20244E2 A ELET (B0

Bk SR IRAT
FREIE - 34

BHEM7oo 4520 I SREERA
L5 ZE PR S it 1)
BAERHA HoTHILEY YL xEFIEE

hoTFHIVE 2 iE2mg [NIG]
HoTFHILE iEgdmg [NIG]
HoTFHILa > 8E8mg [NIG]
HhoTFHIVLE 2 iE12mg [NIG]

Candesartan Tablets

BFEEmansiEs

872149 (2

<4 -8-12mg).
872179 (2 - 4 - 8mg)

2mg 4mg
EERES | 22600AMX01254 | 22600AMX01255
BR5ERA%A | 20144E12H 20144F12H

8mg 12mg
HERE S | 22600AMX01256| 22600AMX01257
BR5eRAtE | 20144F12H 20144F12H

) R - EMSEOWTEICL WV ERTA I E

2. B2 (KOEEFICEEELEVWI E)

2.1 ARHN O LSEIEOBEERED B 5 BE

2.2 R AIIEAR L T A RO & 5 ek [95 2E]

23 7V AX LY I IVEBEE G oOMIRFEEE (2720,
MOBEEGRREZIT> CTORBIMED T > FE— LA L R
RoEE% ) [101 2]R]

3. HER - MR
3.1 #Hmk
Wiz 4, HYTHNE N A THINE | DY THNS V| h Y THNG
e $22mg [NIG] | $t4mg [NIG] | $#8mg [NIG] | $#12mg [NIG]
1§ e e e
AR NYTHNE N T THINE |\ Dy THNE | Y THNY
e A N A PAE =2 T AVE =2 S VR AVE 2
20mg 4.0mg 80mg 120mg
ANWAL=AHNVT T Ly b | ANVAB=AH)NT T A b
yERIYTF Ty, FUHK | vEwa YTy Ty UK
I A, e FoFy 7oLt [, e Foxy 7oLt
s Va—R, FILVEAFTY | va—R, 7YLEEATFTY
V) A, FOMIESG |V M) A, EHEGSE,
Z DALEY
3.2 RHFOMHER
Bizi4, HYTHNG N TN A A THFNE | ATV v
L $t2mg [NIG] | $tdmg [NIG) | $8mg [NIG] | $¢12mg [NIG]
e o | 2K )T W . .
e B o~ 5 NN DTV
o | E IR g om B2 o 2
= EINUES g e HEYNUES
70N, v
cc2 e/
7 QED
[EXES 7.1mm 7.1mm 7.1mm 71mm
JE 2.6mm 2.7mm 2.7mm 2.7mm
B 127mg 130mg 130mg 130mg
= — ¥ (
(PTP) TV CCl1 TV CC2 TV CC3 TV CC4

4. FHEEXIIzHE
(h>THIVE E2mg - 4mg - 8mg - 12mg)
OsMmEE
OB XEMSIMELE
(BoTHILE fE2mg - 4mg - 8mg)
TERORET., 7oo4720 Y o ERBEREER RS A EYT
BWIGE
O UARE (BE~PEIE)

5. REERIIZIRICEIET BEE
(REOTE)

5.1 T ¥ IA T vy W BERBER I EAIR G & AR T DT
WARVEHIC B B ARAOAHEITHBR SN TB ST, AKHN,

TYIFT Y VEBMBREAER PO R THRI TR

JFEHI &%,

52 7O T vy yERBEBER OMESAT SR EE B
LARKI OB VL, BT vV F oy oW
ER AR E B LS E OB/ ER O Z eI I Tw

Vg

5.3 NYHA -UHERE IV D18 P O A 4s B A3 5 ARH o4 1
R LTy (R A 700) .

6. RERUVAE
(EIMEE)
BA

WHE L. RANCRIHLIES YT vy Y LdF Tk L T4~
SmgZ FEIIH%5- L. LEIS L12mgE THEET L, 2720, &
B P A ICIE, 1H 1A 2meh S5 2B L. LEIZE L

8mg ¥ CH&ET 5,

W2

L U6 ARMmO/NBIZIZIHIM A > T vy v VL F
+F )L & LTC0.05~0.3mg/kg % fF 1% 53 5o
WL 6L EO/RNEIIZIHIA S Y TV E vy YL Fv e
L C2~8mgx #E ¥ 5- L. MEIIL U12mgE THET 4,

2L, BREEEZME) BAIE, BHEr &G 2MA L. L8

L:JAI‘L; C Tgmgi '(“%%“9‘_ %o
(BXE M= MELE)

WE. BAIHIE A > 7 v sy v YL EFEF e LC2mg
MOROAFEG ARG L. LIS U8mgE TH=mT %,

2 )

WEL RAIELIHLIES Y7 vy v L F T e LTdmg
MHREORGZHRG L. BEIE C8mgE THETE 5, 4B,
BRI E LT 7o Ut T vy YRRER R EAILANC L B R

RIS D Z &

7. BERUAEICEET 3 EE

(&M EAE)

ANRIZHEEGT 5561003, MAOHREZBAZWI Lo

(g LTL)

5 Bl Aa e O WU ML 25 120mmHg A O B35 . B E 2 )
B MRAZ N L T2 88, OAEOEREZORVEH I
. 2mg/ A b5 2T 5 2 Lo 2me/HIG-1E, ARIMER
HOEERIZN T 22 EEE MRS 5 B TH 5 O THHRM %

ATITbRWI &,

RHOFGAZ L) . — WO R A MERT 2R THEDVH 5
DT, WG, Lk U4mg/H. 8mg/H ORI, M
Fo@lge 12479 2 Lo 9130 914, 9.1.7, 9.1.8, 9.21.

