AAEEESIEES
*%20264F 4 H iG] (55 5 i) = - DA $72171
*20244F 10 2T (45 4 1) = * FRILVIE /O 2R $2.5mg $ 5mg % 10mg
Fintt Calbing & 5B B = |21900AMX01285]21900AMX01286|22200AMX00425
SER Ny P > AR 55 B &| 1993fE12/] | 1993%E12/] | 2010412/
W e BBRERF PLAOYVEYARYIVEIESR
mum ® OD§E2.5mg | OD§E5mg OD § 10mg
p | & BB & 5 |21800AMZ10263|21800AMZ10264 |22200AMX00727
bn JJﬁztsmg BR 55 B #&| 200647 H 20064£ 7 H 20104£12H
PLOS %5
=d ud EE DMy
PO0O50:10
=d ud £E I UMy
N\‘ O \\~
AAEERA FPLAYEVYARYVILVEEE RN IR
P0L0O5550Dx:2.5
73 my
P00O5550D::5
ftdmy
0605550D::10
e my
Amlodin Tablets, OD Tablets
Bk RO
BHEAR - 34
) HE-EMSEOWHEIC L VT2
Wissy, |7 LB YODSE | 7AmY Y ODEE | 741y 0D
2. 2R (ROBEICEKESELEWI L) e 2.5mg 5mg 10mg
SE FREY Sy RLAMICH LB O BED 5 3 1% oy | PEORSE ig}%@@%ﬁw oA
| > - ee=e6=
3. B - IR @ @ s o,
3.1 @Rk Eff | B | B |EE | JES | =X |[EE | ES | BX
DL D B Jexx |(mm){(mm)| (mg) [(mm)|(mm)| (mg) |(mm)|(mm)| (mg)
Woe4 2.5mg 5mg 10mg FI6 [F92.7 K980 | 97 [£93.0[f9120] K98 [§93.5/%9186
IEhHRE 7 20 1$ER AR 7 o v|1§Eh HE7 &0
PEVRUNUBE|YE R NVBIE| Y E Ry LB
LIRS 13.47mg 6.93mg 13.87mg 4. SHREX IEZNR
(7royrEvi|((7ruyvErt|((7anyErt O I EfE
L <2.5mg) L C5mg) L T 10mg) OV
fEie o — 2, oK) VEBKEAILVED L, TV
W | 7V a—AEF P UL, AFTY VTSR Y A, _ =
eru n—x, @bFyy. 7. ALFooAny 5. MEEX T BIRICEET 2ER
— >Lu> 0Dk | 740>y 0DEE | 740> ODEE ARANINEFRBDEBIRTH 5720, BALBEZET 5%
st 2.5mg 5mg 10mg EREOIEIT IR TE 220,
I HE7La |1 HE 7m0 |18 HR 7408
VEVRIVIBI| Y YRSV Py ROV R N R
HAISY [3.47Tmg 6.93mg 13.87mg 6. HERURE
(Fruyrril|[(FouyEril|(7oany vl ($£2.5mg. #5mg. OD#E2.5mg. ODE5mg)
2.5mg) <5hmg) <10mg) = 111 e
BEMEKT A, A7V NBaR)<—1D, 17, 7 H.ORAICIET LR E Y E L T25~bmgZx 1 H 1Ak
BAHNAT—AF YT L R VIL—F80, #fa =" w52
. bk KRRk F YA e/ n A o—2 D= = b=, :
NI KMEnaL Py Ty, JUAEEFy. ERFREL 7L B ERICIE U BEERI T 225, IR gaicid i
Lera—RA, FANVTF—LL-7z2=V7 7= 1t& 1M[10mg ¥ THET 2 Z LB TE S,
). Z~F v TRVBATTINF YT L R S 6L Eo/NRIciE, 7AarYEY ELT25mgE1H
3.2 HAEIOMR 1ERO#59 5,
Yops |7 L0V FLAOD Fou ke B, AR, AE BRI X D EEERT %,
it 2.5mg 5mg 10mg Bt
- HaD 7 4 Vs |AGOEFEAD 74 | HEODOEFRAD 74 RN T Au Py LChmg#E 1 H R S59 5,
S vhaT bR o R 7 AEARICIS U BRI T 5.,
I —_— ‘ = . == (#210mg. OD#E10mg)
@ = I ERE
HRE | EE | S AR | JES [RES W, WA T A u Py & LT2.5~6mg% 1 H 1Rl #
Jxx |(mm) (mm) (mg) |(mm)|(mm) (mg) (mm) (mm) (mg) P
#96.1[592.8] %9104 [$98.1|§95.5 | #1207 | §98.4|§94.0| £9.258 ks ;ﬂﬁ LR 2 75 B4 2 B A 1 1 ]

