420224 6 AKET (88 3R) BAEERROEES
*2021FE10HMET (58 2 hR) INEILZFO—)L hS YR K—9 —BREH] 872189
L =BG HMG-CoAETTERIAEHIESH| ARES ARESEIS

BREAR : LD @ 30% A
HD : 29& H

TEFIT/T IWNRYF 2 A bKHIPIREESE (g 2500 | 22900AMX00965000] 20184 4
MRS

F&$EHD | 22900AMX00966000| 20184 4 A

Ph-twvkaasi LD
Ph=-tvyksasiz HD

E ATOZET® Combination Tablets LD, HD

F) FE—BEAEOLFZICIVHERT S

D8

2. 232 (ROEBECEFESULEWVWT E)

2.1 BEIO RS R U BOE D BHERE D » 5 BE

2.2 EELIHERED D 2 BEROCTFRBESMETLTL
BHEEZONDLUTDOKD I BE
SRR, BERFROSMEEE, FEE. FE. &8
[9.3.1. 16.6.2 ]

23 @GR LT W A REE 0 B 5 Lot OV FLIR
[9.5. 9.6 Z&]

27V AT LENL - T LU AL EZHRERFDEE

[10.1 2]

3. #ERE - 1K
3.1 R

HR7e 7 b= FNEAFLD [ 7 h—t v o &§EHD

s I¥FI7/
ARRSY HAEFS 7 MUNZAYF U HL T LKA

10mg/10.8mg (7 )L |{10mg/21.7mg (7 +JL

AR 257 LTl0 g :
mg) NAY F > &L T20mg)

KA, EEEILO—A, ZOAALAT—R
FHrUTL, RERY. IV IEEF MY 7L,
AFTY VBT TRy A, b RuFySuit
La—Z, RV ILR— 80, LHEREAHLY Y
L, BHEXKTIAE, e OoX0—A, vrad—
L6000, BILF% >, ZILT

AN

3.2 RHEIOMRK

s |7 h—ty FERAHLD |7 b—t v FEASEHD

AE - i EAE - 74 Vba—T 4 V7§ - HE

£f% : 12.7mm Ff£: 14.5mm

KA

581% © 5.8mm

s4E BT

i1l

JE& :4.5mm

JE& :4.5mm

Al — K 353 333

4. FHEEX [FTNR
EIAVRATFO-/VIME. REEES3I VX7 0—)VIMEE

5. PREN IFXRICEET DF=

5.1 RAlZEI L ATFa—)VIMEE. FEESEI L AT 9 —)VIE
DIBBROE—BINFE L LTHW AW &,

52 @HORNCH A aMEEZERK L. &SI VAT O—IVIE, R
BEBIVATUO—VIETH S I & 2HER L ETHRBO
HWHEERTHZ &,

5.3 A EEEMAEREEES I L AT 0 — ) LIEICOWTIE. LDL
77 LY AHOEEYREORME LT, HHWVIEZN
5 DIRBIEDEHARE RIS EICARIOBAZEZERT 52 &,

6. BENUHSE
BE. BRACZIALIELE (TEFIT7 /7 MUNRYF &
L T10mg/10mgXix10mg/20mg) % BHICEOKRET %,

7. BERUHEICEEY 5,32
7AUTROIEXFITET MUNZRYF U HILT Y LA
EROHEZBE A2, BEBICAFIOBEHEZEZRBT ST &,

1=

IEF=T
BEH. BAIKEIEF I 7L LTIE10mgZ 1 1 E&#%EO
B’59 5, B, Fi, ERICKVEHERET 5.
7 NMUVINZRIF ALY D LK)
(&3 LA FO—)LIE
WH. BRAIET MUANAYF 2L LT10mg#z 1 HIERED
#5795,
BB, ERICKDBEEEET 50 EEOHAIZXLH
20mgx CHETZ 5,
(FiEME I L 7 0O—)VILAE)
BE. RAIZIET MUY F > ELTI0mgZ 1 HIERED
#B#59 %,
nHB. . ERICKVEEERET S0, BREOBAIZLH
40mgE THETE %,

