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ECARD (smbination Tablets

T A
[EIRES SV IR O IyTE INBNUR | U i epepd

2. =2

BB ROBHICEEBRELEVCE)

2.1 RRNOB G H 5 3o F 7 ¥ FREH L2 0FHPILE
WWIZIEZany ) DAV T + > 7 3 FHEE) 10
T2 WHEE OB ED B 5 B H

2.2 RO EH L MEEN PO EH e ForzouF7 I F
OREDPIFFTE RG] [9.2.1 B

2.3 2B AEOBE[9.2.2 B]]

24 R OF MY T L - AN T ABHLPIWA LTV B
#ZlevuruuF7 Y FIdMEF MY 7 AME, K20 7 A0
IESOEMEIR LB IR BENDDH 5] [11.1.5 ]

2.5 T UAEIR L T 2 W REVE D & % 1 [9.5 B ]

2.6 TUVAFL Y7 Vg 25 hoEREEE (722 L,
DOREIEHEHEAT> THLBMEDT Y P I —UAF LR
BoE#Hxk<) [10.1 28]

2.7 TRAET VY VEEESEAKIY (BB 2 EE S IRIC X
B BIR) & PG b D B [10.1 S8

3. fERL - R
3.1 #mk

e s I 7 — FEE$HELD IJ — FELEHEHD

15 -

AYTFHNY Y TLFxEFIV
4mg

vrozuuF7Y K 6.25mg

1ger -

AYTFHNE Y T LFEFI
8mg

viezuousF7Y 8 6.25mg

ARG

ryEQITTFTYT Yy, N | MyRQIATT YT, R

WA

g¥yFurkiro— 2,
~ 70 T—)U6000, HfL=T
mALs:, AV AT—Z2H N
YA, ATFTY VBT AY

oXFyryo¥ilrtknro— 2,
~ 70 I—)L6000, = Bt
B ANV AT —AH VT A,
AFTV VBT AT T A,

7 A, FLBEKFRI FLBE K14

3.2 HA DR

e I 7 — FECE$HELD IJ — FELE$HEHD

- HIE I T B OFREE L) TR DK SE

/RN

@) o) —|@=) GO
3.6 8.6

Fef% (mm)

5% (mm) 5.1 5.1

JE X (mm) #93.0 #93.0

#ht (mg) 130 130

kga— B 293 B 294

4. HEEXIIHHR
&M EE

5. MBEXII#HRICEAET 3R

5.1 MEZMTEIRT OBZNEND Y. KH %2 S IMLERROH—
BPEEE LT &,

5.2 BIHIELT. Ay FHLsy YL FLF hamgTHER T4
BWHECAYTHVY Y YLdEF/eFarzuuF TR
4mg/6.25mgD¥F 5%, AV TFHILVE v YL FEF 8mg. Xik
AYTFHNVE Yy YLFEFI/e FaruaF T Y F4mg/6.25mg

THERT GBS H Y FHLY v YL FeFu/eFuzu
T F7 Y F8mg/6.25mgD¥ -2 i35 2 &, [8.1 BH]

6. AERUAE
WACIEIHLELE (D »FH VY v YL F LT/ Fasn
TF7 Y FE L T4dmg/6.25mg X ix8mg/6.25mg) = f&I 1353
%o AFNIEMERREOE —BPEEL L TH v,

8. EELEAXNZEE

8.1 KHX., #rTHNVy Y YL FEF VAdmgdh b\ Id8mg b
FoszuouF7 Y F6.25mge DELEHITHY, h oy THIVy »
YiFteFrikerurzooFy Y FUHEORBENPERT 58
ENHDH B0, WUNCAFOMA MG T A2 L. [5.2 8]

8.2 vkFuzrzuouF7 Y FIMMEA VU 7 AMAED 5 1 R B M
FRBMEEDLBENDDHLHOT, EMWIIE S Y 7 2 E O
MFERBEOE=51) ¥ F2FERL., BIgEE2 +51TH) 2 L,

8.3 b FusuuF7 Y FORMRIBIZAMICH SbNL T LH
HHOT, BFEIHR, BKICHTEETLZ L,

8.4 BIEMEHICIEDC D F WV, ALD2&EBHObNLIEDVH D
DT, FIMEE. HEVEO MRS % P Bl A e 5 5
RS ER L,

8.5 FMMI2AMIIZHEG La W EBLEEF L v, Ty I+ F vy
VI ZEERETARS O BE . MEL TR L=v-7
YIUFTF VY YROMEENIC X 2 EE A MEKT 282§
BEVEDS S %o