922, 102 ZH]

8. ERLEFNIEE
(GhaetE)

8.1 BHEMEMICED DTV, LLDENHLELNLIENDHLD
T, BHTESE. HEEOERE R WA BET 282

HEIELI L,

8.2 TFAMTHI2AREIIH G- L AW EDEE L v, 7o VT
PRI Al pic L= -7 v
AT Y SROIMEWERIC X B EEE 2 MR 2k 2 9]

IS RFEE A G- o BE 13

b bo



(gL e)
83 . UF Y ABK], FIRAG LA 5. 2B, KHIOH
M G- COH R L T,

9. HENEEZEIHBEFHICEHTEE

9.1 AHHE - BMERZEDH 2 EBE

ag AN BEREEOH 2 BEXIIFECEBREEDH 38
BHELRPGEEZVEHE SN E 2R E ., AT S 2
&o BT E O R ARERAE A BT OB T I & ) SISk %
EALZEDLBENDD D,

9.1.2 AU LMEDEE
EHRERCEELZVEHB S NAE 2R E ., RIS 2
Lo BAV T AMELZES L BZNWDDH 5,

T, BHEEREE, oY PO VARBOBRREEICL Y miEs )
7 AMEAE L R ) R T WEE TR, LSS ) v AMEICEET A
to

1.3 BEAREEEDOERE

= I F5E)

DRI DG L, METAHAIZIME, BHEEN CEBEOIRES
FHIRB LR SHELAIATI) 2 Lo TNICMESEHIET
L. Yavz, R, —@BEOERELCEREORT 2§
BENNDH D, [11.12 2]

(B 0RE)

ME. BHRE. BIMOIRE (NE7nE v 5) ROBEZEORES
FTHICBR L 2RO MG L. EEICHETLIZ L, Bk
mEﬁ;\%%%ﬁT%awuﬁm%ﬂciﬁ%hﬁﬁéoU“
1112 2]

9.1.4 EF MUY LMEDEE

(& MmEEE)

DEPSRMG L, BET AAIIIME, BHERER RS OIRES
FTHICEE L 2D EA41247) 2 ke FIUCMEDIZBICET
L. Yavz, K, —BEoESELCEREOKT 2§
BENWNDH L, [1112 ZE]

(B LRE)

ME, EHRE, AIMOIFE (NEZ0v %) RUBREDIRES
TR L oG ARG L. EERICHMET LI L, Bk
m&ﬁj\%%%ﬁ?@%wuﬁm%ﬁzﬁﬁ%nﬁ%éoUd
1112 2R]

9.1.5 DARLDEE

(& MEEE)

AR DB, BEET DHAILMTE, BHERER CBREOIRRESE
FHICBBLEESHELITHI 2 L. TNICMESEBIET
L. Yav 7z, &, —BUoESRNEECEREOKRTHRES
BENWDDH S, [1112 K]

9.1.6 KENRAIEEEIIEARMIBABR.OHED H 3 BHE

(B 0ARE)

WEOMAERT 2k & IERDEALT 2 BEN0H b, [1112
2]

9.1.7 RINENEE

(B OARE)

ME, EHRE, AIMOIFE (NEZ0v %) RUBREDIRES
TR L oG ARG L, EERICHMET LI L, Ak
m&ﬁj\%%%ﬁ?@%wuﬁm%ﬁzﬁﬁ%nﬁﬁéoUd
1112 R

9.1.8 NYHA g
&

(B 0RE)

M. BHRE. EMOIRE (NEr/Ovr%) RUBEEOREY
THICBIR L 2RO MG L. EEICHET LI L, Bk
MERT, BEEETHLVIEENEZ RIS BZADNH 5, (7.
11.1.2 2]

919 EHXBBENRETEDDH 3HBE

9.2 BiEEERE

921 BEZEDHZEE

(& MEEE)

DRI VB L, METASAIZIME, BHEER CEBEORES
FHICHB LA SHELAITI ke FNICMESEHIET
L. Yavz, K, —@BHEOEREICEREOKT 2§
BENDDH B, [973. 1112 BHH]

(B 0RE)

ME. EHRE, BIMOIFE (NEZ7OV U5 ROEEDIRES
FTHICBR L RO 2MG L. EEICHET LI L, Bk
MTEAR T, BHEETH 2 WEBMEREI B2 5,
BYEOAED KRR IZ BT, BREEDO G B HEAET 285
ODERTH -7z, [7. 1112 BH]

9.22 MEBEHPDOEE

(& MmEEE)

