4H09

NY

* % 2024F8H AT (5520R)
* 202443 HNET (BE1hR)

BRE - ERRAT
BHMHAR : 35

MR

WHEEER®

B RERRIEES

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

872179
(2mg, 4mg, 8mg)

BERM7 VI Ty I ZBIFERA

aszrs N/ THILIY Y UFEFIVEE

BITHIVI Vsw2mg15=77

AITHIVI Vsdmg15=77
BAITHIVI sw8mgr=77

BIFFIVI 1 2mgir=77
Candesartan Tablets 2mg ¢ 4mg * 8mg * 12mg “Chemiphar”

2mg 4mg 8mg 12mg
FKEREES | 22600AMX00995000 | 22600AMX00996000 | 22600AMX00997000 | 22600AMX00998000
E)EE-EMSEONBEICEVERT & BR5SRENS | 20144E12H | 20144E12H | 20144128 | 20144128
. Thak 7 CES;E FE
2 BB (ROBBCHESLENTL) S IRIRRRT SR
2.1 AFOEAIC K LBEIEOBMERO S 5 B H 5.0 7Y UA TV Y U ERBRIEARS I & B INEHRATD
2.2 IR SUIHER L C W AR REE D At [9.5 SEE] N - 1 3 2h =1 5
- ) . . NTWZzL %%‘LifbLT%K%J@ﬁxﬂﬁliﬁﬁméﬂ“(%6
23 FURFLY IV LBERREROBRFERE (17 < RS el
v A - I KRN, TUIUAT UV UEBRBERBER > ST VE
L. o ERELZT>TCOABMENDITY ba—)L 5 , a
g el e ATHET A ERRRET B,
WE L <AROEH R [10.1 S 5.2 7 UK T Y L EMBERREA OMEASR S BE I
) B 2EAOEMER OV ReE, YTICT I IFT vy
3. #8R - MR EWEERIEER & A7 % 0 LB O E I E R OR M
3.1 #8r% IIRER SN T WL,
NYTFHNG VDY TFING Y [T v [ nyFHns v 5.3 NYHA DS ENVOBEOREEBEEIIHT 2 RFOF
HR7e 4 $E2mg $E4mg $E8mg $€12mg FMEIGRESL L T W s vy (ERREER D),
(377 | 732 77) | [7377]) | [7377] R .
BRI (HR) ULy TLFEFL 6. RERURE
(1887h) 2.0mg | 4.0mg 8.0mg | 12.0mg (EIMEE)
SRR, b ED S |FEAMS, Y EDdS BA ] )
FyFy, e RuFyFulFr sy, v RruFv SO WE. RACRIBIEA Y TFTHLY Y Y LFEFLELT
- Eltlo—z2,vr7ad—|Plelao—A, v70d— 4~8mgZEFEORE L. BEIIE C12mgE THEET 5. -

L6000, AL X T —RAH)
YL, ATTY VBT
AN

L6000, A7 AT —A A
YL, ATTY VBT
AT UL, HESS

3.2 REIDMEIR

HYTHNI N THNI |\ AV TRV V| A THILY >V
HR7E4 $E2mg $E4mg $E8mg $E12mg
(3771 | 7377 | [7377]) | /377
i B~ Hfa~HEH :‘<\\5¢fo£ P RAYRYA
EXTN A BOEFEAY | WIZWEOE | LWEOEREA
: DFIE | MADOFEIE| L OFRE
Joe e
, N \or/ N
- QED LN | LY | G
N N oo/
A [ J [ J [ J [ J
B 7.0mm 7.1mm 7.1mm 7.1mm
E= 2.6mm 2.6mm 2.6mm 2.6mm
=B 130mg 130mg 130mg 130mg
smeo g 7']‘/'7’“7;”/57‘/ 7‘]‘/7:47;)1/57‘/ 7]‘/7347;)1/57‘/ 7]‘/7—“\*7")1/57‘/
2 r377 14 73I77|8 37712 377

4. FHREX SR
(hUFYILI VEEImg - dmg - 8mg - 12mg [=T 7))
ORMERE

OBxREMHRMmEE
(AYFYILI ViE2mg « dmg - 8mg [F=T 7))

TEREDRET, 7 IFT 0y UV ERBERBERDRSH

BYITRVWES
OBMLTE (EAE~DEAE)

72U BREZESBAEICE IHIE2mg» 585 %A L.
WEIZIE U8mgE THET 5,
INE
WE. R ERRHO/NRICIZIBIEA Y Ty v v
LFtEF & LT0.05~0.3mg/kgxEOHREGT %,
WE. o Eo/NRICEIEIEA Y THLY Y YL FE
FILELT2~8mgeEOHKE L, BEIZEL12mgsx TH
295,
72720, BREEEESHEICE. BAE» RS ZHAL.
AEIZIE U C8mgE THET 5,
(BXEMHRMERE)
EE. RAICRIBIEA Y TFHLy Y Y LFEFILELT
2mgr HREOFEZHIM L. DEICS U8mgx THET 5,
(BHEDTE)
BE. BRAKEIBIEA Y THILY Y Y LFEeFLELT
dmg SRR EZHB L. DEICG C8mgE THETE
b B RAELT, 7Y V4T vy v ERRERIBEA]
PIAIC & 2 ZEBEER Ik T 5 C &