8.6 WM ORELIFITL TR BHITE, KB OPR % BT 5720,
FRIFFICEG T2 2 DT L,

9. FENHEEHI2EREICHATIEE

9.1 &6HE - BMEEZEDH 2 BE

9.1.1 MAIMBEHREEDH 2BEXIABECEIREEDH 3
BE
BRERLOERZVEAM SN IYAZRE, AT S
Lo BYFHILY Y VL FEFOVIIFIMGE DML RS
BEOKTIC L) B EREL BN S E2 BTN DH 5,

9.1.2 EH VI LMENDEE
BRERLTEMRVEH S 2 GAZRE, T2 L,
AYFHINE Yy YUXFEFNRES) T LMEZHESELE
ENDH 5,

F7o, EHEEREE, I3V M- VR ROMRFEEICL D MY
Y AEATE L R DR T WEE TR S Y AMEEET A &,

9.1.3 AARIIEH. REICEE. FERE"OH 2 HEE
ka7 Y MIZL) SRERIE,. SIIREY kL. 9§
JE BRI OEALR B LD BENDD S,

9.1.4 EEL BRI X (L BIRTE{LIEED & % BE
vkazanF7 Y FICKB2MBFRSS SbIge, Sk
MR MR % R L MRZEREL #5% T 5 BEN0d 5,

9.1.5 T#I. IBHODH 3 BE
vhrasuous7 Y FICX)EREEHEZESTBZEAND 5,

9.1.6 ®AII I LMAE. BIFRIRERETTEED & 5 BE
vrazoaF 7Y FRGEAI VY 0% FREELBENDED 5,



9.1.7 BIEEEPDEE
tkozouF7 Y FICEDKF M) Y AMELZ RS $B8E00°
HbHo Ty BELRBERETOEZE TR, AHOKSTH LA
YTFHNY Y Y LFdeFVOREELSELDEGL. WET 5
AT, B OB E OIREL T IIBIEE L 5479 T k.
AYTFHNE Y YLFEFUOEGICED . FRICHED R
WWIKTF L. Y3y, Kb, —#MEo L EREEOMIT
ERITBENDYD S, [11.1.2, 11.1.5 3]

1.8 XREMBUIBREOERE
v FazuuF7 Y FORBREERERINS,

1.9 |F MUY LMEDERE
KHNDWHTHEA Y TFHNY Y Y LFEFVOHEZVE
DB L. HET AAME,. B L OB EOIRES 1
B L5479 2 &,

AYTFHNE Y YLFEFUOEGICEY ., FRICHED R
WWIKTF L, Y3y, Kh, — 8oL EREEOMIT
BRITBENDSD L, [11.1.2 ]

.10 DFRLEAHT 2 EBE
KHNDWFTHEH Y TFHVY Yy Y LFeFLVoHREE E L
DEHIE L. BT ALAIEME. FERELCEBEEOREY 55
B L5479 2 &,

AYTFHNE Y YLFEFUOHEGICED ., FRICHED R
WWIKTF L, Y3y, Kb, —#MEo RN L E RO T
BRITBENDSD L, [11.1.2 ]

9.1.11 EZFEBIEDEEED & 5 BE

9.2 BiEEEERE

9.2.1 MEBEHPDEE
HHELEwWZ e FarzuaF 7Y FORIEIDFETE 2w,
(2.2 1]

9.2.2 AMBERLDEE
BHLAVWIE, b RuzouF7 Y FIZEREiEY HICE/LS
EEBENNDH S, [2.38H]

9.2.3 MiFEY LT FZAEH2.0mg/dLE B 2 5 EHEEBERE
HERERERT ARV EH SN A A ZRE, IS 2 &,

9.2.4 BEEDH5EE
cefprzuaF 7Y I YTV Y YL FRFVICK

B E MG O T & 2 VI B E O RBIEIC X ) BRSBTS
LBENED S,

ML 2 LT = AMER IS RBIEDE =5 ) 7
EIEML. BIEE THICAT) 2L, M2 LT = A
LOMERBEE LA OBZNDD 5.

