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* % 20244710 3 CLRT(4 5 i) BARESRIEES
% 2023 4E 5 HEET (4 4 ) 872149
RIFE{EARARB/#FHG M CaltnEic 55l
BAREFHS AMILNNTILYY - 7LOIEIXRY VEGIEEE
EIJ?;%M - : PN AT AT
WL SR F i 7(—9 JE':'%ELD AREE 22350%;%1[3)91 22%&5&131]3?92
A ® BRFEBAAA | 20124F12/] | 20124E12)]
P1=D ArazHD
Bk | SRR

FRHE (34

e =l ' TRV I E I QUE( I b Rl

AIMIX°Combination Tablets

2. ER(RODEBEHICIIH/RELEWC &)
2.1 RHOEASXIET e Fuvy) o v LWt LBiEeEo
WEREO D 5 BE
2.2 I O IER LT W ARk & 5 Lt (9.5 5]
2.3 7VAFL Y7V KGR ORRBEFEGZL,
DFEERERZT>TO R BIMED T Y PO —UAE L AR
O EFEH)[10.1 5]
3. fHRK - MR
3.1 #
e 7 A 37 ABAHELD 7 A 37 ARASEHD
1P HBA VARSIV (15EPHFB A VAL
% »100mgh *H R 7 | % ~100mgk "HJF 7
VEE ) %an AOTVEUYRYINEE| 2T T RV IVERE
693mg(7 22 Y E V& |138Tmg(TruavE &
L C5mg) L T 10mg)
D-vry=bF—, it |D-xr=hr—, fht
Na—A, ZJOQAANAX | )vaA—Z, ZJTAHIIR
O—2F b)Y wa, Y |g—2F ) wa, K
ST N I—=VERS | =V TV T — V(ER A
-— AL, ATFT UV FALE). ATFT YV
o B~/ AV YA, L0 |[BY S AV YA, LTT
A0—A, Fr¥L Y7 | Aa—X, 7a¥lL v 7
Va—), BikF% o, | Va—, BILF5 .
AN F Ty g U o -4
gk, AN FoNaw
3.2 WHIOMRK
W5t 7 A 37 ABAHELD T A 37 ABASEHD
@ - A~ 8GR0 7 4V | ) TuiEniintan s 1
7 Aad—F 4 v 7kt VAT —F 1 VT
HE | EE [ERE
R&& (mm) | (mm) (mQ (mm) (mm) (mQ
81 | 37 | #9175 | #9181 | 38 | %182
4. HEEX(IHR
= MEE

5. WEEX IR RICEET 3 E

51 BELZMEKTOBENEND Y, AH & BMUERREROHE—
BIRGEE Lz &,

5.2 FAIE LT, A VAR"F L F »100mgh 720l ¥ e LT

Smex PEH L CTWaHA. Hbvidwniig—h % fiH LiE
I PO = UART G REEIC, 100mg/5mg DY) ) B2 2 B
E:J‘j_ék—- CEO

5.3 FHHIE LT, A VXYL T V1I0mghNT72ruIEr LT
Smg% B Z L <13 100mg/5mgTIiLFE 2T ¥ b T — IV sA 1457
WS, 100mg/10mg DY) Y Kz 2 Hid 35 2 ko

6. AERUHAE

SEEL. AR IAIELISEA VY Ly v/ Trad ¥ E L
T 100mg/5mgX i3 100mg/10mg) % #1159 %o ARANLE I
JEIGEFHROFE—EPEE L L THW 2,

7. BERUHZICEEYT 2R
UTFOANRFNY Y ETATTE XY VBEOPE: - &

EEE 2. BEEBICHBRZOLZ L,
CAINPILE D
SE AIIEA VAR F e LT50 ~ 100mg% 1 H 1

C 53 %0 B, e, RIS D EERMT 225 1HIRK
LRI 200mgE TE T 5,

(P LOYESNYIVERE

« 1 U SiE

WHL. RACIZT7 20y E LT25~5mg% 1 H 1R
552, B, RIS CEEARKT 225 RS TSRS
IZIX1H 1M 10mgE TWETAHIENTEX %,

8. EELEFREE

8.1 AHFANRHY L F v ET7L2uTEyDREATHY., 4V
NNy T AaIE R ORWERNRBIT 52 BENsH S
7o, BUNIARHIOMH 2 MEt+ 5 2 Lo

8.2 A NNV VF VEEGLT ¥ I T v v 1 ZERETHIES

‘E%&H%%Wiﬁ%%bnttmﬁ%ﬁ%éoH%%@ﬁ
REMT L% EBIGE T4 2. [11.1.52H]

