4C04NC

*2024F3R4E] (5B1HR) BREERRNIFES
872149
B mERE B & HELD fo & #EHD
SEARS : 34 AERES | 23000AMX00427000 | 23000AMX00428000
AR7ERRIE 2018%6H 2018%F6H

ERR{EFIZLARB, 5t Calis HERERE R
R, WHBEERY

grzrs A ILRTILI Y « PLOIJVEIRNY VEEIGEE
17 =T X' wase LD15=77
MW7 =0 X' eaHDI5=77)
ILUAMIX" Combination Tablets LD ¢« HD “Chemiphar”

) ER-EASEOMSTZICL VAT L

6. FENRURE
BE. RACRIALEILEE (VRS LY >/ TLAadE s
& L T100mg/5mgX1x100mg/10mg) ##E0#H%59 %, &

2. 22 (ROBEICIFRSLBENT L)
2.1 AEIOBSXIEY e Fay ¥ LAWK Ui

EOBEED 5 2 B T 100mg/5mg X 2 100m -
2.2 FHRSUSHEIR L C b 2 AT REE O 5 5 4t [9.5 ] Al RMERROE—BREE LTHEE .
23 7UAXL YT VBIRER G TORRREE (1272 7. RERUARICEET 558

L. thoEFEREZToCbRBMENITY ba—)L

DTROANRY LY v ET LUV YRV IIVEEEDRE -
MELLARDEEZFR)[10.1 2]

AEzEE 2, BEBICHEEZRO DL,
(AILRBILI V)

EH. BRACIEA LARY LY > & LT50~100mg% 1 H1[H
BOKET 5, 2B, T, FERICK D EEEET 275, 1
HEARSR13200mgE TET .

3. #ER% - R
3.1 #8mK

AT 37 AEASE ANT 37 AELESE

Fuxa—RA, BFy .
FvFoNa, oM
b2

Taxu—R, BtF5 .
HE=TE]BS. =Bt
$k. HLFyNNTT, FO
155

3.2 ERIDMEIR

AT 27 RELEE

AT I RELEE

4. MEEX TR

=IMERE

5. MEENIFHRICEHET BER

5.0 BEAMEEROBZNEND D . KAI% EMEAEOS

—EIREE L &,

5.2

JRETE LTy A URF LY 2 100mgR U7 Lud ¥ &L

TSmgz AL TV ABE. H20iVnThh—FEEH
LIMED > b a— LR+ 7%38 &1, 100mg/5mg D
VB2 2BET 2T &

5.3

ERIPaRA S A=y o

Eo

JFRAIE LT, A MRYILEY 2 10mgk7 LadE s &L
TSmg#z FA#E L < 12100mg/Smg TIMED >~ e — L as
100mg/10mg~ DY) DB 2 2 #Etd 5 2

EJ):(/’:EL‘% LD |—’§'§77J HD |—’7577J (7_._L\D:J“t°y&:/}llﬁgﬁ>
(HB) AART LT Y[(HB) A LRT LY > il EAE
s |100-0mg 100.0mg B BAICIE7 L0V & LT2.5~5mg#& 1 H1EHE
(e |(BR) 74m9Ey (HR) 7Luo¥y BE59 %, 2B, RIS CHEEERT 25, RA+2
ARy VEE6.93mg Ny VEE]3.87mg ZHEICIZIBIEIOMgE THEEB T LI ENTE S,
(7LuyErELTomg) |[(TLEYEELTI0mg)
EE#EL Fo+y 7o C|EEREL NFofs Foy 8. EEREANIR
bra—RA, ZJuxANba—R, ZuxAl 8.1 AANIANRY LY V7 LUV EVDEGHITHD. A
ig—i;;?gi~§%§g—§;£?gi~§% NRYNE Y7 Lu VWA ORWERNFEIRT 287
- b4 AT - b4 v AT S . > - = -
T e R P e N NHH B 70, WIAROHBA BT 2 &,

