202346 H 82T (510D

Witk 7 v VA 7 v ¥ v TR A

AFEERRIEES

872149(2mg. 4mg. 8mg., 12mg).
872179(2mg. 4mg. 8mg)

Bk - SR AARER T HoFHIVy >y Y LFEF v ZEES pre—
BExhHEARE - 36 H -t
AITHIWI Y n2nermmiy 2 moe
— “ = =\ 8mg 30300AMX00329 20215E12)]
J Jﬁ 4mg rEEET’ \J 12 30300AMX00330
e mg
BIFHIVY 25 8meramsix)
)
BIFHIVT s 12mermmsi)
Candesartan Tablets “TAKEDA TEVA”
VUYE 7 S

W) HE - ESEOWNHEI L VT2 8

=®2

2. BR(ROBEICEBELEWVWI L)

2.1 KK D5 Uil BB O WEAEIE D & 5 ¥

2.2 Wl U3 HEIR LT W B Rk 0 & 5 K1 (9.5 B ]

2.3 7Y ARV Y7 VRE RS hoEIREEE (7272 L.
MDOBEERBEZT> THRBIMED T Y =V HFEL A
RoEHZRL) [10.1 2]

3. HERE - R
3.1 #Hmk

WFEs: | 7y v Gome RINT/S) | 7o 7905 el RT3

Lt -
ATV Y YL FeFN
2mg

15 -
HYTFHNET Y YL FEeFN
4mg

ARG

NYEQITVTFTUTY, ANAT—=AANT T A, B FaFY
FoE¥rkrua—A, x7aI—6000, A7 7 ST SR
¥ A, FUBKEIY

I

Wt | Ay 7T s vEE8mgl RIHT /N | 727V 5 581 2mel RT3

1er
AYFHFNE Y Y LFEEFIV
8mg

1§ -
TNy Y LFeFV
12mg

ARG

NYEQITTFUT Y, ANVAT—=AANT T A, EREFY
FoE¥rkrua—A, x7aI—16000, A7 7 yEET SR
T A S, FE s

I

3.2 RADOMERK

H TG U
2mg KH7 /3]

WY FHNE V5
4mg[ K7 /3]

HUTFHIVE U
8mgl IH7/v]

WY FHNE V4

Wit 12mgl 73]

P £ ~ i 3
O HEFAD
F <

TLAFeE
BN O
BA D O F

IFVEE
W o R A
N OFBE

F A ~ i ¥

L P

(e

&/
(@)
42/
=

Ve

g
LT
N
=

(e

&7
()
2z
=

=

B

P (mm) 7.1 7.1 7.1 7.1

JZE (mm) 2.6 2.6 2.6 2.6

Hi(mg) 130 130 130 130

4. FHEEXIIZHE
(BrTFHILE > gE2mg. dmg. 8mg. 12mg[REF/\])
O IERE
OBxXEMSMELE
(BoTFHILaiE2mg. dmg. 8mg[EEF/\])
TEHROKET, 7oI047 0 U EBRBRAERNRE HEY
THVEE
OBt ORE (BHE ~PHE)

5. MEERIIHRICEET 3XE

(Bt OF L)

51 70 V47 vy yERBREIERARSG X 2HHHES TbR
TVRVEBHICBT 2 RAOAMEIHR SN TE S, KH
. T VAT Uy vERBRENER S )BTRS T3
ZEERFEAET S,

5.2 TV T vy VERBEMER ORIRSA T R BB BT S
KA DOGME R e, BT v V7 vy VERBEFEILE
& ARFHN % B U 72358 OATRME R OV PR RERE ST ui v,

5.3 NYHA OHERES IV DR OA A BE T 2 A H o4 1%
AN LT v (TR 220 6

6. AERUVAR

(& MESE)

BA
B, RANZIHLIRAY Y FH vy v Y LdFEeFr e LT~
8mg % F& 114 'J'L PBZE U12me F THEIRE$ 5, 72770, B
A k) BA1id. TH1M2me 2 S5 2 Bt L. AZEIN
U8mgF T 5,

R
WHE. UL R R /NI IHIE A Y F vy v L F
£ F V& LT0.05~0.3mg/ kg% RS T %,

G Eo/NEICIRIHLE A Y FH VY Y Y LR TV

& LT2~8mgx RS- L. LEIZIS U12mgE TH®ET %,
72720, BEEEE B KHE2 SRS ARG L. 2
ZIe L“CSmgi TH®ET %,

(BEREMSIMELE)
WHL. RAIZIHLIES Y FH vy v Y LFEF e LT2mg
ORI GZRG L. LEICE U8mgE TH T %,

(B4 0RE)
WHL. BRAIZIHLIEY Y FH vy v YL FEF el L Timg
2 HREOES 2 G L. LEIZI0 U8mgE TR TE %, &b,
FEHIE LT, 7 v P47 vy yRBEEREA DA X 5
BHRIEARGET 5 2 &,

