20244E2 H &ET (45 1 i)

BRSO
FRHAR - 34

BAEEBRIEES
872149
EC&#ELD & #HD
ABES | 23000AMX00406000|23000AMX00407000
BRcBa g 20184 6 H 20184 6 A

Rl HVE R ARB/ FifetECatii DU i & 41

(HARZE Ry

ANRYI Y - TAAT Y R IVERIESE)

LENIWIVZE 178 i

VP =TA.&aszLDr=m]
IV =TDA.eas HDr=#

ILUAMIX® Combination Tablets “SANWA”

)RR - RIS ORI X VT2 L

SKK

2.BR(ROBEFICII/EL RV &)

210 AR OP S XiEYe Frey I v R baWITst LB HeE o
BRI D & 2 B

2.2 IR SUIHEAR LT 2 W REE D & 5 1 [9.5 2]

2.3 7YRAFL YTV 2GR ORERERE (72720, Ml
DIEEERZIT> TH 2 BIMEDT Y PO —UHE LA
RoBFZk<) [10.1 ]

3.4k - MR
3.1 #mk
Wt ANT I ARLASLDI ZA1 | A VT I 7 ARLE$EHD] =1
el HR A VRSV F (18RI HFE A VYL 5~
Y 100mg Kk OTHIR |7 22 Y E[100mgk OTHR 7203 ¥
VNV OVIEE6.93mg (7 A1 | Y N YOV EEIELS.87Tmg (T &
V¥ L LT5mg) oY ¥rELTl0mg)
D-wr= b= o —|D-v v = b=, #EtEr o —
A, ZHBAA )N AU—ANa,| A, 7 T ANV AUT— ANa,
KUY L7nra—)-RKYL|KY)E=Lr7iLa—)L - Ky
i FLvyr)a—nv-rsg7rajFrryrsya—jv-rs37ra
"“ KU — AF7Y VEMg KV ~—, 277V Mg,
L7aA0—Z, ¥7ud—)|e7aRra—X, ¥7aI—)
6000, EEfbF% ~ 6000, EILF ¥ >, #f="
BAbsk, =R bk
3.2 WHIOHRK
Wh5e44 ANT 37 ARAESELDI =# ] |4 V7 I 7 ARASEHD] =F1
@ - A P~ O 7 4 VAT —| ) T VIEWEnEn 7 4 )L A
EERTs a—F 4 VT
# % i gt T
I VA AR GG
B @ =
e % (mm) 8.1 1
% & (mm) 3.8 3.8
S gk (mg) 175 175

4. 7hEE I ZHR

S EE

5. 3MBER LD RICRIET 2=
5.1 BELZIMERTOBENEDNH Y. KE 2 S IE GO H

—ERF L LT &,
5.2 EAIE LT, A VXRY LT Y100mgh N7 202 ErE L

Thmg#x PR L T 254,
LILE 2 > M= VS50 7%

DEZEMETEI L,
53 FHIE LT, A VvRH¥ L% Y100mgh V720 T &L
TomgZ P4 L < 13100mg/5Smg TMLE T >~ b T — VAR
T 8E12, 100mg/10mg~ DY ) %2 # Mg+ 5 2 &,

6.FERVHAE
SEL OEACIZIHIENSE (A VRV Y v/ T rad e L
T100mg/5mg X 13100mg/10mg) % #1153 5, ARHFNLE L
JERHO BRI E L THW W,

7. HERVEEICEET 35
UTOANRY LY VT 2uI o RYNBEOHY: - Ha
wEEZ, BBEBICHEZROL L,

HodVIEVThy—T 2

412, 100mg/5mg ™~ DY)

AIRYILEY)
WHEL RAZIEA VARV F & LT50~100mgZ 1 H 1R
BE5T 5, B, EH ERICE D EEMRT 55 1HRK
P HIE200mgE TE T 5,
(7 LAY ECANDIVERE)
© L SE
R, AT LAY E Y E LT2.5~5mgZ 1 H1E#
Be55 5, 2B, ERIS UEERT 55 ERAT5%
WAICIZIHINI0mg TR I LN TE %,

8. EELEXRNIEE

8.1 KHZIANRY Ly v T2V EYDORERTHY., 4
WRHVY v eT720I Y Y REORERREET 2 B%
NHH 570, BYICAKOFEHEZBETTHZ L,

82 ANRY LY v EELT VI T vy v ISR RETHIP
SHCEELRIRERESD bz oMELD 5. I
PR % Elti$ 5 % Lg% o) 2 &, [11.1.5%
1]

8.3 EHAEMICHE DL DTV, LALD2ENH5LNL I LD
HOT, EIHEE. HEIEOEES G R 2 ) R 2 e
THBRICIERSEL I L,

8.4 FMMI2AEMIZHE L AW EPEE LV, Ty I+ T
VU I ZHAETHR SR o B, BE R R Y
ZU-T U TF T Y U ROPEIERIC & B R TART
ERITBEINDSD 5,

8.5 7 AU VY VM EE AR Gk b B
FEER B350 5N B DTy ARG AR IO BT
AT AL & HEBNICERSMBICEET 22 LH
HIKGTHZ L,

IBFENEREETIEEICHT IR

9.1 AHHE - BIEEZEDH 28F

9.1.1 MAIMNBHREEDH 2 BEXIIFBETEHRKEEDH
DEE
ERELRT2 BV EAM SN SAE RE ., M8
FTA5Z & ANRIINF I X 5B R DWW R EK
RAHBEDITIC L ) BRI E T BlL 32BN
H 5

