2023F8HIET (51

BPE  HIRARTE
BIWHA - 34

WHEEERD

E)

BAFERM D HES

872139
AKipES HR7eRala
$E30mg 22600AMX00729000 2012456H
$E60mg 22600AMX00730000 1999475

GV — D FIRRE
gxzrs 7 VS RIE
7Yt = REE30mg[JG]
7Vt = REE60mglJG]

Azosemide Tablets

FR—EMFEOMSTBICLIVERTLZL

.22 (ROBEICEFEBRELEVTE)

2.1 BROBEE [KEIOESEHETEZ L, ]
2.2 fFEEEOEE [0.3.1 2]
2.3FEFRDF NI L, HYTLABHSPIZEDLTWAE
Z BRERERZRIITBEINDH 5. |
2.4 TRAES VY VEERBIERAY) (BHEICB)AEBZRICK
HWHESER) 25RO EE [10.1 3]

2.5 2L 7 %7 3 FEEMAICH LIBBUEOFED H 5 BH

[11.1.1 8]

v uxo—2, vrud—
L6000, BtF45 >, ZLo

3. #ER% - IR
3.1 $#HR%
fR7e 7Vt 3 N§E30mg [JG) | 7Y+ 3 F§E60mg (]G
18EH 18EH
BRIy HE 7YV+E3FR HE 7YVE3FK
30mg 60mg
BRI, R vo— | FEKY. v ERaY T
A RS TR L, B R | T, fERELO—2, )
ax>7uiltia—R, | YBIKET N LK.
I ATTIVBEI TR T L, | ANVAT—=ANNT T L, A

FTUYBALYTIL TS
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3.2 BRAIDHRK

Hi7es

7Y% 3 F§E30mg ]G

7+ 2 REE60mg ]G
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HEEHRA L D
TANLT—T ¢ v T8E

HEEHRA D ZZHED
TANLT—T 4V ThE
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® ® =

[ —
[EXES 6.1mm —
RBE — 11.8mm
REE FEE 5.lmm
Ex 3.0mm 3.6mm
HE 95mg 190mg
HEAla—r ch92 ch39
AIEFR TVEIR 30 ]G TVEIR 60 ]G

4. WHEENIFZHR
DMEFE (S>MEDFRR) « BIERE. FFERE

6. HERUHE

(7Y R§E30mg [JG] )
BEAALALEREE (7 V€ 3 FELT60mg) 2REO%E5T 5,
B El - ERICK D EEERT %,

(PYEZ RiE60mg [JG] )
WEEALRLEISE (7 V1 3 RELT60mE) ZEEHE5T 5.
B, - ERICK D EEEET 5.
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8.1 RAIDFIRZRIIZHICHSDNB I ENHZHDT, BRE
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8.2 AT 2EA. BRERENHODLNHZENHBDTEH
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BREEE 2RI ENDH D,
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9.2.1 EEIREBEEDHDEE
PHEBEIEIC X D IMHFEEDS LR T2 B2 H 5,

9.3 FFHkgElEEEE

9.3.1 FF¢EEDESE
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16. ARG

16.1 MANRE

16.1.1 BEHES

RIS TVt X F60mg 2 HEEOHE Lz ha. EIE)
BISTA—FI3ROEBYTHB Y,

HENT A= BENTA—H

AUCq 24 Cmax Tmax ti12
(ng-hr/mL) (ng/mL) (hr) (hr)
TV 3 REE
60mg [1G) 2471.9+270.2 | 370.2+50.5 | 3.9+0.6 | 2.2+0.4
gO/rrngﬁ bt 2440.5+254.5 | 388.7+43.7 | 3.8+0.6 | 2.1 £0.4

B8 AUC Cmax Tmax T
(FE#) (ng-h/mL) | (ng/mL) (h) (h)
7V 32 F60mg
(&) 2640 445 3.3 2.6
(Mean, n=6)

16.1.2 £MFHEFEHER
(7YY= RgE30mg [JG] )
7Vt 2 R§E30mg ]G] #EEMABTFIC28E (FVE3IF
L LT60mg) ZEERHEREORS L & EDEYFHEIILIT
DEBOTHH122,

( TeENrRL 2ROBRMAIOEY 2RSSR T FZ
A V] RO [BRFEEEGOEYFANRSEEASE T NI ]
IRV, & b ERRE LEMFENRISEERBRICEID Y1 7 —
b E60mMg & D RIS ATHERR S N7z BEAGR ORF O EESAI 7
T 3 FEE60mgE [JGl & HFMANC DWW TENM L7z £ +/E
SMHEBICB T 5T — %)

(Mean £S.D., n=13)

