20204E4 H 83T (5100
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AREARE - 34

Fiilt 7 > VA 7 ¥ 7 v TR PUEE /At Calb Bk i &4

HARER HrFHLvy sy yvdeFu - 720IE XYV HBESE

LI N IysE 47 S

1) R - ERSE O LT RIS L VT2 &

L=27 Bc8fELD
L =27 BSfEHD

BFEERRIEES
872149
ARES BR7chAsa
LD 22200AMX00315
201046 )1
HD  |22200AMX00314

UNISIA*Combination Tablets

2. BR(RODBEICEBELEVWIE)

2.1 AFOW S H Vb e Favy vy REHNIRT S
EIEE D ERED B 5 B
2.2 WU HR L W B MR 0 B 5 ek (9.5 2]

23 TYVAFL Y I NVIEBREEZ SR OREIRKEES (72721,
O BEEFEBEEZIT->CTHRBIMEN T Y br—=V2FE L LA
BoB#zkkd) [10.1 28]

3. #HRE - MWK
3.1 f8m%
Wi5e4 2= 7R SELD 2= 7 LA $EHD
1§er 15erh -
TN Y YUFREFNV |\ A THNVY Y YL FEFN
ARV ?L\n-y‘lfy/\‘:/w@iﬁsmg TAU-‘/“E‘//\“-‘/)I/EQﬁSmg
3.47mg 6.93mg

(72ay¥rE&LT2.5mg)

(721 YEYELTing)

D-w = F—J, #Eit
O—A, eyt
VElyua—RA, ¥/ 0d—

D-wr=bt—, #Hkt
H—A, e FaFy7ror
Vel ua—RA, ¥r7u0IT—

AIAL 6000, Bt = mefLsk, » | M6000, = REALBE 2 o
OAHNVAT—=AF YT L | AANAT—=AF MY 74,
ATT) VBT AT T A ATT) VBT AT A
3.2 HHIOMHR
WE s =¥ TR LD 2= 7R §EHD
- #HE iRk 57 PRt O F e
v r | @ @ O @ @
Ef% (mm) 8.6 8.6
5% (mm) 5.1 5.1
JE & (mm) #93.0 #3.0
it (mg) 130 130
Ak — D 272 D 273

= I AE

4. MEER(FFHR

5. #hEEIRHRICEIET 2R
5.1 HEZRIMEMTOBTHEND D KH & mILEGHO 5 —

BIRFEE LTk,

5.2 Al LT, Ay FHNVyy Y LFLF V8mgh 7Y

¥l LT2.5mg~5mgz AL Cwala, Hrwvwidwnih
MR LIE T Y O = VAR5 LE12. REIND
Yz eMads2 L,

6. AERUHAE

BARIHLIEE (D Sy Yy Y LdFeFu/ 7200
v & LT8mg/2.5mg X d8mg/bmg) # #1151 5, AHITE
M EHFEOE—FINIE L LTHV v,

7. BERUVAZRICEET 2R
UToOHh Y FHIVyy YLdFteFhb7aad¥rXyIVEEE
O - HRelEz,. BEBIIHRZRODL I L,
(BFHILEL YLEEFIL)
- BSInERE
HEHEL. RACIZIHLIEA Y F vy Y LFREeFILE LT
~8mgZx OG- L. LEIZS U12mgE THET 5,
72720, BEELNE)BAIE TH1N2meh 5% 5 % Bk
L. LEIZSL8mgE THET %,
(7 LODENDIVERE)
- BSInERE
HEHE. RAICIEZ 7Y e LT2.5~5mg%x 1 H1ERE
595, B, RIS UBEEEET %205 RS T5 %Y
BIZIFIHIMI0mgE TH®mT 52 LA TEX %,

8. EELEXIEE

8.1 AHNZ, HYFHVy Y YLFEFA8mgkTLrUIE VL
L C2.5mgd %W I5mgt DREGHITHY. Ao THLVy v ¥
LEFEFLETARIE VR VEBER S ORWEHA5HBT %
BENDDH L7720, BHUNEFOMHEMET 52 &

