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25mg 5mg
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X 47 IViIBRIEEE2 5mg [NIG]
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3. #Rk - K
3.1 8K
Wi, 4 387 VIERR B 1377 VIEERE S
e 25mg [NIG | 5mg [NIG]
e o | 15T 15
TRBIT S ) W iaBtE 25mg |4 2470 VERE  50me
o | AT TV YRR TRy AL FUHPKAN, b Ra s Ta ey
o = A
3.2 HHOMIK
Bises, A 3857 VIR §E A 357 VIR SE
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o - FE EREXRES
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[ERES 5.5mm 6.0mm
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LA BBmAIfT) 2 & MRS Btk Sk mEKT %
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*11.1.1
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z

WP R 3 2 1 5 BRI, &y 75 MRBH O BEIR & S8R & 3 2 s 1k
TEIEAS B H oD Z EH3d 5 DT, BT O NI & 113
BIEGedk L, Bie 25 I UH), BB E A VE CHI O

J O SGEERR SR O Y) 2 ML 2479 &
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EANE N SN

M TSR ) R I EIEREES S 5D I LD b, [2.2
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11.1.2 /MR (0.19%K0) . JUmERED HEAN])
11.1.3 SMEBEE BUEAY). BREREOEE (0.1%K0H)

[921. 1661 ZH]

11.1.4 SH U LIEE (0.1%A5)

[9.12 =]

1115 HERE RIFEMEERBLR). REHERERES (Stevens-
JohnsonfEfEEE) . RAEBHMER (W91 HHEARH)
KLBE, A, 28, BB HBSEDH S b EE I3RS
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%
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CKD LA, Rk, B | . Hig, IWERE. iR
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14. BHEDEE

141 ZERZFEOZE
PTPAZEDHANIPTPY — s 225 M) L TR % & 9 fgiE§
52k, PTPY — POREERIC X Y . LA ER AT A E R~ A
L. B2 B L CHBAESOEERAIEL 58T 2
ZENH B,

15. ZOMOEE
15.1 BRAR{ER ICED < 154k

A A Y AR CIMAE R TR OGPz T > D 7 v o v
BERMER G352 8128 D RIEAHEZ ) 23\ & 0t
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16. FEYENEE

16.1 IMAREE

16.1.1 BEEH%S
BEHEB AL A 3 77 ) VIRERE 1 Ome % B CTHE 5 L 7= 354
14 25T ) AT G2 R AT 2V I M RS (Cona) (ZHE L
LR 2 0] () T4 L7ze —F. EHEA#YTH
B2AIFT YT — b O EEE3 6~ 8B 12 Cnax (1
15r)1g<mL) IFE L7215 LR8I I G I IS & D I L
7":3 A o

16.1.2 REHSE
BEER A A 3 77 ) VIEERE10me % 1 H 1A, 7H B SR
HBLEBOA I 7T 5 — b OMmERiRE L% 53~50 H T
RIELZE L 725,

IS5 A — 5 135700 137705}
WA | AEES | EES | RS-

Crmax_(ng/mL) 289 271 78 203

tmax_(h) 20 23 93 70

tiz (h) 17 16 1438 76

AUCoz (ng - h/mL) 1133 1136 1078 2466

(Fi5fti. n=6)

16.1.3 £EMFHIRFMHEER

(1 4TV IViIERIEEE2.5mg [NIG])

(1) A2 # 7 ViR E25me [NIG] &%+ b)) Vge25%., 7
OAF—=N—iEI2L D EFNRENE ([ I 7)) IVIEEREE LT
2.5mg) MR AT TS £ L AR 1% - L C e i R b
EARREL, 55 N3EYHEE S5 A —% (AUC, Cmax) 12D
VT 909 M5 HE X I 3212 TRERHIRAT % 47 - 7245 . log (0.80) ~
log) (1.25) O#HPFANTD Y. WHI DLW FEIFESEEA TR S
726,

127

10 F 0 1 A 357 VEEEESE2.5mg [NIG
o ¥ MIVEE2S

8t P + RS, n=30

MHEREREE (ng/mL)
f=2]

0d - - - - :
0 4 8 12 16 20 24
5 HOBM (br)

SEWFIREINS A — %

PG5 AUCo24 Cmax Tmax T

(mg) | (ng - hr/mL)| (ng/mL) (hr) (hr)

