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IEE OTEEE 2BV T 3FERILETH D Z L i s,

1v. ®AFNZBE5HE

10



@F_XFF ) —L NaBE20mg [VTRS |

SBRLHE - 25+2°C. 60E5%RH

cAERE (PTP 248)

IH B KOS PR ARy 6 » A% 12 % A% 24 » A% 36 » A%
T ::)( 1SN 1%
ﬁ%(@ﬁ@?%%741 o - . . so
La—T 4 T EE)
we | BORE e - - - e
% SEAN RTINS EE R E R ik - - - Bl
gy a7 : ‘
5| 7 e - - _ .
A — AR A — — — Bl

HE TR BRE fris

ABRYE RS B N o A N o A A
e T W5 A bl A A
; B 1 i)
=t H R T—GaRBRE frls
By | SRIE WTATERGE 15

WHED 7L AR 19~40 21~42 21~48 20~37 17~40

B 2 W1

(50 43 LIN)
EEFRBR (93.0~107.0%) | 101.4~102.6 | 101.3~102.4 | 96.7~98.7 | 99.6~101.3 | 98.9~103.6
HIEETER e A SRy Py Py
KRB (%) 1.0~1.6 1L1~1.7 1.0~1.2 0.8~1.0 L.1~1.4
HEE (kg) 10~15 11~15 9~13 11~15 12~16

oy 3

RHRAEABR (25+2°C, FHXHZEE 60+5%RH, 36 » H) OfEFR, 777> —/L Na$g20mg [VTR S
Il E OHEEE FIZBW T 3FERIZE TH D Z L Ed s,

1v. ®AFNZBE5HE

11



(3) fvadRRE D ENE
[FABRTIE] RAESt: - © RS : 40°C. 75%RH (2 v — LB

@ WBEE : 25°C, 60%RH (3 +— LBl
@ 3t : 25°C. 60%RH, #7120 & Lux » hr (% — LBEA%)

HERS - O, OBtaRE, 1. 3 » A%
OBALAIE, 1 At

AREBEE - PRR, AR RN KR, 21R)

PBRERL PR LR, BE 3L M LR (6 Xy 'L)

1) PRAFESM: [40°C, 75%RH] (28T &M
OF 75— Na g 10mg [VTRS]

. T E RE
Nillaee=)
aals BH 4G IRE 1% A 35 H
" Y DB T 1 L FEET T E DY FEEER N E DY

(H—tata, 74V ABLICH| (B8, 7V ABILICH

T AVTER b e P ) e CHER TR E P OR)

&5 (%) 99. 6 80. 0 55.3
[xf B A6 (%) [100. 0] [80. 3] [55. 5]
HR M (1917) BREE L 72/ o 72 RO FREE LTz FREE L7
AREEE (291R) by by ey

@7 _XFF—)LNa$E20mg [VTRS]

. T 7 B
B A LG 17 H 3hH
PR WA DR T 4 )V I FEE N EOH Y FEET N EOH Y
a—F 4 T (H—H8a) (B—18th)
(%) 101. 7 88.5 57. 4
%t BRAAIE (%) ] [100. 0] [87.0] [56. 4]
AREEME (1) BREE L 72 72 RN RE LT AR L7
AREENE (21R) Ry Ry A

1v. ®AFNZBE5HE 12




2) PRFESE [25°C. 60%RH] (21T B2 E Mtk
OF 75— Na$E 10mg [VTRS]

. P E e
Nillases)
L aals BHbGEE 1% A 35 H
PR WHEEDNE T VL REBOIGET 4V A WD RE T 1 L L
a—F 4 VT a—F 4 T a—7 4 TR
E (%) 99. 6 102. 4 101.0
Ut B aaE (%) ] [100. 0] [102.8] [101. 4]
AREEME (1K) RREE L7272 RREE L7272 RREE L7272
HR B (2017) iy ik Sy
@F XS5 —/NabE20mg [VTRS]
. JEREH
N \I ;—'—»IE‘
HERA BRAGRE I A 3 /]
T, WHEEOBIE 7 4 VA | REOOBIET VA WA DIGE T 4 /L I
a—F 4 VT EE a—F 4 VT a—7 4 TR
E (%) 101. 7 99. 2 101.4
[xf BRI AR IRE (%) ] [100. 0] [97.5] [99. 7]
RREEME (1K) RREE L 7o 7z RREE L 7o 7z RREE L 2o iz
HREEE (201%) Sk Sy Sy
3) YTk D e MR
DOF_XFZ ' — /L Na g 10mg [VTR S|
. JIERE]
HIETE
BIER A A A
ERIN REODWE T ANV ba—T 4 U 78E | a—T 4 V7 HEICHTNCEEEH Y
&5 (%) 99. 6 102.5
(%] B AR (%) ] [100. 0] [102. 9]
FAEEME (1) RAEE L7207z RREE L7207z
HREEME: (2117) gy By
QT _FF ' —/LNaE20mg [VTR S|
- T E A
HIEIE
R B TRl )]
ERIN REODWET ANV ba—T 4 U 78E | a—T 4 U ZHEICHTINCEEEH Y
&8 (%) 101.7 98.0
[xf BRI (%) ] [100. 0] [96. 4]
AR (137%) HREE L 72 o T2 HHEE 7o o 12
HREME (2117) bk e

SRR T LTS, 6 8ET 3 BEITIA Y 4 v b a—T 4 U T ITENDS RS S LTz

AN DEEOLLIRRE TOLRAF T & U TIHERE L T ZRLy,

LN

ABER NBEREROREN

V. RANZBId HIHA

13




6. fitFlE DR (MEILFMEIL)
A% L7g

1. A
TstREy 1 W
OF_TFF—LNadgbmg [VTRS]
FT_XT T —/LNa$Ebmg [V TR S| LIS OUEHERERA I L7 R, 777 Y —/L Na § bmg [V
TR S TV TNORBRIRIZINTHIEHZBFEAEEIL . RREELOEY PR SERERT A R 7 A
V| OIRHEFENORIEMEOHERLREICE S L,

BRI

RS BRI R & EILia e
NRVEE | pHL 2 (AR A TEHEERSE 1 1)) 900mL 75rpm

pH6. 0 (HD 7= Mcllvaine FEER)
pH6. 8 (H A5y /7 v HaABR e 2 91%)

pH6. 0 (¥ 7= McIlvaine FEERR) 900mL 100rpm
n=12
pH1. 2 (75rpm) pH6. 0 (75rpm)
120.0 120.0
100.0 100.0
—h— TEA
800 Rl 800
e £
b
# 00 E_:g 60.0
40.0 400
—&— AW
20.0 200 -, P
00 m i 00m
0 30 60 90 120 0 15 30 45
B§fE (5) B (%)
pH6. 8 (75rpm) pH6. 0 (100rpm)
1200 1200
100.0 100.0
80.0 80.0
2 e
o #
s 60.0 3 60.0
i i
400 400
—a— ) —h— B
200 — 200 . i
0.0 0.0
0 15 30 45 0 15 30 45
WM B (53)