7. BEARUVARICEET 2R
(SIMESE)
GINGARE P2 R ap 3 e i
(B ORE)
B G- BIURIE O WU I A3 1 20mmHg A 0 M, BFREE #4E S
B FRAZPEH L Tw 2 B35, OAEOEREE OV ES
1ZiE 2mg/ H 2 %5 2B+ 5 2 Lo 2mg/ HP5-1&, K
JER O EIER 20 2 ZEM A MRS 2 HITH 5 0 T43HH
ZHZ TITbhwz L,
AFOEGICEY, —BUOZW L MR T2RE I THE D
50T, MEEGE, KO04mg/H. 8mg/H ORI,
MEHEO#BZEZ 512979 2 &, [9.1.3,9.1.4, 9.1.7, 9.1.8,
9.2.1, 9.2.2, 10.2 2]

i MAOHEZBR BN &



8. BEELEANER

(hEESEE)

8.1 BFIEMERICHK DO DTV, LAbLDOXPHobNILIIENH D
DT, FWAMEE. HBEOBIZSfERE 5 B 2 BE 5 B
CIIEESELI L,

8.2 FMII2AM I G LW EREF L, Ty It F vy
I ZEEEETARE S PO B REL TR R = -7
YUK F Y ROWRIEREIC X AR E R MTAC T 2k 2 3T
VD S %o

(g LTe)
8.3 MW, Y¥y Y ABE, FRAFELHHT L, 2B, KKl

HiphPe 5-cofRMEIIM#L L Th v,

9. FENHEREE I 2EEICHATIEE

9.1 AHHE - IEEZEDH 28E

9.1.1 MRAIMBEREEDH 2BEXIHETCEHRKXENSH 2
B2E

B ERO AR WEHBI SN2 SE8 %2 E, HHILET 2
Eo BIMTEE O R RERA S BT O T X ) B0 B
LIS BENDDH L,

9.1.2 AU LMEDEE

BRERG 2BV EHB SN YA ZRE, 8T 5 2
Lo BHV Y AMIERMEI L BENEDH S,

F720 BERRERESE, oY MO — VAROBRFESIC I )G Y
Y AEAE L R )R T VBT MEA Y Y AMEICEET A

9.1.3 BELRRBEEEIDOERE

(EIMESE)
ASERIVEHBL, WET A GME. Bk 0BG o IRE
ETAICBIE LS OHAIITY 28, FIUCIEASATIAL
TL. Yavr, K, —BYoEREERLTRIEOKT 2
ZTBENDEDH S, [11.1.2 5]

(Bt oTE)

MIE. BHRE. AMOBENEZTE V5) ROTBHOREE
FHCBB L oG 2MG L. HECHETLI L, 2
GHUEAC T, BERBETH2VWERMERI T2 H 5,
(7., 11.1.2 8]

9.1.4 EF MUY LMEDEE

(EMESE)

LEPSHIEL, WET2EAGME, Bk 0BG o IRE
ETAICBE L0 OHAICIT) T8, FIUCIEAS AT
TL. Yavr, i, —BYoEMEERLTRIEOIKT 2
ZTBENDD S, [11.1.2 5]

(Bt oTE)

MIE. BHRE. AMOBENEZ T E V%) ROBHOREE
T BB Lok G 2MG L. HECHETLI L, 2
GIUEAC T, BRI TH2VWERMERITEEND1H 5,
(7., 11.1.2 8]

9.1.5 DARLDEHE

(BMESE)
ASRERIVEBL, WET A GME. B L OB E o IRE
ETAICBE L2 OHAIITY 28, FIUCIHEASATIAL
TL. Yavr, K, —BYoEREERLTRIEOKT 2
ZTBENDD S, [11.1.2 5]

9.1.6 KENRFIETERE X (SFAEMBREOHED H 3 BE

(Bt oTE)
MEOMTEKT 2 K3 &,
[11.1.2 8]

9.1.7 BILEDEE

(Bt oTE)

MIE. BHRE. AMOENEZ T E V5) ROTBHOREE
T BB L oG 2MG L. HECHETLI L, 2
GHUEAC T, BB TH2VWERMERI T2 H 5,
(7., 11.1.2 8]

