ke

* % 2025E9 A ET (25480 AAE e EE S
* 2024412 A KET (B834R) 872144
BE | HRERE RRES AR B
BHAR - 3 #E 2.5mg |22000AMX00861000| 2008 % 7 A
$t Smg | 22000AMX00860000| 2008 & 7 A
$E 10mg |22000AMX00955000| 2008 & 7 A
TP UIF T Y U EEEIRMERER
BEXERA 1 =9 TVUIVIGEERE
Yy o1 =r O A
I TYIIGEEIE S 2.5mg UG,
Yy o1 =r O Acs
LIV TYIIEEEE 5 5me UG,
~ — T ) —d
LIV TYIIEEEIE S 10meg UG,
Imidapril Hydrochloride Tablets
S5 S )
W) - ESEOMSEIC EOERT S &
). BR (ROBECRESLENCE) o EE W
2.1 KAIOHSICH L. BEEOHEEDSH 5 EE 42 ypy [BOEVEL S = | 1357
2.2 NERFEOREEDHH8E (7> V4TV BHE o I v
FIHEASE DA & 2 MEHITIE, WEENEERE, % 10mg MG | 5oyt _ 10 JG
KM RIS, AP Mt hESs) (MRS % > HiE Rz LA
EHFEE AT S ENDH 5] [11.1.1 BE] 7.0mm _ 29mm _ 120mg

28]

2.

2.3 FFE R NI URBEE/LELO—X, V)T NT 7 VEE
LRIV E=ZLT7ILI—LXIERYVIFLYFLTIHL— b
BHWEIRESRICE ST 72 L—Y A2 METHOBEE[10.1

272798 =YL RFYLZALAVEF YT LR

(AN69®) z H W/ MBENTHEI TR O BE [10.1 28]

5 R XASIFIR L C WA RTREE D H 5 41 [9.5 SHR]

2.6 TUAFL Y7 LVBERZBRE5EThOERKBEE (72770,
MOEEREZT->TCbRBMENDIT Y ba—LAFELL
REOBEZEZKRL) [10.1 2E]

2.7 Y Z7ENUIUNLY LY - N LK = &SRO
BE. IHREHIED» S 36 BRELAOBEE[10.1 2]

3. #ER% - R
3.1 #8mk

MR7e

BRIy
(1 $grf)

NInAl

43I 7TYIIE
ik ¥ §E 2.5mg
1G]

HE A357Y
VIR 2.5mg

FLEEAKF. FLaT—R, RUYE
TN A=) (EaT AL . =
TE bk, Bk, 277 VBT
TR

A5 T NIE
B 18 $F Smg
[1Gl

HE 433457V
JVIEERIE  5.0mg

FUEAKM. PLag—2Z, KUY
TN A=) (E T AL) . BE
L. ZF 7V VB TR L

A 3IFT)IE
i i $E 10mg
[1Gl

HE 43357V
UIEEE  10.0mg

AR, PLag—2Z, FUE
T a—= (EAFAL) . =
TE bR, HES TRk B L.
VSNl SN

3.2 SEFIDHEIR

REs | & Ak W - k&S - EHR RIEFTR
KM 3| it
1357, 7% = | 13%7
I B 5 i;ﬂ%%@ N L
2.5mg[JGJ|*F 25 JG
EfE E& =
7.0mm 2.9mm 120mg
KH EH R
137 | BEoRE (% == | 1357
IVIEERIESE & R A D DN
Smg ]Gl |F#E#E 5 ]G
[EXES B B
7.0mm 2.9mm 120mg

4. SHEENIFHR

(8% 2.5mg. #£5 mg. £ 10mg)
ORMmERE
OBXREMHEMmELE

(& 2.5mg. &5 mg)
O1 BYBEFRIRICHE S VERRIR I BE

6. RiENURZ
(RMERE. BREMHSMERE)

HEHE. BRAICEA I TYILERIES LTS5~10mg % 1 H 1
EREOBET 2. 2B, Fi, ERICKDEEERT 5, 7272
L. BEESMERE, BRELES SMERES /- 3EEHEESM
FEREDEE TIE 2.5mg » SR EEMIAT 5 I ENEE L,
1 BUERRIRIC 1 S HEPRIR I BHE)

