% 20244F 8 HEl (45200
20244 2 AeLET (1R
B SRR
BRhEART : 34F

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 f
[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

WE . AL LES v v s v

YL¥eFIvE L4~

8mga At 1% G- L. LEIE U12mgE TH&ET 5, 72720, &
BEE2E D Ha12id, 1H1F2meA 5& G2 MG L. LG T

8mg ¥ CH&ET 5,

W2

L DR 6 ARmO/NBIZIZIHLIRY > T vy > v LF
tF )Lk LT005~03mg/kg % #1515,

EL 6L Eo/NBIZIZIALEY YTV Y v

DA a2

ELT2~8mgx fELHS- L. LEIIS L12mgE TH=ET %,
L, BEEA A, KA ORGSR GL. LT

\2JE L C8mg ¥ THIET 5o
(BXRE M= IMELE)

WHE L ENCIEIHIE S Y7 vy >y YL EFEFILE L T2mg
POROES G L. LEIJEC8mgE THET %,

(B LTL)

WEL. RAIZIHLES 7y~

YL ¥FEFILE L Tdmg

MHREORGZRG L. BEIS C8mgE THETE 5, 4B,
FRIE LT, 7Ty U T vy CERERIER DANC X B IEREE

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




HH) 445 RRPRAEIR - $5E 71 By - fabRiET
FIRRA FIRA TR E 2 T FRF THE L 21 T
Jat3IF WL EFICARF MO | VD EEIEL = U
M) ZualRAFTITERGT 26, BIEESTTEL TV BHE
N TERDHERT 2 B2 DL . REIDPER L

(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
DHDHEZ~OT ) A
FLUTIYVERELED
BEHIZ DWW TIE, B
R & A v &
SNDY AR &
bk,

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

TYTE Ty R E, ) Y

R IEH A MLAE K O E % R

[9.7.3 2] CYBEIAD D

U F L VT AhE S S | BIRAMEIZB T AU F

nTwni,

7 LA OB A S
Nbo

WOFANZ £ Y GF G
FENTOD A
1) 7vIF7rv
A R L A
O B
(2) v — 7 FURHA K
U o AR
A
(7. 1112 /]

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

AT T A N KA
JiiAl (NSAIDs)
AV FAy &

FEFEAE M A3 IS T 5 2
DD,

AT A PR AE
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,
S LI ERIEAEALY
LBLNDH 5,

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

%0

11. BMER

ROBWERRH HDONDLZ ENHILDT, BEE2 51247
AR O N YA E S e Wk A 7 S ) 2 AL A

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

AN
792

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 HERUEGRAEE CHEEAH)

AGEN

VALEN

CKEH. MK RF I 47 aEy 525

W& T DR BRRE DS D LN I ERBHLDT, 2D LS %
LA s 1k G Ak L, #Y 2 IEE1T) 2 &,
11.1.8 FEMM% (HERH)

FEER, WM. DRIRIRIE, SRR S A

% ) BN S5 &

PNDLIENHLDOT, TOLH) BAIE S Ehik L, B
B ARNVE CHOGEOBMY R LiEE1TH 2 &,
11.1.9 {KIN¥E CHEZEAM)

Bk, Zefgi&. Wi, FoEx . £HIKT, i, EkEE
END LN III G ek T 462 L BRBGETOR
HThH LRIV,
11.2 ZO/ORIERA
(S EE)
0.1~5%A 4 0.1% A B
I FEL BT
TEBR TR DIV, S50 E, H (WA L5
A, B, 13TY @)
AR (T, K. IR, R DU L Ok
S O LUK
TH1b B, TR, EROR IR, R R
A LI o
T %
JH e AST., ALT. Al-P.
LDH. y-GTP® L&
iiki/d A, FmER A Fi
ML, IFERERIE S . I
IR
Tl BUN., 7L 7F =0k
A EHIR
% | 2Ol PR, B, s, (5 ) AfnE L [ B, RIS
MR, FBE. L e | B EE. AR
Vo AbH BRaL AT
o — )V k5, I CK =
5. CRP.L4. 1A R Bk
EA MER S 87 R
9\
(B LRL)

