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15. ZDMDEE

151 BRERERICE DS 1B

A2 AR O MR TR oK Gy oA T v
ZHEE R ER 2595210k 0, KIMENEZ DT
WEDIEND B,

16. M ENRE

16.1 MRE

16.1.1 EERS5
TEATVUIVIEEEH 0.5mg. 1.25mg. 2.5mg. 5.0mg™® &%
NZIURRER A B 6 FlIC R BRI R G L&, T
TH T IVEBEEITER TR S N, E I TR 7
22T, WK (GEATY I— M icEfIns, miEdT
BEICIEMHAE UTHEEL., TOMmEFREII# 5% 1~1.6
RFEC el U oo e AR EE I3 AR I AL
8.4~174.Tng/mL TH o7z, F/o. REMED AUC ZTEME
FROENEHKTZE, WTNOHGRITBWTS 3% T
&L, 4 R E CITmiEh S5k LY,

TEHANT I

#eh5&| Cmax Tmax ti/2 AUCqo4p
(mg) | (ng/mL) (hr) (hr) (ng + hr/mL)
0.5 |EERFLAT - - -
1.25 39%x1.2 0.7 +0.1 — 29%+10
2.5 20717 0.5+0.1 0.2+0.1 122=x1.5
5.0 19.2£52 | 0.6£0.1 0.4+0.1 143+55

n=6. mean £SE

TEANT Ik

55| Cmax Tmax | tiea@ | ti2B8 AUCq0ap
(mg) | (ng/mL) (hr) (hr) (hr) | (ng * hr/mL)
0.5 84%0.7 |1.0x£0.2 - - 47.0x3.8
1.25 | 37672 |1.4+03 — — 178.2£53.6
2.5 |1000+132[1.1£0.2|1.6£0.2|21.5+89|436.4 £53.8
50 |1747+151(1.6%£0.3|1.4£0.3|145+58|856.3+105.9

n=6. mean £SE

16.1.2 Efitik 5
TERER A B 6 BTN TV IVEEER 25mg & 1 H 1 (1]
Pag7 AMRORELZEE, 1HEHETHEHDOTEL Y
U I — hoImERRESRESRHEEEZ R L, £/, 2HH
DI ORI EEIRIFIE—ETH D, BTSSR
moizd,

16.1.3 EMZ I REMHER

(FEHTVIVIEESESE 2mg[NP])
TEA TV IVEEEESE 2mgINP) & T— 2 30— )V 2mg OZ
NEN1GEATVIVEREELT2mg 2, 7 OAF—
IN—EIC X DR A B I A B 4% 5 U CiigE bR
EALKRBEZBTE L., GoNZEYHE/NTA—F
(AUCygp Cmax) 12 DWW T 90 % (ZHEIX %I THEEHFMT 2
fro7z#EH. 1log(0.80) ~log(1.25) DHEIFANTH V. WiFlD
R RN R S Nz Y,

WX T A —F

HIE/INT A—F BEINT A—4
AUCo-3pr Cmax Tmax G2
(ng+hr/mL)| (ng/mlL) (hr) (hr)
FEH TV
st omgINp) | 145%5.1 |21.7£80|06%0.2|0.4 +0.2
;;ézj”””ﬁ 133+4.4 |202+7.6/06+02]03+02

(Mean £S.D., n=24)

(ng/mL)
30 4

—— T EHTUILERIEE2MENP]

-=A-- T—Z0—)L§E2mg

Mean = S.D., n=24

RS S HB SR

1.0 15 25 3.0
) ()

MiER T H 7V )V IREHRERS

1 AE PRI 72 5 TNZ AUC, Cmax % D/8 T A =213, #EBRED

ER IR O LRIUAIEL - R OFBRS AT K > TR 2 FIRg

H0d 5,

(TEATYVIVIERRIESE 4mg[NPJ)
TEH TV IVEREESE AmgINPI & T— 2 0 —)V§E 4mg DZ
NEN 1 §EGEN 7 VEREE LT 4mg) &, 7 0 AA—
IN—IEICR DR A S F IR ERR O#5 L Tl fEh R
ZPALKRBEZRE L, B5NTEMEE/INT A—F
(AUCqogh» Cmax) I DWT 90 % 15 #E X VAT THEEH AT 2
1o 72 fE R, 1og(0.80) ~log(1.25) OHFIPFHINTH O . HWiHlD
EFIN RS DR S 70,

