*% 20254F9 A thFT (BB4hR) BAEERLSEES
* 20248 H GT & )
M . 2y 872149 (#€2, 4, 8, 12mg
R & IRRAF 872179 ($€2, 4, 8mg)
HMMIR 34
BEE7 oo+ 7o o 128 kERE
L5 58 S )

BAERAE HhoTHILEY S LxtEFILEE

NOITYIVT D522, B
NOIFTHIVT D54, B
NOITHIVT 2528, B
NOITYIVT 252124 B

CANDESARTAN Tablets

2mg 4mg
22600AMX01177000 | 22600AMX01178000
2014412

ARES
ARITRAsE

8mg 12mg
22600AMX01179000 | 22600AMX01180000
2014412

ARES
AR
TE) R B DM & 0 TS 2 &

.23 (ROBHIZIHFBESLELNIE)

2.1 RAIO A3 LIBBUE OBEERE O & 5 B

2.2 W SUTIEIR LT D A et & 5 2otk [9. 5]

3 7V AR LU VBEERETORERBER (2L,
MOBKETEEEEZIT> CThAaBMEDa Y har—ABnFE LA
RoBEZERL) [10. 18]

3. $HRE - MR

3.1 #ARK
Wi, T T HILH S BE BT HILE U EE

e 2mg [AHR] Amg AR

HhEk sy HREB Tz NGV NS I

(18EH) TUFEFIL 2mg L ¥ BT 4ng
JLBEARFIY), FUERaY Ty B Xy

| ok —2R ATFTVUER, ATT Y Ui~
TR L

W4 BT YL b BT YL

e 8mg 75k 12mg [k

HEhk sy NS Al W% RSPV I

(1BE+) T LFEFIL 8mg T LFEFIL 12mg
BRI, FUERaLTFT UL B RrFUS

WK | mertro—2x, ZFT7V U, ATT U UEY
ZE AV FNG v

3.2 RFE MK

Wi BTN E BT E L BE
- 2mg [ 4K ) 4mg [ HR)
bailhiz ES7d S YNUES 7
| Bt ~HE A0 He~HE A0
w | @I | &

[ELE (mm) 7.0 7.0
JZ X (mm) 2.7 2.7
B & (mg) 130 130
el a— K KRM165 KRM166
Wis s, BT IE O E BTV E BE

- 8mg 754K 12mg T#54K)
bailhiz B YNUES 7 L YNUES 7
=50 T TVENENE TNV E
o el sl
NG NEDY
[EL#E (mm) 7.0 7.0

JE X (mm) 2.7 2.7
& (mg) 130 130
Halla— R KRM167 KRM168

4. 3hEER [E%hE
(BUFHILE 8 Ing. dmg, 8mg. 12mg &)

OEMmERE

OBFxXEM=mELE
(BoTFHILE geing. 4mg. Omg T&H])

TRORET., Zoo4F oL U ERBRAEFORSAEY)

THWNES

OB LFE (BYE~PHE)

5. MEER (FHRICERET 55FE
(BELTFE)

5.1 7o oA T v o ERER L ERIR 52X D EHRES’M Th
TWRWEFIZBIT A2 ARFOFIMEIIHER I TE LT, AA
WX, Ty VAT UV U ERBEBERINERIN SO0 B TR TD
ZEERFEAET S,

5.2 7oA T vV EREBREILER O REN A+ i BE IR
B ARBNOFINE R VLM, WS T > VAT vy A
FIAEFEA & AR Z DR LG/ OfF ML R e iTmR s
TV \focl/\o

5.3 NYHA DERES IV OB ME LR BRE T D AA oA M

IR LT e (BEFRRBR D 720

b. BERUVAE

(EMESE)

A

WE., RAKIZIRIED T Ey LT LTa~
SmgZ R AL L, MBS Ul2ngE TH®ET S, 2770, &
BEEAZ D GAICIE, THLIEZmg2 bR 2 G L, HEIZN
C8mgE THEET 5,

INR

WE. 1L ReR AR O/NRIZIZIE IR T LR v
Xt F /e LTC0.05~0. 3mg/kgZ R N %545,

WE., 6 Lo/ BRI TV LR T L
L LT2~8mg&afk OG- L, LE IS Ul2mgE THET S,
P L., BEELZMEHAICE, BEAE»OEEEZKBL, &
PN L C8mgE T ET 5,

(BREMEMmMELRE)

WA, RACIELIRLIES T2y X F bl LTmng
PHROBG AL, LEIZE UsSngE THET S,
(BHELTE)
W, RACIILALEA T2y ¥t F e LCang
MOEROFKEZBB L, HEISUSngE THETE 5, 2B,
FAIE LT, 7o AT v v o EmBER N EAILSNC X 5 5
BRIk 5 Z &,

1. AERUVAEICEET 58

(&M ESE)
INRIZHEET 2 56100%, RADHEEZBZ RN L,

(BELTE)
15 -5- B 4 g D Ui 1 1L A3 1 20mmHg A i D B8, BRRE A1 5
B, FIRAZFA L O EBE, LAREOEEEOmWVESE
Wi, 2mg/ A DG ZRGT S Z L, 2mg/BEGIX, Kl E
BEORIERICH T 2 AAM LB T2 HMTH DO CTLEM
A TIThRWnWZ &,



