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ECARD (ombination Tablets

S A
[EIRES-SlV R OV I'yTE ANBNUR U i epeipd

2. BR(RODBEICEBELEVWIE)

2.1 KRDBEDH B\ IO F 7 ¥ FRIER AL Z OB E
WBIZEZaNy Y FyEOANT + 7 3 FEFEMA) 1Sk
T2 WEE OO B 5 B H

2.2 IR0 BHIIMEEN R o EH (e FurzoaF7 Y F
ORERMFETE 2] [9.2.1 BH]

2.3 ANEAREDHEF[9.2.2 B ]]

2.4 R OF R T L - )T ARSI LTS
#ZlerurzuuF7 Y FIdMEF MY 7 AME, K20 7 400
SESEORMULAZBAL S BTN0DH 5] [11.1.5 3]

2.5 M@ SR L CWw 2 W REE D & 5 201k (9.5 2]

2.6 TUAFL Y7 VEBE &5 hOMREBE (72721,
MORBEEREEIT> THRBIMEDT ¥ bu— UHE LR
Bolgzkd) [10.1 28]

2.7 TAET VY VEEREKAY (BB B E LRI &
B BEHIR) 235 Hh o B5[10.1 B8

3. fERL - R
3.1 #mk

e s I 7 — FECE$HELD IJ — FELE$HEHD

15 -

ATV Y LF TV
4mg

vifozuuF7Y K 6.25mg

1gerh -

AYTFHNE Y T LFEFI
8mg

vikezuousF7Y 8 6.25mg

ARG

ryEQWITFT U, BF
g¥xy7ruertkiro—2,

<71 I—)L6000. = it
B ANV AT —AH VT A,

ATFTV VBT AT T L,

FLBE K14

PyEBRITTFTITS Y, R
g¥y7Furkiro— 2,
<7 aIT—)L6000, Hfh =
BAbgk, PNV AT—AH LY
YA, ATTV VRS AT
AN v/ It

WA

3.2 HADOHRK

e I 7 — FECE$HELD IJ — FELE$HEHD

- HIE I T BOFREE L) TR O HKSE

/RN

@) o) —|@=) GO
3.6 8.6

Fef% (mm)

9% (mm) 5.1 5.1

JZ & (mm) #3.0 #3.0

Hht (mg) 130 130

kpa— B 293 B 294

4. HEEXIIHHR
& IMEE

5. MBEXII#HRICEET 3ER

5.1 MEZIMEMRT OBZNEND Y, KH &2 S IMLERHROH—
BPEEE LT &,

52 FHIE LT, Ay FHLyy Y LFeF limg CTRIEAR T4
BBEH YTV Y YLFREFM/eFRZOOFT IR
4mg/6.25mgD¥ 5%, A TFHILVE v YL FEF 8mg. Xik
A FHNE Y YUFEFI/e FarzuaaF T Y F4mg/6.25mg

THER TG RBEECH Y FHVy v YL dFeFr/eFuzu
TF7 Y F8mg/6.25mgD¥ G- 2 i35 2 &, [8.1 BHH]

6. AERUAE
BACIZIHLELSE( » FH vy Y LFEEF /L Furn
TF7 Y FE L T4dmg/6.25mg X ix8mg/6.25mg) = FEI 1353
%o AFNTEMETRREOLE —BPEL L TH v,

8. EELEAKEE

8.1 A#NX, #UFHIVF Y Y LFEFhdmgdh b\ id8mg b
FaozuowF7 Y F6.25mgk OREEGHRITHY), oy THNsy »
YyidtkFnvberoroaFy Y FRGORWENEHT 58
ENHDH B0, WUNAFOMHE MG T 52 Lo [5.2 ]

8.2 v krFuzruousF7 Y FIMMEAH VU 7 AMAED 5 I IR EE ME
FRBMEEDLBENDEDHLHOT, EHWICIES Y 7 2 ER O
MFERBEOE=51) ¥ FE2FERL. BIgEE T514T7H) 2 &,