EWEEEIN T A —5

HIENT A—H BEINT A—F
AUCo— gy Cmax Tmax tise
(ng-hr/mL)| (ng/mL) | (hr) (hr)
TEH T IV
16 4mg NP) 30.7£20.5|43.7%£295/0.5£0.1|0.5%£0.2
j;éxj‘”bﬁé 323+193(448+253/05%02(04 %02
(Mean £S.D., n=20)
(ng/mL)
80 -
@ o | —e— TENTUIEEIRR4me NP
2‘% --p-- T-AO—)LER4mg
Z Mean *+ S.D., n=20
)
— 40
Y
%
E
20 A
0y T
00 10 20 4.0 50 60

e ()
Mg T 5H 7 )V IBERERS

MAEERE 2 5 N2 AUC, Cmax D /8T A—#1d, #HEBREFD
BN, (AR OTRIURIEL - BRI ORBRSMFIC k> TR 2 kg
b 5,
16.2 TRIR
16.2.1 BEDFE
fRRBERR A 6 FlICK L. BRICT TN 7 U )VEEEE 2.5mg
BOKE L&, TTGRIENRD 51726 DD 2ZEER &
BEREZENSZD,



16.3 o7
16.3.1 MiFFEBOHEAE
MFEAEERIIREOEBDTH S,

HH TIVTI2 | Rr7OTY 2| a-BRIEREER
EBRE TR (%) 92.7 42.6 3.8
16.5 HEiftt
16.5.1 HEI%E

TEA T VIV 0.5mg. 1.25mg. 2.5mg. 5.0mg™® %%
NZRURRHERR A F 1 6 B Z2RE R BLERR 4 5 L. BAEIR
EERZ KDz, TOREER, ROPHEDIZE A EZTEN T
UI—hrThHD, £2NIMREDERNNEDY > 2F T
DU UEHEER E OMWBIRIE TR SN TNS EEZ SN
%, 1.25mg AL TIZZ O IE PR 7 TR P R R 2 4
ET 5 EK 34~35%E—ETH o729,

PR RIS OF T/ 7 5— NRHRA

po | wEmeg | s | EESERN
(mg) ) (g) i
0.5 89%20 445%10.0 445%100
1.25 225%44 281.3£55.0 34.1+6.5
2.5 28.1+£34 702.5%85.0 33.5%£4.0
5.0 31.9%x1.5 1595.0£75.0| 34.7=x16
n=6. mean £SE
16.5.2 Eiik 5

TERERR A B 6 FlicTE A 7 U )VEREE 25mg 2 1 A 1 [
A7 ARROKRELEZEE, TTEATUINEORTEL TS
I — D&% 24 R H £ TORBERPHEMRIZ, T
TAHTUINTIZ I HHE 2 HHUBTEEZIZRL., £-.
TEHNTYT—NTIE 2 HAURKIZIE —E TEREEA SN
amo7z4,

166 FHENERZ2HIIEE

16.6.1 BEEEEERE
fREERR N B IE 6 fl (1 #E) Efx OB TERE 12 6l E
FERE &I 6 197D 2 BE(IL. IRD 120 723 18 BTt L
TNTIUCT A T VIV 2.5mg % 22 B[R L1 4% 5
L7z Z0OEMEEIZ, REDODEBOTH S,
FTEHNTVIVD Cmax & AUCH pap 1B HEBEDIR FITHEWEE R
MO 5N, [ #HENBETHEERZENRD 5N,
FTEANTU T—RMIBNTIE tyn & AUCy ap I EHEREIKT
WZPEWERE DB RNRD 5NZ0, WTHNDONT A—FITH
WTHHEREITRDSNRNS T2,
F72. TEATVI—=RMEROTEATVILD 24 HEETD
PREPEMER T, BHEREDMR FICHEWEK T L2208 b Ekeon
BEINDIZNZ EMS RPN DR, B2 5 <BHZNL
FHEBAOPMNLNE D EREEINEY,

BEE R
e SERE | V7F=2o07 T2 A mg7 Lryr=>
(kg) (mL/min) (mg/dL)
[ # | 68.6%£4.2 88.4%+49 1.1£0.04
I# | 54.7£2.9 47716 1.7£0.12
M#F | 51.8+£4.7 18.6 0.9 3.5%+0.22

