202442 ATERL GELID AAEERG N BES
872171
S IMEEE - 3RO BB
B Catg Al
B, MAEEESD
HAERR
PLOIVEINRY)ESEEE
- W (o ] r
PLOSEo/52.5mg" -9,
j - W (oD ] r
PLDOSE o/ iE5mg -1,
BEAESRR
P LOIEND)VEEE IENERIEEE
j - W (o ] r
PLOSEa/ODg2.5mg -1,
j - W (oD ] r
PLOSEa/ODg#ESmg -9,
AMLODIPNE TABLETS 25mg “TOWA”/ TABLETS 5mg “TOWA”/ 522, bmg e5mg
OD TABLETS 2.5mg “TOWA”/ OD TABLETS 5mg “TOWA” AR | 22000AMX01010 | 22000AMX01049
BRI AR e B A 200847 A
HRHIR ¢ 44F (322, 5mg. $E5mg. OD#E5mg) OD#£2. 5mg OD##5mg
34E (OD#$#2. 5mg) RiBE S | 22000AMX00940 | 22000AMX00941
) FEE-IEMEONGFEICIVFERTSE IR 7e B G 20084E7 H
2. B2 (ROBEICIIBELEN L) WR7e4 | 7LA0VEOD§E2. bmg [h—"7) |7 AOYE > ODftbmg [h—17)
TEROEY UL RICAWITH U BEE OB D & % i W | AEBOEBAD O HHRA D DYTEED
4 LT P B I P B
3. #HRE - IR * 2.5 7AOY 5 7450
ENN — —
3.1 $AK 57 | 2.5 7AOVEY 5 7 AOYE Y
= STPN SIPR * oD h—v OD h—1
k744 TLAOVE V§E2.5mg (M=) |7 AOPE VéEdmg [h—17 |
. HF 7AODE SRR 7AODE >RV VEE (0 o
lﬁéﬁg‘fﬁﬁ@ﬁ ........................... 3 ATMIG| e 6. 93mg *
” (FAOYE>ELT25mg) | (F AOYE > &L T5mg)
A HKFEHIN ST A, fERELO—Z, FoT "y | vites s
%DD%H 7U:1'-‘)l/@i2‘j—l\u WA\ t FD:F:/7BD tﬂ)l/t)l/m‘-‘ *r ob b
= A AFT USRI FL A, ETOAT=Z, F)b
WR5e 44 7 LOVE L OD§E2. 5mg [h—") |7 A0YE > OD§Edmg [h—"7] 7 () s
. HR 7 A0V ROV AR 7505 C o VR B (mm 75 a
lﬁ%‘;’jﬁ‘z@ﬁ ........................... 3.4Tmg| e 6. 93mg JE X (mm) 3.2 3.5
§ (7 AOYE>ELT25mg) | (F AOVE > &L Tomg) B (mg) 150 205
D-%>= k=), Z)L Y. YOZAKE R, @EEKT e N
wn | TRV (-7 s 2T T2 kA, - 4. INEEN IR
& AT b=, AFT U@ RITL, B 7 IE OB mERE
THL TEARY . FOMIES ORI
3.2 BHIOMERK 5. MMEEN (LZNBICEEET B EE
BR754 |7 AOVE . 5mg [h—7) |7 AOYE > 4E5mg [h—1) AFZERBASERTH D720, BRARBEEET D RLER
N UMEIZIES Wi T
VIR - A HEDEEAD DT (VA Td—F 1 > TG LE;“¢%”ﬁ“T§E“°
6. RiERUVHEE
* 7 AOY2.5 7 L05 K
A1k _— - (EmERD
AT TARTES ez . B ACIEY ADDE > & UT2 5~5mga HUE 53 5,
: v v BB, FERICH BT 575, PEA 058 E 1L H LA
o a2\ 10mg CHRT 2 2 ENTE 5,
ES = e/ W, 6EELL LO/NEIZIE, 7 AOYE Y &L T2 5mgZl 1AL
= #5535,
B = Ia. R MRE., EIRICK D EE BT 5.
ﬂﬁg % ,\3;57\ @ (Z*ll:,\ﬁf)
. AT AO0PE > E L Tomgal AR5 %,
1B, FERICH UM T 5.
I == i T
7. BERVCHEICEAET %FE
JEX (mm) 2.9 3.4 8. ERGEFNIE
[T me 3, EBHOEES GRS B E B IET 2 IS ¢

