2023 12HEGET (81RO K17

RIMMERE - POIE SRS

HAEER S HES

872171

Gt Calaing
[NV 1= T

BAZERA 7LOVEYRYVEHEOEARRIESE
PLOZESOD#:2.5mg "ZE.
PL05ES 0D 5mg "ZE.
PL0OZSES ODs: 10mg " ZE.

AMLODIPINE OD 1aBLETS
B | BIRRE OD#$#2.5mg OD#$E5mg OD$#10mg
BNERRS ¢ 34F AREFES [22100AMX02079(22100AMX02100|22400AMX01323
) ERE-EMEOMAEICEVERTIZ L HRFERR I 2009£11H 2013%E1H
(OD$210mg)

2. ER(ROEBEICIFIFSLENT &)
e Ry VR AN LBBREDBER D H 5 BE

3.1 #8A%

7L Y¥ > ODsE
2.5mg[ ZE)

7 LuY ¥y ODEE
5mg[ZE]

750V ¥ 0D

e 10mg/ZE]

HRE 74u¥
EURYVIVEEE
3.47mg

HRE 74uy
EURYIVEBIE
6.93mg

HE 740>
YR IVERE
13.87mg
(7ruv¥ry|(vruyv¥y|(7oavy
L1 T25mg) | &LT5mg) & L T10mg)

Ry - e
(18Er)

D-v = b=, fEREILO—A, ZJOARE R
Vs TANNTF—L(L-7 V7 I L&)
-XY b=, ZFT7Y VBT R T T L, BHES

=

=

A

3.2 EHRlHIK

7 L0V ¥OD§E
5mg[ZE]

7LAuY¥yODSE

. 7 LU V¥ OD§E
A 10mg[ZE)

2.5mg[ZE)
=X iy

e
®| g | gﬁg P | s 0 a8 (D nse)

S161E10

= O &
g I

[E—

S

$% (mm) 7.0 8.0 8.5

A e () 2.2 34 47

i £&(mg) 100 200 250

Bala— k| ZE25, 2.5 ZE26. 5 ZE24. 10

4. SHEEX [F3h5R
ORMERE
ORIV

5. MEERIFHRICEHET BER
FANIRERESBIRTH 2720, BREABIBELET IARLE
SOOI IRV TE 20,

6. FHERUAE

(OD#£2.5mg. OD#E5mg)

SIFERE
WE. RAICE 709 &LT2.5~5mg% 1 HIEREO#
533,
B ERICE CEHERET 22 BRATSHEEICE1IE]
E10mgE CHBITHIENTE S,
EE. oMU Eo/NRICIE, 74V ELT2.5mg%E1HL
EEO#%59 5.
B, Fh. BE, ERICKDEEEET 5.

BOViE
BE. RAICR7 L0V & LT5mg# 1 HIEREOHRET
2o
B, AERICIE CEEERT 5.

[ShiilE=nd
EE. RAIKE 7 ATV & LT2.5~5mg# 1 H1ERO%
535,
B, RIS CHEEERT 25, WRAHAREEICELIE]
E10mgE CHBITHIENTE S,

WDViE
BE. BRACIR 720 ELTomgE I BIEROKE S
Do
B, RIS CEEET 5.

7. BERUREICEET %538

(OD#g2.5mg. OD#E5mg)
OB EDNEADEEIZELTIE. 1HSmgaBA RV &,

8. EELBEFIER

8.1 BEEMFHICESKDEVENFHSDLNLZIENHHDT. &
FifEE. BBEOEREEREH S BRZRET 2BRICIIER
SEBHT &,

8.2 AANF M AR A & < B Gk R b BIR B ERD R A
ROLNZDT, FAEREHIERICMOBRERZHERT 2L E
& AESCICHRERRICEET 20 CHEIIKRET A L,

9. BENDBRZFIDIEEICHTIER

9.1 G - BIEFEEDH 2 EH

9.1.1 BEICMENKEVEE
ELIIMEPMERT 2BFNDH5,

9.2 BikgEEEEE

9.2.1 EEILRBREREZEDNH3EE
FBEFEICEWBHREPE TR T 52 &0H %,

9.3 frigeEEERE
HERICIIEEICRST A2 L, AR (10mg) 2B W TEIME
FAORBEEIEL L5 EEFH 5. AAIIZFEE LTHET
RNz 7-0. MHEELRIOER & O 8 5 - fh iR
THEEAUC) PRI 5 ENH 5, [11.2, 16.6.1 BE]

