2024421

eET (B

Bk IO

BREE

HRES

BN %7‘7§Eilﬁqﬂz
1) R - EMSEOWTEICLYVERTLIL

BFREmRIEES
872149

B AT TEESLD [y F | 743 TRASHD [ K

ERES 22700AMX00882000 22700AMX00881000
ARFERALE 2016431 2016431

BiaM7 o 0T o ISR EERE
FiMCaltnEAL &
BAERH hoTHIEY SLxEFI - PLOD ENDIVEIESE

AL PREELD r K
NLOPEERHD rov K,

Camshia Combination Tablets LD -HD [SANDOZ]

2. mZ

- FTSICN

(ROBEICIIBELEVNIE)

2.1 RH OB HHWIido v Fa ¥y vy AR
T 5 EBUEDBEREO D 5 B

2.2 R ASHEIR L T W B e D B 5 1cPE[9.5 2]

2.3 7YUAFL Y7 IVERE 2 ST oMERIEEE (7272
L OBEEEEZIT-> T R BIMED T ¥ O — )L
LARBOBEE ) [10.1 ]

3.1 #HEE

3. HERK - R

W74

LY TERERELD [ N

1LY THRESEHD [ K

14eh B H o FH Ly &

(720> L LT 25mg)

1éeh HR H o FHLy > ¥

L ¥t F )l 8mg. L ¥+t 7 )L 8mg.
HIES | BR 720y XY VEBIE I HR 7403 v XY VERE
347mg 6.93mg

(720¥ ¥ & LT 5mg)

A

D-vr= h—), Hifhtlo—
A, bfFaxy 7ot ino
—A, ATT) UM, JUAN
VAT—=ZAFM)T L, ATT
DINY S aZah SV FNNIE - §ichetant

D-vr= b=, Fiktro—
A, b FoFy 7ol tino
— A, ATT) VB, JUAh
VAT —=AF )T AL, ATT
DIVE L S Ny AVNN S

ALk Lk

3.2 HAEN DMK

W5e4 | AT TEESRLD [ Nl | A2Y7EHASHHD [V F)

HE FE ES

o7 kM AR

sh — —
, Ff% 85mm Fef% 85mm

B 4% 5.0mm 4% 5.0mm

JF& 32mm 3.3mm

s 125mg 130mg

4. #hEEX(I%hR
= I ERE

5. WMBEX I RICEEET 5FE

5.1 MWELRIMTETOBZENELD Y RKE % HMEEEDOSE
—EPFE LT L,

5.2 FHIE LT, v FH Ny y Y LFLF ) 8mg RUTT 4
oY e LT2.5mg~5mg #HH L CWaEa. H»50wid
WENHS—FH R LILE 2 > b — VA5 5412,
BHEI~NOY ) B2 R WET 52 &,

6. AERUHAE
WA IHLIELSE (B Ty sy Y LEFETFV/T A
oY E e LT 8mg/2.5mg Xid 8mg/5mg) #* #1553
%o AFNIEMEIRHEOFE—EIRE L L THW R,

7. BERUVHEICEET 28
UTosry7FHvyy vLdFkeFLbr7aulErNy)p
BIEOME: - HE4E 2, BREBEIIHETZ RO 2 L,

(BoTFHILar SLixeFiv)
- & IMEAE
WHORAIZIHLIED YTV Y LEFeFLe L
T 4~8mg # &% 5- L, LG L 12mg  THET 5.
2720 BREERZEDSAIE. 1 H 1A 2mg »5%5-%
G L. LEICIS L 8mg $ THET A,

(LAY ELNDIVERE)
- & IMEAE
HWE, RACIET7TLAaYE ELT2.5~5mg & 1 H 1A
BOHS$ 5. b, ERICS UEETERHT 225, ERA
To%EIciZ I HLIRE 10mg £ THETAZENTE
%o

8. EELBEXNEE

8.1 AHZ, HoFHILy Y YLFEFL8mgrTrall
L LT 2.5mgd»bHVidbmg EDEEHITHY ., BT
VY LFxeFNETLAOIE L XY OVEE N OFIE
HADFHT 2 BENDD 5720, BEYNAKI OMH 2 M+
HT E,

