2023411 H2ZaT (1)

o EABEER, BES
B st RISMHERMEARB/SFMCAEREREAR s
BAERS AIARYILSY - PLAOVEYRY LSS
e TIVP=DARazLDIIIA ]
LIWIP=DA e HDMP' DA |
ILUAMIX® Combination Tablets [SAWAI] D D
2 & 2| 23000AMX00320000 | 23000AMX00321000
)RR - RS0 FEIC LV iHd 52 & BR 5% BE 1R 20184F6 H 201846 H

2. ER(ROEEICIFRSLENT L)

2.1 BHIO S LIEY e Fu ) Y v R bEWicxt LE#uE
DEAIED B 5 B

2.2 MR IR L TV A RO & 5 ek [9. 557 ]

2.3 TYAFL Y IV VRGBS o RBES (72721
MOBEEREFRZIT->CH HRBIMED T > b O — VR L<
REOEZ %) [10. 1]

3. #HRE - MK
3.1 $HR%
no ANVT 2 ARAEHELD A4 IVT7 2 ARASEHD

71 (74

HEA VYIS > 100mg|HEA V)V % > 100mg
HREGr (HR7 28 0 RYVEE | HR7 40P RNy )VEEE
[1%EH] 6.93mg 13.87mg
(720PErELTmg) |[(7AEYEYE L Tl0mg)

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

A

3.2 BAIDMERK

o, ANT 37 ARAEHLD ANVT 37 ARG HHD
o (1| (471 |
AIGIGI=HGCICI—
#l TANLNT—FT 14 ¥ T§E
[ER N P~ 1 P b RAVARYARY A
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 BEZIMEETOBZNEND . AH %2 S IMEGROFE—
BIRFE L LT &,

5.2 BHIE LT, 41 WYV F Y10mgh N7 20V & LT
SmgZ P LT AaHE, & Avidundih— 2 LT
a2 ba— VARG RYEAEIZ, 100me/5Smeg~ DY) ) 2 %
Bad 52k,

5.3 BHIE LT, 41 WYV F U 10mgh N7 20V E LT
Smg# P % L < 13100mg/5mg TIHLE I > ~ 0 — VA4
A2, 100mg/10mg DY) ) &z # a5 2 b,

6. FiENUHE
. R AIEIHLIELEE (A VR VY v/ Trad Y e L
T100mg/5mg X 1£100mg/10mg) % #E ¥ 59 2 o ARFNI = 1M
JEIRIR DB EIREE L L THW 22,

7. BENMUHAZICEET IR
PUTFTOANSY LY 720l R VEBEO Y - &

IR, BEBIHEZRODL I L,

AIRFILZ )
FHEL BAZIEA VAL F vk L T50~100meg % 1 H 1A
W55, By AEE, ERICX D EETEEST 525 1HRK
HH5EIZ200mgE TE 4,
(Z LOYEYRYVESE)
- VI ESE
R, AT LAY E Y L LTC2.5~5mgx 1 H1EEEI
B53 5, BB, ERICS UHEEET 525 ERT5R
AIZIZIHLIENOmgE CTHET L2 &S TE %,

8. EELEARNWER

8.1 KHANIA NN VE v ET7rul ¥ rOBEHRTHY., 1V
NNy T Au YR ORWERDPERT 52 BEN0DH
L7z, WYNAFIOMHEZMET 52 &,

&24»N%»9y%a@7yvﬁ%>v>H%§%%ﬁm&%
HCEE R R ED D 5 b L OGN D Do FHERER
RIS 5 % EBIEY 151217 ) 2 L. [11.1.52H]

