##2025F9HET (H3MR)
*2024FE8HIMET (H52MR)

B L ERRAE

BERMT Y IF T Yy 1 REEENnHE

HAREmm D ES

872149 ($€2. 4. 8, 12)
872179 ($E2. 4. 8)

HANHAR - 3% BEERA HhVTFHILIY YUFEFIVEE
~ —) ~ iy W —
HAOFYILI VEE2mg [YVILINS]
~ —) ~ iy W —
wrssnae N/ T VI VEEAME [YVILINS]
~ —) ~ iy W —
AV FHILI vEE8mg [WVILNS]
~ —) ~ iy W —
AVFYILI VEE12mg [YVILINS]
Candesartan Tablets [TSURUHARA]
$E2mg $E4mg $E8mg $£12mg
& 3 % 5 | 22600AMX01270000 | 22600AMX01271000 | 22600AMX01272000 | 22600AMX01273000
AR 7 B fA 20144E12F 20144E128 20144E12F 20144128
) FE—EASOMSEICLVERTIE

282 (ROBBICRIBSLEBENIE) ) VAT VAT

2.1 KAORA I LBEIEOBHEED b 5 % NG NEY

2.2 R NATIER L T WA R[REE D H 5t [9.5 SHE] -

23 7UAF LY TV VBEERETOBERAEE (2L M| g s BE #97.0mm #7.0mm
DIEFERBEZT>THABMEDTY hO—LHE LI RE E& #92.5mm #92.5mm
DEEZRLS) [10.1 2] HE $9125mg #125mg

i i TSU157 i TSU158
3. #EAE - MK ! T 8 T 12
3.1 #EmK ShEETT (475
- YT R TN R 4 AMEER IR
f7E 4 oz R (REIHE)
2mg [YNT] 4mg [V N T ] o = MR
Tk T o BRI
BHRS | YTy HNYFHLY Y HREERIIEE
L FEFIL 2mg YLEEFIL 4mg (8€2mg/4mg/8mg)
HHE A TR R | EEEK A B S TEEDRREET, 7Y IF TV U EREREERI DRSS HEY)
- A, FUEAKAI. b E| T — A, FUEAKFMD. b E TRWLES
EipEl | BAYTY Ty e RERY | BAYFEY Ty, e Ry o EBMLAE (BRE~PHIE)
Talltia—2A, Jux | 7altila—2A, a2 g ot ER =B > .
IUAT—2F R e 2| HLATO—2F F ) oo, 2| O DEXBDRICBHET 2ER
FPVVBTIAYTIL | FTY VBT TR L (BELF2)
PRy PR 510 70 0F 7 vy VAERBEFEEARGIC X SRNaEPITHNT
B4 gmg [V L1 | Lomg 9015 | WRLEEICBY A EROBMERHBSNTE ST, A,
T L5 TrIFT Y EMBEREERIP STV B THRET S L
BHRS | Hr Ty~ HTFHLY v %:)EEIJ%@“::)O o
YLFEF L 8mg YLFtFIL 12mg 5272 VF 7 0y yEMBEREERONRS A+ aBEICB T
i 5B BEEKT (B, | S5 2. BEEK A . BARBNOEMER OZERMNE, YT I T v VERES
R LT —Z, FMEKA |EELo— X, FREKH FEEAI & AA % O L e BE OBRER OL2M IR SN T
L7/N R i v e A NI L/ NI R S w s 0 A2/ Wz,
WAL e Fu$o70elelo— e Fufs70ehelo—| 53 NYHA DHESEN OBELRRBE T 5 AF OH R
Ay JUAANAU=AF M A TFAAH VAT =R b JHEZL Ty ([ERRES D) o
UL, ATTY VY TR UL AT T VBT R .
PAZEA Az 6. HiEENMURE
3.2 WAID R CRIMEEAE)
- NYFHIY L NYTFHNG Vb EE\AM X . .
- 2mg [V NT ] 4mg YN BE. EACEIELIES Y FHLY » Y LFdF e FIL e LT~
ﬁ”ﬂé i‘fﬁ %U%%]\D;E?ﬁ% 8mg%ff§lﬂ?§25b\ AZ\ELZ}BDMmgi’C‘\i%%@'%)O 7Cf5 L\ Eﬁx
i BEZMESHAEICE. 1HIE2mgh 552 L. BEIZIG
7 f t
" = 2 U8mg THET 5.
e (150 IR
i {56/ WE. IR eRmo/NRICIZIBIEAD Y FHILY Y Y LF
. tF L& LT0.05~0.3mg/kg 2 FEOIRET 5.
Joxaf BE #97.0mm #97.0mm . 6L EONRICIKTBLEA Y FHLS Y S LEEF L
7 #92.5mm #92.5mm L LT2~8mgENHE L, BEICS U1 2mg: THET 5.,
HE #9125mg #9125mg 7L, BREERESIBEICE. EABSSREEMAL. &
o — | RETSUL55 KiE TSU156 ECJE L ClmgE THET 5.,
i 2 2 4 (BREMRMERE)
B HY TG Ny THLY VEE WH. AL Y FH Ly > Y LFREF)LE LT2mg
8mg [Y N7 | 12mg [YANT | P OREOHRSZHGE L. REICSUSmgE THET 5.
Al EEEYNVES EIFRA D FEE
= T HTLEE 59 L




