sk 20254 9 HBLaT (58 3 b
% 20244F 8 AT (56 2 0

Bp R R
AR - 34

=3 Th W i A
HhoTFHILa

NIT FIbDs:2mg
NI _"!ﬂlaﬂ.lsdm

BAEES

03

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

ZEBIEHA
Vb#t%wﬁ

H-IS,
H-JS,

) _"BIIJB.HEBmg 15,

NIT I Is:12mg -5
CANDESARTAN maters2mg, 4mg, 8mg,12mg -onara.

$E 2 mg $t 4 mg $t 8 mg $t12mg
L s ABEES | 22600AMX01074000 | 22600AMX01075000 | 22600AMX01076000 | 22600AMX01077000
) RIS O £ ) 5 o & | BR5EEAA 20144E12)1 20144121 20144121 20144£12/1
2. B2 mw%%chcm%mu‘_ &) O LA (BIE~ P HE)
2.1 KA DBSHH UBBIE OB D & 5 B At BB D [ A B [~ RES
2.2 ISR L 2 W REVED & 2 &k (9.5 B ‘Z’@@f%gi;ﬁ% BT 5ER

2.3 7UAFL Y7V G oRREEE (72720
MOBEEHE R ZIT> THBMEDT Y Fa—VhiFHL
CAROEBZEZE)[10.1 2]

3. #ERk - K
3.1 88k
AYTHNY | A TFHNY | TRV | h TS
W5ess | v$2mgl 4 — | v ¥gdmgl + — | v §E8mg[ 4 —| ¥ §El2mg
INT NT | INT [F—nTF]
15EH 15EH 1§EH 15+
HREA 7Y HRE > FH|\HREA > FH\HEH Y74
AR vy YLFIVEY Y YLFRIVF Y YLF|IVF Y VU LF
tFV2mgE |t F VdmgE |t F V8mgdH |t F IV12mgd
H il H H
FUBERRM, Py Ewa Y TRy, PyEDI VT
ST UL ANVAA—AANY| T AN AT —=AH N Y
I vA, b FaFrysu¥k|va, eFoFyTsuLk

va—A, ZTZUEN) T
Ve ATTY VBT AT Y

Vva—A, 7T UEBEN) T
Ve ATFTV VR TATY
A, HE5y

3.2 HAD
W, ij—?**fwy > gEdmgl * —
™ 4 ER
AR - | 1 ?Eﬂ i ERA ) O F
5t
EQ] LI i mi
S (@) @E =
&/ "
K& B 7. Imm JEE 02 .6mm|EE 7. Imm JEE D 2.6mm
B 125mg 125mg
Akl R HYTHNY L 2F =T HYFHNEY VAF =T
as Y TFHINE VEE8mgl F — N v FHIVF Vgl 2mgl F —
Wt - -
7 N7
wetp . g | S S DTV OZWEERA] D TV ZWEWEERA Y ©
PR - #DE Y OFER e
KA JLi i) FIA FETH i
we | G — @ —
&/ " &/
K& EAE:7.1lmm S 2.6mm |l 7. lmm JEE 1 2.6mm
Pl 125mg 125mg
il 2R N THNE 8% —NT HYTHNE S12F —NT

4. FHEEXIIZhER
(B>THIVE 2 iE2mg. dmg. 8mg. 12mg[#—/\Z])
OsMmESE
OBXEMEmERE

(BT HIVE 8E2mg. dmg. 8mglF+—/1Z])

TEOKRET. 7

ThWMGE

PIFT Y O EBEREERORES P EY

51 70V 7 v VERBERIER G X L HEENTTbR
TOVWHRWEFICIBIT D ARFOAMEIIMER SN TE ST, KA
. TV T vy UEMEBRINER» SO R THES TS
ZerEMET S,

5.2 7V T v VERBERIER ORMESA 45 BB
B KA DGR E R OV Ak, 3OS 7’//%‘7‘///7“‘}%&4
FRHEH & ARH 2 DR L 72856 O A %1 B OV 4 1Al 32
TV,

