S ASKA

2023410 ASGET (BB1RR)

BEM7ooF7 000 1SR FERA
BEAERASF HoTHILEY SLFXEFIVEE

BAEEELIEES
872149 (2mg, 4mg, Smg, 12mg)
872179 (2mg, 4mg, 8mg)

AITYNR52me[ 9D ime 2600000550

wrswee DT FIVR/dmg[HI D]
N/TINRsu8mg I o
A/TYNRl2mglHdh] |

CANDESARTAN TABLETS

B R R

b
B
B
dlo

8mg | 22600AMX00289
12mg | 22600AMX00288

2014429

12mg

HxhHEAE : 39 ) FE RSO L DTS &
2 TYUAT Y BRI ORI
) B2 (ROBEICIIEEL LN &) 5 VUK T v U ERERHERI O SRS A ) A G

2.1 REIOKAZ R UBBHE OB D & 5 i

2.2 WG SORAT R L T B aTREMED & 5 &t [9.55 /]

2.3 7Y ZAFL Y TvLBEEBREhOERFRRYE (27
L. oOBERERFEREZT-> T ABIMTEDIT Y o — LR
FLLIARROBHEZBRL) [10.12H]

3. MR - MR
3.1 #m

W % #| HyFHg viedmg (0] | HYFHLE VEdmg [H§ 7]

18EH - 1§eH :
K B HRAYTFHILEY LT IL | HRAYTFHLEY SLFEFIL
2mg 4mg

fEQACTFY TV, AN AT—=ZAHINLT I L, L RaF
WO oAl Terirririag—2, v aa—)L60000 AFT Y VEY
73y L, FUREARAY

W 38 | AV THNEVE8mg [0 |V THAE VElomg [H3 2]
1 - 1gerf s

A K 3 | HRAYFHay LdeFIL HBAVFHILEY SLdeF

8mg 12mg

fYEQAVFYS Y, ANAT—AHNLY YL, L ROF
wm AllyFuerera—2z2, vruaa—6000, 277 Vi
73y L, FURKAY., #ass

3.2 WAIOMHR
W % | NI TINENAYTINE NN YTENE S| A FHLE Y
T T gkomg [ )| Bidmg [ &5 5] |$i8mg [ 7] |5E12mg [H5 7]
El@~'ﬂﬁél lj@"’%ﬁr__l :“< 5@“«‘%: '5'3“4‘%:‘4‘7]':
@ - FlE S H G o sl A D o 2 D@ o # oD @ o El R A
BOXGE | oy WA O FE
® | @ | @
&/ ey, \2&72)
¥ ® ‘/ﬁ‘ 78\ 712 \
N N \J
) C_— )
B (mm) 7.1 7.1 7.1 7.1
JELX (mm) 2.6 2.6 2.6 2.6
% (mg) 130 130 130 130
[V B AK242 AK252 AK262 AK272

4. shEERIEHE
(B TFHIVE L 882mg. dmg. 8mg. 12mg [H T H )
OB MmEE
OBXREME MELE
(B FHILa o iE2mg. dmg. 8mg [HTH])
TERORET, 7o V4720 o TRBEREER DRSS H

OGS

O oRe (BE~PEE)

5. SHEEX IR ICBHET 2=
(B ofRe)
5.1 7% 7 vy vEBRBERMAEAR G X 500637
HDRTOAEVWEFIZB T 2 AKFOEBMEIIHER I TES
T.OKBNE. Ty O T vy UAEREESIIER, S5 U 0 B
ZCHRETAZ L AEAET S,

2B 3 AREOENIE R ORENE, STy VT vy
VA A & AK & O L 22352 0F 9 0V 4
PRI S Tk,
5.3 NYHA OMERE M FHIV OB MO BEH ISR$ 2 K50
A RMEEHES LTy (FRRER DD 20

6. AERUCAE
(&IMESE)
A
WHEL. RANICIFIHIE A Yy FH L a2y Y LdeFILL L
T4~8mg ARG L, BEIZE U 12mgE THET S,
2L, BREEAES BAICIE. 1H1E2med 5 4 5-% B
ML, BEIZIGUSmgx THIRT 5,
Y
WHL URLLE6RE AW O/NITIZ1IALE S v FH e & v
YL FEFILELT0.05~0.3mg/kg % L1545,
Wi e EO/NRICIEIHIB A Y FHL 2y Lk
F L LT2~8mgw IS5 L, BB U12mgE THY
w5,
=770, BREEAES AT, IKHEY S5 4 B
L. BEIZEL C8mgE THET 5,
(BREMEIEE)
WL ORANZIFIHLIRIS Y FHL a2y Y LEEFLELT
2mgh HARRCHE S ARG L. BEIZL U8mgE TH®E T 5,
(BMoRE)
WL RANICIRIHIE S v FH L gy vLdkEFILEL
Tdmegh 5RO 5- BB L, BEIZIE USmeE THET
x5, k¥, FHIE LT, 7V o F vy v mEERIE
AILAMZ & 2 RISk T2 Z &,

