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JVEE] OIS (30 3 OE HERAY 80%LL 1) IZH & L7z,

TR H =R (%)
IR . .
(Fe/IMBE~ Fx KMHE)
FL AP ILE L BE bng 94. 8
_ 30 43
[F—rnF | 9 (90. 6~98. 8)
FV APV A U EE 10mg 97.6
_ 30 77
[F—nF | 10 (91.7~100. 5)
FV AP LA BE 20mg 90. 5
_ 30 7y
[F—r~T | D (83.3~97.3)
FIV AL H L BE 40mg 89.1
_ 30 77
[F—nT | 12 (83.4~92. 6)

¥ :3Lot EHE
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(2) EELNELLIBROBRMUFOENZHREEABRTA FS A4 VICE D GEHHAER
[ B H 72 5% N E A O /LW PR B RBR T A R F A4 CERk 24 42 A
29 H FERFAT 0229 55 10 5) | 126> THBREZ T o 72,

R AL - BR—MEBRE EHERBRIE NS RWE] 12X 5,
ARBRIE E : 900mL
IRE : 37°C£0.5C
AR - [ ENER 58 A ERRA O LY FRIR EEREBR T A 7 A )
Wt > CIEHERBR 2T o T2 B, ANV AV V& 8 bmg [ 4 —T |
X ANAFNE L BE 10mg [A— T | AR L L7z C KD
PEIEECE S Lz, £ AV AP LH UEE 20mg T4 —T ) 1T
FIVAY IS L BE AOmg [ A — T | ZREERLAI & U 7= B KHEDHIE
A LT,
AU E D AN AV H BE g, 20mg (A — T ] IXENENA
SV AL B BE 10mg U 40mg [ A — T | ZREHERLAI L L- & x|
M RA O VA B3 [FSE &oflr S, EFRICRSE & Al ST,
1) AN APE L BEbmg [A— T 1
OFEYBEHETOHIE
F* IRHEEEICRIT S RS

HE SRV R (%)
AR | R } [R]85 0D ) o e HE
oy | e | e e ¥
pH1.2| 15 92.1 96.5 FRERTUAIZS 15 RN -2 85% LA EFsHY | [R]4
DH6.0 15 56.3 58.7 15 B UN60 43I 351 2 3 BR LA 0 F-15 s
50rpm 60 83.1 85.2 TR R D EEHERLA D = 10% D& FH
pH7.2| 15 86.7 87.0 SRERBUFIAN 15 23R ) 85%LL HyaH | [F14%
7K f, BA%5%:57.5 £y BI% DAl 2 55 DLk ] %
15 67.5 69.6 15 J UM 45 43Rz 1) 2 SRR K] 0 1
100 H6.0 ; - EE
Sl 45 84.2 85.6 | VeSS 0 - 1 0% HE 7%

FEAERLA © AL APV 2 U 8E 10mgl 4—/~F ] LotNo. OLM1021 (n=12)

_11_




(F& H th )

1R (pH1.2)/50rpm pH6.0/50rpm
100 100
/f0§’!
80 80
~ 60 — 60
L L
== ==
K40 w40 —O0—= VAP ILE B mg [ A — T |
& ey —— LA L H G Omgl H— T
T b —Oo— ANAYP S s mel AT ) B0 |
—e— LAYLE 1 Omg [ AT ) § PO T R+ 10%
0 5 10 15 0 30 60 90 120 150 180
min min
pH7.2/50rpm 7K/50rpm
100 100
..
80 80
— 60 — 60
5 L
== ==
& 40 € 40
E 5 —o— AL S mg [ AT
o0 —o— FNAP L EEEmg [ AT ~ 20 —— L AL BE Omg [ A — T
—— LAY LA FEL Omgl A — T
0 5 10 15 0 60 120 180 240 300 360
min min
pH6.0/100rpm
100 ¢ BRI pH1.2= A AR A BRI O 55 1k
80 1 pH6.0=87-Mecllvaine DS
S
— 60
% HT7.2=7 7-Mcllvaine OFE BTk
s —o— AP B mg A — T pre cllvaine R
K40 1 —— LAY L E L Omgl A — T
2 e k=B AHE R AR R
20
& BRI TG S 10%
0 30 60 90 120 150 180
min
QERDBEHETDHE
i | AIVATILZ L BE Bmg o s
— St J M bl
WA | W | (A= T IO | Eﬁ%@ﬁ;g%iw | U
HMR REHSF RV C n= "
) | Bt | et | i - -
SERR R 1% OFIPHE AR Z DL O 12 8| = s
pH1.2| 15 89.9 95.0 92.1 | FLL G + 25% D REFHA R 2 B D AR, [F] &5
SR ER £ 15%DOHEIFH A 2 D508 12 5| = e
" PHE.0] 60 | 79.8 | 85.6 | 83.1 ||y e s omyongipA A HHOARL Y, |
rpm : N :
SEEIVR R = 15%OFIPAZ X 5D O 12 | —
pH7.2| 15 83.7 90.2 86.7 | FLL TG + 25% D REPHA B2 B D AR, [F] &5
VA SR = 1 2%DOFIPAZ B Z DB O 12 8| — e
7K 60 55.7 64.0 59.2 | L TG 20%DREPHA 2 b DAL, [F] &5
SRR E 15%OHEIPHE 2 55008 12 | = .
100rpm [pH6.0| 45 83.2 85.6 84.2 | LR G + 25% DS A 2 28 DAL, EIE:3

12 -




2) AN AP IHZ U EE20mg [A— T 1D
DFEHBRHEETOHE
% VRHZEBNC B B RS

HE SRR H =R (%)
AR | R f R S5 o o L v I
' S IR
pH1.2| 15 92.1 90.4 FRBRIUANZS 15 /RN -2 85%LL EsHY | R4
bH6.5 15 08.3 55.7 15 K60 BRI H 1T 2 MRMAIOFE | o e
60 83.3 83.5 VAR HH SR I VERLR 0D = 10% D F PH
S0rpm | 6 gl 76.3 754 15 RUSB0SMICI 2BEBMAD T | e
30 90.6 90.0 VA HY SR DS HE R 0D &= 10% D iR
" 15 20.1 19.7 15 KON 360 4RIz 331 2 BRI o T o
360 28.4 28.6 YU SR ) R HERIAI 0D = 6% 0D i
15 70.0 64.7 15 R OR60 45 SR I oD LI "
60 88.8 86.1 PR =R AN HE LA oD & 10% D FiFH
FEUERLA - AL A B L Z L BE 40mgl A —,~F | LotNo. OLM4010 (n=12)
(VA H )
1k (pH1.2)/50rpm . pH6.5/50rpm
100 M 100
80 80
~ 60 ~ 60
s #
kx| H
K40 K40 | —Oo— AN AP NS A2 0mg [ A — T
kY roy —— LA NZ U GEAOmg [ F— T
F oo | —O0— AP E 2 Omgl H— T Fool
—— AP H A Omg F T $ EERAI DL i = 10%
0 5 ) 10 15 0 30 60 90 120
min min
21 (pH6.8)/50rpm 7K/50rpm
100 100
80 80
S —~ —O0— A NAYPNH L EE20mg [ A — T |
i\i 60 &\o/ 60 —— LA LZ U EEAOmg [ A — T |
s #
H H
K40 =0 FIVAYP VA L BE20mg [ F— T 40
;5’\_20 —— VAP LE U BEAOmg [ — T ) 520 - —o— -— %
} RO PR L 108 O T ik + 6%
0 10 20 30 0 60 120 180 240 300 360
min min
pH6.5/100rpm
o r BB : pHI.2= P AR 7V BRI D 5 1k
801 pH6.0=7%D 7=Mcllvaine DFEHE K
S
— 60
5 H6.8= R R BRI D H5 2k
E —Oo— LAY L GE20mg [ AT | p F AR s MR BRI D 3 21
K40 r —— A S A AOmg AT )
*;E [T I A k= F AR J7 A
0 § AR O T 58 1 0%
0 30 60 90 120
min