5.3 NYHADBEfE 40 IV OB DA 4 B E 1233 2 RA o A P
A LT (EREE A 0) o

6. RERUVAE

(&IMESE)
Eﬂik
WO ACIEIHIN Y YTV E y YL F kT E LT~
8mg%‘filil?x'ﬂ7b DS U12mgE TR 5, 272, B
PEE &k Waicid, 1H102meg2 552G L. LEICS
L8mgF TH#ET %,
N
WE. DR E6E R O/NEIZIHLIE Y Y FH vy v L%

£ F )L & LTC0.05~0.3mg/ kg% #1553 5%,
EE. o Lo/NBIEIHIEA YTV y v LR TV
& LT2~8mg % R —71, PEZS L12mgE THE T 5,
722U, BEERE) A, BKHAE»SEGEZRGL. 4
ELZFSUTSmgi“GiE‘E%Téo

(BREMEMmMELE)
WEL. RAICIEIHLIEY YLy v Y LFEEF L E L TC2mg
P oREIEGZRIB L. LEIDS L8mgE THET 5,

(B 0ARE)
WHE RANEIHIRAG Y7 vy v Y LFEeF e L Tdmg
POROLGZRME L. LEIDS U8mgE THETE %, BB,
FHIE LT, 7Yy T vy UERBEERERN DN X 5 I
EL A B 3 T AR

7. BERUVHAZEICEETZEE

(&M EAE)
ARG A5G0 RAOHBEZBRA W L,
(180T 2)

e 5- BRI I o UK 0 1ML 25120mmH g il 0 #.3F%, B R % 1
IHBE, FRAZHEH LTV EE, DALEOFREED VA
FIE, 2mg/ AP o5 %2iGT 52 & 2mg/HH51%, K
I B O EIENC 3 2 AN 2 MRS 2HMNTH S D TY
HE A2 Tirbhwvwz &,

AAOFEEHIZE ), —@EOLMENEKT Z2EZSTHE2RH
DT, MEFKSH, K O4mg/H. 8mg/H~OHEFIZIE,
MESHoBI%EZ2 51247928, [9.1.3, 9.1.4, 9.1.7.
9.1.8, 9.2.1, 9.2.2, 10.2 ]



8. EELEANIEER

(hBELE)

8.1 BIEEHICE SO T W, LAB6DEXPHOobNLEIENHD
DT, EIEE. HEHOMEIRSER % 0 B2 81 2 5
WIS RDL L,

8.2 T4 IS LW EREF L, Tv It Ty
v I ZHEREEPOAI G- o B R O TR L = -
TYIFT Yy VROMEERIC X A EERIMERT ##2§
RN D 5o

(B OFRL)

8.3 WH, V¥ &) AMH, FURKIFLIHHT S, BB, AFD
B 5T oA PR L Th v,

9. HENEEZEIHBREICEHT I IR

9.1 AHHE - MEEEDH 5 8E

9.1.1 MHMEHRKEDH 2 BEIIFBETCBERZEEDH 5
B

EREERL 2GR VEHAN SN 2RE, HHIEITS 2
Lo BT E ORI S BT DT IC X ) 23 E e
REALSRDLBENDD D,

9.1.2 5H U LMEDEE

BREERL 2GR VEHAN SN GE2RE, HHIEITS 2
Lo BA) Y AMSEZ MBS L BTNDDH 5,

F/o, BRRERE, 22 MO VARORIRFEEIC L) miE»
)y AEASE L ) R WEE TR, MEA YU Y AMEICEET
Z&) \: to

9.1.3 BEARBIEREEDPOERE

(& MEAE)

BRI DEBL, WET AT, B R O EE 0K
OB L RN OEAIAT) T Lo FNICMEDZIIK
TL. Yavz, g, —BEoEHREEREREOKT %t
CTBENDDH b, [11.1.2 BK]

