% 20254E9 F 2ET (A52h)
202442 HELET (55160

Bk 0 IR

FREE : 34

BFREMmRIEES
872149

B AT TEAESLD [V F| 743 TRASHD [ K

ERES 22700AMX00882000 22700AMX00881000
AR7ERAE 20164231 2016431

BT oA T VISR EERE
iR CaltinEE &%
BERERH hoTHILVEY SLFEFIV - PLAOT ENDIVEESE

ALDPREELD r K
NLOPEERHD rov K,

Camshia Combination Tablets LD -HD [SANDOZ]

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

2. B2 (ROBHFICEBELEVWIE)

2.1 RHOBGTHHWIiZo v Fa ¥y v s RIEHIH
T 5 EBUEDBEREO D 5 B

2.2 R ASHEIR L TV B T REME D B 5 1 PE[9.5 2]

2.3 7YUAFL Y7V 2 RS oOMERIEERE (7272
L OBEEEZIT-> T R BIMED T ¥ O — )L
LLAARBOBEEZK L) [10.1 ]

3. AR - MR

3.1 fHRE

Wise4 | ALY TEASELD [V~ N | #A37HRASEHD [+ K
14e B # o FHVy >y V|1 BR Ao Fhvsy s v
L ¥t F )l 8mg. L ¥+t 7 )V 8mg.

HIES | BR 7203y XY VBIE I HR 7403 ¥ 0 XY VERE
347mg 6.93mg
(70T LT 25mg) |[(7ARYEYELT 5mg)
D-vr=h—), #itlo—|D-v~r= b=, Fimtro—
Z, b RFaxyrsailbiralA, e FadFy oo

g | TR AT TV VB yOAN | AL AT T A JOAS

& NAT—=AF MY T L, AFT|VAT—AF MY YA, AFT
VYR TR A, S| ) Y S AT T A SRR
Al ik 18k

3.2 WEDHIR

WiFess | ALY TRESLD [ N | 74y 7RA&SOD [ K

HIE FE Fge

o7 R AR

s = | & & =
, % 85mm F/% 85mm
>4

HiE 8 5.0mm 4% 5.0mm

|58 3.2mm 3.3mm

s 125mg 130mg

4. EERIIFHR

S ImE

fE

5. MEERIIHRICEET EE
5.1 MEEZRIMEMRT DB ZNEN D 1) . A & & MLTGHR O

— R

HELhWnWZ L,

5.2 FHIX LT, Y FHLyy Y LELF)I Smg R UT A
OYE YL LT2.5mg~5mg 2 FH LTV HE. 50k
WFRD— T F R LIE T > T — VAR5 a2,
RFNNOY Y2 2 a3 5 2 &

6. RERUVAE

BACIETHLIELSE (B TNy sy Y LEFeFIV/ 74
oY EyE LT 8mg/2.5mg ik 8mg/5mg) #* #I#%5-3
%o ARFNEEMEIGHR OB —EIRIE L LTHW W,

7. BERUVHAEICEEYT 58
UTFonry7Hnvsyy YLdxeFreraul¥rNy)v
BIEOME: - HE4E 2, BREBEIIHEZ RO 2 L,

(BoTFHILar SLixeFiv)
- & IMEAE
WHORAMIZIHLIEA YTV Y LFeFLe L
T 4~8mg %5 L, LG L 12mg F THET 5.
2720 BREERZESSSIE, 1 H 1A 2mg »5%5-%
AL, LEICS L 8mg  THRET A,

(LAY ELNDIVERE)
- & IMEAE
HWE, RAIEZT7T LAY E ELT2.5~5mg & 1 H 1A
BOHS$ 5. b, RIS UEEEEHT 225, ERA
To%EEIciZ I HLIRE 10mg F THETAZENTE
%o

8. EELRBEXNEE

8.1 AHNZ, HoFHILy Y YLFEFL8mgrTradl
YL LT 25mgd»bHVidbmg EDEEHITHY ., BT
VY LFxeFNETLAOIE L R IVEE N OFRIE
FADFET 2 BEND D 5720, BEYNAKIOMH 2 a4
HT E,