9.5 1FiF
R IIIEIR L T W AR O H 5 7% 5T 55 &1,
WELLOARESEREE LR S SHE SN B5EICOAKRE
T5Z &, BMERTEEREICKRET 5 & ERARK R 0915k
BEAPEET S ENRHLRATVRSY,

9.6 #I.I®
WELEOERERCBIARBOEREZEE L. ZIALOMEE
WEHIEEBRHT AL, & NREAFRARBITI A ZEPRES N
TWw32,

9.7 INE
BHERER. HiER, ARG RBONREZNRE L
g REBRIE SERE L T L,

9.8 SHE
BHE(2.5mg/H) o x5 2MBd A EEEICRET S
L, ~RIGEBEORTEIFE LS AVnEINTWVS, AHNEIE
RETIHRESEL . MHEELEEIEL R 5EMPED
5NTWVW3BY, [16.6.3 2]

10. #8E{EA
AAIORBICIZEE UTENRBBHACYPIA4HBEES LTS



LEZONTVWS, 0.1 ~1%FKm= | 0.1% K= AN
10.2 HEER(HBITERT DI L) HibEs DEEE. E OB, BIER| R
HHLE EREER - IEBAE | BF - ERET . MBS - TEM: | B, RA - 8K
BEERZET 5% | BEERSERSN | HEICEHA 2R 8.k [E 5
il BBENDDH B, BBENNH B, i, ON%.
CYP3A4RHZEH] Ty RAavA UKk | AKROREBHIHEEN IR, B
IV RAATA Y | OVLFTELED | ICHES N B HEMH 2
ILFTEAL PERICE D REO | HEZEN S, - BiER HREILE. | EER. A
JbhFEL MmHEEENS ER LUK R, 5% W
ZALT M LY | EOHEDSDH B, WK - AFESS | BUNLF JLVr7Fv | HiEEE. B
LY rFEL bR HR-® | REE
£ +5aFry— MR, RE
S WA, RIBIm
CYP3A435EA AFEN DI AP EE AR | RF O RBH L S i, R &
V77 8V VE | RITB2BZFNNH | NAEESZZS =]558
= n5, RRE mEa L s
TV =770V —=" | KEOEREERADPE | L —TT V=D o—JLER.
Vai-—2R BMENDBENYD | GENHRDHARA CKLH. &if
%o ORBEMBEEL. &K B OBERRE .
Alo M iEE» LA R 7 K 5
TAHUHEEIEZS 1%
N5, itk FIMMBR. ~E | M/MRED
SUNRYF IUNRYF U BFIRHATH S, savry., H
80mg (BEINEKRAR I Bk o A
ODEHRE) LB =RIIEZS =N
IR I AY &4 83
FDOAUCHTT% IBOE 5 ZIHFE. LA SR, @
LR L EDWED BRZ . i@ | E R, mMEF
H5, BORE JiEH
ZraY LA FHICKDY 70y | KFEYT7TY LR e GEAICED)
LAQMmpEEA LR . £ & L T R AALE
L., BEESDY | CYP3A4ICE DR Z Dt 25BER LN, B LA E.
raV) AZORWER |#sns7-9. HtH &, BB, BIRE. BX.
PRETHBEENAD | ICLDFZ 7T LR Him, BRER (KEHEM. &
HBH. HHAKICIRY | OREPHESNS WO, M. E=EED. ERE.
70 LAADQMHE | AEEESEZEZ 5N HE, BOE | KEEa
EEE=Y—L. |5, TR R
BBty ruaY BEEEE. £
LADRHEZHFHET . Mmdhy
5T E, 7 LA
11. SHEE FDHEEBLTI0mgE2HRE LB, BLHEETRD SN,