8.2 BEEMEMICHDK DTV, LAbD2EVHLLNLEI LD D
DT, FHENE. BB MRS G & E D B R BT B B
I3RS EAZ L,

8.3 FANRI2AMFHIEHG LW EAEF LV, Ty I+ T
VI ZEEEDAE S o BB BB ORI =v-7
YIUFTF Y Y ROMHEERNC X AR MERT 2R 3
BV D %o

8.4 721 VV ARV OVER I AR RN AR < G kg
LRIG R BEER RIS RO SN D DT, AHFG LI Mo R
FEA 2T 2 L &3, HEECICERGHBICEE T2 88
HOREZHREL 2 SOHEEICKRG T L,

9. ENERZHI2BHICHTIEER
9.1 &fHHE - IEEEDH 3 BE
9.1.1 MRIMBERXEDH 2BEXNIFECEHREEDH 3
BE
HHERLLABERVEH SN DA ZRE, HFHITETS
ko
HYFHINE Y Y LFEFIVIE, BFMTER DR R KRR A #
JEORTICE ) B3I BERELE L2205 5,
9.1.2 A YUY LMEDEE
HHERLABERVEH SN LA ZRE, FHITETS
ko
AUTFHNY Y Y LFEFIVIE, EH ) T LMNEZ BIEXE S
BENDEDH S,
F 7o BRBEREE. 3V Mu— VREORHRFEEIC XY G A
V7 AMEDE K R )R T WEE TR, WEA Y 7 AMEIEET
Z):&o



9.1.3 BEABEEEIPOESE
ME, B CBEORELY BT 52 L,
HYFHNE Y YLFEFVOEGIZE),. FIICHED ST
WWIKT L, Tay o, Bt — 8o EREOMIT
BRITBENDSD L, [11.1.2 ]
9.1.4 &7+ MUY LMFEDEE
ME. B CBEORELY BT 52 L,
HYFHNE Y YLFEFAVOEGIZL),. FIICHEDEHK
WWIKT L. Ty o, Bt —#Mo NP EREOMIT
BRITBENDSD L, [11.1.2 ]
9.1.5 DARLXEAHT 2EE
ME, B CBEORELY BT 52 L,
HYFHNE Y YLFEFVOEGIZE),. FIICHEDEHK
WWIKT L, Tay o, Bt — 8o NP EREOMIT
BRITBENDSD L, [11.1.2 ]
9.1.6 EXBHMAEDREEEDH 3 BE
9.2 BiEEEERE
9.2.1 BEEDH5EE
MUE, BRERER OCBHEORELY T B L a0 S HEICHEYS:
THIE,
HYFHNE Y Y LFEFVOEGIZE),. FIICHED ST
WKWIKT L, Ty o, Bt — 8o NP EREOMIT
BRITBENDSD L, [11.1.2 ]
9.2.2 MEBEHHPDEE
ME. BRERERCBEORELY BT 52 L,
HYFHNE Y YLFEFVOEGIZE), FIICHEDETK
WWIKT L, Ty o, Bt — 8o NP EREOMT
BRITBENDSD L, [11.1.2 ]
9.3 FFi%pEEERE
AYTHNE Y LI FIVITIEREELLS S BENEDH
bo T2 WEWHERBWA CFHINT DI YT T VAT T
LI EDHEESINT WS, [16.1.3 5]
TAuYE yRYNVERIZFICTFCRESNL 20, FEED
H 5 BH T AP EE 28] 00 G 5 K OF I F i B - I ) R
MR (AUC) AR T B LhdH b,
9.5 1Fi@
TR TR L C WV B T RETED & 5 M Iid#% 5 L vz &,
GRS L 22 a121d, EH IG5 2k a2 k.
ERP R ORI FH Ly v YL FdFeFARELT VY
T vy N ZHEREYART vV T vy v EREEE L EA
P s Nz R O B TR AE, BB - FiA R o%E
Gy FAEROKIME, BAS, A Y AlE, HEOBEA
EROFEKBARE X 2 EHEW S 5 DU O Hf, S5 O
. iORIERED S 5 bz 0oL »dH 5,
T AU T Y Y RYOVEREIZ B B IR AN G- 5 LI
IR R O IEE 2 2 B0 6N Tw5, [2.25
it
.6 BRI
BILLZVIEDNET L,
F v FORFEMROEALICA Y FHLE Y YL F TR
P53 5 &, 10mg/ke/ H LL O BECHUVE I KEE D %
ERMAROONTWD, BB, Iy FOMERHOAR, 2
WAoo ARICH Y FHVY Y YL FeFVERG LY
Ay W3 300mg/kg/ H A S KERE DO BN ASEED 5 1
TWwh,
TAuIE yRYVEEITE AP ABTT A 2 LGS
nctway,
9.7 NRZE
NS R G & U7 BRRERBRIZ IR L T v,
9.8 EipE
9.8.1 —MITBEORKILIIFE L WL EINTw5, NS
PR DBENED 5,

