F11f)

ToREBEGICRY SRER (T AFRED&RS)

KK D 1 [P & B 5% RS
Z V7T —/ 30mg
TEXT VY KT 750mg (J11f) 2 [al/H 91.1% (82/90 f5l)

77 An~A T 200mg (F11f)
7Y 77—/ 30mg

TEXT VY KW 750mg (o) 2 [\l/H 83.7% (82/98 i)
77 ) An~A T 400mg (F11f)

BREE SIS IEARMRAT A REM A x5 & LTz,
¥k, KREROEETITDTAY ay 22— v r U B+ SRS 5 R OB R
RERED 1B WTYH, FREOREENRD LN TN 12)
T 2) BEaiE KR OMRRZ WnE O R BV b Ik,
*3) KEAOFEE, HEHMIETROEBY THY, ENOEARAELOCHEE RS, [6. &
Gy
KE 7y 7T =L T1E830mg, TEXFTVY A E LT 1A 1,000mg ()
f) RO/ Z V) Aa~A L LT1[E500mg (i) ©3%I%Z 1 H 2, 10 HH
X% 14 A AR A &S
YE 77T =l L T1E830mg, 7TEXTVY KR E LT 1A 1,000mg (F)
i) X7 F VY Ap~AELTC10E250mg (ffi) ®3FI% 1 H 2@, 7 HRFERE
H# 5
17.3 ZDfth
17.3.1 MEHR R VIZRIZTEE
1 H 1 30mg %, HEBEEICSHEMROEE LIEEA, ET A NI VEOHFE R EANRD
BILDA, FEKT 4 ERICEIET S,
2) REHER
UERR L

16



(5) BF - WA
R L
(6) BRHIER
1) EARKRE (—REARBEHAE. FECRARKRE. EARKLRHAT). RER
—RARE. RERFTRERABRORE
ME R L
2) RRFHELTERFPENOHAEXERE L -RE - AROME
ML
(7) Z0ftk
LR

m

BT — 5~

<
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VI. EMEBICEYTSEE
1. EBPHICEEH S LEMRITEEMEH
Ia hrRTA e EH—
TR BED D DB ORIEE - ZIRFIL, RFOBRMNLELZSZRT DL &,

2. XEER
(1) {EFAEREL - fERRF

T2 T T R O BR A AL ~EAT LT, BRI K DR RUG & R IR MR~ &

WIEEB S, 2 OBBEBARDDBARGIZREL T r hrRr 7 & LToE Z#H T

% H*K*+ATPase ® SH S L f5A L, BRIEMHEZMGITH 2 L2 LY, BowEmi+ 5525

hélél) -17)

(2) ENERMT SRR

18.2 BEES i INH 1EH

18.21 RUAHR MU URIBS b
FERERR A~ 1 B 1[0 30mg HENEONT 7 H IR 08 502 X 0 F 072 BBy Wi EA 23580 H i,
Z ORI 24 Fe# RS 518,

18.2.2 4 VR Dl
fEEERA~D 1 B 1[0 30mg7 B OS5I X 0 FEHARHBROWIHERSBO DY,

18.2.3 KE 5
fEEERA~D 1 B 1[0 30mg7 B A5 0 HEE WO &2 Mfil Ao 5529,

18.2.4 24 B4
TERERR AT D 24 BRI B ERIEGRER C, 1 H 1[0 30mg7 AR O EICL Y 1 Azl L CHER

Sy DFERIRIHINRD HH 2,

18.2.5 24 FIBRN pH E=42 ) VY
AR A M O —FR IR REE O B~ 1 H 1 [8] 30mg7 HERE N GICEY, 1 HEZ@L T
E 7 HER I E R AR B p 22 24,

18.2.6 24 BRI THBERN pH E=42 YT
W RIER BRI~ 1 H 1[5 30mg7~9 H MO 512 L 0 B/l il g o & 2 sl /EH 2
BOBNDH2Y,

18.3 A)any 44— En) BREOHBER

1831 TEX TV VKK NI T ) Au~vf b bicT vy 77— EOftHICE Y &N
Beh %O BB TRED EABRD 5N (T v b)),

18.3.2 ~V any ¥ —-vua UREHEEICB T 57 Y 7TV — L OFKENITEN pH # LR EE5 2
ko, FHENDTEX VY VKW, 7T Y Aun~A Y ORBEFEEED DL Z LIZhH D
&%26?@627)‘ 28)O

17.3 T4t

17.3.2 RSB EEEICRIZTRE
BIEE L O 3RS AEEIC 1 B 10 30mg 2 S MR NG LzBae, 7us s F . aiLF
f~w\ﬁLT$LT&T%LH@%H\mﬂmS\TXFXTE/\iXF§Vﬁ~NK%E%
B RIF S 72029,

17.3.3 BHEORS BT EICRIZTEE
HIEE M O FEERAE I 1 A 1[0 30mg % 8 B 0 # 5 Liz5E . BHREON S Wia s
BB A RIE &30,

(3) {ERZRIENFE - Fribe

MR L
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VI. EMEiERICEET 51EE
1. MPREOHTR
(1) AREEMDLOPRE
MR L

(2) BRBRTERSh-OPRE

16.1.1 RERE

fEFER A (6 %) 12 1[0 30mg X% 16mg (\WT b B 7 &/A) & 1 H 117 HFFHERE FIZK
BN G L7 R0 Mg PR E OHER . R P HEIERD S IRNEREEIZ b0 LB BN,
16.1.2 SV TSV —ILRUKBRIETILS =D LS « KBIET T ) LREERA
TUITTIT =N E KRBT VI =T LT - KR~ TR U AERIFFICIRT 5L, 0V
T = VO MSFEFRENMET S5 Z L ETHRE S TnWD Y,

16.1.3 SVVYTSV—I, FEXFOOYUAKIMEVI S RAATA O U HAROEMEIE
fEfEER N 66]) [c7 > 7T = LC1a30mg (B7EAAD), TEXFT U ke L
T 118 1,000mg (Fiffi) 2 O'7 7V 2Aa~A & LT1IE 400mg (Fiffi) @ 3 FlZ REFCRE D

BH LR Y75 = VOREEDEMEREFE T AT TR LB THDH 2,
MmET
Tmax (h) 1.7+0.5
Cmax (ng/mL) 1,104 +481
Tz (h) 1.9£1.9
AUC (ng - h/mL) 5.218+6,284

CEAf =R 2, n=6)
7. 3AFIPFARFD 3 FI4E 4 DI P XA 5RO M PR E L FIEREE OB E R Lz,
Fo, BN (TH) (2 3AIZFEROHETRHKRIC 1 H 2B 7 HERERDES LRy E)
D, EFMERRVWEEZONRD,
) ~Uangg—. vo ) BRIt 2 &RAEL AR E R D, [6. 2]
16.1.4 £YFHEF1EHER
(5>Y7S5Y—JLOD & 15mg INIG))
I EI S, DA PR ENMGRR T A R T A DO HIEIZHOWT CERL 1345 A 31 B [E3k%E
S5 786 )

77— 0D §E 15mg INIG| ¥ 77 v 0D 15 &, 7 u A4 — "—Eick D Zh
EN18E (T V7TV = LT 16mg) EEMAR FICHER. Kb KUK URER A&
HLThERZ7 oV 77y —igEZNE L, Bon/-EyEiiE <7 A —4% (AUC, Cmax) IZD
W T 90% M XA IS THREGHIFNT 217 > 724 2R, log (0.80) ~log (1.25) DHEHANTH Y . MWl
DEY RSN GRS =32,

- K CHRAR

TEENRE N T A — X

HIE/NT A—H BENRT A —H
AUCo-24 Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
77— 0D 8
1302.6+452.1 490.9+138.7 1.8+1.1 1.3+0.3
15mg NIG]
4 7a 0D 8 15 1272.1+418.6 529.8+£140.6 1.7+0.7 1.3*£0.3

(Mean*+S.D.. n=20)
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F00

—8— 5 77/ — 0ODE1Smg [NIG)
600 —o— ¥4 70r 0D 15
500 | Mean+5D, n=20

FRRE T — NN S O NEERE

L ®

0 3 6 9 12 15 18 21 24
T ROBM (hr)