1v. ANz 5IEE 14



VLA (%)

w 0 5 10 15 20 25 30 35 40 45 50 120
TRT T 0.0 0.1
oLz | o NagESme o o ) ) ) ) ) ) ) } R
[VTRS]
75rpm 00 o1
ERYRSD 40,0 +0.2
FTRT 5T —
U Na B 5 0.0 | 0.2 0.6 Lo | 224 | 64 | 144 | 332 | 586 | 886 | 985 -
a Bk omg +0.0 | 0.3 | £0.6 | =0.6 | 1.0 | +1.7 | *=4.4 | *+8.0 | +7.4 | +6.6 | *+1.0
pH6.0 | TVTRS]
75rpm
P — 0.0 | 00 | 0.3 0.4 | 09 | 48 17 3.1 | 59.8 | 823 | 95.9 B
onall +0.0 | £0.1 | £0.3 | =0.2 | +0.6 | £3.4 | =7.7 | £12.1 | £14.2 | +13.2 | +7.0
SRT 5T —
Na b5 0.0 | 0.7 | 21 6.5 | 20.2 | 49.9 | 77.2 | 9.4 | 100.0 | 101.5 B B
DH6. 8 AYEOME |\ 00| +0.4 | +1.3 | +1.8 | £40 | +7.1 | +84 | *£3.0 | *£1.9 | +2.0
- [VTRS]
pm
P o 0.0 | 01 0.5 59 | 20.1 | 40.6 | 686 | 9.7 | 10L.6 | 103.5 - -
PR +0.0 | £0.2 | 0.4 | =3.0 | 4.4 | £8.3 | £11.7 | *7.9 | *2.1 | =13
TRTTT—
Na £ 5 0.0 | 01 0.4 | 0.8 L2 | 46 | 150 | 426 | 789 | 986 | 100.3 -
PHB. 0 aYEOMS 1 400 | +0.3 | £0.4 | £0.5 | £0.4 | £1.3 | %53 | £7.3 | +7.7 | 2.9 | *16
[VTRS]
100rpm
— 0.0 | 04 | 0.7 | 0.6 L1 9.1 | 258 | 49.9 | 76.2 | 947 | 99.5 -
PR +0.0 | £0.4 | £0.4 | £0.5 | £0.8 | 4.7 | *=6.0 | £10.0 | £11.6 | *£7.0 | 0.9

@777 —/ L Na#E 10mg [VTR S|
T RXTT =)L Na $E 10mg [VTRS| CHEHEROEHEERZ I L7 fER, 777 Y —/L Na §E 10mg

VTR S| I3WFNOREREIZ W T hIaHZEhaEELl L,
T4 ) OWHAEBORIFEEOHEEES Lz,

CHAME TR n=12)

eI D E AR T A

ARG
(YRS AR AR [EI[ =
SNRAE | pHL 2 (HASE)R s HHRRBRERS 1)) 900mL 50rpm
pH6. 0 (FEED7= Mcllvaine FEMEHR)
pH6. 8 (H AL w5 va HHERERE 2 1)
pH6. 0 (F#D 7= McIlvaine FEMERR) 900mL 100rpm
n=12

1v. ®AFNZBE5HE

15



pH1. 2 (50rpm)

(%)

120 |

100

H EE 3if
P
3

—e— HEaH
--O-- H4&
i

PP - o L o ° s o L o

20 40 60 80 100 120 (5)
23400

pH6. 8 (50rpm)

(%)
120 |
100 -

80

pH6. 0 (50rpm)

EE 3

pH6. 0 (100rpm)

(%)

120 |

100

80

60 |

(%)

120 |

100

80

23340

B3 B
g 60 g 60
—o— HERNH
w0 | --O-- WS 40+
FEHfl
20 - 20|
0 10 2‘0 3:) 4‘0 5‘0 6‘0(5}) 0 0
% W65 M % I B A
R s BEHE (%)
51 15645 | 304 | 404y | 454> | 504y | 604y | 654% | 904y
SNF5— U NadE | 0.0 0.0 0.1 0.0 0.0
pHI. 2 10mg [VTRS | +0.1 | +0.1 +0. 2 +0.0 +0. 0
50rpm e 0.0 0.0 0.0 0.0 0.1
*ﬂ?@lﬂﬂ - - -
+0.0 | +0.0 +0. 0 +0.0 +0. 1
SNRFS5 S — L NakE | 0.4 1.8 16.0 | 33.2 | 51.6 | 82.1 | 9.5 | 99.8
pH6. 0 10mg [VTRS | +0.4 | +0.8 | +6.8 | +6.3 | +7.9 | +7.0 | +5.8 | +2.2
50rpm . 0.9 10.2 | 276 | 39.3 | 54.1 | 79.2 | 89.7 | 102.8
e +0.5 | +3.2 | +6.4 | +9.8 | +10.8 | +10.5| +7.9 | +2.6
SRFF— L NakE | 3.7 | 29.2 | 642 | 80.2 | 92.6 | 99.5 B B
pH6. 8 10mg [VTRS | +0.5 | +8.2 | +9.1 | +8.7 | +5.6 | +2.1
50rpm e 55 | 38.6 | 67.3 | 84.1 | 94.9 | 105.3
TEAE, _ _
+92.3 | £10.9 | +14.7| +17.1 | £15.1| +3.5
SNRFFV— L NakE | 0.6 9.0 54.3 | 73.9 | 86.8 | 98.2 | 99.5 | 98.5
pH6. 0 1omg [VTRS | +0.3 | +3.3 | +6.7 | 4.8 | 3.5 | +1.0 | +0.7 | *£1.1
100rpm . 0.8 16.5 | 47.2 | 65.5 | 80.9 | 98.5 | 100.6 | 103.5
e +0.3 | +4.8 | +13.9| +17.6 | +15.6 | +3.8 | +2.8 | +2.3

CHEEEAEERZE, n=12)

1v. ANz 5IEE

16




@F 7T =)L Na$E20mg [VTRS]
FXT 7 —)L Na $iE 20mg [VTRS| EAEMER OB HERERE FE L7fES, 777 Y —/L Na $E 20mg
[VTR S| IZWTNORBREICBNTHIAHEEINELL L, [EBERE DAY RSB A R
TA | OEEHFEORFEOH]EREEES LT,

AR
aRE PRI PRI [EILE 0
SNRE | pHL 2 (A ASE)R s HHRRBRES 1K) 900mL 50rpm
pH6. 0 (78 7= McIlvaine FEFER)
pH6. 8 (H AL s s R BRE 2 %)
pH6. 0 (¥ 7= McIlvaine FEERR) 900mL 100rpm
n=12
pHI. 2 (50rpm) pH6. 0 (50rpm)
1 —o— BN * A
--O-- HER 2
80 T 80 ﬁ‘
o3 B /
H 60 60
4 ®
“r or —e— B
- --O-- HES
20 | 20 | /o’ Fi9il
¥
0 0 e 2‘0 . 4‘0 ° 6.0 8‘0 ® IéO I;O (%) 0-0 = 30 60 90 (%)
% ER B R % B B R
pH6. 8 (50rpm) pH6. 0 (100rpm)

120 |
100 100

80

i EE 3if
P
3

4 EE i

60

40

20

0

% I B

1v. ANz 5IEE 17



AR

TR (%)

