2023 % 11 Ae&ET (38 1 i)

I ¢ BIRRTE
BRI 3 &

MBFEERER  FE-EMEONFEZBICKVERT A2
HRE7 I Ty I SEEERE
BAERA HVFHILIY Y LFEFIVEE
HFHINY /E2mel TCKI
B/FIINI /E4megl TCK
HFHIND /E8mel TCKU
HFYNI /E12mel TCKU

CANDESARTAN Tablets [TCK]
L T A

2. &Z=2

= ZIN/CA

(RDEE

[CFES LBV E)

2.1 KADRS R UBEIEOBERED & 5 BE

2.2 HEXIIIFR L T W ARTEEED & A%tk (9.5 2]

23 TIUAFL Y7 IVEEEZBRESTOBRREE (127270,
fhDEEREZ{T> T EBMEDT Y ba—LAE L L
AROBEZRL) [10.1 3]

3. fERE - B
3.1 #8m%
IR7e 44 BRI (1 5E9) ININAE]
. . HTFHNYY VL AEKY . e Fa ¥
ﬁé?f”y/ﬁzmgh%»(aﬁ) SFavLtia—2.
2mg J IR TV T
= NS A=AV T LA
ﬁy?ﬁw7>ﬁ4mgigiig%; A E S e
[TCK] 4mg
. . HTHILY Yy TLUF | HEAKFY. e RoF
%E%F”y/ﬁSmgt%»(a%) L O la—2.
8mg JIVBNIIFI, H
<= S 55, WL AT —AH
ﬁy?ﬁ»&yﬁumgﬁgiig%f E S 2T VR
[TCKJ 12mg S AN
3.2 HFEIDMHEIR
B A % =5 Bl
Ef%(mm) | E& (mm) | E& (mg) FilTE - K
HYTHIL B~
58 2mg — wEee | o0
-
[TCK] 55 22 65 R
nvron| @ | == | A& | ghhe | U
v 4t4mg| \212) N W%ﬁ 272
[TCK] 7.0 2.6 130 (EfFAD)
AYTFIL A | =y | (A Eorei| TU
7 ssmg| (1) O | T
[TCK] 70 26 130 | @#gAD)
~ 541
NYFHL AR 20
yugeomg e | @ U;%%@ o
[TCK] 70 26 130 | (@#AD)

4. WMEEX(FZHR

(WY FYILI Ve 2mg. 4mg. 8mg. 12mg [TCK])

O =MmESE

BXREMSIERE
(hVFYILT VEE 2mg. 4mg. 8mg [TCK])

TRORET, 7YIH4T Yy ERERAERORSHE)

TIRWES

OELT~E (BE~PHFIE)

BAREmRNEES
872149 ($E2mg. #E4mg. $8mg, $E12mg)
872179 ($¥2mg. $E4mg. $E8mg)

ARES BR7ERte
#E 2mg 22600AMX01220000 2014 12 R
#iE 4mg 22600AMX01221000 20144 12 H
#E 8mg 22600AMX01222000 20144 12 H
#E 12mg 22600AMX01223000 20144 12 H

5. MEEXIFIMRICEET BFER
(2HLARE)

51 72 IF 7 vy VEBRBRIEERREGIC K 5B THON
TWRVLEBEIIBI2ARKOBMEEIHERSNTEST . KA
& TUIF T UV U EREBREER SO BATERET S
ZEEFHIET B,

52 70T v UV EBRBREER ORI AT EBEICE
FAERROEDEROREME, ST I T v R
FIHEH EARF %2 A LB EOEDER TR ITHEE SN
TV,

5.3 NYHA DMEEESEEN OB LA BE TR T 2 AF OF Atk
FHEZ LTV (RS D20,

6. FERUAE
(SMESE)
A
WEBRACEIHIBASTYLY Y Y LFEFLELTAE ~
8mg #EOHE L, MEICHU 12mg £ THEET %, 72720,
BERELZAESIHAICE. 1 H1E 2mg »oBE5 2L, BE
IZJE L 8mg % THEET 5.
IR
BE. 1M E6mREo/NEICE IHLIEA Y THILY VY &
LEEFLE LT 005 ~ 0.3mg/kg 2 EOHR5T 5.
BHE, 6L EO/NRICEIEIBAYTHLY Y Y LFETF
LELT2~8mg z&EO#®E L. BREICSU 12mg £ THEE
B L. BREEXZMESIHEITEAE»SHBREERKL.
WMEITHE LT 8mg £ THEET 2,
BREMSMEE
BESBRACEIHIEAYTYLY Y YLdFEFLELT
2mg A o RFROREEZHIE L. HBEICIE L 8mg £ THEET .
(BHEDARE)
BE. RACELIHIBAYTHLY Y Y LFEFLELT
dmg 5RO/ G EHB L. BEICEU 8mg £ THEEBTE 5,
nH. RAIE LT, 7Y IFT vy yERBERIBEAIDIMNC &
AHEBSEIIMET A2 &,