- k7% L CERFA B
HMENRE /N T A —
HENT A—H BENRT A —H
AUCo-24 Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
77— 0D 8
1339.6+579.3| 453.8+132.7 2.10.9 1.3%+0.4
15mg INIG]
A 4r7wa 0D 8 15 1294.7+529.0| 460.4+193.5 2.1+1.2 1.4%+0.4
(Mean=*S.D.. n=20)
(ng/mL)
5{]} —
—8— F 0T F = 0D 15mg [NIG]

M 400 | ~0— #% 70 OD§ 15

{E Mean+SD., n=20

7 300

¥

=

= 200

v

|

e

o 100

&

] 3 6 9 12 15 18 21 24
5 tOEM (hr)

1 P ONE AUC, Cmax D/ T A —2 (3, HERE OZIR, AR O BRI - FFfHE) 55 D55k
KK > TERRDAREMENRD D,
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(5vY7F5Y—)LOD & 30mg INIG])
BIREIRL O EMF IR ENRBE T A RT A U EO—H % EIC>NT CERk 1845 A 31 B [E3K
FIE 186 )

ZY 75— 0D 8 30mg INIG) £ #477m OD&E30 &=, 7 a A4 —"—JkIckbZENn
EFN18E (T V7TV = LT 30mg) MEEMAR FICHER. Kb KUK LURERA#K
HLTER 7 Y7oy —VREZNEL, 35N YEE X7 A —% (AUC, Cmax) (22
W T 90% G XA THEGHIREIT 21T - 7245 1. log (0.80) ~log (1.25) DHIPANTH V. izl
DA LRI SRR SN,

- K CHRAR
SEWENRE T A — X

HIE/NT A—H BENRT A —H
AUCo-24 Cmax Tmax tue
(ng * hr/mL) (ng/mL) (hr) (hr)
Y77 —1 0D 82
2529.7+1130.9 893.61+276.6 2.0£0.7 1.1%0.3
30mg [NIG]
2 //r7'a 0D §E 30 2409.2+1327.7 948.9+371.6 2.1*t1.2 1.1%+0.3
(Mean=*S.D.. n=29)
(ng/mL)
1200 r
- —o— T TS5 —L0ODEEImMg INIG)
i 1000 —0o— 47 0D 30
‘g T Mean=5D, n=29
- 800
V)
7 600
5
v
I 400
:Jl-f
it
B 200
0 .
0 3 6 9 12 15 18 21 24
580 (hr)
- k7% L CERFA B
HRMENRE /N T A —
HIE/RNT A—H BENRT A —H
AUCo-24 Cmax Tmax tue
(ng * hr/mL) (ng/mL) (hr) (hr)
7 —)L 0D §E
2641.91+1155.0 897.31+248.1 2.1%£0.8 1.4%+0.5
30mg NIG]
&/ 7a 0D § 30 2925.7+1323.4 | 1021.5+318.7 1.7+0.8 1.4*0.5

(Mean=*S.D.. n=20)
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(ng/mL)

1400
—8— 5 ) 75— ODEEmMe [NIG ]
1200 —O— ¥4 70 0D 30
Mean+5D.n=20
1000 -

RIRET — NN VN BEE
s 8 8 8

=

0 3 6 9 12 15 18 21 24
5 &0ER (hr)
M35 R EEN ONE AUC, Cmax D/ 8T A — 2 1%, $EBRaE O=IN . (RIR OBREE L « REE S OB
FHIZ Lo TRRDAREER S 5,
(3) shEiE
MG R R L
(4) BE - ftREOTE
(TVil. 7. MHAEAEH] OHEZH)

2. EYEERB/INTA—S
(1) fBAE
U ERR L
(2) BALERETEH
M ERR L
(3) HEEETEH
MR L
(4) VY73 2R
M ERR L
(5) HHEE
U ERR L
(6) Tttt
MER R L

3. BEM (REaL—>ay) @&
(1) A ZE
MG E R L
(2) RSA—2EBHER
MBI L
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4. R
MR L

5. 9

(1) itk -FeiBE P& @ tE
MG R R L
(2) miE-RAEEEIFEBYE
(TVIl. 6. (5) iftm) OIHZH)
(3) Ait~oBiTiE
(TVIl. 6. (6) #=Fhw) DOESH)
(4) HE~ADOBITHE
Pl v/
(5) ZofhoiBB~DRITHE
MU ERR L
(6) MBFEAKSE
MUERR L

6. fti

(1) KREBLLRUCHRBERE
MU ERR L
(2) RMICEIET 5B F% (CYPH) OHFiE. 5=
AFNTE L L THEDHEESE CYP2C19 X CYP3A4 TR SN 5,
Fiz. BANOHEBIWIHEERNC L0 . OF AR ORI A 2t SUIIHT 25 Z L 83D 5.
(TVIl. 7. FHEAEH) OHEZHR)
(3) PEEEMNROEERUVZTOEE
MUERR L
(4) REVOFEEOFTERVFESEL. FHELE
MU ERR L

7. EEit
fRER A (6 6) 12 1[0 30mg (7 &/AD Zffafs FXIIR%KIC, £72, 1 15mg (1 7 &LA])
PR NICROKREG LSS, IRIPIIIREM E L CHitEn, 0V 7T — L ORE(IRIT BT
ENieinoto, Bt 24 B £ TORPHEIRIL 18.1~23.0% TH -7=1%),

8. FSUARR—E—IZET HIER
MR L

0. BIHIZLHRER
LR L

10. BREDEREFTLHEE
EER R L

1. Z0Oith
MG R R L
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VI. £t (EAELOZXESF) CEYHEE

2. ERABLTOER

22 (ROBEICIBRELEZWNIE)

2.1 RAND RNk 2 BWBUE DB FERED & 5 BE

22 THYVFENAERERE, VYY) UEREAZRSTORE [10.1 ]

3. MEEREMRICEHET HFE L ENEA
(TV. 2. ZEESUIZNRICEET SR 22452 L.)

4. BERUVAERICEEYT IR LETOER
(TV. 4. HEKXOHEICEET SR 22452 8,)

5. BEELGEXRMIE L TOER

BEELEAXNIE

(BEE. T—EBHREE. WaHER)

8.1 EMOMEHRERIT 0 TRV T, MEFRIEIZITHWRZNZ EREE L,
GERIERE S

8.2 MEEFEIEICH W TIL, F¥ - HRA MY BT HREFICH LIEET 2 2L & L, AKHEERED S
DRWBFIIRETHZEORVEIFEETHZ L, £72. 1 H 110 30mg XiX 15mg O 512 X
D EMRENEYICO 7 0 ks 26T, BEXEEG IR LY BRI DRBENR20 LI
ENHHAIT T B 1A 15mg [JEI T IET 2 2 &, 728, HERFRETIXEICNHETRE Z
T D BB E 3T T ENEE LY,
(UL AEBREYRIE)

8.3 MRZIC LV M), FREEOMYTIERARVIELAGNDSZ L LHEMBEY 2 HUL L) %6
RBOIZBEETDHZ L,

2, ARNOEG N EE, BEEE OB K OO LEEBIC L AEREZRHKT 220
DT, NEBRESICEIY ZNOOEBTRNWI 2RI HZ L,

”U

6. HEDEREAIIBEICHTIIRE
(1) AfHE - BIEEFOHIBE

9.1 A6HE - EIEESOHLIBSE
9.1.1 EYBHEORETENDHZHE

(2) BHREESRE
BREIN TR
(3) FrigReEERE
9.3 FFpeESTEE
AR OH, PN BIET 5 Z L1 d 5,

(4) HEREZ=HT 5F
RE STV
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(5) 4w

(6

9.5 TR

635)0

BEd SATAEHR LT D ATREME D & 2 e VEICIFIEHR EO B MENfERME A EE 2D &l S 556
WCOBRBEETH L, BWRR (T v ) (2B TR MmSE 3 T RE o A E X v s
ZENRBOHLENTNAY, 2, U¥X (%O 30mg/kg/H) THRIELTROHINNZD AT
B, Ty MY 7T = (50mglkg/H). TEXT VY LAY (500me/kg/H)
kO 7Y 2a~vAr (160mgkeg/H) ZOFMAEE LIciBRC, REM) TORMEOHEBE & HIT
e R OFEEIH OHIRATRD b TN D,