_13_




QELZDBEHETOHHIE

5 | AVATILA L EE 20mg A [
BBl | | A—oziowteRe | o FISEOWELS
VSN vy ey p— (e & FLHGEIRE 17T O & B (n=12) DFE S

SHL2| 15 939 979 92,1 SEEYVE R + 1% D #ETHZ AR 2 D 073 12 i

— A
| HEL TG+ 2500 R B B oL, | T

SH65| 60 | 812 | 85.5 83,3 SR R+ 1% D FEIHZ B 2 Db D23 12
50rpm

1 fELLFCE25% D2 2 HH D DR, R

SEHER R+ 15%DFFHZ R DB 00 12 f#

pH6.8| 30 85.8 94.1 90.6 | DL F O+ 25% DO REPIZ S 2 Hb D7, [F]

SEHVR R Q0O HIPHE B 2 DL 008 12 #F| -
K | 360 | 26.4 | 30.5 28.4 | EBL TG+ 5% RS A 2 Hh (DA, [F]

VR H ZR £ 15% 0D & 8z 3
100rpm |pH6.5| 60 | 97.8 | 99.9 | sg.g | VIIMHIEE ISKORBEEL LD 12 A

=
1 fHELT T 25%DHiPHZ B2 DB D AR, Rl

Q) BEEEROEMZMESEEREBEHA 54 VICE D GEHHARER®
(4 R = 3L DA FHIRSERBR AT A KT A D — R IEIZ DWW T (R 24
2 A 29 H HAFAER 02295 10 5) | IZiE-> TRBRETT -7,
AR AL - BR—MREBRE NEHRBRIE S RWE) 12X 5,
BRI & 900mL
IR 1 37°C+£0.5°C
ABRAE R © TRBEELOEMFHIRENRBRT A T A ) OEEUEIZHE
ALz, ZHCE DA AT K U BE 10mg KT 40mg [ A — T |
DIRHZEET, 2 TORBREIEIT BV THEERE| (L A T v 7 §E
10mg }2 Y 40mg) & FEBLL TV 5 EHIE S T,
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) ANV ASZ U EE 10mg T4 —NT |
F WHZEENC T D

) HE SRRV 3 (%)
B eSS — T AT FAELE D) E HL e ) E
() | W #€ 10mg
pH1.2| 15 96.5 96.7 FRERBUAIZS 15 RN -2 85%LL EsHY | FA{EL
bH6.0 15 58.7 53.9 15‘&0“ 120 ﬁ%‘ﬂc::rsc%%ﬁ%ﬁa@%um? K0l
120 92.9 84.8 PIVR H SR AR HERLA oD = 16% DT -
50rpm . N T
pH7.2| 15 87.0 92.9 ARBR LAY 15 43 WIS P 85%LA Byt | FAML
K 15 35.8 35.5 15 KO8 360 4yl 31T 2 iER B o - il
360 61.7 61.8 BV H S HE L] 0D & 1 2% D iR *”‘
15 69.6 62.3 15 N90 A3 FHIC SRR HRIEN DA | e
100rpm |pH6.0 15 U QFE’EJE U HRREAOTL | gy
90 92.0 85.7 PR =R AN HE LA oD & 1 5% D HiiFH
(n=12)
(7 H AR
#1ite(pH1.2)/50rpm pH6.0/50rpm
100 | o 100 }
80 I 80 -
g_ 60 g 60
_ﬂ,g 32 —o— L AL H A L Omg A — T |
3 40 F —— LAY L Z B Omg [ A — T | ffﬁ 40 F —— /L AT 7 §E10mg
E‘l —— VAT 7 §E10mg E’
20 F 20 |
{t‘i’iﬂﬁ%‘ﬁﬂ@#@%ﬁ?ﬁim%
0 5 1I0 15 0 3I0 6IO 9I0 IIZO 1;30 15;0
pH7.2/50rpm 7K/50rpm
100 100 f
/._/—0
80 80 |
W 60 ¥ 60 | F'y l
é‘\: 40 g 40 —O— AL AP L Z U EE Omg [ A —TF |
s S8 —— /L AT v 7 EE1 Omg
20 —O— AN AP AGEOmg [ A= T | 20
—— A AT v 7 E1Omg {%‘jﬁ@ﬁug)qztg@m%i 12%
0 5 . 10 15 0 - 60 120 ISO 240 300 360
pH6.0/100rpm
100 FBRIE - pH1.2=H ARIEJ5 H ¥a HFRBRIR O 1R
80 pH6.0=3H7-Mcllvaine DFEETIL
§ 60 pH7.2=37-Mcllvaine DFEETIK
I
30 —O= AN AN LG Omg [ A —T ) K= A AR R 7 FE K
@ —e— AL AT Y/ EE Omg
20
{%iﬁ%%m%@iﬁtﬂdﬁiw%
0 3IO 6I0 9IO 1;0

min
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2) FANAYIHE U EE AOmg [A—/~T |

