20244F 1 EET (BB1AR)

Bk - IR

HREE : 34

BAEEEAPEES
872149, 872179
2mg 4mg 8mg 12mg
AERES  |22600AMX01124000 | 22600AMX 01125000 | 22600 AMX 01126000 | 22600 AMX01127000
AR5EhALA 20144-12H 20144:12H 20144-12H 20144:12H

B 7 o o4 T Y ISR EERA
BAZEBH HhoTHILE2 S LXEFIVEE

NITFINI It 2mgrov Ry
NITINIit4amgro VR,
NITINIi8mgrovKy

NITFINIIs12mg ro VK.

Candesartan Tablets 2mg-4mg-8mg-12mg [SANDOZ]

JUyiE 17 e ST

) EE-EMSEOLSEIILVET L

2 =®>=

- TR

(ROBEIZIIBELEWC E)

2.1 RO KSR U BOE O BEAE O & 5 BH

2.2 M AR L CW A TREME O B 5 (9.5 &iR]

2.3 TYAX VY7 VI)IVERE RS ofEREEE (7272
L MO B EREZIT-o Ch A BMED T Y b a— Vg
LARBOEREE ) [10.1 ]

3. fHE - MR
3.1 #mk
NTHNE | ATV | ATV | TS
et > §E 2mg vt dmg > §E 8mg >t 12mg
[H > K] [ K] [4> ¥ [ K]
1 e 1§ 1 e 1 g
HREA 7% | BRA 7% | HREA 7% | HEA 274
% D2 A VE I DI A VE SR A Ve S I e P 3
T T T T
2.000mg 4.000mg 8.000mg 12.000mg
FUREARIY ~ | VRN ~ | FUBE KA ~ | KRR, ~
7 ad— )|y ad—)v|lryad— )V uad—)
6000, k7 -E1|6000. b7 -ET|6000. b7 ET|6000. b TVEDT
= B ARV INZN e B A /DN = D70 A DN e B AP AN
oy JierodFrsSlebfoxF s JSle foxs 7
b3 151/ = SR A V2 Cap) 7 w f N S V0 Cp | 7 w f s B S 9 7 w l RS Vo PR w
— A ANATA|—=A ANV AT |[—=ZA A AT |—Z ) A0
— ANV TN = ANV T = ATV T = ATV T
AATFTY A AT T | AATT ) V| ALATT)
[ /A S e ST S SV A=/ SV
LA A AN SRR PANE R
3.2 HEA DMK
N TYHNVE N ATV |\ A TVY | TV
Wi5esa > §E 2mg ~§E 4mg > §E 8mg > § 12mg
[4> K] [ K] [4> ¥ [ K]
WEERR A A | WHERA A | EERE A
#E o #E 35 MO T2 MIED 35 MO
> i~ Hi~H0 | ST | I 3win
! e [Sfii! [RVAI%Y::) 7
52 /&2 782\ A
1 w | W | W
e @ 7 &R
N\ % Y
— —- [ [
RS 7.0mm 7.0mm 7.0mm 7.0mm
JE& 25mm 25mm 25mm 2.6mm
by 130mg 130mg 130mg 130mg
Ak — = S7Z111 SZ112 S7Z113 SZ114

4. whEEX IxhR
(BhoFHILa 88 2mg. 4mg. 8mg. 12mg [ K1)
OB MmELE

OBXH"

= MEEE

(B> FHILE 8 2mg. 4mg. 8mg [ K])
TEROKET, 7oI47 0 o ERBREESORS HE
YTHVES
OEMORE (BIE~HhEE)

5. EEREHRICEHET 5EE

(B0 2)

51 7 IF T vy YRRBEREERRGC X B HREAMTD
NTWZRWEFIZBIT 52 FAOERIEIIHER SN TE ST,
FHNE, 72 VAT v EBEERIER D S8 0 B R TR
G5aZLrEHIET 5,

5.2 7Y UF T vy YRR BER ORS00 % BEC
B BHRAOENE R LM, WRNT o VF Ty %
PRI EH) & A % O L 72358 OB R OV 411 3T
RENTW 2,

5.3 NYHA (OHEREHHIV OB P OA B Z 103 2 A 0 F
VRIS L T ze vy (AR D 20 6

6. AERUVA=E

(& MEEE)

BA
WELEANMATTIH LI EA Y FHVs s Y LEdeFub LT
4~8mg #FEHxG- L, LIS L 12mg $ THET 5L, 72
2L, BEEZES YA, 1 H L E 2mg 2 53%5-% B4
L. LEIZGL 8mg £ TH&ET 2,

IR
L LR 6 R o/NEICIE T H LA > vy »
L FEFIELT0.05~0.3me/kg RS T 5,
WE, 6L EO/RNBIIE I H LB Y FHVy Y L dE
FE LT 2~8mg ## 5 L. LEEIZS L 12mg £ TH
Y b,
2L, BREEZE)SA I, BKHAE» SRS E R L.
PEIIS U T 8mg T CTHET 5,

