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ILUAMIX" Combination Tablets LD « HD “Chemiphar”

A& $ELD E&$EHD
AGRES | 23000AMX00427000 | 23000AMX00428000
E)EE-EMEOLLZICLIVHERT L AR5ERAYE 2018%F6H 2018%F6H
6. FiERURE

2. 22 (ROBEICIFRSLBENT L)

2.1 AEIOBESXIEY e Fay ¥ LAWK Ui
TEDOEHERED & 5 BE

2.2 IR UIEIE L C W ARIREH O H 40t [9.5 ZR]

23 PURFL Y7 VIVEEEA B EROBRIREREE (1277
L. thoBEEBREZ{ToCbaB8IMEOIT Y hu—)L
PELLREBOBEEZKRL)[10.1 B3]

3. #ERE - R
3.1 #8mK

AT 37 AFEEE
LD [7377]

AT 37 AELASE

al HD [/ 37 7]

(HB) A LRHF L&~
100.0mg

(HB) 72uyEy

N VEEE6.93mg
(7LuYErELT5mg)

(HRE) A LRFLE >
100.0mg

(HE) 72y

NV VEEED3.87mg
(7LuYEYELTI0mg)

BRIRLSY
(18EH)

TNINA]

EEHREL FuFy oy
Leia—Ax, Z7a XAl
AOQ—=RAF MUT L A
AU—=ARINT T L, AT
TUYBY T AT 4h &
Fuxu—2, BltFy .

EEHREL FuFy oy
Ltia—Ax, Z7a XAl
AT —AF MUT L AL
AU—=ARINT T L, AT
TUVYBY T AT 4h &
Jaxa—2, BLF5 .

FIvFoNa, F oMl
7

HEZ"RL% =Rt
e ALFINET, ZO
1oy

3.2 ERFIDMEIR

AT 27 ABLATE AT 27 RBELEE

s LD (377 HD [4377)
FTN HE~HEHED ATV VED
TANLI—T 14 U T5E T4 VLT —T 4 VTEE
.
thy
A =
W — —
B 8.2mm 8.2mm
E= 3.8mm 3.8mm
£l 183.0mg 183.0mg
a1 e ANVTIVA LD ANVT7 IV A HD
WAl ¥ iy r3i77

4. MEEX TR
=IMERE

5. MEEXRITHRICEHET BFR

51 BEZMERTOBZENENH D, KEZEMTIREDE
—EPERE LT &,

FAIE LT, A MARTILY 2 10mgk 7 LadEr &L
TomgEHRALTVWAEE, b0 aVnThr—FH%HH
LMIED Y b a— LA R+27%5a12, 100mg/Smg~ D
POBEZ =BT 2 &,

JRAIE LT, A NARYILY 100mgk 7 LudEr &L
T5mg# FFA%E L < 1&100mg/SmgTIMED > b T — )L 7S
A5 E1c, 100mg/10mgADOY) D& 2 &2 #Etd 5
Eo

5.2

5.3

BWE. AACKIEIELISE (FAURFILY >/ TLaIE
& L T100mg/5mgXi£100mg/10mg) #fF 59 5, &
AlldEMAEREOE—BIRFEE L THLZZ L,

7. BERUHEICRHET 3FR
UTROANRF LY v ET LI RYIVBEDRE -
HEzkEz. BEEBICHEZRDLZ L,
(AILRYILI V)

BE. RAIEA VARG ILE > & LT50~100mgz 1 H1[E
BOBET %, 28, Fie. EBRICKOEEEET 225, 1
HEARERSEIX200mgETET 5,

(Z LOYVEIYRYVEEE)