8.2 BEEMEHICEESC O TV, S6D2ENHEDLNL I ENH
HOT, BIEE. BEIEOERSERE L) M e
LHEIZERSEL T &,

8.3 FAlral 24 I3 G L2V ENEE L, T V4T
Vv W BREEIRI G o B R O R L
ZU-T YT Y Y ROMEIWERIC X A B AT
R TSN D 5.

8.4 7 A0V AN OVERKE I IR EE I A < P Gk
%O RIE L BEERNEITED 5N D DT, RFFE G ikE Il
OREFEA AT 5 L &k, AEECICESHMREICEET 5
R BEBEOREEZBE L RS MEIHRGT LI L,

9. HENEEZH I IBEICHT IR

A BUHE - MEEEDH 2 8F

9.1.1 HAMBEHRKEDH 5 BEXIFBETCBERZEEDH
3BE
HBELERPLEE LW EHIBI SN SEZRE, ML S
Nl N
HrFHLY Y YL FRTF OV, BEEOR DR SREEA
BEOKTIZ X ) SUEICEREZEL ST B2 %,

9.1.2 &H VU LMEDEE
HEELERPGEE LW EHIBI SN EZRE, ML S
Nl N
BTN E Y LR FOVIE, EA ) T AMSE R BE S
HBENDH D,
F 7o, BREREREE. T b O — VR EORERIFEEC LD i
B MEDE L ) R T WEE T, MiES ) 7 AMEICE
HYAZ L,

©



9.

9.
9.
9.

9.

9.

9.
9.

1.3 BEAREEEPORE

ME. BHEER CEEOREL T IcBlg+ 5 2 &,
AYTFHNY Y LI FLOEGIZLY . FNICIHTEAE
BWIART L. Ty 7. Rl —#EoOERRE IR BiiED
BTFEEZSTBENDTDH S, [11.1.2 2]

A4 BF MUY LMEOESE

ME. BHEER CBEOREL T cBlg+ 5 2 &,
HFHLY Y T LFEFLOFGIZLY ., FRICIEDE
BWIART L. Ta vy o, R — B8O ERRE R BiED
KFaRITBZEMLH 5. [11.1.2 2]

A5 DR2EGHT IRE

ME. EHEERCBREOREL FIcBgET 2L,
HYTFHVY Yy Y LFEFLOHEGIZEY . FRICMESE
WICET L, Yavy 2z, Rt —@MEo &N LBk
EKTxRI3TBENEH 5, [11.1.2 ]

1.6 EFEBEOCEFEDH 2L

2 BipeEERE

2.1 BEZEOHZEE

M. BN CBEDIRREZ T2 % L a0 S EEICH
H945Z &,

HYTFHVY v Y LFEFLOHEGIZLEY . FRICMESE
WICET L, Yavy 2z, Rt —@PEo &N LB
KFzRITBENrH 5, [11.1.2 ZHE]

2.2 MAEBEHHOERE

ME, BHERER OEE OIREE +a ol 5 2 &,
HYTFHVY v Y LFEFLOFEGIZLEY . FRICMESE
WICET L, Yavy 2z, L, —@PEo &L Bk
KTraRZ3B8ENrH 5, [11.1.2 ]

3 HipepEEaE

HYTFHNY v Y LFeF VIR ELSELBEN
Wdhb, $7o0 RSB S v FH Ny o D7) T 5 AN
BF$5ZEDHEEEINTVS, [16.1.3 SHE]

TAOY YR IVEEIZFEICHFTRIENL 20, IFEE
D& B BT MR 1080 00 Tk = i OV I A B 1R 7 i
BUTTRE (AUC) 2R T 52 e0d b,

4 ETEREEHT DHE

4.1 1FIRT B FIREMED & 5 &t

HIRL CWA 2 EDIEREINT 7 v U 7 v v U EREEEN
EFT v OF T vy IZERETH AR L. B -
FrAEEAOEE (BAE, HE B - BoOREAL, B155)
HIFRD LN BIHHRE SN TV BV,

RAOFEGN I, REEOFES D EE L TRAKRG O
VEW A MEICHRET L. AL oBRESEREEY B2 &
HF SN D EIIOARZEGT LI L, T2, HGDPLELRY
FIROFEEFHEICEETHI L, [9.5 B3]

(1) RFERGFERTICFR L TWAWS 2RI LI L, K

FFEGH b, HIRL T w2 @MICHR T2 &,
BRI L 72355121, EHICHRG R HIET A 2
kO

() KOFHNZDWT ARG BRI BZIZHT 25 2 &,

9.

