20244F 2 AET (55 1 1)

Bl 1 IO

AREE 34

BAEERRIEES
872171
2.5mg 5mg
ERES 22000AMX01218000 | 22000AMX01221000
BR5ERaa 200845 H 200845 H

EMEAE - B OEREE, HftttCalEnE

BAERT

7 LAY ECNYIVERIESE

PLOSED 2 2.5mg oV Ry
PLOJED g 5mg oK)

Amlodipine Tablets 2.5mg - 5mg [SANDOZ]

[IE NIy, EI7E S
W) T - TSNS ) SRS &

2. B2 (kOBEICEBELEVNE)
e Fa Y Yy RLEWIR LBEEOBELED B S
B

3. R - MR
3.1 A%
Wi, 7Am95yﬁ TAD§§Vﬁ
2.5mg [V~ K] 5mg [ ]
1§EH 1§EH

HE 720ErNV)VEREIHE 7200809 )VERE
3.47mg (720VELELT|[6.93mg (T7T2uYErELT
2.5mg) 5mg)

BRI

e TR CEOREA VLY AL LV IR T T Y 7 3
@ VBT P L, ATFTY) VR TR T A

3.2 WA DMK

- FAOYE Vi V= ASVE
a 2.5mg [¥ >~ V] 5Smg [~ I
i - FIE . . p— o
(L) B O FdE FOEBA Y OFE
*® % ] # %= A T
= 601|081
TR 4.8mm 5.9mm
K& S| EBE 6.9mm 8.7mm
JF& 2.0mm 2.6mm
B 80mg 160mg
g —F
(PTP) SAM 2.5 SAM 5
4. HEEXIIZNE
OFIELE
O
5. #BEXII®RICEHET 5FF
RANIBREHDPRIETH L7200, BERERET LAY

TEFLUIE I IR RATE T & 00

6. AEARUHE
(S MEFE)
WE, A 720V e LT2.5~5mgx 1 HIMFREL]
B9 5. B, JERICE UEEHMT 225 2EA 15 7%
BAIIFIHIE0meE THET A5 2 LA TE 5,
HE. 6 Eo/NRIZiE, 7o ELC2.5mgE1H
AR S350 B Fle, ARIE. ERIC &0 85 R
T 5
(D)
WHL. AT Aa Y E s L L Chmg#x 1 H AR 1#% 5
bo B AERIIS DEERIRT 5
7. BERUHEICEET 3ER
6% UL ED/NBEANORGIZE L Tid, 1Hbmgz BB 2w
s

8. EELEFRIEE

8.1 BEEMFRICESCOTVEDNDHLDNDL I ENHLHDT,
EITESE, A O ER e 0 ) B 2 e 521
HESELT L,

8.2 AFNF ke B AT < Fe Gl b AR 2 B R
HRBDHHND DT, RFHGHILRIMORELEA 2 EHT
LEIE, AR ICRGHRICRET 542 CEEICKRST 5
Z &

9. FENDERZ2FI2BEAICETIEE

9.1 AHHE - IEEZEDH 2 BE

9.1.1 BEICMENKVEE
EHIZMEDME NS 2 BENDD B,

9.2 BRpEEERE

9.2.1 EELBREEEDHSBE
B LR RE DM T 55 2 2 03 B

9.3 FFikpEEERE
BRI IMEEICRS T A2 . mAE (10mg) 2BWVT
BEH ORHRIE E 2 BENDH bo AENTTINFCrE
END 72D, M 0 Gk 5 K OF I A i B - [ il A
TR (AUC) AT 2292, [11.2, 16.6. 18]

9.5 1Ti@
I AT L C W 2 W R0 & 2 I3 53 2 B 12
3. IR LEOBE SIS GRS LS DB A0
AT 52 b BIWERTIFERIN RS 3 2 LRI
KO ASIEE S 2 2 E D 5N TV S,

9.6 RILIF
IR OHE RN CRILEROE R ZE L, ROk
iR RE TS5 2 ko v MEALRABITT 5 2 L AR
ENTWw3Y,

9.7 hR%E

AT, Frall. LRI RHOE 2R & L
7R REBR LT L TV e v,
9.8 =iE

BH®E (2.5mg/H) oG %MGY 5 7% SEEIIHRG T
HZlk, —RICBEORTEIIHE L 2V ENTniE, K
PN EhRE SR C ML AR 258 < MR IR EE P 8 & < 7 B 1|
MDD SN TW3Y, [16.6.38 ]
10. HE1EHA

