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FIHEFEOSEFNC L 5 IMEFE, HEEmEFE,. %
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3.1 #R%
IFSTFIYLIL | ZFFFYLTL | ZFFTFYNT L
st 44 4 VERYi$E2 Smg | A Y EEMESESmg 4 Y SE10mg
[F—=n7F] [F—=nF] [F—=17F]
1o HiE =+ 7YV HRK =F5 7YV |\HFE =F5 7))V
%%&% < LA U <A o S a i
& 2.5mg 5mg 10mg
A FLBEARA ., STV T s —AbT T TV T 7 — LT
o YT ETEAbER A= RAEk B
3.2 REA DMK
IFSFIVTL | ZFFTYLIL | ZFF TS
Wirt % 4 VERMiSE2 Smg | A Y EEMESES Mg 4 Y EESE10mg
[F—=n7F] [F—=nF] [F—=17F]
IR . T |3 g e I TVt O R | O ko
PEIR - FE | 9 Twbk o LAY % LAY F5
. . TFITTIIV 2.5 TFF TIN5 TFF 710
WAl — ;e ;e F e
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T = = —
HAE (mm) 5.1 6.5 8.0
JE & (mm) 1.9 2.3 3.0
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@O L (BIE~PEE)

5. SHEERXIIZIRICEEET 5T
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5.1 Y5 U ABHL FRAN SO IEBERHA T 537 B RATRD
SRBRVEHIIOR, AHEEBMET TSI Lo BB AHO
A 5 COH LI ST v A,

5.2 TEOBPELAR LT 5 AFOA LT Sh Tk,
TR A 72 v

6. AERUVHAE

(& MEEE)

WHL WA LT F I TYMSLA VEEE L C5~10mg%
1H1EREORS 5,

B, AEE FERIC X D BRI 5,

B U, Bk - A R O R S E M B E o R E TR
2.5mgh b5 TAIENET L,

W, A1y AU Eo/RNRIZR, = F5 7YV LA U
& L C0.08mg/kgZ 1 H #1553 %,

B, AEE, ERICK D EEBEIKT 5,

(B ORE (BIE~DEE))

KRENT Y ¥4 ) Z8A], FRAEE T2 L,
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BH5bo
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IEEIEL I L,

8.4 BHUEREENDHLDLNDE I LWHLOT, EMIWITHAELFE
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9.1.2 &H VU LMENEE
BRERL 2BV EHM S EAZRE, BRI ITS
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Lo M-S, —HEO2BRMERT 2RI TBENDIH 5,

(&M EFE)

9.1.5 EENSMEESRE
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AL BRPRSEAR - F 8 i W - T 0.1~5%k 0. 1% SR
FURBEIEA, FBRA] © [, —@YEo |FIUREEE A b o B i RE . B, o 2N PRI R A R
vFozous7 Y FABRMERTZED|Tid. F M) AFRIC Jifi Gl SRR
TBEND D Do AH| X Y ILH L = ViDL L WL FARAS IR g F o
OGRS B |5 L KK OB F A WA, T, AL
B, W DA ML L0 %, AR, L%
HaIATH &, ES PR AN )T i il AST E 5 .|
PG 0BG (IR ALT E5
WG & WG L7z ) I 25 RSBk, MR (V) 55 2 Wi b, B
[MESTAMED SRRy 01 BRRE. 13TYH.[5%8, 5T |MAL, . 1 K7~
ANV — A [BIEOMEIT A5 X [ AH 0 F = o 4 C1B. WRER®. | b U A6 A, B, B, LG
SNBSS LA ) Y 7 — Bii& LOh | F
%o HoF = v FEEERIC X
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BN T LT W 1 A58 3 S 1L2 | BE A 13.2 niE
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AT T A PP S8 | BIEE SRS S 05 |4 ¥ B X & ¥ ki 2AT9 2 &0 ARAOEEAHW L, MHGENTIC X Y A2 & B
# ZENH D, BEHAAET 270 S FT&E Do 272L, 72U MYV RAF YV ANEK VIS b
AT 75V B LOEK ) A BE(ANGY) & 22 MHGENT 2 b2 S &, [2.4,
ZPIT B 720, KFD 10.1 %]
TRAY TS Y VR
ﬁﬁﬁﬂlklé%)ﬂ’fm 14. BALOEE
% W S B RN D e o N
BEER LTS, 14.1 ﬁﬁ{lxﬁj#d);i,a i e
BREESHEAL L CWA | T O Y TS YV YDA PTP@%@’%@%’H;"PTP‘/:— PSR L CIRHT % X 9 /&
WETIE, S5 EHE | RBLERC L), B T2I Lo PTPY — PORKIZ LY B ERA FEHREIE~
HEASEALS 2 BENA| RV T T 27208 % FIA L. B2 B S LCHERRIN 55 o HE 2 & 0HE 2 5F
5o AN 5, BTHZENDH D,
V77 Yy FEIEAE T A5IRES S 15 | Bers A
ZEHH D, 15. ZOMDEE
YLy s TFy MAFTRIE D) A 7 7358 | B A 15.1 ERER{ERICE D < 155,
M3 2BLNDD 5o 1500 4 > 20 ¥ SR ITBER FHORGHICT > V47 >
_ VUEMBEERN 2RSS EICX ), RIAEISES ) R
1. BIEA FUEOHEND D,