7. FiENUHEEICEET 2R
(SMESE)
INRICEET 2581013, RAORAEEZBA LW L,
(BHEDARE)
B SRR OIEHIMEA 120mmHg KD B, ZERELHE
SBEHE, ARAZHALTVWAEE, DALOEEEOSVE
FHITE, 2mg/ B 65 %2MBT 52 &, 2mg/ HREIL, &
MEREDRIERICN T 2B EME LR T 2EHNTHHDTA
AMZBX TIThan &,
FROHEEIZED, —BEOBBAMERTEZEC THENH
AOT, MIEEER., R0 4mg/ H. 8mg/ HADEERIZIE.



MEFOBEZ+712475> 2 &, [9.1.3,9.1.4 ,9.1.7 9.1.8,
9.2.1,9.2.2,10.2 2]

8. EEREARNIE
(GhREHE)

8.1 BEMFRICEDICHT WV, £A6D0XBH6DNATENH D
DT, EFEE. BEEOEBESERZEOBEEIRET 2K
ICIEEFEERSESH T &,

8.2 FHI 24 B E L Z VW EAEE LW, TUIFT VI
I ZAEERAREROEEZ, BEBEEOFEHRPICLZ -7
DX F UV ROMENERIC K AEE L M FE TN 24 2 9 748
HrdH 5,

(BMDAZE)

8.3 MHE., Y¥yYAHA FRFFELMHET S, 2B, KHIOH
MRS TOBEREIZREIIL TV,

9. BENHEEZEEITIEEICATI IR

9.1 GHE - BIFREEDH B EE

9.1.1 MEIEEEREEDS 2 BEN B CBHIRINEDH BEE
BEERPCZEBRVWES SN2 EE S, FRIET S
Lo BMRE OB L LRIRESBENETIC K D EHICBHAE
RESEELIBEENDTD S,

9.1.2 EhYUY LAMEDEE
BEERPGEBRVWEHI SN2 a8 %2kE, FRIET S
Lo BAVYLMERBESE2BENTPH 5,

F7o. BEERE, 32 hu— LRBROERESEIC LD IMES
)Y LMEREL DR TVEFTIE, MEHY 7 AEICERT
BT E,

9.1.3 BERFIEEEIDES
(&EMESE)
DEBIDBBL, HET 2EAIIME. SHEERVEE DIRE
EHSICBELENSHRAIITY 2L, ENICMESREIE
Tl Yavr, &, —BEOEBHEELBEIEDE TR 2H
CTBENNH S, [11.1.2 ZHE]

(EHDTE)
ME. EHEE. BMOEIE (NEJuE V%) RUEBHEDRE
EFHAICBR Lol E5E2HBL. BEEICEET S L, &
BMaMEET, SEERTHSVWEIEBENE2EIITBEENTSDH 5.
[7.,11.1.2 8]

9.1.4 &7+ bU D LINFE
(SIMEEE)
DLEPOSHIAL. HET A5EIIME,. BHERTEREDIRE
EHSICBRE LGN SHAICITY 2L, ENICMESREIE
TL. Yavr, K, —BEORBHEALBEREDEREIE
CTBENDNDH S, [11.1.2 ZHE]

(BHLFE)
ME. EHEE. BEMOEE (NEJuE V%) RUBHEOIRE
EHoICBR L ar ol E5E2MBL. BEREICHEET S L, &
BMaMEET, SHERTHSVWEIENEZ2EIITBENTDH 5,
[7.,11.1.2 =&]

9.1.5 D R2NEE
(SIMEEE)
DEIOEAL. HET25E5ILME,. BHERTEEDIRE
EHRSICBELLEPHBRLIITI I L. FNICMEAZHICKE
Tl Yav o, &, —BEOEBHEELBERIEDE TR 2
ZTBENDNH S, [11.1.2 ZHE]