8.3 &L Wm-%0<biw\&bﬁéﬁ%%bhéckﬁ%%
OT, FPEE, BBEEOMERS G % D B RE T 5B
IERIEL L,

8.4 FAAI AR NI G LBV EBLEEF LV, TV IVF Ty

I ZEEERAE S h O BB X, KL OCThTicL=0-7
YUK F YV ROURWERIC & A EEAMER T 2RI 52
b5,

8.5 7 A1 VY MM APREEEEIN AT { B 51k RETR % B
WIARDRD 5D DT, ARHBG LRI B H & i %
& EE BB G- MBS E T 2 2 SEEICRS T 5 2 L,

9. HENEEZ2EFI2BRBICHTIER
9.1 AHHE - MEESZENH2HBH
9.1.1 MAIMEBRKEDH I BEXIRE CEHREEDSH 2
B
BWERLEEZVEHM SN2 AERE, T2 2
Lo ANRYIE LT & 2 ML RO KA R R ERIE A BT DO
&) SIS LS BENDDH 5,



* %9,

9.1.2 AV LMEDESE
BERLEELVEH SN EE2RE, EHILHT 2 S
Lo ANVRYLE VXY EAY T AMELZBESELBEN
B Do
F 7o, BEEREREE, T2 b — VAR R OBRFSIC XY My
VY AEAE L )R T WEE T, miFH Y AEICEET
ATk,

9.1.3 HMEEEDNH 3 BE
BEOREAMMTAEZTE R L, WEEELSELBZ
n2dH %,

9.1.4 BWELREEEPFOEE

—EYEOZWMARMER T 2RI TEErd b, [11.1.35H]

1.5 DREDHDEBE

IR MR CHE S & 2 WEELARSEE DA G & Uiy iR

REFICBWT, 79 RBLHKLCT 20 V¥ V58Tl

HKIEDFEBMEE AT Ao 72 & DB 5 Vs

1) 7 A1 T Y DK S NIRRT AL [ MU RE | & O [k
AME]TH 5o

9.2 BiEEEEE

9.2.1 EELERERENHZEE
WEORTIZE ) EHEE B ELBEN0DH 5,

9.2.2 MEEHHPDEE
— DR AMER T 2RI THEErd 5, [11.1.38H]

9.3 [TikBEREEBE

9.3.1 FHRREEEZ D & 2 B, HFICIETHTEERCETS -
DHz8E
WERICIEEICRS T2, 7auY ¥ idFEE LTHIIK
TRFEIND 720, FHEREEEOD 2 EHTIE, MAHRE R
W > U 5 R OF i HR i BE- I B SR TR AUC) MR35 2 & 2%
Hb, TAEIYE VEHEQAOMIZIB W CEIEH OFEBEE A
B B WRMED D B0 A NANH I T ZTAHI IR &
No720, MPRESEATL2BENSH 5, [11.2, 16.5,
16.6.2 5]

* 0.4 HEIEREEHT 2&

9.4.1 IERY BAIREME D & 5 &4
HEIRL TWAB Z ARSI NT T ¥ I 7 ¥ ¥ U AREEHRHE
RET v o7 vy v DB EEA 2 E L, BE - ¥k
BAORBEARE, HE - M- BOBEALE, JETHDED S
NP G ST B 2 9,

AR OGN D BRI OH WD ZE L CRAK G O W
TV R HEICHE L. 68 Lo A Elt % L2 &k
ENDYECOAEGT DL, T2, HGPLELRLAEICE
ROFBFHEICYET LT L, [9.55H]
MAHPEG-BHIATT IR L TV R W2 E 2T 5 2 & AH
By, EREL TV AW & 2 EWHIWICHRET A2 o %

