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FAUVEY | FTAuYEY | FAUIEL i NELY LY
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9.2.1 EELEREEEOHIEE
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411 DERIIEDICHERT S Z L, DERICHERT2HEIC
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14.2.3 ﬁﬁﬂli%@ké:@ﬁf@iﬁ%@ﬁét“é ERAET DD
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16. B RE
16. 1 mMAPRE
16. 1.1 BEEEkSE
TEFERRA 20617 2 P & LT 10mg % Bilml# 5. L 7= o> i
PEFIRE DThaxy Cnaxe AUCo-1ast X UT1/20E, T E 48, OWFH]
(FFufif) . 5. 84ng/mL (M) . 278ng » hr/mL (E¥HE) K&
U35, 15[ (CFfE) ThH v, SAEAN L R LR, RfET
o725,
16.1.27 R#E®RS
R 661 CEEIFHR33. 5i%) IZ7 LAm Y B & L T2 bmgx
TH1ENAH BRERS L RE0mMER 7 v v
B 56~8HBICEFRIRBIZE L, BOZHIIRD N>
2o S5 H (148 H) DChax OAUCo~24ne 1XZ FLZ 213, 5ng
/mLK %61, 8ng  hr/mLCToH Y . #IEIFEGHKE (1. 4ng/mL K Y
19.3ng * hr/mL) DFIfETH o7, FE5F I, MIETEE X
WiE L. &5 1ks B BIZ1%0. 24ng/mL & 72~ 729,
16. 1.3 EYFpRESHHER
(7 a2 5E2. bng [4HK))
T AT UEE2. bmg [HAR] & VNA T BE2. SmgE U 11 A
F—=N—JRIC kY ZNERIE (T LauPE L LT2 5mg) filt
BB -1 e LRI O 4% 5 U C I b AR 2L AR S % 0
L., o= pihie T x—% (AUC, Cpax) 122V TI0%1IE
FE X B IS CTHREFHAET 24T - 72 . log (0.80) ~1log
(1.25) OHEEANTH V. WA OEYFHEEESHER I
f:7)0

#16-1 FEHBRE T A —H
HENRT A—H BENRT A—H
AUCo-72 Chax Thax Ti/2
(ng * hr/mL) | (ng/mL) (hr) (hr)
VAN =BT
38.8+8.5 |1.10+0.25| 6.8£1.0 |39.6%=11.8
2. 5mg [#5HK)
JVINA T
/ SATEE 39.6+£8.7 |1.08+0.25| 7.2£1.3 |40.4%9.4
2. bmg
(Mean=S.D.,n=12)
(ng/mL)
15 ¢
—O— 7 LATEEE25mel T HK)
O J)LINRDEE2.5mg
it Mean=*S.D., n=12
3
th
7
Ls
[
£
D
b3

36 48 60 72
&5 % DR (hr)

X16-1 IR 7T Lm o jREE
(7w 2v 2 bEbng T4KK))
TAn YUY EEsmg [ & VN A T BEbmg kR 7 1 A A —
NeEIC L ZNENLEE (7AYo L LTomg) R A

R EERE 0 S L iR R A LRI E A E L, 5

BT EMENEE R T A — & (AUC, Cuay) IZOWVTI0%IEHEX
RIS THEGHIEMT 24T o 725, log (0.80) ~log (1.25) O
FANTH Y . WHIOEDHNFRSEMENTER SN,

#16-2 P EHEE T A —H

12 24

HENRT A—H BBIRT A —H
AUCo-72 Crax Thax Ti/2
(ng * hr/mL) | (ng/mL) (hr) (hr)
VN =R AT
77.8£13.712.02£0.32| 7.0%+1.3 |40.4%10.2
5mg [ 4k ]
JLINA T B
/ A7 G 71.1£16.712.00£0.44| 6.7%21.0 |41.2+10.2
5mg
(Mean=S.D.,n=12)
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K16-2 M7 sm o e

24 36

%5 %O (hr)

(7 51 P& 0DFE2. bmg [H#54K])

7 A\ Y 0DEES. Smg TRy &7 A w Y ODEE2. Smg & 7 1

AF—=NR—IRIZ LD ZNENIEE (TP B & L T2 5ng)

fREERR A B ISR AR N G k72 U CIRA (n=12) & Uk
THRA (0=12)) L TR RE(LEREZRE L, o3
MENHE /X T A — & (AUC, Cuax) {2V TI0%IEHE X [EIVEIC THEE
fEAT % AT > T=fEH. 1og (0. 80) ~log (1. 25) DHEIFANTH Y . i