8.3 BEMEHICE SO F WV, A6D2XHEbLNLIENH D
DT, WAEE. HEH OB ER 2 0O WA HRE T 2 15
IEFEESEL L,

8.4 FHTHIAM IR G- LAV ENET L, Ty VT T Y

I ZHARFEATR GO BE T, FREER O FAPIc L = o-
TrIOFT Yy RO X AEERIMEKT 2R3
BENWDH 5,

8.5 74U VY LM IR < 3 5 R b R IE R IR
BIRDFRD HND DT, KAFG-A I ABO R # % T %
LEIF, HELNCEGMBICRET A% SHEIHEGT 52 &

9. REDEREZEFIHEEICHATHER
.1 GHIE - BEEEDH S EHE
9.1.1 MAILBEIRERDS D EEITHE
BE
WREERO 2SR SN A2 X FAHIEET S 2
Lo AN 2K DI O AR R ERE A B O
W& SR ICE R B S 2 BENDD B,
&1EEtU¢Amr®M%
EEERLO SR VEH S NLGELRE, HHIEETSL S
to4»“%»§/hibwﬁUﬁAMW%Eméﬁéb%h
Hd Do
F7o, BREEREE, OV PO — VR EORERIFEEC L) Mg )
2 AMEDSE L R )R T VBB, S 7 MEIEET S &,
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.[11.1.35H]
9.2 BigEEEERE
9.2.1 EEUBKEEESDHHEE
BEOBIEIZ X ) EERETZEALSEDLBENDD 5,
9.2.2 MFBITHDESE
—EMOAMEMFR TR T B 2N0H 5.[11.1.35H]
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9.3 FTEeEEEEHE

9.3.1 FFREEZEDH 2 EHE. 1FICIETHEFEZ R UIETS oif

DHDEE

WERIIERICRSG T2 8, 720V dFEE LCFE

TREEND 720, TP ED D 2 BF T, MR

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

NHb, 70T ErEHE(10mg) 2BV CRIEMOISHH

ENEL RAURERD B A VARV F I I

Pt sz -0, MHEER AT 282100 5.[11.2,

16.5. 16.6.2%:&]

A &ETEREEE Y 2E

4.1 1HRT DHEEEDH DL

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

HET7 v VF 7 vy TEEEETHR ZHEH L. B - #iE

WAORE(BARE, JEHE - M - oA E, JEE) 250

SNFPNHE SN TWBED 2,

ERHRN OG0 6 BREOFES L EE L CTRARS- 0L

P A EEIKET L, IR Lo RESEREE LRl 2 &Rk

ENDLEEILOREGTH L, T2, HGPLELRYAIIE

KOTEEFHIIHET ST £,[9.551H]

() EHIP G- BHIARNCTIR L TV L2 ERT A L, K
Gy, HIRL T iana & 2 EIciERs 52 &,
PG PICHAR DS L 72551213, mHICHES 2+ 5 2
Eo

QK OBIFIZO VT, KA GG ICEFICHHET S 2

Lo T2, HEHROLENIG LT A &

RIS ARFN M LA, BRI - FrA s e g
TVAIDHB L,

TR ASHI L 72 3B b N A B AL, R (S Y |2 AH

HTHZ L
AR Z T A aiE, HYEIHBT A 2 Lo
.5 1%

T AR L T 2 WTREED & 2 PRI 133G L v &,
F 7o, B HPICHIRA I L2 1. B IS kT
5 Z &, WHRPIAR KN T v V% 7 v v v TR
7 vV F T v R RIER 2 G SN EE TR
WAE, 5N - AR o PR oRINE, A, mA
VY AE, BEFEOEA SR CFRBDIEIZ L 5 RS
LU o, HEEEOE., MOWRERErD bbb/ &
DWED D B0 T LU Y E L IHWER THARAINIZGT 5
CAIRMIM R O R D IE R $ % 2 L 05RBD b LTV %Y,
[2.2. 9.4.1zMH]

9.6 {Z3Im

BHAL GV EDREFE Lve A VNRI I F » TIEEY IR
(7 MDIEBVTHHHFNOBITPRD LN TV D, T2, B
WFEER(Z v b MAR R AR OSSN DN RE O EE I B
4 5 #E) ©50me/keg/H UL L CTIHEBB I B W THAEROK
EHINIHRO 5N TWD, 740 E X Tlde MREFLFA
BATT L2 s s T by,

9.7 INE

NREER IR E LRI E M L T

9.8 SHE

BEORELHGE L 0 o HEICHRG T 52 Lo —RISRED
BRI E L v SN Tw5, BlZEEIRI 582008
Hbo THAUTE L, EilieH TORAEY RS C I b
AV MR R AR < 2 B I ATFED 5T 5,
[16.6.3%M]

10. #8E{EA

7 AUV EYORBIEL L CEWRHMERCYPIA4N S
LT3 EEZLNT WA,

10.1 HHARRWHALEWI L)

A 0%

B ARIEIR - S i85

Wiy - falrR T

TY)AFL TR

7LV A
CBERREZ BT S
Yitro 12720, Mok
JEGHEIT->Tb A B
MAEDT Y ha— )i
LARBOBERKL)
[2.320]