AFIOFHIZ X0, —@EORE A MEK T 22 THA28

50T, FaEER . K Odmg/ H. 8mg/H ~OHEMRZIT, M
JEEOBEE+mIciTH 2, [9.1.3, 9.1.4, 9.1.7, 9.1.8,
9.2.1, 9.2.2, 10.2&M]

. EELEARNER
(GhREIE)

8.1 BEAERICEE S E N, S50&RHLLNDIZ ENHD
DT, EFEE, BB EOELRSAERZ M O MR A BET 5 5
CIFEESEL 2 L,

8.2 FIHI2ARFRNIIHZ G LAV EREE LW, TorodT oy
VU ZFEERETABE ST OBFIL, KEEEOFFHiIc L=~
T IHT v SR OMEWERIC X B s e f AR R AR 23
AREMEDN B D,

(BHELTF2)

8.3 W, UXH Y RBA FIRAIELOFHAT S, el KAl
HM G- CoA AT LTV 7220,

L HBENDERZETIREICEHT IEE
8.1 &HHE - MEEZEOHIE8E
8.1.1 MAIESREEOHSBEXERETERIREEDOH S
B2E
R ESCT 2GR S A EAZERE, HHITRETS 2
& B ORI LR ER IR AL O I X Y A0 I B EE
ZHEASELBENAND D,
9.1.2 @AV LMEDEE
R ESCD 2GRV EHIT SN DA ZERE, BT S 2
L, BV U AMEEZEEIGLIBZNNH D,
F7o, BHEREREE, 22 b o — L ARROBERFSIC L0 iEs
U AMEREL 200 F WEBE T, mEL Y v AMEICEET
L2k,
9.1.3 MELREREZDOEE
(BMESE)
DR DAL, HETIHOIEME, B R OB OREE
EHSICBE LN BRAIITY 2k, FAUCmEN 2RI
TUL, avz, kb, —BEOERELCBEEDKT 2k
ZTBENRH D, [11.1.25H]]
(BHLTE)
MF., BHERE, BILOIEEE (~EVm e r%) ROBME O
EHOICBER LN OREE2FBL, HECHETLIZ L, A
MAMFERT, BEERTHIVEZENEZETBEZALD
%, [7.. 11.1.25M8]
8.1.4 EF FVY Y LMFEDEE
(BIELE)
DENSHE L, #ET DA IRIME, BHERE N OHRE DR
BB LN b IRAICITH 2 b, FNICMES R
TL, “Yavz, Kb, —@BEOEREESBEEDKT i
ZTBENRH D, [11.1.25H1]
(BHELTE)
ME, BEgRE, BB (e rE) KOEREOIRE
EHOICBRLANLEGEZRHA L, HEICHETLIZ L, &
WAMER T, BEERTHI2VEELEREZTRBIARD
%, [7.. 11. 1.2 8]
.1.5 DFRLDESE
(EMESE)
DR DAL, HETIHAIME, B R OB OREE
I BE LR RA T 2k, ERICMEN IR
UL, Yavz, Jbh, —BEOERELCBEEDK T 2k
ZTBENRH D, [11.1.25H1]
9.1. 6 KEIRAREBEIIFAEHBXBLFEOSH SEEF
(BHELTFE)
BEOMTEKTERT L, ERBEBLLTIEBEZNLED S,
[11.1. 2]
9.1.7 EOhFEOHE
(BHELTE)
ME, BHgRe, BOEE (N7 e rE) RUREOIRE
EHOICBE LN OREEBL, HEICHESHIZ L, &
WAaMERT, BEERETOIVEELEZEZTRBEARD
5o [7.. 11. 1.2 H4]

9.1.8 NYHA DB EESENSORBNEEEOS VEEHLFEE

&
(BELTE)
M, BHgEE, BoOFEE (N~ nbe i) ROBREORE
EHICBE LN LR EEBBL, MEIEETLSIZ L, &
MARAMTFERT, BEERTHILIVEZEMNEZE-TRBZEANH
%o [7.. 11.1.25/8]

9.1.9 EFBHEOCHEEEDHSEE
9.7 SHEEEERE
9.2.1 BEEEOHZHE
(EMELE)
DEXVBIA L, BMETHHAITINE, BHHER CEE ORTE
HHSICBE LR BIRAICITY 2 L, FRICMENZIICK
TL, Yav7z, K, —BEOEBRNCBHEBIENK T2 i
ZTBENRH D, [9.7.3, 11. 1. 258 7]

(BELTE)

ME, BE, BMOHFEE (~Er/nbe i) ROEEORE
EHSICBBR LN bR EERM L, BEICGHETIZ L, &
WAmER T, BHEETH2VEALEEZTRBEARS
%o

TBPE LA R DERRRBRICE N T, BEEOA IR B HAEN T2
HOBERNTH-T-, [7.. 11.1.288]

9.2.2 MERBHPDEE
(EMmESE)
DEX VB L, WETSEAIILERCEFEORES I
BELENOHRAIITHIZ L, TNICMENZBMICET L,
vavr, R, —BEOBERBEREEZTBELLD D,
[11.1.2&H4]

(BELTFE)

ME, BfoOfHE (N2 o e r%) ROEEDORELS 452
BELRN o 52G L, EEICHE®ET 2 Z &, 2WMRM0E
KTFHAMIRMZEZTRBENRH S, [7.. 11. 1. 28]

9.3 FFeEEERE
DENPLEEERBT AR CEBEICRST D &, FHEENE
kT 2BENWRH D, £iz, EEREH A THILZ DI Y
TIUAPKRTT D ERMESN TS, [16. 1. 250 ]