1357 VIRt
Somg INIS, 25 | 45611725 | 758325 | 28+07 | 299+200
257 57L RV 25 |4727+1538 | 816356 | 24+06 | 320210

(P35 = Bl n=30)

M PRI ONMZAUC, CmaxZEmD /85 2 — 71, #lpE o
g}i‘ PR OTRIUAIEL - WS OB ERGFIC & o TR 2 HEEDS
%O

1 357 VIVIEFEEHRSmg [NIG])

2) 157 ) )ViEREES5mg [NIG] &% MY )VEEs%x, 70
AF—=N—FlZE ) ZNZFN1sE (£ I57) VHEERIEE LT
5mg) R AT F 12 A HL AR P 5 LTI rp R 22 LR
ZMEL, Boh-E e/ N 2 —% (AUC, Cmax) 22w
TOWASTENK [ 1202 CHRERTRAT % 17 - 7245 4. log (0.80) ~log

(1.25) OFPFANTD V. WHIO LAY RS TER S 20,
251
w0l o 4 37 MRS Smg TNIG
o 5 k1 LEES

MHERERE (ng/mL)

0¢ L 2 L - +
0 4 8 12 16 20 24
¥ 5140 W5 R (hr)

W BEE T A =5

ha | AUCox Cmax Tmax Tiz

(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)

{357 ViR S
5mg [NIG) 5 9497+3595|1684+t665| 2605 | 342+1.88
; T b UV 5 92252498 |1607+464| 2405 |439+179

(P = MR 7%, n=10)
MR EE N N IZAUC, CmaxZ:d /85 2 — &%, WEs o
é;)i‘\ PR OB L - RIS O FBRE R £ - CEL 72 2 W REMEDS
;g)o
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T v MINUCA I ¥ T ) WEFOERG LgE. #5305 ~1FEH
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W TE 2 o 720 MOl Z Vb ML X ) 1Ko
720 BODREE DR (355205 M 2 £ CIAE P EE OF1/2TdHh - 72
5. ORI B AR X122~ 40570 < e o 720 $ 5240 R 12 B 1
% B ARG O BT HEWR BRI PR AT < F T L7228, R
VA IR E O RISORE DI E % 7R L7280

16.3.2 EAHKEAE
L MIBUILAIFTTIIVEDEAIFTY I— oIEEEES
FE, FNFN, 85%. 51% (RAt»A8EE) TH o729 (in
Vitro) o

16.4 15
A I T)IVIERIEIZ. b MZBWTHREBIMED I IC4FE DA
BRI ND D, TS DREI O b CIEHEE AT A CHY
BYTYRE (A5 T)F—R) ODARTH B0 1D,

16.5 HEittt
fEFEB A A 34 7)) VIREEIE 10mg % BRI 5 L 723 A
¥ 5- #2405 F TOIRPAEFEIER I 5= D255% THh 59,

16.6 FHENERZE I HEE

16.6.1 BipEEERE
EEEREA L) mmMEESEEIG E2 L7 5= 3.3,
29, 19mg/dL) 124 3% 7)) WIEEESme % 1 H 11nl SR AR 1%
G L7zBoMsEh 4 357 59— NMEEHER I, BEEEZEDbL
WEIMEE B 1382 10me & 365 L 72 ifi & bl 5 &L e
M EEERER ] (tna) OIER (UIIFER) 7% 5 Ot DIk
£ (F18H:H) 2580 b7z BEEEH OCrax (F918ng/mL)
FEEEZEDLLRVWEZOM (Hllng/mL) IZHNE» -
721208 (921, 11.1.3 &)

17. EERRAM

17.1 BHHERORLMIEIT 555

W;}G%Eéﬂf:: BRI T & TR OB ZI K O
BYTH5,

(RREEMEMEE (8 - h%iE)

17.1.1 EAE DHEESHER
4 357 ) VIERESmest X3 10medt % 1 H 101238 [ % 4% 5
L7z ZEBERILEABRICB T 2485k, 71.3% (7761/108%1)
THo7zo
FIVEF FS B2 135.6% (661/108%1) T o720 T BIVEH X8
1%1.9% (261/108%1) TdH - 7219,

(EfE = IMEE)
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TAE B IMEAE 2 R R & L 72— B R S BR O A #5213100% (24517
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(BREMSMmELE)