B OCAEF TIEEIMEFIIERZE S A, H60&, Il
JE. BRERERE R OEMSE S 5 b3 < MmE, Bk
FIMOIEE (NEZTE VL) |
O EORWERIC S EESLETH D,

CHRETALHI L, b, EILEE

5%LL L 0.1~5% i B
WETBAE BB, T
TG ER A E B A OF v Bk, BE. B
RILE . 5 5 |#H. 13TY
DX
FEA RS R GEAE. RS, AR, BEERK.
L O
HAb# L DEEE. R HE
iy i, WRE A, MR,
FARAIR, B EBALE
TR, y-GTPL% |ALT. AST. LDH. Al-P® I
5
ki3 A i HIMERE A RS %, B
MERKEZ i GE A
e BUN. 7 L 7 |&HR
F=r0 5
x| Z ot M ) AR, BB, B, RIE, | B
b MR HERE. B ATo—b
B LS. awd | A R M)y AdE, I
CK |5 i T AIAVE V)

14. BHEDEE

141 EZZFEOTE
PTPEZEDOHEFNIPTPY — F 2250 ML TIRA$ % X 9 4
52 E, PTPY — MOREIKIC LY . WS E AT EE R B~ A
L. BIOdZEILE B L CHiBAESOEERAHEL 58T 2

N NY: )

%o



16. EYEE

140
16.1 MAiRE
16.1.1 REHS 120 ¢ —e— 71 Y FH LY 4 12mg [NIG)
KAV P S 5800 (38~687%) 12, 1H Lldmg# B Ef% 1 2 10l ~om 7B LA 12
PEFES- L. S SIZIHRSERE H 7 H B RS G- L7z, w3 i Py =R A n=17
LIS ERB Y OB Ty v R OIREEAE M- T £ 80
D SN DA, KRBT L A LISV, THE () 2 ol
m$5-%) RO9H B (THRERERS%) oh 7 vy v ol E&j
IR G4 ~6F BRI — 2 IE L2, HA KT Y E 4of
A4 <5>D PN \’/k\\’ 20 H
1N HN 0 X A
) ) 0 12 21 36 18
i 0 o P55 OME (hr)
ST ‘?%EV S5 A — 5
R T ¥eham|  AUCoss Cmax Tmax | Tie
U - (mg) | (ng-hr/mL)| (ng/mL) | (hr) | (hr)
- _ — —
c AITFNE LGN g | 13504268 11431 5+1 | 93=35
WaEwE 5 max Tmax  AUCo-30n  Ti2a Tizp 12mg [NIG]
/ (ng/mL) (h)  (ng-h/mL)  (h) (h) 707 L A5 . . R R
symingy LHH 5515109 50+l 428+01 22+14 95251 12 12| 1366257 | 11233 | 5%l |94=438
9HH  577=141 45+13 509=151 20+07 112%72 CFHy = B (%, n=17)
IHE  83+27 80*19 136+48)  —  89+269 AR EESE ONICAUC, Cmax® D/87 2 — 813, #BR#E 0%
M e e e ls el —  89ield 3. RO TRINELL - BEIIS OSBRI & > Tk 5 0] flts

CEI4fE + R, n=8)

a; TUN—= R AV FETFT ML DHEE L 20

b) n=7

16.1.2 M H > FHIL 2 REBIEEE ALV /~Population
Pharmacokinetics (PPK) f&#f
B NS T HEAT68 A BRI A M O i fh A B 73 L
IE BB IEAZ06) ., BREE A M SR 186, JFREEL S
AR R8BI, 71224617 545 5 11722886 o i 77 7
vy CEEMEME T, . Fil. RE. ITRERE
(AST. ALT). BHEEIRE (2 L 7=, BUN), I 7
VT I MR EINEDERE S Ty o Dr )T 52 A,
DAERE, RN FTRAFEY 71 & OB EE L7z
MEE, IPEEERE (ASTMHE>403LIZALTE>35) 12842 1) 7
T VAT T4 Z EBHEE SN TN A0, [9.3 BiE]

16.1.3 EYFHIEEMHR

(h>TFHILE > §E8mg [NIG])