8.3 b FusuuF7 Y FORMRIMBIZAMICH SbNL T LH
HHOT, BFFEIHR, BAKICTHEETL L,

8.4 BIEMEHICIEDC DTV, AbD2EBHObNLIEDVDHD
DT, BIMESE. HEYHEO MRS R % 0 B A e 2 B
CITFERESEH T L,

8.5 FMI2AMIIZHE L E W EBLEEF L v, Ty IFF vy
VI ZEEETARS o BEE MEL ORI = v-7
YIUKFT Y VRO X B EE R MET 22 3]
BEVEDS D %o

8.6 WM OREIFITLE R BH T, KB OPR % 8T 5720,
FRIFICHRG T2 2 DT L,

9. FENEREHI2EBICHATIER
9.1 AHHE - MEEEZEDH 2 8H
9.1.1 MRAIMBESHREEDH 2 BEXIABECEIREEDH 3
BE
BELERPGEHLZVEHA SN IS AEZRE, HHIZETS
Lo BYFHILY Y YL FEFOVIIFIMGEE O R RERkIK A
WIEONIZ X ) S ERE L B2 BTN DH 5,
9.1.2 ®Hh YUY LMEDEE
BRERLTEMRVEHB S 2 GEZRE, BT L,
AYTFHINE Yy YUFXFEFNEEA) T LAMEZHESELB
ZNDDH 5
F7o. EHEEREE, I3V M- VARROBREEICL D MiE Y
7 AMEDE L R DR T WEE TR EA Y Y AMEEET A L,
9.1.3 AAXIIEH. BB ICEE. FERE"OH 2HEE
ke rzouF7 Y NIZL ) RERIE,. SIRHELY kL. 9§
JE R OBALR A LD BEND D B,
9.1.4 EE L BEIREEILAE X (L BIRTE{LIED & % BE
v kazuanF7 Y FICKB2MEFRSS HbIge, Sk
MR MR % R L MRZEREL #5% T 5 BEN0H 5,
9.1.5 TH#I., EBMHODH 3 BE
vhasuous7 Y FICX)EREEHEESSTBZEAND 5,
9.1.6 @A) LMAE. BIFRIREEETTEED & 5 BE
vrazaaF 7Y FiEAI VY 6% FRSELBENDED 5.



9.1.7 BIEEEPDEE
tkozouF7 Y FICEDKF M) Y AMELR RS $B8E00°
HbHo Tl BELRBERETOEZE TR, AHOKGTH B A
YTFHNY Y Y LFdeFVOREELSELDEGL. WET 5
AT, ERERE R 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, £
o R CFHNY D2 )T I U ABKTT A
EAEE SN TV S, [16.1.2 K]

e foszunF7 Y FEFGEELECTBEM4H 5,

9.5 1Fi@

IR OIIFIR L T AT REMED & 5 i35 L w2 &,
B G PIHERASHI L 22 354120&, mh 1S 2 k35 2 &,
ERP R ORI v FH Ly Y LR eFALRELT VY
F 7y N ZERERERRRCT vV F T v Y R EEE SR
P S N EIESE O B TRAKEAE, RIS - Ao

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

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

. iORIERESED S bz 0oL »dH 5,

F7 Y FRERTEH AR OISR E ) LV CIiE, ik

WAIES R T DD Do Tz FURMFICHED { miE

X
AN

I, MR, T8 - BERLEE RS 8H b s 2 Lt
Hb. [2.55MH]

.6 RIw

BALZWIENLEZT LV, Ty bOFENRORAICH ~
THNE U FEF N EEZORS 35 L, 10mg/kg/H

VL EoRECHAE R KEE O ARIMATRD S TW b, 2B,
Sy bOFIRKMOR, HHVIEELHORH Y FHFILY v
YLEEFUERS LA, TR 300me/ke/ 0 THIZIR
WAKEREDBMATED 5T 5,
vrozuuF7 Y Ride MEFLHRICBITT 2 2 i s v b,

9.7 NRZE
ANEERE AR G & U7 BRRERBRIE TR L TV v,

9.8 EipE
DTFomMICERL, BEORBLBIZE L 2P SHEEICRG T2 8,
CRIGEEOREIITE L L IR TS, BlligESEH
REDBENDND D,

e FozuuF 7Y RIS 528 FRIZ N RO KD % R
L. Bk, RIMESIC L 2075 HAh, dF v, KMz
T IENDH D,
JERICDEBETREOD 2 EEETIX, e keSS T Y
NI & 2 2 PR L S0 20 U B 0 38/ & Ui % o L.
Jisi A ZE 55 O AR TERE & 55T 2 BZNA D 5o