7. BERUVASICEAET 2=
(&M EEE)
AINBIZE S 2 AI2F. RAOHEEZBA LW &,
(B0 FE)
P2 5.5 A I O i B IME 231 20mmHg AR O e F . B
EPES HE. FIRAIABEH L TV A EE, DASOEEY
DEVEEIZIE, 2mg/HA 545G+ 3Z L, 2mg/
H %53, RIERDEO BIFERIZ 4 2 BEM: 2584 5
HTH 2O THHAMAZBA TirbianZ &,
KANOPE5IZ K 0. —#@ PO 28 ST 22 354
NHBOT, YIEFEEGH, K O4mg/H. 8mg/H DR
BriE, MESOBSRE 32> 28, [9.1.3, 9.1.4,
9.1.7. 9.1.8. 9.2.1, 9.2.2, 10.2%#]

8. EELEANIEE

(ZhEELLE)

8.1 RIEAEHIZH DS B F W, S6D2ENHLDIEI LN
HBDOT, BITEE. HIHEOMERSE R A P 5 B4 5
fEd 3B 3FREE 3T &,

8.2 FIMi24MRIZ G L sz EnEE LW, TY VAT
Vv I ZBEREDFIR S OB, BRI O



V=v-Tr X T vy ROMEHERIC X % S & i
KFARZTae»rd 5,
(B OAF2)
8.3 i, Y¥ &) ABAl FIRAELIHT S, &b, A
FOHAEE 5-COH MR LTy,

9. FIENEEZHIHEEFICHETIEER

9.1 B6HE - IEEZEDH 2 BE

9.1.1 MRIMBERKEDH 32 BEXIZEB TEEREED
bHdEE

EE LR ESEVEHW XN B GAERE ., BT
3T &, BIMGEE O R RERE A EIED Pz &k b 25k
ICERREA B BT h b b,

9.1.2 A VY LMEDEE

LR DA S AV SN B GA AR E ., BT
B2 &, @AY LMIEAMBXEEEZTh)d 5,

$ 7, BHRREE, 2V b — L AROBRESIC X DI
WAV D MEAEL BT WERE TR, MVES ) 7 414
ICHET S &,

9.1.3 BEARBIEEEPOEE

(& IMESE)

AEIDBL. WET2HA3TE. B0 EED
REEE BB L AR SIRA 12T 2 & FRICIMER
BRI L., Y a v o, K, —#MoESELR TR
BROKFEZ2EZITEZhrd 5, [11.1.25H]

(B ofRe)

ME, BHERE. BILORE (NErmE Y ) RUOEED
RREAE TR L e o &5 2G L, HEICHEYT S
Z &, RAMET, BHERT S 2 W 3EIMAKZ 4
bBrhhrd s, [7.. 11.1.25H]

9.1.4 {€F MU LAMEDHEE

(& M EAE)

DEPSHIA L. BET 2 5AE. B UEEHED
RREAE F I LD O RAI1IZITS 2 &, FHUCIED
BRI L. Y3 v o, Jegh, BP0 REFRES R B
BOKTEZEZTEThr’d 5, [11.1.28H]

(B ORE)

M, BRE. AMOFE (NEZae vy %) KUEBHED
REA B LA 652G L. HEICHEYT S
ZE, SWAMEAS T, EHEREIK T 2 WIEARINE R 3
Brhhrd s, [7.. 11.1.25H]

9.1.5 DARLDEE

(& MEFE)
AEIDFBL. WET 2G0T, BHE X OEED
REA T FIZBIER L AR SHRAIZITH 2 &, hICMER
BEUSIKT L, Y avr, L, —#MoOESEERT
RO TEZEZITEZhrnd 5, [11.1.25H]

9.1.6 XBIRFIEEER IZHAEMIEAR OBHEDSH 5 BE
(€2 e )
WEOMITACT 28§ &, EIRPET 2B Ehhd 5,
[11.1.2%1#]

9.1.7 EMENEE

(B oFRe)

ME, B, AIMOBE (NErue vy RUBED
REE+FICBR L o R 5 2B L. HEICEET S
Z &, BEAIMITIET, BHERET S 2 W IdAI 4K 4
BrEhrd b, [7.. 11.1.25H]

9.1.8 NYHA /D#EEADE N FD LB EREE OSSO
EEE

(B oRe)

M, B, Ao (NEZ vy KUEBED
RREAE T FICER LA o &5 2G L, HEICHEYT S
&, Qs MET, BHRERT 2 W 3HEMAKZ 4
bBrthhrd s, [7.. 11.1.25H]

9 EXBBIEDBIEEDH 5 HBE

BiEEEERE

2.1 BEEDHIEE

= I EAE)

DEIOBMBL. METAEAIE,. BFEEROEED
REE B L AN SHRAICITS 2 &, FRICIED
BYCIRT U, Y a v o, ol —®lPEO BN E 1%
BOKTEZEZSHEZhansd 5, [9.7.3. 11.1.281#]

(B oRe)