4 KEGEREEET S

A1 BERT B ATEEED H B i
FRL TV Z EMEB SN T T U4 T v v o BRI E
KT v oA T v MZREEERAZER L. B - #i4
WA~DEE (BAR4E, JHE - i - BOBMRARE, L% HR
DN HEESNTNED. D,
AFNOBHIHN B NEROF S S EE L CTAFIR GO
SR A EEICKRG L, IR Lo EmrEE LR D &
EINDIGEEICOREET DL L, Fi2, BEPMLELREEITIT
WOEBEFHIIEE TS &, [9.553H]

(1) AFEGBBINIER L TV WD & 2 iERT D 2 &, AHA
BEFRL, HRELTWARWZ 2 EHNICHERTIZ L, &S
ARSI L7258, Bz G215 &,

() WOFEHIZDOWT, AFIE GBI BEICHAT D Z &,
Fo, BERHLESCRATS L,

ATARFICARRN B R LA, B - SrAaERICREE RIFT
VRIBDHT L,
s HRURAVEIR U 72 U gL D5 A 1, R0 S Y R

w o

THZ L,
R ZFNE D5 AE, HYEICRRT L 2 &
9.5 1w

BB STIER LT WA TREME D & 5 eI G L2 2 &,
BB PICHERSEA LA, EbickEEshikd 52
Lo IEETHI R ORBNCT > AT v SRR T UL
T OFT v BRI A G S T B TR KE D
SE. MRIR - BAEROET, FrEROKMNE, BRe, Vv
LIMAE, SHE O AR R OB AEIC L 5 L S5 Y
oYl EEBHEEOLK., MOBEKERD b L o#H
ERH D, (2.2, 9.4. 1]
9.6 B3LI%

WH LW EREE LV, T v NOJEEL LK ORI AH
ZERfIRR OG5 & 10mg/ke/ B LA EOFET A FRITKBE
OFAEBMPBD SN TNDEY, 2B, T v s OERKLH O,
B WVIEAMORIIAF Z L LizgE6, WTH b 300mg/kg
/ H THAERIZKBIEDHMNED b T\ 5,



9.7 MR
9. 7.1 K AEIREIR,

AN

ARSI (SR Z2xtgie Lz
HE R O et 2 FRiE & U AR R T I ME L TV 720,

9. 7.2 %RERIKAMEE (GFR) 2330mL/min/1. 73m? A4 0> /N 4 % b
G & LA R OV 22 1S & U BRSBTS L T

9.7.3 B CMIED Y v MEZERIRSBET 2L, MR

Fo/METITERERE 20 2 &E08%0, FRIC,

BB

WA RIETIREE (BB BiK) OBREFICAFEZBEGT D5
RIMIEA YV U MEE EH ST RREER S DM OIEA] & O T
LDZHATIEETH L, [9.2.1, 10. 28]

9.8 =EE

—RICHE DREEITLF £ L< L S TW D, MREZEENE

ZHBTINH D,
10. tRE{F A

10.1 FRERE (BFALBLIE)

FEH A

R RAEAR « BB 715

HER - fEBRIN

TUAFL T
i3t}

FYLA

(bl PR 5 (8.8 2 fif
AT s4%56, 272
L. flt DR EIRFE
Z{T->CTH R
JEO=ay br—)b
BELIARDH
FER<,)

[2. 3]

P B FE M M 2
EBHREREE, &7
U U A E K& OV
MmED Y A2 ¥
PEESNTND,

L=v-T oot T
VUV SRIEERN
SR X2 FTREMED
b5,

10.2 BFREE (BFRICEET S L)

FFH4 BRPRAEIR « FFEDTE | W - faBRIN T
AV T SREFEFRIR | iE S Y U NES | AFIOT v RAT

palll

A¥w /)77 kv
MU T LT L%
=y 8 A
71U T BHHFEH
[9.7. 3]

R DH
2

w2 hr W E
Lk B U ARY
BIERNHEET 5
ZllizkB,

fERR T FFICE
MREREEO H 5 A
%A

FIIRA

A=NnN

MU 7o AFT
U R

[11.1. 2]

F SR F CIB R & 5=
TV HEREICAK
# %z f 0 THE$
%6, BIEER
L A S e o
N 2DHDT, Vi
MO 5 E
EEICEFT S Z
k.

FI IR A -C 5 W & =
TV BREICIE
L= UGS T
LTWsEENSL
< RAINERL
ESE AN
fERIA 1 BRI
3T R R Al 35 B & B
WL

TYAXFL T =)L
i3
[9.7. 3% /]

HHEREREE . &b
U v A E K OV
e §58%
NP5, eGFRA
60mL/min/1. 73m24
it D B e bR E o
bLBRFE~DOTY
Ax LTV
e ofHizon
T, BR LT
= MWLl T
556 &b &
FAHZ k.