7. BENUREICEET %R

(EIEE)
NRICHEGT BBEICIE, RAOHERZBR 2V &,

(BHEDTZ)
B S BRRE O MBI E A 120mmHg Ko BE, TEEL
HEOBE. FIRAIZHALTVWAEE, DALZOEEED
BWEEICIE, 2mg/HY» 5H/E5%2mMT 25 &£, 2mg/H
BE5 RIMEREEORERICNT 2 REMEEHEET 5 H
HWTHHOTHERZBA TiThanwl &,
RAOHEGICE D, —BEORMENERTEZEC THE
BH2HOT, WEESE, KU4mg/H, 8mg/HADHEE
RiCiE, MEFOBEEZ+7121T75 2 &, [9.1.3, 9.1.4
9.1.7. 9.1.8, 9.2.1, 9.2.2, 10.2 &#]



8. EERELRNWER

(Ghggt@E)

8.1 BIEERICE DL O T WV, L6 NHOLNZIENDH
5T, BFEE. BEEOEBEEEGERZ £ B2 5RE
FTHEICIIFESES Z &

8.2 FIMAIARBIIHBRELEVWC ENEFT LY, 7Y IFT
v I ZBRAEERARSTOBE L, REBEUOFRMFRICL
Z-TrIF T Y ROMEWERIC K 5 EE L MR
TEEITHREEYH 2.

(B0

8.3 WHE. Y¥y Y RMA FRAELHHT 2. 2B, KAl
OBEMEETORBAMEIIHELL TV,

9. BFENEREFIIEBEICHT IR

9.1 SHIE - IEFEEDHZEE
&L1Eﬂggﬂmﬁgobé%%i@ﬁ%ﬁ%ﬁ%ﬁ%@ﬁ
WELESPOEELZVEHRTSNSBE2RE. FAILE
FAZ L, BMREOBDPLLRIRAELBENEKRIZED
BHICEHEE B SEEIBENDSD B,

BAUD LMEDESE
HBELEPCZEBRVEHBI SN G2 E. R
22 &, AT LMEZEBESELBZNNH 5,
T/, BHRERE, OV bO— LRBOHERESEICED
MEH )7 LEPEL 20T VWEETIE, MEHY Y
LEICEERT ST L,

%L3ﬁ§ﬁﬁﬁﬁ%¢®%§

PEIVBBL., HETAEEIIME. BHERVERE
DOREZ+DFICBE LS HBRAITO T E, ThICM
EFZBICETRL, Yav 7y, &, —BHEOEBHE
REREDETZECTBEINTSH 5, [11.1.2 E]

(EBEDATE)
ME, B#EE. EMOEE (NEZurE) RUSEE
DOREZHFICBE LNV HRE5ZFB L. BEICHE
THZE, AFEMTEET. BEERKTHSVIZENZ
EBITBENPDH S, [7.. 11.1.2 ZHE]

9.1.4 (EF MU D LIFEDEE

(EIMESE)
DLENOHIL. HETAHAIME. BHERVEE
DREZ+FICBRLENSHRAIITHI E, FhiCm
EASBICETL, Yay o, K, —BEOE#RIEE
PBEEDERTZECTBENTDH 5, [11.1.2 BHE]

(BT
ME, BHEE. BMoEE (NEF/uErE) RUEE
DREZHFICBEBE LGN SREZHB L. BEICHE
THIE, BELsMEET. BEERTH 2 VIZEMZ
HEITBENED S, [7.. 11.1.2 ZHE]

9.1.5 DAFEDEE

(EIMEE)
PEIVBBL., HETAEEIRME, BHERVERE
DOREZTDFICBE LY S/RAITH 2L, FhICm
EAEBMICETL, Yavy., £, —BHEOESNE
RPEWEDE T ZECTBEINTSH 5. [11.1.2 ]

9.1.6 KENRFAIEBEN ISEAZEMIERELDAFEDH 2 BE

(BT
BEOMTERZRT & GERVENT 2BENTH 5,
[11.1.2 ]

9.1.7 EMMEDESE

(BEDAE)
ME, BHEE. AMOEE (NEJ/uer%E) RUEE
OREZ+FICBEELZDPSREZBKL. BEREICHE
TBHIL, BEGMEET. BEEEKTH2VIZEME
EITBENED S, [7.. 11.1.2 ZE]

9.1.8 NYHA D\gEr I EDHBENEEEDOTVIEEDLR
£EE

(BEDAE)
ME, BHEE. AMOEE (NEJur%E) RUBE
DOREZHFICBRE LN HHRE2HB L. BEICHE
T5H5IE, AEEMEET. BHEERKNH S VIZENZ
HIITBZNDSH 5. [7.. 11.1.2 ]