5 &,



8.2 AKNZ i o R U B < 5w 115 BRI BT RN B AR
HENDHDT, REFGFIERICHMOBEAZERT 2 & &3,
JABM N G MEICEE T R EEEICRE TS L,

9. BEDEREFTHEEICHT IER

9.1 AHHE - BEESDOHZEE

9.1.1 BEICMENENES
SSITMEMETT2BZN0H D,

9.2 BiLHEEESRE

9.2.1 BEEABHEREDHDEL
BRI NBERENME R 5 2 &b 5,

9.3 FFigREEESRSE
WEMICIIERICRSF TSI E, GHE (10mg) B\ TEITER
ORBENE LD BZTNDDH 5D, AFNI R TRE#ESN S0,
I H R R O BiE s R O i R R — R B AR R R (AUC) 78
WATBHZENDD, [11.2, 16.6. 1]

9.5 iTi%

IR SUOIIEIR L TWATREME O B 2 IG5 B 813, B
B EORRMENERIEZ ERS EHRE NS BB oA KRE5T S
Z &, BER TIIRRINCIRS 3 5 &R K O iR 23
METZIENEDENTNBD,

9.6 BILIF
BELOBERERCEBIAEREDOERMEZEZE L, ZAOME T
@g%@ﬁﬁézaotF§ﬂ¢N%ﬁ?6Z&ﬁﬁ%éhTm
32,

9.7 NRE
R AEEKER, FiER, FLIBRI6RAMOMN T 2% & LR
ABRITEE L TR,

9.8 SimE

KARE (2.5mg/H) "SHGEMBTHHREEEICKRGTSZ
L, —BITBEOREIRIFELL BV EINTVS, KANEEER
BrCm g <. MR LR E< B3 EANED 5N
T3, [16.6. 35H]

10. #HE%EHR

AFNIDOMRBIIZE L U TEYREFEEHECYPIADE G L Tnwb &E
ZAbNTW5S,

10.2 HHEEE BRICEETE L)

11. EMER

ROBEWERM B 5N ZENHDHDT, BEETHITITV, B
R0 5NHA T HR G P IET 272 SHEYBAEZETTD T &,

1.1 EXAZEER

.11 BIRERFR GHEEARHI]) . FFHEEEREE.

EE (0. 1%A58)

AST. ALT. 7-GTPO EREZMES HERRIEE NSO DND I &

Y SR

1.1, 2 MEERIEREE (HEEAW) . AmEkigd 0. 1R . Mm/RE

2 BFEAY)

11.1.3 BE7Av 2 0. 1%KiH)

Wik, DEVWEOYERDNH S5 OND T ENDH D,

1.1, 4 HBIEREE (HEA)
WipgE. BJrEk. CKES, Mo RGRFIATOE Y ERENRD
SHNHEIE, 52 PIEL, BURLEZTS 2L, Eik,
R RMRIE I L 2 BERIEE OFEICIER T 5 2 &,

1.2 20D EIER

R 4% B RIER - HEE R Wy - fERRET
BIEERZAT |REMEANERIND BTN | HEIZER 2 E5R
% HH Ndb 5, TEBZTNND B,
CYP3A4MHEHR | TV AOXA I RODIVF | AF OB DS

Tyzowa | TELEDHAITED, AF | WICHFEND A

T DB R U & O | REMEATE £ 5N 5,

INFTYL | EDND D

) hFEI

I~ LIV

EJ) U hF

el

4 ~F a9

=)L %

CYP3A4EEA] | AA DM RENMET I 253 | R H DR E
V772 EY | TNND S, XN DA REME N E
7 ZBh%,

TV =TIV — | KA OBEERNE®RIND | T L =TT ) —Y

VY a—2A BENRD 5, IZEENDB RN

AH O R HE
L. AK o i i
BN LR 2 A EE
HNEZ 5N,
SINAYF | NAYF 2 80mg (HN | HFIIARHTH 5,
RAROEHRE) EOHHIC
X0, S NZFF > DAUC
MITC LR U2 EDHRENH
5,
o0y LA PHICZODZ 70U AZXOM | AFEY 700U A
FEBENEARL, BEEEDO | XX, E&E LT
& 70 LZXDEWERMNFEB | CYP3A4IZ &L 0 {3
THEBETNRH S, PEHARFIC | SN B 72D. P
B 70U AZOMPREZ |10y 700 A
EZA—L. BEZGUTY | ZDORBMNHES
JOULAADRHEZRET S | N2 EMENE A
Z&, 5%,