T, HEHLLEIISUHHT Sk,

IR ARF B L 22 A, RN - BRI T
FTVRAIDHB L,

CHEARATEI L 72 3B B A, e Y B LA
HTonzk,

IR R A A, HBEICHEBRT A 2 &,

5 1E4%

TR SOSIEIR L C W A I Btk 0 H 2 ik ic i35 L w s
o BTG HICIHRASHIE L 223541k, EHIcES &2 ikd
B2k R ORI T v O F 7 v v v T2 BT

KX T v 7 v VR R ER 5 S - BE T

EAGEAE, JRIE - HrER O, FiERoMInE, B4,

) AME. SEZE OB O AKEAEL X B &k

WS N DO, EEETOLE., OISR S 5
b OWEND 5o

T LU T E Y NRYOVERITII B FEER TR IR G T 5 &
TEARI A S O I R AV IE R § 2 C & ATRERD 5N T Wb,
(2.2, 9.4.1 ZH]

9.6 BRI

BALBEWI EDEE L,

Fy NOFEHR ORI TV s YL FREFL
Z R 3% 53 % &L 10mg/kg/ H DA E O #E T A /I KB
FEDFSEBINA RO N T WD, B, T v NOERREO
I HALVIIEAM ORI VTV v YL F LTI
H U784, Wil 300mg/kg/ H T HA KB AE O HE N
WAL LN T WD,

TAuYE rRUIVERTIZ e MELRANBITT A 2 LA

ERTWBY,
9.7 /B

NEEENGRE L72IRREEBRIIERL Tz,

9.8 EksE

9.8.1 —MHISBEDEEIIHE L AV EINT WD, Rl
EPRIDBENDD Do

9.8.2 7 AU T E U RUINVBHIZOW TR S5 % B
A9 7% SHEIIHRGT 5 2 Lo RNERERER TR RE )
< MR B AN < % B HHIAI SRR b LT B,

10. #HEERA

TAOYE yORBNIIZTE L CEYA SIS CYP3AL S
BELTWAEEZLNT VA,
10.1 BEAZE (BFALAWVC &)

A 45 FRARREIR - H51E 5 A - fabaRT
T ARV YT V| IEBIER AT, R L= - T v VT v
Pk e, W) o AE K | > S B E R AT R O &
A OMKIILE 0 ) A 7 8 I W REED S % o

CHE DRI B 2 5
S¥ptre 72721, Mo
BEEHHEZT->Th
ZBMEDT Y bu
—VHELCARED
BHEzkL<)

(2.3 Z/]

HE SN TV D,

10.2 HAZEE BFRICEETS L)

ESiiEAS T RIEAR - H5E 7 Wy - falrikF
BEEAER 2 A3 20 |EEER MRS 2 B | ERETE O % L 5 EE
2 ZNHD Do MEFE|MEMIZ XY HVIZHT

B A FILEBT DI L, IR %0
—tas)k)r

TIVTFF T 4 VE

A1) 77 ZARFEER R A
A¥T /527 by
FMIT ATV v

7LV /Yy

A1) %7 DA H

MiE 7 ) 7 AED L5
THIEDN DD,

ek ) 78 AR VE &
FIVDOT IV AT H
YO WEHIER I LD
710) 7 L B RRAE A3
[ R SNl N 29
AN R A i1
E0HLEHE

FIIRA
AR
M)z xFTY
I+ 35

(11.1.2 ZMH]

FIR A CTHBE A 21T C
Wb B IZARFH )0
THRG3 256, BIEE
Hotms 28200
HDHOT, MEIZHG T
bk,

FIRF CTHEE 2 C
W EBREIITL = VG
PEASTUHE L T\ B iR
WL TS v
YLFEFUDNEYL
R,

bR F R R
Fl¥ 5% s Lo B

TYAFL YT
L8

EkREREE, mA ) T A
IE K OV I % 2 &
TBENDH D, eGFR
#5  60mL/min/1.73m?
Kl O ERREEE D H
LEBEENOTY AF L
VI RIVERIE E O P
oW, B LD
ERLwEHIE NS
WErREETL L,