WEBEACIEA 35T IVIERES LT S5mg 2 1 B 1 EFO
BE5T D, 72720, ERGBRELZHESBETIE 2.5mg » 5%
ARG T A2 ENEE L,

8. EELREXRIER

GhEEHIE)

8.1 BEEERICEDLLDF WV, S6DENHOLDLNAEIENDHS
DT, BFEE,. BHEOEGRSGEHRE ML B2 18ET 2B
WIEFEESES &,

8.2 FAlTHT 24 BERIIHRE LW ENE L L,

(1 BIFERRIRIC ¥ S VERIR I B )

8.3 S (1 » BLA) IC2FICBHEDELLE A ) 7 A
ENFHET2BENDNHS50T, BEMRRIMEZLTF =
BEROMMEA) 7 MMEZRIE L. 252 BB IS H
U LEOEFEDRO S5NZHBEITEED 2 WIEHREF I
EOBYILMBERITH T Lo

BEDERZEIDEEICAHI IR
1 GHE - BEEEFDH 355

1.1 ERIEEEIRREDS S BEXF
BE
WREPOCEEZV KIS HaERs, ERIZETSZ
Lo BIMREORED RG2S BEDETICE D I ERE
ZENSELIBENDDH S,

9.1.2 8AV Y LAMEDEE
BEEYCzEzV TSN Ba2RE, ERIZETSC
Lo @AY LAMEZEESELBENNFH 5,

Tz, BHEERE, 20 PO LVARROERREICK D MiE D
U LAMENELSZDRTVEETIE, MEHY 7 AEICERY
2T &, [11.1.4 2]

9.
9.
9. ECTBEIIRKEDS S



9.1.3 RMEBEEDH % EE
WEOBELESMOFAREZERL L, REZELLSEE2Z LD
%o

9.1.4 EEDOTIMEEES
BE5IVELVRBL, HETEAIIEEOREZ+SICE

BLEBDWO/RAIATH &, WEEEEZ— BT & N EK
TERITHESH 5,

9.1.5 BERMEEEPOESE
BERZVELIVEBL, BETA2ESIBEOREZ+DICH
BLEPOBRLIITH 2 & MEEREH—BED 28 2 M EE
TEECTHEENH 5.

9.2 BigEEEEEE

9.2.1 EERBEEREEE (JL7FZVIUTPSVAN
30mU/SB T, RIFIMEI L7 FZVH 3mg/dL L)
BEEBZHEEICT LD, HLIIBREREFEZOIET % CEEIC
BET A&, BEtOBEIC & 51BE O IMEE T RO EHAE
Bt sEHBENTDH D, [11.1.3, 16.6.1 ]

9.2.2 MEBHPDESE
BERIDEBELVRBL, BMETHEAIIEEDREZDICE
RLLBDVERLIATO & WEEER— B 7 1 EE
TREZTHEND 5.

9.4 &£iEREZE T BE

9.4.1 WHiRY ZOTEEEDH DL
HRLTWAZEDIBSNT 7V IO T vy VEABRBERIEE
BIXE7 o5y IREERERAZEHR L. BE - %

BAOHE (BR4, BHE - i - BOERARE, ETE) HE0
OoNTHIPRESNTNBEDD,
HAEIOHREIHIE, RBEOEESE L EZE L AR ON
M A EE IR L. IAELOARES B _EE B &
ENBBEICOARETHT &, £ BEPDBELZIEEICIX
WOFBREIEICHET A&, [9.5 2]

(1) AFESEBEICFRE L TWA WS EE2ERT 2L, KH|
BEFL, HIEL TWAERWT E2ERNICHERT 2 &, 85
FRICHFIRASHIBA L2235 &1C1d, BbIciR52HiEs 52 &,