WROBWERAH6bNBZ ENHZHDT. BIEZTDITITWV,
BEDPRD SENIIGHICIIEREZPIET 574 @) 2 0LE 21T
5T &,

11.1 EXGEWER

11.1.1 BIERTR (BEEEARA) . FREEEEREE. 78 (0.19%K )
AST. ALT. v-GTP® LR2Z %> FFEERESHSbN D
ZENH B,

11.1.2 SEEBRIBRAE (BEERH) . BIMERGEA (0.1%K1) . MR
B (BHEAHR)

11.1.3 BEJOvY 7 (0.1%KH)

BRIk, DFVEOHHERSHS5DNB I ENDH 5,

11.1.4 #EINERRIARAE (SHEREH)

PR, B, CKER, mMHRCRFPIATuey FREN
HoHbhIGEIE, BE2HRIEL, BUZMABZITS I &,
F7o. BMEHBEEIC L 22N BEREORKEICHER TSI &,
11.2 ZODEHER

0.1 ~ 1%

0.1% K+

B

JFF I

ALT. AST®
EF. AR
. ALP.

= N

LDH® k&

v-GTPLER.
i

K

1EBRas

FEED, 13TY
(BARR . PHHE
L&), BiE.
IMEET

v . HA A I
fa. AR
BE7av 7,
Elk, OFE
MHEh . k.
SRR

R - MHER

HEV - 5LDD
&, U - BHE

R, RE.
R iERE

[oEBE. A
AR HER S B
AEPR

[9.3, 17.1.1 ]

E2) FBURE I EARERE 2 &t

13. BERS

13.1 fE4R

BEORMEMEMRICLD, YavI/28CELVIEKRTE
REESHREE T EPH 5,

13.20&

RENZHEREEIZV. FRIREAHERIEVZO, BITIC
KBBREREHTIEE L,

7o, AARABERICERREZRE LZBE. RAIOAUCK
99% A L\ ARFH2K 12 TlR49% WA L= Z &2 5. AHl#E
ERGROMMEIHILE & L TEERESPENTH 2 L @E
ShTnaY,

14. BALDEE

14.1 EFRREFOER
NERIEDIHERT 2 &, DEIRPTCEZEITRET 25E
i, EBR e RITRET S &,

14.2 FRIZMBTFOER

14.2.1 PTPRZEDOEAFIZPTPY — b 6O H L TRAY 5 &
2HEIT S L. PTPY— FORRERICK D BEOLHATARIE
REARIA L, BT3B I L THRAXEFEOEE 20
EEHHETHIENFH S,

14.2.2 KF|ZPTPY — b XI3HA SHID H L THREFT 2 H &1,
B KBTI TRETSE5HHITH L,

1423 AFIFEO LICOETHEZRBESE 2 LHET 5720,
Kie LCIRHTIRBETH %0 F/2. KTRATA2Z LB TE S,

15. ZOfthDER

15.1 ERARERICE I 1ER

ERBERIEEA S 2T, RANC & BRPITDHEERR
BIR(DERFEHNZEC)PARONTEOBREDH S,



16. ZEMENEE

16.1 MFEE

16.1.1 BORS
BERA2061IC7 0 Yy & LT 10mg% BEES UKo
MAEFEE D Tnas Crnaxs AUCo1as X Ut12ld F N Z18.00F
fE (FPoefE) . 5.84ng/mL(FfE) . 278ng - hr/mL (EH{E) &
O35 1R (FIfE) TH O HAEAEHBK LR, FAkT
Ho1%,

16.1.2 RiE1%S

R AP (FHERK33.5) ICT LTI ELT2.5mgE
RERORS (1H1E148/8) LiZGAomER7 L0 Y8 #
Elx. #56~8HRBICEFREBIEL, UgoEREIAD SN
B oz, BEEEH(14HE) OCrax X FAUCo-2ancld Z NZE
N3.5ng/mLKET*61.8ng - hr/mLT&H 0. HEEE5E (1.4ng/
mLK&019.3ng - hr/mL) OR3METH > 720 HEGH I, MF
REEIEEE L. 5 1IE5HBICI30.24ng/mLE 72 5 729,

16.1.3 &£EYZHEFEHER

(7 LOYEVODSE2.5mg[ZE])
740 YV OD§2.5mglZE] & 7 40 Y > OD§E2.5mg % .
JUAF—N—(ICLDZNhZFNRIFE (7L ELT
2.5mg) A B FICHR%. Kb D RUKE UBEERREORS
LTI RE(LAEEZRE L. 85N BYEE/IST X —
% (AUC, Cinax) IZDWTIOBEFHR LI THREHET 21T 72
R, 10g(0.80) ~log(1.25) DHENTH V. WAIDEY¥EH
FEHEASHER SN,