8.2 BEEMEHICEESC O TV, S6D2ENHEDLNL I ENDH
HOT, BEEE. BEEOERSERE L) M2 e
LHEMIZERSEL T &,

8.3 Tilimn 24 KRR I3 G- L 2 W2 EDE T LW, TV F T
Vv W BREEIRI G o B R OV R L
ZU-T YT Y Y ROMEIWERIC X A& AT
RIS D S,

8.4 7 A0V AN OVERIE I R EE I A < P Gk
%O RIE L BEERNEITED 5N D DT, REFE G ikEI2
OREFEA AT 5 L &k, AEECICESHMRICEET 5
EBEHEOREEZBIE L 2O MEIHRGT LI L,

9. HENEEZH I I2BEICHT IR

A BUHE - IEEEDH 2 8F

9.1.1 HMAMBEHIRKEDH 5 BEXIFBETCBEREEDH
BE
HBELERPL RS W EHIBI SN EZRE, ML S
Nl N
By FHLY Y YL FReT OV, BiEEORDRSREEA
BEOKTIZ L) SURICERELZELS L BE1W0D 5,

9.1.2 &H VU LMEDEE
HEELERPL RS LW EHIBI SN EZRE, BT S
Nl N
BTN LR FOVIE, EA ) T AMSEE RS E
LHBENDH D,
F 7o, B E. I b O — VR EORERIFEEC LD i
B MEDE L ) R T WEE TR, MiES ) 7 AMEICE
HEYAI L,

©



9.

9.
9.
9.

9.

9.

9.
9.

1.3 BEARBIEEEPORE

ME. BHEER CEEOREL T IcBlg+ 5 2 &,
AYTFHNY Y LI FLOEGIZLY . FRICIHEAE
BWIART L. Ta v 7. Rl —#EoERRE IR BiED
BTFEEZSTBENDTDH S, [11.1.2 2]

A4 BF MUY LMECESE

ME. BEHEERCBREOREL FICBETs 2L,
HYFHVY v Y LFEFLOFEGIZLY . FRICMESE
BWICET L, Yavy 2z, K —@EoE#N LB
BTERITBENDD 5. [11.1.2 BH]

A5 DR2EGHT IRE

ME. EHEERCBREOREL FICBgET 2 L,
HYFHVY vy Y LFEFLOHEGIZLEY . FRICMTESE
WICET L, Yavy 2z, Rt —@MEo &R LB
EKTxRI3TBENEDH 5, [11.1.2 ]

1.6 EZFEBEDCEFEDH 3 BE

2 BipeEERE

2.1 BEZEOHZEE

M. BN CBEDIRREZ T2 L A0 S EEICH
H945Z &,

HYTFHVY v Y LFEFLOHEGIZLEY . FRICMESE
WICET L, Yavy 2z, R, —@PEo &SN LB
KFzRITBENDEH S, [11.1.2 ZHE]

2.2 MAEBEHHOERE

ME., BHEEER OEE OIREE o cBlgd 5 2 &,
HYTFHVY Yy YL FEFLOHEGIZEY . FRICMESE
WICET L, Yavy 2z, L, —@MEo &L Bk
KTraRZ3B8ENrH 5, [11.1.2 ]

3 HipepEEaE

HYTFHNY v Y LFeF VIR EREELS €L BEN
Ddhb, £/ RSB S v FH Ny DT )T 5 v AN
BKF$5ZEDHEEEINTWS, [16.1.3 SHE]

TAOY YRV IVEEIZFICH TR ENL 20, IFEE
D& B B TUE MR 0] 0> ik = i OV I A B 1R i
BUPTRE (AUC) 2R T A2 e0d b,

4 ETEREEH T DHE

4.1 1FIRT B FIREMED & 5 &t

HIRL T A ZEDIERBEINT 7 v U 7 v v VEREEEN
EFNT v OF T vy IZERETH AR L. B -
FrAEEAOEE (BAS, HE B BoREAL, B155)
AR BN BIAHE ST BHDs 2,

RAOFEGAN e, REEOFES D EE L TRAEG O
VWA HEICKRGET L. R EoR R MY LS &
HF SN EIZORZEGT LI L, T2, HGDPLELRY
HIIROFEEFHEICEETHI L, [9.5 B3]

(1) RFFEGFERTICFR L TWAWS L 2ERT AL, K

FFGH b, HIRL T aw & 2 E@MICHRT 52 &,
B IERD I L 72355121, EHICHRG R HIkT A 2
kO

(2) KOFHNZDWT ARG BRI BZIZH T2 2 o

9.