0. I~ 1% A 0. 1% BEEE A
ALT. AST® | v-GTP L&, s fE 7k
i L&, JFHERE
[, Al-P.
LDH® k5
TRRETED . F | MaE. SUISMIGHE. W E X | RIR
T (B, |[BE=ETJ0vy 7., {fiE
TEER 4 BETREIRIEE) L | 1k OEME, Jeph, 8
ghiE, i E | IR
‘F
HEWN - L5S |RA. REE. KHHRE K 5 8 .
R | D&, W - | E KR, #ER
YHE A1 EEREIR
DEE . | 098, HIEARR. F# - | BFERX
Wik | R WK - | KR PEEmE LS, O
i W5, MR, B
. = WRER T, s, (B R. M
i - EHER e s
BUN L& %V%%;ﬁéiim% }?F%%Bﬁ%‘
o n o & [a] B8 K & ik e
IR - EFE A, R B, R E
S]TEs
mEaALA5ro—)bk
R R F. CKLR. gifugs, b
RIF. R T BRI
FIMER, NEZ DL > | MR
11173 HifnER O, A fnEkey
IR
% O, CAMEB. R |2 B AL B
HABUE SERCE i & 4¢ . 1
B E
e GEAICLD) HRIEE
EN =g ySNR LU, Bk, B, | LA E.
S, SR EE. W BB, BK.
2o AL N N R S DR
HLOWE R IR L SRR RK K E O D
OB, MUY L K. RFE
k> 2 1h
]

D 10mg \DHRICK D mHEICED SNk (9.3, 17. 1. 28],

{£2) FEHHLIMMRETEEZ F D,

13. BEKRE
13.1 54K

WEORMMBEMERICED, avrz2a0FELWMERT &K
R ER T &0 5,

13.2 &

FROBSRBEEI RN, FARBERFBERNE LD, BIfICK

BRRFNIAEF TR N,
*7.

AFMRAHERITTER R 28G5 U5 a, AR DAUCIZI9%H

DU IRAZE R T4 D L7z Z & s, RAE RGO
WAL E & U TR SR TH 2 Ll Sh T oY,



14. BRALODEE

14.1 EFFREFOEE
€]

14.1.1 DEBIIEDICHERT 2 2 &, SEBICHEHRT 2B &I,
WD E30HINICH T 2 Z &,

(ODgE)

14.1.2 5YEBIZEDICHEAT S I &, HEBEPDEETHRET S8
HFITX BK. AEMITRETSZ &,

14. 2 FEHIRFBEOEE
(BUHH3E)

14.2.1 PTPEO#EFNIPTPY — bSO H LU TIRAT 2L 518
B HIE, PTPY— b OREBKICE D, BELSIA A BRI A
FIAL., BIIIFELZB I L THIBRRS O EER S OHE 2 05
TEIEND D,

(ODgE)

14.2.2 A ZPTP> — b2 5O L TIRFET 25813, EBR.
EMICRETILOIKBETL &,

14.2.3 RANIHEDO LICOE THERZFHIE 5 EHET 520, K
72U CHRAPIEETH %, £z, KTIRATZHIEHTES,

15. ZDM/DFE

15.1 ERAR{ER ICE D < 1B
REBIRITE S I TRWAL, ARFNC K 2 1EE IO HHEZE SRR
Ik (DEVHEAZESD) BAHASNZEOHEND S,

16. EWB)HE

16.1 MAFRE

16.1.1 HREiZE

EER 20617 L0 E > & L T10mgZ a5 U 7z
7%§@Tmax\ Cmax\ AUCO*last&U{’rl/zbi\ %ﬂ%X/LS Oﬁﬁﬁﬁ (EPS'%
). 5.84ng/mL CEHfE. DATHEER). 278ng « hr/mLKk U835, 1I#fH
THO., SMEANEEB LR, FETH o729

