07

BAELERNEES
Sk 202246121 57T (5 3 150 S S7217]
*20224F 4 T (55 2 150 = * PRILVIE /SR §E2.5mg jE5mg 5E10mg
Gtk CatEinsg & 3 B 2 |21900AMX01285]21900AMX01286|22200AMX00425
TEA S SLC QN AR 55 B 38| 19934E12H] 1993412 H 20104E12 1
W s BARERA PLOVEURVIVEIER
mum ® OD $E2.5mg OD $E5mg OD $E 10mg
| & 3B & 5 |21800AMZ10263|[21800AMZ10264 |22200AMX00727
j anJﬁZ.smg AR 55 B 38| 20064E 7 H 20064F 7 H 20104121
L0555
=d ud EE DMy
P060O55:10
N » . N
BAERA ZLAOVEVYARY)EISOEAN SR
PL0O5550D:25
e mg
L0O55,0D=5
Eie [1)[1]
060O555,0D::10
#& 1Umg
Amlodin Tablets, OD Tablets
B ¢ SR
BEAR - 34
V) V- RRSE oM K D T B 2k
Wi, |7 LBYYODE |7 Lny v ODgE |7 AnyODGE
T FIEY 2RI UBIED B D & % oy |FEEORE | BREOWRAY %ﬁfﬁ@%ﬂ%”)
BE e
\ W | ©)E)= D= &
3. #HAL - MR & SE D
3.1 R RS | JEE | RS A | EE | RS | | EE | R
DT DI S Jxx  |(mm)(mm)| (mg) |(mm)|(mm)| (mg) |(mm) (mm)| (mg)
=3 v b7 v b v i
WRoE44 2.5mg g 5mg 10mg 16 |%92.7] $980 | 97 [#93.0/%9120| K8 |£3.5/%7186
I A7 av|1$EPHRE 7 20 |l8EhHE7 &R
PEVRUUVBE|IV E Y ROV Y Yy ROV Ah »
R85y 13.47Tmg 6.93mg 13.87mg 4. RER IEZHR
(Z7royeEvi|((7oruyEvE|(7rnyrt OB I ELE
L <2.5mg) L C5mg) L T 10mg) O
#E.EE'IZ)I/D'—X\ R VEBKEANT TN, FTT v
VNNl JVa—=NVBF )T L ATTIVVBY TR T L, _ e
e7uRa—2, BLFIY, SN AN AEY 5. MEER FMRICEET 33 E
EJX'L'% 7AU?/‘“/OD% YAny“yODﬁ TAUV‘/Ofo/iT ZIKﬁIJ i%ﬂ%%}ﬁﬂb %1’%’(3;)57"’&)\ Eﬁ‘%%tf{ %%%?57#
i 2.5mg 5mg 10mg ERIMEICIZIRDIRETE o,
I HR 7w |1gERHRE 720 |18Eh HIG 740
PEVRINIBE | E VRV VB Y E ROV N S =
HAISY [3.47Tmg 6.93mg 13.87mg 6. HERURE
(7omPEYEL|(FruyEvEL|(FouYEYEL (##2.5mg. $&5mg. OD#E2.5mg. OD#E5mg)
C2.5mg) <h5mg) <T10mg) =1 e
MK A, A% 7 VLR )<—LD, #1277 HEHL, RAIIE 7 AR Y E Y ELT2.5~bmg% 1 HI1[E# L
BAHNVAT—=AF FY T LR VIILR—180, #a =" a7
e gk KB Py A e 7B Aa—RA D-2r=b—)L, ’ . o
A f%myfﬂoy‘ SUAEEFY. EFO%s7nE B ARG UM E R T 2 235, BIRA TS a5aIcid 1
Lera—2A, PANLTF—L(L-7 2= V7 5= L& 1A 10mgF CWET 2 Z &3 TE 5,
Y. 293 F v TRNVBATTYNT PV L, FR MHL 6 Lo/ RICIE, AR Y E Y ELT2.5mgE 1 H
3.2 HWHIDOMEIR 1@#%!3&53”60
Wiy, |7 LRYVEE 7haaY Uk L 2B, G, AE, ERIC X D IEERRT 2,
s 2.5mg 5mg 10mg P
-y |TEP7 A VA AEORRAD7 4 | FEOHRAD 74 L RAIIE 7 202y E LComgx | HIBRRORE.3 3,
S vhao b (whao bR 7 AEARICIS U B ELRIT 5.,
wIE @ = ‘ =32 ‘ == (#10mg. OD##10mg)
= ERE
EE | ES | B |EE [lEX2S R AICIE 7T AP E Ly E LT2.5~bmgZ% 1 H 1 [H#EH#%
Jxx |(mm)(mm)| (mg) |(mm) (mm) (mg) (mm) (mm) (mg) 592
#96.1]7#92.8|#9104 |#98.1|#73.5 #9207 |#78.4|4.0|# 258 BB RERICIE U R 2 25 R B a2 1 H