T, HEHLLEIISUHHT Sk,

IR ARF B L 2o A, RN - BRI T
FTVRAIDHB L,

CHEARATEI L 72 3B B B A, 3R IS B LA
HTonzk,

IR RIS A A, HBEICHEBRT A 2 &,

5 1E4%

TR SOIIEIR L C W A I Btk H 2 ik ic i35 L w s
o GRS L 2235 A1t 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, AR - FrER O, FiERoMInE, B4,

) T AME. SEZE OB OEAKEAME & B &k

WS N DO, EEETOLE., MOBIERSERS 5
b7 OWE»D 5o

T LU T E Y NRYOVERITIR B FEER TR IR G T 5 &
IEARI R e O R AV IE R 5 2 C & AT D 5N T WD,
(2.2, 9.4.1 ZH]

9.6 RILW

BALBEWI EDETE L,

Fy NOFEHR ORI TV s YL FREFL
ZmHRE 3% 53 % &L 10mg/kg/ H PA_E O #E T A /I KRS
FEDFSEBINA RO N TV 5, B, T v NOERRHO
I HALVIIEAM ORI VTV v YL FRE T
H L7284, wihd 300mg/keg/ H T HA KB AE O HE N
WAL LN T WD,

T AUV RUIVERTIZ e MELRABITT A 2 LA

ENRTWBY,
9.7 /B

NEEENGRE L72RRFEEBIIERL Tz,

9.8 EksE

9.8.1 —MHISBEDIEEIIHE L AV E SN TS, Rl
EPRIDBENDD Do

9.8.2 7T AU T E U RUNVBHIZOW TR HH5 % B
A9 5 7% SHEIIHRGT 5 2 Lo RNERERER TR RE D
< MR B AN R < % B HIASRRO b LT b,

10. HEERA

TAOYEyORBNIZTE L CEYAHEES CYP3AL S
BELTWAEEZLNT VA,
10.1 BEAZE (BFALAWVWI &)

A 45 FRARAREIR - H51E 5 A - fabalT
T ARV YT V| IEBIER AT, R L= -7 v VT v
Pk e, W) o AE K | >~ S B E R AT R Ol &
FTU LA OMKIILE 0 ) A 7 B0 I W REED S % o

CHE DRI B 2R 5
D¥ptre 72721, Mo
BEEHHEZT->Th
ZpMEDT Y bu
—VHEL CARED
BHEzkL)

(2.3 /]

HE SN TV D,

10.2 HAZEE BFRICEETS L)

ESiiEAS B RAEAR - A58 7 By - falrikF
BEEAER 2 A3 2o |EEER MRS 2 B | ERETE O %% 5 EE
2 ZNHD Do MEFE|MEMIZ XY HVIZHT

B - A FILEBT DL, HIZPERS %0
—tars)ky)»

VIVTFF T 4 VE

A1) 77 DARFEER R A
A¥T /527 by
)T ATV U

7Ly

A1) %7 WA H

& 7 ) 7 AED L5
THIEDN DD,

ek ) 8 AR VE &
FIVDOT VAT H
YO WEHIE I LD
710) 7 LB R AR A3
[ R Sl N 29
AN R A i1
E0HLEHE

FIRA)
AR
M)y szuayxFTY
I+ 35

(11.1.2 ZMH]

FIR A CTHBE A 21T C
Wb B IZARFH )0
THRG9 256, BIEE
Hotms 28200
HDHOT, MEIZHG T
bk,

FIRF CTHEEZ 2T C
Wb EBREIITL = VG
PEASTUHE L T\ B iR
WL TS v
YULFEFUDREYL
RV,

bR F R AR
FlH 5% s Lo B

TYAFL YT
88

EkREREE, mA ) T A
IE K O I % 2 &
TBENDH D, eGFR
25 60mL/min/1.73m?
Kl D EHRREEE D H
LEBEENOTY AF L
V7 IVEREE E O P
ZOWTiE, B LR D
ERLVwEHIE NS
WErREHTL L,