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

10. HHEEA
10.1 AR
S EE

TIVAFL V7<)V
YLV A
Clle bR 95 JE A 3
LY. 7272l M
DREEGEFHFEZAT > T
b BIEDT Y H
= UAFELLIAR
DEREFEEREL)

[2.6 ]

FAETVL Y v EEREE

KFIY
IZYUANE
(BB LK
PRIZ & % L BUR)
[2.7 &)

10.2 BFEEE (BEAIC

ESEL

71 7 2 ARFEEFR IR A
AR/ 57 v
M) T7 AT L

BEALAEWIE)

B RAE IR - H48 5 ik
EEE A i N S
BERE S, B ) Y AN
IE M O E D) R 2
BmAsHs s h v,

B - kKT
VYT Y VAT Y
¥R AT R &
NBWRIED D 5o

i b Y Y 2 MLE ASSE
HWILBEND D5,

WENRLEKF MY T A
MAEDSFEB T 2 BZh
VB 5o

EFBIBZ L)
AR - 1B
ML 7 ) 7 LA E S

TH2IEDDH 5.

P - fabHE T
HAYTFHNVE Y TLUF
FIVDOTIVIEATH
WIS XD

7L A LM AR A5 H
#Y) 7 AAHFEHA [ P Rl N
oS N 7 1
BEDDH B MH
FIRFH) FIRH) CHHHEZ 2 CTFRA CTHFEEZ T T
Jat3F WEHRBEHEICARAZND|VDLEBHICITL = U0
MY ZBaVAFT IITERET 206, BIE|ENITEL TV 2 EH
= e DB RS 2 BZ N D% Ay FH Ly
[11.1.2 &) MRhHoHDOT, LENL| Y YLFEFUNER
BIE S % % BEBEICHE| LTV,
5452k, bR RIS R FIR
Al G- & G L7 B

NV E Y — VRSB

HNAT IV B AL R
JiRsHE

T a—)v

2 37 A ML 208 B 0 5
LT ENDH L

FERLEEAN O AR 1T
EARKNDREEIC L %0

HNATIVHIOAL FD
Kk P 5 T E T S
Hobhd I LS
ENTwab,

MERREMEHT 2
TIVa— )P
X0 B AR AR i3
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ESiEE WRARAEIR - H5 i i W - fabrAE T
AET IV FAET I VORI T T Y FREHNL ST
JNVT RLFY ¥ B2 Hb, F|7 I VISHT D RE
7RV v MW OBRZFEIHEHT L2 OREEEZK TS
it ARAO—KEKRIE LB ST,
HOWNEEHTHI L,
VERZ IV Y ROED|VESF) Y ROFOK e FusuuF T YR
R PER W E O MBAEM|IC X 21 H ) 7 Al
VR T VALY | DR TH DB L, [OITIZE D, ARk
I IL7) TR 0 JH VT 3| A o e - T
Ny rzu=y AEALY | DA, ARIO—RHKEE B HR T A L E A bR
HEOWEEZHTH L, | TV,
[EEER %2 A3 2 Mo BRI 2585 2 B |(1EH T o R 5 RIE
S ENHDH D, FEIIC & 0 vl h
BB [ FE 1l o0 JH 2 8 07 550 | WSR3 %00
—ruEZ)EY VE O EETAIL,
TUAXL V72 VB BERERE B2V A|L=v-T oy IF T vy
MLAE Sz ORI E 28 2| & R EEH A3y iR &

TBENDD L, eGFR
2% 60mL/min/1.73m?* &
WMOEEREED D B
BENOT)ZAFL v
7 < IV & o fE I
DWVT, HEERT
RGBTV EHN SN
Wit rREEITLI L,

TYIVETF Y VR

e FHEH

EikReR T, w0y
A MLAE B OV L E % k2
CITBIMNDH 5,

NBWREMED D % o

PEF NS
2=V
IVE¥MFTVY

TF L) A0 w
TAMERBH®RL. A
BIRESZ 5 LA
Hbo MLiFHY T LMH
WCASERT A2 &

vikorzooF7r YR
W& 2 A ) Al
DETFIZEY, ZRO
IF 5 ) AHLHNa-K
ATPaselZHi& L. LI
i )0 B R & AN HE R A3k
Zhe T AYY LK
T b FEEDOIEM AR