DX DB L ., BIE T A5 A IINE R VR E OIRREE 4128
BLAVLEAIIT) 2 8 FNICMEPZBIIETL, v avy
7L g, RO ERNEAERITBENSH D, [1112 &

9
(

BIFOLBHEEEOGVERELAELE

]

(B OFRL)

ME., AMOIFE (NEZOE %) RUEEOIRER +40 128
BL Do 2lB L., EEICHET S L, 28 MEET
HHLNFEMERETBZNDSD L, [7. 1112 ]

9.3 FFEeEEEE
BEP ORGSR GT A R CEEIRG 52 L ITRREDE(L
THEBENND L, T2 HHEREMA > TV D7) T T
VAMPMETF T A EDHEE I N TS, [1612 B

94 H£GEREZF I HE

9.4.1 WIRY ZFIREMD H 5 &tk
HERL CWAZ eSS T v V% 7 v ¥ v B REE R ER
MET7 v T vy v I ERETHIZEH L. RE - fralE
ORE (B4, HE -l BoREAE, LS RO LN
RIS SR Tnw b 2,
KEIOFEG2e3r b . RSO F S S B E L TRAR G OWE
P2 HEICHET L, G LB SIS EREEY RS &R S
LGEINCOREGTH b T2, BGDRELRGAIIXKROE
BHEICEET A2 L, [95 BHH]

(1) AHFEGBAERIFIR L TWawa L 2R 5 2 &0 AHIF
Gd HRL TRV & EZENICHERT 52 & 5 HIC
RIRASHII L 72355121, BB IS 2 ik 2 &,

(2) KOFIHIZOWT, REFG G ICEFICHAT L2 L, &
7oy TG BEIS LT A2 &,
CIEIRAICARFI A LA, R

AT NBHDH T L,

CTRIRASHIB L 72 33 B b L B B A 1E, e A IS R AR T
LTk,

R R A AL, HMEICHKT S 2k,

9.5 i1iF
TG IR L CW AR D & 5 EIC I35 LawvwZ & &
GRS L 28 A 12, IS e ks 52 b, 4T
PR OSKENCT > VA 7 oY IS ARERERHI LT~ VA
T UEBRERIER 2 D SN BE THAGRE. BT -
BT, HAERORME., BA4., @A) w7 ANGE, HEHE
DAL R OB RE X 2 EHER S 5 T ok, B
HHOZEE., MORIBREDRD S bzt OMEND 5. [2.2.
941 ZBHE]

9.6 ®ILB
BILLZVWIEDET Lo T s OJEEN R ORI AR 2
BEIRE R G95 & 10mg/kg/ H LI E O #ECH A W2 K BHAE D
SO ENTWAEY, BB, v NOTIRRKHOR, B
LWV O IR K G LA, Wit 300mg/kg/ H
THA R IZKREHE O XINA RS 5T 5,

9.7 /MR

9.7.1 RHAEMKER, HrA B IR (AWM 2% E Lok
B O e RIS L L 22 R S BR I S L TV e,

9.7.2 %EMk»i#E (GFR) 2330mL/min/1.73m2&Kiil o /MR %
R E L72AME R OVt 2 i L L 72 BRRHBRIESEE L T v
f;l/\o

9.7.3 ERERE L OIEA ) 7 AMEEFEERIBIST L2 8, NS
DOEME TIIBHRER T 2D 2 Eh% v, FFIC, BireIc s
* ATTIRE (B2, BiK) OBFICARF %G5 554
H) 7 MM B S DREED D SO SA L B L EA X
HETAHZ &, [921, 102 &H]

9.8 EE
—IFICBEOREIZFE L e ENTWAE, TS 5
LBENDDH 5,

10. HHEER
101 HRAEE ALV L)

SRR TS

FEH FRIARIEIR - 55185 W7 - fabEE T
TUAFL YT VERIFREER AT, B L= T U T
i REREE . @) 7 Al o R BLE R AT R S

FILA iE L MR ILE O ) A 7 | WA WREMED D o
CHlf PR 538 AT 5 | B sl ST b,

HYite 72720, b
DORETHEHRE AT T
7 BIED T b
= VHaELIAR
DEREZERL)

[23 ZH]

102 HRAZEE BHFRICERETS L)

AN B ARIEIR - H5E 7 Wy - falE T

J1) 0 APRFRERIRA (i ) v AfE A B A
AU 57 Ny T22EHHD,
FUT AT L

REOT NV KATFT
WEIHIERIC L D A
) 2 SR A0S B

7Ly THIEIZL A,
A1) 7 AAHAGH fab R F o FFICE e
[973 ] [EEDDH B BH




R B RAER - A58 5 Wy - falriE T
FPRA FURA CTiafE 2 Z 1 T | FIRHI THEZ Z T C
PASE WL EFHICAK MO | DLEFIIE L = 0
M) ZONAFT VTR D6 BE|ESTUEL Tw b EH
4 TER DB T 52 B2 DL RADBEHL

(1112 ZH]

WHHDT, LENPDL
BIMGS % 7 LI
G352,

AR

FEBR P T 5 1S A
TR B L7
%

TYIVAFL YT TIVE
)