9.1.6 ABRFAIXIEN [ FAEMEADKELDEHEDH 2 BE
(BHLFE)

BECMERTN2Z2RT &EERVPELT 2BFNDDH 5. [11.1.2
ZHE]

9.1.7 RIMIEDEE

(DT E)

MmE. B#E. BENOEE (NE7ubErE) RUBEORE

EHAICBE LA ORERHBL. BECHEEBTSI L, &
BWaEET, BREETGIVWIEIENZRITBZINDDH 5,
[7.,11.1.2 28]
9.1.8 NYHA DEEEN I EDHBENEEEDE VDT 2EE
(BHIFE)
M, BHEE. BEMOIEE (NEZ/Ob %) RUEBEEDIRE
EHACBE LSO BRERHBL. BEECHEET AL, &
B MEETS, BREETHSAIVIZENEZECITBZNDTD 5.
[7.,11.1.2 18]
9.1.9 ZEEFIBHEIEDEIEEDH D EE
9.2 BikpElEEERE
9.2.1 BEEDHDEE
(SIMEEE)
DEIVEBL. BETAEEHIIME. BHERTEREDIRE
EHAICBBELENSHRAIITY 2L, ENICMESZMITE
Tl Yav o, &, —BEOEBHEELBEREDE TR 2
ZITBENFH B, [9.7.3,11.1.2 BR]
(BHIAE)
M, BHEE. BEMOIEE (NEZ/Ob %) RUEBEEDIRE
EHASCBE LA BRERHBL. HECHEET 2L, &
B MTFE TR, BHEEEETH 2 VIBMEZEZTBENTH 5.
BHELDALDOERREICBVT, BEEOAHISIBEKAEE TR
HOERTH -7, [7.,11.1.2 BHE]
9.2.2 MEHERPDEE
(SMEE)
PLEIOMKBL. BEITIHBARMNERVEEDORES +5
BB LEDSBRAIITY L. SRICMESE2EICET L.
Vav g, K —BEOBEBHERERIITBEINDDH S,
[11.1.2 28]
(BHIFE)
ME., EMOEE (NEZObErE) RUBEOREEZ 510
BRLePORELZMAL, EEICHEET A L, 2WRIME
BRH2VWIEEMZEITBENTH 5. [7.,11.1.2 2]
9.3 HrikpEfEERE
LEPOBRERHBT AR CEEICRET S &, IHERENE
kg 2B8FENDH5, o BEKRBWH > THILY DT
TIVABETRT B EPHEESN TS, [16.1.1 £HE]
9.4 LIEREERT HE
9.4.1 HiRY DOTEEMDH B LM
FRLTWAZEPBBSNT 7O VAT > U ERBERIAE
A7 o7y y I2EKERAZEER L. BRE - #iE
BAOEE (BR2, HE - i - BOEEAE, HTE) PR
OOoNTBIPHFESNTNSE V2,
KEIOHFEICHN S, RBEEOFES L EE L CARHRS DN
ik 2 EE IR L. AR EOERES BB 2 B2 &k
ENBEERICOABRETH L, /-, BEPDEZEBEICIE
WOFESFIEICEET 52 &, [9.5 2]
(1) AREFFESEBENICHERL TV AW E2EERT S L, K
AligEHRS., HIRL TWEWT &2 EMNICHEET S &,
B G PRI RAHH L2 E I, BEsickE 2T 5
&
(2) WOFEIZOWT, RHIESHGERICESZICHAT S &,
¥/, BEHRLMEISUHBET S .
CHEIRAFICARF Z R LS. BE - iERICEEE K
ETURIDHHT L,
CHERAHIBA L - V3D N BB AT, ER IS EIC
HkTHZ &,
- R EET 5A13. EEEICHK TS L.
9.5 {1z
R AIIFIR L C WA AR O B A EICIZRE LR W T &
P EHICHERAHIBE L - 581013, BEb IS 5T 5 &
FERFHARORBRICT >V F 7 ¥ v IRBRERAINE T >~
VE T Uy EBRBRIEER 2 RS Sh i BE TENBDE.
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fRR - $IEROET. HEROKME. BRE. &hH U7 AN
fE. BEEOEBRAE R UFEKEBDEICK 2 LS N 2D
i, EBHEAEOEE. MOBREREDPH bz EO|ED
HB. [2.2,9.4.1 ZHE]