FLEESF F V) T A

FT7YRREAICL S
REET VIO — A,
A U v 2 A1 R
FTHIEDDH D,

vhiogsougF7IF
WX By AP
i NP R R RPN
JER T VB —
VANHIERIEIND
CEVH B, TV
1L#HTH S MY
v A OBEHIEC OIREE
ELICHIRE S,

W) T b

U AP R S
nTnib,

HIRME BT L) F
2 OFWIPANEAE SN D

BRI B B R V| A
ACTH

&) 2 HE SIS
THLZEDRH D,

tFuzunsd7 Y
ROk E b AH Y
v APERAEN % 500

7)) F V) F |

Mi%H ) 7 2MEDET
WhHhHbNRT %D,

KR IRANIE A ) A
ME% £ e LiztsT
VRKZAFHVIERG] &
BITIENHD, b
FfasrzouasdF7I K&
OPEMICE D, KA
Y7 A LE % B S S
RS %o

B T )
SUHI
AR v

HE LR 5 A 0 18 A3 2%
LIRSS 52 D%,

B (X Tld 2 vas,
vrozouoF7 YR
WX BAHY Y LY
0. B gD A
VA VA S
LHEEZLNTWS,

IVAFF IV

F7 Y FREFR OMEH
NIREGT B Db,

e Rt BEH 0 W 1 S
IV F7 Y FREHD
WA HE SN D Z &
5o

AN

T RN - i 5

B - fabRE T

JEATF T A VRN g8
Y7 (NSAIDs)
LY FAY V5%

B AR 39859 5 % &
WD %o

JEA T a4 NN R
WHlE T a Ry Ty
VU oEREMET S
ZEHS, AL
Frx/zL. BIEEHZE
WG S 22N D
HEEZLNTWD,

BEEDH 5 BT T,
SO ITH R EAL S
2BENDDH B

AT EA RS
WAlOTaRY 75 v
T a B EEEIC &

% %

D, BEIMEEAET 3 2
THEEZLNTV A,

1. Bl{ER
ROBEWEHDH b B Z DB AHDT, Bl 5147w
DFRD SN AT G2 kT 5 5 LB R EETH 2 L,

1.1 EXAEEA

11.1.1 MEZRE CHEEAH])

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

11.1.2 a3y 7, k. BEHEXFEERHR)

i, R, ERRHEREDND S b AIIE. EHIEY
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 GEEART)

11.1.5 &7 b U vy LMISGE CHEEAH)

BERE, AR, R, W, EEEESLESI KT Yy
LAMIEDNH SbNDI EDNDH L, HEETH L LN TV,
[2.4, 9.1.7&R]

11.1.6 FFipepEs. =EFEARH)

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

11.1.7 EFERBRE CHEEAW])

11.1.8 HERUHBARE (FEAH)

B, W CK RS, M RORP I+ rae s EE%
e T AHBGRIFENR D SDPNEZ EDRHLDT, TN
BAIIIE ISR APk L, i) e E &

11.1.9 BEMR R EEERT)

FEE Gk, VPURER ., TR XRRIR A & 0 ) MR 5 &
PNDBEZENHHLDOT, ZOLH) BHEIEERSZhIEL, F
ERE ARV E VR ORGSO HEY 2 MEEIT) 2k,

11.1.10 {EKIn#E CHEAH)

Bioik, 22k, Wi POEA. EHIICT, KM, kR
EEND O DONIGEIEHEG 2 HIET 5 2 &0 BERMHE
DEZETHOLDLIRLT 0,

1111 BERRMEN., BSmHEm CHEA)
EMICRAE % 20T % 7% LB % 1 Icdr) &

11.1.12 ZIEMHME 2% CHEAW])

11.1.13 FhiKEE. S2MFFRESBEREE (FEAH)
KMED D HbND I ENDHEH, /o EFrr7uagF7 I
MR 559 70 & BORg [ DL 2 PR R 85 a8 e R E DS S8 B L 72
EDOHEDDH BV,

11.1.14 £5%IT )5V b—F ZOEL FHEARH)

1.1.15 7+ 7 1 7% 2 — CHERH)

11.1.16 & & M F & 3% 5t ¥4 % iE (Toxic Epidermal Necrolysis :
TEN) CBHEEAREA)

11.1.17 BEEHER GHEAD)

11.1.18 SRR, BAZERRA BRAIRE CRUEAHT)

SRS (B, SR TSEZ288) . PEBARNREDLD S D
NBZLVHDOT, AW ETI DT IR E O RF DD
SN G 2 RIE L. RN ICIREHE OB 5% 21 5
X9, BECRETL L,