8.2 ARG LY v EELT VIFT Yy I ZRAEERER
SrhicEELIEERES DS DNTEORENH 5. AT
TREEMEZET 20 CB(E T +7ICTO 2 &, [11.1.5
]

[BIEMERICEDLSHF WV, 556D BHo5bNEI ENDH
HDT. BEE. BEEOERSEEREZ M B RE

8.3

e < < TAHRICIIERSES I &,
R nunr Sl 8.4 FHIUBRIARSE LA C EARE LY, FYITT Y
R | o vnaos e | 7enha—z 1o O I REFERARSFOBE X, RELOFHHICL
ST YVAT VY Y ROMENERIC L B & E 4 R
" FEECTBLNHD 5.
8.5 741 VLY LXIMFBEE LI < 5 L & iR
o BEEEIRASTED 5 N5 DTy KA SIS I OB EA]
Pl o= EHAT 3L X1, ARECICRSHRICRET 24 H
BIHETHI L,
Filliai — [—
== 5o 5o 9. HEDEREET 2EBICHT 218
XS o o 9.1 SHHE - BREEZ053EE
T 185.0mg 185.0mg 9.1.1 MANEEBIRERNDS 2 BE XK E THBIRIEDS
S S 2EE
WA — R 4»Z§§i1p 4»ZE%1PD WREPTEELV KIS NS GE2RE, HHITE

3BT 8, AIRYILY & BBEINTEDHEAD % 25k

EABEDKTNICL D ERICBHELBLsEE2BZN

WH 3

SAY Y LMEDES

BWEELLZERVWEHISNAIEEE RS, HHI8

3BT ke ANNRYILEY ALV EHY 7 L IMNE 2 B E

SHEIBENDDH B,

F7-, BHEERE, 20 MO0 LUARBOBERBESICLD

MEA) 7 LEFPELZDRPTVEETIE., WEH) Y

LMEICERT A &,

9.1.3 BNMEEEDH % EE
BEOREESMINTFEAL %25 S L., REZELsY
HBENNH 5.

9.1.4 BERHEFEEPOERE
—EBEOREMEMTETRNEZECTBENLDH 5, [11.1.3
28]

9.1.2



9.
9.
9.

9.

9.4
9.4.

2
2.1 ERGERERSDHSEE

BftaesRE
BEOEEICLVEREZBILSEL2BENDH 2.

2.2 MRERPDEE

—BEORHEMERTZEIIBENIH S, [11.1.3
]

3 FFaER SRS
3.1 FIRREEE NS 3 BE. FICIEHEFEENUIET S -

HWDHDEE

HERICIIEEICRST A2, 70V dEE
LTHFETCRE SN S -0, FFREREDH 2 EBET
W3 AR RS R O IE R R OF I A I R - R R R AR T
B (AUC) kT2 EDHB, 7LV EH
2 (10mg) ICBWCEIEHOXKBEHEEI &L 72 5 Al §E
WD D, 4IRT LY IEFEICHTFICHEI SN 572
O, MPEEFS LRI SE2BENDH S, [11.2. 16.5.
16.6.2 ZM&]

LIEREEE T 5E

1 1FRT BOIEEEEDH DL

HIRL TWAZEMSRBENT TV V45 0 v VB HREE

FHEERET > OF T v vy I Z2REERE % #HH

L. lR - HIERANORE (Bh4e, HE - i - Bok

WAL, L) PEOSNFIPRESh TV Y,

AHRIOEEI LS, RBEOERELEER L CARAK

BEopnER2EEICHS L, BB LoBSREDS %

LES EHENABERICORBEET LI E, $-. B

SR ELSAEIIROFEREEICEET AL, [9.5

2]

AR GHARICHIRL TW AW E2HEERT AT &,

KRGS, HRELTWEWE &2 EHICHERT S

&, BERITERESHBAELBEICE. BESICEREE

kg sz &,

(2) MOBIHICOWT, KA GHBRICEZICHHET 52
Lo Tl BEHROLMREIIS CHIAT A &,
IHRFRICARR R R LB E. RIE - HiERICEE S
RIETIVAINEHBH &,

CHHRAHI Lo R BEDN BB AL, EP IS E
KRR A T &o
CRZEIET A5A. BYEICHKT S &,

M

9.5 ¥R

9.6

9.7
9.8

10.