1P 10mg % CTHH T2 2 LA TE S,



BUDEE
HHLRAIIE T Au P Yy e LChmg® 1 H RIS 5,
7B AERICIE U KT 5,

1. BERVHEEICEEY %R

($%2.5mg. #5mg. OD#E2.5mg. OD$E5mg)
6% ED/NRADEEGIZER L Tk, 1HmgZ 2 22 &,

8. EELERWER

8.1 BIEMEHICE DS D FWERHSLNDL I LVHLHDT,
FITPESE, B HE o) JiMA S5 b % £ 5 B 2 50 4 2 BRI
BX¥232L,

8.2 AN M I 23 < 1 Gk 8 b REER 2 BRE RN R
RO 51D DT, RAWL GBI O REER % i+ 2 &
3, ARG HBICHET 2 5 CEEBEIRG T2 2
&,

NEDERZEISERICEHTZER
9.1 AHHE - BEFEZEDHIEH
9.1.1 BEICMEDEVNES
S ICIMEBE T 2820035 3,
9.2 BHEEEEEE
9.2.1 ERLBREEEDHZEE
B IO ME T2 2 238 5,
9.3 FFEEEESEE
BRI ICIEEICRS T 5 2 &, mAR00mg) 1B W»CHEIE
I OFBBEDNE < 7% 2 WREEDS H %, AFNE T & L THFIE
TR SN B e MRS O T & F OV i 1 — Ry ]
M RS (AUC) 2SR 2 2 L35 2, [11.2, 16.6.1 21/ ]

#10.5 1

IEHRSAFIEYR L T 2 HREE D & 2 Lotk Ic 2 5.3 2 54121,
B Lo REIERMEE BB 2 &R S 5855100 R
59528, BFEBCHRRINICRS$ 2 LRI o
SIEHMPTRE T 2 2 EFD SN TWLB D,

9.6 1=3LiE
BIE EOARER ORILREO B RIEZ SR L, IOk
Mgk EBS T2 2 L, b FREFLBPARBAITT 5 2 L s
ENTV3Y,

9.7 INE
(R RV, BB, FLIRIZ 6RO B2 MR e L

HEPR BRI FEE L T,

9.8 =HE

R (2.5mg/H) 2 & £ 52 IR § % 7 EEEICER G5 2
o ~RITHE DKL IRIFE L K Av e ST 5, BNEE
AT R EEAS S < L R LR 3R < 70 2 1A 258

DENTVBY,

10. 1HE{ERA

[16.6.3 %]

AADORHN 1E T L U THEMNEEERCYP3AA B 5 L T
BEEZLNT VS,
10.2 HEEFE(BRICEETS 2 L)