EEREIST X —%

HIEIRT A —% SENRTA—F
AUC -7 Chnax Trmax ti2
(ng - hr/mL) | (ng/mL) (hr) (hr)
K | 78I ODE
+ + + +
% 2.5mg[ZE] 50.6+12.1{1.40%£0.25|7.1+1.5| 41.9+7.0
§ 7L YODIE | 5301106 1.51£024 | 70£1.9 | 41599
2.5mg
K | 7LaYEYODSE
+ + + +
,E 2.5mg[ 7] 455+11.1 |1.19+£0.29 | 8.8+2.9 |43.2+14.1
ﬁ 7HuTYODIE | 4o 4100 | 127£032| 9324 | 409496
2.5mg
(Mean=£S.D., n=20)
(ng/mL)
o r
35 [
—e— 7 O Y ' >OD§i2.5mg[ ZE]
im 3+ —&— 7 103 > OD§E2.5mg
f Mean=8.D., n=20
7 25
N
a 2 I
£ 15
05 [
0 1 1 1 1 1 J
0 12 24 36 48 60 72

#¥fi (hr)

KHOFEBROMFEHT L0 DY BEHRE

(ng/mL)
s

35 [

—e— 7 L0 Y &> OD§E2.5mg[ ZE]

—4&— 7 LAY > 0D§E2.5mg
Mean+S.D., n=20

3

WMEE\V OIS NBHE
N
T

B (hr)

Kz L GROMSEFT L0 YV BEH#R

(7 LOYE~ODiR5MgZE])

7 50 V¥ OD§E5Smg[ZE] & 7 41 Y > ODsEsmg %, 1
AF=N=EIC D ZNZNIE(T LYY & LT5mg) &
AR FICEER. Kb RUKZ LBEEORS U TmiE
FRRZLABEZHEIE L. 85N -BYEE/85 X —4% (AUC,
Crax) I W TO0BEHEX ML I THEHRT 217 - 72552, log

(0.80) ~log (1.25) DEENTH 0 . WA D &R S
RSN,
ENMIIE S5 A5

HEINT A =% BENRT A4
AUC0-72) Crnax Tmax ti
(ng - hr/mL) | (ng/mL) (hr) (hr)
KN 7AmTEYODE | 0394145 2544045 | 72416 | 433499
Y Smng]‘Eﬂ
# 7LuYYODSE o5 14181 |2614054| 7.6%1.9 | 41.6+7.5
Smg
KN 7AmTEYODE | g 44134 2124041 | 77418 | 392454
o A —
i 7LuYYODSE | o)) 4180]238+061 | 7.8+25 | 38.3+7.3
5mg
(kH VS5 : Mean+S.D., n=17)
(A7 L#5 : Mean£S.D., n=18)
(ng/mL)
Ve
35 [
—e— 7 A0 Y E > OD§#5mg[ ZE |
mog b —&— 7 L0 Y > OD§E5mE
f Mean=+S.D., n=17
7 25 [
N
[m} 2
o
g o5
0.5 [
, ‘ ‘ ‘ ‘ ‘
0 12 24 36 48 60 72

R (hr)

Kb D HBEROMBERT L0 D BEHR

(ng/mL)

.

35

—e— 7 L\A Y ' > 0D$E5mg[ ZE ]
o5 —&— 7 LL0Y > OD$E5mg
3
Mean£S.D., n=18

i L
7 25
L
o 2 r
s
>
-
= . b
i 4

05

0 Il Il Il Il Il I}

0 12 24 36 48 60 72

B f (hr)
Kz LESROMEHRT L0 DY BEHR

MEEFEEETICAUC, ConxBFD/8T X —F 1%, BHEREDR
W FROREEIE - R EORBREMIC X > TR 2
BH%

16.2 ORIX

16.2.1 BEOEE
BFEBAICT 0T &L To5mgas 7 H AL —/N—JRICKD
R NI BZICHEEOKRE L2 BE0OENFEINT A —F
ICEBZRZDONT, 7200V VORI KIFTEREDOR
B DEWbDEEZSNBY,

