20244F1 G (3516

Bk - IR

FREE : 34

BFREmRIEES
872149
LD HD
ERES | 23000AMX00260000 | 23000AMX00259000
BR7ERALE 201846 H 201846 11

REFE{ERAEARB/IFHMECattin AL & F]
BARERH 1 IWAYILEY - PLATE N IVERESE

1 P=DAmEELD ro VK.
1 P=DAgma%EHD vV R,

ILUAMIX Combination Tablets LD - HD [SANDOZ]

B QLT A e
E) EE-EMSEOLTEICLVERTL L

#®2 (ROBEICEHRELEVWIE)

1 RFOKSIIET e Fa ey 2 v JbaWIc ki Lk
FEDIEEED & 5 B

2.2 IR ASHEIR L TV B REE D & 5 19,5 2 R]
2.3 7URAFL Y 7YIVERE RS hoRREEE (7272
L MOBEERBEZIT-> COABIMED T > O — VA%
LAARBOBEZRC) [10.1 2]

2.
2.

3. fEBK - MK
3.1 #mk

W74

ANT I ARESELD [V | A VT 37 ABAH HD [+~
K] FJ

1SR HRBANVY VY V1 GEFHRBA VXTIV S »
1000mg. HE7 240V ¥ X (1000mg. HR7 20 ¥ Ry
VI 693mg (720 P ¥ >k VG 1387Tmg (720 ¥~
LT 5mg) & LT 10mg)

D~vry=h—), HEtla—|D-vr= b=, fimtro—
Ay JHAANV AT —=AF MY | A, ZJUAA)NVAT—AF M)
YN, ATTIVEER I AT T A, AT T VBT A
A, ET7OAT—A, Y7 OT|A, bSO RAT—A, v/ 0T
—)V 6000, BRILF % >, VT | =)L 6000, EEILF ¥ >, #fn=
oNu Yy ZOf ] g L2 - 2 N
A=A L B Wi

BRI

TR

3.2 BAIDMHR
AVT 37 ABAEELD [4

ANT 27 ARG HD [

B ] Fl

FIE TANANT—T 4 V7§ TANANT—F 4 v TEE
(5L i~ I RAVARYAIRY )
= ® =
[EXES 8.1mm 8.1mm

Es 39mm 39mm

B 180mg 180mg

4. EERIIFHR
S IMEAE

5. MEEXIZHRICEEET 3R

5.1 WERIMEMRT OBENEN DY) . KK % 5 ML O E
—BIFE L LT L,

5.2 FHIE LT A MARFILE > 100mg f 70T L L
Thmg #PFH L T2 a. Hovidnin,s— i L
M 2 > MU= VAT %84E120 100mg/5mg ~OH) b
BREMET AL,

5.3 FHIE LT A NMARF LY > 100mg L7 EL
T 5mg # PEH#HE L < 1% 100mg/bmg CILE T > F T — )L As
A5 5412, 100mg/10mg ~DY Y B2 24 5 2
Eo

6. AERUVAE
WEVEANMIETIH I L§E (A VXY Lvy o/ 7aad ey
L LT 100mg/5mg X1 100mg/10mg) % #&I1#%5-9 5, A
NI MT IR O —EPEE L L THW R,

7. BERUVAEICEET %5
DUTOANNRY LY 7l XY VERIED HE - H
BEETIZ, BEBIAER RO L,

€O DI % )

SHE L ANZIZA VAL F L LT 50~100meg # 1 H 1 [
RO 35, b, Fil, ERICE Y EEMERT 225 1
Hig K 5m1d 200mg FTE 5%,

(7 LAY EARYIVEE)

- I ESE

EEL. A7 LAY ELT2.5~5mg# 1 H 1M
OG5 5. B, ERIZS CHEERRT 5205, $IEAR
T Acid 1 H1E 10mg F CHET LI EDTE
5o

8. EELREXKEE

8.1 AHNIA NN v eT7rulErOREHTHY ., 1
NPT 7 aa Ty RTORWERPEBT 581
W B, BWYNIARKIOMEH T4 2 &,

8.2 ANV L EELT VIFT Y v D2 HRRH
Bz EE LR EEEEND S bz OWEDDH b, %
HEtR A% 5 5 7% EBIS 112479 2 Lo [11.1.6 &
)

8.3 BEHEMEMICEAS DTV, A0DEXRHLDLNL T LD
LOT, BEHEE,. ABEOERSEGERE L) M2 05T
ABEIITEESEL 2 L,

8.4 Firal 24 BEEIIHR G LW Z EDEFE L v, TV IV4 T
Uy I 2B RETHEIE G h o B8 R OFAiRc L
ZU-T YT Y Y ROMEIWERIC X A B AT
ERITBENWN DL,