(BEEMSMERE)
WEEANMATTIHIEA Y FHVy y Y LEdFeFLE LT
2mg M HRFOERG 2 FG L. LEIISLE 8mg T THET 5,

(BMLTRE)

RN IH LB YTy S LdFeFuek LT
dmg 2 HREOFG 2 BAME L. LEICS L 8mg ¥ THE T
bo B, FHAIE LT, 7o I T vy oS IHER D
AT X B IEREGIR ISR 5 2 &

7. BERUAEICEET 235

(& MEEE)

INBIZEG T AHEI0E MAOHEZBR 2w &,



(BMLTRE)

¥ 5-BaIE O NGEIMIITE AY 120mmHg Ko B%, BhEx
P BE, FRAZIEH L TV B EE, IAEDOEFEED
WEHIZIE, 2mg/HA 55 2G5 2 & 2mg/ HExS-
. RIME R ORIWER ISR 2 A5 M2 RS A BNTH
LZOT4LHEMERBZ TIThRWT &,

R OFGAIZE Y
HHDT, MEHEGE, R 4mg/H. Smg/H~DOHERE|Z
. MESSFOBIZEE 145012479 2 &6 [9.1.3, 9.1.4, 9.1.7,
9.1.8, 9.2.1, 9.2.2, 10.2 =H]

8. EELHEANER

(hBEHE)

8.1 BEIEAEHICIED O F W, LA62E0HLDbNEL T LD
DT, EIEE. HBEO RS G ) B A T
AEIITEES YL 2 L,

8.2 TAlHT 24 BERH I3 4% 5- L 2 W e T Ly, TV U4 T
Vv W FAREEIRI G o B REE K OV FAf s L
V=TT T Y VROMGIWERIC X A EE % TR
AR TREMELD S,

(B ORE)

8.3 ., Xy ABAK, FURAISELHHT 5, B, KA
O HMF G- TOH HAMEITHET. L T,

9. BENEREETIBEICHATIEE

9.1 ABHE - MEEZDH D EE

9.1.1 MAMBEHRKEEDH 52 BEXIFBE TEERIEED H
8%
EEERGEFELVEHIMT SN SEZRE, I8 2
Z ko B O AR SRER S BT ORI & D S
ez BAL X5 BEF DD 5,

9.1.2 AV LMENEE
EEERGEELZVEHM SN ASE TR E, I 2
Tl BAHY T AMIEERMESELBENDDH D,

F7o, BRRREREE, I O — VR EOFERAEEIC L0 E
HN T AEPE L B DR T VEE T, MES ) 7 AMEICE
BEyLHZ Lk,

9.1.3 BEAREREEDORS

(& MEEE)
DEIVBEBL., HET LA IME, B L O EE DI
BE oIS L arbiEe 1247 ) 2 b T NICIMED S
WKL, va vz, Jom, —BEo @il Bk ok
TERITBENDLD D, [11.1.2 B

(B 0ARL)

ME . BifE. BMOEE (NEZFBUE V%) RUBEOIR
Br oIS Lol 2 MG L ERICHET LS &,
AHARMEMET ., BHER T 2 WIZEIMEEZ T BE )
H5Bo[7.. 11.1.2 M)

9.1.4 €F MUY LIMEDEE

(&M EAE)
AEPOEA L. BET 295G 3T, BRER EE OR

BEA T B L A DA T S o F IS IFE A2
IEF L va v, S, —iBio Sy 2 o B HRE DI
THEZTBENH L, [11.1.2 B

(B LTRL)

MPE. BHEE. BIMOEE (NEZOY %) ROBHOR
R B Lot i R WG L BRI 5 2 ks
AWML T, THREE TS5V RME RS+ 520
HhHo (7., 11.1.2 =]

9.1.5 DREDEE

(SMEFE)

DREE B, BIRT 2B AT, B R OB ok
BRI BE LA d R 4 1479 & ko EIUCHUEA R
T L. Y3 vz, R, —illko Sy Lo Bk
THEZTBENH L, [11.1.2 BIE]

— OB R MEANT 2 2 580

9.1.6 KENMRFIEIER IZEAEMIEAR.OBHEDH 3 BE

(g 0FL)
WEOMERT 2R &, ERVEATLBEENND S,
[11.1.2 /]

9.1.7 RIMEDEE

(07 L)

M, BikmE. RMOEE (NEZ7DY 2 8%) RUEZROIR
A T0ICBE L2002 MG L EEICHEET L2 L,
AMRIMEMET, BEER T 2 WIZEIMEREZ T B2
HbHo[7.. 11.1.2 BH]

9.1.8 NYHA D #EEDE N ENLEBKMEEE DSV EME LR
2BE

(g OFL)

