*x 20234E8 H EKZET (FE2hR) BAEEmRNEES
* 20237 HERET GB1hO 872171
SIMEEE - BROAEBERA
B tCalEing
BIZE., MAEERERD
BAXERRZ
PLAOIEINRD)VEEISEE
57 IS r
PLOS Eo/882.5mg -1,
ﬂ ; 1)) (o ] r
PLOSEo/iE5mg -9,
e I r
PLOSEo/i#10mg =9,
BAXERR
PLODEIND)VEE ORIENARIETE
= IV o r
PLOSEa/ODg2.5mg -1,
- IV o r
L0 Ea/ODgEb Mg -,
. IV o r
L0 E~/OD&E10mg -,
AMLODIPINE TABLETS 2.5mg “TOWA”/ TABLETS 5mg “TOWA”/
TABLETS 10mg “TOWA”/ OD TABLETS 2.5mg “TOWA”/ OD $%2. 5mg $E5mg $#10mg
TABLETS 5mg “TOWA”/ OD TABLETS 10mg “TOWA” AKRF S | 22000AMX01010 | 22000AMX01049 | 22400AMX00290
= AH 14
B iR LEeuls 2008 77 ) 201276 ]
*x AR ¢ 44 (882, 5Smg. $#E5mg. OD#ESmg. OD$#E10mg) OD#E2. 5mg OD#$g5mg OD#$£10mg
34 ($#10mg. OD$E2. 5mg) &S | 22000AMX00940 | 22000AMX00941 | 22400AMX00291
) EE - RS OWEIT L O T B T s R E IR 20084E7 A 201246 ]
2 B2 (ROBECHBRELEVZL) Wit |y el [ | TARYESEE | FAnSE i
Mh— Mh— Mh—
SEROED U R LA UBEIE ORAIED 5 3 % 2.5mg [h—7) | Smg [h—7) |10mg k=Yl
: x| & = [y
3. 4R - MK = &/ N\
3.1 #HmK
(s 0%,
Won | TABVEEE | 7ABVELE | 7AOVE G eAE WS Vot
7t 2.5mg Th—7] | bmg Th—"7] 10mg [t—17) ) )
HR YAE%/“E HE TAmmiﬁ‘)t“ HF YAEgE
e [NV RV SRV (i
GRS | e 3.ATmg|  ceeeeeeeeees 6.93mg|  ceeeeeee 13. 87mg = g @
(7AOYEYELTLomg | (7ADYE Y EL Tomg) | (FAOVE Y &L Tlmg) B (mm) 6.1 81 9.0
MK CEEKEHIN T L BRIV O—-X, FT -
w7V ISV VDA EROFS TOE LRl O— 7S (mm) 2.9 3.4 3.9
2, AFTUIBITRITLA, EFOAOD—R, ) B & (ng) 106 209 282
. BLFF . AFonay
Wiss |7 LDYEODEE|Y ADYE S ODEE| 7 ADYE > ODgE
5 4 7LAOPEODEE| 7 L0 P E ODEE| 7 L0 E > ODEE 7t 2.5mg [~—"17] 5mg [h—"7] 10mg F—"7]
- 2.5mg [h—17] 5mg [h—17) 10mg [b—1] N o P ; o y
- L & etk - 1| PELE OBIRA D [BHRA D O s 3 [BRA D O Y 1
e H& Y)I/A@Dﬁ;/‘l: HJ& 7)@\:;1: HJ& YJLAMD;l: 7 OORENRAESE | OORENERERE | O ORENSESR
o | > NIIVEEE RV RIIVEE
ARGy | e 3. ATmg|  eeeeeeeeee 6.93mg|  eeeeees 13. 87mg Kk #* 2.5 7LA0Y 5 7L0Y 10 7L02
(FAOYEYELT2omg) | (TAOVEEL Thmg) [(7ADVE Y &L TI0mE) E5E | w (25 7LHOPEY| 5 YARYEY |10 YAOPEY
: 17 0D h—v OD k—1 oD k—1
D-%>Zb—=)b. I, JORARE R, %/Zé?ﬁ%m&
5 W TANTF—L (-7 22V T7 T ALEY). -
P AN S P AL O N A *
FHL FEARY > Z DM NG NG
3.2 WHIDOMK s
25
Wi, TLAOPEVEE | TAOPE S | TAOVE FSIAE Eiss et
e 2.5mg Tk—7) | 5mg Th—"7) 10mg [h—1] -
AR - BB HEBEDOERAD DT 4 IV LTd—TF 1 2T §E
RE e N-EA 7 505 7 5010 W == (— —
For| | TAOVEY YLAOVE Y FLAODE Y
2.5 h—1 5 h—1 10 h—17 A7 (mm) 7.5 8.5 10.0
£ (mm) 3.2 3.5 4.0
B (mg) 150 205 325




