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24 7790 =Y LAZIYILVALKVEF YT L
B (AN69®) ZH W/ MEBERHEITH D EE
[10.1%H]

2.5 FIEXIEFIR LT WA REEDH S [9.55
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26 TUAF LY 7LV BE2BRETOBERKES
(7z72L. thoBEERBEZToTbARBIMEDD
Yha—AHELLARBOEREZRL) [10.12
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3. #HAY - IR
3.1 #HR%
HR7E 4 357 ) VIERESE10mg [YD]
BRI 188, 1 347V LIEREE]1Omg
A ?Lﬂ%ﬂﬁl"]#?\\ ,4?\%7J<’7_'f . ¥ 7. B,
JUARE Ry, 277V VEBMg
3.2 HFIDHR
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B #6.5mm
Ex #93.4mm
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O=RMESE
OBXEMRIMELE

6. HiENMUHE
WHE. RAIIEA I 5 FUILVIEREE LT5~10mg#1H
1EROE T 5. 8. FEiR. ERICKVEEERET .
o2 L. ERESMELRE. BEEZMES SMEES 2 I3BE
BB IMEED BE TE2.5mgh 5% 5 2MkT 52 &0
ZEFE L,

8. ERLEFNIER
8.1 BEMFEMICEICDEVL, 5603 XH5bhBI LN
HHOT, ‘WfEE. HEHEOEESMERZ NS iz

BET HBRICIIERSE S 2 &,
8.2 FHAI24AR AT G LN EAET L,

9. BENDEREZFIIEEICAHTIER

9.1 SHIE - BFEEDHZEE

9.1.1 BRIEEEIREEDH D EEN B CEEIREED
HDEE
BELLEEZVWEHESNAGELZRE. A
BIEZE, BMREBORE R RIREABEDETIC
FVEHICEREZE(LSE2BZhDH 5,

9.1.2 BHVU Y LAIMENEE
BELEPOCEZERVWEHMEh B8 2KRE. HRHIZ
WIFHZE. BHYTLME#HEESES2BZTNDDH
5o
¥, BEERE, OV M o LAROBERESICK
DIMEAY T LMMENEL 2D TWVWEETIX., S
U LEICEET S &, [11.1.480]

9.1.3 RMEBEEEDH D EE
BEORESMOFEALEZERL., REE2ELLSES
ZENDHB,

9.1.4 EEDOSMEEESE
BERZLVELVHKAL., BETIHSIBREORES
TRHICBE LGP SBRAIITIZE, DHEE%K—E
HORBEMERREZREIITHBELNDH 5.

9.1.5 BERHEEEPOEE
BEZLVEBLIVHKL, BEITIHEIBEORES
TRHICBELEDSBRAITHI L, DRSS —E
HORBLMERREZEZITHBEVDH 5.

9.2 BigEEEEEE
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16.6.12#]

9.2.2 MFEBHPDEE
BEZLVELVHKAL. BETZ2HEEIBEORES
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AT BIRVEICT > VA T v ¥ U EBMBEREER 2=
BESNTZBERICBVT, BREFEOHENY X7 13k
EAIPBREENTORVWBERICHABP > 1 EORE
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11. BIfER
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TV, BEPRDONBAICEREE2FIET 52 EHE
U MBEET> 2 &,
11.1 EXZEIEA
*11.1.1 MEETE BEEARH)
WEIR RS2 0> Bl & B, WREIEOERE 28R &
ITHMEWFEI S SDONEZIENHHLDT. BED
ROOENZBEICEESICEREZHIEL, i AF 3
VAL BIBREERLE VRIOBER T EBERSEDE
PRMBRZITH> &, 2. BE. B, BH. 7
ZEREOBEMNEREREISODNDZIENDH S,
[2.2%08]

11.1.2 VIMRES (0.1%Ki) . RIMEREA (BHEARHR)

1113 2UBEE GEELRH)., SHEEESOEE (0.1%F
i)
[9.2.1, 16.6.1%R]

11.1.4 §AY D LIME (0.1%KH)
[9.1.2%8]

MASHEE (REMERER) .. KB4 IERRIE (%8
(Stevens-JohnsonfE(®E¥) . REBIFEKR (VT h
HHEAH)
FIBE. KIE. ZOEE, HE, BEZEENHS5bNiz
HlcigsERIET s &,

11.1.6 BER (GEEARH)

Moy IT—¥, UN—FYOLEENIED S N5
HiTi3, BE52PIET AR OET LB ZITHYZ &
11.2 Z0fthDEIER
0.1 ~5%%:
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L7
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14. B LOFER

14.1 RARMBOER
PTPAZDOHANIIPTPY — A 5B i L TRAIT 5
EOEETHI L, PTPY— bOBKICE D, LS
AR BEREARTA L, BHIZIZEFfL2 B 2 U THERR
REOHELEIELZHHET LI LT H 5.