-
—
P
HE

FERAVEALT 2 BTN D %o

9.1.8 NYHA [DBEEAEIEDEBNEEEDEVMEN I REERE
(Bt OTRE)
ME. e, BlLOENEZ70E V%) RUTEBZOREZ
FHCBBR LA H% 52 MGl HECHETLZ L, 2
ZIMEMRT, BEREEKTHLAVIZENZEZTBZNLDH 5,
(7., 11.1.2 1]
9.1.9 EXBBEDREENDH 5 BE
9.2 BipelEEEE
9.2.1 BEBEENH2EE
(B I EE)
AR VBB L, MRS AEAIME. BRG0S0 IRE
EHSCBB LN OHmAICT) 2. FRICMEDS S
TL. Yavr, HLf, —BEOERELLERIEOIT 22
CEBENDDH D, [9.7.3. 11.1.2 8]
(Bt OTRE)
ME. e, BlLOE(NEZ0E V%) RUTEZOREZ
TR L OG5 2MEL. HECHETLZ L, 2
ZIUFAT, BREK T2 VIEEMEZ R TBZENDNDH 5,
B O EOHERRBRICB VT, BEEO GBI %
HOERTH -7, [7.. 11.1.2 2]
9.2.2 MABHPDEE
(B I EE)
LXK L. MET 256 MERTEZEORELY 451
BRELEDPOHELIT) 2 FACHLE 2SS TF L.
Tav o, KA —BEEOEMHEERITBEINND L.
[11.1.2 ]
(Bt OTRE)
HE, BMOEE(NEZOY V45 RUTBEEOIRELY T4
BLaDNo®EG5 2L, HERICHET LI L, Ak
ThrbVEHEMEzEITBENEH L, [7.. 11.1.2 ]
9.3 FipeEEEE
LEDSEG RRGT AR EHEICHES T 52 L, ST
LT 2BENDDH2, T2 HERBYH v FHVsy v 02
TIUVAMPRT T LI EIEEINT VS, [16.1.2 ZH]
9.4 £IEREEH T 2E
9.4.1 IEIRY ZFIREMD & 5 &k
HIRL CWA 2 e IRENT T v Vd 7 v ¥ YRR E
HXET vV F 7 v vy T2 RERAZ#ER L. RIE - ik
WA (EARE, WE - i - BoBRASE, HEH) RO
NP EENTNEY Y,
KA ORI H NBROF D LB L TR 0
T2 EE KGN L. B L of At % Ll 2 &Rk
ENLHHECOREGTHI L, T HGPLELEAIZ
ROEBFHICAET ST &, [9.5 8]
(1) AFIPE GBIATN TR L C W WS 2T 5 2 ko AR
Hd, HRL TRV L 2@ MRS 52 &, H5H
WHHRASHIBI L 7225560121, MBI 2 k352 &,
Q) RDOFITONT, RAFGBERICEFICHI T2,
7on G LLBEE LHT A &,
HERAICAR B LA BRI - iR
FTIVRINHBI L,

CHARASHI L 22 38D N B A 1E. R IS R ICH
HKTprZk,

IR E FTE T A A, HMEICHKRT S 2 L.

.5 11i%

IR IR L C W AW REME D H 5 iz L nwz b,

Pe Gl IR DSHI L 72381203, b IS5 2 k52 &,

R R ORI 7 v O 7 v ¥ v D2 BERERH T 7 ~

Dk T vy UEREEREER %Y SN BE TG,

eI - B o E, FrAROMRIME, A4, WY v AUE,

B OILRAE R OFEAKEANEIC & 5 & HER S 5 DU O,

WEFHOE. MOKEREDD &bz OMREND 5.

(2.2, 9.4.1 1]

o

(]
HEfE

L

-

zMIE



9.6 Il

BALBZWIENET Lo T v b OJEED K OERALLNIAA
Z ARG 5 &\ 10mg/kg/ H L Lo #E T I A IR IR BHE
DFELEBMAEDO bNT VDY, BB, 7 v b ORIRKE O A,
B B IXFEFL O BIIAF 2 B G- L2, Wit d 300mg/kg/
HTHAERIIKEREDBIMA O S Twnb,

9.7 /R

9.7.1 MR MRE M, BRI TR (LR 2 g & L%
PR a2 iR & LRI I L Twv v,

9.7.2 IRtk A i (GFR) A330mL/min/1.73m>* A /W 45 & 5 R
E LA R O 2 it LIRS SE i L T v,

9.7.3 EHRRE N OMLIE A ) v MMEEERIRCBE T L Lo DR

SEO) RS IUT TUEE B

j-4

e

WERMED 2 LB v KR, BRI
% RATTIRE (B8, BiK) o BEICAREBGT256%

MiEA Y 7 MMEZ LA S LW RMED D 2 MoK &P 5

LERERTAI L
.8 EEE

o [9.2.1, 10.2 ]