ME, ke, RMOBE (NEZ7D Y V8 RUEROIR
A TOICBE L2752 MG L EEICHEET L2 L,
S ML BRI T S 2 WIdAMEZ R 2§ BZNh
HbHo[7.. 11.1.2 BH]

9.1.9 EXBHEDCREENSH 5 EE

9.2 BigEERE

9.2.1 BEEDH 8%

(& MmEAE)

DRI DG L, BET AGAIME, BHRRE R R E DK
BEZ T 1B LS B4 12479 & ko FAUCIEAEN
WKL, vay 2z, Jop, —ltko By Bk ol
TERITBENLYH D, [9.7.3, 11.1.2 K]

(g OFRE)

M, BikEe. MoOBE (NEZ7oE v 5) RUEZHOIR
A T0ICBEL2r %2 MG L EEICHET L2 L,
S MR, BRI T H 2 WIdAMZ R §BZNh
Hbo

YO EDHERABRIZ BV T, BEEO S BRI T
FHOBERTH 72, [7.. 11.1.2 2]

9.2.2 MKBNPDEE

(& IMEAE)

DR BIEL. BET LA ME K O BEEOIREE 145
B L eSS 2 1479 2 &0 FIUCIEAEBIAET
L. Yavz, &, —BUoE@RELEETBENTD
Bo [11.1.2 BH]

(g OFL)

e, B (NEZ70E %) RUBFEOREL 45
IS L e oG5 2 L. HEICHET LI L, 2k
MERTH L2 VIEMERITBENH 5. [7.. 11.1.2
2R

9.3 FrifsEE=ERE
VEP LG ERGT L% SMEICHES T 5 2 8, FHERED
BALTABENN DD Tz, WA Y TV E LD
IVT T VAIPMET T A EPHEE SN TS, [16.1.2 =
8]

9.4 £JEREEH Y 5

9.4.1 1HIRT DFIREMD & 2 Lt

THRL TV A I LB ENT 7 v Od 7 v v AR
ERNNET > T vy MRS 2 H L. R -
FARAOEE (FRE, HE - - BOBRAE, 1%
AR SN2 BIAHRIE STV BV,
RHEOFEG b, REBEOFES L EE L TREEG O
WA E G L. R L oB B EREEY B &
HWSNDHEICOREGTTHI L, T2, HEVLELRY
HIROFEEFEICEETHZ L, [9.5 2]

(1) AFIFGBEATIFRE L CW AW L2 ERT LI L, &K
FFGHh ., HIREL T AW &2 ElmIciERT 22 L,
PG | RSB L7235 A 11, ISRkt b 2
Eo

(2) ROFHIZOWT ARAL G FIGERICEZ ICHAT 5 2 &0

T, BEHLLBEIISUHMT L L,



ARIRIICARF & M L7228 A. IRR
FTVAI DB L,
CIEARASEI L 72 S B b B i
HyHrz L,

IR A AT A A, HBEICHERT B 2 &,

9.5 1T1%

TR IR L T B R D & 2 etE 235 L v s
o BGHITIFRASHIEA L 7284120, E B IC#HS- 2 kg
BTl HIRPIIROERMICT > U 7 v v v T 2H R
KIXNLT vV F 7 vy VMR EN 55 SN BE T
FAEAE, JRIE - FrE RO, HERoRImE ., B4,
W) Y A ME. SEEE OTEBA S O AGEAEIC X 5 & e
RN D VUE OfE, EFHETOE., MBS S 5
NIz DHEDH D, [2.2, 9.4.1 K]

9.6 3L
BALBWZ EDEF L, Ty NORER ORAMICA
F % SRHRE 359 5 &L 10 mg/kg/ H ML_E BT HAERIZK
BHE D SSAEBAIDERO 5TV BEY, B, T N OFIRR
Mok, H50IEFAMOR AR 2GS LEE. wWin
4 300 mg/kg/ H CHUAEBIZKBE DB INAFED HIN T b,

9.7 /&

9.7.1 MHAREN, HrERIFILE Q1 Akam) 2x%e L
TeENER & EREE L BRI EM L T
W

9.7.2 %EkkA#E (GFR) #° 30mL/min/1.73m? i /G
SRR L LA O et RIE L LR AR
it LTV 7w,

9.7.3 BHEEER OMLE S ) 7 AMERFERECES L Lo D

BEEORIME CTIEBRRERE L) 2 L05% v, HFic, Bk

|H &
J
£

PrERICREE KT

FERR D ZHH B H

L=FD

REVBE RIT IR e, BiK) ORFICAR 25+
LYERMiE S ) v AT LA SRS D S MO FHA
BT 2 EITEET ST L, [9.2.1, 10.2 ]

9.8 EkE
—IRICHEOREE I E L e ESNTWw D, JMHZESH
BEDBTNHDH D

10. #HE/EH
10.1 HFAEE (BFALAWVLI L)