A%

FERDRREIR - HE T o

I - fabrA T

WelE i % £
¥ 5 %7

BEEAEH 23RS 5
BENDDH 5,

RHELAC PR ] %2 Bl
TEEZNDVDH B,

CYP3A4H &

il
) zuwA
v
PIVFTE L
Y e
A4 F7as
VA 2

S @ w A SV 0
CLFTELEDHEH
IZ& D, ARAD I
LR Lo
BH 5,

AFHN D ACH D3
ICHE S5
RIENEZ 02,

S 445 BRI - 5187 1 B - fapiA-r
CYP3A4 5 | A F 0 Ifit v BEAME T | A K o A3 23 2 i
#il TI2BZNNH 5, SN E

V77 vE A6N5,

DAVZ
TV—=7 7 N— | KRR DA 7 L —7 7 v—>
V¥ a—2A INBIEZNDDH 5, WCEFN DD

AFH D R & B
L. Ao
B LR 2 Ak
WnEZ 5N,
CUNRRZF N N A Y F v 80mg | BT ARHTH B,
(A& 3R o 5 &)
EDPERICE D, N
2% F v DAUCHTT%
FRLEEOWEDLD
%,
r7u LA |fEHICEKD Y 7u ) A RKKIEY 7m Y L
2D REN EFL A, T ELT
BEESED Y 2 1) A|CYP3A4IC X b R
2ZDRERDHBT 5 |\ b0, OF
BXZNWH 5, AR HIc LY 2 7m0
Z7a) s 20l | L &0 RGE B E
WEEZE=_y—L, S| SN 5 i E»E
WIHL Ty 70 ) LA AbN5,
OHBEEZHETL L,
11. BMERA

ROFEADS & binsd 2 L3 2D T, B{%%EHoIcire,
BEPRD o GA I3 G R P IE T % % LY 2 AL &
192 ¢,

11.1 EXAENWER

11.1.1 BUIRERFH (BHEEA) . FAEEEREE. BIE (0.1%A1H)
AST, ALT, y-GTP®D LR %M IR E 2SS 5 b b
ZEDBH D,

11.1.2 SEERERGE GHEEA ) . BIIERIFA (0.1%A30) . M/VR
R HEEAT)

11.1.3 BE70v 7 (0.1%A%)
IR, » F OEOYHIERSH 5 b 2 b b,

11.1.4 1EEFRUERAE (BHEEA )
P, B, CK ES, M O R S 4 7 a ey LH %)
HobhGacid, #52 Rk, MU ALEZIT 2 &,
F 70, BERUTIAMRGE 12 X 2 SUER RS OSSR T2 2 L,

11.2 Z0fttDEIHEA

0.1~ 19643 | 0.196A™? SR
fiFlE |ALT. AST®|y-GTPLS, ¥ |k
Rt iR 1
B &, ALP,
LDHO |57
SR IFIEED 12Th | Mo, WIS, | PRIR
(B, B P L3S 7 8
R, B | 7 L, DBl
AT SN LS
il | oF v - 550K, REE AR K5 BiiE, A
FER | & DU - S R MG, S A 51
HER
A DR, ) e, AR R, T R
T, MBS - VR AT - WRARE, B 0]
s, TR 5 B
L NE P
i - B SRR UL, e, |\ DU, A
fa& i G
WA - |BUN L5 7 V7 F = v bR HREE,
P B SRR - BRIR, IRAE | DRI
i A BRI I B
IR B
R 52 M2 v AFa—l
(it E5L CKES, @i
B BRI, R 7
R B




0.1~ 194552 0.19%: 452 A

liikit3 RIMER, ~E 1
vy, HIMERD T

S Iz <1/ 353

MR A

IR | FE Z 9. CARRE,

TR A

% UALIE, il
TR, T

Ji

(] Gz kD)

AL

i)
z

3

Z Al | ] Lo, R, B
WL G, Bk 5
ORI, WL JERL
BTN W PR EE
B, 29T,
i) LA

AL T
PRERGIN, &
B A
B2t

C]

i

HED#E L TIomga 5 L asaic, BeETRo s h
7z, [9.3, 17.1.2 ]
T 2) FEBUHIL (3B A 2 5 0.