TYIk Ty R
=il

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

LTy VET Y
¥R EME 2 R
NBWREMNED D %,

REEY) F 7 4

YT NE Y T LF
tF IV EDIFRHIZBW
T, U F 7 AEENHE
SNTW5,

AYTHNVE L LF
L VIS L) BIRME
BB FTLADH
WA S B o




e

B PRAEIR - 8

Wy - fekRE T

JEAT U A FHEH A
Jf# (NSAIDs)
PR R ANE -

B E PR 2855 3 % 2
WD,

AT O A RPN S
e A I LR &
B asr7axy s
VroEREHET S
ZEMo. BIEERH %R
AT LWEEEED S
LEZBNTWA,

BhEod 5 BHTIE,
S HICERKREIL Y
LBLNDDH 5,

JEATFT O A NN S
WRIOTa R 75y
T UABMEEHIC &
D, B EIMET 5
72O EZLNTVS,

CYP3A4 [HEFH]
IY)AUYA TV
VT TEL
M FEV
A MTaFy—)LE

TATYE O
S EATAEBEND
Hhbo

zyzu~vA it
CVFTELEDH
Xy, 72aavErD
MApEEEA EA L2k

7 AaaY ¥y oRHEH
BEIZHE SN L]
fEMErE 2 s,

DE|ED D %o
CYP3A4 #FEi TAUYE oM T A0 DYy OR#E
DRV AVARVVE 3 ST 55 B2 N0 A SN L TREMENE
Hbo 2D,
TVU—=TT7N=y T a|HEAER PRI NG | 7L =TT V=2 IlE
— A BENWHDH D, INDLHGAT LOY

ErofR#tEHEL, 7
AT Y Y YO
M LEAS B A
ZHib,

VUNREY T

TAaYE Y ANY VR
e UNAY T
80mg ([ AIKFED &
M=) LofHcEy.,
VUNAEF D AUC
W TT% LA LT & o
H0H 5B

WA TH 5,

) LA

TAATE Ry IEE
WMEoHIZEY 5 2
T A A O LAY
AL BEEE0Y 7
o) A A DREMEH A
ByazBEhrd b,
BERERICIZ Y 70 A
ADIMAEEEE =Y
— L. BEIpLTY 7
O A A0 E
T5HZE,

TAruY¥rkyru
VAR, £ELT
CYP3A4 12 & h i &
nazzo, frHICEY ¥
1) A ADRHHH
EINDUREMESE Z
b,

1. BMER

ROBEWER 2SS SN b 2 Ehd b T gL 4512470,
AR NG EICIZ TG 2 P IET 5 70 S R ALiE &

15 2%,
1.1 EXBEER

*11.1.1 MEMZE EERH)

[ZTTNELEN

W W - WEBHAR DR 2 IR & 9 B MR

NHobNDE I N b, o, R, WA, M, THISE

b e A

FED D S DD Z LD B,

11.1.2 Yav . K8 BEEX (T EEARY)
i, MR, ERHESED S 5 b NG EITIE, EHITEY)

HALERATH 2
13.1 2]
11.1.3
11.1.4

SMEEE EEARY)
EAY Y LIME GHEAY])

£609.1.3-9.1.5, 9.2.1, 9.2.2, 10.2,

11.1.5 BIERT X, FAREERE. BE (3L HEAN])
AST. ALT. y-GTP O LAFOMEREREDH 5N DS

WD B

11.1.6 EFBENIE. BMERGRKD (31 S SHEEA)

11.1.7 HESHREAE

AR IR

(BHEEA )

CK EF. Mk RP I+ 7aer BA

TR E T B MARUHRED S 5 b b 2 ENHDHDT,
D& B EIFESICRG eI L, EYRREEZTTH 2

Lo F7o, BERRUHRIRHEC & 2 SMEEEOREISERT 5

Z,

11.1.8 BEEMMER HEAH)

FEEN, WG, DO ORIEE . BOEE X MLSLESE A LD B s
HobNLIEDNHLDT, TO LD B ICI3%S %k
L. BIEREAVE Y HOEGSEOMY) 2 LEZIT) 2 L,
11.1.9 EMI¥E CFERH)

Bk, Zel, Wit TomA, EPET, R, ik
BEELED D &b NG E IS 2 Ik T 5 2 Lo HIRIRG
HEPOBRETH HbLNR T,
11.1.10 /MRS CHERH)
AN BEJ7Ov Y BHEARH)

