2023 4 10 AGT GB 1 D)
Br & EmIRRF

FREIE - 3 4

7ZBIL=YEV 5 8mg
ZEILZ=ZIEVs16mg

Reelt Ca #5414

H A5 )%75 D ) 2l i

| R XEER

QL5 28 5 i )

Azelnidipine Tablets

) EE—EMEOULECLOMMT LI &

HAEEERTEES
872149
# 8mg #& 16mg
& E S| 22500AMX00279 22500AMX00280
iR 5t B4 1A 201346 H 201346 H

=),

222 (ROBEICEBELEVWI L)
2.1 I AR L T S AT RE
2.2 RENID RN U B BUE DBEEED & % B35

23 7V —IVRPIEEAIGROAL EHAD) (f ~FaF
RaFV )b, Z)haFy—)b, ATV
S =)L, KU TF—)b),
Q) M FEEHRIA

D& 21 1E[9.5 1]

HIV Vo577 —YH#E

VT4 FEIN, THYYF
B, RAT > T LTI, YILTFEIER A,

JETAY v NEF-AZZR G ORBE[10.1, 16.7.1
2]
3. HERL - IR
3.1 K
R ¢ % EERI N A o Al
1 ﬁ':lj ;"'I/'jl:r:EIEIEIt)I/D_‘Z\ JEEE;
7eL=ves |Bakey |MELEOTEORE
§i 8mgINP) | YR =E> |0 e O
8MZ| xR '80. AZL=
| g . eRoFsJoE
i | LsE Lt o—2x, B A
TENZDE Y | AR O—ZH) ™A, A
$E 16mgINP| | THENZDEY (597 U~y %
16mg | vy 4,
3.2 BA DMK
- KEX
. | R | B | EmR
g A R om) | (mm) (mg)
gl a— R
s
TEINZVE Y —
4 8mg NP 70 | 34 | 140
?%E%%@%ﬂﬁ NP-553
)\D/\" ——V—N
FENZIE &85/

#& 16mg/NP)

90 | 42 | 280

NP-555

4. RhEE - R
= M EAE

6. B - AE
W, BRI

1 EHERROZET 5, &b,
AR, S G 2K L. ERICKDEEHMT
M. 1 HEK 16mg £ TET 5,

RY Y=V ELT8~16mg % 1 A

1 [8] 8mg & % WIFHE

8. HEELREAMIEE

8.1 WU AEAIO®R G 2P IE L& &, fER
INEAL U TR E SN TND DT, AFIDKREEZ 5
THEGIIRLZICBET B2 &, £z, BEICIEMOLE
RIEUICHREZ P IELEVWEDICHEETD &,

B2 FNITHMEDMTERTEZEZITHBENNDHSHDT.,

ZD XD IRGEITIIEE X IARET 575 @) EE
oz,

SI3MFEMEHICE DS DETNENH LDLNDE I ENDH D
DT, EFTEE. HBE O ER 20 D Bz HE
THERIITEESIESLZ &,

LBENHRERITHREICHTIEE
9.2 BREERERE
921 ERLBRERENH 5 8E
B IS PE W BB REDME T 972 AT e
9.3 FkpERERE
9315%&%%%?*@&6%%

LY SR

BIFHEREED D 2 BEE20NH E LB KRRIX
%ﬁ@bftﬁ;bx
9.5 11w

@ OTIEIR L TW AR BEE D B 5 I3 5 L s
&, BER (5w b)) THIER I~ O EGI2BNWT
HIRAT R OB REIIEC RO, HEROKREK T,
TERR IR S OV B R DIEENFRD 5N T\ 5, &%*
D 51T B W THIRIME B OV R D SEE VR
NTns, [2.1 2]

9.6 RILiE

B EOBWEERORAREORREEZ B L. HALD
W SUIHR IR ERETT 2 2 &, BER (S v b)) TA
FABITT D Z &M I nTn s,

9.7 IR%

INBEEZ G & U 2R RARBRIT R E L TWhia iy,

9.8 S

8mg &5 WITHIEHEN SR G EMG L. HEICH
593528, —RIGBEDOEEISIFEL </mWEEINT
W5, IMEEENEZDBZNDDH 5.