1A[10mg % CTHET 2 2 LI TE 5,



BlviE
HWHVRAICIE 7 0Py & LCimgE 1 HI1RO#%ET 5,
BB ERICIE UEE IR T 5,

1. BERVARICEEY 3R

($#2.5mg. #&5mg. OD#E2.5mg. OD$E5mg)
6% LA LD/NRADEGIZER L Tk, 1HmgZ#z 2\ 2 &,

8. ERELEFNER

8.1 BEIEMEMICESC D FVERHSLNDE I LDHDEDT,
TR, F B SRS R 2 £ 5 B2 B9 2 BRI
HI¥slL,

8.2 AHNF M LI AR < 5 Ik & R IR 7o B TE A0 IR
DD 5115 DT, AFIG IR IO REITEA 2 i 2 &
i, MR FICREHRICHET 20 SEEICRST 5 2
&

9. HEDERZREIHREICHT IR

9.1 AHHE - BEFES0HZEH

9.1.1 BEICMEDEVWEE
S ITIMEME T 2820035 %,

%9.1.2 DFRDHZEE
FEREIMPEDAE 1T & 2 BEE LA BED 2 5R & L2t
KERBRIC B VT, 77 & FHE L Ll U CARFIE: 5.5 < itk IE
DFHIEIE D E D> 12 L OMEDH 2V,

TE) ARH D KGR S 72 SNHE S AN HE TR IERE | S OB
TH5,

9.2 BHESEX

9.2.1 EELBHIEEEOHIEH
FEFE IR O EEREDME T 5 2 L 03 %,

9.3 FFEEEESEH
AR IR S 5 2k, TR (10mg) 12 E TR
JHDFEBBEARE ST < 72 5 AIREVEDS H 2, AANETE & L CIFIE
TREE N 700, IR 0 GE S S OV e — e
M T IS (AUC) B3R 2 2 E23d %, [11.2, 16.6.1 2]

9.5 {7
RS IERE Lo 2 TTREME D & 2 LI 5.9 234113
HH EoBSEI G E L2 LS s B0 A
L322 L, BFECIIRARINNIC B S 2 LRI O
IR T 2 Z LR D 5T W32,

9.6 1ZFLiE
B E OB ISR RSSO A E BB L, IOk
iEthE 2B T2 2, b FRAHRABITT 2 2 Lo
ENnTw»3Y,

9.7 NE
S AERE VL, BBl FLRZ6RI O IR E NS e L
FAPRERBRIE 920 L T2,

9.8 EH#E
R (2.5mg/H) 2 6 B 52 BIR T 2 7 CEEICHS T3
Lo —MUSHIE DRI E L kv SNTWw 5, RINT)E
SR P EE ST < L P I AR < 72 B I 2SR
doNTWw3Y, [16.6.3%81]