FHN ORI & L TEWABEERECYP3A4D G- L T
HEEZLNT WD,



10.2 BEAEE (BFRICEERT S L)

FRBE BRIRAEIR - $5 i 5 W - fakRiE T
FEEER 2 A3 535 | BIEERAHEM S N2 B M E ISV & B3
TN DD, LBENND D,
CYP3A4BHZEH] ) 2a< Ay ROV | KR ORE DA
Ty RAuYA TV WVFTE L LRI L IZBHE S AT REN:
INFTEL D RFNOMAFEED B\ DBEZ BN,
RN AL DWEDND L.
)y~ hLpen -
rFEIV
A ~NTaF =V
CYP3A4:F5E 7] ARF) O I R FE AT 3 | AH O ARAE S
DRIV ASIVE LBENDD D, NHWEEEDE 2 5
n5b,
T =T IN= T 2— | KEOBETAEHDPEER S | 7L =T 7 =12
2 NorBENNDH 5, o F D WG HAH

ORHEHEL, &K
A O rp i b5
S HARENDE RS
b,

SUNAYF T YNAY F v 80mg (B W IIARHTH 5,
WARKBOERE) Lo
BEHIZE D, oy
F ¥ DAUCHTT% 5 L
7L OHEND B

F o) LA PERICE D 70 A A |\KFEY 70 LA
OIMHEREA A L B 1d, EELTCYP3A4
EESDY 70y LADN L) REENL
ATERD» BT 2 B2 0|0, FHICEY Y~
B bo PEHERZIE S 7|0 A ZOHH#ATE
0 A ADMARE A €| E SN LTRSS
=y =L, LEIBL T2 HND,

0y AAOHEEH

ByHZ b,

1. BMERA
ROBMWER DS S5bNDEI LD LDOT, BEL 51247
W BEDSED SN A IS R kT B 2 Sl ) 2 L
HEITH) 2 &,

1.1 EXAEHER

11.1.1 BUERFFR CGHEARH) . FFReES. &E (0. 1%Fh00)
AST, ALT. y-GTP®O LHE% 1) BHEREREDH 5 b
LHZEDRDH D,

11.1.2 \|EERERE (FHEAT). BmERED (0.1%AK0m). I
RIS HEANER)

1M1.1.3 BE70Ov 7 (0.1%A7)

Bk, O FVEOMINERDS D HbNLZ LD S,

11.1.4 HERUBBEFE GHEAD)

AR, B, CKES., Mk RF I+ 7ae s B4
E D HbNTHEICIE, #HE 2L L. YR 0RLEY 1T
Z ko E7o, BRRURUREIC & 5 AMEBREE O SR RS T
LTk,

1.2 ZOOEEAR

0.1~ 1%k 0. 1% AT

ALT. AST®|y-GTP 5., #E HEK

- N
B 4. Al-P, LDH
D L5
YL 3Ty . AN, B 1Rk

(B BHTEIAL | 3 E T ay 7, |

). R U | IR OEARE), S,

KT HEIR

- DFE - SOOMRG, JRE AR SOTBIEE, AR,
BT &L WG - B |BEE HEASMERAEIR

BTG (R, |8, THALAN R, - | %

Wi A, - M i HRAE ., HEAE A5

R gs, IEgm. 5

W %%

o R TUAE R

isEL]

VT =y bSO FhiEEE, PER

PR - THIBEIR PR | e

. RE b, R

HEARBE

MmEa L A5ra—uk

. CKES w s,

WERRIR R B

Rtk

RIMER, ~E 7 0 |Gk

M v HIMERORFEA. |

MLERESIN, 453

e

H1kas

BUN.E5
WK - G

Vi

1~ 1% 0. 1% ™ B
Bl % THHE. CARE. Jo| ZIABE, IE
g HLBEE %, MAERIE
[1fgE GERLZ X 1) SR
YiEB L O, B0, ES, [ oA blmg . i
BRI, WRERE. | B BE. fE
7. WL FEEL MRS B, ARERA.
WOV R, S| . G
B L, M)y

