* 3k

* % 20264 3 AT (56 7 HR)
* 20254 3 AEkET (B8 6 FR)

B | BRRE

BYMHAR - 34

HAZEEm D EES
872149
HRFERaG
2013% 6 H
2013F 6 H

AiRES
22500AMX00277000
22500AMX00278000

#E 8 mg
#Elomg

B Calsingl
sszrn PRIV _IEVEE
PN _VE25:8mg JG)
TNV E> $16mg JG)

Azelnidipine Tablets

W R
) R - B OMSEIC & D AT B &

2. EZ2 (ROBHEICEFHBERELEVNTE)

2.1 R XISIFIR L C WA RTREE D & B 240t [9.5 2E]

2.2 KAIOBAR UVBBREO RO H 5 BE

23 A4 bTaFY =)L, IaFYV-)L (BOA FEHL OE
HED. ZVary—)b, "RAZ)LaAFJ—), AYaryJ—
L, BYa+y— ), HIVFAuF7—YHEEH (J M FEL
EREMAL. FYILFELERMA), a2y v MEFRAL
ZILThLALEL Y R FEL, TV RFLLEL T2
g, 75V 20<A v, v FTEESHOEE [10.1.
16.7.1 &H8]

3. #ERE - X
3.1 #Hpk
B4 fﬁgg ROl

EEtlu—2, KEREL Fuofs 7o
Yo —2, EEEKs A8, KV
LR—=180, AZIL3IV, kRaFy o
L a—2 AL XA —RAH I A,
ATFTY VYT R L

TEL=ZDE U
8mg ]G]

HE 7€¥Lr=y¢r
8.0mg

EEtlo—2A, KEfREL Fuofs 7o
Yo —2, EEEKs (B, KV
LR—180, AZIL3Iv, e RuFrTu
L a—2 AL AT —AH YT L,
ATFTTY VBT TR YT L

TEIL=IEUEE
l6mg [JGJ

HE 7¥Lr=yEr
16.0mg

3.2 EFEIOMIRK

] & - FlJE AP EE T B D EaL
KIH = A
L= 736Y ——
TELZ T G| REAGOEEA D O
8mg MG) e &7y —'| JGE7I
[=XES Ex =&
7.0mm 3.4mm  140mg
KH HE B
TNV G| EEEOHRAD O (38 @: — )
lémg ]G] FE JG ET2
[=XES & =i
9.0mm 4.2mm  280mg

4. HMEEXIFFHR

EIMmEE

6. AERURE
BE. BAICET7EL=VEYEL TS ~16mgZ | A 1 [EH
BAREORET 5, 25, 1E8mghsVIEEICEHRED, S
BEZMBL. ERICKVBEEERT 575, | HRKlomgs
TET %,

8. EEREARNIER

8.1 WLy LaERAORE2ZICHIE L& &, ERPELL
TZEFIDPRE SN TVADT, KEIDOKREEZET H5E513R%
BT A2 &, /2. BEICEMOIE R LICREZFIEL
TVWEDITEERT ST &,

8.2 FNICHEDOMERTZEIITBENDIHEDT, £DLD
TEEIFEEXIRET 40 SHEYLAEBE T Lo

8.3 BEMERICEDKDIVENHSDNLIENHLDT, &
B, BEEOEREERZ M B ERET 2 BICIER
SEBHTE,

9. HEDERZRIZBEICHT IR

9.2 BREEREESE

9.2.1 ERLBRERENHDEE
PEEICHEWBRREPET I 28N H %,

9.3 FFiEEIEERE

9.3.1 EELTHEREEDNHEHE
HELTHEREDOH 5BEZ20NRE UHRFEBIIERL T
W,

9.5 1%
I ER L TV B ATREEE D H o wiEICi3HRE L an Lo
BWER (Fv L) THIRA~THORSICE L TERITRY
BRBIEFECROEM, HAEROEEERT. HIRMBR OO
R DIERPFED 5N TV Do BIRKHDOIREIZH W THIRH
X ORI OERPRO 5N TV, [2.1 B3]