TYIkT vy R
=il

B RRERE, S ) T A
I fE K OB I 2 2 &
TBEENDDH D,

Lo rVET Yy
¥R EE R
NEWREMNEDH %,

REEY F 7 4

BT NE Y T LF
tF IV EDIFEHIZBW
Ty ) F 7 AN
SNTw5b,

AYTHNE L LF
L VIS L) BIRME
BB FTLADH
W AR S B o




A5

B PRAEIR - 8 ik

Wy - fEkE T

JEAT U A FHETH %
JF# (NSAIDs)
PR R ANE -

B E PR 2855 3 % 2
ENH Do

AT O A RN S
e A I LR 7 &
E3 52 TUAy 75w
VroaEREHET S
ZEhb BT %R
AT LWEEENED S
LEZBNTWA,

Bh&od nBHTIE,
S HICERREIL Y
LBLNDDH 5,

JEA T O A N S
WHIOTa Ay 75 v
T UA B EERIC X
LN 11 =7/ [ R
T2HEEZLNTVD,

11.1.9 EMI¥E CFERH)

B, Zeli, Wit TOmA, BRI, R,
gD D O bNIHEITIRGERIET 52 &0 HRRIA
FHOEETH LD TV,

11.1.10 /RS CHERB)

AN BEJ7Oy Y BHERH)

IR O FVEOWMPIEIRY D 5bN b 2 DD 5,

11.2 2D OEIEA

0. 1~5%7if SHEEA

CYP3A4 [HEFH]
IY)AUYA v
TINVFTEL
) hMFEV
A MTaFy—)LE

T AT Y YOI
S AT AEBEND
5

Ty z2zu~vA it
CNVFTELEDH
ZXh, 72aavErD
M EEN LA LzE

7 AaaY ¥R
BERICHE SN L]
fEMErE 2 s,

NE NE NS
FEL OLRGEIBUIE, £TE
FLBE, IS 7€

i

=i

W

W HEUE

BEeBH . ITY (B E. @R HIR. 55
&, FHIEALISE) . ME |2 &E® . 5 < HARB
§¢WETD77\W

DE|ED D %o
CYP3A4 7 7i) TAUYEyOMpiET7 A0 DYy OR#E
DRV AVARVE 3 EPIT 55 B2 N0 A SN L TREMEANSE
Hbo ZbNb,
TVU—=TI7N=y T a|REAERPEEBEIND | 7L =TT V=2 IlE
— A BENWHDH D, INDLHGATLOY

ErofR#tEHEL, 7
AT Y Y Yo
M LEAS B
Zbib,

B, IRA, T LU
& BHER, RER, TR
O LUNE, "B,
AMEHHERE S, IRk, 4
FRGLERIEIR

R

FHEAVELRE . BRI B ARORIR, e,
T L1 SN 3115 I G LV
AR, PHE R,
Mge, RS, LA
B HEk Bx

HiLEs

VUNREY T

T AT E Y ANY VR
e N F
80mg (ENRKFEDH
M=) LofrfHcEy.,
VUNAZF D AUC
W TT% LA LT & o
H0H 5

PR TH 5,

AST. Al-P. LDH o I+
A,k

ALT. y-GTP @ L5

FIILERN % . SFRRERINZ | @i, FIEkisd, R
i, S

BUN & k5 JVTF=rDLA, &

FIR

) LA

FTAOTE RV
WMEDBHIZEY 5 2
T A A O LAY
AL BEESE0Y 7
o) A A O EIER 85
HYysB2hW0H %,
BERERICIZY 70 A
ADMAEEEE =Y
— L. BEIpLTY 7
O A ADEE
T5HZE,

TAaOuI¥ Y0
VAR, £ELT
CYP3A4 12 & h i &
nzzzo, frHICEY ¥
7 1) A ADRHHH
EINDWEEENE X
b,

1. BMER

ROBEWER DS SN b 2 EhdHO T BEE 4512470,
AR NG EICIT TG 2 P IET 5 70 Y] e MLiE &

192k,
1.1 EXBEIEA

1.1 MEFE (O
W W - WEBHARE DR 2 IR & 5 A MERE A

[ZTTNELEN

FEAH)

