2023fF11 AR GBLAR)

R BRI FIBUARB/ H 5 M4 Cat M BB A H
BlEE, MAEERESD

BHAXERR
TILRYIVI Y - P LOIEVIRD)VEEEE

TILPID A gezLDrr—o]

TIPID A wezHDrr—o,

ILUAMIX® COMBINATION TABLETS LD “TOWA”/
COMBINATION TABLETS HD “TOWA”

I R EIERE
AR - 34

) EE-EmFOMSBCROEAT LI L

AFEEERIEES
872149
AL & §ELD B & §EHD
RBE S | 23000AMX00411 | 23000AMX00410
el 201846 A

2. BE

FIS G

(ROBHICIIEELEZNI &)

2.1 AFOES XTI ROBY 22 R AW U HuE O EE
FREOH 5 BEH

2.2 I XIIEIRL TWARIEER D & 5t [9. 5&HR]

23 JURAFVL > IRIEEZZRGTORERFEREE (220, ft
DOREEEEIT> THRBMEDI > FO—LAZE L RED
BEER) [10. 1]

3. #ARK - MK

3.1 #Bk

M7e 4

ANVT 7 ARGHELD [h—1)

ANT 30 ABLGHHD [h—7)

1EF D
R %

HE 1R >

(7 A0 YE &L Tomg)

HR ARSIV E >

(Y LOPE > ELT10mg)

AN

D-%>= =), &IV
O—XZ, ZOZXA) AOo—
ZF MU T LA, RUEZL
7IaA—=)y - RUIFL >
JUa—)y - 757 3R
JR—, ATT7 VBT
FTTAL, BE7OXADO—
A, *%Z0d—)L6000, @
fbF% >

D-% > = h—)b. fE&ETIL
O—ZA, Z7OXH) A0—
AFMNUT A, RUEZ
7HaA—=)b - RUITFL >
ZYya—)b 757 kaR
VR—, ATT7V BT
FPTUAL, BE7OXO—
Z, =2z 03d—)L6000, B
{EF% >, ="t
g =k

3.2 "H DMK

H7e4

ANVT ) ARGHELD [h—1)

ANT I ARLEHEHD Th—"1)

PR - #TE

e~ EHEO
TN AaA—F 1 T8

TN NED
TV Aad—T 1 Tk

Ak | K

ANTYIVA LD =T

ANVTIIVA HD =T

K| ®m

100 1)V X 7A0O2 5

100 1N 7412 10

LASIANE-

100
AL
FLOY
5

il

(—

B¢ (mm)

8.1

E & (mm)

3.8

3.8

B & (mg)

175

175

4. WMREX(IZNR

& I AE

5 WMEEXIIHNRICEET S EE

51 @ERMEETOBZNEND V. Az EIMEREDSR %
WL LW &,

5.2 [RATE LT, AN ARPILY > 100mghk 07 A0 P > & L Thmg
EZHALTVWEHEE, 30T —F2HLNEI > ~
O— LSR5 812, 100me/5mg DY) 02 2Rt 5 2
&,

5.3 [RANTEL T, AN ARPILY 2 100mghk X7 A0 > &L Thmg
O U <13100mg/5Smg THLE 3 > b O — )V 3R+ 7835812,
100mg/10mg~\ DY D FE X #Hatd 5 Z &,

6. AERUVHAZ
WHE. RANEIALELSE (VRIS /702> ELT
100mg/5mg X13100mg/10mg) ZF %59 5, AFNIEIMER
BOEERIEE L THWLRWN,

7. AERVRAZEICEAET 5 FE
DLROAINRYINEY L ET LB ECRIIIVEBEORE - &%
WEz, BEBICHEZRDDZ &,

AIWRYILEF )

WH, RAIIEA ARSI > & L T50~100mg % 1 H 1[E#E #
5352, 2B, Fi, ERICK D ETERT 20, IHRAKRSGE

12200mgE T L9 %,

(T LAADEND)VERR)

- = L SE

WH. RAKIZY A02E> &L T2 5~bmgZ1H1FER %59
D, IaB, FERITIE CHEEIE T 240 SRR 555810318

1E10mgE THWETH I LN TES,

8. BEALREXWIE

8.1 AFNIAINARYIY > ET7 LB EOREGHTHO. 1ILNX
YIS > ETLAOUPE S RGFORWERANREET 2BTNNH 57~
B, WYNCAFIOFHERNT S &,

8.2 A INANYNY L E2EDT T4 T 2 > N2 REEYIFE S
WEERTHEREND SLNZEOMENDH 5, THEEREZ
ET 5 EHEETHTTO T &, (1L 1 5BR]

8.3 MEMAICHEDKDEN, SA5DENHEDLNDIENHHD
T, EPMEE. HEEOMEERSGRZE D EREIRIET 2 BRICE
HEI®DI L,

8.4 FIFRI2ABFRIIHRE LW I ENEELWY, YO IF T2
O ZAEEFFR SR OEBRFL. MR OTHRPICL = -7 0
72 O ROMEMERIC X A EmERMERT ZEZTBETNN
»H5,