M, EHERE. BILOHEEE (NE/av %) RUEEZD
RREE T FBIR L AP &5 2MG L, HEICHET S
Z L, S MET, BHEEIKT S 2 W 3HEIMA K
BENLdH 5,

PPE DA DR AR 35\ T, B DA BE S BRI
TREOERTH -7, [7.. 11.1.25H]

9.2.2 MEBEHPDEE

(& MEEE)

ArE DB L. HET 550TMERCESEOREE |
TPZBER LA HAITTS 2 &, FRUCIENS SIS
TU. Yavr, Jpp, —BloEERELERITHEH
MNHB, [11.1.258H]

(B ore)

M., ZMOERE (NErur V) ROREOIRESE |-
B LSRG ARKBL, HEICHETSZE, &
WAEMTER TS 2 WEBIMAHITE2h b5, [7..
11.1.2&H]

9.3 FFieEEERE
LENPERGAERIBT AR CEEICRS TS5 L, T
BT 26 Thyd 5, £, WHEREWH v 75
NEAYDo )T T VAMETTAZENHEEIN TS,
[16.1.2%H]

9.4 £JEREEH T DE

9.4.1 HIRY B FHEMD & 5 &l
ITRL TR Z ENR IS 7 v O T v v VAERESR
BT v o4 7 v o v T2RREFIHE-E L. 1B
W ERAORE (A4, WEE - i - B4,
) 23580 6 h-Hlnfiis X hTnaD Y,

KAEIOE Gz B, (REEROF M ¢ EE L CARA -
OBENEAEEITHG U, i Eof M faktt: 2 Ll
MM ENBGARICOAESTEZ L, £72. F5PY
FAGAIIIROFRFHEICHE TS Z L, [9.5311]
(D) ARBEEBIERTN IR L T AW 2 TERT 22 L,
KEFEG5HE . IFRL TN T & 22 BINICiERT 5
Z &, PEGAICIERAVHIB L 22 A, EmhICR A
k452 &,
2)RDOFIHIZDONWT, KA GG IR 5 Z

Lo 72, BEHHLLEIGUHMT S &,

IERRICAKI AR U 2GA. BRI - BiEIc R A
RIFTVZIBHBT L,

AEHEAHI L 72 3 EEDb N B 413, He oY R

9.1
9.2
9.2.
(

IHRRd 5 Z L.
IR A RN B350, HYMERICHRAT 5 Z L.
9.5 1Tiw

I SASAEAR U T2 aTEEE D & 5 Lg% 5 L nZ
& PEGACIERAV I U 22858113, mh oG4k
TBZ &, MIRPHI R ORI v o4 7 vy v TRER
WA T v o T v v v REE R S A A 15 X hs
BETHAGHE, IRYL - B ose., #HrA RoiE,
EAZ, @)Y AMUE, JAZOIEA 2 K OEAGHE A RE
12 B EHERI XN B PUEE OE, TEEEmOETE., MoK
ERE D b bl OWENH 5, [2.2. 9.4.1FHH]
9.6 ®ILF

BTALENZENLEE L, T b OJERER R ORI A
il & BRI 593 & 10mg/kg/ H L EORETHE RIS
AKEREOFERMARD 65N TNBY, kB, v b OIFE
KDL, B 5 OEIZFHOBIA KN E LS LA, W
12 300mg/ke/ HCTHIZEISAKEIEDOBINARD 5 T 5.



9.7 I\REF

9.7.1 (RMERER, HrAERMXIFFLUR (LfAm) &Rl
TR O R A VA R L U 7RI FERE L T,

9.

| =Rey
JUST

I3FESE L T,

7.2 fEkfA AR (GFR) £330mL/min/1.73m* Ao/
EXRE LAY RO R 2 fRIR S U 7z BRI

7.3 ERER IR 7 ) o AMEE TR BIET 228, D

REOBIME TR ZMES Zen L0, FHS, H

[ i 2

ZRIFTIRGE GEEL JBK) DREISARA%E %

5455801057 ) v A fE% ER-S &5 TRENED & 5 fthod
HHIL BT 2R ERT 52 L, [9.2.1, 10.25H]

9.8 EiE
—MUASHE ORI E L e S hTnb, iz
PEIDZBINDH 5.

10. #HE{EA

10.1 BEAER ALV L)

kR

RAHERR - HEE T

B - fEiiK T

TV AFVL YT VILEREE
A

EFEIEMG A, TR
RERRTE, W) v Al

L=V-T YUt Ty
¥V SRBHE A 1 23

OB JR 95 B G B DE e ORI E D ) 2 7 | B R & 5 .
T 554, 2L, [WnstEh s,
o FEIERHR 1T -
T{ABilEDT Y
P —LAELLA
RoOEEZRL.)
[2.32H]
10.2 BERER BHRICERT 2 &)
AN E BEATEIR - $5E 77 BT - fahia+

