*2025 4 9 HEET (B 2 fl)
2023 4 11 AGET (3 1D

B & ERRE

BREIE - 3 4

etk Y > oA T oo 2 I 2B/ Rt
H ARSI ﬁ/Tﬁﬂ&//V#t?w 7 AOY

BFEEmAR I EES
872149

i Ca fEPLEEd &
SV LRV B

PR, AL S )

ALY 7railD [Z70]

AN
ALY 7raszHD [Z7°0O]
Camshia Combination Tablets

Bl &g LD il 4% HD
B &E S| 22700AMX00960 22700AMX00959

) FE—EMEOUHEICLOERT S E B 5c B 1R 2016 43 H 2016 3 H

5. %hEE - R ICEET BRE

ME’ 4 ~— f \L_. N ey 5
2RE(ROBRECERSLECL) 5.1 IS ILE S T 0B Z FVEHB D . ARIZ IR

72U, DR

21$ﬁ@& rHDBWIMMO T E ROEBY 22 R KA

[T 5 B EUE DD & % BF
2.2 1Tl X3 R L T W S Al HE
23 7Y ZAF L 27 IVERHE & 5% 5 OB R IE B (2
WETo ThHAaBIMENIT > ho—
IWNE LS ARDEZZR<)[10.1 &)

D& %1 1E[9.5 1]

3. fHm - R
3.1 #ERR
R 7¢ 4% B 2k 57 w o Al
1 g
A A3k 47
TV >
LFeFIL
~ Ly 8mg ﬁ@z
76T RS #
A R T
7LAYELR (DX = b gk
3 w\ﬁﬂt&
347mg |B -4, ER
(7Aoo E> |BFT7OE
ELT25mg) |io—
A AT7TY
lﬁf TR, 7O
HASERTT gL Ao—2
HTHIVE > F KU AL
s LFtFIV 257
> 8mg | %L
NN T G . =
HDI—~7 1o HARSE 5 .
A I NCES TSN ek
IVEER
6.93mg
(7O E>
ELT 5mg)
3.2 WHOHRK
N - KESX
ok 4 | R Eg | Ex | @k
(mm) | (mm) | (mg)
nbs RS k60 ( —
D=7} =4 %)8.5
Gemso0| 2 | 125
N RS 60 ( —
HDI=7 o B %)8.5
Ggpso| 33 | 130

4. RhEE - R
= M EAE

BOHEBINFE L LW &,

52 & LT, H>THINEY > v LFEFI) 8mg KX
7 LAOPE Y ELT 2.5mg~5mg 2B L TR DA,
HrnEnTnh—FEERALMED > hOo—)LNR+

DNISHET, KAINOYIDFEAEMFT 2 I &,

6. A% - BE
RANIETH LRSI > THINY > v LFeFIL/
7 LAOYE>ELT 8mg/2.5mg Xid 8mg/5mg) Z#%
595, AFNTEMEIEEOHE—BIEEE U TH W
W,

7. R%E - RECEET IR

UToh>THNy > v LFFIET7LOIE R
DOVBEORE - HRZEEZ, BFEBIHEZRD
Z &,

(BhoFHNar YLxeFi)

- &I ERE

WE. RANICIZ1IH 1B > FHNEY > > LFeTF
WELTA4~8mg 2R AOKEG L. LEIZIEU 12mg
FTHRET 5.
ZiEL, BEEZMESHEIE 1B 1 E 2mg 25
BehaBE L. HEISU 8mg £ THIET 5.

(7 LOY BN IVERE)

- &I ERE
. RAICIZT A0S E LT 2.5~5mg # 1
H1EROEST 5, b, ERICECHEEEET
LN RA T EAITE 1 H 1A 10mg £ TH
BTZIEMNTES,

8. EELEXRNIE

8.1 &KX, WoTHIy Y > LFEFIV8mg &7 L0
TEELT25mg H5WE 5mg EOREFITHO.
HNoTHINY > D LFFINETLOPE S RIIVER
WA DEIWERDNFIRT 2 B2NNH D70, @k
FOMHZHET 5 &
SB2MIFEHICE DS DHEWN, SAEDENHSDLND T
EMBHDHDOT. BFEE. BEEHEOEIRSERZ S B
MEBRET SBICIInEI RS &,