(2) MOFBIHIZOWT, KA GHBEICEZFICHHAT S &,
F72, BERLMEISUHEAT A &,

RIS RI ZER LS. BRIE - HIAERICEES MITT
VAT BIEs

- GRIRAVHIBE U 72 b N B BE X,
THZE,

IR EHE T A5AE. HYEEICHZKT A &,

9.5 1Hi®
IR AR LT WA RIEEE D H A2 L HICIZ S Lz na &,
F7-, BERIFIRACHEE LB, BbIcEEE kT
5Tl HIRFEIROBEICT v O F T v ¥ v BB R EA
N7 oF T vy v N ZEEERA %2 %5 SN BE TFK
B|AGE. BRR - HIAEROELE., FiERoEME. BR2, &4
U L MGE. BEEOEMAER OEKEDIEIC X 5 EHERl SN
AR OME, EEEEOEE. MOEERENH sbi/i &
DBEDH D, £7z. WHTEBSNIZL VORI T 1 T
BERE T HEOBICT VO T oY B REEEEER 2 %
EIN7zBEBIIBOLC. RETEOHETY X 7 IXEER
ESNTOWRVWEBEBICHNE» L EOREDNDH 5. [2.5,
9.4.1 2]

9.6 =R
BELOERERUBARBEOGREZEE L, BILONREE
TdFRIEEMET T A2 L. BER (T b)) THITHRARIT
TAHIENRBOLNT NS,

9.7 INR
INRE AR E LI REBRIIEM L T\,

9.8 SkRE
EFHE (BlZ1X2.5mg) »o52BT 548, BEORE
PEBRLUAPLEEICRET A L, AFIEZEELTERL»S
Pt a5, —BICEBRE CIIBRESMETLTVLSZ &N
ZWOBVWIFBESERT 28T 5H 0. BRI HR
SRR AR LT 0,

BRE CIE—RICBEDOREIXIFE LS RnESNTVS, i
BEENRA2BZNDDH 5,

PP ICHEYEICHRE

10. HHEEA

*%10.1 HAFR HALBWLIL)

&3k

BT IR

BRARIEIR - SEETTE

W - faRE T

F XA NT UREBEE
fttro—2, b H
77 VEEMARY E=
LTI —)LIEAY
IFLYFLT7YL—
MERAWLRESRICK
577zl —YAD
MEAT

YRV ==

A4 LY —/)NTR®

R GIAVEAL

[2.3 ]

YayrEEITILE
BHBo

Bt ICHB LA T F A
N UEEEEEL L
a—2, hYT T 7>
BEEERIEZ LT
I—)LXER)TFL
VFLI7FL—PICK
DI F = ROES
AT L. & HITAKHANC
K075 VF=vork
#rirenct, 75
FoUNEETLHEE
VY (-

TrZUOA=Z Y LRAY
YILALKVEF Y
N R AR AEi i
(AN69®)
[2.4 28]

TFT74TF 2 —%F
HIH5ZE0H5,

ZMiA A4 kTh B
ANGO®IZ LV I F =
VROBEENTIEL, S
SICARFICKY TFY
Fo o ORBHBHS S
nNC.799F=00%
EIHEEZOGND.

FTURAFL YT
#H (5YL2R)
(FERREEICHERT 5
Be. 7272 L. iDREE
BEET->TH B
Eoay ba—Liy#E
LS REDEEZBERL)
[2.6 2]

FERFEME RN ZE | B HEE
[, &) v L IEE K&
MEMED ) A 7 0
PREIN TV,

PtRICED L= T
DFF vy RBEEE
7R 5t
WH5.

HFI7ERNYILNILY L
R NN & i
(Z LA )
[2.7 ]

ME®FE S 5bh
HBENDH 5.