4. FHEEXIFZR
O=ImELE
OBRILEE

5 WMEEXIIZNRICEIET 5EE
AFNINRIEBIAFRIR T D B 720, BRIMEHEET 5 RLE R
DI AR T & 720,

6. BERURE

($2. 5mg. $E5mg., ODEE2. Smg, ODEESME)

eI EAE

B AT A0 > ELT2 5~bmg a1 H1ERR %59 %,
2B, ERICE UM EERT 525 FRA TS SAIIIALE
10mgETHET B ENTE S,

WHL. R ED/NRIZIE, 74020 EL T2 5mgEIH1ERO
B573 2,

7B, il ARE, ERICK VEEEET 5,

BeLVE

WHE. RAIZIE 7 A0 E L Tmgzl H1EREO&R ST 5,
7B, FERICIE Ul E R %,

($E10mg. OD£E10mg)

T I

WL RAIIETY 40P E > &L T2 5~5mgZl H1ERO#% 53 %,
BB, ERICS CEEEKT 505, BEATSRGEIEIALE
10mgE THET D ZENTE S,

B OMiE

EHE,. RAIET7LAO0PE > EL Tmgal1H1EREO#% 59 5,
2B, RIS U RS 5.

7. BERVBAEICHET SR
($x2. 5mg. £E5mg. ODEE2. Smg. ODEE5Sme)
6 A ED/NBANDEEIZEEL Tld, 1HSmgZ AR &,

8. BEENRERNIE

8.1 BIEMEHICEDKDEVWENHSDLND I ENHLDT, @i
VF%EEifJE@@ﬁi%ﬁiEﬁ%}{*ﬁ%W%TST‘M’E@‘%B?%I:@&%?%@
52 &,

8.2 AHNZ i AR B B AV R < £ G (158 B RRIRISBRERN R AV
HHE5NDHDT, AHHREGPILRICHMOBRERZEN T2 & &3,
ARG MRICEET SR EEEICES T2 2 &,

9. BEDEREZFTHEEICHTIER

9.1 AHHE - BMEESOH D EE

9.1.1 BECMENENEE
SSICMEMETT2BZN0H 5,

9.2 BiLHEEESRE

9.2.1 BEEABHIEREDHDESL
BRI NB B RENME R 55 2 &b 5,

9.3 FrigREEESRSE
HMERICIEEICRS TS ZE, AR 10mg) ITBWTEITER
DHEBEARNE L DBZTNNH 5. AFIEERIFTCR#FIND 729,
Ifi F I B A I O A e ORI A R R — R AR R AR (AUC) Y
WATHZENDD, [11.2, 16.6. 1]

9.5 iTi%

IR SUIIEIR L TW A HREME O d 2 IG5 3 2 B 813, B
W EOARMENERIEZ ERS SHRE NS BB oA KRE5T S
Z &, BER TIHREARICHR G 2 &I IR & O Wi A3
HETDIENEDENTNBD,

9.6 1Z7.I%

B LOBERM B ORAXZEORRIEZZE L., A O T
wg&@ﬁ?é:aot%ﬁﬂ¢«@ﬁ?é:&ﬁ%%éh?m
32,

9.7 NRE
R AEEKER, FiER, FLIRI6RAMOWN T 25 & UK
BRI EEL TR,

9.8 SimE

KA (2.5mg/H) "o EEHEBT 2R EMEICRFTSZ
Eo —RICEEORTEIZIHEL LRV EINTWVS, KNEIEER
BTmREN R <. M REFEINE < B2 EmNED 51
T3, [16.6. 35:H]