8.3 Tt 24 Wil G LW I ENEEL W, 7o
T o 2 N ZREEPIER G F O BFL, MRS OF
Mic L =7 AT ROMEWERIC X D &
M EAR R 2 29 alREMEN B B,

8.4 7 LTI Y AN )VERHEVI I R EE P 0V E < %
Hip b HRRITBEENRENRD 51D DT, KK S
FIERRICHORRIEAIZFE AT 2 & =13, AEliiciks



MM BT 27 EBEDIREZBR L NS EHEITHR
5952 ¢&,

QL. B ENEEREETIEEICHT IR

9.1 GHHE - BMEEZEDH 2 8H

9.1.1 HAMMBEREED H 5 BEIHBE TEHIREE
DHh>DEE

BEESCPOEELRWEHBIEINI G Z2RE, FHIZ

A DR R

HTFHINEY > P LFEFILL. BIFERORED PR

HRKAWMEDORTICL D R ICEHEEEZ Bz E 2B

ZNNDH 5,

9.1.2&A U LAIMFEDEE

BELESPODZELRWEHB SN GEERE, 1

BT &,

HTHILY > T LFREFIVIE. BAYU DA M 2 B

HIELBENLDH D,

F/-. BHREREE, O hO—)L AR OB RFESIC L

DIIFEH D T AMENELZDDRTWEETIE, mikh

D LMMEICHERT S 2 &,

913 BRELRRIEEEFDEE

M. BEHRER EE OIRREZ T IC#lERT 5 2 &

HTFHINEY > P LFFIILoESICED. iz

ENRBICETL, av ., K, —@rtoziEy

LOBHEDK T2 IITRTNNH S, [11.1.2 BR

914 1&F MUY LMEDESE

ME. BEHRE R B OIRREZ T/ ICliER T 5 Z &

HTFHILY > S LFEFILoEEGICLD, TR

JENEBITE T L. ay ., Rp, —#tko BN

ROBHEEDK FER I ITBENNDH D, [11.1.2 BH]

915 DR EEHT IERE

M. BEHEEROEEDIREETDICBIERT S 2 &,

HTHINY Y P LFFI o5z, Ui

JENEBITIE T L. ray ., Rp, —# ko

KOBHEOK TR I ITBTNNH 5, [11.1.2 BE]

9.1.6 EXBBEDBEFENDH 5 HE

9.2 BEEEERE

921 BEEDH HEE

ME. BHERER VBE DOIRREZ 0 ICBIER LianN 5

HICHREGTHT &,

HTHILY > T LFEFILoFEEGICLD, R

ENRBICETL. av ., K, —@ oz

LOBHEDK TE2REIITRINNH S, [11.1.2 B

9.2.2 MEEHRFDEE

ME. BHRER VB DIRREZE T IC#IERT 5 2 &

HTFHINEY > P LFFIILoE5ICED. £

ENRBICETL, av ., K, —@rtoziEy

LOBREDK T2RITRINNH S, [11.1.2 B

9.3 frieEE=ERE

HTHIY > T LFFIVIFI e = B ST 5B

TNND D, £z, WERBH TNV Do) T

FUAMNMK R T B EMHEESINT NS, [16.1.3 BE]

T AOTPE R VIVEEEIIRICAHFTRE#ES NS =D, BT

BEED & HEHE T, MR ] O It KON i

- RTREAR T A (AUC) MRS 52 E0Nd 5,

94 4£JEREEH T 5E

9.4.1 1¥R9 B FIREME D & % &t

FIRLTWS ZEMREINT 7 > oA T >3 B HE

FHEFN LT > oFF 2o v DI 2R AR 200

L. JRIE - HiAERAOZE (B RE, HE - - Bol

ARG, JELEE) MR S NZHINmE I N TWS D 2,

AFN OGN E, RBEOFMESEZE L TAA

BEOVLEEEZEEICKRF L. BEEOFRIENER

Tz LE2 B INEEEICOREETEHIE, £

77 BENLERSEEICIROIFEEEEICEET S
&, 9.5 B

L, AFHEGEH S, FREL TWARWTD &2 E I
FEERT 2 2 &, B GHPICIFREACHIBE L 2581
BbHIZEEERIET D Z L.