13. BEKRS

13.1 &R
WBIEDRMIMEIRRICE D, Y ay 22E&0E L LIMEKT
ERB IR Z R T 03B B,

13.2 B
RPN 2 38 13 20 o, RANZEAFSAEE -0, EITIC
X BBREFETIE R,
F 7o, RARAER G R %2 £ 5. L 7286, AFIOAUCIK
99%8/0 L. MRA 2RI Tl 49%I0 L 72 2 &5 5 AAE
G RE O WINHIALE & USRS D HEITH 5 LW
HINTw3Y,

14. BRALOER
14.1 HHFRBOER
(&)

I

=)
sy

14.1.1 7#EIBIE T O T2 2 &, mEltzIcfiid %
. HOED E30HMAICEHT A 2 &,

(OD#®)

14.1.2 3RO T 2 2 L, aflEehz
A, B, BRI TIRET D 2 &,

14.2 ERIRMHIFOER

(EHFHE)

14.2.1 PTPEE D FEANZPTPY — F 6 U L THRA 3 % X
IRET 22 L, PTPY — F OIS K D, BlLSiAEI RS
FEEAHA L BIC 1322 L% B 2 L CHERE il £ 5 o JE 2 A0
JEZPERT 22 LD 5,

(OD#®)

14.2.2 AFI%ZPTPY — b I3 oY L TIRET 2856
WS GEEET CIRET 5 LR T 5 2 L,

14.2.3 AFZTED Fico¥ TR ZERIM S 2 T 5 %
O, K LT TH 5, £/, KTHNTZ2ZEbTE
%,

&

TRIF

15. Z0MtDEE

15.1 ERPRFERICED < 1B
FERBIRRIZBI S 2> T3, AHANC & 2 ki L iifige e
AR (DB 2 E8) DA SN T L OWREDD 5,

16. EypEhRE

16.1 MeiRE

16.1.1 BEEks
fEEERAIC 7 202 v HEXIZODEEE 7 0 A4 — N—JEI2TT L
BvY Yy LC2.5mg Xikbmg# HRFR IS L 72854 0 3y
BRRROERDLEBY) Th-oT, MET7L0Y EVREIZHR
W L CTHERL L, TN o# 5 RICE W T b 555 6 I T
FIME PRI U, IR IR R o7, £, 7408
PYODEEE 7 Lu Y VEEIRAEYENICHETH 5 2 LDMERE

Nz,
20 ¢
3
E
g 15k —e— 7LAOY> OD§E2.5mg
E . —e— 7LOYVER2.5mg
a8
A
410 F
a
3
Rost
Hz
g
0.0 L L L L L |
0 12 2% 3 48 60 7]
®E5 & BB ((5HE) A i B 2. n=24
40 ¢
=)
£
g 30 - —e— 7LAOY > OD#E5mg
E —&— 7LOY>ER5mg
9
Q20 -
A
3
'E\_ 1.0 -
e
=
00 ‘ ‘ ‘ ‘ ‘
0 12 2 3 48 60 )
BE®RBE (B B n2
=P
- W EVELT| Tmax Cmax AUCo~72hr | Tis2
4 o#¢54] (hr) | (ng/mL) [(ng-hr/mL)| (hr)
(mg)
ThRZYODGE2ImE |y 5 16.0+0.8]1.1340.25 37.1 £ 10.2|37.8+6.8
(2441)
TARY UEE2.5mg 4 99 4096 + +
o) 25 |5.8+1.0[1.23+0.26|38.0 + 10.1 [36.5 + 4.2
7ARZYODGESMG | 556y 01051 +0.66] 84.3 = 20.8 [36.2 % 5.0
(2341)
7LuY U HESmg + + + 35.4 +
ot 5 |5.541.4/2.81+0.40| 84.8 + 15.0 35.4 £ 7.4

