&) VIATRIS

% 20234E 11 ALET (45100)

TrIFT Y BRI ER
BAERS (IF47TVIVEHIER

BE O EIRMRE
FRhHAE - 34

BAREFHRMEES
872144

T 4597 IViEEEIESR10mgl VTRS

IMIDAPRIL Hydrochloride Tablets

) - EMSEOWTEIC LYV EHT A L

[ B ES | 22400AMX00259 |
| Bk | 201246/ |

2. B2 (ROBHEICIEHFESLEWNI L)

2.1 REOAZR L. MHEUEOBEREOH 5 B

2.2 MEFEOBEREOD L EH (T IF T v VEBRRERN
EHFEOIAN X 5 METEE R PEMAE FIE . 2 R TR0
FEFEVE M IR SE) [P N % O M2 56332 2 L8
H5] [11.1.150H]

2.3 TXALT UEEEE L o — A, MY T T 7 CEEA
ARJE=Z W7 NVa—VER)zFL 7L 7% — b2l
FRERIZE AT 72 L— AR RITHOEE [10.151]

2.4 77V NY L AZ YNV ANKVEEF MU AR (AN69®)
% F W72 GENT AT o B3 [10. 12 8]

2.5 M@ IR L CW B 0 B 5tk [9.55 ]

2.6 7)AXL Y IRIVERIEE G R OREEE (2720, b
DOREIEEREET>COARBMED T Y Pa—UHRELLARD
FHEZEEC) [10.12H]

2.7 27 ¥ PYNINLVFIL Y vF b LK E G R0 BEE,
xHe G-k 5 36 LI 0 B [10. 12 8]

3. #HRK - MWK
3.1 #mk
WioEs A 357 ) VEiIREESE10mg [VTRS]
H R 5 1$Ed HRFE A 377D )VIEERE  10.0mg

FUHARIY . BRI A B, WAL, SV, JUARERY, ATTY

s
oA e

3.2 WA DMK

£ e
W5e s ﬁkme {5
T i I-F
/10N }
£ 37T RS =2 | o b
10mg [VTRS] vig | TEEEAD
[EKE JEs i FgE
6.5mm 3.4mm 120mg

4. BEERIIHHR
EMERE. BREMSMEE

6. AEARUVAZ
WL RAIZIEA 357 OVIERE L L C5~10mg#x 1 H 1 4%
55 %, B, . ERICE D EEHRT 5. 72720, B
FEE. B & L O MU AR F 7203 IR S I A 0 R T
2.5mg b ERGT AT EEE L,

8. EELEXNER

8.1 EHEMERICHEDS K DTV ALDENHLDNL I ENHHDT,
TS, BB @RS i & 1 O B 2 B 2 BRI IZER &
+5Z k.

8.2 FATRI2AMEIIIIZ G L VT LAY T Ly,

9. RENHEREZHJ 2BEICHT IR

9.1 BfHHE - IREZFDH 3 BE

9.1.1 MAMEEBRKEDSH 2 BEXIRBETEBRKEDSH 5 8E
HERERCEZHZVEHB SN a2 RS, HHI#EITLZ &
IR i DI AR AR ERAR A L DT 12 & ) SOl E R 2 L S
HLBENDH D,

9.1.2 &H YUY LMIEDEE
BHE LR R EZVEHB SN DB EERE, MAIERITS &
EBA) T AMEZMEESELBENDND 5,

Fro, BHREEEE, 30 MO UARROBIREEICL ) s )Y
AMEAE L ) R WEF T, ML) Y AEICEETA L,
[11.1.428]

9.1.3 RIIEEEDH 2 BH
WBEOBEEDRIMTA EEER L, WEZELLSEL 20D 5,

9.1.4 EEOEMNEESRE
BRI VEGL, BMETIHGIEBEOREL oI BIgE L
BHELHEAIATH T Lo MFEG-H— w028 ERT 2k 2
FTHEDD 5,

9.1.5 MEARBIEEREDOEE
BRI VEGL, HMETAIHGIEBEOREL oI BIE L
BHELHEAIATH T & MFEGH— OS8R EET 2k 2
FTHEDD 5,

9.2 BimEERE

9.2.1 EELEHEEERE (VLT7FZ I UT 52 2H30mL/%
T, XISMmEY L7 F =2 H3mg/dLELE)
BHRALEREICT 50, BHL IS 0123 2 SEE 2R
T5HZ Lo HEMEORBIEIZ X 28O MEIRT & OB AE % B L S &
LHBENN DA, [11.1.3, 16.6. 1]

