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<~ EDT 4 N ba— g | JEOTAVA AROT AL LI AGOT (L5 RADT /1A
o =T 4 VTG | AT 4 VTS| 2T VTR | 2T 4 VT B
T EE>
. ANV H
VR HY 92~98 85~91 86~88 81~87
{ﬁ(f)ﬁ <3074y, T0%LL F->
—06 Thu TS VERE 90~96 88~93 90~96 85~92
n= <304y, T5%LL L >
A NPV H
SE 100.1 100,.5 99.5 100.0
;fx <95.0~105.0% > ’
Ly | TARYELSVAB 99.7 99.7 99.1 99.7
ne <95.0~105.0%> : : ’ :
(2E1fH) wE (N) n=10 113.5 81.3 79.2 87.8
X BRBEICHTIHIEEER (%)
OANT 27 AEELD INIG, ®git 25C, Bt [[REARZ]
FRIERIE B gL R
<HiHE > EEpESS 60 77 Lx-hr 120 5 Lx hr
PEAR
_ BDT 4V a— BDT 4V T— BDT 4V Ta—
B~ EREEDT (L aa—F 4 | FEPT AV HEDT V5 REOZ k5
N T4 T T4 T T4 T
T EE>
. A NPV H
VR H 92~98 92~96 87~95
{ﬁ(o”u/j)ﬁ <3074y, T0%LL F->
0
_ VA=A NI 3
n=6 2304y, TE%RLLES 90~96 90~95 92~96
A NV H
S (% 100.1 100.3 99.1
Ak 2 <95.0~105.0% >
T ha T Ry UliRtE
=3 ) ) )
n <95.0~105.0% > 99.7 99.3 98.9
(2E1fH) wE (N) n=10 113.5 112.4 117.0

% RARICHTHEAE (%)




OANT 27 AfdEsE HD INIG)  #4a%E 40°C s, [ERER]
BRTE H A7 AR
<Hikk > B A 1% H 2% A 3% H
PR ok BAYIAY AN R R R AY S AY A AN R R AY LAY AN Bk BAY LAY D
<HTWENWENED T 4 N Aa—TF (6D T 4 VAT | DT 4L |[BDT 4T | BDT 4 VA2
€T EE> —T A VTEE | =T A VTRE | —T A TR | —T 4 T EE
. ANV H
VR H 91~96 86~92 91~93 92~97
{ﬁ(f)ﬁ <3074y, T0%LL F->
—06 T AR IES SR 90~99 90~95 91~93 92~97
n= <304y, T5%LL L >
A NPV H
G 99.6 101.0 100.1 99.6
;fx <95.0~105.0% >
Ly | TARYELSVAB 100.3 99.4 98.4 99.3
n= <95.0~105.0% > : : : :
(2E1fH) wE (N) n=10 108.5 104.9 113.8 108.2
¥ BTRERICKHTIERE (%)
OANT 27 Al AEEHD INIG) M®@dE 25T - 75%RH [HEE, B
ABRIE B PRAFHAR
<> EEpESS 1% H 2% A 3% A
Pk O BAY Y A A R A R AY A A A R R AY A AY AN B R R AY A AY D
<OHTWEWEWED T 4 v ha—T [BADT 4T | BDT 4 LT | BADT 4T | BADT 4L
® T EE> —T 4T | =TT | T AT | —T 4T
. A NPV H
VR H 91~96 86~91 82~88 81~88
{ﬁ(o”u/j)ﬁ <3074y, T0%LL F->
—06 T AR IES SR 90~99 90~100 93~99 83~95
= <304y, 75%LLE>
AR L
G 99.6 100.0 100.1 99.8
;%X <95.0~105.0% >
0—3 TAE TNV 100.3 100.2 99.6 99.4
n= <95.0~105.0% > : : : :
(2E1fH) wE (N) n=10 108.5 82.6 83.4 76.9

% RARICHTHEAE (%)
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OANT I 7 ABLAEE HD INIG) @i 25°C, Bt (KB

ABRIE B B S A
<Hirg > B Af iR 60 J Lix-hr 120 5 Lix-hr
JE/N FFTNTENTEWNED | HFTWNENENEO | DTN NN ED
<OTWVWEWEWED T gV bha—T | T4 bha—T 42 | T4 bha—T 42 | T4 bha—T 1
€T EE> A 7 §E 7 §E
. ANV H
VR HY 91~96 87~93 88~92
ﬁf? <3074y, T0%LL F->
j6 Thu TS VERE 90~99 91~101 94~102
n= <304y, T5%LL L >
A NPV H
o 99.6 100.4 100.1
(3f% <95.0~105.0% >
Ly | TAETVEVSm 100.3 99.4 99.3
ne <95.0~105.0%> : ' :
(2E1fH) wE (N) n=10 108.5 108.8 109.3

M RTRRICHT D AHE (%)

7. BARNERUVERRORESE
RN

8. MFlENEEEL (MEILFHNELL)
RZM LR

9. Bt

(1) #HBI%

AT 27 AEEE LD INIG) KOS vT 27 AEVEEE HD INIG, ORHMIX., HAEF G IZE
DOENTHEITEE L TWD Z ERNfEREN TV D,
GRBRI IR B ES 2 1% 900mL & vy, /R RAVEIZ X Y, 50rpm CTRBRZ1T )

B RS
B4 FiLAE IRF ] R
AN 30 47 70%L I
T Am YRV OVERE 30 77 75%LL I

11




(2) WHRBR 2
(A V7 =H RBEEEHE HD INIG))

BIEIE L O EYFRIE SRR T A RF A L EDO—RIEIZOWT CERR 24 4E 2 H 29 H A%

A3 0229 F 10 &)

OANNRYILZ
RER S
EiE . AARIERFS  wHEBRE S NuE

[AIEA% K OBRIE © 50rpm (pH1.2, pH3.0, pH6.8, 7K)

I ]

- pH1.2 (50rpm) TiE, FEAERFIR OATITE HIZ 15 /3 LANIC Y 85%LL s L7,

- pH3.0 (50rpm) Ti&, FEHEREN 360 75281 5 FAEHED 1/2 OFHIRHREZ R TR L)
360 Z3 TN T, AL DB H R ITAEAERLA O P ER =R D £ 9% OFEFHIZ B > Tz,

- pH6.8 (50rpm) T, FEHERIAID IR 60% K% Y 85% LD 2 K SIZH\ T, AR
T SR IAEHE R O SRS 2R D = 15% O FEPHIZ & - T,

- 7K (50rpm) TiE, FEHERIFID 360 5312 361T 2 VAR D 1/2 OSBRI % 73R i L OY 360
NI T, A D P-4 2R IAT VRS D S 2R 0D £ 9% DFEFHIZ & - 72,

- pH6.8 (100rpm) Ti, [FFEK D 50rpm OEHFRER T, 30 /5 AINICEHERLA] AL & HICFEY
85% LA E¥RH L7=72% . 100rpm DO HRER 2 E 0 L7,