Bk, O FVEOWMPIEIRDYH Sb b 2 DD 5,
11.2 ZDMOEIEA

0.1~5%Aii SHEEAR

I N N N
oML R EE. £
FLBE, MM 2%

W HEUE

DFWE I TY (B
&, BHIALEISE) . IE
LT

B, IR, HUR. 55
DEWALH BRI
OETTN GEANIVG NRAYEES 1
B, WE7ov 7. W
1k

e

B MRS
&, BHER, IR, OB
O LU, KB,
AR AEREE, Rk, 4
FRYVERIEIR

o LU

R

ERIYN RN T ATN
L

b, AR, 118,
11 NI 318 I G LN
AR, PREELSE, 1
Mge, BRI, A
B EB% Bk

H L

ALT. AST. Al-P. LDH @ I

LNV

y -GTP & 15

FUMERIE % | AFRRERIN S | B, PR, Rl

kA, I

BUN @ _E5- JVTF=vDLR, &

FIR

%, g, I CK -
Fy MR B RE
KA

I o L& g
VRN VN 1L
BRI B, JE57 .
S, BRI
FR PRUE M Fm Y. (FHE.
walL AFra—) kR
CRP L4, i#e s > 7%
7 WA AT MY T AL
E MR . BA O
R, R EIRITHE,
eEE, PEREE, (E
AI2& D) wAEE, &«
WAL . BT, £,
SLge, AREBGIN. RE R
Ao P, AR, 5
B R MK
W, FURKE. IR
WEIRIG . R 7 B bl
Rt

Z 01

) TOXD HHEIIFE, RIS S A L) L 2 AT
NP
13. BERS
13.1 fER
ARz @BEIIRH LS E, Y a vy 7 2&80E LWIERT
ERSEER R S S 2 & B B, [11.1.2 ]
13.2 &
L - MR RE D £ = 8 — 24TV, BHNCIEZHET 50 %
LIR30 5 7813, oS L, i oss-
VDRI B LEZAT ) o ERDEEE L2 WIEId,
TEBR M & R OHER &V IER L 203 b AER OG- 2 ZE S
bo BEIDWREWS THLN Y THNY V ROIT 20T Y
BEAMEGERPEN 20, BIIZE ABREFHNTIE RV,
E72, T AUV E YNV OVERIEIRAEZISEE R RS L
Yit, 74V E O AUC I 99%i4 L i 2 BEf 2 C
13 49%i8 A L7z 2 L S i G- R O WIENH LE & LT
EERBGPHENTH D EPEENT W5,

o B



14. BREOIXE

14.1 FEHIZFEFOEE

PTP W D#HNE PTP ¥ — b5 Y ML TIRHT 5 &9
f§E3 52 &, PTP ¥ — bORRKIZ LD TS A E
HEATIA L, BIZIZEIlE B2 LTRSS EE &
BHEZRPRTHZ DD D,

15. ZOMOEE

15.1 ERERfEAICE D 153k
HEMRIIHS TRV, 720 E YN VEREIZ X S
HEPILHFEESCAER (CEMWHENT &) PR LN
L OWED D B

16. ZEYEIRE

16.1 IMmehiEE

16.1.1 BE%E

RN 126 H v FHLVy y Y LdFeFu/Trad¥re L
T 8mg/5mg BLA$EZ HIEH G- L 72, A i R 7 -~ 7
T s v IEEREY M-TT RO T 28 2 ¥ v RELED T H &
NHD, REAEKTH L0 TNy v Y LFLF it s
e WWHARHY A TV R TT 20D L O EE D
WREITHOEBY THBY Y,

N

=0

N

H

HYFHLY M-

. - Crmax Tmax AUCop-« Tz
e (ng/mL) (hr) (ng + hr/mL) (hr)
Ziiﬂfw 78.9429.6 | 4.8€0.8 |1117.1£205.7| 16.39.2
M-TI 103+33 | 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 (BEARS & DOLR)

EER NS Y TFHVy Yy Y LFEFN/TraIESELT
8mg/Smg BLA$EF %G L. KOS & i Lz,
TROUEBEDOWTNOFRG LM TTHMKS & b AWFII S
THAHIENHRENT VD, HMETRPERIES LZHOE
B Cmax & AUCIETEDEBY) THAE D,

