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2. 22 (ROEBEICIFIZFSLEBEWVWTE)
2.1 AFIOREFITR L. BEREORFEROH 2 B
22 MEWREORERODHEE (FoI4TV Y
CEMBREERFOEAIC XS IMEEFE. &
LI E R E, BRMEMEEZE., SFREmeE
TIFHES) [FROREEE S MEEIZELHET 5
ZENHB,] [11.1.15H]
TEFAMT UVRBEE/LLELE - X,
77 VEEBERIEZLTILI—LIERY) TF
LyFL7% L —b2RHVWERESRICEST 7
L= 2 &EfTHRoBEE [10.12H]]
24 770 = Y NRAFYLANLKVEF YT L
B (AN69®) ZH W MKEFETHDEE

URZE
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Yru—LaELLAROEBEZRL) [10.12

27 Y7 ERYLNLYILEY F F Y7 LK 2
EoBE. x5 dhiksr 5 36EUAO BE

[10.1%8]
3. 88 - IR
3.1 #8m
B & AIFTYVINEBRESRE A IS IVIEREE
7t 2.5mg [YD] 5mg [YD]
. 188, 4 I ¥ FYILER|18EF. 1 I ¥ TV IVIERE
RS #H2.5mg #H5mg
R FEKIY. Bokr A 8. ¥V, BE{bil. 70 AR
" E Ry, 2577 Y VMg
3.2 RAIDMIR
B4 AIFTIYINVIEBREE A IS NVIERIER
e 2.5mg [YD] 5mg [YD]
PR - AlTE HEDREE HEO R HEFRRA D OFEE
/YD\
NERE O
\537/
BE #5mm #6mm
Es #92.3mm #93.2mm
HE 50mg 100mg
4. FMREXISFNR
O=MmERE
BREMRIMERE

O BURERRSR I S FEPRA M B AE
6. HERUHRE

(EMEE.

ExREMSIELE)

HEE. BRAIKIEA I 7Y NVIERIES LT5~10mgz 1HI
HREORET 5. &b, Fi. ERICIOEEHERT 5.

L. BEESNEE. BEE2M4S SMEEXIIERE
HEMEEDEE TIZ2.5mgh 5BEEZHIBT 2 ENE
F LW,

CTEMERRTS |1 S FERR AR I B E)

WHE. BRAICEA I 7Y VIERIES LT5mg#% 1 H1[E§E
O%59 %, 27ZL. EBCEREEZMHS BETIE2.5mg
oG EBnT 5 ENEX LW,

8. EEREXRNER

(GhgEsE)

8.1 BEE/ERICEDLIDF WV, 5L56D0Z8hbobNdI &N
HHOT. EFEE. BEEOEGRSERZ S B %
BETABICRERSES &,

8.2 FIFRI24BRIIRE LR W EVEE LU,

(1 BUFERRIR C ¥ S FERR I B E)

8.3 5 (14 ALA) ICAHEICEKEDELLE N Y Y
LMFEAFERT H2BZNFH 50T, BEDHIZME Y
L7 Fo U ERCIER ) 7 AMEZBIE L. 205% 7% B
BEDOBELRIED Y 7 LMMEDO EEFRD SNBEICIE
BEDHVIIREHIEL EOMT LB Z2ITH &,

9. BENERZHITIEBEICHT IR

9.1 GHHE - BIMEEEDH 2 FE

9.1.1 mAItBHIRIREDH 3 BEBXEHETERIRKED
H3EE
BREEPGERRV A SN DB ZRE. R
BT EZ L. BMREDEDCARRESBEDETIC
FOBRICEREZTLSELBENIFH S,

9.1.2 BAVUY LAMEDESE
BHRECTEBLV SN LBAZHRE. I
BIFLZE BAVYVLMEZEESELIBENAN D
Bo
F7o. BHERE. IV PO - UVAROERIREICEK
DIMEA Y Y LEFEL ZDRTVERETIE, MFED
U LAMEICERT ST &, [11.1.450H]