(g 0FE)

ME. B, BlLOHBERNEZ7aE V5 RUBREDORESE
TS Ll oRG 2B L. EERICHEET2IE, 28
RIMMEE T, BHREETH2WVIZENZECTEBENLLD S,
[7.. 11.1.2 /]

9.1.4 EF MUY LAMIEDERE

(& MESE)

DR SHIG L. BT AT, B R E oIRE
HSCBIBELANOHEA AT 28, FRICIELS SR
TL. Yavz, g, —@oERE LR B RO T 2
ZTBENNDH L, [11.1.2 ZMR]

(B OLRL)

M. B, BMORE(NEZ B V%) RUBRZEOREL
TS Ll oRG 220G L. EHERICHETL2IE, 28
RIMMEE T, BHEERTHI2VIZENZEZTEBENLLD 5,
[7.. 11.1.2 ]

9.1.5 DAREDEE

(&M EFE)

DX DL, WMETAGAIIIME, B R OCEHE OIRE
PO LA OEAI1AT) T L. FNICMEASEHIT
TL. Yav 2z, g, —BEo BN LR BRI T it
ZTBENEDH S, [11.1.2 2]

9.1.6 KENRFILTEER ISFARMIEREOHEDH 3 BE

(g 0FE)
BEOMEKT 2T &, ERPEATEIBZENLND 5,
[11.1.2 ]

9.1.7 EmMENHE

(g 0FE)

ME. BE. AMOHBE(NEZa L V5 RUBEOREE
THICBE L ok 2RG L. EEICHET LI L, 2
ZIMEET., BHERTHLVIZEMZREITBZIALD 5,
[7.. 11.1.2 /]

9.1.8 NYHADRBES B I HED BN EEE DSV IEH OFLEE

(B oA

ME, B, BMoEE(NEraE %) RBEOIRES
THICBE L 2ok 2MA L. MEICHET LI L, B
RIMEAT, BFEEKTH20VEENZEITBENLED S,
[7.. 11.1.2 1]

2 BREEERE

2.1 BEZEDHIEE

= I EfE)

BRI DB L. WET A AITIME. B K OTRE o IRE
ECBISE L 0SB4 1CAT) T & FAUCIEATRTUAR
TUL. Yavy 2z, L —B%komEy kBt oIk %k
ZTBENND S, [9.7.3. 11.1.2 BHH]

(8 0RE)

ME. B, Ao (NEZ O v %) LEZEORES
TS L ALk E 2B L. MEICHET L L, AL
LRIMFEET., BHBETH 2R EMEZEITEENLLD 5,

BV OAREDOBHERERICB W T, BREEO SRR T3
HoOENTH -7z, [7.. 11.1.2 BH]

9.2.2 MEBHHDEE

(& MEEE)

DI VBB L. WY 258G MER CEBREDIREE 4512
HBRL 2RO EAI2IT) 28, FNICMEP2BICIET L,
Vav o, K, —MEoOEREEERITBELED S,
[11.1.2 B]]

(B 0RE)

ME, BMOEE(NEZ TV V&%) LOEEOREZ 45108
BLDBORE2ZMBL, MEICHET 52 b, A8k TR
THrWIEMEPREETBZNLRD S, [7.. 11.1.2 BH]

9.3 FriaeEERE
VPO ERET 5% SEEICES T 52 . IFHRENE
LT 2BENDH 5, Tz, WEREWA > FHVy 02
T I VAMMET T A EDHEEEIN TS, [16.1.2 ]

9.4 4JEREEH T 2E

9.4.1 IEHIRY B FIREME D & 5 L4

HIRL CTWA I ENEBENT T v IV 7 v v BB E
K7 v oF 7 vy v IZREEPA 2 L. IBE - ik
BB (R, HE - N - BOREALE, TS HRD
SNTBIHE SN TVWBLY,
ARA O G B, REBEOAMED R L CAFIRS 00
EM A RIS L. R EOE R G ZE B2 &R
ENDLGAENCORIEGTHZ L, T2, RGPV ELRYEEICIX
ROPFFHHFHETH T Lo [9.5 B