8.5 7 AUV MR MR SR IER L BiES
FEERD DT80 H L5 O T, REEG-H IER IO BIEH >
AT 5L &k, Al RS MBICEET 5% LEEC
BETHZ L,

9. BENEREEIHBEICHT IR

A BHHE - BEEEDH 5 EBE

9.1.1 MAIMEBERKEDSH 3 BEXISFETEIREEDH
EE
ERERCERLVEH SN HE RS, HHITEET 2
ZEo ANARFIE T K B BT E O AR ARIRE A #ITE
DT & ) BEICERR 2 B S BLENDD 5,

9.1.2 @A U LMEDEE
ERERCERZVEH S NG E2RE ., THIZEET 5
Tl ANRFNE NZEDEAY Y LAMERHESEL B
TNDDH 5o

©



F7o, BRSO ¥ O — VR R OMERFEIC X ) I 9.7 MR
1) 7 MEATE K 2 ) RS WEE T, MiES ) v AEICHE NREER IR E LR ABUIFE R L T
ByhZ L, 9.8 EhE

9.1.3 RMERFEEDSH 5 HE
WEEDBEEPRHILEAEZ T 2RI L, WEz i bs s b
LN D 5o

9.1.4 BELBEREPORE

BHEOIREZ B L 20 5 EEIHRG S 52 Lo —fRIZHEEE
DRI E L W E SN TS, RilZEEI R 252
NWHbHb, 7HAOTEL, Hikn# TORNEIRERER T
IEEAYE < M HREEI A R < 2 B AR 5 Tw

—WEE O A MERT 2R 248200 H 5, [11.1.3 &
]

2 BipeEERE

2.1 EELBREREEOHIESE

BEOREEIZL ) ERELTE IS BZ1WDD 5,

2.2 MAEEHHOERE
—WEoEHLMERT AR TBENLLD 5, [11.1.3 =
1]

.3 FFipelEEaE

3.1 FFsEEREEOH 2 BE. HICETHFEERVCETS -
WDHDERE

W IIEE IS TA2 L, TAaTPEEEE LT
fECTRHEND 70, FHEREREDH 2 BH TIE, MAEE
g O HERE T OV I R E R AR M TIRE (AUC) A3k
THLZEDDHDH, 7TrUuYE L EHE (10mg) (2B THEIE
HOFBBBEENFE L DRSNS L. AV E idE
IR ICHEE S NS 220, IMAEER RS 5B EN0 D
%o [11.2, 16.5, 16.6.2 1]

4 ETEREEE T B E

A1 FIRY BFIREMD & 5 &t

HRL CTWa ZEHTRENT T v IV F 7 v ¥ VEREEHRI
EHINET v DX 7 v v v Ui AEmH 2 EH L. G -
FrAEEAOEE (BA4E, HE I - BoRBEAL, JB1E5)
WD LN BIHHRE SN TV BV,

RAOFEGN I, REEOFES D EE L TRAKEG O
VWA EEICKRGET L. R Lo M LR &
HF SN EIZOAREGT LI L, T2, HGPLELRY
AIIROFESFHICEET L2, [9.5 2]

(1) RAFRGBAATNCITEIR L TW AW E&2ERT LI L, K
FIFrGmb ., HIRELTWAWT &2 EMIciERT 22 L,
PG IR L 223 A 12 id, IS E Tk A 2
Eo

(2) KOFIHIZOWT RAIR GG ICEFICHAT 52 &0
T, BGHLLEIISUHHT Sk,

IR ARF B L 22 A, IR - BRI T
TIVAIBHLI L,

CHEARATEI L 72 3B B B A, 3R (Y B LA
ok,

IR & RHIE A A, HBEICHERT A 2 &,

9.5 1w

IR IR L T AR O H 2 i35 L awa
Lo Fro. FHFIHIRA B L 7256121, B IS %
HIET 2 2 Lo IIRFHIR ORI T ¥ O 7 0 2 v TR5E
EEEHIDOE 7 v VA 7 v v UEREBEELER RS S
BTGB, IBIR - FER O, Hid EoRiiE .,
BARE, BAY Y AME. EEOBA LK OB AMELS
£ % LHEN S N B U ol BEEEEIODTTE. ORI
B H LN OMENDH L, T L0V L ITEIYIEERT
IEIRFRINC I 59 5 LRI X OV e 2 i R 5 2 &
MWD SN TWAEY, [2.2, 9.4.1 ]

.6 RELIR

B LW EDET L, A VXYL T 2 TIIEIFEER
(79 b)) KBTI NOBIT RO LN T D, T2,
B gEE (v N AT R O AE B O 38430 DN B R o R
2B 2 3Ek) @ 50mg/kg/ H UL CTIHIEMIE IcB W HiE
BORFEHEAIIRIAFED SN T b, T2V E XTIk b
BB ABITT S 2 EAHRE STV DY,

%, [16.6.3 &)
10. #HEERA

TAOYVEyORBNIIETE LTRSS CYP3AL S
BELTWAEEZLNT VA,
10.1 BEAZRE BFALAWVWC L)

(B PRIB B E AT %
Yito 2721, oEE
HREZIToTH R BIM
HFoay ha— L%
LATREDBEZEL)
(2.3 1]

I E DV A 7 B as
WESNTVL,

B b AR - F8 1 R - fabs kT
TUVAFL Y TN ANRF LY v CEEFL=v-TrIFTr
[iiar FEVENN 2 BRI | o SR BHE R A ATE i S

A ELEA) T AMIER | DRSS D 5 .