CAVFHNLY Y YLFEFAVOREERSREIDEBL. B
T LA FIME, B CBEOIREZ + BB L AN
LIFHIZ ke AVFHLY Y YL FEFADHEGIZEY,
MCHEDS 2SR T L. Y a vy 7. Hf —#@o &y
RRFHEDK T 2RI TBENDND S, [11.1.2 ]

9.3 Fri%pEEERE
AEPOBRGEHGT AR EEEIERSTAIE, AV TY
Wy YLFEF VIR TSI L BENSH L, £
oy R A CFHNY oD s )T I U ABKTT A
EAHEE STV S, [16.1.2 K]

e fozundF7 Y FEFGEELECTBEM4H 5,

9.5 1T
IR OIIFIR L T AT REMED & 5 i35 L w2 &,
B G PIHRACHI L 22 354100&, mH IS 2 k35 2 &,
ERP R ORI v FH Ly Y LR eFALRELT VY
F 7y N ZEREERRRCT vV F T v v R EEE SR
P S N IUESE O B TRAKEAE, RIS - iAo

Gy FrARoMKIIE. BA%, B2 ) 7 AME,. BEOBKA

EROFEAKBAFEC X B EHEW S N2 VUL oS, B35 B O

. iORIERESEL S &bz 0oL »dH 5,

F7 YRR TEH AR OISR E ) LV CiE, ik

WAIES 2R T DD D Tz, FURMFICHED { miE

X
AN

I, MR, T8 - BRRLEE R8s bih s 2 Lt
Hb. [2.55MH]

.6 RIw

BALZWIENLEF LV, Ty bOEN KRS ~
THNE vy U FEF N EENZORYS 35 L, 10mg/kg/H

VL EoRECH A I KEE O ARIMATRD HITWwWb, 2B,
Sy POFIRKMOMR, HEHVEELHORCH Y FHF LY v
YLEEFVERG LA, TR 300me/kg/ 0 THIZIR
WAKEREDBEMATED 5N T W5,
vrozouF7 Y Ride MEFLHRICBITT 5 2 i s v b,

9.7 NRE
ANEEE AR G & U7 BRRERBRIE TR L TV e,

9.8 EipE
DTFomMICERL, BEORBLBIZE L 22O HEEICRG T2 L,
CRIGEEOREIETE L v IR TS, BlligESEH
REDBENDD D,

e FuozuuF 7Y RIS 528 FRIZ N RO KD % R
L. Bk, RIMESIC L 2075 HAh D F v, Kz
I IEDNDH D,
JERICDEBSETREOD 2 EEETIX, e ke T Y
NI & 2 20 PR L S0 22 A s o 98/ & I % o L.
Jisi iS55 O AR TERE & B 5T 2 BZNA D 5o

e bfozuuF7 Y FICKBEF Y T AdE. KA2) 7 A
MAEDSD B DO TV,

10. MEEA
10.1 BFREZZR
ESEE
TYAFL Y T7<I)VERE
VA
(Ol bR 95 JE A 3
Yt 2L, b
DIFIEHEHREZIT - T
baBIMENT Y b
O—UAaELLIARR
DEEZERL )
[2.6 &)
FAES LY BRI
I
IZY AN
(BHEICBT2EMZ
BRI & 2 B BIHRR)
[2.7 B#]
10.2 BFRER (BERIIC
ESEL
71 7 S ARFEEF IR A
AR/ 57 v
M T ATFL v

BALAEWIE)
FRRAER - 8 )ik
FEV R E
BEREE, EH U v Am
i O ILE o ) R 2
BEIASHRE S hTw,

B - fabriaT-
L=r-7rVEkFIY
¥R B VT A3 1 S
M B RN D % o

K M) A E ST
BeoabBzndrds,

WERBEF U7 A
MAEAFEH S 2B L h
b

EBTBR_L)