9.6 3w
WELEOBRER I REORREZEE L. KIADOHMEX
Bz BE g o 2 Lo BMER (T b)) THHFABITY
HIENRESN TV,

9.7 IME
NREZNRE L7ZEBRFHERIIER L T,

9.8 SEnE
SmghrrVWIIEICEAE»P o R EZMKBL. EEIIKRET S
& —RICBEORERIFE L ZVESNTWVDS, MHFZE
EPRIDBENDDH B,

10. #8E{EH
AAENZ, FELTF F7u—L4P450 3A4 (CYP3A4) TR
Mo, [16.4 28]

10.1 HART BRALBWVIL)

EE B RIEHR - AE

7 - R T

| DUTRO 7V — LR EEHA
A4 bFaFJ—= (£ b
YJ—b), 3aFJ—
(ROA. EHAL O
AN (7av—Fk, &

TEL=VEY 8mge A
kZ 3+ —)L50mg¥ &
DRI &V EFOAUC
MG ERTHIEN
®ESN TV A,

Zh 5 DFEHINPCYP3A4%E
FEEL. KAlDZ VT F >
APETTHEEZBND,

S¥), 7LaFV—)

(YINAHY). RAT N

aFV—=)L (Fav7z),

RAyarv—) (74

Ty R)BYaFI—

V(7T 1)
[2.3. 16.7.1 ZH&]




KBS

BRPRAETR - T58 751

B - falRE T

1.2 Z0fthDEIER

1 ~ 3 %k 1 %k N
. ZOHE. BE MEHEIZIE, SehEE
%k [EBOE BRI
PR BHIE - BHE ;;f\%%«\ ENCIok- NN
RS BEARE, BD, M
(= A TR EAAEE.,
Bl
BB BiE. EEE. 13T
Jiikizd IFIEERIEZ
e ALT k5. AST LR, |ALPER., R LE Y |y-GTP LA, FFiEER
LDH F& 57 #
- gﬁNtﬁ\RM¥Hﬁ@,;v7%:>£§\ﬁ
R B BaLVAFu—)LER, [BEK BEER (FE
Z DAl CKER. HUTLER, | TOTERSE). #
HU Y LET fE, Loh, FLOREAK®

) BTV T I VIEOBETEI DR T,

14. ERALDFER

14.1 ZEFRZIEHEOER
PTPRZEDEANIPTPY — b SWD L TRAYT % X S 1E8E
T5H5Z L, PTPY— FORBRBKICE D BOSAT S BEREA
FIAL. BiZ3ZEA 262 LTHiBRARFEOEE 2 GHEZ H#
HRILHIENDHB,

15. ZOMDFER

15.1 BRERERICE D < 15ER

15.1.1 RERAFRIZAS TR WA, KA KB BBEF IO
HE, DAZPAER (DEM#HE) PHroni-boRENH
%o

15.1.2 CAPD (¥t o\ REEBENT) HEITHR O BE OB
PEHBT A EPMESNTVEDT, BEEREEOERICH
BE9AZ &,

16. FAENRE

16.1 MoEE

16.1.1 REERS
BEZEABEAICTEL=VY > 8mgz 1 B 1E7 AR
RO E Lz & A, Rl ig e I E T SRR 2 ~
SERTH 0. FEBAIX19~ 23R TH o 720 HEH24BER D
MmEEFEEL. #5208, 533 —E0EERL. EPLIC
TERIREBICZ LY,

FEN=VEY 8mgx | B 1E7 AMSHRORS (RE15) LEHaomnfhs

ZLRE

. - Cmax Tmax tina 2 AUCo2
BSR | 8RR (om) | (o) (hr) (h) | (ng'hr/mL)
; IEE | 11.851.4| 3.200.3 | 1.320.2 | 23.148.1 | 59.746.9