B EASHIW L 223 A1id, B IS 2 k352 &,
QRDFETNI DWW T, KA GBI EFICHTAT 5 2 &,

F72, BEPLLEIS LHMT A2 &,

CHEIRICAR R L2, IR - BRI T

FTVRAZ DB HBHI L,

ARV L 72 BB A X, e A S RIS

HTHrT L,

IR A G A B A E. HAUBRICHERT A 2 &

* 9.5 ITiB

TR SO IERR L C W AR D & B LI id S L w2 ko

F /o B APCEIRAVHIA L2235 id, B S 2 ik

52k, WRAFMIROSEINC T v ¥ F 7 v ¥ v T 2B R HUA
NE7 v kT vy VERBEIERN &S SN BEHTEK
#WAGE, NGIR - FAER O, FEROMKIME, BAL, B
VY AMUE, OISR OFEARBEAREIC L S LN S
2 M oHfe, B O, MORIERERD S bhik
DHENRD B, T AU T VIZEMER TEMRRINICES T 5
TR S S IR REH ASIE R § % 2 E SRR LTV B 9,
[2.2. 9.4.1BK]

9.6 ZILIF
BALBWZENFET L A URS VS v TREMIERT v
MIZBWTHIHFANOBITFREDO LN TV, T2, BiEER
(5 v b BT B OV AR B o0 F 24 86 DNV BHR o BB 1 B9 % 7kER)
®50mg/kg/ H LA CHIE BB 3B W THZE oK E R InH 2
BOOLNTWVDE, TAOIE U Tlde FREFLB~BITTLZ L
DL SN TV 5B,

9.7 MNR%E
NGRS I SR A S

9.8 &
BRORELHE LN HEICHERST228, ~RIEED
FEERIFE L 2wk ENTwD, INEESENR 282108
HbHo TARIE VIE, EEE TORNBEYEE SR T IR A
i HR R BE R IR A8 8 < e B IR AT O H T v b,
[16.6.3&1H]

10. HHE1EA
T ATV ORBIZIEE L LRI HMEEECYPIALHBIY:
LTwbEE2zH6N TS,

10.1 BRAZIBHAL BV &)

BRI 92kt L TV,

S 2%

B AREAR - 1 E T

W - fabrA v

TIVAFL Y7
P

VLA
CRE VR B 9
LYt 12720, fu
DI EREZ AT > T
baBIEDT Y R
T—LVHHELLAR
DEEEFEL)
[2.3%1]

ANV E T
FORE A A, R
BEREE, WA Y YA
I iE K OMK I E o 1)
A7 ¥ S
TWwb,

V-7 VT
vy RMEEM
HIHE IR K B W]
WD 5.

10.2 AR (BHA IS

BE932¢%)

HN 45 WRAEIR - 5B L | By - aBRRET
#) v MARFRERR | MG A ) v A EBEE 4 VR
#I B2 ehhs, |FYDTIVFRT

AT )57 b, o oG &
)T ATFL U U RN R (5
#) 7 AHEAFH] JHASHE 89 % W R
WALH U A P23 %o
fi B - B R g
FEEDH 2 BH
FIRR B — 2V O A M A | ) B B ) C IR
Jut3IF, M)|TE2RITBZINE D | 22T CT0EEE
ZaNVAFT VN5, TlE, R RO
E X B ) I = 5

[11.1.3&H]

PEATTHEL THD
Fig P2 4 203 B 5
ABTNDH b,
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AR - 1T 5

R - fEbRN T

TIVAFL Y73
L2

AR R

ZTBENDD D,

B, eGFRAY60mL/
min/1.73m2 & i O &
BieEEod 5 BH
ANDTVAFL VT
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SWTIX, HBELR
CAR ok VN | I
N2 Y6 %K &g

Z’:k()

)
2 MAE M OB I %2 2

TrvIETIVUE

SR RH E A
TFI TN, A4
3T NVE

(N R
2 MUEE M OV I % 2

CTBLNDD 5o

LVov-7yIF T
vy RMEEM
A3V X B W g
DD 5o

JERFa A FHEPI%
JiEHE(NSAIDs)
(wiE 0Y Ay by ISV
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FEPER AT WGS9 % B

TN B %o

M IERIER %2 A
THTORAY T I
VYV DA HE
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Vg oREIEER
55 S5
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Rl EALT 2B 2
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TRy T Y
YO RHE X
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TI AL EZ
bhb,