N
FED 10mg ORI & ) EHEEIC R0 S5/, 9.3, 17.1.15H]
TE2) SEHUBEE XM ST,

13. BEHRSE
13.1 fER
WEORMMBEIRICED, Y a v 7 2&0E L WIIEKT
EREER R T ZEDH B,
13.2 &
PR R AR I e Vo ARFNIE LG AR N0, BT
IC X BBEFIIHFENTIE RV,
F 7o, RABRAEZICEER 2GS L2sE. RFIoAUC
1299% A L. IR £ Tl49%m A Liz-2 L s, R
Fl a5 G- O WG E & L CIEEREG2ERTH 5
LB ENTHLY,

14. BREDEE

14.1 EFFANBFOZEE
SFEIBITRDICHHT A 2 o SEIRICHEHT A5 EI2IE,
NGO E30H DINICHEH T2 2 &,

14.2 FEEIZHFEFOEE

14.2.1 PTPAEDFHFIIPTPY — M2 S5H Y H L TRHT %
IIIBEST L b, PTPY — FOBRAKIZ LY WOSifaEEs
HWHIEARIA L, I35l B L TRt S0 EE
LEPEXHRT A LD S,

14.2.2 A##PTPY — b LIZHEA S ) L THRET 256
. R BE#IT TR A L O RET LT L,

15. ZDMOEE
15.1 BRERERICE D 1§58

ERBALRIZH 5 2T vds, RANZ L 2 IHEEF I LHTZER
AENR (CEEENT ) PAONILOMREDDH L,

16. EYBEE

16.1 MRE

16.1.1 BEERE
TERERR 2060127 20 2 ¥ v & L Cl0mg# Hilal# 5 L 7z BE o it
FIEE DT Coaxs AUCo s M ONT 0l ZNZN8 . 0FER] (o
fili). 5.84ng/mL (F39ME). 278ng-hr/mL (FIfl) J 035 1K
B CEgE) Thh. FEA L E L 288, A Th 72",

16.1.2 RE#®RS
EHE N6 CPIE#S3.5m%) \[C7 APy & LC2.5mgk
TH1E4H B RAE#RS LSaomEh 7 oaa Y ¥ Vs, %
H6~8HZICERIKEBIEL., UBOBEIEIRD N7z,
w5 H (14H B) OCuut FAUC)-amld Z 112 113.5ng/mL
K& U%61.8ng-hr/mLT&H 1. #FEL8 (1.4ng/mLK& °19.3ng-
hr/mL) OF3ETH o 70 Bk, Mg PR L. %
Hapk5H HI2130. 24ng/mL & 72 5 729,

16.1.3 EMFHIEEMHER
7LOYE EEmg [H2 K]
T7AaYY UEEbmg [ K] & VINA 2 $bmgk, 7 0 A F —
N—=EIZ X ) FNENLEE (720 P Y U5mg) B AT 124
FHAHE PG L CigE i R RRE 2 BE L. B o3y
g/ T A — & (AUC, Cuw) (2D2\TI0%1E HEH X [ 12 THERT
TEHT % 4T > 7245 % log (0.8) ~log (1.25) OHPHK TS 1. W
F oK R SRR S s

(=
71

W

>

Z Ot




T7AaY Y EESmg [ K] 550 MR
(ng/mL)

3.0 r
m 25 —o— TLAUVE EESmg MUK
%E —e— J)VNAZEE bmg
7 207 Mean+S.D., n=24
I
i
v 1bt
¥
%
1.0+
Ji
0.5
0 O L L L L L L L J
0 12 24 36 48 60 72 84 96

G- # IR (hr)
HEWERE ST A =¥

AUCo06 Crnax AUC. MRT Toax | Tie
(ng-hr/mL) | (ng/mL) | (ng-hr/mL)|  (hr) (hr) | (hr)
TAaYE | 95.783 2.553 115.342 | 33.819 7.4 |36.3
Smg [H >~ F] | £13.994 | #0.496 | +18.447 | *1.755 | #1.3 | #5.0
J VIS 7 §E 90.727 2.359 107.676 | 33.244 7.0 | 35.0
5mg +16.711 | +0.520 | £20.639 | *1.665 | 1.2 | +5.2

(Mean%S.D., n=24)

MR ONNZAUC, Conf D735 A — 5 1E, BiBRE OEIR,
RO TR S, - BRI O RBRAE 12 & » TR DU REMD S 5

16.2 RYR

16.2.1 REOHE
R AT 20y e L Chmgk 7 0 A4 —/N—ki2kh2e
JERE A | AR 3R S L 723 & OB EIHE ST A — ¥ 12
EEIIBEOLNT., TAaTErOWIUI KITTEHOE LD
Wb DEEZSNLY,