- I EE

BE, RAIKIE7 A0V & LT2.5~5mg# 1 HERED
BE59 5, 8. ERIJS CHEBEERT 52, EA+S
ZHEAEICIZIHIEIOMgE THEET 22 LN TE S,

8. EERELRNER

8.1 RANIANARY LY v ET7LuIErOREEHITHD. 1

ARGV Y > ET Ly WNEORBIERASHRET 287

NHH 570, WUICAROFEREZHEIT ST &,

LNRFLE v REtT VI T v v IS EIRER AR

St EELTRERENS D S DN EOREDNH 5, AT

ﬁ%ﬁﬁ%%mﬁéaaﬁ%%+%uﬁ5:a[uiﬁ

ZHR

[EEERICEDLSHE WV, 552X Ho5bNEIENDH

HDT. BIEE. HBHEOEESER % (LD #2217

FTHEICIIFESES Z &

8.4 FHEIABEIIRE LW EFEE LWL, TV IFT Y
I ZAAEERABRShOBE L. MEROFHFICL
22T IFT Y ROMEWERIC X 5 E L K
TZEZITBZINDPDH S,

8.5 7Lu Y IIMFBREREHSEEEFRILE LBRE
FEFEZIRARO 5N 5D T, KEFGH 1L IO BEEA
#EHATAEZIE AELTCICERSERICHET 22 8E
BlIRET 5 &,

9. BENEREFI2EBICAHATIER

9.1 SHHE - BEEEDHIEE

&L1ﬁgggﬁmﬁgoﬁé%%iﬂﬁ%@%ﬁmﬁ%wﬁ

BE

BEELGZERVWEHI SN IEEZBRE, [HHIR

3BT 8, AILRYILY I & BBEINTE DD R Rk

EABEOETICL D ARICBHAELELSELBZN

NH5

SAY Y LIMEDES

BWEELLZERVWEHI SN A58 ZRE., [HHI8

A&, AMRFLY L ICKOEH ) ™7 LIME R HEE

SHEIBENDH B,

F7-, BHERERE, 20 Mo LARBOBERESICLD

MEA) 7 LESELZDRPTVEETIE., WEHY Y

LMMEICEET AT &,

9.1.3 BNMEEEDH % EE
BEOREESMINTFEAL %25 S L., REZELSY
HBENDNH 5.

9.1.4 BERHEFEEPOERE
—@EOEHRMERTZREITBEFNLIDH 5. [11.1.3
28]

8.2

8.3

9.1.2



9.
9.
9.

9
9.

2 BitaEREERE
2.1 ERLGEKEREDHSEE

BEDREIC & ) BRESE(LSE5BZNNH 5.

2.2 MRERDEE

—@BEORMEMERTZEI I BTN H D, [11.1.3
2]

3 FFigeElESRE
3.1 FHRREEE NG 5 BE. FICIEHEFEENUIET S -

HOHDESE

HERICIIEEICRST AL, 70 i3EL
LT TCRE SN S0, FREBEDOH 2BET
W3 AR R R O E R R OF I A I R - R R R AR N T
B (AUC) PRI B ENDHBH, TLUDY U EH
2 (10mg) 1BV TEIERAOHRBSEENE L 2 5 Al He
WD B, AIRTILY VIZFEICHTFFRICHEIS N 572
O, MFPBEN LERTE2BZNLDH S, [11.2. 16.5.
16.6.2 =H&]

9.4 LiEREZHI DB

9.4.

1 1HIRT BOTREMEED G B
HRLTCWAZENEBESNT 7o IO T v B
FHERET > VAT v v I ZAEERA % EH
L. BB - iERAORE (B2, EHE - i - Bof
WAL, %) pROSNFINRESh T2,
AREOEEIZFHEN S, REROEEELEE L TRAR
S REN 2 EEICHRE L, WE OB RES GRS
EEZ EHBESNBEEICOAERETEH L, T &
ERRELGEIIROEREHICEET S &, [9.5
28]

(1) BHHGHBENIFRLTWARWT E 2 ERT A &,

AEHEEHS, HRELTW AW & & ERINICHERT 5
Z & BEHIIERERSHBH LGS, ESICRES R
dikg sz &,

(2) MOBIEIZOWT, KFIESHBIICEZEICHHET 52

Lo Ty BeEHBHMEISUFHHAT S &,

AHRAFICARRIZ R L25E. BE - iERICEES
RIETVRIDBHDH &

AIRAHIIE U2z I3 BED N A5 AT,
KT B2 &,

R EETE T AIEAIE. EMEICHRET S &,

RN GRS

9.5 WHm

IR SIER L C W A FREE D H 5 1 tEIciZR G Lan
Eo Tz BMEPITIRVHIF LFEITE, BESICHRE
2RI S Lo BIRFEIRUORICT > AT > U1
RRMBREIAET > VF 7 v o ERRBEREEA 2 &5
SN/BFETHRKBBDE, BE - HEROKLT, HiERD
BIE. BA2, &HY 7 LME, HEOERARKUVE
AEDEIC K B EHERI S N2 DU D fE, SHEEE OB E.
MiDBEFEREPH 5bhic EORENH B, TLOIE Y
IZEEER IR ARG 9 5 SATARHAR & OV 1 R
PIEET S ENRBDLSNTVEY, (2.2, 9.4.1 BE]

9.6 1ZALIB

BALZVWI ENLEF L AT LY TIEBYEE
(T MIBLTATHANOBITHRDENT NS, 72,
BER (5 v bHAERTROHAROFEL CICRHADHE
HEICEE T 2 ER) O50mg/kg/ B ECHBHRICB VLT
HAEROEEEINMFHARD SN T VDS, TLOIEYT
b NRAFABITT A ERESNTVWEY,

9.7 IR

NREZNRE U7z BRIRFHERIIER L Tk,

9.8 SinE

10.