M8 T7HE | 14.7£1.6 | 2.240.3 | 1.080.1 | 19.242.2 | 81.6%13.4

HFAVT a7 7 IR | AAID(ERAREE 6B N b DRANCYPIALE
UM FELEERA () — | 2D H b, HEL. AFlOZ )T T
7. AL hI). Y APMETTHEEZL6NS,
FELERHA (T Y
AZ FLYAE Y TR,

PINVEY
YRy v MEFERNA
DA N e N
SR NI YNE
Z)v hLLEL - N
=9
NFuby R
IVYRULEL 7Lk
Ja—n
[2.32H]

kk|ryF)ROYA TV

ISV, 75 Yy R
[2.3 2]
% k| tVF=T
INT4T
[2.35H#]
) BABROA FTaFV - L EOMHRBERICESLS, F bFIFV-LOH
BiX, A FFaF V- LOBTHRIESET ST &,
10.2 HAEE (HAICEETB L)
B EERAER - B E WP - falERT
fth DR EH] BEDOEESEZ HBEN|FHANZALDORL B
Db Do BENHIUSMOD | EHIOFIC & 0 SEEER
BRI 2 WIZAR 2R | RSN 5,
T5HIE,
D= YV IF Y Y OCmaxHl.5| Y IF T 0Bt (R
. AUCHL.3MEIC LR | E5il) ROBID» 508k
HTENRESNTWVS, |[MEHEETHLHDEEZD
RDEFHNEDTXF V% | N,
FEITLH L.

*| 7V - VRIEREA (| REIOERSERS NS B | 2N 6 OEAINCYP3A4%E
BLOHEH I ENND | ZTnB 5. BDENHNL|BEL, KAOZ VTS
SRR ZBRL) AFEFRXIIFIE. 5| APETRTHEE26N5,

KRATTaAFT—)E | wixIhsOREADRS %
FIEF B &,

%R URAFIY KEIOERANPHERE NS5 | 2N 6 OEEHCYPIA4E
ARF T XYV IVEE ENNH B, BREFHNL|AEL. KFIOZYT TV
v r7us4 RRIAEME | ARZBEHLZVIZINS | APERTEHEEI6N5,

TyzuvA o8 DEFOEGEFIET ST
=
SUNARYF YUNAEF T OAUCH | 26 DEAIACYPIAL%E
[16.7.2 2] 2,01 ERT S R | HANICHEET 22 &0k
HINTWD, BEFHN |V, HEDOZ )T T VAN
WEAAIUIY O NAYF 2 | BRI HEEL6N5,
D5 EFIETH &, BHERED H 5 BE IS
T OaARY Y FHIZZ NS OEHI O | [IERT ST &
RyIVTYY Y RER  |HAPERISNEZBZINND | 2 n 6 0EHIASCYP3ALE
DS AV %o MWENHNVIHAIL | SHEIcHET 22 &0k
IFVIT L, INLOEARZFEETHI |0, HEDZ )T T AN
UV Lo BETT2EEZ6N5,
RO - ifaALVE >
RE LRI RS
5y AU Y T UBE | ARIOERAS BRSNS S | Lo b= 2B AR L
END DB BENHIU | PR M ERE N ER A
KEZEED BT VR | EEH 288 5,
AT Yy I UBEORS
2T AHI &,
77 vy AEIOERAPSEHB SN BB | Zh 6 ORRORBEERF
Tr=h AV ENDH B, BERICE D, KEIOZ Y
T )NLESY—) TIVAMERTBEEL
55,
TU=TTIN=Y V21— | KEOMHBENS ERT S| T =TT V=YV 21—
[16.7.3 2] ZEPEEENT VA, | ICEEN B HCYPIAL
FEEREREN BEN |10 X 5 RB O RS % HE
BhHdIED6. KRDR| L. 7)T7 TV AEETRES
BV —=F7 =Y |85 EIEN5,
Va—2EHMALENES
HEEITH L,