(IBHEDFE)

EE. BACIEIELIE S Y FH LYY Y LFEFLE LTang
A SREOREEMAL . BEIE U8mgE THBTE 5, 45,
BHIE LT, 7Y YAT VYV ERBREEEALNC & 55
RIS B 2 &,

7. RERURHEICRHET 2R

(SIMERE)

NRICERET HBAICIE. MAOHREZEA LW &,
(BHEDAE)

P 5 BAARE O IUHERA M E A5 1 20mmHg K 0 B, ZRE 2
SBE. MIRAZMHALTCV2EE. DA20EEEOSVE
FIZWE, 2mg/HAP o B E 2B 22 L. 2mg/HEEGIE, &
MEREDRIERIN T 2B EM MR T 2HNTH 2D TAHE
MZBA TRV &
ARNOHEIZED . —BEORMEIEERTEZREITHAENH
AOT. AIEESR. RU4mg/H. 8mg/HADOHEERIZIE.
MEFOBR L +714T75 2 &s [9.1.3. 9.1.4, 9.1.7. 9.1.8.
9.2.1. 9.2.2, 10.2 2]

8. EELERNEER
(GhgEE)

8.1 BBEERICEDCDE V., £6DEAHOEDLNAZENHAHD
T EFEE. BEBEOEERSEREE ML i E RET 2BRIC
BEESELI L,

8.2 FMHI2ABEIIBRE LW EAEE LWL, PUIFT oY
v I ZEEERARSFOBRE L. KEEROFEHRFPICLZ V-7
VIUFTF UV ROMEERICK AEERMFER T2 90
DD 5,

(BT

83 EH. V¥ ¥ ABA FIRAIZELMHET 5. 2B, KAIOH
5T OB AMEIZHET L TWLaL,

L. BENEHREZEIHEBICHTIER

9.1 SHIE - BEEEDHZIEE

9.1.1 EflI4EEIRFERED S B EEN TS CERIRITEDH S EE
BEERPOZELTVEHI SN AEE2RE, HHIETS S
Lo BIMFHEORD R ARBME S BEDETIC LD 23 I BHEEE
PEISELBENDDH 5,

9.1.2 BAVUY LMEDEE
WEESPOEZELVEH SN ABE2RE. HHIETSZ
Lo BA) T LMEZEEIELBZNDTDH 5,

F7o, BHEEREE, OY o IUABROBRBEEICLD MEH
U LEAEL ZDRLTVWEETIE, MEHY YV LAEICERT
5T &,

9.1.3 BERFIEEEDPDEE
(EIMEE)
DEIUBA L. HMETAEEIIME. BHEENRUEREDIRE
EHSICBELEPO/RLZIITOI L. FNICMESSRICK
Tl Yavr, & —BEOBHERACBEREDR T2
ZIBENDDH B, [11.1.2 ]

(BT
ME. EHeE, BEMOIEE (NEFOL V%) RUBEDRRE
EHSICBRE LAPoBREEZMBL. BEEICHEET S L. &
B MR TR, BHEEEETHA2VWIEENARITBFNLH 5,
[7.. 11.1.2 8]

9.1.4 &F MU D LIMEEDEE

(EIMEE)
DENORA L. HMETAEEIME. BHEN UBREDIRE
EHSICBELEPO/RLZIITI 2L, FNICMESERICE
Tl vavr, & —BEOBBEACBEREDK T2
ZIBENDDH B, [11.1.2 ]

(BT
ME. BEHEE. BEMOEE (NEJ/urE) RUBEDIRE
EHSICBRE LEPOBRERZMBL. BEEICHEET S L. &
B MEE T, BEERTH 2 VWEEIMEECTBENIH 5,
[7.. 11.1.2 28]

9.1.5 DFRZDEE
(RMERE)
DEIOFBL. HETSHEIME. BERERTERDRE
EHOICBELGPORAIITI 2 L. FNICMESTEIK
TU. Yav o, K, —BEOBEFHRHRPLBREORTZE
ZIBENDDH S, [11.1.2 ZH]

9.1.6 KENRAIREAEX (FEARMIEABIDEHEN S D EE
(BEODARE)
BEOMEETZRT & ERPE(T 28NN H 5, [11.1.2
2]

9.1.7 EMEDEFE
(B DFE)
ME. B, BEMOHEE (NEZOEVEE) RUBEOIRE
EroICBE LGP OREEMIBL, EREICEET A L. &
W MEET ., BHERERTHI2VIIENEZECITBZNNH 5.
[7.. 11.1.2 1]