) R3LWE

9.6 ZELIF

v b)) CRALFABITT 52

PGSR TS,

B EOF MR ORARBOARMEL B E L AL O SUT T IE 255 2 &, SR (7

(7) NRZE
9.7 MNR%E
AN e G & U T2 R ER R BRI I LT 2R,

(8) Elm¥E

9.8 BiNE

T OMAFEEDIKT b H 5,

EHE» RG2S R EERICREGT 52 L, —RICHEBRE TIIROWEITIEKTLTEY |

7. HE%EHR

(

—

10.48EH

AFNLE & U THFEEY A HRESE CYP2C19 XX CYP3A4 TRFEN D,
Fio. AFOEEEGWMHEERIZEZ . OF S OV 2 EE X3 MHT2 2 83 h 5,

) BIRERELEDERA

101 SFAZEE (BFALAGNC &)

FEHN E BRIRIEAR - H5 (8 71k BT - faRA 1
7 &2 ELR R T AW EOVERER R O /F A R AR A 00 H R Sy W E I L0
VAT H oY T oBENLH D, 78I B VR EE YR O U R D3
(2.2 Z] KFL, 7# ¥ FeromhEeE

PRI 2 REMED B D,

DIl ) BN 7Y 75
YT b
[2.2 &[]

Ve ey R o ER %
F/ITHIBENLD D,

AFN D E oy WA HIE I L
UE e R ORI DMK
FTLUAEEY Ol R
KT 2 rRetEDR & 5,
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(2) FRAFE L ZDER

10.2 HiAERE (BFRISEET S )

THIENDH D,

A4 % BRAER - HEE Tk P - fEbRIA T
THET4 Y TAT 4 U2 O R E MR | ARFIDT I RER 2B L

TAET7 4V OB ERET D
TEREZLNTWD,

271 hAKFY)

Z7m ) NAOMAPPREN EF
THIEND D,

AHFNINF R HEER ICB T D
Zrnal hAORHEFEEIC
PHET A7 EEZ LN TNA,

vaxvv
AFoAX

TERCERAN ORI & #5845 nlhE
MR d 5,

ARFN O B sy wamsERIZ LV
A DMK RIS
NI DMPEEN FE
T HAREMENH D,

A +Fary—n

Fu v —EREH
FI4TF=T
RAF =T KFnY)

= F = THRE KT
T F = TR
THIITNTF =T

T F=7
ST =T KFn)
HaIF =T K
FRF =T b U VERE KT
N7~ F =7 K

FERLIEAN D VE & )59 9 2 " hE
HRH 5,

RAF =7 KW & OHF L
REZRBR Y WET 5 Z &,

ARFHND B 85y WwHHAERIZ LY
FEREEA O MPRENMETTS
ATREMEDS & B o

[ A SRV et~ 7 320 A0 FERD|ARK O E By ERIZ L 5

BT HBENRH D, B pH LEHICL VB~ 7 *
VU LDOERREPRT T 5720
EEZEZ LD,

A N BMLFH—h AN MY — FOMFPRENEFIIRPATSH S,
ERIDZENRHD, EHED A
FRUFH— b ERET DS
X, — RIS A AN OB G- % H ik
HIEHREBRTDHI L,

ZE FERRIRAN DO AVE % 8589~ 2 AT RE| Z 4L D O FRFN O, PRl A3 2 4E

D TAUN HRH 5, TOHLILENEE (AT TV —

V) TEE SN TWS,

(figsn)

OFFH T 4V v OMENEMN

RN B+ 7 6] (5 22~38 %) & x4,

ZY 77— 30mg &1 H1E11 HH

BoghsL, 5 4 HEE 11 HBIZT I 74V 300mg (747 4 U HE 240mg) % [FIEF

(RO G LT, MR

PR EE 2 HIE LT,

SUVTI— NG 4 BETIET A7 4 U o AUC OB KO U 75 A (CLapp) D
Ay, #5111 H B Tid Tue 8 X MRT O 23588 Hiviz,
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RFDOT AT 4V AT O TIEIE G 4 HH, 11 B H & 1T 3-methylxanthine O & 7244
M K 20%) RNBEDLNTEY, TV T TV —AOKERGIIITEDRHBELFEL . 74
74U ORMEEET D Z E BRI N, Y

8. El{EA

11.8EH
ROBWERDB D BN ZENRHLOT, BlEZ 7TV, RENRBD DG EIC3&kE 2T
1B %70 EEY) R LEZAT O Z &,

(1) EXGEHER & DRER

1.1 EXGEMER

(BhEEHE)

M1 7FI745F%2— (25RP. EETE. PTREHSE) 0.1%KMH"). a vy (0.1%AKl
Yj_l))

11.1.2 MG, WEBEHBRE., BMERM (0.1% A0 Y), BERIKBED (0.14%1), m/NRE
4 (0.15%*V), &M (0.14%"*")

11.1.3 FFHEEERER (0.1%A0" ")

wyE, AST. ALT @ ERZEZ M) EERIFEEREEN O DML Z 0N d 5,

114 D ESHRKRIEFEBMME (Toxic Epidermal Necrolysis : TEN) . K 8 %5 12 IR fF {% &
(Stevens-Johnson FE{ZE¥) (0.1%Aw™"))

11.1.5 PR (0.1%AKM"")

TEEN IR, PENLREE, RS O RE (REE) ED D L DL EAITIR. #HTHE X MR OB
HEFEmL, KFOTREGERIEL, BIBKRERNVECFORGEDOHEERWEZIT Z &,

11.1.6 RAEMEERER (FHEAH)

AMEEEICELZ 2L H LD T, BHERAE (BUN, 7 L7 5= ER%) THEETDHI &,

1.1.7 |AHEE (HEARH)

(~NYanRva—- EnY OKREOHB)

11.1.8 BEMXKBREOOFELFESIEBELRBHE (0.1%K0H*")

AN anyyZ—- el OBREICHWNDTEXT VY Kk, 770 Aa~A TR, AN
KIGREOMEZES BELR KGRI 5OND T ENRHDHOT, B, HEEIO RIS b
SEITEBICEGEZRIET 272 EE R E AT O Z &,

1) FEBUEEE I3AKGRIF £ C ORI T ROERTEZFHEDORE RIS,
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(2) Z0inEI{ER

1.2 TOHDOEMER
(BES. T-iEHES. WEIES. FRERESL. Zollinger-Ellison FEIRE. FULAMLBRE
WRE., ERE7RAEY UEEHICHEITSEEREXEIT2IEREROBFRING. EXTA4 FifRk
EERERFICH T IEEREXE+BEESEOERG)

0.1~ 5% A 0.1%A i B
W BUE BB, £ I ESiz Nz
R & HEEECY) 7~ h—7F
2
Jhiek AST, ALT, Al-P, LDH,
v-GTP @ L&
1L L FRERIE %
THILER BRL, FHL. N8, MEERZEL, R, BARRIR. ME|ER
i, KB (collagenous|lifi, > ¥ FIE, MR BE
colitis %8 #&ie) 0K
R FeRAeR R 9. RS o OREE, RHR, »FE
P
Z D FEL AL ATr—b |G bHE. FE, BR[0T A E . B BT,
KD -5 T ABEO LU, TR MY » AmdE, K~ 27
O LUK, R, BE (x> v AffE, K2 A
MAE, A& L w7 ALSE

£ 3) Tk 255,

H 2) FEBUHEEE 1TAKGRIF £ T ORI T ROE R ER A DORERICHES L,

collagenous colitis ENHILL TWDRIEEMNH 2720, HONITAK
RO Z2 R34 25 2 &, BERBEICHEGERE., ObA, SHLEORFEZRBDLZLBH
0T, T, MAERFED LN L5E IR, WURAEZITS 2 &,

(ANYansa— .- 0 oKREOHEB)

5%LL 1 1~5% A5 1% A5
TH kg BRI (18.7%) . FH (9.1%) MR HEw, N HERIAM K LD MR, M. BERR
HA%, &%, 0. Mo
. BEREVE, AR
JHF ik AST, ALT, Al-P, LDH,
v-GTP, U LD EH
1IR(3 TP ERID . AFERERIE S (i MR
AILEkEZ . Al
W BUE Stz Z 9 ¥
TR R B, IR, O F V., AR,
L OV, 9 DIREE
Z DAl MU ZUETA R, REEO MR
FH. B 2T7ua—10
R&H KT, REBRBGE,
PRVERS

