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WL 58 P S i )
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125mg 25mg 50mg
AERES | 22400AMX00088000 | 22400AMX 00089000 | 22400 AMX 00090000
BR5ehiin 19994E7H 19994E7H 20104E5H

7ot 7IEE125mg [HETI]
7ot 7 UIEE25mg [HETI]
777 VILEE50mg [HETL]
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3. f8rk - MR
3.1
Wiz 4 TR TVNEE | TR TINEE | 7T T IVEE
125mg [HEET]| 25mg [HET.] | 50mg [HEET]
1§ 15EH 1§EH
BRI | TR T IV 7o) 7ot T
12.5mg 25mg 50mg
FUHERAIYY ., B v F o o (LR . &
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# I EIHA) OFbE
o SN
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&/ NeY
wml O | O | €5
T — == —
EF(mm) 6.0 7.0 8.0
& & (mm) 2.2 2.1 40
‘B & (mg) 80 100 200
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16. EYEHEE

16.1 MAFigE

16.1.1 BMERS

(15%!;%1&))\25‘ 50mg (#£661). ZEREMELIRE S fe oo mAE e 05E R R gi Rl 7
FFYN) Y

Eacs Tmax (h) Cmax (ng/mL) tz (h)

25mg 05~1 86.1 1~2

50mg 05~1 150 1~2
(RREVE R IESE B H 7B, JEZNE25me LI 1% 5t 0 AT P ig) @

e 5 Tmax (h) Cmax (ng/mL) tiz (h)
WERERL A 7~ ) v 34+02 719+11.0 26+06
A7 M T 39+04 305.9*66.2 72%+09
Sl + AR
(B A8, JEZ2lEE100mg 1T 55 0 Mg i) o
P ERS G Tmax (h) Cmax (ng/mL) tiz (h)

W77 2 F VT T T 24+14 236+140 3.7
WTT7TeFNT TET) I 39+29 64.3+13.3 49
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11.1 EXEEER

11.1.1 MEFE (0.1%Ai0)
W0 PR & ) BRI, 5. M. MEBEHOREIR & e & 3 4 AT
JEHHSbINE I EAH L, [23 ]

11.1.2 EFERIRE (019%K0) . MmMERKD (HREEAHH)

11.1.3 KRBEHEIR (0.1%A0)

11.1.4 EHVUYLIMAE (0.1%A)

11.1.5 SMBEEES WEAH)
) SEBUEEE LB S,
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T fik BUN., 7 L 7F =
YO A BAR
k3 F I ER R A, Z I
/N IR A . 0
k%
UV G 12 1S SN €
AL, BhE

I W G o L W
X

FEMMRSR (O v, 55D |HfE, HE, RA.
& & o, DU L O
g, DN LU
J&

TR BRI
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16.1.2 $HREHEFHE
PGB R CRAEME S U B, JEZERRE25me 1) ©

16.1.3 EMEHFEFHRR

(1) 777 VIEE125mg [AET]
7547 ) VEE125mg [HET] KUty 70 VEE125mga ., 7 0 A+ —/N—:i2 &
hEhEn2gE (77 7))k L C25mg) BN AT T S HL R S L Ciftk
RBPTH2HN TP TV IVOMBERREE W EL, 5N/ EYEE T 2 —5
(AUC. Cmax) Z2\>T90%15WHX [\ THERHRAT % 17 - 7245 F. log (0.8) ~log
(1.25) OFEPANTD Y . Wi O A SRR LD TERR S 726,

SEWBE S A=y HMRT : AR

EINT A= 5 BENT A=Y
AUCo-5 Cmax Tmax MRT* tuz
(ng-hr/mL) (ng/mL) (hr) (hr) (hr)
7Tk IV EE -
125mg [HET | 10144+30.13 | 7645+3306 | 1.00+043 | 152+044 | 085*0.36
5 7) ViEl25mg| 106516 +35.97 | 7347+3332 | 098+033 | 154+0.30 | 092+052

(25E4% 5., Mean*SD. n=20)

(ng/mL)
1205
75t 7UIIEE125mg [AEL]
m100< —— %7 1) IVEE12.5mg
% g0/
j; 2 §8#%5, Mean=+S.D., n=20
7
L. 601
9
ju 401
P
E 0]
0 : : : ,
0 1 4 5 5 (hr)

2 3
ILAE i SE R BEHERS

MAEHIEEEI ONZAUC, Cmax%0/85 A — &1k, BB O, AR ORI %L - B
4D RERGANT & o TERL BN D 5 .

