05

* % 20254E9 HURT (38310 AR g 5 4 T
* 20244 10 HET (4520) 872149
Bk IR REFEEARARB/ ittt Catt AL & #l
HAAAM : 3% BAEBS AIAYILEL - PLOSELARY VSR
S LSl Dr-1s
TILPS it Sz LDw-1s
SR igE:=HD#-1s
TILPS it S HD#-1s
ILUAMIX® COMBINATION TABLETS LD ousia.
ILUAMIX® COMBINATION TABLETS HD onara.
e Hit 4 BELD fi 382 HD
YUy S S KBS | 23000AMX00424000 | 23000 AMX00425000
IE) HEH - ORI L VT 52k Wl 20184671 2018461
AINHFILE L)
2. B8 (ROBECEHRSLEVCE) B IEA LRV v e LT 50~100mg % 1 H 1l
2.1 AAOBSF G T e Fu Ly 9w RGP LBHUE llj;;_bmhg,o BB, AER, RIS D Eﬁ_ig%%%-éyﬁ‘ 1 EIHE;
®E%4£@®%§,%%‘ . K¥eH-#13 200mg FTET 5,
2.2 FEAUGHEIR LT\ 2 WTHEMED 3 2 4HE[9.5 B (7 L0 B R LEBE)
2.3 7TYAFL Y72 VEBEEBS D OMRER (2721, e
MOREIE R EAT - THABIEDT > P H =LA L < WHL. BAICIZT ATV Y L LT 2.5~5mg % 1 H 1 ik
AROEAZE) [10.1 ] 355 %. B, RIS UEERRT 525 R4 5
WA T H 1M 10mg TS 52 EATE B,
ghﬁﬁ%ﬁ& gﬁ%iﬁfﬁ?%i& L72uIEOREHRITHY. AV
S o < o . ~N v ver a N N
wor | VT ARLD | AT S A RASHD NHNH 2 LT 2T T S OMEARILT 5 B2
T T VYN i@@n:lﬁﬂgﬁ)ﬂ EREIT A L, PR———
. . . . 8.2 ANNY LY L EEGLT v IFT vy I 2RSS
- lE(l)OE(';mg/( VAR lE(l)OE(.;mg/( VARH O ib:ﬁgf«ﬁgﬁ%ﬁggﬁéﬁ% %\bﬂf: L OWEND %);:H{%ﬁmﬁ
AR : S~ e - N HEIHET 5% EBSE T5IT) 2 &L [11.1.5 K]
i oo TR e T 8.3 ML= T < b\, 550 X5 bbith < L 4id %
(720YEXELTomg) |[(7TAEYEYELTI10mg) DT, EP‘M’F%\) F B 8 0 S5 G P 2 1 O BRI A 3505 2 B
ERBEE LRSS TOS EIREL EOS IO o R R LS s L, 7 v
AFPYT A ANAT—RAA|AF R YT A ANVAT—RAS ¥ v AR PUAI 5h o B3 BRI L O FAR s L = -
A | YT BAT T YR TR N YT LAT T VRN T A TYVE T Y ROWENEINC L 2 SR MER T 2R
s Yoa eTuAn—A WL YA, BT AT— 2, BL BENDEDH D,
FH o ANTINAT LD|T S Hit = sk, =2 8.5 7 A1 VY MR AR G KRR B
e 1553 %Mgg;j? FTRET, 0 FERNRATRD 5N 5 DT, AAEG J Il # I Mo B %
e 1 st ToEEE, HRECICHGHEICRET 5% SRR
3.2 WA OHRK k.
moey | VTS ARASRLD ) AnT S ARESHD 9. BEOHREHT 2 BEICHT 53
. R - 9.1 AHHE - BEEEZEDH 5 BE
#IH TANLIA—T 4 ¥ TGE TANLIA—T 4 VTG 9.1.1 MAIMBEREEDH 2 BEXIRECRERKEEDH 5
e i~ 1 FFnEBEN BE
i i i i BREROZELVEHANSINE A2 X, T TS
Lo AN T 12K B BITE R O WA R R ERIR S BE DK
e 7 TIE ) AHICEREZE ST BENDNDH 5,
. e — A — 9.1.2 BHYU Y AMEDEE
” ; . HRERGZELZVEHBI SN AGE %A, MifEET A2
o ANNRFIL T VLD EH Y Y A b 3
— = T — = T ;‘j:)%g)j NPV ALV EA) T AMPEEZE IS BZF N
82mm | 38mm | 183mg | 82mm | 38mm | 183mg F7o, BHEEREEE, oY b o — VA BOBRBFESIC X Y G A
AVT 32 A LD B £ V7 3 2 A HD Bt U MEDSE K R D R T WEE T, A ) 7 AMEIERT
- A H=nT 52k,
AN AHY 5 2 100mg A VRIS 2 100mg 9.1.3 RMEREED S 5 B&H
7AOYE Y Smg 7ABYE 7 10mg WEORESMIMAEAZZT SR L, WEEELIELBE

4. HEERIIHHR
= I EAE

5. FBEXIIZNRICEET 2=

5.1 MERIMTEMRLTOBENEND . AH % BIERREOE—
BIRFEL L v &,

5.2 FHIE LT A WARY LS ¥ 100mg KT 20T & LT
Smg ZPH L TWAEA. HoHvidwInr—J 2 MM LI+
I A= VRS RYAC, 100mg/5mg ~NDOY) ) Bz &
W52k,

5.3 FHIE LT A WARY IS ¥ 100mg K7 20T E LT
5mg % PE A L < 1X 100mg/5mg TIILF T ¥ b @ — VH AR+
AT, 100mg/10mg ~NDYI ) B2 2 WET A2 k.