10. HE{ER
AENL, ELLTF FrO—L4 P450 3A4(CYP3A4) T
R#ENn5, [16.4 ZH|



10.1 HFAER (ff

ALV )

HKH 455

BRREIR - FEE %

W - fEBR T

7 =)V RGIAR
ﬁyﬁuﬂ\&%

A +SaFJ—
V(A R —
W, 2ary—
(zoy—
K, ZJ)ba+
=)L (7))
). RAT
ar—iv
(Far7), R
Ja+y—
(1472 R)
[2.3. 16.7.1 ]

A rZaF—)
EDORERICE D AR
Al @ AUC 2" 2.8
BIZERTLHZE
MEINTW
o

HIV Vo577 —+t
HEkE=s=]
) hFENEA
HEI()—E7,
AL ET). *
V74 FEIN
(EFt7h).
7T FEIN
(LT 5.,
K27 > TVF
EL(L o
Jy)., FI)F
EILEF A
(FVP A,
JLyavvy s
2)
aAEIZAY Y bE
A A
2ZJEILR,
TN, T
LaEvy s A
(2.3 &)

AHN DIEH HIE5R
ENLBTNND
D,

N5 oFEHFN
CYP3A4 % [H &
L. &FIDZ )Y
T UAMETT S
EEZSND,

10.2 BEAEE (B

AICEETS L)

HAA%E

BRPEIR - FiE 7%

Wy - a1

DA

A E DREE N 2
LBEFNDDH D,
WEN BT D
RIER D D WA
?%M%?é:

ERANZZ LD
B3 BREER O OF
FIZ X 0 EMER
MBI N5,

Takrr

2d%F 2> Cmax
N 1.5 1%, AUC ®
13151 ERT %
ZEMIEHEINT
Wb, BENRHN
[ e S 5
B95Z&,

TDIFT L0
PRtk (FRAE 728
KOV 5 D
MZHET D720
EEZSND,

AFT
ARFZT A
i3y
7O 14 REP
EWE
Y2031

N
7o) 28xA
P4

AFKN DEF D3R
INDHZBENNDH
5, BENHIT
K| & H DN
=@k g=YDE 3-[0))
%5%¢m¢é:

ZNnn OEHFIN
CYP3A4 # [H %
L. KFloz U7
7 AMETT B
EBEZHND,

A 4% EEPRAEIR - HE Hik | W - fERIAT
SIUNATFL | UNATF DT NS DKM

[16.7.2 ZH]

AUC %5 2.0 12 I
BT B T A

CYP3A4 ##iAm
WHETSHZ &I

INTW5E, BE LD, HEDZY
MBIEIAEFI |7 5> AL T
SIUNATFID|BEEZLNS,
AR TS | EHEEEDH S
&, BEIIEICEET
L oaARy > ¢§Xm:m525;&°
e | FEAIOIER TR [ 0 = o e s
an’ T EEY Snzsenmss | SIS O RAL
FRIEH 2. i CYP3A4 A
D AV $%£m,m>@tm%?%:&m
R UEIN ﬁﬂ%ﬁgﬁg,in\mﬁmau
hU?V?A%(E AR D75 2K R
RO - JIEA | < HEEZEND,
VE
1 LRI 3%
Y oR2EO VT | ARFOERNERE o s = 281K
.3} EINDZBENND | 2N LIPRED
B, BN BHIUT | MERE FYER K
AR ZREDH DN | EVEH 2 Bk 3
3y R2AEO |5,
7L BEO#RE
ZHIET S &,
D7y B> | ARFIOMERNEE | 2 s OZEFIDR
T A INDBETNND | BIEERBEERIC
Jr)NVEFY—|5, Lo, KFlorY
)% 75 AN AT
LEEZLEND,
T =T 7)Y | EKHDILFEEN| 7L —TT)—Y
Ja—2R FERTDZENR| D a—AICEEN
[16.7.3 Z:Hg] HmENTVWD, B| 2970 CYP3A4
JEAEF DR & | 12 X D ARFI D143
L2BENNHD | EHEL, ZUT
EMS, REIOR| T > AERKFSH
T L —77 | 3akbdEE250
N—YTa—A%&|5,
MALAEWESHE
B95Z &,