B ARAEIR - HE 5 2
WL ) 7 S ff S B
THI DD D,

e - fabE T
HYTFHNVE Y TLUF
tFNVDOT VAT
VO WPIEIE IS XD

LV VR RN R
71 7 AAlFEFH [ P Rl N
O S N 7 1
BEEDH B MH
FUIR A IR A T A 2 T RURA CTHBEEZ 2 T
7at3F WELBEICARFAZNO|VDLEHEICITL = 206
PV AFTI|TERGT A, BEMEIITCEL T s EE
3 TER D ERT 2 BZ N D% L. Ay FHLy
[11.1.2 ] WHDHLDOT, LMLV VLFELFURERY
B9 % % EEEICHE| LTV,
R R FERRF R IR FI R
G- & n L7 B
PNV — VAR R 7 VAR I 28 3 5 3 | AR o AR SR T
LIEND D EARFNOREIEAERIZ L %

HNATIVHTA FR
JFR3HE

T a—)v

HNATIVHITAL KD
K4 5 TILE T FEas
Hobhb L
SNTnb,

MEEREMEHT %
T a— )k otz
X0 BEIE AR s o3
LR D %o




ESiEE WRARAREIR - H5 i i W - bR T
AET IV AET I VO T T Y FREHNLSAIE
JNVT RLFY ¥ B0 Hb, F|7 I VISHT D RE
7RV v MaOBEICHAT L ORISEEZE TS5
Wit ARAO—KEKIE LB ST,
HoWMEEHTLI L,
YRIZIG) VR FED|\VRZF) Y ROZFOH| e FursuaF 7 YR
YR AW E O MBAEM|IC X 2 MG 5 ) 7 Al
VRYZ G YHALY | DPEEET A ENDH L, | OETFIZX Y, AR
SRR KA TR 0 JEH VA S| A o w0
Ny ra=y AR | B, RRIO—HRIE MY 5 L E 2 b
HEOWEEZHET L L, | TV,
FEIEEH 2 A 3 2 o |BEIEAEH 258 ik 3 2 BIEHEFE O R % 2 T
B TNDDH b TERIC X D BT
B WA [ JE 41 0D J 2 3 80 250 | AR S %
—hrurZYEY v | EETHILE,
TYAFL LTV [ ERREEE, mA Yy A|[LZ - T VT Y
ML E B ORI % 82 & | > R B 23 3 5 &
TBENDD S, eGFRIND RN D 5.

25 60mL/min/1.73m?* &
WMOHEEREEDDH B
BHENOTYVAFL v
7V & 0PI
DWVT, HEERT
RV EHRB SN
Whxehairsz e,

TYIkT vy AR

R FE A

EHkReRE, mA Y Y
2 LAE K OV L 2 2
CITBINDH 5,

TEy ) AH
vaxvr
TEIRTY

N ANV SN 1)
FTAEHEE L, A
BRRENPR L 2 &2
B bo IMiEH ) T LMH
A5 EETHIE,

vragzuoas7 YR
[ N 1T A M A
DIETFICED, ZwoD
VX)) AN Na-K
ATPaselZ#5A L. DI
i I B 0 & A FER A
Zh, XAV LK
THEEOIEM A RS,

N S RPN

FT7YRREACLD
AT VIO =2 X,
A U 2L A8 B R
THLZEDRDH D,

vikorzooF7r YR
W& B Ay A PEE
WX 0AKH ) o A
SERACHE T V1 —
VANGIERIEND
LB HB, TINAY
LH<cH 5T MY
v ADOPEHIEZ OKRE
HELICHRSES,

BB T A

VT A EES R &
nNTnb,

FIRAEIC BT 205
L DTS N2 o

PRI B 2R V& )
ACTH

A V) Y AL 2356 BL
TEIEDDH D,

[N = i = AV
VROV e SR )
v A HEIE &2 50,

7)) FN) F |

MLy 7 ) 7 AMEORT
UALSCR o (Recds BAGEA SR8

FERL AN A U v A
e % £ & LT
VERAFT ViERG] X
HIFTIELHY, b
Foszuous7I FE
OFFHICE Y. KAV
v M MLE % B R X e B
WHREMEDSD %o

ikl
SU#I
4y A)