AN RH VY TIEHK
SR B, AR e R
EEA )Y LME R
OMKIILE O ) A 27 B0
DHE SN TV D,

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

10.2 HEER(HAICERT ST L)

A

B ARIEIR - $i i85

Wi - falriR T

710 7 S ARFEAER R A
A¥R T v,
M) T AT L

710 7 BAHEH

Mi& ) 7 L5755 b5
THIEDN DD

B A VR LT oD
TR AT T 5
L s ) slEE
VER 238850 5 % T RETE

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

HHEH
F IR B F — Pk 0> 2 ML AR IR B E ) TG I & %
77Ut I N M| TERITBLIWD ST T b EETIE,

TV XFT Y RE
[11.1.32H]

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

TY)AFL T <IVERE

EhmeEE, w9
2 ME OV % 2
T BENDEDH S,

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

frxdtlrsnc &,

TUIFT Y s ER
PSR B

B AV 7N
57 VEE
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2 MUAE e OMERIILE % k2
T BENDDH L,
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>R BESEAE A o S
NDWEEED D % o

AT o4 PR
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[nIE DYy By VN
VAP T AE

ANV ORI
TEM AT IS T 5 B Eh
Wb

MEERIEAEHT 5
TURE T 50T VDA
BEBHEIZ LD A VA
Wy v OREEAER % 3
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BHREFETLTYS
B TlE, TIZE e
WEALS 2 BENDD 5,

TURAY T T YT YD
FRILEIC LD, B
WERAERTT D720
FExbihd,

DISAA
R F 7 A

ANRINVF Ik
) A R
NnNTwi,
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&

T A O FRIE S
M) YL EBEAT AT
D, ANV INVEY D
F b A HEEE S
L0, )FTLAORE
Pt s s & & 2
bitb,

VR 243 2354 |BEVER 2R S N5 (A I % 8iR3 5
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CYP3A4FHZE# T)AuYA Y RF|T7T auTErofRER
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INVFTEL, U B
FEN, £ FT IS

INFTELEDH
kb, 7raavEs
DM FEED LA L7

BmEICHE S L]
A EZ 5L,

V= V& EDOHEDD D,
CYP3A4:3E#] TAUVEYOMAGEE 7 A0 P ¥ OREH
V77 rEY U IMETTHBENN D5 L SN LW REME D E

AbN%,
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W - fabaA T

PRZAV. Y & ad

TLAOATEYET N
A& F ~80mg ([ P #
HKROEE) & OB
XD, YUNAREF
¥ OAUCHTT% L5 L
7oL DWREDD 5o

B EAHTH 2,
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EEDOY JTY LAAD
BER DRI T 5 BZ
nHdH 5, PFAEICIE

Tra ¥ iy ru
JaRF, EE LT
CYP3A4IZ X b 3 &
nNnzH, PEHICED
7 7 1) A ADRGHA
[HE S5 RetEAs%

F o) AZADIHE 2
EAEZY — L, LB
WIBL Ty ra) AR
OHEZRETLZ L,

5k,

1. EItER

ROFWEHD & 5N D Z WD BHDT, BEET7IAT,
FHENPO SN 3T 2 ks 5 7% S 2 ALE 2 4T

NP2
1.1 EXFEIER
1

o

IZ

+
IH

]
LIENDH D,

N

-

11.
1

&P HEEA)
MU, RS, TEEOMIR 2R E 3 2 MEFELGD S b

.2 BAYD LIGE BHEAY)
.83 Yavo, K. FEEK (9IS A

Wk, MR BERRHASD D b E I DI

Wi ZAT) 2

& [9.

1.4, 9.2.2, 10.22MH]

11.1.4 BAZ BERH)
11.1.5 BIFERTR. FFHEEERES. =B (3N BERH)
AST. ALT. ALP. y-GTP® b 5.5 % 15 JFEEpebE E 255 &
bID T ENDHD[8.251H]
11.1.6 {KIDAE CHE )

BT, ZBIERE, Wi, FOBEA EPET, R,

=X 1

FLHDH S ONYE G 2 kT 5 2 & HEIRIEIGHET
DEFZETH S bIeT v,
11.1.7 1ERUERRIARE (S AH)
W, &, CKEH., mMP KRB I+ 7oy 5%
& 2 R RRED D S b D EDHHDT, TDX

DB EIIIED RGP L, B A LE AT 2

Lo &

7oy RERUHEMEE I £ 2 SR EEOIEICERT L 2 &,
11.1.8 #EFENIERAE. EMMEREIAN. M/IMRIEIA (V9 L b BHEANH)
1.1.9 EEJOv U GHEA)