2 77t7VUIgE25mg [HEL]
757 NVEE2mg [HET] KU+t 7)) VEE2bmgw . 7 BAF —N—FEIZL ) Z
nENgE (771 7))V E LT2mg) BT T I # FEHL AR TS L Cil MR
MTHHAT P TINOMBERRELRTE L., 35N WERE ST 2 -5 (AUC.
Cmax) (22 T0%[EHEIX [ 12 it 247 7oA R log (08) ~log (125) @
RN TH Y THE O LY EN SRR S 2D,

SMFE T A =% XMRT P53 IR

oS

) FEBVHEE M R T B o

D) Z X eyaIE, R U3 G- 2 kT 5 2 L) AL
BEfT) 2 & GEF. WEEFIITENTHS).

1#2) [151 ]

12, BRRRERRICRITTRE
R by (T Y) BBEEERT S LA B,

14. BHEDXE

141 FERIZAEFOEE
PTPEEDIHAIIPTPY — b 25 ) L TIRHI$ % & 9 $REy
52k, PTPY — POREERIC X Y . TECELAE AT A E RG] A
L. B2 B L CHBARSOEELRAHEL 58T 2
ZENH B,

HE T A =5 BENT A=Y
AUCo-5 Cmax Tmax MRT* iz
(ng-hr/mL) (ng/mL) (hr) (hr) (hr)
7Tk T ) VR . . . .
25mg [HET | 11154+4337 | 6841+3508 | 1.23=044 | 190046 | 1.16=052
4 7)) VEE25mg | 108753157 | 6949+2672 | 1.29+045 | 1.78+034 | 097+0.30

(1845, Mean+SD, n=20)



(ng/mL)
1204

100+

777 )IiE5mg [HEL]
——t &2 71 ILEE25mg
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o
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o
L

1§85, Mean+S.D., n=20

R < =\ 7 L BEE
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o

20

2 3
I3RS SRS

5 B (hr)

MEREEENE ICAUC, Cmax® 0 8T A — 1%, HEE OEIR,
4D RERGAFIZ & > CTRR 2 REDS S %o

R DTRILAIEL -

3) 7o+ 7UIEE50mg [HEL]
7587 VEEs0mg [HET.] KO+t s 7 1) VEEs0mgs . 7 B AF —N—EI2 L #
nenlge (771700 e LT50mg) HEHER NS FI2H S HL R 8 S- L O PR
WCHDAT M7 IVOMBERREELRE L, 55Nz WERE T 2 —% (AUC,
Cmax) 122\ TI0%{E X FHENT 2 17 o 72458 log (08) ~log (1.25) @
FEFANTH Y . WA OIS EATHERR S 78

HEWBE T A =¥

HE T A— 5 BENT A5
AUCo-s Cmax Tmax tuz
(ng-hr/mL) (ng/mL) (hr) (hr)
77TV
50mg [HET ] 3496 +104.7 162.1+757 15%08 1.3+04
v 7)) VEE50mg|  325.7+776 1564 +65.5 14+0.7 14+06

(1$e#%5-, Mean=SD. n=16)

(ng/mL)
200 4

75t 7VIEEs0mg [BETL]
——t % 71 ILEES0mg

1§E#%5, Mean*=S.D., n=16

0 T T . #
4 8

BEfE (hr)
M3 SE R B RS

AN ONIZAUC, CmaxZ0/35 A — & 1%, BiBgg 0EI,
4 D ERSE I & > TR BN D % o

R OTRRUNL, -

16.2 URAR

16.2.1 WRARER
#967% (72 1) 9

16.3 A

16.3.1 MFEAFEEE
#61% (fEHERLAN . Z2PERES0mets G- 1K #2) 10

16.4 fR38

16.4.1 E&RHEY
ATETIN (EEHY).

16.4.2 AHHER
7T T NVIEATHRT e F LS, TT7EFLVT I TN ERY RWTT =
VT I EREML. AT N TIVNVICEL, TTRYFVT IR TINVES T T YV
ZERNCEAESE DAL T 4 PSR 12 13,

16.5 HEit

16.5.1 HEftiEee
F e LR

16.5.2 it
e 51248 £ TL h%m@fso T0%7SEBERI 77 7 N T Y VR OY ANV T 1 FiEahE
L CRAHER S 29 (BEERN) o