*10. #HE%ER
AFORBNITEE U TEMRHBERCYPIAANE G L TWB &
ZbNTW5,
10.2 HAEFE (BtRICEET S L)

A4 55 HEPRIEIR - 8 1% B - fEET
BIEERZET |BEERNERINS BTN |[HEICIER 2 HE
e 31 M5, TERZTNDD B,

* | CYPSAARHESR | TV 20X A S > RUDIF | AF O KRB AE S

TyzOvAa | TELEDHHICED, AH | WICHESND A

3 DIMAREED LR L2 & O | REENE X 5N 5.

SNFTEL |G

U hFE

I bV

Bl - U R

<9)2

1 k5aF

=)V
CYP3A4iAEH] | AKIOMHPREINE T T 2B | AK O R #AE 1

)Ty By | TNNH S, N D A HEE A

> A5N5,

T =TI )N— | AHOBREERNEREND | T L —T TN —
V¥ a—2 BEND 5, CEEND RSN
A H D AR & B
L. &Aoo
|7 o SR e
HAEZ 515,
CIUNARIFL |V UNAYF80mg (EN | EFIIAHTH 3,
REROEHHER) 0PI
£, ¥ IUNAFZF > DAUC
MITSERL7ZEDRENDH
5,
Zral)Ax | RICEDSZOULAZROM | AR ESY 7O L
FRENERL, BEEZED | X1, &L T
& 700 LAZDREIWERAFEH | CYP3A4IZ & 0 A
THEBENND S, HHFRC | S N5, HEH
WY 70U AZXQIMFREZ |ICKDF 700 L
EoH—L, BEGECTY | ZORB#AFHES
J7OYLAADHEZAETS | NDATREMENE 2
z&, 5N %,
1. BIER

ROBWEHDD 5OND T EMNHHDT, BEE IV, B
WD BN BAIR G 2P IET 5 EFEYBAE ZTO 2 &,
1.1 EXAEIER
111 BIGERFSR (BEARE). FFEEEREE. &E (0. %R

AST, ALT. 7-GTP® EREHZMESHFHEERENH 5bND I &
N5,
1.1, 2 EEERIERAE (BEERH) .
4 EEARH)
1M1.1.3 BEZ7Ov 2 (0. %K)
Tk, DEVHEOYWHIERYH 5bND ZENH S,
1.1, 4 HEIERRARAE (OBHERBH)

B, BE. CKER., M RORPIA70E > EREND
ShN=Haicid, #5290 EL., BYRLEZTS &, i
RSO AMARE 1IC K 2 2B EEORIEICERE TS T &,
1.2 20O BEIER

BBk (0. 15A) . I/MRR

0. I~ 19T 0. 1%ARisED B A
ALT. AST® | v-GTPLH. #E g7k
W ES. ITHERE
2=, Al-P.
LDH® 5
EREED . F | MR ISR, R 5 | AR
T (B, |3EETOv s, ik
fEBR 28 PEEEALZ) . | 1k, OEME). w8

BE, A | IR
S

WEWL - 55 | HR&. IR KRR | K 2 8 &% .

T iR | D&, B - | F B, B R
GHE FHESREIR
O, ) DB, EERE. R - | R

MR P, MRS - MR | B, PEMEEIEOEN,. O
i NE N 342N P
. Z ERTUE, Wik, (B E .
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16. 1. 3 EYFRIEEHER

(F7LODE$E2 5mg [ h—

71

TLAOPE §E2.5mg [h—"7 ) & J)VNZA 7882, 5mg#, 7 O A

IR - AFES

wHaILAFOo—)LE
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13. BERS

13.1 R
WEORMIMEIRICED, P avr2E88FELWNERFEK
SHMEEREEZTZEND 5.

13.2 LB
RN EERITR N, AAITEAKBERNENZD,
HBRETERTIEIR N,

F/z. AFIRABERICTEERZ &G L2858, AFIOAUCIE 9%
SU. IRFA2EI T4 Lz & s, AEBEHRERO
HIHILE & U CTIEM RIS DA TH S L IhTn sy,

14. BRALDEE

14.1 FEFIFAHBFOEE
(&)

14. 1.1 EBIEIEDICHAT S &, SEBICHHAT BHEEITIE.
WD E30HINICH T 2 Z &,

{ODgE)