8.5 7 AU VE ik RE LM AE < 5 % b IRRITE T
BRENBOS5ND DT, AFEGHIEBICMHMOBRITERZEHT S
LER, ARG EGMEICEET 2R EEEIHRE TSI &,

9. BEDERZEZFIHBEICHT S IR

9.1 BHIE - BIEEEDH B EE

9.1.1 BMAIMEHNRXREDOHZEBEXIABETEBRREOH S E
-]

BEEPDEFBEVEHBEINDGEZRE. 3T I &,
ARG AT &2 B L& DA RERE S BEDK I X
DREICHEREEZR(LSELIBENNDH S,



9.

©

©

o ©O

=}

o ©O

9.
9.

©o

9.

9.

1.2 §hY D AMEDEE
BRLEPDZERRVEH SN2 HBaERE, FHITHTS I L.
ANNYIEY ATEXDEHY T LAMYEEHESEDBTNNDH 5.
Rz, BHEREREE. 22 OV AROBERBEEFICI D MENY
T LAERELSIZRDRTVEETIE, MEHNY VABEICEET S Z
&

1.3 BMEREDSH S EE

BWEORENMMRA2Z5EEIL., WEEEMIEIBZN
NdH %,

.4 BERHERETOEE

—iEMEOZMRIMER F2EZTRENNH S, [11.1. 3BHE]

.2 BiRERESRE
2.1 BEGEBEREOHSEE

BWEOKREICIDEREEZEILIE2BENNDH D,

. 2.2 IRERTOEBE

—EEOBHSIER F 2RI TBeNAnH 5. [11. 1. 3]

.3 FFRRERREBE
3.1 FFSEEREDOH D EE. FHICHETEAEERUETS 5iFD

HBEE

WERICIEEICRE T2 L, YL4OPEEEE L THIKRT

REBEND D, HEEREOD ZBE T, mMHAREEEH O

IR e OV rp R - R R IR (AUC) AERT D 2 &vd

%, 7LAnPECEME (10mg) BV TEWEN ORI N

{IBBAHREMEN D . AIIVRYIVE FFICHIHICHHtt N 5

=, MHPREN EFT 282NN H 5, [11.2, 16.5. 16.6.2%

]

4 £IBREERT BHE

4.1 1HIRT BRTREME D H B Kk

ERL TWA ZEMERINT T > DA T > o 2B R I E A

X7 22T > D UNZEREVHIZHERA L, BRI - #ERA

O (BAae, BHE - - BORMAR, BEE) oo n

Bl S Tna-2,

AHN D GITHEILE, RBFEOHFEEDEE L TAFIRG OMSE

HEERICRF L, BRELOFRENEREZ LB &HE SN

DHBICOAHEETD I E, £, RENVBERBLEITIROE

BHRHIIEETD I &, [9.52H]

() AFHEGRBRNICERERL TWARWI L 2EETH &, AF
GO, HIRL TWaWZ L2 EHIICHEE T I &,
BHIZIEIRAVHIBA L 72 581213, ESIC#EGERIET 5T &,

(@) ROFBEHIZDOWT, AAIRGHBIFICEECHIAT S L.
e, BEPHBRBEIISCHPIT S I &,

CERPICARIZEH L2 GE. R - BERCEEE E
TURIMHB I &,

SIEIRAVHIA U 22 U3 EED N B 551, e T EITA
HIBDT L

- MEIRZEEET HH AT, HYEICHR TS Z L.