HEbNDIEDNDH 5,
11.1.2 a3y 7. KH. BREEK (Wb HEAR)

W TR, BRSNS b NG EITIE, BB IZ#EY)

HALEEITH) 2 &, 19.1.3-9.1.5, 9.2.1, 9.2.2, 10.2,

13.1 ]

11.1.3 2HBEE (HEERH)
1.1.4 AU LIME BHEAD)

11.1.5 BIERR. KRS,

BE (W9 HEEARY)

AST. ALT. y-GTP O LAFOMEREREDH b D S

DD B

11.1.6 E|FBENIE. BMEGRKD (310 S BHEEA)

11.1.7 HESHREAE

(BEEAI)

e, BR. CK ba. MR ORm I 4+ 7ae s bR
TR E T B MARUHRED D b b 2 ENHDHDT,
D& B EIZFES SRS eI L, EYRREETT) 2

Lo F7z. MR

Nl

BFRFAE LS & 2 B REE ORI IER T 2

11.1.8 BEEMMMER (HEAH)

FEBA, MRk, DR IREE, R X

B2 RO BRI J8

HOEDONDLZ ERHLDT, TDLD e Icdks 2 d ik
L. BIERERVE VHORTGEOBEY RLEEZITH Z &,

B, Hg., i CK ks ) A BA,
S MHRER LA RE | 7)) 7 A, A
ey R B 957,
S, IR, AR
JRy PRUESIBE ., iF0E
Bal xayua—)v bR,
CRP L5t MiLif#e & > 7%
VA 7NN e RN
i TR . P
RS, IR, B
HEE, PEREE, (G
&) wALE, &
HALELE . BB, ST,
B ARERIM, ARE
DRI, HRER. 5
B B REE . A
B, SURRL. LR,
MRS R 7 N A
Rtk

Z 01

) ZO XD HHEEIITIE, REET S A L) 2 L 2 AT

Nl

13. BERSE

13.1 fER
AHl e #mm IR L72a. Y ay 7 2E60% LWILEIRT
ERGEEIR R S T2 & B B, [11.1.2 ]

13.2 &
L - FFRARRED £ = 4 — & ATV, BHENCMEZWET 5. &
LI A5 5 70813, U oZ L, i oss-
VDRI B LE 21T ) o FERDYEE L2 WIEId,
TEBR M & R OHER &\ IER L 203 b AEH OG- 2 ZE S
bo BEIDEREWS THLHN Y THNY VROIT 20T Y
BEAMGERDPEN 20, BIIZE ABREFHNTIE RV,
E72, T AUV E YNV VEIERAEZISEE R %S L7
Yit, 74TV E O AUC I 99%iE4 L. i 2 KEf 2 C
13 49%i8 A L7z 2 LS i 5 R O WIENH LE & LT
EERBGPHNTH D EPEENT WD,

14, BRLEDZEE

14.1 FEFZFEFOEE
PTP W DAL PTP ¥ — bS5 ML TIRAT A &9
85352 L, PTP ¥ — bOREKIZ LD LA RS

o B



AT L . BICI3ZEILE B2 LTRSS OEE 24
PHEZBEET 52 DB o

15. ZOMOEE

15.1 ERER{EAICE D 153k
HEMRIIHS TRV, 720 E YN IVEREIZ L S
HEPIDHEESCAER (CEWHEAT &) A LN
L OWED D B

16. ZEYEIRE

16.1 IMmehiEE

16.1.1 BE%E

FER N 1261 H > FH Vs Y LEdFeFu/Traderk L
T 8mg/5mg BLAEZ HIEH G- L 72, s R 7~ 7
T s v IEERE M-TT R OT 28 2 ¥ 2 RELED T H &
NHD, REEKTH L0 TNy v Y LFREF it sh
o EHERBEW A TV LR OT 20V E L DL ERED
HRITTHOEBY THBVY,

HO 0 HO (6]
N N
At -
N AN N
CH, N
HYFHLY M-
. - Crmax Tmax AUCop-« nw)
e (ng/mL) (hr) (ng + hr/mL) (hr)
Zi?&’” 78.9429.6 | 4.8€0.8 |1117.1£205.7| 16.39.2
M-TI 103+3.3 | 83+3.1 |346.3+103.1| 19.2%7.5
FAUYYY | 35507 | 4.9+03 |120.3+28.5 | 37.3%6.3