[9.7.3 2]

BREREREEE, w0 Y
2 MLAE fe O L % 2
ST BENED S,
eGFR2°60mL/min/
1.73m2: i 0 B F el
DB HEHE~NDOT ) A
FLUTIYVERELED
BEHIZ DWW TIE, B
R & A v &
SNDY AR &
bk,

TUVET Y R

EhRemE., w0y

L=y Ty VAT Y
ARME RN R S
NBREED D 5o

BRI A I ILE K OV I %
[973 ] ZTBENDDH D,
) F A VF Y A ESHRE S |BERMECBITS)

nTwni,

7 LA OB A S
Nbo

WOEHIZ XY PTG
FEENTVEEE
1) 7yv4+7rv
> SRR R B E R
O B )
(2) V—FHFREH F
O ) 7 LR FRE A
PR
[7. 11.1.2 ]

8 1RO AR 43 0 i IR AR B
TiE, Ao pEREIEm
RHNZARH Z NS 5
LB HR, 5D
O & R MR o FE B
WEEM R L POREE
AE

HHREETH L2 VIEAE
Mz FBTNIDH
%o

1 v=v-7ro47
v v RMEE R AT
RENDREMEN D 5o
(2) FIPRHAICHFE % %
FTwaEHIZEIL =
SEWESTHEL TS
BENVL L RA D%
LT

A S 3 Ry B
HiEmoEE, K>+
U A LE O B, K
MO B#FH, NYHAL
300 EONiA dib)
AL FE O 5 LA
ERE, FREODL D
B BT O
i

JEATF O A RN
Jii#l (NSAIDs)
FR AN A -

FEFEAE M A3 IS T 5 2
WD Do

AT O A N RE
i A U I A PR R A %
HYAT0RAY 7T
TroEHEMRET S
e, BIEEH%E
WG S B MHETEA B
HEEZLENT WD,

FEEDH L EH T,
SO ICERESET
LBLNDH 5,

JEAT A PR 4
WO TaARY 75y
T UAREEERIC K
DB K R 3
hlzOrEZHLNLTW
5o

11. BMER

ROBWEHD S S5bND T WD DHDT, ez 5470,
WSRO BN ARG E IR B SR A ALEE 1T 2

2:0
11.1 EXEEIEA
11.1.1
T, 1S,
bNDLZENDH D,

MEZE HEARH)
Ty T - RSSO BN 2 AR & 2 M RIEDS S 5

e

1112 2 avy CHEARY). K@, BREEX EERY. 2721

B OAED

B 50.1~5%A1)

Wik, MR, BRI RSN D S DN R EAITIE, HHIZE ) AL
BEITH 2 &, [91.3918, 921, 922, 102 ZH]
11.1.3 2MEEE HEARY. 7272 LEROAE0EE130.1~5%

i)

11.1.4 SH U7 LIME

11.1.5 FFigEmE=.

CHUEEAT)

HE (HEAD)

AST, ALT. y-GTPO LHEDOIHREEREDSDH SN L Z L

H5o

11.1.6 FEFEREREE (HEAHH)

11.1.7 HEEBBERE (BEAW)
WA, B, CKEH., ik RORp I+ 7 uey EAZ
BT AHRGRMEDYR D SN ERHLIDT, ZDLIH %
LAIIFED ICHS 2L, B REZIT) 2 &,

11.1.8 FEMMR (HEAH)
FEE WL, DR DR, MR X S A A Rk ) R 25 S
bIAEZEDNHLEDOT, ZOL) REGE GG 2RI, BIE

FORMY)RWEZITH) L,

BRIV E v F oF

11.1.9 {KIN¥E CBEREAH)

B, ek, BT, FoEZ . HHMKT ., i, ik
DD HONIGEIIHRG 2 RIET 5 2 b BERIGHER O &
LTHLHONR TV,

11.2 ZOfOEIER

(& IMESE)

0.1~5% A 0.1%Aif BHEEAR A

SEBEIE L. WE, HRE, £
O OLRLRIUE

LIV, KAHDE, L
CHEH, B, 13TH
GH. BHEK. AR, IR
S HO LUK

Bl MR, SAROR IR,
B AR, O i
T IR %

AST. ALT. Al-P.
LDH. y-GTP® L5
i, HImEkEA . Hif
BRI L. WFERERE L. I
AN A

BUN, 7L 7F=rDFk
F EER

R, B, S,
BPR. FHE. L I
A baA, BRIV AT
o— )V kA, MHCKE
- CRP.LA- IfH Rk
A MRS 287k
2

(BtEOTE)