Bk

B REIR - 58

i SR AN

TYVAFL YT TN
[9.7.3 =]

B, mA YT A
MRE K OV I % 2 &
TBENNDH D, eGFR
75 60mL/min/1.73m?
it O FEREEE O H
LEENDOT Y AFL
Y7 ROVIERIE & O P
oW, LR
VeSS
Vit abkasrs L,

TV T Y AR

B E, w0 U A

LIV -T YA T Y
> AR E T A3 58 &
N WHRENED S % o

NnNTwab,

B IEEH MAE K QMBI 2 2 &
[9.7.3 /] TBENDDH D
DA EA Ty A Rl S | BIRME IS BT 50 F

7 LD FFIIL AR &
nooe

WOEHKNZ X 0 PG
FENTW LA

) 7yyF7Frvy
LR R ER K O
BT

(2) v—TRIRAN S O
A1) AR R R
R #

[7..11.1.2 ]

18 PO AN 4 ) il R 54 B
Tk, Aoz
NN i R AT
VHL bk, AHDER
OV ML 0 56 358 BE A%
B ORES RV,
BHEEKTH2VIEE
Mz FBZNrH
%o

1) v=v-7vIF7
VY R IEE A A
BIND RN D S
(2) FIRHACHHHEE 0T
TWABREIZIZL =
WS TUE L T b
BNL L KFDER L
I,
bR o TR 7 R
PR BE S M)y
A MUED B, RIUED
B NYHA LHEAEH
T 45 o b B2 119 56 i
(AL LE AR 9 N
BEDH 5 BE, MifE
o B

FEATOA PP RE
Ja# (NSAIDs)
1Y RXy 5%

B E AR 2855 3 % 2
EWdH D,

JEAT O A FUER 4
Jif 70 0 I PR IR R A&
HY b7 axy 75y
VIOEEMRET S
Z e, BIEVER %I
§ 8D D D
LEZHBNTWA,

BhEod 5 EHTIE,
&5 ICE ALY
LBLND DD,

JEAF O A PR J
WHRIOTa R 75 v
T VA BRBLEERIC X
D HIMFEEMET 5
72HEEZLNT VD,

1. BEA

ROBWEH S S5 s Z L3 5 DT gL T AT V.
BENRO 5N E 3G 2 1k % 7% EEY) 2 ALE %

E S P RRARAEIR - # i 75k R - fabaiE T
T AF L YT )V FEEIEE AT, R L= -7 VAT
i B, W) AE M | > SR B A H iR &
SYLA CMKIILE 0 ) A 7 B30 |2 i REMEDS S % o

CHE PRI B ISR
DYt 72721, Mo
BEERBEEIT> T
ZBMEDT Y b u
—UHELLRED
BHEZERC)

(2.3 /]

SN TS,

10.2 HFAEE HFRAICEETS L)

ol 4%

B REIR - 15T

BT - el

711) 77 D ARFFERRF
2¥Q )57 kv
M) T ATL

iy S AN

B BAHFEH

[9.7.3 ]

ML A ) o AEA 15
THI WD D,

KK OTIVFAFO Y
SrWEEIER I XD A
) L HF AR Sk A
THIEIZE D,
fERRIA T 4R RRRE
EDdHDbEY

FIFRHA

VAR

M) zaVAFTY
e
[11.1.2 ]

FURAIC i@ & 1) C
VB B KA E
THE5T B4 MM
FI AR % 52 1S
HHOT, LRD O
Tk MRS
BT,

FRF TH#HZ 2 <
WL EFICIELZ U0
PEDTTHEL T B B
AR NSl AR
EAAL
faPREF : FFIZ R FIR
FG-% Biln L7228

1.1 EXLEMER
1.1 MEZE GHERH)
EEmE, VR, 5. W - WSO JEE % FER & 3 5 M #IE )
HobNLIEDRH D,
11.1.2 Y avy CHEARH), k@, BHEK HEERH, 72
72 LB AR EDYA 0.1~5%Am)
WL MR, BRI ASED D S b N AR, BB ICEY)
ALEEITH) 2L, [9.1.3-9.1.8, 9.2.1, 9.2.2, 10.2 =
jitey)
11.1.3 2HBEET EEARY, 7272 LEEOAE084130.1
~5%A:ii)
M.1.4 EHVYLME GHEA)
11.1.5 FrigefE=. &E (HEARH)
AST. ALT. y-GTP @ FRE IR ENDH S5 b b
WD Do
11.1.6 EEBWEE (BHEEAT)
11.1.7 HERUBRBERE (FEEAT)
FiAFE. B, CK L&, R »RFp I+ 7oy E5
UL S AU RRIE A D SN D 2 LW H DD T,
DL BHEIEIELIIHSEPIE L, BYRRELTTO
Eo
11.1.8 EEMME GHEARH)
SEB Ik, PR IR, BB XSRS A R ) RN S At
HOEDONDLZENHLDOT, DL LHEIZIEkS >k
L. BIEREAVE HOEGSEOMY) 2 LEZ1TH) 2 L,