9.1.8 NYHA [MEEED R I EDOHBNWEER DR LB LA 2EE

(BEOAR=)
MmE. B, BMOEE (NEZ0EVE) RUBEOIRE
PHRICBE LA oREEZMBL. EECHEEBI AL &
B R, BRER TS VWIZENERIITBENDIH 5.
[7.. 11.1.2 ZH]

9.1.9 EFIBEEDEIEEDH 2 EE
9.2 BiEEREERE
9.2.1 BEENH2EFE
(RIMEEE)
DEIOFBL. BB SHEIME. BERERTER DRE
ZTOICBELGPORAIITI 2 L. FNICMESTEIK
TU. Yav o, K, —BEOBFHHERSLBREORTZE
ZIBENDDHDH. [9.7.3. 11.1.2 ZH]

(BEOARE)

ME. BEfE. BMOER (NETTEYE) RUEREORE
ZHoICBE LA o REEZMBL. EECHEEBI AL, &
e MFEET. BREE TS 2VIZBMEZEZ T BTNl H 2.
BHEOA2OBKRFEBRICB VT, BREREOGH IV EMBEE TR

HOERTH -7z, [7.. 11.1.2 ZE]
9.2.2 M BFPDEE
(SIEE)

PEXVAKBL. EEITHHHXMERVEBREOREZ 5712

BRELEPLBLIITITE, FNICMESEBITET L,

vavwr, K, —BEOBRBERERITBENNDH S,
[11.1.2 8]

(BT

MFE. BEMOEE (NEFO V%) RUBEORES 510

BRLULaPoHSZMB L. BEREICHEET S22 &, REURINE

BETRHH2VWIEMERIIBENSH S, [7.. 11.1.2 BHE]

9.3 HimEEEERE

DLENPOHREGEZHBT AR EEERICHRSET AT & FHESE

kg 2B8EnrdHs. £/, EHEREIH > THLY D7)

TIUVAMERT B EDBHEESNTWS, [16.1.2 ]

0.4 &IEREZR T B E
9.4.1 FiRI BOTEEMDH DL

HIRL TWAZEMBRBSNT 7V VAT o ¥ UV EBRBERIEE

BINIE7 o470y MZEMEERRIZERA L. BE - it

RAO#E (Br4a, HE - - BOERA2, ECE) 88

HoNRIFREShTVwED 2

AEIOEE NS, REEOFESEHER L TARARS DN

EEAEEICHE L. BB LEOERES BB 2 LR S &

ENBHEEICOARZRET S, o, BEPDELRBEICIZ

WOFEFHEICEE TS &, [9.5 5]

(1) AFESHBEEICHFREL TV W &2 TERT 52 &, KF|
BERL, FIRLTWEWT &2 ERNICHERT 52 &, #%
B RAHIB L -5 AICi, B IcigEehikd sl &,

(2) ROBIHIZOW T, AFEGHIRRFICEZFICRHAT 52 &,
F7z, BERLMREISUHHAT S &,
CIERFRICARI ZER LCBE . BIE - HTERICEE
VAT HBHT &,

ERITT



C ERAHIBA L 7- 3EE DN 2 HE . EP P ICHGEITHE

a_;a):to

- IR EETE T 25 E18, HYEICHK TS I &

9.5 1T%

HFEYIIER L T WA DS A IR ESE LW &,
BERICEIRAHBA L 7258101, B iciEehiky 52 &,
HIRAHEAROKRBICT VAT > ¥ v T ZEEEREIE T >
VI Ty B BERIBER £ RS SN BE TEAKEDIE.

fa e

CHAEROETE, FAEROEIME, BEA2, &4 VAl

fE. BHBOEEAER CFIKBEIC L5 EHER SN2 UKD
i, HEAEOLE. MOBRERETH o bN/ EOREN

H%o
9.6 AR

(2.2, 9.4.1 /]

B LW ENEF LV, T v b OREERR IR
ZIEE%59 % &, 10mg/kg/ AL EOBE T HIA RICKEE
DOFEIPRDENT NS , 2B, Tv - OFIRKRED &,

HBHVRIRABOHLICKA ZHE L 2

ISNPAN
=

wInb

300mg/kg/H CHIARICKEEDEMARD 5N T 5,

9.7 INR

9.7.1 EHIAEMAER, FAERNIIFAR (IR 20dRELEHE
RO 2 IBEE U7 BRHBIIER L Tk,

9.7.2 1k A@E (GFR) A'30mL/min/1.73m? ki D /MR E
EWRE LB R RN 21815 & U7 B RUERIZSE M LU

TWL Ly,

9.7.3 BERENVINEN ) vV AMEZERRBE TS &, NAE
DOEMETIIBRERTEZHD P20, KT, BBEICK
BrRITIRE (B BK) OBFICKAEZRSTHHAD
MEAH Y7 LMEZ LR SELFREENH S MOZA EHHT S