(2) ROBIHIZDWT, AHFIHL5-BIMARICEBFICHHT
52 &, Foo BHEHRBBHEIGCHHATAZ &,
CTRIRPICARIEER LSS, RIS - HiEIRICE

BERIITIURAINH D &,

IRV U 7= X3Eeb N B AR, LN ICH
YEICHAKT D Z &,
CFIEEENE T DA, HMLEICHERT S 2 &,

9.5 1113

TR SUIIEIR L T B ETREME D & B etz 3% 5 Lz

Z & BERITIFESH L 2B 1213, mhicks

Wikd 5 2 &, RPN ORI oA F 2> 21

ZRARERIRIL T > O F T 23 AR R R 2 1%

HBINEFTEAEDIE, BT - FrEROET, Fit

WOMRIME, BAE., @A) U AIME. EEOERAE

T OCEAGEB/EIT & B EHERIS 2 DUl D ffE, SHEEAE

OEE. MOKIEREND 5 bz EDHRENDH 5.,

7 LA DY R )VEEEII B R TIERRINC R 59

% EIEIRIAM R OV AR ANME R 5 2 ERRH 5T

W5, (2.2, 9.4.1 B

9.6 BILIB

BALLBNWI ENZEELW,

Sy hOREEME ORI T Y L FtE

FL &k 0% 595 &, 10mg/ke/HEA EOBETH

AVRITKBHEDFEAEINMNRD 5N TS, BB, Tv

s DIEEFRIAD I, & B WNIFALOBITH > FHILY

I LFEFINERE LSS, WId 300mg/ke/

HTHAIRIC/KBIEDEINNED 51TV 5D,

FLAOPE S RUIVEBEIZE ML ABITT L2 &N

WEINTWDI,

9.7 /RS

INBEZ R E LZBRRBRIIERL TWhian,

9.8 EME

9.8.1 —RICBEDREEIIMFEL<BNnEINTWVS, ik

WEENEZ2BENNH 5,

9.82 7 AOVE URUVIVEICOWTIHEHEN 55

ZPIIAT 27 EEEICKET 5 Z &, RNEEER T

PR E < IR EE N E < T B EHEMIDGERD 5

NTns,

10. #HE{E A
TAOPE X ORBITIEEE L TEY MBS
CYP3A4 MBI L TWBH EEASNT NS,

10.1 RS WALV L)

A BRARAEIR - fEE | I - BT

TURFL IV FEBEEMERzE R, [ L =27 P F
VB BHREREE, B | T U RIAEE
LA 1) w7 IIRE Je O | DR S 5 ]
Ol R BB IIE D V) A 27 B8N | REMEM D 5
HHT A, | BREZINTW
=720, Dk %,
EikgEziT> T
HaBMEDO
> ho—)LinE
LS ARDEH
Z2FR<, )
[2.3 &)




102 GIAEE (BAICEETS L)

K555 EEPRAEIR - FEE R | WP - ERRT
BEERZAT 5 |BEERAN MY (AT ORI S
iiXoE:-3-1] H5BENNH B, |BFEEHICEZDEA

3 -HE T RS IS | WIS AN EN

Rl N 10200 sl R Sl 95,

>

DIV TF T4

V&
F1U T AR B A ) AMEN | S TV Y v
PR ERITZZERH | LFEFILOT IV

Ao/ 7|5, R 2510 250

k> HIERICZ DAY

FUT AT L ™7 BT ER YRR Y

T M5 Ik
TS %

IDRVFN G ipal

fERE T B
HERE R D B
e

FIRA
Jot3I R
rUZ o)y AF
7Y RE

[11.1.2 /]

FIRA| CiRE % 2
FTWBBRFITEK
2D THRET
D6, BIEER
MR 5B EN
NHHDOT, HE
IHRETBHZ L,

FIRHTHHRIEEZ
T TWBEEZFICIE
L = AR
L TWAHEENS
< Ty
> LFEFIVN
LT,
fERR AT« R
TR R A 5% B
WL 7B

EHERERE S,
1) w7 I\ IfUEE B OME
MEZEZTHZ
NINH 5, eGER Y
60mL/min/1.73m?
it D B HE RE PR o
DHBHEHEDT
UZAFL T3
Fe¥ & O PEHICD
WTIE, B L
P E 1572 0N &
NG ERE
BB &,

BREREIE S, =
Uo7 L K DMK
mEZEZ5HZ
NnbH 5.