-HEET
N THNE v VN =AY
Crmax 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
Crmax 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

CPIgfl + FERE, n=18)

16.1.3 MepHh > FHIL4 2 REBREE%E MV 7 Population
Pharmacokinetics (PPK) #&#f

HYTHNVE Yy v LXx e F N EEL LEER AT TN 168
Bl AR HEE T ML A i OV Wi AR R P 80 ML S A X 30 1l T
FRE D B E RS 18 61, TFEEZ D WmIEESRE 8 fl. &
224 17> 5453 5 7= 2,886 BRI TV & ol &
T, MR SEEE, RE, ITREREIRIE (AST. ALT). BHhEiRZ
(27 L7 F =, BUN). MH7IV7 I i K O I 0O A7
EHTTHNT DT )T T YA, AR RN A F TN A
T T4 L OB AR LR, FEESE (AST H>40

AE ALT t>35) 2B A 2707 T2 AW 459 T35 2 & 2
EENTWEY, [9.3 ]
16.1.4 EMFHIREZE MR
HLY TEEEHD [ K]

ALY TERERHD [y F| b=y 7EAHHD %, 70 AT
—N—EIZE D ENENLEE (BTN Y LFEFLEL
T8mg U7 A0y & LT omg) MEHER AT MEICHA T H ]
OG- LTI¥ER s o T Ly D ROTT A0 Y R E R
L7ze BON/h v FHNE Y ROT 20Ty QY EIRE (S
A—% (AUCt. Cmax) (22T 90%IEHHX BIVE I TREEHENT 2 17
ST AER WENLD log (0.80) ~log (1.25) OHPHNTH Y. ]
FI O AW 1 R S SRR S 72,

H Ay TEASEHD [ F] &5 %o mEEhigEiEs (7> 749
Wy )

(ng/mL
100
o oso o AL TRAHHDH ]
Ei —— 2= 7RE&HHD
?{7\ 60 r Mean=S.D., n=38
Z
v
5 40 +
M
3
B20
0 a L L Q
0 12 24 36 48 60 72
5 1% (hr)
HBREST XA =5 (BT E V)
AUCt Cmax Tmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
h AT TEE
$EHD [ > |777.0£227.9| 66.9+24.5 4.8+1.1 9.4£5.0
FJ
-3 e
%ED/‘?HEH 833.6+244.9| 73.4+23.6 4.7+1.1 8.2+3.4

(Mean=S.D., n=38)
B A5y TEASEHD [ R &5 %o mEhigEiEs (7aay

(ng/mL)

5 -

—o— ALYTRAFHD IR

% 4+ —— 1= TRLAHEHD
E’E Mean+S.D., n=38
-
N
o
4
z
3
JiE

0 12 24 36 43 60 72
2 5- #%WE  (hr)

HYBRE ST A —F (7T EY)

AUC: Crmax Thmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
H AT TEE
$EHD [ | 109.9+32.0 3.2%0.8 6.3x1.2 39.7+£21.4
FJ
-3 AN
;ESTHdD 108.5%+30.9 3.2+0.8 6.7t1.8 36.5+7.0

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

B, MHEHRREI N AUC, Cua SEOEYBIFE/ ST X — 5 14,
BB DA, M OFRIANEL - BRI O BR S 12 L o TR B
THEMA D 5 o
16.2 TRIR
16.2.1 BEOHE

EEER N 1261CH v FHLVy » Y LdeFu/Trad¥re L
T 8mg/5mg L& it % etk L 720 iR Em s~ 7y vy »
@ Crnax (FHE TG LB L TH 2.1/ AT © 78.9ng/mL.
% 1 160.0ng/mL) |2, AUCIZ# 1.24 GE&TF : 1,117.1ng -



hr/mL. £ :1,286.7ng - hr/mL) (2 LR L7z 72000
Crmax KON AUC 132 L% R T o 729,

16.4 o5
HTFHNY Y VL FEFNRANRFINVIATT—VIZLD
A S > TV SRS I, S S48 CYP2CY 12
L0 IEIEMEACHY M- TS S L A%, REEE T E R E (27
YTHNE Y L FEFNVERRS L L EDO M- T O IRE R
OBRHHEIERIE A~ FH IV 8 DI EE e OS2
1 < \CYP2CO DEIE LRI X B 7 ¥ FH IV ¥ DI EE~D
WEBIIL T WEEZ LN D,
F7:. B FYILY i3 CYPIAL, 1A2, 2A6. 2B6. 2C8. 2C9-
Arg, 2C19. 2D6. 2E1. 3A4 OARHEM:%E HE L 2\ (i vitro) o
T AaYE L FFEIC CYP3A4 I X ) A&, IR RZE bR
DIEPIZ 9O WFRD SN T B0, 1D,