16.3 9%

16.3.1 MIFEAKEE
b MASEERM & OFEEHIZIT.1%TH - 727,

16.4 X35
FLRPRHEII e PO ) OV BomLLzY) ¥ Bk
B OZFDBALIIL T 3 /5 THh 5720,

16.5 Bttt

16.5.1 FRepsEH
fEHER NGB 7 20 Y ¥ v & LC2.5mgiEbmg % AR 1% 5-
L7z IRAICRZILEE L TR SN E& 1/ E L, T
NGB W T IR RZELAREEM SR 1335 552405 1 & Tl
5= D#3%, 14400 £ TITH8% T - 720 F722.5mgx1H1
[F114 H BEEHE S L 723 E O R HEIEER I3 3 5B 466 H H CLEITE
FHIREEIE L, 60 HUMEDLH Y472 ) 0 RZEbAO R PRI
6.3~7.4%TH 72" 17,
HERE R A2B 2 HC-HE3 7 40 ¥ ¥ 2 15mg % B LRS- L 723
A G120 H F T2 G iE D59 3% R i, 23.4%I3 3
WHEME S A0, 35272 B F T o R T RE 9% 08 R ZE AL IR T
Hotze FOMIIEDH N HD SN FHEAT— %),
LGB, SNHRFWICIET L2V EYE Lo CEMEHRIIRD S
nTwizn,

16.6 FENDEREH I 2EHE

16.6.1 FFikpeEERE
e NI ZE B (Child#HAB) 5Bl 7 20 ¥ & LC2.5mg
G L 723 A O M iR I NS g 85 X — 1
HIROFEDOEY Thbo MR L, 57280 5 o i ik
JEREFIZ LR L, Trow AUCIZRREMZ R L0 E B30
D ENL Do 7=, [9.350]

(ng/mL)
51
* JFEERRERE (n=5)
s ° RERA (n=6)
o ]e %p<0.05
h Q, Mean+S.E.
# 0.5
B
Y\*\
0.14 g
é 1’2 2‘4 4‘8 7’2 9‘6 12‘0 (BsFE)

# 5 % & H

T inax Cnax AUCp-w T
(hr) (ng/mL) (ng-hr/mL) (hr)
SFpEREE SR | 7.21.2 1.9%0.2 104.0x15.5 | 43.0=8.0
A 7.3%0.4 1.64+0.07 | 68.1=5.4 | 33.3%2.2
HREAMSE ‘n.s.
Mean+S .E.

16.6.2 /N2
SIMEFERZICT7 20V & LTIHL.3~20mg % ik 5- L 72
THEFSEYBRERE O R, 2 ) 75> A CFIYMH) 13, 6~12i%
(34%1) T24.9L/hr. 13~17#% (2861) <T27.9L/hrk 52 & 1,
BB BEEREETSH - 722 FHEAT— ),
E) NEEZIZBW AR ORR S N1 HETHE1Z2.5mgTh

Do

16.6.3 =&
BAEFIMERE AL (F2, K4, FIEKTI.7H) 1270V E
v L C5mgx HAl, L OSH MRS L2 a0 e 5
A—=FIROMEY) Th b, HEEEG L2GE. HEEERA (56,
SFIEAER22.37%) 1Ly Coaen AUCIZAEICEE %R L7275,
Tl BEEIIBRD SN h o oo SERG I EES O MG
H7 20V BEIEEEE LD LR LD, 2085 —
VIEEEGEIENLTBY . BELE TEOERIEINT L@
FOLNLEDo72Y, [9.821]

BAE S M AE R AR
Hilmde 50 | OB | Bl 50 | BOERS-R
Cuax (ng/mL) 4.24+0.08" | 14.9+2.2Y | 2.63+0.35 | 7.51+0.32
T (hr) 7.2+0.49 | 8.0x1.8 | 6.7+0.42 | 8.0=0.7
Ty (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 : 0~48IH:H]fi

“p<0.05, "p<0.01 (vsfdEEH)

16.8 Z D1t
TLOYE§E2.5mg [ K]
TATYY 52 5mg [V R, [E&EDSR% 5 R E R
DEY N E SRR T A R 94 > CPRISHEILH24H 1 3 &%
H5EH1124004%) | 12D &, 720V Vigimg [V K] %
BERIF) & L 72 & & BRIMBEAEE L < AEWFEICFSE L Al
anr,