EiEAE2RET 55
Bl KFIE DR ED
36 BRTICHIET 5 2
Eo
F 7o, AR REAI OB G
TRICAFZEET 2
B, 36 B Eo
HEEEHIT5 &,

BEAIC K D ARMEgIC T
FSIUF U ONfEE
HlL. MEEZEDY R
7 %NS & 5 A BE
WH b,

10.2 HAEE (A

CEETBRIE)

ESEER

HEARIER - SEETTER

W - fERET

711 7 L REERIRA]
Q)77 v
M7 LT L VE

710 7 LAEHEH]
HqiLhD o LE

mEHY 7 LEN LR
THIENDH B

PR 225G XIME S
U LAEICERT S
Lo

KENET7 oIV TF v
VUEEZIHEL. 7L
R2F0>0aiz &
T&EB70. )T L
e[ AR el Y
ZoNb,
BHEREOD HBRE
ICIEHFICERT %,

TUAFLYI7 2L
e

EHEEREE. AU T L
IRE & M I E % #E &
ITBENDDHDH-0. B
HEEE, MIEH ) 7 LMER
CIEE+7ICBET
5T &,

B . eGFR »
60mL/min/1.73m? #&
WOBREREDDH 2
BEAOTI)AFL Y
TYIVERIE S DOPFRIC
DV BB YO %E
BlzwEHEsNn3H
GarRERISIE,

PFHICED L=V T
DFTFryrREEE
AR S h 5 Al B
WH b,

TUIATIUNE
BARTESA

BREEE. &Y T L
IME B OME I 72 2 &
TBENDH B0 &
HERE, MY 7 LMEK
CMEZ+3ICBEY
52 &,

PRICED L= -7
VFFryrREEE
R RSN %A
WH5.

HI PR R FE A
MY ZallLXF7
IR
v RogrzogF7ry
N&

F PR b A THHEF O
B (FHCRaa AR E
Bl 5 % Bits Uiz &)
ICARB 2D THRET
556, BEERADPHER
TE2BENNHHDT
PEIVBET S E
EHEIIRET I &,

FRA D% 5 13 1M 4E L
ZVERE ERSET
W72 FAIDEKSIC
LD 2WEMERT %
EITEEIOND,




I %E

ERRAER - $EEST R

WP - fElRE T

0.1~5%Ai SR

V) F 7 L BUHE|
RER) F 7 L

UF o LadE (RR. &
B SEELE) 29
EWH B,

FEHMICY F 7 400
FEEEEIE L. BED
HNIXEED L I1E#

ERMEICBTZY F
7 L DOFEMI ZE fE T
HEEZONS,

kg 5,
JEATF O A NERR|EHNICmMEZBRZ L. |FEAT O REFRALE
FEA] WM NE % &5, HloTazxyrs oy
E2 S VEBMEERICED,
KA OB EAF R % B
SHEHBHEEZOND.
JERAT O A FHER K BHEELBELSELIB|IERAT UL FERRE
FEA] TNHHB. BEFR|FOSORY 750D
AV Ry UE HHNTHGEICIE, BE |V EBAEERICKD.
AHIET 52 E#EY) g | BIRES KRS 57
WEEITH &, HEEZHNS,
H D) F—CEE BEOMTEETAF | RE O F = > D EimsE

SN2 REEDH
%o

EREHRV D ) 7T —
LA O F =V EEME
RIZ& D MEFEAHO
MRS RT 2 EE X
5N%.

fDREEMERZH T 2 | EMEQCMEZRZE L, (M ER (BEE
ZEA] WAIOREZHET 2, |H) 2#E@Rs L2252
Wée FEF 5N%,
THERAI
1. BIfER

ROBMERDPH 5 DONBHENRHHDT, Bz 71T,
RENVPROONTHEILEREG2HIET 24 EBY 2 LE 21T

ST &
1.1 EXBEHER

% 11.1.1 MEMTE GEERH)