10

IR SAIER L T W ARIREH O H 2 L EICIZZRE L n
Lo Fioy BEHRICHIEDHIEA L 7ZHEICIE. B ICERS
T A&, FRFHROKRBICT VAT U1
SEREERBIET v IF 7 vy v B REERER 75
SNT-EBETEAKBDE. RE - HfiERo%T, HiERo
RILE. BARL, &7 7 LIME. EEOEBALRUE
AGEDEEIC K B EHERI S N B TR O H#E . BEEEE DA,
iOBREREDSH S bz EDRENH S, TLUIE
S ENYERE THRRIAICIR G 9 5 &I IRER A OV R SRS
PEETZZENREDOLNTVSY, [2.2, 9.4.1 B8]
EEER
BHALEWIENEZ L. A IURT LYV TIIEER
(T MIBLTATFANOBITHRDENT NS, 72,
FYER (T v NMERTERUCHEBROREL NI RHEDOHK
BEICE T 2#BE) ©50mg/kg/H I ETHBHBICHB VT
HAERDEREENINE 2D 6N TS, 7LAEIEYT
?Fb§ﬂ¢«%ﬁﬁé:tﬁﬁﬁénfué%

INE

NREERE U7ERRABIEER L T,

SEE
BEOREZBRLAFSERICRET S L, —RICHE
EOBEIZFE LS AnEENTVS, NMEEESRE S
BENDH D, 7LOIEVIE, EEBEETOENEERE
TMHBEESEL . MHPEELFEAPREL 22 ERPRD
5ENTWA, [16.6.3 £iE]

HEER
7LuY ey ORBICEEE U TEMABEERCYPIALY
BEELTWEEEZ LN TS,

1 HEAER (HALRBWI L)

BB %

BRI - SEESTE

W - R T

FUAFL YT IVEE

FILA
(FERBREHIERT 2
B, 727, ok
FEiREX{To-Td B
MEDITY Fa—LAE
LLARRDBEERRL)
[2.3 2]

A IARF LY 2 TIEH
BEMERG 2R R, B AE
E.B5HY) T LMER

OMEIMED ) A 27 180
PHRESN TS,

L=Y-TrVFT
¥V REEER PR
SNDA[EEEDH S,

10.2 HHAER (HAICERTS L)

A E

HEARIEIR - FEETE

P - fERRE T

719 7 LRFHERRA
A¥a )7 b,
N T LT L VS

MmiEHY 7 LEN» EF
THIENDH D,

B A LARF LY D
TR AT >
[P R RPN =]

TLAFT Y RE
[11.1.3 28]

2o

U LHEH] PER AT 5 AT HEME
EikH )L NHoo
el T B EERE D
HBHHEE
FIPR B FEA —iE MO B IER | FIREER CiaEE 2
7Ot IR, MY TREITBENNH (T TREHEETIX. £

HROBWSIZED L=
VEMEATIE L TH
D B ERT

FEL, A FTFaF

DMHREDN EF UL

BBENDH B,
TIUVAFL Y72 VB BRERE, BhV Y| L=v-T oI TV
i 2 JRE R OME I 2 2 | & > SRR (R 25 1o
ZTBENDH B, SNAHAREMED D 5.
7z B, eGFRA60mL/
min/1.73m*k i © &
WHEEEDH 2 BEN
DFTIVAFLYTZI
BIEEOMAICONT
. RELECT RS
WEHETS N B EAZ
brZEdtTH &,
TUIFT UV UER|BRERE, BhU Y
EERBAERA] L IMSE & OMEIMLE % #E
IFS57VI, £ 2| TTBENADDH 5.
77 V&
JERTFOA REFRRIE| A VR LY v OREE|MEREERZET %
£ (NSAIDs) ERP BB T ABEN| TRy TSI 0D
gFxv7a7z o |BHb. EREEICED. AL
E2 N T RY V& > OkEEER
5 S & 5 ATREHE D
H5Bo
BEHENMETRTLTWS | TORYTIT VI 0D
BETIE, BICBERE AREEICLD, Bl
PELNTE2BZNDH|[HREVEKRT 27208
%o EZAbNb,
UF 7L ANRYLY KB |)F 7 LOFRIES
RERY) F 7 L VFILREVPRES | M) TLEHRAET S
ntwns, Dy ANRFILEY D
F U LR R I
K0, UFTLOEE
NS RESNE EEZ
5Nb,
MEEAZET 25A] (BEFERPSERS NS MHEICERZE®RT 5
BENDH 5, BENDH 5,
CYP3A4BHZEHA IYRAYA U RT| T LA TE Y ORED
IR TA YU ILFTELEDHABANICHES AT
VILFFTEL, UMIZED, 72ulC U | EENEZLNS,