—RIHEORIEIZIFE L AvnE SNTWwD, it S5

ZhHBTND DS

10. HHESEA
10.1 BHARZ (HAL

KW &)

AN

BERAEAR - A58 715

B - fEbRE T

TVAFL 7<)V
AR

Ol bR 33 B A 9
DYt L. b
DIEEHE R EIT > T
b BlENT >V F
T—UAELLAR
DEBZERL )

[2.3 &)

FEBAEAE A, B
REREE. H Y v A
SE R OCHRIMLE DY A 2
HMAHLE SN T2,

Lov-T VAt Ty
> SR B AR 25 1 g &
NDWREED D %

10.2 HERER (BrAIC

EBTBL)

AL

AR - 45 77

BT - el T

71 7 AARFFEFIR A
A¥H /)57 bv
M) T AT LV

7L/

71 7 KAfFEH)

[9.7.3 %]

MLiE A ) 7 K AEDS 5
THIED DD

AHFOFTIVEATFT Y
SrWEIER X D A
1 77 L R R T 7S B
FTHIEIWL B,
fa bR o I R e
BEEDd 5 BH

F R I FIRHICHEEZ 20 T IRIRA THEZZ T T
AL WL BEICAAZ DO WD BEIITL = U0
MU ZaVAFT I|THEST A, BEESITEL T b EE
4 TER AR T 2 BEN A% L. RADBER L

[11.1.2 8] VHDDT, LEMPL|RT WV,

BtH 3 % 7 EEE SR RN T AR RR

5452k, AP % G L 72 B
TUAFL Y7 <OV | BREEREE, mAV A LT VT Y
[9.7.3 %] MLAE Je ORI % k2 & | > R B 1R T A5 8 i &

TBENDD 5. eGFR|NDWHEMA D %,

2% 60mL/min/1.73m? #
i OERREREEODH B
BHE~NOT)AFL ¥
7 < VIR & o fF I

DWTIE, HEFHE LR
RV EHKENS
LaekREMILsZ L,

TYIAT Y EREREREE By

i 5 FH S5 ) 2 ILRE B OV I % k2

[9.7.3 8] ZIBENDD D,

FT L VF oy AR HRE S FRAEICBTS) F Y

nTnib,

2 OFPIHDIEAE S N 2o

AN

T RN - 5 3

B - fakE T

KOEHNZ XY B E
BENTVWBHE
LHr7rvyrsFrvv
2 W 3% L A R OB
ST
(2) W— T FIRA L O
71) 77 DARFEVEFIIR A
[7.. 11.1.2 8]

8 RO TR 4 0 BOR BB
TIE, o PRIz
HICAHZ T 5 &
THLHH HHDE
Je OV AL T oD 56 B4 E
B K ORI
BT 20138
MzERITBZNDDH 5.

D Vv=v-7vIF7F
vy VSR EAE AR
RS N AR D B o
(2) FUPRA T iHFE % 2
TwrBFITIEL =
WL T D R
BHE L KA
L3,

fe bR ¢k 2 R
WEhoBRE, K7 Y
2 MAED B AR
D B FH, NYHA LK fE
G345 o0 PR 1Y T E
EomwEE o e R
#. BEEEOD LB,
MHGENT T o B H

AT a A B
Jii#l (NSAIDs)
LAY RAY Y%

B FE AR A0S 5 5 &
Db

AT u A RN R
I A0 A R &
HS¥A7T0RY 5T
VYO EHET S
TS, BRERERE
WES S LW RN D
HLrEZLNTA,

HEEEOH D HBHE T,
&5 IC R EAL T
LBENDH 5

AT T A NP R
WHloOTaRy 75 v
VA HEERIC X
L/ = 31177 D 3l N )
JzbrEZLNTW5,

1. BEA

ROBWERHDH H5bINDZEWHHDT, Bz Hridrv
BRSO H NI G 2 ks 5 % Ll R L E %

1.1 EXLEIER

11.1.1 MEZEE FHEEAH)
B, VR, . W - MRS ER 2 eIk & 3 A A FED D
S5bNBET ENDH b,

11.1.2 a3y 7 (FEAH), K.