Y F A ANRFNE X)) F 7 L OFIL
BEERY F 7 A B0 F 7 AR EENRNET MY AL
Hi3hTnws, BT DD, [V
RSP AVEDL M
U A HEMAE IS
LD, VFTLD
PN AR S h
HEEZOLND,
FeEVE R 2 475 5 38| B VB F 25 38 08 S U AH B VE L % 3 0l
# LBEND 5, TLBENDD S,
CYP3A4 FHEH] T2 YUY R|T LAY o
I RAUXA Y/ | INFTELE O |54 I BE
TNFTEL VLD, T2rUTE U | END RS E
MUY, 4 T OMPRENEA L ZO5N5,
a5 — VA L OWEDRD 5,
CYP3A4 #EH) 7AuYEYOMP| 70T DR
V77 T VEREMET T2 B2|#@»RES NS
NHH 5%, TR EZ HNb,
FLV—=TFT 7NV =720 VORETITL—TTIV—"
Va—2A TEHR AW EN L BICEITNDESD
ENDDH B, 7AraIVY o)

HEMEL, 74
0V Yo
BEAS ES B  B
MWD 2 5ND,

PRZAY.S A

TArUIEET Y
INAF F v 80mg(HE
PR AR R o i ) &
vV
INZAHF v DAUCH
77% 5L 72 & o

OPEHICE D,

ﬁ;‘%éo

B EAHTH 5,

e
A DFN

[ AEIR - FEE 5 i
N s IR pY i1 5E|
MBI/ R) VN §0))
MAPREEAS EA L, %
EsED y 7 a1) AR
ORIWERD»I RS 2B
ENHD D, PRI
3% 71 A 2ol
e E=y — L, db
LTy rzuy A
ZAOHEEZRET L
s

B - falx 1

T ES
VAR IAY S S
L L CCYP3A41Z
LRI hs
O, PEHICED ¥
7 a) A ADRE
HFLE S Bk
MrEZOLNS,

11. BIEH
ROGMERDSH HbND T ENHEDOT, BliEExE 51247V,
FH RO O NIGE IS & Pk T B 7 LY 2 0 & AT
3Tk,

11.1 EXEEIER

11.1.1 MEZREHEA)

BRI, VS, WEE, S O REIR 2 AR & 3 5 AT S & b
NLZEDNDH D,

11.1.2 @A U 77 LIMAEGHEAH)

11.1.3 3 v 7. K, BEEEW TR HEAY)

Wik, W, BRI EED D S bR AL, EHICEY &
WiE 24T S ko [9.1.4. 9.2.2, 10.2B]

11.1.4 BRELHHEAH)

11.1.5 BIERF%. FFHEERE. BE\ 3L HEARY)

AST. ALT. ALP. y-GTP® L5%:% kS IR ENDH 5 b
N2 evdHb. [8.251K]

11.1.6 KIMFEHIEA)

Wik, ik, Wit FoEi, SRR . B, kR
FED D S DN HS 2L 5 2 &, BRI R
DHEFETHHLNR TV,

11.1.7 HERUHBIARE R H)
iRdE. B CKLsh, Mo RORP I A7 oe s LAz
BT DM BRIEDS D HbNDE T EVHLDT, TDLXH
BEEICIE B ISR AR L, Y RLE AT 2 &, F 2.
MU RFAE I & 2 SR EORIEIEET 5 2 Lo

11.1.8 |MFBEMEYE. AMERRD . MR (371 D A )

11.1.9 BE 70O v 7 HEAH)

Bk ©FVEOMPERD D 5bND I WD 5D,
11.2 ZOMOEIER
0.5 ~ 1%

0.5% A i
5. T LA
JFRIE . e URE
% JEALBE
ASTE 5. ALPL
AYUILE VLS,
y -GTP L5
EiEIR N RSN
ke k30
2, B, B
ERESIm

BHEEA W] D
MAEe, MR

I B

- Hidk T 1% il I 55

ALT E5.

LDH b5, #95,
JEK

AR PR
. BRI
AR MLER A A~
< b7y MK
B NEFTVE
YRR A E R
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I

BT TY (BUE,
RSN SN
BR3P A i
JE B AN EY i
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0.5 ~ 1%l

0.5% Al

AW

HALE

WG T
I - BRAE, T,
IRy IS N RN
EL S

b e
T HAPUE,
Flig, THAEA R,
HEAL [ 58 5%
WEg¢, M. IR
HRIE i

purd
=

- BUNE&. K

ST IR
i FH L IR I
Btk PEmREEE

HEA A
H

DIV 5D

D &, B - |

U

b9 29 AR,
Wi, S EE,
HEARI MR

AR

CK 15

R LA R T
B B B k. IR
K., AL ATFa—
VS Y
7 LA

111 S0 A A o8
T S IE

Z oAt

INREZE, B
BRI& CRPLA.
L S I N

B R,
FEB, R R
A HIE, 257

BB W) Fh\BL)RE, 0

R, S, (W 2. GE

Bt S X 0 A e

JE PR RE L

LA . K

EERT N 3N

Bz I8 2

D) ANV VA LIET7 20V VBATHEDSNLTY
L EIWER

A2 7 AuYE VEFEME L CTlomgx &S LA, &
WHE TS bz L OWMED D D [9.3.151F]