BERBERET S &

9.8 BEmE

[9.2.1. 10.2 ZH]

—FIBEOREEIIFE LAV EEINTWVDS, NEESESE

ZHBENDD B,

10. HHE{EH
101 HAXR (A

LRRWT &)

ERIAE

HIRER - BB

WP - fElRE T

FTUYURAFL YT
ke
SYLRA
(FERREEICEA
I 55E. 72720,
MO EIREE (T -
THaBEDT
FE—LAEFE LR
BOBEEZEZRL, )
(2.3 &)

FEBFEIERZE T, B
REFEE. &) v Al
FEROMEIMED ) 22
EmAHRES L TL
Do

L=V T YO TF Y
> RIAEERAHERS
N2AEEEDH B,

102 fHAEE (A

[CEETBE)

ERIAE

RIRER - BB

WP - fElRE T

1) 7 LRI RA] | S/ ) 7 LMED LR | AFIO 7LV R AT >
2¥a/) s vy |TBHIENDS. FINHIERIC KD A
FUTLTL % U LB R R

by AV 5 EICED,

711 7 LREHE fERERT © R EHERE
[9.7.3 &] EEDDH D EE

FIRRA FIRAITIHREZZ T T |FIRAITIHEE2Z T
7ut IR WBBREICKRF MO | WAHEEICITL =V
MY ZaLAFT V| THRET 256, BE|ESTTELTWAHES
N3 YRR RS 2B F N | HZ L KEIDEHL

[11.1.2 2]

WHcHDT, LENS
FiteS 570 KEEICHE
59452&,

9,
fEREIRF © BRI R H]
REZE ZHB L
B

HHEE BRAER - BEAE | BF - BRET
TUAFL YT 2|\ BRERE. @YY | L= -TrIAT Y
BiE AMEREME S| > RIS/ RS
[9.7.3 £ CTBINN DB, | NBTHEESD .

eGFR #* 60mL/min/
1.73m2 K O B HEE

EEDDH HEENDT
JRAF LY TILERE
EDOBERIZOW TR,
BEELLZBZWE
HrS N BEEERE
BIFDZ &,
TUIVFT VY UEH | BREREE. )Y
EERRHER] i IMRE fe OMEC ML %
[9.7.3 =[] ZITBENND 5.
) F A UF I LRBEPRES | BREEICBIS Y F
NTWnb, % L OB MRIAEHE S
ns,
WOEANC X 0 HHEE | BEDARL2OERKRRE| (1) L=>-7 o V%
BENTWVWEES T3 ERROMAIC| 7> > v RAEERD
(1) 7o oFT v | ABICKRZHHT S RSN 2 REES H
OUBBERIEEA] | & B HA 55| B,
KO B MTA DERWEMEDOFHE| (2) FIRAITIHES

(2) v—TFIRA
KOH ) T LR
HIERAl

(7. 11.1.2 1]

SEENIEL .
HE,
B TD 2 VITE
MAEEIITBZINDLDH
%

PORRE

FITVWBEFICIZL
ZUEHESTEL T WL
HEENZL, FEID
ZHLR T,
BT« BE i
ROEFOBE, ) b
U LAMEDEBE. K
MmEDEE. NYHAD
HERE R I S5 0D Ho B Y
BEEEOREWEELAR
2B BREOHD
BE. MBEERFO
B

FJEAT O A NHEIERE
@Al (NSAIDs)
YRRy &

FEEERAREETT 5 2
EWH B

JERT O A FIHEHERHE
SR MEYLERIER %
BITATURY T T
VOB EEET S
ZEwo, BEER%E
5 S B AR REED B
BHEEZLN TV,

ERZEOHLEHET
. S HICEEENE
fts2B8ENDH %

JEATOA PHEIERE
RRloTazy 75y
Ty aEEERIC X
0. BMRENET
BlbEEISNTL
2o

11. BIfEA

ROBWERADBH 5 DNDHERHBHDT,

BEZ 7TV,

REDPROoNIBH I3RS 2PIET 5 7% CHEY) 2 0E 1T

5 : &O
11.1 EXBEIEA

0 MEMFE GHEARH)

B, OE,

. - EEEOERZER &9 5 MEHRED

HoONBHIENDH B, £/, FE. B, B, RS2 A4
SHEMERFENHSLNEIENDH 5.
1M1.2v3avo (BEARH) . K, BHHEK EEAR, 7
L OAZDBE0.1~ 5%AK )
WL R, BREIHAENH 5 bNHEICIE. BESICHEY) A

WEZITH &

[9.1.3-9.1.8 9.2.1, 9.2.2, 10.2 ]

M3 2UBESE EEAR, 2 LEBEOA20%5E130.1~

5% i)