ESGE Al 154y | 304 | 354y | 404y | 4545 | 504y | 604y | 6543 | 90 4y
SRF5V—NakE | 0.0 | 0.0 0.0 0.0 0.0
pH1.2 | 20mg TVTRS] +0.0| +0.0| | +o00| | =x01| | =01
50rpm _— 0.0 | 0.0 | CJoo | oo | ] 00
+0.1| +0.1 +0. 1 +0.0 +0. 1
SRF5Y—ANabE | 0.0 | 21 | 5.7 | 15.6 | 30.2 | 43.7 | 70.1 | 80.1 | 96.5
pH6.0 | 20mg TVTRS| +0.1| +£0.8| +3.3 | =6.6 | £6.4 | +5.9 | 8.1 | £7.5 | £2.0
50rpm f— 0.5 | 5.3 | 1.4 | 20.7 | 32.7 | 46.8 | 75.5 | 85.7 | 99.8
+0.3| *£3.0 | +5.4 | #8.1 | *£11.2| +13.9| +14.1| =11.3| +5.2
SNF5— A NafE | 2.4 | 20.9 | 38.5 | 50.8 | 65.1 | 78.1 | 92.0
ph6.8 | 20mg TVTRS| +0.3| +8.3 | +8.0 | 8.0 | £10.5| +10.4| +7.2| B
50rpm \ 3.2 | 28.8 | 44.5 | 62.1 | 79.0 | 92.9 | 101.0
TR, — -
+1.1| *£8.0 | +10.6|+13.7| *£16.0| +14.7| *5.1
SNFS5—ANabE | 0.2 | L7 | 5.3 | 199 | 43.4 | 65.1 | 90.4 | 95.9 | 99.6
pH6.0 | 20mg TVTRS| +0.1| +£0.4 | +3.8 | 8.4 |*£10.3]| £7.6 | £3.0 | £2.1 | £1.5
100rpm f— 0.4 | 1.7 | 5.9 | 142 ] 2.5 | 43.0 | 79.5 | 90.4 | 101.7
+0.2| £1.1| +2.8 | 5.2 | £7.7| £9.9 | +9.5 | £4.4 | +1.8

8. EWMFrEERE

BN

9. HAIMDBEMS DHERHERE

FERRIZ X 2 e MR s
SRV RTINS R E S
HWE/n~ ST 7 40—

CHAEEENERE, n=12)

10. HFIPOBFHES DEES
Wk a~ 777 14—

1. Aif
FH LN

12. JBAY FIREILD & 23
AR L

13. AR LIENDELGRRICET H1FHR
Y L

Iv.

BANC BT 2 5 H 8




14. Z0ith
4 L

V. ®ANZBEI %IHA

19



V. JAEICEE9 5IER

. BhEEXRIFHR
SRTS5Y—JLNafEbmg - 10mg TVTRS

4. hEEXIEZhER
OBEE. TiEHEERE. MALKES. HRMRER. Zollinger-Ellison fEIRE. FEUVLAMN
BREVRE. EFE7REY VERESBICEITSBEBXIIH 2B EBEOBFHING
OTFiITBITFEIAYaANYA2— - ENY OBREDFHE
BiEE. TZ1EBRES. B VWALT ) 2 /&, fEdm/pMriEDiE. REEEICxT S2HEREN
BE®RB. ANJanNs 44— ERYREREER

SRTS5Y—)LNafE20mg TV TRS]

4. BEEX (TR
BiEE. T2HERES. WaEES. BRMEEER, Zollinger-Ellison fEZE

. PEEXIFHRICEET HEE
SRTS5Y—JLNafEbmg - 10mg TVTRS|

5. WEEXIIHRICEET HFE

(ZhEEHE)

5.1 RFNOBENEIEIZ X DEREZRMT 22 E083HDHDT, ﬁﬁfﬁw:&%%;@ozﬁﬁﬁ
2L (B MALT VU > sfE, RHIEEICT 2 NEREBEREEER B ICBIT A~ a s X — -

U OBRE OB AR o

GEU L AR BESERAE)

5.2 LBt 2 Mt E BLE L THHREZHER L, EROUCEMEM RO b WIGEITIX, Bk
PISNDIRIKIINE 2 55 T2 DM O Y 2GR ~DOE R 2 Ritd 5 2 &,

(BRAE7RAEY VRERICHE T4 BEBEXIT T ZEREE OB RN

5.3 If#e « BRROEIMEIOT-DITEHET ALY 2 fkiRk G L TWABRE LRG58 L, #%
HBRRAAICEE LTk, BEE T+ RSO 2 MR T 5 2 &,

(ANYanysa—-EnY) OBREOHED

5.4 HEATHIE MALT U L NI T D~ a Ny Z— - o U REIEEOAIEIIHESL L TV,

5.5 G PRI/ IMRIBDIEIC KT L Tld, A RIA U EEZBRL, ~U a3y Z—. o U BREER
A3 E L) &Il S D IEBNZ DA FRETRFEEZITH 2 &

5.6 FHIHE I 2 NBEEITRIE R B SN IE, «Jnﬂy&— v'r U BRERREIC L D BEO
FEIEINHNT 3 D8 2T HENL LTz,

57 ~VanyZ— - va VEEERICHVDIEEIZIE, ~YansZ— - o BgEchd &
LONBREREICL DA~ a2 —. . o ) BPEERTHDLZ L E2HRTLZ L,

V. RIRICET 5 HE 20



SRTSYY—J)LNafE20mg TVTRS]

5. MEEREIHRICEHEST HFE
AR ORGP EEIC L DIERZREMRT 52 L NHLOT, BHETRWI & 2D 5 2 K512
Z&,

3. RERUAE

(1) BAERUAEDER
SRTS5Y—JLNafEbmg - 10mg TVTRS

6. AZRUVHAE
(B'EE. t—1EBES. WEHERS. Zollinger-Ellison fE{&EE)
WE, RAZIETRT T = MU AL LTC1E 10mg 2 1 H 1 [EFROKEST 228, IR
XV 1[E20mg 2 1 B 1BEROEETLZERTED, 2B, 8%, GBS, WAEIEE T8
B E T, P HEBEECIE6 AN E CoRE 15,
(BREBER)
- IR
WRPERIER OIBFICB W TR, @%., AT XTI — 1 hY o AaE LT 1 [F 10mg
Z1H1ERRARGTE8, FRICk 1E20mg 2 1 H 1 ERAKGTL 2N TES, A
B, @, SHEBE oKL LTS, £/, Tu bR T A e BEX X BB THEAR
T+, 1IE 10mg SUX 100 20mg 2 1 H 2100, E5IC8HMROKEGTLHZLNTE D,
72721, 1Al 20mgl H 2 A G IXEEORBEEZ /T 255ICR 5,
- MERFIE
FXE - FR AR 0 SRR BB R ORI ICB W CE, @, RAKIET T T — )
MUDALLTIFE Mg Z 1 H1BRARETS, F/2, 7o bR 7S e X —|2X&
IR CRHRA 3 72 i E B ER OMERFRIEIZB O TIX L [E 1omg 2 1 B 2 ERAHEGT5
ZEMTE B,
GEU L AMEBBESERAE)
WHE, RAZIZTIRTZY = MU AL LTClE10mg 2 1 B 1 EEAOFRST D, 8,
W, AW ETCO®RE LTS,
<ﬁﬁ§7x€u>E5ﬁrawéE%%XM+‘%%%%@$%%%)
% BNIET_RTZY =P hU o AE LT 1LEGng 2 1 B 1 EEEOEET D8, 2hEA+
OEAIX 1 10mg 2 1 H 1 REREROEGTHZENTE S,
<AU:N79— En) OREDO#HHEED
\BE., RAZIETI_XTT Y — v ) o aE LT 1 [E 10mg, 7%%//}/%@%&LT1@
750mg (Vi) KON T ) 2u~A b LT IE 200mg (JIffh) o 3FIAFERC 1T B 2, 7
MR O#EET 5,
BB, 77V AuwA Ui, MBS CCHEEEET D LN TES, 72720, 118 400mg (/)
fl) 1 H2FE% ERETS,
T bR TA B EE— TEXFUVY KK N T 2ua~vA 2D 3HFREICL D
~Yany z—.enl) OREBREPIEDOGEIL. UMb 2iEiEE LT, lE, AL
T RTZ7Y = F U AL LTLE10mg, 7EFTY kT E LT [E] 750mg (F1ih)
EOA b= —)Lb LT 1\ 250mg @ 3K ZFERC1 A 2E., 7 HEROBEGT 5,