10. HE{EFR
AFI OB 1E T L L TRREMBERCYPSA4 DS L T
BEEZLNTVS,

10.2 BHREB(HAIKEETZ L)

A4 BRARIEIR - ST | BT - bR T

W 1 0 2 A | W T 3 B 0 & a2 | HH AL A 1 A 22 it
ERES BENWDDH 5, TarEZENNH 5,

HeHI 4% WERPRAE R - 5187 1 B - kA1
CYP3A4LE |V 2m <A > ¥ RO ARA DR # P EE
baill PNFTELEDHH|NICHE S A

Ty 2aueA [ICk Y, AAloMmrhE fEELIEZ NS,

D FEN LA L E oW

CNFTEL DD B,

Y rFENL

A r72aF

V= &

CYP3A4GEE 5| AR A Il B DM N | A K o A3 03 i i
Al TE2BZNDDH 5, I N5 E

)77 rE Zbhd,

DA
TV=7 7 N— | KRR OB AP 7L —7 7 L —
VY a—2A INDIEZNDBDH S, WCEEND TN

ARH D R % BH
L. AAloiirbi
[N o R i
Wz ons,
SUNRRZF N Y NA Y F v 80mg | EFIEAHTH B,
(EINA AR O EHE)
EDBEHIC LD, o
2% F v DAUCHT7%
LERLEEDHEDLDH
%,
graYhAx  |BEHICEY Y 7o r Y A AKFEY 70 ) L
ADMPEERN EHL (A, FE LT
BEESEDy 21 A|CYP3A4IC X b R
ADRWERDHBLT 2 @b, O
B2 5, frHERC| HICX D ¥ 70y
3% 70 ) A Z2DMMA| A A DA E
WEEZE=Y—L, L SN 5 0 fEENE
G Ty 7mY) LA ALNS,
OHEZRETL L,
11. BMER

ROFHEDH &b s 2 La3d3DT, Bz Hoicirn,

BEPRO o N GE I E 2 kT 2 4 ) 2 g

192k,

11.1 EXLEWEA

11.1.1 BUEERTH GHEEARD]) . FrESRERESE. 2B (0.1%A0)
AST, ALT, y-GTP®D L5 %% IR ER S S b 2
ZEDBH D,

11.1.2 SRR GHEEATH) . BIIERRA (0.1%A%) . M/MR
B GHEEAD])

11.1.3 BEE70v 7 (0.1%A1)
IR, & F WEOYIHERDSH o b s 2 LD 5,

11.1.4 EWATRLERAE (B A D)
P, Wi, CK BN, M e O R S 4 7'a vy BASEDS
bobhlgaicid, 52k L, BYARNEEZIT) 2 L,
F 7o RBERUTRARRE I X 2 BERREOREICHER TS 2 L,

11.2 ZofttDEHEA

0.I~1%AED | 0.1%A AR
&  |ALT., AST®|y-GTPLF., #E |k
LA R
G ALP,
LDH® |5
EERER | VRIEED 12T |, ARG, T [ ERIR
(B, B | B I EE 7 ey
FLER) . @hiE | 7. sk, D E A
IMEART [INPRGNEHR
IRl r Y U LRy T
MR | &, U - UHEE | AR [ (N N3
FEIR
AR |DEE, e, EAER R, TR
Fib, WS - VR | AT - dR{E B 0] 2K
W, O, IEE
ANl ES
/7R SRR, AR | B AR, A
%% KSR I




vy, HIEROA
FLIERE N, 285

0.I~1%ATEED | 0.1%A Y BEEE AR
WIR - |BUN R& 7L 7F v ER | #iEkEE, gk
PRk SEIR - TRISISERR , DRA | b s
B b I b
FRAPEE B
D fMiEar 25u—iL
# B CKER., Eif
B, OBEROE, 7
1 e
ik RIER,  ~F 27 0 | MRS

ok | S EORE

Z I FE, U ARRE,
TR

LIEALBL, I
L A
I

I-1fpe

GEfI kD)
g AT

Z DAl

BRI

Lo, AR H
WL G, DR B
O, WM. FERL
BT B W R E
B, 2T,
i) LA

AL R
PREIN, 7
B2

16. E¥EE

16.1 MehiReE
16.1.1 EEks
fREERAIC 7 50 Y VHEIZODEER 7 0 A A —N—HIZTT A
oY ey E L T2.5mg idbmgk HEREII# S L 72 84 0 3EWH)
BRRINOEDO LB Thol, MET7o0Y vV iRER TR
W L CHERE L, N5 ICB W T H 55K 6 I Tk
I PRI L, M R E B o 72, 72, 741
Y VODEEL 7 A0 Y VIR EYFINICHETH 5 2 L DR S
Nz,
2.0

