ek 20254F9 H 25T (453050
s 2024410 F AT (55200
B SRR
EEAR - 34

REFE{FARARB/ it CaltinZEc S Al

BAAERA ANV - PLOVEYNYVEESR

Do AP =DABELDMIIA)
IWP=D A waz HDIMY' DA

ILUAMIX® Combination Tablets [SAWAI]

[ERE V=Nl EXU R HPL I E TRBUR L e Rl

2. ER(ROEEICIFRSLEVNT L)

2.1 RH O kY e Fo ) vy 2 bawion LBsE
DEIERED 5 5 B

2.2 HIFSUSHEAR L T Bl et & 5 (9. 55 1]

2.3 TUAFL V7~ VBRI 2 G- h o RwEE (72721
MOREIEREEIT> Ch R BIMED T Y b I —LHE L <
AEOEEEI ) [10.150F]

3. #HRE - MK
3.1 $8RK
T ANVT 2 ARAEHELD A4 IVT7 2 ABASEHD

(71 (74

HEA VRIS > 100mg|HEA V)L % > 100mg

HRE7 200 ROVEE | HE7 409 ¥ XY OVERE
6.93mg 13.87mg

(720PErELTmg) |[(7AEYEYE L Tl0mg)

ARy
[15Er]

HNF T, O AAI AT — ANa, fehta—
A, WAbF 5 v, ZZERfbEk. A7 T ) YEEMg, Y V7.
v oy ryalrtbrao—A, eroiuo—A, 7ol
y7)a— ), D-vr=br—

I

3.2 BAIDMERK

oo, ANT 37 ARAEHLD ANVT 37 ARAGHHD
o (41 | (471 |
AIGIGI=HGCICI—
#l TANLNT—FT 14 ¥ 7§k
[ERN P~ 3 1 I T VNN
H & (mm) 8.1 8.1
J£ & (mm) 3.7 3.7
# A (mg) #7185 #9182
FAEFR SWANLT3IZALD SW A4 )L7 32 A HD
4. FHEEX TR
=M EE

5. MEENIEHRICEET BEE
5.1 EZIMEETOBZNEN D . AH %2 S IMEGEOFE—
IR L LT &,

5.2 BHIE LT, 41 WYV F Y 10mgh N7 2a V¥ & LT
SmgZ P LT aEE, & Avidundih— 2 LT
I b= VAR TGRYEAEIZ, 100me/5Smeg~ DY) ) 2 %
i A

5.3 BHIE LT, 41 WYV F 10mgh N7 2a V& LT
Smg# P % L < 13100mg/5mgTIHLE I >~ ~ 0 — VS A+45
A2, 100mg/10mg DY) ) Bz # a5 2 b,

6. FiENUHE
. RAIEIAHLIELEE (A VRS VY v/ Trad ¥ e L
T100mg/5mg X 1£100mg/10mg) % #E ¥ 59 % o ARFNE = 1M
JERIR DB EIREE L L THW e,

7. BENUHAZICEET ER
DUTFTOANNY LY 720l R VEBEO Y - &

IR, BEBIHEZRODL I L,

BFEERRIEES
872149
LD HD
52 & S| 23000AMX00320000 | 23000AMX00321000
BR 55 B 1A 201846 H 201846 H
AIRTILF )
WH L B AZEA VANV y b L T50~100meg % 1 H 1R

W55, B, EEh, ERICX D EEERT 505, 1HRA
FHEII200mgE TE T 5,
(ZLOVEYRYVEEE)
- U E
R, AT LAY E Y L LTC2.5~5mgx 1 H1EEEI
P53 %, B JERIZES CEEHEET 205, EA 5%
AIZIZIHIENOmgE CTHET L2 &S TE %,

8. EELEARNWER

8.1 KANIA NNV F v ET7rul ¥ rOBERTHY., 1V
NNy T AulE R ORWERPERT 2 BEN0DH
b7z, BMYNIARFIOMAE R T 52 L,

8.2 Mw\“h‘)w‘/%:.z.a:r?‘/wr%yv‘/H%ﬁﬁs?ﬁmﬁu%ﬁff

HICEE R IFREREES DS D 5 bz L OMEN»D 5o ITFHERER
R EMT 5% EBIS T AT ) 2 L [11.1.52H]