15. ZDthDFE

15.1 BRRERICE D B
A YA U XIIREOIMER FRlO®/REGHICT > IF T~
VUBMRBFRBEERNERET A LK), EIEAE
ZODRFTVEDHENDH B,

16. EYENRE

16.1 MAiEE

16.1.1 BEES
BREBRAICA 347 VIEBE1Omg % BEREO#R S
L7235 A A 3570 VGRS 2R AT I R M5
HE (Cmax) IKEL. DIBH2KHEO R EH
(ti2) TERALZ. —F. BEHEREWTHEMIF
7T —boMEHEEITRS%6~ SHM 12 Cmax
(#915ng/mL) 1T U7, t1 28R TRHEARIC L
BWHIDEERLEY,

16.1.2 RIS
BERAICA I¥ ) IVEEREEIOmg% 1HIE, 7H
BRERORS LIZREOA 35 7) 5 — boimEhE
I3 53~5HE TERHIREBIEL 29,

j £3IFTIN £IFTUT— 1
HHYEIREIN S A — 5

MEgE | KERS | MRS | RERS

Cmax (ng/mL) 28.9 27.1 7.8 20.3

Tmax (hr) 2.0 2.3 9.3 7.0

tiz (hr) 1.7 1.6 14.8 7.6

AUCo.24 (ng* hr/mL) 113.3 113.6 107.8 246.6
(Pt9fE. n=6)

16.1.3 £ ZFHIRIE MR
A I 7YINIEREES1Omg [YD] &4 bUILSE
102270 2F —N—FICLKDFNZENIE (35T
YIVIEEEE & LT10mg) . BERABT248I1CHR
BMERO/RSE L CTlER A I5 T IVEBEZBIEL
2o BoNT-EYEEINT X—% (AUC. Cmnax) I
DOVTREHT 217 > 7o KER . WA O A 2R RS

WHEER S NI,
HEIST A —% BEINTA—F
AUC0-12 Cmax Tmax ti2
(ng * hr/mL) (ng/mL) (hr) (hr)
43I 7Y
BEHE10mg| 130.9+41.3 | 29.9+10.7 | 2.1+0.5 | 2.0£0.3
[YD]
1 i
1570ﬂ' by oL s 137.4+70.6 | 33.8+25.1 | 2.2+0.5| 1.9+0.4

(Fi9fE L fRHEfRZE. n=24)
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(ng/mL)
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—— A IF TV IVIEMESE10mg[ YD)
s~ % F U ILEELO
(PofE +FHERZE. n=24)
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10+
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BE%ERE (hr)

MEEPREL FICAUC, CrnaxFD/XT X =513 HERE DR, KO
PRI - RS ORBEIFIC L > TR SRS H 2.

16.3 9%

16.3.1 HiE#1T
Sy MIHUC-A I ¥ TV I ZROKS LIEE. &5
300 ~ 1 R OB TIRIEEBENA 2 RV T B,
HICEEETHH L. OB TE» > 72, i
BInINnsMEFHEE XD ED > 2. BIREDEE
IR G2 % TIHEPREONL/2TH 7205, 6
WA DU 1312 2 ~ 4SS < T o 7z #5245
2B 2 BB ORMATRERE IR L £ T
L7z, R cld iR EoNSOBDRE 2R L
726,

16.3.2 EEFZEEE
L MBI IV TILRTAS 34T S5— ol
RMEAKERII. ZhZN. 85%. 51% (R4»1E
%) TH-o7? (in vitro).

16.4 {5t
A IFTVIERBEIE. & MZBWTREBIHEDIZ DI
AEOREMDPERESNBD, ZhsORBFMOHTIE
HEEITHREMIOTIRME (I SVF5—H) ©
HRTH B,

16.5 HEitt
RREEAICA 24 7)) VIEEEIE 1 Omg % B O 5 L
235A . BE®R24BM E TCORTRIFRIIBESED
25.5%TH %9,

16.6 HEDNDERZHIEE

16.6.1 BtEEEEEEE
BEBREZES SMEEREM (ME7L7F=
> 1330 2.9, 1.9mg/dL) 124 I ¥ TV IVIERE
Smg#1HIERERORS L ROMmEER A 35
U7 — MEEHRIL. BREEZEDLVEINEERS
1312 10mg %5 L7 & kT 5 & el
FBEELERRA (Tnax) OEE WWIIERE) 250
It 2R (F18K/) RO S5Nz, BEERE
DCmax (F18ng/mL) EBREZFEDLZVWEZOME
(¥11ng/mL) ICHREH» 5721010, [9.2.1,
11.1.3%08]