Bk O FVEOWPIERYE D 5o b2 DD 5,

11.2 Z0fDE1ER

0.5~1%iil

0. 5%

BT

5. ). LA
FRIZ L e U
SIALIE

v IR

I # RE B
ALT 5

£, |ASTE 5. ALPL
H. vy yrerk
5. y - GTPL#H

PAgE ., s, i
i

NG BT
3 SR TLIE

FM, AR FEk
Hhn

ARIMERF A, ~~< b
70w M
EZTE UEA, H
Bk A, I EREk g
I R

[EToaETE

B iE, 12T H(#
L B AL |
K, BUR. EEIZIE
RIME, OB AE).
LN L EARD]

MEART . AR,
EXEEETOY
7. iELL

0.5~ 1% 0. 5% A N
HIL2R WP AE A, TE L, R, %
- WAE, CINZE. [, BRI, O
LERESE. A, B8, AR, HEE
1 9% [ Eesn, BEgk, BE
. N
i PR MR - 72| BUN RS-, IR &
R, 7 L7 = | btk IRbiE Bw,
MY PRI . HRIR [
=54
AR (O v - 5 B DIRG. LU, | D 9 59 & AR,
&, DHJg - BHE |MRREE Rk, Ko EhiE.
PRV AE R
RHEY |CKLH PREE LS R Rl s ) v A R
AR E BEIRIE, | I
IV AFH— )k
LN R VN
y
Z DAt PeiigE, BEG. (B WE R
BREIE. CRP LA, [ZE8, BEAm.
WMk, (RERGIN. B E . g 7. B
E. BLORE, FhfkE | B, RN, £
£ BHIM. Sk I GEICE D) RA
RIS, PR R e
AL RE R
A R, EEA

FED A NN E CEF T T 20D L BHTERD 5TV A EITER,

H2) 7 au Y vEK R L Cl0mgx &5 L72HA12, B CTRR
DHNTEDMED D 5. [9.3. 151 ]

13. BERS

13.1 fEIR

7LV X, WEORMMBEIEICLY, Yavrargd
FHLWIMERT & SR EREC T2 L0H %,

13.2 W&

TAu VY VIRAERICESE RS LA, TAaaYE Y
DAUCIZI9%A L. ARFH2IRE - 2 Tl349% A L7=Z &b,
T A0 Y Y i G R OWIHLE & LRSS
BTHDHEHESNTVEY, A VAR LY U RIT 20T E Y
FEAMAEIE O, MEENTIZ X LBRFTAERTE RV,

14. BRALODER

14.1 FRIZZHIFOER
PTPEZED#HFIPTPY — b2 L THRIET 5 X 5 ¥8
BY LI L, PTPY — hOREAIC L 1), B S AR A G A
~AHA L, HIZIEgle B2 LCHBAASOEE 2 SHES
BESs$H 2 L 03dh B

15. ZDMth0FR

15.1 ERFRERICE S B
BRI S TR WA, 74T E VI X A HEERIC0
T EE RN R (LA E &) SR LNz L OFRED D 5o

16. ZEYEhEE
16.1 MAEE
16.1.1 £EMEHIREFE
TEEER N B PE24BIIC A VARV F > /7 28 Y E 100mg/10mg % &
S S B O LS C 22 BRI L AR % G- L 7235 o AT b A L L
F U ROMER 7 20V OEYFHEIITEOEBY THo720 1
WAV VRO A0 Y OIEYBIEE = Bl A e & HABEF TR
L7z R, W& b EWHICFR%ETH - 720,

ANRHILE TLuTEY
Ry WAIDE A WA
(ng/mrzm 2,115.9+621.4 |2,010.4+524.6 5.20%0.92 | 5.26%0.72
<H£ES;I;L> 8,635.8+2,768.4|8,426.4+2,233.0(197.19+ 34.24|198.58 +38.25
(Th“r) 1.31+0.64 1.35%0.74 6.3+1.1 5.9%0.9
(Th‘r; 11.145+3.810 9.437+2.413 | 37.72+5.90 | 38.72%7.34