9.8.2 720 YK UyRYNVEHEHIZOWTIITEDY 5% % Fih
T 55 EEBEICHS 52, RAERERER T <.
AR RS R < % A MEIIASRD H LT b,

10. HHEEA

7AYo HEICIZTEE LTEDNR

LTwaEEZ 6TV,

*®e2
=

10.1 A

BRALAEWIE)

W EEFCYP3ALD B G-

AN

B AREAR - BB Tk

B - B T

TYVAFL Y77
fizaiy

FIVA

B DR 93 .37 (Al
M 286, 7272
L. o B G
o Tb B
JEoary ba—)v
DBHELIABOR
HERBEL )
[2.3H#]

Bl A I N v
REREE, B h ) 7 Al
HE R CMERALE DY) A 2
BmAHRE S Twd,

R R AN
BH T 75 A3 3 5 S A0 % W g
MDD %o

10.2 GERERE (BHRICER TS &)

ESER

B PRAEAR - 5187 1%

BT - faBri

BEEAER 2 453 % i
[2F Sill
B T
—rasrytky v
SNTFF T 4V

REEAE T A3 RS % &
TN D Do FH
FICHERT LI L,

e BT O R 7 2 B JEAE
XD BN IcER
T,

B ) 7 DARFEEFIIR

#l
AR5 v
)T ATFL

M3 # ) 7 A A5 L5
THZENDH D

B THNY Y Y LFEF
VDTN EZATFa 5l
FITEHIC XY AU AP
TERIS 3RS 2 Z L2 X %,

7LV fa bR T R R
1Y) 7 LA DD

FURA FRACTHAEZ 2T T HIRATHEREZT TS
PA=EE WD BFITARAN Z 0 | BFIE L = V2Tt
M) 7BV AFTTHESTHE BIEL TV EENL L A v
VN TERART 2B 7HN sy > YL FeF

[11.1.2 2]

WHoHOT, HEITH
5452k,

BRHLR TV,
fe B IR F o R LS i 3 R PR A
5% bn LB

TYVAFL Y73
[

TRERRREE B
v AL E S OV I 1
PRITBEAND
%o eGFRA60mL/
min/1. 73m>Ai O B A%
REREE D & B BFEA~D
TYVAXL Y7V
i & DIz VTR,
BEERPGEHLRVE

VEy-TyIA Ty UR
BHE 1 A0 3 S 2l g
D %o

S A4 Eax KR &
WFHZ L,
TYIFT v R ERERE, B Y
L 3% B 55 4] 2 ILE B ORI % 2
CTBENDDH A,
R F 7 A HYFHNY Y YLFIASFFLY Y YL F RS
EFNVEDHEHICBV VI X ) ERME BT S
Ty UF 7 A PEN®| Y F 7 20 FRILH i X
HENTWA, na,
AT T A W 5| BRI 2508553 % 2 |JEA 7 1 4 PR 288 7
$AI (NSAIDs) LD B, WM ELRER A2 E T 57
PN VS OQAY T VOHW%E

HEST 22 L2 5, BIEMS
% 59 & ¢ 2 T HEME A D
LLEZOENTW5,

BEEOH L EF T,
& IR EAL T
ABEINDD 5

R T v A4 R S8 A
DTORY T T 2T VA
B & 0y Bl =
PIERT§s0EEILR
TWwb,




A TR ARAEIR - Hi i 5 BT - fekrE T
CYP3A4 B EH) TAuTYE YOI T Au VY Y OB HEA

I AL Ty R AT BTN WICHE SN Rt E
INFTEL Hbo AHNb,

11.1.10 M/ CHEAET)

1111 BE7Ov 7 GHEAH)

IR, O FVFEOYMBERDSDH Sb b 2 LD 2,
1.2 ZOfDEIER

0.1~5%Kiil BUEEA]
U B, J95. FIRE. £ O OLHGHBOE.