10

BEOREZERB L AP OEEIKET S L, — BRI
EOREIZFE L AnESNTWS, MIBEEENIEZ 2
BENDH B, TLUTDE VL, BEE TCOENEIRERER
THHEEI EL . MHPEELFBAPREL 2 5ERPRD
5ENTW5, [16.6.3 ZE]

HEER
7LuY ey ORBICEEE U TEMABEERCYPIALY
BELTWAEEZLN TS,

Jd HAEZER HALBVLWILE)

10.2 HHAER (HAICERTS L)

A% E

HEARIEIR - FEETE

P - fERRE T

719 7 SRR R
A¥a )7 b,
)T LT L VS

MmiEHY 7 LED EF
THIENDH B,

HEFE: A LAY LY D
TR AT 0 il
[P RV RPN =]

[11.1.3 =]

710 77 LAEREFI {EF S50 9 5 A] REtE
Eikh )L NHoo
fElER T B R E O
»HBHHEH
PR B FEA — O 2 K| FIRFEER ClAEE %
TJHEIN, M IFEREITEENDNH | T TWVWHEETIE. (£
OLAFTYRE |5, BEORDICLD L=

CEEAPTLELTH
0. BEEERAERY

HBENDD B,
TYUAFL Y7V BRERE, Sh) 7| L=v-T oI T Y
15 L IMRE N OMEIME % #2 | > > RBEE(ER A 58
ZITBENNFDHS. SNAHAREMED D 5.
7z B, eGFRA60mL/
min/1.73m*k i © &
HEEEE D H 5 BEA
DT IVAFLYTTIL
BIEEOMAICONT
3. BELRTEER
WEHET SN B EAZ
brZEdtTH &,
TrIFT Y UEHRBERERE. eV Y
EERBAERA] L IMSE K OMEIMLE % #2
IFS5TVI, A3 TTBEADDH S,
57 V%
JERTOA NEEFARE A LRSI Y~ OWRE|MEEER BT %
# (NSAIDs) ERPEB T ABEN| TR TSI 0D
uFyFur s | BbhHb, BEEEZEICED. AL
AT YL NY L& OMEEER
55 S H A Al REME DS
Hbo
BHESETRLTWA|TaRxy 750900
BETIE, BEICERE AREEICLD, Bl
WETI2BZNDH | MENME RTS8
%o EZZbN5,
DESZIN ANRYFLY KB |UF 7 LOFETIRNIEF
REEY F 7 L VF I LhBENRES | N T LEHEAET A
nctwns, Dy ANRYILY D
F U AR ERIC
£V, VFILOFER
WA EESND EFZ
5NB,
EEERZET 2EH BEERSERSNS HEICERZHERT %
BENDH 5, BENH 5,
CYP3A4FHEHA] IV Z2uvA Yy RE|7TLa I ORED
T2 A YU |ILFTELEDHE BANICEESN ST
VIVFTEL, UMICED, TLrUuIYE Y RESEZONS,
FEN, A v TaF | OMPEEN ER LK
- )L LOWENH B,
CYP3A4FHEH| TLAuIEYOMHFRIT AT IE Y ORE N
V77TV E EPETT 2BTNY|EESNSAREESE
HBo ZoNb,

JV—=TT7N=
JVai—2A

7 LuTYr OREESE
ANEmsSnEIBZN
NH 5.

TLU—=FTN—=VI&
ENAEDHSTLOY
ryoR#EHEE L.
7 AUTE Y OIMmfE
EN ERT DEREMES
EZZb6N5,

SUNREYF

TLAIVE Y ETVUN
2% F>80mg (EHHK
AROBEHRE) EOBt
Atk ¥Ry
F > OAUCHTT% L5
LicEDHENH 5.
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11.1.
11.1.
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1.

A
A0 MESERE EEEAE)

A

7

EARENER

HE. OE. WiE, SFOEKRZERE T 5 MEFE

BobhdIENH b,

2 BAYYLIMAE (BEERH)

3 v3avd. K. BEEK (LWINLHEEARH)

W B, BEHAEN S S bNIZBEICIE. ES
ICHEY) 2 MEEITS &, [9.1.4, 9.2.2, 10.2 SH]

4 BAE (BREANH)

5 BIERTR. FHHEERE. BB (WINLHEEARH)
AST. ALT. ALP. y-GTP® LFFE % 5 fFikaEfE
ENHOoOND ENH D, [8.2 ZH]

6 {KM#E (SHENEH)

WiR, ZEHERE, i FOBA. BRAOET. BE,
FREESENH o DNIBRICIRE2HIET 22 &,
HERFIBEFORETH5HOIPT 1,
1EIEARIARAE (SHEEANBA)

PR 7R,

CKLER, MHKRURFIF 7oL
ERERBET HENTHMBESHODNDIEND
2OT. ZOXSBHHICTESICHEEEZFRIEL, #
PRMBEZITS & Tz, BEERMAEIC X 23
BREOREICERT ST L.