TYVAT R
SR E 7
[9.7. 35 H]

ERERE. @Y
U v A dE K OV
MEZEZ T
nNhdH o,

L=y -7k
vy RLEAER
IR S LD AT RE
W5,

UFUh

UASARVARNELE: 3
EInhTna,

BRMEICRT D
UF U LOHFERIR
RSN D,

A4 %

FR AR - 7T

PR - fElRIKE T

FI RO B Tl

PRI PR A
[7.. 11. 1. 28]

WOIHFNZ LY PEA
BRI TV DS
1) 7oA T
O BRI E

(2) =T FIRA
YAV RN IS

18 % 0 AN 2 O R
B CIX, Ao
PRI 2 A
HEIHT D L.
VHL bR, 5D
2 K OVE L E o
BB N E <
MORRENRE N,
EHREETH DV
FEmEE TR
ENNnH D,

1) v=v-7v
AT R
EEHAHER SN
DAREER S D,
(2) FIFRAITIRE
T WA BE
WL = IR
TLHEL TV D HEFE
WL L RKFBZE
LT,
fabRIKF @ B E 7
PR LR o B3,
KF Y U A ME
O BE, K ED
B NYHAO K RE
Y HE T4 O e iy
EEE O & B
DAEBHE, Bk
EobHHRE, 0L
BT O BE

#IA] (NSAIDs)

AT A FPEH %

AV RAZ

W JE A 23 055 -
220D,

EZXT T A R
P& BRI 1L i 4 Bk
EBIEREHT 27
OQAXT TV
DERERET D
ZEmb, BEE
FAEBTH I 5
BERDH D EE X
LT3,

REEOH D BRE
T, S HICEHK

AT T A N
REGHA O 7 1 %

[ERZAEY (A AT SRl I A A AV = '

b s, FEMEMICL Y,
T I R B AR R
SlebEBEALN
N5,

11. B4
KOBERBRH EbND - EBHIOT, BEELHIHMITITV,
B RERD B AT I B G 2 PR T B 7 KR A0 A AT
5k,

1.1 EXBEIER

w1101 MEERE GHE )

B, AE, . W - MEEESE O JER 2 EIR &9 D i P AE
bobidI eNbd, £io, . EK. WM, NH%Z ¢
IEEIMEERENDDDbND Z ERH D,
1.1.2 a3vd (FHERT)., kM., BREEX WERR, 72
LM OAREDOLAE0. 1~5%A1H)

WG, R, ERREESS S S bR AIi, BB AR
WEAITH Z L, [9.1.3-9.1.8, 9.2.1, 9.2.2, 10.2&/R]
11.1.3 2HTEE GEERH, 272 LEELAREDOEAX0. 1~

5%ATi)
1. 1.4 §h U LME (BEEAH)
11.1.5 FFigeEREE. |E (WERH)

AST, ALT, v -GTPD LA ZEDOFHERENHODLND Z LD
D,
11.1. 6 EFEHIERAE (BH/E W)
11,17 HBERAREE (BHE W)

A, B, CKES, PR GRFIA T ey LR A K
e T DRBEAIER S LbNDZENHDHDOT, 2D XD
RPEAIITE IS 2 TIE L, WEOARLEEZITY 2L,
11.1.8 FIE MRS GHERH)

FEEN Uk, DR ORI M X R SR A R O VR MR 2 Y B
EbNDZENHHIDOT, ZOLHIRBAICIIHRGETIEL,
R RE RNV RO EEOHEYRLEEZITS Z &,
11.1.9 B GEERE)

Wik, 2R, @ivF. FOBA. EFRIMRT, K, Bk
EEND LONIHAICEEG 2R IET5 2 &, BERBRES
DOBEETH LT,




*

1.7 £D4hDE1ER
(EMELE)

0. 1~5%Ajik 0. 1% HEE

I EUE BB, B, FHE,

Z 9 FE, RS EUE

=

LRER HEV, SHDOX,
MBL B AR, BE,
1IFTH

WA, L
e

FEPRERRE R | BEOW ., BHEER, IR, | Mo LU

IRA, & LU

b D, MR BARR
R, BHEAPRE, L
wmEE. T, AR
%

TR S

Sk AST. ALT. Al-P,

LDH, v -GTP®D -5

likz3 B, o ER e
Ff BREE 2 | AT R BR

W2, /A

%
=

BN, 7 L7 F =0
EH EBIR

Z Dfth, EER. B, &
M, AEIR . VR
L7 T ) By AN o
H o oavrzxrno—
v b5 P CK -
CRPE&H | M RfEE -
F. MiER Y R
Wb

X7 hY oAl
JiE . NEAS HB R
75 PRI

B
Hiifa

B

(BEDTRE)

LA RBTIEEMEFIZ LRI B L HA, SHoXx, i
[, BRERTE R URAMENH O bRT <, ME, BlEKR
OCEMOIERE (NEZ7nEr%E) ITRETL2ZE, 2B, mil
FERED A DRWEMIC B IEERSBETH D,

5% 0. I~5%A5 | AHEE AR

T EUIE #B, X O

fEERE VHL B ARILE

SHDOE

HFEV, R,
@, WAk
N EaE)

FEHehiRE R . IRAL. R
W, SBHEK, L

UL

Hib# B, D
. RN, HIE
Wi, NiB., R
R, EH, &
AT, HHAR
Pef

JF ik v —GTP L5 ALT. AST. LDH,

Al-PD L5

21 SRIIRZST P 32
MeEk#Z ., A
HZ . /R
kb

1IR3

i
=

BUN, Z L7 F =D
k5

Z Dt SIIRSERo R AN N S 7 N 1
HREE B M CK
=]

Ft

PAER

H.OEFRUD
LIE, E

PDRYE 2

4. BRLOIEE
14,1 FFIFBFOEE

PTPELEE D IRAIIPTP Y — R 2 B0 H L TR % & 2 firiE4
HZ L, PTPY— P OREBIZ X0 | A VS 5 28 R R s~
AL, HIIFRILZ B 2 U CHEFRIR 225 0 B 7o A OHE & DF 38
THZERDH D,

