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ERLA 2 —T F— A

H A sE K2 o TF 3RaE5E 2018(2019 4F FFT RO HE#L L TERR
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TOILYILAR 8 20mg T
TIOILYILE 8 40mg T

--—-—-r:7 J
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N — r:] J
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Ei“m

E)EE*E% EDOITTEIT

SNURC i e R

18 7o H L&

18 TN YILH

188 7P H
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. P 4, 4 TP Z s (JAN)
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& R B K ERAE A B 20234 2 H 15 H
SRAMEEEN AR A A 20234 64 16 H
B 52 BA 46 4F A H 20234 6 H 160
B A oe (i A) BUYERRTEC © AFNSE SRS AR
7 . et « HAIRK T 7 —~ St

HAIAK 7 7 —~ AR BEHRMHRE
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1. EERA VB 1—T4+—LERORE

R RS O FEARM 2 BRHEH & LT, ERAERGLRASCE (BUF, IH3CE) B8d 5, ERE
BCIEERT - AR O EFRAEFE N B EH LT e R3O EAEAE R A TS AT 282X, U
R SN B A AT D EICEEM A RS L ERG AN D Y | BRSO ERERESE (LT,
MR) FE~DEHROBMFERSERICLVFEREZMEL TETND, ZOBRICHERERE MR
FTAHE-OOEEY A N LCTEENA X Ea—74—25 (LLF. I FEIET) B LT-,

1988 4|2 H Apibe sl (BLF. HINIE) PN 2/ EB 22 1 FOMEMIT. 1 Fitddk, 1
FRL#i A2 R E L. £ D% 1998 4F1Z HIR LA 3 /hEE S, 2008 4F, 2013 4212 H i S 35 3
ZESN 1 FR#fEEOUET 217> C& T,

I FRO#EMH 2008 LARE, [ FIZPDFZEDOETNT—X & L TREET 2 Z EBRFAIE o7z, 2z
IV, BN XEOFERUGTING > G AICSGTORIMT — 2 2B L7 T FAESCHICiRtEnD =
Lot BHRO 1 Fid, EELEFRESROEE (LY, PMDA) OEFEAHERMLERRED
~—7 (http//www.pmda.go.jp/PmdaSearch/iyakuSearch/) (Z CTAB I TW5, HIFHETIE, 2009
FEIVHERLDO I FOFREBRFTHHME LT M2 ba—T7 13— 2545 2FEL, e
[ FOWRMICEELMET 28 EEREHRE L CHEENEE - RFTLTWD,

2019 FORM SCEFLFHEEOLZHTICA b, 1 FRliiEiE 2018 AAK I, 4 [EEHEIELO
IR TG ARG ENCBI T2 A KT A > ) [CBET 2 EREHO-D, TOHHRERE L,

2. 1F&lZ

I Fid A SCEEOFREME L, Eh - EFHMEOEBRIEFEICE > CTHFEBICHLE R, KK
fn D EEEBDOTZ OO, WHEHFT OO DN, A O D DN, EIESHOEEMH D7D DO
W, R REBE T T OO OERENEN SNT-RENRENOER LEHREL LT, HRENTR
FHAZRE L, A D72 12 Y 3% 5 3 5 O BE IR 78 SUTIRGE IS 0 D B ITERO M Ot A (K L
TWD AR EEM T BN D,

I FICFL#ET 2 ARYNI HMIENRE Lz [ F o EEICHEIL L, — B4 2 bR X AAGR O ®EN
DOIFERPFRIEHSIND, 72720, BESEOREZICEDL D L OROFIHE A S 25F- - W - f2fkd~
SHEET I FORHFHEE I RO, S0z 5 e, RERM¥E NGRS T FiX, FIHEES
DSFEAM - fllr - BEERRE 35 & & bic, MBERHEETHILO LW I EFHBERF>Z L 2RRE LTS,

I FORMIETT— X &AL L, SUERMECTORAKRIIMA T2V,

3. I FORMAIZH=>T

BAEARDO T FiX, PMD A OERFHERLEFRREOSN—I2B#lG st E S Tun s,

BRI TEHRGA VA Ca—T 3 —LEROFF & | 10> TI F 2Bk - 2855528, TFD
JFURZESE 2, EEBIGICRR L TV DR 1 FAERRFCEEHE LW EFREIC O W TR OM
RE~DAVHE2—IZLVFHFEORNREZRFESE, [ FOFIAMEZESDILERDH D, Tz,
PERFUET SN A H EOFEZICETAHEIZE L TIE, 1 FAWE &5 £ TORIL, RIS ENE
T DEGETAREZH LT LI CEE . H 25 WIXFFEOERML G R — B X% L0 KARIE A &
DEMTHEL BT, 1 FOFERIZHT - T, RFTOUHCEE PMD A O FE 3 EREIRE R SR
D= THERT DM ENH D,

B, WIEE AT EMEOMHED SN LR S TWA TV, 5. BEERRE < [XIL. 2%%&EH ., [XIII.
5 ICBTAHAFIIKREZZ T TWRWERPEENLZEB3HY, ZOWY WX HoEET
RETh 5,

4. FAICKELTOBER

[ FZHFEBIZBWTRNT ZENTERVERMLERFE LTEH L TWEEEW, 1T FIXA
JREROEEE A2 11 C, MEIE G ORGSR I D 5 R EMER - #4695 EH L A
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WIRMIRENCRT 20 A R T4 v, BEPa— R - 4T - 7777 40 2% E —EREZT IS5 %
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2—RHALO AT LICEY . FIHZEAON I FONRERESELIRT LD THAHZ L 2L
TEPRITE R 6720, BERENGHB LN EROBIFAIRIE MR L, TORBIMEEZ AEE, &
BB BT A IEFE AR T 5 2 EIXEARTOAE THY . 1 FAIEALTHMER 2 FICMES
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1. FAROZE
TNV E CEERREGE AT L X —T ey h—Th Y | AFTIL 2012 £ (BE 20mg, HE
40mg) N HRIERE SN TWD, RAEMERNSHEN % BERL E LT, 7T UL Z U 6E
10mg/20mg/40mg [~ —U | OB ZAEm L, I 1121 5 2 5 (P26 4 11 4 21 H)
IS E | HE R ORBRAIEZRRE, IR, AW PaoR SRR A2 Ehi L, 2023 4 2 Al
ZNENAGRZ S, 2023 4 6 HIZH5E L7z,

2. RBOBRFRIFE
(DARANTT DYoo 2 GRS & T DReE ATy L e 7 7 =70 v —Tdh Y | T ]
DHREXTHREGT D, (V. 1. BEIHR OESH)
QEALREWER L UTIERE, 2 v 7, Kb, Eiidk, SUEBES, &2 Y U LM, I
PRAEREE . BREURMBIE SR S Tv s, (VL 8. (1) ERZRREIWEM & IR OEE
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3. HAOHF|IZHIEFHE

- BEAIm E R4 AR AR

- BE 20mg L&E 40mg (ZHFEINEEEE LW E B A M S, EgoERlcEnEN 20 T UV,
(40 7] OFERBED

(IV. 1. (2) WHIOIME K OVEIR O IES )

- PTP v — M TEIMEDE] LFr (Fm)

« PTP v — MZ1EEHAIT GS1 22— F&FoRCEm), FA7 7V R v CTHARD Z & T,
AT OE IR CE = B

4. BEEMFAICEALTCAMINEHEN
HEERICBET 2 &M, il HHEET A K71 % A
RMP

B Y 27 /Mg & L TER STV 2 &M
el HAEE DT A KT A4 v

(B0 - o> ¥4 S IE N

AP
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0. AT HIEH

1. BR5E4&

M #Mm 4
TIONY L EE10mg [ h—1 )
TINY NS EE20mg [ h—T |
TIONY NS EE4O0mg [ h—T |

@ =* 4
AZILSARTAN TABLETS 10mg “TOWA”
AZILSARTAN TABLETS 20mg “TOWA”
AZILSARTAN TABLETS 40mg “TOWA”

() /DK
—A+AEHHE (58 + Th—Y)
(TERABRERLOABHFEICH T > TOWRTEL DMAIZHET 2B EFEICHOWT) Ok
17499 H 22 H IEFEERE 0922001 5) (2HS5<]

2. —ik4&
(1) #0 & (ffik)
TP (JAN)

2 * % (i)
Azilsartan (JAN)
azilsartan (INN)

B) AT L
ToodT o MR IEHPER - -sartan

3. BEAXITITHER
COzH

4. RFEARURF=
433 1 CasH20N4Os5
& : 456.45

5. L2 (@fiX) XIFXE
2-Ethoxy-1-{[2'-(5-0x0-4,5-dihydro-1,2,4-oxadiazol-3-yl)biphenyl-4-yllmethyl}-
1H-benzoldlimidazole-7-carboxylic acid (IUPAC)

6. A%, A%, KE, BSES
AUE R L




M. B ICET SEHE

1. YEEFENHEE
(1) 58

HE~FEABROMKRTH D,

(2) BfE

R 1g Z IR/ T DTS 5 iR & wOfR M
AH =)V 30mL L | 100mL A | LTI < W
mEl%E (100) 30mL Lk 100mL A | LR TIZ< WD
% J—/L (99.5) 100mL 2L E 1000mL A | #&F 12 < v
7K 10000mL LAk FEAEBT RN

Q) WiEtE
AR L

4) Bm (DfER). BR. BER

BREERRL

(5) BIEERBEN
PG L

(6) HEFM
PG L

(1) RO ELRILSE
AR L

2. AT DERERHTICETSREN

DR L
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MR EABRIE
(1) SR80 AT BE R E 1