(1) AHFBGBIENNCHFIR L TW AW E 2R T A 2 Lo AH
By, HRLTWARWT &2 @ISR L2 L, &5
FCHERASEI L 7238021, b icS5 2 k352 &,

(2) ROBIHIZOWT, RAEZKLGHGBRICEZICHBET 2 L,
o, HEGPLLESUHNT LI L,

CHEIRIICARH 2 L2 A. RIR - BRI EE R F T
VRAIHHAHI L,

CTEIRASHIE L 72 S8 N A A, R A I HH M BRI R
THZ &,

CERE EI S A A, HYEICHZRT A &,

9.5 111@

IR SOZIE R L TV A WD & 5 I3 HxE L nwa &,
B G RASHID] L 2381213, B IS 2 ka2 b,
RPN R ORI T v V47 v ¥ v D2/ ERERAI T ~
VF T vy ERBEREERE S SN B TG AE,
BRI - HrAERORRT, #FrAEROMRIIME, BAE, BH Y 7 Al
JE. BHEOEMAE K OFRKBDREICE 2 LI N UKD
i, BHEHFHOZIE., MOBREREND bbb & O
Hbo [2.2, 9.4.1 B

9.6 B3R
BALBZWZENET Lo Ty b OREN R ORI AH
ZURiRE %54 5 &, 10mg/kg/ H DL o BT H A B IZKE
FEDFEAERMDED HbNTVDBY, B, T v FOHERN®
Ay DLV BIAMORICAH EZ G LEE, wind
300mg/kg/ H THA RIZKEHE DA RD SN TWwb,

9.7 NR%

9.7.1 fRHZEMRTEIR, BRI FLIE (ki) 208 & LA
BIVE R O A 2 FREE L L BRI NG L T e,

9.7.2 %EMkA & (GFR) A330mL/min/1.73m2A i O/~ i 55 %
R E LA R O et Z R & L7 IR RBIEEH L <
W,

9.7.3 EREMLOMIE A ) 7 MEFEFERCBLT L L, AR

FORMETIIERERE 2D L% v, FRIC, BRI

R RITTIRE GEE, BK) o BF IR 2 H5-T 2 546%

Mg A7) w7 MMEi%E EH XGRS Mo 3H L T 5

BAREET AL, [9.2.1. 10.2 ]

1.9 EZBBIEDCREEDH 5 BE



9.8 EEE
—HRICHEDOREE I T LR e ShTwd, TEZEEINE
ZhHBTND DS,

1.1 EXLENMEAR
sk 11,11 MEMEZE HEEA)

10. #HEAER
10.1 GHARZHALEVNCI L)
A BRRAED - S 7 - feli T

TYAFL VTV
i
FILA
CHE R JB T
T AYfe 72720,
Mo BT 2 AT o
T ABMEDT »
FE—=LAFELLAAR
BoB#Ezk<)
[2.3 K]

FEFSEVERZE R, R
REREE. W) v Al
SER OMRILIE D) A 27
WmaHE shTn
%o

Voy-7y YTy
SRR A R S 05 W)
HEMD D %o

10.2 GHAER (BHA

ICEBTHL)

FAE

B RIEAR - 518 7

B - el

H ) 7 DARFFER R A
AT /)57 b
MY T ATFL U

7LV /Yy

B 7 BAHREH

[9.7.3 /]

I A1 ) 7 AMEDS E5-
THIED DD,

AHOT IV KAT T 5w
WHIERIC X D B ) 7 Ll
MUEM M 522 &12 &
5o

bR T ¢ R B e R
DHDHEBH

[9.7.3 ZH]

