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- ke ]
L Bl
[25°C.T5URH.3 » A 4Bad | Zoerel | ZfeiL | &AL | ZesL .
S —— (LR )
il':—‘ R R AN
(B 6 120 75 1xhr. 25°C. ’*“%?m *“%?m {7 L *“&?n Er L
W15 AT ] GRS 2 | GiLks ) G )

CBAS] PEIR : BE~EEAGAOFERRA Y OFEE, MERER  #x OEEME 0. 2%LL T, ExwlE
DEFF0.4%LLF, M 30 45/ 70% LA, &1k 1 93.0~107. 0%, fHJE : B%E

X1
%2

7. 2kgf (BRAAIE) —2. 2kgf (1 % A), 2.3kef (2 » A). 2.1kef (3 » A)
H o (BRAAEE) — F 4 (60 J7 1x-hr), &AM (120 5 1x-hr)

%3 & fK0.04% < & 7F 0. 10% (BIAAEE) — 1 2 i K 0. 12% A5 0. 25% (60 7 1x-hr) | fll % F K 0. 27%

AF0.52% (120 )7 1x-hr)

4

(FLOSEY 0Dt 10mg T

101. 0% (BHARRE) —99. 5% (60 J5 1x-hr), 97.3% (120 J7 1x-hr)

PE
RIFLIE - \
- PEIR SRR | AN | RIME | R FHE
R
[40°C.3 » A -4 | Zfusa L | 2oL | Zfesa L | 2oL | 2oL | &L
B
T TR
[25°C.75%R0.3 » . | Z{b7aL | Z5fkieL | Zfkie L | Zfesl | 2L |4 o % b
% IR
e < 250 " " . .
[BEE: 120 75 1x-hr. | {678 L Do | B L | BsfereL [ ZsferL | ZeAL
=] = e i B, (%E*ﬁ% )
Eill, KERR]

(BikE ] PER - oA~ A A THEIC oERRO & 5 FEE, MR « #x OMEBEWHE 0.2%

LR, BRI EORFE0.5%LL T ML - 2 53 DI, ¥

95.0~105. 0%, f#JE : 58. 8N LA b (H FHIHK)
%1 85.5N(BAAME) —26.4N(1 » H), 28.5N(2 » H). 31.6N(3 % H)

10

15 53 5% LA B, EEIE




X2 E & K 0.02% + AEF 0. 05% (BRAGHE) —{F % fx K 0. 15% - &3+ 0. 31% (60 5 1x-hr) . fE* &
K 0.25%-&#F0.55% (120 J5 1x-hr)

HE) TR FATESEAINT S  SEA -+ 7 LA DB AEIRIEC ORI RIRIAIC ST ()
THLLEES I 20 0 £BEICFRLE L7,
<BE > L
AR
4y P \ R e
Sak EXIN —_ TE &k il i
L [PREOEILE, GACRDT | BN | SR % | 0%k
- VY B RisO%E OB G
YA éu/jk \E\’ A A
bIRERIAECRAL) e ERIETS3% | B 30%
ElbhY  |RbDR, ST L, BB i IR S
CRHEPY) [V RO (L Cn | S AT D AL B RS
- E/jk 330%L
Blb) [BRELSFLCEMELSE | R0 | o (REREEORS
BS80Sl RIL TS5 E | Be St B
Rilio5a
AR RN T 5B Ch 0 . R CIR{E LT AAE BT U7 B8 00 Bk - APEIC S
ORI L TH YD £ A,

3) NEIROREM
(7LOTE Y 0D & 5mg ) ©

(PRAESR1E]
FRVATEEIR, VAT
[FRBR AR A ]
Adh 1 BEE BRI EI L2 b O R RERTHOMEE L, BENICRE
[ 5)
ARERE A ik epElig 2 i 4 38 8 i 12 #
EEN%EE@W%Eé@%%ﬂé@%%&é@%%ﬁé@%%E@@%%
. %Mﬁﬁﬁﬁﬁﬁéﬂt%ﬁéﬂk%ﬁéﬂt?ﬁéﬂﬁ%ﬁéhtiﬁ
T [~ T 4y B T A B m T @ T s B o T A
SR SR H SR SFE)
Ak &8 93.0~107.0% | 100.4% 100. 9% 101. 6% 99. 3% 100. 2%
AENORZEMICET 2R THY . 58 L TRIFLEARZERA LZHE 0 - ZatEizon
TOFMIFFEML TR FHA,

1. RARERVBEREROREN
MR L

8. thFlEDEEELL (WMELFHEIL)
gk L
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BHE

(FLOSEL OD§2 5mg Tk 7
IS D E ARV SRR T A RS A > CEAL IS4 11 H 24 0 SRARARE 1124004 B) (2 U CRBR

i L7,
FEAERIE] | 7 Am P 0D BE 2. Smg
HERFE | BRI/ —EBRE EHERBRIESE 2 5 (N FviE)
B AL 0 900mL  RBRIK OIS : 37+0.5C
pHL. 2 AASER S WHRBROH 1K
- pH5. 0 VW 7= McIlvaine DOREMER
PR s | D68 | HAKRS VRO 2 i
7K HASKR S KK
100rpm pH6. 8 AASEG G wHRBROSE 2 i)
() H ]
mfg | ARERK Pl e
FRERIUAIZS 15 23 ANIZ Y 85% LA EESHI T2 73, XU 15 /3123817 5 sBR il o0
PHL 2 it s s B o0 S 58 & 15% ORBIIC 0 5,
FERELA DS 16 43 LANIZ I 85% B RWS T2 5y, XUE 15 43123817 2 3ABRELH| o0 5
PO sy s BB D TSV L 5 £ 15% ORI 5,
50rpm ARELAN Y 15 43 LAWY 85% L0 EEEIIT 270, XU 15 4312 381) 2 B Al oo %
PHO-B 1 syt s s e on S o = 15 % DRGNS B0 5,
REAERLA D SEEVE DY 40% M Y 85% HIT D1 2 7 2 REUZ 8T, BB LA 0
7K BIPR SR A AERUH D SRR = 15% OFPHIC B D>, T f 2 BIE ol 42 DL
ETH b,
100rpm | pl6. 8 ABLAN DY 15 43 LAWY 85% L0 EERIIT 270, XU 15 4312 381) 2 B A oo %
P R M T ERL A 0 SRR R = 15% DOFEFRIC B 5,
[R5
i 12 Xy 2L OB HER (%)
A%k | FRERIR E(ZE; 7 ZA 51—; ; ;:%/%OJD i . . £ Bk HIE
pHI. 2 15 93.6 96. 4 -2.8 - A
pH5. 0 15 94. 4 95.0 -0.6 - W
50rpm | pHS.8 15 82.1 87.9 -5.8 - WA
X 10 66. 3 40. 2 26.1 0 e
240 87.7 85. 4 2.3
100rpm | pH6. 8 15 91.7 86.9 4.8 - WA

UEDHRLY . 3 _XTORBREKMICS WD TR B OBEMEORELE L - Licizd, 7Au ey 0D
BE 2. 5mg [HAR ) I IERUERGR & IR HZEB L L TV D HIE ST,
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()44 EE 2
3]