ROBERRH S5 b DZENHDLDT, %5127V,
HE RO LN IS 2 Ik $ 5 7 L) Ll & 17
5z,

1.1 EXLEIEAR

11.1.1 MEZRE CHEEAH)
-0 L 3 2 R 5 BT, . . MR O MERR 2 ER & 3 5 1A
FEYRD Sb AR Ehic&ES2dmikL, 7KL FY

YIRS, SCGBFEREEE) 2B 2T 2 Lo T2 B, WA

Wai, TR 2 ) BEOMERELH b b 2 Lhd b,

11.1.2 >3 v 7 CHERH)

11.1.3 OBIEE, FOME (W3 b BEARH)

11.1.4 SIHEES HEAW)

(8.4 BIR]

11.1.5 FUMEREAE. BEERIRE. [/IRIED (W3 HEEAH)
(8.5 ZK]

11.1.6 FEZR CHEEAH)

MHED7IT—E, V—EDLEFASENHLLNL I DD S,

11.1.7 FEEMR R GHEAH)

FEE, WL, DRI ER . TR X AR SR & A O BVRLENG A
S5baZ b b,

11.1.8 FHEMEE X, hHHFREIESBARIE (Toxic Epidermal
Necrolysis : TEN). B & IR &% (Stevens-JohnsonfE &
). XEECIT RO HEARY)

11.1.9 $&E, CHEEAH)

11.1.10 FFEEERES. A2 (W3 b BUEARH)

1.1.11 ZH Y7 LMIE0.8%)

11.1.12 HFIRFIVE > PG D IBAEREE (SIADH) (HEEAH)
K MUY A AE. RIREE M. R b Y APk ok
T, ESERIR. B, EARBE AR AL PURR AV E VARE A S
WEREEE (SIADH) 255 & b 7235613, &5 2 kL. K5
FERL O HIBRAHEE) i 2479 2 &

1.2 ZOMOEIER

0. 1~5%Ai 0. 1% A BHIEA ]
ik 7 L7 =5 |BUNLS
RT3 A, A MnER A ANEZFBE VKT, A7 b
7)) v METF, AFEeEki%
B 5. T IS SeRGRBUE, £ T
FEAARR (D F v, B IR AR WHWLEK, HIH o
&

15.1.2 SEENC BT ARFIIR o S 23 B 3 (N3 12
LBPEETICT F 74 7 X =2 RBL 2L OWEND 5o

16. EYEE

16.1 IMrhiEE

16.1.1 BEEE
R AT F 5 T )= LA V5 O10mg % 1l 1% 5
L7=8E. BRI S, [GHARY 7 ¥ MK s il e
G RARERTY — 2 1GE L, BRI 14 T H 53,

16.1.2 R{E#HRE
EFERANICZF T T ) V=LA VRS O 10mg % 1 H 1m7 H
JRBARE R G- L 723565 O M IRED & BREEILRO SN vy,

16.1.3 EMEHFEEMHKER

(TFZTVIT LA BiESESmg[ A —/1\ T ])
IF T2 LA S5 me F— T L L =N—2§E5%
JUAF—=N—FIZE)ZENENE(ZF T TIN LA VB
i & L Comg) Ml e A T- 1 £ R L 5 L C I g AR
WM(ZFF7INTYT Y FIR)BEZHIEL, SEWEIE/ ST X —
% (AUC. Cmax) IS W THEREIMNT % 47 o 725 WiH o A W2
FO ) S5 S e R S 729,

WWBRE/ ST X — %

AUCo—48 Crmax
(ng - hr/mL) | (ng/mL)

tiz
(hr)

tmax

(hr)

IFIT) =
LA vEESE
Smg[ A+ —/\7 |

97.99+46.32 (10.33%£4.19|14.2+0.7|18.0+15.3

L=~_—24E5 [20]105.26=61.82]10.74+4.70/4.30.7]17.1+13.1

(Mean+S.D.)