.5 1E4R

IR SUIEIR L TW A AR D & 2 WHEITIRHK G LIsnwZ &, &
foo BEHITIRAHI L 258123, BB IS5 21T 5 2
Eo MIRPHIR KN > 2F 7 > > D2 BRETHI I T
POFT 2L VEMBRER 2GS N BE TEARRDE,
AlE - FAERORELE, FiAEROEKME, BAR, &HY U AMIE,
HE DA R KR CFEKBEDREIC K S EHER S 12 DU O HifE,
HEHMOFE, MOEBRENSSONLEORENHD, T
L0 PE R ER THERRAICEE I 2 &R & O 1
FFIAVIER T 5 Z &A@ 5NTNDY, (2.2, 9. 4. 1ZH]

.6 =7

BALRBWZENEE LW, 1IVRYILY O TREWMER (T v
B) BWTHAHFANOBITIRD N TS, £/, BIWER
(Z v MHAERTR O H A% O T 4E W I RHK OEEICEE T %
) ®50mg/kg/ A LA THE IR B0 T HA VE O AR E B0
MBDHENTWD, 70T E>TRE NFAPABITTHZE
NEEINTNSY,

7 INRE
INREEE SR E U BRI EHmL ThiRn,
8 SE

BEOREZERLUANSEEICHRETS I E, —RICHEDRK
FEFELLBVnEINTNS, MEESEN I 2BTINH 5,
TLAOPE I, FEE TORNBRERR CIPRESE<.
RN EL BB EANRD 5N TS, [16.6.35MH]

10. #AE%EHA
7 LaYE > ORBITE & U TEYRBBEFECYP3A4NBE S5 L T
NWsEEZHNTND,

10.1 HAZE BtALKZWZ L)

4% HEPRIELR - HEE A T - fERET
TFUAFLIRIIEE | A NVRYNY OTEE | LZD-7 2 P0FT >
14 FEMERGZE R, B HRRERE | > O R IHEE A AV
ST %%ﬁﬁﬁu rjA[ﬁUﬁE%‘( BRI N B A[REMEDY B

. CMEIMED ) A 7 80 | 5.
BB T | 55
B, 1EL, Mo | PHRESATRS.
B EREE T THin
BiiEOa > bo—)b
NELSRROBE %
Fr<)
[2. 3]
10.2 HAFE BRICEETSHZ L)

SR

FRIRAEAR - FEiE i

W - fEbRiA T

1) LGRFFPERIERF
AEn /o7 b,
rUY LTV AE

MiFA D D LMED L5
IB52END S,

R 12N ) AN
O7IVRZATOry
WHHEz Lo U Y

T LA LI T

A ARV IR T - R R R
DHDHEH

T PRI FEF —i P O SR M FEA | R BR B S Tlag &

JOt IR, hyy | FERITBZENDD | ZITTWLEETIL

LAFTIRE | %o IR DPDITLD

[11. 1. 3]

L= AEPENTTIE L
THEO. BEEMERAD
WRyo2Brhd

O

%Ux#v>77wﬂ

BHEERE, MmUY
I IfiUE B OMEIfiL 1T % 762
ZIBENDH 5.

7238, eGFRA60mL/
min/1. 73m2As D Bk
HEEEDH D BEND
FURAFL > TIIVEE
B EDHHIZDONTIE,

BE PRGNS
s h 2B 2R
WD L,
T OFT 2 M BRI E, s Y
BESRRH A I HLAE e OME IfL FE 226
IFSTY. 42| ZITBENND S,
5TV
FEXTOA REHSRIE | (VR TILY > ORE | MEIRRIEAZH S
#€ (NSAIDs) ERNEET2BEN | 270y T 500
oxy o7y, |BHdb COERHAEIZLD,
S URAY ARSI Y DRk
JEEHZMBESED
FIREMED YD 5,
BRENMETL TS | JOXS TS50 Dy
BETIE, HICEERE OaRHEEICLD.
NEATDBETNND | BIRENK T TS
%, e EEZSND,
UFoL ’f)lz’\‘“b“)ql;? ‘/;Cié P ?ﬁA@ﬁ'&”ﬁg
B! I UF o LHENRES | UL EHR
PRI TS TS, B S NI
& >DF MUY L
#AERICED, UF
> L D BRI i
INBLEEZEND,
BEHEMERZE T 254 | BEFEASERE NS | HAEIER 2 18%T
BENIH S, BBTNND B,
CYP3A4RHEH IUZORA KT 7 L0V E > ORH
TyZORA . | IIVTFTELEOHA | BHAWICHES N
DINFFEA, UR|CED, 7HAODEY | ZAREENE A 5N
FEN. A FSaF | PIHBREN ERELE| 2.
e EDHHEND B,
CYP3A4#%EH TLAOPEOMmMFR| 7 A0 2 E > DOLH
N7y | EMETT 28200 | AR S N D aTRg
H%, NEZ5N5,