6. AARUVAE
WHEEANETIHIM 1§ [ VRSV E v/ TruIE Sk
L T 100mg/5mg Xix 100mg/10mg) Z #1535, A#IZ
B OB —BPEE & L THW 2,

7. BERUREICEET 33E
PDTFOANRYFLY v T 2RI v RYNVBEOHY: - HiE
T A, BEBEBICHEZDLZ L,

*9.

nrdb b,

9.1.4 BELRIEEEDFOERE

—BEOAMAMER T 2EITB210H 5, [11.1.3 &

il

1.5 DREDH 5 8E ‘

I M CAREC & 5 EEOAEZBFT 2xbg & Lo

RERICBWT, 79 R BERRLCT 20V ¥ v HEHET

Wi A NE D FEBHE DS 2 o 72 & DG D BV,

) 720V OREESNIARUIA R TElEE] RO (5l
il Th b,

9.2 BHEEERE

9.2.1 EELEBREREEDH 8L
WO L) B2 EL X2 BEND D 5,

9.2.2 MEBEHPDEE
—BEOAMAMER T 2RI TB210H 5, [11.1.3 &
i)

9.3 e ERE

9.3.1 FFEEEREE D H 2 BE. FICHTHAEERVET S >#%F
NHBEE
BERIRICIIERICKG T2, T2auYyE i3I e LTHE
TRFESNL 720, IR EO D 5 BB T AP R
I £ 7 OV I P B - I B IR R T AR (AUC) AKk$ 52



LB b, TruaY¥ rEfE (10mg) I2BWTEIEHOFRE
HREDSE L B BWRELEDS B B0 A VAR & i FICPHI S
et x b 720, MARENEATLIBEZENLND D, [11.2,
16.5. 16.6.2 =]

9.4 &JEREEH T HE

9.4.1 WHIRY BE[EEMED & B &t
HIRL TWA LR ENT 7 v I 7 v ¥ VA MEER I E
R 7 v o7 v vy D2 EEaFE =R L. BIE - 5k
WA (A4, HE - N - FoBEA %, %) H530
O HNTBIH ﬁméﬂ“(b‘ém‘)o
RENOPE G Hr b AR OGBS L ZE L TERARG 0L
%F&F%‘:IEE SHEE L G L oA Rk EkE 2 LS b
ENLYEICORKET LI, T2 HEPLELRAICIX

,;a/

& .
g e -~

KO s 5 [0 B
CHEHEASHIDT U 72551, 5 B 2 T 5 2
- REIR TP A A R L 72 B Fk
FHL,
ﬁ%l@ﬁﬁbf“%T%i@%%ﬁ K LEWZ &,
WET YUY Y ERERMEA R 15 S
V@ AL, SO RAE R O KBAELS & % &I S 4
Y ALHRIII O B AR 5 = & A2 5 LT B0,

(1) ARAEGBIERNCIERL T aWnZ L 2T 5 2 Lo AH
?5¢é E%LTm&mgk%E%m HERR S B ko 5
Q)k@$ﬁ OwT\$ﬂ?5ﬁ%MK§%Kﬁ%?%:ko
7o, BGPLLEIIBLHYIT L Lo
Bz RITT
VAT HdHBH &
ARV L 723U BED N B B Eid, R A IS RIS AH R
IR A TS A 1S, HMERICHKT S 2 &
9.5 1Hiw
T 72, HGHNTIEARDSEI] L 72451213 ﬁ%k&%%%i?
5 & JEIRI R ORI 7//%7///H SERRRE LA
EACE VI
B, G - RO T, FrERORmE, BAAe &
L Mo, BEIFHOAE, MioRRRE H 5 bhiz &
DWED D B0 T A1 Y IIEYIER TR NI ST 5
(2.2, 9.4.1 ]
9.6 ®ilm

BIALBZWI LT L,

v M) I

BUCII OB
LR (5 b KRR O B 0 L6 N B o)

ANRYN Y U TIEEWER (S
b%hfwéoit\ﬁ%

B

53ER) © 50mg/kg/ H UL THiEFBIR 12 BT 4] ‘ﬁ@ﬁiﬁ

BEIIH 75

795 2 LS SN TWDY,

9.7 NRZE
/N

9.8 S

BEEZ R & L2RR

OHLNTWE, 7ARTE Y Tlde MR

AERIZFER L TV,
BHOIRBEZBIG L 2O HEICHG§5 2 &,

—HIBED

B3 L v ENTWwd, BRSNS 2 B2 ht

bh, THAUTE L, HinHE TORNERE
i g JEE = R 20 =

<
[16.6.3 Z#]

10. HEER

7TAuIY o EHc

BLTwaeZEz 6N Tna,

10.1 SFARE (HfA

LiEWnZE)