ZIGALBE, M5 5¢

) FFEL zyzuxA i
A NSAFT=N\TINFTELEDHM
& I2&h, 7ruvEy
DML PEEEDS E5A L 72
LOREVD B,
CYP3A4E#] TARYE YOI T Au Yy o

V77 Y VE I EMET T2 BN SNDWRESEZ OGNS,
H5bo

B O F WEL AT TR IR BIR 550&Y, UH SR,
D (B, B e, UANIGE. (DBEMIEL. BTy 7,
W) . MEARE [#k

TV =T 7N = |EEERAPE S L 7L —T 7 V=V IilEEh
Ja—2R BEhrd s, LIRGDT AV Ot
WEHEL, 72uvE s
O ML EE A 5 B T Rk
UrEZOLND,

TR O, IRA. WO L, BHER, AR,
MR LUk, SO BhaE, ARM R AR

HRHR, HEARSMEE IR

HALar (= N P N - I o7 A - > N 1 o Y 57 U
I, T | R BRAE. PEERIEBN . I gE IR
AR, B K

T AU TE YRV IVEEFIAHTH .
R I AY I A
80mg ([ P KK B D
i) L oL D,
Y UNAYF Y DAUC
WT7% L5 L7z & o
LB 5,

PRZAY .Y A

JF i ALT. y-GTP|AST. Al-P, LDH® L5, JEK
D15

k73 FIMLERSE &, F | &, FERIRA, ARIERIKA . 2E3E
ek %

Bk BUN® -5} JLT7FZr0 R, AR

ZoM % B, MR s U A Lk b Y o A A,
CK. LS. MAfg | Wi, Ak Bk, 5. S, 3
M b S SRR, AERIBUR. RIS, TENE, #&aL R
H Fu—N LS, CRPLS., Wiy > 87k
W AEF N AL BTG, B
ORI, Pk E, PERREE,
GERIIC & 0) SRR, LHALTLE. BE.
3. SRk KRR TS, B, K
WA, B BRI, S

B EIRE, BEPRIE. PR 7 B R T

‘A" DNV FAUVE YRV LEE| T AV S 20 A
WEOPHICE Y ¥ 7| 213, & LTCYP3A4IZ X
Oy AZADIMHHEDS| D RF S NDL 0, I
FHL, HFREESE0Z | LD 5 7 0) 2 20/ H#H
70 ) AAORERD|HE SN WREEIE 2 5
KT LBENDD L. |5,
BRI ICIE Y 70 1) A
A O I B & =
F—1L. LI LT
yrual) AADHR%E
WETLZ L,

11. BIfEA

ROBMER DB H b DT E0H5HDT, BEE 5147\,
B RO SN EITR G %2 Pk 5 7 LY 2 0L & 1T
Tk,
1.1 EX&EIER
11.1.1 MERRE CHEA)

B LUS. . W - WEEEAE O JEIR 2 ek & 5 2 AR IE 25 H
SbNEIENH D,
11.1.2 Y av ¥y, K, BEFHEER TR LHERHE)

i, WM, ERRNERS2D S b EICE, EHICHE A
WEZ479 2 ko [9.1.3-9.1.5, 9.2.1, 9.2.2, 10.2, 13.1%
]
11.1.3 2HBEE HEAH)
11.1.4 &H Y7 LIAE GHIEAD])
11.1.5 BIERFR. FFHEEEEE. JHE (TS HEAH)

AST. ALT. y-GTP® A5l ENDH bR D Z Lt
Hbo
11.1.6 EFEHWIVE. AMBED (W Fhb HEAH)
1.1.7 HERERBE HEAT)

AR BE. CKES. M RORE I+ ey ERx
BETHMBMBBIEND SDbNLIEDRHLDT, TDLDH
BESACIRED IS 2L L, Y RREEZT) &, 72,
R BUFRE 1 & 5 BB B EOREICHERT 2 2 L,
11.1.8 MR CHEARY)