MA14ABAYYLME BEEARH)
11.1.5 FFEEaElE=. &E (GEEAH)
AST. ALT. yv-GTPO LRZEOHBERESH DN D &

BdHBo

11.1.6 SEFERIEREE (BHEEAH)
11.1.7 1SREARIE  (BAEEAH)




B, B, CKER. MARCRFIA 7oy ER 2R
BT AHEMBEN D S DONEZZENHHDOT, TDLD
RIEAICIEES IS E2RIE L, EYRLEBZITOYZ &,
11.1.8 FEEE AT (BHEAREH)

FE I, FRIGREE, MESXREES2 S MEERA»H 5
PNBEZENHAHDOT. ZOLDRBEIIZEESE2HIEL. Bl
BREEFRVEVRIOBRESEDOBEYZANBEITO T &,

11.1.9 (KMI¥E (BEEEAEH)

BiIRE. ZERERE. 7. FOBZ. EFRETR., BE, EEE
EEPH O DONBEICIIREE2FRIET 52 &, BERFIREH
DEETHLDLNRT W,

1.2 ZDttDEIfER

(SIMEE)
0.1~5%%TE 0.1%K1 R
. W #RD.
BEIE |\ 2 5. SimBiE
, BEV, B5DE, V| e
BRE (D00 e e | B, DEES)
l S, FAER. R o
s | e T T ko Lo
B . AR,
WibE | EEORE . DB, | R
Tl CIA%
AST. ALT. AlP.
i LDH. y-GTP®LEH
Al EmRES. B
M | RS RS
M
- BUN. /L7 F =0
LN
BER. TR, B
M, . EIE. 1.
WAL By oy o s, B m. 5
FoM |2V ATFu—ILER. B, S | 8
[ CK k5. CRP_||*FHEPH A B
5. MRS LR, 0
e AV IAV A
(BMEDRE)

BEOIARLFTIREMEMIENITZIEL 65H, 556D F, &I
. BHBEREROCENSENH5HLNPT L, ME. BHEAE
VEIMOIEE (NEFub ) ICEET 2L, 7B, Bl
FEOBEDOEWERICHLEESLETH 5,

14. BRALOZER

14.1 BAIRZMFDOER
PTPREDHEAIIPTPY — bSO H L TRAY 2 &5 58
TBHZE, PTPY— FOBRKICED . BOSATD EERBEA
FAL, EIZSEFLE B L THERIAR SO EE 2 aHHiE 2 i
HTDHZENDH 5,

16. EYENHE

16.1 MOEE

16.1.1 RiE#RS
AREMEE MEERESH] (38~68/%) (2. 1H1[E4mg % BRR% ICF)[EHE
5L, oI BREBER7HBKERS LZF, WIns MAIcidiE
HREMO S > TNy » ROIEEERBYIM- T SEH SN 55, RE
bRz AEEHES N2 W, 1THE (WEES%) RO9HE (7HRM
RAERS%) OH Y TFHILY v OMPEER. B54~6REBICE—7
ICELB, BRYIETT 29

ANN
N N

HN

Q (0]
HO HO
N N
0" CHj3 >=0
N N
H
AYTHNT M-I
. " Cmax Tmax | AUCo~30n | t12@ t128
!
WEMH | &SH (ng/mL) (hr) (ng-hr/mL) (hr) (hr)
HrTHIL 1HH 55.1x19.9 5011 428910 22%14 95451
0 9HH 55.7+14.1 45+1.3 509+151 20+0.7 11.2£7.2
M-T 1HH 8.3+27 8019 136 +48P) — 89426
9HH 10.9+34 6.8+1.5 197 £64 — 13.7+6.18

a) TYIS— AV FETIVCEDHEE L,
(CE9fE £ fEHERFZE, n=8)
b) n=7
1612 M AYFHILY VRBEHREIEZ B\ iz Population
Pharmacokinetics (PPK) &t
fRBER B FHEN 168, AREI: & M ERE & 08 A etk & MU E B
HEARI0f], BRRER M5 BIMTERE 186, HEER S SIMEERE
8l F22461h 5/ 5N 7-2,886R D MH 7 > TH LYV IBERIEE
ERWT, M. Fhs. (RE. R (AST. ALT) . BEHaEERE (I
B2 L 7F =, BUN) | MIFA7LT I MEROEMFEOEERE ST
PNEY DI )T TR, FEERE. BRAENA A TRA )T 1 &
ORI 2R U /ER. HREERE (ASTE>405UIALTE>35) 12
:1837‘67 U7 I ADASUBERT A ENEESNTNSY . [9.35
i)
16.1.3 &E4FNEZF AR
(AYFYILIVEE8mg [YILINS] )
N THNY U5E8mE [T | 70 L AGE8% . 7 U AF —/N—
FICEDZENZNIEE (B THILY Y YLFLFILELTEME) #iE
RSB FIC M R AR RS L ClsEh 7 > FH )Ly VBE & JIE
L. Bon/-EY#HEE/sT X —% (AUC. Cmax) 122\ T 90%EFEX
MRS TREHRIT 24T - 72458, log (0.8) ~log (1.25) O#HFANTH
0. WAEMZENRSES RSN