H VY LRFFER IR A
2w /)50 v
)T ATL

M3 7 ) 2 S E L5
T5ILNHB,

AHOT L ZFa Yy
S WIEERIC &K D 7
U L WA 23 B i

Sy AV T5ZLi2k%,
B LG fEbRIA T+ HE ISR RE
[9.7.3%H8] HED B B
FIbR A1 FIR AR % 52 C | RIR Al CIRREE 23 C
JutIF WABHBHICAF 2D | VB BEFICITL = VG
MU AL AFT VTGS BGA BIEEATUEL TO B
F & TEHIRR S 22| h % <. RABERL
[11.1.2&#] BHBOT, LEILRT,
BAAG$ % 7 & PSP | fa e K 1« RR S ROE A
5452k, Al G A BRIG L 72
TUVAFL YTV SRR E, S0 |v=v-7 o4 TV
[9.7.3%8] % L IURE e O L | & > SR B R FH % 8 5k
ERITEZIIDN S| ShAREELRDH 5,
%, eGFR”260mL/
min/1.73m* KO
HERERT D & 5 HHAN

D7) AFL VTV
B e DIz OV T
F. R LR A

WA X S5
PRy sz &,
T YO T vy AR IR, S ) Y
TSR BH 7l L IMUAE B OMICILE % i

[9.7.3%01]

ZIBINhH %,

VFT AL

VT AP &
ntnsd,

EIRME B2 F
% 2 O TR A &
ns,

KOIEFNZ & i
BEEhTOBIE

(1) 7vot7ve
¥ AR i SR A R
U Bl 7l

(2) =T RS Je O
AV LR
[7.. 11.1.22H]

PP L A 200 B A B
T, LN
AUZAFN £ G B
LB bR, 35
S % KOG I E O 5 5L
BEHEL . ORI
AR,

HIEIC T & 51 37
S B

1 v=v-7vo%75
Vv v R F Y
WENDREVEN B B
(2) FIRAICHEMEZ
FTwaEHEICITL=
VIEEMRTUEL T B
BENL L AFINZE
LRI,

e bRIElF : e 2 0
LM, (K bY
U AED B K0
JEDOHHE, NYHADHE
53 I 55 o Lo ity o
EJE O i RO R 4
B, HRHEOH 5 H
#. M ENh O

FeEAE 285§ % 2
EhDD

JEA T a4 PP
S A LA R A &
HE37a2855 Y
UYORKEMET S
Zens, BIEFERE
WX & B AHEES B
L5EEZEZEN TS,

FCIIEZ T a4 PRI 2 g
AT A= & &

L (NN
IR R MK T 95 7z

HEZEZLNTND,

1. BMER
WROBWEHDH 5 bNBZEndhBDT, BEE 5T
W, BENRD S NGRS Ak %k Stk
WEEITS T &,

1.1 EXAENER

1.1.1 MEZE (EEARH)

i, VS, &, W - EBES O ENR 4 eI & 9 5 58 7IE
BHEHONBETEND 5.

11.1.2 3y GHEARH) . k@, BHEX (HEAH,
7272 LML AR D B0, 1~5% A1)

Wik MR, BRSNS 5N EAITIE. EHICHEY)
KAWEAT5 28, [9.1.3-9.1.8, 9.2.1. 9.2.2. 10.2%:Hd]

11.1.3 aMBEE HEAY, 27 LEBTHOAREDOEAIT
0.1~5%;i)

1M.1.4 EHVYLIME BEEAN)

11.1.5 FrigefEE. |E (¥ AM)

AST. ALT. y-GTPO LA FEDIHGEREE»H 5N D
TENBH B,

11.1.6 EFERNIRE (S AIH)

1.1.7 #ERUHBEE (FE )

PO, Wi, CKES., IhRORb I+ aey b
FERFME T AMBHRBEDS S 5 bhBEZEndH 50
T, ZOXS BEAITIIE SIS A b L, Wy E

X N R

11.1.8 BEEMMA CHE AR
Foh, UMK, DPURERIEE, B X R T S A 1 5 B MR 2
HobNBZENHBDT, TDXS SIS a2k
L. BIE BT RO S ZOWEY) 5 uE %175 2 &,

11.1.9 {Km¥E (5 ARH)

Wik, Zefgrk, wit. FoEA. HR KT, K, S
HPEEER S S b AIII S A hIET 5 Z &, BEIR
R OETH 5 bhedn,

11.2 ZDOMOEHER

(B EAE)
0.1~5%A 0. 1% A S A
HBRE 5. s, #HKE. €5
B, OEOHEOE
i E o BEWV, 56D b < | MAGE. LEM
SA&. B 1ETY )
FEeRisR e, UHEE. KR, RS (PUIEO Lok
O L UHUR
(4 D, MR, AR, R
AR, DEEE. TR
EISPS
JFF MRk AST. ALT, Al-P. LDH,
y-GTP® L5
1(1R7{3 ML, AMERIRA, RS
%, WEEERINZ . MR
Tk BUN., 7L 7F =Y L5,
EER
Z Oftly R, B, Sl (K b ) 2 Al H
MR, VEEE, W, IRy ) iE. BERS M. A
74 bR, BTV 27 a— |
L LS i CK 5. CRP
L P IR B
AV %N