B OAREFCIXBIMEMICIERTZE L HA, H5D X, Kl
JE. BRI R O BEINSED S S b3 L, ME, B O
BIMOEE (NEZ7BEVE) ICHETLHI L, B, WILEE
DEGEDOFRWERIC O FESLETH L,

e JHALBUE O A
B

Mo L UMUK

LRt

HALE N R

JFF ik

IR

5l

Z oA K MU Y A LAE

TEF R A

B

5%L) I 0.1~5%A1if§
A HEE ®5. €I
TEBR T THLSA, RIME. 5|0 F v, IR, B, BV .
5o X [E&e)
FEAAE R U, BRAL. AR, BHEK, L
U
HIbZR ol OEEERE . AL, E .
8. MR, T, AR,
B ALK
J e y-GTP L& ALT., AST. LDH. Al-P® &
ik eyl FIMERRA . IFERERYE 2. (1 ER
e NN T
i BUN. 7 L7 F=r® | &AR
=
Z DAt M) s b5 ik (BER. BT, B, RE. R
JREE LS MAPCK 1S (8%, oL A7a— )V B K
>N T AME, ERS v 8 s
W

14. BHEDZEE

141 EEZHFEOITE
PTPADIHNIPTPY — b2 SHUY L CTIRA S % & 5 48
52k, PTPY — b OEFRIZ L0 VG AR AS E kG s~ A
L. BHIC3gIle B L TMBRASOEE 2 S HEZ 5T 5
CENH D,

16. EYH)EE
16.1 MEE
16.1.1 REHRE
KRB 5 U i B % 8 (38~687%) 12, 1H1Aldmg % §H £ 12
PG L. S ST HARSERE H 7 H B RAER S L 728, w3
b IMANAZIE A O 7 > FH v & 2 R OIS A H M- T
D SN LA, RELEIZIZE A KB SN2, 1THE (W
3 5-%%) RO9HHE (THMRERS#%) oh v 73y ol
¢%guﬁ$&%ﬁ%%uﬁ~7ugbt&‘ﬁﬁﬁﬁ??
%4 '50

wewe g o Tmec AU Taz o Tuw
bRy 1HH 551+199 50+11 428+91» 22+14 95+51
9H H 577141 45+13 509+151 20+07 112+72
M.T 1HH 83%27 8019 136=48Y — 89+269
9HH 109+34 6815 197+64 — 89+6.12

CFIgfE + B, n=8)
a) 8= MXY FNEFIVICEDHEEL 72,
b) n=7



16.1.2 Meph>TFHIL 2 BERFEM%E BV /Population
Pharmacokinetics (PPK) f&#h
TEFE R NS T HET686 . AR BEE: ) I A M O s i A B 3 Il
IE BB IEAS06] . BFREE A 0w e R 1801, FREE & 9
1 LS R 8B, 512246120 & 1% 6 722 886 LD il 7 > 7
Tovy CREEMEME HT, WL Fl. RE. IR
(AST. ALT). BHHEIE (M~ L 79 =>. BUN)., [f7
VT I UEREIIEOREE ) TV D7) T T VA,
AR HRNA T NA T T4 & O E MR L7
FER FEEE RS (ASTME>403EALTE>35) (2B LH2 )7
T VAN T T 5 EDEE SN TN L0, [93 ]

16.1.3 E£YFHIEEMEHR

(BoFHIL4a>88mg [NIG])

(1) B FH Ny vEE8mg [NIG] L 70 7L A458% . 7 O A
F—nN=FickyEnENIEE BTV Y Y YL FEFLE
L C8mg) fEEEM AT 112 HE & HLRIRE 455 L C e i A
W (h TRy V) EERIE L, S NS ERE ST X —
% (AUC. Cmax) 122 T90% 15X B2 CTHEETHENT 2 17 -
7oHES. log (080) ~log (1.25) OFPHNTH ). WHIO AW
MR SRS HERE S 72T

120
100 F —e— 71 7Ly U §E8mg [NIG |
3 =0 70T L A§E
EEE A = B, n=18
i J
: L
2 ...ﬁ
®40 -
z ) -
20 té
0 . \
0 12 24 36 48
5. 1% OWE (hr)
Y BYEE ST A — 5
Pe5am|  AUCoss Cmax Tmax Tz
(mg) | (ng - hr/mL)| (ng/mL) (hr) (hr)

NYFHNY LG
8mg [NIG]
PASPARPS

8

8 1033.0+264.4 | 87.8*26.7 51 87x28

8 95242190 | 775%216 51 |100*+44

(P = ¥R, n=18)

MAE R EE I ONIZAUC, CmaxZE /35 X — 7 1d, #iligs o

g\Wﬁ@%m@ﬁ'ﬁﬁ%@ﬁ%%ﬁﬂiofﬁ&%ﬂ%ﬁﬁ
%o

(BoTFHILaiE12mg [NIG])

@ >y FHNY LEEl2mg [NIG) £ 707 L AE12%, 70X
F=nN—FIE ) ENRENIE (D THVY Y YL FETL
&L C12mg) RGO A B MR P L CImdE i 4
R (o Ty o) wEEZNEL., 56Ny a)RE/ T
A—% (AUC, Cmax) 122\ T0% fEHEX M1 TREHE %
To 72k, log (0.80) ~log (1.25) DFFAANTH Y, WiFHlIDA
W R SRS HERR S 72D,

140

120 7 —e— 7 FH Y V4 12mg [NIG
a 0l —-0-- 70T L AGE 12
E A + B, n=17
2 st
™
2 gl
H
2
T wf