MRIRIREE & S BHE & B REOERZERE T 5 IME
HFEPHEDONDZIENHZDOT. BREVPRDONIHEIC
WESBICEGEHIEL, ik Ay I VAL BIBREFRLE A
DGR UTEEREDHE Y L NEZITO L. £/, I8,
el MEE. TS Z M BEMERZENH 5D I LN
b5, [2.2 2]

11.1.2 MIvREA (0. 1%K3) . SFIMREIA (BHEEREA)

11.1.3 [HEEES GEERH). BRERZSOEE (0.1%KIH)
[9.2.1, 16.6.1 ZH]

1M.1.4 8AYYLMIAE (0.1%AK)
[9.1.2 2]

mEHV Y L0 LR, O
#B. CKo LR, B2
R, BT

BiE. Lo, BETTRE
EimFE. HIE. KEE

ot % BERHE. .

FHE

14. BRALOZES

14.1 ERIZAEOES
PTP B DEANI PTP > — 6O LTIRAT 5 & 518
Hy 5. PTP ¥ — FORREKICE D BOWHAED BEME
AFIAL. BICRSAEB I L THIRRAREOEE L GINESE
HRETLIEPDH D,

15. ZOfthDiFE

15.1 BRERERICE D EER
422 U FROMERETRORSHICT Y IOFF VY U
BEEEIEER 2 HE5T 52 EICED, BRIVESEIDRTVE
DHENH 5.

16. ZEYIENRE

16.1 MRE

16.1.1 BOgS
HERRAICA 247 VRIS 10mg 2 BEREORES L2Ga. 134
TVINEES 2 BRI RS I EE (Cnad) 1EL. DU 2 B
BOFEH (t12) TED L. —H. EER#EMTHE I35 T T~
b O IMEEFEE 5% 6~8 BEIC Cmax (9 15ng/mL) 123 L7z,
t2 9 8 BERE CHREMRICINAE P X S L 7Y,

16.1.2 RigKRS
R AICA 247 )ViEREE 10mg % 1 B 1 [, 7 HERERORS
LicBDA 347 ) I — oMmERBEIRHRS 3~5 HE TEFIRREIC
ELY,

HHEREI ST A 1357 1IF7)T—h
-5 s RS WS R
Crax (ng/mL) | 28.9 27.1 7.8 203
tmax (D) 2.0 2.3 9.3 7.0
tiz (h) 1.7 1.6 14.8 7.6
(Ifggi‘j/’;”i) 113.3 113.6 107.8 246.6
(FH5(E. n=6)

16.1.3 EMZHIES AR

(4 29TV IVIEEIESE 2.5mg [JG])
A IFTYNIEREESE 2.5mg [JG] &% F hVUILEE2.5%, JORAA—
N=FICkDZERZN8E (4 IV IIERREE LT 2.5mg) B
ABHICHEEROEORS L CmERREMFRELHE L. Fon/- %
MENHE/) ST X —% (AUC. Cmax) 122W\T 90%EREX T THREHRHT
Z{To7z4ER, log (0.80) ~log (1.25) OHEENTH . WAIDE
ZRRSESHER SN,