LR A D0, 1~5% )
WG e, BERIERAEDIH S b EITIE, BB ICEY %

42 -

WEE4TH

N PR

i -

'ﬁ‘f)\-— o

BREERHEAN, 22721

o [9.1.3-9.1.8. 9.2.1, 9.2.2, 10.2 ]

11.1.3 2MBEE HERY, 7272 LEROALONE130.1~5%

i)

11.1.4 HAH Y7 LIE

(HEEAHT)

11.1.5 FF%ReRES. =E CGHEAW)
AST. ALT. y-GTPD FAEDNHEREREED D HbNE I DD 5,

11.1.6 EFEREREE CHEEAW])

11.1.7 HERUHBERE (HEAH)

AT, BT,

CKLEH, MR I+ 7 u >y A2k

WL 3 DRBMRBESDH 5bNDIERHLDOT, DL

YA B IS 2 Hk U, EY 2e0LiE %

11.1.8 BRI CHEEAW])
FEEA. WXk, PRI, P X AR R A M D BRIV 2505 O
PNDBEZENHLDOT, ZOLH) I HES 2L, F
R AN E VRO GEOMY) R ALE T S L,

11.1.9 {KI0¥E CHIEA)

BEFT I 22,

42 -

’fTO\-C‘:o

WiT. TORR, LPET, EE, EakE

FENRD O DN ARG 2L 2 2 Lo BERM R

DEHETHLDLNLR TV,
11.2 2O OEIER
(&IMELE)
0. 1~5%Aji 0. 19% A5 BHEA

JBABE %, B BB, T,

SR
TG B % DIV, 55D X, B HA, | WA, OB

B, 13TH B
AR | B0, BEK. AR, RS & | o Lo

DL O




0.1~5%Aii 0. 1% BUEAD]

HiLE ol MERE, ERCR. W EAS IRILIVE
P, OEEERE. TH, TIN5

JHF-Hiek AST. ALT. Al-P. LDH.
y-GTP® L5

fiki(3 i, HERR A, RS,
WG % . IfVIMEGR A

Y M BUN, ZL7F=vD L5, &
EUR

Z oAl K, B S, SR, (K b Y AddE, | FS
THE. B s ) A b | R
BalLAFa— kS, IiHPCK
5. CRPESH- iR EA-
MERE Y > 78 7 WA

(B ORL)

B OAEFTIREMEICEREZE L SR, 56D, Kl
FE. BHEEERE R ORISR D Sbhed . ME. Eikik

CEMDOIEE(NEZ O E V) ICHET A2 L, 2B, BIE
SEDOWE OBWERIZ BN LETH 5,

5%2L F 0. 1~5% A

e VHL AR ARIME, 5520 (D F v, HIk. ByiE /MG,
13TH

KRR B, RS AR, BEER, L
O

THAb % BRI ST N U NI R ¢ N
g, MRS, Wk, AR
iR, AT

JHE R y-GTP L5 ALT, AST. LDH. Al-P® .5

IR =yl FMERkIEA, FRRERN %, Fi
BRI, I/ NOIRAD

Mk BUN, 7L 7F=rvo R |&AR

Z oAl M) o & b5 b REE R B %, 3, Bl

s A CK RS R, Ba L 2AFa— v B,

F t ) v AddE, GRS >
N7 WL

14. BRAEOZXE

14.1 BHZMHBEOITE
PTPEEEDIANIPTPY — M S0 L TIRA$ 5 & ) 45
F52 &, PTPY — FOEMIC L Y, TG AT LG R A~
FIA L, HIZIE5IL2 B2 L CHERIN 945 o 158 7 & BHE & BF
RKEBIEND D,

16. IR
16.1 mrhigrE
16.1.1 RE#HE

ATE Vv I A R 849 (38 ~687%) 12, 1 H 1IMdmg % B I2H)
FP 5L, S HICTHAKRSEREHT7H B RERS L2k, wih
MG TEAB I D 4 > 79 & ¥ K OCIRGEEA B M- T
PRI EN B 25, REMEKIZIFEAEHRB SN2V, ITHH (W
[4%5-%%) M O9H H (7TH B S AEH&R5-%) O » FH v 5 2 olii
WIEIIX O EBY T, FHA~6HFRIBZICE — 27 IEL 2R, ke
T35,

2N
(ng/mL) ¥y
80— HN

70—

60—

e
0]
N
)—0~~CH3
N

ATHNE Y M-1I

554 6 8 10 12 24 50 (h)
P OREH

Cmax Tmax AUCo-3n Tiza Ti2p
(ng/mL) (h) (ng-h/mL) (h) (h)
e—e [HH 55.1%19.9 5.0+1.1 428+91" 2.2+14 9.5+5.1