20 H

0 1 P . S—
0 12 24 36 48

e 51 OWE (hr)
BT 2 —%
55| AUCous Cmax Tmax Tz
(mg) |(ng - hr/mL)| (ng/mL) (hr) (hr)

HYTHIY L

KSR 12 | 1359%268 | 114%31 | 5%1 |93%35
E”7L“Zﬁ 12 | 1366257 | 11233 | 5%1 |94=48

(3 = 1R 2, n=17)
IMAE I NICAUC, Cmax®BED/8T A — 1%, hEE o
?;‘)\\ PR OFRIURIEL - W5 O RBRG IR & o TRA gD
;e)o
16.3 9
(UC] A TNy rEe FolliE. 4% MG 7 V7 I Vi
WML 2RO BAKEAEIZ, £ DI299% U ETH S8 (in
vitro ) o
16.4 X35
N THNVE Y PLFEFNVEHINKRFINIAT T —EIZX

DGR v TV s R s L, &SI #ASCYP2CY
2D FETEMERBM- TR S 525, REMEDNEEESE
WA Y TFHNEY b L b & OM-T oI i K O kR ik
WG Ty L O MR K ORI A
CYP2CODBIZML TN X 2 5 ¥ FH IV F ¥ DML E~D 5
A hweEZ 5N50,
$72. 7Ly LI3CYPIAL, 1A2, 2A6. 2B6. 2C8. 2C9-
Arg. 2C19. 2D6. 2E1. SA4DRHFHE M ZHE L %2 WS (in
Vitro ) o

16.5 Hkiftt
AREEVE S IMEAE Y (38~687%) 8. ErliARE: & i i R
(65~70/%) 66, BREEx M) BILEMESE18H. FFREL )
T AE B ESHC 1 H 1l dme & Sk ic s L, S 51210
PRIERRE H 7 H M DRSS L7z Wi b SRR LRI
B S 03, WHERHYOH > FH Ny v Rk OIEEEA S M-
T2 S B %5240 F CORN S > TH NV F ¥ L U M-
T OREHEM RIS AR M 5 U B E C11~12%. A AE M w1
FEAE B Tl310~12%. HFEEE % 1 5 &SI E i B g TH10~11%
THY. 1TEAEETRD BV BREZ M) SITEERE DR
rEEEE, G2 L7 = 2 3.0mg/dLE Lo BETIZIHE
1.1%. 9H H18%T. L&~ L 7 F = > 1.5mg/dLAii 0 B HERE
HHITIZIHB68%. 9HH93%THh - 720
Vb AR G- o AR . RAPHEIESR 205 A C, ARREMEE
FEAEBE . B S R RS TRE % M) S EE
T OB 2 D) B IMERE R & D ICER MO b wn e
Z 5B 9 1D

16.6 FHENERZEH I HEE

16.6.1 BEZHE
BREE (g2 L7522 1 06~36mg/dl) % BED &I e
F18BNZ I H 1M 4mg % B IS L. S 5121 HARSER 4
H7HBBRAESS L2a . M B AR B & I B E O
EEITEAEEITRD SN NI,

16.6.2 FEEEEE
JFEESE (ICGris : 15.0~28.0%) % 9 Sl EAEEZ 8B 1 H 1H
AmgF FAEBRICHEES L, &SI ARESME A7 H B KAE% S
L7284, A ARV ST AE B DR £ 13 L A 21T
RO BN WD,

16.6.3 =
AR BEE S U A B (65~70m%) 6611C1H 1H4mg % Wl Ak
WHEH G L. & SICTORSEBE O 7H MRS L7241
PR IEAREE RN ESEEORG LT L AL ETRDLNR
\,)9)0

16.7 EMHEIEA
AFNY TE Y AT OB LAERE (54~T45%) 5BIZH
YFEHIVE Y YLk F VIHLEdAmgE SAERIC RS L.
S HICTHARIERE H7H B AERS LIS BWTh, mhy T
X VRS TS VIR G L CHOINERR O H
e F/20 B Y FYIVEY 2O MA I AREN: B U S R 2
A TN e B G L-Galidb ALEITRDLN
V15) ,12)0

16.8 Z0Ofth

(h>TFHILE > §E2mg - 4mg [NIG))
By THIVE LEE2mg - dmg [NIG) &, [EEA 7% 2 #1H
TEHFN ORI R S ERER T A R 5 4 > CER244E2H29H 3
FEAIE02204510% ) | 123D &, A YLy L §E8mg [NIG)
%%L@%ﬁu& L7z &, BWHZEEH»E L <, EWENIZEL L A
RENTD,

17. BRPRRGER

171 B ROCLRLMICET 235

(EMERE)

17.1.1 ERNEERER
EIMEAE ., BB T AE O & B 2 RI12, 1H112~12mg
e — R R R ClE8~248 1 . —H H I EEERCIZ12:8 0
T3 5Bk Tl 24~52:A . B FEE A 0f 9 @S EiE K OV T &
MEAELZ B 5 BB CIlE2~8HEM , RS L 2 R REEIC B W
T BEEREIFHE S N2 SMERED ¥ 4 THIEFIZRFED &
jg V) -(«35%13) »26)0