H4) HEFREEEBE I+ HBBEBCB T T T, TEX VU KR
77 An<A 0 3AERGEORBEEICES L,
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7B, SETITORIERR TRO b T LREIEN B 1% E) BkoLBh TH D,

5%LL F 1~5% A
M1k THI (13.2%) . WRREEE (8.7%) Bl W&, APNE, 8. PEEE
He N
JHF fik AST. ALT » L5
IS RUE TIE
TR T JJE, HFEWN

H5) HEFRIEEE I+ HBBEBCB T T T, TEXFV VU KR
75 AR A Y IA hr=X Y — LD 3 HIEORBRAEGEICE S,

9. BERERRICRITITRE

12.BRBERBRICRIETE

(ANJans4a—-EnY) ORBEDHBED

FUIT T NVEOT A NIRRT A e BT EX VY KT, 7T ) Auvw ATy
LEOHAMEKR A hr =2V — /L ORI G TER T, 13C-FRFE MR O E R R 03
TBREVEIC 72 D ATREMED 8 D T 8D, 1BC-JRFEFFLARRIC L DBREHIEZ1T 2 AL, 2 H OIEHA
DOEEHET % A BUUBEORE R CHEMT D5 ENEE LU,

10. BE®RS
BE I TV

1. BRALOEE

14EBRELEDERE

141 ERIZHBOIE

14.1.1 PTP @30 3ANT PTP > — M BB HUTIRAT 2 L 545 2 &, PTP > — hOREK
&0 BSOS AERE AT L, BRI 2 B Z L CHERIN S5 o EES 72 & OFIE & OF 38
THZEND D,

14.1.2 AHNIFO LICOE TERZREIEL L ET 5720, K2 L TRHAARETH D, £72, K
THRAT2Z LT S,

12. ZOMDEE
(1) BRERERICEIES

15.1 EREREEAICE D < 1H$R
(FhBELLE)

1511 AFOEMEGHICREOE R — 7 2RDIZ L OWMERH 5.

15.1.2 AFN OB G N ERIC L DIEREZRR@T 22 DR HDHOTUEMETRWT L 2RO H 2 BhHT
5T &,

15.1.3 SN C B H B OBIEMIE T, 70 F R T A LB BEX =2 X DIBERICB W THHERIEIC
PE O BB E . FREASEIT. THERTO U X 7 BINNHE S TW5D, BT, &R OE DI
(1L E) ORREZTIZBE T, B0 27 BEmLz,

15.1.4 AN BT 2 FICABREFE 20 R & LIEEBOBISEMIE T, 7'r ho Ry 7 e v 2 —% &
HBLTEBFICBN TR NI VT A T 47 43D BEBEGEO Y 2 7 #INAHE S Twn
Do
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(UL AEBREYRIE)

15.1.5 RIEANBYROE Y 27 Th 5 h @i, IEilE, ZIL~SV=TFRH D OWVT I HEY L
RVEAIIIARF OB RN SN W ERERRRICEI WV RS TWS, [7.2 BH]
(BRE7RE) VEERICETLBEEX X+ IEHES OB RIME)

15.1.6 (KHAET AU VRGBT 2 BIEE U+ IBBEEOFE Y A7 1E, ~Y a g F—.
v U YL R ORI KV EE D AR H 5 Z L AERRERIC L VORI I TV D,

(2) FEEREKRHARICE IS HR

15.2 JEERPREAERICE D < 1H&R
15.2.1 7 > MZ 52 BREBEEIRR O H G L7238 T, 50mg/kg/ H & (ERAKRHE DK 100 %) 2B\ T 1
Bl BPEORBEBMEESRD DN TWD 3T, 512, 24 » A MG O G L7-RBR T,
15mg/kg/ H UL EOBEZIB W CTEIEO RS R EHIIEEO R AR, 72, bmg/ke/H UL EOREZRB W
THEOANVTF ) A FIEENHEO LN TEY, AT, M7 v o 15mg/kg/HUL EROHET » hD
50mg/kg/ H LA EDOFIZ I\ THABEZEHE D78 A BE OHEINDFE O HALTW 5,

FE BT I M OSAIRZE R I DWW TR, = 7 ADRNAFERER, 1 X, F A OFMERBR TIEEED &
NI, Ty MIRAEREMEBZ DD,

1522 7 v MZT7 V7TV —v (1bmgkg/ALL L), TEFT U KMY (2,000mgke/A) %
4 MR ARG LR, KOS XZT7 Y 77—/ (100mg/kg/H). 7EXT U Lk
¥ (500mg/kg/H). 7TV An<A < (25mgkg/H) % 4 EEFHREO®REG L-RART, 7%
U KT A B G D WDIEOFHER G LTS HRE R R DS RO BTV D08, faliE 7T EF
U IKFDHERZ AT LT DO TH Y . MANTHH L2 DO TIERWZ &3 R ST
el
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X. JERREREARICEAY H2HE

1. FEEHER
(1) ZENZEEFHER
(TVL. JEZhIEPCRETHIHE ) OEHSH)
(2) ReHFREHER
MEE L
(3) Z0thDEEHE
FMEE e L

2. BMHER

(1) BEEEE5SEEHAR
FMEE e L

(2) REBE5SHEHR
AR L

(3) BiBHEHER
AR L

(4) BARMERER
MR L

(5) &RERESHRR
AR L

(6) BFRIERERER
AR L

(7) ZohoEHESH
MR L
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X, BEMERICEYTSRE

1. BERES

Al

7277 — 0D #E 156mgINIG)
7Y 77— 0D § 30mg/NIG|

VAo 178 Ui
W) HEE-EASEOLGEICIVERT S
g

G

TG T T =)L

L

2. A¥EIRM
BHxhEAR : 3 4F

. BEREBTORE
SR RAF

. B EDOEESR
BEEIN TR

. BEREITEM

BEMERSL T AR

<TvoLsy A

Z OO EE T ER B

. F—H 5 - AHE

Rl—mk4y : #4772 0D #1565, #4771 0D & 30,
HhrTar e N 15, X7 a7 30

. EEsELEAE
R

. RERFRZBFEABRVREES. EEELNHFEAE. REMBEAR
<777 —/L0D $ 15mgINIG| >

1S AR 7T KGR . S UE I 52 BRA
[ B4, BB TR * e e
FHH FHH FHH
o | 975 —1 0D 2011 4£ 2015 4 2015 4E
. 22300AMX00765000
BH i #€ 15mgRTO| 7H 15 H 12H 11 H 124 11 H
ST TFT— ) 2022 4 2022 4F
Tk J/i [/i
OD #& 15mg/NIG] 8 H 18 H 8 H 18 H
<7277V —L 0D # 30mgNIG] >
LTS IR 5 AR . A FE B AR 7eBR A
[l B4 e BB JErE
FHH FHH HHH
k7 | 9275 —/L 0D 2011 4 2015 4 2015 4F
. 22300AMX00766000
BH i #£ 30mgRTO| 7H 15 H 12H 11 H 12 A 11 H
S TTS—) 2022 4F 2022 4E
TR n I
OD #& 30mg/NIG ] 8 H 18 H 8 H 18 H
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9. MERIHREN, RERVAREEENFOFEABRVEDOAR