@) FRAPIN AR P ARIERE (BAED Y 7 LEERIE)
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EE;
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1. Fifz
(1) FIfz DX A
Wis TN LR B TR B TR B
- 10mg [ F—7 | 20mg [ F—U | 40mg [ h—1 |
FIFE D X5 T AN T—TF 4 TR
(2) BEIDHE R UMK
Wik, TIONY VA L E TINNY I EE T L E U RE
- 10mg [ F—17 | 20mg [ F—17 | 40mg [ F—17 |
1 UIN % /(7 < % f(V
. ) B DT O 1#&3?@;) lJf%AD@ Eéoi lJf'%}J\@@
MR - AT ST T FERED FERED
Tl o bha—F 4 T T4V a—F 4 LTk
* . 20 7Y 40 TV
iﬁg - 71/0M?:§/ 20 7UNL 0 7ONL
o * Yk h—U Yz h—U
FLHILe s
x E» | @®
| @D | @D
2% (mm) 8.2,/4.7 9.1/75.1 9.1/75.1
B (B %) (B ER) (B ER)
J& = (mm) 3.1 3.3 3.3
'H &(mg) 106 130 130
Q) #Ala—FK
A=A
4) #EEIDOME
B4, TR B TN LR B TR B
S 10mg [ F—17 20mg [ F—17 | 40mg [ F—1 |
T i 78N (8.0kg ) 102N (10.4kg ) 122N (12.4kg )
(5) Zhith

RN




2. HFIOHERK
(1) ABES CEMRS) DEEEH K VHMNH

6

U724

TN A B
10mg [ F—V7 |

TN Z B
20mg [ h—V |

TN LA B
40mg [ h—17 |

Ao

18R 7Y LF 2 10mg

1EEHR 7Y VHF NV E L 20mg

1§Eth 7Y LH A4 40mg

RN

HEARFY), bUERaTT
NV il N = 1=y i = O i)}
rro—R, w7 ud—)
6000, [XEHE L Fafx
ot trae—X ATT Y
NG/ VAV NG =
n—A, BlbFyr, EHE=
73 (7 S - [ 7S

HpEARFY, hUERa Y
VANAVANE N A= R S
E e rarikirno
— A, w7 13—, 6000,
KE#HEE Foxs 7oy
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[ A VAV NG /=
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HbEAR T, FbUERI Y
Fo fEtELE —
E e o’ tilno
— A, w7 13—, 6000,
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N 3 7S
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BRHSEORE

BARSAYA

Q) B=E
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B4R

AL

BEA=RANA

| BAT BTEEIED 5 BIHY
A E R L

. BROEEFHETICEITSREN
(1) hnEER
FOLYILAEEIOMg k=T D

FIETZRE - PTP A0k U7 8l 4,

ARBR S - 40°C, 7T5%RH, 3 7 v h(n=3)
RERE H RS 6 & A

y e [T

fite e akiR iy [FIAE
ol P R RN R /2
RIF| ) — Pk SRy R /2
(%) 91.6~100.5 92.6~98.3
&8 (%) 100.0~100.6 99.8~100.5




FTIOIWHILZ D E20mg —2 ] 2
AIETZRE - PTP AlE L -8,
HERSAE - 40°C. TB%RH, 3 2 v F(n=3)

ARERTE H GRS 6 & A
R B D EH bz
fife s Bk Blihay [FIAE
Tl AR BLFEN R E
RUAN ) — 1% SRy R /E
(%) 93.6~98.6 87.3~93.8
& 8(%) 101.3~101.9 101.0~101.5
TOLGILE UEEAOmg T k—T] 9
BIERE - PTP s L 7- 85,
ARBRSME - 40°C, 7T5%RH, 3 7 v h(n=3)
ARERTE H B AR I 6 & A
%% 7= Z
fife s Bk Blihay [FIAE
foll P SR HiFEN EES
RUAN ) — 1% bRy EES
(%) 95.4~99.5 92.8~97.0
& (%) 99.9~100.8 100.3~101.1

B A EZE R & - T IR (40°C, FEXHEE 75%., 6 6 A) DGR, 7 UL i 10mg
(=D, TUNHNZ 8 20mg [ F—T ) KOT VNP2 8 40mg [ h—7 ) |87

DHTGHE FICBWTENZN BERMLETH D Z NI ST,

(2) REREFHER

FOIWGIILZ D EIOmg Tk—21 9
AIETZRE - PTP AlE L -8,
KBRS - 25°C. 60%RH, 3 = v F(n=3)

AERIEE B AR 34
1 %M

£ 7%%T§?ET%§ﬁ RS

TR AR STRE ik

ol P 5B Btk A

AR Py — A A
B (%) 91.6~100.5 94.1~99.2
& (%) 100.0~100.6 99.6~100.2
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BRI H B AR 3 4F
gy i 2[4 2 [T 7%
fife s Bk ik [FI/E
ol i R HIFEN [Fl /e
AP — A [Fl /e
B (%) 93.6~98.6 84.0~95.0
& (%) 101.3~101.9 100.7~101.3
TOLYILE EEAOmg T k—T] ©
TEETERE  PTP 212k U 7= 85,
BRI - 25°C. 60%RH, 3 2 v k(n=3)
REREH B A 34
“E|[% = 2
HER Efﬁ: fﬁnj\—g@j 'E‘J/Pq;zg IRl
fife iR e BR W [Fl /e
foll 7B BN [EKE
R — A Gk
(%) 95.4~99.5 92.5~96.9
& (%) 99.9~100.8 99.3~100.1

A& AR 2 O T2 RIR AR (25°C XN EE 60%. 3 F2) DFERL, 7 UYL & L BE 10mg
(=D, 7N HNZ 8 20mg [ b—T ) KOT VNP Z 8 4A0mg [ h—17 | [TiET
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N e BH A&
3 %A 3 A 120 77 Ix+hr
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i B gipaL | BEDYT L
(B
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90N UL | 78N 84N 51N 67N
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IV 7 Y Ay 7
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i AN Eive L Eive L Eive L
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90N DL 102N 104N 83N 87N
EHME AN e L EAv7e L el L
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3 %A 3 A 120 77 Ix+hr
HEOEHMAY OBMEO | .
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=31 HEEN B L Bkl L B L
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s Bt sipiaL | ZEDYT e
(HAEPN)
s (2%1H)
90N B |- 122N 125N 79N 109N
M JEEN 27 L Zi7e L 27 L
s} /N RN 27 L ZEi7e L 27 L

% 122NGHARR)—8ANCHAE PN, 1 68 H)—>TINCRAEN, 3 & H)
1) TG BARBESEAIRN S « §24) - 1 7B A O BOERIE TOREMRBRIEICOWTER), Tk 11 4 8
H 20 B #2355 Z5Hli L7z,

GRE
FAEEE
SyE B Y. Tl Vi
ERwE
7 B | GEIETA 3%k FEZEAL DY B0% Al D53
L ﬁgimmma&amanm; 2;2?%3/%% EV&M%%/$%®ﬁ RN
=
BT BRELCGEAE) % s Aoy b bee
Bl | Beb s, WL BEEE 257 | SRS TR 3% E gi;g&?@i§ﬁi
BUEI) | WREOZILTH Y Bk EIE | T BUSENOES | L e
LT 584 Eo%a
. g WEEIL 30% 0L EC.
Blbbh | BIRELRE L aTE s -
4 o : A O A BEEAS 2.0kgf (0N)R | Bk fES OB A
Gk | B, BB ERE LTV AEE BRI i & 7




4) REROREMS

TIOILYILE 8 20mg T h—7 ] 10

THIERE

P PP LB [Z AN T2 H D

PBRSRM - 25°C. 60%RH., HEYARTFE. 11w F(1=3)

ABRIEH BRI AR 30 H H 90 H H
o WREDGE STz _ _
ER T 4N a—T 4 T s e
il P A BR AN [\ A2
(%) 101.5~101.6 101.9~102.3 | 101.8~102.0
WIEERE Uy — LI AL, Ty TEELEHD
AERSAE - 25°C. 60%RH. 40001x BT, 1 v v b (n=3)
FRERIA H iR 30 57 1x * hr 60 57 1x * hr 120 5 Ix * hr
. WoRtEDE STz _ _ _
7N N A2 7l 4 [Fl 4
i P SR HIEEN i il Al /2
(%) 101.5~101.6 101.8~102.0 | 102.0~102.5 | 102.0~102.4
TOILFILE UEEOmg Tk—7 ] 1D
FEETGEE - B PP mILE I AN D
B - 25°C. 60%RH., #EERTE. 1 2 v F1n=3)
ABRIEH BRI AR 30 H H 90 H H
P HEDSEI ST - _
i Tnna—r | F iz
il P A BR AN [\ A2
& &%) 100.1~100.2 100.6~101.0 | 100.2~100.3
WIEERE : Uy — LI AL, Ty TEELEHD
HERSAE - 25°C. 60%RH. 40001x H#tT. 1 2 v ~(n=3)
FRERIA H iR 30 57 1x * hr 60 57 1x * hr 120 5 Ix * hr
e HEDSEIES N . _ _
7N S Ny [Fl A 7l 7l 42
i P SR HIFEN i il Al /2
& (%) 100.1~100.2 101.1~101.3 | 100.9~101.3 | 101.0~101.2

oy EIR O EMRBRQSC, FXHEE 60%., HYEHRIF(90 B )L 25°C, FXHEE 60%(120
T Ix - he)OFER, 7UNP N2 5 20mg [ F—T ] KT PP o 6E 40mg [ h—T |
IXFNENOREBRIAR T, 12 A EBLERD o7z,
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7. REERVBREOREN
A% L7

8. fhFlLDEALIL (MELFEMEIL)

IREMBIE) —EDERALEL 12
TOILYILE 8 20mg [ R—7 ]

m5i%

(1) AR E
TN E U BE20mg T h—TU ) (188) EIREMBEY — (KU1 (L% 16mL)) ZH
AL, BLAEERNDOE{LOR LR LT,

2) REFEH
RIFSRAE - RO AT IR, ERBOE T
fF Bt « VT Aex LI IREEHT 7 ARWA S

() HAERIBER - A&
1) s BRICTHERS (R, IR, Bm, LB oA IE) (n=1)
2) TRV IZBWEMERE (n=1)
3) EE WK su~ ST 74— (n=3)