V. RIRICET 5 HE 21



SRTSYY—J)LNafE20mg TVTRS]

6. AZERURAE

(BiEB. +Z1EHEE. MAERERE. Zollinger-Ellison fEIEEE)

WHE. RAZIZT T T =S hU AL LT 10mg Z 1 B 1 EEAFKST508, ki
kv 1 20mg 2 1 H 1EEAKGTHZENTES, B, W@, HiEE. WAMEETILS
B E T, + 2 HEEE e @M EToRE LT 5,

GERERER)

WM RE R OIRIFICB WL, @, RAIIET_XT T — v b oAb LT A 10mg % 1
H1EEOKS T2, FIRICED 18 2mg 2 1 H 1 EREOBETDHZENTED, P, @
. QWM ETO®E LTS, £/-. T bRV T A U EX =X DIBETHIRER 078

A, 1A 10mg i 108 20mg 2 1 H 2 [\, SHIC8MERAKEGTHZENTED, 2720, 1

=N

6] 20mgl H 2 Bl S I3EEOREEELSH T 2L EITER S,

(2) RERUAEOHERE - RRL
AR L

4. RERUVHEICEHET SEE

1. BERVEBAEICEET 5IE
(BiEB. +Z1EHES. MAERERE. Zollinger-Ellison fEIXEE)

1.1 kD3 E LWGA L OHIEME - BHEEDOGAIZ 1R 20mg 2 1 H 1 FERG T 52 N TE 5,
(FFRMERER)

7.2 SRS LA B OSSP - #EAMEDSAIC 1B 20mg 2 1 H 1 [E# 5352 LN TE 5 (F
% HRA RO KT RMERIE R OMERIRIE, 70 bR T A e B X —IC K D IEETHRER
T RBAFRL) o, £/, Tu bRV T A e BEX—IZ X DIERETRIREAR I BE T L
1A 10mg 3i 1 [\ 20mg 2 1 H 2 [\, &5 8 EMFEET2HA1%, NIRSHRE Ttk aE %
PIEE L CTWRRWZ L 2GR 5 2 &, ks, AH1[E 20mg D 1 H 2 [\l#E X, NHSEHRAT
HEORBFEEZMRE LI-GEICRS, [17.1.1 58]

5. BRERRLIE
(1) BERT—2/1\vor—
MERR L

(2) BREREEAR
AR L

(3) RERGRERHR
KR L

V. RIRICET 5 HE 22



(4) #RECRIELER
1) BHERIIAER
(BEEB. T2EHES. WALEE. BRtERERX. Zollinger-Ellison fEIZEE)
— e R B O T B M LA R
BIEE. + IR, R E R N OWIAENEE 2 82 1 B 18] 10mg X3 20mg 2 #%5-L7-
— R K O EMREGRBR (G  6~8 ) OEIT TEDO LB THDH W B,

PO WARBEE

R, 94. 0% (18943/20145)
+ IR 99. 4% (15951 /1605
WETE R E R 90.9% (50131/554)
W& RS 83.3% (10%1/124))

Fo, Uy FEEESHHRGUEOWRIERE R Z X502 1 B 18] 10mg % 24 BB G U7-fERpE
% (CHERIERR) (B2 NESINIEFERFIL 78.6% (33 #1/42 1) TH-7= ™,

W AELOHEO 70 bRy 7 A b B X —IERICIRPIET U Ot Al B A k5
L LG 8B ONEBREIC L AIBERIITRO LB Tho72% , (V4. FERD,
HAEIZBEET 5715 OHBR)

1[A]120mg 119]10mg 1[2]20mg
1H 1[H] 1A 2[a] 1 H 20
P 58.8% 78. 4% 77.0%
- (60141/10241) (8014i/102451) (77451/100451)
. » 65. 1% 87.1% 79.5%
gradeAX UgradeB (56151/8643) (74451l /85/51) (66/51/831)
) . 25. 0% 35. 3% 64. 7%
gradeCJt UgradeD (4451 1647) (6{51/171) (11411741

H1) IRXTIZ—= L F M)A 10mg/ B, /77— 30mg,/ B, #ASF—)L20mg, H% 8 M
LA B R G SRR U THERRR A I
ot rPRNE (WE2) 2k B EEE

WEHAELOHEO 2 h R A b B2 —JREICHEET 2 ot Sl R e xtg s L
ToMERFIRYE 52 W G- O NREMAEIC L D IEFRER (P HE) 1T TEDO LR ThH-o72 292,

B y a)
112]10mg 112]10mg }ng;iﬁg;?gﬁ%%
1 H1[E] 1 H2[H] Pl
s - 44. 8% 73. 9% 29.1 (18.9,39.3)
B F52BROIFFFEE (73/163451) (119/16141) P<0. 001

a) 10mgl A 2 [A-10mgl H 1A, b) x’#E
H2) IXTFTY—)F RY oA 10mg/ A - 20mg,/ A, TV 7T —)V30mg/ H, £AT7—/L 20mg
SR, =V AT T =) 20mg/ B & 8 WM LA B 542 IS RIEE S THERA R IE IS TR

(FEVULAMBBEERE) (5377 — /L NafEbmg* 10mg [VTRS] OBi%Y)

CHE B iR

éFU%A PEH REWIE 2 X152 1 B L[] 10mg 25 L7z “E MR (58 48
) 1Z361T D M0 T IR D SE RTE R K OFRMER 1T, EAZEI 43.6% (44 4511/101 f51]) | 55. 4%
(56 {ﬁJ/lol{ﬁJ) Thol,

BIVERIE, 10mg $5-0> 102 BilH 12 4] (11. 8%) IZ7B& B LTz, E7eRIVERIL, (54 3 41 (2. 9%)
K OMEERRZ 2 61 (2.0%) Tho7=2

L BRI BT 5 2



(BERET7REY VIRERKICETHBESEXIE+ZERES OB RING)

Bt bmg - 10mg [VTR S| O&IEZYH)

CHERIEER

KHET7 AU > (1 H 8lmg XX 100mg) OEMFE LG ZLEE L, HOEIEE XII+ _fEHE
HOMARERE T 2BRELENRE L _EERLEERBROMER, Kaplan-Meier BIZ KV HEE L