9.6 FHIw
BALEWTENEFZ LV, Ty ORI ERURAICKA %
HBEIRRO®RE T 5E. 10mg/kg/ BLL EORE THIA RICKBLE
OFEEEMPROENT VNS Y, KB, Tv hOIFRERBEO A,
HHVIFAMORCAH 2R E LB A, T 300mg/
kg/ HCHERIKBREDOHEMARD 5N TS,

9.7 IR

9.7.1 BHAEMAER., HAERIIAR (1 %K) 20ReLEz
BRI R O R et 2 eE & U BRI ER L Tk,

9.7.2 R¥kMAAEBE (GFR) #° 30mL/min/1.73m? KD /NEE
ERRE LIBMEROREMEEZIBEL U RRERILEME L
TV,

9.7.3 BREXRVIEN Y 7V AMEZERRSBEI L L, /MNR
FOFEMETIIBEREREZMHED Z &2V, R, BREEEIC
HEERITTRE (BA. BK) OBFICRR 25T 558
RMEH) Y LMEE LRSS LTRSS MOZER & HHT
HEARIEET A E, [9.2.1,10.2 BR]

HARE

BRER - BT %

W - el

WA LV HF
HigEIN T2
BE

(1) 7voFFry
VUEHEE
FIEEH &
O B IEMTA
L — T HI R
B OHY
VNS Y
FIFRA
[7.,11.1.2 2]

18140 2 o B R 5B
T3, EEOHAICIA
BICAHZHHAT S
A6 H, S5O
OME I £ D FE 3R 50 EE
m< PORENE,
BHEETH VIZED
eRITBENDH S,

() v=y-7vI%7
vy RIEEERP R
SNBHREEN DB,
(2) MRATIRREZ X
FTWAEBEFIZIIL= Y
EEPTTEL TV 2B
nEL FEIDEIL P
EARE

fa R B E R
RiEhogE, KFh)
T LIMAEDRE, KIMLE
DEF. NYHA D #E
S IME O H B H EE
EogEELA2E
H BEREOHDLEE,
MmEEFTHOEE

I 7O R
$#0 7 (NSAIDs)
LAY RRAY T V&

PEEERD IS A &
D%

JEZXTOA N R
AL I E ILRIER % B
TESURY TSI D
BREEETHZEND.
W EERZ REs S A0
EErHEEEZONT
Wh,

BREOHHEETIL

FEAT OA NI KR

9.8 SihE
—fRICBEOERFEIIFE LS AnESNTWVS, MFES)E
ZHBEND 5,

10. #HE{EA

10.1 HEZER HALBZWLI L)

RN 2% EEREEIR - BEHIE W - fEERET

TUAFLY 72V RGBS, B L=V - T IF Ty

fRiE HERE, SAYUTLIE VRIEEFASERSN

FILA
(HERRBEICE
M558, 7272
L. fli o B E G
AT THRB
MmEOIaha—
LHBEFELIRRD
BEER)
(2.3 2]

KOOI EDY A7 #hn
PHESNT V5,

BAREMENH Do

10.2 HAER HAICERTD L)

HRHIZE EEPREER - BEGIE WF - fEERT
AT LMRFFERR | B AV Y LMEP LR | KRB O 7L EZRT0 v
Al BTENDH B, FWHHIERIC KO A

2¥a/)s 7wy U LB EAER R
NIT7LT LV FTHIEILEK D,
Sy AV fERE T - FFICE B
11) 7 L AERAE] EEDH D HBRE
[9.7.3 28]
FIFRA] FIRAITIHBEZTI T | FIRAITHBEEZZT T

Zut IR BDEREICKRFNZDOTHE | WABFITIIL= ViEHE

MOV AF T | 5T H5E. BEMERD | PTIELTWSEENZ

Y RE I 2B8FNAH5D| < BRIHPEHLLT .