(B iTe)
PEPLOAEFITIREREFNIZ R E S S5 A S50 &,
RIMAE, BRRERH R OFIE 2 5 5 bh 9 <, lIUE,
EHEEROCAMOEIE (NErubevE) CHETHZ L,
i, EIEEOSE ORI CERPBETH 5,

5%k 0.1~5% A
SRIECE BB, £ I
[[E35en; B 5 A RIME, 56 (B, &K, #1%. B
D IiE, 12TH

FE AR DR, HRAL. ARG, DHEER,
L OhU&

Hikd L, DETRE, R, o
WS, g, WA SN, E
i, AR IR, H AR

JHF ik »-GTP |5 ALT. AST. LDH. Al-P®
5

1(1R7{3 A1 FEIMLER R A . hF EE Bk % |
FIMERKS 2. i

B Mk BUN., ZVv7F=vDL5 |EAKR




5% L 0. 1~5%Aii

Z OAth M7 vy 2 ES IipIR R BE&, 14, 7FE.
Wit L5, i CK E5 RARE, oL z270—
b bSAKT b Y AE,
IR T PAVA 2

AUCo-30 Chnax Tmax Tz
(ng*hr/mL) (ng/mL) (hr) (hr)

B VTR R U

8mg [ &7 834.84+177.4 | 76.47+20.28 |4.6+1.2|7.6%£1.5

14. BRLOZEE

14.1 BHZMABFOZTE
PTPERDHEANIPTPY — b2 5D L CIRAT % &
ST ZZ L. PTPY — FORBAKIZL D BN
PEEREARIA U, BIZi32i LA I 2 U CHERRIA 2% 0
HEEAGIEENRETEZ LA H 5,

16. EYERE

16.1 MehiEE

16.1.1 RE#HS

AREME S U EAE R 8 (38~68%) (2. 1H1[M4mg%
BRICWIAEEE U, & 5121 HIRSRE 07 H B R RS- L
7B R M EEERE O v T oL 8 v RO
JEEVEREIM-T 23 X B 28, RELRITIEE A E
i Ehanw, 1HEH (F5#%) RKU9HHE (THMX
Bi54%) OH v FHL LY OMPEEIZXO L 5D T,
B HA~6FRIRIZE — 2 I1E L 728, RA KT 5Y,

N N
(ng/mlL) ) N
80 HN HN
] g g
- i O g
60 HO HO
I 50 X N
A )—0~~CH3 ]\):0
- : D N
40 N
i 307 /| : W TFHNY M-I
g 207

B 5-HORER

Cnax Twax  AUCo~s0n  Tiza T2 f
(ng/mL) (h)  (ng-h/ml)  (h) (h)
_ oo |[JH551+199 5011 428+91” 22+14 95%*51

hYTHNY Y
o—0 QHH 57.7+141 4513 509+151 20+07 11.2+72
oo 1[{H 83+27 8019 136+48" — 89+26°
>—o 9HH 109+34 68%=15 19764 —  137%6.17

CE¥fiti + BLER 2, n=8)

EWHE #1450

M-I

A= FAY FPEFVIZL DHEE L
b)n =7
16.1.2 MpA > FHIL 4 2 EERIEE% AL 7-Population
Pharmacokinetics (PPK) f&#f
TR R N 55 T HE 16841, AHEME &5 1L FEE B OF i i AN FE
e I RE RS R30I, B RS A P S S iU RE R 18
Bl RS 2 0 5 EiERE g 8, §1224612 518 6 /e
2,886 DI 7~ F L & VRl E A T M
. AT, JIFHSRETERE (AST. ALT). FHaEdEr (it
W2 L7 F=>, BUN), Il 7 L7 I KO EIMED
HEELHVTFHILE D0 ) T 5V A, AR, HxHT
INA T TRAFTEY T 4 & OBEMEZRGT L7285, Tk
EHEF (ASTE>40 X IFALTE>35) 2352075
VADMSBE T B Z MR XN TS, [9.351]
16.1.3 £ FHIEEHERER
(hoTFHILE iE8mg [HT H])
TR AT A v FH L2 v EE8mg [T h] L Ta s
VAT NENIEE (H VY THNLEY YL FEFLEL
T8mg) #7 U A4 —/N—JRICKDMEHMRORES LT
MAEhH > FH o & VIR ZME L, 45 - 3YE)Re) s
F A =4 (AUC. Cmn) 122V TI0%IETEX MVEIZ THET
AT A& 1T - 72455, log (0.80) ~log (1.25) DHPHINT
H 0. WL RISV X h 72,

Jua 7L RS

(8mg) 918.94200.6 | 87.25+23.63 |4.7+1.1|7.4%£1.5

(mean+S.D., n=40)