1.9 ERIBSEDEHEEDSH 5 EE

.2 BikgEEEEE

2.1 BEEDHZIEE

=ImESE)
DEIVEBL. BETAHAEME. BERERVEE
DREZFFICBRLENSHRAIITHI T E, Fhicm
EASBICETL. Y3y o, K, —BEOE#RIEE
i%ﬁ%@ﬁT%E:?B%nﬁ%éo973\HJ2
ZH8

9.1.2

9
9
9
€

(IBEDAE)

ME, BHEE. BEMOEE (NEJubey%) RUEE
DR HFICBR LGS OREZMBL. EEICEET
5L, BEZMEET., BEERTHLIVIFEMZIE
ITBEENDNDH S,
BHEOALOEKRREICB LT, BREQCSMHISHEE
ETFRFEOERTH 70 [7.. 11.1.2 BH]

9.2.2 MRSEFPDEE

(BIMERE)

DEIVAL, HETAHRIMERTEREDRES
FTRICBRE LGP OMRL T T & FNICMENZ-
WWETRL, Yay 7., K, —#EoBRERERLT
BENFH B, [11.1.2 BIE]
(DT

ME., BMOEE (NEV0 %) RUBEORES
TRICBHE L P o RkEEZHB L. BEICHEET S
E RBEBIMERTH A VIZEMZRZITBZNAD 5.
(7., 11.1.2 ]

9.3 FHiEEEEEE
DENOREEFAT AR EEEICHRET AT &,
OB TA2BENTH 5. £/, EERBWH > T
WE D) T TV ABMERT A ENEESNT WS,
[16.1.2 BH]

9.4 &JERE =R T BE

9.4.1 IR I ZTREMEDH D L4

HRLTWAZ EDPRSNT 7o IF T 0 Y VB

FHEHER VI T VO T ISR EERE % EH

L. BB - iERAORE (B2, EHE - - Bof

BAZ, FETE) AR SNFIARESNTWVBED 2,

ARRIOEEIZHNE, RBEOAERELEE L CRAIK

SopEN2EEICES L, BB EOFRED R

FES EHWENLERICORBETHI L, Fo,

SRR ERIGEICIIROFEHBEICEET A &, (9.5

28]

(1) RFFSHBENICERL CW WS E2HERT 5
Lo FEFREGHL, FHIRL TV W &2 EHIC
TERRT A Lo HEHRITITIRAHIE L BEITIE,
BEbIEEEHIET S L,

(2) MOFBFIZOWT, KA SHARICEBE ICHAT
B E, . BERLMREIISUHHAT S 2 &
HRFRICAF 2 EH LI5S, BRIE - HiAERICE

EBLRIETIVAIBH BT &,

CHHRAVHIBR L7 RSB b N BB S, EHP I8
HEICHKT BT L.

- HRAETE T ABAIE. HEYEICHK TS &,

9.5 1%

TR S ATIEIR L C W AR REE D H A I Id S Lz n s
Lo BEHRICHEASHE LB, BEbICESEHIE
THIE, HRVEAROKBICT vV F 7 vy v T2EE
BRAIIZT > V4T v v ERBRIEER Z2RE5 s n
BETHIGBDE. RE-FHERDOFLE. HEROEMmE.
EARE, @AY T LME. EEOEMRAL KL OEKEE
Ik B LS N AR OE. ESEEEOEE. Mok
FERENH 5 bz OHENH S, [2.2. 9.4.1 ZE]

9.6 AR
BEALZVWI ENPEE LW, Ty FOREERAROZAEIC
AEZRERO®ST 5 &, 10mg/kg/HU LD THILE
RICKBEDOREEMARO SN TWVWAEY, B, Fv b
DIFIERIAD . &35 VIIRAIO A IKAF %2 5 L5
A VWINH300mg/kg/ H THARIKEEDHEMA R D
5NTWb,

9.7 INR

9.7.1 EHEAEMKER. HERIIAR (IFKMH) Z2/%REL

TENE R OREERIEEE U BERRERIIERE L T»

AN

9.7.2 XA ABE (GFR) A%30mL/min/1.73m>Ki D /NE

HE2NRE LILEDERUOREE2IEEE L2 BERRE

WXER L TV,

BHERCMEN ) 7 LMEZEBFECBEET S L, /N

BREOEMETIIBRERFEE2MHES ZENB 0, BT,

BB IC B A T TRE (BB BiK) OBEFITRA

2RE5T HEAEPMEBEN ) 7 LEE RS SATREE D

HBMMOFEF AT 2H5EIERT ST &, [9.2.1.

10.2 2]

%—Iﬂu%

—RICBEORTIIFE LI ZnEESNTWS, NFES

PERIDZBZENDDH S,

9.7.3

9.8



10. HHE{ER

10.1 HHAZER HALBWILL)

KAl E

BRI - 1B BTIE

W - falEE T

TUAFL Y7 ILVEE
CAAS
(FEPRIR B E T E A
EISE = A A UN
DR EIGHE % 1T -
TbuaBMEDT
Fa—LABEFELLARN
ROBEERL)

[2.3 2]

FEBBUERZE . B
[ N RN i
RER OMEIMED Y 27
EIPHEEN TV 5,

Lo -7Vt Ty
¥V REEER R
SNDHA[REED D S,

10.2 HAEER (HAICERITSZI L)

A%

ERARAER - $EEST R

W - fERE T

719 7 LSRR RA]
2¥a/) 50 kv
N)T LT LV

TS

10 7 LA

[9.7.3 BH]

MmiEH Y 7 LEN EF
TH5IENHD.