72 % 51 D

TR C I R R Y
2HOHLNTW5D,

W F & L CEMAAHEESE CYP3A4 AT

R

FRARAEIR - H5 i 7

B - falE

TIYVAFL Y73
/38

FYVA

OB IR S A
LYo 7272, o
FEEREEIT>Th R
BliEDa Y ha— )
PE LK AROBHE %
B <)

[2.3 1]

AN RYI Y v TIEH
FEVE I R rp R e
EEA Y Y A MEE RO
AL E D) A 2 BEhnAs
HHEIhTwi,

A A
> AR B AR A R
NB WD D %,

10.2 HiRAZEE (A

ISEET D)

ESIERS

FRARIEIR - H5 8 7

B - fabid

71 7 DRFEPEA R A

i A v 7 2MED LR

WA NVXRYF LY oD

AT 57 b THEIENDH D, TN RATF 8 Yo ui
M)TLATL U sk ayy sird
VRPN iEr P 25 8450 5 % ] fg

Ak A ) v A Bd Do
fi B IR 7 B ke s o>

»HEF
FUIR B A — 38 Pk > BT A I A | IR B A TR I A %
TJUEIN, M Z|FT2RITBENDED| T TWLEHTIE, KK
OVAFTYNE | b, ORI EY) L=V
[11.1.3 B#] WHEATTELTB Y, B
JEEH A BT 2 B2

N23dH 5,

BB FRRAREIR - H5 1 51 B - b+
TUAFXL Y7V BERREE S A L=y 77’//7?7‘/:/
i3 MLRE K OV I 2582 2 | > R B 7 2384 3R &

TBENDGD S, nam Eﬁﬁ%%o
B eGFR 7%

60mL/min/1.73m? A4
DOEHERERE O D B HE
HZNDTVAFL VT
< VR E OBEHICD
Tid, R L&A
TwEHE SN D6
PHREBEFLZE,

T YTk T vy VR

RS LA
TFTT ), A3
5T VA

EFRERERLE, M) T A
MLAE B O IILE 2 k2 2|
THEEZNDGD S,

V-7 I T Y
>R BEAE T As R R X
NLWHEND D %o

AT A FEBE
3 (NSAIDs)
n E YAy By SC VAN
AL

AL NPV v OREE
TEH D355 5 BZh
Wb

MEERERN 263 %
TORAY T TV VD
FERIHEICL D, 4 VN
vy v oOREEER %
WYY S B WHENE D D

o

AT A NS
3£ (NSAIDs)
o¥y7u7 .y,

FHEIFETLTYS
B CId, WICERGED
BT 2B D 5.

TURAS T T YD
ERFLEC X | B
EPK TS 57208 %
AbNb

AP A2
DEA/FN ANRFNE XD |0 F T AOFWRIIEF
B I A VFTAREHPRES| MY ALLHAT A
nTtwsb, Dy ANVRF LY v DF
MY A HREE AT &
0. U F T A OFIIL)
fRfEShzEEZ LN
%o
FEIEAE I %2479 2 3640 | BEIE R 238 2 N 2 (A EICHEH 2 385m§ 2
BENWDD D, BENWDD D,

CYP3A4 [
z)Au~xA{ v,
VT T E AL,
FEN, 4 bFa)
VARSI 3

DA

Ty z2ru~A ¥R
VNVFTELEDHIM
Ty, 7auvE D
MR EEAS LA L7z &
DIEDD L o

7 L0V Y OR#H
BT B S
BEVEDE R b B,

CYP3A4 #3541
VPR ASPZ -

7AYol
FEPRTT 2B
H5bo

T AU T YO HD
Mttt X 2w REME A3
bbb,

VA 2t i I AV
—

T Au YYD
HaMmansbseth
2H 5

TV =TT V=28
FNBHH \73‘7’AD/
vroft#zfEL, 7
A0 Y ¥ o g
WSS RN
ZAbhb,

VUNRY TV

TAUTEYEY YN
2% F > 80mg (ENH
%w@%m§>a@mm
kb, o2y F v
D AUC 3 77% L5172
LOWEDD B,

WP EANTH 2,

Zrual) AR

TraTE EDOHH
[P SRR/ = ) IV §7))
MRS 1AL, B
EEOY /T Y) AAD
FITEH %83 2 B2%
NAH 5. PEHKEICIX
¥ 7 u) AADIMHE
JEERE= S — L, LEIC
BLTy 70 A AD
HitziilfEds2 L,

TraIYE U ESY Y
Yo RiE, FEL
CYP3A4 12 & » L3
na7zo, fricEy
7UUAz®ﬁw#m
EINDZWHEMLEDSE 2
bNb,

A d

1. BEA

ﬁ@ﬂﬁﬁ#%%bh%:kﬁ%é@f\ﬁ$%+’

R b NI G kT B % ) A ALE 2 AT

/)L_&O
1.1 EXLEEA

k1111 MEMZE (BEAW)

BRI, VS

,/—

ATV,

WHBH, T3 oM 2 fER & 9 2 AT A D 5

PR EwhHb, $7-. WG, WA, WL, FRSZ S B
BIMETERED S 5bN b EHWH b
11.1.2 &H U LME GHEARD)

11.1.3 3y, k. BEHEX (TR HEERY)

i, MR, R RS D b bR EIC

F BB %

WL 2T T, [9.1.4, 9.2.2, 10.2 ZHd]
11.1.4 BRE (HEARH)