R RN IT 8P

) HE S R (%)
B eSS A L] FIVAT AL D) E H e HIE
() | W $€ 40mg
pH1.2| 15 90.4 93.8 FRERBUAIZS 15 RN -2 85%LL EsHY | FA{EL
DH6.5 15 05.7 58.8 15 S OY 120 53 NS 41T 2 akBRi | o 1 K0l
"1 120 89.9 84.9 IV H RS R HE B 0D + 15% 0D il =
50rpm bH6.8 15 75.4 76.0 15 B O30 43NS 35 1) % sk B A o0 S 5[5
30 90.0 87.5 | VAHIZRAMEUERLF] O + 16%D HiH =
" 15 19.7 17.8 15 SO 360 53 BN 4317 2 kB o K0l
360 28.6 24.5 IV H SRS R HE B 0D 9% D i =
100rpm |pH6.5 15 66.7 64.7 15 RO 120 RIS 2 RBRBADT | o0y
1120 91.5 85.3 P HER DM HE LI 0D = 15%0D iR >
(n=12)
(VA Hi il #8)
13 (pH1.2)/50rpm pH6.5/50rpm
100 | .//2 100
80 80
5 60 [ ¥ 60
Lt Lot . -
g Sy —O— TV AP A ABEAOmg [ A — T |
e B —e— L ATy /8 A0mg
20 —O0— AN AL AOmg [ A — T | 20T
—— L AT v 7 §E40mg {/@% YERIF DS PR H 2R + 15%
0 5 1I0 15 0 30 60 90 120
min min
#52i%(pH6.8)/50rpm 7K/50rpm
100 100
80 80
& 8 —O— LA A AOmg [ AT |
r1 60 B 60 T —8— 7L AT 7 BE40mg
= e
R —o— A AP AOmg A — T | R
X b7 mg —/N ")
& —— 4L AT v 7 §E4Omg e S - o— y%
20 20 I e
{t%muw%%m%im% W { t A O R+ 0%
0 10 20 30 40 50 60 0 - 60 120 180 240 300 360
pH6.5/100rpm
100 AWK . pH1.2= B AR T H R O 5 1R
80 pH6.5=3# D 7-Mcllvaine DFE L
o pH6.8= H AHR 5 s H A BRI D A 21
=
&, —o— LA A AOmg [ T ) 7k=H AR IR R ELK
ﬁ —e— L AT sk AOmg
20
{t‘%%i«%%m%@%m%i 15%
0 30 60 90 120




10. B -a%
(1) EENMLELGRSR - A%, NEIEKRLERSE - AZICET LH1ER
BARUANA
(2) A%
AV AP VB BE bmg [ A —~F | (PTP) 100 E (10 $E X 10)
AN AP H o BE 10mg I A —2~T 0 (PTP) 100 £ (10 £ X 10)
FV AL H L EE 20mg T A— ~F 10 (PTP) 100 $E (10 $E X 10)
LAY H o EE A0mg [ A —-~F )+ (PTP) 100 $E (10 £ X 10)
@) FlEEE
PARPNA
4) RHEOME
PTP a1 %&
PTP:R U b e =1 7L I{E
TNIZET4NLE RV ZF Ly TAVIHE, RI=ZFLorLrr74L—
I~

1. RlRRHt S S EME
Y LR

12. ZDih
Briz7e L

_17_



BRICET SIEE

1. EEXIRE
= I [ i

2. MREXIHRICEET HIE

=g
AxX B

TEINTWVRN

3. AZERUVA=E

(1) RERUVAZEOfEHR
WE., RAZEA VA LZ Y A RFYILELT10~20mg 2 1 A 1 [EFEQ
BHT 5, 7k, 1 Hb5~10mg b &G A2 L, Fn, GERIC X0 @R
L3, 1 BiRES R 40mg £TET D,

(2) AERUVAZEDRTERE - 1Bl
HER R L

N

RERUVHAECEET HFE

REI LTV

5. BRERAUR

(1) BBRT—2/1 v 5=
EEE R L

(2) BRRZIEER
EER e L

Q) AERIHRRHER
EER R L

(4) RIEAIEAER

1) BN PEREEER

@

(= R EG PR 5 BR

AREMEEIMEEBRE ZGRE LA N AT LT AR I VO _HER
R & & R RBR T PHIERRE] & &R (R B Y /FRAM 51
O UL 79.8%(364/456 f) . THIERRE] 25 ERWVBELESRIT 84. 7%(364/430
#l) TH 7=,

B, Z0) BERE - PEIEOAREN: R MEAERE Z RIS E L T EHERL
BERERIC L T, A A LEZ L A REY IO AR Sz,
FEh ST AN A Z AR Y I 5% 1B TRE L, 2 BN
ICHBERBEIEZ R LR, A~8 B CRARICET 5 Z E RN MR S 1 2,
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WD TR GHE M E (-20mmHg DA E) K& OEIE#] i+ (-10mmHg BA |) 23723
St FHIME (-13mmig LA B) 272956, &2 WL FREm™ 2T
&> TH 150/90mmHg Al (7272 L. ARt Tl% 140/85mmHg Ahi) (2 [
E L7586
T 2) TR - WGHE T (- 10mmHg LA 1) & OEGRI i+ (-5mmHg LA 1) -3l
3%, B2 WIEELIME (-TmmHg P E) 2572 3454
Q@ ENERKHR (RHAKE)
BRIE - FEEARRME & I EE R 2 RIC, 12 » AAA A LEZ L AR
XV IVEFME S LR, ZE LEBREDENE SN, DHERRE
E TR IE SR 80, 7%(134/166 fi]) . THIERRE] & & F RV EEEREIX
93. 1%(134/144 f5) TH 7= 2V,
2) REMRER
ENEIAERER (EHES)
B « WPARREARREME m AR B A RIS, 12 p A VAL Z S AR
XY INEHINT T LEGHS LAXTA T A RRFRBEER 2 0F &5
U7zfE R, R LB RN G DT, vy v AEGEIGEREE O T
EARRE ] A oM =1 85. 0% (17/20 ) . THIEARBE] &5 W EERIX
100. 0% (17/17 §i]) Td o7z, FURAIGFHFETO HHEARGE] & & T RERIT
72.7%(16/22 f5l) . THIEARRE) & EROBEEERIT 100. 0% (16/16 f51]) Toh -
776
RIEHF B IX, B U SEGTRIOF L RE C A RAER 2% 4. 5% (1/22
B) . ERARMRAAE R S 4.5%(1/22 1) . FIRAOF B IERE T B MR AR 23
37.0%(10/27 ) . BEIEMAE R 2 25. 9% (7/27 fil) TH-o7-, L7 HMFIE
WKORWERIZ, A0 ZEGAIPFRBERE T H < B2 4.5%(1/22 f51) . F
PRANDEFIERIERE T F U 14. 8% (4/27 i) Th o722,
(5) #BF - HFERHR
® BERNE IR
BHEREREE 2 L MM TEIERE 2R E LAV AL Z Y XA RX Y IL
DOEFRFERTO PHERGE] 5ok E31% 68. 0%(17/25 i) . THIEAHE]
i EIRWRERIL 77.3%(17/22 ) TH o 7=,
BIVE A FS S 1%, AR E R AY 10.0%(3/30 f51) . I R A A i 52 5 23
20.7%(6/29 f5) TH Y | WD L AMMRAERORIEM X, 9HE () . KifE
Fe OME 345 3. 3% (1/30 1) Tdh o722,
@ EBRNEMAERER
FIEMIMTERE 2R E LA AL E L A RV I VOEKRART
O PHEARE] 23 T0REESRIT 86.2%(25/29 #1) . THIEARRE] 23 ERWVE
JESR 1T 92. 6% (25/27 f51]) TH - 7=,
BIVE S BB 13, B TEAEIR 23 6. 9% (2/29 f51]) | BRI AR AR A A 5255 3 21. 4% (6/28
B) THY ., RO BN BMEEROBEWERIL, IREK OMRENA 3. 4%(1/29
Bl) ThH o7,
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(6) amAEIER
1) ERABERE (—REABREHAE. FELARERE. FARBLERR . RiE
RFERT —FA—RRE. BERTRERABROAR