N %
o—o 9H H 57.7%14.1 4.5+1.3 509+151 2.0+0.7 11.2%7.2

WEYH #5-H

M-TI o 1[HH 83+27 8.0+1.9 136+48” —— 8.9+2.6*

o—0 9 H 10.9+3.4 6.8+x1.5 19764 —— 13.7+6.1%

a) I ¥ 8—bh A Y FEFIMICK Y IEE L, CPIgfE + LR, n=8)
b) n=7

16.1.2 M H > FHIva &R EE% A\ 7= Population
Pharmacokinetics (PPK) f&#f
TERE N FUEA168M0, A REN: w85 0L R B O s i A T8 2 v i1
SEE G IEA30H, B A R D WL B 18, R &
I R BB, FH224607 H A% 5 722,886 Il 7
TNy CRENEMEE VT, P F. RE, IR
(AST. ALT). EHEREREE(NIE 2 L7 5=, BUN), IiLlHh7
VT I VR OTEIMEDOAHIEE TNy DI )T 5 VR,
GATERE, MR AN T RAL S T 1 L oMY E G L
TR, WPBE SR E (ASTE>40 T ALTAE>35) 2B 5 27 U T
T VAN T T4 LR SN TS, [9.3 BH]

16.3 o
(MCI1A v 79I s V& bolii, 4%k Mg 7 VT 3 2 ElR
IR L 2B 0 B\ A ARIE. & HI29%LL L TH 5 (n vitro) o

16.4 X
TNy YLFEFNVEANVKEFINVNIZAT T —EITX
DG A > TV g AR, 2 5IC—E825CYP2CY
& D IRIEPEACE M- TSR S B 25, ARTEYE 5 L e S
AR 2P G- L7z L & OM- 1 O L OTR AR EREE T~
THN Y 2 O ORISR ARG CYP2C9D i
BIETNC X B H O FHN Y v DI EENDBBI v
Ezbhb,
720 ATy VIZCYPIALL 1A2, 2A6. 2B6. 2C8. 2C9-
Arg, 2C19, 2D6. 2E1. 3AADACHTEMEZ FHE L v (o vitro) o

16.5 HEitt
AR TN 5 A R (38~68)5%) 81 55 i A Rk w23 ML 11 i JE (65
~705%) 661, BFREE A PR S BT E 18k, BFREE A AR B
I SE B 8HIIC T H Ll dmg & SIS L. 2 5I121H
PRIELA HTH B ARG L7z, Wi d IR AR B R
B S WGHEACE O TV s v K ORGP M-
ORI SN D, FG2UMRME TORPH > TH VY v LM~
1T DAEFE S L ARTE N 55 MR B T ~12%. e A i35 1
JEAEBH TIZ10~12%. FFRESE A 1 5 B e B E TH10~11%
ThHY., 1FLAEETED R, BEEZ M & IIEERE O
R, 2 V7= »3.0mg/dLYL EOBHF TIX1H
H1.1%. 9H H1.8% T, Ifi{~ L 7 F = »1.5mg/dLA O FH%
FEIEHBICTIXIHHG6.8%, 9HHI9.3%THh - 72
Vb o AR SO MR, IRIPPRIESE A 5 AT, KRB
MRS R A T o I R PR S 2 A ) L e
B N OB R A ) S e B & D ICE RO sk
WEEZ LY,

16.6 BENDERZHIHEE

16.6.1 BEZEEE
EHREE (g 7 L7 F = 1 0.6~3.6mg/dL) & £ 9 & i R
H18BICIH 1l Amg & W EZICHEIER G- L, S 5121 HIRSE L
H7H MR G U7z8E P i B S ARG o e 38 D By
HLIFLAEEFEDOREWY,

16.6.2 FFEEEEE
JFBE 5 (ICGris © 15.0~28.0%) % £ 9 & i+ L E 8B 1 H 11a]
AmgZ EBICHEIESG- L, & ST HRSELE H 7 H B KA
G- L7t MR IR SR EEORG L3 AL
FLERD LN WD,



16.6.3 =inE
ol e A TR v ISR B (65~ 707%) 66112 1 H 1l 4mg % B fT %12
MBS Ly S HICTHRSEREH 7 H BB G- L72sa, 1
BB AR R IE R F OL & L 1T E A LRI b,
16.7 EMHEEER
AT T Ix T AP ORI LR AR (54~T47%) 5B AH]
1H1M4mg % $IA & ICAmlES- L, & SICTHREREH7H K
ARG LR IZ BTy I Y T3 ¥ VR B AH IE RS-
RIS L CHmERRo Sk, /20 A Yy FH Vs ol
PP BE AT W MR A A 2 B G L e e i3 L
AEEIFBO LN WY,

17. ERERERE
171 FHIHRVOCREMICEET 5H5R

(EMEE)
17.1.1 ERNERFRZRER

WA SR O E O & R 2 RIS, THLE2~
12mg % — M B R 3 BR T8~ 2l . —H E ML BT I112
SR, EEPGRETI324~528 0, BFREE 2 AR D &I E
OVIE R MERE LS 33 0F 2 BRBR Tla2~8HM R, RS L 72k
RERICB VT, BIERDRAEHM S N2 BMERED & 4 T RIAER)
KIIREDEBYTH LV,