T ¥ 24 W% O BIEBGE T+ HGEG O BEHERERITERO LB Th-o 7,

BIWERIX, 77 F Y =) b U 7 LEE 10mg #5857 157 Hl 14 61 (8.9%) . 5mg & 5HET
156 B H 7 41 (4. 5%) (1278 Hiviz, F72BITERIT 10mg Fe 58T R A ONEZ4 2 61 (1. 3%) |

Smg P HEET RIS B (1.9%) . FFHERERH 261 (1.3%) Th-o72 2 %0

1 H 1[8]5mg 1 H 1[A]10mg X RS
(150%1) (15141) (15141)
FRA %L 4451 245 32491
P 5243 1% O B FE R 2.8% 1. 4% 21. 7%
(95% 1548 X 1) (1.04,7.17) (0.35,5.51) (15. 84, 29. 27)
SHRICRET DN — Kt 0.11 0.05 -
(95% 15 FE X [H]) (0. 04, 0. 31) (0.01, 0. 23)
Pl P<0.001 P<0.001 -
a) Kaplan-Meier #EIZ X 2HEE. b) Log—rank Fa/E. c) *HIXT 7L/ > (1[0 50mgl A 3 [=])
100
90
80 --O-- 1H1[5mg
o 7013 —O0— 1H1[A10mg
Mool & %1
o401
%) 303
207 i :
10 ;
0] . Bl 5
0 12 24
At Risk Fe -G A o oM (GR)
1H1[al5mg 150 150 139
1H1[E[10mg 151 151 142
xf i 151 151 114

Kaplan-Meier {512 & 2 B{EE T+ “FRIBIES O REEAHFRER

IHIT, BE 24K, X7 T —vF U U AGEE RO 52 ki G- LIS (REFT
K 76 P E) | Kaplan-Meier ¥5I12 X 0 #EE L 7= BI85 U3+ 4R IES O BEEFER R, 1
H 116 5mg T 3. 7% (95% 548X [ : 1. 53,8.64) .1 H 1[H 10mg T 2. 2% (95% X [#:0. 72, 6. 75)
Thotz, 7B, 5 24 WL, MBEHIT T T — v+ R U U AEELT H LA 5mg XX 1 H

1 [E] 10mg 12800 Bx 2 T, dek 52 Mk G- L7z ™Y,

V. eRICEd 5 HA

24

(F_FF =) Na




(BEBEXIFTZHBEERICETAAJaN 44— - EQYOBREOHE) (777 /L Na
$Z5mg - 10omg VTR S| OAi%Y)
[E] A Jifs A 5k
~Yany Z—-vn VGO 8IS X RS O B 2 k5 L L2 ENORRKRER (7
RIZGS—=NVF NI A TEXVVI AKFIPR R Z ) A~ O 1 H 20T HRERR
A#E) IZBTA2RERIITERDO LB TH D,
BUWERIZ, 797 7Y = F R DA 10mg, 7EF VY K 750mg (Jifl) . 77U A
<A 200mg () H&GI2X D, 129 B 40 B (31.0%) IZRRO BV, EREWERIZT
16 Bl (12.4%) . #K1E 13 #] (10.1%) THo7,
Flo, IRT TV —F MY UL 10mg, TEXTUY KW T50mg () . 77V Au~
A T2 400mg (JIfili) #EHIZ LV 123 Bl 55 Bl (44. 7%) ICRIWERZRBD Hiv, E72EHEM
VLR 26 41 (21, 1%) . 8K 13§51 (10.6%) . BEREFA 13 41 (10.6%) . M 7 B (5. 7%)
’C“&)O?": 32) | 33) .

HRAOIES G 25 AR | TR =

FXTZ =) b U T A10mg
TEXT VU LKFT50mg (Gl | 28], H
77 ) 2Aa<A 3 200mg (i)

FXTZ—F b U 7 A10mg
TEX VU LKFT50mg (FIf) | 28] H
75 ) Zr~<A 3 400mg (JI4ih)

B, WA TIThRTEAY any Z— - vr UEHROT - + TR IR 2 BRE O IRE

BREDIZBWTH, RBREOENE LTS W

E3) KEAORLE, KOREHMIZTROEBY THY ., ENOKRHELOCHE L TR 5,
FRFF—F FU7aELTLE 20mg, 7EXRTIY ke LT [E 1000mg (F1f) MKz
FZYAu< AL LT 1[E500mg (Jiffi) o 3AIZ 1A 2[E, 7HBREARS

87. 7% 83. 3% 85. 7%
(57151/6501) | (4541/5445) | (102451/1194)

89. 7% 87. 8% 89. 0%
(61451/68%1) | (3641/4141) (97451/109431)

Fo, T bR e — (TG TT—=) | TEXFTVVI KIME R T U A
nvA YD 3FFRGITI DAY ans Z— . v'a ) OREEEN RN TH Tz~ ans ¥
— - Er UBHEOBEE T+ RSSO BE ENR L LEENOKRES (777 Y —1F) bk
UL, TEFIUU VKPR OA ha=ZY—Lo 1 H2[E7 HRRO#ES) (2B 5BE
R 82% (49 Hil/60 ) LmiEEh g,

2) REWHR
AR L

(5) B - FENHR
AR L

(6) ;aErER
1) EAERE (—REAKERE. FEERRERE. ERABRLRRAER) (. HERTERT—4
R—ZFE. BERTERERABROAR
AL ek L

2) FREME LTRETRONERISEE LHE - HROBE
LR L

V. RIRICET 5 HE 25



(D 2ot
LR L

V. {eRICET 5 HA
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EEE(IZRHT HIER

1. EEPMICEESHSILEYMRITIL SR
FATTIS =, T TT— )V

R B0 O 2L OREUINREZ, BHOBTIRLEZRT D L,

2. EBEA

(1) ERERLL - 1EFRE
1) 777 —)bF N U T AIER WL OFEMEREIR CTIEMER (A7 =07 X RIK) 127, 7
o kAR (T, K'-ATPase) O SH Z:Z{EA L CRERIEMEATHLE L, MowamH+25 Y,
S HITPHF SN FERTEMEO BRI, FI/EHEAAL O O OWHKH D VIE T NV E FF AL
HIEHROHEENEE L TWD DO EEXLND, EOM, 7 /VEFFH N L - TRERIEEDEIE
FTHEREELHEII SRS Y,

(AN)anyE2—-EQVBREDHE) (777 — L NadEbmg+ 10mg [VTR S| OAHi%Y)

2) TEFVVY VKK N7 T) Au~f Ty, TEXVV Y VKRR OA hon=FY—L L
D3 FIFHFIEICB T L T7XT T = F N U LAOKRENTENpH & AR SELZ L2k, 7
ETXUVY UKFIME O T ) An<A U OREEREESD DL LICHDHEEZLND T,

(2) EEZEMITHHAEBRAIE
1) B e A
@%%mkﬁ% BIFDHA Y CREERSWAZK L, 1 H 1 (A 10mg $5-. 1 H 1[A] 20mg %5 CT&
WCEEH A S ERRIEER 2R L, %5 1 AEKRO T HB OBy WEDRADRIZ 1 A 1 [
IOmg P 5T 72~76%. 90~96%. 1 H 1 [A] 20mg #¢5-T 88~89%. 99% Td 5 *® ¥ |

QU XRHEMERICBIT LT F VYA 7 U v 7 AP FIRIZ L2 HERS w%%ﬂf%“ (in
vitro) .

