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F—R—¥EIZ LD EFNFNLUE (TLePE L LT2. 5ng) f
BB IR B AR O 5 U C il FR R A LA IR & I AE
L. Bon=8WEhRe XT A —4% (AUC, Cpax) (ZDWVTI0%IE
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#16-2 FEPEhE T A —H

HENRT A—H BENRTA—H
AUCo-72 Chax Thax T /2
(ng * hr/mL) | (ng/mL) (hr) (hr)
N =A -V
77.8413.72.02£0.32| 7.0%1.3 |40.4£10.2
5mg [H#5Hk)
JVINA T §
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A —R—iEic kv ZhENn1gE (TP & LT2 5mng)
fREE R A B ISR AR O 5 (k72 U TR (n=12) & OV
THRA (0=12)) L Tl RE(LEREZRE L, SO
MENRE /X T A — X (AUC, Cpax) {2 2OVNTI0%1E #H X BIVEIC TR
FENT 24T > ToFE R, 1og (0. 80) ~log (1. 25) DHEPHNTH Y | M
IO AR RIS DS R S 29,
— K72 LR —
#16-3 FEPYBRE T A —H

WENRT A—H BBIRT A—H
AUCo-72 Crax Thax Ti/2
(ng * hr/ml) | (ng/mL) (hr) (hr)
LU ODEE
s it 47.0%+14.4|1.37%£0.49 | 8.3£1.9 |33.00£6.91
2.5mg [#54K)
L 0D
7 fie 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
—@— FLOUELODE25mel &4k )
-——-O-—F7LAY U 0DEE2.5mg
15 Mean+S.D., n=12
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AUCo-72 Chax Thax Tisz
(ng * hr/mL) (ng/mL) (hr) (hr)
T AP ODEE
49.6+13.6|1.58+0.35| 6.530.9 |34.30+6.84
2.5mg [#5Hk)

HIE/RT A—H BENRT A—H
AUCo-72 Chax Thax Ti/2
(ng * hr/mL) (ng/mL) (hr) (hr)
7 A 0DEE
5 47.7%£12.6(1.484+0.40| 7.2£1.3 | 7.2*+1.3
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(Mean=*S.D.,n=12)
(ng/mL.
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F—N—{RIC LV ZNETNIEE (T Lar P L L Tomng) fEE
AP FIHE R AR O 85 (k72 L CIRA (n=12) X UK THR
A (n=12)) U Tl REMAREZIE L, 55 3KyH)
£/3F A — % (AUC, Cpax) \ZDVNTI0% (5 HEIX B 1EIC THEFHIEMT
AT o T2 5ER . 1og(0.80) ~log(1.25) DFEPNTH Y . WiFID
AW [ SR VE DS HERR S 729,
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#16-5 BEWENRE T A —H
HENT A—H BENRT A—H
AUCo-72 Crax Thax Tl/’Z
(ng * hr/mL) | (ng/mL) (hr) (hr)
7 Lua P 0DEE
104.9414.1(3.0320.34 | 8. 7+2.7 | 39.13£8.75
Smg [#HK)
AE P 0D
7 5:“/ BE | 101 7+92.9]2.860.54| 7. 517 | 39.38+9. 03
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AUCo-72 Crax Thax Ti/2
(ng * hr/mL) | (ng/mL) (hr) (hr)
7 An Y 0DEE
82.9+27.012.51+0.76|7.5%£1.9|36.97+14. 14
5mg [#Hk)
ALY O0DEE
7 5/ ODgiE 76.91+21.912.22+0.61|7.0%t1.8|35.98%6.82
mg

(Mean=£S.D.,n=12)
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16. 2 IR

16.2.1 BEORE
BRI T 2u P& LTmgh 7 0 AA—N—JEI2 LY
ZEERE T BB ICH IR O 85 L7255 ORMBEEE T A — 4
WCAHBZEIRDONT, T2 ORI KIETEEDY
BT/ NEDEEZ BNDH,