AT . Tones LIPS ]
Conax * SRS AUC = L b — Tt ¥ it
Ti/z o I R
RN 20650 CRI4ER 32.1/%) I 7 A ¥ E v & LT 10mg% H
[AlfE 1% 5. U 7= IR 0 MU 3 FE D Tmax, Cmax, AUCo—0 X ONT1/2 13,
Z 2N 9.3, 5.84ng/mL, 298ng - hr/mL X U0 35.1 I/ TH b |
SRELA & U 7 AS gL, FRRTdh - 729,
16.1.2 RE®RS
A HE R A 661 (T 4E1533.57%) (27 4B P E Y & LC25mg%k
MAEFROREAHLE4HE) L 2SAofiEhroa Y v
. 5 6~8HBICERIRRBICEL, LBEOEHIZED 5
irotz, w5 H (14 H H) O Cmaxdt (NAUCo~24nrld Z 11 Z 11
3.5ng/mLK 1061.8ng - hr/mLT& b, #IA# 58 (1.4ng/mLI O
19.3ng « hr/mL) DR3GETH o 72, FG kB, M b i
WL B 5eh0k5 H I 0.24ng/mLE 725 729,
16.2 BRUX
16.2.1 REORE
fBEFRAIC 7P Er E LThmga 7 a A —N—iEIc X )22
GRS BRI RIS L 56 0By 7 X =518
EREAOONT, 7AW KITT AR HE IS
TwubDEEZLNDD,
16.3 3%
16.3.1 MBELFEEE
E MUEEE & OFEAHKIZ7.1% T H > 72 (in vitro, VHEHRENTE) .
16.4 3
TR 16612 7 &1 2 € v bmgk M G L 72354, 241
[ E T 6 N7 B2 2 RPREHEIEY E FrE ) O VROME
L7 2V BUA RO Z DB 7 2/ (kTH - 72,
16.5 #Ett
16.5.1 EReHEM’
R AGHIIC 7 202 €y b LT2.5mgY I3 5mgZ Hi[al#E 1%
LHUBa, IRFPICRZ bR E LRt e 28 &N E L, »T
NOEEREITE W TH RPARZIL AR X B 5.4 24 R £ T
B DR3%, 14415 F TICRI8%TH -7V, £42.5mg# 1 H
1[0]14 H G 5 L 72 856 O R PR32 5. 5iim 6 H B <3
IEEFIRAEISE L, 6 HHBEED 1 H Y72 ) D REIED IR rpHE



K(16.3~7.4%TH > 7=,
7. fEEER A 26 C-7 20 P E v 15mg & HAFR IR G L 7
B, BE5812H £ TS BG RS D 59.3%23 R 12 23.4% 73 3
PR E AL, 55 T2 IR £ T D R BE D 9% SR ZE kT
Hote, ZOMBICIFEONIYHRD Y BHEAT—5),
KB, CnoREICIE 7Y EYE Lo CEBEHIZRD 6
TR,

16.6 BEDEREEIIEE

16.6.1 BPHiEEE=EEE
RN FFREZE $ 3% (Child A, BZ 7 2)5flic 7 2m P Ev e LT
2.5mg% WA 5. L 723 S DY BB I M OO LB D T
B o Teo MBI LT, 5 T2 R[4 0 [ h i EE 23 I
LR L, Tie, AUCIRRREZ R LR EEEIZRD S sho
79, [9.321]

5
o—e [[FffERTH I (n=5)

0----O fHHER A (n=6)
§ : p<0. ofwfﬁﬁ:)

=

£

~

)

E

% ],é VG + B

S i/ N

E ¢

) ]

g 057

K

+

=] Tl

0.1 1
6§12 o 8 7 % 120
B 5 %KM GHE

Tmax Cmax AUCo~o Tz
(hr) (ng/mL) (ng + hr/mL) (hr)

IIFpRERE S | 7.2=1.2 1.9+0.2 104.0+15.5 | 43.0+8.0

@Fﬂ@ﬁz/\m 7.3+0.4 1.64+0.07 68.1+5.4 33.3+2.2
PR
ARERE n.s.