10.2 HAEE BFRICERTS L)

A

FRARHEAR - $5 187 5

W - falRiE T

1) %7 DARFFER R A
A¥Qa /527 N, b
VT LT L v

71 7 AAHREH]

AL U A

i 7 ) 7 LD LR
THIEDN DD,

ANV Y D
TR AT T oD
il BB R VA (e 11
1B 235 58 9 % ] fg
D 5o

fe b K - B A RE R E 0
boBE

I PR e - 541
JutIF, bYrn
WAFT Y R

[11.1.3 =]

— ik 0 B2 7 UE K
TrRIITBLINYS
%o

i) IR B FE ) C G & %
W BE T, R
BOWPIZEIY L=
WYESTELTBY . B
FEAERAAH®T 2872
nd 5,

TUYUAFL YT T
[i3rA

EkRElEE, mA Y T A
IRE K OV I % k2 &
TEBENWDD 5,

b eGFR 2
60mL/min/1.73m? £ {if
DERREREE D H 5 E
ENOTNAFL VT
< IVERKE X D PEHICD
Wi, a2 A
BWEHEIN LA
EhREMITL L,

Lor-7yVAF Y
v R BHEEH A3 iR &
NLUREMED D 5o

TrVF Ty R
R BHEH#
IFTTII, A 35
T VE

B RRRERE, S ) 7 A
M AE K OB I 2 2 &
THEENDDH D,

L=v-T VT
v ARBEEEH S R &
NBWREMNEDH 5,

AT O A FHEHEAE

3 (NSAIDs)
o¥y7sa7zr, A
YRAY YU

ANV F DOBEE
TERD IS 2 B2
Wb

MEIERIEHEHT 5
TURY T T 0T D
AEAEICL D AR
Ty OREEER
WE S LW RS B
%o

FEAT O A FHEPLRAE

3 (NSAIDs)
o¥ysra 7Ly, A
Y RX YU

FHEPETLTw S
BFCIid, HIZE e
BT 2B D5,

TURY T T T D
ARHEC LY B
BHAWKTT27208%
ZbNb,

) Frr L
IR F T A

ANV LY LD
U AR S
T,

) F 7 A OFIUE
M) AEHEAET ST
D, ANRFIEY DS
b AHEMAE S &
0L F 7 A OFEWI)Y
it sz eEZ N
5o

WEEEARI 45§ % 36

MEEER N EmE N D
BEhhDH %o,

MHEAAEH & 8585 %
BLIWDDH b

CYP3A4 [HEH]
T)Auxf vy, T
VFTEL, ) T E

R s RV VMY 20N
INVFTEL LD
&Y, 7AaaEYD

T Au Y Yy oH A
WAMICHE S L
REMENE R BB,

Ve A bFaFy—|PgErEFLE
L DIREND 5 o
CYP3A4 #5355 TAUTEYOMPE 70Ty ofH#H
V77 Y v BEAMKT 3 2 BZ A |IRAE S N L T RE kS E
H5b, AbNb,




e

B PRAEIR - 8

Wy - fekRE T

TJL—=TTNV—=U T a
—

VPN =AY f A
HormansdBeh
N5 o

TV =T TIV—=DIE
INLHEAT LY
Eryof#zmEL, 7
K0T Yo
AT L R E
Zbib,

VUYWAY TF

TauYEsETUN
A% F > 80mg (FEIPIH
KEOBM®E) L ofH
X, vy T
D AUC X T77% 1A L7z
LOHEDD B o

WFIIAHTH %,

Frun) LA

TLAaTEYEDOHH
Xy rsu) L AD
MRS AL, Bk
EEOF 7O ) LAD
BITEH 5B+ 2 B2
Nrd 5. HFHEIZIE
Z 7)) A A0
ErxE=s— L. LEIZ
LTy 7)) A AD
HEzHETL L,

TLruYErkrrn
JAAF, FELT
CYP3A4 12 X 0 83 &
Na7zo. frHICE) ¥
7o) nADRHAHE
EENDWHEMNEDE 2
Y V-

1. BMER

ROBWEH S 5D D Z L% 5O T BE L Hi7IAT W,
BHEDPO DN 3G 2 ks b 7% Sl 2 ALE 2

792 &
1.1 EXLEEA

1.1.1 MEZ/E

FEAH)

BW, VS, WHEH, HEOMEIRTAERE § 2 MEFESD 5

bild ZEWH b,
EAYUYLIME GHEARH)
avy. K. BEEX (OIS HEEAD)
BRI S S b NG A I, S I

11.1.2
11.1.3
Bk, MR,

HALERITH 2. [9.1.4, 9.2.2, 10.2 ]
11.1.4 BRE (CHERH)
11.1.5 BERF 2. FFSBERES. B|E (WIS BEEAH)