S|4 % BRI - HE HEPF - fabRIET 0. 5~ 1A 0. 5kl SRR HED
TV —=F 7=V 7LAVECORFEE|TL—TTI—YIC REREA, R - % | BUNLER., RPEAL
Ya—2% MRS NB BTN | GENDRYNT L Xk RER. 7 L7 F= |t RICERE. R
Wd B, O E o2 >R BPE. b
R WEG SR LU M| 55558, IR IR
LAREEAEZ BN BER | 5D =, UA | fiwehEE SOBIE. HERSRRER
%, ﬁ * iﬁ‘i
SRS F YAOVE Y &SN | BFEATHS. CKER |RELLS. BT R\ MEH)OLER. Hil
25 F > 80mg (ENA o UREGTE, IR, | b
RAOEME) & Op R JvAFo-— L
JizkD, 22Ny B ) A
F> DAUCHTTS LR L 2
T2 & DR B D, %ﬁ%\%ﬁ%g\%gégﬁ%ﬁiﬁﬁ
e \ o %Gk, CRPLF, [REMWD. HE, 5.
1 D A -
F7HY A A A AT A S ek, (KT, | BLTRE. VAR, 5
MRS L. B | TCYP3A4IZ & 0 foat Z DA B BOURE FhEERE 7T GEAICRD) s
BEEDS /O LA | SNBE0. PRI #OSi, sk | MEREERE. k(L
DRWERBFET 55 | L0 & 70U AZAD A (KEBD. FEH
ENDB D, PR | REPSHES NS0 PR
%§£2U§x€m5 RetENE 2 5%, FD AIRHILE CRFIZT A0 DY 2 BFITRD 5H TWSEIER.
bty —L, & [E2) TAOVE CHAEMEL TI0mgZ G LB, @OuHETREDS
ZIIECTH 70 L NEEoREn 5, 9.3 158 K h
2DREERET S X
&, 13. BERS
_ 13.1 fER
1. BlERA

KROBWERN S 55 ENHDHDT, BEEZ /I, BE
MR S NHEI RS2 IET 57 SEY)sE RS Z &,
1.1 EXAEIER
111 MERE GEEARH)

EmE, UE, WEE, THOEREZERE T2 MEREND SN
5ZEMH 5,
11.1.2 §h YUY ANE OEEARH)
1M.1.3 avd. K, Bk (WTNHEEARH)

Wk, EH, EHNESENSSONZEAIE. BEHICEY N
BETOZE, [9.1.4, 9.2.2. 10. 28]
11.1.4 BRE FHEALH)
1.1.5 BIERTR. FFEEEREE. EE (WINBHEEARY)

AST. ALT. ALP. 7-GTP® L5520k IFHGERENH 5 bh
52 MDD, [8.25H]
11.1.6 {KMI%E (BEEAH)

Bk, ZEfERE. BT FoBA. R HET. g8 EilimE
ENHOONEHEEIIRSERILETE &, BRBEEPOR
FTHobneTn,
1.1, 7 HEIERRARAE (BHERHH)

WA, B, CKER. M RORPIAT7OE > LR 2R
ET DR RRIED S 5OND T ENHZDT, TOXD7E
HFIRESICERGERIEL, BYRBRLAEETD 2 &, £2. B
FAAEIC L 2 B REEOREICERT ST &,
11.1. 8 EEERIBAE. BAMEED. MRED (WS HEEARH)
1M.1.9 BE7Ov Y GEERH)

Wk, DFENEOHMIERND 5D I E&0H 5,
1.2 ZDfbDEER

0. 5~1%4i% 0. 5%As B ANHHTED
B, TOE. CA | MER &R
HEABCE WRIZ . JEAR B BUE .
LIGALBE

JiF #% fg B2 | AST ER. ALP LR, |LDHER. #E. 8K
VALTE | EVILE > EH.

P £
5 7 - GITPL&

BifiE, ATREE, | WPR. AFTICR. RS
Hb R

Hifn, SEPE. AR | AR Bk A b
i Uy MEd, AEZDE
A BRI, i
FEERIEIN, i/

PR PE, FTO (B MEKRT. Rk WEX
&, BHEMALS) . | BEETOy s, iEL
Fph, SR, ESIPE
{13911 DE NIy 722 LU N
Ha.  HISMILHE

W EE R, F O, WeT, H
W L ﬁ'ﬂ ° ﬂ@\ BN /I<‘I9%!|_E;‘2\ [}ZR ?ﬁﬂﬁ’f\ﬁ’«
DEEE, R, B | EREEE I, R 8