72FAELT, TEF I T10mMgR T MUNAYF 2 ELT
1I0mgZ AL TVWAHE. H50WET7 MUNRYF &L
T10mg#E{ERA LARAR+732HEI1. AFLD (EF3I7
/7 RN AYF &L T10mg/10mg) DA% 5
2,

73FEAIE LT, TE¥F I T10mgKk T MAUNRYF 2 ELT
20mgEHALTVAEA. HEVIET PINAYF U EL
T20mgX BT X¥FIT/ T HhULNZRYF U ELT
10mg/10mg = LR RA+5 %5810, AFIHD (2
FIT /T MUANZRZF > ELTI0mg/20mg) D%
EC IR

8. EERERNER

8.1 AHllF. T¥FI710mg& 7 MUNRYF > & LT10mgd
H2VE20mgE DEAFITHY, TEFITET PIUNRY
FURBORWERDPHERT HBENDDH 570, BETIAH
OFERZHET S, [11. BE]

82 Ho6NLOEILVATU— VIEREORKRTH 5 BHEE
2TV, BIOEBEES. BIE - BEZ0 R M MERD
VAT T 7 79 —DEBEHL+IERT ST &,

8.3 H 5 M AR 2 EHIAICHE L, BB ICd 2 RISH
FOLENLEVWEEICIRGEHIET S &,

847 FPIWNAY F U HFREHICENERREORRNHObND
ERHBHOT, B - EH. BREBZEOERSH 5bNizih
A3 EERIE L., EMZICERKT LD BEICIEET S
Z &, AROBESHBEIET FIVSNAYF o OEER LD 1258
FTORICIEB L. 2RI ERR CEEIC1EZE) 12
HEEME 21T5> 2 & [11.1.5 B8]

8.5 MEFRIERIE. JLIMBRIBAEE. M/IMEIBAENH SbhbZ &
BHHOT, EMHNICREZTO R ETIEBEL2ITOZ L,
[11.1.6 2]

8.6 BIlfE. BWIRIRASDSDOLNZEIENHHD T, B, BHR.
2EBRBRBEOEROREIICERT L L b, EHMICH
BE2THORETDRBEZTH> I &, [11.1.7 BIR]



8.7 HIRIGHEEME TRE. PAZEMH O S HEZRE, BHEBEARE., B
REOWEBOSH., MIBREICEREL S X %A ORI
DZRNERICK D ERIIEZZE L TWAEEIR. JFRED
B, ER OV D BEZFEERELR D Ei L7z ETARFITO
HEEEET AT L,

88 IXFITELT7 47T FREFOHAICEEL T, HHAR
BARoNTWD, AT 2551 HAEZ EORIEHO
HPRICERT L&, 74 75— bREFITIIEITADaL
AT u—)VHtE NS Y. BAERSA6N5Z E5H 5.
IEFITRAXTHOSHITHFOI VAT - VEBED L
AFRESNTWS, [15.1. 15.2 2]