9.1.2 AU LMEDEE
EEERTE BV EAR SN EAE X RE, ML
FBZ e AVNFNY LX) EAY T L IGE % HE R
SRHDLBENDED S,

T2, BHEREREE, a3V PO — VAR OBERFFEEICLD
A ) 7 2MEDSE K R DR T WEZATIE, EA ) 7
MMEIZEET A &,

9.1.3 RMEREEDH 2 B8E
WEORFIESIRILTEAEZF X2 L, WEe B s
bLBENED 5.

9.1.4 BELRRIEEEDDEE
— OB ARIMER T 2RI TBZENN D 5, [11.1.3
]

9.2 BEHEEEERE

9.2.1 ERLEREEEDH 2EE
EEOREFIZ X ) B BAL X ¢ BEZNDEDH 5,

9.2.2 MEBEHFDEE
— OB ARIMER T 2RI TBZENN D 5, [11.1.3
]



9.3 fri¥REfEERE

9.3.1 FMREEEED & 5 BE. FICHTHEMELERVETS -

WDDHDEE
W I E RIS G T2, TARYE VIEEE

LT TR#FEND 20, FHEREDDH L EE T
W I A g Y IR0 o0 BE R R OF I v g BRI T R T
MifE (AUC) KT A eDH b, T2uIE U EH
B (10mg) (12 B W CREIVEH O S B 2555 < % 5 W Rg
W bo ANNYIF ZFIH I HE S N5 72

O, MHPREREATLBZ MDD 5. [11.2, 16.5.

16.6.2 2]

9.4 &JEREZHT HE
9.4.1 WHIRY B EREM D & B &Mt

HRLTWA I EPRENT T I T v ¥ VB
FHEF I T v V4T v ¥ v 1SR RETH % 45

L. ki

Al - B RAOBE(F R4, WHE - il - ok

WA, FEEAR) AR b N7l EhTwna 2,

KA OB G B, BRI A S D LR L COARA
HoW B2 EEICHE L. W EOERE G
LEZ XN EEA IO THI L, F7-,
Bu A dROEERIHICEET S 2L, [9.5

Z]

() AR B G- BRI IR L C W nWZ E 2R T 5 2 &,
AREFG S HIRL Tw w2 & 2 @ISR S 2
Z &o BGHINTTIRA P L 22361013, B IkE %

HIET a2,

Q) KOPFINZ DN T ARFH G- RGBT 5 2 &

F7o, BHEPLLEIISLIHYIT L Lo

TR A A 2 I L 7235

BIZFTVRI DB L,

CHEARASHI L 72303 B b L B e, SR I R

AT A 2 &,
IR RS A A3, HMEICHRT A 2

9.5 1Eiw

T SUIENR LTV B TTREMED & 2 I G- Lz T ko
E 7o G PIIEIRACHI L 2238120, BB IS 2T
19228, HIRMEIROKINCT > V4 7 v ¥ v T 2%
HIEPHNLT > A 7 ¥ v VERBREEA 2 5 S h

M

72 F THAGHDE, RO T, Bk R oRIE,

HAAE,

EA) 7 AAE. JEE O A S KOS A i
2 & % & HER S B U ok, FEEEE O N, Mok
WREDN D b OREVH D, 7TL2rEIE VIZEY
FER TR AR IR 5§ 5 & AEURI R O3 e i i AV I

THIENRDLNTWEY, [2.2, 9.4.12H]

9.6 ®ILIF

BALZWIEDET L A VXYY ¥ TREWER

(7 M IEBWTAHPNOBITVPRO LN TS, F72,

B EER (5 v b AT R O A O 584 38 DI BHR o B g
WZBE$ AR ER) »50mg/kg/ H UL ECHEBIMICB W THIAE

BOEEBIMIFI 2D SN T Wb, 72aY ¥ rTlde
MREFLIFARAT T 5 Z E B ME I N TV BY,

9.7 MNEZE

NREER G E LR ABUIER L Tz,

9.8 EtE

BHEONELZBBEL 2P OHEICERGTHZ 8. —RKISHE

JEORIEIIIFE LS v SN T W5, IESEINEZ 5

BENWDH L, THARIE VI EEETORNERERER
TR EEAS R <L PR BRI 23R < 7% B IR AV R

LN T2, [16.6.3 ZHH]

