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(=5 2 (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 FAEHFAI 0229 5 10 75) | I TREBRZIT o7,

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 ANV ATNE U EBE 10mg [ — T | ZERERIF L L7z C KHED
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,
T ED AN A E U EE Bmg, 20mg A — T | IXENEINA
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
£ EHEEENCR T D %

HE SR HH 3 (%)
RERSE |FRR , [ 5 0D ) o e HIE
oy | A | e e ¥
pH1. 2| 15 92. 1 96. 5 FRERTUAIZS 15 RN -2 85% LA EFsHY | [R]4
H6. 0 15 56. 3 58. 7 15 L OV60 43 RIS 351F 2 BB I 0D Wt e
50epm |© | 60 | 83.1 85.2 | WIS EIERIA 0 + 10%0
pH7.2| 15 86. 7 87.0 FRBRRUANZS 15 /RN P44 85%LL EsHY | [R5
7K £,B8% : 57.5 2 BI%k DA 55 LA | EES
15 67.5 69.6 |15 K UN45 AT 51T 2 BRI O 1
100 H6. ; o7 EE
rem pH6. O s 85.6 |t A A + 10%0D AR A%

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

5 1i(pH1.2)/50rpm pH6.0/50rpm
100 b 100 }
P — 1= —
80 I 80 -
z o0 560
P H,g —O— AL AP BB [ A — T |
i’:‘ 40r {5 40 | —o— LRI (AL A LA B 1Omg [ A — T )
B —C— IV AP ZFEEmg [ A — T b .
20 1 —— FE YRR (AL AL 2 10mg [ — T ) 20 1 ) )
5 { o s+ 104
0 5 10 15 0 30 60 90 120 150 180
min min
pH7.2/50rpm 7K/50rpm
100 } 100 }
v
80 80
Z 6o 5 60
2
% 40 § 40 +
B B =0 IV AP EEmg [ A — T |
20 20 —o— [T HERLA| (AL AL 2 BE L Omg T4 — /T ))
—O0— FV AP B Mg [ A —T |
—— IRHERIAI L AL 2 GE 1 Omg A — T )
0 5 10 15 0 60 120 180 240 300 360
min min
pH6.0/100rpm
100 ¢ o - FBRIE . pH1.2= H ARIEJR H s BRI D5 1R
80 | pH6.0= 8 7= Mcllvaine DFE K
= .
360 pH7.2=7 7~ Mcllvaine DB &K
o —O— AL AL ZAEEmg [ A — T |
w i YA 1 V2 — N e
{§ w0 | —o— P HERIF (/L AL L Omg (A — T ) k= AR 7 Rk
B
20
{ o Tk £ 100
0 30 60 90 120 150 180
min
QEZDBFHETOHE
g | ANVAY VA BE bmg o e
RBEIE | B | (A= T O HE®) REEOHERE i
(ﬁg\) oI | el | (e & L IR 5 C Ol & e AR (n=12) D% HH 5= AF)
H/AMIE | BOKE | -2 E
SEHVR R £ 15%DOFPHEHE 255008 12 [l H| = e
pH1.2| 15 89.9 95.0 92.1 | {EDL T+ 25% 0 fEPA AR 2 B DA, EES
SR R = IB%DOFEIHE AR Z AL O 12 8] = s
" pH6.0| 60 79.8 85.6 83.1 | fELLFC = 25% DO RETAR 2 b D7, Gk
rpm : . :
SR ER = IB%OFIPHE AR Z DO 12 8] = s
pH7.2| 15 83.7 90. 2 86. 7 | DL T+ 25% 0 MEP AR 2 B DA, EES
WRIER =R = 1 2% D HFEFA B2 DH O 12 fJH] 4
A 60| 55T ] 6401 892 ) i o s abBe A BbOR A, |
SR ER = IB%DOFIPHE AR Z DO 12 ] = 4
100rpm |pH6.0| 45 83.2 85.6 84. 2 | {EDL T+ 25%0 R A A2 B DA, 7] &5