QOEMEFBAIBFEEFERIIBIT D2 AX I RXUFTA N VRIEEERS W, SN T » MIBIT2
SRR R Ve A X X IR E W WA ek LB 2R BIIEF o 10
AXBHDHNET > MZEBT 2 BEWIHETEROEREIZ tho 7 a bR TRREANC R L < |
[N 7 = N IO S = N 02/ T

2) BWpH EFAEN

TR AR FICBIT 5 EANpH Ik L, 1 H 18 5mg %5, 1 H 1[5 10mg #5-. 1 H 1 [H] 20mg #5-
TEHICERR FREREZ R L, #5 5 HBO 24 B FIZ pH4 VL R &2 R REoOESIZ 1 B 1[E
5mg % 5- EM*C 46%., PM¥T 63%., 1 H 1 [5] 10mg % 5-0 EM* T 58%. PM*C 72%., 1 H 1 ] 20mg
B 5.0 EM*C 61%, PM*C76%Thd W,
MAFUHEEE T R 7 v — 4 P450 2C19 (CYP2C19) REALL, FilEa Rl LV oI5,

EM (extensive metabolizer) : CYP2C19*1/*1. CYP2C19*1/*2 XX CYP2C19*1/*3

PM (poor metabolizer) : CYP2C19*2/*2. CYP2C19*2/*3 X% CYP2C19*3/*3

3) H+., K+-ATPase PHZE/EM
72 EREE X 0 SR U 72 He . K+-ATPase |[2%F L. WA EEAZ/RT 0 % (in vitro) ,

VI. FEhIEHICBHT 5 HA 27



4) HUREGHEN
7 v M E WA TREBRIE 5 2 VIT IR RBHRZE GRIRHR A b LA KRR A LA
PIfEEL. AT T 20, - X ) — A K OT A Y ) (TR L, SEOHHREIEN H 5 WO I3 E kS
R 28 S R e g 40 - 490 10

5) BRENE (F_XFF V' —/L Nabgbmg » 10mg (VTR S| DB%Y)
(NYanyE— - ERYRKREOHE
AT HRAIEANIEAY 237 S = e n VERETFMCBOT, HNERBICHT 57 % v
VoKl 770 2ua~<A D2 IFRHONRIZ.TA_NT TV =T M) ULEMADZ LI
L., HEDENRBD LY,

(3) {ERSIERRT - FEHS T
AR L

VI. FEhIEHICBHT 5 HA 28



VII. EVREICETSRE

1. mAREOHR - AIEE

() ABELEDLMmMBEE
MG R L

(2) BREMRERERRN " Y
TS Z ) — )L NadEbdmg VTR S|
3.2+1.0 (hr)
FRTF—)LNafEl0mg [ VTR S|
3.2+0.836 (hr)
F_F5 ) —) L Na b 20mg [VTRS |
2.8+0.749 (hr)

() BRRHABRCTHE SN -MFRE
1) Him - &G

PR AT 112 20mg A T XTI B ICR O &G LR OERE IR L7 3 Biie < F
— X OEHfEERIRT P, (VI-L (5) &% - fHAKOEE) OHEBM)

BRI OB IE N T A — X

C. T, AUC
J’L - x max max
B A (ng/nL) (hr) (ng - hr/nL)
%@ﬁ? 4371237 3.60.9 937617
ﬁﬁé 453+138 h.3*1.4 901=*=544

(Mean=S.D., n=12)

F 7o, RS T2 5mg, 10mg, 20mg ZHa & F CRKERG Lz (%55 HH) OFEWyERE
FA—=HFILUTFTDOEEYTHDL W,

fEFERR N BB A K 5 (5mg, 10mg, 20mg) DIMIEH 5 _XF 5 — L) KU 7 LD
e T A —H

Coax t AUC (. t
gL =R FH FJ max max (0-t) 1/2
BOTEEAEE ) (hr) (ng - hr/nL) (hr)
- EM* 146+56 3.0 (2.0-4.5) 236497 1.8+0.9
m, S
& PV 252+55 2.5 (1.5-5.5) 585+ 137 4.2+0.5
0 EM* 383+83 3.3 (2.0-5.0) 539200 1.5+0. 4
m "
& PV 509+ 64 2.8 (2.0-4.5) 12304200 3.870.3
20 EM* 6544348 4.0 (2.5-8.0) 994 +477 2.3+1.4
m 5
& PM* 822+232 3.3 (3.0-6.0) 2331 +663 3.7+0.3

(Mean=S.D., tulXMedian (Min-Max) , EM n=16, PM n=8)
MIFREBEE T 7 = — A P450 2C19 (CYP2C19) REUML, Tii@ETR LI HHEIN5,
EM (extensive metabolizer) : CYP2C19*1/*1. CYP2C19*1/*2 XX CYP2C19%1/*3

PM (poor metabolizer) : CYP2C19*2/*2, CYP2C19*2/*3 X% CYP2C19*3/*3
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2) 3APFHEE (F_X7 7Y — L Na 8 bmg » 10mg VTR S| DHi%Y)
EEMAB 2T T T —F U U A 20mg, TEFT U KR T50mg () . KOV
TV Ar~<A T 400mg (Jifl) 21 H 2@ 7 A G 12 E) KEKROBEL LEREO T T Z Y
— L N U T LAOEBERE T A =X IFLLTFTO LB THD P,

IR AT FI2 8610 2 SAIFHRAER GREOMEN 7 ~7F Y — T b U U LAOFMBIRE T A — X

Chax Thax AUCy-12 tie

(ng/mL) (hr) (ng * hr/mL) (hr)
EM* (n=15) 578293 3.0 (2.0—4.0) 934+438 0.72+0. 19
PM* (n=4) 9484138 3.0 (2.0—3.0) 2600474 1.80=0. 32

(Mean=S.D.)  (tyux (THFRAE e/ ME—FKIE) )
MATHBESR T ~ 7 m— 24 P450 2019 (CYP2C19) RBVML, FilBiz IV 5 IN D,
EM (extensive metabolizer) : CYP2C19*1/*1. CYP2C19*1/*2 X (X CYP2C19*1/*3
PM (poor metabolizer) : CYP2C19%2/*2, CYP2C19%2/*3 X% CYP2C19*3/%*3

3) EW IR A R 0 Y

DOIFR7Z— L Nadgbmg [VTRS |
TNRXTTY =)V Na b bmg [VTRS] &V Ty ME bmg &7 B AF—"—EIZ XD ZNZE 1
e (FXTFY—nF R TLELTbng) | EEMASFICHERERFHERE DG L CiiEdh 7~
TV =N NI U LAREZAEL, GONTEDERE T A—% (AUC, C,,) (22T 90%1F
FEX A TREGHIRIT 21T o 7oA. AUC 1% log (0.80) ~log (1.25) DHIFANTH o7, Cpuld
log (0. 80) ~1log (1. 25) OHFPHIN T - 7253 R FHEHE DO LA D ZED 1og (0. 90) ~1og (1. 11)
DOHIFANTH VD |, 222, TEHERER TIEHZBRENFE L T2 2 & n | WHI O LY IR MED e

mani,
MAFFRZXTZ7 Y — ) N U T LOIEYERE T A — X
HIENT A—H BEIINT A —H
h&E AUCy-10 Conax AUCo Toax Ty MRT Lol
(ng+hr/mL)| (ng/mL) (ng+hr/mL) (hr) (hr) (hr)