TTBENND D,
eGFR2°60mL/
min/1.73m2:i O &
BEREREE D B 2 BE
DTVAFL TN
Wi L oIz WT
[ESRTES ) R A s

FFRFH FIRFA T & 20 C | FRA CTHBE LT 5
Jat3 K VD BHITHRAN 21D | BFITIE L = VIEMED T
M) ZaNAFT I THESTAHE, BIE|LTWBEENS L AR
N4 VER AR 2 B2 DR LT\,

[11.1.2 4] B BDT, LEsd |G 5T FRF
FIGS 5 % SEEICHR |G 2 G L2 BE
5452k,

TYAFL 7<)V ERERE, Vo \L=v-T oIt Ty

i 2 MfiLE fz ORI %2 | R B VR 25 B iR S v B W]

HETED D % o

nTwab,

W RIS B YA %
rEEysz L,
Ty IF T Y R R, w0
i 35 B 55 ) 2 ILE B OV 7 k2
[9.7.3 K] CTBENDD D,
) F L VT ARG S BRSBTS ) F A

DFPIRDMEE E N2,

WOIHKNZ X Y OEFA

FEINTWILEAE
7y rsry
> R IR L
O BT
(2) v —FFIBR A K
O ) ZARFFPER
PR

(7., 11.1.2 ]

PR AN 4 D R 3R
T3, AL o Pk
REAHAZ IS 2
LB BA 5D
D & S ORIME D FEBL
DS L hORLE
Ao
FHREKTH2vi3H
Mz BThdrd
%o

DVv=v-7yIF7vy
ARMEERA R E N
WRENED D %o
(2)FRA T & % T
WA BFIIE L = ViEEAs
T LTV EHENEL <
FRIDZER LT

fe BRI T o T 7 R
L2 N ol RPN
HED B ARME O EF
NYHAUHRE /T 400 b
I TAR L O a5 B TE LAY
el BREODH LB
o MEEN OB H

AT T A PN g
Jifi# (NSAIDs)
AV RAY Y V5

FEFEAE I A%RE5 9 % 2
LB B

AT T A FPEH S A
MERRIEN 2 A3 %7
QAy 7YY yDEEE
ESTLZ e, BEME
FH 7% 0889 S & 5 W REMED D
LLEZONTW5,

FHEEDD L EHT
. S SICERREATE
LT BBENDD S,

AT oA PN 2SR A
DTURY T T TV H
BRI & 0 | i
PWERTT 2720 Ez 0N

TWwb,

1. BMEA

ROFEWER DD b D Z E03d DT, BlgE T7IlATv,
a2 kT % 7 S R ALE & 4T

LA R (W
)T &,

PRI, USG5y W - WRBESE o TR 2 050K & 3 2 A iR 7
HobNLI LD D, F/z. . WAL W, TRk
I WA A YRR D HbN D 2 E D b

11.1.2 a3y 7 HERE), k@, BHERGEERE, 72720
PP OAREOREE0.1~5% i)
G R, EAN RS D S b A I1cid, lEHI#Y) %
WUE &) 2 k. [9.1.3-9.1.8, 9.2.1, 9.2.2, 10.2 ]
11.1.3 aMBEE BEAN, 272 LEBEOALE0RE130.1~
5% A )

11.1.4 SAH Y LMAE GEEART)

11.1.5 FFipeEs. SECHEEARH)
AST. ALT. y-GTP® LHZHOEiEREE D bbb
7\)3‘&60

11.1.6 EFERBRAE CHEAH)

11.1.7 ERUBHBARRAE (HEEASH)
WA, BJ1&. CKEF. bR ORFP I+ 7ee sy A%
B e T AR IRIE DS S b B 2 ENRHLHDT, TDX
I REAIZE B IS Ak L, R E AT 2 &,

11.1.8 FEEMER 2 CHEEAH)
SEE MK, DRURIREE, SRR A 2 b O YRN8 B
S5bNAIENHLEDT, TOX)HHEIIZHES 2L,
R ARV E VR OP GO LB %179 2 &