Q. ENERZRITDEEICHTIER
9.1 BHIE - BHEEEDHDEE
9.1.1 ¥ERIRESE
IEF I T CIREBERIEDO ERETT MUY F
TIRBERROELIRE SN TV S,
BIRERED S SHNPITVEDREN H D LUTDES
R RE R N RED B
CBEBOFEER (YA MO 70 —%) IFORERE
DdH»HEE
- FHFMEOHREOHEROD 5 EE
. P a— LhEEE
7 MUVNAY F U TIIBERBE D S bhPdT e
DOWEDDH B, [11.1.3 ]
9.2 BikptEZEE
9.2.1 BREEXIEIZDEIEREDHZEE
7 FIUNRE F 2 TIIEBUHEARE O R EF D % < B
WEEREZ2ETLIEETHD . . BEAHBMALEIC
o TRBABKEDE(LIROOENTVDS, [11.1.3 &
]
9.2.2 BHEREBEREDH2EE
ARNET 4 T5— N R2EAEZHHT 2HHICIE. BEL
RUEBLVWEHMEINIGEICOAHT LI L. &
e BRI Z RS BB RREYS H 5 b NPT 1,
RLEEITHATIESICIZ. EHNICEHERESZ
Eis L. BRER (BARRE. HIER) oX#. CKEAR.
MpECRPIA 7y ERENICmMEZ L7 F =
FREDBHEDE(L 2RO IEAIIES KRS 2T
T5Z &, [10.2, 11.1.3 2]
9.3 FFikacE=EE
9.3.1 EERIFHEEEEZEDH 2 BENRUFRBRENMET LTV
BEEZSNBUTOLSIBES
SRR, BUFROSMIEE. FEE. . &8
BELEWT E, 7 RFUNRYF U OIMEREEN LR
L. BHERORBRBEESENT 2BE00H 5. 7.
7 RUNZAYFVIEFRICHBICB O TERLR#Sh 3
DT, FFREZBELSELIBZNMFH S, [2.2. 16.6.2
]
9.3.2 TEEDIFHEEEEZEDH 2 EE
BELZWIENEZ LW, TX¥FITOMBEFEES
ERTEHZBENTSH D, [16.6.2 ZHF]
9.33 FIEEXIFZDEEEDNDH HEE (9.3.1. 9.3.2(C%H
IBEEZERL)
IEF I T CIRATHEEREE DR IS U CmiEd g
EBOLEARPRBEOSNTZ, 7 FULNZAYF VIZEICFIEIC
BLTERALR#EN DT, FREL2FEILSELBZ
NH5, [16.6.2 28]
9.5 1i#
R IIFR L C WA RREE D H A I3RS L an &,
IE¥FITET MUNZAYFUOHARSIIBVRT, I b
THREOHKENEH ., 79 FTEREFEIEDLENTVS, 7
FILNZAZ F 2 OBYERICB VT, HAERBOBD RO
F. RBICNT2HENDTOON. BRICOEFERETEFR
BMHAEDSNT VS, oy T v MZHOHMG-CoAR
TLRAEER 2 KBRS L7 BE IR ROBREEI#HE S
nNTWw3, HIZ, & FTIE, fiOHMG-CoARTTEERHEH]
T BIR37 A TOMICRA L& &, BBICERESE
BHobNi:EDRENH 5. [2.3 BE]
9.6 EELIE
BELZWZE, ZTEFITTR. & NEALFRADOBITOA
EIIARHTHHH., FREPSBAMETRELEZS Y T
HRANDOBITAEOLNTWVWS, 7 NUNAYF 2T,
Z v M THHFANOBITIRE SN TS, [2.3 BE]
9.7 INR
NREE R & U BRI IL SR LT,

9.1.2

9.8 StindE

BIEAPRB L 2BHIC3RGehibd 4L, EY)2LE
27O &, —MRICEBEBESETLTWD, /o, B
BAHERH S5 DNPTVEDMENH S, [11.1.3. 16.6.3

2]

10. 1HE{ER

T RUNAYF i, EELTHOEMREERCYP3A4ICE

DR#tshas, £/, P-FEEBLE (P-gp).

FLE M & A

(BCRP)., H#7=4> rF > AK—%— (OATP) 1B1/1B3
DEETHH. [16.4.2 1]

10.1 HAER (

HALBWI &)

A%

MR - 1EETTIE

WP - fEabRA T

JLVhTLE

)R <y 4

AL :
(w71 Ly
M)

[2.4 28]

T RUNRYF L ET LA
FLEL - T LAY
JU (400mg - 120mg) @
PEHICE D, 7 LN RY
F 2 DAUCH8.28(%. Cunax
M22.0BIC LR LI EDR
EH D, T RUNZAY F
vomfEES EFE L. 8
BNV HEBFA LI 2SB
TNDH 5,

W 7L hTLE
JLOOATP1B1/1B3
K UOBCRPIHE., ¥
TLYHAELOD
OATP1B1 % U'BCRP
FHEICE D </ERIC
£BrbDEEZON
TL)%)O

10.2 HAER (

HEICEET D)