9.1.3 RMEEEDNSHZEE
BEOREPMMFA A ZEEL. WEZELLSES
ZENH B,

9.1.4 EEOSMEESE
BREZVBIVMML. BET2BAIEFOREL
THICBEL 2P S®RLITITO &, MEHRSGR—E
KOS EMERTZEIITHENH S,

9.1.5 BEREEEIDERE
BERDVELVFKL. HEITHBAIEBEONRER
TRICBE LR SRZIITD 2 & MIEKER—B
HOBBEMERRNZECITHENH 5,

9.2 BEREEEEERE

9.2.1 EELEHERERE (JLF7FUYIUFPSVAN
30mL/G T, RBMEI L7 F=h3mg/dLE
b
BEEZ¥RBICT P BLLRIRSHREZDII %
CHEIRGT AL, PRtOEBRICKSBEDME
BERRUEBREZBLSE2BEnPH 5, [11.1.3,
16.6.1% ]
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9.2.2 MRENHDEE

BERZDVEIVRBL. BEITLIHEGREBEORER
FTRHICBEL LD SHRLIITS 2 & KSR —E
HOZBEMEERTZEZTHENH 5.

9.4 &iEREZR T BE
9.4.1 {HIRY BOIREMDH B ME

HIRLTWAZ ESHBENT T oI T oY U E#R
BHREEFET V7 0¥ v I 2B SR 2 E
AU, BE - FIERNORE (BLre, HE - -
DEEAL., %) FERODSNEFAFPREShTL
202,

BEIOE G kNS, REBOFEELEE L THA
BEORESZEEICHE L. BELOBEREDER
W2 EESEHFSNBEEICORERETHIE, &
7oy BEPDEZBEEICRROTEEEICHET S
. [9.528R]

(1) AAFRSFHBRINICHFRL TR WS E 2RI 5 &,
AEBEEHRS, BRELTVLEWT &2 EHNICHES
BTl BEPIHIESHHLZBEICE,. B0
Erzikgaz e,

(2) ROFBIHIZOWT., NEIE GG ICBEICHIAT S
k. T BEFLMBRBISUCHHAT A &,
HRIRAICRFI 2SR L2EE. BRIR - ERICE
ERIEFTIVRIBH B &,

< SEIRAHIBA L - IS D N BB A, HPh» oy
EIZH#ET A &,

< IR EEE T S5, HEEICHKT S &,

9.5 1147

TEIR SATIER LT W A ATREE O b B ki id &5 L v
&, iz, BERIERAHBALBEAICIE, BH5IC
BE2RIET S L, BRFHROBAICT V4T
UBHMBREAERNIET VO T Y v I RAEKRER
&S5 SN BETEKBDIE. B - HiEROELT.
FEROBRME. BAE., EHY YL, BEEOERK
AR OENKBDREIC L 2 EHBI SN2 U OHHE, 8
BHEEOER. MOBEREDSH S bz OREND
b, Fio. BHTEBENZL VORARY T 1 TIpEY¥
WET. HIEMHICT VAT vV VA MBERIER %
BESNZBEBRICBVLWT., BKRFEOMENY 2713k
FERIPEES SN TOWEWEBERICERNE» > 72 L ORE
BH5. [2.5. 9.4.15H]

9.6 ZAIR

BREOERERUCBARBEOGREZZERE L. H#AO
MfEE 3 EmET L. BWER (Fv ) T
FITHABITT L2 EMROLEN TV S,

9.7 INE

NREENRE UZZBRRHERIIER L T,

9.8 EEE

BHE (Blz132.5mg) »oBE52MKBTHHE. BE
OREZBELLHPSEEICRET S &, AHlIREE
LCEED? SHRt SN 52, —RICERHE TIXBHKED
BERLTWVWAZ ENFZVOEVITEELSERET 58
FNDHY . BWERAPREXIIERAPERLLT L,
ERETE-RICBEOEEIFELL ZVRESIATL
%, MBESEIRHBZNDDH 5,
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FYINANK VBT | FERTHIEFDHBH. | AN6I®IZ XV M F
MU DYLEZRH W ZVRDOEENTLE
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YHE BIBREARILVE VEIOBRERORERESEOE
YRREZITO L, £ BR. BR. EBEH. TH
ZERESBENERZESIFGDNEIENDH S,
[2.25H]

11.1.2 IVIMREA (0.1%K1) « JRIMEREA (SEEREA)

11.1.3 2HSBEE GIERH). BHEEBEDEE (0.1%F
i)

[9.2.1. 16.6.1%]

11.1.4 §HUDLIME (0.1%AKH)
[9.1.2%:8]