Plb, A7 27 AEEEE HD INIG) OB A V_SP v B A0 T, s 2 R (7

4 2 7 AdAEE HD)
A RT A4 v OHEREIEE LT,

(V& HH Hfi )

EHHR L7 R, R TORBRIRIZI VT TEIEERR S O AW r R PR R

EHE (%) pH1.2 (50rpm)

EHE (%)

pH3.0 (50rpm)

B (53)

100 | A AT IR 100 } A AT IR
80 | —— AL 7 EHAESHHD TNIGL. - = = 50 | . e
- & =74 35 AEEHHD —— L7 xﬁlﬁﬂfr%zHD TNIG]
60 | ,I 60 | —ﬂ—?#iﬁj\ﬁa%ﬁ}lHD
40 | 40 |
20 | 20 = = =
O L‘ 1 1 O L‘ 1 1 1 1
0 10 15 0 90 180 270 360
BFfE (53 BFfE (53
EHE (%) pHB.8 (50rpm) FEHE (%) 7k (50rpm)
100 | AR 100 | AR
80 1 80 1 —— L7 35 ABLEEEHD TNIG)
60 r 60 r — # =7 25 2FEHHD
40 | 40 |
20 —— L. 7 25 2AECEFEHD TNIG) 20
- =7 25 2AEEEHD
0 ¢ : i 0 7%
0 10 20 30 0 90 180 270 360

B (53)

12




OT rua v Ry LR

ARG

i AR wHRERE SRk

(AR S ORK © 50rpm (pH1.2, pH5.0, pH6.8, 7K)

CHIE]

- pH1.2 (50rpm) Tl FEAERIFI N OURSIE E HIZ 15 0 LANIZ Y 85%LL EiAH L=,

- pH5.0 (50rpm) TiE, FEHEREIL OARGITE HIZ 15 LN T 85%LL By L7z,

- pH6.8 (50rpm) TiE, FEAERHFI K OA I E HIZ 15 Sy LANIC Y 85%LL EysH L7,

< K (50rpm) TiE, HEYERIFIOFIIIEHRN 40% M O 85%FHITD 2 Bifiod 9 b, 40% T L 725
IRF A CUEAR i O SR H SR A YE LA O SRR 3 = 1% DFEFAIZ 8 o 7223, 85% AT & 72 2 I A
TIXZEOHFPHIZ D o7, £, 2 BEEOMEIX 42 KifiTh -7,

- pH6.8 (100rpm) Tidk, [FFEHK D 50rpm DA HFER T, 30 /3 LINICEEAERGE] . Adh & 1T
85%LL EIRH L7272, 100rpm O HEER 240 L 7=,

Pl A7 27 AReASE HD INIG) OFZKS T Lo P XU VEREEIZ OV T, B HZEE) 242
HERIA] (T4 X7 ABLAEEE HD) & L2fER., KRERRBIRICBW T IR EERSOAEY TN
FEIEMHRER T A RT A 2] OHERBEZHES L,

(P H bR
BHE (%) pH1.2 (50rpm) S (o) PH5.0 (50rpm)
100 | FLODEARLILEE A 100 } FAODE AL LEE
R -
80 | L 80 |
60 | 60 |
40 | - 40 |
20 | —— o JL7 = S 2AEEHHD TNIG) o0 | —— L7 = 5 AEEFHD TNIG)
= - % = T 54 2BEEHD - = T 54 AFEEHD
O L‘ 1 1 1 O L‘ 1 1 1
0 10 15 0 5 10 15
BFfE (53 BFRE (430
EHE (%) pHB.8 (50rpm) FEHE (%) 7k (50rpm)
100 | T LODE AL LS 100 } T LAODE AL LSS
80 | 80 |
60 | 60
40 | p 40 |
20 | —— L7 E 5 AEEFHD TNIG) o0 L —— LT E 5 AEEFHD TNIG)
- = 7 A I AEEEHD - = 7 A I 5 ABLEEHD
0 L! 1 1 1 0 L! 1 1 1 1
0 10 15 0 15 30 45 60
BFfE (53 BFfE (53

13



(3) ERENE D8 0 [E T RA O AW 51 R 5 MR 9
(A7 SO REEEELD INIGD
AT 7 AEEHE LD INIG) 1%, [E &2 B 588 N ER A O AR SRR T A 74 >
CER 24 422 H 29 B FEAHFATIE 0229 55 10 75) | ([ZHKES&, A T I 7 AFAFE HD INIG) %
PEAERLA b LT & & IWHZEE S FESE &OHE S, ARG L Al S iz,

OA NP L

RS
EE AARIERSG  BHRBRE SRk
[l M ORURIK - 50rpm (pH1.2, pH3.0, pH6.8. /K)

CHIE]

- pH1.2 (50rpm) Tidk, EEERALOARMITE HIT 156 GLANIT Y 85% L, At Lz, £72, &
KRR (15 43) (2B DR OE 2 DVEHRIZONWT, RGO EEIRHEE15% B2 D5 H D
N 1ELLF G, £25%D#PHZHEZ 5 DI Rh o7z,

- pH3.0 (50rpm) Ti&, HEHERFN 360 5281 5 FAHED 1/2 O IR 2 % 78975 2 7o i
RN 360 43128V T, Ab OB HRITAEERF O R HHE 6% OFPHICH > 7o, £,
HAEELIERE AL (360 27) IZ361T 2 ARG Ol # DV HFIT, RO TFHEHELI% L2 2 b D0 1
fELLTC, £16%DHPHAZE X 5 b DI o7,

- pH6.8 (50rpm) TliE, HEHERIFI O FEEIA RN 60% M O 85% AT D 2 FFAIZIBUWN T, Afh D
R RIS ERA O LR HE £ 10%OFPHICH - 7o, T, RIS (30 40) 1281 A0
DA 2 OVEHFIL, RO FLEEHLRE15%EBZ 5O LELLT T, £26%0#iIEA B2 5 b
D72 o T,

+ K (50rpm) “ClE, FEHERLAIZ 360 43235 1T 2 EHTR D 1/2 ON-LIE 3 Z2 7=971 2 70 Rf R %
O 360 F3ICHV VT, A O SR = AR ERIA O PR R = 6% DR IC b o 7o, £o, Fofk
PRRg I A (360 47) (Z361F ARG Ol 2 OEEH=RIL, AL OFEEMFELI%ZBZ 5 H D03 1 {E L
T, £15%DHIPHEZHEZ D b DI -7,

- pH6.8 (100rpm) Tidk. [FFERHE D 50rpm O HFER T, 30 /3 LINITIEAERA] ARG & H Iy
85%LL FYRH L7-7-%. 100rpm DO HRERZE M LT,

PLE, ANVT7 27 AfdE8E LD INIG) OB A V_SP L H AZONWT, IR ZEE) 2 im ERA (o

N7 X7 ARG EE HD INIG)) &l L7ofE R, 2 TORBRIKIZI W T TE RS2 288 0 E A
DEMFERIRFEMNABRT A BT A > ) OFERLEICEE LT,
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(F& H )