WiER
e IS A
s | PO
BT RLATE 3 5
BRI - ‘
s DY Y Ik
| EREOWRAY o | e aowy —icg | @HTE0E )R
ForIA s | B < B0 L sm—F | FREELTOE no
§E 20mg vy — SV T EE -
h—1) (FEA 1O 510 LEVEEDIZEB N [F/E
R (%) | ABRA : 99.7 98.3 98.9
AR (%) 100.0 100.6

9. A

(1) BB URERA X 13719
TN H U EE 10mg/20meg/40mg [ h—T | 1E. BE S NENHKICENEREA LT
WHZENERINTWND,

7 BREHEBRE (BT ME)
AERIK : pH6.0 O 72 Mcllvaine £ 900mL (5 10mg, #E 20mg)
pH6.3 D 7= Mcllvaine #E#i#X  900mL ($ 40mg)
[FIHA%L : 100rpm
ME%:@%&DVF7§74—
Bl %w DO 85%LL Lo & =3 E& L35, (5 10mg)
S OERHRN 80% LA LD & & Tia LT 5, (BE 20mg., #E 40mg)

11



(2) £YFHIRIFHHRER
TIOILHILZ ViE1Omg [ k—"J] 16

TN A 10mg [ h—T | 1220 T, THIEERS O A ANREERBR A R4 )
(R 24 422 H 29 H #AFART 0229 5 10 5) (LT, A RT7A4 ) ITHEWVIRHRBR 21T

ST,
<WESFAE>
ARG : pH1.2, pH5.0. pH6.8, /K

[ml#5%c : 50rpm. 100rpm
AERRLA © 7O H L EE 10mg [ h—1T |

pH1.2, 50rpm, /X R/Lik

TEIEH (%) = S.D. (n=12)

120
100 - —Oo— IR BLA|
~ 80
s
§ 60 L —o— TR
@&
40
——o
0 15 30 45 60 75 90 105 120
5 (59)
pH6.8, 100rpm, [EHE/ SR> hE
I (%) = S.D. (n=12)
120
100 —o— BRI
~ 80
§
F o | —o— fEHERLF
@
40
20
0 ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘ ‘
0 5 10 15 20 25 30 35 40 45 50
IREFE (43)
pH6.8, 100rpm, /N K/LiE
SEEIE (%) = S.D. (n=12)
120 -
100 —e —o— BB
~ 80 |
s
Tt —e— [l
e
40
20
0 ‘ ‘ ‘ ‘ ‘ ‘
0 5 10 15 20 25 30

i fiE (53)

Bis¥ : n=12
BERIE - X RVIE, BRSNS MK
FEAERUF © 7 L GE 10mg

pH5.0, 50rpm, /X R/Lik

TR (%) £ S.D. (n=12)

120

100 - —O— B ALA]
~ 80
s
# —e— [Ty
5 60
%

40

20

0 . . . . . .

0 60 120 180 240 300 360
IREf (53)
7K, 50rpm, /% R/LiE
SEEIE SR (%) = S.D. (n=12)

120

100 |- —o— BRI
~ 80 |
S
i L —e— U F
33 60 I—— ]
&

0 60 120 180 240 300 360
IR (53)

12



SEREF R VZERF| O F I BHEDLLE

BRI T-EJE (%)
S0
g | RO | g | REBUSRD | BUBR | gmue | W B OROHEORERE | HE
s wpm) | TGy | | mm | OE%)
His 15 16.9 13.4 3.5 2 Y 8K D B I &
a 120 345 | 333 1.2 =D £ 9%
RRNUZES 50 20
H5.0 39.2 35.1 4.1 BB O T |
P 360 64.9 61.4 3.5 HiZE > £ 12%
15 92.7 79.2
[EIL PR PAS f2 BSOS 42 DL |
by M 100 pH6.8 30 101.5 | 101.2 55.2 | | i
45 101.2 | 101.2
50 " 15 29.2 21.0 8.2 FE Y L E| o 1 VR -
— KD+ 1929
SRS 360 54.7 57.8 3.1 RO £12%
15 S LLNIC T |
100 pH6.8 15 99.4 93.9 85% 01 L b i
(n=12)

FERORELD, T XTORBRSLHETHA RT A o ORHZEBORELIMEOW EEEIES L., 7
DAY E U EE 10mg [ F—T ) LERERRI ORI FENTEL LTV S L, fEo T, b
MZEBT 24 FRREEREBRZITV. 7T UV X U8 10mg [ h—T ) [ TFEEEREK - O£y
SR M AR X T,

13




TOILFILE UEE20mg [ k—7] 1D

TIONYINZ BE 20mg [ R—T ) 1ZOWT, MERIEEES DALY TR SRR T A N7 1 ]
CER 24 %2 A 29 H EEFEER 0229 5 10 5) (LT, A RTA ) ITHEWEHRBREZT

27,
<JWESME>
ARG : pH1.2, pH5.0. pH6.8, /K
[al#5%% : 50rpm, 100rpm
RERBUF  TONLP ALK U BE20mg [ h—T )

pH1.2, 50rpm, /X R/Li%E
IR (%) £ S.D. (n=12)
100 —o— BB

S
-\g‘i 60 —o— i ERL
p

0 15 30 45 60 75 90 105 120
gl (53)

pH6.8, 100rpm, [RI#Z/ XA RE

TR %) + S.D. (n=12)

120
o —o— B
—o— {RHERL
0 5 10 15 20 25 30 35
R[] (4)
pH6.8, 100rpm, /X KLk
TR %) £ S.D. (n=12)
120
100 —o— AR ALA
~ 80 |
X
® —e— f )
EAY
{\—
40
20
0 ‘ ‘ ‘ ‘ ‘ ‘ ‘
0 5 10 15 20 25 30 35

IRF [ (43)

Bis¥ : n=12
BERIE - X RVIE, BRSNS MK
FEAERUE] © 7 UL REE 20mg

pH5.0, 50rpm, /X R/Li%E

SEHEE (%) + S.D. (n=12)

0 . . . . .
0 60 120 180 240 300

fREfH] (53)

7K, 50rpm, /% R/LiE

SEHIEHER (%) = S.D. (n=12)

360

0 I I I I I
0 60 120 180 240 300

] (43)

360

—O— Bl

—e— A

—O— BRI

—o— AR

14



AEBREF R CRERF| QT BFHEDLLE

R T (%)
s RS | appen, | EREUESRD | BB | fmue | W EBEORELE | CHE
PRE ] Gy | P oy | ma | ma | 00
15 11.2 12.3 —1.1 i
pH12 120 19.7 19.8 0.1 =
N . . — 0. % Y 1] 3 245 YR
s | s KA -
15 16.7 17.9 —12 | HEDOE% ‘
pH5.0 bl
360 36.4 35.7 0.7
I} 7V Pes 15 7 LANIC |
by pge | 100 | pH6S 15 103.0 | 101.4 85% 0L EsH] i
0 X 15 22.3 21.2 L1 | e A o 78 i -
ED+9%
S Rl 360 326 | 317 0.9 | H=OZ9%
15 NI ¥ |
100 pH6.8 15 102.2 | 102.6 85% L1 1 3T
(n=12)

FRHOBERLY ., TRTORREMETHA R T A OIEHEBOELMEOHEREIEES L, 7
NP E U EE 20mg TR —U | CEEVERIFIOEHFEENIELL L TS L L, 6o T, E
MZ BT DAY FRSEMRBR ATV, TP Z U8 20mg [ h—U ) 1 TAEHERAE] & DAY
LRIV MR S T,

15




TOILFILE Vg Omg [ R—"] 18

TIONYNZ U RE A0mg [ h—T | IZOWT, I EHKGOLEY RSN T A R T4 ]
PRk 24 4F 2 A 29 B EEEEI 0229 5 10 =) (BLT, HA R A ) ITEWEHRBRAAT

ST,

<JWESME>

BT - pH1.2, pH5.0, pH6.8, /K
[al#5%% : 50rpm, 100rpm

RERBF]  TONLP ALK U BE40mg [ F—T )

pH1.2, 50rpm, /% R/Lik

TR (%) £ S.D. (n=12)
120
100 ¢ —o— BRI
80 |-

60 —o— IR ERLA

(%)

40 -

20 -

ocr.‘—/‘.