L7 ooF
T2 CRMEEE
MAHER S % Al
REMED D %,

HTHIVEY v
LFtEFILEDHE
AizBNnT, UF
T LARENRE S
NTn3,

HTHINY v
LEtEFILckD
BRAIE BT S
) F 7 SO
MMt N3,

FEATOA RN
A (NSAIDs)
FAZ >

NN

>
%

Bee FE AR N REs 97
L52ENDH D,

JEATO1 R
DSt ENIIRERTS
RIERAZETHT
QA TS50
DERZEHET S
ZENS, BIEE
HAZEE s 50
BEMNDH B EE %
5N TNVW5,

BEE Db D BE
T, T 5ITEH
RENELT 282
NNb 5,

JEZTOA R
ReJEAID 7 0 A
Y05 D ARk
FHEEMICED.
B EIME R
b EEZILN
Tn5,

A

BRPER - FEE T

Wy - i1

CYP3A4 FHEHA!
Ty z2oxA1
2
INVFTEL
J ~FEI
A rSaF)—
V&

7 AOTE DI
TRENERTS
BTN D5,

TYAORA >
XIF2IIFT7E L
EDOHFHIZED,
7 AOTE DI
HREN ER U
EDOWMEDD S

7 LT E DR
N ARICIHE
INAAREMENE
AZ6N5,

CYP3A4 i3
Uy BT
T

7 LAOTE DL
HRENE T 5
BITNRDH %,

7TLAOTE DM
BHOMEHE I NS ]
BEENEZ 5N
D,

TL—T7)—>
Ja—2A

B EAE F 2N R =
NnNaxBTNNd
%,

TJL—=T7)—y
IZEENDOM
7TLAOTE DR
BEEEL, 74
O > D
&M LR B TEE
EnEZ 515,

IUNAEF

TAOTESNRY
VBB & 2 2N A
% F > 80mg ([
WK K FR D &
) EOfFHICEK
D, ¥INAYF
> @ AUC ¥ TT%
U7z E oS
NH%,

HWHFIIAHTDH
=

oy LA

T LAOTPENY
IVEEHE & DBEHIC
X0 70U LA
DI HREN EF
L. BEEZEDY
78 LADEIE
RANRE T 2H8%
NNnH 5, PrHE
= AAn RY NS
DM EEELZE=
Z—L. BTG
CTts# 7oy LA
DODHEEZFHETS
Z&,

yLAOT E LS
VA= NNY ==
& L T CYP3A4
Ik oz ns
=%, PEHICELD
Z 70y LAADR
HINHE NS ]
REMEMNE 2 51
5o

1. B{ER

ROEHWERMD S5HNDZENHDHDT, BlERke 150

i, &

EHY B ETS T &,
1.1 EXEEMEAR
1111 M MZEE GEEABH)

B, HUE. &, W e

WORRD SN GE2PIET 57

MR EH S D AR 2 AE IR & 9% I

HRERD SOND T END D, e, M. .
e, TR Z RS BELERRENS s T L&

WH%,

111223y, &M, BHHEEWITNHHEERH)
W, TEM, EEREESE D s ONEEEICE. B
B EETTS 2 &, [9.1.3-9.1.5. 9.2.1, 9.2.2,
10.2, 13.1 &)

11.1.3 2MBEE (FE RH)

11.1.4 54 Y 7 LM BEEARB)

11.1.5 BIEERT R, FFEEEREE. |E (WITNHHEERH)
AST. ALT. 7v-GTP ® LRAZEDFHEREREEN D 5H N

5T END S,

11.1.6 |FERIKEE. BMERED (T NHEEARD])