T Uk, FPUR IR, BRI & 1 ) IR M 45 &
bRALITENHLOT, TOL) RYEEIEHEGEZFRIEL, H
R ARV E RO GHEOBY BB EITH S L,
11.1.9 {KI0¥E G A )

Wik, Zefiik,. @ir. Fo@Ez. SR, B, kR
EBEND SONIZGEICEEG 2 PIET 5 2 & RHRBEEHHE T
DEETHLDbNLL TV,

W) 2O &) AR, KIET 5 4 M R ALEEZIT) 2 &
13. BERS
13.1 fER
AAEBECRA LA, Yay 2 zE80E LOIMEKT &
YRR Z R T2 E2d b, [11.1.28RK]
13.2 &
L IFREERE DB = % — AT\, HEICIEZWE T 5. HL
WIILEAL F 2532880 5 72345, o2 b, i o 5%,
DMILAE RITHH T 2 MLE A 47 9 o IERDEGE L e WA IE, 165
MR K OCHER AR L 20 S FER OR G2 BT 5, R
HIOWERDTHEH Y FHNY Y RET 20T VI3 ELRE
BEBPEVTZD, BNICL2BREFIFENTE RV, 20 T A
O YR YOV R IE R 2 G LA, TAa
¥ Y OAUCIZI%IEA Ly RHI2IE £ Tl349%i A L7722 &
26, BRI GROPIIIHEILE & U TEERE G SERTH
b EMEINT VS,

14. R LDZEE

141 BHZMAEFEOEE

PTPUE DA IIPTPY — M5O L CTHA§ % X 9 f5E
F22 %, PTPY— P OFEMKIC L D, FEVHA DD RE LA~
FIA L. B2zl 2 B 2 U CHERREN 955 o B 2 & 0FE % OF
RTHI LD D,

15. ZOMOEE

15.1 ERER{EAICE D < E3R

FRBARIZT SN TR WA, TARBYE Y RYVEERIZK 518
PP OB ERL AR (OEUEAE S0 A b/ L ot
HE03DH 5,

16. FEHEEE
16.1 IMEE
16.1.1 BE@EKRS5
RN > FYLy Y YLdFEF L/ 7T2ud st
L C8mg/5mghl 8t & Hlnl#5- L 7z, I L s AR 7
YEHVE v IHEEREM-T RO A0 V¥ v RE KD
M ENBD, REILETHL DV FHLY » Y LFEF NI



Ml S, EERSWY v FHLy ROT eI o Wik % P 9 WL 180, TS5 2 £k 5 s I A KR 841
MHREDOHERIITROEBY TH S, F122451 70 5 4% 5 722,886 s DI 1 > TV & 2 i EE R g
iz T, P 4Efls. RE. IFREREIRIZ (AST. ALT). B
RETREE (s 2 L7 F= >, BUN). i 7 )V 7 3 2 fili K OS5I
JEQAHEE Y FHNVE D2 )T 5 A, AR MR
INAFTNRAZEY T4 & O ZRE LR s
&N g& 5 (ASTR>A0LIEALTHES35) 1251 2 7 U 7 5 & A A45%( F
0 THIEDHESR TN D, [9.3 5]
N N\, N

H 16.2 TRIR
B THNE Y M-I 16.2.1 BEORE
(ng/mL) fEERANLBICA TV Y YL FEFN/ TR TE S
& L C8mg/bmglit 8t & A4 5 L2, R Ew -y ~
1207 FHNF Y OCmaxiI M FH 5 L I L TR G GER T
100+ 78.9ng/mL. £ :160.0ng/mL) 2. AUCIK#L. 25 G -
80 1,117.1ng - h/mL. £# :1,286.7ng - h/mL) 12 L5 L 720 7
- 20 V¥ Y OCmax L AUCIEZAL % BD b 720
. 16.4 X35
i 40 HYFHNY Y . e — N
| A THNEY Y “/1/5\‘--126'-)1417?)1/7]<‘\“‘/)1/:LZ7‘7~4261J:
DIGPEAEI A v Ly RN, X 52— EACYP2C9
0T W2 &0 IETETEACEH M- I ISAREH S5 A3, ATV o M e R
CHY TNy VLR FNERLGLIZEEOM-TO0MMF
1 M W BE T DR R L > OV 8 o P S O b B
s s bk B P % HIZHAME . CYP2CODBIZINE R X B ¥ FH N 5 ¥ Ol
e TREANOWHRS RO L EX 5N,
(ng/mL) 7= H U FHINF VIZCYPIAL, 1A2, 2A6. 2B6. 2C8, 2C9-

