sk 20254E 9 HEkET (554R0)
% 20254 9 A2ET (%5300

Bk SR IRAT

FREIE - 34

REFEMEARARB, it CatitmEAI & &
BISE, L7 S8R 3 1)
BAZEES AIAYIEL - PLOSELANYIVEES

A1IV7 I A®Ed&EELD [EE]
1ILT7 X A°EE&EEHD [EE]
ILUAMIX® Combination Tablets

BAEERRDSEES
872149
LD HD
AFRES | 23000AMX00409000 | 23000AMX00408000
ARchEgA 2018476 1 201846 1

) EE—EMEORTEICLYMEATAZ L

2 =

- ARG

(ROBEICEIBELEW )

210 RAOBSFIETY e FaE ) 2 SRALEPI LB EE D
WD H 2 B

2.2 WU L T 2 TRtk 5 itk (95 2]

23 7 AFL Y IR IVERIE RS T ORREES (72721,
MDEEERZT> Ch 2 BIMED T Y Fa—baZ L AR
BoEEzk<) 1101 28]

3. #8rk - MR
3.1 R
4 ANT I 7 ABLE§E ANT I 7 ABLE§E
I LD [EE] HD [EE]
1§ 152
ANV E v AN F v
100.0mg 100.0mg
S L 2 1§ 1§
HAHLSS FAOVE Y RYVE | T ARV L NY VR
6.93mg 13.87mg

(72w ¥rrL<
5mg)

(72uy¥reL<
10mg)

D-v > = =), #ifht
Va—A, 7RI A
O—2Z2F MY T4, R
VL7 )Va—)b - K
IFLy7)a—)y - s

D-v>=h—)b, #ifht
Va—A, 7O AN A
O—2F ML, R
P )L7)a—) R
TFL 7)) a—n -7

100 £ VR F
VAN s SRV

IINF) F7haRY~Y—, AF|TT7 AR~ —, AT
TVVBY T AT TN NT) VBT 227 A,
vrSOAn0—A, ¥v/ualkSaiu—RA, v/ ua
T— L6000, ER{LF ¥~ | T — L6000, MAiLF ¥

M T —
TR ek
3.2 RE|IOMIR

B4, ANVT 27 ARESE ANT 27 AfAEE

e LD [EE] HD [EE]

#HI TANAT—T 14 VT

o7 F b~ e 1 R AV ARV ALY ::)

LASIZIE A1}
(i)
HEE (mm) 8.1
JEX (mm) #13.8
H= (mg) #1175
EE fVv73IZ7 A LD EE fVv7 37 A HD
NN

100 £ VRV 7
7LraYE Y 10

4. REENIIFHR

= EE

5. ®BENXIEHRICEEET 2ER

51 MERIMEKLTOBENEND D . KE% ESIMEGRREOFE—#
PEEE LW &,

52 FHIX LT, A VAP V¥ r100mgh 7 2avErE LT
Smgx A L CWAEE. HbHvidwnins—TxMH LTz
U= VAT AR A, 100me/5mg DY) Y B 2 E G
THZE,

53 FHIE LT, A VXY L& »100mgh 7T 2uy ¥y LT
Smg % P % L < 13100mg/bmg TIE 2 > b 1T — LA+ 7%
A2, 100mg/10mg DY) 2 #WEtd s 2 &L,

6. AERUVHAE
WEL R CIZIHLIELEE (A VY vy o/ 7aad sy e LT
100mg/bmg X 13100mg/10mg) % FRIIF5-9 50 RANLEME
RO —FPREE L L THW 2,

7. BERUHEICEET 3EE
UTOANNRFNLY VT ATy RYNVEBEORHD: - HE%
HEz, BRBIIAREZIOL L,

(AILNFILE )

W RAAZIEA VARV y » & L T50~100mg % 1 H 1R 4%
59 %, B, Fie. ERICK D EERRT 25, 1HRAES
#=13200mgEF TE 9 %,

(7 LASELNYJVERE)

o I SE

WL AT LAY L T25~5mgx 1 H1RER %5
T 5o BB, RIS CEEMEKT 505, ERAT S REAICE
1H1A10mgF CHET AL LN TEX D,

8. EEREXWIE

8.1 AKNIANNRHINY v T 2T VDREHKITHY ., 4N
vy T aualCrRAORERPEHT2BENDH 57
O, BYNARFIOFREME T 52 L,

82 ANRHNY v 2ELT VI dT vy v ISR EETRIE S f
IR THRRERE 23 b b 72 L OGN D B, ITEEREMA %
Fhid 5 7 S A TI24TH) T & [11.15 B

8.3 EHFEHIZE DD TV, LALDENHEDLNLIEDH LD
T, BPMEE. BEIHEOERS ML E D WA HRIET 2 B2
EEESRDLT L,

8.4 FATHI2AREIIIEG L2 VI EREF L v, 7o IF Ty
I ZHEERETAE S P o B, R OFHRbicL=v-7
DXy ROMEERIC L AEERINER T2 REITBER
753‘%%0