120 pH5.0/50rpm

pH1.2/50rom
100
O 0= =) O O
L s ] gl [
H
% 60
%
40
—e— 7 LOTE T OD§E2 5mel #K) —&— 7 LOTEODR2 5mel #HK)
O {RHEHF(ODSE. 25me) 20 O RHEMFHIODER. 2.5me)
o . L ' 00O
0 15 30 45 60 0 15 30 45 60
Bl (5) B (43)
ML i pH6.8/100mm
_______________ S R Y |
s
H
=
%
| —e— 7 LOUEL 0D 25 ) ] o 7 LOUEL0DER2 Smal FH) e 7 LOUE DR B
-0 {AEHHIODER., 25me) 2 | 0 AEMFIODER. 2.5mg) 20 w0 FHBFIODER, 25me)
O - 0 0 O
0 15 30 45 60 0 60 120 180 240 300 360 0 15 30 45
B(5) BRI (4 B (%)

(ZLATE Y OD§E5mg [ 7
IRIEIRS O M F IR SRR A R4 2 CERCISAE 11 3 24 B SRRBATES 1124004 ) 124 U TR

% Lz,

e

A

23 0D $E Smg

R T 15

HASER Y7 —iealRiE v HRBRES 2 15 (8 FLik)

AR

RERK R - 900mL  RBRIROIRSE : 37+£0.5C

pH1. 2 HARSER T WHERBROSE 1R

pH5. 0 w6 7= McIlvaine DOFEMEIR

50rpm

R/ AR ph6. 8 AASER DT s HABRO S 2 K

7k HARSER 7 R

100rpm pH6. 8 HASR S WHREBROSE 2 )

() L ]

[EIE 7z

BRI

I

pHL. 2

RRBRBGRIAN 15 73 LIPS 8 85% LA RIS 570, 3 15 4312 361) 2 sRBR LA 02
PR SR AR R R O R £ 16% OHFPHIC H D,

50rpm

pH5. 0

FBREGAS 15 73 LIPS 85% UL IR 2720, U 15 431861 2 sl BR A 0 >
YR R AR R O I R £ 15% DOHFPHIC H .

pH6. 8

FRYERLAN D S0 RS 40% MUY 85 % AT D1 24 72 2 ST T RRBRELH D
PV SR DR R O S 2R £ 15 % DFIPHIC B D 2>, 3T £ 2 BB OM#IE 42 LU
ETH%,

50rpm

7K

FEYERIZI AR E S N T-ABREERIC BT 2 PR D 1/2 O EHE E2 79778 Y
TR, ROBE S 72 R BRI ) CRRBRELE 00 S 1A H SR A HERLK 00 S 1)
BEHRE12%OFICH D0, i {2 B%OEN 46 LI ETH S,

100rpm

pH6. 8

FEYERIZN D STEIIR R DY 40% K TN 85% (T D1 24 732 2 BE T BT, BRI DT
PIvAH SR IMERERIZ O SEIAEH R £ 15% OFIIZH 50>, T £ 2 B oO@EIT 42 L
ETtH s,
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() B EE 3¢

() EE 38

120

100

80

60

40 |}

20

Uit R

) E 12 Xy BV ORI R (%)
mREL | RBRK | R TAaYE Y 0D EE HIE
——_— "
pH1. 2 15 93. 4 91.5 1.9 - ey
pH5. 0 15 94.7 92.3 2.4 - T A
5 59. 3 64. 4 -5. 1 .
50rpm pHe6. 8 - A
300 94. 2 85. 4 8.8
5 55. 3 46. 1 9.2 .
7K - A
360 95. 7 84.8 10.9
5 85. 2 69. 2 16.0 )
100rpm pH6. 8 46 A
120 95.9 85. 3 10.6

PLEDOFRER LD . TN TORBREMFICE O TRHZES OBUMEOHE L ELGG - L7272, 7 APy 0D
BE bmg TR (JAEHERGH L I HHZEE VAL L TV D LHIE Sz,

pH1.2/50rpm

—e— 7 LOUE L ODERSmel B k)
-0 A AYFIODSE. 5me)

o
° 0

120

15 30 45
B (43)

60

pH6.8/50rpm

—e— 7 LOTE L ODEESmel FHK )

-0 SR WA (ODER. Sme)

180 300 360
B4

60 120 240

120

100

60

()44 B

40

20

(&) HEE B8
3

40

20

(7LOTSEYOD St 10mg T&#]) 7
GENEIR B0 ERE O A FHRIZEMFRBR T A RT7 4 2 CEpk 18 4 11 A 24 B EEHFEAIRE 1124004
5) D BKUEICHE L CikBR A Elii L 7=,

pH5.0/50rpm
o o =3
—e— 7 LAYEODSESmel #Hk )
O EMF(ODEE. Smg)
0 15 30 45 60
B (5)
K/50mm 120 pHB.8/100rp
100 g P
P e
B
H
%60 [
%
a0 | -
—e— 7 LOUE L OD§ESme k) —e— BREF RAXEH)
-0 HHHODSE. Sme) 20 O A LA
P ; ; i ; ; o
0 60 120 180 240 300 360 0 15 30 45 60
B (5) BR(5)

MR | 7 A a P 0D & Sng
HETE | BARIERT —EBRE I HERBRE O M vik)
B AL 0 900mL  BRBRIK DIREE : 37+0.5°C
pHI. 2 HASER ) R 1K
. pli5. 0 HED 72 McIlvaine OFETHIK
PR s | OO oH6.8 | NAIRI T 1o 2 1
7K A AR KK
100rpm pH6. 8 HARSESR 7 W HHEEREE 2 1)
OB =
[ e B ]

FEAERUFN AN 15 43 LAPNIZ Y 85% LA BYRHIT 50, XU 15 32 BiT 5

WIRHR+10% OHIFEICH 5

14
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R

HIE 12 Xy B OFEEENFE (%)
miRgg | RBRIR | FEA 7 LAY 0D BE HIE
T Y/ 1]
(43) 10mg 454K FRAEREH Z=
pH1. 2 15 91.6 92.7 -1.1 ey
pH5. 0 15 95. 1 91.8 3.3 T A
50rpm N
pH6. 8 15 95. 6 91.6 4.0 T A
K 15 92.9 93.5 -0.6 SERay
100rpm pH6. 8 15 95.5 97.6 -2.1 SRy
OffEl = DY =R
(e FL e ]
HEBRBIH O EH R 15% DR EFB 2 D H O 12 HH L HLLT T, 225%DHIFEEZEZ A H DN,
BEE
.. I T I 12 Xy /L ORI (%) .
EERE | BRI 4:J’q:;\%E — - e
(43) S fiE P e/ ME~J5 i)
pH1. 2 15 91.6 87.6~94.7 A
pH5. 0 15 95. 1 91.8~100.9 iy
50rpm N
pH6. 8 15 95. 6 92.8~99. 1 SRy
7K 15 92.9 90. 8~94. 8 ey
100rpm | pH6. 8 15 95.5 94. 0~99. 0 Py

R EORER LD | FHEHER, Hx OBFHRE GICEHEDORFEOHEEEZW- Lo, 7

LU 0D BE 10mg [AFAK) (34 vE

120 pH1.2/50rom 120 2H2 .0/ 50rpm
100 -
1y ® e —8
- 80 = 80
& H
% 60 % 60
% b
40 40
20 —e— 7 LOYE0DE 1 0mel 25 20 —— F LOUEODE 1 0mg 25
O {FEWHI(ODER. 5mg) -0 FRERIFI(ODEE. 5me)
00O 0o * * ’ :
0 15 30 45 60 0 i =20 e a0
BER(5) B (1)
120 [
100
w 80
H
= 60
%
40
20 —o— 7 LOJE D ODE 1 0mgl &4k 20 —e— 7 LOSEODE 10mel FHE) 20
—O— EENFHODER. Sme) O RIEWFHIODER. Sme)
[ - 0 C 00
0 30 60 0 15 30 45 60 0
BERA(H) BERd (43)