1) # 7Y g riE8mg [NIG] & 70 7L A§E8%., 7 10 A
F=N—FEILX Y ENRENE (BT LSy VL FEF
& LC8mg) MEHER AT F I A HL AR P 5 LTI o it
B Ty ) BEERMNEL. S5 NHEMEE T
A—% (AUC. Cmax) 22V TI0W%EHE X BE I THREHHEN %
1o 7245 %, log (0.80) ~log (1.25) DHPEHANTH V). MF D4
W R SE AT RE S 727,

120
100 - —e— 71 V5V 5 4k 8mg [NIG
— —-0-- 7O 7L AFES
% 80 | A + IR, n-18
2 /
@60 ‘IH A
& { \
E /
40 - T
£ ;
20 ¢
0 . ;
0 12 24 36 48
P55 M (hr)
SEWBYREINT X — &
¥e54 |  AUCous Cmax Tmax Tz
(mg) |(ng - hr/mL)| (ng/mL) (hr) (hr)
VIV 2 AVE
St TNIG] 8 [10330+2644| 878+267 | 51 | 87+28
;”7 LA 8 | 9524+2190 | 775%216 | 5+1 |100=44

(P = EHER . n=18)

MAE R IE NZAUC, CmaxSE D /85 2 — 713, #E o

;F\'\ PRI OFRIUAIEL - R EE O ABRS & > TRL B hetEDs
%)O

(B> FHI4a8E12mg [NIG))

@) BTy vEEl2mg [NIG] & 707 L A§E12%, 70 A
F—N—FIZk ) EnENEE B THVEY Y YL FEFOU
&L CTl2mg) fREERE RN TS e A HE IOl fE T4 5 L C g s 1
R (o 79y ) BEEZNEL. #5603y a5
A—% (AUC. Cmax) Z2V>T90%1E HEIX [H{: 12 TR AT %
1To 72453, log (0.80) ~log (1.25) DHPHNTH V) . HWHIDA
W FRSEEATHERE S 727,

H5bo

16.3 9%
[(MC] A TFHNVy va e MolE. 4%k MIET V73 ViE
WML 20 B AEERIZ, £ H1299%LL 1 THh 58 (in
Vitro ) o

16.4 X
BTNy TLFEFINVEANVRFIINIATT—EIZL
DSV S TV s AIRE S . & HIC—EACYP2CI
W2 &) FEFEEARB M- TR S 525, AREEMEE T e
WZHhH TNy YLFEFNEKRSLZEEOM-TOIMMT
Ve T ORI HERERIE A TV 8 v O I OV Fp k2
AR CYP2CODEIRMEL RN L 25 7 v 8 » ol
TEEEANDEEI LN EE R SNBS,
T2 BTV VIZCYPLIALL 1A2, 2A6. 2B6. 2C8, 2C9-
Arg. 2C19. 2D6. 2E1. 3A4DFBHEMEZ 4 L 2 W5 (in
vitro) o

16.5 HEitt
REEVER M AE B (38~68)m%) 8B, i AR M s i - i 2
(65~70i%) 6, BFhEdE 20 B EERF18H ., IFhEE S
BB E SN H 1 4mg 7 Bl & 12 mfS- L, S 5121
PRIEB M HTH MRS L 72, Wi d IR IE R LRI
Mo S0, EUREWO A v FH vy R OIEE A S M-
T HEM SN2, X524 £ TORW S 7T vy ¥ K UM-
T ORI AR & M AE B CT11~12%. SihAREM: & 1
JESEBE TlE10~12%. FFEEE % 1 5 i e B TR10~11%
THY., 1 FEALEIIBOR GV, BEER ) SIEESRE DR
kL, &2 L7 = > 3.0mg/dLU Eo EETIZIHA
1.1%. 9H H18%T. I~ L 77 = > 1.5mg/dLAKiili o B Hkpe1E
HHITIZIH H68%. 9HH93%TH - 72,
Vb BABSE S R o M i e R HEEER A 5 AL ARREVER I
FEAE B ARV S AR B RS & 0k 5 S A R
T OV % 1 ) B IERE B & O ICHEMIEIIRO b n e #
X)_ [j) héé&) 9) -11)o