-

[
-

[



11.1.9 KI¥E (BHEARH)
Biiik, Zefiid. ST, ToRa. ST, KE, =i
EELESDH S LN GEIEH S 2 k5 2 & HERIEE
PR OBEHETHHDLNR T,

1.2 ZOOEEAR

(SIMEE)

0. 1~5%Ai 0. 1% SHEEAH
TR

N SE N |
TEFEE

DIV ALOE WAL, O F
ASKQY N /1N )
13Ch

[

SEi . BHEEK. AN (DUBZO L OMIUE
R, 5. HOL
UL

s, MRRrE, ABK | PREEE
AR HEBANL
L. TR
M %

AST. ALT. Al-
P. LDH. y-GTP
[PNst:5
Hifn, [ inEREA
FIER L . hFmE
BRI % . /N R
W

BUN., 7L 75 =
Yo LA ®AR

BRI, B K b)Y Al | B
S, SR, FE. BRI, 5
. B, IR ) | A

v AbHA, Bav
257 ua—)vESR,
i CK k5.
CRP L5, AR
g b5 MiER S
PRAV A

e

JFF i

liIRi3

=
=

ki

(gt 0F L)
P OAEF TREMEFIZEZE S A, 5560, K
M, BFRRRE L RIS S 5bhed <, ME, B
BN O BIMOIEHE (NEZ7 O V%) ICRETHZ L. b,
EIEIED Y & ORIEAIC S EEPLETH S,

5%01E 0.1~5%#:i
BHOE 595, €9
gy T DA EITE. 5T, &IR. BiE. 1
- 5o % SRR, 1ZTY
b 7 HE. RS AR, B
H e B LOTUE
B, LB B,
N B, 118, g
Hftz %. WL, EAUREE. B
NS
i y -GTP & ALT, AST. LDH., Al-
Po L5
B i BBk A I R Bk
itk %, FIERS . MK
WA
- yacs <
i Tﬁ‘7v7%ﬁ/®méﬁ
M ) A kR I BRI B 1.
WREE A HLH CK L5 |, M5, L 2
DA FH—= )V IR, KT
P W E, ML 5 > 7%
7 i

14. BREOIXE

14.1 EHZMAEOEE
PTP WD AL PTP ¥ — bMWY ML TIRHAT A &9
g8 52 L, PTP ¥ — bORRKIZ LD T ELAEHARE
KiBEAHTIA L, HIZI35f L2 B2 L CHEIBH A5 0 mE 2 &
BHEZRPRTHZ DD D,

16. EWEIRE

16.1 MeiEE

16.1.1 REHE
ARPEVEE ML RE S 861 (38~68 %) (2. 1 H 1[0l 4mg Z W&k
WHIEHE S L. S 5121 HARSEAEH 7 H B BUERS L7z, »we
WM IIZFE R O 5~ TV 8 v R OIER AR #Y M-
DO SN D25, REMLEIZIZEAERE SNV, 1HE (1)
B 5-2) KOV9 HH (7 HMRE#ESH) o7y 7Ly v ol
B 3RS A~6 BRI Y — 2 1 LR, R4 LT 459,

IZAN AN
XN NN
HN: HN

HO HO
N/fO\/cng N>:0
N i
I THNE M-1
AUCo~30n
S e Crmax Tmax Tiza Ti2p
HEWE | ¥e5H (ng -

(ng/mL) (hr) hr/mL) (hr) (hr)
| LHHA [55.1£19.9)5.0+1.1 428491 [2.21.4|9.5+5.1
VEY | 9HH |5.7%14.1{4.5%1.3|509=151|2.0+0.7 |11.2%7.2

1HE |8.3£2.7]8.0:1.9 13648 | ~— |S95256
Mt 13.746.1
OHH |10.9+3.4/6.8+1.5| 197+64 | - 76

(F39fii £S.D.n=8)

a) AYN=FX U MNETVICLDHEEL 720
b) n=7

16.1.2 MepH>FHILE2 2 REBEME% A\ /= Population
Pharmacokinetics (PPK) f&if
AR R N5 - HE 168 1) AR B4k i ML S M O 55 i AR R 2 8 ML A
HEIEA 30 Bl BFREE A ) SILEERE 18 Fl, JFEEE ) &
MESE RS 8 Bl &l 224 A 5155 17z 2,886 KEsS o I 7 > 74
IV IR A T M SR, R, IPARRESREE (AST.
ALT). BRFEIE (2 L7 =>., BUN), A7V 73
R OEMTEDOEME S FHINE D s )T T2 A, 5SFidk.
FXFHIINSA F 7 NXA 5 ) T 4 & OB % MRt L 725 P E
B (ASTfE> 40 IX ALT fiE> 35) 128U L2177 2 AN
5% T 95 2 EAHEE SN T2, [9.3 Siid]