[11.1.2 28] | LEPSHKT 2% | ERET  HICERRIR

CEHEIRETAIE, |HIRSERBLCES

TUAFL YTV |\ BRERE. SHVTL L=V - T IF T
e MERMERMEL2E | REEERPERS

[9.7.3 &H&] TBENDPDH S, eGFR|NAR[EEMENH 5,

A 60mL/min/1.73m?
RFOBHEREDH
HEREANOTIVRAFL Y
TIVEBIE LD BHEEICD
WTIE, BB BT z2E

mWEHpTEsn 554 %
PREmITBHE,
TUIFT Yy BRERE. S TA
EHERAER |MEROCEINEZEC
[9.7.3 @] TBENDDH 5,
UF L VFILHFBPRESN | BRMEEICBIZFY
TWhb, LOBEHNPEES N
5o

SHICBKEELS BT |HloTary s I0E

BENDPDH S, BPEEERAICKD. B
MENME RN 27z0LE
Z5NT W5,

1. BIER
WOBERANPH 65bNBIENDHHDT, BEEHDITTWL,
BEDPROONTHEEICEIREE2FILT 5% EHEY) 2 0E %17
5T &,

11.1 EXBEIER

11.1.1 MEZE FHEAH)
HE. O, & |- BEFOERLZERE T2 MEZESH
S5bNBZENDH D,

11.1.2 YawvT (BEEARH). K, BEHER GEERH, 7272
LB OA2ZOBE 0.1 ~ 5% i)
W, BH. BREESEN S SbNIEEICIE. EBICHET R
WMEZITH T &s [9.1.3-9.1.8,9.2.1 ,9.2.2,10.2 B8]

11.1.3 2UBEE JEERH, 272 UEEOAR2DEEE 0.1 ~
5% i)

11.1.4 §AYUDLIMAE (BEEARH)

11.1.5 FrHgEfEsS. &E (BEEAH)
AST. ALT. v -GTP ® LREOFEEREIHS-HLNH T &
BH 5,

11.1.6 BRI (BEEAH)

11.1.7 1EERIERE (BEEAPH)
. B CK ER. MHFRCRFPIA 7oy 7%
B E T ABEUARBBES SO DbNEZIENHAHDT. DK
DRBEHIIIESICEESEFIEL, BYRLBZTY 2 &,

11.1.8 BEEMRHRN (BEEAH)
FEN, M. RIS, B X SREESE 2 S BE SR H
SEDONBEZENHHDT. ZOLI REEICRFESE2HIEL,
HIERERLVE VAOREEOBY 2 MEZITD I &,

11.1.9 EIME (BEHEAH)
B, Z2RERE, BT FoOB L. EhET. BE, =ik
EEPHSDONIBEICIIREEFILT 52 & BRRIHEET
DEEFTHOLDONLT N,

11.2 ZDfhDEI{ER

(BIMEAE)
0.1 ~ 5% i 0.1% Kili | SHERH
B EAE FEREERE. XD |— —
FE L ARIBBE
ERE | DEESDEIESH B | BIIE. DF | —
ENEYQ) Wi




BUN). MA7ILT IV ERCEMECOEEE > THILY >~
DIVT TV A BABE. HAEINAFTRATEY T 1 &
OMEMEZEET LR, FREEE (AST E >40 Xid ALT
i >35) IZBIFBZ7 TV AN 45 ERT 5 EDHEES
nTwns 9, [9.3 2]

16.1.2 &YFHEZFHHER

(hVFYILY ik 4mg [TCKD)