(ng/mL)

14 -
7
h 12+
T
EARSTIS
A
7 sl o TFTTUNTLA YR Smg [T
b —o— L =~—2%i5
v
7 61 Mean=S. D, n=20
@ AT
=
E 2 ]

Il Il Il Il
0 4 8 12 24 48 (hr)
BB %R

MAEP TS T T YNNI T ¥ FAEE O
(ZFFTVILT LA U BESRIOmg[ A —/N\F )

IF 5 7)< LA YEESEIOmgl + =T JE L == 28810
By JUAF ==L ENENIE(ZF T TV LA
YRR & L T10mg) R AT TS B RS T - L C i
TR (ZFSTINY T Y FR)REZAE L, 155n723
WBEE ST A — % (AUC, Cuax) (2 WTHEFHENT % 47 o 724
T D A Wy 2 1 [ PR SRR S 729

HYFRE/ S5 X — ¥

n AUCo—18 Cmax tmax t1/2
(ng * hr/mL) (ng/mL) (hr) (hr)
ITFTTINY
LA VEEMESE | 19]589.71+171.30 |64.94+27.99|4.2+0.9(10.4+2.4
10mgl 4 —/"7 |
L=~_—Z$E10 [19]590.92+203.96 |62.32+26.11|4.2+0.8| 9.8%2.5
(Mean+S.D.)
(ng/mL)
i B
# 80
"-F‘
T L
EA
;, 60 -
J] —o— TF T TN LA YEMSE10mg [+ —T
i r —eo— L =~N— 2510
4 40 -
7 Mean=S. D, n=19
v
t L
1%
B 200
)4
I
0 48 (hr)

5%
MeEHTF 7 7Y VY7 ¥ PRI OHER

MR NICAUC, CaaxBED28T A — 213, HERE O

MR OFRIUAEL - RSO RIS L > TR WM D 5,

16.5 et

BHIE NI ZF T T NV= LA VRS B O 0mg % Ll $% 5-
L7zt BWCRPICPEE S, #5548 M £ ToRT ) 7
TINTUA VB (RENLTF T TY NV~ LA YR+ DT
FAR) O SRR HEIEER 52 K UN64% T dH 59,

16.6 HENE=RZH I 2E2E

16.6.1 BHEBEFR2EE

R BB I 7 AR TR A R N VBB 4 % 1 ) W iE
IEEZICTF T TN LA VBE10mg % 1elfE 85 L 73
A BUBEASEZEOMB PR, BRI BE IR
M OME R H5 i ML 3 & afin v g B R AR TR O B R 23RR D
557,

16.6.2 /R

H1%20 A ~15@0/MNEo S MEEREIS, =FF TV v< LA
VMR (65 AT : 0.15mg/kg. 6/l ECTHRE28kg A b -
2.5mg. 6L ECARFE28kgll E : 5mg. 125U L : 5mg) P %1
H1E7H M RAEREOHRG L 2RI BT, R T 7 ¥ MR
DAUCo-2a0: X P Conax (TAEHHIC X ST RIFEETH o 720 KEDH 72
D O)ﬁﬁibz{%% L fCAUCO-%hr& U\“Cmaxciﬂiﬁ%\b:ﬁé’) “CiWJD L7
. REWFED 720 ORI L 72 AUCo-2ane S U Crnax 2381

RO SNAd oo EHIRETIEHMAAY 7 ¥ RO
4R T o 72 GHEAT— )9,

16.8 ZDfs

IFTTYNT LA IS Smel A — T NI Ik
DE, TF I TV LA VIS Ml A — T L AR
&R & Al &7z,

W) B MEIE D WT, KA OKREN/NEO =, A%
1 A Eo/NRIZIZZF I TV v~ LA VERIEE LT
0.08mg/kgTd %,

17. BREREIE

171 B RORLM(CEET 2 KR

(B IMESE)