AST. ALT. ALP. y-GTP ®_L- 5.5 % £ Jrtkpehi £

LbNb I Ehdhb, [8.2 BIR]
11.1.6 {KMI¥E BHEARH)

BT, ZEMERE, Wi, ToOBEA LR, R, TR

BEESEN D S b3S 2 Pk § 5 2 ko BERIRG
FHOBETH H bR TV,
11.1.7 HERUGRERE (HEARH)
AR, B, CK L&, R ORFp I+ rae s B4
M E T AMRRRIED S SN b 2 EBHHDT, T
DL BHAEIZIE LIS 2RI L, BURLEETT 2

iy
— o

o T/ MRURRENEEC & 5 BB RS ORREISERT 5

11.1.8 |FBEMIHE. MK, /MRS (Vb BEEAR

)

M9 BE7Oy Y (JHEARH)
Bk, O VEOMIERD D HbN b Db b,

1.2 ZOfOEHER

0.5~1%#%if

0. 5%A i

SRR

L. X)L L
ARRE At
fE. SIALE

M 5%, I I

TPl

JFRRERL S, ALT
5

AST k& . ALP
ER. EUEY
kA y - GTP
5t

LDH k5. #E.
JEAK

[IFITE N REs N
5B

AR A AN

LES %

Fif, B F
R

FRIMERIA . ~~
7)oy MR,
ANE T OVE VR

e P e
KERRERAEA 111
A
P BE. 3T (B T, IR
R, BEHIHLES) |5 LIRS 7 0
e S IR, | 7 L

PRI, /OB
Bl Mg | IR

0.5~ 1%

0.5%Ail

FERHD

HALar

WL AE S, T
- HRAE, IR SE,
LRI L AL
ELCES

ol MEr:, Kgs
I BAPEE, D
B, HILAR, ¥
GUEE ey IN/N
NI R R

PREEFEA S BEIR -
TSR, 2L 7
Fov b5

BUN L5 JRf &
Eibslk. BRiLifs%
ORI
HEIR B

ERUEG

OFV-HALDE,
SEjiE - BHE

fR&L LU, &
A P

b9 59 AR,
Wit S EhIE.
HEARS MR EIR

s

CK L4

PRER L5 R
B B, HEIR
i, I ATFO—
Vb )
AN

11T S0 R VA o
Fh S ILEE

Z ol

SRS | B3 I
R, CRP L
T Gk, (R
s BB BT,
FHRCREE | Bt

B

B REEE
Hus, 957, B
L P A
. GEIIC &
n) BAILE, 4
BB . it
FLE. REEAD.
N )

H1) ANNFNY CRFAE7 20D E L BFITHRO S
T A EIEH,
H2) 7AuY Yy EEREE LT 10mg 2 %5 LoHAC,
VR TEIO SN2 L OMEDDH 5, [9.3.1 BH]

13. BERSE
13.1 fERK

TAUTVE L, BEORMMELRICEY, Yavriks
LB L WIMEMT & KRR EZ RS2 &0 5,

13.2 L&

7 o0 Y VIRAERIE®R 2T LG E, ToaudE
Y@ AUC 13 99%i% A L AR 2 FERT £ Tl 49%iA L 72 2
ERHL T AT Y Y Y EERG R OWIPHIHLE & LTk
WG HENTH D LMESNTNDY, A VARV Y V]

U7 20V ¥ &S

FIFHERTIE RV,

14. BALDEE

14.1 EJHZMHFEFOEE
PTP A2 DX PTP ¥ — b2 S5W ) L TIRAET 5 £ 9
AR LD L WA
KA L, HIZI3fLe2 B2 L CHBRASEORE 2 &
BHEX BT A2 LD 5,

15. ZOMOEE

15.1 ERRRfEAICE D 153K
HEBRIIHS 2 T> R WA, 7240V IZ X B EEPIC
DHZER AR (LS E &) A LN L OIRE

fRE$HZ L, PTPY— D

S AN Y
R

MEWT2o, MEENTIC X 5 B

Wb

16. EHENE
16.1 MmehigE
16.1.1 &M ENREMH
TERER N 24 BIIC A VARF VS v /T A1 Y ¥ 2 100mg/10mg
% B A S S BB S C 2R R L R T S L - B A oo i g v
ANARFNL Y Y ROMEF7 20V OERYEEIITEOL B
D THhotzo ANRTFNLY Y RITT 20T ¥y OYBIREZ A
FE L HAGEH T L7243, WG & b AEMEIIZH%E CTh o
729,



A NN G v TauYE Y
BLAgE HAI6FH B A HAIGEH
Crnax 2115.9 2,010.4 5.29 5.26
(ng/mL) +621.4 +524.6 +(.92 +(.72
AUCo-t 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