CFI9fl = R, n=12)

16.1.2 EMZHEEM (BEAKRS L DOLR)

RN Y FHVy Y Y LFEFN/TraIESELT
8mg/Smg BLA$EF %5 L. KD O HIG & i Lz,
TRUOEBEDOWTNOFKG LM T THMKS & b EWFI S
THHIENHRENT VD, HMETRPERIES LZHOE
B Cmax & AUC I TERDOEBY) TH B,

-HEET
TG v TraTY s
Cmax AUCo-w Cmax AUCo-w
(ng/mL) | (ng - hr/mL) (ng/mL) | (ng - hr/mL)
Bt 85.4%£25.0 [1033.9+243.5| 3.6%+0.8 131.5%+41.0
[yl 86.0+31.3 |1,012.1£260.6/ 3.6+0.7 131.2+38.1
CF5fE = B8R, n=27)
- B
N TFHNE v VN =AY
Cmax AUCo-w Cmax AUCo-w
(ng/mL) | (ng - hr/mL) (ng/mL) | (ng - hr/mL)
Bt 111.5%£26.5 | 922.4+£209.8| 3.3%£0.5 135.8+46.3
[yl 112.1£31.9 | 950.7+231.6 3.3+0.7 134.3+33.6

(P32t = (i, n=18)

16.1.3 M Hh>FHIL4 2 REBRE®E%E MV 7 Population
Pharmacokinetics (PPK) #&#f
HYFHNE Y LTV EEL LR A IR 168
Bl AR T ML A i OV Wi AR R P 80 ML S A X 30 B, T
Ea k) BIEAERE 18 B, IFEEE M il ERE 8 Bl
224 17> 545 5 7= 2,886 BRI TV & ol &
T, PR SEEE, RE. ITREREIRIE (AST. ALT). BHhEiRE
(27 L7 F =2, BUN). MH 7V 7 I i K O I 0 A7
EHTHNE DI ) T T A GAERE MRNA & T A
FEY T4 L OBGEME G LR, FFEERE (AST H>40
MAZ ALTE>35) ICBTH2 )T 52 AN 459K T4 5 2 & Hdf
EENTWAEY, [9.3 2]

16.1.4 EMFHIEEMHER
HLYTEEEEHD [H2 K]

ALY TERERHD [y F| b=y 7EARHD %, 70 AF
—N—EIZE D ENENLEE (BTN YLFEFLEL
T8mg U720 ¥k LT 5mg) MR AFSEICH AT HH
OGS L TIER s o TV s ROTT A0 VY R E R
L7z BoNH Y TFTHINE L ROTT 20D ¥ DY EHHRE NS
A—% (AUCt, Cmax) (22T 90%IEHHX ML THEEHENT 2 17
S 7R, I log (0.80) ~log (1.25) OHIPHNTH Y.
F O W0 RISV SRR S 7z

B AT TEASE HD [ N &5 %o mEEhigEEs (1749
V)

(ng/mL
100
mosof o NAYTRAFHDIH K
';f]:‘ —— 2= 7ELASEHD
P2 60 Mean=S.D., n=38
Z
v
¥ 40 +
%
i
% 20|
0 L L Q
0 12 24 36 48 60 72
¥ G-t e (hr)
HEWFREINT X —F (o TH Iy V)
AUC: Crnax Thmax T2
(ng - hr/mL) | (ng/mL) (hr) (hr)
LY TRA
$EHD [ |777.02227.9| 66.9%24.5 4.8+1.1 9.4£5.0
K]
-2 e
;?H;?MD 833.6+£244.9| 73.4£23.6 4.7x1.1 8.2+3.4

(Mean+S.D., n=38)
B AT TERASE HD [ M &5 HombEhigEfEs (7aay

(ng/mL)
5 -

—o— ANAVTEAHFEID K]
jﬂ} 4+ —— =Y THECAHEHD
'?F Mean+S.D., n=38
-

A
D~
¢
7z
3
i3

0 12 24 36 48 60 72
$ 5% g (hr)
HPBRENNT XA —F (7RI L)
AUC: Cmax Tmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
LY TERE
$EHD [H > | 109.9+32.0 3.2+0.8 6.3+1.2 39.7+21.4
FJ
- PN
;ED/‘?HEM 108.5+30.9 3.2+0.8 6.7t1.8 36.5+7.0