10.2 BHRER (BERICERT B L)

A

FERARAEIR - 587 2

Wiy - fabriE ¥

1) 7 DARFHERI R
AT/ 77 N,
P TATL v

3G A v 7 A fEDs
ATHIENDH D,

KA VARV F v
DT IVERAFT Vo
WHHENZ X Ay

H ) v DA 2R s RS
AL H U A LU HEVEN D %o
fa B P 1 e
D 5B
FUIR BEE A — 38k D B 2 ILF | PR BEFE A CiaE &
Jut3IPF, MR TEZEITBENZIT TV L HEET
OV AFTYRE (DD, 3. A=A

[11.1.3 2]

L) L= G AL
H#ELTBY., BEE

AR I 7~ 3y

M2k 5820

23d %,
TYUAFL Y73V |EREEE SAYY LT VT
[ 2 LHE ORI 2| > 3 ¥ SR EVEH A
RITBENED S, (BHR S 15 0] FetkAs

%8B, eGFRA60OmL/
min/1.73m?*A: il O &
WEEEOH L BE
ANDTYVAFL YT
< VYL & o BF IS
SWVWTid, BELER
T B R &
N D Y4 % b &
% k: to

TUIVFT Y UE

R, &Y

H5o

P 32 BH 41 7 A JfILAE K OMEG I
ITF T TN 4| 2RITBENDH
357 VEE 5o
JEATF A FHISRA VRTINS o MERENZ 43
JESE (NSAIDs) EVER A RES T 5B TRy 550y
Xy 7Tu7 e s | ENDH D, COAEKHEEIC X
VIV T AL D, A VRV Y v
DBEEAEH % s &
LMD D 5.
BEESLT LW TeRy rI Vv
HEBHETIE, BICEOAEKMEICLD,
PEREATEAL T 2 B & | B EA2MK T 5 %
NrH 5. THEEZbND,
) F A ANRFNLE A2 E|\)F Y 2O
PR F 7 A 50 F 7 MBS T M) A LA
HENLTW5, 5728, A VAR
ZroF )Lk
MEMICE D, VT
PENOREA Y i
ENBLEEZBN,
BRI % A3 % 3640 | BEE /R 588 50 S AR 2 B ok 5
LBENNDH 5, LBENDDH b,
CYP3A4FHEH Ty Au~xA vy R|7TauIEroRE

IV AU ¥,
VIVFTEL Y

TV NVFTELED
PERICE D, TAaE

BT HE S
LU E 2 S

10. #E{ER
7Au V¥ ofREHIciZI L L TEDHEEZECYPIA4A G-
LTWwWhEEZLNTWVS,
10.1 BRI BALAWI &)
HH 455 FRREIR - 5 | B - el

TYVAFL YT
[t

AP

CHE PR g i 5
Lt 72720, M
DREEHHEIT- T
baBIMEDT Y b
O—UZELLAR
DEFHEEL)
[2.3 1]

L NVAXRP IV E TIE
BOCEM 2, BB
REBEE, EAh Y oA
IMAE K O I 0> )
A 7 BmA s s h
VCU‘Z)O

V=7 Ik T
vy Y RMEEER A
vk S B ] RePED’
H5o

FFEM, £ TV OB EED S,
aF ) — LA FRHLZZE oSG H
H5bo
CYP3A4%535E#| 7Y YyoMlfy|7 oYy oG
V77 v EY VS BRESMET T 5B E | 2MEtE S ] gk
NHrH 5. NBEZOND,
TV —TF 7NV —= 70TV ECOEETL—TT7IV—2IC
Va—R TERDWE SN B EENLIHGDT A

TN D %o

oYYy o E
L, 7rRYE Y
DI A AT
LR E 2 SR
éo

PRZAV. Y A

TruIYvE¥rky v
INAZ F 80mg ([H
HNRKEOE =) &
F: 31 N B S N
INA Y F Y DAUCH
TT% L5 L7z & o
E21H 5,

WP IR TH 5,




HH 455 BRAIEIR - #5iE h | BT - ERRINT 0.5~1%A:iM 0.5% A BHBEAS Y
yray AR TaruIYE i TIRYE Y ESY Y RS |CK LA JRIE LS R 7 ) 7 A R
Jlckyyrzayazxigy AR, BEL I w7 B B PR DR | R IR
DI FEED LA L, |TCCYP3A4IZ £ 1) AR W, IV AT O—
WEESo sy s0) |#HEnbs 0. PEH VS, kA
LAADREMWEM BB F27m) AR NV
TEBENDD b |ONBHAHEESNS Z DA JARZE, SLHRKEL. R BREILE. %
PRI ICIEZ 20 RN Z 2 5 h EEI&, CRPLA. B, ®REAWKD. F
AADILHEE% €| %o NG Wik, AR T OBE O, (W, JEST. AR
=& =L, LEIZE WiE. BT, Fh|FPULREE, 2. GE
LTy Z7u)HAAD R, B L IS X D) BRI,
JEZRETLZE, g PERERE S, oL
. HRERHA, &
1. 81ER T B