MY ICAUC, CmaxZn /S5 X — 413, #HEREDR
R R ORENER - BRSO RS & > TR B AR
WH%

16.4 {5
BERACT VY I F2ROBE L&, RPIC7VEIR
DRELE. BILBT =Lk, V7 a BiadEkrznes
NPtz

16.5 HE;tt
BERAICT Vt I RERORS L& &, 48R TICRF
4%, 2R E TICEHRATI% s Nz Y,

17. BRIRERHE

7.1 BMERVRLEICEY 5558

17.1.1 ERERAREER (—ARERAREAERA U’ —E51RER)
FEBERE33MNCBNTT VI FOBKRBAERS N
Too THEMEREZNRE LI ZEERIEHBOER, 7Vt
I FOBREPRO SN, $o—REBRRABRICBLTHTY
I FOEAESRBD SN,

(ng/mL)
700 1 —e— 7Vt 3 N§E30mg [JG)J
600 f Mean+ S§.D., n=16
%,E 500 r
7
Jy 400 1
t 300t
F 200t
" 00
B 100 |
0 ‘ ‘ ‘
0 4 8 12 16 20 24
5% O (hr)
HENRFG A= SENTA—F
AUCq.24 Cmax Tmax ti
(ng-hr/mL) (ng/mL) (hr) (hr)
7Vt 3 REE
30mg [1G) 2117.6+£1165.3 | 438.8 £254.4 | 3.8+0.8 | 3.7+ 1.3

(Mean+S.D., n=16)

MEFFEEN NMICAUC, CmaxZEn/ ¥ X —7 13, #HEEOE
R REOEREEIE - FEEZEOREESMFIC K > TR A6
WBH %
(FVE= RE60mg [JG] )
7Vt 2 FEE6Omg [JGl &4 4 7 — ME60mg% . 7 1 A4 —
N=FIZEDZNZNI8E (723 RELT60mg) EERA
BRICEERBERZORS L CER 7Vt I REEZEIE
L. BoniEehe )¢5 X —% (AUC. Cmax) IZ2W\WTH
SHENT 21T > 12 R, WMAIOEMZNRSEI RSz,
(ng,/mL)
500 —e— 7Vt 3 FE60mg [JGl
400 - —0— ¥4 7 — ME60mg

Mean+ S.D., n=13
300 r

200

100 r

TRAE 70 N BERE

O L L I L
0 4 8 12 16
#5%ORH (hr)

20 24

TR BRGIEY R RHEBIE | BRI (%)
N RE N =g RE N R RE N
Zok 179/339 52.8
18. SR
18.1 {ERAKF

TVE I RIE BRMEE. EELTAVUVEELETHRICBET S
Na. CIOFERNZIHE L. FREREZHEELE (5 19,
A X100 v D) o F72, HADHIER 12 (in vitro) 3%
5Nz,
18.2 FURTEF
18.2.1 EEEM R OBEREETIL (BL, BARE, FEES)
ICBWTHEBRIGERD H 2FHLARIEANRO 6Nz (T
]\) 13)0
18.2.2 ZfE/EEH (2141) 17Vt I F60mg/H. 7HREEO#E
B U7fE5, 120%E ERDP L2 .

19. BME D ICET 2 BIEENFR
—RRE9RFE : 7Vt I R (Azosemide)
{54 : 2-Chloro-5-(1 H-tetrazol-5-yl)-4-[(thien-2-
ylmethyl)amino]benzenesulfonamide
ﬁ?iﬁ C12H11C1N6OQS2
PFE: 370.84
M R AE~EHCOEREOHERTH 2.
NN-DAFILHRIVLT I RIBEITRT L Ay —
LXIFTH ) —) (99.5) 1B <, Kiciz&
AETBT 70,
TR T b U LRIEICET B,
KK > THRAICEBER S,

N—n
S RV
N S

NH2
H

S N Cl
<
Bl M= 226 (91R)

20. BIRWLV EDEFE
7L IO —FEERBIE. EELTRET S &,

2. Q%

(7Yt REE30mg 1JG] )
100%% [108% (PTP) x10]

(V€= Rig60mg [JG] )
1008 [10%% (PTP) x10]
1000 [108% (PTP) x100]




23. FEXH

)
VIEPNER} @ AR SRR (30mg)

VIEPNER} - AR SRR (60mg)

VREW= fth - EREEEER. 1984 ; 18 (7) :3025-3039
VREM= fth : BEEEEEIR. 1984 ; 18 (8) :4117-4218
VREBM= fth: BZDOHWH. 1984 ; 130 (1) :70-94
VILEFIAE  fth - EEEEEER. 1984 5 18 (9) : 4471-4490
VEEIRW  fth © FFAHAEE. 1984 ;9 (2) :293-304

)Greven J, et al. : Arzneim-Forsch. 1981 ; 31 (1) Nr2:
350-353

10)Greven J, et al. : Arzneim-Forsch. 1981 ; 31 (1) Nr2:

346-350
11)Brater DC : Clin Pharmacol Ther. 1979 ; 25 : 428-434

12)#k Je3E  Ath @ JRFHZERE. 1984 5 28 (5) @ 859-877
13)#k o3 il JEAZER. 1984 5 28 (5) :837-849
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