J—5E EDRENH B,
CYP3A43HEHA| TLAUYE OMFE|7 LT TS ORED
V77 ¥y g EPETT 2B TN EES N2 ATRENENE
H%o Z5N%,

TV —=TT7N=2
Jai—RA

TLuIYyOEEE
APEmIn BZN
PHbo

TL—=FTN—VIlE&
ENIEANT LOY
YroR#EHEE L,
7 LAuYEroMmfE
EH ERT HATREME A
EZEZbN5,

SIUNREF

TLAOIVE EY N
2% F>80mg (EHHR
AROFHR) EOft
FICkD, oz
F > DAUCHTI% L5
Lz DEEDD 5o

WBFIEAHTH 5,

A= DFNVS

FTLuIE Y EDHE
(MRS /A R) VN S0}
MmHEENEFL, B
BEEZDy r7a) LR
OEIERMPHET 58
ENDH B, PFREFIC
X 70 L ADIH
BEZE=F—L. &
BTty ray) L
ZOHBZHRET S

o
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ULhAE, FELT
CYP3A4IC & 0 Rt s
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EXEIER

1 MEEFE GAEAH)
HE. OE. WiE, SFOERZERE I 5 MEFE
BHOEDONDEZERH S,
BAYDLME (BEEAH)

WL B, BEHAENH S bNIZBEICE. ES
ICHEY) 2B ZITS 2 & [9.1.4, 9.2.2, 10.2 ]
BAE (BHEAH)

AST. ALT. ALP. y-GTPO LR % 5 Fi&aer
ENHobONLZIENHDH. [8.2 ZH]

.6 {EM#E (SHEABA)

iR, ZERERE, i FOBA. BRAET. B,
HREEEDS D S bNIGEICBRE2HIET A L.
FERRIGRTOEBETH ORI 1,

7 TEREARAAREE (SEEAEA)

AR, B, CKLER. mMAPRORRIA4Zar s
FREFBE T AIENGMBE S 5 DbNE T ENDH
BHDT, TOEIBEEICZESICRERZFIEL, #
PhMBEZITH I &, F7-. MBRIBEIC L % 2aM
BEEEOKEICEFRT S &,

.8 SEFEMIIREE . BMERRIAN M/IVRIRIA (V9 N L SREEANER)

1M.1.9 BEJ0Ov T (HEERE)
HIR, OEVWEOTHIERDPHoDNDEZ ENBH .

1.2 Z0fDEHER

0.5~ 1%

0. 5%

R

BERE

B, £OFE. U
ARRIZ JERRIE B
fE. ZIEALIE

MEY. MEFE

ALT b5

JFF 1 AE PR E

ASTE H. ALP L
.Uyt
. y-GTPLH

LDH B, #H. MK

EAERE N iR N
HER

AR, BiTET. #
SRITE
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ZREEIN

B If

FRIMERBAD . A<~ o
Uy MED AT T
YA, B IERE D
IFREERIEIN. /NI
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~
4

TERR AR

= Eizz)

BEAITH (B
PRERIALSE) | 64,
SEAR. 2 37 PR AK I
DR HE.

MEET. IR RE
XIEE7avy 7., |
fFik

HLE

HAA IR HE
WHRERER. T
- BRE. ORI,
O T8 ER R E B
B

B, MR B0,
BRI, (98, Hik
AR, HREE B,
B¢, RETR. PEERRL G

Bl

REMEA, IR -
WEHER. 7Lv7
F=r k7

BUNLF. RHEH
Bk, FRICERT. K
BMmEEE. JPREE

FERAER

HFEWV- 5D
o &, HEE-

RA. LU, R
TR S

bS5 /. AR, IR
NP ECNE 6

AR

CKEHR

R LR, Rp 7
BB, BEIR
w. ILAFa—
LV ER, MmdAHY
7 LD

MmHH) L ER &
I

Z DA

MitEEE, REEE.
R CRPLESA,
Rk, (REEM. B
B, BRES, FhEEmE
. BN, B

B RERE. FE
WEARD. B, %
95 WAORE. WRE
#2F (ERICED)
WAREE . ERERER
ZHALILE | FERAD,

K. BUEZEE

D) AURF LY VEEIRIZ T L0 YA TR SN T W HEIE

A

H2) 7LAuIE A EER L TI0mgE RS LIBEIc. BUEET
BOONIEDRENPH B, [9.3.1 S]]