14.1.2 DERIIEDITHHT 2 Z &, REBCDZETRET 55
BiITiE. BR. eI TRET S 2 &,

14. 2 ERIMAFEFOEER
(BUFH£58)

14.2.1 PTPALEDHEFNIPTPY — 25 WO L CTIRAT 2 X 545
g BHIE, PTPY— b ORERKICE D, BELNSA A BRI A
FIAL., BIZIZZEA 2B I U THRBIAREDOEER G OHE 2 0F 7
THIEND S,

(ODgE)

14.2.2 AF|ZPTPL — M XUSHEN SO L TIRET 25813, &
K[ HERITRETZEOEETSH &,

14.2.3 RANIHFEDO LICOW TEREZ R B I T2 EHET S0, K
BLUTRAWETHS, £/, KTIRHTHIEHTES,

15. ZDhDEE

15.1 ERAR{ER ICE D < 158K
REBRIIHAS N TRV, KA X DIEETITOHEES AR
I (OEEENHNEESD) 25N &EDOMREND D,

16. FE¥EHHE

16.1 MARE

16.1.1 HEi%E
ERERRA206IC7 L0 E > & L Tl10mgZ Bk 5 L /=Ko i
?%E@Tmax\ Cmax\ AUCO*laSL&UTl/ZLj\\ %?}’L%hS Oﬁﬁﬁaﬁ (EF‘H%
). 5.84ng/mL CF#fE. LLFFEAR . 278ng - hr/mLK U835, 15
THO. FMEAEB LR, FAETHo 2.

16.1.2 RiE#xE
fERERR 6B CFE4ERRSS. 5i%) K7 AnYE> EL T2 5mgzlHL
EI4HMREHRG L ZGE0MEFR Y L0 ViRBEIR. #56~8
HEICERIRBBIEL, DMBROERIAD shiaho k. mkikE
H (14AH) ®Cmax& FAUCo~24nrld ZFNZFN3. 5ng/mLK% )}
61.8ng « hr/mLTdh 0. #EESK (1.4ng/mLK%TU19. 3ng « hr/
mL) OKBETH > 7. G IRE, mEHRETERL. &5+
1E5H Hi2130. 24ng/mL& 755 72,0

BT K

F—N—iFicknEnEFNgE (702> ELT2.5mg) @HER
ABFICHBHERBROREG L TP R RiBEZREL. 55
NEYHEE)INT A—F (AUC, Cma) 12D TIOREHER IR T
HEHRMNT 217 o 72455, log (0. 80) ~log (1. 25) DEIPHNTH D, M
B D AWy R SRR S N fz. P

(ng/mL)

24 ‘ —o— 7 LAOYE EE25mg [h—17)
——  J )N §E2.5mg

Mean+S.D., n=15

é 12 24 36 48 72
G HOM (hr)

HENTA—S BEINT A—H
AUCo-72 Crnax Tmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
7 LOVE VE2. 5mg [h=17) 58.6+16.2 1. 672+0. 367 7.0+£0.7 |40.79+9. 85
JIVINA 7§82, 5mg 56.3+17.4 1.623£0. 401 7.2£0.9 ]39.38%+7.09

Mean=S.D., n=15
MR IR NZAUC, Crax D /8T A—F 1%, #BR#E OFR, (RO EREUEEK -
WS ORI &K > TRIZ D ATRENEN B B,
(FLBPE §E5mg Th—71)
7LOP ¥ Egbmg [h—"7] & JIVNA T §EdbmgZ, 7O A —
N—=iEIZXvZEnThisg (YLO0PE> EL Tome) @EFERASET
WA R AR OGS U TR R RBEEZRE L, monis
WEHHE)N T A—%4 (AUC. Cmax) 12 DWW TI0%SHEX HIEIC THEEH#E
WiZ21T-o /=455, log (0. 80) ~log (1. 25) DEIFHANTH D, WHID 4
YRS D R I Nz D
(ng/mL)
4,
- 1Y ABOPEVHESmE [h—7)
—— : J)LNA Y $E5mg
Mean+S.D., n=16