15 b —e— 7LAY>OD##2.5mg
' —e— PAOYVER2.5mg

0.5

MBHPAOSE Y BE (ng/mL)

DB L C10mgZ B4 L 72858010, OB Cilo & 1L
72, [9.3, 17.1.2&]
T 2) FEBUEE (3 R A 2 A s

13. BEKS

*13.1 fE4R
BEDORMIMEIRICEK D, Y ay 7 2&0E L IIEET
EREMEIREZ RS E DD B,
F 7o, FRDFEMERIKIEDS, A A O 5 D 24~48 IR [ 12
BT 2 L23H 5, BB, IHEREE, MANEERZ v E
U 7o B i (i o0 3 A 55) 0338 & 72 2 FTREME S & 5

13.2 @

RN 22 RS 7 o, AFNZE B ARIE Lo, BT
X BBREBESTIE R,
7o, RFRAER ITHER % #5 L 2856, RFIOAUCK
99%3k A L. ARH 252 T3 49%08 A L 72 2 &0 6, AHE
RS RO WRIBNFIALRE & U CREREG2E8ITH 5 LW
HINTWLB),

4. BALDEE

14.1 ERIRAHRGOER

(€:)

14.1.1 DEBRIEFROICHHT 2 2 &, #3854
1%, D E30HBINICHET 5 2 &,

(OD#R)

14.1.2 DEBRIEROICHHT2 2 8, TERPO2ETHRET
BE;AITIE, A R TIRET A2 &,

14.2 ERIRMHIFOER

(BHHE)

14.2.1 PTPEE D FEANZPTPY — F 6 U L TARA % X
IEET S 2 L, PTPY — FOiRERIC X D, W SifAaiRo R
HIEATIA L, I 328l 2 B 2 L CHER A £ 5 0 B 2 A 0F
HEZIFFT 2 2 LB B,

(OD#R)

14.2.2 AFIZPTPY — b+ XIdMin 6l H L THRET 2854
BRI TRET 2 X RET 2 L,

14.2.3 A ED Lico¥ THE2 BI85 & i 27
&, KL CIRHWETH S, £/, KTHRHTZ2ZLHTE
%,

15. 20t DFER

15.1 ERERFERICED < 15K
PERBIFR IS 2> T3, AHANC & 2 I D% e
AR (DB 2 E8) PR SN T L OWREDRD 5,

00 ‘ ‘ e
0 12 2 % P 0 7
BoekE &N TR, n=24
40 ¢
3
E
230 —e— 7LOY>ODE5mg
o —&— 7LOYVER5mg
B
T
Q20 f
a
;i
R0t
e
g
0.0 L I L I L I L I L
0 12 2 % 48 0 7
BsekRE (BE TR %, n=2
Y=
#l W EVELT] Tmax Cmax AUCo~72nr | Ti2
7 oG4 (hr) | (ng/mL) |(ng+hr/mL)| (hr)
(mg)
TARTYODGEZEME | o 601 0.8]1.1340.25|37.1 £ 102 |37.8 £ 6.8
(2441)
TLuYVEE2.5mg + + + +
o) 25 |5.8%1.0[1.23+0.26]38.0£10.1 [36.5 £ 4.2
TARYYODSESME | 556 ola.51 +0.66] 84.3 4 20.8 [36.2 £ 5.0
(23)
7AuYEESmg 14081+ + 95 4+
s 5 |5.541.4/2.81 +0.4084.84 15.0 35.4 + 7.4