1. EIEF
WOBWERNH 65bNAHENHHDT, BEL+FITITO.
BEDPRDONLEEICEERE2HRIET 54 E@#Y) 2 08 %17
AT ko,

1.1 EXBEIER

11.1.1 FFHRERRE CREAHR). BE (HEAH)
AST. ALT. v-GTPO LREZ > FHEREPHOHLNS

ZEDDH B

1112 BEIOv T GHEARH)., EFLE GREARH). Rk (O

FEABA)

OFEV, SSDIHDERPHSDONDEIENDH S,

n=6. meantSE

16.1.2 BO%S
BE - PEEAREENEERE 6flIc7 L=V ¥ 8mg
PEHRGHEEREOKRS L5, RelETEEICHET S
P I1E3. 7R R Cmaxid9.4ng/mL. EEH (—HH1H) 136.1
B, AUCo21366.5ng-hr/mLCdH > 7z MAEFHIEE IR
BMAEREOLNLEEZ SNED D,

16.1.3 E£MFHEZF R

(FEIWZYEVE8mg [JG])
TEL=ZIEVEE8mg [JG] &AL Tay 7§E8mgk. /1
AF—=N=EIckDENZENLHE (TEL=VEYELT 8 mg)
R ASBEICHEEREZEORS U CMERREEIRE 28
TL. BoN-ZEWEIREE/NF A —% (AUC. Cmax) IZDOW\T
%IETEXENE TREEHERNT 21T > 72485, 10g(0.80) ~log(1.25)
DHEFATH V. WAIDEMFENRFEEDSHER S N,



(ng/mL)

8 -
m 7r —o— FEL=VE$E8mg ]G]
%% 6r —e— HIILTH v TEE8mg
Z st Mean=S.D., n=18
ol
v 3
v L
n 2
E ol
0 : : f—o
01234 6 8 12 24 48
5% 08 (hr)
EMHIITA -
HENRTA—=4 BEI)ISTG X —5
AUCo4 Cmax Tmax T
(ng-hr/mL) | (ng/mL) (hr) (hr)
TEL=ZDE U $E8mgl]Gl[40.94+12.25| 5.52+2.46 2.7+0.7 9.8+2.5
A7y 748 mg 37.56x11.17| 4.85£1.79 2.8+0.6 9.9+3.5

(Mean+S.D., n=18)
MEFEFEE ICAUC, CmaxZn/ 85 X —7 1, whEE R
R R OREEEL - FFEEORBEFICE > TR 2 HeM
BH 5.

(FEIL=IEVER16mg [G])

TEL=VEVEElemg [JG] AT ay JEElemgx, 71
AF—=N=(RICEDENETN 18 (TEL=I &L Tlemg)
fRERR A B I BB EREO#S U TR 2 LRI E % Hl
E L. BoN-EWERE/)CT A—% (AUC. Cmax) IC2OWVT
Q0% HAX A THREHENT 21T - 74558, 10g(0.80) ~log(1.25)
OHEFENTH V. WAIOEYZNREE SR SN2,

(ng/mL)
16
im 141 —o— TEL=VE U EElemg (]G]
3
12t —— HL7 v ZiElémg
Z 10t Mean+S.D., n=20
Log
b4 L
‘bj% 4
E ol
O - - " " " L /\(1
01234 6 8 12 24 48
5% ORHE (hr)
VBT A=
HIEIST A= BENTA=%
AUCo-4 Cmax Tmax T
(ng-hr/mL) | (ng/mL) (hr) (hr)
7L =V EElemg[]G)|91.34224.39| 11.51+4.65 | 3.2+0.9 10.4£2.7
ATy U gElbmg 84.42+22.29| 10.20+4.16 3.1%0.6 10.943.2

(Mean+S.D., n=20)