11. BIfEH

ROBWERNH 5DNDZENHZDT, BEz2 5
T, BENRO s NS 3RkEE RIS 57
EELIANEETO &,
111 EXEEER
11.1.1 FrEBEREE CBHERI) . B8 (BHERI)
AST. ALT. 7v-GTP ® L7%% k5 HinekENd 5

bNbTEND 5,
MA2FEET Oy 7 GHEAY)., FEFEEEART) ., %
e (B2 ABH)

WEW, SEDEHFEDERDBH5DNE T ENDH 5.
11.2 ZOMDEIER

1~ 3% A5 1% A5 BEE AR
IBBUE O B | ETRE YRR
B S
KRR (FE I - HE(LB L 5 A, S5 IRK
K 50, OEWN
E (S A H R,
O, MW, T
I, SRR,
(WEPE/S
PEER 2R iz, B
FTo
% IrEEERIE 2




1~3%A3ii 1% A5 BEEAH
JH Mk ALT L&, |ALP E&., #&YE |y -GTP L&,
AST R, |UIVE > 7 | FTHRER
LDH k&
WA IR &R BUN L&, Ri|Z7 L7 F= >
FHI RSN 5. R
Z DAt REE L5 0L A7 00— | BERK, Bk
WV ERLCK B, | GRilERE, K5
AV L LR, | RRSE) GFE,
HUVTLET |[LTN. ZHWY
ggﬂ(&)

W) KTV T 2V MFEDEHFE TEZ DT,

14. BRALEOEE

141 EFZTEFEOIEE
PTP G D#ANIPTP > — b S EOH LU TR
X 5ETSHZ L, PTP > — bOBAKIZE D, A
S ERIN G REIEAFIA L, HICI3ZRALZ2 B 2 U THE
AR EOEERAIHEEZIHHETH I 0D 5,

15. ZDDEE

15.1 BREARERICE D 1B

15.1.1 FEBIRIZH S TIER WA, AFINC X 2 EET
IZOFEZE, DA ARER (BB 2N A 5Nz
EDOWMEND B,

15.1.2 CAPD (Fre ISV RGBT a7 v D FR 3 DB HTHE
RN T D Z ENMESNTNDD T, EREKSEE
DOEINEET D &,

16. M ENHE

16.1 MEE

16.1.1 R1EHRE
R A BN 6 FIC 7 YLV E g 8mg & 1 H
1B 7 AR OBEL2E A, s ifEhiEE
ICHEET BT 2~3 FERITH 0. FE 19~23
B TH -7z, 5% 24 BRIO Mg EEIL, &5
2HEMSIZIEF—EDMHZERL, HPNTERIREIC
FELZY,

TEIVZIE 8 Sm%% 1 H 187 H MR 35
(BRG) Lc5E ol rh RE(CRRE

5 | #5 | Cmax |Tmax |ti2@ |ti2B | AUCopy
& | HE (ng/mL)| (hr) | (hr) | (hr) |(ng-hr/mL)
| BE 11.8 3.2 1.3 | 23.1 59.7
g +14 | £03| £0.2| £8.1 +6.9
m
®l gl 147 [ 22 | 10 [ 192 816
+16 | 203 | £0.1| £22| *134

n=6. mean £SE

16.1.2 A5
BRE - WA RE A BBV & IEIE R 6 Bl Y B =K
T 8mg ZHIBBEREOKRES LEE A, mal
R R EIC R E T SR E 3.7 R, Cmax 13
94ng/mL\ ﬂéﬁﬁjﬁﬁ(#ﬁcﬁ‘li) 13 6.1 de‘:FEIEJ\ AUC024 =
66.5ng * hr/mL TH > 7z, MEEHEREIIERDRA L
FEDOL NV EEZ SN 2,