2) SHBRHBBR~OESNH

B L IRHEBDRE TH D L HIE S,

pHB.8/100rpm

—e— FLOSEODER 10mgl 24k
-0 FREWA(0DEE. 5me)

30 45
BER(5)

15

T AP 0D $E 2. 5mg [BAK), 722 0D BEbmg M) KOV7 Am P 0D §E 10mg [ 133%E
SNEEHBEKRICEA L TWA Z ERHERESN TS,

ioned

BRI

Birg

T AL 0D BE 2. bmg [ AK)

7K/900mL/ /< K /L /50rpm

15 43 70% L4 1=

T Aa P 0D BE Smg [ 74K

7K/900mL/ /% R /L{#/50rpm

15 478 70% L

7 Au e 0D EE 10mg [ 4K)

7K/900mL/ X K /Vi%/50rpm

15 43 70% L

15



10. &% - A%

(1) FEAVERER - . NENRRERSR - SEICEHT HFER
AL LR

(2) %
(FLBTELOD &2 5mg T
100 £ [10 88 (PTP) X 10, BZEEHIA L]
1000 2 [10 &2 (PTP) X100, #ZfEAIA Y ]
500 fE DR, NT. HZBAIAY ]
(7LOTEYODfE5mg &)
100 &2 [10 8 (PTP) X 10, HZfEHIA D ]
1000 &£ [10 && (PTP) X100, BZfE&IA Y ]
500 & DR, N7, #EAIAD ]
(F7LOTE>OD & 10mg T
100 2 [10 & (PTP) X 10, HZJREAIAD ]

Q) FREE
RS

(4) REB|DODME
(FZLRTE>OD &2 5mg/5mg T2
(PTP 4
PTP A « MU E =/ RIBL =Y FU AT 4 VA, TAI=0 L4H
Er—@lE: TAI=TL R T IR—FT 4LA
R i
(N T @)
Rz RV =FL v
R DR = = PV
IR
(7LOTE> 0D 10mg T
(PTP ‘L% )
PTP fudl : RUMHLE =V F o - KU E=AEAE T 4 VL, TIAI =T L
ve—@l s TAI =y A s RYZFLUTIR— T 4 LA
IR

1. Fgirtt S S EHMEE

LRV

12. T Dtk
R L
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V. aRICEY $IEH

1. DEEX(FIRER

4 SRR IR
O L
OBl it

2. BMEEXIIHRICEET HFE

SRRERIHRICEHET HTE
AFNIBRBEBDPIER TH D720, BERNRE ES 2 N LEPREICITRB I T 20,

3. RERUVHAE

(1) AERUVAEDMHFEHR

6.AERUAR

<OD %% 2. 5mg. OD &% Smg)

B ELE

WH, AT 2P E LT2.5~mg & 1 B 1 EEO&HET S,

ASSN rﬁumbLﬂﬁﬁ¢7# NIRRT 725 AL 1 B 18] 10mg FTHETHZEMNTE D,
W 6mU Eo/NRICIE, TArYEY L LT 2.mg A 1 B 1 ERAZRET S,
&%\ﬁﬁ\WE\fﬁ_ UBNER: 1/ A A

BlME

WH, AT LY B E L Tmg 2 1 B 1 EROZEET 5,

7o, JERICIE Ul E T 5,

<0D £€ 10mg)

= MmEE

WH. AL i?Au/t/kLT25~mg%1H1E%m&5¢5

7o, RIS CHlEEIEET 2083, SRR 02EGAICIE L H LE 10ng £ THETAHZENTE S,
BlME

WE, RAZIET7 LAY LTimg & 1 H 1ERO&KST 5,

7o, JERICE Ul EHT 5,

(2) RZERUAEDRERE - BRI
MR L

7HRZERUVBEICEET 3EE
<OD % 2. bmg. OD %% 5mg)
6 L EO/NEA~OEEIZE L TIE, 1 HbSmg BRI &,
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() BRT—2/\v75—2
YR L

(2) ERPRZEIEFER
DR L

) HERIGEFEFRAR
MBI L

(4) #REERYEAER

1) BAhERIEEER

17 FR PR AE

17.1 BUMERULEEICET 55k

(S IMLESE)

17.1.1 ENE MHERER
TArYEELTing % 1 H 1 8EMES%ZIC, IGFEHIMEL 140mmHg LA & 773 B3 305 il 2 —#EIC
T, 7 YELE LT 10mg Xidbmg 2 1 H 1 [F] 8 MHHE Lz & & OUGEWIMEDN—2F A 1) %0)
ZAEOFHIHEIL, 10mg # T 13. TmmHg O T, 5mg BT 7. OmnHg DK FTH V. MEEMICHEHICHERZE
ﬁ%k Bz,

PRI A 2 S o RWEA OFBRIL, dng BETIL 3.9% (6/154 i) (. 10mg FETIE 9.9% (15/151 4)

wu&)%hfw EAE (10mg) WGHHIRENEWVHEE TRO L, 10mg BET3.3% Th-o72 ¥, [11.2 ]

S, MRl L CEEL-EMEERB T AR LClong 4 1 B 1 [EAE LT 52 WEEE L
BRI HIME D_— 2 T A L3 DAL EOFEEIL, 15, 6maHg DX T 2R L7 Y,

2) REMHER
AR L

(5) HBHE - WREHIGER
DRI L

(6) aEafE
1) ERAERE (—RERREREE . BEEAERE, ERAELREE) . WERRET— 5 N—RHE.
WERF R ERABRONE
AR L
2) EBEHL LTEBF RONER LS L1-5BE - RROBE
LR L
() Znith

17 G ER A&

17.3. Z0Ofh

17.3.1 ERBIRIZTEE
BRI A B e i ERE B 43 1] (39 Ik EA T2 5 70 %ui) W27 AP e LT 1 H 1A 2 5~b6ng (—
DREBFNTIZ 7. 5mg £ THIE) % 12 BEHEG L CHBERBIIRE L A EHBEEX o712 19,

18




VI.