16.1.2 RiEX’E

fREERR 66 CEME#RSS. 5) 127402 E &L T2 5mgalH1
E4AHMKE®RS L ZGa0MER 7 L0 VEER, #56~8
HIERICEEIREBIGEL, DBROBHIZD 5NNk, mkxks
H (14HH) ®Cmax&X FAUCo~24nr i TN F 3. 5ng/mLK& N
61.8ng * hr/mLTd» V. #EEGK (1. 4ng/mLK% T19. 3ng « hr/
mL) ORBMETH >z, HH5HIEE. MEFIREZER L. #5594
150 BiZ130. 24ng/mL& 725 72,0

16. 1. 3 EYIFEHIRE MR

(Z7LADEEE2.5mg Th—7 1)

7LOPE 2. 5mg [h—"71 & /JVNZX T §E2. 5mg%, 7 O
F—N—iFlckoENTNE (7LO0PEELT2.5mg) @R
ABFICHERRROKS L b R bR BREZREL, &5
NI FREINT A—% (AUC. Cmax) IZDWTIORFFEXEIEIZT
HEtENT 217 o 72 %5 . log (0. 80) ~log (1. 25) DHIPANTH V. W
F O LY RIS VE TR S iz, D

(ng/mL)

A

24 : —o— 7 AOVE E2.5mg [h—17)
i —— : J )N §E2.5mg

Mean+S.D., n=15

BRE

e

é 12 24 36 48 72
15 HOM (hr)

(FLAOZPEEESmg Th—71)

FLAOYPE gdbmg [h—"7] & JJVNA YV §Edbmgs, J O AH —
N—EICE D ZENZFNIE (FLAOPE > &L Tomg) EFERAET
WA AR OGS LU TR RAEMARBEZHE L. Bohnst
WIFEEIN S XA —% (AUC. Cmax) DWW T0UEHEX [EH:IC TR EH
Wit o 72 HE 5. log (0. 80) ~log (1. 25) OHIPHNTH 0. WHKID4:
YIRS SRR S iz, D

(ng/mL)
4,
—o— 7 AOVEEESmg Th—17]
—— : JJ)UNAZ$E5mg
3] Mean+S.D., n=16

MEEEEERE

6 12 24 36 48 72

B 55O (hr)

HIEINT A—F BEINT A—H
AUCo-72 Crax Tax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
7 AOVE Vimg Th="] 93.5+32.8 2.804=£0. 828 6.44+0.6 |44.98%+11.23
7 VINZ 7 §ESmg 92.9+30.0 2.741£0. 635 6.44+0.8 |42.00%9.47

HEINT A—=F BEINT A—H
AUCo-72 Crnax Tnax Tz
(ng + hr/mL) (ng/mL) (hr) (hr)
7 LAOVE V2. 5mg [h="17) 58.6+16.2 1.672£0. 367 7.0£0.7 ]40.79+9.85
JIVINZ 7 §E2. 5mg 56.3+17.4 1.623+0. 401 7.2£0.9 ]39.38%+7.09

Mean=S.D., n=15
IME P IRENNCAUC, CoadFD/NT A—F 1L, #E ORI, RO REUE -
i DOBRR T & > TR D WHEMEN B 5.

Mean+S.D., n=16

I 3E AR RN TNCAUC, CoadE D /8T A —F1E, HiBras 0N, RO RIE L -

BRI DB I & > TR RN H 5.,

(ZAOPEO0DEE2. 5mg T ~—"7 1)
T AOPE > OD$#E2.5mg [h—"7 ) & JI)UNA V7 §E2. bmg%, 7/ 1
AF—=N—fFElckvETnEnlE (L0 E > &L T2 5mg) f@#EE
RABTICHAEREROKRS Ok L TRAKXC/KTIRA LT
SRR REBEZEIE L, S50 2EYBRE/NS A—4 (AUC.
Cmax) WD WTIONEHE X MIEIC THREHRBRT 24> 2 # %, log
(0. 80) ~log (1. 25) DEIPANTH 0. WiHID LY FH RSN TERR S
nr.»