M+ R, n = 24
AUCo+ @ A VARV 2 1E 0~48 IEffE, 7 41 Y ¥ it 0~96 P fE
16.1.2 EHEHIFEHHER
AIWT7 I XFEEEHD [H2 K]
ANT I ARESEHD [V V] 7437 ABE$EHD %, 7
OAF—N—=EIZL)ZRZN1EE (A VI Ly LT
100mg K O'7 20 P ¥ ¥ L LT 10mg) @RS 1 HE T [l
BOFRES L TIERA VRV O ROTT 20D s %255
L7ze HONTANNRT VY Y ROT7 20D ¥y DY EHRE/ NS
A =% (AUC., Cmax) 22T 90%EHEX 2 TRATENT = 1T
> 72858, log (0.80) ~log (1.25) DEEFHNTH V. MiElID4EY
R SEVEATRERE S 72T
ANT 7 ARAEFEHD [ V| &5 %o mEh g (1
NIy V)

(ng/mL)
2200
2000 1
—O— A V7 37 ARAEHHD [4> 1)
1800 |
g;:} 1600 —o— 7 4 3/ ARAHHD
’}‘ 1400 |
100 [ Mean S, n=24
¥ 1000
5
:*;' 800
% 600
400
200
00 O
0 6 12 18 2 30 36 12 18
e peRER (hr)
MBI ST X —F (L VNPV F V)
AUCo-48 Crnax Thmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
ééjfééf}é}i; 5840.06 158742 1.12 12.34
D;FJ +2760.66 +671.78 +0.74 +8.27
T7A I AR 6223.30 1488.77 1.58 12.68
48 HD +2191.80 +662.13 +0.96 +6.32

(Mean+S.D., n=24)

ANT 7 ARLAHEHD [4 > V] #5550 MmEe g EiEs (74
av¥y)

(ng mL)
7
6 —O0—ANWT 37 ARESHD 4> F]
5 —e— 7 1 37 ARAHEHD
Zi:‘ 1 Mean+S.D., n=24
A
St
I
5.
1
00 s s s s s
0 24 48 72 96 120
5B (hr)
HYFE ST A -5 (70T V)
AUCo-120 Crnax Trmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
ﬁéjfégiié}i; 215.83 5.01 6.29 39.14
G £56.29 £1.07 £1.04 £7.84
M
TA 37 AR 225.72 5.27 6.21 38.10
48 HD +63.82 +1.40 +1.10 +7.22

(Mean+S.D., n=24)

B, MEEHEEL N AUC, Cnax SEOEMBIEE/ ST X — & 13,
BB OFR, AR OFRIUAEL - B SF O BRSG I L > TR Z 5
THEMA D 5 o
16.2 TRIR
16.2.1 BEDEE

TR N1 16 B2 A VARV S > /T 210 P ¥ » 100mg/10mg
B A 2 BRI 3% 5- (ZBIER S &) Las . iR S &
HRTEBEGOANRYFLY Y RT L0V E YD Chax KO
AUC 12X A SN2 o 728,
16.3 2%
16.3.1 EAKAEE

ANy o MIEERAFBEELY 720 ErOk Mi
FEEFBARIIOTN LM 7% TH - 729,
16.4 fL

AN F F, FE LT CYP2CI 12 & B ER- LI & 7 v o
OYBIBEGICLIVRBEINDL, C NFI 0y -2 FHWT,
CYP itz 4 5 A WAL 7 OHEIER IOV THRET L 725
B CYP1A2. CYP2D6 % OF CYP2ELl &} L TIXHE R §,
CYP2A6. CYP2C8. CYP2C9 J¢ 0¥ CYP3A4 |2xf L T HEEH A
RBOLNTZL DD, TN HEOREIZFEN - 7210,
16.5 Bttt

TR A BWTA VATV~ OFREACERIR P EEERZ135 0.3
~1.3%CTH -7z, Fiz, BERAUCALR A VARV v %
B S L7223, W RE O #y 20013 iR 12l S, #9 54%1
Fp 2P S N2 (SHEA T — 4 ) . [9.3.1 ]

fEFER AN 6Bl 7 A0V E» & LT 2.5mg Xi& bmg % B[]
Be G- U728, IRAPICRZILE L L TR SN2 H &1/ E L w
FTNOFEGEIZB VT S IRPRZEIURIEI =35 54 24 Wi F C
WP 5O 3%, 144 BF F TI2H 8% TH - 7219,

F 72 R 2 B MC-ERE T 21 Y ¥ 15mg & AR RS-
L7286, 55 12 H F TS 5RO D 59.3%A3 R i 23.4%
DSERIZHEM S L e 55 T2 R E CORPBETRED 9% h KA
R TH o720 TS 9 ORI ATFED 57210 (SLEIAN T —
%)

B INHMAHWICIET LA E 2 Lo CEBERIZRO R
TV,
16.6 JFENDEREH T 28BE
16.6.1 BHpEEEE

W - SRR (9B, B (10 B1) OBEREREEEE 1A VAL
% > 100mg % 1 H 1181 8 H M BAERE OG- L7t BHREIER
H L B L T Cnaxs AUC ICHERZEIZA DN o /2o MIEENT
h OB & BRI E B S L2 A 1 O EREIEE
EAERWZ EDURIBE N (EIANT— %),
16.6.2 FHigpeEERE