1.9 BEJ0OvT (SEERH)
HIR. O EVWEOWHERDP H5DNE I EFDH .
1.2 ZDDEIER

1.8 SEFRRIRE . SRR M/AVRIRIAN (1 9 1 & SHEEARNER)

0.5~ 1%

0. 5%

B

BERE

®B., £OFE. U
ATRIZ JERRIE B
iE. ZIEALIE

MmER. MmEFE

JiF 1 BE P
ALT b5

ASTE 7. ALPL
L= NI <AV < =
7. y-GTPLER

LDH.E5. #H. MK

EEETRE N iR N
HEE

B, BETET. #
SRITE

A, %%,
ZREEIN

=il

RIS, ~N< ho
Uy MEAD, NET T
YR BlIkiED,
%%@ﬁiiﬂébu\ MM R

~
d

iﬁ?ﬂziﬁ)

BEAITH (B
PRERIALSE) | 264,
SEAR. 2 37 PR A i
DA .
HAA IR HE

MEET. IR RE
XIEE7avy 7., |
fF1k

HLE

WRERER T
- BRE. OPA,
DY RIS N RN
B

BD, B e,
BEARE. (98, Hk
AR HRE E B,
JEEYS. RETE. REABRE N

Bl

REMO, IR -
WEHER. 71V 7
F=r k7

BUNLZ, R EH
PBiE. RIDERY. R
BT, PERREE

TR R

HFEWV- LS
o &, FHE-
SHE

R, Lo, R
TR E

555D, AR, IR
LN P JECNE e

RERE

CKLEHR

Rig L8, R 7
R RERBE. BEIR
B, AL A5 a—
VBRI
7 LD

=

=]

BiilGb R R VN =N
I

Z DAt

e, REREE.
R CRPLS,
R, (RENEDO. A
& B, #hiEh
. B, B%

B IRERE. J2
REQRD. BIE, %
. WHERE. WFRE
2 (EAICED)
HWARLE, R
AL ARERD
B REEE

ED) A NUARYILY VBRI 7 20 PV BIEITRD 5T AEIE

H

H2) 7LuDE A EZER L TI0mgE ks LBaIc. BUEET

13. BERS
13.1 R

BOONI-EDRENH S, [9.3.1 2]

TLAuYE E, BEORMMERRICED, Yavy
ZEHECELVIEETNEREMSAREEC T ENFD 5,

13.2 W&

7LV EVRABRICEEREERS LGS, TA0
DEYDOAUCIZO%EA L. ARFH2EEE% T1349% 4D L
2l EMS, TLUYEVBEERSEORINEILE &
L CHEERBEESPES TH S EMESNTNEY, AN
PFILY U ROT LUV VIIEABERSE WO, [0
TOBITIC K ABREITETIEZR W,

14. BAEDFER
14.1 FERIZMAFOER
PTPEZEDEAIIPTPY — M5O H L TR 5 &
SIEE T HT &, PTPY— bOREMICE D BEWEH AT
NEEMBEARA L, BICZFEL2EZ L THRBRASE
DEELEMEEZHRET L ENDH 5,
15. ZDMDFE
15.1 BRERERICE D < 15
RREBEBRIZES P TIEZWVWA, 7LV VIZLBIHE
FICDAEESCARER (DEMEBREZET) PALNT
LDHEDH 5o
16. EHEHRE
16.1 MoEE
16.1.1 EMFHERIEFN
BERABEUFICA LR ILY /T La I
100mg/10mg % Bl A §E X 13 B A OF B 1S ¢ 228 e B [m] 4%
O% 5 LzgaomigEdh 1 LRSIy v ROMES 7
LOTVEYOEPFHERIILITOROEBY ThH -7z,
ALNRFNVEY Y ROT La Iy OEYERE 2 Bl A5
CHEAIGFATHE LR, MRS &b EWENICEHE
HE£TH o729,
ARG Y TLuIEY
Bl & HAIGH Bl A 6E HAIGHH
Crmax 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
Trmax 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
FHfE £ AZ R, n=24

AUCo+ @ A NARYILEY U130~ 48EERIE. 741 2B 130~ 96HEEE

16.1

Ji%ﬁﬁﬁ%ﬁﬁﬁ(4w7571E6ﬁmﬂﬁi

77
ANVT IV AEASEHD (737 7] &7 4 37 AR
HHEHDAZ. JOAF —N—JRIZX D ZnZhIEE (A
WRFILY > ELTIOOmghk 70 ELT
10mg) R ABEICHEEREROKRS L CmiEd
REMHEREZREL, BONLEMBEIST A -5
(AUC. Cumax) 122V T0% {5 X % 12 THEHERT
21T > 7o #EH log (0.80) ~log (1.25) D#EHEHNTH D .
WAL FWESESERS N (B KL K2) 7,

x EMEENT A5

HFEINTA—H SENTA—%
AUCo-9% Chax Tmax Tin
(ng - hr/mL) | (ng/mL) | (hr) (hr)
‘Eg;f%gﬁi;z 7,729 1,856 1.35 | 11.36
A ILRY r#'j: ~ 5| +2,170 +444 +0.77 | £4.48
A TAITA 7,743 1,861 1.56 11.26
e &r$EHD +2,248 +519 +0.85 | £5.65
‘ég;f%;ﬁi;z 243.2 6.983 | 4.93 | 42.29
TAnylﬁq +46.3 +1.367 | £1.36 | £5.42
s 377
TAITA 250.6 6.806 5.00 42.90
Ed&$EHD +44.6 +1.338 +1.18 | £7.44
Pl L AZHER RS, n=27
(ng/mL)
2500
2000
il
#
j“ 1500 —e— (LTI AEAEHHD [ 377)
j o FAVYREASEHD
3 ; FHERERE n-27
% 1000 |}
>
2
= 500
0
0 6 12 24 36 48 96 (hr)
)
X1 A NRYILEY O MmigEREETER