ROBMER D S5bNDH I ENHLHDOT, BERE2 512470,
RO S NLE RS 2 k5 5 & Llb) 2 L 2 47
5z,
1.1 EXLEIEAR
1.1.1 MEZE HEARE)
I, VS, B, SRR 2 IER & 3 2 A 3D
HOONLEIEDNDH D,
11.1.2 &H Uy LM FEAY)
1.1.3 a3 v 7. K, EFHEX(CTRLHERR)
Wi, MR, BN ESAD Sb NI, mHIC
WY R ME 21T 2 &, [9.1.4, 9.2.2, 10.2 K]
11.1.4 BRL HEAH)
11.1.5 BIGERF&. FFEEEREE. BE (9L HERY)
AST. ALT. ALP. y-GTP® 5% % £ 5 JFHhk ks g
bbb ddb, [8.25H]
11.1.6 {KIm¥E CHEARB)
B, K, Wi FoRz, HHRIKT.,
HRBEEEDND S b A3 RS 2RIk T 52 L,
PR EEFTOBETH Sbhd v,
11.1.7 AU BLARE (BEARH)
ARG, B CKESR. M R ORP I+ 7ae v
R EBRE T OB EIE DD S bND T ENDH D
DT, TOLH) REEIZEB IS 2RI L, #Y%
Wi %479 Lo F iz, BERUTRUEC X 2 SRR E
DIIEICEETH I &,
11.1.8 EFERIIRAE . BINERIK D . M/ MRS (W37 S BEHEAH)
1.1.9 BE7 0Oy 7 GHERH)
R, O FVEOMIPERDD SbNDLZ DD 5,
1.2 ZOMOEHER

0.5~1%Aii 0.5% i SHEEAS D

W HEUE 5. O UM%, MmN
ARRIE. JER
e % ILALTE

ik JFF 1% i B2 5

ALT E5-

ASTE 5. ALP.L|LDHEH., #9E,
F.EUyrer R K
y - GTPEH

i - AR EANORT N RES NI AR N DA S N

R SR

RT3 i, FEPE E AR, N7k
ERHIN 70 Mg, NE
Fa¥yigd. fif
RO A, G R ER 3
s G

(i T BFE T TY (B, i £ KT 1% R,
PRIRIALSE) gy | B 3L & B &2 7
BUR, RSP Ty 7 R

S22 | IO

LUBARNET

Hitss MBS, TG, WE i, R
- WAE, IS, |V EAAPUE, 18,
O BB R, A (S AR B R4S ]
HiE % BB, Wege, B
JEE RN i

¥l RAE A, HUR -|BUNL A IR &
MK, 7 V7| A B JRILE R
F=v kA ORI R Pk
PRIR B

FHIFER O v - H5|IRA. LUR. KD I 59K FIR,
D&, BUW - RS i, 5o B R
PHIE SHEARSL BRI IR

HEDA VRV F VEHILET 20V VEAITHRD LN TV S
FIE

A2) 7 20 VYV EH Z R L Cl0mg % 5 L7223 A1, WV
ETRO LN L DOMEDRD D, [9.3.1 ]

13. BERE

13.1 fER
TABYE L, BEORMMAFILRICEY, Yavr i
GLHELVIEKT & MHREZEZ T2 LhH 5,

13.2 &
7 AUV VIRHERICHEER RS LA, TauY
Y DAUCIZ99% A L. M2 [ 1% Ti349% 4 L 7= 2
Epn. TAu VY VRS FEOIINHLE & LT
PR GBHHTH D LMEINTEY, A VRPIL T~
ROT 20V VEAMBGEN SO, MEENT I X
LEEFIAERTIE BV,

14 BAEDREE

14.1 EAIZMEOTE
PTPUEOIEHAIIPTPY — + 25 Y L TIRAT 5 &9
BT LI L, PTPY— FOBRKIZE ), CHAHIE
BRI~ A L, B35 %2 B2 L CHERSR &S0 EE
BEPHEZRT A END S,

15. Z D DEE

15.1 EREAR{ER ICE D 155
FERBIRIEH O AT B WA, 720 T Y VIZX B HH
WZOHEESRAEROERHNEZ S L) PRSIz L O
HHDH B

16. EMENE

16.1 Mg

16.1.1 £YEHEZSH
TERER A BE4BNC A VAL > /T 21 Y E 2 100mg/10mg %
Pt A5 i S B OF 1S C R I B Il i P - L 7235 & o 1S A
NARBVY VRCMER T 20V Oy EHEIEOELBY T
Holie ANNFNY Y HEFT LTV Y Y OERYBREL B AL
BHIGEH C LB U 72, Wi & b AW FIC S TdHh - 729,