11.1.5 {IRE (RIBEMERER) . HREMRIREIREE (Stevens- (ng/mL)
Johnson fE(REF) . KEBIFAEIX (W N EEEA) -
KLBE. K. 28, BE KHEZENDH 6 bN7-HE IR I —o— (35 7))LiEEEESE2 . 5mg []G)
HaRIETAI L, o —— SFLEE2S
11.1.6 BER (BHEREA) = Mean+S.D., n=21
MHEOT I5—F, U R—COEREFRD 5 NIHEITIE, T
"5 ERIET AR EBEY L NEZITO 2 &, ga i
11.2 ZOHOBIER no
0.1~ 5% SR 5 b
FRIMER. NEZ T, i% > |
. ARV T
. AMEROED . G7EE E
BRIEZ
. M7 L7 F=>, 0 o
= hE RUN .LF. 0 2 4 6 8 12 24
\ . . A5, O |ES B5HROH (hr)
7{%*$*$§fi:% W, 5L 5H, RER %%?ﬂﬁﬁ/\"?x—y
TR ER iz {E 1ML FE HEIRT X =% BENRTX—F
AE = . A == AUCo-24 Crax Tmax T
TR &5 nf; gﬁ”@ﬁ% AR W= (ng~hro/r2nL) (ng/mL) (hr) <hlf>2
— [T Iy —— 1357V IUE
ke BD, WM, HEAR EK, RECMR BEESE2.5mg | 53.83+17.21 | 11.1543.92 | 2.1%0.6 1.9£1.0
B B, R 1G]
I ?)SLT;%ALT‘ALP‘ LDH|y-GTP © £5. % ;?M M\ 50.7719.79| 10.40£4.37 | 2.240.5 1.940.8
JEBUE L. O HARBBRE. FEIFRIE (Mean=£S.D., n=21)

MEFEEN N AUC, Crax ED/85 X —F 13, #HEBEORER, (KikD
BRI - BRESORBEMICE > CTERATREESD 5.



(1 =9V IVIEEIEEE Smg [JG])
A IF TV IVIEREESE Smg [JG] &% F MUILEES £, J 0 A4 —/\—
FEICkDZENZN 18 (1 347 VERIEE LT Smg) HERASE
ISR EREOHRE U CmEEPRALRBEZHE L 5o N - ) Ek
7§59 A =% (AUC. Cmax) 122\ T 90%EHEX LIS THEHEIT 21T >
7o#ER log (0.80) ~log (1.25) O#EEMNTH V. WHIDENZHIFE
HESHERS N,

(ng/mL)

20
m [ .
# —0— A3 7Y)VIEREIESE S mg [JG)
fls— —— 5 MIILEES
3 Mean+S8.D., n=46
AN
7
)2 10 L
be=] L
B
5T
4

06— s s s 0

0 2 4 6 8 12 24

B 5% O (hr)
HEMFBEINTA—%
HEINT A =4 BEINT A=Y
AUCo-24 Crax Tmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)

13570 IUE
E&1ESE Smg 71.66+31.64| 14.97+7.14 2.1+£0.6 2.6+0.8
1G]
ZF MUILEES | 64.38+£22.28 | 13.06+£5.04 2.2+0.6 2.7%€1.0

(Mean+S.D., n=46)

MEEFEEN NS AUC, Crmax H0D/85 A — 4 1&, HiEE OBRIR, (AKO
PR - BRSO RBEFICL > TR B AHEEYSH 5.
(1 29'7ULIEEESE 10mg [JG])

A 257V IVEBRIESE 10mg [JG)] &4 F bUILEE 10 %, 7T AF+—N
—ickvEnEN 1§ (F IV IVIEREEE LT 10mg) EEERA
B AERER RS U TSR RE(LFRE ZRE L. 575
BHE/)ST5 X —% (AUC. Cmax) 12T 0% BHEEXIEIC THEHRT %
fTo7:46%. log (0.80) ~log (1.25) O#EHENTH D, WAIDEN
WRSEIRER S NI,

(ng/mL)

" —o— 4377 LIRS 0mg []G)

#% 40 —o— ¥FULEELO

j Mean=S.D., n=22

5 30

7

Y

L

e 20

[

i

= 10

B

0b—v o
0O 2 4 6 8 12 24
B 5% OrR (hr)
HEYIBREIST XA —5
HEIST A — % BERTA—Y
AUCo-24 Chmax Tmax T2
(ng « hr/mL) (ng/mL) (hr) (hr)

{IFTYIE
EetSE 10mg  |151.67+54.06)32.95+12.79 | 1.8+0.4 2.9+0.8
1G]
f;”"’ﬁ 153.83439.85|32.50+11.43 | 2.0+0.6 2.840.5

(Mean+S.D., n=22)