12




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

) E SEEVE 3 (%)
AR | R f [ S o o L v | E
(43) Eﬁ%ﬁ;@%ﬂ i%ﬁ;@ﬁﬂ
pH1. 2| 15 92. 1 90. 4 FRBRIUANZS 15 /RN -2 85%LL EsHY | R4
oH6. 5 15 58.3 55. 7 15 B OR60 45T 35 1) 2 3 BR LA o> T4 e
"l 60 83.3 83.5 VS H SR DMEHEBRLE D £ 10% D #iJH
50rpm o1i6. 8 15 76.3 75.4 15 R TN 30 A3 351 % kBRI oD S oL
30 90. 6 90.0 VA H SR DS HE R 0D = 10% D i PR
" 15 20.1 19.7 15 J U8 360 43 I 3515 2 skBRAUH| 0 e
360 28. 4 28.6 YIVR SR DM HE LK 0D 6% D P
15 70.0 64.7 15 R TN60 43 N 351 % 3k BRI oD P15
lOOrpm pH6 5 : &E 3t ;FEEE k Téuoﬁ%ﬁJ :F‘/j H/%:
60 88.8 86. 1 D HERIF D = 10% D i A
FEYERIF + AL A YL Z L BE 40mgl A —/~F | LotNo. OLM4010 (n=12)
(P& H AR
#5135 (pH1.2)/50rpm pH6.5/50rpm
100 100
f\/-
80 | 80
F 07 g o
@ i
\?\ o 5 10 —O— AV AN Z L EE20mg [ A — T |
g o —o— R AL B 4 40mg [ A — /T )
20 1 —O— AV AP N AE20mg [ A — T | 20
—o— [ HERUF| (AL AL Z R 4Omg [ A — 1T ) {4%?%%@%@7%% 10%
0 5 10 15 0 30 60 90 120
min min
#52i(pH6.8)/50rpm 7K /50rpm
100 100
80 80
g % =0 )L AL 2 BE20mg [ A — /T |
w 50r g & —e— AN L AL 2 B 40mg [ A — T )
3 s
s I AP 2 0mg [T 5w I
hed —0— )] VA EE20mg [ A — T ) hel
b —-—ﬂ—?;f‘iz‘%ﬁuwwx#w;‘/m()mgF7r~/\ﬂ> & o—o—& L L ° *
20 20
{t‘:‘a@@%ﬂ@#iﬁﬂﬁm%im% ii {t’i’iﬁﬁ@ﬁwﬂiﬁﬂﬁ,‘ﬂ$i6‘%
0 10 20 30 0 - 60 120 180 240 300 360
min min
pH6.5/100rpm
100 F AR . pH1.2= B AR R 7 HH BRI O 1k
80 1 pH6.5=3# D 7=-Mcllvaine DFE IR
: e bt e e
560 f pH6.8=H A JE &) 5 Vi BRI D 55 211%
3
€ 0l —om AN AP E20me (A — T | k= A AR TR ROK
b —o— R (L AL 2B AOmg [ — T )
20 |
{ o o= 108
0 30 60 90 120
min
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QELZDBEHETOHHIE

HE | ANVATILHZ L BE 20mg

R 4 i | [ — T DY ) [RIZE M D e He 7 w
ABRAT ég PoNe %ké}ﬁwﬁ(%%%ﬁﬁﬁ?wﬁbﬁ¢m42®%m%#)ﬂ

SERITR =R 2 15%DOFPHA R 2. DB 008 12 ff8

=1 Afe
pH1.2| 15 83.9 97.2 92.1 | DL RO+ 25% DO REPIZ 8 2 Hb D72, [F] &5

TR R+ 15D FIH B 26D 12 HH] = 4
pH6.5| 60 | 81.2 | 85.5 | 83.3 | HLLF G+ 25% DR FHA 2 b DAL, EES

50rpm
SETAE R £ 15%DEPH A B 2 DB 00 12 {f# |
pH6.8| 30 85.8 | 94.1 | 90.6 | JHEL TG+ 25%DREPHA 2 b DAL, [A]