I AEAR S, Tonax  dokie ML [ L S I ]
Crox * EFSILTE TS, AUC I3 e — R TR
Tz + L o 2 R0
il FERR A 20 CP 4RI 32.17%) Ic 7 A ¥ E v & LT 10mg% #
E%¥D&‘5‘ Lf: H#@ma}%*?ﬁ%ﬁ@’rmax‘ Cmax\ AUCU*OO})I(U:‘TI/E ﬂi\
ZNZ N 9.3, 5.84ng/mL, 298ng - hr/mL & I 35.1 K[ TH 1) |
HRELN &l U 7 fS gL, FRkRTdH - 729,
16.1.2 RE®’RS
et HE AR 661 (CF ¥ 4E R 33.67%) I 7 4@ ¥ ¥ Y kL T2.5me%
ARG A HIR4HB) L 2BAoMliEh 7 202 8 Vi
FEZ, 5 6~8HBICEFREIEL, UBEoERIED 51
o ts, KBS H (14 HH) D Cmax )z NAUCo~2anrld Z 11 Z 40
3.5ng/mLI& OV61.8ng « hr/mLTd b, #)ln# 5.0 (1.4ng/mLJ&L O
19.3ng « hr/mL) DFI3ETH > 72, $eGribss, Mg i e 1
JEL . #E k5 HEICIZ0.24ng/mLE 725727,
16.2 MR
16.2.1 REOEE
BB ANIC 7P Er E LThmge 7 a A —N—ikIc X %
JEIRG S U3 A8 I R L1 5 L 72 A DS BIE R 9 X — & I
FBEBEDONT, 7R EY ORI KIZTBREOHE LD
BubDEZEZ LN,
16.3 9%
16.3.1 MBEHFEEE
b R & OB AEIZ7.1%TH - 7= (n vitro, VHEHBENTE) ,
16.4 X35
TR 16612 7 51 2 v bmg% MG L 72354, 241
M ECIBO SN 2 RPREEIEC E FrE) P VBB



fLL7¥
16.5 kit
16.5.1 FRepgEft
R AGHIC 7 v P €k L T2.5mgX Ik bmgZ Hi[al#% 1%
G780, RPcREMEE LTt s n 2 8a & <
NDOLEITE W T FRPRZAEPRI ST B 564 24 Rl £ <
B RORI3%, 1441 £ TICRI8%TH > 77, $7:2.5mg% 1 H
110114 HF#HER G U 72 5 & o b PR 13 8 550566 H H <13
EEFIREIEL, 6 HHMKED 1 H M7 D ORZELAED R
H(36.3~T7.4%ThH > 72,
i 71\ fREERR A 2012 C-7 L m ¥ ¥ v 15mg % AR O #E 5 L 7=
&, BEH12H F TIBR LU B 0 59.3%3 R HH 12 23.4%03 #E
EP&:EF‘?HiéifL e 585 T2 & TOIRFPURBE D 9% D3R A Lk T
Hote, ZOMIcIBORBYHRD 6z GHEATF—5).
B, INoREWICE T AR E Y E Lo CHEHEHIZRD 5
nTwi,
16.6 BEDERZEITIEE
16.6.1 FFsEEEEE
BRI Z % (Child A, B2 2 2)5flic 7 2u B & LT
2.5mg% HiARE LG L 255 0 Ry IZKNEOERD LB D T
BH oo, BRI LT, 85 T2 I O MR Y
R, Tie, AUCIRRREZ R L RAEEZIZRD S o
7219 [9.32:04]

Y Y UBRIE RO Z DRI Y S / hTH o7,

R,
B

5-
’J i
£ e [k (n=5)
2 0----0 HHHIRA (n=6)
" § : p<0.05(ehui)
L ¢ P + BRERGE
'\ 4 7
y e
N o]
g 05
]
k3
g T
0.1 e
612 2 a8 7 9% 120
®5 %KM (BE
Tmax Cmax AUCo~ ne
(hr) (ng/mL) | (ng * hr/mL) (hr)
frbkeRE s | 7.2+1.2 1.9+0.2 104.0+£15.5 | 43.0+8.0
HEHR AT 7.3+0.4 | 1.64+0.07 | 68.1+54 | 33.3+22
S fE R
AREAWE ‘n.s.
16.6.2 /MR