16. ¥ EHEE
16. 1 mMeBRE
16. 1.1 REHE
ASREME i L AE g8 (38~68i%) 2. 1H1[E4mg % §l &% IC
PIEEE L, S HICIAREZEATABKERS LR, Wi
b M HSIXIEERE O o T YL & 2 R OFETEAE M-
OB SN A, REAKZTIEEAL RSNV, 1HE
(FElgEH#%) KO9RAH (THRKERG%) o THrs
COIMFPRE L, FGA~6FRFFBZICE— 7 IZ#E LIz, Rl
KT 29,

HO
N N
%OVCHE />:o
N N
H
A THIVE M-I
N Cmax Tmax AUCo-301 T2 Ti2 B
HEWE | %5 H
: me/ml) | M) |Ggebi)| B | @
) 1HH |55.1419.9(5.0%1.1[428+91Y | 2.241.49.5+5.1
AUTHNG Y
9HH |55.7£14.1|4.5%1.3 5094151 | 2.0%0. 7| 11.2£7.2
- 1HH [8.3+2.7(8.0+1.9| 13648 — 8,949, 62
9HH |10.9£3.4|6.8+1.5| 197+64 — 13.726.19

CEEIE R ZE, n=8)

a) T RX— KAV NETIVZE D HEE LT,

b) n=7
16.1.2 A VFHILE O BEREEZEAW=Population
Pharmacokinetics (PPK) @4t

TR 5 1-E~ 1681, AAEM: B 1L EAE K OV i A RE A 5 1
JERBEIE 3001, BFREE A O i AT 180, PR & R
) L ESE B8, FH224%512> 515 5722, 886KF S I H A
FHNL CREREMEE AV, M, El, RE, IR

(AST, ALT), WEHEREFEIE (MiEZ V7 F =1 BIN), M7/
TIVEEOEMEOFELE D THINEZ DI VT T A
DHEME, FIXI AN FT AT YT 4 & OBEEMEZ R L
ToREH . NS (ASTE>40 L IFALTE>35) 2BIF 227 VT
T UANBKME T D 2 ERHEE SN TV DY, [9. 35 ]
16. 1. 3 E£YEHNRISHEFER

(B FH N2 bEdng [85HK])

TP E UhEAng T8 M) L7 a7 L REEAE T v A4 —
N=jEIckvEnZznisE W Tz YLXxeFLe L
Tdmg) HERERA T I E R NG U Ciln g o7 9 or
2 UREERIE L, SO IRmENE/$T 2 — & (AUC, Cmax) |2
DUV TI0%EHE R AL THEHRIT 24T o 7o /E R, 1og (0. 80) ~
log(1.25) DFFANTH ¥ . WiH OEMFHFREENHER I
729,

HENRT A—H BENT A—H

AUCo-30 Cmax Tmax ti/2

(ng+hr/mL) | (ng/mL) (hr) (hr)
HFH AL | 520.4 53.7 4.5 7.4
HEdmg AR +101.7 +12.8 +0.9 +1.3
T 534. 3 51.1 4.5 7.4
TR 11087 | *13.3 +1.0 +1.3

(Mean=S. D., n=24)



(ng/mL)
70 -
—@— WU THILAU fRdmel BHK )
60 —-O---JAaJL R4

Mean=£S.D., n=24

PEEANGRESE S NS R 2=

o
e T

6 12 18 24 30
BE#OERE (hr)

(o FHIH o diEsng THK))

BTN H o BEdmg [k L7 T L AEE8E /v A4 —

N=jglZkvEnznigE o9z vrdkeFr el

T8mg) MEHEARA S T-ICHE R BLERE O 6 5- L C il o o7 v

S UREERRE L, o3 T 2 —& (AUC, Cmax) |

DU TI0% 5 HE K B CREFHIRIT 21T o 7245 5. 10g (0. 80) ~

log(1.25) DHFEFANTH V. WHIOEYFHIREEIHER S

f:6)0

HERT A—H BBENRTA—H
AUCo-30 Cmax Tmax t1/2
(ng-hr/mL) | (ng/mL) (hr) (hr)
TR | 804.0 76.5 4.6 9.5
#E8mg [ 7#54K) +250.8 +27.3 +1.0 +4.1
. 906. 9 88.1 4.6 8.2
A=y s
7a7 s +302.9 +28.7 +1.3 +2.3
(Mean=S. D. , n=54)
(ng/mL)
120
—@— AU THILAU fE8mel ZHk )
—O— JaFL RS
100 Mean=+=S.D., n=54
1
s
80t
k)
4
T L
A 60
)2
)
2 40
b
E
20
od ‘ ‘ ‘ ‘ ‘
0 6 12 18 24 30
BE %R ()

(BT B g 2mg TR

B THNE UEE2ng T &7 R L REEI2E 7 0 A4 —
N—jRlck v ZznEThitg BT rry vrdkeFre L
Tlomg) BEEERAR ISR RER A S L CmiEdhn o749
N RERRE L, DN ERE T 2 —% (AUC, Cmax)
12DV TI0 Y5 HH X BHEIS THEFHIENT 21T - 7o R, 10g (0. 80)
~log(1.25) DHEEFHNTH 0 . BHIO LW FHIESEIERHER I N
729,