(22 g MERR

TLAOVE I, BEORMMELEICLD., PavrzadE
LWIEE T &M ERZR T Z &E0d 5,
13.2 &
7LAOPE VIRABERICEERREZRG LSS, 7400E20
AUCIZ99% /> L. IRAI2E R TIZ49% A L= 2 &5, ¥ 40
DE VBB G OWIUNHILE S L TEERRSHENTH S
EHEINTNDY, AIANRPILY D ROET7 AOVE SEARES
BNEN0, MIEETICE BBRETER TR,
14. BRALODEE
14.1 ERIRMAFEOEE
PTPUE DFFNIPTPY — RSB L CTIRAT 52 & D183 %
Z &, PTP>— b OEAKICE D, WS AR EEREEARIA L.
FIZWEAZB I L THERRAREOEERAMEZIIRET S Z &
N5,
15. Z00DEE
15.1 BRRR(ERAICED < 1B
K EBRIZHA S M TR WAL, 7 AOYPE ICXBBEPITOLN
FEZEDLARENR (LDEMEHHNZED) AR LN EDOMEND 5.

16. EHBHAE

16.1 MAEE

16. 1.1 EEMRSEE

R A BAE24BNZ A NP IV > /7 AP E > 100mg/10mg %
B SUIHEAP I TEER BRI O G L ZHE 0 miEf1 )L X
PV O RARMER 7 L0 E > OEYFHREIILLTOEDOEB DT
Holre ANNRNYIY RO Y LAYE S DEYBIREZIL S8 E S H
HIDEH THER U 725558, Wik & & EMFCFA%E TH - /2.0

ANNYINE > TLAOVE Y
[(ogey7d HAIGE A& HAIGEH
Cunax 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
Tinax 1.31 1.35 6.3 5.9
(hr) +0. 64 +0.74 +1.1 +0.9
Ty 11. 145 9.437 37.72 38.72
(hr) +3.810 +2.413 +5.90 +7.34

Tt £ REUE(R S, n=24

AUCq— : 1 IVRYILVEY NF0~48K5fE, 7 L0 P E 2 130~96/5 Rl

16. 1. 2 EZRIE R

(AIV7ZHOREEEHD Th=71)

ANT IV AREERAD [h—7) &7 1 7 AEGHEHDZ,. 7O
AF—=N—{EIZ LD FNTNLE (IR > &L T100mg Kk,
7LAOPE > ELTI0m) #ERABFICHARRROLS L T
NPT O ROT AP E DR REAEEZREL, 5
5Nz EYERE /ST A —4 (AUC. Cman 12 D W TR HEX E %12 T
WMEtfT 217272, TOHREE, WITN Hlog (0. 80) ~log (1. 25) D i
FNT® 0. mFEIOEYHNRSESHRI D



MAIRYILY

(ng/mL)

3000 1

—o— AT I AfiEHD =17
S fE RS, n=44

EEEERE
&
g

T T T T T T T T —Q
0 4 8 12 16 20 24 28 32 36 40 44 48

#1545 O (hr)

HEINT A—F BENTA—F
AUCo-48 Crnax Tnax Ti/z
(ng + hr/mL) (ng/mL) (hr) (hr)

ANVT 3D ARAEHD [h=7) 78212957 2138+712 1.5+£0.9 | 14.3+14.2

72U AEEHHD | 769112764 18664642 1.6+1.0 12.6+9.4

SEEE £ ARER S, n=44
M 3E RN NZAUC, Cinax¥5 D8 T A —F 13 ## ORI, RIROERIAIEL -
e )5 DRBR AR I & o THRIR S alfetEA S 5.

@7 ALASEY
(ng/mL)
10 7
—o— AT IV AREGHEHD [h—17 )
f —— . 71 I A& HD
8 S B RE, n=19
i
i
B
Y

T 1
24 48 72 96 120
£HHOWH (hr)

HIEINT A—F BEINT A—F
AUCo-120 Crnax Tnax Tie
(ng * hr/mL) (ng/mL) (hr) (hr)

AT IV ARBEHD [h=7) | 313.3+72.1 7.64%1.58 6.4+1.6 42.8+9.0

74X AfLESHD | 308.7+81. 3 7.62*1. 86 6.0+1.2 | 43.5%10.0

T £ RERE (RS, n=19
M SEFF A NTAUC, Coad D/ 5 A—&1d, HBRH OB, REOWIREK -
WSS DR R A1 & > THRIZ D WREME N5 B,

16. 2 WRUR

16.2.1 BEOEE

fREER A BHL6H1IC 1 IV RBIL Y > /7 A0 P E >100mg/10mgll &
R MERR IR (EERUIRR) LERE. EERBRS & X
TEBHBRGDOAIINRTFINEY > KRETY AOPE > D Cnauxfk FAUCIZ 2
WEAENIEMD .Y