(ng/mL)
140

N
o

—e— HIFHNEE8mg [HT ]
PTg -0 JATL XEE8 (8 mg)
: mean=S.D., n=40

@iE Y S EY\ SR
5 8 8 8

n
o

0123456 6 10 12 2 %
B5RS (hr)
(BhoTFHILEiE12mg [HT H])
R NBMEICH v FH L2 VEEl2me [T H] &7
TV AER2TZTNENIE (B yTHLEy YLFEFILE
LC12mg) % 270 A% — 3 —3EI0 X 0 MR nEt I 5
LCIitdErhh v FH 2 VigEEZHIE L., 56 h -3 mE)
HE)S5 A — & (AUC, Cuma) 12DV TI0%IS AKX RIS T
WM 217 5 72855, log (0.80) ~log (1.25) D#iH
NTH 0. WAIOEDER R SEE AR X iz

AUCo-30 Comax Tinax Tz
(ng-hr/mL) (ng/mL) (hr) (hr)

HYTFHI L VG

12mg [&F7) 1165.4+289.8|101.47+30.93 |4.9+1.3|8.5+2.4

Ta 7L A§EL2

1267.14333.9(114.164+43.06|4.8+1.6|8.3%£2.6
(12mg)

(mean®S.D., n=40)

(ng/mL)
140

120

—o— HUFHI A ER12mg [HT )
<0 AT L ZER12 (12mg)
mean=S.D., n=40

o
o

80
60

40 *

RERE ' S ETI\ S BSE

20 |

00123456 8 10 12 24 30
BFE (hr)

MUAERYRIE I ONZAUC, ConF0D/85 X — 213, HEREHD

BN, RIEOEREURIE - RS OMBRSRMEIC k> TRE S

RN D B

16.3 9%

MClAVvFH L4 vEE FOIE. 4%k P7ET7 LT 2
VST L 2RO EAMSERIE, L BI299%L ETH
% (in vitro) .

16.4 R
HYTFHLEY YLFEFLEIHILRFUVILIAT 5 —
Iz mREm s v 7y a2 viciEtah, 512
—EB2CYP2C & 0 IETHPEAEHIIM- TG X 5 23,
ARREVE S MTEAE B E ICARF E2 G Lz & 2OM-T Ol
T K OPR P HRIEERZ 7 T 9oL 2 v DI i K OYR
PEMERIZ ARG < . CYP2CODEIZNLRNC K 5 4 v 74
LAY DIMHIRENDHEI DN EZEL 6N 5,

7. HUTFHLE VIZCYPLIAL. 1A2. 2A6. 2B6.
2C8. 2C9-Arg. 2C19. 2D6. 2E1. 3A4DEHNEMEAH
FLW (n vitro) .

16.5 HEtt
AReVEEIMESERRE (38~68i%) 8H. ' mhAREM: & IiE
JEREE (65~70i%) 6fl, EFRETE &1 S SiiE B 1841,
JHFRRE S & 1 5 & U hE g 815112 1 H 18] 4mg 2 ¥ & #2112 W)




M5 U, & SICTHRSESMH 7 H IR ER G- Lz, u
FTHERPIERE R RT X, EHEREO 7 v
T & v ROIEEEREIIM- T 2 PRt X h 5, $e5-24
M E TORMB A v FH & v ROM- 1T O34
REVE R IMUERE R E T11~12%. @ shAREM: S ERERE T
1310~12%. JFRsE % fF > SIEERE TH10~11%TdH
D, 1FEAEXITRD 0, BREE A S SRS O
JRAPPEIEL, ME 2 L7 F = 3. 0mg/dLEL LD EH T
Z1HH1.1%. 9HH1.8%7T. IMiE~ L 7F=>1.5mg/dL
KO EHEREIE B TIXIH H6.8%. 9HHI9.3%TdH - 7=
P LD RGPS ORI, R P2 5 AT, ARk
PEEIERE RS . AR M S MEAE s . PR A1 5
1o I E R B OV R & 1 5 IS IILERE R & & ISR
B ONEVWEEZ 5N BY99 )
16.6 FENER2ETH8E
16.6.1 BEEEE

BpEsk (M2 L7 F=Y 1 0.6~3.6mg/dL) %5 &
JESERRE 181 H1El4mg 2 FHERIZHImR S L, X 512
1RSSR B 7 H B8RS U 72354, 1R 3R ReE
EMEEREZE OGS LT LA EEIZED 5NN,
16.6.2 fFEE=EEE

JIFRESE (ICGris © 15.0~28.0%) % ¥ 5 it FE e B 2 845
IZ1H1E4me 2 SR RZICPIEES U, & 6121 HIRSE# 8
H7HBS SRS U256, bR A RE M & 1 e i
FZOBALIFLALERRD WY,
16.6.3 =

BEhARENE S IMUERERE (65~705%) 66121 H 1[E4mg %
ERICHIEFES- L, X 5IC1 HIRSREHH 7 H R E %S
L7234, MR IEAREESIMEEREHEOBA L IZE A
EXREFRD SN,
16.7 ZEHHHEER