BEERE
oo

6 12 24 36 48 72

Fe 5% OREH (hr)

HEINT A—=F BEINT A—H
AUCo-72 Crnax Tmax Tz
(ng + hr/mL) (ng/mL) (hr) (hr)
TAOVE Vgsmg [h—=17) 93.5+32.8 2.804£0. 828 6.4+0.6 [44.98+11.23
JIVINA 7 §Edbmg 92.9+30.0 2.741£0. 635 6.41+0.8 |42.00£9.47

Mean=S.D., n=16
IME PR EN NICAUC, CoadFD/NT A—F 1L, #EE ORI, (RO REUEEK -
RS DB AT K > TR D ATEENEN B 5.




(7 AOPE 0DEE2. 5mg Th—7 1)
7LABYE > ODEE2. 5mg [h—" ] & /)VNZA 7 §E2.5mg#, 7 1O
AF—N—fFickvEnThlgE (F7LO02E &L T2 5mg) (i
AR FICHBEREREOKRES Ok U CIRAAU/KTIRA) LTt
SRR RBEZEEL, BonzEYHRE/NS A—4 (AUC.
Cmax) I DWTI0%EH XML THREHEN 217> 2 # %, log
. 80))~10g(1. 25) DEIFHNTH 0. mWHID =Y E SN AR S
N7z,
(MK LU TIREA (/ JVINR 2882, Smelk THRA)

(ng/mL)
2.0
—o— 7 A0 E >OD#E2.5mg [h—"7]
- —— 1 J)UNA 7 §E2.5mg

1.6 f Mean+S.D., n=22

fo BN : : . .
0 6 12 24 36 48 72
5% O (hr)
HIEINT A—F BENTA—F
AUCo-72 Crnax Tnax Tz
(ng + hr/mL) (ng/mL) (hr) (hr)
7 LD E > ODgE 45.72+11.57 | 1.232+0. 279 7.9£2.8 |36.42+5.02
2.5mg [h—"7]
JIVINA 7 §E2.5mg | 47.81+11.52 | 1.425+0. 284 6.7£1.3 |38.80£8.72

Mean=S.D., n=22
I RN NCAUC, Cuad DN T A—F 13, #HHE OBEIR, (RO REUEEK -
RS DORBRR T & > TR D nHEMEN D 5.

(2) /k ThRA
(ng/mL)
2.0
—o— 7 A0 Y E >OD$E2.5mg [h—"7]
i T —— : J)LNA 7 §E2.5mg
1.6 i Mean+S.D., n=12
1
4
o
U
53
> ‘ ‘ : :
0 6 12 24 36 48 72
5% O (hr)
HIEINT A—5 BEINTA—F
AUCo-72 Crnax Tnax Tz
(ng + hr/mL) (ng/mL) (hr) (hr)
TLUYEODSEE | 4y 650983 | 1.24540.257 | 7.241.9 |4L51+12.31
2.5mg [~—"77)
JIVINA 7 §E2.5mg | 47.65+11.33 | 1.399+0. 343 6.5+0.7 [39.25+8.65

MKk LUTIRA (/JIV/NR D g5meldk THRA)

(ng/mL)
4
—o— 7 AOYEOD#ESmg [h—"7)
H —— 1 J)LNZA 7 §E 5 mg
3 Mean+S.D., n=23
1fil
¥
i
b
I3
> T T T T T -
0 6 12 24 36 48 72
HEHORR (hr)
HE T A—5 BENTA—S
AUC0772 Cmax Tiax Ti/2
(ng * hr/mL) (ng/mL) (hr) (hr)
TAOYEZODEE | g5 91907 | 246040575 | 7.0+1.1 |37.83=10.87
Smg [~—"7]
JIVNA Y Bismg | 99.0429.7 | 2.903+0.686 | 6.7+0.6 | 37.036.60

Mean=£S.D., n=23
M3E RN NZAUC, Crax® DN T A—F 1%, #B# O, RIRO R E K -
[RERE DRBR AT IC & > TRIZ D ek 5.