<

i

E I HIB N >
EXIIZhEEBMEHN A - 201347 H 18 H

W54 « 7> 77— 0D 8 156mg/RTO, 7> Y7 Z V' —/L 0D $ 30mg/RTO|

N A
o IH
S 7F5Y—)L 0D & 15mg TRTO] 529 75— 0D f 15mg TRTOJ
OHEEE. + fEE. MEmEs., vttt | BiEE. + B, WEmEs., ikt
iE %, Zollinger-Ellison JEMERE, IEONH A | BIESK. Zollinger-Ellison JEMERE, FENDH A
M R E W E PEE BIEME, BB I+ B IEREIC
OTFRIZBTFAIANYa"sZ— - ErlORE |BIFH~Uanyx—. ol OREOHE)
DB
0 HIEG, + e, HEMALT D o /N,
P ol VAN R T 2 o e T I N b s NS SR I
% LZNHEEREREGEE, ~Va Ny 2 — . n
3 Y Y %
2 5> 75 —)L 0D §& 30mg RTOJ 5> F5J—JL 0D §& 30mg TRTOJ
= OHEEE. + fEE. MEmEs., vkt | BigE. - B, WEamEs., vkt
RIE%. Zollinger-Ellison JEfE#RE iE %, Zollinger-Ellison JEMERE, B IEHE X
OFfIEB T~ ansZ— - val) okE |13+ HBBERIcEs T2~ axs Z—. ¢
DHfB 7 Y OFRE OB
HiER. T faliEs. HMALTY /N,
RV i M PESE BT . R B RS b
LNRBTHEREE, ~Va Xy x— . v'n
UG E K
A
*
y; 2 g L g
U HATERD) (%)
A
B
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<EHRESUITBNR, ALK OV BB in >

REX TR, FEA O EEMEA R - 201541 A 28 H
Wies « 72>V 77— 0D §E 15mg/RTO|
N A
20} [2]

OBEE. + g%, WEEE. vtk | OBEE. + HBEE. WaEEEE, Witk
BiE %%, Zollinger-Ellison SEMERE, FEONH A 6, Zollinger-Ellison JEMERE, VS A
MEHREYE, BAET ALY VEERIZ P A W E

I I RARER| -V D S =1, 21 -v) AN e 11N

Be| AT A PUERRIEERGRHICBIT S

X | BTt AR O PR ]

X|NOTFRICBITEZ~NY anygZ— -l oBRE |OFRICBIT A~ a2y Z—. ol ORE

B om DA

R\ mmy. + O RBs. SMALTY o5, | B, + 3RS, EMALTY oo E,
REREVE IO PSR B . T E I Lo R I NS PR SR B . ] R Lk
HNBIRERE., ~JansZ—.n HNMHEEIRERE., ~JansZ—.n
Y Y H K U YR H R

-BERAE7REY UEEHICET5BEBXIE

+ B EEOFERNH OGS

B EE AT T T e LT

E| 1bmgx 1 H1MEROBEEGT 5,

B|ERTAA FERRERBRSHICESITS58E ()

U BXE+{EBEEOERNFDEE

B s, fAcEI Y 77—l LT 1

B 15me#x 1 H1EROB5T5,
(MOEIFHTEED)

(_ AESUINR, EL O BB fE 5 2 & HT)

10. BEEER. BAERARERHARUVZTONE
LR
1. BEEHM
LR
12. BERMBFIRICREET 51HHK
ARENL, HBEYBICET2HIRIZED STV 70,
13. &£#Ea—F
JEAE A AL AL | EREE S a— N Lt~ N ERAE
o HOT (9 7 o
ek IR PE S = — R (YJ =— k) (OA) 5 AT M a—F
TG TT—)b
2329023F1012 2329023F1152 124698804 622469804
OD #Z 15mg/NIG]
G TT—)
2329023F2019 2329023F2159 124699504 622469904
OD #Z 30mg/NIG]

14. REHBTLOIEE
AR,

I EORIEEIR TH 5.

34




XI.

AR

. SIFAX#E

1) FEPNERE © E PR
2) FEPERL - B HIEER
3) BEFTIRE. i« EAETEEI A IS AR IRPE Ak 16
WFFE s
4) IEFOLR M ERARROAIE. 1999 5 29 1 805-817
5) EFOLR i : BRARRCAIE. 1999 5 29 1 959-977
6) HAMEE (¥ 7 w724, OD§E ; 2006 46 A 15 H)
T ARHET A Y CREHIERGRICA B D BIEE - + RS 2 RIE T PR R O MEERER
(B4 7ar7&n, ODEE; 2010 4 7 A 23 A&, CTD 2.7.6.1)
8) EHET ALY v RIFRGEFEZ MR L LRIk 58 (¥ 7 a7k, OD
#E ; 2010 4F 7 A 23 A&, CTD 2.7.6.3)
9) FaEMEE (¥rFarh 7, ODEE; 201047 7 23 H)
10) ~U any Z— - vr VGO B 3+ R REIc a3 2 3RRIE (¥ 7w 7L
5552000 4F 9 A 22 H/KGE, HREEEHEZE +.1.4))
11) KETHEM LR (& 7 7 1 vk 7 r%; 2000 4E 9 H 22 HAR, HEEEEHEE ~.3.1))
12) Je[E T L - BRRRER (¥ 7 7'a o 72 V552000 45 9 A 22 AZAGE, RESEEMEE 1.3.3))
13) BriliFnt i - SEPE & A9, 1991 ;5 19 = 307-325
14) Satoh H. et al. : J.Pharmacol. Exp.Ther. 1989 ; 248 : 806-815 ( PMID : 2537418)
15) Nagaya H. et al. : Jpn.J.Pharmacol. 1991 ; 55 : 425-436 (PMID : 1886288)
16) Nagaya H. et al. : J.Pharmacol.Exp.Ther. 1989 ; 248 : 799-805 (PMID : 2537417)
17) Nagaya H. et al. : J.Pharmacol.Exp.Ther. 1990 ; 252 : 1289-1295 (PMID : 2156997)
18) STEFBE ffl - BRIRZESE. 1991 ; 7 : 51-62
19) i & fll - (L&A 1991 ; 14 1 183-193
20) fA AR fh o FKER LR 1990 ; 18 : 4865-4876
21) ZHIESL fih : BRIRAAGAE. 1991 ; 21 : 633-640
22) Hongo M. et al. : Dig.Dis.Sci. 1992 ; 37 : 882-890 (PMID: 1534047)
23) MG fh o BB & JAHE. 1991 5 19 : 925-931
24) A il BAIELRRRE A HERS. 1991 ; 88 : 672-680
25) B FIF fh : Therapeutic Research. 1991 ; 12 : 191-213
26) [MCl7EXF LV U VORNBIRICK T DT Y T TV =L RY T Y 2aa~A ¥ o HORE
(Zv ) (B Faru7wL% ;2000 49 A 22 HKR, HEEEEMIEE ~.2.5)
27) FRHEST il - Helicobacter Research. 1997 ; 1 : 49-55
28) Cederbrant G. et al. : J.Antimicrob.Chemother. 1994 ; 34 : 1025-1029 (PMID : 7730216)
29) =i IE fth : Therapeutic Research. 1991 ; 12 : 175-189
30) /INBEFNSE fth : FEHEL LA, 1991 ;5 19 @ 933-946
31) Delhotal-Landes B. et al. : Eur J Drug Metab Pharmacokinet. 1991 ; 3 : 315-320 (PMID :
1820900)
32) BFM# RO ENGE (¥ 77 v T 78 L% 2000 4F 9 A 22 HKGR, HEFEEMITEE ~.3.(1)
33) FhNEE : AR [ S MR
34) = Vi fb - FEELLIAHK. 1990 ; 18 : 3413-3435
35) Schardein J.L. et al. : 3£ 557, 1990 ; 18 (Suppl.10) : 2773-2783
36) Kokufu T, et al. : Eur J Clin Pharmacol. 1995 ; 48 : 391-395 ( PMID : 8641328)

X
&
oh
&
Q-
[bunf

35



37) Atkinson J.E. et al. : 3EFE L A%, 1990 ; 18 (Suppl.10) : 2713-2745

. TOHDSETH

R L

36



XI. &84

1. ELESHETORFTRE
AN B T D406

R, HEROHEZLUTO LB THY | HETORGIRIL L ITRR D,

BRE X TSN R

MIELR O &=

(7277 —/L 0D §E 15mg NIG))
OBWE., +$alits., waiiEg, YirtR
B4, Zollinger-Ellison JEMEHRE, FEODL AME
WHEMTE, BHEBT7 AU U HEERICBIT S
BRI T+ RIS O I Gl FEA T v
A FHERIRIEREEK R B T 2 BiEE T+
TGRS O P58 H il
OTFRICB T LAY ansz—.- el ORED
8
RS, T fRESs. H MALT U o S, Ky
FEVE ML AR PESRBER . RTE R o N
WEINRRELEE . ~V anyx— . o Uk
EE/N
(v 7Z—/L 0D §E 30mg [NIG))
OBEE. +fMBa%. WEMEs. YimtEe
B¢, Zollinger-Ellison JE
OFRICBIT LNV anyd—-rl OFREO
B
RS, RS, H MALT U o8, Ky
FEVE M MR PESR B . R E Rk o N
WEINRREEE . ~V ans x— . o kg
EEN