- SO FRIZ RS 10 B2, 4 VXYL 5 > 300me™ % 225
Bl H 1M 7 HERERO®RS Lz &, ERAL LKL T
Cmaxs AUCICHEERZEZA LN Doz, FBEEINTE A
ERnZ RIS FEANT— %),

BAHEZEEE (Child A, B2 5 2) 56lic720YEr LT
2.5mg & WP L7254, R S Ibi L <. %5 72 I
MBI EESEEIC LA L, Tz, AUC IZREEE R L
DAEEZIZD SN h 7217, [9.3.1 ]
16.6.3 =kE

s (65~80 . B 10 B, LM 10 6) & #HEE (18~35 .
BE1060) 124 VARH LY 25mg®) 2 1 H 1 B UERE RS- L
72556, Cox (AR L ZEIZA LN Do 7205, AUC IXEFEE &L
NT50~68% A2 Z EATRENZE HEANTF—% ),
BAEBIMELRS CEFYERT9.7 5%, BE261, M4 6) (274
0y Y e LT omg % MRS L e, BRI CF
YAENS 22 .3 . BYE6 1) 1R L T Coax LUV AUC IZEEICE
HERLID, T I CABEZIRD N LD >72, /2. 8 HIEX
AR 5 L 72 B VB EEOIME R 7 20 Y € VIREIIEER £
D OB LR L72DS, 2088 — VIEHHEFICHEMLTEBY | ZE
HCTEDOBEEPERT B EANLFERD SN h o719, [9.8 SHE]
16.7 EYHEIEA
16.7.1 EEAHIENRIEOHEEER

TR AR 24 BILC A V_H Ly 2 300mgE) R ONT Aa YUY v
LT 10mg # PR L CROF MBS Lz BE0 A VAL sy v
LT AU T Y OB A HA G4 L 23 A VR



o7 auY ey OMICEYEIREICE T A MHEERIZED SR
Biro 7220 (MEINT—% )0

16.8 Z Dt

AIVT 37 REEEEELD [ K]
ANT I 7 ABAHELD [ N & [EE0 872 288 0 S A
DEWF RS RER T A T4 > (PR 244 2 0 29 H 3
302294 10 5) ] 1230 &, A V7 3 7 ABASEHD [ N
PRERERAFI L Lo & BB L L EMENICEE L Ak
s,
) ANVANYI Y L ORBENT 1 HaEHHEIX50~100mg. 1 H
I AHEIE 200mg TH 5o

17. BRERELHE

171 FIHRUCRSM(ICEAT 555

17.1.1 ENE IR
A NIV 2 100mg OHFEMFEG-TIHE T > O — VA 155 7%
REEEMEREEREZ 2 F RIS, A VRV v/ TLuI Y
100mg/Omg. 100mg/5mg X it 100mg/10mg % 8 H R fEH %5 L
e ZHEEBILEABROBRIIREO L BY) TH o7,
N T 7 WA AR ME 2 L& b T 7 WA SRR e 28 ki &
312, 100mg/5mg % 5-# 1% 100mg/Omg % 5- B 12~ F 72,
100mg/10mg % 5-# 13 100mg/0mg #% 5-# K O° 100mg/5mg % 5-
FEICHARFEREDSRD L7225,

ErasRii 100mg/Omg 100mg/5mg | 100mg/10mg
IRB/AML (n =121) (n = 123) (n = 116)
o N—AF4 | 153.33+9.84 | 152.58+10.27 | 152.59+9.67
J]],lﬁH—,: FACRHAMEE | 148.10+14.87 | 133.81+14.19 | 127.75+11.88
Zbsr —5.23+11.48 | —18.77+11.22| —24.84+10.86
) N—=AFA4 | 97.10+5.77 96.92+5.75 97.44+6.44
wﬁ%—fﬁ AAFHMEE | 93.33£10.58 | 83.79%9.51 79.30+8.57
Zbas -3.76+8.14 | —13.13+7.75| —18.14+7.62
140/90mmHg 22.3% 60.2% 83.6%
EREE (27/121) (74/123) (97/116)

HAL  mmHg CFIME + R 2)

HE A IVANH I 2 100mg % 8~10 M B 55 1 IGHE A 140mmHg

VL2 D IR 90mmHg Db Cd o 7o ARREM: s I i B

IRB: A VARV F > AML: 72HYE Y
TEEBRY RO EHSEBUEE X, 100mg/Omg % 5-#F T id
8.9% (11/123 #l). 100mg/5mg #%5- T Tl 11.4% (14/123 %) .
100mg/10mg #5-#Tlid 15.5% (18/116 ffl) THh -7z, FE 2 FEIME
JH (FEBUHRE A 2% L F) 12.100mg/10mg % 5-8 D ALT #1 2.6%
(3/116 f5) T - 7229,