13. BEKRE

* % 13,1 fER

TATYE VL, HEORMMEERIIED, Yavread
Z LI T & JOHMHRIR AR §Z 2D %,

F 72, JROEERIKIEDS, TATYE Y OBEREG D24 ~ 481
BHRICHEBT 220D 5. B, WEREE, OHLEERZ H
1 & L 7R B iR o B AR ST/ & 45 2 WD & 5.
13.2 &

T Au Y Y RAEBIEERERS LA, TAuYE Y
DAUCIE 99%A L, Ml 2 TlE 49% A L2 2 &5,
7 AU VY Vs G RO WRIENELE & U kR 5
MTHDHEMESNTRD9% S VRV Y Y REIT 2TV E Y
EEAR G720 MEENTIC & B ERFIHERTIE A,

14. R EDEE

14.1 FHZHEOEE
PTPEEOHANIPTPY — M A SHY L TR 2 & 9 5
$H5ZE, PTPY — MOFRMKIC I Y, TR AS LB R B
FIA L. BICIZ2L2 B2 U CHEREI 25 0 B 2 4 0HE 2 F
BT BT END D

15. ZOMOEER
15.1 ERERMERICE D 1E#R

KERBERIZBH S TE WA, 720D E X B HE#EPICL
A ZE R AR (D TS A G L) A SN L OWMGT D 5.

16. EYENEE
16.1 MARE
16.1.1 E£MEHNREM
R AN 24 BN A VANF NV F > /7 21 Y ¥ 2 100mg/10m g% it
BHE ST A G CEER R S L2 E o mith 4 v~
Py RN T 20T~ OEYEREIILTOR L OED &

BOTHotzo ANVRTFNE U ROTT 20 VY Y ORYBIEZ BLAHE
& HFIPE T L 7 S, ks & b AW SIS T - 727

3000 r

g

—O= AIARYILE /T LATEY 100mg/10mgfe & fiE
—— (ILAYILA100mg R VT LATCE Y 10mehf A
T+ RERE (n=24)

5
8

Tu3EA L RY LR BE (ng/mL)
g 8

500
A 4 :
0 N 2 n * .
0 6 12 18 24 30 36 42 48
5 5B (hr)

6 r

5| =O= A JLRY LB /T LACEY 100mg/10mgER & §E

- (LAY ILAL100mg R U7 LATE 2 10mefi F
FHE L IFERFE (n=24)

MEh7 LOSE S REE (ng/mL)
©

0 12 24 36 60 72 84 96

48
BEEEEM (hr)
ANRFIL Y v TARVE Y
[EETS I [MEETS I

Crax 21159 20104 5.29 5.26
(ng/mL) +621.4 +524.6 +0.92 +0.72
AUCo+ 8,635.8 8,426.4 197.19 19858
(ng * hr/mL) +2,7684 +2,233.0 +34.24 +38.25