Z XS Z ' — )L Na §E 1 & 124.9 81.3 126.0 3.2 1.1 3.78 0.7107
5mg [VTR S| (5mg) +40. 9 +31.9 +41.2 +1.0 +0.3 +0.82 +0.2110
T 18 124. 7 73.5 126. 2 3.8 1.0 4.28 0. 7564

(5mg) +39.9 +928.3 +39.5 +1.3 +0.3 +1.07 +0.2213

CPEIE R E(R 22, n=230)

W) ARAELEOHER B, RAKIETXT T =L hY o AE LT LE 10mg, TEXFT VY kL
LT 1E 750mg (Jifli) ROV T U Au~A & LT 1IE 200mg (Jiff) @ 3K ZREHC L B 2E, 7 BR#
A5 2%, ks, 77V 20w 003, LBISUCHEEHEET 22N TE 5, 2L, 118 400mg (N
fli) 1B 2E% ERETD, | THD,
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MEHF T 7 =T U T LAOEYEEE NN T A — X

—e— 575 — )V Naji 5 mgl VTRS
~0-/%1) T ME5mg

FIfE = AR, n=30

e (hr)

(A REREENTNE AUC, Cpoy DT A — 213, BBRHE OB, (R OTRIEIEL - FFfH S O FUR SR
HC K> TR D REMDR H 5,

@F_FZ =/ Na$iE 10mg [VTRS |
FGRXF T =)L Na$E1Omg [VTRS | &Yy ME1Omg 27 2 A A —_R—IEIZ LD ZEnFi 1
e (FR_TT7Y—F R AL LT 10mg) | fBEFEMAS FICHERRFHER O &5 L CiifEh 2
RTF =) Uy AREZRE L, 507 EpERE T A —4% (AUC, C,,) (22T 90%
{EHE X MEIC THREHEIT 21T o 7255 5. log (0.80) ~log (1.25) O#PFHNTSH V. WAIOAY
HIRI S PE DS HERE STz,

MEH I T =T b U U LAOEYEHRE ST A —F

10

HENT A—H BENRT A—H
Beh & AUCq_10 Coax AUC.» Tax Tiss MRT Lol
e
(ng+hr/mL)| (ng/mL) (ng+hr/mL) (hr) (hr) (hr)
S 75 —)L Na §E 158 407. 354 256. 46 411.514 3.2 1.1 3. 922 0. 7220
lomg TVTRS] (10mg) +161.310 | +120.857 | =160.915 | =+0.836 +0.5 +0. 834 +0. 184
) 182 408. 686 243. 72 411. 044 3.2 0.9 3. 759 0. 8044
/)Y = ME 10mg

(10mg) +141.236 | +75.583 | =143.326 | =+0.838 +0.2 +0.794 *0.195

MEF 7 X7 7 — G b U LOWREHR

CHPEIME AR AER 22, n=23)

250 r

200
a —e— 75/ —)UNa$iélOmgl VTRS
g 150 T — O /\j ) —T v }‘»?ﬁf'ili)mg
= P + BEHEAR 22, n=23
£ 100
H i
el
2 50t !

0o (J T e

0 2 4 6 8 10
FEH (hr)

ISR TNE AUC, Coox FD/NT A —H1F, HERAE OIBIR, (RIR OB » B3 % OFBR
R &> TR D ATREMEND 5,

VII. #ppEhreilcBi 5T H
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@TF_FF ) —)LNa$E20mg [VTR S|
TR T —UNa$E20mg [VTR S| &Yy ME 20mg &7 B AA— _"—JEIC LV ZE 1
B (F_XTT7Y—NF MU AL LT 20mg) REFERA S FICH R REHERE 05 L il fEh 7 X7
T =T M) U AREAZRIE LT, 50N 3EMENRE N T X —4 (AUC, C,.) (ZOWTHEGHEITZ
1To7ofER. . log (0.80) ~log (1.25) DHPFANTH VD, MHIOAEWFIRIZEMEDSHERR S 7,

MIEF 5 RT 5 ) — L DI BN EE /T A —

HENNT A—H BENRT A —H
BhE AUCy-10 Coax AUC.. Toax ti/e MRT Lol
e
(ng+hr/mL)| (ng/mL) (ng+hr/mL) (hr) (hr) (hr)
575 — )L Na b 182 861. 854 501. 63 866. 705 2.8 1.0 3. 452 0. 7029
20mg T[VTRS| (20mg) +264.810 | +162.536 | =267.505 | =+0.749 +0.2 +0.616 +0.112
) 182 853. 253 545. 64 858. 691 3.5 0.9 4. 064 0. 7612
/XY oy M EE 20mg

(20mg) +310.642 | £220.917 | £314.810 | +0.675 +0.1 +0. 646 +0.128

M T X7 Z > — LV OJREHER

Mg (ng/mL)

CPEIME AR HE R 22, n=29)

600 -
—— 5~ 75— UNa$t20mg[ VTRS
500 - T o2 ¥) Ty M §E20mg
a0 | T Tl R, n=29
e O
300 + X \
d\ o)
200 |- I
100 - / T \fy
0& "’([i [ \1::;::7 0 7o)
0 2 4 8
EEf (hr)

AR EREEN NS AUC, Cpoy FFD/8T7 A —Z 1%, PRE OB, (R OBRIEIEL - FFHESF O R
R L > TR DTN D S,

(4) =

AR L

5) BF - HAKORE
D EFOFE
BRI T10 20mg ZHR T UL REITR AR S LI, RS TR TREICKL b,

(3) BPKARERCHER S

25 LT RFRREIES 2 & & BT AEED TR D 5T D,

NIz PR | OHEMR)

( TVI-1.

VII.

K BREIZ RIS 2 HE
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2) GEREORE™

B (AT TV =) THCEIEESE T ~ 7 1 — 4 P450 2C19 (CYP2C19) ~DOfUEHsAIZ X VA1
HBAERADBRED SN TWASTENRL, U777V R-UALTZ7Y V) IZHLTIRTT V) —)L
F R U T ABEIF IS OFA O i R
VIV —)V) THFRHBESE T R 7 12— P450 1A2 (CYP1A2) OB XV AHE/ERNED &
NTNDTAT 4V ATKH L THTRT T — ) U o AFEIL I e

BE I TVWD,

BEAGZIPNZ ERRESNTWD, 72, K (7

BrGgrmnll

(6) B&EM (REaL—Lay) @ISk YL -EYEREE

AR L

2. RYMFEERI/NT A—4

(1) AUIR—FAVRETIL
BRI L

(2) WA
KR L

Q) NAFAFTRAFEY T+«
M ERe L

4) HERETEH "
TS Z ) — )L NadEbdmg VTR S|
0.7107=x0.2110
FRTZ =)L Na g 10mg [VTR S
0.7220£0. 184
TGRS F—) ) Na g 20mg TVTRS |
0.7029+£0.112