16.3 9

16.3.1 EAFKAE

ANRYINY >0 MIFEEAKERLO 7 LAO0PE > Ot Ml
ERFBERIINTN BRI TH > 7= (n vitro) 910

16. 4 {3

ANNYPILE d, EELTCYP2COIZ K B E LS & 7L 7o >
BligickoR#snsg, e NF2 70V —LAz2HWT. CYPIEM
T EH2ANNTIEY >OEEBEERICTDONWTHRIL ZHE.
CYP1A2, CYP2D6} TXCYP2ELIZ % L CIdFHEH $. CYP2AS6.
CYP2C8. CYP2C9} U'CYP3A4IZH L CHHEEADED 5NZHD
D, WINHHAEOREILEN> 2 (n vitro) 11219
EEBRPMAFEITIE ROBEY D UBOBLLAZEY D 2 BRIKK
VZDBLHBL Y X /K TH o7z, 19
16.5 kit
HERANCBNTA LRSI > O RZEARR 213590, 3~
1.3 THole Tz, BERMNCUCHEFH A ILRNYTILY > 2 OF#%
BURESE. BEREOR205T R Ikt X 1, F54%13 3 i Hrit
SNz GHEATF—4),19.10.10 [9. 3. 1]

R A6 Y A0 P E > & L T2 5mgXidomgZ B O# 5 L
HE. RPICREMKRE L THR I N2 EEIZNE <. WTho
BEEICBWTHRFREAPEM RITI 5524050 £ TICR 58
DKI3%, 14485 E TITKISY TH o 72, 1®

Fm @EFERAHNCUC-HE# Y L0 P E > 15mgZ HEREO %S L
HE. G5 %12H £ TS BHEEDS9. 3803 R 1223, 44033
WS . R EE TR £ T ORPBFEEDINKRERTH -
Joo TOMICEDREMMNRD SNz GAEAT—%),

b, ZhsRBEWCIZITLAODE > 2 L0 <EEERIZED N
Tblﬁ;‘,b!ol‘”
16.6 HEDEREZFT2EE
16.6.1 BiEElEERE

Bt - R (9f). EE Q0F) DOBHEEEEERFICAINANTILY
>100mg7 1 H1[E8 H B EMR %5 LUiz5E. BHEEERE & g
U CCmax. AUCIZHBRZEIAS NN D 2, MBI OREE
G, BHEMERZICEELZHACOEREMIFEEAERN
ZENRBINSE NEATF—4),19
16. 6.2 FHiEEREERE

1%« hEEEOATELEELIOFNIT, 1 ILTIL Y > 300mgh) 2 22 i1
H1E7HMRERORS LzE & @ERA &KL TCnaxe AUC
CHEBEREZEZIASNEND Tz, ERBREMMNIZEAERNIED
RIS GHEAT—5).20

RARFEZ B (Child A, BZF ) 5flicy Loy EELT
2.5mgZ& B[R O 5 UzGa, AR ANICIE L T, 57210
BOMHPPBENEFRICEA L. T, AUCITOREEZERLENE
BEFREDSNBNAD .2 [9.3. 18]
16.6.3 SthE

mE (65~805%. BIE1041. ZME1061) EFEE (18~35i%. B
PELOM) 1A )L NB)IL Y > 25mg®) 21 HIEIRKIER O E L 54,
CoaxICHBREZASNIEN o 72/, AUCITEERE & X T50~68%
ERIBZENREN GHEAT—%),22

BESMTERH CEHFEERT. TR, BE2pl. Zap) 7oy
B> &L TomgaHEREO#KRSG LGS, HEERERAN CEEER
22. 3i%. FBHE6HD 1T L TCnax X VAUCIREEICHEZ /R L 2
M Tl BEETRD S NBMho /-, /2. SHEREROBEL
HE. BEFOMBER Y AOPEVBEEIEFEELD bEHHAR
L7, ZONRY — D REFEFITHEULTB0., BEETTOER
MEERT DIEANIERD SN2 h 5 2.2 [9. 8B 1]
16. 7 E¥HEEER
16. 7.1 BEEBEIBIR S B OEEIER

B BERR A BAE24B112 A1 )V RBILF > 300mg) R Y A0V E > &L
T10mgZ A LU TROBEG LZGEa01 VXYY > &7 L0
PECOERYBEEII S AR GH EET L AT ET
LOPE S ORICENENREICET S HAERIIED SNl 2

HEATF—5),.20
16.8 FDfth

ANTZIHOREREEED T—71D)

ANT I AERAESHELD Th—") &, ANVTY I 7 AEAHEHD

[h—17 ZEAERAE L E, BHETNRSE MW IN. &
YIRS & ATz I Nz, 2

1) ALY > ORGE S 1721 Hilw H#350~100mg. 1HEARH #13200mgTH 5.