(Mean+S.D., n=38)

B MR N AUC, Cna SEOEMBIFE/ ST X — 513,
BB OB, M OFRIEL - BER S OGS L o TR S
TREMED D % o

16.2 TRIR

16.2.1 BEOZE
BHERN 1260ICH > FH Ly Y LdFeFu/7rulEre L
T 8mg/bmg Ao &t & LS L 72k RS 7 » 7 v s »
D Conax (FHETHEG LI LTH 2.1/ AT @ 78.9ng/mL.
% 0 160.0ng/mL) (2, AUCIZ# 1.2 (K& : 1,117.1ng -
hr/mL. £ :1286.7ng - hr/mL) Z 5 L7z 720D
Cumax MOV AUC I3ZAL % O T 2o 72,



16.4 o5
HNTFHINY Y VL FEFNRANRF I NVIATT—HIZLD
HERH S > Ty AR s, S 51IC—E25 CYP2CI 12
L0 FREMEACHEY M-SR SN DAY, ARSI ERE 2
VTHNVEY Y YL X F RS Lz EO M-I O
ORI HEIEERIE S~ 7V & o R f OB h ki 2 He
1 < \CYP2CO DEIEM LRI X 2 H ¥ FH )Ly > DIl iEE~D
HEIVEVWEEZOND,
$72. U FHILY i3 CYPIALL 1A2. 2A6. 2B6. 2C8. 2C9-
Arg, 2C19. 2D6. 2E1. 3A4 OAHHE % HE L 72\ (in vitro) o
T AT FFEIC CYP3A4 12X D REF S, RAPFICIERZ LA
DIEPIZ 9O 72D ST 51000
16.5 ittt
BN 1262 >V Y LEFeF/TralErE L
T 8mg/bmg BL&rdt 2 Wil g L7285, R i3 RELETH 5 7
YTV LRSI E T, mHEREMTH L v
FHIN 2 HIREEAHY M-T RO 7 20 ¥ v KRR HEH
ENDb, B 48 Kl & CORBEIRP IR IIIRE 7 TV s~
+IEIEERHY M-T111.9%., 74103 ¥ RZLK 4.8%Tdh
54),12)0
16.8 ZMfth
DL TEEEELD [ K]
HAYTEASELD [V M [E=0%4 7% 2 O EIZEA 04
W RSEERER T A T4~ CPK 2442 H 29 H SERFHATE
02294510 5) ] 123D X, H AT THEAH HD [ N % fudes
Fle L7z& &, WHRBEINS L . EWFICRES L Ak Shiz

13)

17. ERPREXIR
171 FHIHROCRSM(CEAT 5558
17.1.1 BN THEHER
AEMEMEEEEZ RIS, LH1IES Y FHLy sy YL Ft
FLE7ruYErE LT 8mg/Smg. 8Smg/2.5mg. 8mg/0mg.
Omg/5mg X 1% Omg/Omg % 12 A HF 52 L7 ZEHR LK
RO RIIREDOLEBY TH 5,
b T 7 EEAAA R E 2 L N T 7 BRI I 2 b &
12, 8mg/bmg Fx5-#E1E 8mg/Omg Fx5-#E )% UF Omg/5mg Fx5-HE
12, X 8mg/2.5mg £ 5-#1% 8mg/Omg ¥ G- HEIC B =2 7=
MRRD LN TV 5D,

Py 2 7ﬁ#§é1ﬂlﬁ‘ﬁﬁﬂ +7 711#;%&?&9@%
MAEZAbE (mmHg) | MAEZ{LE (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/0mg (n=100) -13.91+11.17 -7.79+8.19
Omg/5mg (n=99) -19.91+10.71 -11.23+7.06
Omg/0Omg (n=36) -6.22+12.00 -3.00+8.35
Gl + (R )