16.3 71

16.3.1 MPEEEESE
b MIFEER & O/ARIZI7.1%TH > 7219,

16.4 {5t
E-5RPAREMEAIZY e Fuy YU BOBLLEZYY DU B
BEOZF OB T 2 K TH - 721,

16.5 HEitt

16.5.1 Rep#Et
R AHIC T LAu Yy & LT2.5mgXid5mg % BE %
BELUIZIGA. RPICREAE LTHRtsn s8] &13/ha <.
WTNOHEBIZE LTS RPRE(LATEIRIG 5% 2400
FTIHREBOK3%. 144 E TICHN8BTH - 70, Fi-
2.5mg#x 1 H1E14HMERR S L 725E O RPERER I 5 H
HBOHETIZITERREBICEL. 6HBMUEOIHYSZ D ORE
{LIADRPHEIERIZ6.3~7.4%TdH > 7z,

Fio. BERA2HICUC-T LYY 15mgE BEREO#RS L
25, BE5%12HE TICBRSBETRED59.3% A RH1223.4%
MHEPICHR S N, BEBRT2HE E TORPBEEEDI%H R



EBUETH 57z ZOMICOBOREYAERD ST (FHEA
F—%),
BB, IHREMICIETLUIE Y %2 Lo SEMERIZER
S5NTWVZRW,

16.6 HEDERZEIDEE

16.6.1 FHKEEFEEEE
RAFEZEE (Child A, BZS52)5lic7LadEr &LL<
2.5mgZBEREOKRE LIGE0BYBHRIINKR RO LB
THoz. BERACHEL T, HE572BEZOMTEENE
BICER L. tos AUCRRPEEZRLPEREZIIRDS
Nzhr-7:'2, [9.3 2]

5 °]
§D oo FHEHERERE (n=5)
< 00 fZERM A (n=6)
i1 § 1 p<0.05 (t1R%E)
IR FofE L
O]
0 05
3 7]
~
#+
g T
0.1 T
612 24 8 72 % 120
# 5 %R EFE)
Trnax Crnax AUCo~w ti2
(hr) (ng/mL) | (ng - hr/mL) (hr)

frkpERERE | 7.2+1.2 1.9+0.2 104.0+15.5| 43.0%£8.0
[EE N 7.3x0.4 1.64+£0.07 | 68.1+£54 33.3£2.2
S E + iR
BEEME ' ns.

16.6.2 I\
EBIfEEREIC7 LYY & LTIHL3~20mg® % i &%
S5 U-BEMEMBERBROKER. 71U 75> 2 (CFHEE) X,
6~ 125% (34%) T24.9L/hr. 13~ 174 (28f) T27.9L/hr & #
ESN, BAKLBIRHEEFAETH > Y HEAT—%),

E)PNREZFICBOLTAFORZ SN HEEHRIZ2.5mgTH
%,

16.6.3 ShE
ZEBMEERE (B2, &4, FHERTI.7TR)6FlICTLaY
¥y e LT5mgZzBE., RUSHRMRERORSE L Hank
MBEIIRDOEBY TH oz HERE LIBE. BEMBER
AN(BE6. FYERH22.3m) ICHE L TCrax K CAUCIRERICE
EZRUED, LRl BEZRED SN > T. RIERSEIC
ZEEEOMET 7 20V EBERIEFEELDLEHERBL
T, FONRY—VIEEZICHNLTBY., BEETZEOE
BAEAT B IERIZED Shkh -7, [9.8 BE]
EEENFERE EEBERA

BERER | RERSN | BERSE | RERSHE

Crr(ng/mL) | 4.24+0.08%% | 14.9422% | 2.63%0.35 | 7.51%0.32
Tomax (hr) 724049 | 8018 | 6.7+0.42 | 8.0%0.7
ti2(hr) 37.5+6.0 | 47.4+11.3 | 27.7+4.6 | 347+2.7

AUCo-~4snr
(ng - h/mi) | 116084 — 63.2+5.5 —
S + R
$p<0.05, $¥p<0.01(vs fREERLA)
16.8 Z0fth