M#EREEEN O AUC, Cmax B0/85 A — 4 13, HEEORIR, AEO
FREUEL - BRSO MBI K > TR DRI H 5.
16.3 9
16.3.1 $H#EIT

Ty MIUC— I L EEORES LI-5E, #5 30 9~ 1 Bk
R CIRIIEILERNS 2RV TER, CERETHA L. RO THETS
Polze MOBERIFVT L MEFEE XV ED 0. BIIRBEDOWEE L
B5 2 BRI & CMMERBEDR 1/2 Th o745, 6 BB

2~AfEEL o7z, 5 24 BRI B T 5 A5k O BT BRI I3 AR
IREME S TR LA, BRI CIIMEE B EE 0 80 1% D e %2 7R
U729,

16.3.2 EBHEE
L NMIBIBA IFTIILEROA 35T S5— bOMBEEAKARIE, Z
nen, 85%. 51% (IRIt»8E) Tdh -7 (in vitro) .

16.4 {28
1 27 FYIUEBIEIZ & MIBOLTREEDE I 4 BoOR#D D4
RENZD, INSOREIOFRTEREZFT 2REWI DT > Mk (o1
I SUT—h) OBRTHBWO,

16.5 HEitt
RIS 247 LIERE 10mg 2 BERZEOHRS L 5E .
24 B £ TORTBIEHRIIRESED 25.5%TH 51D,

16.6 HEDEREHIDEE

16.6.1 BigEEEEE
EEBRELES BMEEERSE 36 (WE7L7F=2 3.3, 2.9,
1.9mg/dL) 124 347V )UIEREE Smg % 1 A 1 ERERLKRS Lz
oigEd A I ¥ 7 T — MNEEHEBIZ, BREZ bR VWENEESRE
13 Flic 10mg 245 L7z iifE & ik d 2 & & M s B
(tmax) OHEE (K 11 BEE) 5Nt OEE (K 18 BEfE) #3805
Nizo BREEBZED Cna (£ 18ng/mL) R3EREZ DA VWEEDHE
(# 11ng/mL) ICHAREH» 5721203, [9.2.1, 11.1.3 ]

17. ERIRRGAE

17.1 BZMERURLMICET B HER
EN CEE SN 7: —EEREERRY ECEKRRBOME RO EBD
THb.

(FEMSIERE (8% - DEE) )

17.1.1 BASE MHELLEEHER
4 35TV Sme $EX 10mg $84 1 B 1 6 12 @RgOHRSE
Lz —EEBRHERBICB T 2E%FIE. 71.3% (77 #1/108 ) T
2770
BITEFFBSEE L 5.6% (6 61/108 ffl) TdH -7z, EixEIERIZENE
1.9% (241/108 ffl) TH -7,

(EERMEE)

17.1.2 EIRHEASE T 1EER
ERES MR % MR E Ul — RO B ZRIL 100% (24 /24 1)
ThHo72,

(BREESMELE)

17.1.3 EIRE&HEASE D185
A IFTYNEREE 2.5~20mg # 1 H 1 [ (4R 4~8 @M. At 2~
4 3ER) FORE LI-BOBEMERIE 78.8% (26 /33 4l) TH -7z,
BIVERFISEE L 5.9% (2 61/34 1) T -7z, BIEFOWNFULIHER
HE. OBEWINS 2.9% (161/346]) Tdh-o7:10,

(1 BURBFRIRIC 1 S HEFRIR I BAE)

17.1.4 EA%E NBELEEER
4 IF 7YV Smg % 1 B 1 [B 3 EMREOKRS Lz, —E5KHER
RSB BRFT7ILT I VHRMEOE(LRIE T T L REED 72%3E 0 L
DIt Uy A 37T ) VERRIER S TIZ 41%ED L, mHETER
BEIFED SNz (p <0.001).
B FFIBEE X 8% (2 f51/26 ) TdH - 7z. BIEFHOHNFUIEIET.
REEWI N 4% (161726 ) Td-o7217,