LR L
2) KBEM & LTRBFEONER AR L 1-BE - HROBE
AP L
M zoft

ENE I +H58% (£ B NZEh)

BOE « PEEARBME S MEEZ RIS, AV APALE A REY ILE 12
WS L. BB T Tl EREC X 5 24 BEI0E B A B2 Bt U722k 8=,
FANAPFEZ L ARV INE 1T B L EERGICBWNT, MEHEBO T
Ty ANMCEEE RIEFT 2L, FERMDEZBEIEKTFIES 272
< 24 BFMIRE LB IEEM 2R3 2 L3R S 2,
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VI. EFEEICEAS HIER

1. EEZMNICEAESHSILEYMXIZILEYMEE
T FT oo (A SRR LR
VR B B HAL A ORE TSRS 1L, OB TR LESRT S 2 &,

2. A

(1) YERERGL - fERMER
FNAPNA L ARFYIUWET e RT v 7 THY . EERNTEEREY TH
DANWAYF N AEBEI N, ToodT vy (A # A7 1(AT) /IR
BINIZEH L C AT OREAZHAIICHE L, FERTHL ATOIEHIEM %
211 e AR

(2) Esh#HEEfFH T2 ABRE

D 7ooHT ooy I Z2R/AERER

FNAFNE O AT ZREETHER Z & b AT\ B EA~O PI-AT KA FHE

THFT L7 & 2 A, S0%PHEFRREE (ICs fH) 1% 1. 3nM Th o7 (invitro), £7-,

FNAF N E ATTHFREALE Y bORHIMEIZIBWN T, ATTIZ X 2 ULHE

BOGZ i L, 2 OMEIERITRMBREZ bR Th o7, 7 v KU

XIZBNWT, AN APLEZ Y A RFY I VT, BROFEICEIY ATICK D5

JE SR % FEGER ] L7z 29,

2) BREVER

O ANAYNVEZ Y A RFYINIROKEICLY, BEELET v M, &
MIEERFIET » b, EFIMET >~ hONEICHROETEER 2R LA, O
W BE 52 720> 7229,

@ ANAYNE L ARFY INEEIIEBRBIET v M 24 B KER
AT L&, MEEECDZ LR ZELEREERNEZR L, RKFED
SR BBO HNIenoT-, £z, 14 ARIKEROD&EGH%, RELTH U AN
U2 RIFERD N doiz 2,

@ AW AP H A EIE B RFEIAE T » MIFAIRNE G725 &R & 1K
Ui U, B BT ORD 0R38D iz, EIX TR L7208, Dk
WZERIE <. DRI R Lz, 18> T, AN A AT - OREEFEH

X5 IME OIRICES REMMLERIOBDICL 2D EE LN
2 26)O

@O ANAYNE Y A RFY IVEELERRBIET v M2 20 HEERER
A#ET 5L, MEDOFEE & HIRTEAPEELEOT VT I o HEikED
WD D3RO B AL, BIROFHLFT R OtE 8w b 20,

© FNAFNE L A RFY I VEENERRIIET v MM 8 MMKER D
BT L, MEOTREE L HITLEEOR T L OV IHIRHER O 2358
DB, DEREMEIT S 2 EAMR S P,
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(3) YEFISEERRSR - IS REER
AR L
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VI. EYEREICET HIER

1. MPREDHERE
(1) BELEDGOLDRE
EUERR L
(2) RRBREBRCTHESIA-OLDRE
1) HEkS

fRE 7R i N B4 AV AL 2 A REY L5 mg, 10mg, 20mgk OF
40mg & ZEEIRFHLEIRE O G- Lo & & A AP v oo iR EITES )
I EH U, 5L 7T~2 2RISR mICE LT, Cud X DAUCIELEE - BITHE W

Whnt=,

FNAYE L A RRY IJVHEERR O GREO AL X 02 o O3y Eh ke

NTA—H

B | B (ngjar;L) ;};H;; (E'lf) (ng fAl’llic/ ml)

5mg 6 152+31 1.8+0.4 8.7+1.2 892+191

10mg 6 277+ 46 1.7+0.5 10.2+1.8 1,576+244

20mg 6 481+117 2.2+0.4 11.0+3.8 2,903+915

40mg 6 1,006+ 152 1.7+0.5 10.6+4.7 | 5,807=+1, 142
(CE#fE+S. D)

2) RERE

ARKEMEFMFEFEBRFICAALATALZ L A RFHRY I 1 10mg(204]) &
20mg (19441) 214 F . 40mg (10%5)) 27 ARIIER TG LI 2 A, &&EA D
TV AP IVH L DIEPENREFH) N T A —H T, RO LB TH 7229,

el L B R i e
10mg ™V | 20 (i?géé> 2.2+0.8 6.50.9 ib?géﬁf
20mg V|19 (3?268> 2.5+1.1 6.3+0.8 %6?22&?
40mg =2 | 10 16932%5 2.6X1.0 6.01.0 Zbégii?

CE#E+S. D.)
ED 14 HE$S-, 1E2) 7THB$ES-, 1E3) & EE Gt 28 itk O HER 7)

RN BIE2THIC AN AL Z Y A RF Y I /L10mg, 20mg M (M40mg &
TH1EI7THRIXEROREG L= & X0 AL AL U BEZRE LT
A HRNTEFIREBIGEL, FREMITIFLEALRD LN,
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3) EMFHEE AR

FIL AP ILZ U EEIOmg fr N40mg [F— T | L A AT v 7 §E10mg }z N40mg
B, J0RAF—R—IEIC X0 ENENEE(F A AFALE Y A REY I L
L CEMNE I 10mg M UM0mg) fFERL A B - ICAE & B 1 &5 L T 4
WV AG S GEMERHD) IREEZRE LTz, oD ER T X —4
(AUC,  Cpax) {2 DN TI0%E HH X FIEIZ THEFHEMT 21T o 7o i H. 1og (0. 80) ~
log(1.25) DHFIPFANTH D | WA LW RS MR Sz,