11.1.5 BUERT%. FF#eEREE

CEE (TR HEA)

AST. ALT. ALP, y-GTP @ LA-55% 0k ke Ez S &

bhBZEDVDH 5B,

(8.2 ]

11.1.6 {KMnfE CHIEAH)

BETTI&, 22N,

EEND S DN EIC

DEEHETHLDLNLR TV,
11.1.7 ERUBERAE (A

DG NIVALN

Wi TOREA HP T, R, Tk
BPEGE I 5 2 b BHRIEGERT

CK b5, Mk Itrue s bz

FE 3 ABRUHRHE D D S5 DML T E3HLHDT, T X



I BRAIIRE DI

Gk L, @y eREzir) 2L, X

72y BRBUBRBE IS & 2 SWEREEE O RIEITER S 5 2 Lo

11.1.8 |FBRIE. BMIRIKD.

W)

MA9BETOv Y HERY)
Tk, O FVEOWMBIERYD bbb I LD b,
11.2 ZDOMOEHEA

MRS (Wb HEAR

0.5~ 1%

0. 5%A i

WA D

B, %)
ARRIE . JERLBR R
JiE. SILALIE

D1 N 1=

TP

HERRGERS & ALT
L5

AST k5. ALP
LH,. Eyve s
L&, y - GTP
s

LDH k7. #E,
JiE K

AT, A
b

ﬁﬁ RTINS PR S
NE e

JliRi(3

A, KPE,
ERaE

ﬂ‘ﬂﬂiﬁ(ﬁ’}\ 54
N2 Yy M,
ANEZT OV VI
A HIERIE A
IFREREGIN, 1l
MEA

i

(?Hiu 2)

BiFE 13T (B
1, B EALAR) |
FAh, BUR. R
PEAR ML
L/INIOETTN
i

LB
LUEAS

MEASTF . AR,
i B5 1% E %
vy 7, fifEk

HALE

MBS, T
- WAL DV\]
PRI N
Fb, HB %

Bl MR, By =
e EAHUE 1
e, ALK, HF
O b | Ny 3
g%, M. AR
LAl

P
=

PREFHEA L BHIR
WK, 7 LT
F=r ks

- |BUN E#, SR

S PE, Rtk
FEE LR I B
P PR

34

bR B

R

>

D F W o.
EN

5bD
GH A

I, Lo, K
R A et P

L) A9 &
M, i, 0B
iy SRS IR

RS

CK L7

PREZ 151, R 7
B Wk, AR
Wi, 2L AFa—
VRS A
AN %S

i1 R B A o}
Sy I

Z Ol

Jii R S | )
i, BEUE CRP
B K, R
W, BB B
&, FhEmE, 5
i, 55

B IR R,

FEE M IR
A FHG, JES
B S IR
i 2. GET
Z& D) AR
JE PERR GRS
LAEALILG (R
WA S, B
2

W1 A NN B

Ho

H2) 7AuYE  EE 2 HE LT 10mg 25 L7z

17 am Y K

THRDONT2EDHED D 5o [9.3.1 BH]

13. B=
*13.1 fEIR

#’E

TAuTE Lid, B ORI IR
Z LWL T & MR Z R 3 = t#&éo

372, RO R IE 2%

TRO LN T EIE

P, w0 EE

vavrEkEeEd

T AU VY Y OMmERS 0 24~48 IF

FRICHEHT L LD b b, HRIE, LR T

HigE Lz RadhiE (i osameg) 2%

Hbo
13.2 &&

TAUTY VIR R
@ AUC 1% 99%9A L. R 2 FEfE#2 Tl 49% A L7- 2

‘& 7% B RETE D

SRR E G L, 7TAnYE Y

&

5. 7 AU TE VG R OWIEIHIALE & LTk RS

DWHRTH B LRE SNTVD0,
T VREAFBAESE

(ES2QVAR

14, BAEDEE
141 FHZNEFOIEE

PTP Wi

ANRYFNVT VR OT L1
W, MRENTIC X 2 BREEHER)T

DHFHE PTP ¥ — b2 HH) LTI 2 & 9 4

BB, mP/—bmm% X0, @wﬁﬁ%#ﬁéﬂﬁ

~NHIAL, B

TIEEALE B S L CHERI 5 0 | IE

PFIEs %2 c‘:i)*%éo

15. ZOMOEE

15.1 BRPR{ER ICE D < 155
PERBIAR I 5 A TR 2%,
AEZER A ENR (LEMHINZ &) BALNLOREDD

60

= A

AiE %

(e TN

16. ZEHEIRE
16.1 IMmrRiEE
16.1.1 &£MENREM
() 1INXYILE/7LOYES 100mg/10mg BLEEI & BH|
BEROEMZ I REMHER

TERER AN 24 B A VARYF VY /T 2a Y ¥ Y 100mg/
10mg % Fi A §e X HABE T 1S TR IE R R T G- L 72 5 A
DIHEFR A N RYIV &V FOMLER 7 28 V¥ O3 E)EE X
TEOEBYTHolzo ANVRYILY VROFTL2OTIYE YD
WBhE % B A B & WAIDE T U750, Mipisr & b AW
JICREETH - 727,