EH—‘—'

B
N IR

P

T92¢&,

o



1.2 ZOfOEIER

5%2h L 0. 1~5%Ai SHEEAR
W HOE FE5. OLRUBEGE |2 ) B, B, I

WE A B, BT A

TEBR e O F W EE, (F R, OB S,
Th . WA HHOEH, MHLHAP
Hihfe % Ui FEE AR IR S0

LUONE Mo LR
& AR

RS M REE RS (b ) 7 A BR [EA ) v AlE. K< 7 %
MRS A, By A ME, K7 a—uik
LAFa— )V LIS, |7V ha—Y A, lMiEh v
o L i DAVENONRZE AN A AEPS
NN AV ¥

HALa: ol HIRNZE WREE| AU, eI, SR
UL AL e R, BERASPUE, R,
UL ARG EYE, R

TS
iR ALT. LDH. Al-P. |AST® -5
y-GTP® k5
B KELY T =T R
ML FIMERI %, A | e, AFERERE 2

iR SETE

I, BUN, ZL7F=
oS &AR
Z Dt B, BEIR, TPIE, | S, B0,

B, I CK B | ANE. i, |u17'7}]//
CRP L5 ghte A4, [ A IAE % £ 5wl H R
BUIRE (BASE) |5, BHL. WEUE

) S0k RO, KT 2% Sl AR 2k

12. BRRRERRICRITTHE
v rosuond 7Y FIZHREESD 2 WEBHEOMEPBIZ KT
IHLIERDH AL,

14. BRALOZXE

14.1 EHZMHBEOZTE
PTPEHEOFEAIPTPY — F 25 ML TR T % X 9 fRiE
F5Z L, PTPY — FORRMKICE O WS ER 2 R~
FIA L. BIZIIEILE B L CHERITN K5 0 T E % 4 0HE % B
RKTHIEND 5D,

15. ZOMOEE

15.1 ERER{ERICE D 153k

15.1.1 e Fuo 2z uuF 7Y FOEERIAFOKBHREOMGRT
H512.5mgE WAy FHLy Yy YLFEFN/e Fusn
o F7 Y FEREHIOENERREICB VT, A REE EA 23146
%¢w%ﬂwe:ﬁb%nfwéo

*15.1.2 WA CHEIE S N7EENRICBWT, e FayzouaF7Y
F &5 SN2 T FREHIE L OB E o ) A 7 28
WY 22 MBS Tn5Y9,

16. EPERE
16.1 MAigE
16.1.1 RIR#HRS

ARSI REEZICIHLIE S > FH vy Y LdFReF/b
ForzuousF7Y FeLT8mg/6.25mg#15H M KIE#RS- L 72
We, AR 7 > v 7 v EEVEIRE M- T
e bbozouF7 Y FPBHENED, REMKRTH D 7~
FHNE Y YLFEFMRIEFEAEHRB IRV, B51HH
FOIHHD A Y FH vy v RO FazaasF7 Y Folih
BECHBIITROLBY TH 5,

//N\N N’ /N
N HN l
HO._O O HO__0 O
N N,
5E s é -0
N N\—cny N

H
AYTHNY v M-1

(ng/mL)

200 4
180
160 -
140 4 |
120 + y N
1004 h o—e 51HH
Ifit O---0 #H515HH
it 80+ AYFHINE Y
o 60
jie 40
204
0
404
204 L 2.5
0 T T T T T T
00—‘5123456 8 10 12 16 24
’ BGHORER ()
(ng/mL)
100
804
i g0
LY o—e 511N
N 0---0 515 1
#
B
vkeronFry K
204
0l === %
%L123456 8 10 12 16 24
- BGHORER (h)
Cmax Tmax AUCo-24n Tz

SHI <=2 S L

Wit st (ng/mL) (h) (ng * h/mL) (h)

1HH 131.4%+47.2 4.0x1.2 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
IHH 18.3x7.2 6.6x2.8 294.4+120.7 17.6+7.3
15HH  28.0+14.5 5.1%¥2.1 478.4%+245.0 15.7+4.2
IHH 62.3x16.4 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