(MK LUTIRA (/JIW/NRZ$82. Smgl3/k TIRA)

(ng/mL)
2.0

—o— 7 AOYE >OD#E2.5mg [h—"1]
L6 . —e— : J)LNA D §E2.5mg

T Mean+S.D., n=22

RS

é lé 24 3‘6 48 7‘2
8 5O (hr)

HEINT A—=F BENTA—F
AUCo-72 Crnax Tmax T
(ng * hr/mL) (ng/mL) (hr) (hr)

7 L0 E > ODSE
2.5mg [h—"7)

JIVINZ 7 §¢2.5mg | 47.81+£11.52 | 1.42540.284 | 6.7+1.3 |38.80+8.72

Mean=S.D., n=22
MYE P PRENNCAUC, CoadFD/NT A—F 1L, #EE ORI, (RO REUEE -
iM% DORBRR T & > THRIR D WHEMEN B 5.

45.72+11.57 | 1.23240.279 | 7.942.8 |36.42%5.02




(2)kTHRA

(ng/mL)
2.0
—o— 7 AOYE >ODE2.5mg [h—17 )]
T —— : JJ)LNA Y $E2.5mg
1.6 i Mean+S.D., n=12
ik
it
B
b3
14
0 6 12 24 36 48 72
B E%OFR (hr)
HIEINT A—F BEINT A—F
AUCo-72 Cmax Tmax Tu2
(ng * hr/mL) (ng/mL) (hr) (hr)
TLOZEODEE | 4y 654083 | 124540.257 | 7.2+1.9 |41 5141231
2.5mg [h—"7)
JIVNA Y G2 5mg | 47.65+11.33 | 1.399+0.343 | 6.5+0.7 |39.25+8. 65

(2) )k THRA
(ng/mL)
4
—o— 7 AOYEOD#ESmg [h—7)
. —o— J)UNA T §E 5 mg
3 o Mean+S.D.,n=12
ik
i3
o
b
7
0 /
> ‘ ‘ ‘ ‘
0 6 12 24 36 48 72
5% O (hr)
HIEINT A—% BEINT A—4
AUCo-72 Cnax Tnax T2
(ng + hr/mL) (ng/mL) (hr) (hr)
TAUYEZODEE | gy 51178 | 243140425 | 6.7+0.7 |33.7146.35
5mg [~—"7)
JIVINZ 7 §Edbmg 93.8+22.9 2.743£0. 642 7.3+£1.6 |33.65%+5.35

Mean=£S.D., n=12

I3 PR NZAUC, Crad5 DN T A =213, #H5H OEIR, RO FRIE %K -

B ORI & > TR D WHEMN S 5,

(7 AOPE>0DEESMe [ b—7 1)
7 ALAOPE>OD$ESmg (=" & VN ZJ§gbmgZ, 7 O A
F—N—ikickoznEnlE (Lo E> &L Tmg) fEERA
BRICEAHEERORS Ok U TRAXRUV/KTIRA) L Timigs
AERBEEZREL. BoNEYTHE/INT A—% (AUC.
Cmax) WZDWTIONEHEKMIEIC THEHRET 21T o 72/ R. log
(0. 80))~log(1. 25) DEFENTH U, MWAIO LY E RSN HR S
Nzt

Mk UTRA (/IIVNR Y §E5mel3k TRA)

(ng/mL)
4
—— 7 AOYEOD#ESmE [h—"7]
——: JJ)UNAZ§E5mg
3 Mean+S.D., n=23
Jiiiy
4t
o
b3
i
> ‘ ‘ : :
0 6 12 24 36 48 72
5% DR (hr)
HEINT A—F BEINT A—F
AUCo-72 Cinax Trmax Tie
(ng * hr/mL) (ng/mL) (hr) (hr)
TABYEZODGE | g5 81907 | 2.4600.575 | 7.0+1.1 |37.83=10.87
5mg [h—17)
JVINZ 2 §ESmg 99.0£29.7 2.903£0. 686 6.7£0.6 |37.03%£6.60

Mean=*S.D., n=23
1fi 3% N NZAUC, Cnax DN T A—H 13, #5# OEIR, (KR D EREE%K -
FEZE OB AT L > TR S TREN S 5,

Mean+£S.D., n=12

3 IR E N NICAUC, Crax®E D /ST A =13, #5E OFIR. (RO EREL A% -

FREIEE DR IC L - TR D TREMD D 2,

16.2 RYR

16.2.1 BEDFE
BEERRAICY A0 E > EL Tomgsa 7 O AF —/\N—iEIZ X D ZENE
RO BBRICHERO#KEG L 2GaOEMEENT A —F ITHEE
FROLNT, 7LAOPE ORI KITTAREOKEIDEND
DEEZEND,Y