KEIOTILEZTFT Y
SWIHEIERICE D A
U LB e DS
TBHIEITED,
fEME T« B EAE
BEDDH 5 BE

FIRAI
Jat 3R
M) ZOalLAFTY
F&

[11.1.2 20E]

FRAI TR Z 2T
W5 EEICEA D
THRE59 258, BE
ERAHE®RT 28N
BHBHDT, LENS
FtAY 2 7a SEEICK

FRAICIaEZ 21 T
WAHBEFEIZIILZVE
HENTTEL TS EHE
WEL KEDPEDL
AT

A S o 3wl

%, eGFRA60mL/
min/1.73m%% fii O &
WEEREDOH 2 BE
DFTIVAFLYTTI
BIEEDfFHIC OV T
I3 BELEYOEER
WIS NEGEE

REBIBHT L,

59528, RA S % s L7 &

5
TUVAFLY IR B RERE, SV | LV=-T oI T >
[9.7.3 ] v L IMRE K OME I FE| > > R EER AR
AR ITBENDN S| SNHARENH S,

TUIFT VYU

BRERE. mAU Y

CEBBERBEAT
O BIERTA]

(2) W—TFIRAI K
O 7 LR
FRA
[7.. 11.1.2 28]

LV UBELH5H 5D
D E R ORIMEDFER
HEPE POEE
AR,
BRERTHZVIZE
MmzEZIBZNADTDH
%o

EERIHEA] 2 IME R OMEIMLJE % #E
[9.7.3 ] CITBENNDH 5,
U F L VF I LHREIRE S BERMAEICB TS F
nTns, 7 A OBERINAEE S
N,
WOEFNZ X 0 HFB | BELA2OEKRE (1) L=-7r 9% T
BENTWAHES Tl EROMRICH| > > > REEERHE
(1) 7oA T V| ZABICKRZMAT 2 |BENSAHESH 5.

(2) FIRAITIHELZ
FTWhaEHFICIEL=
VIEEDSTTEL TV S
BENZL KAEIPZE
LT,

e T © B E LR
BEFOBE., K- MY
v LIMGED BE, K
E o BE, NYHAD #
HESEN%EDHENE
EEOEWEE LA
BE BREOHLE
. MEETHOBH

JEAT O A FIEIHAKHE
J@Al (NSAIDs)
LAY RRAEY V&

fEElER PRI 5 C
EDDH %,

FERT OA FHEHRHE
AN BN RIER %
BIAHTARY 7T
DUOAREEET S
ZEne, BEERZ
BE S &5 RN B
HEEZHNTWA,

BEREOHLEHET
3. S5 ICBRENSE
k9 aBZnNDH 5,

JEAT T A R HE
WRIO TSRy 75
VUEBBEEERIC X
D, BHEESETT
B2HEEZLNTY

2o

1. BIfER

ROBWERPH S5 ONBZENH LD T, BEE 71T
W, BEDSED S NIEEIEEREERIET 5% SHET

MEZITS 2 &

1.1 EXBEIHERA

11.1.1 MEFE BEEARH)
HE. HE. & W BREOERZERE T 2ME
FEPHODNDIEND B,

1.1

72 LB DA 2 DBE0. 1~ 5% i)

W, B, BREREN D S DNZEEICIE
ICHEY) e MEEITH T &, [9.1.3-9.1.8.9.2

10.
1.1

2 2]

~ 5% i)

1.1
1.1

4 BAVD LI (BEEARH)
5 FFEERRE. &E (SRR

2 Yavg GEEARH). K. BEEK GEEARH. 7

. Eb
9.2.2,

N
=]

G SUBEE HEAH, 272 LEBEOIA2DHE130.1

AST. ALT. v-GTPO EAZFDFHKERE»H 5D
NEZENDH 5,

1.1
1.1

.6 SEREAIRAE (SHEEAEA)
7 (ERUEAREEREE (SHEEAHE)
ARATE. BT,

CKER MHARURFIF 7Oy

LRERBRBETLIENTMBErHS5DNL I ENDH
H2OT. ZOXIBHHICEESICEEGEZFRIEL, #
P MEZTS Z &,

1.1

.8 EEMR (SEEAH)

FEEN, LMK, PRIRREE. MEXRRESE M4 MEN
MRDBHEDNEIENHLHDT, ZOLDLHEI
G zHRIEL, BIBERERIVE VAIOREGEDEY)
BHREZITH T &

1.1

9 (EMm#E (SHEEAA)