8.3 BEIEMEHICHESC DTV, L52ENHODLNLILNDH D
DT, WAEE. HEH OB ER 2 0O WA HRE T 2 15
IEFEESEL L,

8.4 FHTAT2ARIIIG LI T L, 7o VT

T ZAREIAIBE G- R O BE L, R OFarfFicr = -
TrIOFT Yy RO X AEERMEKT 2R3
BENDEDH D,

8.5 74T VY LM IR < 35 b RIS R IR
BIRDFRD HND DT, KAFG-A B ABO R # % T %
LEIE, AR SMBICAET A CEEICRS T 52 L,

9. HEDEREZEFIHEEICHATHER
.1 GHIE - BEEEDH D EHE
9.1.1 MAILBEIRERDS D EEITHE
BE
BRERLGEE LV EHIB SN A AZRE, TR 2
Lo AN 2K DI E O AR R ERR A M O
W& SR ICE R B S 2 BENDD B,
9.1 2 atuw.\mlron,m%
EEERLO SR VEH S NLGE LR E, HHIEETSL S
J:o ANNFN T AL @A) T AMAEZ BE S5 B2
Hd Do
F7o, BREERE, O b — VR B ORERIFEEC L) Mgy )
2 AMEDSE L )R T VBB, S 7 MEIEE T 8,
9.1.3 RMEEZSDHHEE
W DR SRIMTA G Z 5 S L, WELE(L 382
NDH 5,
9.1.4 BEERIEEEPDEE
—EMOAMEMFR T ZEZ T B 2005 5.[11.1.351]
%9.1.5 'E\TQ(DE%%%‘
eIV CIE LS & 2 BELOARESBED 23t 5 & L7y R
E A :lbwf TR REELIRLTCT a0 Y ¥ S EETHE
HKIEDIEHBEED G Do T2 & DG H DY,
TE) 7 51D ¥ ¥ RS AR SR A B 7 I | R O L |
ThHb,

[de)

THEBIREEDS D



9.2 EBiEEEEEEE
9.2.1 EELBKEEEDHDEE
BWEORTEIZ L) EREL EL S BETND0DH 5,
9.2.2 MESETHhDEE
—EEOZ2M AR MTER T 2RI TBZNLH 5.[11.1.35H]
9.3 FHEeEEEEHE
9.3.1 FFREEZEDH 2 EHE. 1FICIETHEFEZ R UIETS oifF

DHDEE

WERIIERICRG T2 8, 72V dFEE LCFE

TR ESNE -0, WHEREREEO D 2 HBETIE, MR

HA O HE R R OV L A g B - ey T i T T A (AUC) Ak 3% 2 &

WHb, 7TouTYErEHE(10mg) 2BV CRIEMOISHH

ENEL RAURERD B A VARV F I EIE I

Ptk sz -0, MHEER AT B2 N0H D 5.[11.2,

16.5. 16.6.2%:&]

9.4 £IEREEE I DE
9.4.1 HiRT DOIREMDH DM

HIRL CTWAZ LR EINT T v I 7 v 2 VAR IHE

HET7 V7 vy DEBEEETHR ZEH L. B - s

WAORE (AL, JHE - M - BoOEEA L, JTEESE) 250

SNBSS TWBED Y,

KA OG0 H . RBREOHES L EE L CTRFR G- 0L

YA EEIHET L. GE LA RESEREZ LRl 2 &Rk

ENDLYEILOREGTH L, T2, HGPLELRYAICIE

ROTEFHIIHET AT L£,[9.55H]

) EFIPG-BHIARNCTIR L T W L2 ERT A L, K
Gy, HIRL T na & 2 EIciERe s 2 &,
PG PIZHAR DS L 72551213, mH IS 2T 5 2
Eo

QK OBIFIZO VT, KA GG ICEEZICHHET S 2
Lo T2, HEHROLENIL LT A Z &
IR ARFN M LA, BRI - BrA o e g

TVAIDHB L,

TR ASHI L 72 3B N A B A 1L, R (Y |2 AH

HTHZ L.
AR Z T A aiE, HYEIHBT A 2 &
9.5 1147

R ATHEIR L CW A e & 2 EIZIE G- L e wnwZ &,
F 7o, GRS L 22 A, mh sk S by
B2l WRPHIR ORI T v VA F v v TSRS
T v VT vy MR I ER & G S N B TR
WAME, BB - BRI, FrAERoKIIE., BAE,
) NE, B OTEANE K O AGBAMEZ & 5 LI S
LI oG, HEETOFE. MOREREDRH S bk
DHEDDH Do T L0YE U IZIER CHEERICHRS T 5
&R B O3 W R AT IE R 5 5 & L SRR H N TW B Y,
(2.2, 9.4.1%&]
9.6 =3B
BAL W EDREFE Lve A VR F » TIEEY IR
(7 MDIEBVTHHHFNOBITPRD LN TV D, /2, B
W (Z v MR O A 0 S840 NS BHR O HERE 12 B
+ 558 O50meg/kg/H UL ETHEI I BT HAERO%
EINIEARO 5N TwD, 740 E X Tlde MREFLFA
BATT 52 et s T b,