16.1.3 &EMFHIEEMHER

HoTHIVE iR 4mg [ K]
A THIVY VEEdmg [ K] LE70 7L AfEdmg &, 7 O A
F—nN—gickhEneEn 1 BTNV E Y YLFEFIVE
LT 4mg) HEHER SIS AT BRI S L CmdEh g o 7
FIVy EERRGE L. SN TV v oY EhEE N
F A —% (AUCt Cmax) (22T 90%IEMEIX [ 12 THEEHAT %2
To 728G %, log (0.80) ~log (1.25) O#EEAANTH V., WFID4E
Wy R S DTRERE S 17290

B TFHIE igdmg [ Y RN BG5 B oM EiER

(ng/mL)
100
gé —o— BTNV E U EEAng [ R |
j g e TO7LA$4mg
v Mean=S.D., n=70
E4
P
)%
E4
2 5
3
ﬁ
O L L
0 12 24 36 48 60
5 5B (hr)
SEWYFHE /N T X — &
AUC Crmax Tmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)
Va4
V§idmg  |562.99%155.48( 53.84+15.72 | 4.77+0.94 | 13.75+4.47
4> k)
7 E’Zm‘/g”E 522.32+157.91| 46.00+15.20 | 5.04+0.99 | 14.16+5.59

(Mean#*S.D., n=70)