MAEFREEN NICAUC, CmaxZEn /8T X —7 1%, #HERED®E
R AR OBREUEEL - BB ORBREN X > TR SRl
WH%

16.2 DRUN

16.2.1 BEDRE
BEZEABEHICTEL= VY 10mgr BERKZE LT
L ECmax Kk UAUCH« I3 BB E S & B L T2 ZN38% KL
69%TdH - 72,

16.3 £

16.3.1 ERFEEER
FTYN=V Y Din vitroD MEFEEAFKEERIZ0~91% T, FEIZ
U ARERICIERENICEST 5%,

16.4 {5
FRBEEAISNEROHFETH O, CYP3A4ZELD Ve Fu
vy U rBEASBRIbsNn D9, [10. 3]

16.5 kit
EERRABME 4 BlICHC-T L=V ¥y 4mgZ BERO®RS
L7c&Z A, 5% 7 HE TORNUERADOBEHS S HEHE
HRIX, REH26%. EFHP63%TH -7 BREAT—4),
) AROEKZHEIZ 1 HIC8 ~16mgTH 5.

16.6 HEDERZRI 3EE

16.6.1 BHEREESEE
BHEET 24 |MEEEE 6 (IEZ L7 F= 1.5~
5.3mg/dL) 7 E¥L=Y¥> 8mgZ | H 1 E#AA% 7 HEH
FROKEG L2 A, 5 1 HERUERS 7 HHORE M
HIR R 138.6ng/mLA& U117, Ing/mL. AUCo-41367.3ng-hr/mL
KU154.5ng-hr/mLeE. 7HHTERICKE LE% R LK,
B E24R B O M EE L 6 HEHLEIZIT—EDEE R LE
FREEIELD,

S, Cmax Tmax ti AUCo2
BSHH (ng/mL) (hr) (hr) (ng-hr/mL)
1 HE 8.6+0.87 4.7+0.67 9.1+1.34 67.3%5.81
7HE 17.142.08°" 3.5+0.56 19.7+4.86 154.5%17.79*"

n=6. meantSE. #1) p<0.0l (paired t-test)
16.6.2 FHEREBEEE
BE - hEEOREREEE RVOCERAZAICTEL=Y
Y 8mgEBEFEOHE LA, IZIZRABOMEREE
HBERLIZDGNEAT—%)0

e Cmax® AUCyw™ CL/F
(ng/mL) (ng-hr/mL) (mL/min)
FFHsReREEE 6.0 52.8 3152.5+2342.2
A 8.2 68.0 2345.2+1449.1
n=38. mean+SD. i¥) ¥f[Fts
16.6.3 Skna

EipE I EEEE (65~84%) S5HICTEL=YE Y 8mgk

1 H 1 E#AER 7 HEEGREORS Lz 25, 51 HER
U5 7 HH O = MR E R RIS 2 W2 N4 4R &
O3 2 PR IZZ N2 N6 48R K& U8 68, AUCo-2lZ
ZNnZNn107.0ng-hr/mLK0242.8ng-hr/mLTH 0 . B& MLt
FRIBE. PRBIEVCAUC I 7 HEICARICKE HEZRL
7o BEAREBROMBEFREL 7 HEE CILZIE—EDE
R LEFIRRBICE L7212,

Cmax Tmax tin AUCou
BSEE | (g/mL) (hr) (hr) (ng+hr/mL)
1HE 15.8%2.1 4.4+1.0 6.4+1.7%) 107.0£16.9
7HE 25.743.6%2 3.2+0.5 8.6%1.67 242 .8+48 .82

n=>5 [#1) n=4].
16.7 E4EEIER
16.7.1 4 h53F YV —=LEDIHEER
BELZBEABESHICTEL=VE Y 8mgh A FFaF
V= L50mgx FAKESG Lz 2 A, MER7EL=VE D
Cmax & FAUCIE BB ZICHE L TENZENL.665, 2.8ZIC
WL/, [2.3. 10.1 2]

mean+SE. #2) p<0.05 (paired t-test)