120

—s— T YLD EESMgMILINTS ]
o JOT- A58

Mg A F IS RE (ng /m L)

S%UE | 0.1~5%KiE T
BE %5, 75
- % ?ELHTE:% BHELL IR, BIS,
7 B s, 5o
\ . B, TR
Rk HER. LI
=D, DEEE. E
y R, EE. 8.
G WREE. G, &
BRI, BRI
ALT. AST. LDH.
Bl | y-GTPER | po 0
A MRS . HEER
myE |&m W%, EIRES.
MR
BUN., 7 L
i 7F =D BAR
iR
BER. B %
Mk Y |, REEE. &
LAERE . MF TV ATFT =) E|one.
TOM | bm R S L | PR
HCK LR |, MG 5 > /57
Y

60
40
20
0
0 10 30
B B ( hour)
AUCq_ 30 Cmax tmax ti
(ng - hr/mL) (ng/mL (hr) (hr)
HY TG VEE
8mg [V LT ] 989.7 £208.8 | 93.4+20.7 | 45+0.8 | 7.7+1.9
77U A58 |1107.5+231.0/105.8+23.4| 43+£1.2 | 7.0£1.7
mean+S.D. (n=20)




HYFHIVI VEE12mg [YILNS] )

N THINY UL 2mg [YUNT ] &7V REE2%E, 7O A4 —
N=EIZEDENZNIEE (WO THLY Y Y LFEFILELT 12mg)
RSB FICERREEROKRS U TR > 7oLy VREZ
HE L. Bon/-Ey#e 5 2—4% (AUC, Cmax) IZDWLWTI0%IE
FE I CRERTARIT 247 - 7o 455, log (0.8) ~log (1.25) O#&FM
THY ., WAIOEMENRSEESTEERE SN .

—
[\e]
]

—— AT HILE AR 2mal VIS |

E 100 —o-JOTL 25812
o -
j
< 80
0
L
S
o 60
=
IN
£ 40
o
§ 20
B
- 0 10 30
B B hour)
AUCq . 39 Cmax tmax tia
(ng - hr/mL) (ng/mL (hr) (hr)
HYTFHIEG U
12mg [V LNT) 1109.1 £259.0|101.2+34.1| 46+1.4 | 82+2.5
a7 L A%ES [1037.5+261.9| 94.2+375 | 46=+1.6 |10.9+£5.1
mean£S.D. (n=16)

MAEFEEN ONCAUC, CmaxZEn /85 XA —4 13, HEBEEOER, R
DOFREEIEY - BREISORBEMFIC K> TRZAAHEELH 5.
16.3 10
[14C] hoFHLy v & FOIME, 4%k MIET VT I UIERICHE
MUZ-REOBEBARIL, EBHIC99%LL ETH 58 (in vitro) »
16.4 X34
HYTFTHNT Y Y LFEFLREALRFVLIAT T —HI2 L DIEENR
BN L TFHILY ICREES N, & 5IC—EACYP2COIC & 0 IEEHER
FYIM-TICRB SN B D, KEBESNEESREFICH > THLY Y YL
FLFINEEELIZE EOM-T OMPEEROCRFPHRHRIE S > 7L
& v OIAFEE R ORFFEIRICHAEL . CYP2CODBENZEIC X
BAVTFINY v OMFEEANDEEIDTVWEEZ NS ,
F7z. HYFTHLY VIZCYPIAL, 1A2, 2A6. 2B6. 2C8, 2C9.
2C19, 2D6. 2E1. 3A40R#EEZEE L %W (in vitro) »
16.5 HE;ttt
AEEEMEERE (38~68k%) 8fl. S ARESMEERE (65~
705%) offl. BREER (LS BILEERE 186, FFEE* 4> SIMEER
EH8BNCLH 1 EAmg 2 HARICHERES L, S 511 HikSEf%EH7HHE
REHBS L, WENERPICIERE L EEEE SN, FHEAREY
DN THNY Y ROEEERBIM- T PS5, H5248MF T
DORFH > TFHILY v FOM- 1 OB R IR EEEMEERE T~
12%. SEARESNEEES TIZ10~12%. FFEEL LS Sl EES
FHTHIO~11%TH Y., 1FEAEZIRED R, BEERMES SIMERE
BEORBPYHIRIE, MEY L7 F=>3.0mg/dLU E0EETIZIHE
1.1%. OHB1.8%T. IiE~7 L 7 F=>1.5mg/dLAH D EHAEEH 5l
TIX1HE6.8%. OHHE9.3%TH - 70
D EoREHRSROMFEE. RPIRERD S AT, AEMES M ERES
. ARhARESNEERE. FRELZHOSOIEERERVOEREZ
ﬁé%@ﬁﬁ%%téu%ﬁﬁm%@%h&m&%z6ﬂ6“»
10) -12
166 HENERZEITIEE
16.6.1 BEEEE
BfEE (IMiE7 L 7F =2 1 0.6~3.6mg/dL) %> S EERE 18
IC1HEAmg = HARICHEIRS L, S 5121 HkEREH7HBERER
5Lt%é;m*%gumﬁﬁEMEﬁﬁﬁm%Qt@ahEiu%
sREVID
16.6.2 FFlEEEE
fFEE (ICGgrs - 15.0~28.0%) %> &MEESESHIC1H1[E4mg
EEHERICHERSG L. 35101 HIRE%EB7HERERS L25E.
mw%géfﬁﬁ%mﬁﬁ%%®%é EEAEEIROLENE NI,
16.6.3 S
RS EMEERE (65~705%) 66IC1H1[E4mg# BHERICHIE
BE5 L. SHICIERERER7HBKERS LEE. MAPREIIAR
HEMEEREDEAEEIZEAEETREDSNZNI0
16.7 EMEE{ER
AFNYTFY AERF OB OAREE (54~745%) SHICH > TY
L&Y v LEREFILIAEdmg 2 HARICIERS L, S 6121 kK