0 15 30 45 60 75 90 105 120
gl (53)

N )

pH6.8, 100rpm, [RI#Z/ XA RE

SR (%) £ S.D. (n=12)

100 + —9

—O0— R

—e— [ ERLA

0 . . . . . . )
0 5 10 15 20 25 30 35

IRFfH (43)

pH6.8, 100rpm, /X RK/Lik

ST HIEE(%) £ S.D. (n=12)

)
3

T

[ ]

—Oo— AR

—e— IR

0 5 10 15 20 25 30 35
g fHl (57)

Bis¥ : n=12
BERIE - X RVIE, BRSNS MK
FEAERUE] © 7 UL NEE 40mg

pH5.0, 50rpm, /X R/Li%E

T-HEHE(%) £ S.D. (n=12)

120

100 ¢ —o— HBRAAI
= 80
<
¥ oo L —e— iR
H
¥

40 -

20 | ® 2l

0 60 120 180 240 300 360
IRF[H] (43)
7K, 50rpm, /% R/LiE
(%) = SD. (n=12)

120

100 - —O— BRI
~ 80
S
H o0 L —o— L
e

40

20 Py

0 60 120 180 240 300 360

IRFi (43)
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AEBREF R CRERF| QT BFHEDLLE

AR T HER (%)
Ty
. EHREL | sppenr | PRIREFR] | BABR FRYE W= FEUMEOHERE | CHE
PRE | pmy | P Ty | | ma | 0%
15 7.2 7.2 0.0 \
pH1.2 1
o 120 104 | 106 | —0.2 | fmuE s o T
7N ]\“/I/¥£ 50 24 -+ Q0
15 10.3 10.4 —0.1 | HiFEDOE% i
pH5.0 bl
360 202 | 194 0.8
[EILZAPS 15 3 LINIC 3|
; . . . U L I
by hye | 100 | pH6S 15 102.2 | 101.0 8596 LT L i
50 " 15 12.0 11.1 0.9 |4 % B o - B V& -
D+ 9%
SR 360 174 | 16.4 1.0 | =
15 2 ULAIZ B |
100 pH6.8 15 101.8 100.6 85% L1 1 i
(n=12)

FREORER LIV, XTO

RRENETHA N7 A > OWEHZBEBORPPEDOHEREETEE L, 7

DY L GE A0mg [ =T | ARHERFI O HEEENIEL L TS I L, - T,

10. &4 - a%

(M

(2)

)

TENDELRSR - AR, NENERLGRS - ARICET S1ER

BEARR/NA

2E5
W4 AT RE PR (ERL, RO )
7170‘711‘1/;?‘/}% U/in PTP /3t 100 # [10 § < 10]
Z(;Vn‘lf;ﬁvf U/Jf% PTP /3% 100 £ [10 £ X 10]
ZO;/gwr‘/:f;in PTP /4t 100 § [10 §i X 10]
FHEE

BARSAYA

M 2 AW FIR SRR 21T T OV 2 U BE 4A0mg [ h—T ) [ JEMERAI L DAY
FHIREMED RS S Tz,

17




4) BHRDOME

WR7E4 WAL ME
o Lk
7170;1/g ?;f;i fiE PTP @ | PTP: KUk =/, 7 39
DA bR o ‘
ZO;}gqu-;\f;fE PTP % | PTP : M UMb e =/, 7L 34
o Lk
ZO;/g ?;f;i fiE PTP @ | PTP: KUk =/, 7 39
1. RREHREINLEME
BB L
12. Dt
BB L

18



1. MEERTHHRE
e I A

V. JAEICEET 4I1EH

2. MEEXIIHRICEHET HEE

BRE STV

3. BERUVHE=E
(1) AERUVRAEDMRER

WE, RAZIET O 2l LT 20meg 2 1 H 1 REOEGT 5, 7ok, HFls, ERIC
XV EEHEHT 52, 1 B KES5 8L 40mg &35,

2) RZERUVAEDRTERRE - BRI

Rk L

4. BERUVAEICEHEY 5EE

1. RERVEEICEET 5FE
AFNOREERD T2 B L. AFEH O A& 2 BB 5 & &b,
OFBLEETLZ L, [17.1.1 ]

20mg

L VIEHENS

5. ERPRAAR
(1) BEERT— 5 /8 or— o
B L

(2) EREREIREER
B L

Q) AERICHRZRAR
ENE O EER

D T FESE T EAREM: I ESE A 2 6 RIS L% %2 1 H 1A 12 BRI OG- L
7277 Rx i _EEMRLEEGBR OB IIILL TO LB Y TH-o7-,19
kN 7 BT M E AL EE DTN T OB EGRAICB N TS 77 B AR H R A E R ENRD
Sz (p<0.0001, %fELRRTE),

~ 7 7 EAIE (mmHg)

B h-RE n PR i
B 5-HiE At e 5-RifiE LAk
7T R 82 [100.8+4.21 |—4.1+9.12%3  |160.0*+7.66 |—8.2+14.63 *3
7 Y F L 10mg 83 [100.2+4.07 |—10.8+7.76 3 |158.5+6.96 |—17.6+14.20 *3
7 VL Z L 20mg 85 [101.5+4.72 |—12.5+9.60 159.2+6.71 |—20.5+13.71
T B Z L 40mg 82 [100.4+4.14 |—14.3+9.92 159.2+7.04 |—22.2+16.83
‘Z{Z?i!?i;;q2mg&m 82 (101.0£4.40 |—10.9£10.13 "9 |159.6+7.68 | —~18.3£15.88 "%

7 1) LOCF £ (Last observation carried forward )
H2) BELLUTRELZHTHY, M7 ik EETiEZ2vy, (1 H 1[0 8mg % 4 B &L U 12mg %

8, F 12 HHEES)
£ 3) n=80, /% 4) n=81
P2l =177 )

19




BIWERZEBUBEEIL, 7202 2 10mg # 58T 15.7% (13/83 fiil) . 7 /L /L% L 20mg
BERET 16.5% (14/85 1) K OYT VW4 v 40mg H58ET 13.4% (11/82 f3]) T - 7=,
F72EIEMILZ, 10mg 8B 5-RE TRA MG 3.6% (3/83 f51]) . 20mg ¢ 58 THEHEMED F 1> 2.4%
(2/185 1) K OMfLH 7 LT F o R AKRFTF—EHENN 2.4% (2/85 f5l) TH~72,19

(4) HRELRIEABR

1) BExhEREEEER
E RN MHEER
BN D T FE ST AN i T RS 2 ) 7 O u 2 U BEEREIC 1 B 1 (8] 20mg (8 i
i) XN 40mg (8 HfH) DFF 16 WH KL, W T H L& LT L& E5HIZ 8mg
KON 12mg & Fl— MBI TRO#EE L “HERIEGBROERIILU T O LB Th o7, 20
kT 7 FEAIMEZS B (LOCF ¥5) 1%, 7YoAH & %58 (n=311) ([ZBWTHHBEED
NTHNE L X FURERE (n=309) ICHANEERENED LT,
¥, N7 ZRENLME O GAME (JRaREHANGES]  EIEAEER ) X, T v s
BE# (n=313) 1% 100.3+4.26mmHg/160.0+7.70mmHg, 7> FH L% L FbvF L
5B (n=309) 1% 100.4+4.11mmHg/159.6+7.27mmHg T - 7=,

k7 7 W EEALIE (mmHg)

B 5HE PR WS 14
EAr&ETD | FER T2 A &ETD \ HER AT 2
¥ 5 8 s S
T YNHILZ L 20mg| —11.0+8.87 —2.0 —19.9+14.30 —2.6
BT IR [—3.21,—0.69] [—4.62,—0.60]
— + > . + 9
YL ¥ tEF /L 8Smg 9.07.43 p=0.0024 17.311.75 p=0.0109
B 516 BEER (&R EmRR)
TN A
— -+ _ +
90~ 40mg 12.4+9.87 96 21.8+15.30 a4
BT H [—4.08,—1.22] [—6.53,—2.20]
T LFEFIL 8~ —9.8+8.50 p=0.0003 —17.5+12.69 p<0.0001

12mg
1) EE R
I 2) BEATOMEER L= RS RO GRS L U el @ oot (&% 5RO JRE 7
YHEDO R GRS HEEE, [ 1 13m0 95% S EHXH)

BIVERRBUEE X7 L& o 5RET 7.83% (23/313 fiil) Tho7-, EREIERIZ. 7
VLA CRETCI P RIEEEN 1.6% (5/313 fil) . MRAIMESD F U 1.6% (5/313 fil) K ONFEh 4D
FU)1.0% (3/313 %) Th -7z, 20

2) REMHER

ERNFEOHEGRER (RHARGHR)

BN T BE ST EEAREM: &) e B (362 ) Zxf4Hs T v L4 2 10~40mg (10mg
K VBALR) A 1 H 18] 52 BREHEMR O &G, FIUREEAISUI N7 MsEGiA & OFHE S L
TERE, WIS RE LICBRIERIRN G ST, 20

BIVEF BB 1T, 10.8% (39/362 f3]) T -7-, T/2RENWEMAIL, MEMKT 2.8% (10/362 #1)) .
FFEMED 0 2.6% (9/362 ) MK OVEREEINSE 1.4% (5/362 i) T ->7-.20

(5) BE - REERIRER

1) ERFEIHERER : IESMmEE
A O @ L ESE B (25 6) 2581 T VL% 2 20~40mg (20mg X 0 BHAR) % 1
H 1[0 8 MR AL Lok, Z2E LTCREIEIR NG BT, 22
RIEHZ BB, 4.0% (1725 6]) Tho7o, FEREIEMIZ, (R AHLEBRIKSEESEHEMN 4.0%
(1/25 1)) KON A U o AEEN 4.0% (1/25 f5]) T o7z, 29

20




2) ENENAEHER  BEEX#SS0EE
BN DR R E A0 D L EAE S (41 B ZxRICT Ve 10~40mg (10mg XY
BASE) Z 1 B 108 10 HEREOHRG Lk, 28 LT-BRIED NS ST, 29
BIVE S BB 13, BB ERE T 15.8% (3/19 #) KON EEEBFREEERE T 18.2% (4/22
Bl) ThHot-, EARBEMTEEREESRLE CIhH Y 7 L8 5.3% (1/19 #). mh U v
LIME 5.83% (1/19 fi) K OUANE 5.3% (1/19 f5l) T | 5 EE EEHBF CHEERT 4.5%
(1/22 1)), M U 7 AHEIN 4.5% (1/22 f) | 98 4.5% (1/22 f5l) K OVFEIMED F 0 4.5%

(1722 ) T -o7=,29

(6) JAmAIfEA
1) ERARERE (—REARERE. BREERRERE. EARBLERAER). RERTERT—

8 R—RAE, WEREREFRRBRONE
LR L

2) RBEHELELTERFEODHNEIEIEREL-AE - HBOME
BA=RPNA

(1) ZDith
B - L A

21



2

VI. E3hEFER(ICEH 3 5IEH

- REZHCEESH HIEEMXRITIL S
T T T v DREREDEE (ARB)

R BED D LB OREE « ZIRFIL, KHOBETHRLEZEZMT L L,

. ERIEER

(1) YEFAEML - 1ERRF
TIONYNEANIT oA T NE2 A7 1 (AT ZREGESL T oA T v 1
EHEFLL, FICE ORI e iAEDHEEH 2 #0f 32 2 L I2 Lo TAET H RIFMEEITOK T IZ
XU BEEAER 2 g, 29