9.2.2 MAEBHHADEE
BRI VEGL, BMETIHGIEEOREL 5Bl L
BHELHEAIATH T Lo MFG-H— OS8R MERT 2k 2
THEDD 5,

9.4 &JEREEH Y 5

9.4.1 3EHIRY D FIREMED & 2 &

HRELTWA I EDERENT T U 7 > 3 V2l &5 3
7 TF T Y v DB IHRIZ R L. B - BERA~0E
2 (B4, BHE - - BoORRAE., ) 2N L6
s S TWaHL,

FHIOF G UREOH IS S ZE L TR 0 vnEE
EEIHE L. AR EOERMEDERMEE ER L & HIB SN D
BlLoORTEGTHI L, Tz, TGP UELREEITROEZRRI
BTk, [9.58E]

(1) AR GBIERNIITR L TW w2 & 2T 5 2 Lo KA
i, TIRL TR na &2 EMICHERET 5 2 Lo 5 IR
AHIB L7235 A 10, BEHIHG 252 &,

(2) ROFHUNZ DN T ARFIE G- BIER B FEICHAT 2 2 F72,
BeHm b BEIS P 2k,

IR CARH 2 L7235 E . IR - A A KT T A
I BH T L,

- HEARASHIIA L 72 UEEE D N B A R HH SR IZATRE 5 2 ko
IR RIS AL, HBEICHRKT A &,

9.5 1F1@

T S ITR L T 2 RO S 2 I I35 L v S ko F 7,
B GRS L 723421, mh ik a ka2 b, 4
IR R ORI T v O 7 v v VA EER ST v VA4 T
v I RERPH 2 %5 S W B TrdonddE, 1B - Bk
W, #FrEROWKIME, BAL, ®h Y 7 AIME, EEOZK



&R OFAGEARES X 2 EHEH S 302 MU O, SHSSHE 0%
o OB EN D S bz OWERH b T2, WV TENE
SNV bOARY T THRPEFFET, RIS T O F T
T VB ILEA R S S N BEIC BT, RIBEE oM
) A7 ZBERID S SN TR WEBREBRICHNE D - 72 & O
HdHbo [2.5. 9.4.15H]

B 7 LRI %
FIBET L L,
% . eGFR %% 60mL/

ESES S B ARAEAR - $518 5 15 B - bR
TUAXL YT VEEE RS, mA Uy Al | PRFHICEY L=y - T Y
JEMXMRIME Z R 2§82 | 47 v ¥ v RHEEH

N b7, BhRE | mE N THEEND 5.

9.

10.

.6 Rilw
R EOR RN OCRFREORRILEZZHEL
EPJJ:%*?ETJ-?‘ZQ\—}:-O B (79 b) TZLHLEP’\%% T3sZL

MWRBO LN T W5,
7 NRE

UNGE SO Rl B

8 SnE

EH= (Fz

1£2.5mg) oG EBIET 5% &,
LAaRSEEIEG T 52 e A FNITEE L CEED SHEE S DA,
— R E TIXBREREDE T LT b 2 e DSz

AR TRBR L FEHE L T,

JEE)3 Hfﬁ?‘éio‘%ﬂﬁ“% D\ BWEHZFEBUOIMERI AR L 29\

i TR

S j}é_\—éjb%ﬂﬁ)&)éo

HEER

10.1 HAZE ALV L)

FEDRIEIFIFE L v 8TV D, iz

"""" ZILOME F 721

BEDOIRREZ B

[E LR Y €= v 7 )b 3 —
VXIEKR)ZFL 7L 7
ZL— bEHOZRAERIC
X377 2L —Y ADRAT

[2.32H]

ES Ak FRPARIEIR - H 8 ik W - fali T
FTEA ST HBEEELY | Yav s RRITIEDN DD, | BIEICHELZTFA T
va—2A, M) T T 7 v CEREEE ELE v — A