9.7 INE
INBER R GR &L FRRBRIEER L Ty,
9.8 SinE

BEONRELBE L o HEIIRGT 5 Lo —RISRED
BRI E L v SN Tw5, BlZEEIRI 582008
Hbo THAUTE L, EilieH TOMRAEY RS C I
AV L MR R AR < 2 B I ATRED 5T 5,
[16.6.3%M]

10. #HEEA

TAOTEORBINITTE LU CEYRBTEEFECYPIALDHS-
LTwaeEZLN TS,
10.1 HEZZSHALEWI L)

FAIF

B ARIEIR - S8

Wiy - falriR T

TYAFL T OVERNE

AR
CBEREZ BT S
Yitro 72720, Mok
JEGHEIT->Tb A B
MAEDT Y ha— )i
LARBOBERL)
[2.320]

AR Y TIEHK
SR B, AR e R
EEA )Y LME R
OMKIIE o ) A 7 B0
DHE SN TV D,

S s R
v AMEE A R S
NB MDD 5o

10.2 HEER(HAICERT ST L)

FH B

B ARIEIR - i85

Wiy - falriR T

1) 7 L GRRE R R A
A¥"R T v,
M) T AT L

1) LAFEH

Mi& 7 ) 7 s 555 E 5
THIEDN DD

KA VRV T oD
TR AT O 5
L s slEE
VER 2388505 % T RETE

WAL o A %o
fez Bt DR - B e T oD

HHEH
H IR B EF — Mk 0> 2 ML AR IR B E ) TG & %
7utI N, M| TERITBLIWD DD 1T T b EETIE,

TV XFT Y RE
[11.1.32M]

WEOMAIZL) L
ZVIEEENTTELTE
0 BEEAE A3 S
2BEINDD 5,

TY)AFL T IVERE

EhmeEE, S
2 MUE M OV % 2
T BENDEDH D,

7 B. eGFRA60mL/
min/1.73m*% i O B
WREEDH 2 HE
DTV AFXL TR
fRii & OBz DWW T
E, WELRT RS
W ECHRT S B A

frEdtlrsnc &,

TrIFT Y A

PSR B
T+ 77,
57 VEE

13

BRRERE, mA )Y
2 MUAE fe OMEIILE % 62
T BENDDH L,

Loy TVt T
¥ SR BRSEAE A o &
NDWEEED D % o

AT A FHERERE

# (NSAIDs)
|=EERYAy = By ACN
LV RRAE D 5

ANV DRI
PTEMIA S5 2 B2
B %o

MEERIEAEHT 5
TURE T 50T VDA
RBHEIZ L D, A VA
Wy v OREEAER % 3
53 LN HEMED D S

BHREFETLTYS
B TlE, TICE e
WEALS 2 BENDD 5o

TUAY T T YT YD
ERILEIC LD, B
WERFERTT 2720
FExbihb,

DISAFA
FERY F 7 A

ANRFINVEF I X
DA AUE AR )
nTns,

%
S

T A OFRIE S
MY LEBEAT AT
D, ANVXRF VY D
F b A HEEE S
L0, )FT A0
PSS b & & 2
b5itb,

VR 243 2354 |BEVER 2R S N5 (A I % 8iR3 5
BENWDH b, BENWDDH 5,
CYP3A4FHZE# T)AuYA Y RNT7T Lu T Y ofRER

T ALY, |[VNVFTELEDOREEAWICHES LS
UNVNFTEL, UML), TR TE U RESIELLND,
FEN, 4 b IF|\OMAEEN LR L7
V= V& EDOHEDD D,
CYP3A4:3EH] T AT YOMAEE| 7 A8 P Y O
V77 rEY U IMETTBENND 5 L SN AR D E

AHbNb,




ESiES BRAAEIR - 5B 5k W - fERBRRT 0.5~ 1% 0.5% A N
TL— 77NV —=Y|7aulCrolEE LTI NV—-VIE Ry | iFAET B, 12T (B IMEET. BRI, W
ET MR ENLIBZENEINLIRG ST 20D &, HHEAE) . | EXEEE70y