PR 99 ) 0 A A3 2%
LT 22 03B 5,

AL A ES/IAYV/AN
vt kosuoogF7 I K
X 2H0) 7 AHRIC
L0, W RO 1
YA VAT 5
HEEZBLNTWA,

IVAFT IV

F 7Y FREHOMEH
DWET B ENDH B,

Fe e A o W AE S
EYF7 Y RREHO
WAL S s 2 &
BdHbo

AN T RAEAR - 5 3 B - kR

JEATF A FYEN g8
s 7 (NSAIDs)
LY FAY Y 5%

B FEAE R 2SI E5 5 % 2
WD %o

JEA T a4 NN R
WHlE T u Ry 7T
VrofRERET S
RS, AR
Fre i/l BIEEHZ
WS S 2B EETES D
LEEZLNTWD,

BEEDDH 5 BH T,
S DI HE R AL T

AT T A FHN R
WHlOTaARY 75 v

BBENDD D, Vv AL E AR &
VNI S8 78 i )
ZHEEZHNT D,
1. BMEA
ROBIWEH D HbID 2 EDHDHOT, BHEHIIATV, BHE

DFRD SN AT G 2 kT 55 Ll R EEZITH 2 L,

1.1 EXLEIER

11.1.1 MEZRE CHEEAH])

B, VS, . W - RSSO EIR 2w & 3 5 R EDS H
bbb ENDH 5D,

11.1.2 a3y 7, k. BEHEXFERHR)

G, R, ERREHEREDND S b AIIE. EBIEY
WLE %2479 2. [9.1.7. 9.1.9, 9.1.10. 9.2.4, 10.2 &)

11.1.3 SHEES CHEAW)

11.1.4 SAH Yy LMAE GHEART)

11.1.5 &7 b U vy LMISGE CHEEAH)

BRI, EHARR, A, W, s s g K- ry Y
AMIEDNH SbNDEI ENDH L, HEETH S DLNR TV,
[2.4, 9.1.7&R]

11.1.6 FF#perEs. =EFEARH)

AST. ALT. y»-GTP® FAHEDNIHEREREEDH Hb b Z L 03H 5,

11.1.7 EFERBRE CHEEAW])

11.1.8 HEMHBERAE (HEAH)

B, & CK RS, M RORP I+ rae s EE%
eI ARRGRREDND SDbNEIEDRHLDOT, DL
BAIIZE IS APk L, ) e E &

11.1.9 BEMR K HEERT)

FEEA. WLk, PPORIREE, MO XARIEE S A D BRIV 2205 O
PNDBZENHLDOT, ZOLH) BHEIEERSZhIEL, F
B E AN E VRO GEOMY) R EEIT) 2 L,

11.1.10 {KIn#E CHEAH)

Bioik, 22k, Wi PoOEA. ST, KM, kR
EEND O DONIGEIEHEG 2 HIET 5 2 &0 BEIREHE
DEZETHODLIRL TV,

1111 BERRMEN. SmHEm CHEA)

EMI R 2 209 5 7% LR o) 2 &,

11.1.12 ZIEMHME 2% CHEAW])

11.1.13 BfiZKBE (B EEAH)

11.1.14 £5%IT V5V b—F ZOEL FHEARH)

1.1.15 7+ 7 1 7% — CHERH)

11.1.16 & & M & & 3% 5t 54 % iE (Toxic Epidermal Necrolysis :
TEN) CHHEEAREA)

11.1.17 BEEHER GHEAD)

11.1.18 SRR, EAZERRA BRAIRE CREAH)
SYEEHL(EH. SR TSE288) . PEBARNREDLD S D
NBZEVHDOT, AW ETI DT IR E O RE IR
LNHAIE G 2k L. #R0 ICIRBHE DB 5 % %) 5
9. BECHRETLZ L,

P

T92¢&,




1.2 ZOfOEIER

5%2A L 0.1~5%A A

AT N TR
e O F W EIE (F R, OB S,
Th . WA HEHOED, FHEL LAY
HipAeR e FHEE AR IR T o

LU ko L oh
Wk, IR

AR M REE S b ) v A BR [EA ) Y AliE,. K< 7 4
MERE ES- &> A0E,. K27 -k
VAFua—)V LS, |TIVha— A, liiEH v
T MU A T LD EREOEMER
NN A ATAVAE Vo