%8 n=6. mean=£SE

me|  Cmax Tmax ti/e AUCq24n
(ng/mL) (hr) (hr) | (ng - hr/mL)
_ X 1] 205+1.7 | 05x0.0 - 125+x1.7
ﬁffj 7| 431+64 |07x01| — 334+35
M| 36.9%£5.7 | 0.5+0.0 — 27.31X6.6
B i 111140+108] 1.2+0.2 | 6.7+£0.4 | 526.2*+58.6
T;jji M|1146+210] 13202 |63+04 |651.1+939
il

940*+126| 1.2£0.2 | 8.2%0.9 [839.9+107.5

#Z# n=6. mean=SE

) AKNOEREZ T M- H&IZ 1 H 1 1~4mg Th 5.
16.8 D1t
TE®A T VIVEEESE 1mgINPLIX. 7 FH 7 U VIR #¢
2mg NP Z fEHEBIFK| & U/ & &, IEHE B E% &1l S
N, EYENICRS AR INZ10,

17. BRER K #&

171 AMRUCRLHICEAT 55K

17.1.1 ERE I HEER
BRAE - PEE DA RENE S EE R 242 flick L. TE'H T
UIVHEEEYEZ 1 B 1 [8] 1~4mg XIIRHEEE LT 57
LA EEHZ 1 H 1 5~20mg. g LT 4 M
PLk, g & LT 12 8% E T 2 ZEE itz
L7zEZA, ARNREITEH T INEHBER 5T
68.3%(84/123 ), TF 77U I EGHET 68.9%(82/119
B TH o7,
BIWEFFRBRMEEL, 7T T UIINEGET 8.1%(10/123 #1)
THUO, EREERITEM 6.5%(8/123 #i) TH o711,

18. EERHEE

18.1 "EA#RF
TEATUNEBEIZI ORI v 7 TH O, KN TIEEET
HDHBTENTVIT—MIBILL., ToIoF T 2o oA MEEE
EHEDLT, 7204720 I OEREIIRITS Z &1
K OBRIEER 2R,

18.2 Ym0 K
TENTV I —NIXBUTFT > O T 2o A HE R
129 % 50%F F IR E (IC5 E) 134 3.6nM E{KIRETH >
2o TEATUIT—MITy NRBIRIERICBITSY > OF
T2 ] OIS 2 IREKRFZHE L. ZofifEH
W3R T d - 7219 (in vitro)

18.3 FEIE{ERA

18.3.1 A VU VISR DR GICX D, BEELE S v
N mIMEARFIET v b, IE% 7 b %O DOCA &
JEZ v FDNEIZEWREEER Z /R U2, DT
HZzlamo7=19,

18.3.2 TEH 7V IVIERIE & S 1L B RFIE T v M 21 H[H
HHRE %59 % &, BIEEAIZHRERGR L DIgmE /.
ZOW, MENBHMRD I T LAF v > FIREDE T
U. IEOHEERREMET L TWR,

18.3.3 TEN T UIEREEZ S MEBRRATIET v MIEE5T 5
&, BARMMEES, BICBFDEEFOMETIL. mMEN TR
L7z,

ME FRERIC S SRR ES MR O IZIE E A<, T
OB B OB MM 7z, F72. DIRICHT % AN
W Uizizd, DAEHENSHEML 7219,

18.3.4 T A VIR # S T HARIE Y v MCEMERS
T5ZEICED. JEROLOKENDRD 5. EHROLFESE
FRU T LAFRABFIVE BEENMEFLZ,



19. BRI S ICET 2 EEFENMA 26. RGWMTRESE
—#4  7EH 7 IVHEEE (Temocapril Hydrochloride) 26.1 BLEHRSETT
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22 a3
(FEHTVIVIEEEIESE 1mg[NP])
100 $£[10 $2(PTP) X 10, HZMHIA D]
(FEHTVIVIEEEIESE 2mg[NP])
100 $£[10 $2 (PTP) X 10, HZMHIA D]
(FEHTVIVIEELIESE 4mg[NP])
100 $£[10 $ (PTP) X 10, HZMHIA D]
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