MASHEE (RFEERBER) . KB ERIE (R
(Stevens-JohnsonfE(REF) . REBEHRIEIR (WITh
SN
FIBE. KA, FOEE. HE. KMEZSLH S5 DNE
AlcRseRIET sz s,

11.1.6 EER (BEFERHH)
MHo7IT5—E, V=YD ERENTED N5
Al BEEHIET R CHTRABZITO 2 &,

11.2 ZDfthDEIER
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v RosooF 7y
T NE
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JiF ik AST. ALT. ALP. LDH® t | y-GTPO L&, #
7 6
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;72(
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CKO LR, Bk HEWL | ARk, KOk, J
B, RERW. M
WA, B
TFIE

Bz BLsE5
BIThAHb. BE
PROSNHEIC
3. 524195
n LY LB 1T
ST,

JEAF T A FHEHRE
ERHOTORY TS
Y VABRMEEER
kD, BmmEs
BRI 20EE2
5hb,

NV HF—EH
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i BE o I FEAR R A8
L SN B A HE]
BHbo

AHN D F = > 53R
HfERE A Y ) 7
F—E®AEDOF=
EAERICKY., @I

E VIR Ot R A
BIBEEZIOLND,
fh DR EAEFH 2 F 9 | EHRICILE 2 8E | HMecER (BE
e L. WAIOHEZHE |((FH) 2E®RIES
Wee FEA fid %o EEZ5ND,
THER A
11. BIfER

ROBHERDPHO5DbNB I ENHZHDT, BEETTIC
T REPROOSNLBRICEIRS2HIET 274 8
PR NEZTS &,

1.1 EXBEIER
*11.1.1 MEWFE (HEARH)

WRIRREE 2 S BE . & AR BREROERZREIR &
THOMERFESHSDONLEIENHZHDT, BEN
ROSNLHEHITEIES IS E2HIEL, ik Ay 3 3

14. B LOFER

14.1 RARMBOER
PTPRRDHEHFIIPTPY — 5B L TRAIT 5
EOEETHT L, PTPY— bOBKICE D, LS
AR REREARIA L, BITIXEFfL2 B 2 U THERR
REDEELAMELZHHAET LI LN H 5.

15. ZDthDFE

15.1 BRRERICE DL IEHR
A YA U XAIREOIMERE FRlO®/-EGHICT > IF T
VUBMRBFRBEERNERET S EICKD ., EIEA
ZODRFTVEDHENDH B,

16. EEhEE

16.1 MAiEE

16.1.1 BE%S
RIS A 3 47 VIR Omg % BEEO# 5
L7238, A 2479 VI35 20 R 1< B M 4
FFEE (Cmax) 1T L. DU K2 B 0 2 B
(ti2) THA LIz, —H, HBER#EHTHE 135
7T —boMmEREEIIKRS%6~ S 12 Cmax
(#915ng/mL) 1E L 724, 1289 8K TREIRIC I
P X DHEERLY,

16.1.2 RS
fRRERRAICA I ¥V IVIEMIE10mg% 1H1M, 7H
BREROREG LB 257 55— ol
I3 53~5HBE TERHIREBICE LY,

2134012



£3IFTII L3IFTYT—1
MES | REHRE | IERE | RERS

EMEEIRT X — 5

Cmax (ng/mL) 28.9 27.1 7.8 20.3
Tmax (hr) 2.0 2.3 9.3 7.0
ti2 (hr) 1.7 1.6 14.8 7.6

AUCo-24 (ng - hr/mL) 113.3 113.6 107.8 246.6

(FH51E. n=6)

16.1.3 EYLRHIEIF 4R

(4 29TV )VIEEEIEEE2.5mg [YD])

4 I¥ 7Y IVIERE2.5mg [YD] &% F U IL§E
25% 7 0RAA—N—(FEIcLkDENZN2E (A 3I5T
Y IVIEERIE S LC5mg) . BRERABT 18R
BOKE MR, IF5 T VEBELZRIE L, 5
ENT-EYERE/ST X —% (AUC. Cmax) IZDOWVWTH
EHRIT ZAT - 7245 R WAl LY N ES TS HER

hizd,
HENRT A =% BEINTA—H
AUCo-12 Cmax Tmax t12
(ng - hr/mL) (ng/mL) (hr) (hr)
A IFTYNE

ERiE$E2.5mg| 76.1+24.1 18785 | 2.1+0.5|2.2+0.5
YD

;7;_ YV 73.2+£24.3 17.1£6.0 | 2.1£0.5 | 2.4£0.7
(EH1E + (R, n=18)
(ng/mL)
25 —— 1 377 LHEERESE2.5mg [ YD)
i 20 o F NUILEE2S
# s (CEH1E+ (RS, n=18)
A

l:':l A
\% A
.
510

5

0 ‘ : ‘ - : .