16.1.3 &M F IR F1EHER

(7EILZY E 8 8mg/NP))
7N =P E > 8mgINPI &)L T 0w 7§ 8mg D
ENEN1HETEINZCEELTSmg &, VO X
F—/N—{EIT K D @Rk 55 IS B R I B RHE 4%
SLTEh 7 BV BEERRE L. S50
T2 3YBRE /N T A — 4 (AUCo-4gpr» Cmax) IZDWT

90 % fEFIX AT THERHIMT 21T - 7= R, 10g(0.80)
~log(1.25) DHEIFNTH 0. WA D LY E [F5F 1T
MRS NI,

Y BRE/N T A —F

HENTA—=F | BENTA—F
AUCp4gn | Cmax | Tmax ti/2
(ng-hr/mL)| (ng/mL) | (hr) (hr)
TYINZPEY| 40.935 5.515 2.67 9.82
#& 8mg NP +12.250 | £2.460 | £0.73 | £2.49
VT 37.558 4.852 2.81 9.87
§& 8mg +11.166 | =1.793 | £0.55 | £3.45
(Mean =S.D., n=18)
(ng/mL)
8 -
w ] —— FELZILE8mE NP
%% 64 -4- HILT70OvVIiE8mE
th
7 Mean£S.D.. n=18
A
D
:_/»
=
=
[
0 6 12 18 24 30 36 42 48
B S (hr)

Mgy =D IREHS

AR EENG N AUC, Cmax F DN T A—4 13, #Bk

F O, RIROLREEIEL - R OB FIZE > T

i HAREMEN B 5,

(7EIWZ=YE§& 16mg[NP])
TEIVZPE 4 16mgINPI &)L T Oy 7§ 16mg
DENEN (TN ELELT 16mg &, 7
O A Z—/N—{EIT K D Rk A 5 T HE R iR I B[l #%
O#%5 L CiifEh 7N = E VRBEEZHIE L, &
5NTZEYENE/NT A —% (AUCOH48hr‘ Cmax) {IZD W
T 90 % 13 FE X AT THEGHEIT 217 o T2 # 5. log
(0.80) ~log(1.25) DHPEANTH U, WHI DAY FHY
FZMERHER I Y,

HYBRE/N T A—F

FIENT A—4 BENTA—H

AUCpo4gn | Cmax | Tmax ti2

(ng-hr/mL)| (ng/mL) | (hr) (hr)
7EINZTES| 91341 | 11510 | 3.15 | 10.38
$& 16mglNP] | £24.391 | £4.654 | £0.89 | +2.69
ATy 84.421 | 10.196 | 3.05 | 10.86
f¢ 16mg +£22.292 | £4.160 | £0.63 | £3.19

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



(ng/mL)

Jiin} 14 —o— FEILZIEVEE16mg [NP]
aﬁz " —t- HLTOY 4R 16mE

7 Mean£8.D., n=20

£

)12

E

>

T

=

E

0 6 12 18 24 30 36 42 48

B (hr)