8.5 7 AU T Y LI HEEE IR E G ik 15 O R 2 B
RIRDPRO LN DL DT, KEIFGH LR IO 2 %
LR, AR IR SMBICEE T SEEICEST LS
s

9. HENE=EHIHBEZEICHTIEE

9.1 AHHE - MEREDH 5 BEH

ag BB EREEDH 2 BEXIIFE CREREEDH 28
EERESCTESEZVEH SN GAZRE, BRHIGET LS
Lo ANRYIVE L K BB EO WD HRERES BEDKT
&) BRICE R BL S D BENDD B,

9.1.2 EHAUYLMEDEE
HERERTEELRVEH SN IGEEKRE, HHIZETS S
Lo AR LE VIZENEN) 7 AMIELZIEESE L B2
H5bo



F 7o, BHEBEREE, o PO — VR B OBERFESIC X ) IES )
Y AEDE L R ) R T WEETIE, MBS Y AMEIEET S S
ko

913 BMEBEDH 2HEE
WEOBETESRIMMAEAEZF X L, REZELSELBEFN
%o

914 BELRFHEEEIDOERE
—EMOAME TR T 2RI B2 H 5, [11.13 SHE]

915 DAREDHHHEE
e IMPECAE LS & 2 W ODA A BED 2xf 5 & Ly EE
AEFICBWT, 79 RFLIE L CT7 20V V5 Chllik
JEDOFBERED S Do 72 & DIED D BV,

)7 L0V Y OKE SNSRI THBmERE] KO
[PeiMiE] TH Do

9.2 BgEERE

921 EELEBEREEEDHZEBE
WEOEFIZL ) BREZ B S ELBZNMDED 5,

9.22 MEEHFDEE
—BEOEMAIMERT 2RI $BEN0H 5, [11.13 2]]

9.3 FFiEeEERE

9.3.1 gg%ﬁgwﬁéﬁ%\ﬁtﬁﬁﬁﬁ@%&ﬁﬁﬁéoﬁ@
HBHE
BRI IIEEICHG T8, 7o Y IdEE LCHET
R#END 20, FFHEBEREED H 5 BHE TlE, M o
TE K OV I AP - B A R AR (AUC) 2SR $ 5 2 Ldvdh
o 7TARVY rEME (10mg) (2B CEIEH OFSBEE »
B AR D B0 A NANF IV F I TIEH IR S 0
L7z, MAEEREATLBZNDH 5, [11.2. 165, 16.6.2
2]

94 LJEREEETE

9.4.1 IEIRY BFIREMHD & 5 &4

HRELTWA I EHERENT T ¥ U F 7 o ¥ VB I &5
X7 v VT vy WEERETHI R L. R - Frali
OFE (B4, HE - BOREAL, JBT%) 2o
72 B3 s E LT W 52 3,
KA O 5B REROFES O EE L CRAG 02
PhEEEEICHE L. R EOFRESEBREEY B2 & HE S
BHICOREGTHI L, T, HEPLELREAIIZROTE
HEREICRET AL, [95 2]

(1) FHFGFHATIIFR L TV nZ L 2T 5 2 b, A%
G| R CWAawn 2 & 2 EICHRT S 2 b, b
TERAHI L 72541213, B &G 2dikds2 &,

(2) KOFHIZOWT, KEFXGHGERICEZICHIT LI L, £
7oy G LEIS BT A L,

CPER SRR A L2 %A, IR - AR E R RIZT Y
AT WD L,
CTERAVHII L 72 33 B b N B B 1d. SR A IS R AR S
Zg):ko
CHREE FTE T A S A, HEEICHZRT A2 L,

9.5 1@

FEIR SR L C O A TR D & 5 I3 %S L awz & &
7oy GRS L2381k, Bh kG 2k s
o WHREPHIR ORI 7 > VA 7 > v v D2 EEETHA LT T
VUK T vy BB R INER % G S e BB CEKMEAE,
JEIE - BB oORE, FraRoRImE, A4, &7 7 Al
iE. BHE O RA G N O AMEZ £ 5 & HEI S 2 TUB o
M. HEHEOFIE. MOBKEKEDSD 5 bt L ofiE»d
Bo T AUTVYE VIZEIWER CERRINIES-$ 5 & IR &
OB IER §2 2 L R0 5N T by, [22, 941 &
i)

9.6 &Il
BHLLEWIEDPET L, A VRS LY O TIZEWER (5
b)) IZBWTHITHEANOBITSEO LN TWb, F 72, BiFEER
(7 v NHAFT R O AR OSEI N BHMEORRE I BI 3 2 3U5R)
D50mg/kg/ H LI TG HT NS 38 C AR R o R E B InE i A
HHLENT VS, 7LV Y Tldk MEFLPARITT A2 &8
SN TVBY,