M) TN T 7 v REERRY)
= | e B N d - & )
IFLyTL 7% L—hC
LY I = 2 RO READ

ARy — N JLEL. SHICAKRANZ LD
A LY —INTRY 75V F = ORBHYIT
R LNT, 777 F =0 H%

MyoaLE2LNL,

VAR E=N DI )%
ANEK S YT LEE
JH 72BN (ANG9™)
[2.451]

TF74 7%y — k5T
bIEhbA,

%AilliA A 21k Td 5 AN69”
2Ly F = v ROREE
MICHE L, S BITARHNC X
07TV F = T
FoNT, 79 V%=
BT EELOND,

o 7272 L. MLORIE TR
Efio T aBIMEDT Y
o= V3F LSARDOE
HEERC)
[2.62]

TYVAFL T IVERE

ElS SR IR LN e

nTwns,

PR &Y L=y -T2

(VL R) EEA) T AMPER MK | 47 > 2 2 RBEER
CRESRR B F A 3 28 | MUED ) A 7 B S | SN2 THEMA B 5.

[2.72:1]

EREAE RS A

& AHNE D7 (L B36KE | BT

BT 2 2 &
T/, EREHORGHT
BICAHA BTG T DA
1, 36HEH UL E DM E &
FaHZ ks

FIEP)VNVVY L | EFEEYS SIS BZ | IS L VM7 7Y
M LKA (2P VAR | WD %o ¥ =Y ORI L, i

FIFEO ) A7 2 RS &
HEMED D % o

2 BREE BHRICEERT S L)

R

FRPRAEIR - FE1E T %

BeIF - fabEE T

711) 7 BARFFER R F
AT/ 57 by
M) T ATFLVE

71 NAREH)
AbH ) n s

M H ) Y AED RS 2
WD L,

P 28 E s ) >
LEIZERET 52 L,

KENET VATV T
BEEEMEI L, TV FAT
OO ERT S 57
W, 7)Y AHEEE A&
HHLEZLND,
BB ED S 5 BEICIE
FRHOEET %0

min/1. 73m*A i O TR RE
EOHDLBENDT ) AF
Ly 7= ViR L o
DV, R LR LR
e LIS DDA E R
ER bR R

T YT T vy WERAR | B E, mo ) v Al

FEHH) E L OMRIME %2 = 382
N DB 7z, EHRE. 1L
W0y AE R ONIUE %
TIBIST 5L,

R 41 IR EEIEH) CHHBP OB | FURF OG5 Ly =~
M) ZANMAFT IR (R 1 BOE R R BEIE AN G- | 161 % BA S T0 b7,
vkazuuFd7 Y FE | R R LCBE) (SRR % | RFIOBGC L) SR i

MOTHEGT %6, BIE | KT2REITEEZON5,
TEM AR 2 BZ s d
LZOTHEENEGT L%

EHEIHEGTHI L

DIEAVFN L] VT o (R, IR, | BRMEICBIT2) 774
AR F A AL AR TN DD, | OFBILE S B L E 2

EMRICY F 7 L D0MFE | Shih,

BERME L. BEDHILL
b L <3Gk y 5.

AT aA NEHIIER]
AV RAT D V&

SERIIIC ML 2 B L,
Y iEs & %,

AT T A FHHLIER O

TURY T T 0T ARNE
PERIC &) KA OREIEH
RIS LEEZOND,

HREETEASEL2BEN | EAT O A FEHIEIEHR O
Wb BENBOONI | TURAY 7T 0T v EHE
%Gtu B PIET A | EERIC L), B

o

c EEY)BILERAT) Lo |[RTF TR0 EERLND,

BT — ERA EEOMEAR A5 S8 S | RAN O % = > o5 e

SNBRENED D B o RN T F—ERA D
F =R KD, I
EHH B OWEA IS 2
EEZLND,
MORESE % A5 H5A | SEMIIC I &858 Ly 7| A0S (R (R R T
e A O % IS % MBS ELLELOND,
il
1. BfER
KOBWERD D HDID T ENHDHDT, BHEL BT, ﬁﬁ
RO BN IR G & IR 2 7 S Y R L iE E A7) 2