166 HENDERZ2E I 2EBE

16.6.1 BEZEE
BEE (G2 L7 F 22 1 06~36mg/dl) % 4ED T TR
H18BNCIH 1 4mg % FlIEHICH G L, & 5121 RS
070 M BARHE S L7235 A . 1A i BE VAR RE P v M A B O 5
HLITEAEEITFED SN NI,

16.6.2 FFEEHE
fTBEsE (ICGrs © 15.0~28.0%) % £F 5 M AE B H 8B 1 H 1A
Amg AR ICHEE S L. & S\ HARSEEE H 7 H M %S
L7-¥a . MR IR S MTEREORE L 1T A &2
D BN NI,

16.6.3 =
B AR S I ERE (65~705%) 6FIZ1H1Al4mg % A
WS L, & ST HRER SR H 7 H RS- L7234, i
s I ARREME S MERE R T OB AL IZ L AL EITO LN
\,x9)c

16.7 EMHEEIEH
AFNY TX Y AR OBEEOAEERE (54~T4%) 56127
YTV Ey YL FOVIH1Adme x Sl EZICHIEIEES- L
LI ARIEARME AT H MG LRI BWCh, Mhy T
FUVWEE S TV Y VIR SR I L THINERRD S
e Fz0 A YTV YOI EEE I EARREN S UL B |2
HYTFHNY EREMES LA LIFEACETED LN,
V1) 12)



16.8 ZDfth

(BoTHILE o iE2mg - 4mg [NIG])
BTV E U EE2mg - dmg [NIG] (&, [EE 2587 51
TCRFN O AW EREEREBE T A 874 > CF244E2H29H 38
FHRAIE02205510%5) ] 12D &, v TV Y v EE8mg [NIG
%T%ﬁ%%ﬁ)” LL7-E &, BREEPEL . AMENICHE L A
7 EN7Z0,

17. ERPREKEE
171 FiEROREMICEET 5 35

(/8 I FEE)
17.1.1 ERERFRRR

F A BB IR AE O 25 B & W RIS, 1H1[M2~12mg
% — B R AR C 138~ 2438 R, R E LA BR T X 121 B
BB B CIL24~ 5238, BRREE & 0k 5 BT AE OV
HMLFEAE LS BT % BT I32~ 8 . 15 L 2 BR BRI By
Ty BIERRATE S AR IMEAED & 4 TR RED &
B V) /C\\%Z)IS) —26)O

AR (TR *0=)

FIERED 5 A 7
WD A7 | Therte) 2ab | Al 2R

AREM: 5 1M A

(I - sy 72.6% (606/835) 78.1% (606/776)

T LT 775% (31/40) 83.8% (31/37)
BB 2 pE ) I AE 634% (26/41) 72.2% (26/36)
SRR 66.7% (22/33) 73.3% (22/30)

& FF 724% (663/916) 781% (663/849)

MG M (-20mmHgPl 1) K ORI MmE ((10mmHgbh b)) #7235
B, EWIME ((13mmHgbl 1) #7384, 2wk, FREmT
o Th, 150/90mmHgA (7272 L, BREEEZ LS SITHED ABEE
Tld. 140/85mmHgHAdi) 1 ZBEE L 72854
B, AEMEMEEESE 2R E L EERILERBE O
BTN OENENED SN TS,

(B 0ARE)

17.1.2 EANE I HEER
BELAREOBEENRIZ, By THLyy Y LFEFV1HL
[l4mg% 2~ 48P G- L. ZD%1H108mg% 248572 —
EEMILEGE (77 R ) OR. 7o o047 v v EH
BRIAEFRTHESN TV LD, HLVIIHEESI NI L2H D
BEIT LT v IF 7 v YERBERRERICRZ T v T
S NET IR G LB E60 WASEROME S 274
1) *0%BIEH v TV s 5846% (3/6561) THYH . 7
F b REE303% (23/7661) I[CHHNAEFICEHI S, TV
COERENBEOLNTWD2D, 2l FRgibETid, X%
ZHF) (52%) . FRA (83%) ZEAMEH &N T2,