(2) EEEMTITLHABRAAE
1) ATy ZBIKIZxd HBEEEH
b & ATy ZBAROIEEZ IR EEARAFAIIZHE L (ICs0 fH : 0.62~2.6nmol/L) . AT1 K5
D FRBE IR D TEECH T - 7= (in vitro). 20

2) LZo-7oSHT UV URIZRIFTERE
fERERR N (12 1)) (27 VX 20mg 2 1 H 1[0 7 &G UZFE, mfEL = o3&,
MET AT o TEERRT o4 T i v MEE OISR b, 2D

3) BREEA
EIMEHARIIET v b (SHR) MBS ME (2K-1C) A XTZNEZNHEIFR G L 72k,
24 WpE#E = CREIEMII R RE L7, 29

(3) #EFRSIRRSRD - FiR T
BB L

22



VI. EYEhREICRd HIEH

1. MAREEDHT
(1) AEEEDLmMPREE
M ER e L

(2) BlRRFBRCTHREIA-IDERE

1) HEmEEs
fERER AT P2 2 20mg (9 B) KON 40mg (9 #i) ZHARR &5 L=, K&
ROIEMBNREFLA) N T A—F (I T DL BY Th-o7-,29

Cmax Tmax AUCO-inf T1e

L e B

R (ng/mL) (h) (ng * h/mL) (h)
20mg 2,020.1£496.1 1.50(1.0-3.0) 15,475.8+4,413.8 13.2*+1.4
40mg 4,707.8£1,048.3 2.50(1.5-3.0) 33,892.0%£8,109.3 12.8+1.3

CEEE AR S, Tmax (3P RAE (e IME — FHRE) )

2) REHRSE
fERER AT P2 2 20mg (12 61) K O¥40mg (1241) 21 H 1817 HRE&REOEE L
TR REARO Mg 1T 50005700 4 A% E TICEFRIEBIZE L., M3 o
7":0 27)

3) EMFHIRIF R
(FONLBILE ViE 10mg T R—"])
TIONYNEEEIOmE [ h—T ] LT VNEE 10mg &, 7 R AL ——{EIZ LD EnEh
18 (7T on¥ 2L LT 10me) @RS FIHE BRI 05 U Tl P oRZ2 kR
EEZHE L, FoNn-EYEE ST A —4% (AUC, Cmax) 1Z2VT 90%(5 X MIEIC THEE!
ENT 24T S TR, W d 10g(0.80)~1og(1.25) DFFHNTH V) | iliA| D AW R SEPE)
fesd S iz, 30
(ng/mlL)
18004
1600 —— L FIINHILY EELImg [ h—"7)
—— 7 )LNEELOmg
1400 FHE+ R RZE. n=16

1200
10004 ¢

800+

=

-

T

6004

4004 \

0

6 12 18 24 30 36 4z 48
e DR (h)
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EYEE/NS A —F

HENT A—H BENRT A—H
AUCo-48 Cinax Tmax T2
(ng * h/mL) (ng/mL) (h) (h)
TV GE10mg [ =T ] 10320£3925 1308290 2.31+0.54 10.17%+1.70
7 VIV EE 10mg 10067*=3386 13391422 2.59+1.23 10.01+2.05

CHEME R R, n=16)

MAEFPREEN N AUC, Cmax FD/3T A —Z 1%, R ORI ARHE ORI - KR %5
RERSRMFIZ K> TRARDTREND & 5

W HFIDHIE/NT A — 2 OABEEDFINEDE R U 90% ISR XA

/N '7 )( h & AUCO-48 Cmax
EIE D 7E log(1.0175) 1og(0.9974)

SEEHEDZED 90%(EHEK ] | 10g(0.9469)~10g(1.0934) | 1og(0.9142)~10g(1.0880)

(FONLHILE 8 20mg T h—2 1)
TUONYIE BE20mg [ h—U | LT PNANEE20mg B, 7 0 AT—R_—ikc LY EhEh
1§ (7 VNP NH & LT 20mg) HERERA S IS HE R R O e G U C i P AR 28 (b (AR
EERHEL, G- EmEiie <7 2 —4% (AUC, Cmax) (22T 90%[EHE X Mk THE
AT 24T > 1= fE 3. WP d 102(0.80)~1og(1.25)DEFAN TH 0 . WA DA F AR EENEN
sl Sz, 30
{ng/mL)

30004
—o— 7YY 820mg [h—7)
2500 —— . 7 ZILNEE20mg
EHE A+ RS, n=15

20004
1fil |
1 i
i1 15004
iz |
wmw %
5nm-i iif@
: %\v\{}
0 . . ; T . : : £
0 6 12 18 24 30 3B 42 48
B E#OMRT (W)
EMENRE/INS A—A
HIE/NT A—H BEINT A—H
AUCO-48 Cmax Tmax T1/2
(ng * h/mL) (ng/mL) (h) (h)
TN E 20mg [h=T] 157052869 21631489 2.27+0.92 10.21*x1.21
T VIV NEE 20mg 159591+2622 23061473 2.13*£0.88 9.93+0.98

CHOME R ERZE, n=15)

MAEFPREEN N AUC, Cmax FD/R3T A —Z 1%, R O ARHE ORI - R %5 D
RERSRMFIZ K> TRARDTREND & 5
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W HFNDHIE/NT A — 2 ORBEREDFHEDER U 90% SR XFH

A ? ){ —_ 5 AUCO-48 Cmax
I D = log(0.9829) log(0.9352)

I D 7D 90%(E FE X [H

log(0.9313)~10g(1.0374)

log(0.8458) ~1og(1.0341)

(FOIHILE igd0mg T b—T 1)
TP AL AR A0mg [ F—T | LT DA EE 40mg B, 7 0 ARG —A—EIC LD ZRER
188 (TP NEZ L LT 40mg) RS FICHEE AR O &5 L Tl R 2 bR
EERAE L, G- a7 2 —4% (AUC, Cmax) 22OV T 90%1EHE X MEIC THeRt
AT 24T S T2 fE 3. WP h 102(0.80)~1og(1.25) DEFHN TH 0 | WA DA F AR EENEN
fERd S 47z, 82

(ng/mL)
8000 -
7000 —o— I TN F Mg [ R—T )
A —e— 7 L EEAImg
6000 PEfE + R 2. n=16
i STHNIVE
iz
i 4000.
i&
E 30004
20004 v
1000
0 h T T T T T T -;j_
12 18 24 30 36 42 48
5 oRER (h)
FEMENRE/NT A — 4
HERT A—H BENRT A—H
AUCO-48 Cmax Tmax T1/2
(ng * h/mL) (ng/mL) (h) (h)
TYNMEVE L GE40mg [ =T 386895768 4997917 2.66+0.98 9.75+1.34
7 U IV/EE 40mg 38375+5246 5190797 2.59*1.20 10.08*+1.16

CHEIME LR R, n=16)

MR NS AUC, Cmax F0D/37 A — 13 #ERE OZR, IRIE OBREURIEL « FFfE %O
ABRARMEIC L > TRR DML H D

W HFNDHIE/NT A — 2 ORBEREDFHEDER U 90%EFXFH

INT A —H AUCo-4s Cunax
PEE D 7E log(1.0065) 10og(0.9583)

SO FED 90%(5HEX ] | 10g(0.9607)~1og(1.0546) | log(0.8914)~1og(1.0301)

(3) hih
BB L

4) BS - fftRFEOFE
1) BEOZE
R (12 61) 127 2L H > 40mg = B%E O &G L2, REMARD Cnax. AUC 1
MR TG LR LI L T, TN 3.0%, 8.4%/) L7-, 39
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2) BREOFE
Z)LaryJy—iL
fERERR N (18 1)) [z 7 /v — (CYP2CY [HEHAI) 200mg 2 1 H 18] 7 HEXKERE
MOT Oy 2 40mg wHEREOHREEG (ZvaFy—a&bG 7T HE) LR, 7
VP ILZ D Cmaxs AUC 1F, HIMB GHEF & i L CTENEI 14.1%, 42.1%8EM L 7= (A FH
NT —#), 39

2. EYERERNSA—S
(1) BiAE
RHER e L

(2) WRURIEE R
PMER e L

Q) HKEETEH

Hk5e4 kel
0.0700£0.0117h1?