Il + AR, n=24
AUCo © 4 VAL 8 30~ 48, 7 &1 2 E 2 120~ 9615 i



16.1.2 EWEHIEIE M ER

A7 ZHRAEBEHRLDIT D1 1)
AT I ABAHFLDI T A |& 7 14 3 7 ABA LD % R A\ 5 T
WZFNZNLEE (L V)L & LCT100mg, 7240V E » & L T5mg)
ZERERE AR I G- (7 0 A F —N—) L, A VN Y Y ROT L0
DY U OMBERREE A HE L. 55 N3 EEE YT 2 — & (AUC,
Cmax) 122> T909% 18 W8 X [ 12 CTHRERTAT % 47 - 7246 F. 1og (0.80)
~log(1.25) DFFANTH 1) . WiH] LW R ZEMEATRERE S 727,

FH) 1 GER GRS BIRE ST X — &

Cmax Tmax Tz AUCH
(ng/mL) (hr) (hr) (ng-hr/mL)
4 N N
ANT I 7 ABE e
L + + + +
k LD 1 | 1950738 1.8+1.1 7.4+ 3.2 6945 + 3666
¥
)% 3 )
4 LTD4‘7XEED§E 1878 =689 1.6+£0.8 10.5+11.1 6521 = 2556
N
TANT s ARG
é LD 1 | 3.98+0.82 4.8%0.8 41.1+ 7.5 | 139.3+39.6
v N 1
¢ L7D4 STAREIRE| 5 760076 | 5.0+0.3 | 41.3+ 8.6 | 137.3+39.9
Mg
MKANNFILSY >~ 1 AUCh2nrs 7 A HE Y E Y 1 AUCO 1440
(Mean=S.D.)
2500 - e (LT3 ARAHLDF A
Jaﬁé —e0m- T 3 AFESELD
2000 - Mean+S. D. (n=24)
{
%
~ 1500
v
2
5 1000
z
i3
500
(ng/mL)
T —
0 6 8 12 24
g 15 OIS (hr)
or —e— LT 3/ ARGHLDIH A |
I --0-- 74 2 AEEHLD
%E 4+ Mean+S. D. (n=24)
7
I L
- 3
o i
V] 7
g i
(ng/nL) i ‘\g\g
INENN| 1 1 1 §f 1 5:..-‘;%\2
0 968 12 24 48 72 96 144
8 5 OIS (hr)

AIVT7ZHRABEHRHDIT T A D
ANT I ARASEHDI T A4 JE 74 3 7 ABASEHD % R A B T
WZFENZNLEE (A VAH Ly » & L Tl00mg, 74T Y ¥ L Tl0mg)
ZERERF ARG (7 O AF —N—F) L, A VXV E U ROT7 A0
T OMEERREELIE Lz 55 N3 ERE/ T 2 — % (AUC,
Cmax) |22\ T909% 15 B8 X [ 22\ TRRFEHEHT % 47 - 7245 H. 10g(0.80)
~log(1.25) DHIPANITH 1) . WiH DA RISELEDFERE S 77
FH) 1 FER GO BIRE /ST 2 — &

Cmax Tmax Tz AUCH
(ng/mL) (hr) (hr) (ng-hr/mL)

LNT R AR

SHDI 7 A | 2153 =643 1.7+1.2 10.8+9.2 7476 = 2129

TA I ARG

HD 2110+ 735 1.4%0.9 9.5%4.7 7115*2199

AIWVT 37 ABE

SHDIH T 4 | 7.54*1.64 | 4.9%0.9 41.8+7.1 | 277.9*+74.8

TA 3T ARG HE

HD 7.73+1.53 5.0+0.8 43.7+5.7 | 285.6+60.9

VRGO URE S e

ANV E 0 AUCo2me, 720V E Y 1 AUCo 1440
(Mean+8S.D.)

—e— (VY I AFGHEHDIH T A |
--0-- 74 2 AFEHHD
Mean=S. D. (n=23)

e —0
; 12 2%
LBLLALS PO (hr)
10 e VT 3/ ARGHEHD T A |
" o= T X/ AREHEHD
%_g 8t Mean=+S. D. (n=23)
7 i
7 | g
o Orfe
oo
> A4r i
i )
&, =
(ng/mL) - %%‘“ﬁ
LLILL 0 Il Il Il 4§ Il 5 Il §
0 o468 12 24 48 72 96 | 144
39 5% O (hr)

MIAE R EE 22 & ONZAUC, Cmax@ /85 A — 4 14, HERE 0#IR, 4§
TEOFRIA L - e S OGS X > TR 2R D 50

16.2 ORI

16.2.1 BEDEE
TR S N B YELOBI A VXL & > /7 28 Y ¥ 2 100mg/10mghit & 5t %
HRE PG (eI U3 &) L2 A 22 - L IR CaEBE S O
ANV 2 T 28V E Y DCmax i AUCIZZEZ A SN o 728,