Wb Yo oG EBLE L. Jeh, BR. RALVE 2L TR
TATTYE YOI fRIE . OB ED
FEDS A % ] A W HIAHILHE
EZHNb, HILER WG E A S, T L, WE L S
UYWAY T TLOIE Y E Y UNBERAATH D, - BRAEL TN, |V B OR PR
A % F »80mg ([E N £ L. R B [E. AR R, HEE
ROERE) & Ot f55 9% ¥, BEgs. B8
2k, vy T Ji. PEEBRE G
¥ DAUCHTT%EH- L B M PR, SR - 1| BUN LA, IR EH
7L OREDVDH S, BAR. 7 L7 F = |, RIE R,
F ) LR TruYEYEOHHE|TLRYE Y EY 7O v EA PR MG 1 HER BE
ks ra) s 2ol ) A A, £E LT =
UEREHD ER L, BRE|CYP3A4IZ X Y L & FEMHER |0 F v - 56 DR, LU, £ b ) A9 & AR,
EEOYy JUYAADIND 2O, PEHIZLD &, U - BHE |RRREE IRk, KorEhit.
FIER BT 282|577 0) 2 20/ H# D PRV IEEAER
N D DHo PEHERICIZ|HE SN LW fetkA % R#EFE |CKLEH REE LS R 7 R ) v A ES
Fra) AADMpHEZ 55, o MER T BRI, | A
Ere=4—L, L% 2L A5 — )k
WZIBLTH 70y AR Feo M) T A
OREZRAETLI L, 4
_ oL fotlize, BERE. |FEA. KRR,
1. BIfFA BBk, CRPLEH. [, BEMHMD.

ROBWER DB SN b I &N HDT, %L 512070,
FE DR BN ARG kT A 2 &) 2 WL & 4T
)Tk,

1.1 EXIFEWER

w6 11.1.1 MEMFRE CHEA])

ek

BRI, VR, WHBH, S50k 2 ek & 3 2 MEMEEE & 5
BIDZENHD, T, MR WK, W, TRIZEZ M I
BMEHFELS D 5 DML Db
11.1.2 8AYU D LI GHEEAH)
1M.1.3 Yavy, K# BEEHEK (VSN HEEARN)
WG MR, BRI RSN S S b NG EITIE, EHIZEE %
LB %47 T E.[9.1.4, 9.2.2, 10.25H]
11.1.4 B2 HEARY)
11.1.5 BUERFR. FFHEERE. &E (S HEAY])
AST. ALT. ALP. y-GTP® LF%% k9 IR E S &
bis Z LWL [8. 28]
11.1.6 {EM#E AN
i, 22 Wi, FoER. SPRT. K8, ERkE
FENDH HDONIGEII G2 WIS B 2 & BERHE
DEBETHH DN TV,
11.1.7 tEUBERRARAE (5B A1)
HAE. B CKLA, mMARGRAI4 7oy bRz
R L 5 DRBURIPIED S 5 bND T ENDHLDT, ZDL
I BRGEIIZED IR ek L, B ARERT) k. &
7oy HSUHRMHE IS £ 2 SUEBREDIHEISEE T 5 2 Lo
11.1.8 EFRAEREE. MRS, M/WRIBIA (V70 SHEEARH)
11.1.9 BEJ Oy I HEAH)
TR, O FVEOWIHERDH S5 bND 2 Ln3H 5o
11.2 ZOftDEIEFRA
0.5~ 1%

0.5%A:i BEPEASH )
B EHE. LA, METETRE
FRIZ . SERRBEUE
ZIALBE
I #% Bk BE %, |AST L H#. ALPL|LDHEH. #E,
ALT b5 H., VY LE v kK
H. y - GTPLH

T TEUE

JFF i

W - IR N U N I
i S

ik B, B, FMERRILERRA . ~~ b
B VAURCI Y /NN
EZOE VL. H
MERR A o Bk
I A

WOk, PREEE. B H S, g 5. WD
B B, FhEE R, PR, £
F B, RYE [T GERIZX D) EA

NI, PERRRE S
LEALFLEE . RE K
L KR G

DA NANRF VY VR LT 20D E v 8EITHED STV S EIEH,

TE2) 7 AT Y Y CEE R R L TIomeg e ik G L2 EIs. mVEETH
DHENTL DOWMEND %,[9.3.15H]