N Cmax® Tmax tia AUCy*
i (ng/mL) (hr) (hr) (ng-hr/mL)
TEIL= VB 12.3 (0.4) 2.9%0.6 8.7£1.9 61.0 (0.4)
TELZIE U+
SRS AR LB 19.7 (0.2) 3.6%1.3 10.0£1.6 170.9 (0.2)

n=8. meantSD. ik) MM (EERREDEERE)

16.7.2 HMG-CoAzTtEsRIEEH & DEEIERA
BFERBEABESHICTEL=VE Y 8mgh Uy YN AY F
Y10mgE fFRBZE Liz & 2 A, B G IC L TR 7
PL=IVEVBERIEIEAEEN LD 5 7h, MRS N
A5 F EEIZCmax K TAUCH ZN2N1.96%, 2,065
L7219,

N Cmax® Tmax tiz AUCy®
e (ng/mL) (hr) (hr) (ng+hr/mL)
SUNRAZF UM | 1.5 (0.5 | 1.4%0.9 | 2.3%0.6 4.6 (0.6)
YUNRAGF L 28 (0.4) | 1.9£1.1 | 2.70.9 9.2 (0.4)
FYILZIY U ) ) T T ) '

n=8. mean+SD. &) ATy CoHEZ ek O EER:E)
BB, TEL=ZIVEY8mgE 7 MUNAY F U 10mgIE T T
NZYF10mgD P RKE G TIE, MERF 7LV EVBE
I EAEZE R Z LS, MEEFRT FILNRY F VREIZCmax
K UOAUCr-BZNENL.0fE, 0.8(F, MIFFTSINRYF
BEIZECL0.9ME, 1.085Th -7, [10.2 5]

16.7.3 L= I—Y I 21— EDHEEIER
BRI ANBMESH (23~40%) IC7EL=IE > 8mgx V
L= T N—=YVa—RAEEHICHARORS L&A, K
THRA L725E 1 E L TCmax & CAUCIE # 112 12,565,
3.3fZITEI L2, [10.2 28]



HEZRABEICT YLV 8mga/KE V=TTV —Y Y 21— A CHRERD
5 L a0 MR RELIFERE

; Cmax™® Tmax AUCy»4®
ki (ng/mL) (hr) (ng-hr/mL)
& 6.3 2.1 45.1
(5.6~7.0) (1.8~2.4) (39.0~52.0)
TL—=FTN—> 15.741 3.9 147.9%V
Vai—R (12.8~19.2) (3.0~4.7) (120.6~181.4)

n=8. mean (95%fEHXM). #1) p<0.01 (FEHIHT). iF) P

17. BRPRRHE
17.1 BUERUREEICRET BHER
17.1.1 ERSE MEHER

BE - R REAR R S M FE B E 2080 IC 7 E L= 8 ~

lomg# “EERHEEICE D | H 1 ELEREREREOHS L

TREDBEER (REEFIECY/ZHEFIE) 1372.6% CHIERREZ bR

<IHHEB3.A%) TH -7,

TENL=Z DU REBTORERRRMEE R, BMEERS

10.6% (22/208f1) | EEIREEMBEREN6.7% (14/20861) T -

7oo EEIERE. ALT EF3.4% (7/208f1). AST LE52.9%

(6 /208(51) . HH¥E - PHER2.9% (6/2086) TH -7z,

#1) T I B M E (-20mmHgll £) % OV 58 8 1 E
(-10mmHgbl &) %7z 9 5E FHYMmE (-13mmHgbl k)
ZWi72 9 HE 52 WIEREER TH - TH150/90mmHg
RIICPEE L 7256

#2) NEEMER - PEAIME (-10mmHgbl k) & OEERE M E
(- 5mmHgbl |) &7z 958, H25WVIETHIIME (- 7 mmHg
BlE) %7958