AL B PRAEIR - FEE T W - fElRE T
74 75— bR HMG-CoARBTBEMER BF : 7+ 75— 1
Al EOBRICE D ATARE. B REH & HMG-CoA
NY 7 4 7/ CKER, MR ORETBAMEH & O
Z—hE  |h3IFrovy ER R EERBRIEORM
[9.2.2, 11.1.3[& L. 2#cBEREE(L2|EAPRBRSATY
2] S BT RRIE S & 5D | o
NRTVEDOWMEN DD, |[fEbET : BikEEIC
B9 % HR AR E I
BEPROONSE

#
—aFrBEH W a5 Bu
Al - Al e HMG-CoAE T
=ty to— BRI E A & O EIE

V& FA# S DA ANIE
[11.1.3 2] WRBREN TS,

fEPREA T« B RER
=

SR -
A ARY
V&

[11.1.3. 16.7.1

2]

1) T¥FITEDOHAII
KVI¥FITRUOY I
ZR) OMmPEED LR
WHONTz, BEIEHHT
HBEE. YU AR
OMmPEEDE=Y—%+
FIATH T &,

2) OHMG-CoABTTHEH
FHER & OFRICE D HHA
. iR, CKLESR.
RUORPIA 0Ly R
BREME U, 2 B EE
AL 2 P S R Rl ARE A
HoONPTWVEDOHED
H53o

Q7 MUNAYF v ETT
OARY EDOHRHIZED.
7T MU NZAY F D
AUCo2unD8. 7B IC ER L
T EDHEDN DB,

BF 1) RBH

2) Oy 7 uaxARY
> EHMG-CoAETT
BEREEAR & ORI
&Mt oMmeE
H. @ 7a xR
N2 & HHMG-CoA
BITEERAER DR
# - BRI
T AHMAHEEICED
<HEEH. @¥ 7
g2ARY VIZKBA
Al D FF~NDEL D 3A &
PRI E S < HEAE
AP RBESIh TV
éo

fa bR B AR
=

7V —ILRHE

B
1 r5as
J— V%

IYy2avA Y
M

HMG-CoAB TR EEH]
EDOHMICE DA B
Tk, CKER. M OR
It Tuey ER AR
EL. BB BREELZ
S BB BIEN 5 5 D

W 7V — LR
HE®EYIZTY 20
<4 DCYP3A
IR B BREER A
EZ6NTW5,
fabER 7 - B AERE
=4

+81.8%) BH 5Nz & DI

ERH 5,

[11.1.3 2] NPTV EOHREFHH, |E

759209 A |7 MUNAYF L EOMBIC|IHFE : 75 2uv

P K07 MUNNZAYF DI\ A ¥ > DCYP3A4IZ
FEMBEOEER LR LR NI SHEEERIS
(Cmax : +55.9%\ AUC&TIas[ : z Bﬂ-(lzl%)o




A E

HEAAER - 1B

W - fERRE T

HIVZus7—

YRHEH
or¥Fen -
J hFEL
RV IVEE I
74 FEILE

7 RUNRYF &S
LY RFELEDHH
&, ZRIUNRY F
DAUCHS5.88f%. 7 ML
A F v EXTIVEEFR I
T4 FELEDOHEICED,
7 MUNZH F > DAUCH
W17 BRI 2 E0lE
BH5,

W : 2h o 0FH
IZ & 2CYP3A4DTH
ENEZohTL
%o

75T LE

T NUVNAYF L ETTT
L el (200mg) &t
RICED T MUNRY F
O YRR O bR 3
HHMN7z (Crax * 5.6645.
AUCo. : 3.00%) o