(ng/mL)

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

O 1«

0 6 12 24 36 48 96 (hr)

fRefiEl
K2 7.AuYYromiEhEEiEs
Eﬂﬂﬁ*(&%)ﬁﬂﬁ(fﬂCAUC\ Cmax%@}fix_yli\ ?‘&gﬁ
FHOBEIR, MR ORIEIE - BEEORBEEMFICEL -
THEZ DAL D 5,
16.2 DRUN
16.2.1 BEDORE
BEBABEIOFNICANRY LY v/ TLOYE
100mg/10mgll & 88 % B EREO# S (ZER T ER)
L7258, BEBRS EHRNTEBRERED A LTI
9y&§7AUV€y®QW&UMKm§u$6h&
mo7zd,
16.3 9210
16.3.1 EZBHES
AURFLY O MEEAKAERET7 L0V
VOb MIFEEEBESRIZVTNEINT%TH - 79 10
(in vitro) .
16.4 X35
ALIRFILEY ik, £& L TCYP2COIT & 2 B LA 3
sV rurBlagickoREsnhs, e VFFI 70
V=L HANWT, CYPIEHICRT A4 LYY D
FEEMERICOWTHES LR, CYPIA2. CYP2D6K
O'CYP2ELIC %t L T PHE ¥ 9. CYP2A6. CYP2CS,
CYP2COK OFCYP3A4IcHt L CHHEERAPRD 6N
OO, WINBHIEEDEEIZFEL? > 7210 (n vitro) .
TLAUYY Y ERORS LZEE. £ 5RPREHE
Ve RubU Y UVBROBLLEY) Y VBERDTFORE
LB 7 2 A TH - 7219,

16.5 HEtt
BERAICB VT A ILRY LY > ORE(CAKR PR R
13590.3~1.3%TdH - 7219 19, F/-, BERAICHCAHZ
BMANRY LY U ERBORES LZBE. BEREDKI20%
FRAFPICHR S . #954% Ik E R IcHRtt S 2D (4LE
AT —=%). [9.3.1 &H]
RBREAOFIC T L0 V> & LT2.5mgXid5mg % BH
BOKEG LGS, RPICREAE L TRt s 2 E]
BINEL, WTNOBREBIZE W TS RPRE(LIEHE
MRIIHEHRUEE F TICREEDOK3%. 144FME T
IZHI8%TH - 71219,
F /o0 BERAGICUCHZE# 7 L0 V¥ r]15mgE B
ERFO#RE LSEE. BERI2HE TICHRESRHED
59.3% A FRAIZ23.4% A3 R IC BEE & . RS54 7205 [
FTORFBEBEDIND RELETH > 7z, ZDAhIZ9
BoRBMARD N HEAT—%),
B, ING6REWICITTLOIE Y 2 Lo SEEER
IO ENT WV,

16.6 SFEDNDEREZF T DEE

16.6.1 BikHEEEEE
g hEE (). BF (106]) oBHREREREIC
A NPV > 100mg# | H1EEH M RERE %S L7z
BE. BREEEE S B L CCnax. AUCIKERRZE
3HONLEDP Tz, MBBNFOEEEZED. BHEHE
BEREZICES L-ESICLEBEMIIZIEAE LWL
ZENRBENZY HEAT—%),

16.6.2 FTHREIE=EE
B-PEEOFEEERFIONIC. ALY ILY
300mg™® #2217 MR ER RS Lz & &,
R A EHE L TCCnaxs AUCICEEZZIIAON
Mol EREBMERVPIZEAE N EHRBEN
7220 (AEAT—%).
MAFEZBEE (Child A, BZ5 ) 5flicyaay
¥ & LT2.5mgx BEEOHRS L2546, BEEA
ICHE LT, BEEMBOMPEESEEICER L.
Tiew AUCIERRREEZ R ULV ERZIIT OO N
o7z, [9.3.1 B8]