17.1.2 EIANE I HEHER
T AU T Y Y 5mg OHMIE G- TIUE 2 > b a— USR535
BEIMEEREZEZ TR, A VRSP VY v/ 720 PE s
Omg/5mg X1 100mg/5mg % 8 MM PG L 7z ~EEHRILER
BOFERIIHREOEB ) TH o7,
b T 7 WG 22 L& T 7 WA R e 2 (L &
312, 100mg/bmg #%5-#1% Omg/5mg % 5-HE I LL~NH B4R 2058
D5 ﬂf:22)~23)o

ErasRiis Omg/5mg 100mg/5mg
IRB/AML (n = 149) (n = 143)
N=ZF4 148.72+7.86 148.32+7.39
& A A 141.96+12.69 | 133.98+14.16
LAt -6.76+11.16 | —14.34+11.99
N—=2AF4 94.67=4.34 94.76+4.55
PR £ ARG 88.78+9.36 83.61=10.40
At -5.89%+7.92 -11.15+9.66
140/90mmHg 32.2% 57.3%
FERCEI A (48/149) (82/143)

HAL - mmHg CF#9{E SR

& 7 AauYE e LT 5mg & 8~ 10 I M % 5 (2 U i
140mmHg PL_E 2 D3RI IME 90mmHg PLECdb o 7o AREEE: i MU+ e 8
IRB: A VARV % >, AML: 7Y E Y
TEERLIEORIERSEIFE L. Omg/5mg 51 TlE 5.3%
(8/151 f91) . 100mg/5mg F5-HTix 9.0% (13/144 1) TH -7z
24)
17.1.3 B MHEEER
ANA_Y I F 2 100mg. 7 20V E Y 5mg it 10mg O HAE -
TIE T > b — U SAS 55 7 AR 55 MU e B & 0 SR A L

NV F v/ A0 Y E Y 100mg/Sme BL A X 1d 100mg/10mg
Bl &g % 52 BT L7z,

FEEFMEE TH 5 b T 7 BARIGEINE O Z bR IZ oW T AN
—ATGA Y (AP ) == ZRTE, LUFREED) @ b F 7 B AT
MR 1 153 .48+ 11.84mmHg  CFIMl + kR 25) . Sef&EF Al
FEDONR—=AF A 2 5HOEAbEIZ-22.70£12.92mmHg TH ) | i
B GEPTIZ, A VY)Y 2 100mg/7 L8P ¥ Y 5mg TN
— A 5 4 ¥ 148.62=7.96mmHg J O & & 5F A ¥ < o &1t
#-20.66+11.4lmmHg. 4 VXH V% > 100mg/7 LT T ¥~
10mg TN— A F A Vi 157.09+12.92mmHg % O #& 2Ffili e &
TOZALE-24.23+13.76mmHg Td - 72292, gk H S8 B4 2
13 16.9% (84/496 1) TH o720 EZ2EMEM I KR MEFET,
100mg/5mg ¥ 5-B A% 0.5% (2/432 #1) . 100mg/10mg % 5 A%
2.6% (8/306 f5) Td - 7220,

18. EEzhEIE
18.1 BT
18.1.1 1LY ILE >

In vitro R ERIZ BT FREIKBIROT v VA7 T (A
) A5G 2 4 R0 2B L, mvivoiBR (59 My A X,
V) 2BV TH ATBEAERSIZ L CIEER 2R L7z In
vitro A ERER A 6 . F OWEIERNE AL 2RI 5 8A A0
PICHESLCLDTHY, WIZADIY A 712545 (AT Z514)
HIRMTH S Z EHTRIE SNz, TOMDZHERIIIHAEEZ R
B, TUIFT vV UEREBRE L HEL o 7228789,
18.1.2 7LO K>

HRNE D BEAARLEYE S V2 7 A F v FOVISEIRIZAE A LRI
AD Ca* DA % A S & CREIMAE R0 FAY M O 55 % g <
LW, ZOAI T AFETUERNIRREICB T 5 & & b 12 E
PER R L F 72 0EHIE I 2388 < EEIRMEZ R 2 L %0 S
/(\/\53400
18.2 B&E1ER
EIMEEHRIEET v MICA VR LY 70l Er 2L
THEGT 2 L. 2N ENO MG & i L CREIEEH OB TmATEE
HH5NB,

19. BRI ICEAT 2IE{EFERINR

19.1 1 ILXNHILE >

— AR B FR
A W% >~ (Irbesartan)

1L24
2-Butyl-3-{{2'-(1 H-tetrazol-5-yl)biphenyl-4-yljmethyl}-1,3~
diazaspiro[4 .4]non-1-en-4-one

2FR
Ca5H2sNsO

FFE
428 .53

fic27N
HEOOREEOR K TH %o
FEEE (100) 12T, A 7 = VIZRREITIcd, =¥/
=)V (99.5) 1ZHEIFITC KL KITIZE A LTEIT v,
KROS5,

EEBERX

19.2 7O EY

— R FR
T ATIY Y )VEEN (Amlodipine Besilate)