EHE (%) pH1.2 (50rpm)

EHE (%)

pH3.0 (50rpm)

100 | AL A 100 | AW R
80 | 80 |
— . 7 E 2 ABLEFELD TNIG)
60 - 60 - -2 = L7 EHABEEHD TNIG)
40 | - 40 |
-
20 = e ). 7 I ZABCEHLD TNIG] 20 L
- = .7 ELZABLEFEHD TNIG)
O L‘ 1 I 1 O L‘ 1 1 1 1
0 10 15 0 90 180 270 360
B (4 B (4
FEHE (%) pHB6.8 (50rpm) FEHE (%) 7K (50rpm)
100 | ARG R _———a  |[100 | ARG IR
oo 0 AT 80 |
— . 7 E 2 ABLEFELD NIG)
60 60 - = L7 35 ABEEHD TNIG)
40 | 40 |
20 | — . 7 E 2 ABLEFELD NIG) 20
- = .7 ELZABLEFEHD TNIG)
O L! 1 1 1 O L! 1 1 1 1
0 10 20 30 0 90 180 270 360
B (4 B (4
OTF hua PRy UlisE
RS
i HARIRB S BEHRENE SRk

IR EO % ONRER K : 50rpm (pH1.2., pH4.0. pH6.8, /K)

CHIE]

- pH1.2 (50rpm) Ti&, FEHERAIROARGIXE HIZ 15 5 LANIC Y 85%LL g L7z, £/, &
HEEEgRE L (16 43) (BT DRGSO 2« DU HEIL, R OFEHEEHEE15% %2 56 DN 1
fHLL T T, £25%DHIHAZ B Z 5 b Do Tz,

- pH4.0 (50rpm) Tidk, EEERFIROARMILE HIZ 15 FUNIZ Y 85%LL R L7e, £7-. &
HEEREZRE AL (16 47) (BT ARG OE ~ DU HEIL, R OFEHEHET15% %2 56 D0 1
ELLF T, £25%DHPHAZ B A2 5 b DIFRnoT,

- pH6.8 (50rpm) Tidk, HEERHFIKL OAKRMILE HIZ 15 FUNIZ Y 85%LL R L7c, £72. &
FEELERF A (15 47) IZB T 2 AR MO 2 O HRIT, KO PEHEIHRE15% 2R 5 H DN 1
fELLF T, £25%DHPHAZ B A 5 b DIFRnoT,

<K (50rpm) TIE, f2 BXDOMEIL 55 LA ETH 7=, £i2, BKHBES (360 4Y) ICBIT A
O 2 DIFHFRIT, REOFEHEL12% %2 B2 2 O 1ELLTF T, £20%0#HEE B2 5 b
DI hro 7=,

- pH1.2 (100rpm) Ti&, [FFERIKD 50rpm DOEHFER T, 30 73 AWITIEERGE], Abh & 612
85% LA E¥sH L7=72% . 100rpm DOIAHRERZE W LT,

Plb, AT 27 AFE8 LD INIG) OBZIKS T vV XU RBEIZ DWW T, S E &

HERGR (A V7 27 ABAEE HD INIG)) & LR, R ToORBRIKIZIHWT &N RR 5%
H BT O A 2[R SRR T A R A ) O¥ERBEIZES LT,
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(VA HH )

B (53)

EHE (%) pH1.2 (50rpm) EHE (%) pH4.0 (50rpm)
100 | FAODE AL EE 100 | T LODE AL EEE
80 80
60 | 60 |
40 40
20 L —e— LT JREEHLD NIGI || oo | —— L7 T 7 2B EHELD TNIG)
- = A7 ELAEEEHD TNIG) - =)L 7 EHZABLEEHD TNIG)
O L‘ 1 1 1 O L‘ 1 1 1
0 10 15 0 10 15
B (49) B (49)
EHE (%) pHB6.8 (50rpm) EHE (%) 7k (50rpm)
100 | FLODE AL L EE 100 T LODE AL B
80 80
60 | 60
40 | 40
-~
20 - — . 7 E 2 ABLEFELD NIG) 20 — . 7 E 2 ABLEFELD NIG)
0 —Iﬁ - )T 7I7\EﬂﬁﬁHD |'NI(I3J 0 L= o - /fJ!J?":E 77\EﬂﬁﬁHD |'NIGIJ
0 10 15 0 90 180 270 360

B (53)

10. FiH - 3K
(1) FENADELESR - A, NI/ EBRLES - AEICET 515R
BARANA

(2) a%

(AT Y XBEEEE LD INIG))

100 2 [10 g (PTP)

X 10]

(A7 2H XEEE%E HD INIG))
100 &£ [10 &£ (PTP) Xx10]
(3) FEBE
FAAPSA
(4) BROME

PTP

SARYU TRV T AL, TAI=TAE

Ea— 7= RV ZF LT IRX—FT LA

1. BRI SINIEHME
MM ER e L

12. ZDh

R REHR L
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V. ARICEYSEE

1. BREXIEHER
B M EfE

2. DEXIHRICEHET HIE

5.8EXX IS RICEET 5EE

5.1 WERMER TOBENERH Y . KAlZ @ MEIRROE —EPE L LgnZ &,

52 JFHIE LT, AP LZ 2 100mg LOT 2P LT omg #FHLCWAEHE. HDHW
WP —FEER LiE= b e — B3R +5372354512, 100mg/5mg ~DY) 0 B 2 & ity
HZk,

53 FHIE LT, AP 100mg K ONT Ar Y B E LT bmg A% L <X 100mg/5mg
THE=2 > b e— R AR+5725412, 100mg/10mg ~DOU 0 Bz e+ 52 &,

(fiA)

5.1 AANIBEAGROBEEE THHAN_YPNLZ LT Au VU2 E0RRAAITHY . KHEAN LV
N7BEREAT D720, BEOMTFIR T2 X =T mEENRTETE RN ENDLRE LT,
5.2.5.3 A NA_PILH LT Lw D TREIERN R A 43 7o ARREME 5 L FESE B A /PG i L 72

THEMRERGEBR L S IARRBROF R L 0 EoEE AR E L,

[ 5B bk ]

AN_YZ T Lr P 100mg/bmg MG+ Z2 LItk A% % 100mg X
X7 L8 VY bmg & HAIR G LZGAICHRT, ARICEWVBEESEEZ R L (p<0.001, 45y
BT e T2 A NP LE T AP 100me/10mg Z %G54+ 25 2 L2k, AW
NE T Aa Y ey 100meg/smg ZOFHES LAl T, ARICEBEWVREREZ R LT
(p<0.001, H53HH3HT)

[FBIAHRER (EEXTRR, JEE M. WEmsiEs)

ANRPILHZ 2 100mg LT L P bmg OF 5 THRIEIER+07BEICA NP v
7 An Y E Y 100mg/bmg Bl A sE a5 L. 7 Au Yy 10mg I A ARV T hu e
100mg/5mg BLAHED G CRIENRAT DR EEIZA NP Z /7 e P e 100mg/10mg
BlABEZ G Lol 2 A, 52k b ARMICHBEIT 2, RERMIEAHER S iz,