16.6.3 SHnE
g (65~805%. BEHEI06l. ZHE106]) &EFEE (18
~35m%. BMELOR) 1T VAP ILE 2 25mg® 2 1 H1E
&@%D&%“bfii’%é\ Cmaxt: %@%Li@‘%ﬂ@ﬁ’?
7275, AUCIZEEE EHART50~68% ERT B &N
RENL? SEAT—%).
ZESMERE CFEERTI. TR, B, ikasl)
7 Lu Ty ELTomgx BEROKS LZHE.
HEBBERA (CFHEH22.35%. BiE6efl) [cHLT
Cmax&lﬁAUCLiﬁ%b:E{E%ﬁ‘bf: fﬁ\ Tl/ﬂ:ﬁ%’f%
RO NZP o7z, Ty SHERERORS L5
&, BEZOMEF T L0V BEISEEELDY
BB LD, ZONY —VIZEEZICHELLTS
D, BEETZOEEPERT HERIZEED NP -
722, 9.8 BE]
16.7 E4HEEER
16.7.1 BESHIBMR S EOEE(ER
TERERL A BAE24F1IC A LR )L % > 300mg® e OV 7 L
oYYy ELTlomgE A L CROBEERS L5E
DANNRYILEY v ETLUIE Y OEYEIRE LR BH|
BEBEZITRLS, AIMWRFLY L ETLTIE YD
RSB ICE T AHEEERIZRED SN h - 722
(HEAT—%),
16.8 ZDfth
AT I ABRESELD [737 7] & [GEVELZZR
AEREEF O EMZNEFERBE TS R I ] ICED
ELANLNT IV ARESEHD [/ 37 7] ZIE8EHE L
ol & BHEHPRAS LA SN, EVENICRSE
HizENTT,
W) ANRFILY »OEBS N1 HEFFAEIZS0~100mg. 1H&EAH
E13200mgTH 2.

17. BRERRERAE

17.1 BMERUREEICET S8R

17.1.1 EINSE T 48545R
A NVNY LY 100mgD B S5 CED > ba—)L
PATaAEEESLEERE ZIRIC, 1LY
V& 2/7 La Y ¥ 100mg/0mg. 100mg/5mg X %
100mg/10mg % &EM H S L 7 “EE LB D
BRIIREOLEBD TH -7,
o 7R IE M EZRCE, ~ T 7 RAARRE
MEZ (LS & 12, 100mg/5mgi 5813 100mg/0mgi
HEIcHA, F72. 100mg/10mgt 5 81£100mg/0mg
F 58K O'100mg/Smgik SR L RER L EDPRD 5

ﬂfCZS)‘ZG)o

Eid=xicd 100mg/0mg | 100mg/5mg | 100mg/10mg
IRB/AML (n=121) (n=123) (n=116)
N—251 >]153.33+9.84[152.58+10.27| 152.59+9.67
SRR E | f&aFMES |148.10+14.87|133.81£14.19|127.75+11.88
Z(LE | 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
JEBRIAN T | A& aFMMES | 93.33+10.58| 83.79%9.51 | 79.30+8.57
ZE(LB | 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)

BAL: mmHg (PH9ME + FHERZE)

TR LA LAY LY >~ 100mg %8~ 10:E #5451 IGEHA M £ 140mmHg
PL_EA DRI M E90mmHg DL E T - 7 AR M E B E

IRB: A LYY >, AML: 7Lu I
—EEMEA DI O IEAFBSEE X, 100mg/0mgik
58 138.9% (11/123f). 100mg/5mg#k 5 B T &
11.4% (14/12361 ). 100mg/10mgi% 5 B < 1315.5%
(18/11651) Td > 7zo FE2BIER (FEBSHE A 2%LL
) 1&.100mg/10mg# 5B D ALTH#MN2.6% (3/116f1)
Th-ol,
EREE 0 185H5%
7 A0 YU 5SmgD B S TMED > b a— LATR
+oaARRESIEEERES ZARIC, ALY v/
7 410 Y ¥ 0mg/5mg X1k 100mg/5mg % 83 il F 1%
5L _EEREEHBOBRIIREOLBD TH >
7o
b T 7 RGN REEA I E A L&, b T T R AR AR A
MmAEZE(LE & 12, 100mg/5mgit 5 8 130mg/Smgf
BRICHANERLGENRD 5NP T,

17.1.2



Eitacaits Omg/5mg 100mg/5mg
IRB/AML (n=149) (n=143)
R=2AFA 148.72+7.86 148.32+7.39
IS A HA I B KA 141.96+12.69 | 133.98+14.16
Z{b& -6.76x11.16 | -14.34+11.99
R=2F4 94.67+4.34 94.76+£4.55
PEARHA I E AL AT B 88.78+9.36 83.61£10.40
& -5.89+7.92 -11.15+9.66
T N N ]
B{7 : mmHg (CFHE+1Z8ERFzE)
AR T 7 ATV & LT5mg 8~ 0B 54410 I M FE140mmHg
BUEADfEBRIA M EIOMmHg P _E T d - 7o ARG m il e B
IRB: A LRYILY >, AML: 7L40IEY
Z—EEMRAMEORIERRIFHEE L. Omg/Smgtk 5
BETI35.3% (8/15141) . 100mg/5mgk 58 T139.0%
(13/144%1) TH -7z,
17.1.3 EASE MEHER