9.7 NE%E
NREE R E L7z BRRHBRIEIN L T2,
9.8 EsE

HEORELBE L aA EEIRTTH o —BISBEOK
FRIFELCRVE SRTV A, WHESIR 5 B2 110
Bo TLTYE VL, Bk T OB B T I A5
<y MR AN R { R A AR D 5 TW5, [16.6.3
2]

10. HHE1EH
T AaYE Y ORHHICIEEE L CEYREESECYP3A4H G L
TWhHLEEZ LN TS,

101 HFAZZE BFALEVLC L)

S 45 GIRREIR - H5E 7 WFe - fabRA T
TNVAFLY IRV ANy VY Y CEIVZV- T IF TV
ik FAEEM AT . B 2 v RLEAEH A3

IV A FElEE, WA 7L SN AMREEEDH
CHE PRI B A 3 | IE K MRE D ) | 5,

LY. 7L, Ml
DREILHEHBEEIT> T
baBIMED T b
O—LAE LR
DEZHZFHEL)

[23 ]

A 7 B &
TWwh,

10.2 BrAZEE BHRICEETS L)

HH 15 ERAOREIR - S5E 0 | T - feRE T
) AGRIFERR |\ 2 ) 7 A ED BT AV RY LS

#l ATLIEDNRD D, YOTIVEATT Y
2¥a /)57, I Z ) A
PUTLATLUE 7 LR DS B Bk

RV ity T HUHENED D 5o
EAbA ) o A f& B IR 1~ T % i e

EDdHDHERE

FI PR B — 8 VE D 2 A 1 | FUR B CHE R

Jut3IF, NIETZEZITBEINZ T TCWEEFT

sV xAFT IR

==

s
[11.1.3 ZHd]

Moo

. i E oA
L0 L= ViEEATT
HELTBY ., FEEME

Hnstsms 282N
753‘%%0
TVAFL Y7\ EERESE, S| LTI F T
e v A IMAE e ORI E | > 3 v RIS A
R ITBEND D (BRSNS RS
%o H5bo
7B, eGFRA%60mL/
min/1.73m2 % i O B
HiEEEEDD L EE
ANDTYAFL YT
< IVERIE E P
DWVWTIE., HFELER
&5 e EOH S
NDYE% & T
ZJ:&O
TrId Ty BB EREE, A
i S BH 5 v A IRE K O I
ITFITTINV, A ZRITBELTD
3T IVE 5o
FEATFOA PHHE A VRTINS > OB MENEER AT
JEFE (NSAIDs) FEER KT A B|57028 7550
Xy 7su 7y | FNAH D, COAEBRBEEICX
AV RAY V& N, ARG
DR % 55 &
5 HEMED D 5o
EEENMLT L CW| TRy rI 03Py
HEEFETIH, FIZBOAGRMEEICLD,
PREENEALT 2 B2 |HMHEN KT 5
e 5. JeHEEZBND,
) F 7 L ANNRF I K| T A OFIIUL
FEERY F 7 L 50 F T AHEDSRIF N L EHS
BEERTwb, Lz, AN
5 OF M) LR
MEMIZEY, )+
7 2 D P A e
ENsrEEZLN
Do
BeFEVE R % A 3 % 38 | W VE I AY 8 5 & 0 B VR % 3R 5
il bLBENDD D, LBENDD D,
CYP3A4[HZ5# I)AuxA Ty kT7TaadE R
ITYAURA YU T NVFTELEDDPEAHIZHESR
DIVFTEL, VIBFHICEY . Taa|AuEErsEZLNR
FFEL, A4 FT|TE DM B,
aF = VE FHLZED#HAE N
H5bo
CYP3A453EH] 7o YE ol 7 aa Y s ofHE

V77 ey vE

HEPIKRT S 282
b %o

AHEAE S B ] REE
PEZHBND.




LA

FRARAEIR - F5 85

B - fakRi T

0.5~ 1%kl

0.5% A i

B

TV =TT N—=
TVa—A

TAaYVYroE
TER SRS N b B
ENDDH 5o

TV =TT IV—7IZ
EENDLHGHT L
oY ofEE R
EL, 7Y EY
DI EDS A5
AUREMENE Z b1
%O

VIR T

FaUTE L EY Y
INA % F »80mg ([
PR AR O &)
EoftHIcEY, v
YONA Y F T DAUC

WP IR TH %0

WTT% 5 L7z & O
H2H D,

L /AR AV S TLaraTYEYEDO|TLRYE Y ESY Y
Bz o) aig)axid, F&L
A DI E A E | CCYP3A4IZ L DR
L. BEESD sy 7 |#Snbz0, i
O AZDOEIMEHPICEY 70 LA
HBHTL5BZN2H ORBEIPHEINS
Do PEHERICIE Y 7 |WeEN E Z 5N
) A ZADMA S,
EZY— L, ©LE
ZinL<Tv%7u1) A
ZOMBEEREST D
Z &,