HIENT A—H BENTG A —H

AUCo-30 Cmax Tmax ti/2

(ng+hr/mL) | (ng/mL) (hr) (hr)

HTHNE 1188.0 114.9 4.6 8.7
BE12mg [H5AK) +292.9 +37.7 +1.2 +3.2
N 1226. 8 114.5 5.1 8.4
7 RTLAGEL +294. 4 +37.2 +1.1 +3.0

(Mean=S.D., n=24)

(ng/mL)

160
—@— AU THILAUEE1 2mel K]
140 - -0 TRFTLREE12
P Mean=S.D., n=24
M 120 +
itg
4 100 ¢
Z
T L
&+ 80
%
% 60t
£
g 40 1
206
0(// L L L L J
0 6 12 18 24 30
&5 % O (hr)

I3 BE A ONTAUC, Coa B DNT A —F 1T, WhBRE DRI,
IR OB E - R ORBR I K-> TR 2 RN H
Do
16.3 4

(Mc] B FY g & FOMmiE, 4%t MIET LT I U8R
WM L= OB AR A RIE. & HIc99% el ETh 57 (in
vitro),
16. 4 a8

HTFHINE Ly xR EFMIDNRFI LT AT T —FIT
L VIEERBES Y T AL E TR E R, & HIZ—ER
CYP2COIZ & 0 FETHMEAR M- I ICARE S B A% AHEME S ILE
JEREFICH U THNLEZ Yy Y LFbvFLERE L L ZON-TT
DA R K OVR PRI RIZ D T L L Il R R K ONR
FRPEIERIC & <, CYP2CODEIRMISZ RIS L B 0 v F
L OIMPEE~DEET VRN EEZHNDY,

Fo, BT YIHF IICYPIAL, 1A2, 2A6, 2B6, 2C8, 2C9,
2C19, 2D6, 2B1, 3A4DOHHEMEZPLE L2 (in vitro),
16.5 HEt

ARk MR SE RS (38~685%) 8B, i A REME i) i i A
# (65~705%) 6. BREEZ LD &\ IMEIEBE 186, FREE
Z 9 M EAE B ESHIC 1 B 1E4mg 2§l A% Ic a5 L, &
DICTHARSELE B THBIER S L2k, Wb IRPICIER
ZALRITHRE ST, EERE O TV L v R OFEEME
KRBPN-T PR SN D, RG240 E TCORP I FH Az
> R OM-TT D BEME SR 1A BB 0 I i FR B T L1~ 12%, i
ACHENE & i E AR E TUIE10~12%, AFFEE 208 5 & i E B
TR~ TH Y, 1FEALEEFRBORY, BEELZEIH
I EAEBFE ORI, 2 L7 F =23 Omg/dLEL Eo>
BETIXIAAL 1% 9HH1.8%C, M%7 L7 F=121.5mg/dL
A5 DR FEREIEH B CIX1H H6.8%, 9H H9. 3% Th o7,

UL b KBRS RO M RE, JRPPEIENL AT, KBS
MERE B, AR R, S 2 £ 5 & i e
BEROBREZ LD @i EERE & HICEREEITR b
WEEZHNAHD 9~
16.6 HEDEREZHTHEE
16.6. 1 BEEEE

BEE (IE 27 L7 F=2 :0.6~3.6mg/dL) &9 &L ERE
BEIHNCLA 1Edmg 2 % ICHIEER G L, S 5121 AIRHE%
HHTHMREERS LA, i B AR i R
DOEFH LT E A EEITFRO BN,
16.6.2 FFEEESESE

JFREEE (ICGRis @ 15. 0~28.0%) % £ 5 @i FiE B H8HIT1 H 1
[Aldmg Z HAZICHEEE L, & 621 HAREREE A7 H B XE
B 5 Lo a, A R AR e S i EE R OS5 & LT e A
EEITRD SN,
16. 6.3 =&E

B RE M 1 I EE R (65~T0m%) 6121 H 1[El4mg % Bl A 14
WZHIEEE L, EHICIARERERTAMKERS LZGE,
0P B I A BEME S LB E BB DA L1 L AL EITRD BN
RN,
16. 7 EWMHEEER

AFNYIAX Y AERFORELAEEE (54~T45) 5H1IC
BT LR X FIULA L RlAng & Hl A %I YRS
L., SHICITAKREHKEATHRKERS LIZRICBO T, i
WY o PR IR FE R G PR L CHEINERR O B 7
W, E£72. BT VIV O R A e i i SE R
AFN 2 B G L2588 L1 L A EEITRD bR, 13



16. 8 =t

(o TFH 2 o 8E2mg T

BT YIE CEE2mg T AR 1X, TE B 58 0 B Al
OEWFEFE SRR T A R T4 ) TS dmghiE & fEH%E
RFNZ L L&, IWHEIINE L, EWFNICHSE L AR X
nie,

17. BRERRUR

1.1 AEHERVRLEICET HHER

(BmESE)

17.1.1 EIRERREAER

o ML FEAE T SR B IR O 4 B 2 RIC, TH 12~
12mg 7 — MR IRIRFABR TII8~24 8, —HERILEER TIT12
W, RIRGRBRCIE24~b20 R, BIEE 21 5 & e &
OVEE il FEAR I 35 1) 2 3R Tide~8l i, #E A5 Lo iR
ABRICR T, BIERNRDNFH S 2072\ fUEAED & A 7RI D)
FIREDLBY THHW D,