0 2 4 6 8 10 12
BE5mER (hr)

MEEFREN FICAUC, CmaxFD/8T X =1, #HEEEOBR, (FROR
HREIE - R SFE ORGSR L > TR BREESGH 5.

(4 297U )LISRIEESmg [YD])
1 I ¥ ) IVIERBIESESmE [YD] &% MV ILEES %
TJURF—=N—RICEDZFNZFNIEE (1 ISV ILE
EsiE & LTomg) . EERAS 7222 1M A B MR O
BLC#fErA Iy ) VBEBEERE LR, S50
EEAEIST X —% (AUC. Cmax) IZDWTHEHEN
BT o I RER. WA OEY RIS SRR S /20,

HENTA—% BENTRA—%

AUCO-IZ Cmax Tmax ti2
(ng - hr/mL) (ng/mL) (hr) (hr)

1 3I5 SR
it 1§ 5m gl 63.0£21.5 | 14.8+49 |24+04|2.1+04
[YD]

%> bUILEES | 58.0+20.9 13.9+54 | 2.2+04 | 2.3+0.6

(Pl + 2HEMR 2, n=22)

(ng/mL)

20
—— 1 I 7Y LSS me[ YD)
15 o5 F Y ILEES
% i\ (PHYE EHERE, n=22)
F1 10 A
v 1
553
5
O : y ’ * . il
0 2 4 6 8 10 12

HE %R (hr)

MEERREA FICAUC, CraxFD/NT X =713, HEEOBRIR, (KHOR
HX[EIE - RS ORBSMIC X > TR SRS H 2,

16.3 9
16.3.1 {HEB1T
S MIHUC-A IFTYILEZROBES LGS, &S
309 ~ 1B OB S TIIIELE A 2 B T B,
JfilCEEETHH L. IROWTHIETE» 572, ol
BInFhd MFEFEEX VKD - /2. BIIREEDEE
3520 £ CIERFPREONL/2TH > 7245, 6
R DU 2 ~ S < e o Fzo 5 24R5 %%
2B 2 FHBOMETREIBE IIMBRAL < £ TR
L7zh5, FRICHiCIRImEE g E oM80RZNEBE 2R L
727,
16.3.2 EEESE
L MIBUIAAIFYTILRTA 35T 5— ol
PEAKEGRIE. Z2h. 85%. 51% (R4t»i#
%) TH-o7z8 (in vitro).
16.4 {5
A IFTVNERBEIZ. & MZBWLWTREMEDIEZ,IC
ABORBYIDPERSNBD., ThsoREWOFTHE
HEETAREMIOTOE (25U S5—1M) @
HTH 5,
16.5 HEtt
B AICA 24 7)) VIEREE 1 Omg % BRI 5 L
e, BER24KRME TORPBIRIIBEED
25.5%TH 510,
16.6 HEDNEHRZEITHESE
16.6.1 BEkEElE=EEE
EEEREZMES SMEEREIS (ME7L7F=
¥ 133, 2.9, 1.9mg/dL) 124 347U LR
Smg# 1 H 1B RERORSE L BEomsEh( 357
U 7— MEEHR L, BREEZMEDLVEIMEERE
13B1C10mg =5 LA & i 5 & R
FEERLEZRME (Tnax) OEE WI1ER) 250
It 2OERE (F18KR) o ohi, BRERE
DCmax ($918ng/mL) XBEEZ DL WVLWEEZF DM
(#11lng/mL) ICHRE» - 721012, [9.2.1,
11.1.3%H08]

17. ERPRREHE
17.1 BMRUREEICEHT B8R
EN CTHEM S M- —EHEREGR = & TR RHROM
BIMROEBYTH 5.
(FREMRIERE (22 - DEE))
17.1.1 EAISE MABLLEREHER
4 I¥ 7Y IVERRIES mgHE X3 10mgE & 1 H1E 1238
BREO®RG Ui —EEREBRBIC BT 280,
71.3% (77f1/108%l) T&H -7z,
BIVEF SIS 135.6% (661/10861) ThHo7z. FEix
BIERZE1%1.9% (261/108f]) TH-713,