13. BERS

13.1 fEIR

TLAUYEVIE, BEORMMEIEICELD, Yav s
AECELVIMERTNERGSEHERERL T EPH 5,

13.2 W&

7 LuYEYRAERIERRZRS LGS, 74T
T DAUCIEI9%IEA U AR 20 % T1349%is L
2l ERE, TLAu VY iBERERORIIEIHILE &
UCHEMEREEDPED TH S ERESN TS, A LR
YUY UROT LUV EEARERSE W20, M
WOBEMTIC & BIREZER T ,

14. ERALEDFER
14.1 EFBIHOER

PTPEEDHEAIPTPY — b2 6 WO H L TRAYT % &
SIEET B L, PTPY — FORBEKICE D, BEOLHAE
PEEREARA L, B2 B L CHERIEAE
DEBLAMHEZHET L2 END 5.

15. ZOM0DER
15.1 BRPREAICE D < 1EFR

HRBEBRIZES A TREAWVWA, 7L0PE L BI0E
HFIDAEZEP AR (DEMERZEL) Paronit
EDRENH %

16. FEMENRE
16.1 MHRE
16.1.1 EYMFHRFE

BERANBEUFICAVNRYILY Y/ FTLOaI
100mg/10mg % B & $2 X\ BAOf F 12 C Z2 A8 RS B[l 4%
O%S LG Ea0MmEER A4 VRS ILY » ROMER 7
LUV OENHERIILDLTOROEBD TH -7,
ANRFLY Y ROT LU I OEYEIRE % Bl & 5E
CHAIGHH CHE L ER, MRS & EMFENICRE
E=TH-7-9,

ARG Y TLuYEY
=g HAIGH [ B G
Cnax 2,115.9 2,010.4 5.29 5.26
(ng/mL) +621.4 +524.6 +0.92 +0.72
AUCo-+ 8,635.8 8,426.4 197.19 198.58
(ng-hr/mL)| +2,768.4 | +2,233.0 +34.24 +38.25
Trnax 1.31 1.35 6.3 5.9
(hr) +0.64 +0.74 +1.1 +0.9
T 11.145 9.437 37.72 38.72
(hr) +3.810 +£2.413 +5.90 +7.34

EE HZERE, n=24
AUCo+ @ A NARYILY U130~ 48EEREIE. 7 41 2B 130~ 96HEHE

16.1.2 EMZHNFAEMEHR (FIL7 =TI AREGHRHD [7=

771

ANT IVABEESHD (717 7] &74 I AR
&8EHDA, 7O RAF—N—3EIC kD ZNZHIEE (1
WRFILY > ELTI0mghkF7Lu I ELT
10mg) EFEKAABEICHEBROEOHS L ClEHR
REMHEBREZREL, BoNLEMEEIISTA—%
(AUC. Cumax) 122V T0% {5 X %2 THFHERIT
21T > 7-#ER log (0.80) ~log (1.25) D#EHEHNTH D .
WAL FENESE SRS N (B KL K2) 7,

x EWMHE ST

HIFEINTA—H SENTA—%
AUCo-9% Chax Tmax Tin
(ng - hr/mL) | (ng/mL) | (hr) (hr)
%’Ef@g;; 7,729 1,856 1.35 | 11.36
A ILRY |'/7E: Sy +2,170 +444 +0.77 | £4.48
L TAITA 7,743 1,861 1.56 11.26
e &r$EHD +2,248 +519 +0.85 | £5.65
{E’E”Zﬁﬁ; 243.2 6.983 | 4.93 | 42.29
VN =D r,/_'j: +46.3 +1.367 | +£1.36 | £5.42
s 377]
TAITA 250.6 6.806 5.00 42.90
fd &8EHD +44.6 +1.338 | £1.18 | £7.44
T E AR, n=27
(ng/mL)
2500
2000
fil
#
j“ 1500 —e— (LTI AEAEHHD [ 377)
j 0 FAVYREASEHD
3 ; FHERERE n-27
% 1000 |}
v
2
= 500
0
0 6 12 24 36 48 96 (hr)
)
X1 A NRYILEY O MmiEFEETER



(ng/mL)