FiRk, ZZRERE. i FOBA. ERAOET. BE,
BEREESEN Do DNIFRICIRGETIET S L,
HERIRIRRTORBETH 5 HbNPLT L,
11.2 ZDfthDEIER

(EMEAE)

0.1~5%KTii

0. 1%k

SEEENEA

TRBIE

5. 5. BE. ©
> HE, HARBEE

TEREE

HEL, LA5DE, 1L
KH6H BiE 13TY

HASMIE, DB

TR

SEIE. BHERL. AER. BR
L ED LU

Mg D LU HUE

HILEE

B B, BRCTIR,
B AR REL, DB B,
A, %

REFEE

i

AST. ALT. Al-P.
LDH, y-GTPD E#

Jiikizd

AHll, HMmREDS. H
MERIE 2, P RRERIE 2.
/MR

BEX
(=)

BUN. ZL7F=>D
ER. EAR

% k| ZDfth

BRR. B B,
BAPR. EIE. B, Moo
U LER BV AT
00— kR, MHCKE
F. CRPES, MR
BER. MERS >3
(%%

&F ™YY LMEE,
FEE S, AFAR

BB, B
T

(BHEDT=)
BYEOARBITIIEMERICHANLE 5H, H5DF,
RIME, BREREROEMENH5DNPY <, ME,
BHEE K O EIMOEIE (NEZ O V) ITHET 52 &
%8 BIEEDCHEOEEFRIC O ERPLETH 5.

5%21E 0.1~ 5% B
IBEE L. O
TEBRER B 5 A E[DFEV, BIR. BIE B4
ME. 5562% [IUE. 1E3TH
TR R S, BRA. RER. PHEERL
L UM
e BD. DEEE. ER. B
BB 08, KEEY. B
T BACNE. BT
JHF i v-GTPL&H ALT. AST. LDH. Al-P
[PN==
Jiikes3 =4l HIMERE A, FEEERIE 2.
HIMEKEZ ., /MRS
B i BUN. 7 L7 F|&EHR
— DR
* k| Z0fth M A Y7L R|EBEE B %, TRiE. | BEEYE
F. MHPRE EEEREE BaLv 70—
F. MAACKEF |V ER &S M) AMEE,
Mgk s > 7827 R

14, BRLEDER

14.1 RRIAHHOER
PTPE¥DOEANIPTPY — b2 5HD H L THRAT 5 &
SIEHT B L. PTPY — FOBKICEL D B HifaE



PEEREARIA L, BICIZEFLEZ B L CHEFRIR /%
DEELAEMELHFRTLH2IENDH S,

16. FEMENRE
16.1 MARE
16.1.1 RiERS

ARGV I ERE R ESH (38~68%%) 12, 1H1E4mg%
BIEZICHOEE L, &5 1 BRESERTHBRE
BE LR, WEnbIMPICIEEREMO S > T
L2 R OFEEERBEM-T A S50, RE(L
FiziFEAEBH SNV, 1HE (#EKRE5E) RO
9HEH (THEIRKE®HRER) Oh > THILy ot
Ec;?%z&%ﬂ#%ﬁ?&z: E—7IE LB RAICET
ERANS

AN
N
HN H? I

s et Ee
HO HO
N N
)—0~~CH3 N>:0
N

H
AYTHINE M-T

4)4\

et BEg Cmax Tmax  AUCo-an  Tiea Tip

(ng/mL) (h)  (ng'h/mL)  (h) (h)

1HE 55.1£19.9 5.0£1.1 428+91Y 2.2%1.4 9.5%5.1

RITIVTY GRE s.7+141 45413 S09+151 2.0£0.7 11.247.2
" IHE  8.3£2.7 8.0t19 13624 — 8.9%2.6"
9HE 10934 6.8%15 197264 — 13.746.17

(FHME L FEHERZE. n=8)

a) AY)S—hAY METIICKDIHEE LT,
b) n=7

16.1.2 M A Y FYIL Y ViRERIEE%Z AL fzPopulation

Pharmacokinetics (PPK) fi##f

RN B FIREN1680]. ARE M & I ERE & U s AR
R 0 I R ER B R ~30M), B 2 £ 5 & i FEE B
Z 186, FFEE 2 £S5 & MEEBRESG]. 51224615 5
BoNz2,836KEDIMFH > TFTHIILY VIBEEREEZ
HuT, . Fhn. AE, FHREREIE (AST. ALT).
BHEEETEIE (MiE~ L7 F =2, BUN), MA7IL7
IVERUBNECEEEN Y THILY DI TS
VA DB, BN A TR T T4 ED
BEEEME 2 MRS LR, HEERE (ASTE>401X
ALTIE>35) ICBTFE 70752 ADP4BERETRT 5
EPHEESNTWVSY, [9.3 BHE]

16.1.3 &EMZHREFMEHIR

(AVFHIIViRdmg [T=ZT7])