S R = N R B b0 12 1]
A 360 | 264 ) 305 | B | p e ko gE B2 Sb00 R, |

SEBTA R £ 15%DOHEIPHE B 2 D50 12 | = 4
100rpm |pH6.5| 60 | 97.8 | 99.9 | 88.8 | ELL TG & 254D I A 2 B DAL v, EE

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
1R : 37°C+£0.5C

ARG R« TRBEELOEDFHIRENREBRT A T A ) OEEUEIZHE
ALz, ZHCE DA AT K U BE 10mg KT 40mg [ A4 —~T |
DIRHZEET, 2 TORBREIFIT BV THEERA| (L A T v 7 §E
10mg }2 QY 40mg) EFEBLL TV 5 EHE ST,
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) ANV ASZ U EE 10mg T4 —NT |
F WHZEENC T D

) HE SRRV 3 (%)
B eSS B FIVAT 7 FULIE DY ) E
(G | ™™ $€ 10mg
pH1.2| 15 96. 5 96. 7 FRERBUAIZS 15 RN -2 85%LL EsHY | FA{EL
15 58. 7 53.9 N ASFRIT 3 SR | ) S
pHGO 15%()\#‘12(\);7%5]? %H‘éui%%ﬁJ@:‘: iﬁ@[
120 92.9 84.8 PIVR H SR AR HERLA oD = 16% DT
50rpm . X 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 | IVAHIERASEEERLA 0> £+ 12% D5 i
15 69. 6 62. 3 15 N9 ASFHIZ 3 BRI DN | s
100rpm |pH6.0 15 U QFE’EJE U HRREAOTL | gy
90 92.0 85.7 TR HERIF D = 15% D Hi [
(n=12)
(7 H AR
#1ite(pH1.2)/50rpm pH6.0/50rpm
100 } o 100 |
80 I 80 -
\K{- 60 ; 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 | 20 |
{t‘i‘i%%&’ﬁﬂm#@%ﬁ%im%
0 5 1I0 15 0 3I0 6IO 9I0 IIZO 1;30 15;0
pH7.2/50rpm 7K/50rpm
100 100 f
/._/—0
so | 80 |
¥ 60 goeof . 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 60 120 180 240 300 360
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
g —e— L AT 25 10mg
20
{%iﬁ%%m%@iﬁtﬂdﬁiw%
0 30 6IO 9IO 1;0

min




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 55. 7 58. 8 15‘&0“ 120 ﬁ%‘ﬂ&:isﬁé%ﬁ%ﬁ@%ﬂ@ﬂ? K0l
120 89.9 84.9 YV HH SR S HE BRI 0D = 16% oD i PH -
50rpm bH6.8 15 75.4 76.0 |15 R UN30 53 M 31T 2 BERILAI 00 -1 5[5
30 90. 0 87.5 | VAHIZR)MEHERIA| D = 15%0 Kl =
" 15 19.7 17.8 15 SO 360 53 BN 4317 2 kB o K0l
360 28.6 24.5 | BIVAHIE DM HERLA 0 & 9%0D =
15 66. 7 064.7 N AN Tiab o) SRERHRIK| DN | .
100rpm | pH6.5 15‘%0#12?;2%%& kn‘éﬁ%ﬁ%ﬁJ@I Kl
120 91.5 85.3 YV H SR M HE LA 0D == 15% 0D % BH
(n=12)
(VA Hi il #8)
13 (pH1.2)/50rpm pH6.5/50rpm
100 | i 100
80 80
5 60 [ ¥ 60
ﬁ or § or —O0— AL AL Z A AOmg [ 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
S S o L AL S AR AOmG [ F T
r1 60 B 60 T —8— 7L AT 7 BE40mg
= e
R —o— A AP AOmg A — T | R
X b7 mg —/N ")
B —e— L AT Y G AOmg B s o ?
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
{ﬂ%@%m%@%m%i 15%
0 30 60 90 120
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10. B -a%
(1) EENMLELGRSR - A%, NEIEKRLERSE - AZICET LH1ER
BARUANA
(2) |
AN AP H U EE bmg T4 —,~T ] : (PTP) 100 $E (10 £ X 10)
A AP VB EE 10mg T4 —2~F 1 ¢+ (PTP) 100 #E (10 $& < 10)
TN AL H B 20mg T4 — T+ (PTP) 100 &E (10 £ X 10)
A APV A EE A0mg [A— T | (PTP) 100 $E (10 $£X 10)
@) FlEEE
PR
4) BEOME
PTP a1%E
PTP:R U b e =1, 7L I{E
TNIZETA4NLEZ RV FLr TAIHE, KV FLorrL740—
I