7
g 6
Hog —e— (ULTIVAREFHHD /7377 ]
7 w-0mees 7AW AR E§EHD
g 4 FAECEERE, n=27
4
> 3
i
E o,

O 1«

0 6 12 24 36 48 96 (hr)

fRefiEl
K2 7AuYYromiEhEEiEs
Eﬂﬂﬁ*(&%lgﬂﬁU‘LCAUC\ Cmax%@}\uix“—yli\ ?‘&%ﬁ
FHOBEIR, MR ORIEIE - BEEORBRSEMICEL -
THRZHARENEN D 5,

16.2 DRUN

16.2.1 BEORE
BEBRABEIHICA LT ILY /T LaIE
100mg/10mgEl & 88 % B EfEO# 5 (R ITER)
L7ci5a. ZBERRES EENTEBEBES DA LY )L
&>&§7Amyﬁy®QW&UMxm%u$6h&
78,

16.3 910

16.3.1 ZBES
ANRFILY O MEEAKAERET7 L0V
YOk MIFEEABESRIIVWTNBHNIT%TH > 72210
(in vitro) .

16.4 X35

ANRYILE . EELTCYP2CZ & B EE{LHIHE
L7V rgfagic i REshs, e NFI V0
V—LEHAWVT, CYPIEHICHNT 24 LT LY D
FEEMERICOWTHES LR, CYPIA2, CYP2D6K
O'CYP2ELIC %t L T3 PHE ¥ 9. CYP2A6. CYP2CS,
CYP2COK O'CYP3A4ICxt L CIHEERPED 6Nz b
OO, WITNBHIEEDOHEEILFEL? > 721V (in vitro) .

TLAUYY ERORS LEE. T 5RPREHEE
Ve RuvY Y UBOBRLLEZYY) D UVBEROF D
BT 2 A TH - 7219,

16.5 kit
BERACBVWTA LR ILY > ORE( AR FHEMR
13490.3~1.3%TdH - 7219 19, F/-, BERAICHCAZ
ANy VR REOKRS LI25E. BEEEDR20%
FRAPICHR S N, 954% 3R IcHRtt S 2D (4LE
AT —=%). [9.3.1 &H]

BREAOFIC T L0 V> & LT2.5mgXid5mg % BH
BOBES LGS, RPICKREMAE LTt SN 58|
FHlIhEL, WITNOBRSEIZBWT Y RFPRE(LEHE
MR IIEEZ2ABRE E TICREEDH3%. 14/ £ T
IZHI8%TH - 1219,

F 7o, fREREER 260 ICYCHZRE 7 L 10 Y ¥ v 5mgEx B
ERFO#RE LSEE. BERI2HE TICHRSHRHED
59.3% DS FRAIC23. 4% EH ICHEM S . B E&T2EE/
F TORFBMAFEDIBH REETH > 720 T DAHIZI
BoREM IR 5NY HEAT—%),

B, ING6REWICITTLOIE Y2 Lo SEEER
IERRDEN TV,

16.6 YFENDEREZEF I 2EE

16.6.1 BikHEEEEE
g hEE (). BF (106]) oSHEREREIC
AR ILF > 100mg# 1 H1[E8H B KERO#RS L7
BE. BREEEE S HE L CCnax. AUCIKEERRZE
3HONLED Tz, MBBNFOREEEZED., BHEHE
BEEZICHES LESICLEBREMIZIEZEAE LW
ZENRBEENZY BEAT—%),.

16.6.2 FFHREIE=EE
B-FEEORFELEERZFIONIC. A VRS ILY
300mg™® # ZEpERs I H 17 MR ER RS Lz & &,
R A EHE L TCCnax. AUCICEEZZIIAON
Mol EREBMERVIZEAE TN EHRBEN
720 MEAT—%).
BAFEZBE (Child A, BZ5 ) 5flicyaay
¥ & LT2.5mgx BEEOHRS U256, BEBA
ICHE LT, BERRBOMPEESEEICER L.
Tiew AUCIRRREEZ R LUV ERZIIZ OO N
o7z, [9.3.1 B8]