(BERER AT 7. MR & 5)
0.06870*=0.00763h1
(fEFER AN B 7. Me B HLER O i)
0.07224+0.00910h1
(BRERERL A 7, A HLERE N 5

TN NE L BE10mg [ h—1T ] 30

TIONYILH EE20mg [ h—1D ) 3D

TN NE L BE40mg [ h—1T ) 32

@ 9UTF5UR
ek L

6) HTEH
Rk L

6) Z0At
BB L

3. B&EM (REaL—>ay) @
(1) A%
mMER L

(2) NS A—FEHER
mMER L

4. RN
MMERR L

5. 9
(1) 1% — R B8 P9 @@ 14
HAER R L

(2) Mm% —RREEEEFT @B
VIl. 6. (5) #fhw) OESM

Q) Eir~DFITHE
VIl 6. (6) %3l DIESM
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(4)

(5)

(6)

BB DT
R L

Z DI DIBAOBITIE
G L

MiFEAEEE
[MC] 7 UAH S % 0.3, 3, 30 g/mL I TE MBHIUN LI=RE, VIR B EARA
1L 99.56% T -7z (in vitro). 39

6. X

(M

2)

)

(4)

AR AL B R AHRRR
BERERIC &0 @) M-1I2, F7z, CYP2CO IZ X W R M-TLIcR# D (in vitro), 30

RBICEEET 2R CYPE) OnFRE. 5K

CYP2C9 (= L v gty M-ILIcfRE s s, 7 20% 1% 13 CYP1A2, CYP2B6. CYP2CS,
CYP2C9, CYP2C19, CYP2D6, CYP2E1l kU CYP3A4 #[HEW T, CYP3A ZiFE L 2h
7= (in vitro). 36

MEEENROARERVEDEE
U ERR L

REVMOEHEDEERVEML, FELLER
M-I K O*M-1II ® AT 5 RO REVER IR ZLIE DK 1/1,000 TH 7= (in vitro)., 29

7. He
fERERY AT L2 2 20mg (12 6) KO 40mg (12 41)) 2 1 B 181 7 HEMER &S
U2, FIEE G225 168 Fifi] £ TORZILIR DO BFER PHRIERIZIZEN N 15.1%, 14.6% Th

272,20

b3 U RKR—2—IZET 51EHR

LB L

9. BHEIZLIREE

[VI. 10. wEHH ] OHESH

10. BEDEREHI HEE
(1) BHeEREERE

i AN D BHERE DFRE N 72 2 i MLESE BB (eGFR T D78 15~ 30 Al 00 T 3 B R RERE 5 4 441
30~60 A D PAE R REREEH 10 1, 60 LI Lo IEH ~ R ERISREREER 8 ) (o7 VL
PZ L 20mg & 1 H 1A 7 HERERO®KE UIZR, Bl O I ~ B RERE o & g
L CHEEERFEREIE EH O Cmaxs AUC IXZNTHL 17.3%., 16.7%H800 L, FHIEBHEHEREE
® Cmax. AUC IZZNZ1 8.9%., 39.3%HiN L 7=, 37
T, RAOBBERERE 2 £ O Ml RS 2 xR & LiilBRICB W T, PR R =
(22 f5]) & bbilie U CEEBERERES (19 61) o &7 7R SEYIRE L 35.1~61.3%H
ML, HEEZRBHIERES (eGFR 028 15 Kii) (4 1) @ b7 7RI SEYIRE L 51.0
~91.9%H N L 7=, 39

E1D B3O eGFR (mL/min/1.73m2) =194 X Cr1:094 X Age0-287

#ZE D eGFR (mL/min/1.73m2) =194 X Cr1094X Age0287X (.739
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(2) FTHREfEEEE
Ffe N DR P ~ rh A5 EE TR RERE 2 (Child-Pugh ®2 2 =27 7N 5~6 OB THEREREH 8 5], 7

~9 OPEEITHRERE S 8 1, & 16 B) R UMERERLA (16 #1) IZ7 AP NZ A RV
IVEDL LT 40mg & 5 HMIRER OBE Uz, e A & bl U TR E T e EE O
Cmax 13 7.7%80 . AUC 1 27.9%H400, H 25 E R EEREE S O Cmax, AUC 1ZZNE 4 17.9%.,

64.4%HM L7z GMEAT—#), 39

H2) vy, 77y, PT XX INR, FHERGE, MEKIEDRRED B X273 55558
H3) 7ML E DT a KTy Ik (ERNKKR

Q) EfEE
R 7o mln s (65 el B 85 LA T, 24 #) K OFESEE (18 mlh b 45 ikLA T, 24 f) 1T

TUNYIE L 40mg = 1 B 1185 HEKERAOKE LIZEE, @& O Cnax. AUC (F][E1H
515 8 HHE) X, EEEE LKL TENTN 15.6%., 9.0%D L7z GFEAT —#), 40

1. 20t
LR L
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ol

6.

VI Z&% (ERALOFEF) (CHYTLHEE

. BERNBETDER

|

{1

RE STV

. ERRNBETDERH

2= &@*%Iﬁ&%b&m_t)

1 AREN ORIk UIEHEOE OBEERE O & 5 B

2 Wb SUTAEIR L T2 TREME D & 5 et [9.5 2R ]

3 7TV AX LU TN ARG R ORERESE (7272 L, MOBFEIRFEZ1T> T b kit
Darba—LPELLARABROBREEEZRLS) [10.1 2]

2.
2.
2.
2.

. PDEXIIHMRICEAET 5FE L FNDER

RES TN

. RERUVAEICEEYT TR EZNER

V. 4. HiIEAOHEICEET2EHE] 223752 L,

. BELGEXRMIE L ZDER

8. EELEARNIEE

81 FREERICH S D FE N, S0 RO I ERH DD T, BETTE¥E., HEIEOE S
FEIEIR A O R A B ET DBRICITER S5 2 &

8.2 Filrnil 24 BTG LAWZ ENEE LW, T o o4 T vy v D2/ IEETAIR ST 0 R
FVL RN OFAf Ry =0T o OF T o U SR OMGIERNC X D E 2 i E AR T A
AlREMER B D,

REDNDERERIHEBEHICHTIIR
() SfHE - BEEZFOHLEE

9.1 AfHE - BIEEBFDHHEE

9. 1.1 MAMEBEBIRKREDH S EERXIHBETEDRKEDOH S EE

R EX 2 G LTS o He 2R, TS 2 2 &, Bt & OB CREKIES
WECKTIC LY QEICBHEZ B(LSE 2B ThRH D,

9.1.2 @h YU LMEDEE

B ERC 2GR LTSN 262 RE, BRI 2 &, mh ) v AMEZ B S
L2BTNDRD D,

o, BHEREREE. 20 Fo— VL RRORERIFEICE D IMED U U MMERE S R0 0TV EE
TIE, MyED U U MEICEET D &,

9.1.3 imEEENHDEE

WEOREEPMILE A L5 S Z L, WEREE LS80 H D,

9.1.4 BEGRIEREPDESE

BHENOHREGZAMT S0 L, HEICKGTZ L, QBRIEDKTEZEZITBETh)rH
%, [11.1.2 Z/]

9.1.5 ERBBEDCRITEDHLEE
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(2) BEREEEES

9.2 BHEEIEE RS

0.2.1 BELSHAEEE (eGFR 15mL/min/1. 713m* k&) OHAHEE

EHENSBEG 2B L, HETOIHGIIRA T R EHEEBEICRGT D2 &, BiEL B
SELBEINARDH D, MPEREO EENRED LN, [16.6.1 B1R]

9.2.2 MEEHPDEE
BHENORGZRGT 5L, HEICEEGETHZ L, AMARMNMEDRTEEZTBZNLNH
%, [11.1.2 ]

(3) HFiREfEE RS

9.3 FFHaEfE=EEE

HAE BT O TR REME SE i (Child-Pugh 47 A 27 : 7~9) TILHEE O EHNHRE ST
%, WEARRER T, @A ITHEREREE S (Child-Pugh 298 A =7 10 BLE) IR &H T
W=, [16.6.2 ]

(4) £JBREERT 2

9.4 KEREEHT HHE
9.4.1 1HRT HRIEEMED H S XM
HRL TWAZENEIRENT T IO T v VBB RN ER I T oo T o o 15
RIEFETAIZER L. IRIE - FrER~0RE (BA4L, EE -l - BOBMRAE, %) 2
PO BT FIDHE ST D 4042,

AFNOEE St H . (R OFEE L EE L CAFIRG OLEEZEEICHRG L, 1HE LD
BHIRMENfEEE A2 S M SN2 BAICORBEET D &, 2, BERMLERIGAIZIX
WOFEEFHICHETHZ L, [9.5 M

(1) ARFEGBMEINIER L CWVRWZ 2R T 52 &, AFIZRGFH, IR L T\ iens
R EMIMICHERT S 2 &, BEHRICHIRHA L2 GA 10X, BEbic&b2Fh1ET5 2 L,
(2) WOFHNZOWT, KA GBGRHCESICHAT 2 L, £70, HGPHLEITIE T
HT5Z &,
AERTIIARF Z M L2GA . BBIE -
CARRDSVEI U TR N D A
- AR A EHET DA, Y EICH

b Ivast Z%%%&i?)ﬁ?ﬂ%é Lo
E@#:ﬁé AT D L,
THZ L,

S

OR:3T

9.5 14w

PESG SUTIEIR L CW D ATREME D & 2 ZMEICIF R G- L7 2 & WG HITHIRAVHIB L2561
X BEbICEGEPIET S 2 L, MIRPEIROKRINCT AT v v T A RS TR ST
YOXT v R RRERILEA & 5 S B THAKEAE, IRIE - RO, AR
DIRME, EAE, mh U U LAMIAE, SHEHOTEHRA L OFKIEDIEIS K 5 &HEH S D MU
O¥E, EBHEOLE., MOBKEKRE S bbbz D|ENRDH D, (2.2, 9.4.1 2]

(6) =RELIm

9.6 RELIF

BRI LAV EREELY, 7/%@H?%&UTL% “““ IARA AR OEST D L
0.3mg/kg/ H LA EORETHIAEVRIZB LIRS R O Hiv, 10mg/kg/ H LA THREEIN O HH] 2358
HHNTND
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(1) MR

9.7 INR
IR RS b U7 BRRERER X540 L T e,

(8) =&

9.8 BhE
EKHENORGZHGT AR CEBICKREG T2 2L, —RICBEOREIZHE LI VW EEN
TW5, MEESENEZ2BFN0H 5,

7. MEH%EA
(1) RS EZTDEE
10.1 StAES (BFRALGWLI L)
R4 BRARIENR - 18 715 By - SRR T
TURXL TR FEHFEME AR, BHEREREE, (L= -7 VT U R
TR ) T A E K OME I E O 1R A3 HE 38R S D Al REE S

CHE R BB IR 256,

U 27 BEIMBHE STV D,

5,

=2 L. MOREERE 21T > T
baRMED = b —R

ZILLLRBOBEZERL,)
[2.3 2]

(2) ftRZFELZDER

10.2 HREE (BIRISEEYT S L)

A4 5 AR - FEIE T ik

B&FF - fabRIA 7

71V 7 BOREHEF PR
Avwm /)T 7 ko
FUT AT L
VA
71U T LA
X (o DRy

MigH U o LMED EFH$ 25 Z LA
b5,

AFNOT v KAT 1 450
FERIZE D B U o LEFREE
FHRERT 22 Lick b,
fElRIR 1 FRICEARRERRE O
b5 RE

bR e FE A AH 1D TRET 556, BIE
ZA= NN TEREE T 28 TR H 5, K

OG- 2 KT &0 b FnT 572
ELEETLZ L,

U Z L RAFT Y R
[11.1.2 ]

FIPRBEEA IR &2 521 T
HHEEICIT L = UIEMENTULE
LTWAHRENE L, KAID
ZEH LT,

7Y RF LT Lk BHSREREE . mo Y U AME KON
KMEZEZTRBZNANDH D,
eGFR 7% 60mL/min/1.73m2 A
DBHEREREED B D BRE~DT VU
AFx L7 VIR L ORIz
WCIE, {RIR Eete 2457200 & f)
Wrah 55 2REEETH 2 L,

L=v-TooF Ty %
PR H 23 He 5@ X 4 B T REME
N5,

TUDHT oy CEBEER M ERREREE, S ) U AEKR D

EHA RiEZEZdBEhnd 5,

UF oL UFULPENEZD2BZNNH|ERMEICB T FULD
o BRI AMEES D,
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8.