11.1.9 {EKIm#E G AH)
Bl &, Zelii&, @iF. ToRa. Sh T, 8, Zikk
BEEADH SN ARG 2 hIkd 5 2 b BRI AT
DEETHLLIR TV,

11.2 ZOMOEIER

(EIMESE)
0.1~5% A 0.19% Ay | SHEEAH]
W 5. 5. BB, F O b
B
GER HE WV, S50 E, b HA, BFE WIS,
13TY LAY
R RSR | B, I, IR, IR, O LMo L
HAbR L, MR, ERORIR, B EEAPUE, | R
D, L IS
iR AST. ALT. Al-P. LDH. y-GTP®
5
iR i, FIMEREA . FMERME L, IR
ERWZ . /MR A
ek BUN, 7 L7 F=>DLt5, HEHR
Z DAl BRI BB, S, BUR. B MK N ) [ HE, B
B, A ) A S BTV AT AE, | FE
0 —)b k&, mACK SR, CRP LS. | BT HRE.
MR F 5, MER S v 87 WA | A

(BEORE)
B OAEF TEEIMEICERTH L SA S5O, K
JE. BSBERE R ORMSED D 5bhed ., IE. B
DCEIMOIBENEZ U V) ICHEBET S L, B, WILE
SEDWADOEWEHIC D IFEENLETH S,

5% LIt 0. 1~5% A AR
S ERE BB, TIHIE
MEBR % TH LS A KD T, EIR B B,
M+, »52% [13TH
FEAAhRE R B, IRAL AR, BHEK, L
O
AL Tl DERER. FERS. H .
138, BRECSLE . MR, AR
R, HiAPUK
JTfi y -GTP L& ALT. AST. LDH. Al-P® h5H
g A 1in EMERIE A, IFERERHZ . [l
BRI, /R
Mk BUN, 7 L7 F |&HR
=N
Z A M s ) s bRk, Biyi&,. . iRIE. Bl B
o A OREE LSRR, B L AT e =y A
H P CK ES (K MY AdidE, iRy v
N7 WA

14, BWHALEDEE

14.1 FHIZFEFOEE
PTPEZEOHEANIPTPY — bS5 L TR % X 9 f8iE
F252%, PTPY— FOBKICE D, FICHIAEEA R A~



FAL, BIZI3gILE B 2 L CHERRT 45 o | 2 G 0HE & i
BT DHILDD D,

16. EMENE

16.1 MmeiRfE

16.1.1 RE&RE
AT o5 L A R 81 (38~687) 12\ 1 H 1IMldmg & P24
MIEES- Ly S SIS HREE SR 07 H B S L2k, wih
B MHNTE B O 7 > 7V & > R OCIEHTEACE M- T
AR E N B A, REMEFIEE A CHRB SR, THH (W
ml$5-2) L O9H H (TH MRS 5-5) 0 5 & 790 5 > Ol
IREE I3 HA~6REH PRI Y — 2 1T LB, R4 RT3 5%,

IZAN AN

.\\I N \\I N
HN O HN: O
o} o]
HO HO O
) —0~~CH3 k)zo
N i
ATHNG M-I
N Cmax tmax  AUCo~30n ti2a tizf
=2y My
WER BGH (gml) () (g-bml) () ()

Hy7H 1HH 55.1%£19.9 5.0+1.1 428+91» 2.2+1.4 9.5%5.1

V& 9HH 55.7+14.1 4.5+1.3 509=151 2.0%0.7 11.2%7.2
M-I 1IHEH 8.3%2.7 8.0+1.9 136+48» —— 8.9%2.69
9HH 10.9+3.4 6.8*1.5 19764 —— 13.7+6.12

)T — M AV FEFNICEDIEE L.