M RF I 7 Ar P E Y & LT H 1.256~20mg'™ % i 5
L 7 RHEMSRY BN RERBR OFER, 7V 7 7 v A (M) 14, 6~12
% (3441) T 24.9L/hr, 13~17j% (284i]) T27.9L/hr & #EE X 1, R
NeBT B EEAKETH -7V GHEAT—5),
) ANREE ICB O CRAIORR S 1L 1 HEHE R 2.5megTh %,
16.6.3 SipE

FAEFEIMAE B (W 2, &4, SFHERTI. TR 66lIc 7 2uy ey
& LChmg# Hifnl, F '8 HIH SRR 15 L 72354 Oy Shig X
KEOED EBY Thot, WIS L 7286, FAEHBRA (5
6. SEHIAER22.378) 12 Hlk L C Cmax 2 AUCIE A ZE I i fiti% 7% L
72, T2 ICBEAIRZRD SNkd o o, KIEHGRICIZEEEZED
M7 20 PV REEEFEE LD DR B L2, 208
Y=V IEHEFEHICHML B D, EEFTZTOEMPBMEKRT 5
FZERD &N sdrot2Y, [9.820]

20

o EARIMIESE LA (n =6)

o WAEMEHIEA  (n=6) /\

=)

mFHFZLAOTE Y EE (ng/mL)

o

24 48 712

0 24 48 2 3 4 5
(B f) (8) (B )
MEES REERS REERE

EAE ML HEE B AR
RGN | KBRS | BRI GIR | RERGN
Cmax (ng/mL) 4.24+0.0858 | 14.9+2.25 | 2.63+0.35 | 7.51+0.32
Tuas (hr) 7.2+0.49 8.0+1.8 6.7£0.42 | 8.0+0.7
Tiz (hr) 37.5+6.0 47.4+11.3 | 27.7+4.6 | 34.7+2.7
AUCo~4shr
(ng - hr/mL) 116.9+8.488 — 63.2+5.5 —
VAt
§p<0.05, §§p<0.01(vs fHEHERA)
17. ERPRARHE
17.1 EMERVRLEICET B
(BMEE)

17.1.1 ENERRER
AREME AR (20 3 2 G208 (TR DL L, HIE BB <)
1385.8% (467/544 ) Tdp b . HHMHEGRERIC X > THAHK D
BHEDSFED & 719719 F e BhEE R 9 Sl o LT
1280.0% (28/35 1) . FAE S IMIAAE 120 L T 1% 88.9% (8/941)) D %N
Y%j—;tf:lﬁ)\ 17)o

17.1.2 ERNE MHEHER
7oraY Yy E L ThmgZ 1 H 108 £ 56 1 PGE WL 23
140mmHgPL b %78 9 #5306 % ~FEC ¢, 720 P By
& LC10mgXixomgZ 1 H1RISHEM 5 L 72 & & I LT
DR—=Z 74 v 6 DEAMROFEIZ, 10mgi<13.7mmHg,
S5mghft¢7.0mmHgE T L, MFERICHEMICHE R ENA SN
72,
HigE A B A i S % & o P o0 FE B 1, SmghE T 1d3.9%
(6/154%1) . 10mg#ET139.9% (15/15141) TdH - 7=, &)1 (10mg)
e G IS IR IR DS A W E CTEE® 6 41, 5mgiET0.6%, 10mghE T
3.3%TH o719, [11.2588]
S5IT, SHELSBATL 2 13401 elic 7 s un Y E Yy L LC10mg
Z1TH1 445 U7z & = GEELS2MEIE) | I o X —
AT A4 6 DE{LREDFEHMEIE, 15.6mmHgDE T 2R L 7,
i A B A i S % 2 o B 1 FH O FEIRAANE 13 24.6% (3349) TdH - 72,
FEAREIWERIZIEIRL10.4%, D F WV« 56D F3.0%ETH 719,