11.1.7 W& B BUARIE (BHE R0
A, B, CK BE&. P RORFIA 70 > EHZ
K &I 2 BUBRAMRIEN D 5D ZENHDHDT, D
EORBEIEB IR GERIEL ., MURLEETD T &,
F 7=, BERUTHEMRE I X D R B R EDOFRIEICIER T S Z &
11.1.8 BB MERH 2 (& RIH)
FeEn, nghfk, PRORIRIEE, T XRS5 S MR M RN
HEDONBTENHDHDT, ZOLIBEEITITRGE I
L. BIBEERIE HOERGEDBYRUEZEITD T &
11.1.9 K IMAE B A )
BRI, ZefgR. Wi, FOZEAZ. ShET. 8, B2l
M N D 5 ONZHEICI3ES 2 h1ET 5 2 &, HRER
BHOBRETHEDONPLT N,
11.1.10 MR A B AR H)
11111 BE 7Oy 7 EEAR)
Bk, HDENFEOYEEIRS D 5D END 5,
11.2 ZOOEIER

0.1~5%A i B A

B BE 855, ¥5. S, £ O,
TEHREBUE ., ZIEALBE, &%
TEERa HEWD FTO (EE. RIK. BIK, 55D
(B BFHIEALRIS) . | E . B < 5A | o,
MEKTF MM, D ERRE. WE T
Ow /27, sk
FE PR R SHE . RS, O LUK,
SHER. AR, U LU
B, GATENE, RAGTRREE,
PRk, SEARIMESIE IR
HILgR B, 8| L, AR, 1198, TR,
(A NN DEEERYE . (ERL. R, HEGE
EIEGE. DMK, RERE.
HIEARE., B, R
JH Mk ALT. 7-GTP ® L5 |AST. Al-P. LDH & L&, IEK
iR FIMERBE S, GFEe | A, B ImEREA . FR BRI
BRig% NS
5 ik BUN & R& L7 FZO R, EAR
Z D1l nz, BHS, M CK| M U A b7, iy

B MR B

= ot 0
5 PRES

L. AR, R
i, %55, s, BEER.
REBER . PRIB LG, 7HE.
¥l 25o0—)V 5., CRP
L& MmiERY >SN,
K7 R U D A IE, R,
BRI, i, iR T,
#hie e &, HE R &
GHEAICE D) EHARE, ik
LA E. BiE. 297, 8K,
RERIN, RERD. K.
ISR, FEEh, R,
AR RIS, BRI
BRI, PR T RO

) ZOX S AGEITIEEE, KET 572 SEaliEz21T5
Z&.

13. BEHRE

13.1 FER
AFNZBEICRALEZEES, 2 avr72E0F L WMEKT
EREMEEIRER T Z ENDH D, [11.1.2 BIE]

13.2 &
Ly« FRUHSEE D E = — 2170, BEENCIEZBET S, &
L WIMEK FRO SN, k0% B, WiROEE
& DA RICHTT BAUEZFT S . IR E L 2GS,
BRI R L R BICEE LN S REAOR 5258 T
%, BENOEHERDPTHD I > THIY D ROAT LAOTE >

BEAMGRNENZD, BITNCKDBRETHED TN,
o, T AOTE NIV IRAERIIEER 2R G L
B, 7020 AUC KL 99%A L. ARA 2 Kfise T
X 49% A Lz &G, B GRFORHNHLE & LT
EVERBEEG DA TH D EHRESNTN S,

14. BHEDEE

141 EFZFEDEE

PTP 1 D#FEAZNL PTP > — " SWOH L TIRAT 5 XL 54
EHJ5HZE, PTP > — MORAEKICK D, LA RER,
JEARIA L., HICIEEAZB I L CHERBIARS O EELREH
SEEHRETHEND S,

15. ZDDEE
15.1 ERARERICE D 1H#H
RERBERIZIHS N TRV, 7400 RUIVEHEICK S
BB D FEZE AR EAR (=R Z2 S D) A s Nz &
DREDRD %

16. ¥ EHEE

16.1 MrigE

16.1.1 A% S5
BEERA 128> Ty > S LFeF)I/ 7 LadE s
& LT 8mg/5mg Bl & de & Bk 5 U7z, MmHITi3iE =
By > THIVE L JHEEREY M-I RO A0 VR
BERDPBRH S ND D, REEKTHD > THNEY > L
FrFIIMH S NN, EERBIN > THIV Y O ROT
LAOPESDOEYEEINTA—FIIFEDERDTH DY,

HO 0]