BB, TLAEIE L 10mg & A NP LE 7 Av P 100mg/10mg Bl & 8E DR EL FiT —H
BT CUWATRER LR L TWARNWZ & D, A _P L F 7 A1 P 100mg/10mg Bl HED
ERICH > Tk, TFREAIE LT, A A" F 2 100mg K ONT7 2P & LT bmg 2 0FH#
L <1% 100mg/bmg Tt = > s 2 — /LB AR+453 7285512, 100mg/10mg ~D ) ) # 2 & fiitd 5
b ki LT,

3. AERUVHE

(1) BERUVAEDOHES
WL RRANCIZ I H IE L8 (A AP Z 7 Ar P e LT 100mg/bmg XiE 100mg/10mg)
RO ET 5, AANLEMEIREOFH —S#IRFEE L THW RV,

(2) RZERUVHAEORERE - B
MR L

17



4. AERUVAERICEET IR

7T.AERUVAEICEET R
UFDANSRYLZ T hua e _RUNBEORE - HREZE 2, BEEICHEZRDS Z
ko

(A IRYILE )
WE, RAZIEA VYL Z L LT 50~100mg % 1 H 1 EREAO#KET 5, 2B, Fln, SR
XV EEET 508, 1 HEKRKE S &EIE 200mg £ TET 5,

(ZLOSEURYVEEE)

I EAE

WHE., RAIKIZT 2022 LT25~mg % 1 H 1ERAOKET S, B, JERIC Ul E
BT 208, RART5725E812E1 8 1E 10mg FTHEHETHZEMNTE D,

AFNEZ, ANRYPNLE T AuTEORAHITH D20, FEAOFAELOHEZME 2 T, &
FHICHEBEEARET D L,

5. ERERALAE

(1) BERT—321Rvr—o
MER R L
(2) EREREEHER
M ERR L
(3) AERGERFERR
MR L
(4) BIEMEER
1) AREREERER
17.1.1 ERE IHEHR
A YL E 2 100mg O BURFE G- CHLE =2 > b 0 — LS4y 2 A e i IS E AR & /BRI, A L
ARA A T AP 100mg/Omg, 100mg/5mg X% 100mg/10mg % 8 M FH&ZE G Lz “&EE
R HEEABROFERITRED LB ThoTo,
b7 7 REAANLIGHE i 28 b &, b T 7 R RER A b & & b 12, 100mg/5mg 5 EE X
lOOmg/Omg BHREICH A, 72, 100mg/10mg #5-#£1T 100mg/Omg % 5-# & O* 100mg/5mg ¥ 5-7f
ARG ERENRD Gz 95,

e R 100mg/Omg 100mg/5mg 100mg/10mg
IRB/AML (n=121) (n=123) (n=116)
s b 153.33+9.84 152.58 +10.27 152.59+9.67
ﬁf}ﬁé & R AT IRF 148.10+14.87 133.81+14.19 127.75+11.88
Ak & -5.23+11.48 -18.77+11.22 -24.84+10.86
- NR—2F A 97.10+5.77 96.92+5.75 97.44+6.44
}\[LJT; S S 93.33+10.58 83.79+9.51 79.30+8.57
X% -3.76+8.14 -13.13+7.75 -18.14+7.62
140/90mmHg 22.3% 60.2% 83.6%
EREIS (27/121) (74/123) (97/116)
BN : mmHg CEYE =R R )

KRG A B L Z L 100mg A 8~ 103 [ # G- (UL 1 LT 140mmHg LA 2> > fE5R M1+ 90mmHg
LU T&H o To AR L EE
IRB: A V% vZ AML: 7Ahavv




CEERMLEORIVEHA B IX, 100mg/Omg ¢ 5-8E Tl 8.9% (11/123 f5]) . 100mg/5mg $¢ 5-#F
TiX 11.4% (14/123 #1]) . 100mg/10mg #% 58 Tix 15.5% (18/116 i) Th o7z, EREIWEH (GH
BEEEDS 2%LL F) 13X, 100mg/10mg &= 5-#£ D ALT ¥40 2.6% (3/116 fiil) Th -7z,

17.1.2 BN T HEER
7 Au Yy bmg OB 5 CHLE 2 > kv VSRS 2 AR HEVE L E R A RIS, A

NE T A Y E Y Omg/bmg XX 100mg/5mg % 8 RO 5 L7z — & 5 M EGRBR O Bidk
RHDEEBYTHoT-,

k7 7 RFAAIAE R = 28 b &, b T 7R E S A b & & b,
Omg/5mg # G- HEIC L A_NA AR ZN O Hivlz 9 0,

100mg/5mg # 5-Rf 1L

Eacxita Omg/5mg 100mg/5mg
IRB/AML (n=149) (n=143)
I R—RF A 148.72+17.86 148.32+17.39
m"j}; R R RE 141.96+12.69 133.98+-14.16
A & -6.76+11.16 -14.34+11.99
R—2AF A 94.67+4.34 94.76+4.55
ﬁ%ﬁ S AL 88.78+9.36 83.61+10.40
A & -5.89+17.92 -11.15+9.66
140/90mmHg 32.2% 57.3%
EREIA (48/149) (82/143)

HAL : mmHg CEEE AR HER )
KR T LnTvE L LT bmg & 8~10 MM G&ICIGHEHIME 140mmHg LU E2x-D PRk i+
90mmHg LA b T& - 7 AREM: 5 1L E B E
IRB: A VY% AML: 7 LY BV
CHEERBILAREORIE TS EAEEIL. Omg/bmg #H#ETIX 5.83% (8/151 f5) . 100mg/bmg & 5-#£T
£ 9.0% (13/144 %) ToH o7z,

2) ReER

17.1.3 ENEIERER
ANA_PLE L 100mg, 7 AR P E Y bmg T 10mg OHFMEL 5 CTlJE=a > b —/L3 R+ 78K
REME 0 ML ESE R 2 et R A VL& 7 A m P B L 100mg/5mg Bl &8 X% 100mg/10mg Bl &
B4 52 WG L2 BROBRIIREO LB ThoTz,
AN IR 72 < | Bl ERAM R o0 IR 1 i B2 (b 81 — 22.7mmHg & BAF 72 M E3HERF S 7z 09,

i IRB100mg AML5mg Iiﬁi%?nmgg%f AML10mg -
aartl aartl s aartl
BA hA IR H &= 100mg/5mg 100mg/10mg
Hor& A EA R FH = 100mg/5mg 100mg/5mg | 100mg/10mg | 100mg/10mg
IRB/AML (n=114) (n=94) (n=221) (n=61) (n=492)
T R-Z25 4 | 149.3+8.8 148.0£6.9 158.4+13.2 | 152.2+10.6 | 153.5+11.8
ﬁi ok ETAm RE 126.4+9.4 130.0+11.2 132.2+10.6 135.5+9.6 | 130.8+10.7
A& -22.9+11.3 -18.0+t11.1 -26.3+13.8 -16.8+10.6 | -22.7+12.9
- AT~ 94.9+4.8 95.3+4.8 99.8+8.5 96.8+5.8 97.4+7.2
mlE; ok ETAm RE 79.3+7.2 82.4+8.7 82.3+8.9 84.8+17.7 81.9+8.5
2k -15.6+8.2 -12.9+7.4 -17.5+9.1 -11.9+5.7 -15.5+8.5
HA7 : mmHg CERE S EERZ)