AFNLYTF Y VAP OEEOAREEE (54~T4%) 5
FUZAAILH 1M 4mg 2 F1&HICPIMES- L. & 51I21HIR
i HTHB SR G L-Ricknw Ty, Mpoaxy
VR IR A FER G FBE U CHIIMEEED Sk, &
7oo AV TV E Y OMHIRE AR MR R IR
A BAILEE U -E 13 A EEZRD SN,
16.8 Z D1t
AYTFHILEVEE2mg [0 ROA VY TFHILE VR
dmg [HH] &, [HEIRL ZROEIBEE O 4L
WIRISMEREBE A A P o4 V] 12D %x, AvFHLay
$e8mg [ &7 ] ZIEUERIFIL L2z & x| JEIEEINSEL
< EPFENICES E Ak &Y,

17. BEIRERIE

171 B3R ORLMICET 5 HER

(& IMESE)

17.1.1 ERERRZER

FEILERE, 9B S L AE D & A 5212, TH1RI2
~12mg % —AREEIR B Tl38~ 24, —EHE MR ER
TIXI2AER], RIS RE T3 24~523M], BFEEAES
Vi L R OVERRE e MU 12 d5 0 B ikl Tl 2~ 83M R, #&%
L5 U 22 BERGRER 12 30 T BRIE A A F-M X 7= v
JERED & 4 THIAIRZREDETBY TH B0,

U . fish# ([Tl *0H)
IO 2 47 | THherme) &4t | [PErme] £R<
*(Eﬁﬁgg)ﬁ 72.6% (606/835) 78.1% (606/776)
T 77.5% (31/40) 83.8% (31/37)
WREE 2 (F 5 S | 63.4%  (26/41) | 72.2% (26/36)
DTS TR | 66.7% (22/33) 73.3% (22/30)

ot 72.4% (663/916) 78.1% (663/849)

U@ IIIT (-20mmHgld ) R OMEERMMAE (-10mmHg 1) % 7z
A, FEME (-13mmHeld b) Az 3854, & 50k, PR
T & - T 8150/90mmHg A (7275 L. BFiass & £ 5 @ ERED A
Perg# T, 140/85mmHg A (ZFEIE L 72354

i, AEMEEIMEERE 2GR e L2
DFFR, KHOFHELFED 5N T 5.

BB HEGAR

(BMoRE)
17.1.2 ERNE MHEHER

1S OAREORE & RIZ, AKILH1A4mg % 2~ 4THE 1%
5L, Z0O#%1H1M8mg% 245AMPE 5 L 72 5 M bR
By (7T £ ARH) OfER, 7 UYL T vy A RERIL
EERTHBREN TS, HEZNNIHEREN I ERnDH D
BEFEII L7 v o T v v VA BERAEANE 2 TR
X7 5 R a5 L2GA0 [DARREIRO S 2 725
L] *DORBUIAAFL5HE4.6% (3/650) THO., I+
RTE30.3% (23/76%) (SHENFREISHE X, AAOF
HMELRD 5N T DB, kb, BTz, Y¥21) 2
BIEl (52%) . FIRA (83%) 2P T 3.
SOORBREIRO T X D ARG - NEE BY 254, &5 00, DA%
Al (RO FURAL REIRIMF. 72 047 v o v i
ERN SO M AEA]) O - B RAE % 110, R LI &
IR DML % fkige 3 5 By 6 75 & RBEA AL & HIr U 7 35
AAHIEG5REIZHB N T58.9%. 7 RGBT
51. 0% IZERIRMREME DR 2 GLRIER B AL Iz, F 72,
DARZEOBAIZED VDAL R D 4 NV b AARAFIFIZ4
B (OB, akaede, MR, hiEd) ., 7
5 b ARRHZ2 (HPAETS N OPTCAKEfT. Mflizg), HE
BEWERRARAREC2 CRMEEibeE, His) . 77K
BT (F38Ims) Abhiz, 205 bAFIRETA
SN DT, MO & U THED R X iz,

18. FEhEEIE
18.1 1ERA#RF

HYTFHNEY Y UFEFIUDORRTEIERIZ. RN TR
W B W TER ISR X SR 7~ 79
gy, BIZIMEEEHOT7T oA Ty I 4471
(AT ZEKIZBWTT Yy oA Ty v I EHENIL, 20
8 7 I G AR T 2 BRI 5 2 202 & 5 A3 % RN I
BEHOK TIZ k5, X512, ATVZEEREN LG TO
TR AT 0 VR4 B PRI & R AR A — R
BLTWBEEZZ 5N (n vitro. in vivo (T v 1)),
182 L= -7roPFF oI RICRIFTHE

T IERERF 740 CREEME S IUTERES6H], B 4 5 &
MERERRE186) A x5z, AFILH A1 ~12mgD [ {5H 4%
GRBROMRER, ML = Vi, mE7 v o7 v1
TEEROMAET v O 7T vy Vv TEED LARALRTH
54)'6)'7)'11)'12)0
18.3 DIMITENRE, BHEEERORNIMTEE IS RIT § S2E&