AY

EEIE(CRHI HIEH

REZHICEESHHELEMXITLEYEH

T RabUIURINLIVTAEREK =T 2O = DY U, N U R
R BEEOH LB ONEE - DIREL, KFOBEBTIHRLEBHT DL L,

2. FEE{EH

(1) EFERLL - 1ERER
18.1 kA

TR OB AR E I N ¥ T AT X o RVICEERIIZEE S L, MlaN~D Ca2t DA Z b S5 Z Lo &
D MRS OYEH eSS 5, Iy U AFERORBIIERTHY . FlTh s, 72,
DHEERIZETE < . M BIRMERRD HHTnDE D 1)

(2) FENEZEMITHHERIE

18.2 BIE{ERA

KAEMERETT L (WIERARRBES v b, BEESILTEA X) 28\ T, BEE S CIiE FREOFRB D E
HCERFHERRI A RN Z EARO LN TE Y, Bk E5 THLMEORE L2202 EB3BH LN TNS 12,
18.3 BMEICf S DIEREE~DER

BRI Dahl 7 v M7 Ar Y% 10 ML LG9 2 L0k 0, IiceE 5 mE EA R OWERH
IREIIRDAIKILAE . 7 4 7 ) L& SO ME R DI S iz,

JMZE R B RIE R INLE T~ MCT A P 3mg/kg/ H 2 545 2 Lk 0, fE EF- o & OEA %)
ERBO Oz, Fio, LI ORBRMEL, B OHIAMEBIIRSE ., RERIEEEEE, SRS ZHMEE OB ZE DI E S
BT HH S 19 )
18.4 HiBEIER

7 v MLIRICEW T, i/ FRERREO O REER 2R R, 7 An U RGBT RERIC
ACOULHE S O EIE DMEE X v, FAHEN Ca? DM NG S Tz, N ATP BEX OV LT F U U BED
Bl S IEEE Shu, DEREERS R ST,

F 2 MEHETAR DI BV T, £ dp/dt K OVESEIGEIEIR T L, OHREHSRE LD Lz 919,

Q) 1ERFEIRERRT - Friukefd
gk L
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VI. E¥EhsecBi9 518 H

1. mMPREDHTR
(1) BELAEDLGOLDERE
MU ERR L
(2) EgPRERER CHERR SnF-MPRE
16.1 MAEREE
16.1.1 H[ERE
fEEERRA 20 FlICT 2P & LC 10mg Z H[EE 5 L72RED MEPIRIE D Tux. Can AUCo-1use LT Tig 1,
ZHEI 8 0 Wf] (FPULfE) | 5. 84ng/ml (M), 278ng « hr/mL (EIME) KON 35. 1 Kff#] (CEHfE) TH Y|
SAEA L L7, ARk Ch o7 17,
16.1.2 RE#HE
fEERR A 6 1 CEYJAERE 33.55%) 2720 & LT 2.5mg 2 1 H 116 14 HRBRERSE LzEa ol h
T AU REE, 5 6~8 BRICEFEIREBIGEL, DBOEBIBO LN -T2, kb5 R (14 A
H) @ Chax X O AUCo~gany X ELEIL 3. bng/mL TN 61. 8ng « hr/mL TH Y | #JE&E 5K (1. 4ng/mL K X 19. 3ng -
hr/mL) O35 TH o7z, FEFIEE, MEFEREIIMWIR L, #5515 B B2 0. 24ng/ml & 72 -72 19,
EYEHRIF R

(7LOSEYOD &t 2. 5mg T 2
HREIG O LY FRIRFEERBR T A R 7 A > CEpL 1845 11 A 24 A SKEFFAFE 1124004 =5) IZHEV, R
%N B T B B W R TR S R B & i L 7=,

TAaYE L ODEE2.bmg [HAK] L7 L0 DEE2.5mg 27 0 AL —_R—iEIC KV ENEN 18 (T o
B ELT2 5mg) BEERADTICHAERER DS Ok LTIRA (=12) KUK TIRA (h=12)) L CTim4E
HREALIRIRE ZHIE L, 5N EIE XT 2 — & (AUC, Cpu) (22T 90% 5 M8 X I CHEFHRIT 21T
ST AER, 1og(0.80) ~log(l.25) DFFHNTH V. WFHIDEY BRI EIZMED’ R S iz,

— /K72 LCARA —
I ENRE T A —H
HIENT A—H BENRT A—H
AUCyrz(ng * hr/mL) |  Cpax (ng/mL) Tuax (hr) Ty (hr)
T AT 0D EE 2. 5mg [V AR 47.0+14. 4 1.37%0. 49 8.3%£1.9 33.00£6.91
T AT 0D BE 2. bmg 49.4+12.0 1.3940. 32 8.7+1.8 34.77£6. 20

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

(ng/mL)
20 r
—@— FLOUE L ODEE2 5mel #H
O FLAT L 0DEE25mg
% Mean=*S5.,D,, n=12
th
7
L
=2
Z
E
= T I
i [
% + P 1
: Y
0 12 24 36 48 60 72
®EHEORM ()
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— K TR —
YN T A —F

HEANT A—H

BENRTA—H

AUCy 75 (ng * hr/mL) |  Cpax (ng/mL) Tyax (hr) T2 (hr)
T AT 0D EE 2. 5mg [V AR 49.6*=13.6 1.58=*0. 35 6.5%+0.9 34.30%6. 84
T AT 0D BE 2. bmg 47.7+12.6 1.48=*0. 40 7.2+1.3 7.2+t1.3
(Mean=*S.D.,n=12)
(ng/mL.
20 1
—8— 7LOYEODE25mel )
O PLOT L 0DER25me
% 15 r Mean=35.D,, n=12
th
7
I
o 10}
: T
= 1 e
£ 05 P ——{3

12 24

36 48

E5HOEM(h)

60 72

I HEPFLEE N AUC, Coux FFOD/NT A —ZIF, PBRHE ORI, (RIEOLREUEIEL - FEfH)SF OFRBREMIZ L - T

IROATREMED B D,

(7LD EY 0D fE 5mg [F#HI) ¥

BIEEIR T DALMY FIRIEMERER T A N5 A 2 CERL 18 4E 11 H 24 A ARG 1124004 ) I20EV, fathE

BN T - 3B AW RO IR SRR 2 S0 L 7=,

T AP 0D E g T &7 50T DEEbng 27 B AF—_"—IEC LV ERFNR 18 (TPt
& LT Smg) BEFERRAS FICHeRHEIRR NS Ok7Ze LTHIRA (0=12) X OVKTHRA (n=12)) L Tl fERs
(LA ZRIE L, SN Hpshie T 2 —# (AUC, Cmax) 22\ T 90%IEHE X BIEEIC CHREHIEIT 21T - 7=
AEAE. 10g(0.80) ~log (1. 25) DFPFHNTH ¥ | WA DLW FHFSEE DR S iz,

— K72 UCRA—
Y EE T A —F
HERT A—H BB INTG A—H
AUCo75(ng = hr/mL) | Cuax (ng/mL) Toax (hr) Ty (hr)
T AP 0D BE Smgl AR 104.9+14. 1 3.03=£0. 34 8.7+2.7 39.13+£8.75
7 APl 0D $E bmg 101.7£22.9 2.8610. 54 7.5+1.7 39.38%9. 03
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(ng/mL

4 -
—8— FLOUE L OD{ESmel 5K )
-—-O—- PARY 2 0D§ESmg

% 3+ Mean=+=S.D., n=12

&

7

1s

a2

D

g T

4 / "If’\

® % S

E 4 "---—-—.::6

or
0 12 24 36 48 60 72
5% OB (hr)
— K THRA—
SRYEHE ST A —H
HENT A—H BEINT A —H
AUCy-72 (ng * hr/mL) Cyax (ng/mL) Tyax (hr) Ty (hr)
T e 0D SE Smgl AR 82.9%27.0 2.51%0.76 7.5+1.9 36.97*14. 14
7 AP 0D $E bmg 76.91t21.9 2.2210.61 7.0*x1.8 35.9816. 82

(Mean=£S.D.,n=12)

(ng/mL)
4r
—@— FLOUE 0DEESme 27#k ]
-—-0--- FLAD0DESme
% 3r Mean=+5,D., n=12
th
7
Is
[m] 2 r
5
E
>
e o —"\;LL
= 1 | k=
E 1 J|_ """n-‘_‘___‘__;é:__ —
0C . . . . . !
0 12 24 36 48 60 72
5 HORH (hr)

M SEFFEREEW DN AUC, Coux FF D237 A — 213, HBRHE OIRIR, IR OLRIRAEL - RS ORBRARATIC K-> THR

IRDATREMEDS B D0

(7LOTE> 0D 4 10mg T&Hk) ¥
T Am Y 0D SE 10mg TAAK) 13, [ &R 7R 2% 0 B RA O AW F 0 R SRR T A K7 4 > CGERk 18
11 A 24 B EAFRARYE 1124004 5) | ([ZH-SE, SmglD SEAEMERIAIL Lz & &, IWHIZEEHNELL, £

)

(4)
1)

2)

WSS & i ST,

s
R L
BE - fHRAEOEE

BEDOEE
[VIL 4. WU OIESMR
HREOZE

VI 7. ¥HAAIEH) OmEEHR

(Mv. 9. &M OEHZR)
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3.