(BW@®EE. + 4 BiE5.
Zollinger- Ellison/iE BERE)
WE. RAZEZ Y77y — e LTlHE
30mgZ 1H 1R #5325,

e, W, HIEE. VIEEHIEE CIX8HEM £ T,
+ BB CII6EM E ToRE T 5,

Gt A E 2%)

WH L. KA T YT — e LTl
30mgZx1H1MIRAEEGT 5, 72ds, i 8HEM
FCToRE LT 5,

I BT, BT - AR R ERE R O
HERFRIEICB W T, 10115mg4 1 H 1Ak 0 &%
53250, HRERAR+HO%EAIE, 18 1A30mg
EROKETHZENTE S,

FEO S AMEE EWTE (ODEE15mgdD )
BE . RAZEZ Y77y — e LTlHE
15mgZ 1A1ERE A EGT 5, ok, @HE 48 H
FToRE LTS,

UEHET A Y BRI IT 2 BigE 3+
IR O RIS (ODEE15SmgD )
BE. KAy Y77y — e LT1HE
15mgZ#1H 1R O#& 535,

(FERAT B A FUEFLRIESRE 5 RI2B 1T 5 HiE%
AT A MRS O FRFE] (ODSE15mg D A))
WL, RAICIZT Y ST — e LT1E
15mgZ 1 H1EIRAE LGS 5,

(N any yZ—.eal OREOMHED)

WL RAICIZT Y ST — e LTLE
30mg, 7EFT VU KM E LTLEIT50mg
(Sff) RO Y 2~ & LT1H
200mg (J1fli) O3F|ZFRHZ1H 2R, 7HRI#R
n#&593 %,

B, 772, 0, LEICNL TE
BHETAHAZ ENTES, 2721, 1[A400mg
(i) 1H2M% ERET 5,

Ja bRy, e — TEXFIY
KR Rr T ) 2u~<A 2 D3FIHEIC X

W) & ¥ E 5

LY 3Ny 2— - vn U OFREIGIRA A Y)
DEEIE. TR 2REE LT, @, il

NZIZZ 77— & LT1E30mg, 7 F
XU vkFiE LClE750mg (Jif) KO
A hv =% =& LT1E250mgd 35 % [F K
IZ1H2[E, THRERATREGT 5,

37




<DailyMed (USA), 2023 4F 12 H sk >

4 KIE]

24 Zydus Pharmaceuticals USA Inc.

M7e4 LANSOPRAZOLE delayed-release orally disintegrating tablets
HIE - Hiks | delayed-release orally disintegrating tablets : 15mg, 30mg
INDICATIONS AND USAGE

1.1 Treatment of Active Duodenal Ulcer
Lansoprazole delayed-release orally disintegrating tablets are indicated for in adults short-term
treatment (for four weeks) for healing and symptom relief of active duodenal ulcer.

1.2 Eradication of H. pylori to Reduce the Risk of Duodenal Ulcer Recurrence
Triple Therapy- Lansoprazole delayed-release orally disintegrating tablets
/amoxicillin/clarithromycin

Lansoprazole delayed-release orally disintegrating tablets in combination with amoxicillin plus
clarithromycin as triple therapy is indicated in adults for the treatment of patients with H. pylori
infection and duodenal ulcer disease (active or one year history of a duodenal ulcer) to eradicate H.
pylori. Eradication of H. pylori has been shown to reduce the risk of duodenal ulcer recurrence.

Please refer to the full prescribing information for amoxicillin and clarithromyecin.
Dual Therapy” Lansoprazole delayed-release orally disintegrating tablets/amoxicillin

Lansoprazole delayed-release orally disintegrating tablets in combination with amoxicillin as dual
therapy is indicated in adults for the treatment of patients with H. pylori infection and duodenal
ulcer disease (active or one year history of a duodenal ulcer) who are either allergic or intolerant to
clarithromycin or in whom resistance to clarithromycin is known or suspected (see the
clarithromycin prescribing information, Microbiology section). Eradication of H. pylori has been
shown to reduce the risk of duodenal ulcer recurrence.

Please refer to the full prescribing information for amoxicillin.

1.3 Maintenance of Healed Duodenal Ulcers
Lansoprazole delayed-release orally disintegrating tablets are indicated in adults to maintain
healing of duodenal ulcers. Controlled studies do not extend beyond 12 months.

1.4 Treatment of Active Benign Gastric Ulcer
Lansoprazole delayed-release orally disintegrating tablets are indicated in adults for short-term
treatment (up to eight weeks) for healing and symptom relief of active benign gastric ulcer.

1.5 Healing of NSAID-Associated Gastric Ulcer

Lansoprazole delayed-release orally disintegrating tablets are indicated in adults for the treatment
of NSAID-associated gastric ulcer in patients who continue NSAID use. Controlled studies did not
extend beyond eight weeks.

1.6 Risk Reduction of NSAID-Associated Gastric Ulcer

Lansoprazole delayed-release orally disintegrating tablets are indicated in adults for reducing the
risk of NSAID-associated gastric ulcers in patients with a history of a documented gastric ulcer who
require the use of an NSAID. Controlled studies did not extend beyond 12 weeks.
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1.7 Treatment of Symptomatic Gastroesophageal Reflux Disease (GERD)

Lansoprazole delayed-release orally disintegrating tablets are indicated for short-term treatment in
adults and pediatric patients 12 to 17 years of age (up to eight weeks) and pediatric patients one to
11 years of age (up to 12 weeks) for the treatment of heartburn and other symptoms associated with
GERD.

1.8 Treatment of Erosive Esophagitis (EE)

Lansoprazole delayed-release orally disintegrating tablets are indicated for short-term treatment in
adults and pediatric patients 12 to 17 years of age (up to eight weeks) and pediatric patients one to
11 years of age (up to 12 weeks) for healing and symptom relief of all grades of EE.

For adults who do not heal with lansoprazole delayed-release orally disintegrating tablets for eight
weeks (5 to 10%), it may be helpful to give an additional eight weeks of treatment. If there is a
recurrence of erosive esophagitis an additional eight week course of lansoprazole delayed-release
orally disintegrating tablets may be considered.

1.9 Maintenance of Healing of EE
Lansoprazole delayed-release orally disintegrating tablets are indicated in adults to maintain
healing of EE. Controlled studies did not extend beyond 12 months.

1.10 Pathological Hypersecretory Conditions Including Zollinger-Ellison Syndrome (ZES)
Lansoprazole delayed-release orally disintegrating tablets are indicated in adults for the long-term
treatment of pathological hypersecretory conditions, including Zollinger-Ellison syndrome.

DOSAGE AND ADMINISTRATION

2.1 Recommended Adult Dosage by Indication

Indication Recommended Frequency

Dose

Duodenal Ulcers

Short-Term Treatment 15 mg Once daily for 4 weeks

Maintenance of Healed 15 mg Once daily

Eradication of H. pylori to
Reduce the Risk of
Duodenal Ulcer

Recurrence”

Triple Therapy:

Lansoprazole delayed-release orally 30 mg Twice daily for 10 or 14 days
disintegrating tablets

Amoxicillin 1 gram Twice daily for 10 or 14 days

Clarithromycin 500 mg Twice daily for 10 or 14 days
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Dual Therapy:

Lansoprazole delayed-release orally 30 mg Three times daily for 14 days
disintegrating tablets

Amoxicillin 1 gram Three times daily for 14 days
Benign Gastric Ulcer

Short-Term Treatment 30 mg Once daily for up to 8 weeks
NSATID-Associated Gastric Ulcer

Healing 30 mg Once daily for 8 weeksft
Risk Reduction 15 mg Once daily for up to 12 weeks’
Gastroesophageal Reflux Disease

(GERD)

Short-Term Treatment of 15 mg Once daily for up to 8 weeks
Symptomatic GERD

Short-Term Treatment of Erosive 30 mg Once daily for up to 8 weeks*
Esophagitis

Maintenance of Healing of Erosive 15 mg Once daily'
Esophagitis

Pathological Hypersecretory 60 mg Once daily?$

Conditions including

Zollinger-Ellison Syndrome

“Please refer to the amoxicillin and clarithromycin full prescribing

information, Contraindications and Warningsand Precautions sections , and for information

regarding dosing in elderly and renally-impaired patients.
fControlled studies did not extend beyond indicated duration.

fFor patients who do not heal with lansoprazole delayed-release orally disintegrating tablets for
eight weeks (5 to 10%), it may be helpful to give an additional eight weeks of treatment. If there is

a recurrence of erosive esophagitis, an additional eight week course of lansoprazole delayed-release

orally disintegrating tablets may be considered.