A NPV E v 7TraYYE Y
[iRReE T HLFIF A i A g LI
Cmax 2115.9 2010.4 5.29 5.26
(ng/mL) +621.4 +£524.6 +0.92 =0.72
AUCo+ 8635.8 8426.4 197.19 198.58
(ng * hr/mL) +£2768.4 +£2233.0 +£34.24 +38.25
tmax 1.31 1.35 6.3 5.9
(hr) +0.64 =0.74 1.1 0.9
tz 11.145 9.437 37.72 38.72
(hr) +3.810 +2.413 +5.90 +7.34

i =S.D. n = 24
AUCo : A VARV 2 1F 0~48 i, 7 21 Y ¥ v i 0~96 K it

(2) 1NVT7IJRAEEEEHD [F -5 ] £E7 4 37 XEEE&EE HD
DEMZHIEF M HEE

ANT IZABESHD [+ =15 ] L7437 AliEst HD
B, ZORXF == ERENLEHE A AVXRPLF L
LT 100mg. 720 Y¥ Y& LT 10mg) fEHERARTICHE
IR LIRS T 5- L C IS h RZALRIREE (4 VRV & iR
ROTAa VY Vi) 2l Lz, HoN-3pEiE s £
— % (AUC. Cmax) 22T 90%{3HE X f2: 0 THEFHRNT % 47
STAER. ANV N T VIBERDTT A0V VRBEIRVWTR
3 log (0.80) ~log (1.25) OHEFANTDH V. WHI DAY
[F &Pk SRR S 728

MFER A VRV T~ QIEYEEI ST X — 5

HENTA—% BHEING A—5
AUCt Chnax tmax tiz2
(ng - hr/mL)| (ng/mL) (hr) (hr)
AIWVT IV A
Bl&$E HD 77292170 1856 + 444 1.35+0.77 | 11.36+4.48
[F—=F]
7437 AR
288 HD A 7743 + 2248 1861 =519 1.56+0.85 | 11.26+5.65
CF¥Mti+=S.D. n = 27)
(ng/mL)
2250
5% 2000 —O— A NVT IZ ARESEHD [+ -7 ]
—e— 7 A1 I 7 AfAEE HD

M =SD. n=27

0 12 24 3 48 9%

(hr)
%5 1% REE
MHEH A VARV & VO
MR 7 20T Y DY BHEST X — ¥
LT A — 5 BEING A—5
AUCt Cmax tmax tiz
(ng * hr/mL)| (ng/mL) (hr) (hr)
ANVTITA
Bl &g HD 243.2+46.3 | 6.98+1.37 | 4.93+1.36 | 42.29+5.42
[F—=n7]
7437 AR
Zeg HD A 250.6+44.6 | 6.81+1.34 | 5.00£1.18 | 42.90+7.44

CPf+S.D. n = 27)



(ng/mL)

—O0— ANVT I 7 ARAFEHD [+ =17
6 —e— 71 37 Afl4$E HD
FfHE £SD. n=27

RS\ T\ O S N BEER
=

0 12 24 36 48 9 (hr)