16.5 ittt
RN 126 v TNy YLdFeFu/Trud ¥yl L
T 8mg/bmg LA $E % Hlal#k 5 L 728, JRPICIZRZALETH B 7
YTV LT VIR ST, EEAE TH L v
FHIN 2 HIREEAHY M-T RO 7 20T ¥ v KRR HEH
END, B 48 KE & CTORBEIR PR IIIRE S TV s
+IEIEEARH Y M-T111.9%., 72103 RELEK 4.8%Tdh
%4)‘ 12)O

16.8 ZMfth

DL TEEEELD [ K]
B AT THEASE LD [y N [EE)5 5 7% 20 B EHA o 4
W RSB T A 94 (CFRL244E 2 H 29 H SEEHAS
0229 45 10 5) | ([T &, A LAY TERESEHD [ V] i
Fle L7z& &, imHZBEIE L . EYFICFES L Ak Shiz

),

17. BRERBEUHR

171 FHIHROCRESM(CEAT 555

17.1.1 ERNE DHEHER
AREMESMEESREZ RIS, 1R 1B YT LYy YL ¥t
FuErTraYEre LT 8mg/Smg. 8mg/2.5mg. 8mg/Omg.
Omg/5mg X1 Omg/Omg % 12 AR GEHTES S L7z “E G M
AIROFERIIKREOLBY TH 5,
N T 7 WA AR ME A2 LR, b T 7 WA R A e 2 (L &
12, 8mg/bmg 5B 1% 8mg/Omg #%5-F I OF Omg/bmg $%5-F
IZH, X 8mg/2.5mg $%5-F1E 8mg/Omg X 5- 12 G 5 7 74
MWRRD LN TV 5D,

PR 2 7%52&1[15‘43% N H#ﬁéfﬁi‘i?ﬁ,ﬁﬁ
MEZAbR (mmHg) | MEZ 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/0mg (n=36) -6.22+12.00 -3.00+8.35
Gyl + R )

AERERN BT, BRI E O S H 2 & O RIER 25 137 #1010 {1
(7.3%) IZBOSNT WD, EARIMEMXIIH CK ¥ (1.5%)
Thor2,

17.1.2 EINE THEER (RER5HER)

ARREMEEMEREEEZ RIS, 1HLES > FHLy Yy YL Fk
F & T Au Y N )V PR SE L 2z RS-k (52
W) T BIERFIEERR L. EHOMISIEA ST, L L7z
Eay ha—LhBEosNnTnb,
F700 KRBRIZB W T, BRMAEO R % & T RITEH 2% 165 #iH
256 (15.2%) 2RO 5N TWD, EREIWEMIZ. FEiED v
(4.2%)  ARREPED F v (1.8%) L OMEMRT (1.8%) Tdr-7219,
) AR - AREBEET 1 H 1 EE%5-(16.1.2 ]

18. ZFExhEIg

18.1 fEA¥F

(BrTFHLEY S LExEFIV)
ATV v LR FVOREIERIZ. AN TIITGEEE I
BLWTHR ARG S WEERB A Ty v ey E
ISP OT7T > 7y U84 71 (AT SHEIZBW
TT v oF 7 vy v T e L # ORI % M E R % 3§

LI E o THETLEMMBEEROEKTICE 2, 512, AT
ZEEZENLIZEETOT IV R AT 0 s 2 80HI0EH b
FEFEAERC—#B5- L T\ b & # 2 5N 519719 (n vitro. in vivo
(5 v ]\))o
(7 LAY BN IVERE)

TAOYE VRV NVBIEZT L Fa ) U VRV AR
E L COEHZRTDNEH O DHER TR TH % L\ ) f
WEHT 5,

e ROy YRV Y AT EEMIKAAE L B L >
AT X ROVICERRIYIZEEA LI O SV 2 A DTN FE
AEELH T EITED L IR FAYIME OS5 % jfE S 2520,
182 L= -TrodTF oI RICRIFTHE