10.

FEAT v A PIEHRERA  ([BREERASRBE T2 LD 0, [FERT v A FHEHRERANT

(NSAIDs) MEYRIERAH T 57 1
Sy RA R B7T o DARRREREST
52 EMnn, BEFEMZREE
SEDLHHREMRH D,
EHEEREOH LRI T, SHFEAT A FHEERSERAIO
ICBEBENEATI2BEINND| T u x4 7T 0P AR ILE
Do ERIC XY Bl &ESMET
THEHEEZLNTND,
21
11. 8l4EH

WORWERANRH LoD Z ENRHDHDT, BEE 51TV, BRENRD ONGEICITEE
LT 5 Bl AT Z &,

(1) BRLGEIERA EMHER

11.1 EX%GEMER

11.1.1 METHE (b A5

B, NS, &, W - RIS OBIR AR & 5 METREN S Hbh b 2 LB D,

11.1.2 Savy. &k, BlEk LR

W, MR, BRSNS DO A I, EHICHE R AEZTTY 2 &, [9.1.4, 9.2.2,
10.2 ]

11.1.3 BHEEE (HTr)

11.1.4 BhUSLME (BEERH)

11.1.5 BFHSREREE (B RH)

AST, ALT, v-GTP @ L H%E %5 e ENH OO D Z & 03db 5,

1.1, 6 EHERARRE (BRI

FRA, BOORE, CK ER. M ROWRS 420 ey ER%RLLbNEHAIE, 5%
kU, EEIRE E1T S 2 b, BT X 5 AME R EO R ST 5 T L.

(2) ZnthoEI1ER
11.2 Z0fbDEI1ER

0.1~5%AJw 158 A

WS FBUE »%. 5. O
IE R BDEN

FEARARE R BIEY

R AU o EH i REE B

Hibas T

JF-fiek ALT. AST » B&H-

¥ ek BUN, 7V 7F =D 5

Z DAt g CK _E5 Ik
. BBERBREHBRICRITIZE

BREIN TR

BEHRE

13. B2

13.1 g

TN RO M- T, SBHTIC &0 BRE Sz,
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1. BRAEDEE

4. BRALEDIE

141 EFIZMAFOZEE
PTP WL D #ANL PTP > — b6l L TRAT 2 L 5835 Z &, PTP & — h DAk
2R D WA EIEREA~FA L, BIZIIZR 2B 2 U THERAR SO EERGIHEL
HEITLZEDBDH D,

12. ZOHDEE
(1) BRERERAIZE D E#R
BRIE STV

(2) FERGRREAERICE D < 1HHR
BRIE I TR
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X. JERRPRFBRICRE Y IR E

1. EHERER
(1) ZEshEEMEAER
[VI. GBI DA ] OESHR

(2) REMEEHAR
BAN- AP

(3) ZDthDEIBAER
M E R L

2. HMHHER
(1) HREZSEHAR
MU ER e L

(@ REBRSHIERER
AR L

Q) EfnEtaiiR
YRR L

(4) HARMEFER
R L

(b) EREFRLESFHHER
VIl. 6. (6) #&Fhw| OHESMH

(6) BRI
LR L

(1) Zoithn4k=k
PN L 2
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10.

1.

12.

. BREIRS

X. EEMEIEICEHT 4I1EH

BIUKI| - LT [ SR LD
) PR BRI 0L LY IS 2

RSy - TN H

. AR

3

. BENRETORE

FE{RRAF

. RO EDEE

BRE STV

. BERITEM

BAEMERLTA K
<FvhoLsy : f

<l

Z OO EH T EM - 5

- AR5 - AR

L

[Al—p%sy © 7 Y3 8E 10mg/20mg/40mg, 7 3V HERE 1%
FhE . 7o oA T v N/ IEREPE (ARB)
(o2 vxeFib, AN ALEL TAIVALEL FARAYILE

A RFY IV

. EFfEEFAR

%)

201241 H 18 H (HA)

. BERGEAREABRUVARES, EMEEREFAR. REFBEAR

B RUE IR AR R S FEE IR WS R AA
By =5 RSy
Wk5e4 A H AR £ A H £ H A
UYL HE
i};;;{?iﬁfgjfi 2023 4F 2 A 15 H | 30500AMX00038000 |2023 £ 6 F 16 H | 2023 4 6 A 16 A
JIVH L Z L BE
z;;;;i?;;fgjfm 2023 42 /1 15 A | 30500AMX00039000 |2023 4 6 H 16 H |2023 4 6 A 16 H
UYL HE
Z;;;;ﬂﬁiéfgjfi 2023 4F 2 A 15 H | 30500AMX00040000 |2023 £ 6 F 16 H | 2023 4 6 H 16 A

M L7g0

BEEHR. BiEBRARFABRVZOAR

BEA=RRANA

BEAHA
R L7

B EEHARIKIRR B89 B 15 R
AFENT, FIRGD DTG AT A HIRITED ST,

. MREXIIIREMN. RZERUVAEXREEMEFOEABRUVZTOAR
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13. &£fEa—F

EAEE | OEEERS [ gon gp | LE7 PER
Wiz 4 S H 2—f P RRAT 5
EdGa—F | (Y] a—F) =K
R l/ I/ ~ ”r"'
TENMTIT S | 149048F3076 | 2149048F3076 | 129374602 622937401
10mg [ F—17 |
R I/ 1/ ~ ”r‘-»
TN G 51490481078 | 2149048F1073 | 120875302 622937501
20mg [ b—1
R l/ I/ ~ ”r"'
TENTIT S | 149048F2070 | 2149048F2070 | 129376002 622937601
40mg [ h—7 |

14. RIRHBHLDEE
ARENIZIERN OB ERKLTH D,
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1.

51 Rk

1) tHNEE
2) fENEE
3) &R -
4) HENEE
5) tLINEE
6) tNEE
) HENEE
8) HENEEL -
9) thNEE
10) fENEEL
11) tENEE -
12) tENE R
13) tENEEL -
14) tENEE
15) tENE R
16) tENEEL
17) fENEEL
18) tNE R -
19) 7 L Z L OEFRBRBRAED (7 2 v G
20) 7 UV U DERIRREBRAGES (77 UL g
21) 7N E L DEFIRFEREGE® (7 OV EE 201241 A 18 HKR
22) 7N E o DEFRBRAARG (7 2L 8E: 2012 4F 1 H 18 H &R
23) 7NV E v DEFREERAE® (7 2L 3B
24) 7N E 2 DEFIREEREGED (7 VL g

X 1. XX#k

JEEER (8 10mg) (M76737-1)

IEEER (B 20mg) (M76749-1)

B (B2 40mg) (M76750-1)

EWREABR (BE 10mg) (M76737-1)

EWRERR (52 20mg) (M76749-1)

FWRAFRE (B8 40mg) (M76750-1)
HEAERIRRBIC I T B2 EMERER (BE 10mg) (M77264-1)
WAL T B2 E R B (BE 20mg) (M77265-1)
EEAIRAE (C B 1 D& BR (BE 40mg) (M77266-1)
Oy EItE DR EMERER (B 20mg) (M76751-1)

S EI% DR EMERER (5 40mg) (M76752-1)
RFEAEHE U — & OE A2 L (5E 20mg) (M77319-1)
BB R (B 10mg)

BB B (BE 20mg)

LB RHEER (BE 40mg)

AR R SRR I EER (B8 10mg) (M76705-1)
AR RS ERER ; I EBR (B8 20mg) (M76706-1)
AW R R VR HHEBR (B2 40mg) (M76707-1)

25) 7YV E L OIKBWER (7 U EE - 20124E 1 A 18 H &R,
26) 7 U H L ORBNCET AREQ (7O N8E 0 2012 4F 1 H 18 H7&AF., HMEEEEMEE

2.6.2.1)

27) 7 UNH I v OEENRERBRAGED (7 U NEE 1 2012 £ 1 A 18 HIKR,

2.7.6.5)

28) 7 UV o OREEERICET 25 (7 U0 EE - 2012 4F 1 H 18 HAGE,

2.6.2.2)

29) 7 UYL v OEEIRERBRAGED (7 U ANEE 1 2012 4 1 A 18 HKR,

2.7.6.3)

30) tENEE} :
31) #ENEE
32) fENEE} -

AR RIS ERBR (B2 10mg) (M76712-1)
AW RI RS (B 20mg) (M76713-1)
AW MRS (B 40mg) (M76714-1)

1201241 H 18 H KGR
201241 A 18 H&GE

v

o

\

Y

\

<

EEHEEE 2.7.6.26)
EHEE 2.7.6.27)
EHEE 2.7.6.28)
EEMEEL 2.7.6.29)
12012 4F 1 A 18 HIKGE, HGEE MR 2.7.4.5)
201241 H 18 H &R, EEMEE 2.7.6.30)
REEE M 2.6.1)

F G R 2
Ah B BB
HA R B2

33) 7 DA S L DRDBIERBHARD (7 G 1 2012 4 1 A 18 HUAR. MADEHEE

2.7.6.1)

34) 7 )vaF ) —v L OIEYFAERREREE (7 UL 888 2012 4 1 A 18 H KR,

¥ 2.7.6.18)
35) 7 ONY L E OB AMSICET AME (7O "BE 2012 4F 1 H 18 HKR. HEEpHMs

2.6.4.4)

36) 7NV H L ORBHIBET 2O (7 U8 : 2012 4 1 A 18 HKR,

2.6.4.1)

37) BEHERERE E AR [T BT D M EhRERBR A (77 UL NEE (2012 45 1 H 18 HAGR.