§Varies with individual patient. Recommended adult starting dose 1s 60 mg once daily. Doses

should be adjusted to individual patient needs and should continue for as long as clinically

indicated. Dosages up to 90 mg twice daily have been administered. Daily dose of greater than 120

mg should be administered in divided doses. Some patients with Zollinger-Ellison syndrome have

been treated continuously with lansoprazole for more than four years.
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TControlled studies did not extend beyond 12 months

2.2 Recommended Pediatric Dosage by Indication

Pediatric Patients 1 to 11 Years of Age

In clinical studies, lansoprazole was not administered beyond 12 weeks in 1 to 11 year olds. It is
not known if lansoprazole is safe and effective if used longer than the recommended duration. Do

not exceed the recommended dose and duration of use in pediatric patients as outlined below.

Indication Recommended Frequency

Dose

Short-Term Treatment of Symptomatic GERD and
Short-Term Treatment of Erosive Esophagitis

<30 kg 15 mg Once daily for up to
12 weeks

>30 kg 30 mg Once daily for up to
12 weeks

Pediatric Patients 12 to 17 Years of Age

Indication Recommended Frequency

Dose

Short-Term Treatment of Symptomatic GERD

Non-erosive GERD 15 mg Once daily for up to 8 weeks

Erosive Esophagitis 30 mg Once daily for up to 8 weeks

2.3 Hepatic Impairment

The recommended dosage is 15 mg orally daily in patients with severe liver impairment
(Child-Pugh O).

2.4 Important Administration Information

e Take lansoprazole delayed-release orally disintegrating tablets before meals.

e Do not crush or chew lansoprazole delayed-release orally disintegrating tablets.

e Take lansoprazole delayed-release orally disintegrating tablets at least 30 minutes prior to
sucralfate.

¢ Antacids may be used concomitantly with lansoprazole delayed-release orally
disintegrating tablets.

e Missed doses: If a dose 1s missed, administer as soon as possible. However, if the next
scheduled dose 1s due, do not take the missed dose, and take the next dose on time. Do not

take two doses at one time to make up for a missed dose.
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Lansoprazole delayed-release orally disintegrating tablets
¢ Do not break or cut.
e Place the tablet on the tongue, allow it to disintegrate, with or without water, until the
microgranules can be swallowed. Do not chew the microgranules.
e The tablet typically disintegrates in less than one minute.
e Alternatively, for children or other patients who have difficulty swallowing tablets,
lansoprazole delayed-release orally disintegrating tablets can be administered with

water via oral syringe or NG tube as follows:

Administration with Water in an Oral Syringe

Place a 15 mg tablet in oral syringe and draw up 4 mL of water, or place a 30 mg tablet in
oral syringe and draw up 10 mL of water.

Shake gently to allow for a quick dispersal.

After the tablet has dispersed, administer the contents within 15 minutes of mixing into the
mouth. Do not save the water and microgranule mixture for later use.

Refill the syringe with approximately 2 mL (5 mL for the 30 mg tablet) of water, shake gently,

and administer any remaining contents.

Administration with Water via a NG Tube 8 French)

Place a 15 mg tablet in a catheter-tip syringe and draw up 4 mL of water, or place a 30 mg
tablet in a catheter-tip syringe and draw up 10 mL of water.

Shake gently to allow for a quick dispersal.

After the tablet has dispersed, shake the catheter-tip syringe gently in order to keep the
microgranules from settling, and immediately inject the mixture through the NG tube into
the stomach within 15 minutes of mixing. Do not save the water and microgranule mixture
for later use.

Refill the catheter-tip syringe with approximately 5 mL of water, shake gently, and flush the
tube.
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Drug Name Category
F—A NZ VT DA lansoprazole B3
(2021 4% 3 A )

2% PO
A=A NZ U7 D55 (An Australian categorization of risk of drug use in pregnancy)
Category B3 :
Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or
indirect harmful effects on the human fetus having been observed.
Studies in animals have shown evidence of an increased occurrence of fetal damage, the

significance of which is considered uncertain in humans.

43



XI. {F&E

1. A - REZEICERL TEREHEZT5 I1SH- > TOSEHER
AEOERICEAT 3R

ARG 22 T TORWIEICET 5 H#RAE £ 5,

R TEENHELL TV RVHAEDETENTEY, HLETHRMIN TV LRBITIETHE LN RER
EHEFELLTHRRLTND,

FEFREEE DEEREA 2 et 2 ETOSBERTHY , MITEOFEEZRTHOTIERND,
(1) ¥8

PR OREMAER
5275 —)L 0D & 15mg TNIG]

7Y 77— 0D § 16mg [NIG] O etk % 25°C - T5%RH O IRAFSM: THist L 7o iR,
PERIZBRIARFIC T A EOM K TIRBADH RN H H2MATH Y | 4 BRITIZABOKR K THEDB N

NHDHKRTH -7,
@ i 25T - T5%RH [HESE - B
B PRI
AR v b
ARRHE ) m e bR B 2 i 43
TS L7KB3 HEDO R CTHRBEOB | O K THRBADHE | AEOK R THEE O A
SR DR ER DR N> DR
%ﬁf‘: L7KB3 100 98.30 97.09

S2vY7F5J—)L 0D & 30mg TNIG]

Z V75— 0D & 30mg INIG] Oy etz 25°C « 7T6%RH ORI THiET L 72 s 3.
PERIZBHARIF I CIZ A OB K TR ADOB AN H DR TH Y, 4 BHEITITAGCOKH K THERADBE ML

R BYE T o 1.
® Wit 25°C - 75%RH [EY: - BHK]
] (A
St v MES
BHA | = MEE B K 2 18 43
e Lkpa | HEOBETHIBEOH | AEOHATHRIBEDIE | [EORATBEDHA
DD B IR I B YR b YR
i%(i’/f;}? L7KB4 100 97.08 97.56

44




(2) Hilg - BEMRUBREREF 1 —TEB1HHER
S5>YF5Y—)L0D & 15mg TNIG]
1) RBRAGE
[ B e v Bk
TAARUY—DOER N AR EIRY R 1T EEZT ¢ AP —RNIZANTER M ZRL,
55 COIRY; 20mL W\ H -T2, T 4 AN —IZEZE LT b lillitEk. 7 4 A P—
ZFTC 15 [HEMEE L. BERBEORNEZBE LT, BoiERRO LNRWEEIE, BIZ 5
SREIER .. FREOBIEEZITV., AREREORNEZBE LT,
FROBME T A AERE RO DR WA, BIE LEE S L, B2 SRR <
MO CTRRIRZ R U, REROBIEZITV, AERE ORI BlZZ LT,
[ 3t 1k R
IGEIE DN S T-F 4 AN — 2 REF 2 — T IHH L, K 2~3ml/MOFETIHEAL, F
2 — 7 IXERNIRE A B 8 0D 2 /KT L, HEAZ Z O 30cm o @& SZEE Lz, 1*
ABRICHEDOFH KEEALTTF 2a—TNEES EEOT 2 — T NOERFYOA BTtz

BlE LT,
2) B R
R R B MEAR
Z 75— 0D §E .
| 5 IR - R LT, SFr.F = — 7 & @i L7,
15mg INIG)
(fi5)