A NRY )L F »100mg. 7 LY 5mgXiElomg
OBMBETHMEDT Y ba— LR+ KEES
MEEEREZHNRIC, AURFLY L /TLOIEY
100mg/5mgli & € X 13 100mg/ 10mgH & $E % 52308 fE 1%
SURBOBRIIREDEBD TH -7,
AAEMICHEE I 2 < & FHl R o e mE2 L E
13-22.7mmHg & BIF 22 MEASHERF S n 722 2,

- RBI00mg | AMLSmg | RBIOmgR | AMLImg |
Aol | Aafl |AMLmgA+5H | Ao
et 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=A74 | 149.3£8.8 | 148.0£6.9 | 158.4£13.2 | 152.2%10.6 |153.5%11.8
Wﬁf SRR | 126.429.4 [130.0£11.2| 132.2£10.6 | 135.59.6 |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 99.848.5 9.8+5.8 | 97.4£7.2
Tﬁ%ﬁq FACGHER | 79.3£7.2 | 8.4£8.7 82.3£8.9 84.8+7.7 | 81.9+8.5
is =
it -15.6£8.2 | -12.9£7.4 | -17.5£9.1 -11.945.7 | -15.548.5
BAL: mmHg (PHME IR RE)
R AR LY ~100mg. 7 L0 D ¥ 5mgXix10mg %5~ 8K
& 54 12 UE HA 1M 140mmHg DL_E 7> D 43R #A 1 FE90mmHg L
ETH - 7oA I EEEE
2{EDEEHTIZAMLIOMg A+ 6l TR 5 8 A 100mg/5mg
DEEWEET
IRB: A UARFLY >, AML: 740V
HITEFARISEE1X16.9% (84/496f) TH -7z, F72HI
PERNERAEMERIE T, 100mg/Smgit 58/50.5% (2/434
B1). 100mg/10mg#t 5HA52.6% (8/306f) TdH -7z,
18. EMEIE
18.1 {EF#RE
18.1.1 1 ILRGILI Y

18.1.

18.2

In vitroFRERIC B W T Y FHHKRBIROT > D% T
YU (ALL) BHFIGEZBEMICE L. n vivo
HEE (TY b, AR, ) ITBLWTHBATHERAE
FISicxt UCTEER 2R Ulzo In vitrofs & kB »
5. ZOMFMERIFAT ZEMAEITHT 2B EHEHIC
EILDTH D FEICAL Y A F1ZEME (AT IZEUE)
BIRNTH A EDRBSI Nz, TOMOZEMEKICIZ
BHMMEZRST, 7094 TV U EBBRLEEL
7;( 73) - 7’:30)735) .

2 7L0OY9EY
HRAEDOBARIEE IV S ™7 L F v 2 IVICERIRIICHE
“ L. MlERADCa* DA% B S CRILE PR
HMEOFEFZESE 203, ZOH)NT 7 LE
FERIZBRICRET 2 &0 ICEREZR L, $72
DIRHIER 2355 < MEEIREEZRT Z EMRDENT
123030

[EFE{ER

BIMEBRKET Y MCAURFILY V ET7 LTI

ZHALTESTSE, FNETNOBMBEEHELT

& E/EF OHERAERD H iz,

19. BRI ICREY 2IRE2HAR

19.1

ARGV

—fREIAFR © A LA_Y LT > (Irbesartan)

{b24 : 2-Butyl-3-{[2'- (1H-tetrazol-5-yl) biphenyl-
4-yl]methyl}-1,3-diazaspiro[4.4]non-1-en-
4-one

C2sH2sN6O

428.53

BFR
HTE

19.2

22.

23.

R BEOBREEONKRTH 5. BEEE (100) IZIET
T AT ) = LIZRRBTICLL, =¥ =)L
(99.5) IZIEIFITL KL KITIFEA BTV, §E

EEEDRDON 2.
et
O N—N
/ \
HN_ _~N

7LOVEY
—MBTE D T AU I Y RYIVEEE
(Amlodipine Besilate)

{bZ42 : 3-Ethyl 5-methyl(4RS)-2-[(2-aminoethoxy)

methyl]-4-(2-chlorophenyl) -6-methyl-

1,4-dihydropyridine-3,5-dicarboxylate

monobenzenesulfonate

73 1 CaoHasCIN20s + CeHeO3S

& 567.05

R HE~HEOBEOKEEOHMRTH L, 1¥ /) —
SEFR T, T =L (99.5) ICRPET
12 VKITHEIFIZ K Ve A% —)UIEIR (1-100)
BIEEEERE 50,

{b2erE =

©/SO3H

KO BB

e

Al D K9198TC (0 f7)

=ES

AW7ZIREEHLD [T=ZT 7))
1008 [1082 (PTP) x10]

(MW7 ZTREEEFEHD [T 7))
1005 [1082 (PTP) x10]

EEHE

1) FEREMIZD - FEBEZ. 2017 ; 47 © 1353-1355

2) BREEAMI Y | IR BERUR ARIESMEE. 2021529 :

49-54

JEARFCRIZ A - JOFEEE . 1991 5 42 (2) : 167-176

Naito T.et al. :J. Hum. Lact. 2015; 31 (2) :