Ny THIY vEEAmg [TCK] &7 0LV A§E4 %, V0 AF —
N=ZFIZEDENETNLE (W THILY Y YLFEFL

0.1 ~ 5% it 0.1% £ | SAEEARH 4mg) BEEFEASFICHEEREREORS L ClEHEEREY
KRR R | B, THER. AR, RE. |PUEOLONE |— REZHEL, FoNTEPERE/NF X —% (AUC, Cmax) i
EFEOLUNE DV TI0% BHEX MEIC THETEIT 21T - 72 /&R, log (0.80) ~
Hikds O B, SRR, B REER — log (1.25) DEENTH V. WA OEMEHRSEIHERS N
RH, D E . TR, O 2
P% e
P Bk AST. ALT. Al-P. LDH. |— — HFEIST A — % BEITA—F
y-GTPOLER AUCo — 36hr Cmax Tmax T
M E Il BIMBREA . Bl EkE | — — (ng-hr/mL) | (ng/mL) (hr) (hr)
% IFERIRIEZ | I/ MRIEAD N TN §E
= N Sy —sorE 1= — AmgTCK | |53380£18570| 568142050 | 5.15+0.88 | 3.93+0.61
ZBA : TuTLAE4 (51686217919 60.39%17.92 | 4.55+0.89 | 3.60+0.53
oM AR, BE, B, S| by L | BE
FR. VIR 1%, MR ) o b | GE B E (Mean + S.D., n=20)
R BaLzaru—LER, WS
[ CK &, CRPES, 1l (ng/mL)
FiREE L5 MRS 8 809
> 70 - : T
HBHEDTRR) B ool i1}
BAEOALFTIBMERNHANLESR, S0 EBOEE T |7 f" o HYFHASEEAmg [TCK]
HEERERVBEMENHOHONLT L M BREE XU EIMOIEE v R AR -0- JusL A4
(NEZOCYH) CERT AL aB BIEEOHEOBERC 5 ) 5| 1) Meants.D.n=20
LEEPLETHS, b 309 |
5% LLE 0.1 ~ 5% i B 207 S
wE | — 5. T % o0dd AR
TEEREE MBELSHRIME. 56DF | OFWV RIR. B1%E . HH44IX o/ TThe
#IETO 123456 8 1012 24 36
R — T E N T T NY R ()
ong (HYFHILS Vs 8mg [TCK))
Hes = %E{é‘?{%@fﬁéﬁfg HYFHLY V4 8mg [TCK] £ 707 L A58 %, Z 0 —
HORIE. B HU N—EILEDZNZN1E (HOFHLYY YLFEFL
T Ak y-GTP L& ALT.AST.LDH.Al-P® 8mg) RS FICHEEROREORS U CmEEHEERHEY
L5 WEEAEL, B5N-EEHE/ T X—4 (AUC, Cmax)Ic
i il ?ﬂggﬁz/}ﬂfﬂ ﬁ%;*l%%‘ H DWTI0REEXEEIC THREHRIT 21T - 72#5%. log (0.80) ~
FHZ . 1R S o
log (1.25) O#EENTH D, WHIOEWZLHRSEAIHERS
= BUN L7 7 =votn  |EAR ;i( 5) O#HFEANTH . BWEIOEYENRFESHERZS N
oMt [fdHUT L BRI R E | R B Y R IR -
EF. MHCKER HEFE. #RaL270-)LE HEIST R —4 BEIST R —%
’%\‘ {%j:]rlfj?L\m:ﬁ‘ MR8 AUCo - 36hr Cmax Tmax T2
ERAA L C (ng-hr/mL) | (ng/mL) (hr) (hr)
14. BALDIFE %Z?{”é@ﬁ 1161.42449546 | 107.80+33.24| 5.20+1.28 | 5.15+1.78
. ILEN
14.1 ZERIZFFDER TaFUASES | 115450434646 | 115.98+31.34| 4.40+0.94 | 4.86+0.99
PTP A% DEHA|II PTP > — b 5B H L CRAT 5 & S8 (Mean £ 5D, 1=20)
WY 5T, PTP U— b OREIC KD BV SEAEH fEk can = o 1
AFIA L, BIZZEIL 2B L TMBIRASOEE L SHHES f%mw
HRTHIENDH 5, i
1404 TT
16. SEYIBAE #oof 1y
16.1 MPEE ;S 1004 Té‘),5°\‘l —o— HYF VLY EE8mg [TCK]
16.1.1 AV TV ViRERIEEZBU c Population 4 50 5 -&fm%M%_
Pharmacokinetics (PPK) &4 j{ $ Q MeanS.D.n=20
TRFRARA S FIE 168 il AREM: & M FENE K OV i A8 B 1 & I 5 607 1 F
FEREBEIEA 30 fl, BEE# 4> BNFERS 180, FEE % 40 ) SN
EHEOSBIEEEE SHl. 2240 6@6N1 2,886 KE & |} s
DIMFA > THILY D REREEZH VT . Fin. (KE, o/ S
JFHEBETEIE (AST. ALT). BHEEHE (MBI L7 F=>, 123456 & 1012 24 36

RERe (hr)

(BUFHILI VEE12mg [TCK] )