16.3 9

16.3.1 MFFEHEEE
b MIEEE & OREARIZ7. 1% (in vitro \ SEEGENTE) TH o 72,19

16. 4 {3t
FEEBRPMRHERITIE ROBY D UREOBILLAZEY D 2 BRIKK
VZDBLH Y X /K TH > 7=, 1D

16.5 #HEt

16.5. 1 bRAHE
EEERAN6HNICY A0 PE > & L T2 5mgXidbmgZ HERk %5 L
=8E. RPICRAE A E L Tt N 25 &13/NE <. WTho
BE5EICBWTHIRFREMAYEMRIII 5 %24RF M E TICH G &
DFI3%, 144FFE TITHIBY TH o /2o F/22. 5mgZ 1 H1[E14 H fifsE
Bk 5 U= 58 o R et 138 550446 H B TlEE e %IRRT
L. 6H )EIL))L%ODI H%72 0 OREARD R k#1326, 3~7. 4% T
Holz, 011
fERERR N2 UC-E# 7 L0 2 > 1omgz BRI O&% G L 2854,
#%512H H £ TITHGHEHEED5S9. 3013 R . 23, 4%iI3E Iz HEit =
N, BGRI2EHE TORFPEHBEDIUNAREIETH Iz, TD
IO GFERD 5Nz FREAT—4) 1D
B, INsRFWITTITLOPE S EZLOSEBEMIRED SN
Tz

16.6 HEDEREZFTHEE

16.6.1 FrifeelE=8E
A REE (Child/pEA, B) 5Bl A0 E > &L T2 5mg
ZHOEE U256 O M RERERB I NI EY BN T A — 513K
KROEDEO TH D, FEEMRANIILL, &572R/MZ O M FEEN
HEICERU, T AUCIERREEZRLEDEREZIIZRD SN
BN 72,912 9. 3%17]

(ng/mL)
°] o FFRHERERE (= 5)
o REHHEA n=6)
#p<0.05

19 ¢ Mean+S.E.
i s
I 05
I3
Y\\\
01 “
612 24 18 7 96 120 (BT

fitecxe bl



Tmax Crnax AUCo~o0 Tz
(hr) (ng/mL) (ng * hr/mL) (hr)
JF R RR o £ 7.2+1.2 1.9+0.2 104.0+15.5 43.0+8.0
[ 39N 7.3+0.4 | 1.64+0.07 68.1+5.4 33.3+2.2
HREAEME " n.s.
Mean=S. E.
16.6.2 /hIR

EIMEERFZFICY A0 > & L TIHL 3~20mg 2 @Fifk 5 L 7= &
EMEYBREABROMEE, 7 U7 522 CEEHE) 13 6~125% (34
#) T24.9L/hr. 13~175% (28f) T27.9L/hr&HEE I 4. BRAIC
BUISEEFAETHO 2 GFEAT—5), 1
1) NEREICBLTEARORES N2 Hilw i RI32. 5mgTh 5.,

16.6.3 ShE
FBAEFMEEREZ6H (B2, 24, EHERTI. TR T7LOPE >
&L ComgEHE, KUBHMKIEHS LzGEOEMBFE/NT A —
FIZEROEO ThH D, HEEEGLEGAE, HFEEBERA (B6. £
22, 35%) 1T L. Chmaxe AUCIREEICEMEZ R LM, TiaiZ
BREAEZREDONGDN >, KERGRICIIEBEFOMEF 7 L0
PEVEEIEFHEIDOESHEBLEN. TONY —VIFEFEES
CHEMLTHBD, BEFTZOEMMNEKRT S EMITED 51k
Mo 7z.d [9. 8BHE]

BAF R ML R E FAEREREA

B G | RERGR | B | RKIEHR SR

Crmax (ng/mL) 4.24+0.08Y | 14.9+2.29 | 2.63+0.35 | 7.51+0.32

Tmax (hr) 7.2%0.49 8.0£1.8 6.7+0. 42 8.0£0.7
Ti/z (hr) 37.5£6.0 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 : 0~48IR¢ [l
@ p<0. 05, P p<0.01 (vsfpfE)