HTHINY UEtdmg [ 37 7] E7a 7L AgEA%,
JUAF—N—FEIIEDENENIE (W THILY
v YL FEFILELTAmG) BEBAS ISR
BOKE L TCMEFH > TNy VBEZRIE L. B
5N YRS X —% (AUC. Cmax) IZ2W©<T
90 % {5 WA 21 TREETARIT 21T - 7o 4528 log (0.80)
~log (1.25) OHEHENTH V. WA OEYFHIFEELE
PHER S N7z,

HIENTA—% BEINTA—4
AUCo~30n Cmax Tmax T
(ng -+ h/mL) | (ng/mL) (h) (h)
N THILY
dmg [ 37 7] 501.0%£93.9 |44.36+11.12| 5.1£1.7 |7.51+1.04

Tu U AGE4 | 456.9494.4139.93%11.17| 5.2%1.4 [8.74£3.20

bt ARSI Ra ==

(P91 £ fRHEfRZE, n=29)

(ng/mL)
(CPoEIFERZE. n=29)
50 ¢ —— NUFHNY EAmg [r377 ]
--o-- 7u/L %4
40
/’O_O\
AT
30 - g
ot
b
1
000 AN
[ S
i AN
/l I \\\
10F 4 ! \’\
0 . . . |
0 4 8 12 24 30 (h)

R ]

(BYFYILIVEE8mg [T 7))

AVTHNY U88mg [ I 7 7] &7u7 L A5E8% .
JUAF—=N=FRIZEDZENZTNIE (WY THLY
v Y UFEFILELT8ME) BRBAS IR
BO®S LCEFH > oLy v BEZHEL, 5
5N HEYERE/)$S X —% (AUC. Cmax) DWW T
90% {EFEX FEIIE 1< THERTARHT 2 47 - 7 #52R. log (0.80)
~log (1.25) OHENTH . WHIOEYFIEZSME

HHEZ SN 720,
HEINT A —% BEINTG A =4
AUCo~30n Cmax Tmax T
(ng - h/mL) | (ng/mL) (h) (h)
gggﬂ?;@ﬁi 969.1+288.7|81.16+26.12| 4.8+1.2 |7.71+1.95
TO 7L A58 |881.8+218.4]71.58=21.87| 5.6+1.8 |8.73%2.83

(FHfE L EERZE. n=20)
(ng/mL)
CFHEFERZE. n=20)
—— T HILY U EE8mME 377 ]
--o-- 707U A$ES

100 -

80 -

60 57

TR\ SIS B R

0
I\
!
|
!
!

20

0 4 8 12 24 30 (h)
R

(hoFBILIVEEI2mg [U=T7])
Ay THNY VEE2mg (737 7] &7 7L R$ELR
. JORAF—=N=3FBICXDZFNETNIE (H>TY
L&Y YUFEFILELTI2mg) BEBRASTFICH
BHOEORS U CIEFR L > T ILy VIBEZH1E
L. Bon-#EyEre /85 X —% (AUC. Cmax) I
DWW EHEXMEEIC THREHRIT 21T > 78R, log
(0.80) ~log (1.25) O#HFEANTH V. WAIDOEYE
E S TER s Nz,

HEIRTA=4 BENTA—Y
AUCo~3mn Cmax Tmax Tz

(ng - h/mL) (ng/mL) (h) (h)

HYTHILY VEE

Dmg (737 7] 1,395.82+368.15(124.341+45.227| 4.6+1.2 |8.01£2.58

707V ASEL |1,284.47£337.91|112.529+38.393| 5.0+1.3 |7.89£2.25
(P8 £ FRHEfRZE. n=30)

(ng/mL)
150 L (PEEEERZE . n=30)
—e— HUTHLYUEEL 2mg [ 377 ]
--0-- 70V R$EL2
120 |
p:
e 000
;’? 90 |- opo b
z P D
v RN i n |
Yoeor [/t
M Ll
b3 it ;
= ,’; 1N
30 S : ) N
0d s s s s )
0 4 8 12 24 30(h)
FREfiEl
MAEFEEN MICAUC, CmaxFED/)¥T X —# 1%, #
B OFIR, (AR OTEEE - R EORESE G IC L -
TERLZZTEEPDH 5,
16.3 fa

MClH Ty a2 bOIE. 4%k FIE7 LT
SVBRICHRIMUZZBOEAEERIE. £HI1C99% E
THA5" (in vitro) .
16.4 {3

HYTHNY Y JUFEFILIEANARFIILIAT T —
PICKDEERBE A > Ty VIcREsh, 3561
—#HACYP2CoUC & D IEFEHERBMPM-T IR SN S
M, AEESMEEREICHVTHLY Y Y LFEF
LEHE L& EZOM-1T oM EE K O R PP RIZ