HE [ TH) *0%)

BIEED ¥ 4 7
L 7 CHERE] 2 &8 [HEARE] ZBr<
ZR T I
(B - ) 72.4% (601/830) 777% (601/773)
T 5 I A 775% (31/40) 83.8% (31/37)

bR A P ) R 634% (26/41) 72.2% (26/36)

FEEM RS 66.7% (22/33) 73.3% (22/30)

& FF 72.2% (658/911) 77.8% (658/846)

SUURIIME (-20mmHgPl k) K CPEIRIIME  (-10mmHgPl k) % i 72§
Yt PHIME ((13mmHgbl ) #ili7z 354, 5 \vid, TR T
HoTh, 150/90mmHgAil (772U, BREE 2 4£ 5 mllilEfE O ABe S
TiE, 140/85mmHgsA ) 12 FEIE L7354
. REEEITEEE 2R E L ZHERILEGROM
Ko AW THNE L OEAEDERD LTV 5,



(8 0RE)
17.1.2 ERZE I HER
BYELAEOBEZNSRIZ, HryTFHvy y Y LdFEFIL1IH]
Al4mg% 2~4:EM 5 L. ZD%1H1R8mg% 2485 L 72—
EEMRILEGE (77 2R ) ofR. 700470 v v #R
HHRMEATHERINTVDED, HLVITERIN-Z 0D 5
BEICG LT v IVF 7 v v YEMBRAERCERZ T T
T IR 2GS L2 E0 [OARSERO S 272 E
1] *OBULH v TV g U HEGR4.6% (3/6561) THH. 7
7 B RME303% (23/7661) IZl~EFREICHHI S, Ay TV
COERENROLNTWD2D, B, BTk, Y¥F5
2K (52%) . FIRA] (83%) EEMPEHENT W5,
MOOREREROEA &) AKE - MR BT 254, & 50Id, OAREENE
FGRUHD, FURA, REIRAAL. 7> V4T v ¥ v s Dok
OMAFEIER) OB - BRI 247 2580 % DU b [ B o L E %
RHES DI 7 & EIRBEASEAL & HIE L 72354
BTN Y PESEIZBWTE89%, 7T RESHIZBWT
51.0%IZ R O Bt % G HRIEMNA A SNz, £72,0 LR
EOBEALEDL R VOIERD A XY FAH YTV Y L BEIC4
Bl (OB, Eakiede, —EMkERmEE, MEE) ., 791K
1226 (FFARZAETE~OPTCARGAT. WAHZE) . EE LB
YTV CRETH (BEEREE, HiEE) . 77 R HTLE
(T I8 AbNle SO bH vy FHLY VEHETALN
TSRS, MAESEOIRIT & L CORRED TR S Lz

18. EERpEEIE

18.1 1EA#F
HyTHNVE Y LT IOVOREIEIER L. AR TIRIGE T
2B THR IR S AR T vy vk
D, FICMEFEHOT7 4T 7 471 (AT 2%
RIZBWCT v OF 7y T ERHLL, O8I 7% M IHEE
AT 2 2 2108 > TET LR MERITOK FICL 5, &
S5 ATIZBER 2 A LZRIBCOT7 IV FAT O VT 5
TIH?EI{’F)ﬂ%I&‘éVVFﬂi C—#E5 L Tnwb EEZ 5N 528 80 (jn
vitro in vivo (v F))o

18.2 l/:/-7"/771‘7"/"//%(-.&6£'4'§’§=
A B 740 CRREVE S AES6HY ., BF RS 2 1 5 i MU
BELB) 2 RIC, Ty v /l/#vlz-?)vlu1l_ll~
12mg® KBS G- BROFE R, ML = Vi, gy > o F 7
UV TBER AT VAT vy RED EANALNT
\,\54) 9) ,10) ,14) 15)

18.3 OIMITEIRE, BHERVHIIAEICRIF T HE
REMESIMEESFEIB 2 RI2, ATy Y LdeF
JVIH1E2~8mg® SRS G- O 5. WHEIIIIE . JE5RE T o
F, s Lﬁbﬁg FERMEIITOBA DA S NI iE, L
i, SR A O LRI BRI A D N v, KRR
WEIMEESEZELIGICH T vy » L3t FIL1H1E2~
8mg? SR G- DR BRI %)m[ﬁl"ﬁifﬁm B, KBk
RABEICHETA ST, %ET%ZIKEE&%EHHE#E
B0, 77/7‘“?‘)1/57/ /l/:\’—’k?‘)blElllil2~8mg0)Ji
G- OFER. BEERC D I 8125223 A 5 7R \»8D 330,

18.4 'I‘“I‘E'L.‘Té%%@'uﬂ[lﬁiﬂ g"r( RIFTHE
B OAEDOBREZRIC, Ay FHLy sy Y LFeFIL1HL

Bl4mg% 2~4R S L. £Ok1H1F8mg% 24 M5 L 72—
EERILEER (77 L R0) offik, 7o o475 vy v &R