1. Rl EShEEME
Y LR

12. ZDith
Briz7e L
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BRICET SIEE

1. EEXIRE
= I [ i

2. MREXIHRICEET HIE

=g
AxX B

TEINTWVRN

3. AZERUVA=E

(1) RERUVAZEOfEHR
WE., RAZIEAV A LZ Y A REFYINELTI10~20mg 2 1 H 1[EFEA
BHT 5, 7k, 1 HS~10mg &G A2 L, Fln, GERIC XV ek
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 ANl (7272 L. AP Tld 140/85mmHg Aii) 12 %
E L7586
7 2) FREM  IGE#A)E (-10mmHg LA _E) R OWEsEHA M+ (-5bmmHg UL ) %1
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 . EEARRAAEEE Y 4.5%(1/22 B) . FISRAIDF LR T B MR A
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
JEHIE 92. 6% (25/27 fl) T - 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,

_20_



-t

VI. EFEEICEAS HIER

1. EEZMNICEAESHSILEYMXIZILEYMEE

T FT oo (A SRR LR
& EEO B LAY ORI EE T, BFOETFRIABRTS 2L,

2. KEHER
(1) fEREML - FEREF

FWVAP LY ARV IWIT B RT v THY | AERNTIEERHY TH
HANWAP NG ARSI, T UA T (A XA T (AT Z BRI

BRI L TADORE 2 rICIE L. FERTH D AT OFRIIEM &
P92 29,

(2) EMNZERAMT T HHBRAKE
) 7oA T oo 0 I RBAKERER

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
FOGZ2H L, 2 OMmEERIZIEMREZ bR CTh o7, 7 v MRS
XIZBNWT, AN APLEZ Y A RFY I VT, BROFEICEIY ATICK D5
JE SR % FEGER ] L7z 29,

2) BRIE/EH

O ANAYNVEZ Y A RFYINIROKEICLY, BEELET v M, &
MEARFIET » b, EFMNET v FONRIZEROEETEER 2R L7223, L
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
ICERIEZ2 <. DA BT K Lz, 6o T, AN A v OREEIER

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. mMAREDHTRE
() BRLAMGMPRE

EUERR L
(2) RRBREBRCTHESIA-OLDRE
1) HEkS
EFE 72 N 240l A AP v & 2 A R 215 mg, 10mg, 20mgf Y
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
#hnL =,
FNAPE L A RXY IVHEROEGREO AL AL Z o O3B RE
INT A—H
BEE ) P (ngjar;L) (t};H;}; (thll/:) (ng -Ahlic/ ml)
5mg 6 152+31 1.87+0. 4 8.7+1.2 892+191
10mg 6 27746 1.7£0.5 10.2+1.8 1,576+244
20mg 6 481+117 2.240.4 11.0+3.8 2,903+915
40mg 6 1, 006152 1.7£0.5 10.6+4.7 | 5,807+1, 142
CE¥IE£S. D.)
2) REERE

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.)
D 4B M#E-, 32) 7H &S, 1E3) 8 M Ger 28 #att DIEHE(R 72)

R 72 B N BPE2THNC AL AP L Z Y A RE Y I L10mg, 20mg}z NM40mg %

LH1ET7HBRER DS L & 2ofmiEf 4 2 Y02 ARE 2Rt Lz
LA, HROPITEFRBIGEL, FRMETIZEAERDLNRN-7,
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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 Ze4tE (A EorEs%) (B3 2HE 7. MHAEH) 0mESR
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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
ZHER R L

6) mAHE
AZUER R L

(6) ZDfth
BRI L

3. B&H (REaL—Yav) @i
(1) FRAE

B - L A
(2) INTA—FEHER

M ER L
4. RN

RAFTALTEYT 4

TR 72 RN 24 BN ANV A YV Z o X RF Y )L 20mg & 22 I IR BLEIRE H 4%
I3 A VAPV Z 16 2mg ZERIRIICHEIER G- L, #E A4 AT~ T

CE#E+S. D.)

F RO EER . 25. 6% Chhoim B WEAT —X).