16.3 £

16.3.1 EAKHE
ANRFLVEY O MUFEEAKEERY 720V o idEE
FIE ARV TR B H97%TH - 722 9 (0 vitro) o

16.4 {38
A NN F id, & LTCYP2CIIC & 2 WAL E e 7 vy a v
Blagic ks s, e MFI 270V — 2% T, CYPIETIC
KT HANRY NS P OEBEERIZOWTHE L 7245, CYP1A2,
CYP2D6 % OFCYP2ELIC xf L T id [l & ¥ 4. CYP2A6. CYP2CS.
CYP2COK U'CYP3A4IZK L CHHEMEHSRRD bNzdb DD, it
FHE DR IXEE D - 7297 (n vitro) o

16.5 HEtt
fEHER AN BT A NN F » ORZEALRIR P HEIE3490.3~1.3%
TdH o720, F iz, BERAMCAZREA VAT S VR ROHES
L7236 EREDRI209 13 R A I HEME S Au. #954% 1338 123 S
729 ENT—%).[9.3. 18]
fEFERRAGHIZ 7 28 Y ¥ >k L C2.5mg X iE5mg % H #1455 L
W E. IRIPICREEE L TRt S R a 8813 s, wTFho#
GRAZBWTH IR RIS 3P 5 524050 F Tl 5200
3%. 144B5[ F TIZH8%TH » 7217,
F 7o, MR ABNCMC-IEH T 40 Y ¥ v 15mgx HAE 9% 5 L 723
Ay B HRI2H F TSRS HE D59 . 3% A R 11223 . 4% A3 12 HEdE
S, GBI F TORPFSEDIN KELETH > 720 ZD
M2 9RE DB AR SN2 (FHEAT— 7)o
LB, INSHRIWIIET 2UTE L% Lo CEIERIZED STV,

16.6 FEDERZEHIDEE

16.6.1 BigEEEEEE
B OB, m QOB OB RREREEEH IS VATV v
100mg# 1 H 18 H f BAERE 1% G- L 72354, B feIE® % & Ikl L ¢
Cmacs AUCICEEREIZAS N o 720 MBI OBETE 2 E 0.
BB E R IS LA IO EREMIZIE L A LR W EDUR
SN HEAT—5 ),

16.6.2 FFREIEEEE
B - SR OFIZBF106S. A VIV Y 2 300me™ & 22 fEETH 1
07 H SRR S Lz & & RN & HHE L CCmaxs AUCICH
BEFIARONR o7, FRERMEMPIZLAE VI L HRESN
720 EANT— %)
B FZS 3 (Child A B2 7 A)5BIIC7 202 ¥ v & LC2.5mgk
BRI G L 24, BER I LT, %5721 M ol ik
EREEIZER L, Tie. AUCIHRREMEE R LV AEEIZED S
Neho722,09.3.12MH]



16.6.3 SinE
i (65~80/%. FIEL0BI, LPELOB) & 4 4E % (18~35m%. 5110
BZA NNV 5 2 25mg™ % 1T H LB AR %S L7248 Cond
EREIHASN Do 7208, AUCIREHFEE & LR THS50~70% 15§
LI EDRENER HHEANT—% ),
AR T R CEIERTI. Tk B2, K4 o7 a0V ¥ v
& L Comg# HIARE IS L 724 AEEHERA CFI94ER22 . 3.
BVEGH) 12 L CCnax X FAUCITA B EMEE R L72AN Tl FE
EERO N Lol Tl SHHEEREORS LA, BFEED
M7 20V BEEIEEELDOBCMER LI, 2088 —
VIFAEFFIEMULTBY, BEETZOERPEKRT 2 EANILFRD
SN H o722 ,[9.85 1]

16.7 EYHEEIER

16.7.1 BESEIBMRS EOIEEER
i HE R N B 24 A VXL F 2 300me® R T AV E L E LT
10mg% B L CRECTR % G- L 7238 DA WALy v &7 an ey
ORI FHAHFE G R & 2I R, ANV NVF e ruTE s
DOENZSEMEIREIZ B 2 EMER IO SN0 722 MEANT— %),