4.

5.

(1) FRFrAE
gk L

(2) RALREEH
LR L
Q) AREEEH
BEFERRA T -, #0455

HR5E4 HIGHEES (hr'!)
. K72 UCIRFOBE 0. 021740, 0037 (hr™)  (Mean=£S. D. , n=12)
7 am UYL 0D B 2. 5mg [ . )
KCIRADES 2 0.02090. 0040 (hr™") (Mean=S. D., n=12)
i k72 UCIRE 084 - 0.018520. 0040 (hr™) (Mean=S. D. , n=12)
7 Au P 0D BE bmg [V AR o - -
KCHRAOEE :0.0205+0. 0054 (hr'!) (Mean=S.D., n=12)

4 2075 2RA
gk L

(6) HMER
gk L

(6) it
DR L
BEH (REaL—Y3y) @i

(1) fEtr77iE
DRI L

(2) NS A= EHER
Rk L

IR 4R

16.2 ERIR
16.2.1 BEDOFE

20)

o

HERRAICT Ar P & LTbng &7 1 A4 —/S—iEIC L0 ZZJER U RRICHEREIRE O &5 L7256 O3y
TN T A —ZICHEBEEIIRDOONT, 720 P ORICRIETREFEOXEID L NnbDLEZHND

Xl
(1) mik—RKEEFTEE
LR L

(2) Mm% —RREEEAF @@
IVIl. 6. (5) #Ehw| OIEZMR

Q) Eir~DBITIE
Vil 6. (6) #¥lim] OHSM
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6.

1

8.

4) BER~NDFITH
U EE R L

() ZofthoiE~DHITIE

MR L
(6) MIPELFEEER
16.3 9

16.3.1 MPEAKEE
b MEEA L OMARIZIT. 1% THo2 Y,

He

(1) KHEELLE U HHRER

16.4 35
EEARFRIMEIZI e e DUBROBL LY P UBRKEREDORBLHIRT X 7K THho7- 2,

(2) R#I<EAETHEHR CPH) DOHFE. FEHEE

LR L
Q) HMEBEENROBFERVEZDEE
LR L
(4) KEYOFEORERVEMRL, FHELE
LR L
. i
16.5 HE

16.5.1 FRA#EM

fEREREA 6 BT A VB & LT 2. 5mg XU bmg & HEIRE O35 L7256, IRTICREE S LTt n
DEIBIINEL, WTROBERERIZEO T H IR PREARPEIRITEE% 24 B E TICBR 5RO 3%, 144
B E CICR 8% Th oo, £7/22.5mg & 1 A 1[0] 14 A MEKGHES L7254 R b3 & 5Btk 6 0 H T
EIEEFIREBICEL, 6 A ALAED | A2472 0 ORE(ROR P 6.3~T7. 4% TH o7 19 2V,
fERERRA 2 Bl YHEER T Au P 16mg A HEIR O&S LG4A. 5 12 A B £ CIC&EERFHEED 59.3%
IR, 23, 4% 3P HE S, 5% 72 B E TORTBIED 9% NREIAETH T, FOMIZ 9
FEDORHIMRRD b GFEAT—4),

B, INLMREICIET 2P E Lo SEBERITRED bz,

b3 RR—F2—ICET B1ER

R L
BNEIZLHBREE
Rk L
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10. HENERZAI HEE

166 HENDESE*HTHEE

16.6.2 /MR

16.6.1 AFHeEIEEEE
A2 B (Child 29¥E A, B) 5T L P & LT 2. bng & HEIHE L 7= 8534 o M h s EEHER I O
IZHEYFRE N T A —Z IR OROEY Th D, HERAC L, 5 2 FFMZomHFRENFEIC LA L,
Tije. AUC IZR0RREEZ R LA EZITRED SR o72 2, [9.3 2]
(ng/mL)
o
—o— [FHEERE B E (n=5)
O % A (n=6)
. e
P *99939;\ .
B N
;g 0.5 - o ‘—--—.,;\_\\
g \;\____
- S~ 3
0.1 ] E
0 2|4 4|8 7"2 QIG 1é0
5 B (5 )
X 16-5 [FsEEERE TOmMP T L DL L RE
#16-5 JIFHERERRERE COREYEE T A —F
Tax Crax AUCy-co Tie
(hr) (ng/mL) (ng * hr/mL) (hr)
TR Re S A 7.241.2 1.9+0.2 104.0+15.5 43.0+8.0
fEERE A 1® 7.3%0.4 1.64+0.07 68.1+5. 4 33.3+2.2
HEEMRIE :n.s.
Mean=S. E.

MIMEERFICT 2u P L LT H L 3~20mg &k s L= BHERESRYENIERBROMER., 27UV T 7R

CEEE) X

. 6~12 5% (34 f3]) T 24.9L/hr,

13~17 5% (28 ff]) T 27.9L/hr LHEE S 4L, FRAICIH T D L

R CTH-7=? GEAT—%),
E) MRBEFICBOWTARBIORRIN- 1 Bi#
16.6.3 =&

EEmMEESRS 6 61 (52, L4, FHFE79. 75 |

AR 2.

5mg T D,

27y b LT bmg A HR, KT8 HEIXER

LB OEMENRE T A —H I IROBY TH D, gﬁ&gbtﬁu\%E@%WA(%6 A 22. 3
%) 1T L. G AUC IIFEICHEEZ R L2, Tip CAEEITEO bNRnoTe, KEREGRHTIZEES O
mﬁ¢75DVE/%EiE$%i@%ﬁ<%%btﬁ\%@A5*/i5$%uﬁwakox%ﬁﬁf%
OFEREA KT ZEAITERD bhie o722, [9.8 2]

% 16-6  @ifiiE COERYBIRE T X — X

B4R L TEE R B

BRI B-IRF A% 5 HA[RI 3¢ - Ik & ke
Coax (ng/mL) 4.247+0.08" 14.9+2. 2 2.63+0.35 7.510.32
Tax (h1) 7.2740. 49 8.0+1.8 6. 7+0. 42 8.0+0.7
Ty/2 (hr) 37.5%6.0 47.4411.3 27.7+4.6 34.7£2.7
AUC (ng * hr/mL) 116.9+8. 4" — 63.2+5.5 —
Mean=S.E. . AUC : 0~48 RS
D p<0.05, Y p<0.01 (vs fEHEH)
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1. Z0ith
LR L
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. Ret (ERLOIES) ICEY 4EEB