FAERRE R« IBTRRRRI N T 4 A — D FERIZTER LTz,
WIEMERER  TEARNCT 4 AN Y —% 180 FEC 3 [MfEEMIR S, £z, I 5mLIEAT LI
(2T AR P —% 180 FEC 1 BITEE R S &, BRI L L2avn k91 Lz,

AR, THIRE BERG A7y 7 () CiEo) ) L THEMBLE L,

45



529 75J—)L 0D & 30mg TNIG]
1) RER L
[ A7 e v ek B ]

TAARCY—DER M EREERY  RIE LEET 4 AR —RNICANLTER P EZR L,
55 CDIRY 20mL Z W\ HL o7z, T 4 AP —IZFEE LT 5 ER. 7 4 A HP—
ZFT 15 (HEMER L, BEEREORNEZBIE LT, BORRENRBDONRWEGAIX, BT 5
SEE %, FREOBIEEZITV., FREERE ORI 28152 LT,
FREOEAE TR R ERRE RO SR WEEIE, IR TEA 50 L, B SR THEHE <
MW TRIEZIE L, FROBIEZITV. REREORNZBIE LT,

[RGB

SRR D NS T2T A AR —5 BT 2 — 7128 L, K 2~3mL/BO#HE THEA L, F
a2 — VIR AL DK 8 53D 2 ZKFIT L, HEANE ZOK) 30em Lo SIZEE Lz, &

ABICHBEDOFEKEZFALTCT a—TNEES EEDOT 2 — T NOERFYOF I TRiaMEE

BlE LT,
2) BT
i R R BRI
5 V75— 0D & \
| 5 S BUAICHE - RE LT SFr.F = —7 2 il LT,
30mg NIG]
(=)

FREERRE SR - RN T 4 A — D NS TR LT,

EIEPERER - EARNCT 4 A —% 180 EC 3 MIfFERIE Y, £/, M omLIEATLHI L
2T 4 AP —% 180 T 1 [FIHERR S, s BRi s Lan K sz Lz,
X512, 10 [\ 2 FEETFO@BEBEKIAELE U, 770Uy —%D LB R LEE
FRU72pT, 7 < EAHSET,

ARBRIE, THIRE BERG N F7y 7 (K Cixo) ) ICHECTEMBLE L,

. FOOBEEH
B R L

46



	医薬品インタビューフォーム
	医薬品インタビューフォーム利用の手引きの概要　―日本病院薬剤師会―
	目　次
	略語表
	Ⅰ．概要に関する項目
	１．開発の経緯
	２．製品の治療学的特性
	３．製品の製剤学的特性
	４．適正使用に関して周知すべき特性
	５．承認条件及び流通・使用上の制限事項
	（１）承認条件
	（２）流通・使用上の制限事項

	６．RMPの概要

	Ⅱ．名称に関する項目
	１．販売名
	（１）和名
	（２）洋名
	（３）名称の由来

	２．一般名
	（１）和名（命名法）
	（２）洋名（命名法）
	（３）ステム（stem）

	３．構造式又は示性式
	４．分子式及び分子量
	５．化学名（命名法）又は本質
	６．慣用名、別名、略号、記号番号

	Ⅲ．有効成分に関する項目
	１．物理化学的性質
	（１）外観・性状
	（２）溶解性
	（３）吸湿性
	（４）融点（分解点）、沸点、凝固点
	（５）酸塩基解離定数
	（６）分配係数
	（７）その他の主な示性値

	２．有効成分の各種条件下における安定性
	３．有効成分の確認試験法、定量法

	Ⅳ．製剤に関する項目
	１．剤形
	（１）剤形の区別
	（２）製剤の外観及び性状
	（３）識別コード
	（４）製剤の物性
	（５）その他

	２．製剤の組成
	（１）有効成分（活性成分）の含量及び添加剤
	（２）電解質等の濃度
	（３）熱量

	３．添付溶解液の組成及び容量
	４．力価
	５．混入する可能性のある夾雑物
	６．製剤の各種条件下における安定性１）
	７．調製法及び溶解後の安定性
	８．他剤との配合変化（物理化学的変化）
	９．溶出性
	10．容器・包装
	（１）注意が必要な容器・包装、外観が特殊な容器・包装に関する情報
	（２）包装
	（３）予備容量
	（４）容器の材質

	11．別途提供される資材類
	12．その他

	Ⅴ．治療に関する項目
	１．効能又は効果
	２．効能又は効果に関連する注意
	３．用法及び用量
	（１）用法及び用量の解説
	（２）用法及び用量の設定経緯・根拠

	４．用法及び用量に関連する注意
	５．臨床成績
	（１）臨床データパッケージ
	（２）臨床薬理試験
	（３）用量反応探索試験
	（４）検証的試験
	（５）患者・病態別試験
	（６）治療的使用
	（７）その他


	Ⅵ．薬効薬理に関する項目
	１．薬理学的に関連ある化合物又は化合物群
	２．薬理作用
	（１）作用部位・作用機序
	（２）薬効を裏付ける試験成績
	（３）作用発現時間・持続時間


	Ⅶ．薬物動態に関する項目
	１．血中濃度の推移
	（１）治療上有効な血中濃度
	（２）臨床試験で確認された血中濃度
	（３）中毒域
	（４）食事・併用薬の影響

	２．薬物速度論的パラメータ
	（１）解析方法
	（２）吸収速度定数
	（３）消失速度定数
	（４）クリアランス
	（５）分布容積
	（６）その他

	３．母集団（ポピュレーション）解析
	（１）解析方法
	（２）パラメータ変動要因

	４．吸収
	５．分布
	（１）血液-脳関門通過性
	（２）血液-胎盤関門通過性
	（３）乳汁への移行性
	（４）髄液への移行性
	（５）その他の組織への移行性
	（６）血漿蛋白結合率

	６．代謝
	（１）代謝部位及び代謝経路
	（２）代謝に関与する酵素（CYP等）の分子種、寄与率
	（３）初回通過効果の有無及びその割合
	（４）代謝物の活性の有無及び活性比、存在比率

	７．排泄
	８．トランスポーターに関する情報
	９．透析等による除去率
	10．特定の背景を有する患者
	11．その他

	Ⅷ．安全性（使用上の注意等）に関する項目
	１．警告内容とその理由
	２．禁忌内容とその理由
	３．効能又は効果に関連する注意とその理由
	４．用法及び用量に関連する注意とその理由
	５．重要な基本的注意とその理由
	６．特定の背景を有する患者に関する注意
	（１）合併症・既往歴等のある患者
	（２）腎機能障害患者
	（３）肝機能障害患者
	（４）生殖能を有する者
	（５）妊婦
	（６）授乳婦
	（７）小児等
	（８）高齢者

	７．相互作用
	（１）併用禁忌とその理由
	（２）併用注意とその理由

	８．副作用
	（１）重大な副作用と初期症状
	（２）その他の副作用

	９．臨床検査結果に及ぼす影響
	10．過量投与
	11．適用上の注意
	12．その他の注意
	（１）臨床使用に基づく情報
	（２）非臨床試験に基づく情報


	Ⅸ．非臨床試験に関する項目
	１．薬理試験
	（１）薬効薬理試験
	（２）安全性薬理試験
	（３）その他の薬理試験

	２．毒性試験
	（１）単回投与毒性試験
	（２）反復投与毒性試験
	（３）遺伝毒性試験
	（４）がん原性試験
	（５）生殖発生毒性試験
	（６）局所刺激性試験
	（７）その他の特殊毒性


	Ⅹ．管理的事項に関する項目
	１．規制区分
	２．有効期間
	３．包装状態での貯法
	４．取扱い上の注意点
	５．患者向け資材
	６．同一成分・同効薬
	７．国際誕生年月日
	８．製造販売承認年月日及び承認番号、薬価基準収載年月日、販売開始年月日
	９．効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	10．再審査結果、再評価結果公表年月日及びその内容
	11．再審査期間
	12．投薬期間制限に関する情報
	13．各種コード
	14．保険給付上の注意

	ⅩⅠ．文献
	１．引用文献
	２．その他の参考文献

	ⅩⅡ．参考資料
	１．主な外国での発売状況
	２．海外における臨床支援情報

	ⅩⅢ．備考
	１．調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	（１）粉砕
	（２）崩壊・懸濁性及び経管投与チューブ通過性試験

	２．その他の関連資料