16.6.2 IR
EIMEAEEFIC 720 Y €y L LT HL25~20mg™ % #iffi ft 5.
L 7z BHEMSE B RERBR O KSR, 7 ) 7 7 v X CF¥iE) 1F, 6~12
% (3441) T 24.9L/hr, 13~177% (284]) T27.9L/hr & #E & X 4. K
NZBF 2t EFAECTH 70 GHEAT— %),
) NREEICB O TAKIOARR S N1 HEFEHRIZ2.5mgTh 5,
16.6.3 EEpE
AR B (B2, L4, FHFEmRT9.7)6HlIc 7 Ln P ey
& LComgz HMl, 8 HIBSMERE RS L 7- 556 0 Sy )i 1%
wai%@ EBYTHoT, WIS L GA, HEMRBERA (S
6. “PIILERR22.37%) 12 HilE L C Cmax 2 RAUCIE A 1 infili 2 718 L
728, TIRIC B BEEIIRD SNk d o 7o, RIERGRICIZEEZD
MiEH 7 28 EVREIZAEE LD bECHEB L 208, 2R
G =V IFEEFICHEP L TE Y, BEFETZOEMPMAT 2H
MEER D 5Nk ho 7Y, [9.820H]
ar o ELEGIMENE Y (n=6)
o FHAEHEHIR A
10 -

MmigFrLAOVE Y #E (ng/mL)

1.0
L L 1{){ L L L L L L 55 L L L L
0 24 4 1 2 3 4 5 6 0 24 48 T2
(FREFE) (B) (FREFE)
MNERE RERE BRRERE
AR EINUENE % AR IRA
Hilge e | ERGI | RS | RSN
Cmax (ng/mL) 4.24+0.0855 | 14.9+2.25 | 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
Tz (hr) 37.5+6.0 47.4+11.3 | 27.7+4.6 34.7+2.7
AUCo~48nr 5§ o o
(ng + hr/mL) 116.9+8.4 63.2+5.5
SPE R

§p<0.05, §§p<0.01(vs fRFEELA)

17. BRER AR

17.1 BWERULRL2MEICET 2R

(BIMERE)

17.1.1 ERNERRAER
AHENE S IMHERE (S 3 2 R0 (TR DL L, FIEARBEHIEER <)
1% 85.8% (467/5444) Td h . “HEEMILEGHERIC X > TH AH D
G S 7109 7 BREE LS SR 12/ L
13:80.0% (28/3545) . EEAE R IILEAE (2% L C 1% 88.9% (8/9151) DA %h
KER LT 15). 16)o

17.1.2 BN MEHER
7LanP Yy LTomg# 11018 [ 5.4 (2 I B 1T A3
140mmHgl | % 78 3 #3066 %2 “#EIC o F T, 7LAuPE Y
E L C10mgXidomg# 1 H1RSHE S L 7z & & IE i
DR=A 74 v 6 DZEAEDFEIL, 10mghf < 13.7mmHg,
Smgff¢7.0mmHgE T L, M#EHENICHEICHRE R 2D H 61
7
it R B A0 5249 % & o RIE A o F8 BB L 13, Smghf T 133.9%
(6/154%1) . 10mg#ETI129.9% (15/15141) TdH - 72, /1= (10mg)
P 5 I PRI 23 AR S TRE O & 4, SmghfET0.6%, 10mghtT
3.3%CTH 7217, [11.22H]
S5, SHL BT L 134BEFIc 7 su Y E Y E L TI0mg
Z1H 1A 44E %G L 7z & & GERS2ERE) | I o < —
A T4 Vo6 DEEOFEIE, 15.6mmHgOE N 2R L7z,
it R R il S5 % - o Rl 1 D F BARE 13 24.6% (3345) TdH - 72,
FAEIEAIZIEIEL0.4%, HF Vv « 25D E3.0%ETH o719,