1.1 EXLEEA
111 IEZE GHER)

I PR % 1 T . AL MREROER % FEIR & § 4 I 8
WHOHLNDLIENHDHDOT, BEDRD LN EIILE S I
GamiEL, itk A% 3 VAL RIBRESRVE C ORGSR UE
RSO R WEZ T 2 & [2.280]
11.1.2 MK (0. 1%K0) . FIERRD HEAHH)
11.1.3 SHBEE WELAY). BREREZOHEE (0. 1%Kih)
[9.2.1. 16.6.1%:H]
11.1.4 @H VLM (0.1%FKiH)

[9.1.2&M]
11.1.5 fIEAE (RIRMEER) . BEHIZIRIERSE (Stevens-Johnson

FEMREE) . KAEERER (WIS EETRE)
FLBE. RIE. €9 HE, JEB, WiBEEDH b b a1t idks &

FiET5Z 8,
11.1.6 BER (HEAW)

MHEDO7 7=, V=D EFENRO SN EEIE, &5
EHIES S 4 WY R LEERITH T &,
1.2 ZOMOEHER
0.1~5%Aii BEREA

ML RIMER, NEZTE Y, A k2 Uy b I

MR EIERO A SFERERIN %
i %2 L7 F =, BUNO L5 &EHIR
AR | B, 556208, HF v, THELbA AR | IRE
TEB S iz AL




0. 1~5%Aiilf HHREA
I 2 % WRSEES AT - APk, G774
HALE ol WEH, EEATUR. IR, T G5 BERAR
JHFligd AST. ALT. ALP. LDH® k5 y -GTP® k5., #E
SBAEIE B, THE SHLBBUE ., RS
Z DAt Mmigs )Y A0 EF, 0%, CKOEH. # | BE. LUK, B,
B, BT MRHRE . B, WRILIE .
WOERA K, 57, IRAE

14. BRALDZE

14.1 EEIZFEEDER
PTPEEDHEANIPTPY — b2 ML TIRHT 5 L H1EET52
Lo PTPY — hORRIRIC LY BECEAIEA AEREA~FIA L, HIZ
5L B L CHERI RS OEELR GIHEX IR T 22 L 05d b,

15. ZOMOEE

15.1 ERER{ERICED 154k
A ¥ AN ¥ AGRETIERE TR OG-S T v A 7 o VRS
PHEH 24595 2 L1128 ) ARIMBEATHRZ ) LTV e OHEDH 5.

16. E4BhRE
16.1 MARE
16.1.1 BEERE
FERERL AL A X 7 7) VIRBIESE10mg = H RS G- L7286, 4 3477
WATFE 520 BT A2 S RS AT R FE (Cona) (23 Ly DLBRRI2IER 0 223500
(tiz) T L. —F. WHRHEWTH D4 357 59— bOMSETRE
1392 5146 ~8IE I 12 Comax (F915ng/mL) 1232 L 7214, tr2fY 8 CHREAR 12 1ML
e X gk LY,
16.1.2 R{E#HE
R NICA 377 ) VIERRYESE10mg 2 1 H 1M, 7H B RERE %S L 72k
DA IFT) T — bOMSEREEIE%S3~50 B CERIREBIZEL Y,

1357 1357 5—}b

HPBIE T A — 5 — —
B A B JEAHE

Cow (ng/mL) 28.9 27.1 7.8 20.3
—) 2.0 2.3 9.3 7.0

tv2 (h) 1.7 1.6 14.8 7.6
AUCo2s (ng - h/mL) 1133 113.6 107.8 246.6

CEfE, n=6)
16.1.3 &P RSE R
4357 VIEREYE$E10mg [VTRS] &%+ Y VEEI0R, 7 T AF —/N—
FEIZE D ENENLEE (43570 VIERE & L Clomg) RS T2/ &
RHL RIS LTI A 3 4 7 ) ViR A L 1535 N7z shig <5
A—=4% (AUC. Cumax) 122\ TWISHAX N TR 2 1T - 7245 log
(0.80) ~log (1.25) DHPANTH V) \FEHIOE YIRS TER S 72
Mg A I 77 ) LV OEWBRE S X —