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

2FR
Ca0H25CIN205 - CéHeO3S

FFE
567.05
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AY )= EITFR T, 7 2 =)L (99.5) I2RREITIZ L, 4 7 16 HZAGE. HEHEEE 2.6.2.2.4.2)
FRIZETIZ g 29) ATFRAECITRTHIEH (A VvRy U §E, 73T UgE :
A% ) — VR (1=100) &FGl:% R & 2, 2008 4F 4 [ 16 HK, HIEEHIEE 2.6.2.2.4.3)
{EZEER 30) AT ZFHRICH T HREEE (£ VF g, 78708 2008
ne. B . 44 H 16 HAKGR, HESEEME 2.6.2.2.4.1)
) 0 31 FEHEERICOWT (£ V% w5, 78708 12008 46 4 J1 16
e ° ‘ 0._CHy SO HIRRE, GG 2.6.2.6.4)
o LEg . @( 32) FHEFHRUA T Y WERIK T 2HEFR V<Y ¥ 5,
L FONTUSE 2008 4 4 A 16 HAKE, HaEEHIEE 2.6.2.3.1)
@( B 33) GHRITKF A IF (10 2§, 7757118k © 2008 4 4
A 16 HAKZ, HEakitE 2.6.2.3.2)
Bh 34) WPk iE 0 H3EREE. 1991 ; 97 : 167-178
#7198C  (4fiR) 35) M EEMNTLHEE (7437 ABAHE 201249 J 28 HAK
20, @ . HEEEREMEE 2.6.2.2)
(AIVT I AEAEELD [H2 K] 24, XEEERERUVBEVAEDEL:
100 §& [10 8¢ (PTP) x10] Y NSt WA Y= TN —T
140 $% [14 8¢ (PTP) x10] T 105-6333 HETHRIEX K 2 P9 1-23-1
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(A7 39 ZEAEEHD [42 K] FAX 03-6257-3633
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v EEE Yo MEBAS

. REHMEXE/FI1-23-1
1) PEREAIEA © RIS, 2017 ; 47 © 1353-1355 URL:https://www.sandoz.jp/

2) FEHERMT 2 ¢ B S EERE AR RRE . 2021 0 29 ¢ 49-54

3) WARBTZ o IO FHSERE. 1991 5 42 (2) : 167-176

4) Naito T., et al. : J. Hum. Lact. 2015: 31 (2) : 301-306

5) Laine K., et al. : Br. J. Clin. Pharmacol. 1997 ; 43 : 29-33

6) MEHER I BT 2 AW aE g R SR B (2012 4F 9 F 28 HKFR.

SR 2.7.6.2)

FEPERE A R SR (VT X 7 ARCA$EHD [

b )]

8) AT X AIEYBEANDORE (201249 H 28 HAKFE., HiEE
FHEEE 2.7.6.1)

9) A (7 A4 37 ATAHE : 20124E 9 A 28 HAGE. WEEEEHHR
922.6.4.4)

10) W BREAIIEYMH EAERE (L VY V88, 737 0$E 2008

416 HARFR, HREERE 2.6.4.7)

PRIEICRE T 285 (A vy g, 78T 08 0 2008 4F 4 A 16

HKRE. WREERIZ 2.7.2.2.2.7)

12) WA FTXRAZE) T 4R 5 (4 VRS UgE, 737 T 2008
E4 7 16 HARRR. HREERMRE2.7.6.1.5)

13) WEERFIEA ¢ BRAREESE. 1991 0 7 (7) 1 1407-1435

14) Beresford A. P., et al. : Xenobiotica. 1988 : 18 (2) : 245-254

15) BHgpemER WAEN) 1281 2 EhREER (F V¥ U §E,
ToNTOEE 2008 44 H 16 HAGE, HEERIRE 2.7.2.2.5)

16) FFtspemER (DFEIN) 1281 23 EhRERER (£ VY U,
ToNTOEE 2008 4F 4 H 16 HAGRE, HEEFRE 2.7.2.2.6)

17) JRISEZ 2 - S &R 1991 519 (7) & 2923-2932

18) wikE (FHEIN) 2B 2 EmEERER (VXY g, TN
TugE 2008 4E 4 A 16 HAKGE. HFEEREIESE 2.7.2.2.4)

19) ZEREID © BERES. 1991529 (6)  899-902

20) SEUHMEAERRE (74 3 7 AFASE 2012 4 9 A 28 HIKRE.
AR Z: 2.7.2.2.1)

21) FEPVEER - AR SRR N A R (A VT X 7 AR
A%ELD [V )

22) ESHEAI=EEA - MUE. 2011 ;18 (12) : 1231-1243

23) ANVEOBRISEEMG (74 I 7 AFASE - 2012 4E 9 H 28 HAKGE.

B RHRE 2.5.4)

R &R (74 2 7 AFESE © 2012 4F 9 A 28 HAKGE.

AR 2.7.4.7)

25) EHAISEEA - MUE. 2012519 (11) : 1022-1034

26) RMEGRE (74 3 7 ABASE 201249 A 28 HARE.
AREE)

27) EMGB et (74 37 AfAHE - 201249 H 28 A&
. HEERIEE 2.7.6.7.4)

7

N

11

~

24

f

T01430