Arg, 2C19. 2D6. 2El. 3A4DOAFNEY:Z BHE L 2w vitro) o
T AU T E ITEICCYPIA4IZ & DA S, IRPICIZREL
RDIE IO HWATED STV BY,

1fiL
" 16.5 Bt
i fEFORANL2BIIC A FH VY Y Y LFeFN/TrUIE Lk
% L T8mg/5mgll &t % Wl 5 L7z, JRIPICIZTRELKRTD
DHYFHNY Y Y LFeF LB ST, EHAHYTH
%9 YTy HIEEHAHM-T L7 A8 T ¥ v REA
TR R @ J’x“ﬂ%ﬂiﬁﬁﬂ " 13 72 P SN B, $5488 0 F TOBER PR IR P~
FHVF CHIEEEABM-T111.9%, 741 Y ¥ ¥ RE{LKE
W W aewen s,
HYFHNE s 78.9+296 4.8+0.8 1,117.1%205.7 16.3+9.2 17. EBFRRGIE
M-1 10.3+3.3  8.3%+3.1  346.3+103.1 19.2%7.5 17.1 BHMRORSM BT 5558
VN s RV 50, 4.9%0. 120.3+28. .3£6. —r
7 3.5:0.7 4.9+0.3 &;ﬁi‘;’%ﬂzg n6=132> 17.1.1 ERE IHARR

ARBUEEMERELE 23402, IHIB 7 vy v YL ¥t

16.1.2 £¥FHIREH FrerTauaYy¥ s L T8mg/5mg. 8Smg/2.5mg. 8mg/Omg.

RBENZA 2 7Ny 2 YL FLTN/TAOIE L LT Omg/5mg X i20mg/Omg % 1238 R B JiI3% 5 L 72— B Meiek
8mg/Smglt A ft & #5- L, £ OG- & i L7z, # BRI FED L BY) TH Do
L FRURHROCTROBG I T TR LS LD EI IS N5 7 AR R 2L, b 7 A A i 25 1
PECH L - EAMRENT e AT RO SRS L 012, 8mg/5megkk 5B [48mg/Omgkt 5B ) ¥0mg/Sm
ROBRFOCmax 2 AUCRTROLEY TH A, GRS, X8me/2. 5meht 5 B (x8me/ Omett 51 12 b~ A7
“RET _ BAEIRD STV B,
NITHNEG ¥ ThBIEY - &5 7 AR ] b5 7 AR
Cmax AUCo- Cmax AUCo-~ - MEZ LR (mmBg) | EZ (LR (mmHg)
(ng/mL) | (ng-h/ml) | (ng/ml) | (ng-h/ml) 8mg/5mg (n=101) ~26.77+10.52 ~16.18+8.43
bf | 85.4+25.0 [1.033.9%243.5 3.6x0.8 | 131.5%41.0 8mg/2.5mg (n=36) 20 159 56 11885555
RefdE| 86.0£31.3 [1,012.1%260.6] 3.6:0.7 | 131.2%38.1 8mg/Omg (1=100) T13.91£11.17 77928 19
) CPEfi+ B2, n=27) Omg/5mg (n=99) ~19.91=10.71 —11.23%7.06
‘B Omg/0mg (n=36) ~6.22+12.00 ~3.00+8.35
HYFHNY FAOTE Y P + FE i 22)
(C‘;MXL | A‘L(;O*wm (ijaXL | AUhC;*wL) KRB BT, BRI O R % & SR AS1376 H1106)
ng/m ng-h/m ng/m ng-h/m - N R N
i ot s T omasans | 33205 | 135851463 (7.3%) 123 5N T Do £ EIWEIEMRCKEEN (1.5%) T
Bléde| 112.1+31.9 950.7+231.6 3.3+0.7 134.3+33.6 b7
CE#1i + B R 7, n=18) 17.1.2 EINE TR (RER5HER)
: S KRBV 1 LT A BB % A 52 1 vy
16.1.3 ML % > 5 4 )b & > i B @ % A L 7zPopulation 4\'1~Tfﬁmlmﬁf%§%za \;:1‘@7‘{“&;’;& S
Pharmacokinetics (PPK) f&#fr 9‘—11{ ?AU: j/\/w%m ﬁcmh?} - Hﬁ/ﬁ*’i f%
BYFHNY Y l/:\:'ka“)l/%:*k%'—- Lf:f@)%ﬁ)i/\%%f@"‘l% (52]@) T %)\\ [;EF}?)JJ%L%/{%#E L\ 1’!5)130)0@?‘»5501%\ %h@—\ e
o, ARV RS L FEAE S O W AR FE 5 L FEAE KB B E ~ 3080, T LAMES > P e—aohTn s,