FRAEFRCTHBESN TR L0, HLVITHRESNL-ZE8H 5
%%Kﬁb?yyﬁiyyy%m@%m%ﬂuﬁifﬁ7?#»
I T T RERG LI E, Ay TV Y P BRGHETh
TS A GEN I LR S IW(D%T s, =G R
BRI D E ML BASNT WS, T2, h Ty
ST T T ARG LBRI A I O A B 2 880, A2 =0T
MEARIE L VORI OB B R A DA 5N TV 52,

19. B2 ICET B EBIEZHE R
— IR D TV E L YL EET O
(Candesartan Cilexetil)
t524 © (1RS) -1- (Cyclohexyloxycarbonyloxy) ethyl 2-
ethoxy-1- {[2 - (1H -tetrazol-5-yl) biphenyl-4-yl]
methyll -1H -benzimidazole-7-carboxylate
5313 ¢ C33H3NeOs
f-a 610.66
IR RO USRS EOR K TH S, B (100) 12
RBEFRT L, AF = VIIRREITIZL, =7 ) —
(995) IHEIFIZC L KRICIBEA BT R, AY
J = )VIE (1—100) 3 E2 R S v, S TELS
RO HLN5S,

bzt

B USHRER

22. Ak

(hoTHILE iE2mg [NIG))
1008 [108€ (PTP) x10]
(B FHIL g sEamg [NIG])
10088 [1082 (PTP) x10]. 500%¢ [10%¢ (PTP) x50].
1408¢ [14%¢ (PTP) x10]
50088 (77 AF v Z7KMV, /NT]
(BrTFHIL4a8E8mg [NIG])
1008 [1082 (PTP) x10]. 50082 [10%t (PTP) x50].
14088 [14%¢ (PTP) x10]
50088 [ 79 AF v 7R b, NF]
(BoTHILEiE12mg [NIG])
1008 [108¢ (PTP) x10]

23. EEH

1) BspEt fth - EEERIEEAE 2017 5 47 ¢ 13534355

2) FEHERAH B FEVR B RERME NRHESMERE 2021 ;29 ¢ 49-54
3) REFRER fi © 353 & 9. 1996 5 24 - 8875-8888

4) $AR AR b FRIREESE. 1996 5 12 : 2413-2428

5) #TAMUEH AR EHMIEHR JPDI2021L.LIZ5H 5 2021 ¢

196-197

6) #T/\SE H ARSI A BEI#EE ;2021 © C-1455-C-1461
7) ALNERL AR [ S R

8) WTHEFEUE M c FEPL LRI 1996 5 24 1 S915-5943

9) FH W EREZSE. 1996 ;12 : 2429-2441

10) HEBIEH fil : FAREESE. 1996 ; 12 © 3333-3352

11) PR A - BRPRIEESE. 1996 5 12 © 3353-3368

12) LRgEg: b gk LK. 1996 5 45 © 1662-1668

13) BEEAZE i - ERARIEESE. 1996 ; 12 © 3281-3297

14) STIHAEDS b o ERPRIEESE. 1996 5 12 © 2195-2211

15) S/llIERE Al @ ERPRIEESE. 1996 5 12 © 2267-2296

16) FRJIHARTS b o BEPREEZE. 1996 5 12 : 2213-2230

17) SRINHMES A - FREESE 1998 5 14 © 2765-2800

18) FRHZEY il : BRIREESE. 1996 ; 12 : 2297-2322

19) ST I b c ERREEZE. 1996 5 12 : 2323-2341

20) BEREIEML fil: BEPREESE. 1996 ;12 : 2343-2371

21) By A BRRIESE. 1996 5 12 © 2373-2392

22) Bappdeak i : BRPREESEE. 1996 5 12 : 2393-2411

23) FeIBFES fth - BEREESE. 1998 ; 14 : 871-918

24) MRILAEHT M o ERIREESE. 1996 ; 12 : 3299-3317

25) FKIEET il BEPREEEE. 1996 5 12 @ 3211-3228

26) RILSERERER Al c EEAREEIE. 1996 ; 12 © 3229-3264

27) MM EEWRER (707 L A5 20054E10 7 11 HA&GE,

HAS SR 1.1.(3)

2&%&%#%@ FEHL LA, 1996 5 24 1 2215-2220

29) SeAEHHHIZET i SEEE XA 1996 5 24 ¢ 2207-2213

30) Wada T. et al. : Eur.J.Pharmacol. 1994 ; 253 : 27-34

31) = iRfE— b B & EIR. 1996 ;45 : 1655-1661

32) PR il EEREESE. 1996 5 12 1 3265-3280

33) IS — fih @ FEAREEZE. 1996 5 12 © 3319-3331

24. XEEKRERUVEWEDHESE
HIE THaH BEEYR— MLy v —
T930-8583 Bl T H6E21
TEL (0120) 517-215
FAX (076) 442-8948

RERFTEEE
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BEIIRE TG xxax

NicHiko B I EwH 1T HE & 21

26.2 F5ET
BE I #xax
Nchiko E LT # w1 T BHEE 2]



26.3 BR5E

HAZEGIEKRIEH
KIRFBPRKEERNTE1E1S
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