MmEHh Y LI =2 ¥ IREHS

M PN ONT AUC, Cmax Z0D/8 5 A—#1%, R 0

P RIR DOERIRBIRL - WEESE DFBR ST K > TR S nTRENE

W5,

16.2 B4R

16.2.1 BEOFE
fERER RN B 6 FlIC 7 ¥V =P ¥ > 10mg 22 %5 L
72 & & Cmax KU AUC) ool d B G E L TENZI 38%
K 69%TH 79,

16.3 9%

16.3.1 EAKEARE
TYIWZPE 2D in vitro DI HEEEFE G EHRIZ 90~91% T,
FITY RERICHERFREMICHEET 59,

16.4 X3
F AT NG L ORI TH D, CYP3A4IZKD P ER
OBy P RNEBLEINSD 8, [10. BH]

16.5 HEitt
TR A B 4 B UC-7EIV =P E > 4mg ZHER O
BehHLIzE A, Feh% 7T HETORKBIHERANOREE G
SHRESEMEZRIE. RPN 26%. RN 63%TH o729 GrEA
T—%),
) AFIOARAEIX 1 HIZ 8~16mg Th 5.,

166 HENEREHIIEE

16.6.1 BiEEEETEE
BHEAEIR N 20 S mi R R 6 g2 LY F=2> 1.5~
53mg/dDIZ 7 IV =P EE8mg & 1 H 1 EEH&E#Z 7 H
MR OHRG LeE A, &5 1 HEKOH#S 7 HHOR
e If B R B 1 8.6ng/mL K OF 17.1ng/mL. AUCq.4 1
67.3ng - hr/mL XX 154.5ng - hr/mL &, 7 HECTHEICK
ElpfEZE R U0, #4524 RO ML 6 HHEL
FEIZIE—EOMEERLUERFIREICELL 1,

®5 Cmax Tmax ti/z AUC 24
H# | (ng/mL) (hr) (hr) (ng * hr/mL)
1HH| 86=*x087 [47+0.67|9.1+1.34 67.3+5.81
7HH|17.1£208%D|{35+0.56|19.7+4.86|154.5+17.79% D
n=6. mean =SE
1 1) p <0.01 (paired t-test)
16.6.2 FFXEEEERE

WL - PR O REREE BE R OMRREAS 8 fliIC T B =
DU 4 8mg ZHERRO#KG L& 5, FEFKOMmEEH
BEHBEZRLEZYDGEAT—2),

;@.g‘% Cmax *2) AUCO_oo 7 2) CL/F
(ng/mL) | (ng - hr/mL) (mL/min)
JHH e b 2 AR 2 6.0 52.8 3152.5+£2342.2
A 8.2 68.0 23452 +1449.1

n=8. mean =SD
1 2) RfmEs

16.6.3 B E

v i v 0L FESE £ (65~84 %) 5 BiliC Y BV =2 E 2§ 8mg
Z1H 1 EHER7 AMEGEEORS LI s, &5 1H
HEORS 7 HH OfRs g iR g 2ERR IS Th TN 4.4
P[] B OF 3.2 Rl B2 20 6.4 B X O 8.6 K¢l
AUCq 4 13 NE1 107.0ng + hr/mL KX 242.8ng + hr/mL
THO., meeEBEPRE, FRHE O AUCy 4 137 HEICH
BICREBMEZRUD, 5 24 RO mAEPiRER 7
HEHX TIZIZIE—EDMEZRLEFIRBIEL 212,

®5 Cmax Tmax ti/2 AUCq 24
H%¥ | (ng/mL) (hr) (hr) (ng - hr/mL)
1HHE| 158*21 [44+10(64+1.7%3] 107.0+16.9
7 HH |25.7£3.6"4932+05(86*£16%49[2428+48.8%4
n=5. mean =SE
£ 3) n=4

7E 4) p < 0.05(paired t-test)

16.7 EMHEEEHA

16.7.1 4 k237 V—ILEDHEEER
TERR/Z RN B 8 HlIC 7 YL =P B 288 8mg KU1 5
/=)L 50mg ZHAHKLG LA, iER T YLD E
> ® Cmax &N AUC 13 BME G1C bz L T2 1.6 5.
2.8 fEicwmL 7219, [2.3. 10.1 /]

CmaxE5)
(ng/mL)

AUC 0tz £ 5)
(ng-hr/mL)

Tmax
(hr)

ti2

Bk (h)