<ANAHPNZ FELOMg [ A —nT ] >

EWENRE X T A —H

AUCOH72 Cmax tmax t 1/2
(ng-hr/mL) (ng/mL) (hr) (hr)

T A YK BE
10mg [A—/~F |

FN AT v T B

19 | 2121%436 328.7%£67.3 | 2.16%0.37 | 7.18%2.55

19 | 2099%459 | 325.3£69.9 | 2.00£0.82 | 7.15*2.96

10mg
GEHfE+S.D. )
(hg/mL)
400
380
iit)
#5300 =O= LAY AL AR Dmgl 20 5]
Ht ——F ATl Ong
7 24l FH(E £ 5.D., n=19
i}{ 200 H
j{ 150 q
1o
% 1
B oo
E
. P - .
1] 12 24 48 T2(ht)
TSI

mEEfAIILASILE VEEDOHTE
MHAEF RN ONT AUC, Coay D /RT A —H (%, WEBRE OBIN, ik DOEREL
B - BRI ORBRSAMEIC L > TR D ATREMEN H 5,
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AW AP IVH o BEAOmg [ A — T >
HRMENRE N T A — X

AUCO—>96 CmaX thax tise
(ng-hr/mL) (ng/mL) (hr) (hr)

A A H L RE

- 20 | 7167%1688 1010223 | 2.35%0.75 | 8.85*2.65
40mg [F—7 |

VAT oy T
ANMAT 2 T EE 50| 706541970 | 10112273 | 1.7520.64 | 9. 452,71

40mg
CE¥E£S. D)

ing/mL)

1400 b

1200
il
2% 1000 —o—F AT LA AR 0ng [ -
i ——7F LA FiEd0ng
A gm0 FFHE + 5.D., n=20
N
ﬁam
M-
& 400
-
& 200
E

I . - . ._
PR |

MFRAILASFILE VBEEDHT
S P EE G NS AUC, Cy D85 X — 2 1%, BBRE OWRIR MR OERIR
EI% - BRSO RBRA T K - TSR A D AR B B,

(3) hEE
HUERR L
4) BE - ftREDOEE
) BEOXE
fEBEZR R AN BME 12 Bl ANV AL Z Y A RF Y 3L 20mg % 22fEms, (KHE
AEFEEL 30 708 & D\ T IEIF B 30 DRICHRBROKE Lz L&, £
NZENDF N AT IVE D Coae S OVAUC IZITIE & A EFEIT R  BEORET
BO BN T2 %,
2) GtHREDEE
VI 224tk (fEH EodEES) ICBT25E 7. MAEH] OHESMR
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2. EYEERIYNS A4S

(1) FRtTAA
EER R L

(2) WUEEEH
EEE R L

(3) SHEREEH %

BERERR A 7 H Al 5

b5 10mg (n=19) *¥

40mg (n=20) *¥

Kel (/hr) 0.1054+0. 0275

0.0836+0. 0193

4 2IVF732R
BRI L

6) mEHE
LR L

(6) ZDfth
B R R L

3. B&H (REaL—Lav) @i
(1) FR A&

B - L A
(2) INT A= EHER

M ER L
4. RIN

RAFTALTEYT 4

TR 72 RN 24 BN ANV A YL Z 2 X RF Y )L 20mg & 22 I IR BLEIRR 1 4%
I3 A VAPV Z 16 2mg ZERIRIICHEIER G- L, A4 AT~ T e

CE#IfE+S. D.)

T A B RDIFER, 25.6%Th o7 P GMEAT—4),

5. 9
(1) - BE P9 @@
BRI L
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(2) mi%x-RaAEEAPTAETE
CHHRLTWA ZEDNHR SN T T O AT L BRI ER UL T Y
FT v M RERERAIZER L, B - AR~ E (AL, JHE -
Jifi « BOERAE, L) BB LN BN HE S Twng 30 (TVIL
TR EOEES) ICET2HE 6. FFEOERE AT HEEICHETD
HE WAHEEEZAT 28] OHBHR)
c EIREP R ORICT VAT v MR REEERA LT AT v v
TR SR EA % e 5 SN2 B CHAKBRDE, BRI - FrAERORT, #iE
RoEIME, BAE, @AY U AMAE, BHEOBRBARK NFEKEDIEZ L
L EHEN SN D U O fE, BHEHmOLER., MOBMRAEEND bbbl
EORENRH D, (VI Zaetk (5 EORES) ICETH2HE 6. fFEDTY
BEATHBEICHETHIER G) il OESBM)
Q) A ~DBITH
HEERR L
<HE>
IR (Z >~ 1) O bmg/kg/ H THHH~DOBATHRD LIV TW D, B EE (Z
> NERER R O LI 0% 5) @ 200mg/ke/ H THAENICB RALEZ£E 5 BT
K OMKE A 23, 8mg/kg/ H T HIAE WIS A HIININH M O 55 b D B IE AN ZR
LTV D, (VI ZetE(EH EodEES) ICET2HE 6. FEOERE AT
LBFICETEE (6) AR OHSH)
4) BERA~DBBITHE
EEERR L
(5) TR~ DFEITHE
M ER e L
(6) MPFPEAFKEEE
mFEEBHEEE BV ERZE)
FNAFILE L OMIEREABERIL I%E Em< . FIZTALT IV DILT 7 v
YA MIHERT D (invitros, IAV7 7 U o EOEHRBRTULT 71U ok
WEhREIZ RN 70 < MR BRI RSB A AT S 0o 72 B39 (AE AT — %),

6. X

(1) HRHEDGL B MR IS
ANAY L A REY IVE EAEGR TSGR RSO S
BWTT AT 7 —BIZ X DMK 5T AEHERED O AV A v 5 ARG
SND, MIEFINIA N AN Z o DBDFED BiL, € OMONHIIFE L 72
W, B MNFIZ e Y —LEF BV, F R m—L4 P450 43 F-FE 7 FEEE (1A1&2, 246,
2C19, 2C8&9, 2D6, 2E1, 3A4) DIEMEIZDOWNT, AN AV ALK A K HAFERE
BaEfLic & 2A, BRHETHRE SN METRE TIIVWT o FEbIFELE A
EMEHE LRhode, £, b MEERIFMAZICC, AAASLZ L ARy IV
2L 5T b2 m— 25 P450 DFFEITFRD HiLien-72 9 (in vitro).
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(2) RBI“EAET HEFR CYPF) OHnFiE FEER

VL. SEPEeIc B9 2 HE 6. R (1) IREHBAL L OIS ) DS
Q) MEBEENROERERVEDES

Y E R L
4) REDOFEOERERVEN L, FHELR

VL. SEpEaeIc B9 2 HE 6. G (1) IREHDAL KL OIS ) DS

7. BEt
KEREAR A BHEIC 10 AL AL B A K%Y L 20mg % HEIRE O LT
&2 A, G LT RBURRED 12. 6% (240 BRI % C) 23RS, 77. 2% (312 FER 4
O EPICHRE s Y ONEAT — %),
BEREZR N B 24 Bl AV A L2 A R Y )L Bmg, 10mg, 20mg J2 UF 40mg
EMERFHERR O Lo & &, 5 48 B E CIZRTICA NV A&
11. 6~14. 6%PRE Stz 2,