(2)5kThRA
(ng/mL)
4
—o— 7 AOYEOD#ESmg [h—17)
~ —— : J)UNA T $E5mg
s i Mean+S.D., n=12

Mean=S.D., n=12

M 3E P PR E A NICAUC, Crax®E D8 T A =13, #5rE OFIR, (RO ERELUAI%K -

BRSSO R K > TR Z ATRENE B 5.

(ZAODE0DEESME Th—7 1)
7 LO0PE>ODEEmg [h—"7 ) & /J)V)NA 7 §EdbmgZ, 7 O R
F—N—FElckoZENFNE (7LO0PE> &L Tomg) fEEERA
BRI EERO#RE Ok L CTIRMA R O/KTIRA) L CiliEd
REKBEEZHTEL., GoNEWERE/NS A—% (AUC.
Cmax) IZDWTI0%EHE XK MIEIC THEHNT 2T > 2/ R, log
(0. 80) ~log (1. 25) DHEIPFANTH 0. WAl D LW FEHFILEME AR S
niz.»

6 12 2 36 48 72
5% OEEE (hr)

HIEINT A—F BEINT A—F
AUCo-72 Cmax Tmax T2
(ng * hr/mL) (ng/mL) (hr) (hr)
TLOZEODEE | gy 51178 | 943140.425 | 6.7+0.7 |33.7146.35
5mg [h—"7]
JIVNA S 85mg | 93.8422.9 | 2.743+0.642 | 7.3+1.6 |33.65+5.35

Mean=S.D., n=12

M3 B CNZAUC, Cnadl5D/8 T A — % 1E, B OFEIR, (RO RINE L -

MRS DB S I K o TR D AR S 2.

16. 2 WRYR

16.2.1 BEDHE
BEERAIC7 AO0PE > EL TimgZ 7 O XA —/N—ikic &k D22
RSO BRICHEBRR DR G L2Ga OEMBREINT A—F ITHEE
BROLNT. 7LOPEDORINIZKTTREOEEIDEND
DEEZEND,Y

16.3 9

16.3.1 MIEEAREEE
b MIEEE & OREARIZ7. 1% (in vitro  SEEGHENTE) TH o 72,19

16. 4 138t
EHRPRBERITICE ROBY P UBOBLLZEY O VBRIKK
OZDELRIIE Y X VKR TH o 72,10



16.5 HEft
16.5. 1 FRAHEH

@R A6GIICY L0 E > &L T2 5mgXidomgZ BEk 45 L
A, RPICRAE(EE L THHt S N2EH&1T/NE <. WTho
BH5EICB O THIRFREMAYERIII 5524 M E TICH 5 &
DK%, 1445 E TITHI8N TH o7z, £722. bmgZ 1 H1[E14H fHE
fete 5 L7256 o Rt R i3 5466 H B TlEIF e % Rag I
b\6E?%%@1E%t@®*£k%@%*%ﬂ%m&3~1Mf
Ho7.9

AR A 26T UC-FE3% 7 A0 P F > 16mg 2 HERR %5 L =54,
5120 B £ TITHRGHEEEDS9. 303K, 23, 403 FEF I HEM X
. HEGRI2GHE TORTHHNEDUNALIAKRTH 2. TD
IR DR B GED SN2 FEAT—%) 1D

2B, IhHsREWITIZITLOPE 2L O <SIEEEMRIIZRD 5N
TR
16.6 HEDEREFTHEE
16.6.1 FrigEfE=EE

RAFHAEEE (Child/p%EA. B) 5By A0 E > &L T2 5mg
Z B[O G U256 O IR EHER I NS =B ND A — & 13K
FOEDOEY THD, EERANILLL. 5720/ O M 2 E 2
AREICERU, T AUCIIRREEZRLEZVAEZIZIRD SN
72Mo72,9.12 9, 3%MH]

(ng/mL)
°1 o IFEIERERE (= 5)
o WEHHA (n=6)
*p<0.05

[ fé Mean+S.E.
iy s
§ 0.5
Y\\ ~
0.14 \\\9
612 24 48 72 96 120 (WD)
EpdsxiAN D]
Tmax Cinax AUCp~o T2
(hr) (ng/mL) (ng * hr/mL) (hr)
JHF R R R 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 /©IR

EIMEREBRFZFICY A0 E > & L TIHL 3~20mg % Eifif 5 L 7= &)
HEMEHBERBROMER., 717 T2 CEHE) & 6~125% (34
#i) T24.9L/hr. 13~175% (28f1) T27.9L/hr&HEE I, RAIC
BIBEEFAKETHo 72 GHEAT—5), ¥

1) NEEEICB W TAHRORR S N7z HEEH RIZ2. 5mgTH 5.