2 2722, 2.7.6.16)

38) 7 YNV L DEERRBRAED (7 L8 BE: 2012 4E 1 A 18 H KGR,
2.7.6.30)

HGH M

F G R 2
in B EHEE

THEEMYEE 2.7.2.2,
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39) NTHERERE EE T3 1T 2 KB RERBR AR (7 L "BE - 2012 4F 1 H 18 H/&R. & pHs

2.7.6.17)
40) 7 U E L DIRYERERBRAIED (7 DN 2012 4 1 A 18 HAKRR, SRS
2.7.6.15)

41) P EMIE) - FESESY. 2017 ; 47 : 1353-1355

42) BRERME D> - BEVE B pERHm NBHESHERE. 2021 ; 29 : 49-54.
43) FENE R} - R O E R R

44) FENEEE - HREE - BRI R ORE B T 2 — 7 Os iR

2. ZOMOSEXH
KPR L

XI.3EEH

1. ERAETORFRRE
BAUE R L

2. BNCHITEBEEXIEER
MU ER L
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XII. &%

1. FRF - REZFEICKE L TERRYIBZIT S ISHT= > TOSEFER

AHEDHFRICEHT HEE - AHIITAKREZZ T TORWREICET 2RI E TN 5, AR

TEFEPHEL L TOWRVHADEZENTEY . HSETHRBMSIN T LIRRTETH LA

IR FEE LTHRER L TWD, EREES D RKEN 25T 2 ETOZREEFERTHY

MITHEDO AR Z7RT DO TIEAR,

Perd AR L « TR = A D IR GE G IR BHEENC R 2 A R T4 V2T % Q&A IOV T
(2D 3)) (FFLH 9 A 6 Aft JEAEGTEEER - AFEMEREREE - FRE R
AL

(1) #f
W BRI
TIUNYILE U EE 10mg [ h—1T )
TIUNYILE U EE20mg [ h—T )
TIONYE U BE 4A0mg TR —T |

B ik

& BIRERL Ik

TN NE B 10mg [ F—T )

AERELA] 1010 824 & 0, AP (LABMILL I OML-2) TEy#:L7-.

TIONYE U BE 20mg [ R—T |
AERELA) 540 BE& & 0, FERIMFEEE (LABMILL T OML-2) Tl 7-.

TIUNY N EE40mg [ h—T )
RERHA| 300 fE& LV, SEAMAE (LABMILL I OML-2) TH#E:L7-.

O BRAFEAMF

- BOE - W

M2 25°C, 75%RH, 1000 1x (7 HOWEHT10 ' lx - hr DLE, 1 HHARAT40 5 lx-hr LLE, 3
EHRFRT120 T lx - hr DL E), MEOEDOESIZ3mm LT &ET 5.

RERR BB LT IAF v I vy —LET v THED.

(FEEBEIGELED, BT (T 74NV BDENLTAIETESTZ.) THRIFLEZ.)

- N - ST
&2 25°C, 75%RH, BiiAOBOES I3 mm U T &1 5.
RERW BB LT ITAF v 7 v — L& Ty 7 TEY, IEBOET IRIELT.

O WBRIEH R URER 515

- RBRIEE S (n=1), EEM=3) (RFEER hFEZOEEE 100% L L TR

- RERT L - A BR ORI IR L RGE IR S AGRE O RGO Bk M ORI IEICHEL 5.
etz OBANCEHELEHARO be/ow, EEAFH/SMIEL .
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m AER
FOILSFILE Vg 1mg T h—"]
RAF5M | RABRIEH PR IERES 7 H#% 1 & H % 3 & H 1%
A |Aomgn O L HREBOBRT il il
B - B _ WNiE : BB R*
& 5#(%) 99.8 101.0 100.7 100.1
(FEfF#%))|  (100.0) (101.2) (100.9) (100.3)
S8l ERENYSF S — ERENYS S A5
W A E (%) 99.8 — 100.9 100.3
(FEfF#E%)|  (100.0) — (101.1) (100.5)
k1 MEROOT 4V ba—T ¢ 7 NRIE
FOILHILE Vg 20mg T F—" ]
AR | B A LR 7 B 1 &5 H % 3 & A th
Al |Beopge 8 | RETREOBRT e A
D P DR
&8 (%) 99.5 100.5 101.8 99.7
(FEfF#E%)|  (100.0) (101.0) (102.3) (100.2)
S8l (ERERPY 5 — (ERERY P A5
W A E (%) 99.5 — 102.0 100.3
(FEfF#E%)|  (100.0) — (102.5) (100.8)
*2 ARED T 4V a—T 4 T HNRIE
TFOLFILA g dOmg T R—"T]
R | RABRIEE LR 7 B 1 &5 H % 3 & A th
il wa FEE R B BOBH R RE A RADORH RS _
v e |AEOPET i eonks | e peopks | P
= EE% 99.9 103.2 104.0 102.5
(7% (%) | (100.0) (103.3) (104.1) (102.6)
R R — BBk 7l /e
W | EE%) 99.9 — 103.2 102.6
(F&1F%E (%)) | (100.0) — (103.3) (102.7)

%3 : EBODT 4NV AT—TF ¢ 2T R INRIE
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(2) ARtk - BAMRUBEEREF1—JDBBMHE
W SRR
TN E EE10mg [ h—T |
TIONYE B 20mg [ h—1 |
TIONYIE L EE40mg [ h—1 |

B ik

DOEAZROE A F AKX AR 12 AN TE R 2 LiAte,

@K ZEHWT 551 CNIL 601 CITRE LI-BEGZEAZMANLE 20mL WWVED | v
T TCTH U, EAZREZRIC LIZIREET 5 o fliE 3 5,

OEAZRZ TC 180 & 15 (FEAMHA L, ARl - B ORNEZBLET 5,

DR L TV D Z EDBER S NNTO@OD FE~ETe, FRERROLAIXHE 5 oMikE LODF
NEZATV, AREEDHER SNIZO@O D FIE~ETe, S HITHE L2 WSS IXO DO E/E~tETe,
OREE L2 GA, BlEH LWEERl 2 e CcRAEE AN (BT E<BRANAL W
BAIWII_FERER) . 030 T EAFIRD 2L L DI oWV TO~BDIEES
179, MERNBROGAILHE 5 oRME LODFIAZIT 5, Z ORERIZ THIEE - IRl LW

a. RgREf k45,

OFEABNPOLX Y v T EROHN L, 8Fr OF =2—7 (THFHAOND 23 Z/KFEIC L, EALZ
HEEM A E S 30em OMLEICE » b LTEL) 1T 2, #iE#f 2~3mL, 7 TR 2 #f
Lz,

OF = — 7zl L7BEEz2EIN L, ERETHELEE,. pHZHIET 5,

O Z T 2 — 7 NIZETH LIAAUTEHR, S HICK 20mL ZFEAZRTHEAL, T2,

OWENWZ HFEOFEANG, F2—7HEAD, WEEETIZOWT, FHE ) CEREMOAEL H
BT THERE S 2,

OB CTHRIBEPLZE U2, HDODWVIEITF 2 —THENEEHE, Ta2—78%% 12Fr 128
B L., MEKEiEE, O~QOoBIEEZTT I,

B GBRERE - SR

Fa—7: (BR) TOPH ~ v 7rR®EHT—T/1 (8 k1¥12 7L F(Fr)E & : 120cm)
HEASE : () TOP# x4 ~7 — KU ¥ 30mL A X

pH A—%— : WGHRIETHR pH A —%— LAQUAF-72

41



B R

= = %%
Rfa B H KG9 55°C) KG9 60°C)
AR 10 5y CHAE L 72 55 CRAE L7z
TINIIS S 1mg | e ST s TR
! Tr EE A L7l
AR pH pH 6.57 pH 6.44
F 54y CHilE L= 5y CHAEE L=
R 8Fr§‘:r.*—7; : ?gzﬁiz'j‘ggf% LRI )
TRy eeome EABICORDT D | EARICOZDTPIRD
AT 55 (B TR Hivd (B CEEM
WTXDHOINRWETH D) *1 WTXDHINRWETH D) *2
AR¥ET% pH pH 6.31 pH 6.29
AREENE 57 ChHAEE L7 10 7> CHREE L 7=
- 8Fr Fa—7 i Fa—T7%@BBT 5
I =
T UM H b 40mg ‘ (EREH L‘Hjﬁé)
e HFEAZHZ DI NI HFEAZIZDIHEDT NI
AT HD (B CREYD M LD (B CREW N
WTEXDLRMETHD) *3 WTEDLRWETHD) *2
AR¥Et% pH pH 6.46 pH 6.30

1 BIen 2 A2 Q0mL)1 BIHK TH%, BEIXITEA R o7
2 BIYEVZ AQ0omL)2 B B T, RIEIXIFEAE R o7z
*3 BBV AQOmL)2 B HKE TH L., BENDT RO N

2. TOMOREEEN
HRIRE 7 7 —~ KAt ERBESARIT A —LN—Y
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