&N
N/%O\—CHs

HTHIVE 9
; Cmax Tmax AUCq.co0 Tiz
Hi
BEWH (ng/mL) (h) | (ng - h/mL) (h)
TN 1789£29.6/4.8+0.8|1,117.1£205.7|16.3£9.2
M-1I 10.3+£3.38.3%3.1|346.3+103.119.2£7.5
yAOTPEY | 35+0.7 [49%0.3]120.3+£285(37.3+£6.3

CEHEE LR, n=12)
16.1.2 £YZHIEEFMN

BERANICH Ty > D LFFI/ 7O EEL
T 8mg/5mg Bl e & G- L. &k OPtG & gL 7=
Bf, A TRUOBEBOVWTNOREGELRETTHMRS &EH4E
WA TH D 2 EDMRIN TS, R FRUOAR
WG L7 O &S D Cmax & AUCIE FEDOEBDTH
56)‘ 7)o

- HERT

HTHINE > TLAOTE>

AUCq.00
(ng * h/mL)

AUCq.00
(ng » h/mL)

Cmax
(ng/mL)

Cmax
(ng/mL)

BFH 85.4%250(1,033.9£243.5|3.6*x0.8|131.5£41.0

fd&de | 86.0£31.31,012.1 £260.6(3.6=0.7|131.1 £38.1

CEEE LR E, n=27)




- BfR

HBRE/N T A —F (T LOPE )

A THIVE >~ TLAOTE Y

AUCqeo
(ng + h/mL)

AUCooo
(ng * h/mL)

Cmax
(ng/mL)

Cmax
(ng/mL)

iR

111.5%£26.5| 922.4£209.7 |3.3*0.5|135.8+46.3

Fil & 9

112.1£31.9| 950.7£231.6 |3.3x0.7|134.3+33.4

CPafE LR, n=18)

16.1.3 M H > FHIL & > EEBRIEE% B\ 7= Population

Pharmacokinetics (PPK) &4

HTHIEY > P LFFI G U BERANS TN
168 fif, AEEM: 12 il FEIE Ko OV s A BE M ) 1L FESE FR B AE X 30
B, BREEEED SIMEESRH 18 #l. IFREEZ 4D EiE
FERH 8 il Bl 224 IS5 N7z 2,886 R s DI 7y >
FHIVY BERIEEZBWT, M EEh, (KR, TGS
EE(AST. ALT). BEHEEEFEEE (MG~ L7 F=>. BUN). I
YT I AR ENEOFEE D TV D7) T
T A BB, HRENAFTRAIEY 50 & OREHE
PEERET U 7= /558, AFRE R (AST fEi>40 X3 ALT f#>35)
BT UT T ANAERET T2 ENHEEIN TN
%8, [9.3 &

16.1.4 &2 IR F1EHER

ALTTEEGHEHDIZ 7012 VG HD oene
N1gENTHNY > P LFEFIELT8mg, 7LH0O0P
E2ELTomg &, 7OAA—/N—iKITK D @FERASBF
ICHERRFICH AR OG- L ClEhh > 5Ly g RN
TLAOPEVREERRIE L, F5NENENOEYE)E
INTA—=%4 (AUCO*>72hr‘ Cmax) IZ DWW T 90 % 3 X W41
THREMRIT 217 > 72k H . 10g(0.80) ~log (1.25) DHiFHN T
HO. WAIDEWFNFREEIER SN,

EYEREINT A =5 (> THILE )

HIE/INT A—F BEINT A—F
AUCo—72nr Cmax Tmax tie
(ng * hr/mL) | (ng/mL) (hr) (hr)
VAN ey
HDM=>'0 T77.0x£22791669x£245(48+1.1/9.4+50
—2 PN
é%—/7ﬁﬂﬂﬁ 833.6£244.9(73.4+236(47+1.1|82+34

FEE ANURSIE R TANRS = 3 1=

(Mean £S.D., n=38)

(ng/mL)

100 -

T
80 1 T —o— H LY FEARHDIZ VO]
--A-- 1= 7EASEHD

Mean £ S.D., n=38

T T T T T g T T T T
0 6 12 18 24 30 36 42 48 54 60 66 72

B5f] (hr)