) ANV F 2 KGR E 721 H ol A IE50~100mg, 1 H A H #13200mg T
b2

17. ERIRRNE

17.1 BAHRURZELMEICET 2R

17.1.1 EINEE O 1858
ANV F 100mg?D HARFE G- CTIE 2 > b 2 — VDA 153 70 AT
PESMFIERE 2 RIS, A V_F LY /7 28T ¥ 2 100mg/0mg.
100mg/5mg X 13100mg/10mg % S:E [ PF I #% 5- L 72 ~E F ML iR o
HEHREREOEBY TH o720
b T 7 B A AL GE B I E 2 LR, b T 7 AR 4 R B O S ML
& b 12, 100mg/5me#% 5 # 12100mg/Omegfk 5- # 12 b=, F 72,
100mg/10mg#% 5-# 1£100mg/0mg#% 5-# K N 100mg/5mgdx 5-# 12 <
IR FEDTRD BP0,

ErasRid 100mg/Omg 100mg/5mg 100mg/10mg
IRB/AML (n=121) (n=123) (n=116)
o N—=AFA4» 153.33+ 9.84 152.58+10.27 152.59+ 9,67
ﬂ]lH—: S ETATE 148.10+14.87 133.81+14.19 127.75+11.88
2t —5.23£11.48 —18.77+11.22 | —24.84+10.86
N=AFTA 97.10= 5.77 96.92+ 5.75 97.44= 6.44
bt ey —.
W IR 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%
JERE A (27/121) (74/123) (97/116)

HAL © mmHg CFIME = B 22)

G AV ANH L E 2 100me % 8~ 103 [ £ 5- 15 2 WU 0 I 140mmHg B 1 72
PEARIIMNE90mmHg A _E T & - 72 ARREME i I i B
IRB: A VAR Ly > AML: 720Y K ¥
ZEH MY Lo RIERFEIUEE L. 100mg/0mgii 5-#F T 138.9%
(11/123%1) . 100mg/5mg#k 5-#E T 1311.4%(14/123%1) . 100mg/10mg
P25 CTlE15.5%(18/11661) T&H - 720 T 7 BIEH (FEBUSHEE H32% LA
F) i, 100mg/10mgf% 5-# D ALTHEIN2.6% (3/11661) TdH - 72
17.1.2 EIREE D 4HHER

7 AB Y Y S5mgdD B G- CHLE 2 & b 1 — VAN 45 7 ARRE M & 1T
SEREZR RIS, A VARV /7 210 Y ¥ 2 0mg/5mg L i13100mg/5mg
ZQBEMPE G- L “EEMIILEERROFSRIIREO L BY) Th o7z,
b T 7 EEAAGEIIMEZ bR, b 7R RR 22 bR & I,
100mg/5mgd 5-#E130me/Smgik G- HE I A SF B4R 2505780 H 725 20,

e Omg/5mg 100mg/5mg

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

- N—ZAFA ¥ 148.72+ 7.86 148.32+ 7.39

ME IR AT 141.96+12.69 133.98+14.16

ZAbR -6.76+11.16 —14.34+11.99

—_— N=2F4 ¥ 94.67+ 4.34 94.76% 4.55

me" SRR 88.78+ 9.36 83.61=10.40

ZAb -5.89% 7.92 —-11.15+ 9.66

140/90mmHg 32.2% 57.3%

EREE (48/149) (82/143)

By - mmHg CF9fi + k(R )

WG 7 AT Y& L Tomg % 8~ 108 %5 5 1 U I 140mmHg P 14>
SEIRIIMEIOmmHg L b T db - 72 AR i il A B
IRB: A V¥ V%>, AML: 720y E>
ZEEMW IO RIE R SSEMEE X, Ome/Smgfk 58 Ti5.3%(8/151
). 100mg/5mg#c 5-#ET139.0%(13/144%1) TH - 72,
17.1.3 BN MEER

A NIV F 2100mg. 7 L0 YE 2 E5mg i3 10mg? Hh¥k 5T I T
T2 MO = VIR A AR E I 2 RIS, A VAR Ly
> /7 LY ¥ 2 100mg/5mghit A8 X 13100mg/10mglit & % 5208 [ #¢
G LBBROMERIIREOL B TH o720
DA 7 < SRR R o DU T 22 {b 1% - 22. 7mmHg
& R MEAHERE S 7 2