17.1.2 ENERREER

—EEMIEERE S ORIE - REEARRM S M TERE &5t

KELERBICBLWT, 7TEL=VE Y 8 ~1bmgr 5 sh

72T56BI DREERIZT. 7% TH o7 (HIERREER &)Y,

17.1.3 ERSE MEEHER

HEEMEERE ZNRE LERRBRE TCONEREZE

tofEER1286.7% (26/3061) TH V. HIEREZE R BE IR

92.9% (26/28(1) Ta -7z,

BRI RBSERE L. BMEERY6.7% (2 /3061). HEEEEE

EEN16.7% (5/3061) TH-7z. B SNZBWEAIL. [FFB.

RX. 2588~ 55D ZFEENE3.3% (1/304]) Th-7:.

17.1.4 EANSE I B5R

BHERERE 2 O BIUEERE 2 MR E L BERRBAETO

HERGER G URTRIZ69.0% (20/2961) TH D, HIENGESR

BrR<BAIET4.1% (20/2761) TH o712,

BIMEFASRBEAEE X, BMEERA10.3% (3/2961). EERiEE

EEEN3.4% (1/296]) TH -7z, B S5 NIZBIWERIX. RH.

DB EEREE3.4% (1/2961) TH -7z

17.1.5 ERS 18K (RERS)

BEAE - PEEARESIEESE 2 MRIC, 1 H 1 ES2EM7

L=V 2 MR E LIcfER RELEBREDRIPES N

2, HITEREER & O ERII87.4% (83/9561) . ¥IEARHER

Fr<BEIE91.2% (83/9161) TH -7z,

BIERFEIREEE L. BMBERERA'9.5% (9 /9561) . HaRiE(lE

BEHEN6.3% (6/9561) THo7z. EREWERIIRILVATFO—

U EF3.2% (3/9561) THh -7z,

17.1.6 ERE IEHER (REIRS)

BEAE - PEEARRESIEESE 2 M4RIC, 1 H 1 E2E/7

Y=y ERNT Y LERAIDAN O ERZ MRS L

BR. BELLEREDRERSB NI, HERGEL2ETRTR

1376.7% (132/172451) HIEAHE % bR < 3581385 2% (132/15543)

ThH-olz,

BIMEFASRAEE X, BMBEERA3.5% (8/228(). EEFRIAE

EEEN14.5% (33/2280) TH-7z. F2BIfEAIZLDHLER

3.5% (8/228f). IREEL-53.5% (8/228fl). ALT EF2.6%

(6/2286) TH-o7z

18. EERpEIE
18.1 {ERERF

TEYLZVE I, LEICaF v R IVEHIERICE S, ME2
MRS EAHZEICXVEEMEAZHRRT 5, 7Y DI 0
V=L ERAWEZREEEERICBVLWT, SH-= LYY
OFRERIFEE I T 250%HERE (ICxfE) RUTHEELR (Ki

) 1ZZNnZNn3.InM. 2.1nMTdH > 72 (in vitro). Fiz. 7
YUV IIHFIERREEEZ ZIFIT WA (A X),

18.2 [EE{ER
SIEETIVEY (BMEBERKEET v . DOCARIESIE
Zv b BESLET Y b BRABAEEESMELR) ~00.1
WL 1~ 3mg/kgDBEREOHKSIC K D MUEIZHAEKFERIC
THEEL. 2OERIGERICEE L OERNTH D, FFEEICHK
NRODMHBICIZEAEHEEZRITS 5T,
T, BMEERFIET v b LIBESMERAD KEROR
BIZBWTHEELEEEREZR LY,

19. BHHSICREY E(EFHAR

—f% . 7TENL=YE Y (Azelnidipine)

{b24 : 3-[1-(Diphenylmethyl) azetidin-3-yl1]5- (1~
methylethyl) (4RS)-2-amino-6-methyl-4- (3~
nitrophenyl)-1,4-dihydropyridine-3,5-dicarboxylate
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