17. BRERERE

17.1 BHERVRLMCET D

17.1.1 BN TR
AINRYIVE > 100mgD B 5 THED > h O —)V ISR+ ik
etk & M FERF 2RI, AR YILY /7 AP E >100mg/
O0mg. 100mg/5mgXi%100mg/10mg % 8JARIGFH S5 L /- ~EEMKRT
BB DFERIIREDEB O TH o 7=,
b TR AAAIE I E bR, N T TR AR R AL &
H1Z. 100mg/5mgH% 5-F13100mg/Omgi% G- FEIC X, /=, 100mg
/10mg#% 5-#£13100mg/0mg % 5-#f & F100mg/5meg#% 5-FH 1 L "I
TR 51T,



Eaeniid 100mg/0mg 100mg/5mg 100mg/10mg
IRB/AML (n=121) (n=123) (n=116)
N—RA51> | 153.33+9.84 152. 58+10. 27 152. 59+9. 67
”ﬁﬂﬁé‘i IR 148.10+14.87 | 133.81+14.19 | 127.75+11.88
iR -5.23+11. 48 -18.77+11.22 | -24.84+10. 86
N=ZA 51> 97.10+5. 77 96.92+5.75 97. 4446, 44
mﬁzﬁgﬁ ot AT 93.33+10. 58 83.79+9. 51 79.30+8. 57
iR -3.76+8. 14 -13.13%7.75 -18.14+7. 62
140/90mmHg 22.3% 60. 2% 83. 6%
FEREG (27/121) (74/123) (97/116)

HAL : mmHg  CEYfE £ 2R )
TG ANV > 100mg % 8~ 10 %584 I L 140mmHgA_bn DRLR
JE9OmmHgLL b T & o 1= ARErE i EAE

IRB: fIVRY)ILF > AML: 7 AODE >

“HERBALEORIERRBEHEEILX. 100mg/0mg#k 55 TIX8. 9%
(11/123%1), 100mg/5mgf% 5-# TIX11. 4% (14/123%1). 100mg/

10mg#¢ 5-# Tid15. 5% (18/1164) TdHh o7z, FIREIEM GEHIH
2% E) 13, 100mg/10mg# 5-FE OALTHE 2. 6% (3/11641) T
Ho 77, 20.2D

17.1. 2 EINEE O 4858%
7 LAY E S omgD MG TIMED > b O— )L 2R+ 43 s A RE
& IMEAE R H 2 RIS, 1INV ARSIV EY /7 A0V E > 0mg/5mg X
13100mg/5mgZ ST A M % 5 L 7z —EH 5 M b il B 0 #% R k%
DEBVTHo Tz,
b 7R AR IGE S M)A b &, N5 7 R AL PEEE I T2 b & &
H1Z, 100mg/5mg#% 53 0mg/5mei% G REIC L NE EIRZENRD 5
Nrz.

5B 0mg/5mg 100mg/5mg
IRB/AML (n=149) (n=143)
R=AFA > 148.72+7.86 148.32+7. 39
”ﬁﬁ%@ LT 141. 96£12. 69 133.9814. 16
pallas -6.76+11. 16 -14.34+11. 99
R=AFA > 94. 67+4. 34 94.76+4.55
*‘ﬁ%ﬁ i 88.78+9. 36 83. 6110, 40
(o -5.89£7.92 -11.15+9. 66
140/90mmHg 32. 2% 57. 3%
EREE (48/149) (82/143)

Bify - mmHg CEA + BEYERS)
R 7 LAOTE > &L Tomg % 8~ 10 #1555 1 WG I )£ 140mmHg LA _E 2 DHREE
U1 FE9OmmHgA LG o 7= AREMERS Ml e
IRB: )L XH)IZ >, AML: 7,0V E >
T EERCIEORIME R FAEEMEEIX. 0mg/5mgfk 58 T35, 3% (8/
151%5). 100mg/5mg# 5-HTI1X9. 0% (13/144%)) TH > 7=,20.28)
17.1.3 EANE D5
AINARYILE >100mg. 7 AP E > 5mg i 10mg D Bifh#: 5 i
£ > N O—)V AR5 i A REME E T E B A R, IR
W& /7 A0 P E >100mg/5mghd & §E X13100mg/10mghd & §& % 52
TR G L 7= B OFE BITRED EBD TH o 7=,
FAEMC R < R AT o0 I 1 1l E 25 (b 813 -22. 7mmHg
& BAFIRMEAHERF S N7z,