(BRIDVEE)

17.1.3 ERERKRHER
el 1o 3 2 A 2h 3 (TeaE DLk, e A ae Bl ER < ) 1374.0%
(108/14645) T H . “~HEBIEGARRIC X > CTHARF DG HED
R &z, WM DO ARNF L, FFEIEDIE82.0% (73/8941) . 7
VEIRZERI B 0ME 61.4% (35/57H1) T d - 721924

(GheEtiE)

17.1.4 ERNERRAER
TLAuY ey RyOVEESEE £ 5 L 7@ (T05BL ) Ic B v
T, EIESE IS LT DR 2h 13 86.5% (45/5241) . /Lo 12 K L
TOHMNEIE82.8% (24/2941) T - 72,
Fill 7 1 o> 6 BAAF FE 13:3.8% (5/133451)) . Fiké A 2 725 i oD 5 4 25 B 1%
3.0%(4/133%) T o7, FHREWEHIZDE V- X262 THDH,
[ R D S #2512 AST, ALT K OALPD FRSETH > 72,

18. EXMEFE

18.1 {EFAHER
SN D BB AARAAE L > 7 B F % FOVISEIRIICHEA L, Mg
NADCa2t Dt A% Il & 8 TR S AR IME O V- % skE
XD, ZOHNT T MEFUHERNIRIRICHEET 2 & &b ICFHE
PEERRL, Z0IHIEME C IMEEREZRT 2 LPRD 5
NT»3%),

18.2 FRE{ER
FAREIMUTREEEE 7L (BT AFERE 7 v b BEEIITEA 2) 1
B, R G T RO SRR CEARHR R 2
EDROLNTE D, S THMEOREI L 202 L2350 5
NT2D), F7, FRESUIEERREEA 2 TRIRBIIR, BRI OHE
BT MR 2 FHe I BN S 2 & & Hic, RiGiic 2R
B2 SEMELZ THIE2 2 Ln@EdonTwS

18.3 BIEICH#S DMEEEADIER
EEZEDahl 7 v Mo 7 A u P E v R 0B k5§ 2

LA &Y AR ) I AR OB EESIR O A IS 7 4

7 2 UFE S O IMAEIRLE DG & 47220,
Izt B i@ IE 5 v Mo 7 A a Y ¥ v 3mg/kg/ H % i 5.
T35 LIk, I EROPIH M NGRS iz, i
7o, DA OKME, B ORTAEBIIRA . SRBRILEIINE, FRANE
S DIREDFAE B & il e,

18.4 IRIOEEVER
FREEELEY MIZBWT, £ 7 77 v 7 AEEIIRERIC X % 0
MM LENZELE &E (STERZ I T2 2 Rd s T0»
%, F7o, 7 v MBS RO B L W onlE %
gt L, M NCa2 oMz Mfl 3 2 £ &bz, HERNATPE
&07v7%/u/@E@Eﬁ%ﬁéﬁéﬁtmuﬁﬁﬁﬁﬁﬁ
FHoNTWVEY,
F 2 I FETAR DRI BV T 2R dp/dUR O e ST (3K
TL. DAEEENER S L7230,



19. BHME2ICET 2ELEZEHNAR

— RIS © 7 La Py ROV (Amlodipine Besilate)

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

53F 5 ¢ CaoHz5CIN2O5 + CsHpO3S

7FE 1 567.05

IR - A~ ﬁ%@%ﬁ}llﬂﬁ@*ﬁﬂi AL ) —=VITIHETPRT L, T
% 7 =)L (99.5) IZRRIEITIC CARICEEITIZ SV, X8 ) — L
7 (1—100) (el %2 s & 7’;14!0

{befmiEst

O/\/NHZ

0 i SO3H

SO

~_-CHs

Rl 2 #9198°C (43 fi#)

20. ARV EDER

(OD#)
20.1 7 s v¥u—[RERIRAZ B TRIFS 5 2 &,
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