ANRFNF v A

il & LA [ HAIDET

Cmax 2,115.9 2,010.4 5.29 5.26
(ng/mL) +621.4 +524.6 +(.92 +0.72
AUCo-t 8,635.8 8,426.4 197.19 198.58
(ng - h/mL) +2,768.4 +2,233.0 +34.24 +38.25

Thmax 1.31 1.35 6.3 5.9

(h) +0.64 +0.74 +1.1 0.9
Tz 11.145 9.437 37.72 38.72

(h) +3.810 +2.413 +5.90 +7.34

S = AR, n=24
AUCo © A WYV T L IF0~4BEMHfE, 7 A1 T ¥ 130~960KE [HfH
16.1.2 E£YZHIEFMERER

(47 37 AELE&EEHD[=F0])
R AR TECA VT I 7 ABRASHDI =f1E 74 I 7 ABE
SEHDDOZNZN1EE (4 VR_FILF » & LTI00mg, 722 YE ¥
&L T10mg) %, HifEE HLAR I8 5 L C s vp R 2 LIk 1 %
WEL, HohEEE ST X —% (AUC, Cmax) I22TI0%
5B S TRERHIRIT % 47 > 728 5. 1og(0.80) ~log(1.25)
RN TH Y WAl oY R SEESHERES N (7 a2+ —
IN—=)7



(ORI 2% 2

HEXNT A —5 BHEING A— 5
AUCo-18n Crmax Tmax Tz
(ng - h/mL) | (ng/mL) (h) (h)
ANVT Y AT N N N N
HD=71) 78212957 | 2138+712 | 1.5+0.9 | 14.3+14.2
7 A3 ARASEHD| 7691 2764 | 1866+642 | 1.6=1.0 12.6+9.4
Mean+S.D. (n=44)
(ng/mL)
3000 4 —e— (L7 ARAFEHD =10,
—-0— 7A XU XEcEHRHD

m 2500 A Mean#S.D.(n=44)
37
5
- 2000
L
~
71500 1
4
5
2 1000 A
B

500

9

48 (h)

0 z't é 1'2 1'6 2'0 2'4 2'8 3'2 3'6 4'0 4'4
iS55
M1 36 N IZAUC, CondE D285 % — #13, HEBRE 0 RIR,
PO IR L - BRI 5 O RERSRMIC & > TRRZWHEED D o
@7LOYEY

HE T A—% SENTA=F
AUCo-120n Chnax Tmax Tz
(ng - h/mL) | (ng/mL) (h) (h)
ANT I ARAEE
HD[=71) 313.3£72.1|7.64=1.58| 6.4+x1.6 | 42.8+9.0
7437 ARASHD| 308.7+81.3 [7.62+1.86| 6.0+1.2 | 43.5%£10.0
Mean+S.D. (n=19)
(ng/mL)
10 —o— (L7 IUARATHD =M,
—Oo— 74 U ZERAEHRHD
MeanS.D.(n=19)
Jiir}
5
&
7
N
g
P
=
Z
B
E

120 (h)

R fisl

MAE R EENE ONICAUC, Coad$ D28 T X — F1d, $BR# ORI,
PR D FRALEL - 25 O RBRGA IS X o TR B TREVED D 5o

16.2 ORI
16.2.1 BEOHE

16.3

TR NS PEL6HIC A VAPV 8 /T 218 P ¥ 2 100mg/10mglit
BrEd WRRE I G (2R L3 ) Laa, MRS &
NTHABEGDANRFNE VBT 28T E Y OCuak IFAUC
2R SN 72Y,

Foxiil

16.3.1 EEMREEE

16.4

16.5

ANRIN T O MIGEERMKGRLTT 20T 0L Mi

R ARIIOTNBNIT%TH - 727 (in vitro) .
R
AIRYIVF i, FE LTCYP2CUZ X A b e 7 vy a v
BRAsIcL Y R#Eshs, e MIFR 70y —2% T, CYPIEMEIC
g B A NVARHILF Y ORLEEHIZO W THRE L8 H, CYPLA2,
CYP2D6 % OFCYP2ELIZ xF L T i B 5 & 9. CYP2A6. CYP2CS.
CYP2CO K O'CYP3A4IZx L THEMEH SRS bN7zb 0D, wih
b BHEDFEEEIZGGA 5 72197 (in vitro) o
Bttt
BERER A BT A VR &~ O REACAR R 2120, 3~
1.3%TdH o7, Fiz, BHERMNIMCHEGKA VAR IV F v &R
PG L7ty U aE #9209 13 AP Bl S, #954% 33 3k
MtE N FEANF— %), [9.3.1 28]
fERER GBI T 20 V¥ & LT2.5mg X idbmg# H#F 85 L
7ot IRAPICRZ bR L LCHRES N2 A E L, wiho
PG mICB VT H IR RZECRIEI S 33 5 52405 ] £ Cloik 5w
DHI3%. 14451 F TISH8% TH - 7219,
F 7o, AEHOR A2 HC-REER T A 1 YV v 15mgk BRI S- L 7
Wity $5-#%12H F TITHESBUETHED59. 3% 23R 11223 . 4% H3 FEH
PElE S, B 547205 F TORPBURREDI% S KREALATH > 720
Z DA AR SN2 BHEAT—5) 6
B, INSMEmICE T 20V 2 Lo CHEAEHIERRD b
TV,