B 145
MigER7 20 V¥ ViREOHER

MR O AUC, Cnax H0D/8T 2 — 713, HRE 0%
ﬂ%mﬂwﬁﬂﬁﬁ-ﬁ%%@ﬁ%%#t;ofﬁaéﬂﬁﬁ
5o
16.2 IRIX
16.2.1 BEOHE
fEFER AN B 16 BIICA VARSIV > /7 A1 Y E Y 100mg/
10mg BlASE % HFR O G (BERSOTER) Loua. &
P G & R TEBHEG DA NVRF VY VR OT7 L8 I
D Cmax &Zﬁ AUC L:%Li& ’Bh&ﬁ‘o f:g)o
16.3 98
16.3.1 ERHEEE
ANRIIVE YO FERAKAEELT T 28T E O b
MEEFEARAERIZCTN LR 7% TH > 7210,
16.4 X
ANVARFIF iF, FE LTCYP2CI 12 & ALAYFCH & 7 v
saVBRAGICEIVRBFSNL, M FIZay—2Zv
Ty CYP iHHEIZH 5 4 VAR IV & ¥ DHEVEH IO W TR
L7z#& %5, CYP1A2, CYP2D6 M OF CYP2E1L 2%} L CldfHE+
3, CYP2A6. CYP2C8. CYP2C9 K OF CYP3A4 \Zxf L CHLE
TERD RO SNb 0D, W d HEDREEIZIGH - 7210,
TAuIE Y OFELZLRPAHEEII e FrY) UV BEOmRL
L@ﬁ;vyﬁwﬁw%wﬁm%%7s/%f&otmo
16.5 HE
BB VT VARSI T v ORBACERE RHEERIEH
0.3~1.3%TdH o721, Tz, MEHERAIUC-EERR A VPV
¥ v e OG- L7256, REDR 20% 13 R i PEIE S
# 54% 1 FHICHEIE S 72 (AHEA T — %), [9.3.1 BHd]
fEHERR N 6 BIC 7T 21 V¥ & LT 2.5mg Xid Smg % Hal#%
OG- U725, IRAPICRZAR E L THRIES N B G 13/ E
L WINOFEEG RSB T H IR RZLARIEE R 2P 5. 24
BE & TSRO 3%, 144 B F TR 8% TH - 7219,
F 7z, KA 2 BHCHUC-EGR T 210 Y ¥ Y 15mg % R
WG L, 5812 0 TS0 59. 3% R
12 23. 4% A3 F P ICHEIE S . 2514 72 R F T o SR PR g
D %D REALIKTD - 720 ZDOMIZ 9 FEDOMRHPAFED S
N7z BHEATF—%),
16.6 HEDE=ZHJ 2EE
16.6.1 BipEEEEE
W PR (O, B (10 6) OFREREEREICA VY
V& 100mg % 1 A 1 [ 8 H B RIS L7234, Bk
TE’JI%L'% t .H:ﬁi LT CmaX\ AUC L:ﬁ%&;‘%bi& rO ﬂ&??b‘o f:o
MGENTH O BH % G, BREETRE RS LA
ERENIIIIE ALV EAURBE NS BHERAT— %),
16.6.2 FFikpErE=RE )
BRSSO RE 10 B, A VRV 2 300mg &
1H1ME7HMREROKRS Lz &, EERAL LKL T
Cmaxs AUC ICH B LR AEZIALN LD o7z, F-ERMENITE
AEBWZELRBEIND EANTF—5),
BAJFHZ B (Child A, BZ 9 R) 5@ic7sud¥relL
T 2.5mg & HRREIH S L7 % 6, R AR L <, %5
72 B O M ARG I ES L, tree AUC BRRE %
IRLDAEEIRD SN h 7219, [9.3.1 BIH]
16.6.3 =&
e (65~80 7%, FE 10 Bl K10 #1) &HE4EHR (18~35
s BYEL0H1) IS4 VAPV F v 25mg) & 1 H 1 Al AERE
PG L7208, Cox WHERAIIALON 2> 7225, AUC I
%@)%‘}:H:N‘T 50~68% AT 5 Z EAURENY (SHEANT
'—5 o
BAEBMERE CEYER79.7 %, BE26. 246 127
Au Y ¥y L LT o5mg & RIS L7 %6 25 SE R A
(PR 22.3 1. T 6 1) 12 L T Cmax LUV AUC I3
BICHEMEZ R LA, e ICHEAIZBEO N, o 7, F72,
8 HMKAEROS Lz e. BEFEoOMEh T 20T ¥ Vi
JEXEEL LD BB LA, 208y — VIZEERITH
PLTHEY, BEFTZOERIBEART L HIIZEED SN h
5722, [9.8 B]
16.7 EMHEE(ER
16.7.1 ECEBI BB BEOHEEEA ‘
TR AN 24 B A VR_HF L F ¥ 300mg ROTT 21T
v & LT 10mg %P L CROMERY L2580 4 VxR
yrerauIE s oRYBEBIIANARGHEEEIR A

VRNV E e T7au P ORICEEYEIREICE S 2 MEER
RO SN o722 FHEATF—% ),
16.8 ZDfts

ANVT I 7 ABESELD [F =T | ZERBEHICEOE, 1
w757xM6ﬁHDFi—A7Jki%#%tﬁ%t&&é
n7-2,

) ANVRYIF oRE SNz 1 HEFHEE 50~100mg.
1 Hig KM =1L 200mg TH 5,

17. EEPRERIE
171 FHERCRLMICET 258
17.1.1 EANE IHEHER
ANNRFIVF 2 100mg O HMPL G-CTIfE T >~ 2=V HA+
ST ARBEME S T AE B H 2 RIS A VRV Y /T hu Ve
> 100mg/0mg. 100mg/5mg X% 100mg/10mg % & [ Hf /1
PG5 L ZEH GBSO RIIREDO E B Y TH - 72,
b 7 BRI I ME 2 L. b T 7 WA R I I 251
& 12, 100mg/5mg $5-H 1 100mg/Omg $5-HE 2L, £
72 . 100mg/10mg #* 5 # X 100mg/Omg +% 5 # K O°
100mg/5mg P& 5-HE I b A~AT B 2 25 AT H 722920

Easniid 100mg/0mg 100mg/5mg 100mg/10mg

IRB/AML (n = 121) (n = 123) (n = 116)
’j;X7 153.33+9.84 | 152.58+10.27 | 152.59+9.67

W e

i %Eﬂ;fﬁ* 148.10+14.87 | 133.81+14.19 | 127.75+11.88
At | —5.2311.48 | —18.77+11.22 | —24.84+10.86
?27‘7 97.10£5.77 | 96.92%5.75 | 97.44+6.44

T e

MU %Ef 93.33+10.58 | 83.79+9.51 | 79.30+8.57
Ztik | -3.76+8.14 | —13.13+7.75 | —18.14+7.62

140/90mmHg 3 % 22.3% 60.2% 83.6%

#é (27/121) (74/123) (97/116)

B mmHg CE¥ME£S.D.)