17. ERERRRHE
17.1 AR VRESMICET 258
(B IMELE)
17.1.1 ERSE LHEHER
74ouY ¥y L Comgx l HIEISHEE &S #12. PUHE I 23
140mmHgbl |- % 7R #3056 % 25T ¢, 7auYE Yk
L CT10mgX 1&5mg# 1 H1M8H i #% 5- L 72 & & o YL 1 1 £
N=Z 74 D bOZbmOTHMEIX. 10mghfT13. 7TmmHgD K
T, bmghfT7.0mmHgDIK T CTdH b . WA ISHETICE =R
DA LNz,
WM B % & O RIEH O FSHRIE, SmeET133.9% (6/154
%) 12, 10mghET139.9%(15/15161) (238 57z, & (10mg)
PG IR AT VR T S 4, 10mghET3.3% Tdh o 727,
[11.2%04]
EH12, MR E LCEBLZENHRSRBTY OV E L
L Cl0mg#% 1 H1EEE L Co2: %5 L 72 B, W@ e o <X —
ATA ¥ HSOELEOTFHIL, 15.6mmHgNIETF %7 L7,
17.3 201t
17.3.1 FERBICRITTHE
BERRL % & T IMEAE B #4306 (B9 LL T 2570 ) 127 4
oy ¥y & LCIH1A2.5~5mg (—HOMERIZIE7 . 5mg ¥ THé&E
125 BHS L C ORI AL EEL 52 h o2,

18. ExpIEiE

18.1 {EFAHER
ML D BEEAARGENE A V27 5 F v ¥ 2 VIZHERIICHE A& L.
HIBENA~DOC" DA A A S5 2 L2k b il <o A i
BEOTHEMEiEsEb, NV AEEHORERIIBRETH
D FEBITH B0 /o, OEPHIPEINZES < SRR D
%hfv\%m‘ 17>O

18.2 BEE1FA
FREIMEFEE 7V (RIE BRIEE T v b BT A X)
2BV T, B S CHLE T RO FEB AR TIE R 25 &



W EAEBD LN TE D, RS T IO RB L 2w &4
FHLNTNEY,
18.3 BME IS DIMERHEADOIER

B ZMDahl T v P27 A0 V¥ » EL0ER L EE RS 5
S ORI YL A HUE_E B R W BB IR O AR A 7 1
T ¥ U O MR S 17

B B SR IE 5 v M 2T AT Y ¥ 3me/ke/ H & lifr
FHIEICE Y, ME ER OB OE GRS S, %
oo DO, HORIEIR S, HRIERBR, FRAE
EEDORTEDTEE b VIS I S e D),
18.4 FidoLAE(ER

Hith T MOBIC BTy L AR O LA R % P
W, T AU Y BEC R B T O 0 [
fE3E & 11, HLIRAICa B O RIMASBIRI S o HUBPIATPE B O°
JLTF ) VRO B S, G REERAR Sh7
A B 50 T A28 dp/ At O SRR 1315
FL. OHBEHER LR LD 2,

19. BRSCREY 2EMLEAR
—RgEY& TR
T Au VY RYVEEE (Amlodipine Besilate)
tZ#
3-Ethyl 5-methyl (4&S) -2-[ (2-aminoethoxy) methyl] -4~
(2-chlorophenyl) -6-methyl-1,4-dihydropyridine-3, 5-
dicarboxylate monobenzenesulfonate
SFR
C20H2sCINOs5 * CeHeOs5
FFE
567.05
MR
I~ E A ao&REOBR R TH 5,
AZ ) —=VIZEIFRT . 87— (99.5) IZRREITIZL,
FRIZETFIT L v,
AF = ViEH (1-100) I 3HEEMEZ R & v,
1LEEEN
me N o~ N
o J_| 0__CH

H:C™ i\H SOsH
0] 3 0] :
L Cl
©/ T OSSR
i

#9198 (57f#)

22. ‘@
(PLOPEEE2.5mg [H2K])
100%¢ [10$E(PTP) x10]
5008¢ [10%E (PTP) x50]
700%¢ [14%¢ (PTP) x50]
5008 [, /Y]
(FLOYE§E5mg [H> K])
100%¢ [10%E (PTP) x 10]
5008¢ [10%E (PTP) x50]
7008% [14%% (PTP) % 50]
5008 . 237 ]
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