_4_



F720 ARBUC BT, BIRRAE O R % & T RIER 2316561
H2500 (15.2%) IZRD LN T b, EREENIZ. FHES F
W (4.2%) RAEIED 0 (1.8%) B UNIEAL T (1.8%) T 720

) FIHT - k2 BUEE T IH 1E%S-[16.1.2 2]

18
18

. BRI
A1 1ERABE

(hoTFHIE> SLxEFIV)

HFHENY Y YL FIVOREETIZ. RN TIRIIGERE
2BV THR PR GR S GERB 2 > TV s v ek
0. FRMEHEHOT v VF T v 174 THAT) ZHE
WCBWTT Y IVFF T EREPL. 20 7% 5 I
HEWHT 22 LI2Xk > TET 2 KWMLK TIZ X 2.
BT, ATSZERE N LZEIECOT IV FATa vk
T 2HEER b BIEEHIC—HBEE L Cnwb LEZ 5N LYY

(n vitro. in vivo(F5 v }))o

(7 LOY LAY IVERE)

18

19

TAUVEURYVBEEIZYe FRr Yy Yy RA Vv AN
L L COEMZRTA, EHORBBSRGECTRRNTH 2 &
WO RS E AT

Ve raty Yy RA VY AP EBEAARGEELE A L v
VAT X R VICHERIISHEA Ly MIRNANO AV Y A DFEA
B ESEDL LTI Y, I R A ML O & g S
59,

2 LZU-TUIATF U CRICRIFTRE

en ML SR FE 5 74450 R REME o35 L AES6 50, R B 4 % 0k 5 o I E A
BEIRH) 2RI, A TFHALY Y YL FEFVIHLIELI~
12mg®d RAEHE G- BR DA H MAE L = U, A7 v V4 7
VIV ITRERCMEET Y IOFT Y TRED EABSALR
—(bxéﬂfu)o

. AR ISR 2EEFENIE

(BrTHNEY PLxEFIV)

1t

BT

it

i

i

Wt h v FHIVEy s L FEF )V (Candesartan Cilexetil)

224, 1 (1RS)-1-(Cyclohexyloxycarbonyloxy) ethyl 2-ethoxy-1-

{[2 ~ - (1H-tetrazol-5-yl) biphenyl-4-yllmethyl} -17-

benzimidazole-7-carboxylate

Cs3H34N6Os

1 610.66
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3-Ethyl 5-methyl (4RS)-2-[ (2-aminoethoxy) methyl]-4-
(2-chlorophenyl) -6-methyl-1,4-dihydropyridine-3,5-
dicarboxylate monobenzenesulfonate

: C20H25CIN205 - CeHeO3S

1 567.05
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(1= 7HEAEELD)
100%E[10%E (PTP) x 101, 140%¢ (144 (PTP) x 101,
50042 [108% (PTP) x50]. 700%% [148% (PTP) x50].
1000$£[10%E (PTP) X 100]. 5008E[ 45 A ¥, /35 ]
(=2 7HEA#EHD)
100%E[10%E (PTP) x 101, 140%¢ (144 (PTP) x 101,
50042 [108% (PTP) x50]. 700%% [148% (PTP) x50].
1000$£[10%€ (PTP) X 100]. 5008E[ 45 A ¥, /3T ]
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