17.1.1 ENEERZRER

- PEEARBYE MRS E 2R L L S ERILEGAER
T O E AR MR R & 5t G & L2 iR ofE R, =
F I TV LA VEEEOHTENED ST WA,

(B 0ARE)

17.1.2 EINERRER
ENURECTERSN T T ReRE Lz H S HIEER
BROUFEFRIZ49% (32/6561) TH Y. 7T L RIZHGRITENR
TBY. TF I 7V~ LA VBEOAHENED S Tn 512,

18. FEpEEIF

18.1 {ERIHF
(& MmEEE)

18.1.1 =F I 7V v~ L A VEBREIERORINE Y 7 ¥ BRI
KREEN, COVT Y FERT v IF 7 vy ERBEEZ
EL, B ATEWETHET O VFT Y v T DR E I
THZ LI o THEEMEE ST 519,

(B OLARE)

18.1.2 T+ I 7Y~ LA YBIEOEEARTH S V7 ¥ FIRDS,
LV T VF T Yy - TV RAT T YRR W
T5ILIEo T, FICKHIMERILZ D S, wrfasm Lo
BART 2T 5. ZORE. MATEIRE I GE S, LR
DOWRBD 5 VITEME 5L B EaRE. DIEKOUEITED
S5hpW,

18.2 SIMMEICXd B /EH

18.2.1 7o o523 L EBEERBEER
in vitroiREFICB VT ZF I TN LA VEBEO YT U MR
TEDOMBEPSH LT v IVF 7 ¥ YEBREEFEICN LTl
WIHHEER 28RS $7200 v MRS X2+ 5 7)< L
4 VBEEROES T2 LA REOT v V7 vy v TITHs
5 HIE RS % JH$ 59,

18.2.2 BRE(ERA
(1) =F5 7V V=LA VBERENTEREES v b, 1A
BHERIMES v b 2EFREERIES v bOIMEZ TRES 8,
ZOERIEH 7 N 7) VoOR3EE . B, ZORERRIL2
FEAREHBINES v MCBOWTHICERTH S, /2. e R
yauaF7 Y REOPHICE Y BERDEOH % 7R 31316,

(2 TFF 7NV LA VIBEE2BREEEIES v b, il
JERRAIE T v MOERRE %59 5 L x50 h 2 e L7z R
JERBRES RS, Fo G FIICE) MIED Y N~ FHG
AT WD,

18.3 B OALICH T B1EH

18.3.1 MITENREICRIF 8
(1) 7v POBRBELAEETVICBWT, Y7 ¥ MRG0,
DIFEICIZIZE A EEL 5.2 5 2 &2 L, pifam (SR
KIIHE) L Ot CREEIIRE) % B S, OBEREZ S5 518,
(2) 4 XO\IELAEETFTNVIZBVWT, TFF 7Y V=LA Vi
WX OHBICIZIZ LA L EEY 52 52 L . BMImEKHT
B SE, DR EZEASE L9,

B, AXDEANELALEEFTNVIZBNT, YT ¥ KR, E&R
L7227 > OF 7 v Y D RTIV R AT T 2 % 4
5T L& o T mias (IBIIRELAE) M OV B Bt (34 Bk

JE) A L. DR E AR SEL 2 LD HENE0,

18.3.2 EHHE
Ty POBRBMBLAZEETIVIIBWT, T+ TNV A VB
W2 VEBREP S U7, BRI I AT 20 v AT
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19. BERRAICET EBEZMHE
—figEEI : =5 7Y v~ L A Y (Enalapril Maleate)
%% : (29-1-1(25)-2-[(1S)-1-Ethoxycarbonyl-3-
phenylpropylamino]propanoylipyrrolidine-2-
carboxylic acid monomaleate

bEEx

SFR  CooH2sN205 - C4HiO4

SFE : 492.52

MR ARIAGORE IR REOR KT 5,
KEIEA Y ) = VICETFRT L, ARIFLy ) —

(99.5) 12 RETIZL &L TR M= Y MITEHEITFIZ L v

B = A145C ()

20. RV EDEE
B HIZBR I TIRET A L,

22. 9%

(TFSTVI~T LA B2 Smg[4+—/1\T])
(PTP) 1005 (105 x 10)

(TFSTVIT LA BESSmg[F— /T ])
(PTP)100% (108 x 10)
(/35)5008¢

(ZFFTVITLA U BESRIOmg[ A — /N5 )
(PTP)100%¢ (103 x 10)
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