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
EOMENRD D, (VI ZeEER EOEES) ICETHHE 6. fFED
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 RSB A U S 2o 72 3 D BN T — %),

6. X

(1) HRHEDGL B MR S
ANAYZ A REY IVE EAEGR TSGR RSO S
BWTT AT 7 —BIZ X DMK T AEHERED O AV A v 5 ARG
SND, MIEFINIA N AN o DBDFED BiL, € OMONHIIFIE L 72
W, B MFIZmY =LAz, F b7 m—2A P450 SrFFE 7 FFE (1A1&2, 246,
2C19, 2C8&9, 2D6, 2E1, 3A4) DIEMEIZDOWNT, AN AV AKX A K HAFERE
BEfLic e 2A, BRHETHRE SN METRE TIIWT o FEbIFELE A
EHE LARhote, £, b MEERIFMAZICC, AAAS L2 ARy IV
2L %F b7 m— 2 P450 OFFEILFRD H Lo 72 (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 Flo, BEPRLERGAIIROFEFHICEET S &, [9.5 ]
(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,

_32_




7. HHEER
(1) BrREZEZEZNER

(2)

10.1 GtREE

(BERLABZWZ &)

B SHIEE

R PRIEAR - FF1E 51

B - fabRIN T

T AX LT VR
UL A
(BERIBEITHERT S
Bf. 212, foBE
BEEZT-> CTH BT
Doy bar—LRELL
AROBEFEEZRS, )
(2.3 &[]

FEBIEVERG A | B BERE
e E U v A E K&
WEIMLED U Z 27 #hnas
WEEINRTW5D,

L=y-TUooF TR
PR FH 23 B @ < 5 T RETE
NHb,

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 &,

V=Tt T v F
PR S 98 = 40 5 AT RENE
N5,
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el

10. 268 (BFRICEETH L)

AN 4, 5 BERIELR - HEE 1A R - fabRIK 1
TV T v AR | B RERREE, SV U A L= T U T v h
TR EA HPE K OMEC I E 2 2 = 3 | FLEVEH 23 B 50 & 5 mlREdE:

BENAWHRDH D, NH D,
FEATaA MRS |(FREEANETETL2B8F | EAT a4 FMHHE K ER A
il nndH 5, X, MEIEEREZ /5
OAX TS5 DA RRLE
TERC X 0, RAIOREEER
IS DA RRMEND B,
B RSB ST LARBE | TR E ST OE R
nndH 5, EERICI Y, B MK
T4 27-btEZHN5,
8. ElEA
11. 3R

WORIERNH bbb Z ENHDHDOT, BILE 21247V, BENRO LN
TG Zhikd 5 7 Pl e vE 21T ) 2

&o

(1) EXLGEMEREDHEIR

11.1.1

11.1.
11.1.

11.1.5

11.1.6
11.1.7

11.1.8

1.1 EXGEMER

I & FE HEA)
B, AR, WEE, FOMEREMERE LTHEDONDZ LD D,

2 BARE (HERY)
3 BAh Y LMmE BEEA)
11.1.4

Lawy BEARH) ., KL BREUHEEK EEAR)

WG, EM:, BRI RSN D S oA, EBICHEY R LEEITY 2
Lo [9.1.4, 9.2.2, 10.2 ]

FFHRERES (HEEAHT) . BB (A

AST, ALT, v-GTP EHZEDOIFERERENH LDONDLZ LN D, [8.1 2]
/iR A (BEEARB)

1K I 4 (BN BA)

Wi, ZEE, miT, FoREA, £PET, i, EREEERH LD
NS a TGP L, @URAELZITO Z &, BERFEERFOBET
bobhT U,

TE R AR RAARAE (B AH)

TR, B, CK Bo, AR R I A7 m v B AR E T DR
ARIEDN S S oD Z ENHDHDOT, 2O X H RGAICITEbICHE S %4
1B, @UREEZITH 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

9.