KGE A NP LA 2 100mg, 7 Av Y E Y 5mg XX 10mg & 5~ 8 i 4% 5- 1% ([ IUHH 1L+ 140mmHg
PLEdsoyraE i 90mmHg LA | Cd o 7o ARRENE & (i FAE R

2ROEFHTIE AML10mg A+ 6 Thi&He 5528 100mg/bmg O BFHE 2 5l % & T
IRB: A1 VY% AML: 7T Am T BV
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RIEF BB 13 16.9% (84/496 i) T 7o, ERRIEHITRIEMERE T, 100mg/5mg $5-F¢ A3
0.5% (2/432 fil) . 100mg/10mg % 5-Kf2% 2.6% (8/306 f5l) Td -7z,
(5) BE - WEAHEER
MUERR L
(6) AEMEHR
1) SEARERE (—REAKERE. SECEABREREZ. SARBELERAE). REHRFTERT 4R
—RRE. RERFTREBRAROAR
U ERR L
2) RBEHELTERFEORNENITEEL-RHE - RBROBME
PR/
(7) £k
% L7
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VI. EMEBICEYTSEE

1. EEZNICEEHSILEDITILEMEH
ANNRYLE s T o OFT oy RS
TAaYEY Vb FrbEl Yk Ca ik

HEE  BEEO S LB DOIEE - WREFL, BHOBRNLELZSZRT L L,

2. ¥XE%HR
(1) AL - ERBF
18.1.1 €1 ILRHY LB Y

In vitro i BRICB W TV SR KBRO T V4T v T (AN FFIUNE %2 R BA9 28 L,
mvivoillR (7 v b A X ) IZBWTH ADFRAEISITHR L TIfilER 27~ Lz, In vitro
ARG, ZOIMHENIT AT ZERITH T 2 BT ES< DO THY | HIZAT XA
T BN ATV ZBR) BRTHD Z EWRB I NI, ZOMOZHEEIITHMMEEZ RS T,
TVHET v EBEER BIRE LR o T 919,
18.1.2 FLRAPEY

MR D FBALRAFIET V2 T DT v F/VTIEIRAJICHE & L fIEN A~ Ca2*Dift Az s &8 Tk
M58 SO M8 DG & e S 5 19, ZO UL U AEFUERITERICHELT 5 & & b ICFHE
PEam L, E 7o DflER 23595 < A BRI 2R3 2 L0 b T % 19,
(2) ENERMATDHBRRIR
18.2 E/EFA

EMTEHRKIET v MA AR AL Z LT AP 20 L TEET 5 L. FRFho s
5L B U CREEAEA DR ZRD Bz 16),
(3) ARG - FFHeSMH
Pl v/
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VI. EYERICEI SEE

1.

I R E DHERS

(1) ARLEDGOPRE

DR L

(2) BREABRTHERBShOPRE

16.1.1 EPFHNRFE (BREM%kE L BEAGH)
AR N B 24 BIIC A VYL H T Aa P E L 100mg/10mg % Bl A BE T HEAI DR 2 T g
HERROES LG OmER A L L2 v RONER 7 A0 2 v OFRMENRENT 2 — X XL
FTOLBY Thoto, ANNYILE L HONT Aa DY OEYEHHE 2 Bl o6 & WA Tk L=
fEA. Wiy & BAEMFRICRE TH > 72 17,

A YL H TLAOIE Y
fid &6 IO B & B IO
Crax 2,115.9 2,010.4 5.29 5.26
(ng/mL) +621.4 +524.6 +0.92 +0.72
AUCo+ 8,635.8 8,426.4 197.19 198.58
(ng + hr/mL) +2,768.4 +2,233.0 +34.24 +38.25
Trmax 1.31 1.35 6.3 5.9
(hr) +0.64 +0.74 +1.1 +0.9
T2 11.145 9.437 37.72 38.72
(hr) +3.810 +2.413 +5.90 +7.34

T AR R 2, n=24
AUCo+¢ : A /LR H L& (T 0~48 BEHIfE, 77 A w2 B3 0~96 FEH]fE

16.1.2 &Y FHIFEFIEER

(AILT7 =9 XBEFELD INIG])
A N7 27 ABESELD INIG) 13, 5 B2 5 7 2#% 0 B RA O A PR SRR A R Z A
v (CFR 2442 A 29 B AR 0229 2 10 ) ) ([ZHKES3%, A L7 2 7 AflA$E HD INIG)
EREMERIF & Uiz & & WHIEENE L, AWFMICR%E L Bl STz 9,

(AILF S XEBEE%% HD INIG))
BIREI T OEW PRI SRR A RF A VEDO—BREICONT (k242 H 29 H  3A
FAFE 0229 &5 10 =)

ANT 7 ARG HD INIG) &7 A X7 AfE8E HD 2, 7 a A4 —_"—JklZ X ZhEh 1
BE [A V"L Z 2 100mg, 7 A YUYV 13.8Tmg (T Ar Y & LT 10mg) |
RN AR AR O &G L CiE PR LIRIRE 2 JIE L, 5o a7 2 —4

(AUC, Cmax) 22\ T 90%EFIXHEEIC THEHRITZ1T > 725 %, log (0.80) ~log (1.25)
DOHEIFANTH Y . WH DLW FHIFENED MR S L7z 9,
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s AIURYILE Y

M FEEE (ng/ml)

—o— VT 3 & ABRSEEHD [NIG)
QT A I8 AESEHD

i £ R, n=24

e -
24 48
¥ 5 EoRM (hr)
FRIBHAE R T A —
Bh5 & AUCo-s Cmax Tmax Tie
(mg) (ng * hr/mL) (ng/mL) (hr) (hr)
AT I A EEE HD 100 5840.06 1587.42 1.12 12.34
INIG] +2760.66 +671.78 +0.74 +8.27
6223.30 1488.77 1.58 12.68
< A g
7 A X7 ARee e HD 100 +2191.80 +662.13 +0.96 | +6.32

s F7LACEY

MR (ng/mL.)