HSHEA7HBRERS L-BICBVWTY, MPYIF Y VBB YT

FUY Y TUFeFIIERERICHE L THEMEED 5Nz, /o,
A THIIVY OMHFBERRAREENEEREICh Y THILY Y &
L3t FIL MGG LBAEIFEALEEIRZDONANIY |

16.8 ZDfth

<AYFHILIVEE2ME [YILNS] >
HTHILE vE2meg [VILNT ] E, AV THILY U5E8mg [VILN
T A Lo & &, EHEH SRS SRS, EMENICHE
Hransnild

<HYFYILI VsRAME [YILNS] >
N THILEY UEEAmg [V IUNT ] E h Y THILY U HE8mg [V LN
7] EEEMAIE Lo L&, IEHEH SRS AR S, EWENICHE
Hranasnild

17. BRIRARAE
171 BHUERVRLMICET DR
(S IMERE)
17.1.1 EMERFREAER
EMERE. BEEESMNEEOSEEE 2 6RIC, 1HIE2~12mg%—fi%
FEPRABR CIE3H ~ 248, —EEMLEHE CIZ12:8/. BHEKRSH
BR324 ~52:H. BEE% M SMEE R CEESIMEEICB T S5
BCi32~8EM. BOBRE LZBEKRRABRICBW T, BEYRIFHES 1
EIMEED Y A TRENRIZREDE B TH 5 10 29

BRER ([FE] *0XR)

BIEEOS AT o] eat | THERE] 2B<
ﬁgﬁﬁigg? 72.6% (606/835) | 78.1% (606/776)
BRI 77.5% (31/40) 838% (31/37)

BHEZ S BIEE | 63.4% (26/41) 72.2% (26/36)
BREEENTE || 66.7% (22/33) 73.3% (22/30)
& 72.4% (663/916) | 78.1% (663/849)

MUEIAME (-20mmHgbl B) ROHERMME (-10mmHghl k) 2
729 gE, SFEME (-13mmHgbl B) & 95a. 50k, THE
FTa&->TH, 150/90mmHgRi (7272 L. EIEE % 45 SMEED A
BeEE T3, 140/85mmHgRi) ICHRELZGE

nH. AEESMTEEEE 2 NG E L —EEREBRBOBE, />
FHLY Y YLFEFILOBRESZDSENTVAS,

(BDTrE)
17.1.2 RS MEEER

BHEOALZOEEZNRIC, A THILY Y T LFEFIL1HI1EL4mg
Z2~4HEMHRS L. F0%1A1E8mg% 24EMERE L —EEREER
B (7St RME) OfER, 7o V4T 0y v ERBREEERTIHES
NTWBEP, HAIVIZHRBSNLZENDHLEHEIIHLT I T Y
VEBBERAERICEATCH Y TILY Y Y LFeFANR TSR
ERELIGEO [DARSEROHES »2E] *ORBEIEH TV
vy YUFEFULESELE% (3/656]) THO. I REE
30.3% (23/76fl) ICHANFRICTF SN, AVTHLYY Y LFE
FILOBERESRED OGN T WS, kB, LERBETIZ. Y¥y ) 28|

(52%)  FIERA (83%) EAHHSNT VS,
MDADEROBIC LD AR - IEZET 2546, H20IE. DAZ
Al GRDAL FIRAL, ANEBIRFAAL 72947 22 U BRREREE
AL O MENLEEA]) OEHN - EEAE 1T, H2EMBLES B
B Z T BI5E 7R EFRESE(L & HIMF L IZI5E