11.2 ZofhoEIER

1~ B 1% I FE S
3 O %95 Z 5 ¥
FRIMERERD . ~F 27 | [ EREC RN . /s | % i
ke 2V, o~ k2| BRSO
U B
HEV, THL b4, | FRH. EER, RS
Az &
R | DL e
A T, WG - g
AL A Hig. Nk, B
Rk, R
DFEME . B, 1T
PA fEDD
a5 N
Wl ALT J:%\EAST J:;E ALP E &
v —GTP k& . LDH F&-.
BUN |5 myE 7 v 7 F = |HE
W PR B LR REABE.
R T S B
CK F&H-. CRP EH.. b+ |&HEER., %k . B R (i
Y7 Y%y RES, A NI = - DN
WHU YA R R Mg B R e B L A
D 5 X
oM g . BOR. E
LU, SRR R
JES

RKIRERRICRIFTEE

AR L

i

1

B
\
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10. BEKRS
EER e L

. BRLEDOEE

14 ERLDIE

14.1 ERFREBFOEE
KFN A ARV CHEERR A T AL v b A VR A L —Al4p,
LIRS ENF FICTRIE LT A . A MRV VIERBERIAI I AL »
N A VB RIBIENEAT HZ DR DHO T, —alfbiThET 5 Z &,

14.2 FERIZFBEOEE
PTP @HEDIANL PTP > — R DRV L CIRAT 2 L5852 &, PTP
U— FOREERIZ LY | BB RAREREASFA L, BICIEFEALEIBZ LT
MERAREOEERGIHEL IR T2 1B D,

12. ZOHMDEE

(1) BREREERIZED < 154
LR L

(2) JEEPRMERICE TS < 158
BB L
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X. FERPREBRICBEI HIHE

1. EEHER
(1) ZEhFEEHER

( TVI. I 2EE | &)

() 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
- BEMBEYHZE AV
(AN AYNE GE/ODGE TA =T ) 2T 2&MEDEHE S A~ (KR
S TEMRK SR — 53— (https://www. ohara—ch. co. jp) ([ZF5#k)

6. FE—H%7 - FME
A —m 53 « A AT w7 0D $E bmg, 10mg, 20mg. 40mg
W % . 7oA T v IR
BT XTI, g AR B Y TA NP
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

AANTORBGSIR EORFEIEKLTH 5,
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XI.

1.

SCHR

5| FACEk
1) KRIFFES TS PR - w7l el (B bmg) (2017 4F)
2) RIEIES TS #NER Wil R (BE 10mg) (2017 4F)
3) RIFEFEM MRS AENERE : Wi BB (B€ 20mg) (2017 4F)

4)  RIFFES TS AENERE WP B SUBR (B2 40mg) (2017 4F)

5) RIFH M TS HNEER : & IR AR (52 5me) (2017 4F)

6) RIFFEM TFEMASH HENEE &I OR AR (5E 10mg) (2017 47)

7) RIFEFEM TERAS . ANER : BRI (5E 20mg) (2017 47)

8) RIFFEM TH¥MA S HNER &R AR (BE 40mg) (2017 4F)

9) RIEHEM TR +ENERE : 1B (5 5mg) (2016 4F)

10)  RIFHE S MRS AENEEE - MRS (BE 10mg) (2016 4F)

11)  RIFEE S TR S AENERE IR RER (B2 20mg) (2016 47)

12) KRG TS NERE - IR (5€ 40mg) (2016 4F)

13) RIFEES TEMASHE (ENER : 0 BI% O =2 E R R (58 10mg) (2016
i)

14) KES TS ANER 8% o 22 @ M5 (BE 20mg) (2016
)

15) RIFE S T3EMASHE AENERE : 0 BI1% O 2 E R B (58 40mg) (2016
i)

16) RIFHE S TS L AENERE - % R (88 5mg) (2016 )

17) KEHES DRSS NERE % R (B€ 20mg) (2016 4F)

18) HJIZERIE A « Hr3 L FEIE. 2017 ; 33(10) : 793-808

19) DFABNTORE R (v AT v 7 82:2004 45 1 H 29 A &KFE . CTD2. 7. 3. 3)

20) BXSE - PEIEARREMEESMITEEEZ R G E L7 LSS 1y B CFr
AT w7 HE 2004 4F 1 A 29 HAFE, CTD2.7.6)

21) EMIBEOEIIE(CF VAT v 78 2004 45 1 A 29 HAGR., PG
BHESE 2. 7.3.5)

22) ABEMEMEBREEZNRE LA T AEFE 14 7T A4 FRA
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