17.1.3 ERNEEAE I 558
4 I¥ T VEERRIE25~20meE L H1E (44R4~8HM ., Aki2~



4R RIS L 7B O AR ER1378.8% (2661/3361) TH o 72,
BIVEISE B IE 135.9% (261/3461) TH - 720 BNEHONERIZIN
FEANVLE, 111 $29% (161/3451) T - 7216,
(1BUBEERIR (£ S FER IR M B AE)
17.1.4 ERZE DR

4 257 OVIEEESmex 1 H LR35 L7z, I EMILEGEE
BRIZBIF AR T V7 3 VR OZE(LRIL T T 2 R EEHT2%1
ML= Ly A 347 VERFRIER 5B Cl341%A L, il
FEECHE 22D Sz (p<0.001),

HIVE I SE B 128% (2611/260B1) TH - 7o BIEH OWNFILIE
TETF . AR H4% (1651/2661) T - 7217,
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F— MU - MR OACERMAHEL. AFEWETH LT
YIUF TV TN OEBEINIT S Z LIS X o THRIEER % 588
T 54,

182 7o AT U ERBEREEER

1821 4 I ¥ 7 ) IVIERIEOIHECHW TH L4 I 57 F— b
X, 7B RO b E S F L 22ACEDIG M #in vitro
THAUHI 2 D IR AR BN FHE S 518,

1822 A I ¥ TV NWEBRIER A I ¥ 7Y F— &2 T v MIRO
BETHE, TUoVF TV LICE ) FERENDATESIZH
AR ICHIH S 519,

18.3 BEIE{EA

18.3.1 HAAISESIE S v b (SHR) K O2BMEIMES v M2A
T OVIEESE ARG A & R R BEIEEH 2529
LMD, IEFME T v MIxE3 2 BEEER IO T E T,
DOCA/EM ST T v § Cld 7 BT %2 380 7 p o 7219,

18.3.2 SHRIZBWTA 3 47 ) VR 0 2308 B M #5130
RIS E L 529, F Rl 289719,

18.3.3 AREMEMTEEEZICBNT, [ 357 VIR 4 W
FEIZCLH LR AR G- L7z, 24B5IZ D7z o THE L 72 E
PEMIASERE Ly IR H NZSBE K OF H NG 121 2SR H
“C\,xtcb\ZO)o

18.4 BERRFRMHEBEERZIER

1841 A I ¥ 7 IVIEREIZA N LT bV v (STZ) F5bER
VT A28 H MBS 34 2 L2k ). BACEWMEM
LU, R 7oV 7 3 RS OB INENEICE T K O I
TEM 27”4720,

18.4.2 I T . STZAERHERIET v MIBWT, 43I 5 7)) Vi
MIEOHHNRBIHM THHA I 5T ) T — MEIFRNZSI2LD .,
%ﬁ@éﬁﬁ‘%A&%Utﬁ&%ﬁmm%ﬁm%ﬁ%mﬁTé
w52,
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1851 A XA IFTYNHERBENIZIIF 7)) F— 2+
B NG S ERIRN T S-9 5 &L B M OSSR ERE 2 @ il i3 A
Iz E N AS,

18.5.2 A EMEIOSHRIZ A I ¥ 7)) VEEEERLE % 9~ 1028 i i it
O 5 U7z, e J oo B R O I OO IR 0 B FH 0%
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19. B ICEY 2 B{EEHAER
*ﬁ?ﬁﬁ‘]%*fﬁ P A 27 ) )VHEEENE (Imidapril Hydrochloride)

L5244« (45)-3-(2S)-2-(1S )-1-Ethoxycarbonyl-3-
phenylpropylamino]propanoyli-1-methyl-2-
oxoimidazolidine-4-carboxylic acid monohydrochloride

4513\ - CaoH2rN3Os - HCI

A 44191

Alg9203C  (40fF)

TR BEOEETH DL, A5/ —IVIZEITRT L, KIZPR

BT T8 7 =)0 (995) IZRREITIT v,
1.0g% 7K100mLIZ A L 72 DOpHIZH2TH %o
= S

HsC —\ 0O
0]

20. BBV EDEE
TV O —HERISRRE T TRIFT 5 2 Lo

22. ‘G

M 357 VIVIEFEEE2 5mg [NIG])
1008 [10%E (PTP) x10. $#ZMEHIAY ]

(1 247V IViIEREIESESmg [NIG))
1008% [10%E (PTP) %10, #MEFIA Y]

23. EEX#
1) BofREl, b o JEEEMEE S, 2017 © 47 © 1353-1355
2) PEHERM, AL BV S EERHE AR SRR, 2021 5 29 1 49-54
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