301-306

Laine K.et al. : Br. J. Clin. Pharmacol. 1997 ;

43 :29-33

R AICB T 2EMENREERE (7137 2K

A8E © 20124F9H 28 HA&RR. HFEERMIEE2.7.6.2)

HAT 27 7 X &tt - EMENREEEICET 28R

(&R

BHICKZEYFEAOKE (741 37 AEASE 2012

FIH2BHARR, HEFERIMNE2.7.6.1)

MEEA L DOFEER (n vitro) (A IVRF V- TN

Za$E : 2008FE4H16H &R, HEERME2.7.2.2)

T (7 A X7 ABASE : 20124F9H 28H &R, HIFE

BERMED2.6.4.4)

AR > OBLRB IR T 2CYP2CID &

(AR gE - 7N s 2008F4H 16H &R, H

HERMIEE2.6.5.10)

AINARYFIVEY > DTV 7a RS OEEZE (1L

& U8R - TONTTEE L 2008FE4H 16H A, HE GRS

5).6.5.10)

EMBRREEMEEIER (A LRy VEE - 7370

$E - 2008FE4H 16H &R, HHFEERMNE2.6.4.7)

Beresford A.P.et al.:Xenobiotica. 1988;18 (2):

245-254

5 AR COmg7HERE®RS) (F LRy~

$E - 7’/)\‘7"13% 1 2008F4F 16H A& FE. HFEERMTE

2.7.6.3

16) 55 1 #HEERAEE (100mg7 HRENE®RSE) (1 IRy >
#E - 7/)“7°D§$ 1 2008F4A 16H #&FR. HFEERHEE
2.7.6.3

3
4)

=

5)

12)

13)
14)
15)



31)
32)
33)
34)

35)

36)
37

—

38)

NAFTTRATEY T 4B (A IRY V- TNT
T8E : 20084 16H &R, HFEEREE2.7.6.1)
REYIFIEA | BERESE. 1991 57 (7) 1 1407-1435
EHEREREEICB 2 EMFERE (LY
$¢ - TN OEE  2008F4A 16 H &KER, HEERMTE
2.7.6.3)

FHEEBREICB Y 2EYBERE (1 LRY -7
NTOEE: 2008F4H 16 H AR, HEEERHTEE2.7.6.3)
JRALFEEE L FEEEIRE. 1991519 (7) 1 2923-2932
EREICBUAEYBRERE (1 VRY U TN
VASE :)200854)511657%%?&\ HREERE2.7.2.2,
2.7.6.3

ZBERIIH  BEE2. 1991 ;29 (6) : 899-902
ARSIy Y ET LTI OHFAROBESRICE
FAEMMEEERRR (71 37 AEAH : 201259
A28H%GR. HEEERHEE2.7.6.4)

BEHMEIF, IME. 2011 ;18 (12) : 1231-1243
BEE THERE (71 37 AREHE 1 20124E9H28H
AR, HFEERMEE2.7.6.5)

BIAETHERE (71 37 ZEEHE  20124F9H28H
AR, HFEERMEE2.7.6.6)

BHMSEF, IME. 2012519 (11) : 1022-1034
EHRESHE (71 3 7 AR A$E:20124F9H 28 H A&
B BRHMTEE2.7.6.7)

T FRHERERICBTAAL. JLIELRTY UK
CHEAEA U 7 LB 21EH (AR V88 - 7
NTOEE: 20085F4 A 16 H AR, HEFEERHTE2.6.2.2)
AT FRFERISICNT BEH (A LRy §E - 7N
TugE : 2008F4A16H &R, HIFBERHTE2.6.2.2)
AT ZERICHR T HHEEER (AR VEE - 7N
T#E : 20084 H 16 H &R, HEEERMTE2.6.2.2)
EREFIZONWT (LR V8 - 7N OSE © 2008
FE4H16HAR. HiFBRMTE2.6.2.6)
BREZBARFOA T VERERIIHT HEEER (1)L
R Vg 7ONTOHE  2008FFE4H16H &8, HEE
BH#EE2.6.2.3)
BIEERICNT AER (A LRy VEE - 7ONTOSE:
20084 16H &R, HFERHTE2.6.2.3)

IR #GE IZ A - HERIERE. 1991 ; 97 : 167-178
H+A\MEAAREFHMHE EIEIE 2021 : C306-
311

BIMFEERRES v NOIMEICHT 560 (71432
ABLASE : 20120F9 H 28 HAAGE . HFEERMTE2.6.2.2)

24, WEREERENUEVEDEE
HAER TERASHT ReEHR
T101-0032 HEEHTARHEREAI2T H2EH3S
TEL 03-5833-5011 FAX 03-5833-5100

26. BHEREFRES
26.1 SHEARFETT

AARTIT77HARH

RASTREXERE2TH2-3

26.2 ER5EIT

BAERIFRGASH
RRHBTRERSAN2TH2-3