16.6 HENEREHT HEE

16.6.1 BRAEEEEE

B - AR OB, R (L0B1) OB RS E B E A VXYL s
~100mg% 1 H 1M H M BRI G- L 7e3f, EHRRIE & & 1L
L CCmaxs AUCICH EARZEIIA LN LD o 7zo MBHENT O
FEEO, FREERERE RS LA b EREmIIEE A
EBRVZ EDIREE NI (FHEAT—5),

16.6.2 FHiREEREEERE

B - rPEE O 2 EE10BC, £ V)L & 2 300mg' & 227
B1IH M7 H R RERI RS Lz & &, BB A & K L TCnax
AUCICHERAIAON R oz, ToERMBESITEAE R
ZELRBENLY SEANT—5 ).

W N FREZE 3% (Child A, BZ 7 Z)56ic7 a0V E LT
2.5mg% LR85 Lz f, EER ACILR L <, #5720
P OMPRENEZEIC LR L, Tiee AUCIER R Mz R L7z
PHEEAEIED LN -7, [9.3.12H]

16.6.3 SinE

w5 i A (65~80ik, HYELON]. ZCPEIOB]) & 44 % (18~35mk. T3
PELI0f) 12 A NV _H IV & 2 25mg™ % 1 H Lnl JAERE 18 5 L 723565
Coal SHE AT A SN2 o 7205, AUCIHEH & TR0
~T70% EAF 2 2 EATREND BHANT—5)o
BAERILE A CPEEIRT. T, s, ki) ic7aay
Yk LComg# RIS L7356, AR CPIg 4R
22.30% FIE6H) IZHE L Conaux X WAUCIE A BRI 2R L 72
M Tl BEAFRO b eh oz, £/ §HM AR S
Laf, BEZFOMET T 20 I VBEREEL L) b
WAL L72s, 2oy — VIEHERITHLPLTB Y, BHEATE
DERHPHERT 2R D S o722 [9.8 B]

16.7 EMIREER

16.7.1 BEAHIA MR I EOEE/ER

MR PE24B012 A4 W RHF IV & 2 300mg? KT 2 u YV Lk

LC10mg% B L TR B S- LB a0 v R_F vy v 27

LTV Y OREYBREILEHAB G &I % A VNS

veETAuTYE Y OMICHEYBIEICHET 2 MHEMEH TR SN s

o7z (EANTF—%5 ),

) A VARV F v KBS 2] H @ I350~100mg. 1H %
K H1Z200mgTH % o

16.8 ZDft

(AIV7 37 REC&ERLD[=40])

AT 32 ABASLDI =M NE, [ERAR 2 2 8BRS o £
ZRSEERER A A F T4 v 10T &, A VT 3 7 ARASEHD =
A& sz & Lz & & IS XA IS & Az
B,

17 . ERPRRR
17.1 AHERCREMICEY 5 H58%

17.1.1 ERE 1R

A NVRHFIF 2 100mg?D Bl G- CULE 2 > b O — VAR + 55
HAREERIMEIERE 2RI, A VRV F v/ Trad ey
100mg/Omg. 100mg/5mg¥ 1£100mg/10mg% 834 [ P F # 5- L 72
CHEERIEBGABOMGRIIKEDEBY Th- 72

b T 7 WAL AR I 25 bR, 5 7 WA 7 9 0 ofn o 28 b e
L 312, 100mg/5medk 5B 13100mg/Ometx 5-FE S e, £ 72,
100mg/10mg#% 5-# 12100mg/Omgf 5- # K 0°100mg/5mgd 5- #
AT B TR0 H 7220 %)

Epasn i 100mg/Omg 100mg/5mg | 100mg/10mg
IRB/AML (n=121) (n=123) (n=116)
N—ZF4 | 153.33+9.84 | 152.58+10.27 | 152.59+9.67
WU | SR RRARE | 148.10+14.87 | 133.81+£14.19 | 127.75+11.88
2tk —5.23+11.48 | —18.77+11.22| —24.84+10.86
N—=ZAFA4 | 97.10+5.77 96.92+5.75 97.44+6.44
EER L | SReA%ETliRg | 93.33+10.58 | 83.79+9.51 79.30+8.57
2tk —-3.76x8.14 | —13.13x7.75| —18.14%7.62
140/90mmHg 22.3% 60.2% 83.6%
A (27/121) (74/123) (97/116)