(T3fl = B, n=8)
16.1.2 M5 Hh > TFHILE 2 REBERE%E R /- Population
Pharmacokinetics (PPK) f&#f
AYTHNVE v LR F NV EEG LERER A FIE X168
1§U\ AR B 10 I SR B O 15 i A T A s L o S T30,
F e EERE B 18, R & 5w i+ o B 81,
1’22415']# SIS N2, 836K DM A >~ 7Ly RENE
m%mwf iR EM‘WE\H%bhﬁuwlfﬂD‘mﬁ
IR (I 7 L7 F =, BUN), I 7 V7 I K O
JEDATI & A /Th‘)b& /0)7 VT T AL GAERL MR
NAFTTRA T T4 L OB EBRE LR, ITRER
H (ASTHE> 40U ALTHE>35) ICBU B 7 ) 7T ¥ AHA5%IKT
FTHZEMNEEISN TS, [9.3 5]
16.2 RN
EHER A (1260 12 h > FH vy Yy Y L¥eFi/k Furon
F7 Y FELT8mg/6.25mg % Ak S L7z, #i P&
B L CCmaxIZiGHACH M 7 » FH v & Tl AL, e ke
runaF7 Y FTIHET L72A, AUCIKENAHY » >~ 79 v
7 UTIREERRL, vFazuadF 7Y FTIEL7.6%DK T
HY. BRICHEEZ22HOTIEIRVWEEZOND,
16.3 o
(MCIA v FH s v Ol 4% MIET VT I VBl
WML 2o AR A FRIE. & HI29%LETH 5 (n vitro) o
tFusuoud 7Y For bliE&EARG3%E1320.8~24.0%T
& % (n vitro)
16.4 X35
ATV YL FEFNVEANVEFINVNIZAT T —EITL
DIEHEACE A~ v s B s L, & 51— EAICYP2CY
2 & D IREHACH M- TSR S B 25, ARTEME & e B
WA TFHENEY Yy Y LFeFNERG L2 EOM-TOIH
o;%f';& ORHHEIERIZ A~ 7V & > o i i BE T O RR vh R
AL CYP2CODBIRML TN X 50 795 ol
FIREANDOBBIIV R VWEEZ NS,
720 VIS VIECYPIALL 1A2, 2A6. 2B6. 2C8. 2C9-
Arg. 2C19. 2D6. 2E1. 3A4DRHEN: A B L 22\ G vitro) o

NYTHENY Y

M-T

viroszooFy YR




16.5 ittt

ARSI EEEIOPNCIELIR A Y FY vy v YL dFeFu
/eFuzuuF7 Y FELT8me/6.25mg% 15H M KRS L
72BE, IRIPICIEREBIATH L TNy v YL FEeF v
Mg, EHEAAEw S T vy v FEEHACHEM-T K
e FazouF7 Y FAPRIES G, #5241 F TORE
HYFHNE y+M-T RO FarzaaF 7Y FREUED R
IR S vy v+ M-T 85510 H12.3%. 15H
H15.8%. v FuzuuF 7Y FREMEI S5 1H BH71.1%.
15HH80.4%TH %,

17. ERFRRGIR

17.1 BHEROCREMICEHT 25

17.1.1 ERE MHERE
ARV AR 2SS THLE A v 7% vy v v
V¥t F N/ Fuszuonosd 7Y FE L T8mg/6.25mg.
4mg/6.25mg. $mg/0mg X 130mg/6.25mg% S5 L 72—k
BRI O RITRED EBY TH 5,
N T 7 WAL BRI E 2 b= 12D W CTid, 8mg/6.25mghf i
8mg/Omglf IR B L EPBRO LN T WD, T 7RI
MME 2 L& I2 oW Tid, 8mg/6.25mght i 4mg/6. 25mghf
& H1I28mg/Omglf ICHRA B LR AEDPRED LN T WS,

P A R ANE 3 ] b 7 WAL R R0
- EZIER (mmHg) | EZALE (mmHg)
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 -
(n=148) 14.8012.352 12.22+8.085
0ms/6. 2omg -8.28+9.903 -6.95+8.101
(n=74)
CEIg i = R )

FIFE T 56 B 3% 1E. 8mg/6.25mg B T 18.2%(27/148 f) .
4mg/6.25mg #f T 16.9%(25/148 #1). 8mg/Omg # T 14.2%
(21/148%1). 0mg/6.25mgh T20.3%(15/7461) TH V. 51
MICHE B2 R o7 ()2 M)