11. BMER

ROBWERDH S5bND I ENHHDT, BgE 51TV
EHRRD NI G 2 Ik T4 7 EE) R LE R 1T 2
t o
11.1 EXEFER
* 1111 MEMZE GHERH)
PRI, VS, WHEH, HEOMERZER E 2 MEMEFES D 5 b
NDLZENHD, Frz, B, WEA. T, TR 1B
EYEFENR D S bNDLZ DD D,
11.1.2 EHUYLIME GEEARD)
1113 2 avy. k@ BHEEX (IR HEERE)
WG R, EHEESLH S b EAITIE. b I A
BEIT) 2 &o [914, 922, 102 &)
11.1.4 BRL CHEARH)
11.1.5 BIERTR. RS, BE (VI b EEARH)
AST. ALT. ALP. y-GTP® 55 %) 4R ED S &5 b
N6 endHb, (82 2]
11.1.6 KM% GHEA)
Wik, ZefER, Wi, FOEA, S MLF, K, ik
D SbNGE IS 2 PIb$ 5 2 L BERERT O R
FHTH LN TV,
11.1.7 HENEBMMEE (FERH)
Wi, B, CKES.. A RCRF I+ 7oy B %25
WL ¥ BBERBRIRREDSH 5 bNDE T EDBHIDT, TDLH %
WAIIZE B IS 2 Pk L, R E 24T 2k T2, M
BURHRFIE1Z & 2 SHBREEDOIIEICHERT L &,
11.1.8 EFFERIIREE. AMEBGEA . M/MRED (3L SEEAH)
11.1.9 BEEJ7Ov Y GHEERH)
Bk, O FVEOMIERYED S b D Z DD b,
*11.2 ZDOMOEMER
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N IR

0.5~ 1%l 0.5% A BRPEAS D
* | B BUE EH. TR ME K, mMEN
U ABRE . e | T
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Bt
JFF ek JIF #% ik | #F (|AST k5. ALP|LDHEH. #H,
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D S N
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ERSEH] T W ERIRILE
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P
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)L k. M
RN YA EER 129
He DB A
LN ARG

MEET . Hk.
HEXZEET
SN i

HALE
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PN 511978
(LI NS P

Aol lEr, Ky
R HARE,
Fle, LA B
HE AT 1] 23
Ege . M8, B

g

JRAE R AL M
PR+ TE R IR
s VT F=rhk
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BUNLEF, R
& R
B, RE
Bt HEmEEE

e

HFEFWV - HABD
=, U - BHE

. LU,
A R

b A, A
i, Rk, <o
LD/ EHAN N i
FEIK

HE |CKLEH PREE LA R ) Ak
TR BE R S E
PERF, I LA
T — ) k&
M A ) 7 209
&
Z DA BB 28, B K| HEAL. RERE.
oo R KRR BRERR
CRP.LF-. Bk, |4, B, 557,
RESEIN. BB, | B RE . Ik
By, Fhitchs|RE, £, (G
EoosMim., BHICEY) A
9% JETE ., P pEne R

L AT
PRI KT

B

WD) ANNRY LY VR TET 20T VEHTED LN TV
EITEH o

T ATV EH FHEE L CT10megE %G LA,
JECRO LNz OWEN D D, [931 BE]

13. BEKRE
13.1 fER
TAUYE I, MEOEMMEILRICLY., va vy riEtHE
LW T & B ESIREZ R T2 & hH 5,
F720 JRCEMIAED. 740V Y OBEEE 024 ~48E
BICHEHT L2 DD L. b, MHRHE, CHMEERZHY
L L7-RARE BB ETE) FERNE LT H 5.
13.2 &
7 AU Y VIRAEZICEERZ&ZS LG, 7400 E00
AUCIZ99% A L. AR 2WE I 2 T1349% b L2 &6, T
20 Yy G R OWIEIELE & L CEERE G AERIT
HHEMESNTNEY,, A IURF LY U RT 2OV Y VIdE
HAG AR 20, MENT IS X A BREITHERITlE RV,

14. BHEDZEE

141 EFZAEOZE
PTPAED#HFIPTPY — M A S0 LT % & 5 iy
B2k, PTPY — PO LY . B EEAS BRI~ A
L. ISl B L THBRAS0EE 2 5 0HEZ 5T 5
CEHH D,