16.3 &

16.3. 1 MFEFAKSE
b MISEE A & OREARITIN 1% TH oY,

16. 4
FEARPRBEIZISE Fur ) DrEombLi-vy ok
R OZ DAL T 2 /K TH - 7212,

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. 5mgZ 1 H 1[a]14 A M #HiR 5 L7256 o SR kiR 13 £ 5B
M6 H H CIRIFERIREBICEL, 6B HUBRO1IB Y70 ORE
AR D SR B 22136, 3~T7. 4% Tl o720 12,

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%
PSR S v, B 5 T2HER] F TOIRYPRETRE D9 % N REL
KTHolz, ZOMIZITEORBHNRD LD (SHEA
F—4),

BB, INOREMCIZTT AR Lo SEBERIZED
BTV,

16.6 BFEDERZHIT H8E

16.6. 1 FFi8eEEERE
AT Z B (Childy¥EA, B) 5Bl 7 Amr v L 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
BEETRDONRN-7219, [9.381]
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#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
fEFERL AT | 7.3+0.4/1.6410.07| 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, BACBTDMHEEFETH- W GHEAT—4),
) PNRBEFEICBOTARAOAR I -1 HilH A E1E2. 5ng T
Ho,
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T, ZORYE —IFEFIELL TR, BEETEOE
FEDNHRT DTS SR Do 79, [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

2 p<0.05, Y p<0.01 (vsfdEEH)

16. 8 =itk

(T ha P o 8El0mg [H54K])

T Ao U EEIOmg TAAR) 1X, TE R 22 580 ER R
DEWYFFEERBR T A R T A4 ) ([ZHESE | dmghE R %
RFN L Lz b &, IWHEEHASE L, AWENICFS L 2l S
ni=d,

(7 a2 0D8E10mg [54K))

7 Ao Y 0DEEIOmg T AR 1, TE AR50 0 [E R
B OEM LRI EERBR T A RT A4 ) IS E, 5mgODE %
HEAERUR b L7z & & RN LS, EWERICRIS L
mENY,

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-71219, [11.2&81R]

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:lﬁ)o
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
NEYSECR



18. xR

18.1 EFIRF
R DI BALARAFNE D VS T D F ¥ o RV RIS
L. MMAN~OCETOMAZBO SEL Z Lick v, EmEe
RGN OB 2ok S ¥ 5, WLy v AEFIER ORI
BIRTHY, B ThD, £, LIHIER IR, Mg
RIEDFED BTN S 18

18.2 BRE/ER
AFEEIMERHETT L GHRIEERBAET v b, B MmE A
X)) AZRWT, H[EIE G T T RO R BLEERR T1E R R
MREWZ ERBOOLNTEY, @G THmtEORIL L
NI ERBDLENTNDH,

18.3 BmEICH S DOEEE~DER

BIEZMDahl T » M7 Av P s & 10JEE DL ke 53
Bl kD IERCeE S E S R O R R ED IR 0 5 PR UL
. 74TV A MR RN S,
MMEE T G RIEE T T~ MZT Aw P 2 3mg/ke/ B & k%
H4 252 L1k v, fFEEF oW K OEMAZENZRD b
Too Fio, O OMBMEA, B OHEEEBIRE ., SRERIEERBAR
&, IRAVEZENRS OME ORAE L D oM S 720, 20,

18. 4 APl iE/ERA
7 > LIRSV T, i/ FREE R O O R EEH 2 TR
NI FER T Au D SR CIEs EBC TR ) o
B AMEE S AL, KRN CaZt B OHEMAME S -, kN
ATPER 7 LT F o) VR EORIE HIEE S, O ERH#EE
HRNRE Tz,
= LR R A DRI 3B T, ZE SR dp/dt e OVE S I =
IHETF L, DABRENEE LR L2, 29,

19. F2E5S BT 2 BIEEHMR

— %4 T L PR 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

55120 ¢ CooHasCIN205 + Cells03S

4y 1-H 1 567.05

Mk AeE~EEARORREOBERTH 5,
AR ) —=MCEFRT L, =& 7=/ (99.5) 120X
Bz <L AKIZEETFIZ <,
AX ) —VEIR (1-100) (THEEMEE R & 220,
Rl £9198°C (WfiR)

TN S
|
Hsc/O%O\/CHS @soaH
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
1008 [106E (PTP) X 10, WZlEAIA D ]
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]
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