8. FIUARKR—AE—IZEHT BIEHR
MR L

9. BNFICLBBRER
BRI L

10. HEDERZ2FIHESE

(1) BREEESEE
R 7ol N B 8 1 & | R EERERE B 26 B 2 EHAEEE B 8~9 B9 3 BEIZH
F7aE 34 Blicxt L, AV AP ALZ Y ARXFYI010mg &2 1 H 1817 HEE
BOfkGL-eEx0 7 HHOEFRRREIZHIT DR AL 2L % 0 AUC DL
ML, BHSRBIE 2 & i U, AL, P R OVEEB#EREEE T
TNENL.614F, 1.81%, 2.8(5THo7= Y BEAT—%), [9.2.1 5]

(2) FTHEEESEE
B8 Ny OV S B AT RE P B R 12 IS A L AL Z v A RF Y 20 10mg 222
MERFHERE OG- Lz & & PR ER & & ik L CliEp A v A1 % oo
AUCIFZNEN L 1%, LTRETH-7= Y GHEAT—4%), [9.3 5]

Q) =EE
TR 72 e (65 kLA )6 BllCA VAT L Z v A REY I )L 10mg & H[ERE D
5 U AR IE g & AL A YL H D AUC DRI 2 e L= & 2 A,
LA LETRBD NN T2,
Fiz, EEnE I EEEE (75 Ll B) 17T flcA v A L Z A RE%Y 3L 10mg
Z1H 10 14 BFEKEROKBRELZEZ A, EEIMBEICHE L AUC O %[
IEA 1.4 @z s Loy, ERETgE A LR N -o72 ¥ GEA
T—H),
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11.

Z Ot
AR L
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2.

3.

Tl (ERLOEESF) (CEY HEHE

. BERAREZFDER

BRE STV

BRABRLEDER

2. 2% (ROBHIZIIEES LB &)

2.1 RHNI DA% LioE OREERED & 5 B

2.2 Wb ST LT D ATREE D & 2 2ok [9. 5 S ]

2.3 TV AX LY IR G RORERFES (272 L, MORFERREEZIT> T
LaBMEDO =z b —RnE L RROEEZFRL) [10. 1 28]

SHEER ISR ICEET BB L T NER
BREIN TR

4. BERUVHE=ICEET S EEETDER

BRE STV

5. EELEARMIE L ZTDER

8. EELEXRMIE

8.1 KAl GLT AT v NZREEIAR G PICEERIFRERERD O
bl ORERH L DT, F¥EREZ T 272 EBEE 010475 2 &,
[11. 1.5 B]

8.2 FIliAl 24 FERITEE G- Lo W2 ENLEFE L, T odT v vy N2 FREHA
BEFROBREIL. R OFHRTIc L= -7 o U T o v o ROEEIERIC &
LHEER MR T 28 Z RN H 5.,

8.3 BRIEEFHICE S D FE N, S5 2ZNHLbNDIZENHDHOT, EIHEE. B
B OIS fEIR 2 F O M A B ET S BRICITEE S5 2 &,

6. RENEREHIHEEHICHT IR

(1) BHHE - BEBRFOHLEE

9.1 BHHE - BIEEBEFDHDHESE

9. LT EAMRESIRREDOH S EEXIABETEIRREDH S EE
B BT 2B S Hilrsh o e 2kE . EHIRET 5 2 &, BlfiEo
AR ERIR SIEDR TIZ LY RICEREZ B LS E 2B TN D 5,
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9.1 B - MEEFOHLEE

9.1.28A ) D LMEDEE
R ER e G LT ez, T2 L, U Y UL
MEEAEESE LB ENDNH D,
£z, BHRERE. 22 b — A RROFERPFEICL Y MIEH U v LED <
BRYRLTVEE TR, MEN Y v MEICEET D Z L,

9.1.3NMEREEZENH D EE
WEORENMMLFAAEZEE L, WERLZELSEIBThRH 5,

9. LABELRIERETDEE
BHENORG 2B L, HET L5813 MR4ITITI 2 L, —itEoadeim
JERTZEZIREhRH D, [11.1.4 ZH]]

9.2 1EELEHEREE MEFEI/LT7F=UE3 Ong/d L) DHLHEE
INHOREZIGRE LA O 2 e 5 AR RUER 350 L T
W, BRREEZE(LSELI BTN H D, [16.6.1 K]

9.2. 2 MEBHHPDEE
BHENOREGZEM L, ETLIHEI3 R4 ITITO 2 &, —@tEoREam
ERTEZEZ SRR H D, [11. 1.4 ZH]]

Q) FFirElEEEE

9. 3T REIEE £ E
R BE Y 3 RS B O TR RERE SE BB (Child-Pugh H¥E A 27 : 5~9) TAI/L A YL X
COIMBEFIEEN FHT 52D HRESN TS, [16.6.2 ]

4) £ERRERT 5%

9.4 4MEEEEHT HHE
9. 4. 1 038RT HalREM D H H &M
FIRLTWADZ EN R EINT T v VF T v VB REERILER LT v
AT o NZREETAIZER L, BT - iAERA~ORE (R4, JHE -
Jifi « B ORARE, FEI-5) RFBD LA HIRNEE SA TV D 69,
AR OEFASL S RBEEOF S S B [E L CARIR G OBV A EE IR
FHL. B EORSUENGERMEZ BRI L EN5/ICOREET 52
Eo Fo, BEPLERGAIIIROFEFHEICEETHZ L, [9.5 3]
(1) AAFEGBAMEANIEIRE L CWARWE & 2GR+ 5 2 &, ARG S, I
PR L TWRWZ & 2 EMIICHER T2 2 &0 &G HRITEERI A L2356
WX, BEbicEG542hibd52 L,
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9.4 H£IEREEHT oFE
9. 4 11TIRY HFIREE D H D&t
(2) WOFHIZHOWT, AAMBREGRBIHICEEICHAT 2 &, £, &E5T
HLEITS TRt 5 Z &,
C HEIRTICAK ZE LI a. R - HERICR B E KIET U A7 R
boHZ L,
< ERDVHEIA L2 3B DN D A 1T, ONITHY EITHRT D Z &,
c IR ZEET D580, HYEICHERT L2 L,