15. ZOMDIER
15.1 BRBR{EA ICH S < 154

PFERBIARIEII 5 TR WS, 7 A0 DY VI X BiRHAIZ O
HEEERAHEIR (ORI E &) H7H SN L OWED D 2o

16. EYEYE
16.1 MARE
16.1.1 EHZHIFEEM

TR B V24602 A VIV & /7 28 Y ¥ 2 100mg/10mg % Bt A 5 31 H A 5 1
|2 CZE IR HL AR 4% 5 L 225 B OIS A VAL & R OSE R 7 20 D ¥ v o3
MBI T OEDEBY) THoTzo A NANFILY Y RDT A0V E Y OREYEFES L
G L WD CHOB L7 5, TR & b AR MIC RS CTd - 727,

1E2) EOEE



AN E TArOYE Y
[ HEIOFH [y HHIDFH

Chnax 21159 20104 529 5.26
(ng/mL) +6214 +5246 +0.92 +0.72
AUCot 8635.8 84264 197.19 19858
(ng - hr/mL) +2,7684 +22330 +34.24 +38.25

Tinax 131 135 6.3 59

(hr) +0.64 +0.74 +1.1 =09

Tz 11.145 9437 3772 3872
(hr) +33810 +2413 +590 +734

THE = R, n=24

AUCo © A VARH IV & 2 1F0~48HE R,

16.1.2 £HRHFEEMHER
ANT 7 ABAESEHD [EE] &7 4 37 ABLA§HDY . 7 0 A4 — "=z k)2
NENEE (A VNPV 2 & LTI0mgh 87 210 Y € » & LTl0mg) fEHER A%
AT AR %S LR o 4 VARV ROT 20 DY VERIE L, 1%

T A0 Y Y 30~ 96 i

SNTIEMBEHE ST X — % (AUC. Cmax) 122V TIOWEHIX I 12 THFHINT 217 -
7R log (0.80) ~log (1.25) O#PANTH V. WHIOEYFHFE IR S L
.8)
MR NT A =8 (A VRY VS )
HE 8T =5 BHINTA—F
AUCo—4shr Crmax Trmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
ANVT IV A
441D [EE) 7821.0+2956.5 213767116 1509 143142
TAITA
B4 5EHD 7690.7 27639 1866.4 +641.8 16=10 126+94
(1§45, Mean =SD,, n=44)
(ng/mL)
2500
—I— ANTIZ AR $EHD EE
- =Q T4 37 ARAHEHD
% 2000 * 1gE4%5, Mean+SD, n=144
R
1
% 1500
-‘-)«
)75;
2 1000
3
e
500
ok .
0246 12 24 48
| (hr)
MEEH A VATV & 2 RS
HEWBE T A= (F2ruIEY)
H3E ST A— 5 BHERTA— 4
AUCo~120nr Crmax Thmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)
ANVT IV A
44D [EE) 3133=721 76+16 64+16 428+90
TAITA
045D 3087=81.3 76+19 60+12 435+100
(1§E4% 5., Mean=SD,, n=19)
(ng/mL)
10
_I_ ANT I ARLAHEHD EE
=0 T A I/ ARLAFEHD
M 8F 1$&4% 5., Mean=SD, n=19
e
i
7
N
34
v
7
i
i3

L

MR 7 A0 Y Y g

MHEH AN ONZAUC, Crax25 0785 A — & 13, BBRE ORI, R OBRIAIEL -
%D RERG N L > TRZ B RENA D 5,

16.2 IRAR

16.21 BEOXE
R A BPEL6BIZ A L ANH L& /7 210 Y ¥ 2 100mg/10mgll & & & B 4% 5
(ZEREME S R TR) L 7ehe, IR & KN TRBREG DA VARV Y ROT A
1Y ¥y OCmax it WAUCIZ#E EA SNk p o 729,

16.3 4

16.3.1 HEEBAE
ANANRFIL S O MMLFEERAZKEERT T 20V r oL MIEEAGERITV TR
L #997% Td - 7210 1V (in vitro )

16.4 1Rt
ANV E d, T LTCYP2CIC & AL L 7 v 2 o VB A 12 & 0 AR
ENbe EMFIz O Y —A%HWT, CYPIEMIHT 24 VL5 » OFEERHIC
DVTHRE L724E 4. CYPIA2, CYP2D6 UCYP2ELIZAS L Tl M4, CYP2A6.
CYP2C8, CYP2COK U'CYP3A4Ixt L CHLIEMEMAA RO bbb oD, Wb lE
DREFEIXGGH - 7212 W (in vitro) o
TAUSE Y OFELRPRBEEIE D FO ) DU BOMBIL LYY DV BHER O F
OWALHBLT 2 /1K Td - 7219,