17. ERERRIE

17.1 B RVORESM(CET 58

(&)

17.1.1 ENERKRGEER
EIUEAEICRT S 24805 (TFE) LLE) 1385.5% (503/588%1) T D,
“HEMRLEGRICE > TH T LAODE OGN 5z, £z,
B A S S IESE 15 U TIE80. 0% (28/35f) .  HHE B M REIT 6t L
TIE88. 9% (8/90) DENERERL 19~

17.1.2 ERNEDEHER
7 LOPE > E L Tomeal H1E8ERM: 541, IHE L A1140mmHg
PA b 2R BES056 2 BT/ T, Y AP E > & L TI0mgXiZ5mg
Z1H1EBHEMR G- L 7z & E DIHEHIMED X=X Z1 >0 6 D LED
EHfEIE. 10mgHE T13. 7mmHg DX T, 5mgf C7. OmmHg DK T TH
D, WERICHREHICEBEN AL NI,
R E RS 2 5 ORIEHR OFHRIL. SmghtTI33. 9% (6/15461) 1.
10mg#ETI39. 9% (15/151%1) 1Z@BD BNz, EAE (10mg) 5T
JEA S OBERE TR 541, 10mghET3. 35 Th o 7220 [11. 28HH]
I5IT, Mkt e U TEML 2B GHBTY A0 E ELT
10mgZ1H1EGEHE L Co2lMR 5 UK, IGEHIMED X=X 1 >
5 OZEALROFSEE. 15 6mmHgDK F 2R U722

17.1.3 ERNERFREER
7 LAOVE RVIIVEEREE RS Uz EmE (T0REL ) 1ICBT S
FESEIC 9 B E #1386, 5% (45/52(5) TH>7=.20

17.3 ZDfth

17.3.1 FERBHCRIZTHE
B PR IE & OF 0 2 & O A RE M s T BB E 4361 (395% LA T & 70/ LA
) 27 AP E ARV IVEEKSELH1E2. 5~5mg  (—EBDIERNITIZ
7.5mg X THE) Z12EMKEG L THERBEICTEEAEEER S
AIRMO 2.2
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HRANE DIEEBAAKAFYE TV 7 AT v > IV RIS L.
JANANDCa2t DFAZPLIED Z L2k D, FIMELRKMIMLE D
R AR S E D,

I LEFHEROKBIIRIRTH D, FiNTH 2, £ D
WHEIERNEE8 <. BRI GED 5N TIN5, 29.29.20
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HEHEMTERETET)) EEBRBET v b, BEEMEL X)
IZBWNWT, BEEE TIE FEOFEBRNESR CERRRRMAEN
ZENBHLNTHBD, HEHRSTHHMEORRL B0 I &R
5NTN53,20

18.3 BIMEICHS LIEREANDER
FHEZ MDAl S v MY AT S £ 10 BL s 55 2 =
ST & D, IS mE ER R OBRESROGKESE. 71 T
U 2RSS O MERA I S Nz,
MMZEth B RIEBIME S v MY A0 P ¥ > 3mg/kg/ H 2 Hikii% 59
52L&, IE EF OIS R TEMSRNBD SNz, iz,
DT ORI, B OMREMEBIIRSS, SRERELIRIEIEE, TR 26 %
DFEDFAEBIH S MIHIFH S 72,2829
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©/ SOsH
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©/ B OEHG R

—fk4 7 A0 P E>ANRIIVEEHE (Amlodipine Besilate)

{b2:44 : 3-Ethyl 5-methyl (4RS)-2-[(2-aminoethoxy) methyl] -
4~ (2-chlorophenyl) -6-methyl-1, 4-dihydropyridine-
3, 5-dicarboxylate monobenzenesulfonate

7 F 3 CaoHasCIN20s - CeHsO3S

43FH 1 567. 05

R A~ HERORRIEOM R TH D, AY /—IVITET
<, TF =)V (99.5) ITRRBETIC <, KITET
IZ< W, A¥ ) —)LIRHKR (1—-100) [ IHEEHEZ RS R0,

Al RIL198°C (i)
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