13. BEKRS

*13.1 fEIR
TAuYE L, HEORMMEILRIZLD, YavrixEgd
FELWIEET & SRR 52 L0 5,
F720 ROEMEMIKIED, 7248 Y ¥ r oM 024~480:
MBICHHT L2 DVD b, 2B, JERERE, DAL EHEREE
B & L7z Reastid (i omames) 28R/ & 2 2T d &
%o

13.2 &
T AT RHERICEER RS LA, TAauYE Y
DAUCIEI%IHA L MR A2 £ TI349%0 0 L7 2 &b,
T AU Y Y S RO LE & LTRSS
BTHhDHEBEINTVDEY, A VANF LY U RTTLIaTE Y
FEAEGEI SN2 MEENTIZ X2 BEEITERTIE RV,

14. BRALODEE

14.1 FRIZMHIFOER
PTPUZOIHIIPTPY — S L CTIRAT 4 £ 4R
Y5 L, PTPY — bOREAKIC L D, TS AR Al
AHIA L, HEIZIEEIL2 B2 LTI RS0 B2 A 0HE %
BT EDH D,

15. Z0DthDFR

15.1 BRARERICE S B
HRBLRIEH S 2T WAS, TAT I X B EETIC0
T ZE R NELR (ORI 2 & ) D5AR S Lz L OFEDDH 5

16. EYENRE
16.1 MAREE
16.1.1 £YFHIEEE
TEEER N B4 A VRV 8 ¥ /T 210 Y E 2 100mg/10meg % it &
FE I BOFGF S C 22 IE R LR % 5 L 72 5 A oo i v A L
U ROMERT7 20V OEYBHEIEITEOEBY THoToo A
VARY I E Y ROT L0 Y E Y OEYEREZ B HE & HA P Tl
LAt e, Wi & b EMFEMIC A% TH - 727,



B 1 GERe GO BRE/ ST X —

ANASYIN S~ FAOTE Y
AL £ 5t HALBE il £ HAIBE
o) 211596214 |2,010.425206 | 5.29+0.92 | 5.260.72
(HQE&LU 8,635.8=2,768.4|8,426.42,233.0 |197.19+34.24|198.58 % 38.25
o 1.31=0.64 1.35+0.74 6.3+1.1 | 5.9%0.9
<Thlr§ 11.145+3.810 | 9.437+2.413 | 37.72+5.90 | 38.72+7.34

Tl = FLAER A, n=24

AUCo+ : A VAR F 0~ 48R, 7 48 2 ¥ 2 130~ 96RE [ i

16.1.2 EYFHEF AR
(A7 ZHAEREFELDIMT DA D)

ANT 37 AWRESLDI YT A & 7 A 3 7 ABAHLD % M A EF

WZENZNLEE (A VN F & LC100mg, 7240V E » & LT5mg)

ZEERFHL AR 3 5 (7 B AT —N—=F) L, A VARV Y Y ROTT A1

DY OB A JE L7z, 155Nz EIRE XF 2 — % (AUC.

Cmax) 122> T90% 12 HEIX FE 3 12 TR % 47 o 7258 S, 1og (0.80)

~log(1.25) OHFFNTH ) . WA OAEYFFRSEPEA TR S 72,
FF) 1 §EE GOSN T 2 — ¥

Cmax Tmax Tz AUCH
(ng/mL) (hr) (hr) (ng-hr/mL)
1 .
ANT 37 ARE
12 + + + +
¥ \gor o1 1950 738 1.8=1.1 7.4% 3.2 | 69453666
.ﬁ—
)2 N [Py
57 L7D4 S7ABEH e70+689 1.6=0.8 | 10.5=11.1 | 6521=2556
M
T4 NT Iy Al .
A gD 1 ) 3.98+0.82 | 4.8+0.8 | 41.1+ 7.5 | 139.3%39.6
A R g
e SUARER| 37620076 | 5.0+0.3 | 41.3% 8.6 | 137.3+39.9
v
MKA NNV E >~ AUChzney 72 HE Y E 2 0 AUCO 1440
(Mean#S. D.)
2500 | —e— (LT I ARLAEELD YT A |
% --0-- T A XU AR A HELD
i 2000 Mean=+S. D. (n=24)
/r
)Y
K
Y
%
%
>
i
(ng/mL) I
FITENENE T —3
Omm_z?s 4 6 8 12 24
by koo F 5 B OB (hr)
5T e LT3/ ARAHLDIH T A |
i --0-- VA 27 AF A EELD
aﬁj' 4+ Mean+S. D. (n=24)
7 |
oo Sy
4 i
15 AESNNEN
> 2 i
] f
o 1
(ng/mL) i ‘\6\“‘“6\‘
NN 1 1 1 §f 1 {f T {
0 914768 12 24 48 72 96 144
35