HALR: ol HINZE, WREE| AU, eI, AR
SRR ORERL. e IR, WAL, ORI,
T BEERAE. e MR

Lo
JFF ek ALT, LDH, Al-P, |AST® L5
»-GTP® -5
] EETY 7Y F=FA
IR FUMERE %, £ | Pk, IR

I IR SEFE

T i BUN, ZL7F=
v oS AR
Z Dt R BUR. TPIE. S, B R&. WSS

W M CK RS WA, R, 1—177)1//
CRP_L5 ghile A4z, | 77 2 MU 2 A1 5 Bl IR
BOORHE (BHSE) |5, SR WEUE

) 2O &) AR E KB L5 MY RREET) 2 L,

12. BRBRERRICRIFIIHE
v Fasood 7Y FIZHIRIREE O 2w EBE O MEPBIZ LT
IHLIERDH S,

14. BAEOZEE

141 FHZNEOEE
PTPUE OHANIPTP Y — bS5 M) LTINS 5 & 9 #73E
$5Z Lo PTPY — FOGBRFIZ X D BECHA TR LB A
AL, B3l 2 B 2 U CHERE R 2285 O 5 2 o fHiE Z ff
BTLIEND D,

15. ZOOEE

15.1 ERER{EACED 153k

1511 e Furuud 7Y FOGHRDPAFOKBEAROKERT
H512.5mgE VLAY FHLEY Y YLFEFIL/L Fura
057 Y FEAHF O ENERR RIS BT, i REE F5A-25146
BIFR1651 (119%) 1252 LN T b,

#15.1.2 WAL CHEIME S N/EFIRICBE VT, v FarsoaF 7Y

F &5 SN2 BE T FREHITE L OV R o ) A & 28
BNs 2 2 S shTwad 2,

16. EWENEE
16.1 IMAEE
16.1.1 RE®RE

ARSI ERERZICIHLN S > F vy Y LFEeFL/e
FazouoF7 Y FE L T8mg/6.25mg#% 15H B EHxE L7z
BE, ARG 7 > v g L IRV M- T %
e FazauaF7 Y PRI DD, REMKTH L~
FHELE Y YLFEFLRIFEAERB SNV, &51HH
FOCBHEHOA v FH Vs YR FazuoadF7 Y Rolidf
BECHBIITROLBY TH 5,

HO__O O HO__ 0O
N N
& s é o
N N\—cn, N

H
ANTHNE Y M-I

(ng/mL)

200 4
180
160 4
140 i

120 4

o—e GIHH
O---0 #4515HH

100 4
80+
i 60
g 40+

20

156§ 10 12 16 21
BGHORER ()

(ng/mL)

100

I g0
h o—e 11N
b3 O---0 #5150 H

R =-FA=0-5

T . ¥
%L123456 8 10 12 16 24
B O ()

WEwE #4530

Cmax Tmax AUCo-24n Tz

(ng/mL) (h) (ng * h/mL) (h)
1HH 131.4%47.2 4.0+1.2 1186.9+425.8 5.6+0.9
15HH 142.9%£63.5 3.8+0.7 1390.4+631.0 6.9%1.5
1HH 18.3%£7.2 6.6+2.8 294.4+120.7 17.6+7.3
15HH  28.0+14.5 5.1+2.1 478.4+245.0 15.7+4.2
IHH 62.3+16.4 1.8+0.7 338.6+96.1 6.0+3.1
15HH 61.0+14.6 2.0+£0.5 377.4+119.7 7.9%+3.9