N THIEY O MFRERORPHRERIC EARE L,
CYP2CODBIEMZRIC L %5 FHILY O M EE
ANOEEB IV WEEZBNDY,
F7-. HUTHILY VIECYPIALL 1A2. 2A6. 2B6. 2C8.
2C9, 2CI19. 2D6. 2E1. 3AADORBENEM ZIHE LW (n
VItro) o
16.5 HEt
REEMEMEERE (38~685%) 8. Sl EmE
TEEE (65~705%) 6ffl. BRE % k> Bl EERE 184,
FFREE % £ > B I EAE B & 8HIC 1 H1E4mg % B R % 12H)
E#5 L. SH5ICIHARESZEH7THRRERS L 72,
WS RPICIERE RIS NS, BEERHEY O
N THIY VR OCIEEERBIM- 13 Fktsn s, &
B COREP I > FHILEY 2 R UOM- T OB HEER
IR EIMEERE T ~12%. E#AETS ImEE
BETIZI0~12%. FREZM4S SMEERE THI0~
11%THD, FEALEZEIED 2V, BEELZMES>EM
EEEFORPIHNRIZ, MiE2 L7 F=>3.0mg/dL
DlEo®EETIZIAEL 1%, 9OHEL.8% T, M7 L7
F = > 1.5mg/dLAE D EHEEEF BTl 1HE6.8%. 9
HHE9.3%TH > 7=
DEoREHSHOMPEE. RAPFFHR,S5HT, K
EEENEERSE. ShAREENEESRSE. FEE:
EOBMEERERVERELZAOSMEERE L B IC
ERBEIROLENLNEEZ 5N 991,
16.6 SSENEREF I 2EE
16.6.1 BEZEE
BEE (ME2 L 7F=>:0.6~3.6mg/dL) %>
B EEREISHNC]H1E4me % S a% ICE RS L,
SHICIHAREZEHTHREKERS LGS, MHE
BIIREESMEEREDBALIZEALEZIRD S
nzno,
16.6.2 FFEEEE
JFREE (ICGris : 15.0~28.0%) % f£S &M EREEES
BlC1HE4mg 2 BARZICHIERS L, & 5IC1HREE
BEATHMRERS LzGE, MAEEIEAREESm
EEREDBALIFEALEZITD SNV,
s
SR ARESMEESRE (65~705%) 6f1IC1HI1E4mg
ZEIRBICHERES L, S5ICIAKRERBERA7THBIR
BIRE U-54E. MAEE ARSI EERE DS
BLIFEALEZEIRD SNV,
16.7 EWHEEIER
AFNYTFR T U ERFPOBELAEEE (54~745%) 5
Blich > Ty > v UFEFILEE HIE4mg % B R
ICHES L. S 61l BREGERTHBMERS L7z
ICBWTYH, MHAYITF VBEERIHCTYLY Y L
Ft FOVSEIEH SREIC B L TN 5N, £70.
HYTFHINY OMAEEIIAREESMTEEREICH T
PILFy TUFLFIEREMESLIGAELIZEAL
ZIIFEH LN WD),
ZOfth
YT VEE2meg (737 7] 13 [GEFER D
OBEFMAOEMZNIRSFERBE T A R4 2] &S
EAVTHIY Utdmg [ 37 7] RREERIFIE L
oL &, BHEHFPRS AN SN, EVENICR% L
HizENTY,

17. BRRRHE

17.1 BMERUREEICEY R

(RIMELE)

17.1.1 EIRERRER
mEIMEE. BEEAMESNEEDKEE 2 0RIC, 1H]
[H2~ 12mg % —fig R RERER T 138~ 24/, —EHEM
BHBTIIZAR, RAKRSHBETIE24~528H. B
FEE 2 M D S EE R CRESMEEICE T 2R BT
132~ 8, FEOHKE LERRBRICBW T, BEX
EPFA S N -EMEED & 1 TRBERIIKRED &

16.6.3

16.8

BOTHBOD,

- R (TR *0%)
RMEEOY AT ] wats | [FERE] 2B
z§§§ﬁ£§§g§§%§i 72.6% (606/835) | 78.1% (606/776)
EEE i M EE 77.5% (31/40) 83.8% (31/37)
BEE A (F S 5 EE 63.4% (26/41) 72.2% (26/36)
| B SRE M I 66.7% (22/33) 73.3% (22/30)
& ks 72.4% (663/916) 78.1% (663/849)

MIREHAILE (-20mmHgll k) ROWLRMAME (-10mmHgbl k) %
- 95 E. PHEIME (-13mmHghl k) #9158, 5 0iE.
THEERMTH > TH, 150/90mmHgkRE (72720, BEEZMHSH
MEED ABEE Tl 140/85mmHgAi) ICFEE L7125

mB. REMESMEESRE 2 0RE L ZEEHRLE
REBOBE, HoTFHILY Y YLFEFAEOER
HENRDENT WD,

(BHEDFE)

17.1.2 ERE M55
BELAEOBEEZNRIC, WV TFTHLY Y Y LF
T FILEEI A 1E4mgZ 2~ 4R S L. F0%1IE1[E
8mgx 2B E L —EEMHEGE (75 RN
H8) OFER, 7o V4T vy o EMBEREER TIHE
ENTVBDP, HEVIKIRBESNZZ ENHAHEBEIC
NLU7rIF Ty VERBREERICEA T YT
LYY VULFEFIVEXEIT T RE2HRE LS
A0 [DARLEROHES P REL] *OFRRITH T
L5y LR FILEEEER4.6% (3/6561) TH .
75 REE30.3% (23/76f]) 1 HANFREICHIH S 11,
HYFHLY Y YULFEFASEOERENROON
TWb, B, FERBETIZ. ¥y Z8AH] (52%).
FIRA] (83%) ZEBHHSNTW5S,
SODARIEROB(LIC K D AR - B2 ET 554, 50,