17.1.2 ENFE MEHER (RERS5HR)
AREVERMUTRE B A 15260 % 4, TH1E A > 79y > Lk
tF/eFuzuuF7 Y FE L Timg/6.25mg X138mg/6.25mg
%52 MG LR ORE RIIRED L B TH %,

b5 7 WEAR IR T b5 7 WEAR LR
I £ 2 b5 (mmHg) IMEZ b (mmHg)
-18.20+13.200 -11.82+8.847
CEIg M + B R )

RN FEBLAR1325.0% (38/15261) TH ). T D E% b D3I
PREEIGMG . 6% (1051) . &5 IRERIMLAES. 3% (5B1) . HIR2.6% (451)
Th otz BEMZEBEIE, RGMHZE L TRE RENITH
LMol

18. ZhkrE

18.1 1ER¥F

(BhoTFHIar JLxeFiv)

1811 HUFHLY Y LT VORTEERIE. KA THR
PUEAE I BV TR 2N S WEERH Y A~ 73 Ly
YERY, FWMEPEGOT VAT T4 4 F1(ATY
ZRERCBWTT VAT Yy v T EEHL. 0k
ILHRVE M 2 3080 % 2 212 & o TET 2 RIS o & T2
%, 251 ATIZAEREN LB COT IV FATH Vil
MV 2 IR D BEMEIC 55 L Cwb e EZHN
509 (n vitro in vivo(F v }))o

(erO7OOF7oR)

18.1.2 e FuruuF7 Y FOREMEIEFIZHS 2 TlEz v,
Pe G B S VA R 2 A s 5, L L,
R P 5B O FEE 00 7 R E A B M IO T I L 2 b 0T

H Y. MRS RS2 L2 F FTlrd B LinilE
RTINS R 20 A T3 dH 2 2SS O KD % £k
9 RANa B, T A R N Na i A & ) kI
WCHIRL N Ca® R EEAMICT Ly ML DU A V& 2 103 5 IS 1
AR O BOGBEEASIEES L. KRR WA T2 L1085
BREREZ 65,

18.2 A TFHILEY YLFEFIEERNOZOQFT7IRNED
AKX 2BEER
FBIEHRISIET v MZBWT, Ay FHLvyy Y LdEeFu
tebruzousF7 Y FEOBMIZED, ATy >y VL
FEFNVOBEEH OB EOONTWwD, /2 v 74
VY YLFEFNVICELe FRZaaF T Y FOFRIERA
DOFBIIFRD SN T VR,

183 LZ-7ooF4F oI RICRIFTHE
Te ML R 7 A0 (AR FE T e ML FES6 /1 T 5 2 £ 5 i LA A
F18B) RIS, H U FHLY Y YL FEFOVIHIEIL~]12mgD
AP G R ORE R, MAEL = 3G, g7 >V F57 vy U1
WEROCMWSET > IF T v 3V TIBED EABARSR TN,

19. KRS ICET 2EEZRIFR
(BTFHNE> JLFEFIV)

— ek h TV v v L FEF b (Candesartan Cilexetil)
1b4244 © (1RS)-1-(Cyclohexyloxycarbonyloxy) ethyl 2-ethoxy-1-
{[2'- (1H-tetrazol-5-yl) biphenyl-4-yllmethyl} -17-

benzimidazole-7-carboxylate

3 ¢ C33H3N6Os

® : 610.66

R Ao RE RO ETH B, FERE100) 129X
BFRTL AF ) = VIZRRBEITITLL, 28/ —
(99.5) ICHEIFIT &L KITIFEALHE T Ve A5 —
IV (1—=100) IEHEEEE2 R E v, L B0 5
nz,

Mg

R UGG

(eFOy7OQF7YK)

—#%% 1 v Fua 2z e s 7 Y K (Hydrochlorothiazide)

1424 1 6-Chloro-3,4-dihydro-2/-1,2,4-benzothiadiazine-7-
sulfonamide 1,1-dioxide

773 ¢ CrHsCIN3O4S2

g3Fa 29774

WK Ao UEREOR R T, ITBWwIdR . KRIdH
MUV, T R AHETFR T TR M) VIR
REIFITL L, KF g 7 —)v(95) 1I2H e THEIFIZ <
v VERFNVIZ—FNVICIF LA LET Vv, KBILT T
U AGIRICIELT %,
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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]
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