N FHINE 4R 12mg [H2 K] 16.6.2 FrREEEE

AYFHNY VEE12mg [H> K] L 707 L A% 12mg &, 7O JFERESE (ICGris © 15.0~28.0%) %45 MlllEAEES 8B 1 H 1
A==k EnENLEE (D THVE Y Y LF TV ] 4mg % BAABICAIEERG L, X512 1 HARSEREH 7 H M EE
L LT 12mg) fERERR A B IS H A T B OGS L Cmgih 7 >~ %xfftf_ i A AR 2 ARV S MU E B O A LR L A L2
THNY ViRERNE L, BoNih v Ty L oSy EE FERD BN,
NG A =% (AUCt Cmax) (22T 90%MEHE X [ 12 THRERHEIT 16.6.3 SipE
AT 7245 F, log (0.80) ~log (1.25) D#ERNTH V). MHEID AR ME S EE R E (66~707%) 6 6112 1 H 1 M 4mg % HAA
AR R SR SRR S 2T, BICHEES L, 5101 HRSEREN 7 H MBS L6
BTN Lhe12mg [ K 3550 s i R M AR RMEEREOLA LI LA LETREOLN
(ng/mL) 10,
250 16.7 EMHEEIEA
;12 200 o HYFHE 5 2mg [ R ] AFNDTx Y AMERFOEEOAEESE (54~T47%) 5 FIC
& e TOTLA$E12mg T“‘f‘)b? ¥ Y LFEFI)v1H 1N 4mg =k ?}J.?x'ﬂ_-l/ ’é
7 150 Mean+S.D. n=114 1 HAREERER 7 H MRS L2RIC B Wb iy T %
7 //oﬁﬁ I Ty /1/%4:7‘)1/3?&5-“* ZHE L CEEN
’;; 100 D BN\, 7200 T IVE 2 O R AR RE M T
# 50 FEHEIH Y FHNY Y YL T L B e b 1T e
3 A EFETRRD BN W,
0 16.8 £ Ofth
0 12 oo 8 o0 NFHIL G g 2mg [H K]
PG BRI (hr) HYFHNY 5 2mg [ 8]0 TR R L 2 8O I RA
HWBE ST A= OEPPEREFRSEERBR A FF4 > CER 2442 3 29 H 35A%
AUG Cana Tona Tz A5 0229 %10 5) ) 12D E, A Y FHIVE Y dmg [ K
(ng - hr/ml) | (ng/mL) (he) (he) EHARAN L L7k & SR L IR L s
N THNE X715
>4 12mg [{1779.10+423.88|160.35+45.97| 4.62+1.04 | 11.24%7.25 " .
YN HoTFHILE 8 8mg [ K]
07 LA Y TN 8 8mg [y K] 13 [ &A% % &0 EK K
7 émg 5 | 16g2.86+447.50|145.31 £52.50| 4.61%1.21 | 11.44%6.06 B SR 4 5 1 > (T 24 4 2 1 29 [ 4 £
(Mean=S.D., n=114) AI50229 55 10 5) | (2D &, AU FHNVY VEE 12mg [T K
BB MR 0N AUC. Coe SO ST £ — & 13 EREHERA & L b & B IEEISE L (L EWENICFESE L Ak
B O . R ORI S - B S OB L o TRED SN
TREED D % o 17. EERBLIE
16.3 70 17.1 BHMRUREMICHET 538
B TFHNE YR PO, 4% MILET V7 3 2 BRI AN (B ERE)
LB OEHEEGRIL, & 51299 1TH 58 (in vitro) o 17.1.1 ENEERER
16.4 i3 FAIMFESE , BB RS MEIE O % 5 % 5512, 1 H 1 [ 2~12mg
WCAZTYNT Y YLXREFNEANREYVLAT T —HI & —AEBRARRBA T 1t 8~24 M. B MRILEGAR T3 12 38R,
EZOIEEREY 7 > TV KBS L & I8 CYP2C9 Eﬁﬂ?x%i?t%ﬁf VE 24~52 SEE . B A ) R IR R O T
2 &) IR M- TS RS 1B A%, AT T 8 TSR 3517 2 SHERC g 28 . G125 | 7 BareatBr L~ 450°
NETHNE L LFRLFVERG LSO M1 mﬂl*‘?f’%f‘; T AN RATTEAN S AL B I D & 4 TR RIFIZRED &
N ORFHE R S > 7V & 2 DI T SRR rR R R )T I3,
~UK L CYP2CY D (RIZ RN L 2 7 > T v g /(Dmlrhofff\ — ,
DB S E L 5N, D S 4 7 FHrhEE (TR *oR)
$7:. 7L 21k CYPIAL, 1A2, 2A6. 2B6. 2C8. 2C9- (BTl 280 | TAETE] 2R<
Arg. 2C19, 2D6. 2E1., 3A4 DT M5 L %\ (in vitro) . I 72.6% (606/835) 78.1% (606/776)
16.5 #Eitt - o o
R IUEAE B (3565 ) 8 01, MHATEH: 5 T e 8 T O S
o BREZ D SIUEAE | 63.4% (26/41) 72.2% (26/36)
(65~70 %) 6 B, BFREE 2 0L 5 S MEaE S 18 6, FFkESE 209 S F M T 66.7% (22/33) 73.3% (22/30)
FRIFEAE S 8 B2 1 H 1 [ 4mg & BABIHIERS L, $512 o et i 6,016 1T 680
1 HARSEREE 7 H IR BT L22BE, W3 b R R 2Lk ok Rk —
LR S AT R 5 > 7 8 o T O REC) M- e Il I e
AR SN D, %5 24 B E TORF D > Ty v J U M- HoTh. 150/90mmHg Ky (7275 L. BEE % 0k BIERE O A BEE
T OFHEM X AR AR & MR T 11~12%. SRR & 1 Tld, 140/85mmHg Aiili) 2B L7854
JEE B T 10~12%. HREE % f ) ST AE S TH 10~11% b, AEMENTRELZ 208 L L R ESRER o5,
THHAFL A EEFRRD 2 BEEZ M) SIMUEELH O HYFHNY v VLR EFLOFEENTID STV,
ek, miE 27 L 79 => 3.0mg/dL LLEo#EETIZ1I HE (BMLFL)
1.1%. 9 HH 1.8% T, i~ L 7 F = 1.5mg/dL Kifi 0 &k 17.1.2 EINE MR
IEFPICIL T HH6.8%, 9 HH 9.3%TH o720 WHOREDOBEZRRIZ, AV FHLy >y YLFLFLVIAL
Lo ARG Re o i e BRI HEIER A 5 AT ARREME S I dmg % 2~4EIHES L. 20 1 B 1 [ 8mg % 24 RS L
SEEE Sl AE R PR E 2 M) E i e O S EE RS (7T v RHIR) OE. 7Y Ut Ty vk
B E D SIS & D ICBEREEROONEWwEE RS B EIER CRTES TR D 55 WL SN2 L HH D
N 2010-12) BRI LT v 7 v VERBERIEACEZ Ty T
16.6 REOHRZHT 8% 5 YLFEFNRIET T RERG LR ED TORIERD
16.6.1 BEEEE WIS A EAL] ¥ORBEH Y FHLY v YL FLF RS
WEEE (%2 L7 F = 0.6~3.6mg/dL) &Pk I e 4.6% (3/65%) THY. 77 XABE30.3% (23/76 ) 12 H~A
H 18 MBI H 1Ml 4mg ARG L, & 5121 HIREE TSI, AT L VLR F L ORISR
MH 7 H BT U7y, il AR MU O TV, &8, LRRABRTIE, V¥ 1) ABH (52%) , FIERA (83%)
HLIZEAEERRO LN WY, S R LTV D,



SR RO £ ) MK - MR BT A58, HAVIE L
AL GRUF, FIRAL, TEIRAL 7> 27> > > 2
REFEIEEA O U EHER) O30 - MR E 7, % 28
Be bl b MO LR % EET 2 B8 7 & IR & 4 L 72
e