18. EWNFIE

18.1 {EREERT
A 35 IUEEHE IR OB 5%, KA RIC K D EEREcH L DT
YRR (35 TUT— ) WKEREND, £ 35T T— b - A
o ACEERZHEEL, AEMETH AT V4T v v T OER%E
MHT 5 LIC k> CHREERZHERT S,

18.2 7V IH T VY U EIREFREEER

18.2.1 4 I ¥ 7Y NEBIEOEEREN THHA I35 TV I I, 7%
BREROE D S FHEL Lz ACE OIEM % in vitro THEHE O
BERENICHET 59,

18.2.2 A I¥TYIVERIER VA I¥TYS— 25y MIEORET %
LT UIFT Y TICKDFRSNZFERSIEHBREICHIH S
ﬂélg)c

18.3 BEESER

18.3.1 BERARESIMES v b (SHR) RO 2 BHEIMET v MIA I35
VIVIERRIE Z Z #5792 E HERGFEN S EEFERAPRO o N L2, EF
MEZ v MK B EFEERIZES TEE T, DOCA/&ESIET v +
TR+ RBEELZRBDE P -7219,

18.3.2 SHR IZBWVWT A 24V IUIEREIE D 2 M EGE RS20 A
ICHBEE5ZT. BN REREEREZRTY,

18.3.3 AREMEIMEERE ICBVWT, 1 ¥ T NVIEREZ BEHARICT
1 H 1 BIRERS Ui-KE, 24 BEEIC D7z - TLRE L7 BEEER SRR L.
M HANZEBNIER O HNEEZEICIIEENRD 5N TN 0D,

18.4 VERRIRIEBECEIER

18.4.1 A I¥TVNHEBIEIZZA ML NV (STZ) BRERFEY Y X
1228 HEEHR RS T 52 EICk D, B ACE BHEHEER. Rb 7
VT3 R O BN R B R OME A AR R PR 2 7R 9720,

18.4.2 FREL R, STZ HFHMERK T v MBWT. 1 347V VEBRIEDRE
HREMTHEHA I5 7Y T — MIBARNFZSICE D REMES BT, &
A% 6 MR ERR 2 ERICET S22,
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18.5 ZDithDIER

18.5.1 A XA I ¥V IHEBIEN 3 A 35 7) 7 — b2+ _BENES
RIFERAKRES T 5 &, BORERUARRESBEIERICEMNS
22,

18.5.2 FE#EREAO SHR IS 347V VIEEEE % 9~ 10 JERE AR 3%
5 U7cH, FEEROME K OEMEE MEXOIIFEIER AR 5T
1524,

19. BRSICBT 2EBEFHIFR

—f& : A IV IVIERE (Imidapril Hydrochloride)

b4 @ (49-3-{(29-2-[(19-1-Ethoxycarbonyl-3-
phenylpropylamino]propanoyl}-1-methyl-2-
oxoimidazolidine-4-carboxylic acid monohydrochloride

32 1 CaoH27N3O06 + HCI

FFE :441.91

" R BEOERTH S,
AE ) =BT R T KIZPRPRBEIFRIL, ¥/ -
(99.5) 1IZRRBFITL
1.0g %7K 100mL IZ¥ED L7 O pH IEK 2 TH %,

s
HsC — o)
o) H H CHs
S AN O

N

H CO2H - HClL

P N

N
N

HsC™

Al 9 203C (5348)

20. BRVL\ EDEFR
T IO —RAHEBIIE[EET CRET S &,

%22, @
(1 =S FVUIVIEEIESE 2.5mg [JG])
100 % [10%E (PTP) x10. &M@AIAD]
(1 29"V IVIGEIESEE Smg [JG])
100 % [10%E (PTP) x10. #M@AIAD]
(1 =9 FVUIVIEEIEEE 10mg [JG])
100 8 [10%E (PTP) x10. ¥EHIAD]
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