Tmax 131 1.35 6.3 5.9

(hr) +0.64 +0.74 +1.1 +0.9

Tz 11.145 9437 37.72 3872
(hr) +3.810 +2413 +5.90 +7.34

S = RS, n=24
AUCo: : A MNP F 130 ~ 4B MMM, 7 A1 T E V130 ~ 96 K¢ fif

16.2 IRIR
16.2.1 BEOZE
ERER N BIE16 B A VRY L& /7 2a Y ¥ ¥ 100mg/10m ghit
A MNP G- (R U B L 728y ZRERs 5. & R T
BHRBEDANNYF LY Y JOFT 20T E Y DCmax Jr FAUCIZ 13
KONG5 72,
16.3 97
16.3.1 EAFAE
ANVRYLV Y O MUFEAMKERERTT7T 20V E Ok b ii4E
EFHEARIZWTFN LR 97% TH - 72(in vitro)s
16.4 X3
ANARYNF i, F&LTCYP2CIIC X 2L RHE 7 v s
VBRI I VI A, E MFI s ey =22 W, CYPIE
PR T 24 VRS5O EMEMNICD TG L 728 5.
CYP1A2. CYP2D6 J O°CYP2EL \Z&f L TIZFIE 3§, CYP2A6.
CYP2C8. CYP2C9 Jz INCYP3A4 T L CHEMEMAZD SN2 D
D, WIS HEOREIZEGD - 729 (in vitro)s
TR 16 P17 21 Y ¥ ¥ Smgk WIS L7246 24 RE]
FCTIRED LN L RPRBEIEI I e PO ) UV BROBRILL
728 Y VBB O EOBALIILT I 2K TH 5 72
16.5 ittt
BRI BV TA VR & ORZEALRE h k3138 0.3 ~
13%Tdh o720 T HHIRAIC CAZRA VYL 5 v &IOS
L7=¥ifr. TEHHE DR 20%13 R i I HEME S, 9 54%1 3 i i HE:
EN72DHENT— %), [9.3.15MH]




EHERA 6 BIZ 7 20 V¥ v & LT 25mgXid5mga HEFEIIHY L
Teids IRHITRZAARE LTHRES N2 & 13030 wiho
BRI B VT O IRPAREACARPE = 13 B G- 1% 24 W] F T2 52
D#)3%. 144 B F TIZR8%TH - 729,

F 7o, HEERA 261 UCHE T 20 UV 15mg % BRI G L
Wi, #5512 H £ TG BURED 59.3%ARHZ 234%7A5
WCHEIE S AL, B 514 72 KE ) £ TORTISTED 9% KREALKRTH -
7oo 2O OFEORHMB T HNTWHEANT— 5 ),

B, IRSREWICET AT I VR Lo CHEEERIZED SR
TV,

16.6 FHENEREHI HEE

16.6.1 BikpEEERE

B RAEREOB). QPO B RER ERFICA LGV v
100mg#% 1 H 11018 H W SRR 4% G- U7 &, BERRIE S 4 & Ik
L CCmaxe AUCICHERZEIZA DN RN o720 MBI T OEE %
T, EREEREERE IS LA EREMZEZLEAL Y
Z LRI SNz DHNEINT— F),

16.6.2 ATikEEEERE

- AR O BE 10B1S, A VNPV & » 300m g™ % 22 IR
1TH1M 7 HBERKERORS Lze &0 @EERA L B L TCnax
AUCIKKAEERZEIAON P 572, FREHERNITLAL RN
EHREE N OGFHENT— ),

NFREZE B (Child AL BZ 5 2)560IC7 20V E Y & LT 25mg
Z RN G U728 A, BER SR LT, 5 72 % ool
IREAA IS LR L. Toes AUCIRR R R Z R L2 EA
B ONLho27, [9.3.1581H]

16.6.3 E#pE

TR (65 ~ 807, HIE1061, k10 Bl) & FHAEF(18 ~ 5%, B
10BN A IV _H )V ¥ 25mgPa 1 H 1 RAERIDORS L7284,
CondCHELAEIADN D o725, AUCIKEFEHR & I T50 ~
68% E5-$ 5 2 LAVRE NI WHHEANT— ).

AR IE BB CFER 797 %, B2 6, K47 2u VY
V& LThmgx MR G L2z a. AR MR A CFIg4E# 22.3
Wy Bk 6 BN LI L CCnax  FAUCIEA E A2 R L 724 Tre
WCHEREZROON Lol 72 8 HEKERIRS LA,
BEAOMIET T 20 V¥ VREIIEEA LD bR CHER LN
ZONNY = VIFHEERCHMLTBY ., BELETTOERIBAT
LHEMIZED SN o729, [9.8BH]

16.7 EMHEEIER

16.7.1 ELABIAMRSEOHEEER

TREEE R N B YE 24 B2 A VAR L & 2 300mgP R 7 20V E Y E L
T10mg%Z PFH L CROBEER G L2 E 04 VXYLV sy YT a0
VE VORI FHEAPEGHEEX R ANV LY VT
AUV OMICHEWBBICHT 2HEEHIERO SN o722
GHEA T = %),

WA VNS v ORKEENT= 1 HalH =50 ~ 100mg. 1 H#x
KHEIX200megTH 5.