TEIINZTE M| 12.3(0.4) |129+0.6(8.7+1.9| 61.0(0.4)

TENZIE i+

tRzarspe| 19702

3.6%1.3/100£1.6{170.9(0.2)

n=8. mean £SD
1 5) BTy Gt st DR Z)
16.7.2 HMG-CoA E T BRI EHR & DHEIER
fREE72 R N BE 8 BT 7 XV =P E 28 8mg MU >N A
& F > 10mg G Liz& 25, Bt L T
R 7 I ZDERBEIRIFEAERL Lo end,
S DNAY F 2 PRET Cmax Y AUC NFNE41 1.9 15,
2.0 fFiIzHEmL =19,

Cmaxt6)
(ng/mL)

AUCO—tZE‘ K
(ng-hr/mL)

Tmax
(hr)

ti

i aERES (ho)

TUNALFEMM| 1.5(0.5) [1.4+£0.9(2.3+0.6| 4.6(0.6)

IUNAYF o+
TN =DV Rt 2.8(0.4) |1.9£1.1{2.7£0.9| 9.2(0.4)

n=8. mean £SD

1 6) B g Gt A it D REYE(R 2£)
BB, TEINZDEEE8mg &7 RMIVNAYF 2 10mg X
BT INALF 2 10mg DO G T, miEh7 L=
EUBEIIFEAERIZ/RL, WERFY MUVNZAYF B
FE1E Cmax SO AUC) ooV NZE4 1.0 5. 0.8 5. 1fdgrh =~
TINAYTF U BEIRFRTL 095 105 TH-7=19, [10.2
2|

1673 9L —7 70 —U 12— EDBEER

fEFER R AT 8 11 (23~40 %) IC 7 EIV =P E 2§ 8mg &
TV —=TIN—YTa—AEEHICHERIZESLZED A,
KTIRA L7285 &1 i LT Cmax &xON AUC 132N 2.5
&, 3.3fFIEmML =19, [10.2 &)




fERR7R R NS Y IV =D B 2§ 8mg 2K XV L—T7
=2 a2 — A THERE RS U256 O i R LR E

3 Cmax TR 7) Tmax AUCO,24 TE7)
A (ng/mL) (hr) (ng - hr/mL)
x 6.3 2.1 45.1
(56~7.0 |(1.8~2.4)| (39.0~52.0)
TL—=T 70— 15.7%8) 3.918) 147.9%8)
Ta—A (12.8~19.2) | (3.0~4.7) | (120.6~181.4)

n=8. mean (95%fZHEX )
1 7) BT
7 8) p < 0.01 (G5 #T)