HYTHIVE Y YL F e FVEGEIZBWTE8.9%. TR
HEIZBWTHL0%ICERBREMOZE %+ & LaER AR S N
Too FGUAEDEALIZED R WLIMERD A X M3 ¥ 73
Vg Y LFLFIOVEIC AR COEME), EaksEde. —EMkEwR
e, MAEZE) . 7T L ARBEC 261 (8~ o PTCA Hifr. M
WESE), WMELEWERSY v FH LY v LI F VBT 26 (&
PEE RS, HiEE) . 7T B REET LE (T TIEEEE) A5,
COILHYTFHNY Y YL F e FUETAHRL N OEME).
BEEDiER & L CIRTEA R S 723y,

18. EEzhEIE

18.1 {fERHERF
BTG L X FIVOREEEIE, AR CIRIIGEFE I
B THER IR GE S AGERE S > T vy v e E
WG FEHOT o478 471 (AT) SHEEICBW
TT Y IF 7 vy I e L. 20 2 A DGEE M 2 904
L2l E o TAETLZRMMEEMOETIZL S, 512, AT
ZEEENLIZEETOT IV F AT T VR 2 8HIEH b
PEEERC =3RRI S- L T B & # 2 515397 (in vitro, in vivo
(v ™))

182 L= -ooFF oI RICRIFTE
L E R E 74 6] CREEVEESINUEAE 56 B, B R E % 0F ) B IlEAE
HE 8B 20t RIZ, HrFH Ly y YLFEFL1H1E 1~
12mg OFAEH G RBRORER, gL = Uk, g7 > o4 7 v
VUIBERUCMET VATV LEED EANARSNT
Uy % 4).10).11).18).19)

18.3 DIMITENRE. BHERER URMTTEICRIF T HE
REEMWSIMEESRE 10623 %I, Ay FHvsy sy Y LT
1 H 11 2~8mg O AEHG-OREF . POEITIMUE . JE5R I o
T AEOHES, KM EIOBAAA S 7z id, O
B RS BRH TE  OBERR A | LB AT A & L7\ ASHENE I 1ML
JEREEZ 1L A vy > Y Ld 51 H 1A 2~8mg
O AN G- OFE R BRI S B HPL. Biig s. SRERR I
IR A ST, NI BEE % 4§ 2 ARREPER I e B3 15
BHZ, B FHNVY Y LEEFIV]1H LA 2~8mg D EHKS
DOFEF BEFERZ S I 12 BT A 5 7 \»3038)

18.4 B ORLBED OMITHRESZICRITTHE
B EOBEEZ SR, oy THVy Yy YLFEFV1IHL
il 4mg % 2~4 BE#H5- L. 20O#% 1 H 1 [0l 8mg % 24 @R 5- L
EERLEGAR (77 AR OE Ty It T v %
MW RHER CHEESNTOUEN. HLVITHESI N2 EhH 5
BEKHLT v 47 vy VERBRIEERICEZ T T
Y X F VIR T IR EBG LA, AT vy v
DL EFEFUESEETH TV Y YL EFEFOUBESEICLL
SR 518 0 A e 7 BE N A2 G AR N O U ER F 0 R T s
MWHAENT Vb, /20 AV THNVE Y VLFLFUKGHETT
T b ARG LBl A R N K OV O F
WA STV B,

19. BRI ICEET 2 E{EZHE

—RE & FR
Y TFHIIVE Y L FEF )L (Candesartan Cilexetil)

1LE4#
(1RS)-1-(Cyclohexyloxycarbonyloxy)ethyl 2-ethoxy-1-{[2 ~ ~(1/4-
tetrazol-5-yl)biphenyl-4-yllmethyl{-1/-benzimidazole-7-
carboxylate

SF
Cs3H34N6Os

PFE
610.66

27N
HE ORI REOH K TH 5.
FEfE (100) 1I2RREFR T, AF 7 = WIZRREITIC L, =
& 7= (99.5) IZHEIFITC L KITIFEAEE TRV, AF /) —

VR (1-100) 1 3FEEMEE R S A v,
KB IR D SN D,
b2EERX

13,0
OAO)kO

B OGS

22. A%
(BoFHNEUsE2mg [ F])
100 2 [10 2 (PTP) x10]
500 $¢ [10 $& (PTP) x50]
(BoTFHILE U iE4mg [ K])
100 $¢ [10 88 (PTP) x10]
500 $t [10 $& (PTP) x50]
700 $t [14 $¢ (PTP) x50]
500 $t [2¥F]
(BoTHIVE 8 8mg
100 $& [10 §& (PTP)
500 $t [10 $& (PTP)
700 $¢ [14 $¢ (PTP)
500 $E [2¥F]
(BhoTFHILE i 12mg [V R])
100 ¢ [10 8 (PTP) x10]
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