XG4 VNIV F 2 100mg & 8~ 10 8 [ H% G- £ 12 WA U i
140mmHg BL b2 D5 5R M L 90mmHg BL 1T d o 72 AR 5 1L+ di
BH

IRB: A V¥ )V% >, AML: 720K

ZEEWRHLEORERFBUEE X, 100mg/0mg %5 Tl
8.9% (11/123 #1) . 100mg/5mg & 5-% CTid 11.4% (14/123 1)
100mg/10mg #%5-8C1% 15.5% (18/116 BI) T - 720 F 72 Hl
eI (GEBUBEIEDY 2% 2L 1) 12, 100mg/10mg % 5-#£ > ALT 3
m2.6% (3/116 Bl) TH o722,

17.1.2 ERE I HERE
7 AU VY Y bmg OHMEL G THE 2 ¥ PO — VAR5 7%
ARV IMTREBRE 20 RIS, A VR Ly v/ 7TraI¥ s
Omg/bmg X% 100mg/5mg % S BRHIGHHEG L7: —HEMIL
RO RIIKREDEBY TH o720
b5 7 B ARG ZE (b, N 5 7 B iR i 25 b
& $12,100mg/5mg % 5-5 13 0mg/5mg % G5 EC REH %
DD 22

Erasniid Omg/5mg 100mg/5mg
IRB/AML (n = 149) (n = 143)
. N—=AF4 » 148.72+7.86 148.32+7.39
%ﬁgﬁ IR TAN IR 141.96+12.69 133.98+14.16
2t -6.76+11.16 —-14.34+11.99
- N—=AF4 » 94.67+t4.34 94.76 £4.55
%;’j—f'ﬁﬂ B R RE 88.78+9.36 83.61+10.40
ZEAb -5.89+7.92 —11.15+9.66
woneens | BF | @0

HA7  mmHg CP¥ME£S.D.)

WG 7 AuY Yy ELTS5mg & 8~ 10 3 [ % 5 1 WUk 11 i £
140mmHg L1 _E A2 JE8EM M 90mmHg UL E T & - 72 ARV 5 1L i
e

IRB: A VAX_¥Y )%, AML: 720V~

ZHEEMYI LB o BIEH S BUBE X, Omg/Smg % 5-HE Tl
5.3% (8/151 $1). 100mg/5mg % 5-#ETix 9.0% (13/144 B1)
’6%07‘:25)0
17.1.3 EINE DHEHER

A NVARHFIVE 2 100mg. 72 HE Y E Y 5mg Xid 10mg @ Hiph
¥G-CTHLE 3 > b1 — US55 20 AR REVE S5 MU B % 0 4
12, A VXYLV E v /T A8 YE Y 100meg/S5mg BlA5E i
100mg/10mg Bl & HE % 52 MM 5 L7z

FEFGEE TH 5 + 7 7 R AAA NG I IE D2 L= I2D W
Ty R=AFA4 Y (A7) ==V 7#TH, LLTHER) O~
7 WA GHE I I 1 153.48 £11.84mmHg (CF¥fi£S.D.).
WHFEM O — 254 Vs 0 EILRE
13-22.70+12.92mmHg TH 1) . w5 mHTIE. 4 VXY
V&7 v 100mg/ 7 A2 Y ¥ Y b5mg TNR—ZXF 4 »
148.62+7.96mmHg K& O & & FF fli B ¥ T o % 1t
#-20.66=11.4lmmHg, £ VX% )V % » 100mg/7 21 ¥ ¥



10mg TN— 2 5 4 i 157.09=12.92mmHg & Ot & A I
F TOZELT-24.23+13.76mmHg TH o 722020, EIVEHIFEBL
1L 16.9% (84/496 Bl) Td - 720 T2 BIVEFNE AR M7 E
T, 100mg/5mg % 5-W5AH% 0.5% (2/434 #1). 100mg/10mg %
WA 2.6% (8/306 B) T o722,

18. FExhIKIE

18.1 {ERHE

18.1.1 A1 ILNHIL A
Ihmmﬁﬁtﬁwfﬁﬂ¥%&k@W®7VV%%V?VH
(AL FEFSUGHE 2 45 RACEIl Ly o vivoilkl (5 v by A
X, H) ZBWTH ATFERFE G L CHIER 2R
L7zo In vitro K& ikBRh . ZoMHEIE A T 228Kk
TRPEMPERISHKSCEDOTHY, WIZATNS AT 1 274K
(AT Z5K) BN TH D Z EHARBENT, ZOMDOZHE
BIIZHEMT A RET, 7o o947 oy vERBELHEL A
75\,) 7":29%34)0

18.1.2 7LAYEY
SN D BAAAEEE A IV ¥ 5 F % FIVISRINANHES L. M
FAPI~ D CaZ Dt A % IR & & CREIME R0 AR M4 O -4
iR S50, ZOH N Ty AEPERIEREICHEBT 5 &

WCFRBEE R R Ly F 7 DBl A58 < A& EIRME 2 /R 5

ZEDRED SN TV B,

18.2 BEE1ER
BT ERIERET v MA VRV F v e 70T ¥ s 2HH
LCTi59 2L, ThZho iz & g L CRIE/EH o8
BRASRRD 517230

19. B2 ICAT 2 BEENMA
19.1 1 ILRYILEZ >
*ﬁ“ﬂ’]%ﬁ 4 Jl//\ﬁ')l/ﬁ7 v (Irbesartan)
b 2 : 2-Butyl-3-{[2'- (1H-tetrazol-5-yl) biphenyl-4-
yl] methyl}-1,3-diazaspiro [4.4] non-1-en-4-one
F 3 : CosHasNeO
¥ : 428.53
K ARMIACOFHEORERTH 5,
Al IHERER (100) ISHETFRF <, A5/ —wiZ®
RLEIFIZE L, T8 7= (99.5) 12T <.
KIZIFE A EHET RV,
ENTIES e S VA o YR (I