HAZ : mmHg CPI9fl + B 2)
KL A NN IV T 2 100mg % 8~ 1078 [ 4 5 2 I 9T i+ 140mmH g DL
Lo PEIR I IEIOmmHg A b C & o 72 ARE M i 0

IRB: A VAR_¥)V% ¥, AML: 720YE >

TEEWRM DRSS B IZ. 100mg/0mgik G- T138.9%
(11/123%1), 100mg/5mgHe5-%Tix11.4%(14/123%1), 100mg/10mg
PG BETI315.5% (18/11661) T o 720 T RIVEN (GEBUHE D 2%LL
F)iE, 100mg/10mgHe 5-HED ALTHIIM2.6%(3/11661) T - 720

17.1.2 BN I MR

7 A8 VY Y5mgd HMEE 5T 2~ b O — VA5 e AR KR
PR MESE BB 2052, A VYV y v /7 Aa V¥ »0mg/5mg
X 13100mg/5mg % 83 i HF I $¢ 5 L 7= — H B ML EGRER O # 51
WEDLBY THo720

b7 7 WAL WE 224 b 5 7 AR A7 kR 0 i 28 b
& B I, 100mg/5mgtk G- 120mg/Smgdk G- LA B R =D
oY (AR



EracRiia O0mg/5mg 100mg/5mg
IRB/AML (n=149) (n=143)
N—=AF74 148.72+7.86 148.32+7.39
WG9 Fe R AT R 141.96+12.69 133.98+14.16
At -6.76+11.16 —-14.34+11.99
N—=AF74 94.67+4.34 94.76 4 .55
b2 A SRRl RE 88.78+9.36 83.61+10.40
At -5.80+£7.92 —11.15+9.66
140/90mmHg 32.2% 57.3%
SERCE A (48/149) (82/143)

HAZ : mmHg CPI9fE + B 22)
M7 Au VY v L L Tomgk 8~10: % 5 1% .2 G U i 140mmHg
DL A2 LI E90mmHg UL T @ - 72 AR HEVE 5 il i F
IRB: A V_H¥)V% v, AML: 728YKE Y

ZEEWM RO BVEH S BUEE L. Omg/5mgk 51 T135.3%
(8/1511). 100mg/5mgt%5-#: T139.0% (13/14461) TH - 720
17.1.3 EME DHEHER
A NARHIVF 100mg. 7 LYY U5mg it 10mgd ik 5T
MUE T > b — VDS 55 20 ARTEVE 85 A B 2 b5 is, 4 v
Ny /7 A1 Y ¥ 100mg/5mghit A $E X 1£100mg/10mght
ez 52 PG L 72 BROfE R IZ K EDO L BY) TH - 72,
BAVECRIEE 2 < &R O Y W1 T 28 b1 — 22. 7mmHg
& BT 22 MUE ASHERE S 7227,

IRB100mg X
we ot [ i |
Rl
B UGS 100mg/5mg | 100mg/10mg
S AT F 10?nnlg1/1ir>ng IO(EII?:ggf;ng 100mg/10mg | 100mg/10mg | (n=492)
IRB/AML (n=221) (n=61)
N—2 149.3 148.0 158.4 152.2 153.5
4V +8.8 6.9 +13.2 +£10.6 +11.8
YR | SRRt 126.4 130.0 132.2 135.5 130.8
M | Al +9.4 +11.2 +10.6 +9.6 +10.7
B -22.9 -18.0 -26.3 -16.8 =22.7
+11.3 +11.1 +13.8 +10.6 +12.9
N—2 94.9 9.3 99.8 9.8 97.4
74 +4.8 +4.8 +8.5 +5.8 +7.2
P | R 79.3 82.4 82.3 84.8 81.9
M | Al £7.2 8.7 +8.9 7.7 +8.5
P -15.6 -12.9 -17.5 -11.9 -15.5
+8.2 +7.4 +9.1 +5.7 +8.5

HAL - mmHg CFIME = FRHEAR 22)
HE A NVRY IV F 2100mg. 7 AP E Y5mgi310mg % 5~ 8 [l % 5-
P2V I I 140mmHg BL_E A 2 L3 1 1fi £ 90mmHg L T & -

T AR RE N M A R
RO HEFHTIZAMLIOmgA 143 Tl 5- 5 25100mg/5mg D
w2 & ot

IRB: A VXY V%, AML: 72A8IE Y

FIVE S BB 1216.9% (84/49651) Td - 720 E 2 EIVEFIE ERY
PEVRIE T, 100mg/5mgdk G- 5%0.5% (2/43261) . 100mg/10mg
BEH32.6% (8/306%1) TdH - 72