4 IRB100mg | AML5mg | IRB100mgX i AML10mg 2ofk

A6 | 560 | AMmghAt2 | AR50

BE LA FH 100mg/5mg 100mg/10mg

B SFEAIREITIR | 100mg/5mg | 100mg/5me | 100mg/10mg | 100mg/10mg
IRB/AML | " (,=114) | (n=04) (n=221) (n=61) (n=492)
A=2317 | 149.3+8.8 | 148.0+6.9 | 158.4+13.2 | 152.2+10.6 | 153. 5+11.8
wﬂ@q FRHCERERS | 126.4£9.4 | 130.0£11.2 | 132.210.6 | 135.5%9.6 | 130.810.7
bRt | 2294103 | -18.0411.1| -26.3+13.8 | -16.8£10. 6 | -22.7+12.9
A=7317 |94.944.8|95.3+4.8 | 99.8£8.5 | 96.8+5.8 | 97.4%7.2
yﬁ;@ BN | 79.3+7.2(82.4+£8.7| 82.3%£8.9 84.8+7.7 | 81.9+8.5
At | -15.628.2 | -12.947.4| -17.5£9.1 | -11.9+5.7 |-15.5%8.5

BT : mmHg CEIME £ HER )
R L AINARYILY >100mg. 7 L0 P E > 5mg X id10mg 7z 5~ 8ilf 4% 514 1 e A .
E140mmHg A _E2y D3RI FEI0mmHgLA b T d - 7= ARet & i EAE R
2RDOHEFHIFAMLIOMg A7) 1l THekéd 5-541100mg/5mg D B 25 & 58
IRB: A )L\H)L& >, AML: 7 AOPE >
FIVEFAFEHBEE1316. 9% (84/496f1) TdH > 7. T/RENEMIIAMM
FFIET. 100mg/5mgt% 5-M5030. 5% (2/434%1) . 100mg/10mg#% 5
732. 6% (8/306f1) T 7z,29.30

18. EEINEIE

18.1 e

18.1.1 4IRYILE Y
In vitro BRIIB W T FHHKEIRO Y > 24T > >0 (AID
ARG B RN HIH L, in vivoidBR (S v by 4 X0 BV ITHB
WTHATFEFHFERISITH U THHIER 2R Uz In vitro 5 &5k
NS, ZOIHIERIZAT ZBARITH T B HAEEIICED < HDTH
0., HIZAL Y 1 FIZRK ATZEER) BRUTH S Z EAVRBI N
Tro TOMOZEMIITEAMEZ RS T, 7o U4 T2 DA MEERE
HAE L 78> 72,30 ~30)

18.1.2 7AOYEY
ML D BALKIFHE AL S L TF v FIVIEIRANICHES U, MR~
DCa%T DA ZRA S TR M E LR ME O FIEH Z2ESE 2,
ZFOHIT T LETHERIERICHERET S L EBITHREEERL, £
T2 DIHIVE R 2388 < R 2R 2 ERD BN TN G, 303,39

18.2 BEEER
BEEARFES v MCAIIRTIL Y > 703 2HALT
BE5T5 )t FTNFNOEMPLE & il U CREMERE O ®RAED
577,40

19. AT ICEY SELEIME
19.1 AURYLE >

M - 0 N=x
Q%kN N

—fg% IV RY)LF > (Irbesartan)

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

T3 - CosHasNgO

P 428.53

R BEOEEEOMETH S, BiEE (100) ITETRTL, A

5 ) —=INZRREITITS <, T8/ —)b (99.5) IZIETFIC
<<, KiZEFEAEBET RV, HREEPEDSNS,
19.2 7AR2EY
Mg HiCe

0 0~__CHs 0.
e : ~ SOsH
0 i H oo .
©/c1

o/\/NHZ

T OB AR

—f4 7 L0 PE S ARNYUI)VEEH (Amlodipine Besilate)

{b444 : 3-Ethyl 5-methyl (4RS)-2- [ (2-aminoethoxy) methyl] -
4~ (2-chlorophenyl) -6-methyl-1, 4-dihydropyridine-3, 5-
dicarboxylate monobenzenesulfonate

73 T2 ¢ CooH2sCIN205 + CeHgO3S

& 567.05

R B~ EHAOEEOM AR TH D, AY ) —)VITET

9L Y =)V (99.5) ITRRETIC< <, KITHET
IZ< W, AY ) —)VEKR (1—100) A ER S /R,
Al R KI198°C (R
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1008 UNT. EBRAIAD]
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