Fl LD PRI EIED R S 11z,

— K72 L CHRA—
#16-3 FPERE T A—X
HENRT A—H BBIRT A—H
AUCo-72 Crax Thax Ti/2
(ng * hr/mL) | (ng/mL) (hr) (hr)
VN = Al
47.0%+14.4|1.37%£0.49 | 8.3£1.9 |33.00£6.91
2.5mg [#HK)
A KRR oz
7 A DG 49.4%12.0]1.39%0.32 | 8. 7£1.8 | 34.77£6.20
2. bmg
(Mean=*S.D.,n=12)
(ng/mL)
20
—@— 7LATE L ODE2.5mgl 4K
O LAY 0DEE2 5mg
Jﬁi!gl 15 Mean+S.D., n=12
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th
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N
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B 0.5
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5% OEE (hr)
X16-3 MAEF 7T L0 U8 RE
— K CIRH —
#16-4 HMERE T A —F
HENRT A—H BENRTA—H
AUCo-72 Chax Thax T2
(ng * hr/mL) | (ng/mL) (hr) (hr)
VPN =RA))
49.6%£13.6(1.58%0.35| 6.5+0.9 |34.30%6.84
2.5mg [74K)
LY 0DEE
7 9 gm bt 47.7+12.6(1.48£0.40| 7.2*+1.3 | 7.2£1.3
. omg

(Mean*S.D.,n=12)

(ng/mL.
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—@— FLOCEODEE2.5mel &k
O FLATODE25mg
glﬁl 151 Mean=S.D., n=12
th
7
Ls
g 10+
“
E
2z
# 05
E3
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K16-4 IR 7 e U PR

(7 b2 P 0DFELmg [
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7 Am Y 0DEESMg [HAR] &7 Am Y 0DEEbmgE 7 1 A
F—=RN—JBIZ LD ENENIEE (T AP L L Thng) R
RN B IR HERR OB S (k7 LTIRA (n=12) R UVK TR
A (n=12)) LT RZ/MRIREZRIE L. 5607 WH)
HE/XT A — % (AUC, Cpax) 22V T90%(E 8 X R HE IS CHERHIET
AT o ToAER. 1og(0.80) ~1log (1. 25) DFFANTH V| MHID
R RIS TE DS HER S TP,

— K7 U TR —
#16-5 IKMERE N T A —F
WENRT A—H BBINT A—H
AUCo-72 Chax Thax T1/2
(ng * hr/mL) | (ng/mL) (hr) (hr)
7 hu P ODEE
+ + + +
P 104.9£14.1]3.03%+0.34 | 8. 7+2.7 | 39.13£8.75
2P 0DE
7 5; fie 101.7%+22.912.86%0.54 | 7.5%1.7 | 39.38£9.03
g
(Mean=S.D.,n=12)
(ng/mL.
4 -

PEE AN A ANA R Rl E = P =

—@— 7LACEODEESmel & #k
—-O-—- FLAZODEESme

Mean+S.D., n=12

IS)
©0s

12 24 36 48 60 72
$%5.1% DB (hr)
X16-5 MEFT Lu e
— K CIRAH—
#16-6 FEWENHE T A — X
HIE/RT A—H BERT A—H
AUCo-72 Crax Thax Ti/2
(ng * hr/mL) | (ng/mL) (hr) (hr)
An U 0DE
7 /71< ~ 0D 82.91+27.012.51+0.76|7.5%t1.9|36.97+14. 14
Smg [#5HK)
LY 0DE
7 5;g 5 76.91+21.9(2.2240.61|7.0£1.8 |35.98%6.82

(Mean=S.D.,n=12)
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G R OB (hr)

K16-6 IMAEHT LoV RE

M B R A ONTAUC, CoaxFED /8T A —F X, YR OBIR
IRIROBEAEL - BERAE OB L o TR D ATREM DS &
2o

16. 2 IR

16.2.1 BEORE

FEEERR AT 2P & L Chngad 7 0 A4 — "—1EI2 kD
ZEERE T BB ICH IR O 85 L7255 ORMBEEE T A — 4
WCAHBZEIRDONT, T2 ORI KIETEEDY
BIT/DRNEDEEZ BNDHY,
16.3 2
16.3. 1 MFEFAKSE

b MISEE A & OREARITIN 1% TH o210,
16. 4

T 5RPRBHAIZE Fr Y DUVBORBLLI-E Y DUk
KR OZEDELHIN T 2 K TH - 7210,
16.5 Hkfit
16. 5. 1 FRebgE#t

R A6EIICT L m P & LT2. bmg X i 5mg & HLAIFR O 4%
HLESE, RPICREE L LTt EnN B E& T/ &L,
WP OE G EIZB O T b IR P RZEAC AP 3R 3 5 514 2410
FTCICELGEREDOMN3%, 144FHE TIZK8% ThoT-, -
2.5mg% 1 H 1[R114 A flfke 5 L7255 O R P e 1385 55
M6 H H CIRIFERIREBICEL, 6B HUBRO1IB Y70 ORE
AR D SR B 22136, 3~T7. 4% Tl o729 1D,