16.5 HEitt
BEHEB AN BT A VA IS DORZACKIR PRI EIE80.3~13% Th o 720 T 72,
TERRBL A UCAERE A VARV Y v 2 RIS L7256 BURE O #9209 13 5R H Btk
S, H54%IHE P HEE S 710 18 (SLEINT— ), [931 )
BB AGHIC T 20V ¥ & LTC25mg idbmg % MRS L7256, JRAICRE
btk e LTl SN AEE /NS < WO RIZHE W T L R RZ ARSI
P G- 524G F TSI SR OM3%, 14485 F TIZH8%TH » 7219,
F 70, fREHERA2ENCUCEE# T 20 Y ¥ 2 15mex RIS L 7284, #&5%12H
IS AR 059.3%H R H 1223 4% 253 LBkl S A, $ 5-TRT215 ) £ T o SRHL
DN REAETH > 720 T OMIZITED WAL bz GHEAT—%),
BB, INSABWICIET 20V E YR Lo CHEIIEMIZRED SR Tuiawn,

166 BENEREHTHEHE

16.6.1 BiEERERE
B PAERE (9B)) ., WIEE (1061) OFHEREREESE IS A VATV S 2 100mgE 1H M8
H BRI G- L 7235, BHRBEIEH % & L CCmax, AUCICHE 2 EIXA S
ol MEGEN T OEEZ GO, FRERERE (CHKS L2361 b FRtEmiz
EAERNZ EHTRIBEND (WHEINTF— %),

16.6.2 FripeRERE
W% - PEREED RIS E 1060, A VAL 8 2 300mgi®) 2 Ze L 117 H RS
G- L7z & &, R & L TCmaxy AUCICHEERZEZALN o7z, F72
LRMEDNZE AL N & HRIBE N2 BHEIANT =),
BFZE 3 (Child A, BZ 9 A) 5BIIC7 40P ¥ >k L C25mgk MRS
L7286, MR B LT #5728 M 2 O I p i S A S B L. Tie. AUC
R R EE AR L 20 H B RS SN ko722, [931 ]

16.6.3 =&
s (65~80i&. BYELOF, ZrE106)) &#EEE (18~35i%. HIEL0f) 124 v~
V% »25mgi) & 1H LA RAER S L2236 Coax | SH AL AR BN Ao 7275,
AUCIEEEH L HATHS0~T0% B4 3% 2 EAVRENZD GHEIANT—5).
LAEBMTERE CPYEMMTTR. Brk2p), ktkap) (o740 v ¥ & L Cmgx H
[ IHE G L7223y RN CPIAER22.35 . BE6H)) 128 L CCmax LT
AUCRABIZEMBEARL72DS, Tl ABEETRO SN ad oz, F72, SHMNAR
455 L2235, BEZOMSBET T A0 TV REREES L) bR LS, 2
D8y — Y IFFAEF AP L TB Y . BEETLTOHERDWART 2 @D S
Ao 72, [98 ZH]

16.7 EMHEEIER

16.7.1 EREFHEMRAPEOHEEER
TN T 248112 A VL & 300mg® KOV 7 48Py & LClomgZ i LT
BEHEER G LB E DA NNFI Y &7 10T ¥y OSEWEIREIL & HHR 515 & %
37 ANy LT Au Ty OMICEWEIEICE T 5 MR IR0 bk
Aoz FHEAT—%),

16.8 Z Dt
ANT 37 ARA$LD [EE] 13, A V7 327 Al 44EHD [EE] 2 & L7z &
& BB EHIE S & HE S, WIS L A S,

W) A WA Y OGRS 721 H il A iiE50~100mg. 1HHKMRI200mgTH
%o

17. BRERFIR

171 FHHERCRLMICEET 28

17.1.1 ERE I HHR
AL F 2 100mgD EAMHE G- TILE T > b 11— VAR5 7 ARREVE R ML fE % %
I, ANV G 2 /7 28 PE 2100meg/Omg. 100mg/5mg X i£100mg/10mg# 8
JER BRI L7 E IR O R IERED E B ) Th o7z,
b7 7RI M 2 LR b T 7 R AL IRBRI M E 22 L & 612, 100mg/5mg
PG 812100mg/OmgH G- 3 12 <. $ 72, 100mg/10mgd%5-#12100mg/0mgi 5-5F &
U 100mg/5Smg# G- 1~ TR AT BTz,

e G-B 100mg/0mg 100mg/5mg 100mg/10mg
IRB/AML (n=121) (n=123) (n=116)
R N=RAF4 15333984 15258 +10.27 15259+ 9,67
”ﬁ’ﬁf SACEE A 14810+ 14.87 13381 +14.19 127.75+11.88
2L -5.23+1148 1877+11.22 2484+10.86
— N=ATA4 ¥ 97.10+577 9692+575 9744 %644
Jﬁf‘éﬁ AL AT AT 93.33+10.58 83.79+951 79.30 =857
ZALE -376+814 13.13%775 -18.14+762
140/90mmHg 22.3% 60.2% 83.6%
EREIE (27/121) (74/123) (97/116)

WA : mmHg CPIgfE + R %)
G A VARV E 2 100mg E 8~ 1078 -5 1 L2 DU 1 LE 140mmHg P _E 22 > 3R it
FE9OmmHgLL T d o 72 AHEV: &5 U E i
IRB: A VARHYVF >y AML: 72T