KRB BT, HRMEHORE % & LallEH AT 137 #1410 4
(7.3%) IZBOSNT W5, EABIEMIZImH CK B (1.5%)
THor2,

17.1.2 ENE IHEFR (REAERSHER)

AEMESMEERE 2RI, TH1IBA YT Lvy Yy Y LFk
FIET A0V Y NV OVEREE OHHERGT L RS 8k (52
W) CH L BRI L. oIS IEA ST, LE Lz
Fary ra—uaEoshTtnid,
F 7o RRBRIC BT BIRIEEE O S8 % &L RITER 25 165
2561 (15.2%) 2O 5N TWD, ELEIWEMIZ. FEkD v
(4.2%) \ IRALHED F v (1.8%) K OIIET (1.8%) TdH - 7219,
) AR - AREBEET 1 H 1 EE%SE-[16.1.2 3]

18. ZERhEIE
18.1 1EA#E
(hoTFHNar SLxEFib)
N THNE Y L FRFIVORITER L. RN TIRIGER 2
BB THR NGRS WG 7 vy v ezl F
M PEHOT v o473 v I8 471 (AT) SHEEICBW
TT v oF T vy v T e L Z ORI % IR % 15
5 Z LIl & o TETZ BMIMEKIOKTICE 5, S512, AT
ZEREENLZEETOT IV E AT v 2 $HIER

FEFEAVEIC—ERRE G- L T b & 2 551979 (in vitro, in vivo
(79 M)

(P LOYELNYIVERE)
TAOATEURYVEREIZY L O ¥y U0y ARERLEE
ELCOERZRT D MEHOFHDRIG TR TH B &) 4
WEfT 5,

e Ruy Ty RA VY AT EEMKE L B oL
7 AT v R IVICHFRIGICH A L IIRNAD AV 2 2 OTAN %
AEEDZEICEY . TR AR N O 75 & g S 520,

182 L= -TroIdT oI RICRIFTHE

B E R E 74 6] CREEVESINUESE 56 B, B RE % 0 ) Bl AE

HE 186 20t RIZ, HrFH Ly sy YLFEFL1H1E 1~

12mg O KA GO G, ML = i, m¥E7 > o7~

VUIBERUCMET VAT LEED EANARSNT

\/355),21)72400

19. BEXSICREY 2IE{LEFR

(BPFHIEL SLEEFI)

—hgEY& TR
Ay TFHNVE v YL FEF)V (Candesartan Cilexetil)

L%
(1R9-1-(Cyclohexyloxycarbonyloxy)ethyl 2-ethoxy-1- {2 = (14~
tetrazol-5-yl)biphenyl-4-yllmethyll -1/~benzimidazole-7-
carboxylate

SFR
C33H31N606

FFE

610.66

fic27N
FL K SUIAEREOM R TH %o HEE (100) IZRRETRT
(v AY 7= VIZRREITIZC L, =8 7 =) (99.5) 1ZiEITFIZ<
L AKIZIEE AEE T Ve A% ) — Vi (1—100) 13 HEEHE%
IRE R\, FEMBESRO LN D,

EEBER

ROgHR S

(FLAOYECNYIVEE)

—hgEY& TR
7 AT XY )V (Amlodipine Besilate)

1E24
3-Ethyl 5-methyl(4 RS-2-[(2-aminoethoxy)methyl]-4—(2-
chlorophenyl)-6-methyl-1,4-dihydropyridine-3,5-dicarboxylate
monobenzenesulfonate

SFR
Ca0H25CIN205 - C6HeO3S

FFE
567.05

27N
B~ EHOOMREONETH D, A5/ —VIZHEITRT .
IE /=) (99.5) IZRREITIZL L KRITHETFIT v 25—
IVIER (1-100) 1XHEEMER R S v,

EFEER
H
HiC ‘ N ‘ 0 ~_-NH:
H
HsC/O 0. CHs

<y SOH
oM T
Cr
0

#3198 (53f#)
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22. a%

(WL THEEELD [ K])
100 §& [10$¢ (PTP) x10]
140 §¢ [14 %8 (PTP) x10]
500 $& [10 %% (PTP) x50]

(LY TEEEEHD [ F])
100 $& [10 & (PTP) x10]
140 $& [14 %8 (PTP) x10]
500 & [10 %% (PTP) x50]
700 $ [14 %t (PTP) x50]
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