17. BRRAGE
17.1 BHERURSECET 3HR
BN CTEM S h - “EERHLEHR 2 & TR OB
BIROEBDTH 5.
(FEMSMEE (88 - DHE)
17.1.1 B MAHLCEEER
A IV IVIEREIES mghE i3 10mgE 4 1 H 1= 1258
FREOKREG L “EEREEEBRICB T /R,
71.3% (77f1/108f) TH -7z,
BIEFREBBEX5.6% (6f1/108%1) TH-7z. Ei
BIERIZE1E1.9% (2B1/1086]) TH - 712,
(EESMEE)
17.1.2 EANERASE 1 1E5ER
HRESMEREZ R E Ll —RE KRB OB R

100% (2461/2461) ToH 713,
(EREMHRMmEE)
17.1.3 EIN#HASE D858
A IF 7V IVIERRIE2.5~20mg% 1 H1E (4k4~8
B, ABE2~4EM) BOKRES LLROFERIZ
78.8% (26M1/33%1) TH 7=,
BIMFRSEBBIEX5.9% (26/3461) TH -7, BIfE
FHOMRISHERHRE, MBEVITHE2.9% (14l/
3445) T o719,

18. ERHZEIE

18.1 {EFER
A 257V IVIERRIE RO ES%., MUK EIC K DIEE
REWTHHITYRE (35 F)F—1 ) IKEHS
N3, 43I 75— AU - HEFOACEEE %
[HEL. REMETHA 7V IFT vy T OEREZM
FlgazEick> THRERRZREET 9,

18.2 7V IFFT VY U EIREERIAEER

18.2.1 4 ISV INEBEOEEREM TH 24 I 5T
S—hME, THYBREROCE MMED S5 LZACE
DM % in vitro THEAN» DBEKRENICHET
;Q)IS)O

1822 A IFTYNERBIERVPA IFTSUS—r25v M
BOBETBE, ToI9FF Y LICKDFERSH
3 FIERISIEHABRENICIHE S h b0,

18.3 BE{ER

18.3.1 BERARERMES v & (SHR) KU2BHEMES v
MZA I ) IVIERRIE 2R OK5 9 5 L HEIREN
REEERAPRDONSA, EEMES Y MIxtd 5
R FEAER I3RS CIEE T, DOCA/&EEIMES v b
TRTREBEZDO RN - 7210),

18.3.2 SHRIZBWT A I ¥ 7V LIEREE o 238 R B 4 1 #%
SER30HBcEEE2E5E2T. BN EREER %2R
g16),

18.3.3 REMEIMEEEZICBVWT, 4 I¥ 7V ILERIES
BEHRICTIHIEIRERE LUK, 24KHEICD
7o o THRE LI BEERS SR U, IEHNEEIER
UHWNEBZIIIHENED SN TR NI,

18.4 ZDithdD{EMA

18.4.1 £ XA I ¥ TUIERIEIZA I¥ TS — b2+
ZEBRBREITERNES T 5 &, BRERT5%
AL BEIIERICHENSN 9,

18.4.2 REEROSHRICA I 47V VIERIE A9~ 10
BEREOKRSE L7, FEEREOIIH & OB M EED
ERDOIFWERNRD SN TWNBH19,

19. BN CRT S E(EZHAR

—fREVEIR A 5 IVIERRIE
(Imidapril Hydrochloride)

& % %&:(45)-3-{(25)-2-[(15)-1-
Ethoxycarbonyl-3-phenylpropylamino]
propanoyl}-1-methyl-2-
oxoimidazolidine-4-carboxylic acid

monohydrochloride
7 F 3 Ca0H27N306 - HCI
7 F E:1441091
{8 R:BEOKRTH S,

AZ )= ITHEFRT L KIZRPRBEIT
T, TF =)L (99.5) IZRREFIcL
W,
1.0g%7K100mLICE A L7z OpHIZKI2
TH5%,

BlR : $9203C (9fR)
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26.
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O
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SN0
N

COH «HCI
H3C

BBV EDER

7N Ivu—RERIIEREZRITRET S L,
(=

100%¢ [10%¢ (PTP) x10. ¥MRAIAD]
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