SOUREHEROEAIZ X ) AKE - IEZEST 548, H5VId, OAEERE
HGROF, FURAL, FEIRMAEL. 72 V47 v ¥ v B RBEEREHR L
OMAFTEIER]) OB - BRI 247\ 258 M 5 DU b [ B L E %
Heie s B YA 7 EFREDTEAL & HIIT L 23S
BTN E UGB WT589%. 7T REFEGHEIIBWT
51.0% BRI O Bt % S HRWERAR A SNz £72, LR
EOEALIZED VLM RD A XY N TV B4
B CLSEMEY, Bakied, —MMEERbEE, M%), 79 1R
226 (AR R~ OPTCARGAT. WiZE) . EELEIEH? Y
STV CRET2H (BEEREE. JiEE) . 77 R
(+38BEE) AbNize TOIBLH U FHLY VHETHELN
7oL EHEY . MAZEORRIF & L CIREAMEE SN2,

18. FupFIP
18.1 1EA#F
BTN L E R FIVORIEEE, AP TURIGE R
2B THR IR R S WA > T vy v e
. ELIMEFEHOT VAT N84 71 (AT 8
KIZBWTT vV F 7y M ERP L. Z05d 7 M 1E
HEWHT 22 212 > THET 2 RIMINERMOKTIC XL 5, &
512 ATISEERZ N LREIE TOT IV F AT O VilEsHI 3 5
PIHIE & BEEME NS —BBR S L TWwWh & E 2 51529 3D (jn
vitro . in vivo (72 }))e
182 L=V 7oA FT oV  RICRIFTEHE
BESE BB 740 REEME I EAESGRY, B E 2 5 B IEE
BELF) RIS, hyF Ly YLFEFULIALEL~
12mg® KBRS B R. MEL = VigtE, migry > o F 7
YUV TBERCIEET VAT Y IEED EARASNT
V54 9 10) 14) 15)
18.3 DIMITENRE. BHEERUKILRE ICRITTZE
KR SIMEREEZELIOR 2RI, o FHFLVy sy Y LxbF
JVIH1RI2~8mg? AR G- O &5 % PEREIIIITE . LIRS ME o
BT, EEOHES. FHMEELOBAEA S M, O
AR, R WA O LFEREE I I ES A S N\, REE
B M EEE LI Ty Y LFeFIL1HLE2~
Smg? [AEYE G- OFE R, BEERRZ S B EEPT, BinisE. SRR
KA EEICREITA LIS, MNERE L F 3 2 AREM ST AE
HBEISFINC, TV YL FV1IHLE2~8mgD K
ERG-OFEF, FEERFIZ D BT = (22T A S a8 30,

18.4 B OALBEDOMITHREEICRIFIZE
B LAEOEZENRIZ, B TFIVy Yy YL FEFILVIAL
Al4mg % 2~4:8M % 5- L. £ D% 1H1R8mg% 248+ 5 L 72—
EEMILEG (77 R ) o, 70047 v v v &
HEEFRTHRERESNTVWED, HLVIIHEESINZZENH D
BEIF LT v O T v YEWMBERAERNICRZ T v T v
Y rXFT T RERG La. Wy T vy YEREEETH v
T E SN UBR A o B ARk VG E o F
BRI LENT VD, $72, WU TNy v #GHETTI &
R GHEZ I UBR A0 0 A7 3 7 BN, /2 S 0UHE AR I OV O g
R DE LRI DA ST 52D 3,

19. B2 CBET B IE{LERIER
o ACE 2y NI ok P AN A VS e G
(Candesartan Cilexetil)
5% © (1RS) -1- (Cyclohexyloxycarbonyloxy) ethyl 2-
ethoxy-1- {[2 ~ - (1H -tetrazol-5-yl) biphenyl-4-y1]
methyll -1H -benzimidazole-7-carboxylate