(7 LOYEODS§R10mg[ZE])
7 L0 V¥ ODSE10mgl ZE &, [ AE 4 % 1 1845
DEMEHRSMRBT A K54 > (CERI8EIH24H e
EEFE11240048) [ICESE, 741 Y2 ODSESmgl ZE]
EEEME L Ui &, BHEHSE L, EMERICESE
BEEREW,

17. BRPRREIE

17.1 BWMRUR2MICET 258

(SIEE

17.1.1 ERS MAEEER
TLUYE Y ELTomgE | H 1 [E & %55 1 U A I E A
140mmHgPll E#&/R9 BE30561% Z#Ic7a ¢, 7L09Y
> &L T10mgXRikomg# | H1RBEMES Liz & &, IEH
MEOR=ZAFTA4 2ro6DEABOFHMEIEX., 10mghT
13.7mmHg. 5mgfT7.0mmHgE TR L. WEEICHEICE
BLREPAONT,
BRREEEE 2 & CRIERAORELEE X, SmgiFTl33.9%(6

/154%1) . 10mg#Tl39.9%(15/151H1) THhH>7z. mAE
(10mg) HERICFES T VHE TRO 5 M. 10mghF¢3.3%
TH-7219, [11.2 BHE]

S5, ZELOBITLAL34MI2flic 7Ly ELT
10mg# 1 H 1 E44:8E# 5 Uiz & & GEHES2:EKE) . UHEHE I E
DR=RAFA H5DOELBOFHEIZ. 15.6mmHgDET %
AL,

18. EERFIE

18.1 {EREF
MR DO BAURIEE AL I L F v FIVIEIRIIES L.
AR DCa2 DA 2D S8 CRIME P REME OFgE %2
MRS E D, TONNT T LEFIERITERICHEETLIEED
ICHEmEER U 2 0RERAP T < MEBIREERI &
MERDHENTNBIID,

18.2 M&EER
FEENERETTIV(BMEBRFET v b, BESMES
XNTBVT, RS TILE NREEOFRIARSR T/ AR R R
PRV ENROLNTED, EEHKSTHWEOHEHI L2V
ZENREDOLNTNAS,

18.3 SMEICHS DIEREE~DIER

BERZHDahlS Y MIT7LAE I Y %2108 HEERS
THIEITED . MEICEES ME R K O RS IR O G IR
&, 74 7Y UESOMERESIFEIE N9,
MZE R BFEAERME S v NI 7 L1 Y2 3mg/kg/H % EiE#
53 5z&ick0, MELFOMIHI R CEMDRIRD SNz,
Fo. DEORMEL. BOBEEEERA. RREKBEE, K
MESBHEOREOFKELHS P ICIFl s h 7229,

18.4 FURLVE(ER
Z v MEHEIMAFEERDEICB LT, EHoRE2HEE L.
FARANCa2 BN ZMEIT 5 & &bz, HBENATPERU Y
L7 F U VBRBOEEZEET 5% EDODHREERPRD
5NTVB,

F a2 MEERFEEOBICB VLT, ERdp/dtR O ESIEHTE
WETL. DFBREEELED LY,

19. B (CET BIE(EZHFR

—% © 7 Lu Y RYIVEE (Amlodipine Besilate)
(JAN)

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

FF = ¢ CooHasCIN20s + CsHsO3S

7F& 1 567.05

H R 720V URVIVBIEIAG~FREAROKEED
METHD. AF ) —LIBEFRTL. =¥/ —)L
(99.5) 12 REIFITL K\ KITHEIFIZ Ve A% ) —
IV (1—100) I3t 2R & 2w,

_Cl
O/ MGG FNEAR

Al = K198°C (o fR)

20. PRV EDEE
20.1 7L I —FHEBIIERZET TRET A &,
20.2 HEOBEZITER. HZBITRET S &,

22, G

(7 LOYEYODER2.5mglZEl)
1005 (103 (PTP) X 10, #4&HIA D]
5004¢ (105 (PTP) X 50, #Z4RAIAD]

(7 LOYE~ODESMgIZE])
1005 (104 (PTP) X 10, EZEHIA D]
5008% (105 (PTP) X 50, E4RHIAD]
5008E i, /NT. BIRAIAD]

(7 LOYE>ODER10mglZE])
1005 (104 (PTP) X 10, EEHIA D]
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