(P3fh = B, n=8)
161.2MMpHh>TFHILE 2 BERE®E%E MV 7 Population
Pharmacokinetics (PPK) f#f
ﬁyfﬂwyy LR TV EES LAY IR 168
v AT R AL SR A O 5 e AR TR A 1 ML SR 3 300, TEF
2 E ) B B 18, TR & R ) e i S A 8
T2241§J7P SAFEH N2, 836K O A~ TV y RN E
’rﬁ%ﬁ%w T AR, ﬁii JERERETRIE (AST. ALT). '&H%
TﬂWMm7VT% . BUN). IfiLHf7 V7 3 2l O I
E@ﬁﬁkﬁ/Tﬂw&/®7U77VX\ﬁﬁﬁﬁ\ﬁﬁ%
NAFTRAFE) T4 L OB R LR ITRER
F(ASTHE>40 A ALTHE>35) I2BIF 5 7V 7 T ¥ ADU5%IET
THZEMEEIN TS, [9.3 5]
16.2 RN
EHER N (1260 12 h > FH vy Yy Y LFdeFil/k Furon
F7 Y K& L T8mg/6.25mg% ki Lk, MAETHRY L
B L COmaxi 3G ACEH M 7 » FH v & v Cld EH L, e ke
runaF7 Y FTIRKT L72A, AUCIKIEEAHY » >~ 79 v
7 U TIEEERRL, vvazuouadF 7Y FTIL7.6%DK T
HO. BIRMICHEE 22b0TREEVWEZEZ BN,
16.3
(MCI1H v FH s vk FolliE, 4%t MLET7 IV T I Y EHE
RN L 2o EEMEEZ, £ H1299%LETH S (n vitro) o
tFuszuoud 7Y For biE&EARG3%1320.8~24.0%T
&% (n vitro) o
16.4 X35
AYTHNEY Y YL FEFNVEANVEFINVNIZATT—EITX
DEEARE A T s VIR L S HIC—EACYP2CY
2 &0 IEHEMEAEH M- TSR S s, ARREYE S LA
WA YTHNEY Yy Y LFeFNERG L EOM-TOIMH
R K ORISR A v TV & 2 o M K OVR R R
AL CYP2CODBARMEL TN X 50 795 ol
HIREANORBII D wEEZ 5N 5,
T TV E VIECYPIALL 1A2, 2A6. 2B6. 2C8. 2C9-
Arg. 2C19. 2D6. 2E1. 3A4DMRHEN: % FH5E L 22\ G vitro) o

NYTHENEY Y

M-I

eFozonF7 Y




16.5 #Eitt

ARSI ESE EEIOBNCIHIE S > 7 vy v Y L3
/e FazuauaF7 Y FELT8mg/6.25mg% 15H M EHRYS- L
7B IRIPICIEREBIMEATH LD TNy v YL FEF VT
M &g A T vy v IREEAEHIM- T %
Ce turzuuF7 Y 3RS b, %5240 TORS
HYFHNE L +M-T LY FuzouF7 Y FRELEDR
FEIRPPERERIE A vy v+ M-T 58510 H12.3%. 15H
H15.8%. v FuzuouF7 Y NRE/E G- 1HH71.1%.
15HH80.4%TH %,

17. ERFRRXIR

17.1 AspERVREMICET 558

17.1.1 ERE MAEHER
AEEFIMEREEEZ SR IHIEY YTV sy v ¥
L¥tF v/ e FuzuoaogF 7Y &L T8mg/6.25mg.
4mg/6.25mg. 8mg/0mg X iZ0mg/6.25mg% 8 x5 L 7z ~H
BHRIEBGABOMERIIREDO L BY TH 5,
b T 7 WA AR W I AL =22 W Tk, 8mg/6.25mgl X
8mg/Omglf ICI R B L EPBO LN T WD, T TR
M MEZ b EI2DO W Tt 8mg/6.25mght ) M4mg/6. 25mghf
& H128mg/Omglf ICIERAFE R AEDPHED LN T WS,

P 7 7 TR AR S b5 7 WAL R BRI
N MJEZ LR (mmHg) | UEZ LR (mmg)
8mg/6.25mg ~ )
(n=148) 20.74+12.359 14.49+7.169
4mg/6.25mg ~ )
(n=146) 18.08+12.944 12.60+8.172
8mg/Omg B i
(n=148) 14.80+12.352 12.22+8.085
Ome/6 2ome -8.28+9.903 -6.95=8.101
(n=74)
G fi = B %)

EIFEJH 5 B % 1. 8mg/6.25mg B T 18.2%(27/148 f1) .
4mg/6.25mg # T 16.9%(25/148 #). 8mg/Omg # T 14.2%
(21/148%1). 0mg/6.25mglt T20.3% (15/7461) TH V. 57
MICHEB LI R o 7 ()2 M)

17.1.2 ERE I HERER (REKRS5HER)
ARREMER T B H 15260 % W4, THIRA 7% vsy v Lk
tF/e FuzuuF7 Y FE L Timg/6.25mg X138mg/6.25mg
%52 G- LB ORE RIIRED L B TH %,

b 7 AT I ] b 7 AT R
IMEZAbE (mmHg) IMEZ b s (mmHg)
-18.20+13.200 -11.82+8.847
CEIg 1t + B )