(P EFRAERZE, n=24)

—— T 3 7 ARESE HDNIG]

—o0—T74 37 ARtAH HD

Py = R R, n=24

0 . . . )
0 24 48 72 120
B 5 H R (hr)
FRIMBHAE R T A —

B & AUCo-120 Cmax Tmax Tue

(mg) (ng * hr/mL) (ng/mL) (hr) (hr)

ANVT 27 ARE%E HD 10 215.83 5.01 6.29 39.14
INIG] +56.29 +1.07 +1.04 +7.84
225.72 5.27 6.21 38.10

< A g

7A X7 ARcEdE HD 10 +63.82 +1.40 +1.10 | +£7.22

LRI Lo THERD

AIREVEDN B %
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16.7.1 BEEKEHRSEOBEER
TERERR N B 1k 24 B2 A V=P L & 2 300mg P RN Am P L LT 10mg 2GR L CRE 0 HiE]
BB LIEGEDA NI E o ET Au v v OEYEREITA BARG% L 23700 A YL
H T Au e OMICEYEEICET A2MHAERITRD SN2 o719 BEAT—4),
E) AN ORI 1 HEHEHEIZX50~100mg, 1 HEKHZEIZ 200mg TH 5,
(3) i
MUERR L
(4) BE - ftREOTE
16.2.1 BEOXE
R R AN B 16 Bl A L_Y L X /7 a Y B 100mg/10mg Bl A $E & BRI O #% 5 (22 fiF I X
TR%) LeGe, BENERG EHRXTRERGOA NP LE VKT LRV E D Cnax KDY
AUC IZEIFZH Do T2 19,
(IVIl. 7. #HAEAEH] OEZH)

2. EMEERBNT A —4
(1) BITAZE
MR L
(2) WRALEETEH
MR L
(3) HEEETEH
MUERR L
(4) VY7353 vR
MR L
(5) HHBE
AR L
(6) £t
MUERR L

3. 8%H (REaL—>av) #H
(1) A&

B R L

(2) INSA—SEHER
B R L

4. R
B R R L

5. &%

(1) Ini&-fsiBs P& E i
RUERR L
(2) m-teREaFYEE
(v 6. (5) 4ttm) DOHZM)
(3) Hit~DBiTHE
(V. 6. (6) #=FLhw) DOHZSM)
(4) BEBE~DOBITHE
RUERR L
24



(5) ZofhoiBB~DRBITHE
MM ERR L
(6) MBFEAKSE
16.3.1 ERHKAEE
ANRYNLZ DO MIBEEEESZELERNT A YO MUEEEESRIIVTR L 97%
T -7z 20,

6. fti

(1) REBLEIRUCKBER
MM ERR L

(2) RIS T 58K (CYPHE) OHFE. HEE
AN Z L, FE LT CYP2CY IZ R DM bR & 7 v 7 v VA IC K V@S s, b
FMFI 7y —L%2HWT, CYP JEHEICKTT 5 A A~ L& O EERIZ OV TRET L 723,
CYP1A2, CYP2D6 KU CYP2EL iZxt L CTiZRAER T, CYP2A6, CYP2C8, CYP2C9 K * CYP3A4
W LCHEERPZRO LN 0D, Wb LEDREIIFF - 72 2029 (in vitro),
T Ar Y ORBNTITE L L TEDREEE CYP3A4 G L TWDH LB BTN D,

(3) PEEEMNROEERUVTOEE
MR L

(4) REVOFHEOERRUELL, FHELE
T ERARE LGS, FEOORTAREIKITIE Frv ) VUVROBELIZE Y DU RIK
KOZEDORERIM T 2 /IR Th -7z 29,

7. et
FERERLNAZ N T A AL F o O RBACARIR TR =13 0.3~1.3% Th o7 29, £/, EEMA
\Z MCAERRA VAP Z B R ARG LI2Sa . BUREOR) 20%I3 R T S 41, &9 54%I3 3
IRt S 7z 20 BREAT —4), [9.3.1 ]
fEEERR A 6 BillcT AP b LT 2.5mg X bmg & B O 85 L7284, RIPICREEE L
THRE SN DB IT/NEL . WThOREREIZE W T bR R b APE R34 5% 24 B E T2
BHBEOK 3%, 144 FF E TIZH 8% Th - 72 27,
F7o, B 2 Bl UCHERE T L u U 15mg & B DG LA, B 5% 12 B £ Tic#
HHERED 59.3% 3 R HIT 28.4% 3 HE FUZHEME S 4L, BEH-1% 72 B £ COIR TP HEFRED 9% RE
bR ThH o7z, ZOMIZ IFEORIMARD Hlz 20 GMEANT—),
B, ZROHREMWIIIT 2u U A Lo SEEERITRD BTV,

8. FSUARR—E—IZET HIER
MR L

9. BRZEICKEIBRER
(TVIl. 10. WEHG ) OEZBMR)

10. BEDEREFTHRE
16.6.1 BHEERESE
e PR (96D, ®E (10 ) OFERERELRFICA VL2 100mg 2 1 H 18] 8 A
RAERAOEE LA, BHEREIER & & L C Crnax. AUC ICHEERZEIZA LN -T2, ik
BT OREEZED, BHRERERZ IR LGS OEREINTIZEAE RN ERRBEN
7229 BEAT—4),
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16.6.2 FFREEE BE
Bt AR OFIZ B 10 BlC, A LT L X 2 300mg P A Z2fERE 1A 1A 7 F R RCERR %
B L& &, @ERA LB LT Chax. AUCICHBREIRON R -T-, E-EBEmNIE L
ANETRNWT LRI 29 GNEANT—4),
RAFEEZE % (ChildA, BZ 5 ) 547 2B & LT 2.5mg # HER OGS L-8E .
FERERR Il LT, #1572 BRI oM A RENAEIZ EH L, Tie. AUC IZ00EEE R LT-
DHEZITRD NI -7230, [9.3.1 ]

16.6.3 EinA
e (656~80 ik, HME 10 1], ZtE 10 1) LAEFHE (18~355%k. FME 10 #) 1TA P X
> 25mg ™ A1 H 1 RIKEROELS LESEA. Cra (CHERETA LN N 205, AUC 13F4E
H LT 50~68% LH-42 2 LavrEnz 3 HEAT—4),
ZEmmMERE CEEER 79.7 5%, BYE2 61, M4 6)) (72w L LT 5mg #HEEA
Beh LT3, R CEXFH 22.3 %, B 6 #) 12HHZ LT Cmax XV AUC IZHEIC
EEZR LN, T KAEZEITRO NN -T-, £7-. 8 HREINEROES LIZGA. BFEH
DMHEFT 2o P8 REITEFEE LD bEmHERB LI, ZO% — U 3EFEFICHEL LT
D, BEFTEOEREPE KT DAL bivieno7z 82, [9.8 ]

) A NP2 OGRSz 1 AdE H&=lE 50~100mg, 1 A K&l 200mg TH 5,

. EDfth

gk e L
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VI. £t (EAELOZXESF) CEYHEE

1. EERREZTOERE
BE STV

2. ERHABLTDER

2EE (ROBHRIZEBRELAEWNI L)

21 AAIORGXITT e Fa v U U R AWK LIRBUE ORBEFERE D & % B3

2.2 I XATEER L CW D AIREMED & 5 et [9.56 ]

23 TV ARX LU T ABEEZ RGP ORERFESE (72720, thoBEEIRFEEZIT-> ChRBilED =
YR —ARE L ARROBEERL) [10.1 2]

(fian)