12 5.5 DI (hr)
W7 ZORAEEHHDIY DA D)

ANVT 37 ARA$EHDI Y 7 A J& 74 3 7 ABASEHD % e s A\ T+
IZFNZENE(L VAL E 2 & LT100mg, 7 AHE Y E Y E L Tl0mg)
PR ER PG (7 0 AF —N—=) L, A VAR VY Y ROT AT
DY OmMBEREEERIE L. 56N 3EYEhRE T X — % (AUC,
Cmax) 122> T0% 18 A X [ 12 THREET AT 2 17 o 7245 . 1og(0.80)
~log(1.25) DEEFANTH 1) . WiHI DLW R S Y,

Cmax Tmax Tz AUC*
(ng/mL) (hr) (hr) (ng-hr/mL)
p -
ANT 27 ABE
b . . . Lore
Y Do 1 ) 2153+643 | 1.7+1.2 | 10.8+9.2 | 7476+2129
-H—
)% 3 1 O et
p }7{'])4\71?36:.& 21104735 | 1.4%0.9 | 9.5+4.7 | 7115+2199
M
T A\ANT 37 ARE
2 | geHDT 4 £ 7.541.64 | 4.9%0.9 | 41.8%7.1 |277.9+74.8
P 3 e
e SVARER| g 3153 | 50408 | 43.7+5.7 | 285.6+60.9
v
MA NNV E >~ 0 AUCh e, 72 HE Y E Y 1 AUCO 1440
(Mean=S.D.)
2500 - e LT I/ AREEHD ST A |
% --0-- 7A 2 Afid A 8EHD
i 2000 Mean=+S. D. (n=23)
/r
)i
~ 1500
5
% 1000
- !
i !
K 500 fh
(ng/mL) i
T‘"H ) T —Q
0@1?}2?3 4 6 8 12 24
by ko e F 5 B ORI (hr)
10+ e LT I/ AREEHD ST A |
ifiL --0-- 71 27 A &$EHD
e 8 Mean+S. D. (n=23)
i !
Z Ji
oo Orgs
v i)
5 ‘ ‘
= 4r B
i =
o i
(ng/nL) - 5‘\6\_{
I 1 1 1 i 1 g:\%
0 o6 8 12 24 48 72 96 144
35

P55 OIER (hr)
MR 72 & ONCAUC, Cmax®:0/85 4 — & 13, WEEORIN, 4k
WOBREUAEL - R ORERGMIC X > TR 2 WEEELD 5.
16.2 MR
16.2.1 REOHE
TR NBYEL6EIC A VNV F /7 28 Y ¥ 2 100mg/10meht & %
HARE G- (R A 1) Lo a . 2Bk S & R CREE S0
ANARFNE 2 T 20V E Y DCma L FAUCIZE A SN2 Ao 729,
16.3 £
16.3.1 EEHESER
ANNFNE o MIEEAKBEERT 720 ot bl
ATV TFNLHI7%TH - 7219 W n vitro) o
16.4 {4
AN F i, FE L TCYP2CIIC L AR by & 7 v oo v
MIAEIZE VR ENL, e MFI 270V —2Z VT, CYPIEMIC
BT B A NN IE v DORHEEMIZOWTHE L 22838, CYPLA2,
CYP2D6 % USCYP2ELIZ #} L T {& [ % & ¥°. CYP2A6. CYP2C8,
CYP2COK OCYP3A4IZx L TREMERDSFED H 72 DD, Wit
[HE DR IX5IH - 7227 (in vitro) o
TAOTYEYOELLRBRBEKIET L PO Y v BoRILL Y
VY UBRR O OBALRT I 2 1hTH - 729,
16.5 HEitt
BRI B TA VATV F v OREERFHERRIE80.3~1.3%
TH o720, F 7z, HHEBAIZHCHERE A VANV F v e LR
L7236 TEREDRI20% 13 IR A ICHEIE S A1, #954% 3 F Bl S
W (EANT—%).[9.3.15R]
fEFERA6HIIC 7 210 Y ¥ vk LTC2.5mg X idbmg% HFE14% 5 L
e IR RZEMEE LTHRES N2 H &3NS wihok
G2 B VT R REALARIEI S I 5 524051 F Tl 5808
3%, 144 £ TIZHIR% Tdh - 7219,
F 70, EHERAENCHUCHER#E 7 40 Y ¥V 15mg % Bl G- L 728
Ay BGRI2H F TSGR D59 . 3% A R H11223 . 4% H HE i 2 HEi:
S G AR F CORPISFFEDIN KL TH > T2 ZD
il ZORED A A ERD H 72D (FENT— % )6
BB, INSRBWIZT 20V E U E Lo CEAERIZEO STV,