I

ERRETDHEE

BRESIHTWARWN

1

ERABRLEETDER

2ER (ROBHICEBELAGNIE)
e Fu ) SR b BN LsBUE OBEERE D & 5 BH

MEEXIIHRICEET 5FE L TDEH
(V. 2. eI RICE#ET 2EE] 22752 &,

/f&UFHE'»Fﬁ _‘j—éliu_.\t%@fim
V. 4. AEMOCHEICE#ET2EHE) 2R3 52 &,

EEGERMIE L ETDERB

8 ERLGEAMIE

8.1 BEMEMICESKODENENLLDLND ZLRH LD T, EFTTEE. HEVEOMEERE IR 2 0 5 Bk 2 B F
TOHBRCITEESED Z &,

8.2 AL i BE P 28 K < $ 5P URRR BRRIRARBEIER DR B D DT, AFIEG- IR O R EA
ZEHAT D L&, AR CICRGHBICHE T 2 CHEICRG T2 L

BRENDEREHI VBEICEHIT HEE

() GHHE - BEERFOHLESE

9.1 AHHE - IEEFOHSESE
9.1.1 BEICMENELNES

SHICMEMETT28EN1H D
912 DRLEDHDHESE

I D RIS K 5 B OAERETY 2R L LARRRBRICB T, 77 REE L ik U CARHI#
ERECHiAKEORBESHEN BT ORERH D P,

D AFIOER SN BEETRT TEIMTE] KO THRiME] TH 5D,

(2) BHEREERE

9.2 BHEEEESRE
921 ERLEBHEREENHLIESE
BEEE S PRV BSREME T 5 2 L 3 B,
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Q) HHmEEERE

93H%%E%,%

BRFCIIEEICEES TS 2, SR (10mg) IZBWCRIEHORBBEENE L 25 AlREMENRH 5, AAIT
E&LTHWTﬁ%éﬂétb\m¢%§¥ﬁ%@@§&@ﬂ¢%§*ﬁﬁ@ﬁ?ﬁ%(Mm7ﬁ%k¢5:k
N b, [11.2, 16.6.1 BHK]

(4) HMEREEET HF
REIHTWARN

() 4E&

9.5 iFiE

I SUFIER LT WA RTERME O & 2 2o IC B 57 2 561213, 1RIE LOB RN ERIEEZ ER D Ll s b
BARWCOREET D Z L, BiFER CHREINCRET 2 & @RI K OV iR A TR T 5 2 L5056 h
«Cl/\é 26)O

(6) RELWF

9.6 RELWE
TBIE EOFEMELE ORHARBEBOREMEZZE L., BRI TP it2kard2s 2L, b MR ~BITT2
TENMEERTWS P,

(1) NRF

9.7 INRE
R AREIR, FrA, IR XT 6 RO A2 xR & U BRI ER L TR,

8) =&

0.8 BiEnE
EHE (2.5mg/B) »o&RG5ZBGET 2R CEBEICERSGTIZ L, RIGEBEORTZIZFE LI 2N EINT
W5, RNETRERER CIL IR E A E < . AP EREREEHAE < R A EHEAEO 5N TWD 2, [16.6.3 BHE]

1. fE/ER

10.1EEA
AFNORHHTIT T L U CEMNHIESE CYP3M BNEE L TWD EEZ BN TS

(1) HEEZEZTDER
BEIN TV
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(2) tRFEEZDER

102 $FAER (BFRICERT S L)

A4 5 BRAEAR - HEETIE RO N
WEEAE ] 2 A % 361 FEIEAERI R SN 2 B END B 5, MECERZHEBT 28NN H

50

CYP3A4 BHZEA

TV 2R A TRV TTELED

AHN OB B BERNIEEFE S D AT

V77 BV

Ty RBRAT BEAIC L Y ABIOMmAPREN EH Lz L [REENRE X DND,

UNFTE L DH|EN DD,

U rFENL

A rTary—nr %
CYP3A4 FHEH| AFNOMHPREMET T 28001 D D, (R ORBMIMELE S 2 FTREMEN

b5,

TL—TTN— T a—R

AAOREEERPHEBR SN D BENRH
%o

T L —FT )= EFEN DRSS D
AANORBH A BLE L, AA O i i
ENERTAHAREENEZ HND,

SUNABF

SUNRAETF L 80mg (EIWNAAKGED & H
B) LoftHIicky, o2 EFUD
AIC S TT% EFH LIz OWMENH D,

IR TH 5,

vl LA PFHICE Y 270 AX0MPREN LR E X 70 ) A XE, L LT
LU BEESEDZ 7 v AAORIWEMAN|CYP3AL IZL W REShD =0, HFH
KT HRBENLH 5, FRAKICIZZ 7 a|ick v % 70U A ZAORENILE X
VAADMHREZ =4 — L, LB D FREENE 2 6D,
CLC#/7nl) AA0OHEEZHBETHZ L,

gl1EF

11.8l4EA

WYRILEZITH Z &,

WORWERN S BN D ZLNb DD T, BlEE 0T, BRESRO N HEIERGEPIET oL

(1) EXGEMEAR & MHER

11.1 EXTEEA

11.1.1 BIGERF# (BEEAREA) . FFHEBEREE. J|E (0. 1%A3)

AST, ALT, v -GIP ® ERS% (L5 HHERERENH HOND Z &N H D,
11.1.2 |EEMERKE (BHEAD) . BmBKED (0. 19%AK0) . m/MMRED (BEEART)
11.1.3 BEJRvY (0. %K)

Bk, DEVFEOYHERNH LoD LN D,
11.1.4 #ERFHBERE (B RH)

BTG, B, CK E& AR ORI A2 v ey EFERD b IZHAIIE, #8521 L, @Y

BEITH 2 &, 70, BBRIEIC X 2 8B EEORIEICHERTH 2 L,
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(2) TooEIER

11.2 oo EHER
0. 1~1%Ai"2 0. 1% AT B AR
JE: ALT, AST ® b5, JFBERERES | v -GTP L& 3JH fE Kk
ALP, LDH @ 5.
TEER A RIEED AETY (BU, B | MR, BISMIGHE, JRESUTEE T 1o | Rk
WIALSE) . BiE. MERT 7 AEIE, DEANE, Jerd, HRR
FERR - PR R HDFEWV - S5O, TEN - TH|IIRK. B, R E Ko, NI, S
& FMRIER
R DEEER, R, NRK - WEM: |08, WEAR. TR - BRME, PR P
Bown, ok, MEEREEE. H MK
i - B R BRI, A, 1R BAERE . A5 AR
WAR - ZESHER BUN L& s V7 F=r bR BER - KEBEIR, | BEEE, JERES
PRAERE A PRIBILBG . R TR A G
R H MEza L AFa— k5. K &
EIMAE, FERRIE, PR R E
Mg RILER,~F 7 1 e BlEROWBA |
M ERIEIN, 4REE
B RE i EORE. CARE, StitmmuE ZIALBE, M, m
B RIE
L GEAICLY) wHRILE
ZDfth ER-glysy LU, WS, B, s, R | 2t eilE. W, &
FE T, W, BN HLDRE . PR, RERIN, RER
R, BT, 20, P ) o\ KR, KEEA
N
HE1) #HELTiing 285 LA, BWEE TR 6N, [9.3, 17.1. 1 ]
H2) FEELBEE 136 A 2 & T,