17. BRERBHR

17.1 FHMRUCRLMEICET 2%

17.1.1 ERE THEHR
ANVARFINF 2 100mg?D HAIL 5 THE T > b I — VB3R5 7%
REEEMEREREZFRIS, A VRV E /T ARV E Y
100mg/0mg. 100mg/5mg X it 100mg/10mg# & M [t 5 L7 =
HERILBEABROERIIREDO L BY TH -7,
b T 7 WAL B E 2 b, b 5 7 R AL R W i E 22 b & &
3 12, 100mg/5mg#k G- # 13 100mg/Om g G- #E 2 b X, £ 72,
100m g/10m g#% 5-# 1% 100m g /0m g2 5-# J2 U8 100m g /5m gt 5-# 12
HAREBRAEDPBD SN2,

Eras i 100mg/0mg 100mg/5mg 100mg/10mg
IRB/AML (n=121) (n=123) (n=116)
e N— ZA 74 | 15333+ 984 152,58 + 10.27 15259 = 9.67
HE He#E ATl 148.10 * 14.87 13381 £ 14.19 12775 = 11.88
) ZA b -5.23 £ 1148 -18.77 £ 11.22 -24.84 = 10.86
SRR ’\“—X_ FA 9710 £ 5.77 9692 + 575 9744 = 644
MU LRI 93.33 = 10.58 83.79 = 951 79.30 £ 857
ZAbht 376+ 814 | -1313+ 775 | 1814+ 7.62
140/90mmHg 22.3% 60.2% 83.6%
SERHEIA (27/121) (74/123) (97/116)

BT mmH (PR = B (R

XA NANFIL S 2 100me % 8 ~ 1085 B DU IE 140mmHg Bl A3k
BRI 90mmHgl - C 2 - 7= ARREVE RS LT 5 A
IRB: A VARHNE >, AML: 720I¥
CUEECH MO DL B o B VR AT 38 BLUME EE 1. 100mg/Om gtk G- I T I
89%(11/123 1), 100mg/5mgdk5-#E Tl 114%(14/123 B1). 100mg/10mg
P 5B TlX155%(18/116 B Tdd - 720 E AR FIVEHGEBUHIE AT 2% |)
1. 100mg/10mg% 58D ALTHIN 2.6%(3/116 1) T - 726
17.1.2 ERE I HHER

7 AU TY Y 5mgD IR G CHLUE 2 >~ b — VSR o A AR g
LT SE R E 20 RIS, A VARF VY v /7 A1 Y E Y O0mg/5mg i
12 100mg/5mg# 8 MM BF LS L 7: E EMILEGABR O & 1L Kk #
DEBYTHoT,
b T 7 WAL B M E 2 b, b 5 7 REAR AR A i 22 b i &
12, 100mg/5m g% 5-#E1% 0mg/5m gk G- BEIZ LL A E e =050

57z,
P2 Omg/5mg 100mg/5mg
IRB/AML (n=149) (n=143)
N—2AFA v 14872 + 7.86 14832 = 7.39
WG s
e A R 141.96 * 12,69 13398 * 14.16
2 b 676 = 11.16 -14.34 = 11.99
AR N=AFA ¥ 9467 + 434 9476 + 455
;nuz' AR 8878 = 9.36 8361 = 1040
2L 589+ 792 1115 = 966
140/90mmHg 32.2% 57.3%
EEG (48/149) (82/143)

AL - mmHg(PIME + B 7)
WE T ATIE L LTomgk 8 ~ 10 M EH 55 I IGHEIMUE 140mmHgPL B>
SEBRIILE 90mmHgRh 1T - 72 ATEYE 6 iU i
IRB: A VARH¥ L& AML: 740V E ¥

ZOWH MO DL B o R VR B S BUME 2 13, Omg/5metk G- B T
5.3%(8/151 #). 100mg/5mg#-5-#F Tl 9.0%(13/144 Hl) T - 7=,
17.1.3 ERE I HHER

AIVNH I F 2 100mg. 7 AEYE Y 5mgid 10mgd Hk 5T
M > b= VA 55 Z RREPE S TR B 2 i 51, A e
HIvg v/7saYE Y 100mg/5mght A $E X ik 100m g/10m gl & 5
% 52 PG L72iBROR RIGREDEB Y TH o720