DAZEEA GRLAL FIRA. REIREAL. 7> 247>
VBB ERZHILIN O MEIREA) OB - HEEs
U, RBEMBLES AREOLE 26T 2584 CXE
EAE(L & HIW L =15 E

HNYTFHFNY Y T LFEFILEERSEITIE N T58.9%.
T REBERICB TS 0BICHERBREEO R 2 &
CREWERDS RSNz, £/ DAROBELITEDZVID
MEZRDA XY WD HYTFTHLEY Y T Lt FILiER
240 (DEAE), B, —BMEESREE, REE).
TS5 REIU (B~ OPTCAREIT. MFEZE).
BESEWERAS AV THNLY Y LI F VT2
fl (AMEERE. BEE). 79 RETH (+ZE5
BE) AbNize COIBHYTHILYY YLFEF
VST A S NDEME). MEEDERE LT D
MRS NB2),

18. EERpEIE

18.1 {ERERF

WY TFHILY Y Y LFEFILOREERIZ. EAENT
MEIGEFR I 3B WV T 2 ISR iR S nEERE H >
THILY &), FCMEFREHOT > IAT VI
01471 (AT) ZHAEICBVWTTYIFTF YD &
B L, zomhz0EIEERZMHTAr LIk
THETHERBEMEBETROBETRICEL . 512, ATIRE
BN LEEBTOTIV R AT O VI 2 IEHE
RbBEEERIC—HEESE LT\ EEZ 51599 (in
vitro. in vivo (7Y K)),

VZU-POIFT VI VRICRIFTHE

& M ERE B ETAR] (AR & ERESef]. BEEZ S
SIEERELISH) 2RI, U THILY Y T LF
T FOUEEIHIEI ~ 12mgd KEZRSRBEOER, migEL
ZUWENE, MEET VO OF T Yy T REROCMET VY
AT TBED ERNHHN T 5101016,
DIMITENEE. BN URIMREICRF T RE
AEESIIEEERZEOF 2RI, Ao THLY Y
L&t FILEEL B 1E2~8mgdD RIEHS DR R, IUHEHA M
. fEHIMEOE TR, EE0HEE. KEMEERD
BB HS NIMIE. DAHE. EZERESEZEO D
HEREMEICIZE N A SN2\, AN S MEERELLH
KAV THILY Y T UFEFIEEIHIE2~8mgdD KE
BEOME, BERICHBMEER. BMRE. KEE
EREICEEIAOGNT, MIEREEZET 2AREES
MEFEEEISHNIC. hoTFTHLy Yy Y LFtvFILEELH
1E2~8mgdD KEHEG DGR, FERICH NIMEE ICH
I A5 NN
BEOFEEBODMITEESICRIF T HE
BHELOARLEOEBREZNRIC. AVTHILY Y YLFvF
JVEELHEdmg %2~ 4B/ 5 L. £ D% H1E8mg %24
EREES L —EEmEEGE (77 v AE) bR,
TUIOFT Y UEBBRAZERTIRBESN TV AL, B
ZVIIBRESNIZENHIEBEIIHLT VAT
EHRBEREERICEACHYTILY Y Y LFvFILEE
XTI RERES LGS WY THILY Yy YLFE
FNSERERTHYTHILY > VL3 FILSERERNC
HUBRHSE AR ZEIECDRE R OE R 2B A
AENTWVWD, /2y AVTFHILY Y LIt FILEER
ERTTI v RBRERICH UBRESEOAER LML D
DIEBEE OB BB D H LN TN 5SS,

18.2

18.3

18.4



19.

*22.

23.

BRI CRAT IR
—MMETR h T Y Y LFEFIL
(Candesartan Cilexetil)

{24 : (1RS)-1-(Cyclohexyloxycarbonyloxy)

ethyl 2-ethoxy-1-{[2'- (14-tetrazol-5-yl)

biphenyl-4-yllmethyl} -17-benzimidazole-7-

carboxylate

A1 0 CuHuN6Os

IFE :610.66

R BEORBRIHEREOHRTH 5, BB (100)
IZRRBEITLT L XY —LIZRRBETFITL L,
IH =)L (99.5) IZETIZ< L, KIIFEALE
Fewv, X% —ViER (1-100) 138tz RS
T, MREBENRO NS,

{bhEt

A0 3L

aE

(hYFHILIviRmg [7=T7])
1008 [1088 (PTP) x10]

(hYFHILI ViRimg (5T 7])
1008 (1088 (PTP) x10]

(BYFYILIVEE8mg [5=T7])
1008 [108 (PTP) x10]

(BAUFHIIVigi2mg (72T 7))
1008 [1088 (PTP) X10]
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