16.6.3 SHnE
EliE (65~80r%. BHEI06]. ZHE106]) L&EFEE (18
~35m%. BHEL0F]) 124 VARYILF > 25meg® = 1H1E
ﬁ@%ﬂ?ﬁ%—bf:%é\ Cmaxt: %@%Li@‘%ﬂ@ﬁ’?
7o, AUCITEEH L HANT0~68% LR TS &8
RENE? SEAT—%).
ZESMERE CFEERTI. TR, B, kb))
7 L0 Ty ELTomgx BERAOKS LzHE,
FERERA (CFEER22.3m%. Bikoefl) IchBL T
Cmax&@AUCLiﬁ%L:E{E%ﬁ—\‘bj—c fﬁ\ Tl/ﬂ:ﬁ%’f%
RO NZ o7z, Ty SHERERORS L5
&, BEZFOMEBER 7L VBEREFELIDD
BB LD, TNy —VIZEEHFICELLTSB
D, BEETZOEBENPERT HERIIEED NP -
722, 9.8 BIE]
16.7 EHEBEEA
16.7.1 BESHIBMR S EDOEE(ER
TERERL A BAE24F1IC A L A_T )L > 300mg® R OV 7 L
OYErELTI0mgz it L CROBE®RS L5a
DANRYFILY T LIy DY EHRE I BH|
BEBEETEL, AVRYLY L ETLOIE YD
BICEYBREICET A2HEEERAIIRO S NE D> 72
HNEAT—%),
16.8 Z itk
ANT I AREGHLD [FI77] & [GEVEL S
AERF O LM ENEFERBE T A R T ] ICED
Z. AT IV AEESEHD [/ 37 7] 2E®EF L L
fo & & BHEFHPEF LB SN, EMENICHEE S
HizENTT,
W) ANRFILY > OEBS N1 HEFFAEIZS0~100mg. 1HEAH
E13200mgTH 2.

17. ERPRRIE

17.1 BMERUREEICET S8R

17.1.1 EINEE T 4855R
A NRY LT 100mgD B S CMEDT > ba—)L
DA+ aAEESLEERE ZTRIC, 1LY
V& v/7 Lu Y ¥ 100mg/0mg. 100mg/5mg X &
100mg/10mg % &EM GRS L 7 ~EE MBSO
BRIIREOLEBD TH -7,
b T 7RI MEZLE, T 7 RAAILRE
MEZ{LEE B2, 100mg/5Smg5.8412100mg/0mgf
BRICHA, F£7. 100mg/10mg#k 5.8 13100mg/0mg
SRR T100mg/Smeiz SR HANER L ENRD 5

ﬂfCZS)‘ZG)o

Eid=nicd 100mg/0mg | 100mg/5mg | 100mg/10mg
IRB/AML (n=121) (n=123) (n=116)
NR—2F 1 >|153.3349.84[152.58+10.27| 152.59+9.67
INEIAIE | i aFMMES |148.10+14.87|133.81£14.19|127.75+11.88
ZLE | -5.23+11.48 | -18.77+11.22 | -24.84+10.86

R—25A | 97.10%5.77 | 96.92+5.75 | 97.44+6.44
YEBRIAN T | A& aFMMES | 93.33+10.58| 83.79%9.51 | 79.30+8.57
Z(LR | 3.76+8.14 | -13.13£7.75 | -18.14%7.62

) 22.3% 60.2% 83.6%
140/90mmHg@RElE | 07191 (74/123) (97/116)

B(7 : mmHg (FI9EEEERE)

KR 1 A NP > 100mg % 8~ 10:E % 544 | PUE R M E 140mmHg
PL_EA DRI M E90mmHg DL BT - 7 AR & M E B E

IRB: A LARYILY >, AML: 7Lu I
—EERA DI O IEFAFBSEE X, 100mg/Omgik
5B T138.9% (11/123f). 100mg/5mg#k 5 B T &
11.4% (14/123f1 ). 100mg/10mg#t 5 B T 1£15.5%
(18/116f) Td >7z. FEEIER (FEHIEH2%LL
) 1&.100mg/10mg# S #EDALTIENN2.6% (3/1164)
Th-oT.
EsE 0 185H5%
7LAu Y SmgOBMBE TIMED Y b a— LA
+o RS NEERE 2 /RIS, ALY LY >/
7 40 Y ¥ 0mg/5mg X1k 100mg/5mg % 83 il F 1%
SLE_EERREBEBROBRIREOEBD TH -
7o
b T 7 R AAGREER I E A L8 b T T R AAN IR
MmEZEEE S I, 100mg/Smg# 5 B 1X0mg/5Smgik
SEICHNEREEPRD NPT,