16.6 HEDERZEIDEE

16.6.1 BHEpEEEEE
W PR OOB) . QOB OBEMERERZTICA VATV
100mg#% 1 H1F8 H M B AEAR %5 L2354, B fEIE®H & bk L <
Cmas AUCICHEREIIA SN 720 MEENTTOEZ 2 ED,
EARREE R R TG L A IS BEREMIIIIE AL W EHUR
Iz 2722 DHEIANT— %)

16.6.2 FFigREE=EEE
it AR ORI B E 106, A VYL & 2 300mg™® & Z2iE R H 1
A7 H SRR S L7z e & MEHEA & IEER L CCmaxs AUCIZH
BEIALNEDoT, ELERERAIEFEAE LRV ELRBER
7V VEANT— %) 0
B ZE 4 (Child A, B2 9 A)56027 202 ¥ & L C2.5mg%
KRG L 72%a, BRI IE LT, 5721 #5140 Mg
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16.6.3 SHnE
i (65~80%. B L1060, Lo PE106]) & #54E #H (18~35i%. B 110
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17. BRPRAREE

17.1 BMRULLEICET 5558

17.1.1 ENEE I EH5R
ARV F 2 100mgD Bl 5 CIE 3 & b B — VA5 145 7 A JiE
PERS MRS B E F RIS, A VNP Ly > /7 28T ¥ 2 100mg/0mg.
100mg/5mg X 1£100mg/10mg % 83 [ ff: FH#25- L 72 ZEH B ML EGEER D
WRIIKREOLEBY TH o720
b T 7 B AR R B I 28 (b &, b T 7 WAL AL R W i 22 L &
& b 12, 100mg/bmg#k G- B 12100mg/Omg#% G- #f (2 b~ F 72,
100mg/10mg#%5-#13£100mg/Omgf% 5-# & N 100mg/5mg# G- 12 b
HERAENRD LN,

T Omg/5mg 100mg/5mg

IRB/AML (n=149) (n=143)

o N—=2AF4 148.72+ 7.86 148.32+ 7.39

Jﬂrll? TSR 141.96+12.69 133.98+14.16

] A -6.76=11.16 —14.34+11.99

N=AFA 94.67+ 4.34 94.76 = 4.55

%ﬁ? AT 88.78% 9.36 83.61=10.40

2l -5.89% 7.92 —11.15%= 9.66
140/90mmHg 32.2% 57.3%
EREE (48/149) (82/143)

K GHE 100mg/Omg 100mg/5mg 100mg/10mg
IRB/AML (n=121) (n=123) (n=116)

W NR=AF4 ~ 153.33= 9.84 152.58 =10.27 152.59+ 9.67

l[{UJT/: T A% ET 148.10+14.87 133.81+14.19 127.75+11.88

2l —5.23+11.48 —18.77x11.22 | —24.84+10.86

N=AFA4 97.10+ 5.77 96.92+ 5.75 97.44+ 6.44

?}E’i}fﬁ T A% R 93.33+10.58 83.79+ 9.51 79.30+ 8.57

2l -3.76+ 8.14 —13.13%* 7.75 | —18.14+ 7.62
140/90mmHg 22.3% 60.2% 83.6%
FEIE A (27/121) (74/123) (97/116)

HAAL  mmHg CPIgME = B (R 72)

G AV RY LB 2 100meE 8~ 1038 f #5515 (2 LRI I 140mmHg Bh_F 4>
JERRIIAEIOmmHg A _E T & o 7 AR REVE s i AE
IRB: A WARHILy > AML: 7LV ¥y
TE G MY LR o B R SE B L1, 100mg/OmgdK G- BE T 138.9%
(11/12361) . 100mg/5mg#% G- # T1311.4%(14/123%1) . 100mg/10mg
5 HETI315.5% (18/11661) TdH » 720 7% BIVE T (FEHAHEE H32% LA
F)id, 100mg/10mgf%5-FE D ALTHIINZ . 6% (3/116/1) Td - 72,
17.1.2 ERE D1EH5R