1:‘@

feln

=IO

(e 2wy
0 N=N

/ \
HN_ _~N
\ O

19.2 7LOYE>
— TR T AT XY VIR (Amlodipine Besilate)
it % 4% : 3-Ethyl 5-methyl (4RS) -2- [(2-aminoethoxy)
methyl] -4- (2-chlorophenyl) -6-methyl-14-
dihydropyridine-3,5-dicarboxylate
monobenzenesulfonate

7 F 3 CaoHasCIN205 - CeHsO03S

7 F & :567.05

{3 W ARIA W EABOKREOREKTH 5,
KEERXY 2 —=VIZHETFRT L, =¥ —
(99.5) IZRREIFITL L ARITHEITFITL v,
RO RAE 7 — VI (1-100) (et R S
&‘/\o

1L

O/\/NHZ
vCHg

‘ : SO3H
Cl
©/ T OGHR IR

il MK 198C (43fR)

22. A%

ANWT7IYREEELD [F—N1F])
(PTP) 100 %& (10 $& x10)

(AT I REEEHD [F—1F])
(PTP) 100 $& (10 $& x10)
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4) JEARE Al - S ISEE . 1991 5 42 (2) 1 167-176
5) Naito T.et al. : J Hum Lact. 2015 : 31 (2) : 301-306
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35)
36)

Laine K.et al. : Br J Clin Pharmacol. 1997 : 43 (1) : 29-33
BE B (74 3 7 ABRASE : 2012.9.28 7K. HIGEEFHK
%2.7.6.2)
B BRIRERSE. 2018 5 34 (4) @ 227-243
HTHROFEBRER (T4 37 AMASE : 2012.9.28 A%, HiE
BERMEZ2.7.6.1)

ot (7)/( I 7 ABASE 1 2012.9.28 ZKFH. FHEE GRS
2.6.4.4

WY B ELISEWAN AR (A VRS V88, TNT a8
2008.4.16 KA, HAEEFEE 2.6.4.7)

Beresford AP.et al. : Xenobiotica. 1988 : 18 (2) : 245-254
PRI 25 (4 VRy U8, 737 1dE: 2008.4.16
KA, HEHEEMRSE 2.7.2.2.2.7)

IWAXTNRATEY T 4 BB (A VRy U g TN age:
2008.4.16 K7, HETERMEE 2.7.6.1.5)

Gl - ERRIEESE . 1991 5 7 (7) : 1407-1435
EREREREEE (MMEAN) 128U 2 EERE ([ vy
Ve, TNTUgE D 2008.4.16 KR, HEEEORMEE
2.7.2.2.5)

JFEkREREEE WHEIN) 2B 23 BRERE: ([ L RY
e N 7/)\°7°U§'E" 1 2008.4.16 K72, HIRHERMEEE
2.7.2.2.6

JESLSEEA ’:?kéﬂlk(ﬁ‘)g 1991 : 19 (7) : 2923-2932
wln (PHEIA) 1 ioh‘%:%%?)ﬁ EER (4 VR VB,
ToNTagE  2008.4.16 KGR HEHEREE 2.7.2.2.4)
B b BAERS 1991 29 (6) 1 899-902

DDI il (74 3 7 ABLE$E 1 2012.9.28 7Kq8. HIGHE R
W% 2.7.2.2.1)

KIEHE S T3S APEER - bR

B EREEb : fiF . 2011 5 18 (12) : 1231-1243
HRMEDOBESETAL (74 3 7 A&t 2012.9.28 KH,
HEEE RS 2.5.4)

MR AT (74 3 7 ABRASE © 2012.9.28 K7L,
B RMEEE 2.7.4.7)

%Eﬂ*ﬂ%ﬁl S 2012519 (11) : 1022-1034

fﬁﬂ? il FBE (74 37 ABEEE : 2012.9.28 IKFR, A

Eﬂ;ﬁ? LB etk (74 3 7 ABESE © 2012.9.28 7KA.,
HERMREL2.7.6.7.4)

ﬁ%#“?ﬁﬁ&k@jm:m)‘é Al VI 37 ¥ RO

AbA V) o ZNGEISRT B1E/H (Vv Ry V88 TN T udE:

2008.4.16 K2, HAEERME 2.6.2.2.4.2)

ATNFRAESBIHTT B (A VRS V88, 7871

%E 2008 4.16 K2, HIEERIEE 2.6.2.2.4.3)
ZRRICH T BAE G (A VXY Vi, TNT O

2008.4.167;*5@?&\ FF%%%‘*#@E%Z.&Z.ZA.D

TERIEIZOWT (L VvRy Vg, TN 71 8E : 2008.4.16

FKEE. WA EREE 2.6.2.6.4)

FAEZEARB A & 2Bk R T 2R GIE (L vy

YEE, TN OEE  2008.4.16 KR, FFI ERAg R R

2.6.2.3.1)

RIEREZ IS TAEHN (A VXY V88, 7N7Ode:

2008.4.16 AK#E. HEFERHES 2.6.2.3.2)

ot - HSERER . 1991 5 97 © 167-178

W& ERT R (74 3 7 ARAEE : 2012.9.28 KA,

G RYE 2.6.2.2)

*24 Kﬁf ERERVEVEDESE
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