b)n=7

16.1.2 MpAH>TFHILE 2 BERFEEE AV /Population
Pharmacokinetics (PPK) f&#f
TEHE RS 1 HE~R16861, A REPE ) I 9 B OF v i AR R 4 55 1 12
SE R EA30B], BB E A b D W B 18, R &
I WILESE B E 8B, §1224612 4% 5722, 886KE T i 7
TV PR E VT, PE El. RE, IFRERE IR
(AST. ALT). BFHEREHEE(WEZ L7 5=, BUN), I+
TNV I MEROEMEOHEE A Y FH VT DI )T T
Ay BAER. XN F TR T 74 & ORHEYE % #
L7z BPRE S R (ASTE>40 U ALTAE>35) 12 BT %
T)T T VADPASRIET LI EDRHEEENTWSEY, [9.3 &
Ig]

16.1.3 EMZHIFEIZFMHER

(BoTHIEfE2mg[F—NT])
HYTHINEY vEE2mgl A =Tl Tu TV AG2%, 70X
F—N—FL ) ERENIED YTV Y YL FEFILE
L TENZEN2mg) e A T M & B Rl R % G- L g
EHEACHY (B 7y V) REEZNE L. 155 73Tk
785 A —% (AUC, Cumax) I22 W T0% 12 BEIX [ 12 CREEHRAT
F47 o 72453 log(0.80) ~log(1.25) &P TH V. WAl D4
WA F B IR SEVE SRR S 729,
SRYEHE /ST A — ¥
AUCo—48 Cmax

(ng - hr/mL)| (ng/mL)

(CF¥#fE=S.D.n=8)

ti2
(hr)

12.8%£3.8

tmax

(hr)
4.5+1.1

B TFHIVE U
2mgl 4 —/17 ]
Ta7L A2 |24

24| 283.1£84.5 | 27.60+7.86

251.5+68.4 | 23.96+6.01 |5.0+1.0]12.5+4.4

(P =S.D.)

(ng/mL)

10F
m
;E 30 —o— B FHNY VEE2mg[F— T ]
5 | —e— T 7L AEE2
F P39l = S. D, n=24
7 ot
1%
A
=
' o10F
E

Il Il Il Il Il Il Il Il
0 24681012 16 24 30 48 (hr)

15 1R
MEHH > FH N 5 VR OER

(hoTFHILE fEdmg[F—/NT])

HYTHNY YEEdmgl A =T LT u TV AgE4E, 7O R
F=N—FL ) EFRENIED YTV Y YL FEFLE
L CZhENdmg) A Y T IR O 5 L i
EHARH (H > Ty V) REERE L, 155 N3 EhE
285 A —% (AUC, Cumax) 22V T0% 12 MEX 12212 THREFHFNT
24T 7245 R log(0.80) ~log(1.25) OFPHTH b . WiHF| D4
WA R SRV ASHERE S 729,

HWERE ST X —F

AUCo—48 Cmax
(ng - hr/mL)| (ng/mL)

tiz
(hr)

tmax

(hr)

VIt o A

Amgl A =7 ] 221 366.8=72.4

33.28%£5.84 |5.0+1.0(11.4+3.6

Ju7s L AfEd |22] 382.1+85.8 |35.57+10.77|4.5+1.2|11.4+3.3

(P =S.D.)

(ng/mL)

50 -
gﬂl 40 -
,’E L —o— W Y FHIVE UEEdmg[ A =T ]
5 —e— TuTL Ak
S 30 |-
z P~ S.D, n=22
i

2 |
? 0
> L
R
B 10-

Il Il Il Il Il Il Il Il 1
0 24681012 16 24 30 48 (hr)

R %R
MAEH 7 > 79N & P REOHER

(BoTFHILagEsmgl4—Nn7Z])