ARG S ILERE R 1001 % 3 i, AFITH1BI2~8mgD
MIEHS- ORER, DGEIIE, JEREIIMEOIK T, £EO
A R, AR AT EKPT O WAD 1A & oz ik, O
RSO OB I 3N A S s, A
REM: & M RE RS L1 AR 11 H 102~ 8meg D KB 5-
FERL, FRIEIEC & BIATHCHT, By, SRR
WEEIALNT, M4 FRE A 79 2 RN S R
156, AAITH1E2~8mgdD K IHH% 5 DR H, FRIERIC
MK IR RS BB A B s 2029
18.4 BMOARLEBED OIMITEIRESICRIFTE

SO RO EE 2312, AFILH 1 4me % 2~ 458 EH%
5 L. Z0O#%1H1[8mg% 243H[E#% 5 L 7= — HEHMILKR
BR (775 R DR, 7V UL T VY vAEIREERIA
ERTHRENTNE D, HEVBIERINZZENH 5
BEFISRH LT v o T vy VAR EAN T 2 TRA
N3 T I v R &S LA, KA S TR 56112
o UBRI 3 O A7 3 e B8, Fe SRR 1% B OV R LG
DEBLERSBAEONT NS, £/, KFIREGHTT It
RPEGEHC L USRI O 58 A B, 7e I AR IS &
CDIEERILDHE MDA AL TS,



19. A2 ICEET S E{EFRIENR
WERIGRE : H Y TFHLR Y YL EEFL
(Candesartan Cilexetil)
{54+ (1RS) -1- (Cyclohexyloxycarbonyloxy) ethyl
2-ethoxy-1- {[2’ - (1/-tetrazol-5-yl) biphenyl-4-yl]
methyl} ~1/-benzimidazole-7-carboxylate
7712 ¢ C33Hz4NeOs
sy Y& 610.66
PR - AEOfEE USSR EORETH B,
BEE (100) 1IZRRBEIR T, X4/ —LIZRRE
<K, T4 7 =) (99.5) 1< <. Kz
AT,
AL =V (1—100) 1EAEHEME AR & 2,
EMEErRD b5,

bt

a7 AL SHUHE

22. @

(hoFHaigmg [H3H]))
1008 [108z (PTP) X10]. 5008 [10%% (PTP) X50].
50088 D, /37 ]

(BhoTFHILa igamg [HT 1)
1008 [108Z (PTP) x10]. 5008 [10$& (PTP) X50].
5008% D, 2y, 7008E [148E (PTP) x50].
1,0008E [1082 (PTP) X100]

(BoTHILaiE8mg [HTHL)
1008 [108zZ (PTP) x10]. 5008 [10%& (PTP) X50].
5008% D, 2y, 7008E [148E (PTP) X50].
1,0008E [1082 (PTP) X100]

(hoTFHILaiE12mg [HTH])
100%¢ [108 (PTP) x10]. 5008 [10$& (PTP) X50].
50088 D, /7]

23. EEXEK
8 3-tho il ] P 126 2% . 2017;47 (10) :1353-1355
A RS PE R R AR E 2 HERE . 2021;29:49-54
KIESPEUR At 25 & 75998 . 1996;24 (Suppl.6) :S875-S888
SR iR PRIR S . 1996;12 (11) :2413-2428
RO A P g Tl P ek
W PRERREREE . 1996;12 (11):2429-2441
I 1E it PR 345 . 1996;12 (15) :3333-3352
PSR B il PR %2 . 1996;12 (15) :3353-3368
AR B & Tk . 1996;45 (9) :1662-1668
) IR A St FEER R 4K . 1996;12 (15) :3281-3297
) i U PR R 4 . 1996;12 (11) :2195-2211
) S ERA A PR K3 . 1996;12 (11) :2267-2296
) S R R At B PR [ . 1996;12 (11) :2213-2230
) S B At B PR 2R 4K . 1998;14 (15) :2765-2800
) SR S St PR R4 . 1996;12 (11) :2297-2322
) AR Mot EPR IR . 1996;12 (11) :2323-2341
) TRRES I PR IR . 1996;12 (11) :2343-2371
) BBkt B PR R4 199612 (11) :2373-2392
19) Bl e it R AR 255 . 199612 (11) :2393-2411
)
)
)
)
)
)
)
)

= = = O 00 N O U W

WO N O — T —

e [ EREE S A R PR 126 358 . 1998;14 (5) :871-918
HRLLIAE I fth: G A PR3 . 199612 (15) :3299-3317

SR e 5Pt DR R 4% . 1996;12 (15) :3211-3228

Fe L1 s fth: PR % 34 . 1996;12 (15) :3229-3264

B B F 5t SR P & J5 9% . 1996;24 (10) :2215-2220

S P ER 25 7l SE P & 158 . 199624 (10) :2207-2213
Wada, T.et al:Eur.J.Pharmacol.1994;253 (1-2) :27-34
=0 R TR & EPR . 1996345 (9) :1655-1661

28) DAt FRIR K4 . 1996;12 (15) :3265-3280
29) HJ I —qfth: FEPR R4 . 1996;12 (15) :3319-3331
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26. BUERTTEES

26.1 BUEHAT
HIDFENA 4
RREAXZH_THE1S
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