16.6.3 EEhE
EERIMTERF6H (B2, 24, FHERTI. K T7Lo vy
L TomgEHE, KUBHMKERS L& DEMBIFE/NT A —
FIIEDOEO TH D, HEEE LG, HEBERA (B6. ¥
FEHR22. 35%) 1T L. Cmaxe AUCIZEEICEMZR LM, Tieic
BREERZRD NGNSz, KEHRGRIIZBEFOME 7 L0
PEVRBERIEFEEIVOESHEB LN TONY—CIIEEE
WWHEBLTBD., BEETTOZHHEMMAKT 2 HEAEIED Sk
Mo 723 9. 8]

A i I FEAE R LR L IN
HERGR | RIERGR | BEGR | RERGR
Cmax (ng/mL) 4.24+0.08 | 14.942.29 | 2.63%0.35 | 7.5140.32
Tinax (hr) 7.240.49 8.0+1.8 | 6.7+£0.42 | 8.0%0.7
Ty (hr) 37.546.0 | 47.4%11.3 | 27.7+4.6 | 347+2.7
AUC (ng - hr/mL) 116.9+8. 4» — 63.2%5.5 —

Mean=+S. E.. AUC : 0~48H# R}l
@ p<0.05. » p<0.01 (vsfdHEd)

16.8 ZDfth
(FAAPEEEIOmg Th—71)
TLAOPEEEIOmE Th—71 &, 74028 > #Ebmg [h—"7 ]
BRERERIFE Uiz & &, BRI FEE WS . AWERICHE
LB EIN W
(ZLAOPEODEE1OME [R—"771)
7L0YE>OD#EIOmg (h—"7) X, 7482 E O0D#ESmg
[h—1) ZfEERIRIE L&, mHEHRRS SN, 4
PR RS & ARSI Nz, 19

17. ERPRARIE

17.1 BHERVORLME(CET 5

(B MEAE)

17.1.1 ERERKREER
EIMEREI 9 5 H %% (TRRE) LAE) 1385.5% (503/588f1) TdH 1.
THEHERILEGARICE > TH T AOYE > OE AR 5Nz, £z,
B 2 S R IERE IR L T80, 0% (28/35() . BE s i REIT 6 L
TII88. 9% (8/9K1) DAERNRZERL =, 10~2

17.1.2 ERNEDHEGER
7 LOPE > &L Tomea 1 H1E8EM: 5512, IUE L A1140mmHg
PAb 2R 305612 “REC/MT T 7 AP E > & L T10mgXid5mg
Z1A1ESHEMIEE Uiz & & OIHEIMITED X—Z T > in s OZELED
SEEEE, 10mghET13. 7mmHg DK T, 5mgff T7. OmmHg DX~ TdH
0. WEICHKECEERENAS N,
ERPRIR AT 5 2 B ORIEH OFIEEIL, SmehtTIE3. 9% (6/15461) 12,
10mgiETIZ9. 9% (15/15141) K80 BNz, EHE (10mg) FGHEHTHF
JHASE W T8O 541, 10mglE T3 35 Tho7=.2 [11. 28]
I5IT, BB E U TEBL ZEMRGRBRTYLAOPEELT
10mgZ1H1EGER U o2l 5 LR, IHEHIMED X—Z 1 >
5 OZEEEOEEEL. 15 6mmHgDE R 2R U722

17.1.3 EMNERKRGER
T LAODE RU)VESEERS L ERE (0% L) 1B EIm
JESEIC KT B hE1386. 5% (45/52() Th 72,2

17.3 ZDfth

17.3.1 EABICRIEETZE
Bl PRI & BEB 2 5 O AR M i 1 S BB E 4361 (395% LA F 2 & 705 LA
) 7 AanP U RUIVEEKSELHLE?2. 5~5mg (—EDEFITIE
7.5mgE THE) Z12HMHZES L THERIICIZFEEASEERS
ATEMD 7,29