3 F 3 0 CasH3aN6Os
- 610.66
MR BRI REOR K TH 5, Bilz (100) 12X

RETFRT L, AY = VIZRRBITIZL L, =y ) —
Vo (995) 1ZEEIFIZC L RIZIBEAEB T v, 2%
J =V (1—-100) et E R S v, RS EDS
ROBILD,

(== S

W UGHRARER

22. ‘@i
(BrTFHI g tE2mg [NIG))
1008 (1082 (PTP) x10]
(B> FHILaggdmg INIG])
1008 [108¢ (PTP) x10]. 500§ [10%%
50088 [ AF v 7RIV, NT]
(BoTFHILE > 8E8mg [NIG])
10088 [1088 (PTP) x10]. 50088 [10%E
5008E [ 79 AF v 7R M, NT]
(h>TFHIivadg12mg [NIG])
10088 [1088 (PTP) x10]

23. &
1) BrdREAl i B RS 2017 5 47 ¢ 1353-1355
PR M - EEVE S R AR ERE. 2021 5 29 1 49-54
FEEERER At - 33 L 398, 1996 5 24 © S875-S888
A Al BRIRIEESE. 1996 5 12 1 2413-2428
B AYUE HARSER T ESEMIER JPDI2021.U1F9 5 2021 ¢
196-197
S5 NCE H AR SE R sl s, Re)IEE 5 2021 @ C-1455-C-1461
FEPTERE A AR [ S SR
WTHEZENE - SEBE & 9R9E. 1996 5 24 1 S915-5943
HH W EREZE. 1996 5 12 © 2429-2441
R IR A : BRREESE. 1996 5 12 @ 3333-3352
HeJRIE Al ¢ BEIREESE. 1996 ;12 3353-3368
LARTREE A e & IR, 1996 5 45 1 1662-1668
AR M BEREEEE 1996 5 12 : 3281-3297
SNBSS At BEIRPESE. 1996 ;12 : 2195-2211
SOIIERG At @ FRREESE. 1996 ; 12 @ 2267-2296
SNBSS A BRIREESE. 1996 ; 12 : 2213-2230
SNBSS At BEIRPEZE 1998 5 14 : 2765-2800
FRHES Al FEREESE. 1996 ; 12 © 2297-2322
BN Ml BRREESE. 1996 ;12 @ 23232341
R IR M : BREPREEEE, 1996 5 12 @ 2343-2371
FpEBErbs i @ BRIREEZE. 1996 5 12 @ 2373-2392
FpEBErs A @ FRAREESE. 1996 5 12 © 2393-2411
SENBUARYS At BRIREESE 1998 ; 14 : 871-918
MRILAGED i o ERPRIZESE. 1996 5 12 : 3299-3317
RIS A FEREESE. 1996 ;12 © 3211-3228
FlaEE AR i o FRIREEEE. 1996 5 12 @ 3229-3264
I EERRE (707 L 2% 20064E10 8 11 H &GE.
HEEEHEZE M1 (3)
DI RA NS N (707 L A$E 200545104 11 H AR,
FEEEEE b2 (2) 5)
PPHEFS i : JEHL & 3598, 1996 5 24 1 2215-2220
SREHHZET b - 33 & IR, 1996 5 24 ¢ 2207-2213
Wada T. et al. : Eur.J.Pharmacol. 1994 ; 253 : 27-34

(PTP) x50]

(PTP) x50]



32) = RfE— b B & IR 1996 5 45 ¢ 1655-1661

33) rEhe i c BEREESE. 1996 5 12 & 3265-3280

34) HJIEE— fth : FEPREESE. 1996 ; 12 : 3319-3331

35) OMIATEIRE R ONLE ) £ 57 VI A EE (7a s
L A%E 5 2005410 H 11 H KRS, HEEEEEZ b2, (1) 3))

24, XBFAKERVEVEDESE
HETHASHT BEMI ALy —
T930-8583 E LAk T H6%21
TEL (0120) 517-215
FAX (076) 442-8948

SUERTTRES
26 1 BGERRFETT

BEILIFETiZ sttt

Nichiko = LTI # 1T BB & 21
26.2 F5EIT

45:1 *rI &t

NicHrHko = LI 7 #45 B &% 1 6&21
26.3 BR5c
HEHERIEZERASH

RERMHPRKEEHNTHIES
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