DA % < S RERAGIN: O UAE W] I 28 L /1322 7mmH g
& B 7R L ASHERE S 7z 2,

IRB100mg X {Z AML5m, AMLI10m e
kel R
BHBA I H B 100mg/5mg 100mg/10mg
AR | 100mg/5mg | 100mg/10mg | 100mg/10mg
IRB/AML (n=208) (n=221) (n=61) (n=492)
e N— 1 7 ’f | 148.68 =7.98 | 15844 +13.20|152.23 = 10.61|153.48 + 11.84
TE SR RTAMEE 12801 % 10.39|132.16 = 10.57| 135.45+9.60 |130.77 = 10.67
2 b -20.66 +11.46 | -26.28 £13.84 | -16.78 = 10.61 | -22.70 + 12.92
SRR N— 71 FA | 95.08+4.82 | 9983847 | 96.75+579 | 97.42+7.15
E IHEETAIRG | 80.68+8.04 | 8230+889 | 84.84+768 | 81.92+847
AR -14.40+794 | -1753+9.12 | -11.91£5.65 | -15.51 =847

HAL - mmHg(CEIE = R HEfR 7%)
TR ANVRF LS 2 100mg. 7 ATV E Y 5mgid 10mg? 5 ~ 8H 5 120X
MERIILTE 140mmH gBh E A 3EaR ML 90mmH gbh 1T d o 7= ARG i 1L 5
Jis
ZAROEFHIUZAMLIOmMg A 43 THelé G-k A3 100mg/5Smg D 2 & & e
IRB: A VAR &>, AML: 720V E ¥

BRI FE M 13 16.9% (84/496 BI) T H - 720 2 BIVE L KRS M7
JE T, 100mg/5m g% G-I A% 0.5%(2/432 B).  100m g/10m gf% 5- I A3
2.6%(8/306 Bl) Td» - 72



18. FERhFEIE

18.1 fER#RF

18.1.1 1 ILNHIL A
In vitro®BIZ BT 7 HFRIMKRBROT > 47 ¥ Y T(AT)
T 2 JESICIIHI Ly in vivoidBR(Z v by 4 XL F)icBw
THALBFEFESOIH U CTHHIER 2 /R L7zo In vitroftfikBi
Mo, EOWHIERIZA T ZERIIH T 28 EWREHICES b0
THY, BICALS A T1ZLHEMAT I ZHERERNTH 2 2 &R
SNz, ZOMOZHEEIIEPAEEZ RS, 7oV F T
LM D A L e o 72 999,

181.2 7LOYE>
IS D BAARTEME A IV ¥ 7 A F % ROVISRIRIIH A L. BN
ADOCa DA % I S & TREMAES R0 A M O 75 % kg < &

%9, DAY AREPERNGREICHRIT 2 & &b Ichhtk

AU, F0HHIER 2355 < M EIREE R T 2 EARO LT
629'0

18.2 FEEER
WIUEHRIES » MIA VR Ly v eT7au v 2 AL T
Bh53 58, ZRENOHMEES & K L CTRILMEH OB A0
57z,

19. BRI ICRIT 2E(LERIFA

19.1 1 ILNHILEZ >

— R - 4 VX)L ¥~ (Irbesartan)

b4:4: 2-Butyl-3-{[2'-(1H-tetrazol-5-yl)biphenyl-4-yllmethyl}-1,3-
diazaspiro[4.4]non-1-en-4-one

5513 CosHasNeO

5 42853

Wk HEORKMEOB KR TH %o BERA00)ISHET R A5 /) —

VIZRREITISL KL T 7 = QISICHEITICL K, KiZiEE AL

‘fﬁ”’&“f‘o BB TEDTED BN D,

Lot 0] /N:l\{

e 1 1824-184.6C

SECAREL 9 10.1(pH7 4, 1-4 7 & 7 — v /A5 K)

19.2 702>

—fEIGF D T AT Y E YR YIOVEEE(Amlodipine Besilate)

1t2#4: 3-Ethyl 5-methyl(4RS)-2-[(2-aminoethoxy)methyl]-4-(2-
chlorophenyl)-6-methyl-14-dihydropyridine-3,5-dicarboxylate
monobenzenesulfonate

53 F-3 - CaoHasCIN2Os + CoHs03S

55 567.05

PR D A~ O ool 25/ - VIZEFRT L, &
5 7 = QISNZRREIFIZ L\ KRITHEITFIZ o A5 ) — VIR
(1= 100)IEFEEIEZ 7R S 2o

Lot

: SOH

B OGRS

Al K9 198°C (50

22, W&

(74 37 AEEEEELD
100 ¢ [108E(PTP) % 10]
500%¢ [10$&(PTP)* 50]

(74 39 XELE§EHD>
100%¢ [10$EPTP)* 10]
500 $¢ [10 $E(PTP)* 50]
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