18. BB
18.1 {EFA#FF
18.1.1 A IANYILZ >
In vitroRRBIZ BTy S PRI KIRO 7 v VA7 v 2 T(A
1) 56U 2 K IR L i vivoikBR(Z v by A X, V)
2BV THATFIEAE ISR UTHIE 27~ L7z2e In vitro
KEARERD S, 2 OMEIER A T2 BRI T 5 BEamRsinc
HEOLHDTHY ., WITAL ¥ 4 T1ZHME(ATIZ A IR T
HAHIEIRBEENT, ZOMOZEMICIBAEZRESF, 7
VIFT Y VERBRLME L B ho 2B,
18.1.2 7LOJFE>
SIS D BALARAENE A IV ¥ A F % FOVISEIRMIHE S L. fila
NNDCa* D s A % /0 S & TRE LA R A ML O ST 7 % ik
DN, ZOH VY AFEPURIGERICRET 5 L & b ICH
Btk e s Ly F 7208l 2355 < A IR 2R3 2 L %R0
SNTwaH,
18.2 FEE(ER
BIMEHRIIET v MIA VRSV y v e7ud ¥y a2l LT
B35 &, ZNZENOYPMPES L R U TR O R 580
5%,

19. B2 ICEE T 2B{EZAIENR
199.1 1 ILRHILE >

—REEYEFE 1 4 VXL ¥~ (Irbesartan)

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

AFR ¢ CsHzsNeO

SFE :428.53

MR AMIAROBEEORETH 5.
A EEERE (100) 12ET R T, A7 7 = MiceReEiicl
v IH 7=V (99.5) 1T KL KRICIFE A EEIT W,
ENTHES SERES A N LR (W9

-5 -

19.2 7LOYE>

22.

—MRERFR : 7 A0 Y L RV OV (Amlodipine Besilate)
1b%% : 3-Ethyl 5-methyl(42S)-2-[ (2-aminoethoxy) methyl]-4-
(2-chlorophenyl) -6-methyl-1,4-dihydropyridine-3,5-
dicarboxylate monobenzenesulfonate
AF3 1 C20HzsCIN205 + CeHs03S
SFE 1 567.05
MR ARRRBG~F Ao RTEOR K,
KA 7 = VIZEFR T 28 7 — (995128 %
EIFIZC L RITETFIT v,
RED A 5 7 — Vi (1-100) 13 heEE %2 R S v,
Al - #9198°C (43fi#)

EEEER -
H
HsC ‘ N ‘ o/\/NHz
ke cupes
0 {HoO '
‘ Cl
©/ RUBIERES
A%

(V7 3 ZAEEA#ELD[=F0])

1005105 (PTP) x 10]
140%¢ (145 (PTP) x 10]
5005 [105E (PTP) x 50]
5005E [N, FEHFIAD ]

(AIVT 37 AEEA#EHDI=F0])
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27)
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100%E (105 (PTP) x 10]
1405 [ 145 (PTP) x 10]
5004 [105E (PTP) x 50]
5005E [N 7\ HEBAIAD ]
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R AR SRR (VT 3 7 AR SEHD] = A1)
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EMFI 70y =AWz VXYL y v OBLRHICI T ACYP2CY
DG (7 N7 g 1 2008454 A 16 HAKE, HiGE & RHEEE2.6.5.10)
ANRFNE Y OT VT a v BIaEGORE (737 1§ 0 200844 16H
KR HREERMEE2.6.5.10)

e MFIZay—2aZ iz VRSV OCYPHEOKE (7 /37
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ANNRINF T aa Iy OPETHIRE SR 3B0 2 WA AT
RE (7 A4 3 7 ABASE © 20124F9 H 28 H KRR, IR @RS 2.7.2.2)
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WE%2.7.6.6)
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29) A NRYNE v OATFIALEFIH T H1EH (73718 20084E4

F16HAKR, WEFaF%sE2.6.2.2)

ANNRFNE DA ZFRISHT 2T oOBE (737 o g

200844 H 16 H KRR, HIGHEFHE2:2.6.2.2)

ANRFNE Y OANZFHRT T 5 4TI 28R (7 T ade .
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ANNRFN Y DFEFEZERROA & 2 kR T 2150 (7878

S 20084E4 H 16 H KRR, HEEEFEZ2.6.2.3)

33) A NN v OFFEREF KT VR (787 T gE © 20084-4 H 16 H K
A HEEEREE2.6.2.3)
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26.1 SGERRSTT

DAITO 1~k X1t

ELRESE LM/ \BHET3262

30

=

31

=

32

=

26.2 ER5ET

% waai =FMLF ERFPR

AEETRERSNIEETISFH T461-8631

XB-4