B R E 74 6] REEVESSINUESE 56 61, B RS % 0 ) S IEAE
HE 186 2 RIZ. HyFH Ly sy YLFEFL1H A1~
12mg O FUEH GBS R, ML = Uk, e 7 > o 7 v
CUIBEERCMET VLT LEEO EANARSNT
b\Z)5>‘ 21)724)0

19. Bk SICREY 2IE{LEMFR

(BoFHNLEY YLxEFIL)

—hgEY& TR
By TFHIVE v v LFEF IV (Candesartan Cilexetil)

tZ4
(1R9-1-(Cyclohexyloxycarbonyloxy)ethyl 2-ethoxy-1- {2 = -(1/4-
tetrazol-5-yl)biphenyl-4-yllmethyll -1Z-benzimidazole-7-
carboxylate

SFR
Cs3H341N6O6

FFE
610.66

MR
FI DR S UTAE SO ETH 5o BEEE (100) 1I2RRETRT
AV AF 7= VIZRREITIZL L 8 7 — )b (99.5) 12iEITI2<
CLKRIIEEAEB TV, A% 7 — ViEi (1—100) ek z
TRE R\, RSB O NG,

EEEERX

BU SRR

(P LOYELNYIVERE)

— gy & FR
T ATy Ry )V (Amlodipine Besilate)
1L24

3-Ethyl 5-methyl(4 RS)-2-[(2-aminoethoxy)methyl]-4-(2-
chlorophenyl)-6-methyl-14-dihydropyridine-3,5-dicarboxylate
monobenzenesulfonate

SFR
Ca0H25CIN205 - CeHeO3S

FFE
567.05

27N
HEO~HHOOMHEOH K TH L, A5 7 —VIZETFRT L,
IH =) (99.5) IZRREITIZL L, KITEITFIZ Ve 25—
VB (1—100) 1 3hEfstEze R & v,

EFBER
H
HiC N. 0 ~_-NH:
0) ‘ ‘ O._ CHs

HiC™ <q SO:H
oM T
SN

L

#)198C  (47fi%)

T O BEG SR



%22, @3t
(WL THEEELD [ K])
100 2 [10 8 (PTP) x10]
500 $2 [10 4% (PTP) x50]
(LY 7EAEHEHD [Y K]
100 ¢ [10 $ (PTP) x10]
500 $& [10$¢ (PTP) x50]
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Naito T, et al. : J Hum Lact. 2015 ; 31 : 301-306
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$e LD,/ 1= 7THESEHD - 2010 4 4 A 16 H AR,
CTD2.7.6.5)

AR A BRPREESE . 1996 5 12 : 2413-2428
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$£ HD : 2010 4£ 4 [ 16 H7&FE. CTD2.7.6.2)

TEHER AT F 25 R & L 7AW SR (CPH-008 &
B (2=v7EAH LD/ 1=V 7ERAS HD © 2010 54 A
16 H#G2, CTD2.7.6.2)

S5 NSIE H ARSE R )7 iR . 2021 © C-1455-C-1461

AR AR SEERER (7 A THEASE HD [H >~ F))
Beresford AP, et al. : Xenobiotica. 1988 ; 18 : 245-254

i (=2 7EASE LD,/ 2= THASE HD © 2010 4 4 A
16 H7Z&RE. CTD2.7.2.3)

S5 NSIE H ARSE SR i g as . 2021 - C-1466-C-1474

FEPVERL AR SRR O R (7 A Y TELESE
LD [ F))

W P EEARRBE ST ERE 2R e L7 2 BERZEEHRI
g (=3 7EA$E LD,/ 2= TEAHE HD © 2010 4 4
H 16 H#GE. CTD2.7.6.6)

REEMEEIMTRE RS 25 L L-IEERENIE R 5-& 0 (2
=V THEASE LD, = TEASE HD @ 2010 4£4 F 16 HK
2. CTD2.7.6.7)

TP SRR At - SR & 5. 1996 5 24 ¢ 2215-2220

SRR ST b SEEE X (595 1996 5 24 2207-2213

Wada T, et al. : Eur J Pharmacol. 1994 ; 253 : 27-34
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