LR D A 7 AR (TR *0F)
PHERRE) 28T | PHERRE] &BR<
j?iittﬁiggggfi 72.6% (606/835) | 78.1% (606/776)
O e 1A 77.5% (31/40) 83.8% (31/37)
BB A O mfUESE | 63.4% (26/41) 72.2% (26/36)
B SRR M 66. 7% (22/33) 73.3% (22/30)
& @ 72.4% (663/916) | 78.1% (663/849)

KUHEM ME  (-20mmHglA ) M OMEEM MmE (-10mmHglL |)
U THA . EWIME (-13mmHgll b)) TS AE. B
AT, FHBMEMTH->Th, 150/90mntgHlE (72770, &
[R5 2 o O ) i EE O ABE R T, 140/85mmHgAdi) 12
ELIZSE

e, AmEMEE M ERE 2 xS L Lz TR 5 RGO R

B AT E Y VLR EFAOEAMENRRD LN TS,

(BHELTE)

17.1. 7 EAEMEHER
BELAREOREERNGIZ, hoTHIAE Ly Y LUXEF VA
1E4mg & 2~4WEF 5 L, F D% 1 H108mgZ 24 @M% 5- L 7=
CHEERERRER (7T RRAR) ofER, ToYAT v
EHFEREILER TIRIRESNTWD D, HHWIBESh-Z L
NHLBRE T LT v VAT vy o EMEEELEANC 2 TH
VTFYNE Y VL FREFARIET T EREREGE LESGAD
LOASER OB &7 lifb) *ORBUI I > THILZ Ly L
X FLBERE. 6% (3/6561]) THY . T EAREE30.3% (23/
7661) IHA_ERICHE S, BT HLL Y v dRETFIL
OHERERRD LN TS, 2B, LT, ¥ U X
A (52%) . FIRA (83%) HENRPFHIN TS,
MLDARIER OB L 0 ARBE - IEEZET 2546, D0V
I, DARERIEEA GRLAL, FIRAL, REARAAL, 7o o4
TV BRI ERI LA O MAETLER]) OB - R
BEZITV, R MG S AR OLE Z kT 25670 L
TIRENSEAL & L2358
HUTFFNE Y LR T VEERICE T8 %, 7 TR
B GRECEB\CHLL 0% ER IR M O B H 2 ST RITERA N4 5
Nice Flo, LDAROEIZEDZRNLIMERDA R A
YFYNE v LR FARCAE (DEME, Bk, —
WP MIEZE) . T B AREEC20] (FEHASE~DPTCA
AT, MMEEZE) . EEREWERAN T E L LTIV
BEcof (RMEEREE, H5iEE) . V7B REECIHl (+2HE5
BE) Aoz, ZOIbACTFHLEY LV LXBEFARET
KON LEME, MEEOEFE LTRHETIEREN

7-28). 29)O

18. FE3hEFE
18. 1 e

BT AR LR F LOBEERIL. RN TRIE
FRIZE W THESCITIAR D R S IEERB o o T v 2 v b
20, FICMEFBHOT AT N A AT (AT %
KKIZBWTT v OAT o T EHEFL L, Z 0 E IR
FMEERZHHT % 2 LIC k- TAT L R BFEILOKE TIC &
b IBHIT, ATZREEN LEEIBTOT IV KAT 1 i
AT LIMEERLEEFERIC-HEEL TS EEXLN

53032 (in vitro., in vivo (T F)).

18.2 L=-7ooHT UL VRIZRIFTEE

ML EAE R E T4 CRferh & M ESES6 6, R A 5 & e
JERE18H]) G, W THLE Yy Y LXEFA1H1EN
~12mgDAE B GRBROFE R, migFL =3, g7 oA
FUT U T BEERVIET VO T o TNEED ERRHRG
LTV AD 9. 10), 15), 16)
18.3 DmfTEIRE. BRERVROLREICRIETHE

AREME B M TEE BT 1B 2 RIZ, hoTHALELy v LFdt
F V1B 1EI2~8mg D K HE G OFER, DUREHIME ., SEIEM )+
DOIETF., ERLHEE, RELERROBORHRL LM
WL DR, ESEH A SO DR IS TN R SN
W, REMEIEERELFICH T LE Yy LRt T vl
H1[E2~8mgD KA H 5 OFE R, BEERIC S B &, B
A, CRERRIEBMEICEEBIIA LT, MEREELZET LA
etk EIERE BN, hr T rEy LR FILIAL
[B12~8mg D KA 5-OFEGE, BEIERFIZ & Il i 12 BT A4 5
nfotl/\33)"'35)o
18. 4 BHOLFLEFODMITEHESICRETHE
BHEOARROBE LG, A THLEy v LXEF LA
1El4mg & 2~ 4l 5 L. £0#%1H1E8mga 24 M5 L7
CHERILERER (772 RHR) OofR, Ty T v
EHBEZLER THERESNTVDED, HEAWIERSA-Z &
NHLEEITH LT v IOFT vy U EMEEHILERICE 2 T
VFYNE Y VLR EFANET TR ERS LESA. S
UTHNE S X FARER T T A vk
FEEERNT I UBRH 3 B O 3 22880, 72 s IGHE R AR B OY
DS ORERBO R LN TS, £z, B THLHE
U X F NG TT T R AR EGRC L LBRH 2l o 5 e
AN, FE SRR IR R VD SR L O B 72 b i3 A BT
528)\ 36)0