TRHERR 2B UG 7 b m 8 L 16mg & BRI O3 5 L7-35
A, #5120 B £ TITBEE RS RED9. 3% IR F. 28, 4%
e S v, B T2EE £ TR P BE D9 % N AR LAY
KTHolz, ZOMIZITEORBHNRD LD SHEA
F—4),

BB, INHREWTIZTT Lr P s & Lo S EHEERITERD
BTV,
16.6 BFEDERZHIT H8E
16.6. 1 FFi8eEEERE

FAFREZS B (Childsy$HA, B) 5HlIc T Ay & LT
2. bmg % B[R # 5. L 7= 858 0 ML TP FEHER X ONC S B aE R 5
A—ZIIEENEDOEY TH D, HEMRAIL L, #5725
BOMAPPEENEZIC LT L, T, AUCIERLREEZ R L2
BEEITED NN 721D, [9. 3BH]

(ng/mL)
5 -

—@— FFHAEEE B & (n=5)
—-O-— @& A (n=6)

*p<0.05
Mean=S.E.

1
£ 1o
’g 0.5 -
011 o
0 24 48 72 9% 120
5 & (R

B16-7 FPHEERIE E COMP T Ln U RE

#16-7 JTHHERERELH CORYBIE AT X —X¥

Tmax Cmax AUCO*DO T1/2
(hr) (ng/mL) (ng * hr/mL) (hr)
JFtRErE =R (7.241.2] 1.940.2 | 104.0%£15.5 [43.0+8.0
fEFEERL NG | 7.3+0.4/1.647+0.07| 68.1+5.4 [33.3+2.2
HEZERE : n.s.
Mean=S. E.
16.6.2 /hR

EMEEREICT LAr Y & LTLHL 3~20mg & #fi e 5 L
T RHEMBEMBNRERBOFE R, 7 V7 7 2 (CFHHE) 1%, 6
~128% (34#) T24.9L/hr, 13~17%% (28#i) T27.9L/hr & #
EEN, BACBTMHEEFRETH- 72 GHEAT—4),
) PNRBEFEICBOTARAOAR I -1 HilH A E1E2. 5ng T
Ho,

16. 6.3 =&E
BAEE MERE BB (52, %4, FHHEMTI. ThE) 127 &n
TE L L Tomgx B, RUSHRBKERE L-5a 0EME)
FENRT A=K IEO@Y THDH, HEHRE LZGE, HEME
A (B6, EHER22. 35%) 1T L, Cnax. AUCITAH ZEICHE
R LR, TiRllHEEITRD AR -T2, REFRSGFIZ
EBEZOMER T 2P REIEFEELY AR L
T, ZORYE —IFEFIELL TR, BEETEOE
DR DML SR D-723, [9.85H]

#16-8 FlE TORYBIHE T A —F

BAF I R EAAREE R
A G0 | SOE R G0 | B R | RO R
Crax (ng/mL) 4.24+0.08” | 14.942.29 [2.63%0.35|7.51%0.32
Tnax (hr) 7.240.49 | 8.0%£1.8 [6.7%£0.42| 8.0%0.7
Ti/2 (hr) 37.546.0 | 47.4%11.3 | 27.7+4.6 (34, 7+2.7
AUC(ng * hr/mL) | 116.9+8. 4%) — 63.2+5.5 —

Mean=S. E. . AUC : 0~48HF[Hfil

a) p<0.05, P p<0.01 (vshEEEH)

16. 8 =itk

(T ha P o 8El0mg [H54K])

T Ao U EEIOmg TAAR) 1X, TE R 22 580 ER R
DEYFORGEERBR T A R T4 2 [ZHEDSE, ToaroEy
BEbmg [AFFK) ZAEERAIL L- b &, ImHEEA%LL, &
Wy RS & Bl & =T,

(7 a2 0D5E10mg [H54K])

T Au Y ODEEIOmg (AR X, TEENRR DR OEBR
FOEW FRIEERBRAT A 74 ) ICHESE, 7LanPy
L ODEESmg TR ZEuEflAI L L= & &, IRHZEENEL L,
RN RS & i ShTe®),

17. BRER AR
1.1 BERURLEICEYT 558

(B IMmESE)
17.1. 1 EARFEMEFER

TArYE e L Thng% 1 H1EISHE B G%1T ., ICHE i F A3
140mmHg Pl b % 7R3 BE30561 %2 "I C, 7oarT e &
L C10mg X iX5mg% 1 H 1[BI8H % 5- L 7= & & o ULHE H i + o>
NR—=RAT A DD OELEOFEEIEIL, 10mghfT13. TmmHg DK
T. 5mghHET7. ommlHgDIX T CTH Y . WREMICHFHMICH B 22
BH BT,