(5) 4xi&

9.5 HE4H
WA SATAENRE LTV D ATREME D & 5 M3 G- Lian 2 &, 5 IT AR IR 23 H)
HLEEAICE, Ebicgbsdibd5 2 L, ERTFHROKRYICT V4T v
VUM ZREERRI LT v T o BB EILER A RS SR TF
ABAE, BRI - BrAEROEE, FHAEROKME, BAE, &b Y v LAMiE, 58
FHOERA KL OFEABDIEIZ L 5 & HER S 2 UL O FffE, SHES O,
DR EENH SN~ L DWENH D, [2.2, 9.4.1 BWR]

(6) RELI%

9.6 RE.I%
AL EREE LW, BB (T » ) O bmg/keg/ H THIT T ~DBATHEE
HOENTW D, BFEER (T v NEEY K ORI O #&5) O 200mg/kg/ H THA
VIR Rk 2 O LT R OMRERIAD 2, 8mg/ke/ H CHAENIT A EBEINENHI K O
BRI DIEIEDRFERD 5TV D,

(N MNRF

9.7 /NRZ%
INREE 2 xS b U TR RRREBR I T2 L CTuh ey,

(8) =g

9.8 HinE
PllgEZET L, EERICERGTHZ L, RICEBEOREETHE LI RANE S
NTW5D, MEEZEENEZ 2BENM0H D,
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7. HEEHR

(1

(2)

HRZES L ZTOER
10.1 tRZR (BFRLGEWLI &)
FHNL E BRIRIEIR - 518 715 B - fabRIk -
TUAF VLTV | EBOEMIM AT, BB L= -7 VAT v R
TR b5, @l U U A E K | BRE VR 23 58 S 405 TRENE

(BERIBEITHERT S
Bf. 212, foBE
BEEZT-> CTH BT
Doy bar—LRELL
AROBELERLS, )
(2.3 &[]

MM ED U 2 7 B
LI TWD,

N5,

HAZE L EDEH

10. 26 (BFRISEET S &)

A4 5

HRPRIEAR - FEIE T 1A

BEFF - fEBRIA+

71V 7 BERFHEF PR A
Avw /77
FUT AT L

71V 7 NS A
WAL U o L5

MyEH U v 2MED LFHS
D2 ENHD,

KK OT VR ATF T 45w
FIERAICE D B Y o LR 1E
MR T 2820 RH 5,
fERIA -« BHREEZEOH 5
B

) R g R 7511
a3 R,
MY 7o AF7oR

F
[11.1.4 &M]]

— Mk O R AR AR
BEZTBENLLD D,
KHE» &5 % b
L., HETIHAIIIRA
21795 2 &,

FI PR B R CIR# & 52 1 T
HHEFEIIT L = AR L
LTWDHRENE L, KAIN
B LT,

U F 7 L HUH
REE U F 7 A

UFULPEREZDE
TNRD D,

B 72 BRI AR T D 03,
FTRI LA FTUAREITYF
VLA T DOITFE ERET D
Enbii TV b7z, RN
T hU U AR A RS H 2
tickviEzr EtEZBN
Do

T YRR LT VERIE

EHREREE, s UL
M9 B OV J & % i = 3°
BEhRH 5,

eGFR 7% 60mL/min/1. 73m?
R DBHEEREEFEDOH 5
BE~DODTIVAFL T
~ VIR E OfFHIZ O
TiE, B ER D2 E2R
W& SN DS A E R
TWET D &,

L= -TooF TR
PR F 23 B 5 & 41 5 mTREME
N5,
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10. 26t AR (BFRICEET S &)

AN 4, 5 WEERAEIR « HEE 51k FEFF - fERRIK -
TUUFT v AR | B RERREE, SV U A L= T U T v F
TR EA MLE R QML E & 2 & 3 | BLEE R 23 8850 S L 5 Al REME

BENAWHRDH D, NH D,
FEATaA MRS |(FREEANETETL2B8F | EAT a4 FMHHE K ER A
il nndH s, X, MENRIER 26357

0RAX T T DA RLE
ERIZ Z 0 . RFOREEEH
ZITS S D RREMEN D D,
B A BN S IBE | T uRE 7T DA
nnd s, FEEHIZEL Y | B i &K
TFaldEBELHN5,

. BlEHA

1. EERA
WORIERNH bbb Z ENHDHDOT, BILE 21247V, BENRO LN
BAIIIEEEZ DI 52 YR AE AT 2L,

(1) EXLGEMEREDHEIR

1.1 EX%IEIEA

1111 % HEE A
B, AE, WHEH, FOMIRENERE LThobild I Enbd, Eio,
MR, TRA, WM, TR Z O IBE MEREER D bbb d Z End 5,

11.1.2 BX£ BHERH)

11.1.3 &hH Yy LM GEERH)

11.1.4 S avy BEARR) . KR (BEAR) . BHEEX (BEAH)
W, MR, ERREASEND SN SEA IR, EBICHEYARLEEITH 2
Lo [9.1.4, 9.2.2, 10.2 BH]

11.1.5 FFHEEERESE (BEEAHY) . B|IE (B RB)
AST, ALT, v -GTP L REDIEERENH LD Z Db 5, [8.1 ZH]

11.1.6  fo/RiEA (BT

11.1.7 {€infE G ARH)
A, Z2fdk. mit, FOEA, BPOET. K, S#EEENRH LD
NI AIT G2k U, @O7R0AEEITH 2 &, FERFIGEF OEF T
ORI,

11.1.8 1EAEARAE (B ARH)
AR, RS, CK &, MR ONRP I A7 m v B AR E T DR
REENH SN D 2 ENHDLDT, ZO X I RGEAICITEBICHK S %2 F
IEL, #EREEZITS Z &,
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1.1 EXLEMEA
11.1.9 7+ 74 35F>— BHERH)
ZOFERL, BEFAR. MER T, FFRIREEENERE LTH DD Z &7
B, TFI74 7% —2av @8I LTE0RELH D,
11.1.10 EE O T #1 (HEA)
EW&EGICEY KEBDZE BEOTHNS bbND 2 ERH 5, AR
WL B EZFEEED RO N E OWRERDH 5,
11111 B MR 26 (BB
FEEN Wk, PR PRIEE, O X MR E AL O MEMEMR NS bbid Z &
MWHDHOT, ZOXIRGAEICIFEGEEHIEL, BIBEERLVE CHOEE
EOWE B EZTTO &

(2) ZDHbDEIER

10.

11.2 ZofhoEIER

1 ~B%ATit 1% i e Nl
HEEBUE % O
Mg IRILERER D . ~F 7 | A BRECE AN, /MK | 2 i
=Rl %NSl NS/ E o/ 2
U MR
e [ FEW, B B A, |FE., EEK, R
5B X
WHbas R A THI, WEA - EE, O
e, OWK, BEAR
B, K, fE%E
e L EAME), @, 12T
v, FE
JFfigk ALT 5. AST L&, |ALP L5
v —GTP b5, LDH L5
WK 7 BUN k5. miyg s v 7 F = F|#HRE
. REBABME. RIE
N ke
F D CK E5H-. CRP EH-. M| 2HEERE, %K TENE, SR (PRl
V7Y% Y KER, I K7 AR . A
AU LA ER REE B, RATE. WD RE,
5 oy, LU, MR R
W, BE

. BRRBRERRICRETEE

TR L

BERS
LR L
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11.