17. ERPR B #E
171 A RUORLSHICEAT 25K
17.1.1 EINEE M MR B&
BRE - HEREARRE I & M EAE R 208 FlIC T BV E 8
8~16mg Z# "EEMILEIEICED 1 B 1 [E 12 EEERE 0
Fe b5 U 7= QR IEZR CRRRFIELE D /RR B R0 13 72.6% CHIE
TieZBR<HA 83.4%) TH- =17,
TYINZDE USRS TORWERFBEMEE L. HBMmEER
7 10.6%(22/208 B11) . [ RAREE F 5 A8 6.7% (14/208 i)
Tho7-. LRBEWEMIE. ALT L& 3.4%(7/208 #i). AST
L5 2.9%(6/208 #i). FE%E - SEHEE 2.9%(6/208 1) THh >
7z,
FE 1) FEE U i E (-20mmHg BA b)) K OVE AR 3 i
(-10mmHg MAb) &7z 97856, FME (-13mmHg
DIE) 25 8E, BV TFREMTED TH->T
% 150/90mmHg RICHEE L 72356
TE 2) R < DOE T (-10mmHg BA ) K OVEER # i
JE£ (-5mmHg A b) 2729 HE. 2 W FiMmE
(-7mmHg LA b) &ii7= 958
17.1.2 EINEEREER
T ERILEGER & O BE - WP EE A RS & LA R
MRELZHBRIIBNT, 7EINZVE 2§ 8~16mg &%
BaN 756 BIOBRIERIL 73.7%TdH - 7= CHIEREEE S
) 18),
17.1.3 B MHHEER
T e LA R 2 R 5 & U 7B IR ik B i T e A RE 2
GUORTERIZ 86.7%(26/30 ) TH V. HIERREZERS GHE
1292.9%(26/28 ) TH - 7219,
BIVE RSB, HMRBEERDY 6.7%(2/30 F) . EEERTE
EEFEN 16.7%(5/30 ) TH o=, RO SNRIERIT.
R, IRE. EHBEREK, 55 DI EEN% 3.3%(1/30 #)
ThHoTz.
17.1.4 BN I #55ER
BIEAERRE & fE S m i EIE R 2 MR & U IR Bk A
DOHIERGEE G DRRERIL 69.0%(20/29 ) TH D, HER
HEZBR< AL 74.1%(20/27 #i) TH - 7229,
BIVERFEBRBEIL, BMFEIRDY 10.3%(3/29 #i) . EiKMR
BMEBEEN 3.4%(1/29 F) ThHho7z, RO SNZEIEMIT.
T, DETEIERENE 3.4%(1/29 #) TdH - 7=,
17.1.5 ERE I 18545 (REIRE)
BOE « FREREARRENE B I TE R E 2 MRIC, 1 H 15258
M7 NP e B G U kSR, LE L 2RERH
WESNTZ2D, HIEARREZE G OREIERIT 87.4%(83/95 #1)
HIETRREZBR BAIE 91.2%(83/91 i) TH - 7=,
BIVE RSB L. AMRBEIRDY 9.5%(9/95 ). EERME
EFH DY 6.3%(6/95 #) TH o7z, ERBWEMITRIL AT
O—)b k5 3.2%(3/95 #i) TH - 7=,
17.1.6 EINEE 1 HEER (RERSE)
BOE - PEEAREEREDEEREZMSIC, 1 H 1 [ 528
M7 YIL=D Y 28 E NIV ARESFILSL OB ER 2 §f

BEUKR, RELBREDRMDEGE SN2, HERREE
BORERIT 76.7%(132/172 1) . HIEARREZR HE L
85.2%(132/155 ) Th > 7z

RIVE BB E, B MEAEIRAY 3.5%(8/228 Bil) . KM
AEFH AN 14.5%(33/228 #i) TH -7z E/2RIMEMIZL LDH
L5 3.5%(8/228 #) . [RFE L7 3.5%(8/228 #l). ALT L&
2.6%(6/228 #l) TH > 7z,

18. EhEE

18.1 fER#F
TEIWNZTE L, LB CaF v RIVEFUERICEDE, M
BEEPIEIED ZEICKOBEERZRRT 5, 7Y 00K
70y —LERWEZBEEEERICBNT, SHZML >
DB ORRIESITNT B 50%HEIREE (ICs, 1) K OFHE
TEE (Ki fif) 13241241 3.1nM., 2.1nM TdH - 7229 (in vitro) .
Fiz. TEINVZDE IEFHIEREER R Z Z T < n e (f
),

18.2 BEEEH
EIfLEE )V B (R )L B AFIE Z v ~. DOCA A3 i
v b, BEEILET Y M BEBERER S LER) AD
0.1 72U 1~3mg/kg DHERE 512 K U I EISHEAKF
B FBEL . ZOEMITERICHBE L2 ORI TH D,
IR TODMARICIZE A EREEZ RS e o T2,
F/o. SIMTEEARRET v N XUAIB ST RO RERO
BHICBWTHLE LERIEERZRLEZS),

19. ER 2 ISR T 2 IEEFIMR

—f . 7 IV =P E > (Azelnidipine)

{t*#4 . 3-[1-(Diphenylmethyl)azetidin-3-yl]5-(1-methylethyl)
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