(BRIDVEE)

17.1.3 ENERRAER
PRDVRE 1 0h 5 2 R (T DL b, I A HE 1 B <) 12 74.0%
(108/14661) Tdb b, “HEEMIIGARIC X > T L ARG DS
B &Nz, JERUN DB, JFEMIE 82.0% (73/8941) | 5%
VEHELEERIVAE 61.4% (35/57 ) T dp 5 722025

(GhEEHE)

17.1.4 ENERRAER
TLAUYEYRUOVEREHEE S L S (105 ) 2B »
T FEMUERE IS U C DA I 13 86.5% (45/5241) . F0aE 12 L
TOHERFIL82.8% (24/2941) TH - 7=,
7 o 8 BAH B 13 3.8% (5/133 %) . ik PR W2 1A% fil o> 5 28 ) 1
3.0% (4/1330) TdH o7z, EREIEHIZDE W - H62EFTHD,
R i O B 281X AST, ALTR O'ALPD ER%Cdh - 7=,

18. ERHZIE

18.1 1R
FHBE D AR A L 7 BT v FOVISEIRIIC KA L. il
D Ca2t DA % Il & 1 Tk I R R RIMAE o V15 2 sbhke
XD, ZOHNT Y MEFUHERNIIRIRICREIR T 2 & & bICkHE
PEZRL, E20MHERDT C MEEREEZRT 2 LB 6
T 22,

18.2 FEE(EH
AREEMUTAREE 7L GEIE HATSIE 7 » b, BEEIE A %) 12
BT, HREG CHUE FREOFELNER CEMRHRRE R W 2
EDRDLNTE Y, WG THIEORBIL 2\ 2 233D 5
NT0B, F 7o, FRBSUSERRTA X CRBEBIIR, BT & OHE
BEIIRO M2 B IC N S 2 2 & & bIC, R 2mim
BIEPLZ A SMTE%E THSE2 2 EPRO6NT NS,

18.3 EMFEICEES DIMEBEENDIER

B MDahl S v Mo 7 A v Y By 2 10 ER G515
Z L2 kb I AE ) M RS R O EIESIRO G PGS . 7 4
7 VIS D IMABIRZE D IH & 417228,
Mz S FAEEIME 5 v R 7 4 8a Y E Y 3mg/kg/ H % i 5
T2 2 LIk, IE LR OGO EGBIE DY S,
7o D OKSEL, B ORMEMEBIIRSS . SRERILICHINE, RIS 2
S DIREDIEA S & il S 2,



18.4 HIROEEIER

JREEE LY FI2BWT, 777 v 7 ARBIIRERIC X 205
RE IR O TR X2 1Iﬁf<rﬂﬁz$(STiﬁ%:fIﬂ%lJ)Té LD LN T

%o F7o. 7y MBS FHER ORI B VT, IR o nlfE %

6 L, FRkPICa2t i o)iabn%imrhuﬁ”a e b, MHEEMATPRE

K7 L7 F ) ygao gz kT 2 % & 00 HREEH D

HD5NTWLBI,

Z 2 MEREFA ORI 3 VT, 2L dp/do O SEIUFRINIE I3

U, DR LRSI L 725D,

19. B ICET BELLENAMR

—fRLFR 1 7 L a Py ROV (Amlodipine Besilate)

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

73+ 1 CaoHasCIN2O5 + CeHg O3S

i ¢ 567.05

PR~ A A ORREOM R TH B, XY ) —IVICETR
T I8 = (99.5) ISR REIFICC <L KIHEITIZSW», X%
/= VIR (1—100) I3 FEEMEE R S 2o,

{LeahiE
O/\/NHz
HsC OVCHS i SOsH
PAONTEEE LR

Al K 198°C (9 fiR)
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