BEPR A R 2 & e RIEH O BREIL, SnghET1E3. 9% (6/
15441) 12, 10mgRETIL9. 9% (15/15141) IZ@BHBNT-, A
# (10mg) WHFFICREN S WHEE TRO 5, 10ng#f T
3.3% Th o=, [11.281R]

S5, Mk s LCER LR RERBR T AP ey
L L Cl0omg#4 1 A 1EN@E U Ch2ARM 85 U7=BE, IUHE B ML E o
R—=2 T A U0 OELEDOEEEIL, 15, 6mmHgDIR F &7~ L
f:15)0
1.3 =0k
17.3.1 ERBICRIFTHE

BE R 2 & e i iU SE BT 4301 (397 LA 2B T0R%LL ) 127
LY e LTLIHLEL. 5~6mg (—EROIEHNTIL7. bmgE T
HE) ZI2BEMES L THUHERBHITIEE A EEEL 5 272
NEYIUR



18. xR

18.1 {EFF
AN D BEEATRIF A N> 7 AF ¥ o R RIIC
L. HIEPN~OCa2t DA ZD> S D Z Licky, EiE<e
RGN OB 2ok S ¥ 5, WLy v AEFIER ORI
BIRTHY, B ThD, £, LIHIER IR, Mg
RPEEDFED BTN S0 1D

18.2 BEE/EA
KFEEIMEHET T L (BTSRRI T >~ b, Bk e A
X) ITBWT, HEFES THIE TR ORI ESR TIER
MAEWZ EAROOLNTEY, #iEEE THMEORE Lk
NI ERBDLENTNDE),

18.3 BmEICH S DOEEE~DER
BIEZMDahl T » M7 Av P s & 10JEE DL ke 53
L2 L0, RS i E ER% OB RIREN IR O 41 K Tk
&, 747V W ELEO MR S,
MR B R EEINE T v M7 Aa P 2 3mg/ke/ B 285
H4 252 L1k v, fFEEF oW K OEMAZENZRD b
Too Fio, O OMBMEA, B OHEEEBIRE ., SRERIEERBAR
&, RAVEZNS OMEORAE L L oM S 19, 20,

18. 4 ;PEE/ER
W Z > MRS WC, B/ R O DR EE R & R
NIFER T An Y G RE TS BRI L CLIURE S o
B AMEME X AL, HHPCa2 T B HEMAIH S v7-, HEkN
ATPEKR OV L7 F U vEORE bRES L, O REF
HRNRE Tz,
= LR R A DRI 3B T, ZE SR dp/dt e OVE S I =
KT L, DERENEE DR L. 22,

19. F2E5S BT 2 BIEEHMR
—{L T AT RN LR (Amlodipine Besilate)
b4 : 3-Ethyl 5-methyl (4RS)-2-[(2-aminoethoxy)
methyl]-4-(2-chlorophenyl) —6-methyl-1, 4-
dihydropyridine—3, 5—dicarboxylate
monobenzenesul fonate

PN
fili A

43F2 1 CogHasC1N205 « CeHg03S
ﬁa\%g : 567. 05
[N He~HE A RO EEOMRTH D,
AH /“‘/l/ 7 7”@?‘< X =) (99.5) 120X
-yt CKIZEETFIZ W,
AX ~/W”’{1ﬁz (1%100) IFHEEE AR S 220,
RS - R9198°C (53 fiR)
2 NN ™
HC /O%O\/CHs ©/503H
O 0] .

; Cl
@ B OHHRRPEfR
20. BV EDFE

{0D£E)

0.1 703 ¥R —BEHITRR AR CRIET S 2 L,
20. 2 JROBIE BT, Sea BT TRIFT 5 2 L,

1. a%

(7 LBDEEEL dmg TEHHD

1008€ [108€ (PTP) X 10]

5008 [10&E (PTP) X50]

1000%€ [108E (PTP) X< 100]

10008E D, /N7 ]

(7 LODEiESmg T&H)

1008 [108€ (PTP) X 10]

5008& [104& (PTP) X50]

1000%€ [108E (PTP) X< 100]

10005¢ D, /N7 ]
(ZFLOTE I Img T&#1)

1008 [108€ (PTP) X 10]

(7 LOY EODERL. Smg T
10082 [1082 (PTP) X 10, FZMEAIA YL ]
10008E [108E (PTP) X100, FZMEAIAD ]
50088 [, /N7, #EAIAY ]

(7 LOoE0DEESmg &)

10082 [1082 (PTP) X 10, EZIEAIAY ]
100052 [1082 (PTP) X100, #fRAIAY ]
50088 D, /N7, #EFIAY ]
(7LODE>ODEE10mg T&AR])

100%¢ [108E (PTP) X10. #IBHKIA L]

5006 [10E (PTP) X50, HzMEHIAYD ]
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