P a B TR O%F)

FIEAED 5 47 THEARTE% & TR R E IR <
ZI:(;‘; ﬁig;? 72.6% (606/835) 78.1%(606/776)
HE & L IE 77.5% (31/40) 83.8%(31/37)
W E ) BIUERE | 63.4%(26/1) | 72.2%(26/35)
DB A LT A 66.7%(22/33) 73.3%(22/30)
= B 72.4%(663/916) 78.1% (663/849)

U U1 L (~20mmHg A1) J O3RN (-10mmHg B 1) % i 72935
£y P ((13mmHghl 1) 27234, &b vk, FHERTH -
T, 150/90mmHg i (7275 U, B¥Bid & 4k ) s MR O A BB T,
140/85mmHg A i) \Z BT L 72354

LB, ARSI B H 2R & Lz E RGO &5
B KA K HEDFRD HNT W5,

(g 0F2)
17.1.2 ERNE MHEE

B OAROBEENLIT, AHITH1E4mg % 2~4H 45 L,
ZOHIH1M8mg % 248 P 5 L 7- —H EMILiGRE (77 &K
W) OFER, T VI T vy VERBEFEHERN THEBES L TY
L BHEVIBEREINZENDLERH LT VIV TV
T UBRBRIERNCR A TR LT 7 v R e &S LRE
DOLIAEIER DB & 7 7 BAL 1 D S BUIAF 2 5-14.6% (3/65
BHTHY. 7T REES0.3% (23/7651) 12 A FAHH S
KEOFREDPED LN T VD, B, LTk, y¥%
) 2B (52%) . FIRA (83%) A ST %,
SOOREIEIRDEIZ & ) AB: - R BT 2H8. DV OARAHEE
A GO, FURFL, REREFL 7 v V47 v v o sk A DA
O MEIEIRH) OEH - HEALE 247V, K238 1% DU b B JLE % ik
BT DY & FREDBEAL LKL 22
AANPEHHEIZBNTE8.9%. 7T LR GHEIZBVT51.0%I2
RMEMEO R %2 GURER AR SNz, /20 LAZOEA
WD 2 VLIS R D A X2 b DSARHIBECAE) (LSS,
e, MRS, NAIE) . 7T 2RI 26 (AR A A
OPTCAMAT. MAHZE) . 5 2 MR H 2 A K C 200 (A kB
&, HEE) . 7T RECIE (T EBEE Abhi, 2o
) HLARKITETH S NI LEME), BZEORIE & LTI
Nz,

18. ZEhEIE

18.1 1EA#F
HYTHNE v LR FVORERI. ARN TR
2BV THR PTG R S IGHEARB 7 v T vy v ek
0. BIIMEEEHOT > VF 7 vy T 74 F1(AT) ZHAE
WBWCT I 7 vy v T ERPIL, &0 7 4 I g

HAZEHT 2 8128 o TET 2 RKEIMERIROKTIC X %,
EHIC AT ZBERENLZRAECTOT IV AT 0 &R
T LMHEN S BEMEMNIC—HES L TCnwbEE2 5h P
(n vitrov in vivo(5 v §))o
18.2 L= -7ooFF U RICRIFTHE

T ML SR R 74450 AR BBV R IR FES6 BT, B B 2 2 £ 9 1o ML S
BZ18HI) 0t 5, AHILH 1M1 ~12mg o AR 5B o 6 -
ML = M, W7 v o5 v v v TIRERCMSET » ¥
FT7 YV MBED ERARAL TRV 010.10
18.3 A IMMITENRE. BHERVRNREICRITTHE

ARTENE 5 ML R 1061 & R RS, ARHFITH 1EI2~8mgd KA
LHoiEg, PHEIWIIME, RN ILEOK T, ASOHER, ok
RS M AR DA DI S N7z iE, O, A2 S ER 2
DO FEBEM I IZEED A b N Ve ARTEM: & LA R 1161
WARFIT H1I2~8mg? KA G- OfE . BEHERFIC b BRI A HEHT.
B, SRERRIEEAEI A S LT, M RE LA
B AT L B E 15601, AHITH 1\ 2~8mg D S AE#5- D
AU BRIERFIC D NI TR IS5 A S N »W ),
18.4 BM-OREBEDOMITEREEICRIFTHE