19. FRIR S ICET B2 R
— g4 AT NE S LR TFIL
(Candesartan Cilexetil)
b4 : (1RS)-1-(Cyclohexyloxycarbonyloxy)ethyl 2-
ethoxy-1- {[2’ -(1H-tetrazol-5-yl)biphenyl-4-yl]
methyl} -1/ -benzimidazole-7—-carboxylate
53 F3 ¢ CasHaaNeOs
-5 : 610.66
PR BEORERE U RO ETH B,
FEIE (100) IZ00IT 0T <. A 7 —MZReR0BE T
<L, =& 7 =L (99. ) ITEEITFIZ< <L KITIFE A
EWF 720,
A Y ) —VIRIR (1—=100) ITHEEME 2 7R S 70,
S RHED BILD,

(b=
0 H, CHs O /O
A

RUHRE A

2. %

(B oTHILE UiElng TR
1008 [108E (PTP) Xx10]
(AOTHILE Uiimg TEKI
1002 [108E (PTP) X 10]
1408¢ [1482 (PTP) X 10]
5008% [108E (PTP) X50]
5008 D, /N7 ]
(AoTHILE ebng THHI
10042 [108E (PTP) X 10]
1405 [148E (PTP) X 10]
50082 [10%Z (PTP) X50]
5008 D, /N7 ]
(BAoTHILE U8E1Ing TEHEKID
10042 [108E (PTP) X 10]



23. EEXH

1)
2)
3)
4)
5)
6)

7)
8)

9)
10)
11)
12)
13)

14)
15)
16)
17)
18)
19)
20)
21)
22)
23)
24)
25)
26)
27)
28)

29)

30)
31)
32)
33)
34)
35)
36)

PR Bt fl : FRPEHIEESE. 2017 ; 47 @ 1353-1355
PRIEERHM i« BT B pERHR ARHESHERE. 2021 5 29 : 49-54
KIBPEVRER it « 3EPE & 7R, 1996 ; 24 : S875-S888
SN B fth : EEPREZEZK. 1996 ; 12 : 2413-2428
H\SUE B AR HFgan, BE)NELE. 2021 : C1455-C1461
Fa—VU U AT ¢ ARKESHALNEER
BTN hE2mg TR - dmg THAKR] - 8mg [
B - 12mg THHR) OAEMERFRZEMERBRICEET 5 &k
WS fth o BEPE L JAHE. 1996 ; 24 (Suppl.6) : S915-
5943
Rt (=2 THEAEE - 20104E4 H 16 H /&R, & B2
2.7.2.3)
T W BRIREZE. 1996 ; 12 : 2429-2441
B IER M BRARESR. 1996 ; 12 : 3333-3352
RIS . i : FRIRIEIR. 1996 ; 12 : 3353-3368
RIS At FTER & EEIR. 1996 ; 45 1 1662-1668
BEOAREREERGLE LEEPBRERL XX Y XL D3
MR EAMER (a7 L Z8E : 20064510 7 11 H&GR., HEE R
W~ 1. (D). 1))
BRIFAFE M FRAREESE. 1996 ; 12 : 3281-3297
SR fth : ERPREESK. 1996 ; 12 : 2195-2211
FEONIERE fih : FEPEEESK. 1996 ; 12 : 2267-2296
FEJIAES fth : BRAREIK. 1996 ; 12 @ 2213-2230
TGRS M BEARESK. 1998 ; 14 : 2765-2800
FRHEEE fth : FEPRESK. 1996 ; 12 : 2297-2322
AT M fth : BREREEZK. 1996 ; 12 : 2323-2341
RS ER fth : ERERESR. 1996 ; 12 : 2343-2371
fp s i BRIREESK. 1996 ; 12 : 2373-2392
FlEREds Ml BRAREESR. 1996 ; 12 : 2393-2411
FRJIHRAES fth o BRAREIE. 1998 ; 14 : 871-918
MRILFERA fth : BRIRZESE. 1996 ; 12 : 3299-3317
FRIFE T fth « BRIRIZESE. 1996 ; 12 : 3211-3228
RILEEBRR il : BRESR. 1996 ; 12 : 3229-3264
BN - ES R (7 7L 28 2005 4£10 A1l
HIKGE, HEERMEZE . 1. (3)
ZEMEOFE LD (e LA 2005 410 H11H KRS,
FHEEMEZE K. 2. (2).5))
BFHHEFR il FEER L VAR, 1996 ; 24 1 2215-2220
SEAEMMBET ;o EELIRPE. 1996 ; 24 : 2207-2213
Wada T. et al. : Eur. J.Pharmacol. 1994 ; 253 : 27-34
SOVIRME— L BTEE SRR, 1996 ; 45 : 1655-1661
AR L : BRIRESE. 1996 ; 12 : 3265-3280
FHIE— i : FRPEEESE. 1996 ; 12 : 3319-3331
MO FE L ® (Far L REE: 2005 4510 A11H A&,
FEEEMIEEE K. 2. (1).3))

. XEERERUVBLEDHLE L
Fa—U U AT o ARSI AT
T920-0017 AR TTFHILIT T T 287%H11
TEL 0120-960189
FAX 0120-189099

26. WEHHLES

26.1 SEBART
FI-VUIJUAFAABRAEH
BB AT 855 %

26.2 W
EMREKRATH

RRBTRAXKFH-TEIE/S

41

2509A