213ao12



(EERMEE)

17.1.2 EIA&HASE 1 AEEER
EERIER 2R E L —RERRBEO AR
100% (24f1/2461) T& - 7219,

(BREMSIELRE)

17.1.3 EI{HASE D485
{357 LEREE2.5~20mg % LH1E (Jk4~8
AR, AB2~48M) BOKRS LEBOENERE
78.8% (26/1/3301) TH - 1.
BIEFFBSEI1LX5.9% (261/3441) Th>7z. BIE
FOWNRIZAERRE, (BRVTNH2.9% (15/
346) TH- 1219,

(VBUREERIRIC 1 S MR IS )

17.1.4 EASE MAELEEELR
4357V LERESMg % | H 1 E3EREORS L
Fo. CEERHBRBICHETZRET LT I PR
DEACRIZT T L ARBAST2%H L7 DIH Ly A 3
57 IR SR TIEA1%ED L, WEEcEE
I3ENED 5N (p<0.001),
BITEFFIRBE 1X8% (261/2661) TH -7z, BIfEA
OWFIEAET. FRVThb4% (161/2661) <
BH-7-16),

18. ENEIE

18.1 {EFR
1 IV IVEBIEITROKS%. K REIC K DIEE
REMTHAITINE (A IFFYT—b) IIEHS
N3, 135 7)5— M - HEPOACEEEZ
FEEL, AEMECTHBT Vv IF Ty NOEREN
HlT B EICE> THRERRZRIAT 510,

18.2 7V IFT VY U EREZRBEER

1821 A I ¥ Y NEBREOTEEREM THH A I 5T
F—hE. TYBERERCE MIED 5B ZACE
DWEM % in vitro THEIN» DBRERFNICHET
7':‘317)0

1822 A I¥ FYNEBERTA IFYSUT—b % T v b
BOKBETZE, 79470 TICKVFERSH
5 AERIG I ARKFENICIH S 518,

18.3 FHEER

18.3.1 BAFBERIMIE T v + (SHR) RU2BHEMES v
MZA I ¥V IVERBIE 2 ROK5T 5 & ABIREN
REFEEAPROONSA, EFIMES Y MIXT 5
FeFEER 3 CEE T, DOCA/&EBMES v b
TRTDEEEEZRO LI - 7218),

18.3.2 SHRIZBWT A I ¥ 7V LIEERE O 258 RGO #%
5308 E2529 . FROZEEERZ2R
—9—18)o

18.3.3 REUSMEREERZEICBVWT., 1 I¥ ) IVEREE:
BEBEHEBICTIHINRERS L., 24BMICDh
Teo TRELBEMRA SRS L. IMEHNEBE R
CHWBZICIITHESBD SN TLARNI),

18.4 FERRIRMESENESIER

18.4.1 A I¥TUNEEBEIZA L VY Y (STZ) &3
WIRR~ Y A28 HMEREORE TS LickD,
BEACEEEHEEREA. R 7 L7 3 VRt O
11V R T OV B A R /R &2 9720)

18.4.2 BN, STZHEHMERKET v MiZBWT, 135 7Y
WIEBIEOEER#M TH B 1 I ¥ ) 5 — MR
WG XD, RBMEAEE. BAZ S CICH NS
IRIERIT 2 EBIET S 52D,

18.5 ZDfthD{EA

18.5.1 1 XA IF¥FYNVERBEIIAIF¥TIS— 2+
“HEBABREXEBRIRNKES T 5 &, BilREXR V%
kA BEIIERICHENSN 522,

18.5.2 R ERHOSHRIZA I 47 VIEEEE 29~ 108/
HHGARORS LR, B8R OIH & oS I
FEROMFITERAATRD SN TS,

19. BN CET S EEFHAR
—RREIETR : A 35T VIERRE
(Imidapril Hydrochloride)
ft % £:(4S5)-3-{2S)-2-[(15)-1-
Ethoxycarbonyl-3-phenylpropylamino]
propanoyl}-1-methyl-2-
oxoimidazolidine-4-carboxylic acid
monohydrochloride
: C20H27N306 - HCI
144191
HEOHETH 5.
AE ) —VZIETR T L KIZRRET R
< IF )b (99.5) ILRREIFIcL
W,
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