. IRB100mg X % AML5m AMLI10m N
A Team | R =
B AE I ] 100mg/5mg 100mg/10mg
F A RTATE = 100mg/5mg | 100mg/10mg | 100mg/10mg
IRB/AML (n=208) (n=221) (n=61) (n=492)
PR R 148.7 158.4=13.2 | 152.23£10.61| 153.48+11.84
m?im I 128.0 132.210.6 | 135.45% 9.60| 130.77£10.67
ZiLR —20.7 ~26.3£13.8 | ~16.78+10.61 | —22.70+12.92
N 95.1 99.8% 8.5 | 96.8 + 5.8 | 97.42% 7.15
I ket s 80.7 8235 8.9 | 848+ 7.7 | 8L92% 847
st —14.4 ~17.5= 9.1 | -11.9 + 5.7 | ~15.51* 8.47

HAL - mmHg CFIME = B 22)
KR A VNP F 2100mg. 7 4T Y Y Y5mgid10mg % 5~ 83 i 5- 1 12 L
HMEHAIMUE 140mmHg Ph b A D 3L M 90OmmHg bl b C & o 7z ARHE M £

B
SR OEFHIEAMLIOmgA 536 T 5-5 A7100mg/5mg D B3 201
Ei

IRB: A WARHL& > AML: 740V E Y

BIVEFA S BUSE 1216.9% (84/49661) Tdo o 720 F 7 AIVERNE KR ZIE
T. 100mg/5mg#k 5-F5 730.5% (2/434f%1) . 100mg/10mg#k 5-F5 252.6%
(8/306f51) Td - 725

18. ERpEEIE
18.1 {EFR
18.1.1 4ILRYILE Y
In vitroitBRIC B W T FRIB KBRS 7 P4 72 VT (AL)
FENE 2 BB Uy o vivoRRBR (T v by A X, ) ICBWT
S AT FE S S BBk L CHIBIER % 7~ L 720 In vitrods &l BR 4
5. ZOMWHENWERIZAT BRI T 2HAMEMICESCL0TH
Dy BICATD Y A TIZHEATIZER) EINTH 2 2 EHRB SN
720 TOMOZEARINTHAEEZ RS T, 7o I 7 0 v VEREER
HIHE L 220 723079
18.1.2 7 LOYEY
IR D BAKGFYE T V27 L F X 2AOVIGEIRIZHE S L. fMRAA~
DCa* DL % i & & CRE M 2 AN MU O % ik S 2 2%,
ZOHN T AEEPUERIGRE BT 5 & & It a Rl £
72 DI E 2555 < A BRME A IR 2 L 25380 H LT 510 9,
18.2 FBE(ER
EIMEBRRBIET v MIAVRY LY v 2720 s 200 LTy
T &, ENENOHIEEG & I L CREVEH OBERATRAD 57257,

19. B2 ICEAT 2IEEENHR

19.1 €1ILRYI)LY Y

—i%%Z 1 A V)L y > (Irbesartan)

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

SF - CsHsNeO

HFE 428,53
HE -
0] N=N
7\
HN_ _N

CH;s O

M R ACOREEORETH D, FERR(100)ISETRT < 25 /-
ZRREITIZCL, 28 7 =0 (99.5) 1T ITFI2< <L KRIZIFEA
T,

19.2 7LOVEY

—M&R - T 20T ¥ L Ry )VEEE (Amlodipine Besilate)

{534 : 3-Ethyl 5-methyl (4RS)-2-[(2-aminoethoxy)methyl]-4-(2-
chlorophenyl)-6-methyl-1,4-dihydropyridine-3, 5-dicarboxylate

monobenzenesulfonate
SFI : C2oHosCIN205 - CsHsOsS
DFE 1 567.05
B = 198C (G fE)
‘s
; @/SO:sH
: Cl
©/ T O SR
M R AR~ NEAGOEREOR K TH L, A5 ) —VIZETRT

o L8 7 =) (99.5) ICRREITIZC L KIZHEITIZ v, £
5 7 — VR (1-100) (ZHELHEE 7R S v,



22. A=

A7 2O RAEREELDITT A1)
PTP : 100§ (108 x 10) . 5008 (108 % 50)
N7 1008

A7 2O RAEEHERHDIT DA D
PTP : 100§ (10 x 10) . 5008 (108 % 50)
N7 1008
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ANNRIFNY D7) 70 Y BIEG O (L VXY Y/ TINT

O§E © 20084-4 H 16 H KRR, WA ERHRZ2.6.5.10)

13) B MFIZ OV =2 %A VRY LT DOCYPHEDMKES
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2.6.5.12)

ANV E v ORERER N T O RAET 53805 (50mg) (£ VR >

S ToNTOgE L 200844 H 16 H KRR, B ERHRZE2.7.6.3)
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