166 HENHREHT2HE

16.6.1 BHAEEERE
(i 7 L7 F = »20~87mg/dL (‘F¥944mg/dL) O BHEHER B Z B S OEE R A
7Bl 25 0mg LEH G-t o g ) 19 [7., 921, 922 1

(1) migE

FTEFATIET)N (EEHY) W

R JERERL 7 7 N 7)) a7 N TV
FEEER | BERA s TR
Twax (h) 11£02 1002 2804 16+04
Cumax (ng/mL) 239+33 226+53 1433+ 142 76473
tiz (h) 16+02 15+0.1 183+38 50=0.1
AUC (ng - h/mL) 763 %56 861 +47 21,006 + 2,269 4,056 + 395
T + B

(2 HEfts

7 L 7 ) VRTHREE (%) (0~24h)
R TN
345+34 59.2+28
SFHl = BAE
B PR R AE

171 HHMRUCREMICET 5H5%
17.1.1 ERERREER

CEEHILEE RO BRSO L BY TH S 16
RESS R GBS
ARHEVE 1 I E S CEER 55% (111/202)
18. FEhFEIE
18.1 {EFIRF
TIETINVIE Ty MIBY bin vivoikBRCACE (¥ =F—+¥ 1) #MHET L L
WEDAER (Lay - 7o IF 73y - TURATOYR) W LID, BER
(B2 VAY - F=y - TURY 7T Y VFR) RIGESES, RIEMEHZ5EBLT 5.
o, FTRFAMT TET )V mmr\uuﬁz«ﬂm AT LD, KA S IRANRETR 2 K]

B0 Zpn, 7T T ) VORBEENRL T ORFIEICHEG L TwbEEZ S

R LT AE S 2R R e L 72BRIEHRRIC BT, 7927 ViEA 7T Ty
kO R ®F¢Fﬁw%>&TL‘ »o. ) BEWERRHE 2R L7220,

19. BRI T 2E(EFERFE

—fki%F 797V (Alacepril)

L% (25)-2-(25)-1-(25 )-3-(Acetylsulfanyl)-2-methylpropanoyl]pyrrolidine-2-carbonylf
amino-3-phenylpropanoic acid

53 F3 1 CaoH2eN205S

53t 406,50

PR Ao SUIRE RO R TH B,
AZ = VISETRT L LY 7 =) (95) IZRRETRT L KITEFISL
Vg
IKEEALF b ) ARIUSET B o

b

N/\COzH

fill A1 153~157C

ok
(F7Z7&7YIEE12.5mg [HETI])
100$& [10%Ex 10 ; PTP]
(PZ7&7YIEE25mg [AETL]
1008 (108 x 10 ; PTP]
(757 Iée50mg [HETL])
100%% [10%Ex 10 ; PTP]

23. EEX#

1) Prprcts b FEEMIEESE. 2017 ;47 : 13531355
2) FEEERH A R EERHE AR R MERE. 2021 1 29 ¢ 49-54

3) FKEMRY Ml FEFLE AR 1985 ;13 1 2007-2038

4) 3KIEPY, b : Ther. Res. 1985 : 3 : 12151224

5) Ogihara T. et al.: Curr Ther. Res. 1987 : 42 : 324-334

6) FHAEEL - YRl ¢ (§€125mg)
GRS 7 E’JI_J ¢ ($25mg)

GrERER ($E50mg)
L& . 1985 5 13 ¢ 4389-4402

10) /N ?TIJ.IE i I & 6. 1985 5 13 1 5801-5815

11) %+ AYIEH JifEBE WIS 2021 ¢ C339-C344

12) PR i SEHE & RE. 1988 1 16 : 637-656

13) Matsumoto K. et al. : Arzneim-Forsch./Drug Res. 1986 ; 36 : 40-46
14) /NEFINGE A JEBE X FRIR. 1985 1 19 @ 5943-5950

15) BHIEY Al BRREESE. 1986 : 2 1 527-565

16) BHIEY Al BRRESE. 1986 : 2 1 567-604

17) Takeyama K. et al. : Arzneim-Forsch./Drug Res. 1985 ; 35 : 1502-1507
18) Hosoki K., et al. : Arzneim-Forsch./Drug Res. 1986 : 36 : 77-83

19) Takeyama K. et al. : Arzneim-Forsch./Drug Res. 1986 ; 36 : 74-77
20) Minato H. et al. : Arzneim-Forsch./Drug Res. 1989 ; 39 : 319-324
21) M2 AV A BES &R 1987 ¢ 18 1 1809-1815
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