2.1 AFNIOFSx U CRBUE DBEERE D & 2 BHE TlX, AF O GIZ X0 SBUERS HRT 2 /e
HERENEBZONDTD, KRIOELZBHT D Z &,

2.3 BEEE LB HREICT 2 o 72 2 BUREIR G B E 2 X GUC R S 727 U A% L o o FE BRI
IZBWT, ARB L7 v VAT v v B HEERIRER] (ACE FHEA]D) 12 X 2 EEREAL =T T
HIEBNZT U A L a5 Uiz, EBSEHEMAETh, BWREREE ., mb Y U AME & OVMK
MIED Y A7 RNEE D ATREVEN RIE S 7z 33 39,

L7z T, DB EREEZITo ChbRBMED L br— A RE LI AR THLIEFELRE, 7
U AFx Ly a5 ROFERFBEHES~ORFNOEGITHRETHZ &,

3. MREXIHRICEET SR EEDEH
(TV. 2. ZEESUINRICEET SR 22452 L,)

4. AERUVAEICEET 3IEELZTDOER
(ITV. 4. AEXOHEIZBEET IERE] 228 T52L8,)

5. EEGEFNIE L ZDER

SEELEXMIE
81 KANIA NN EZ L LT AP DORAGHEITHY, ANV NLZ T La P T ORI
TERMRRELT 282NN H D720, WUNIARFIOMEH ZMFT 52 &,

82 A NA_YNE U EELT VAT v IR EEREETAIR G P ICEE R F#EREEN S b
T2 OWEND D, HEERELZ T 272 EBEE2 +01247o 2 &, [11.1.5 ]

8.3 (FEEAICESKDE N, S 2FNRHLLLND I ENHDOT, EATEE., HEEOERE
W% O B 2 B E T D BRICITER S D 2 &

8.4 FIiTHI 24 RFANIZIE G- LW Z ENEE LW, 7T VAT v v M ZFERETAIR G- O BF I,
BRI S O FAT I L =T AT v CROMEWENIC & 2 S E R AR T A 2 s
H5,

8.5 7w T R R N K < BB IR BREIR R EEDRNRD BN L DT, KAIKE
HIEICHOBREAIZHERA T2 & ik, ARTOICERSHBICEE T R PEEICEE T2 L,
(i a)

8.1 KFIDEATHDHANNYILE L ROT 2P RIFORERANERT2B8TNANH 5720,
(V. 4. BIEROHERICEET2EE] OEZE22Ro L, @RI 2 &,

8.2ARB IZHB W T, HERFEEREOMREN S 5, AR ZELHT 254 ICIIIFHEEERAE L FEiid 5
IREBIEE AT 2 &,
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8.4 FANWFIZIZ, FiM-CHRISE DI X 2 MBI Pkt 2 {UMEMIEE LT, L=v-T oo T v
VURERRIGEL LTI EZMERFT D 2 LD DM, RN AR ZERT 2 & Z ORERKEENERE
T, MIEHERFOSNEIC 2 BENWNH D,

L7edio T, 1Al 24 BefIEAAI Z G LW Z EREE LU,

85 7 Au I L TlE, MHEENFEGF I 4~5 AT THRAICET L 20, #5H1E% b E5R7A
FEERN R A T, AAIR G IIERICHORER 2 H T 5356, IRAE»OERGHIE L, B5FRE
WCHET DR EEEIIRGTLHZ L,

6. HEDEREAIIBEICHTIIRE
(1) AfHE - BIEEFOHIBHE

9.1 AHHE - IEEZEDOHLBE

9.1.1 MAESHIREEOH S BEXIIAETERREEOHSEE

B LR 2GRV EH SN 2562 RE, BRI 2 8, AP Z AT K 5B k&
DRDRLARERIRSWIE DR TIC L Y A ICBHERE A B L S o BT NRH 5,

9.1.2 BAH YD LMmMIEDSHE

BRE LR 2GRV EH SN DG ERE, EHITET 22, AV ALEZ AL EAT Y T
AMIEZEIFD28EN01H 5,

7o, BHEREE, o2 e — L RBOBERBFEICE 0 MED ) v AMENE L 220 RV EE T
MmiEA ) 7 MECEET S 2 L,

9.1.3 RNEEEDHSBE
WEOKRENKMFEREZF R L, RERZELIEDI2BENRH D,

9.1.4 BELFEREZIORE

—EEOBIM MR FEEZTBENAH D, [11.1.3 ]

9.1.5 DAREDHHHBE

R ORRIE IS & 5 B D ARERED 2% b L isMERRBRICB N T, 77 B RRE & i L
TT su YL CHKBEORBE N o T L OGRS 5 39,

H) 7T ArYEUORRINHREIINRIT [RMEE] KO THRIOE] Th o,

(fiah)

9.1.1 WM EREZE XA & TR D H 5 BE TlE, 737 v v Ul ER %
I S5 2 Sk » CREEABIEDSHERF SN TWD, 20X 5 RBHFIC ARB 28575 L,
o A EN IR DS IRIE LR ERIR ARIENE T35 Z &I X W BEHREN BT 2B ENNH 5,

L7223 o CH{AIMEB BIARSAE U B CRBIIRIZZD & 5 BFITIE, 16R E0Te 215700 Lo &
NoGEERE, EHEEBHTLZ &,

9.1.2ARB & 5T 2 LEIBLENSLDT IV KAT v AW i S iE o U o A OPEIANELE L |
BV LAOERBBEZH5BFN0RHD, LR -T, @b U AMIEDREIZIL, HELESLTZE
BOWEHET S D5 EERRE, B5EBTDZ L,

Fo, BHRERE, o0 b e — L REORERFEICL D MED U U AMEBRE L 720 0T WVEE T
EmH Y T AMIENERTL2BENRHLH7-0, ZN6OERFICRETLHHEE1IE, MLV U AME
OEFITERTDHZ &,

9.1.3 A VNP F 0, MIEREOBEREO S 2 EBE TiX, BEOREICL Y MLEEOIK T %
FIEERZ L REZELMIELIBENRH L0, MEREEDO S 2 BFIITEEICKET 5 &,

9.1.4 ARB O HIC X 0 2 EIK T2 T2 hnd 5, FHCIMBEENTH o BE ., FIREEA]
B GHRORE | FERBIERE R OBE T RIREDOHAICE D L= AGHERTIE L TV 5720,
INHDORFIEGTOHAIIREOREEZ HHICBETHZ L,
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(2) BHREREERAE

9.2 BEHEEERE

9.21 EELBHREREEOHLBE
WEOREEIZ LY B¥EZ (LS 2B8EZNNH 5,

9.2.2 MEEHPDEE

—iEtEOBMR MR TEEZThEnrndb b, [11.1.3 ZH]

(fi#i)