HYTHNY UEE8me[ A — T L Tu TV AR, 7 TR
F—nN—FlEhEnhENEED Y THLE Y YL F TV E
L CTZNZN8mg) R A 1S & HL I RR 45 5 L C g
WHARE (> Ty V) RERIIE L. 155 Nz EhE
285 A —% (AUC, Cumax) 22V T0% 12 MEIX 242 THESHFHT
AT o 745 R, 1og(0.80) ~log(1.25) O#PHTH ). MWiHl D4k
W2 ) SR VE AR RE S 17290,

WY ERE ST A =%

AUCo-48 Cmax
(ng - hr/mL)| (ng/mL)

t12
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tmax
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BTN U

Smal =15 | 21/866.0+192.9

80.10+22.14|4.9+1.2]10.5%3.3

a7 L A58 |21]882.8+190.1(84.80+29.54|4.5+1.5|11.5+3.8

CF¥fE+S.D.)
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I 100 -
g [ —o— BV FHIVE ViE8mg[ A — T ]
5 80 + —e— 707 L A§E8
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2 L
> 40
i L
B 9

Il Il Il Il Il Il Il Il Il
0 24681012 16 24 30 48 (hr)
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e ¥ 7490V 5 2RO
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BTG YEELR2mgl =T LT a TV AGELR2E, 7O X
F—N—CE D ENENIEED Y TFINVY Y YL FRFVE
L CENZN12mg) RN 127 £ HE R e G- L C e
GG (B > TV S ) IREERRE L. 55 N3 E)
/85 2 — % (AUC, Cumax) 122V TI0% [EHHIX B THEEHR
W& 47T - 72k 5. 1og(0.80) ~log(1.25) ®#PETH V. WHID
W2 I S AR RE S 720,



HYHE ST A —5

AUCo—48 Cmax tmax t1/2
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N TFHNE U

12mgl =15 | 20| 1221296 | 101.5+34.1 [4.8+1.4|/9.0%1.8

Ta7 L A2 |2

(=}
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B 5 %R
Mg A v FH N7 VREOHR

MHEHREEENE NICAUC, CanxFD28T A — 5 1E, HERE O,

M OPRILAEL - BEED LM X > TREZ WM D %,
16.3 9%

AYTFHIVE e ol 4%t MIE T VT I VERICH
MUZZREOBEARAEFRIE. £ DIZ9%ULTH B (in vitro) o
16.4 R34
UCHUFHNLY Y YLFEFNLVIEIINKRFINIATFS—F
WX DEERB A Ty I RE I, XS —EAT
CYP2CIIZ & 0 FETEPEACHTIM- T AL S 5 A%, AREME I
JEIEBRZICH TNV Y Y Y LFEFNERGLEEEDOM-
I O I i e Je R kSR A~ OV 7 2 o i EE K OY
JRAHEIESR I S . CYP2CODMIEME T & 5 7 ¥ 74
VT Y OMPPRENDEEIIV Ve EZ 55,

/2, HUFH LY VIZCYPLIAL, 1A2, 2A6. 2B6. 2C8.
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16.5 HEittt

ARRE kW M SE HR T (38 ~6878%) 8B, 1o i A BEVE: 1o ML HE S JR
(65~70i%) 661, FFREEE LD WIMLEREBZ 8B, BB L9
IR B HSBIIC T H1El4mg 2§ & I EH S L, 5121
HARSR 3 H7 A B ARG L7z, Wi g Rz k2 bk
B EIT, HURE O N Ty v R IR S
M-T AR S NG, 524 TORFB A Ty VR
M-I OFHEM AR S EIE RS TL1~12%. mikaAREN:
R MEE B TIR10~12%. WFBEE 2 0 5 & B3 TR 10
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VL E o BASH G- R0 MR i . R BRI 5 AT, RIEMS
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BE RO S M) WILEE RS & D ICERT R sk
WEEZ HRBLI,
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16.6.1 BEEHRE
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16.6.2 FFEEHRE
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RIS O AT OB - BRI & 47 K923 A DR b [ B
DU % RS 5 p 7 & IR DAL &P L 735
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