MAEH 7 > TV 5 AREHER

HIEINT A—H BEINT A—F
AUCp-72nr Cmax Tmax ti/2
(ng * hr/mL) | (ng/mL) | (hr) (hr)
N paNy
ﬁgpf;%f£mloggiszo 32408 (63+12[397+21.4
— P
%;“qﬁa” 108.5+30.9|3.2+0.8 |6.7+1.8/36.5+7.0
(Mean =S.D., n=38)
(ng/mL)
m —e— H LS FRARHDI=70]
3 -=A=- 1= 7E&5EHD
; Mean £ S.D., n=38
N
o
4
e
g

MR Y A0 DY > EEHER

I 5 PR NS AUC, Cmax Z5D)/8 5 A =413, #BkE 0R
R RIEOBRIEIEL - RERSE OB AT K - TR/ 5 TEetE:
NH 5,

16.2 TRYY

16.2.1 BEOFE

RN 12012 > TNy > 2 LFeF)IV/ T Lad e
& LT 8mg/5mg il & & Rtk 5 U7z, 1EHEARE 7 >
THIVE > D Cmax [ FAEE TG &l L TH 2.1 5 (iR
F:789ng/mL. ## : 160.0ng/mL) 2. AUC IF#) 1.2 £ (s
&N :1,117.1ng - h/mL. &% : 1,286.7ng * h/mL) IZ L&
L7ze 782 E 2O Cmax KW AUC 3L 278D 78h >
=9,

16.4 35

BTN P LFEFIVIHINAFIINI AT S5-I
K OEERBE S > Ty ITRE SN, S50
CYP2CO 12 & 0 JETEMEAHY M- T IcRB SN BN, KigME
MESERZICH > THINY > LT FIINeRELZEED
M-I oD If i B e ONR W BRI RV > )L & > D I FR
T DR kiR EE K < . CYP2CO DRI X5 h
CTFHIVY D DOMABENDEEIDIENEEZI SN S,
F7=. H2TFHILY I1E CYPIAL. 1A2, 2A6. 2B6. 2C8.
2C9. 2C19, 2D6. 2El. 3A4 ORIEMEZAEL 2\ (n
vitro) s 7 LA E 3 FEIZ CYP3A4 IC X D@ S, R
IZIWERBILADIFMNIC 9 BORBIGRD 5N TS 1011

16.5 HEtit

fREERRA 12 B H > THINY > S LFFIV/TLOTPE S
& LT 8mg/5mg Bl & e & Ha 5 U7z, R IZI3RZ L
ETHZNTHILY > P LFREFIIERBEINT, EHER
HYTH 2 > THINEY +IHEERBHY M- T R OT L0
EUREAEDH S NS, 5 48 K £ TORFER P HE
WHII IR T > T YIS D+ IEE A M-T111.9%. 7 A
OYE > REAE 48%TH DY 12,

16.8 ZOft

HALATTERESELDIZ O, hATTEEGSEHDI =T 0]
REMERIAI L U7 & RN ES S SN, A
BIC % E Rz Sz 19,




17. BRR R IE

171 AHHERUREMICET 23R

17.1.1 BN I +HER

REM S MFERE 2RI, 1H 1B FHILY > L
FFINETLOPE S EL T 8mg/5mg. 8mg/2.5mg.
8mg/Omg. Omg/5mg X% Omg/Omg % 12 i PEH %5 1)
L —HERHEGAROKRIZIXEDOEB O TH S,

N T 7 REAAACHEARIA M E A b &, b T 7 AT A A 22
fb& & HiT. 8mg/5Smg K% 5 #f 13 8mg/Omg % 5 B L Y
Omg/5mg #HGREC R, X 8mg/2.5mg %5813 8mg/Omg
BB ERBRENED 5N TN 5,

R b T ZIRFAERDGEN | b 5 7 A RaRY]
MfMAEZEE (mmHg) | itk & (mmHg)
8mg/5mg(n=101) —26.77+10.52 —16.18+8.48
8mg/2.5mg (n=36) —20.15+9.56 —11.88%+5.55
8mg/Omg(n=100) | —1391+11.17 | —7.79+8.19
Omg/5mg(n=99) | —1991+1071 | —11.23%7.06
Omg/0Omg (n=36) —6.22+12.00 —3.00%+8.35
CEfil + (R )