B OAEO BF AR, AFITH1B4mg % 2~438 M35 L.
ZOH%1H1E8mg% 248 M $6 5 L 7z I EMILEGRE (75 &R
) DK, 7T IF T vy VERBERIEATHES LT
B BHEVIIHEBEEIN LB LBEIIR LT v IF TV
¥ UBEBRBREERNCE A TARIUL T 7 v RE G L% a,
ARFN P 5B CARF e G- e USRI 20 10 o A7 B 2 B4, A2 = AL
ARG E L ORI B LB BALNTNDE, Tz, K
HPe G5BT T T 2 R G LB 5 0 o4 3 2B, A%
PRI OO B R H SN T W5,

19. KRS ICET 2 EEZRIFR
—W% T Vy vy L FEF b (Candesartan Cilexetil)
1b42%4 © (1RS)-1-(Cyclohexyloxycarbonyloxy) ethyl 2-ethoxy-1-
{[2 ~ - (1H-tetrazol-5-yl) biphenyl-4-yllmethyl}
-1H-benzimidazole-7-carboxylate
3 ¢ C33H3N6Os
i 1 610.66
PR oIS TEOR R TH S, HERE(100) 120X
BITFRTL AT = NVIZRRE I, =¥ /=
(99.5)ITHITITL <y KICIFEAEB T 2o A% =L
B (1—100) (EHEETE 2 /R & v, #ETEDSRD b ND,
Mg

RO Gifg AR

22, A%
(BrTFHIVE gEemg[KET /N ])
100 [108E (PTP) x 10]. 5008 [105E (PTP) x 501,
5005€ [ 777 AHK. /37 ]
(B TFHIVE L iedmg[KET /N ])
100%% [108% (PTP) x 101, 140%¢ [145¢ (PTP) x 101,
50052 [10%¢ (PTP) X501, 5005E[ 47 A, NF ]
(BTFHIVE L gE8mg[KET/N])
100%% [108% (PTP) x 101, 140%¢ [145¢ (PTP) x 101,
5005 [10%¢ (PTP) X501 5005E[ 47 A, NF ]
(BrFHIva gE12mg[KET /]
1005 [108E (PTP) x 101, 5008¢ [T A, 737 ]
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23. EEXH
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PrEp et b REREMIZE S, 2017 5 47 : 1353-1355
FEMEICH At BE IR S E A AR A HERE . 2021 5 29 © 49-54
KEEURAR AL« SEP0 & 363, 1996 24 © S875-S888
g AR Al BRIRIRSE. 1996 5 12 : 2413-2428

B W BRESE. 1996 5 12 : 2429-2441

TS IR B Al : BERIEESE . 1996 5 12 : 3333-3352
MRIFSE Al @ BRIRIRSE. 1996 ; 12 : 3353-3368
CORFG A BT L k. 1996 ;45 : 1662-1668
BRI AZE Ml - BRRIEESE. 1996 ; 12 : 3281-3297

e BURS Al : BRREESE . 1996 5 12 : 2195-2211

Se I Al - BEREESE . 1996 5 12 : 2267-2296

e BURS Al : BRREESE . 1996 ; 12 @ 2213-2230
SNBSS Al - BRREESE . 1998 ; 14 : 2765-2800
FRAMHES il : BRRIESE. 1996 ; 12 : 2297-2322

B Bl BRIRIRSE. 1996 5 12 : 2323-2341
TR IE B Al : BERIEESE . 1996 5 12 : 2343-2371
PR b FRIRIEESE . 1996 5 12 @ 2373-2392
PR b FRIREESE . 1996 5 12 @ 2393-2411
seBURS Al : BRREESE . 1998 ; 14 : 871-918
PRILAGHT i @ BRIRIRSE. 1996 ; 12 : 3299-3317
WG il BRRERSE. 1996 ; 12 : 3211-3228
FRILSEERR Al - BRREESE. 1996 5 12 : 3229-3264
FFHEFS At SEHL &R, 1996 5 24 & 2215-2220
SEA ST Al ¢ SEPL &R, 1996 5 24 : 2207-2213
Wada T. et al. : Eur.].Pharmacol. 1994 ; 253 : 27-34
= R Al S EIR. 1996 5 45 ¢ 1655-1661
Rz il BRRIRSE. 1996 5 12 : 3265-3280
IS — A« FRREESE. 1996 5 12 : 3319-3331

24, XEEERERVUBEVEDESE
RH7 /N7 7 —~<Hlatt RH7 /DIt ¥ —
T453-0801 #v Rl ORI —T H243F 115
TEL 0120-923-093
ZAFHER] 91 00~17 : 30(LAMH - BARER 2 K<)

26. BOEHRTTEEF

26.1

SUOERRSET

HKEF/IN 772X

HEHETHRNRABE—-—TH24%115
26.2 BR5T

HHERTRARIANEH

KEHHFRXEEIIUTHIES

D5