18. EXHEE

18.1 1L
NN DR BB AR AFTE IV S AT v > IV RS L.
JaRANDCa2t DA ZHDESESZ Z EITX D, FEIMERLRMIME D
RS AR S 5,

T AEFERORBIZBHRTH ., HRNTH D, £/-. O
PHIEAIEE8< . MEEIRMEAGRD 5N T\ 5,20.20.28)

18.2 BEEER
FEREMERET TV RIEARTIES v b, BEEfE-T X)
B WT, BEHEE TImE F&ORBEIESR CERFRRMAEN
ZENMEHLENTHBD, EHEKGTHMEORI LW ENED
5NTN5,29

18.3 SIMEICHED LIEREADER

RS EDahl S v M7 A0V E > 2100 ML, Lk 595 2
&0, IETE D IE B R OBRIEERO G KRS, T T
U D ES O MAEREDHIH S Nz,
W28 o 5 S S IUE S M7 A0 P ¥ > 3mg/kg/ H & digs 5.9
&Ik, mEEFOMH LK OEMZNEIED biz, £z,
DA DFRMEL, B OMEEBIIRA. SRERILRIBIE, TR EHS
DIREDFAE B S MITHIH S 7z, 303D

18. 4 ¥k EEER
TS v BRI BN T, R/ BRI OO IR R 2 RN ks
B, T LAOTE G T IREIC L TOIE F1 O [m118 232 i
I, HENCat 2o MiE Sz, HENATPER U LT
FU U BEOREbEEI N, OIEEERN RIS NG,

RO MEREFR RO IC B W T, EEdp/dtk OE = TS T
L. DEEMEEEDRED L 72,3239
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BIRSICET 2 E{LFENHR
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NGl
©/ B U5 {5 BAEIK

7 LO0PEXIUIVEEE (Amlodipine Besilate)

3-Ethyl 5-methyl (4RS)-2-[(2-aminoethoxy) methyl] -
4-(2-chlorophenyl) -6-methyl-1, 4-dihydropyridine-

3, 5-dicarboxylate monobenzenesulfonate

C20H25CIN20s5 + CeHpO3S

567. 05

Hfa~ s HAOHEEOM KR TH 2, A5/ —)VITHET
T, TF =)L (99.5) 1Ttz <., KIET
IZ<W0, AF J —)LiEk 1-100) ettt ErmE 7,
B H198°C (4rfR)

RO EDERE

HsC

(ODgE)
20.1 7L EO—BEBIREKZRIT TRET S 2 &,
20. 2 RDOBRE RIS, HEBMITTRET 2 &,

22.

AR

(FLAOPEEE2.5mg Th—71)
1008 [10%¢ <10 : PTP]

1000%¢ [10%¢ <100 : PTP]

7008% [148E X< 50 : PTP]

5008 [/\N7]

(7LOPE EE5mg Th—71)
100§ [10$£X10 : PTP]

1000 [104%X 100 : PTP]

1408 [1482X10 : PTP]

7008% [148¢ <50 : PTP]

50088 [N =]

(FLOCEVEEI0Mg Th—71)
100 [10$2X10 : PTP]

5008 [108E <50 : PTP]

3008 [/N7]

(7 AOPEODfE2.5mg k—71)
1008 [108£X10 : PTP, #itAIAD]
10008 [108E<100 : PTP, #4#KIA D]
1408 [1482X10 : PTP, #1EXIA D]
7008% [14%¢X50 : PTP, BtEHIA D]
50088 [N, FMRFIAD]

(7 AO2E>ODEESMg Thk—71)
1005 [10%£X10 : PTP, f&HIAD]
5008% [108¢X50 : PTP, #t&HIA D]
10005 [10%E X100 : PTP, ¥ #XIA D]
1408 [14%£X10 : PTP. EEFIAD]
7008% [14%¢X50 : PTP, #EHIA D]
5008 [N, BLIRFIAD]
(ZLAOPEODEEIOMg Th—"771)
1008 [10$£X10 : PTP, #f&&IAD]
5005% [108¢X50 : PTP, #it&HIA D]
3008 DNT. BEIRFIAD]
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