17.1.2



Eitacaits Omg/5mg 100mg/5mg

IRB/AML (n=149) (n=143)
R=251> | 148.72+47.86 | 148.32+7.39
IEIME | BAREEmEE | 141.96%12.69 | 133.98%14.16
ZILE 6.76+11.16 | -14.34%11.99
R=251> | 94.6724.34 | 94.76%4.55
MGEMIME | RACETMEF | 88.78%9.36 | 83.61+10.40
ZILE 5.8947.92 | -11.15+9.66

o 32.2% 57.3%

140/90mmHeg Bkl & (48/149) (82/143)

Bz mmHg (‘POfE+FHERE)

B 17 LUV E Y &L TEmgE 8~ 10MERE 551 IHE M 140mmHg
DL D PRBREA I FE9OMmHg L b T d - 7= A et M B
IRB: A LRHILY >, AML: 740V

17.1.3

—EHERADEOREIERAFEBSEE X, Omg/Smghk 5
BETIE5.3% (8/15141) . 100mg/5mg# 5 # T139.0%
(13/144%1) TH -7z,

ES S EIEEGE

ANRY )& 2100mg. 7 L1 Y Smgidl0mg
OHEMKZETIMEDT Y ba— VAR 72 RKEES
MEEREZ MRS, AVRFLY V/TLOIE Y
100mg/5mgHt & $E 13 100mg/ 10mgHi & $E 2 52308 i #%
B L7HBROBRIIMKRDOEB Y TH -7z,
BAEMICHEE R 2 < B FHE R O [UEE 2L E
13-22.7mmHg & BAIF 22 MUE AR S n 722 2,

- RBI00mg | AMLSmg | RBIOmgR | AMLImg |
BA0 | Aabl | AMLSmgAt26l| Ft54
AR 100mg/5mg 100mg/10mg
RAGHERAE | 100mg/Smg | 100mg/Smg | 100mg/10mg | 100mg/10mg
IRB/AML (n=114) (n=%) (n=21) (n=61) (n=492)
N=274 7| 149.3+8.8 | 148.046.9 | 158.4£13.2 | 152.2£10.6 | 153.511.8
Wmlﬁ}zgq SRR | 126.429.4 [130.0£11.2| 132.2£10.6 135.549.6 |130.8+10.7
Fieg  |-22.9%11.3|-18.0£11.1| -26.3£13.8 | -16.8%10.6 |-22.7£12.9
N=RA74 V| 9%4.9+4.8 | 95.3+4.8 99.8+8.5 9%.8+5.8 | 97.4+7.2
fﬁ%}f G | 79.3£7.2 | 82.448.7 82.3£8.9 84.8£7.7 | 81.9%8.5
FikgE | -15.648.2 | -12.9£7.4 | -17.5%9.1 -11.945.7 | -15.548.5

BAL: mmHg (PHME I RZE)

R DA LAF LY 2 100mg. 7 AT DY 5Smg i 10mg 5~ 8
e 5412 AR HA I 140mmHg DL _E 2> D fIL R H il FE90mmHg L
ETH o AR EERE
2fFDEEHIIZIAMLIOmg A+ 6] TR 5 8 2°100mg/5mg
DEEWEE T

IRB: A LARHLE Y, AML: 70T E Y

BIEFAFEIRSEE1216.9% (84/49f) TH -7z, E7%HI
EFR I RARYHEIRIE T 100mg/5Smgit 555170.5% (2/434
fl). 100mg/10mgH5472.6% (8/3061) T& - 7.
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18.1.1
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19.1 1ILRGILI >
—fRE9GHR : A LY ILE > (Irbesartan)

{b2:4 : 2-Butyl-3-{[2'- (1H-tetrazol-5-yl) biphenyl-
4-yl]methyl}-1,3-diazaspiro[4.4]non-1-en-
4-one

73 1 CosHasNeO
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(Amlodipine Besilate)
3-Ethyl 5-methyl(4RS)-2-[(2-aminoethoxy)
methyl] -4-(2-chlorophenyl) -6-methyl-
1,4-dihydropyridine-3,5-dicarboxylate
monobenzenesulfonate
Ca0H2sCIN20s + CeHsO3S
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