R

9. BRERRERBRICRITTH

BRE S TN

i

10. BEHRE

1BAREE
13.1 fER

WEORMMEIIRICE Y, a3 v 7 2E50F LWIEE T & HMEEIREZEZ 32 8 03H 5,

Fiz, IDFEMERAIED . AFOMEBELE L O 24~48 Fif%ICRET A Z &A1 H 5, 2B, EEREIE,
B2 HO L LA E iR O\ATE) NERE L5 WEELH 5,
13.2 L&

BRI RHEIITR O, AANTEARKARNE WD, BITIC L DBEFEH TR,

Fo. AFRIDEBICEER 28BS L2BE . AF o AUC 1E 99% 84 L, IR 2 BEE# TiT 49%d L= =
LD ABLE RS G OWRHNHILE & L CTEERBEGDEITHD L REINTND P,
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. BRALOEE

14BALOEE

14.1 RHFAREFOIE

FEBITRDOIEAT 2 2 &, FRBERLOEHETRET 2H61CE. A, KEBT TRET DL,

14.2 EHRZABFOIE

14.2.1 PTP BEEDIEANL PTP > — MBI L CTIRAT 2 X 98252 &, PIP o — FOBRKIZL Y, BN
BIATRPRIERBEA~TIA L, HIIXFLERBZ L CHEBBIRARSOREEREGIELZ IR T2 E03d 5,
14.2.2 AF|% PTP o — b XU HHY L CTRIFT 235E 1%, BAR, K2R CREFET 2L 28722 &,
14.2.3 AFNIED LICOW THERZIRBEI T2 ERET 5720, K LTRAMETHD, £/, KTRHAT
5T LHTED,

12. ZDfDEE

(1) BREREERIZED IEHR

15.1 EREREAICE D <&
REBHRITH SN TRV, RFNC L DI ECAREIR (DEMEHEREET) NA LT EORE
Nh b,

(2) FEERPREERICE D A
BOE ST
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IX. JERRREAERICRE 9 215

1. FEHER
(1) FEZHEEBHER
(VI B3B3 2IHE )] OB

(2) REMREHAR
DRI L

Q) Z Dt IIEHER
DRI L

2. HMHHER

() ERxSEERER
LR L

(2) RERSSEHR
gk L

Q) EfaEEHER
gk L

4) HARMEFER
gk L

(0) AEREFEHR
BB L

(6) BFTRIBMEEAER
BB L

(N ZothorikEk
AR L



X. EEMEHEICEI HEE

1. XS

o Hl: 7 AP 0D EE 2. bmg/5mg/10mg 5K B LTS E AL
H) FEE-IEREONFEICLIVFERAT DL &
HREGy - 7 ha VR OVERE I

2. AMHIME
AT - 3 4F

3. EENRETOEE

FIRIRAF

4. BFEVWEDIFE

20 iR LV EDEE
20.1 73 o —RRESITEE AT TRET S 2 &,
20.2 JROBEZITER. HEBT CTRET D2 &,

5 BERITEHM

BEMERLTA R HY
<FVoLBEY : HY

6. F—His - A
[Fl—Ro 3R« 7 L S A 7 88 2. bmg/bmg/10mg,  / /L2X A 7 OD $E 2. 5mg/5mg/10mg.
T a3 BE 2. bmg/bmg/10mg, 7 A 0D $E 2. bmg/5mg/10mg
[l %) 3P PRt UPURILVTARHE (=272, =D U ERE, =V U
%)

1. ERFREFAH
1989 - 3 1

8. HERFTARFABRVEARES. EMELENEFAA. REMABFERAAR
(7LOTE> 0D 2 5mg T2

bt SERGTAREAR ARES EMBELRHEEFEAR | RETRKEAR
(IRARFE4 ™)
PN= A= § 20094F TH13H 22100AMX02082000 20094E11 13 H
2.5mg [KRM] 200942115 13 H

7TAuar 0D EE

20144F 6 17H 22600AMX00671000 20144E12 A 12
2.5mg [#54K)

7E  BORHE IR - 20154 9H30H
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10.

11.

12.

13.

(7 LBASE> 0D 5mg T

HR5E4 UERSERRERAH RKRES EmEEWNSEERR BRSERRER B
(IRERFEA™)
7Am YL 0D E 20094F 7H13H 22100AMX02081000 2009411 H13H
5mg [KRMJ 20094E11 A 13 F
ThmT e 0D 20144F 6 H17H 22600AMX00672000 20144E12H12H
5mg [k
T R E IR - 20154F 9H30H
(7 LOTEODEE10mg TZE#1)
HR5E4 BERFTAREAR RKREE EMEEWNSEELRR BRsERRE R B
T LhuIr 0D b
20124 8H15H 22400AMX01140000 2012412 H 14H 20124E12H 14 H

10mg [H5HK]

MEEX IR EM. RERVAELZEENFNFEABRVEZDORE

(7LOTE> 0D £ 2. 5mg/5mg T2
2010%F 1H 5H @MJEEICK L, 10mg £ CTOERRE L T2 HENOHEDEMN
AR TEIMERE ] (239 5 ik R OHZEOBN

20134 2 A 28 H

BEERE. BMBERARFABRUVEOAS

AL LR

BEEHMHE

L

BRI FIR B 515K
AFNE, FEIRIC BT S HRIEED A TR,

L£EaI—FK
BEERBEEMELE | EUEESI—FK . Lt 7 FEERE
AR 4 T e - HoT (9#7) &2 | [ __ .
INEEZERI— K YJa—R) SRFLEa—R
TLAuTE 0D EE
2171022F3013 2171022F3331 119546003 621954603
2.5mg [#4K)
T AT 0D BE
2171022F4010 2171022F4338 119547703 621954703
Smg [#54K)
TAaYEY 0D EE
2171022F6110 2171022F6110 121879401 622187901

10mg [#HK]

14. RIZHGHT LDEE
RANLDHHIN OB RERRHTH S,
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X. Xk

1.