NYTHNY Y TLFEFNEERICBWT58.9%. It EEH
IZBWTSL0%ICERBREEORE 2 ECRIEASA SNz, 720 D
REDENMIHEDZVWDMNERDAXRY NP AV THLY Y YL+t
FOUEHCAG] (DEMB), BEEA, —BEEHEEE, MEE) . ot
AREC20] (BIRAEHAOPTCAME T, MiF%E) . EELEERAS > T
Py TLFLFUBTH (BEERE, BiEE) . TILRET
1B (+=15BEE) #6Nle TDHIBHYTHLY Y Y LFEFIL
BTHONIDEMSE. WFEOERE L TRESHERS 30

18. EFEIE

18.1 fEAF
NTYLEG 2 2L XL FLOREERIE, EFENTRIBIEZICE T
R ICHKD RS ERRE /1 > F Ly > Lz, EICMEFE
BOTYIXT NI4T (AT)) ZRRICBW T > IF T
VIR L, 2o nENEERZIFIT2&ICk>TETS
RMEMEEROBERICL S, 612, AT\ ZEEZ N LZEETOTIL
B 270 Vil S IHEER & BEER IC—3ES L Tnwbd EE 2
50530 33 (jnvitro. invivo (Fv ) ) o

182ULZV-PVIAT VI IVRICKRIBZTHE
EIEEEE 746 (REEEMEESeH]. BiREL 4> SMEEERELS
Bl) 2HRIC, HOFHILY Y T LFEFILIELIEL~12mgD RER
EHRBOMER, ML= V@S, ME7 I 7 0o r BERCMmEE
FUIVFTFUIVINBED LREAHRSNTNSY 101D L 17) L 18)

18.3 MM{TENAE. BHEERUBITEICKIFTHE
AREEENEERELIOMNZNRIC, HoFHILyYy YLFEFILIAL
[\]2 ~8mgD KEH S OFER, IHEHIE, INRBIEDE TR, A=DH
R, KENERROBA AL N MICiE, DIpHE, A E
EODEREEICIIHES AL NZ L, KEESIEERELLFICH YT
Py TLFEFILIHIE2~8mgD REHRSGORER, BERICH
B BRI, BGE. fRERREICEEIAONT, MNERE %
B AAEESMEERELISHIC. HoFHLy Yy Y LFEFILIHL
Eggﬁgwﬁ@&ﬁmﬁﬁ\%Eﬁu@%ﬂﬁ%u%%m&%ha
11 34) 36)

184 BEDAEEEQODLMITHEEZICRIZTHE
BHEOALOBEERNRIC, HoTHILY Y T LFEFIL1HLEYMg
#2~AHERERS L. 0% A1 E8mg% 24 A RS L —EEHREER
B (7ot ARME) R, 7o I4 T2 Y U ERBREERTHES
NTVBP, HAIVEEBESN I EDPDHLIBEICH LT VAT v




VEMBREERICEATCHYTHLY Y YLFEFALRIBTSTER
BHRELIGE. Y THLY Y YULFRFALERSHTHYTHILY
Vo Y LFR e FOVESENCH LB E OB B 2 E Ik D 0F
BRBOBAOENT VWS, Tl HVTHILY Y YL FvFILEER
T7 T RHEEICH UBRE S E OB R 2 % D IERH 0 & & 72 5
DIRHENTNABIT

19. B3RS ICB T B E{LFMAR

—RRBTR: 1> THL Y Y L FEFIL (Candesartan Cilexetil)

{E2&: (1RS) -1- (Cyclohexyloxycarbonyloxy) ethyl 2-
ethoxy-1-{ [2 " - (1H-tetrazol-5-yl) biphenyl-4-yl]
methyl}-1 A-benzimidazole-7-carboxylate

AFI: CazHuNeOg

PFE:610.66

% R AEOEREIEREOH R TH 2, Bk (100) ICPRET
R AY ) —VZRREIFICL, T =)L (99.5) 12
BT KL IKITIBEA BT 0, A% ) —UIER (1
100) ek E RS20, BRESESRBO SN,

{ESFEEN
0 HA CHs 0 /O
©\/L0/‘\0)J\0

=N

SQelE
-
RUEGE MR
22. A&

(HYFYILI vE2mg [VILNS] )

PTP : 1008% (10 $Ex10)

(hYFYILI vigdmg [VILNS] )

PTP : 100%¢ (10$EX 10) . 5008¢ (10%Ex50. BZEFIAD) . NT
5008 (RZIEHIAD)

(hYFYILI viE8mg [YILNS] )

PTP : 1008 (108£x10) . 5008 (10$Ex50. ERHIAD) . T
5008 (RZIEHIAD)

(AUFHILI ViE12mg [WILINS] )

PTP : 100%% (10 Ex 10)
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12) RJRE fih © ERREESE. 1996 ; 12 : 3353-3368
13) BRRFTE M @ FFE L FEAR. 1996 ; 45 © 1662-1668
14) #HNER - EYENRISERE ($82mg)

15) HHNER L RN RESERE (5E4mg)

16) FRIRAZE fih © BEPREEEE. 1996 ; 12 : 3281-3297
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26. HIERFTTRES
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