CEERIILEORIVEHSEBEEE , 100me/0mett 58 T1x8.9% (11/12361). 100mg
/5mgPt G- TIE114% (14/12361) . 100mg/10megH5-# Tix155% (18/11661) T >
720 ERBEIWEM GEBBED2%LL L) 1E. 100mg/10meft 5-# O ALTHN2.6% (3/116
Bl) THo7e2 B,

17.1.2 EIRE IR
7 A1 Y ¥ Y Emgd B G TIE 2 > b 10— U AR+45 7 ARHEVE 10 E i R % R
120 AVARYILE v/ 7 28 Y E Y 0mg/5mg 1 100mg/5mg % 8 [ i #% 5 L 72 &
HEHRBRBOMEERED EB) ThH 72,
b7 7 WAL AL M R 2 bR, b T 7 BEAR LRI 25 (b & 12, 100mg/5mg
5B X0me/Smett 5B 12 G T 42 A0 S L7,




Eracn Omg/5mg 100mg/5mg

IRB/AML (n=149) (n=143)
- R—=ZF4 Y 14872+786 14832+7.39
m,ﬁé A REARE 14196+ 12,69 13398+ 14.16
2 6.76+11.16 -14.34+11.99
) N—=AF4 ¥ 94.67=4.34 94.76 =455
o A 8878+ 9.36 8361+ 1040
2 589+792 -11.15+9.66

140/90mmHg 322% 57.3%
SEREIE (48/149) (82/143)

HAZ - mmHg CPIfE + R )
K& T auYE kL Tomgk 8~ 1018 M4 5 5 U I 140mmHg L1 A2 SR I
IMEIOmmHgEL_ETdh - 72 AT I S
IRB: A )VAHLE o AML: 740V E 0

TR EH BRI L ORI EBURE L. Omg/Smefk 5 TIE5.3% (8/15141) .
Smgft G- TI29.0% (13/14481) T - 7220+ 29,

17.1.3 ERE I#HEHE
ANV 2 100mg, 7 A HY Y 2E5mgix10mgd B 5-CIMUE 3 » b o — )L A%
RAG5 e RREVEB MLE R E 2 1 R12, A VAHIL Y > /7 21 Y ¥ 2 100mg/5Smefit &
$E1£100mg/10mghil &8 % 52 5 L 7B RITKFE D L BY) ThH o 720
DAV 7 <L SRR O NG ME 22 (L £-22. 7Tmm g & B 2 I 25HERR

100mg/

Sz,
e IRB100mg | AML5mg IRil\%OL'giy“i AML10mg o
A5 551 s A5 =
A5
B ] 100mg/5mg 100mg/10mg
BT E 1 100mg/5mg | 100mg/5mg | 100mg/10mg | 100mg/10mg
IRB/AML (n=114) (n=94) (n=221) (n=61) (n=492)
L N=294 0] 149388 | 148069 | 1584=132 | 1522=106 | 1535118
N | e g | 126494 | 1300=112 | 1322+106 | 1365+96 | 1308+ 107
ML
ZALE | -229+113 | -180+111 | 263+138 | -168+106 | -227+129
o [STATA Y| 94948 | 953448 | 998+85 | 968+58 | 97472
*ﬁ%ﬁ SRACEEARE | 793472 | 824+87 | 823+*89 | 848%77 | 819+85
ZAei: | -156%82 | -129+74 | -175%91 | -119+57 | -155%85

HAL : mmHg CEIfiE + iR %)
K& A NARFIL S 2100mg, 7 AE Y E Y 5mg i 10meg % 5~ 83 [ #5512 U
J140mmHgPA b2 D3RRI 90mmHg L b T db o 72 ARTEE i IfUE e B
EEOHEFNIIZAMLIOmg A 4301 TRk G-t A3100me/Smg D B H26 & &
IRB: AV RH)LF 0 AML: 7AHIE Y

FIMEF SE B 1316.9% (84/496%1) Ty o 7o TR KMMEIRIE T, 100mg/
Smgik G- EH305% (2/43461) . 100mg/10mgi5-HH32.6% (8/30661) T - 7230,

18. EahsEE

18.1 1EFIHFE

18.1.1 AILANHYILE >
In vitro RERIZ BT FRIMKERO 7 > V4T 02 v T (AT FHEIHEE FFR
I L in vivo ikBR (5 by A4 X, F)V) IZBWTHATFHIEAHEUS I L
THBIER AR U720 In vitro #& AR EED 5 %@?fﬂTlH/HﬁtiAH RIS B
RIS Db O TH Y, HICAT ¥ A F1ZEE (AT Z5E) #RYTHL 2 L
DR E Nz ZOMOZHFRIIBIMEE RS, 7o V4T vy YERBRS HE
L&ﬁ\/) f:31} —36‘,0