5| Xk
D BHNSIEBARER T ERE. B I ; 2021, €306-311
2)  Fa—UrU AT ¢ AREASHAENE R
7 LB 0D §E 2. bmg [AAK) - bmg TAAK) « 10mg [H5AK) DZ2EMEBRICBIT 288 CindEAER)
3 Fa—U VAT 4 AR SHAENE R
T LB 0D EE 2. 5mg (AR OREMREBRICET &R (RaRECTOREN)
1) Fa—V U AT ¢ ARASHAENE R
T Au Y 0D EESmg (AR OREERBRICE T2 &R (REERE oL EN)
5) Fa—U VAT ¢ AEKSHAENE R}
T Au P 0D EE 10mg [H54K) OZEMRRICET 2 &R (ke TcoREN)
6) Fa—UrURAT ¢ AEXBHAENE R}
T L\ 0D FEbmg [AAR] DOZEMREICET 2 &R (O MiRgE CEEESH) IREE TDLRENE)
7 Fa—Ur VAT ¢ AN E R}
7 Lm Y 0D E 2. bmg [AAK) - bmg TAFAK) « 10mg [H5AK) O HMEICEET 5 &R
8) Fujiwara, T. et al. :J Hum Hypertens. 2009 ; 23 (8) : 521-529
9) TAnIE L bmg TRHEARTSRBHEICTT ST 20U 10ng DEEEGHER (/LR Z 7 §E-0D §E,
T Au Y UEE - 0D E - 2009 4F 2 H 23 HARR, HAREE)
10) HRE REIEDN  SEFRLVAME. 19915 19 (8) :3205-3219
11) [ #EeEIEH « HARSEESPMEES. 19915 97 (3) @ 167-178
12)  [WHECEIE A« AASEHAHERS. 1991 97 (2) @ 115-126
13) Fleckenstein, A. et al. : Am J Cardiol. 1989 ; 64 (17) :211-341
14) Suzuki, M. et al. : Bur J Pharmacol. 1993 ; 228 (5-6) : 269-274
15) Nayler, W. G. et al. : Am J Cardiol. 1989 ; 64 (17) : 651-701
16) A BIF)s - KBL L JAHE. 1990 ; 18 (Suppl. 2) : S339-S345
17) BEERAICBIT A7 L0 P 10mg HEHR GO L WEHRE (/LR 78 - 0D §E, 7oy
#E - OD &2 : 2009 4F 2 J 23 AKR, FHEHREE)
18)  FRESLAFED - BRUREZE. 19915 7 (7) : 1407-1435
19) Fa—U U 27 0 AEASHANEE
T AR T L 0D BE 2. 5mg [AAK] - mg [A5AK] - 10mg [A5HK) DLW FHEZEMERBRIC BT 2 &k
20) JHILPERIZA « JEER & IRME. 1991 ; 19 (7) : 2933-2942
21) Beresford, A. P. et al. : Xenobiotica. 1988 ; 18 (2) : 245-254
22) JRSLIFEEZIEH - WELL AR 1991 ; 19 (7) : 2923-2932
23) Flynn, JT. et al. : J Clin Pharmacol. 2006 ; 46 : 905-916
24) Fks BEIEMH : Geriatric Medicine. 1991 ;29 (6) : 899-902
25) Packer M., et al.: JACC Heart Fail. 2013; 1(4): 308-314
26) HRAECIIEAD ¢ S AEKEL 1991 ; 42 (2) : 167-176
27) Naito, T. et al. :J Hum Lact. 2015 ;31 (2) : 301-306
28) Laine, K. et al. :Br J Clin Pharmacol. 1997 ; 43 (1) : 29-33
ZTDMDESE SRR

DR L
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Xl. 5EEH

1. EGSETORTRR

Y LR

2. BINCEITBHERRIEIER
R L
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Xl. g%

1. BA# - IREXZRICER L TERERFIBT 21T 5 [CH = > TOSHEFER

AEDOEFEHRIZEET HEE -

ARENIIAREZZ T TR WEICBET 2 RN & £ D,
RBRFETHONIZMREZHEEL LTIRR LTV D, ERMEEH 2 RS 2 Rt
5 LETOBEHRRTHY, MIEOAGEELTTHDTIERY,

HETHRMSNTND

RBREFEPHELL TORVWNE B EENTEY,

FHHARIL - T A EIES O RN RIRITEENCEAT 20 A N7 4 2T 2 Q&AITHOWT (2D 3) ]
SRIEEI A 6 AfF EAGBEER - ATEEERERRE - BRERIE 5K

(1) #H#x

(7LBATEYOD &2 5mg T&MHK) »

TRAFSRAT - KD AT EREE, IRVATSIBE  (RFTERE

ARG LEZR L b 02 TORaE L b0

(7 LBTEY 0D fEbmg T&#I)
PRAEGRME « VAT EIREE, RVATEWRE REEE A LEZBRLCLOR2EERTHEEELZLD

AERTE H aplicy 2 1 4 38 8 I 12 14
IERIN HEDOBHE EREXRY N FEDOHE FEDOHE FEDBE
TEEE 97. 2% 98. 6% 98. 1% 97.5% 98. 3%

(n=1)

BRIE H BH AR EE | 438 8 i# 1238
MR [ERERDYHEN ERERDYHF N ERERDY SN ERERDY SN [ERERDYHFN
Rk 99. 1% 100. 4% 99. 5% 98. 7% 99. 8%
(n=1)
(7LATSE> O $ 10mg Tk °V
@174« 25°C+2°C. T5%RUE5%RH, MY (B A T AMKR) - Bk
FBRIE A B A 3 H 7H 14 A 28 H
bk (7 =R Py =k WA (P =ke) WA
DOE DOE DOE DOE DYAFS
K5y 5.20% 10. 82% 10. 59% 10. 87% 10. 45%
e | A DEK 0.03% 0.02% 0. 02% 0.02% 0.02%
LS premrepren 0. 06% 0.07% 0.07% 0.07% 0. 08%
s = 96. 0% 91. 0% 91. 0% 89. 8% 90. 0%
ek BTER 100. 0% 94. 8% 94. 8% 93.5% 93. 8%
(n=1)
@175« 25°C+2°C. 60%RUE5%RH, EY: B T AMR) . Mk
AEREH BA hATRE 3 H 7H 14 A 28 H
T WEAE WEAR ey =he) (P y=ka) WHEAR
DE DHE DYSIFN DOME DHE
K5y 5.20% 8. 63% 8. 56% 8. 63% 8.53%
e B % DRk 0.03% 0.02% 0.02% 0. 02% 0.02%
RIS Wi 0. 06% 0. 06% 0. 06% 0. 06% 0. 06%
L H8 96. 0% 92. 0% 92.7% 93.9% 92. 4%
Bk e 100. 0% 95. 8% 96. 6% 97. 8% 96. 3%
(n=1)

37




2) Hilk - BAMRURERSFa1—J0&EBN
(7LOTE> 0D 2. 5mg/5mg/10mg TZ&5Fk]) 2~
[RtBR k]
HA AR
F AR —DER P EREERY . F 4 AR EEREFOEE I EANTER R E2EL,. 7
o AT 55COMRE 200l ZRVIRY | kOB E LT 5 ARMEARKET 5, 5 0%ICT 4 AP —
AFC 90 B 15 (EAEREIE L, BB - ORI A BT 5, 5 O %ICHIE LRV E, IS 5 SRR E, [
BEOBMEARTTH, 10 DRI L CH R - BB LA WES . —oFES TS, 2ok LEEL0 5 5,
BB TR 22 BEFIL 2 — 7 1 v T B LT D T o A — IS AR CIRIBIC R E (T 5. 2 —F 17
ERIT L — b O L7 b FER 2 FLHE T 15 | TTT 9,

BIE AR

FERRERIR T D NIZBRBIR A T 4 AN — IR WY | fRE T 2 — 7 DOFE AN X 0K 2~3nL/F O E
THEAT S, Fa—TIEENTFAMDD 3500 2 2K L, i (EAMR) %2 30ecn OFE Iy N5, 3
ARXBFr. (ZLrF)DOF 2 —7 OMR 2. Tnm) IZHEA L, WEPEEZ LT 5, HAEAKIZ 20mL DK Z W ER
D, MALTCT a—THNEWLIFE, FHEALR « T2 — T RNICENEGF L W ART R @EEMEICER L E 35,

[R5 ]

R 7844 F I i I LR BR
T hm P 0D BE 2. 5mg [ A 5 7 LAINICHASE - BB L 72, 8Fr. DF = — 7 & @il L7,
7 AP 0D BE bmg AR 5 57 LAIZ AR - 1B L 7=, 8Fr. DF = — 7 % @il L=,
7 Am e 0D BE 10mg [HHK) 5 4y LANIC AR EE - Bl L 7e, 8Fr. DF = — 7 & @it L=,
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