BRALEDIE

14, ERLDEE

14.1 EFFARBFOTE
KHEN % A BRI RIS I AL b A VR R A L — A
LR ZIBEIE FICTRIF LA, A ML UHERIERAISUI T T AL ¥
N A DB IR SN AT D 2 NS DT, kTR 5 2 L,

14.2 EFIZFEHDEE
PTP @3EDFANL PTP > — M SHO L CIRAT2 L5 EST 52 L, PTP
U— FOREERIZ LY | BB BRI L, BICIEFELEBZ LT
MR R S OEERAINEZ IR T Z 13D 5,

12. ZDHOEE
(1) BREREAICE D ER

KR L

(2) FEERREERICE D < FHR

DR L
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X. FERPREBRICBEI HIHE

1. FEHB
(1) FEAHEEHR

( TVL AP RE 2 HHE | 2 H)

() REMFEHR
AR L
(3) TOIROEERR
AP L

2. AR
(1) EEE5EMHR
MU ERR L
(2) RERGEHHAR
MER R L
Q) Ef=ERER
HUEERR L
4) BNARMRER
ZEER R L
(5) ERERESMRAR
HUEERR L
(6) RRTHIB AR
M ER R L
() ZothoHksk
EUERR L
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X. EEMNEEICET SHIEH

1. REIX5
B K| AN AP E g (AT TR IR
FIAPFIVE BE 10mg [A—NT | WLFEEEIK T
FNAFE L BE20mg [ — T JLFEEE R
TR IVE L BE A0ng [H— T | ALIFEEEIR LT
) HEE-EREOLGFEIZLVERT LS L
BRI  ANAPILE L XA RFRY I G LA

4. BRWLWEDEE
RESH TN

5. BERITEM
- BEMEELTARN AY
- <FThoLBY A
« ZOMOBERITEM AV
(AN AF L GE/OD §E TA =T AT D LMEORE S A~ (KR
AL TS A — 25— (https://www. ohara—ch. co. jp) |2 &)

6. FE—H%7 - FME
A —m 53 « A AT w7 0D $E bmg, 10mg, 20mg. 40mg
W % . 7oA T v IR
HoTFHNEy X F, g AZ Y TN SN LA
U TNIPNNE L ANV E S TR

7. EFREFEAHE
2002 4E 4 A 25 H
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8. WERTAIBFABRVEARES, EMALNHEAR, REMBEAE

10.

11

12.

13.

14.

. U R 5E 7R S AT HE R A WFe Bl ta
E}i/h% ﬁiﬂ A 7?@1@%‘5 ﬂiﬂ H f'iﬂ A
ANVAGT ZGE | 001740 8 H 15 B | 22900AMX00643000 |2017 45 12 A 8 B |2017 4 12 A 25 B
bmg A —/ 7 |
ANAGVT G| 001740 8 H 15 B | 2290000644000 |2017 45 12 A 8 B |2017 4 12 A 25 B
10mg [A—,"T
ANVAGNVT G 001740 8 H 15 B | 22900AMX00645000 |2017 45 12 A 8 B |2017 4 12 A 25 B
20mg [A—/"T ]
ANAGNVT G 01740 8 115 B | 22900AMX00646000 |2017 45 12 A 8 B |2017 4 12 A 25 B
40mg [A—/~T ]

. PhREX(FEHFRIEM,

B LN

RERVHAEZREENFOFEABRUVZOAR

BEERE BIEERAREABRUVZOAR

Y L7

BEEHM
A L0

REZMFIRICEE T H1FHR

AFNZIELTHBREDED 5 THREMIHI_LRA

RIT LI TWDHERS | 1Z5%5Y

L7220,
FHEI—F
= ~5 AR L\{ [/_E o R
I ERGS = — R [ AT LAa—F
FIVA Y Z 8E bng [4— T ] | 126921601 2149044F3019 622592101
A A Y B 10mg [ — T || 125922301 2149044F1016 622592201
AV A Y B 20mg [A— T || 125923001 2149044F2012 622592301
A APV H L EE A0mg T4 — T || 125924701 2149044F4015 622592401

RIREMA LDEE

FIWAYILE EEdmg T —/\T ]

AHNTLRBRTS

WL DBRFEERAITEEY Ly,

FILAHILE 28 10mg, 20mg, 40mg A —/\S |

AANTRBRTS

W EDBRREERKMTH D,
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XI.

1.

SCHR

5| FSCRR

1)
2)
3)
4)
5)
6)
7)
8)
9)
10)
11)
12)
13)

14)

15)

16)

17)

18)

19)

20)

21)

22)

23)

24)

25)

26)
27)

RIFHE S TR+ - TS A BR (82 Smg) (2017 4F)
RIFHE S MRS AENERE - w5 (BE 10mg) (2017 4F)
RIFHE S TR AR - WS UBR (B 20mg) (2017 4F)

RIS TERA S FENERE : W ESRUR (B8 40mg) (2017 47)
RIEHE G TERASHE AENER &R AF R (5E bmg) (2023 4)
RIFSHE G TERASH AENER . &R ORAFER (5 10mg) (2023 47)
KIFHE TS AENEE : B WRFER B (52 20mg) (2024 4F)
KIFEG TS AENER : B R FRER (52 40mg) (2024 4)
RIFHE S TR+ - Id B BR (82 Smg) (2016 4F)
RIFHE G RS AENERE IR (5E 10mg) (2016 4F)
RIFSE S TERA S AENERE : InE R (58 20mg) (2016 47)

RIS TERA S #ENERE : InE R (52 40mg) (2016 47)
RIFH S TR ENERE Bl % o % MR (B8 10mg) (2016
)

RIFHE S TR #ENEER 0 BI% 0 %2 & MR (5E 20mg) (2016
)

KIS TEMRASH &R 5 FI% oL@ MR (B8 40mg) (2016
)

RIFHE S TR FNER - B H B (88 5mg) (2016 4F)

RIS TEMRA S FENERE 3 MR (B2 20mg) (2016 )

W SEERMt < HTE & AR, 2017 ; 33(10) : 793-808

OEA AT DFE R (v A5 7 88 2004 45 1 H 29 H&ZR, CTD2.7.3.3)
B « PEEAREME B M EIEZ R & LIz LoXf my B (A VAT v 7
BE : 2004 =1 A 29 HKFR, CTD2.7.6)

BB G OHNE (VAT » 788 12004 4 1 H 29 HAZR, HaEEEHTSE
2.7.3.5)
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