1812 7LOYE>
KNI D TERLRAENE S V™ B F % VIS

FRIZAEE L. MR~ DCa2t Ot A % 3

A & CHRE IV R A I OO -1 s % e S %o %@ﬁ)b/r?A?*%m{TTHti, e
Bl p L b O IHRMEA R Ly F 2 CIEIEH 2555 IR 2R3 2 L5l b
“(\,ng‘ﬁ‘,. 38)

18.2 FREER

EIEERIIET v MZAVNF Ly 7 2aT 2L THRGTA L. T2
NOHMET & B L CREEH ORIEATR0 517239,

19. BRI CREY 2EMEZHFER

191 1ILNHILE >

— I HE - A VN )L F >~ (Irbesartan)

1b4%  2-Butyl-3-[2(1 H -tetrazol-5-yl)biphenyl-4-yljmethyl}-1,3-diazaspiro[4.4]Jnon-1-en-4-
one

53F3 1 CosHasNeO

Grf 42853

TR Aot RETH D,
E’k@x (100) ZHETRT L A8 7= VIZRREIFIZ L, =8 /=) (995)

A2 L, KIZIFEAEET R,
Tnaa%?f/ﬁ‘ 2HOHNb,
LAt -
0 N=N
[\
HN_~N
N
N=

192 7LO2E>
—fRIAFR T 7 A0 Y E XY OV (Amlodipine Besilate)
144 3-Ethyl 5-methyl(4 RS )-2-[(2-aminoethoxy)methyl]-4-(2-chlorophenyl)-6-methyl-
1,4-dihydropyridine-3,5-dicarboxylate monobenzenesulfonate
43 F3 : CaoHzsCIN205 = CoHe03S
grft 1 567.05
R e~ AORBEOB R TH S,
AL = VIZETRT L T8 7 =) (995) 1R RiETIz< <L KIS
(%2
AY 7=V (1-100) dhebiEz R s

IS

e\

Y SOsH
©/ B O Gl Bk
22. Ak

(4 IV7 XY RBECE&#LD [EE])
100%E [108Ex 10 ; PTP]

(A V73 XEE%HD [EE])
100%¢ [108E % 10 ; PTP]
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7) MEHESA BV B WA SEERER (74 3 2 ARAHE © 20124E9 H 28 H K2,
HIRS A SE2.7.6.2)
8) AL © AW A
9) HHI X ZEWBE~D
W2761)
AN G DERAKEEHR (1 IVRY V§E,
WIS A SE2.7.2.2)
TAUTE Y OEARKEE (=Y TEAHE
264.4)
v NIFI 7y — A% WA VRT LY L ORI EHC B 5 CYP2CID S
(A Vv E v, 7oNT gk 200844 H 16 H KGR, S EERHMESE2.65.10)
ANRYNY D7V u IGO0 (VR Y, T/37afE @ 200844
H16H KRR, WEsverit%2.6.5.10)
L NFI 7Y — A% WA VRF LY D OCYPHEDKE (V¥ 8,
ToNTUEE 200844 H 16 HAKRD., W& EH%265.12)
Beresford A. P, et al. : Xenobiotica. 1988 ; 18 (2) :245-254
RGN TOA VAT NG > ORAEHRG R (50mg) (£ VR Y, 7871
$iE 1 20084 H 16 H KGR, HIREE R Z2.7.6.3)
RN TOA VNPV E > OGS HEE (100mg) (F VX¥ 2§, 7370
$iE 1 20084 H 16 H KGR, HIRE @R Z2.7.6.3)
ANWNRYFNY Y DOINAFTRAFE) T 43R ER (VR U, T/NTagE:
20084F4H 16 H KRR, HIRH AR E2.7.6.1)
R Eumlwé. 19917 (7) : 14071435
BB E BT I B oA VATV  OEYBREREE ([ LRy UfE, TNT
|=F 78 2008¢4FJ 16 HKRRE, HIRERE%2.7.6.3)
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JENEERE M SEFR L AR 1991519 (7)
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Zehbhe Al BAEREE 1991529 (6) 899902
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PR © AR [ SRR (EE’\MD)
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ANRYN S Y DOATLFREAETISNIS T L0/ (L VRE P g, ToNTafE
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ANV G > DAL ZERIZH T IR OME (f v~y Vg 7371
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ANNFNY Y OATNZENS 75 4TI BFUE (1 LRy gE, 770
$iE 0 20084 H 16 H KGR, HIRE @Rt Z2.6.2.2)
ANRF N ¥ ORFEZFETL A F VIRt $ 2160 (A VNy V88, 7
NT g L 20084E4 A 16 H KGR, HIGS ERH%22.6.2.3)
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51 NSE HASE R T ity B E 2021 : C306-C311
ESILE FARFEIE T v b OMEZK S B0/ (74 3 7 ABLESHE © 2012429 28 H K
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