R FEBIAR1325.0% (38/15261) TH ). T D E7% b O3
PRIBHENG. 6% (1061) . & IR ERIMAES. 3% (561) . $HIR2.6% (4/1)
Th otz REMZEBIEIE, RGMHZE L TRE RENITA
LN hoTz,

18. ZExhIF

18.1 {EHTEFF

(hoTFHNar JLxteFib)

1811 BV FHLY Y YLFEFUVOBEIERIE. KA TR
PUBFC B TR 2K GRS WG 7~ 79 5
YERY, FIME PR OT VAT T84 F1(ATY)
ZRERICBWTT VAT Yy T EEHL. o) ke
IUHEE R 2303 5 & 210 & o THET 2 KM M HL oMK T I
%, 3510, ATiZBRENLZEETOT NV FAT T Vi
WA 3 2B b RIS — 8BS LTwbeEL bR
5395 (n vitrov in vivo(F v F))o

(erOz7ooF7oR)

18.1.2 e ez auF7 Y FOREMEIBETIEHS »Tldik v,
Pe G b K O R 2 A s 5, L L,
R P 5B O R0 7 B E A B M EILOB T IC X 2 b DT

H Y. MRS RIS 2D Lz F FTlrd B LiilE
FIRBRIGAHINIC IR 50 A T3 d 2 ALY 0 ik % £F
9 RANa B, TS AR A Na i B A I & ) kI
AN Ca® B EEAMICT Ly ML DU A V& 2 103 5 IS 1
A O BOBEEASIEES L. KR MBI WA T5Z L1085
WEPEZ N5,

18.2 h>FHILEY YLFEFIEENOZOOFT7IRNED
BERIC K 2 EEER
BIEHRISIET v MZBWT, Ay FHLvy ey Y Ld s
tebtuzuouF7 Y FEOBMHIZED, ATy >y VL
FEFNVOREMEMORBARDLNT WD, Ty 7%
VY YLFEFNVICELe FaszaaF T Y FOFRIERA~
DFBITED LN TR,

183 LZ2-7ooFF oI RICRIFTHE
T ML i A 74 ATV s IR E D611 o 58 7 £ 5 1o ML i SR
F18B)) RIS, H Y FHLY Y YL FEFOVIHIEIL~]12mgD
NAER G RO E, ML = E, WiE7 >y IFr57r v o1
BELOMSET > VF 7 v v Y TIRED EABARLNTHAED Y,

19. B2 ICET 2 EEZHIFR
(BIoFHNar SLxeFi)

— s TV y v v L ¥k F b (Candesartan Cilexetil)
1b&4 © (1RS)-1- (Cyclohexyloxycarbonyloxy) ethyl 2-ethoxy-1-
{[2'- (1H-tetrazol-5-yl) biphenyl-4-yllmethyl} -1/7-

benzimidazole-7-carboxylate

¢ CssH31N6Os

® : 610.66

P K BEoRSUIEREOR K TH %, BEEE(100) 12X
BIFRT L AF = NIZRRBETFITL L, 28 /=
(99.5) ICHEIFITC &L KITIFEALHE T Ve A5 ) —
VB (1—100) X FETEER R & v, FEETEIRD S
nz,

R

|
=N RUERREML

(ekOZ7OAF7YR)

—fk% - e FaZzouF7 Y K (Hydrochlorothiazide)

1b4:%4 : 6-Chloro-3,4-dihydro-2/-1,2,4-benzothiadiazine-7-
sulfonamide 1,1-dioxide

53 ¢ CrHsCIN3O4S2

a0 297.74

W K Ao UEREOR R T, ITBWwidRe . KRIdH
PITE V. TP ACHETFRTL, TR Y MIZR
RIS L ARXETF 7 — v (95) 1D THEIFIC
v VZRF V=T NICIF LA EET v KBILT T
U AFIRICET 5,
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22. G
(TH— FEA$ELD)
100%E[10%E (PTP) x 101, 140%¢ [14%¢ (PTP) x 101,
5004 [10%E (PTP) x 507, 7008 [144¢ (PTP) x 50]
(T H— FE&#HD)
100%E[10%E (PTP) x 101, 140%¢ [14%¢ (PTP) x 101,
5004 [10%E (PTP) x 507, 7008 [144¢ (PTP) x 50]

23. EEXH
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673-681
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26.1 BEERSETT
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