7 AUV Y Y5mgD A GCIE T > b 1 — US43 7 ARREVE S I
SEBZET RIS, ANV Y 2 /7 20T E 2 Omg/5mg XiF100me/5mg
% SIAMIPF TG L7 “EERILBGABROFE RIIRED EBY) Th o7z,
b 7RG MEZE L&, b T 7R AR AT naR I M E 2 L& & b is,
100mg/5mgf G- B 130mg/5met 53 12 b~ 17 2555080 B 722 20,

HAT - mmHg CPHfE = R )
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PEIRIAMEOOMmHgPL 1 Cdb - 7= ARGEVE & £ i B
IRB: AV ARHPL¥ >, AML: 7240V E
CEEBRY DO BIEF B X, Omg/5mgfk 58 Tld5.3%(8/151
B1). 100mg/5mgi%5-FET139.0% (13/144%1) T - 720
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ANV T »100mg. 7 & H Y E 2 5mgiE10mgd HAR 5- T+
= I N R /A N o N = | (1WA SR it b [ NN D) RN I 24
V/7 L0 Y ¥ 2100mg/5Smelit 4 fE X 13 100me/ 10mglit & 8¢ & 5250 4%
G L7z R IRFEOLBY) TH o7z,
DAVEICRER 72 < SRR RS o DU = 28L& 13 - 22. 7mmHg
& BRI 72 IUE ASHERF S 722 30,

3 IRB100mg X ix AML5m AML10m "
*i# I
BrAA RS FH & 100mg/5mg 100mg/10mg
SRERTAMIRE F = 100mg/5mg | 100mg/10mg | 100mg/10mg
IRB/AML (n=208) (n=221) (n=61) (n=492)
W N=AFA 148.7 158.4+13.2 152.23+10.61 | 153.48+11.84
Jf’[i;]j;: IR 128.0 132.2+10.6 135.45% 9.60 | 130.77+10.67
2l -20.7 -26.3+13.8 | —16.78+10.61 | —22.70+12.92
e | N AT A 95.1 99.8+ 8.5 96.8 £ 5.8 97.42+ 7.15
yjﬁg%qu S AT IS 80.7 82.3+ 8.9 84.8 £ 7.7 81.92+ 8.47
2l -14.4 -17.5+ 9.1 | -11.9 £ 5.7 | —15.51+ 8.47

HAL - mmHg CFIgME = B 22)
KR AV F 2100mg. 7 4 H Y Y Y5mgid10mg % 5~ 83 i #5- 1 12 L
A I 140mmHg A b 2> D3RI I £ 90mmHg UL b T & - 72 A RE M 55 I+
e B
RO EFNITAMLI0mgA 1556 THefed% 51 25100mg/5mg D B 260 %
air

IRB: A WALy AML: 70Ty

R SE B E 1316 9% (84/496 1) Td o 720 T 70 BINE AL A PEIRIE
T, 100mg/5mg# 5-F5 730.5% (2/4344%1) . 100mg/10mg#k 5-F5E 252 .6%
(8/306f) Td > 720
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18.1 {EFR
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AT FIEAIE RS IZA L CHIRIER 278 L 720 In vitroft A B A
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b HE L o 7230730
18.1.2 7 LOYEY
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19. B2 ICAT 2IBEENHR

19.1 €1 ILRBILY >

—f% A VAHF LY (Irbesartan)

{E5%4 : 2-Butyl-3-{2'-(14-tetrazol-5-yl)biphenyl-4-ylmethyl}-1, 3-
diazaspiro[4 .4]non-1-en-4-one

Ca5H2sN6O

428.53

5T
HFE:
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T v,

19.2 7LOVEY

—f%% 0 7 40T E U N OVERE (Amlodipine Besilate)

{E%4 : 3-Ethyl 5-methyl (4RS)-2-[(2-aminoethoxy)methyl]-4-(2-
chlorophenyl)-6-methyl-1,4-dihydropyridine-3, 5-dicarboxylate

monobenzenesulfonate
SFE - CoH2sCIN205 + CeHs03S
PFE 1 567.05
Bl = #9198 (GrfR)
B
; . ©/803H
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©/ MO GG R R
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v T8 7= (99.5) 12 REITIZC L KIZHEITIZ v, 2
5 — VI (1-100) 1Bt 2 7R & 7w

22. @&
AIVT7ZHAEBEEHRLDIY DA 1)
PTP : 10082 (108 x 10) . 5008 (10$% x 50)
INT 1008
A7 = ABEEHRHDIT D1 1)
PTP : 10082 (108 x 10) . 5008 (10$% x 50)
INT 1008
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