HIEINT A =% BHEINT A—F
AUC: Cinax Tmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)
1 277 ViEERESE
+ * * +
10mg [VTRS 130.9+41.3 29.9+10.7 2.1+0.5 2.0+0.3
% F + ) IVEELD 137.4%70.6 33.8£25.1 2.2+0.5 1.9+0.4

Cragfi = i fR 2. n=24)
MEER A 3 577 VO RS

60 e 357 ME RS 10mel VTRS )
3 50F | o ¥ F MU IVEELD
g 40 + Pagfi = BEERE . n=24
o
! 30 +
fiS
T 2+t
&®
2 10,

O ul L L L | L

0 2 4 6 8 10 12

fREH] (hr)
ML ONIZAUC, Coad5 D85 A — 713, BiRE ORI ORI
%L - B OBERSMFIC L > TRL DML D 5,

16.3 2
16.3.1 HEBIT
Ty MIHC-A 277 ) VERDES L2a, %5305 ~ 1RO N T
ETHALE A & B BB, BT RIRETOf Ly KW CTHIFIRCRI2 o 720
MO ZR T IS MBI L D KD 72 BHIRBEOD RS 1335 5205 R 1% F
TIHAEH I OR1/2Td o 7255, 6RERTALIE LM 2~ < o 7ee 1R
5241212 81T 2 SAHEE O BUR B EE 13 I BRI < & Tl L7228, I
VAl LRI A EE O RIBORE DI FE & 7R L 729,
16.3.2 BEEMEAE
L MIBIAAIFTTYVROA IFT) T— FOMFERAZEEIL. Th
2. 85%. 51% (B4t A#E:) TH-72" (in vitro)o
16.4 X3
43I OVIEREE L. © MISB O TREILEDIE 2 14RO R A3 E B
ENDH, INLORBYOPCIHEREZAT H2RBWEY T Mk (135
T)F—F) ODATHBY,
16.5 Bttt
TR A 3 470 VIRRRIE 10me 2 BRI 5 L 7235y #5512 24151
F CORPBIFMEIIHGED25.5%TH 5%,
16.6 HENEREH T 2BE
16.6.1 Bi#AEEERE
EE R AL ) S A S (%~ L7 =2 0 3.3, 2.9, 1.9mg/dL)
124 387 ) VIR S5 mg 2 T H LR AR 5 L 72BE ol 4 3 477
T — MEEEHERIL, BREEL DR WE I EE S 13612 10me & % 5- L 725k
LT 2 & W B ENE R (tne) OIER (RO1LEFRT) 75 U
teDIER (RI18KFH]) A58 b7z, BEEEEH DOCras (F918ng/mL) (LB
ExPEbRVEFEOM (Fllng/mL) 1 -7200, [9.2.1,11.1.38H]

17. EREREGHEE
17.1 HHHERVORELMICE T 258

FENCHEM S Nz I ERILEGRER A GO BRRBOMEITRO L BY TH L,
(REEMEMERE (8 - hEAE))
17.1.1 ERE I HEEHER

4 347 ) VRS mesE I 10medt 2 1 H 11208 B L#% 5 L 7 ZHE R
HEER I BT B AT, 71.3% (7761/10861) Td - 720

BIE S BB EE135.6% (661/10861) Td - 720 ERBIMEHIZENEL. 9% (2
B1/108%1) TH o721,

18. ExhEEIE

18.1 fEFAHR
A 377 ) VIR SR O 505, UK RIC X 0 iEEREm ch s Y 7 v
Bk (A 3770 5= 0 ICEREND, 43575 — bHu - Mg+
DACEFEMZHE L, FEWETHLT > V47 v v NOAENZ IS 5
LIk o TRIEMERZ 3BT 2%,

18.2 7o o452y o EMBERAEER

18.2.1 4 I ¥ 7 ) VIHRBIEOEER#W CH LA I 5T I N, 74
B RO e MMTEA S S L 72 ACEDE % in vitro THREFLHI 7D i FE KA
B ES 21,

18.2.2 4 I ¥ 7Y VIHEBRER A I T)F— 525y MRS T L.
TryIAT Yy TIZX DS N5 AT SRR s i p ',

18.3 REE(ER

18.3.1 HAAZSEMIMUES v & (SHR) RU2BEMEIMET v MA 35T
EERIE & R 55 5 & e RAF 0 2 BEIEE R 25380 5 L A A5, 1B IILE
F v MIT 2 BEEER IS TR T, DOCA/EIER ML v b Tkt
BRI R RO o 72,