5) YUT IR
LR L

(6) HHEH
BB L

() MEERGHAE
U L

3. R
AR L

VII. #EppEhrelcBi+ 5T H



4. o

(1) M —BBaPSEsB e
KR L

(2) mi%k—RREEEAPT @B
VI-6. (5) #FiF) DOIEA S

(3) EA~DBITH
<HBE .Sy >
B (7 v ) THAHT~BIT T2 éBmE SN TWD,

(1) Bl ~DORBATHE
R L

(5) TOMOBBA~OBTIE
LR L

5. R

(1) RBERL R CCHHRER
AANFELE LT TRE# S D,

(2) R#HBEA5T 5% (CYP450 %) DHyFFE™ -5~
<HBE>
fEFERR A 12 10mg, 20mg %% 4% 5- L 72 B0 b oL, FICHEREER 7R T SIZ L 0
R LT A —T VK ThoTe, ZOMIZHAEEESRT F 7 o —24 P450 2C19 (CYP2C19) AR5
T D WA F AT £ 0 A% L7zt A F UK, 3A4 (CYP3A4) MBEH-9 2 AR ALKIGIZ L 0 A4
Bl L2 AV ARBRO bive,  ( IVI-7. MHEEH] OEZ)

() NEBBHROERRVZOHE
AR L

(4) REPMOFEOERRULILE
MR L

(5) FEHERBMOEER/ANT A —42
BRI L
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6. Bt

(1) Pl R U2
KR L

(2) HEitsR
R A S 712 20mg R O G L72GA  &RE% 24 FE E TIZRFPICTRT TV — 1 F R U o L
ORBAGRITBH ENT, B TH DI IVRBIEE ORFO 7 V7 a AR H 29~40%.
AT T — VR AR 13~19% Rt S 7=,

(3) ot
AR L

1. BHECLHREE
AR L

VII. #EppEhrelcBi+ 5T H 35



VIII. 2t (FRLEOIESF) ICEI HIEH

1.

~

o

L

ZEERNBEZTDEH

HREESH TV

BRREEDER

2. B (ROBEIZEERELGWNI L)
2.1 AARIORLGI R LI #BUE DBAEE D & % BH
2.2 Ve ) SRERE 2 G o BE (10,1 2

- EER IR RICEET HIFEEZDER

V-2, BESUIZNRICBHET LR DHSM

RZERUVAZICEEY I8 L ZDER

V-4, FAEROCHEICBEET HEE] OESMR

EEGERMIE LT DEH

SRTFS5Y—)LNagebmg-10mg TVTRS]

8. EELERNIEE

(Zhaek@)

8.1 AFIOEHHICIX, MKBCHHERRICER L, EMIC MR - ik E PR LT
FTEMNEFELY,

(BEB. TEHEE. WEMES. FULAMBRETRIE

8.2 RHIOMABRERN+70 TRVWO T, MERRIEIITHWZRNZ EREE LU,
(BRMERERDHEFERE
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LERIE, U7X THREOK T, WEEBIE) NiE SN TnD,

9.6 =ELw
18R EOA MR OB DO ASMELZZRE L, RAOME SUIP 2T 5 2 &, B3 (7
v b)) THHHFA~BITTHZ EnHESN TN D,

F—ANZ VT D
(Prescribing medicines in pregnancy Bl (202548 H HifE)
database)

<BH . HSEOWME>
A=A BMZ VT D5¥E : (Prescribing medicines in pregnancy database)

Bl : 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 not shown evidence of an increased occurrence of fetal damage
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XL &%

Z DD EE

AIEOTE BRI DIER - ATIZITK

RBEZIT TORWEICBET 2 HRNE LD, ARAE
ENPHML L TWVARVARDLEENTED, H<ETHREBEIN TV EIRBFIETCEONEREY
FRELTHRAL TS, EREFEEDEKERZRFT 5 ETOSEH{RTHY | I TEDOH
BaERTHOTERD,

(FEARIL - TR SR OB IR IS BN B2 A KT 4 2B 25 Q&A 12D T

(2D 3) | SRILHE 9 A 6 AFTEAGEEESR - AiHARBEITE « FRERER 5 %)

(1) ¥ee

KAHNINGREETH 5,
(GRBRTTIE] SUEtOFRETT 15 « Ak z VD Tid %,

PRAFEM - D 30°C, 7T5%RH, FENHOE GESLRRME T 7 2 )
@ 30°C. 75%RH, =NHOE GEHIBREAT 7 ZiH)
@ 30°C. 75%RH, ZENHOEL GELERT T AH)
@ 30°C. 75%RH, ENHOL (ZHERT T AMHK)

WERH : BAGARE, 7 H, 14 H, 30 H
SMEL - R THELER

BRI~ N T T 4= KD EEIEICTHIE
RSy R RS CHIE
ABREE ML IRl & - K5y 3 (A

ABRIE H

1) 75— NafE 10mg [VTRS |

RAF . TR B
gep | WERA B I 7H 14 30H
AN SREXRY PN HEDH A WHEEBDOMEK | WEEDHEK
D (%) 99. 6 100. 8 103.5 102.5
[t B ARG (%) ] [100. 0] [101. 2] [103.9] [102.9]
K53 (%) 1.78 3.81 3.99 4.56
A4S SRENRY %N HEDOHE WHEEADOMAE | WEADHEK
) a8 (%) 99. 6 101.0 101. 2 95. 8
Uxt BHAGERE (%) ] [100. 0] [101. 4] [101. 6] [96. 2]
K53 (%) 1.78 3.88 3.99 4.30
PAS) SREXRY %N SREXDY 5N SREXDY 5N MR
® (%) 99.6 99. 4 103.7 103.8
[ BR A5 (%) ] [100. 0] [99. 8] [104. 1] [104. 2]
K53 (%) 1.78 1.70 1.59 1.77
AN HE DA ERENRYFS ERENRY PN ERENRY S
@ &8 (%) 99. 6 99. 4 105. 4 105. 1
[t B ARG (%) ] [100. 0] [99. 8] [105. 8] [105. 5]
K53 (%) 1.78 1.63 1.61 1.74

) AF L CoRb3, #itl LT3R L Tuozany,

XITL. fii5&
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2) IX_XT T —)LNa#E20mg [VTRS |

(Eyea . ) 7E g ]
%}; e A PGS H s 507
A EREXDYAF N HEOE WHEEADHMAK | MEADHAE
D &8 (%) 101. 6 99. 6 99. 1 92.0
[ BRA5H (%) ] [100. 0] [98. 0] [97.5] [90. 6]
K53 (%) 1.75 4. 89 4.85 5. 14
AN B DR HEDOBE WHEEDMAK | WHEADHAE
® a8 (%) 101.6 100.9 99. 1 94.2
Uxt BHAGEE (%) ] [100. 0] [99. 3] [97. 5] [92. 7]
K53 (%) 1.75 4,98 5. 09 5.31
s EREXDY A% EREXRY PN EREXRY TN HEDB R
® (%) 101. 6 101. 7 104. 0 104.5
[ BR A5 (%) ] [100. 0] [100. 1] [102. 4] [102. 9]
K53 (%) 1.75 1.81 1.88 1.81
A H R EREX2Y %N EREX2Y %N B0 R
@ (%) 101.6 101.7 102.9 104. 1
[t B AAIE (%) ] [100. 0] [100. 1] [101. 3] [102.5]
K53 (%) 1.75 1.87 1.87 2.20

) Af L CoRb3, #itl LT3R L Toiany,

(2) HREE - BAMRUREREF1—JTDEBMNE
MER e L

XITL. fii5&
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T 4T RUR - ~NLVRST T AR
T106-0041  HECHSHEX R 5 — 1 H3&E1 5

ARFETT

U4 7 Y AREIKA RS
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