AABICBWT, BRBEE DB 2S5 ORIWERNY 137 fildh
10 BI(7.3%) RO ENT WD, E2FIERIZIA CK H#Ein
(1.5%) ThHh-o7=19,

17.1.2 AN I E55R (REAIR 5 HER)
AREMEE M ERERFEZGRIC, LA I B THILY S 2L
FEFIET LODE S RUIEEEZ O HEEE U-E#
iR (52 ) TH, BEDRIIHE L. IEH OIS SN
T BELEMEI > hO—ILRES5H TV,

T2, BBICBWT, BERREMORYE Z2EORIERMN
165 #ilH 25 #i(15.2%) ICERD 5N TWD, EREIERIZ.
FEMED T W (4.2%) . RAHED £ 0 (1.8%) Kk O EK T
(1.8%) TH-7=19,

) &Rl - BRESEST 1 H 1 ERE[16.1.2 2]

18. T RE
18.1 {ERA#F

(AYTHILEY DLEEFI)

HTHINY 2 2 LFBFIVOBREERL. AR TRIGE
FICBWTHEPL NI IR S IR > T3 Iy >~
L0, BIMEFEGHOT > OAT Ny 1 T 1(AT)
ZRRIIBNTT oA TN &L, oM
BIEER 26132 2 &1k > TET 2 RIEIMEEPT DK
Tickd. =8I, AT, ZBERZN LEREETOTY IV EAT
O > A g B MSIE R HRRIEERIC—HE S L Tnwb &
2z 5N 519109 (jn vitro. invivo(T v 1)),

(7 LOY BN IVERE)

TLAODECRUIIVEEEIZC e ROEBY DRIV 7 A
P& UTOERAZRTN. (ERORBEDER TR TH
5EVNIRBERT S,

e ROBY DRIV ARSI EMKRENE L B0
WD LF v FIVICERIHESG L. MIRNANOH LD A
DIRAZEFD TS EICL D, HEINECRMINE D5
g S E 520,

182 L= - 7o IVFT oV RICRIFTHE

B EAE B 74 # GREEME S IMEAE 56 #il, BREEZES &
MEAERE 18 ) 2RI, ho Ty Y LFeFb 1
H 1\ 1~12mg O REHR G ORER, ML = 2151k,
M7 > oF T > D TREROMEY > o722 > TR
EDOLERENASN TS 2124,

19. R ICEE T 2EB{EZHAMEA
(BoTHNLEr SLxEFIV)

— - TV > L FtEF ) (Candesartan Cilexetil)

{b#4 : (1RS)-1-(Cyclohexyloxycarbonyloxy)ethyl 2-ethoxy-
1-{[2'-(1 H-tetrazol-5-y]) biphenyl-4-yl|methyl}- 1 7-
benzimidazole-7-carboxylate

¥ C33H34N606

7 TE : 610.66

MG

R O FGH R

PR - AROREXIEETEORRTH S,
C HEEE (100) IZRRRITRT <, A/ —)LITe®
BFIZ< <, T4 7 =)L (99.5) IiETIiz< <., K
I & ERT TN,
- XY ) —)VIRE (1= 100) 13 fEetE 2R E i,
- KBRS IEINRD 5115,

(7 LAY ECNYIVERE)

—fx% . 7 L0 P E NIV (Amlodipine Besilate)

{b#4 . 3-Ethyl 5-methyl(4 R S)-2-[(2-aminoethoxy) methyl]-
4-(2-chlorophenyl)-6-methyl-1,4-dihydropyridine-
3,5-dicarboxylate monobenzenesulfonate

él\%it . C20H25C1N205 ° C6H603S

718 1 567.05

REE

je=}

HsC N NH:
0 /\/

0 CHs

HBC/ ¥ ~ SOsH
i H
¢ i ¢ . ©/
. Cl
©/ 303U TSN

% K - ABE~HEABOERIEOMETH 2.
ALY ) —=)VITEITR T, T =)L (99.5) 1%
PEITIZL <, KIZHEFIZ< 0,
c XY )= )VIRIE (1= 100) 13 ettt 2R E i,
- R K 198°C (4 fR)

22. A%

(BL>TEASELD[ZZ7O))
100 #£[10 & (PTP) X 10]
500 $£[10 $& (PTP) X 50]
(LY TEEEHDIZZO))
100 $£[10 $& (PTP) X 10]
500 $£[10 & (PTP) X 50]
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