9.2.1 A NP Z 78D ARB ITIXBEREMEHNH D L SN TNDHR, HERBEEEREDH D
ARG 5 & i ENR 2 BB CIRIE S8, BEOREIEIC X R EREABIEDK TIZL Y
EmEr B b2 Mo Tn5d, £z, —RAICEERREEOH 5 EE TIE, BEICED
RWEHRENME T T2 2 &3 5,

9.22 ARB O HIC XV 2R MER T2 Z T2 d 5, FRCMmEEN T H o B, FIUREEAR
G- 0B | BEZRESREET OBE TR RREORADIZ I L= AEERTIE L TWD 72w,
IO OBEIELG T HGAITBEOREL HICBET L &

(3) HHEEERE

9.3 HFieEREE RS

9.3.1 FREEEZTDOHLSEE. HICEAMEFEERVETS >HOHIHE

WEENIIHEE ISR G T 528, TauPE 3R LTI TREISN D -0, FFHEREREED b
2B TR, R A o0 IR R R OVl i - IRE R R AR R RS (AUC) M RT 252 &En3d b,
ThArUErEME (10mg) CBWTRIEMORERBEN & LD RN SH 5, A LWLy
FEICIEA ISR S S 720, IFREN ER T BENAH S, [11.2, 165, 16.6.2 BH]

(fi#i)

9.3.1 A NP X T EE LTHEF ISt SN D 720, IFEREREEOH 5 BF . FRICIRH-EF
EROBH D WD 5 BE TITM P REN LS4 2 /RS 5,

TLArYETEE LB CRH SN D720, IFHERERE O H 2 BF TId, i o 4t
F RO H R — REE A A (AUC) MR T 52 &b, 7o, ENOERKRERT, 74
0T bmg BT 10mg %5 L2 5A I BHWERSOFIEO R BUEE N @m0 o 72 2 &b
HE TRWITHEREES EE 12 10mg 2 &5 L7256 12 b R 5-BEOIN RO RIESE ORIVER O FE 8L
BENE L 2D AREMENRE L LD,

L7zmdoC, IFHEREREE O & 5 BT, FrlCIEH-MEFEZE K OB 9 oD & 5 BFICIXEEICR S
THZ L,

(4) SFEREERT HF

9.4 H£REREEZF T HE
9.4.1 WIRI SATREMED HSH X
HRL TS Z MR ENT T v VAT o VBRI ER LT v o4 T v v D2 RFE
Al L, IR - FrAERA~ORE (BAe, HE - i - BOBRAE, %) BB 6N0
TBIARE ST D 30- 37,
AR OF AN D RBEOF L LB E L CARAIR G OB EEICRGF L, IRFEEOFLR
PER G RIS LB SN DG RICOREETH 2 L, Flo, BEDLERGAITITROER
HHEICHETDHZ L, [9.5 ]
1) AAGFRBANIR L TWRWZ 2R 52 &, KA, IHRL TN &%
EMICHERT 5 2 & FHEFITHRRAH L7581, BEHIcEE 2Tk 52 L,
2) ROFHITOWT, AAFGHERICEEICHAT L2 &, £, BEP MBS U4
LT &,
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IEIRTICAFI AN L a, IRIR - B ERICEEE RET I A7 855 2 L,
IRV LT AR DN D 5 E R, ERNICHEYERICHR T 5 2 L,
IR Z FTET D551, HEEICHRT O Z L,

(5) bEWw

9.5 hEHR

B0 SUTATEHR L TV D ATREME D & B LI iT e G- Lisnw 2 & F72, B G HPICRS A L7254
Wik, B2 FIET D2 8, MIRTHRORMICT v oF T o v v DB EEHHRIXTT
THET Y SR ER G SN RE CEARE, IRIR - BAER O E . FA R oK
£, BAE, @AV U AME, HEOEMAEL OFERKBEIC LD & HER S5 U ORNE, 58
HHMOFIE, MOKERERH bbb ORENRDHDH, 7 Lnw P T8 ER TR
B 535 AR R OV iR ER 35 2 E RO LTV A 39, [2.2, 9.4.1 H]

(6) 7w

9.6 RELMR

BHLRWZ EREE L, AP LZ o TIEHEWER (7 v ) BT ~OBITHREE
DHNTND, £, BHER (T v bHARTR O AR OFR A IR OMEEIC BT 2 3 5)
@ 50mg/kg/ A LA ECHEHIMIZI W THIAERORERIIIH 2B 5T D, 7LArTEST
T FRELFA~BITT S 2 ERHE SN TN D 39,

(7) INRZF

9.7 MNR%E
ISR et G & U T2 B ER R BRI I LT 2R,

(8) Elm¥E

9.8 &

BEOREZBE LN OEEICE G T2 L, RIGBEOREFEIZFE LI AN EINTND,
MFESESE NI Z 2 BETNRH D, T Lr UL, @A CORNBENRERER T hRENE <, M
HR R N B < e 2HMARD LT D, [16.6.3 ]

(fian)

B TAHRBRORE R L 0 (65 skl & 65 Ll b T AKIR G 8k ORI EZFMLI- L 2 A,
SBP Z{t&, DBP Z{t& K& 140/90mmHg ZEEIAIC K E REWVIA O RhoTe, £z, %
9 AR, FIMAHRBR L 0 | Z2ePEIC OV T Y 65 Mok & 65 MLl L THEITRD N2 -7,
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7. tHE{ER

10.48EEH
T Au T ORENCITEE L TEPMRETEES CYPSAA G L CnE EEXL LN TS,

(1) HHREREZDER

101 SFAZE (BFALAGNC &)

A4 BERIER « HEE HIE W - fERRIR 1
TUVAF VLTV A VY o CIEBSEMERNZE T, (L= T U7 v U SRIEE
LR BHEREREE . & U U AMEN MK | A ER I NS AN H 5,

(BRI BB T 25 (MED Y 2 7 BN HE ST
Bo 272 L. MORRTEIRHE|S,

ZIToTHRBIMED 2
fa—RE L REDHE
F <)

[2.3 ]

(fian)
TVAFLUVEFHATIEE, Lau-T o POF T o U REER AR S L, SRERIRIEEESME T
L. BHEZ BN ST MERD D, £72. BH Y U AIMGE K O ME OSBRI G < 72 5 ol etk
DdH D,

(2) tREAE LT DEH

10.2 HiFAERE (BFRISEET S )
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Drug Name Category
irbesartan D
A=A NZ VT DA ..
amlodipine C
(2021 4% 4 ARR)

F—A ~Z U7 D458 (An Australian categorization of risk of drug use in pregnancy)

Category C :

Drugs which, owing to their pharmacological effects, have caused or may be suspected of

causing, harmful effects on the human fetus or neonate without causing malformations.

These effects may be reversible. Accompanying texts should be consulted for further details.

Category D :

Drugs which have caused, are suspected to have caused or may be expected to cause, an

increased incidence of human fetal malformations or irreversible damage. These drugs may

also have adverse pharmacological effects. Accompanying texts should be consulted for

further details.
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