18.3.2 SHRIZBW T A I &7 ) VR HEHE o 2308 8 BERR 185 G- 1 2 OA 2R e
L 29 PR 2 BEIEAER 2 R T,

18.3.3 AEUSIMEMBG 2B VT, 4 34 70 VIEERESE % M HEIC Tl
H LA A 5 L 72 e, 24WER S 72 o Te5E L 72 IEPE I 58 L. 1T
H N BE & O H NEGE IS EDSTRD H L Tn i »iY,

18.4 ZDfbDER

18.4.1 A4 X2A I ¥ 7Y VEBRIEIZA 3 7Y 99— b+ 38 N#ES L
WEEIRMNAE G35 & BRI E R OSRERER A I I S s 19,

18.4.2 SFEMERIMIOSHRIZ A 2 7 7 ) VG 2 9~ 1038 MRt 1% 5 L 7=
5 O B R O iV AR R O BB E R 255850 S Cn 517,

19. BRRSCET 2 EBIEZHFER

— MBI GRR A 35 7)) VEEREE (Imidapril Hydrochloride)

b4 ¢ (45)-3- {(2S) -2-[ (15) -1-Ethoxycarbonyl-3-phenylpropylamino]
propanoyll ~1-methyl-2-oxoimidazolidine-4-carboxylic acid
monohydrochloride

33 CaoH2rN306 - HCL



Sy 441.91
PR BEOR&ETH S,

AY 7= VIZETR T L KITRRBETR T, 28 7 = (99.5) 12R%

HFIZ< v
1.0g% 7K100mLIZ #7% L 72l OpHIEHI2 TH B o
et -

s

20.

i

22.

o
N
COzH - HCl

H
o= N
ﬁ/ H
/N
HsC

#9203C (73 f#)

BBV EDEE
SEMTTRIFS A2 &

ax

1008 [10%E (PTP) x10. §ZKEAIAD ]

23.
9]
2)
3)
4)
5)
6)
7)
8)
9)
10
11)
12)
13)
14)
15)
16)
17)

=

24.

FEE

PR Z A IR % . 2017 ;5 47 © 1353-1355
BT B S R NRHE SRR 2021 5 29 1 49-54
GAHME= (22> © BRREESE. 1992 5 8 (3) : 507-522

BAHTHE= (A © FE6%E & BRPR. 1992 26 (4) : 1457-1468

FEPUERL - A Wi SRR (1 2 4 7)) VIEREESE10mg [VTRS))
Yamada Y. et al. : Arzneimittelforschung. 1992 ; 42 (4) : 466-474
Yamada Y et al. : Arzneimittelforschung. 1992 : 42 (4) : 457-465
Matsuoka M, et al. : J Chromatogr. 1992 : 581 (1) : 65-73
FASUE HARSER ST BN . 2021 @ C-665-669
SARMIE 2 - BR & WF2E. 19925 69 (2) : 636-648

FHET T ¢ BRESE. 1992 5 8 (2) ©299-313

FREFES I BRRESE. 19925 8 (3) © 661-697

EAMEZ 2 - HEEFEEE. 1992 100 (1) @ 39-45

Kubo M, et al. : Jpn J Pharmacol. 1990 ; 53 (2) : 201-210
BRI E 2 ¢ BEPREESE . 1991 ;7 (10) : 2205-2219

Nishiyama S,et al. : Arzneimittelforschung. 1992 : 42 (4) : 451-456
Kubo M, et al. : Jpn J Pharmacol. 1991 ; 57 (4) : 517-526

XEFEKRERVHEVEDESE

T4 7 MY ARERAEHE ATFTAANA T A= a VR
T105-0001 EHEBHEEIXGE 2 M5T H11327%

7

26.

V=AY 0120-419-043
SR EES

*26.1 BUSERET
J4T7RIR NIV TP ERSH
RREBER/FI5TE1 1525
26.2 BR5ET
J47 N REFEGRA ST
RREERE/PI5TH 1825

®FFHTHIE
012