HYFHILY EE12mg [TCK] &7 a LA 12%2, 70
AFd—=N—=1FIck0DZENETN1EE (W THILY Y L+
T FIL 12mg) BEKASFIEERBRO®RS U CIMEEHE
HREEEZBEL. Bon-EWEE/$5 X —¥ (AUC,
Cmax) (22T 90% X M TRHETENT 2 1T - 7o/ R
log (0.80) ~ log (1.25) O#FHANTH . WAIOENZHE
SEMPSRER IR,
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HEINT A= BENRT A4
AUCo - 36hr Cmax Tmax T2
(ng-hr/mL) | (ng/mL) (hr) (hr)
D el rCRY | 164080443334 | 141 84£48.43| 5,26 +1.37 | 6.40+2.35
TuFUASEL2]169329+425.98| 150.27+38.85| 4.79+£1.23 | 5.92+1.43
(Mean * S.D., n=19)
(ng/mL)
200
180
1604 11T
flmeHM -
B ol AR o 7V FHILY 41 2mg [TCK]
v ¥ \ - -0- 77 LASE12
7 1007 & ! Mean=S.D.,n=19
Lo 8o ! LN
4 : -
> 6097 N
B : LN
g 407 -
0
O ‘\ T T 1T T T -
123456 8 1012 24 36

iR (hr)

MEEREEIL I AUC,.Cmax E0/ 87 A— 413 i 5#E ORI,
TRROFREVEIEL - B OHBRRMFIC L > TRBDFREEN B S,
16.8 ZDfth

(WY FHILF VsE 2mg [TCK])

H Y FHILE VEE 2mg [TCK] I3, [HEPE L 2EOERH
AlOEMZORSERBETA R4 (FR24E2H29H
EEEHEFK 02205 105)] IKETE, HYFHILY Vi dmg
[TCK] %#fE#ERA & L& &, BWHEEHHFEL L, EVEN
IR E A SN,

18. ERFIE

18.1 {ERER
TuRI v 7 TH0. FOBSBRAENTHEERBD A THILY v
ERVIERZFRRT S, hyTHLY L, 7oXFATFo v 0%
BIEDHE ATI ZEMEEERBISEEL, 7oF 470200
EHERAZHET A EICI->THREMEAZEYT. $4bb, mME
SPERO ATI R BETT X470 v T EERLTEOMEIR
MEERZINEIT 25, BREMEEN LB TOTIVR AT O Vi
BECERRICN 2RI BEEERICBAS 5 8B A6NT NS 9,

19. BMHSICRET DIEBLFMAR

—REEH : I THILY Y YL FEF )L (Candesartan Cilexetil)

{b % £ : (IRS)-1- (Cyclohexyloxycarbonyloxy) ethyl 2-ethoxy-1-
{[2 ~(1H -tetrazol-5-yl) biphenyl-4-yl] methyl} -1H -
benzimidazole-7-carboxylate

G 1 C33H34NeOs

1610.66

&P
B N
B B

N

CHEOERE I EEOBETH S,
FelE (100) 120 RBITR T XY —ILIZRRBITIC
KL IH =)L (99.5) ITIEIFITKL, IKITIFE A EBT
2o AF ) —)VIETE (1—-100) 13RI ZRE 220,
EmEEISROONS,

22. au

(A FHIL9 Vi 2mg [TCK])
100 %t (10 %% (PTP) X 10)
(WY FYILI Ve 4mg [TCK])
100 $& (10 %€ (PTP) x 10)
140 8% (14 $& (PTP) x 10)
500 #& (10 %€ (PTP) x 50)
(hFHILI Ve 8mg [TCKD)
100 $E (10 4% (PTP) x 10)
140 $& (14 & (PTP) x 10)
500 #& (10 % (PTP) x 50)
(AVFHILI U 12mg [TCKD
100 %% (10 %% (PTP) X 10)

23. FEVm

1) FIEBE fih @ BIEMEZE 2017 5 47 © 1353-1355.

2) EERERHE fh : B BERNR ARIESMEE 2021 ; 29 ¢
49-54,

3) KREBVFEIRER fih 3838 SRR . 1996 5 24 1 S875-S888.

4) EHAWE BHAREFSMHE . BIFE . 2021 :
C1455-C1461.

5) HNER : EENESERE (5F 4mg)

6) HHNER : EMENFESERE (58 8mg)

7) HNER  AEMENESERER (58 12mg)

8) HHER : WM FESEMEREE (5 2mg)

24. XHEERERTELELESE
RE[bFEHRRSH  HE - ZifER
T 921-8164 &IRMAZL 3 T H 406 il
TEL 076-247-2132
FAX 076-247-5740

26. BIEIRTRES
26.1 BEERGET

10 REA4ZFHKXaH#

ERFTARITHEHA406F #h

® 2311 D