WF: 75y 7LE
NIk 3BED
CYP3AKU'BCRP
DOHENZEZONT
Wb,

LTILEE L

T MUY F v EDHFHIC
KD 7 MUNARY F > OIAE
YR D R H SNz
(Cmax : 2171%\ AUCO-OO :
3.29f%),

R LT LEEIL
I2&H5CYP3A.
OATP1B1/1B3}%
U'BCRPOHE N Z
AH6NTWVW5,

TV—=TT7 )N —
VYa—2A

T MUNZAYF o ETL—TF
IN—yTJ2—RA1.2L/H&E
OFFRICED. 7 MUY
F > DAUCo72n D HI2.5(Z12
FRUEEOBREDP DS,

W 7L —77
VAVl S i
%CYP3A4DHEN
EZIH6NTWAS,

I77EL VY

7 MUNZAYF 2 EDHH
WCEOT7 MUNZRFF 2D
MEEPEEYNREAE TR L2
(Crmax = -12%+ AUCo-24nr -
-43%) EDOMENH B,

W .77V Y
WIZ & B5CYP3A4D
FENSEZOLNTWL
%o

77Ty

U7 7 Y ARG TR
127 MUNAYF o 2851
FETAT FUNAYF D
MEE B R E SRR L7
(Crnax © -40%. AUC : -80%)
EOWMENDH %,

WF:V77 Y
2 & HCYP3A4D
FEPEZONLTW
%o

RNF*¥Hoar >

7 RMUNAYF v EDBHA
WCEDT MUNZRYF D
AUCHRISOBETRLIzED
WEDD 5,

B - RF T 7
I2 & CYP3A4DH
WAEZSNTL
5.

[& A 7 > 23t
fig :
ILAF IR
IVAF T3
Ve
[16.7.1 2]

1) T¥FITEDHAII
EDI¥FITOMmApERE
DETHHENT. KENZ
B 1 o > R MsAE O 2 51
2R D B\ T 55 4ARR
DEoBEzHTTHET
BHTE,

2) PRUNZATF L ED
FRICED T MULNZ S F
> O Il HE R E IR AT
25%& N L7245, LDLa L
ATa—LOETRIIZN
FhEBEMTHEALLZEZ
FOREDPSTEDOREN
H5.

W1l T¥5F3
THEA F 33t
EE#EE L. RIS
SBIEH 2 WVIZEAT
BAEEED D B o

2) Zh s DEHNC
EB7 MUNRAY F
Y OINEE (]
&) ICEOL migsh
SEYEE DT E
AH6NTWVW5,

vaxTv

T RNIUNAYF DA
XD EFEREBICE VT
WHhYITXY VBEES LR
T35 (T rIULNNAYF
10mg#% 5 T Crax * +9.9%.
AUCo.24nr - +3.6%+ CLr1:
129—128mL/min. 7 ML
NZHF80mgik5 T
Chax - +20.0%. AUCo-24n -
+14.8%. CLT :
160—149mL/min) Z &
HEENTWD, Kl %6
HI s YTF v
OMmMBEREMRBED €=
7 —E+DIITH L,

R 7 hLNZ S
FUIEBIYITFY
> DOP-gpE v L7 #E
HoMEIARES N
TL‘%’O

AUCo2ar : +19%) D IMEE
FRED LRESED SN
EDOWRENDH B,

AR E iR - HEE W - fERET
BOEEE: (7T IUNRYF U EOHBAET : 7 bULAARY
JNVIFURIICED I Vv FrRar|Foitksd /LI F
a2 -TF =|(Cpax : +24%. AUCooanr = |~ FE YV RUTF =
NI ANTI428%) BROLFZ)LIARNILVIANT V4 —)
F—J 5 VF =) (Cumax : +30%. |07 [ 38 i 5 5 D I8

LhEZSNRTY
%o

7<) VR

IEX¥FITEOMAICKD

5 N

B : 7u by Y R E R
TINL7 7Y v|¥HK (INR) OLEEDPHS
% Nniz. KElZMHHT 258
ICIEBEINRBEZ1TS Z
to
11. 8IEA

ROBWERDPH5DOND I ENHLHOT, BEZT7ITITV,
RENVRD SNIBEICIIRG2HIET 5 4% SEY) L LE 21T

2 &, [8.1 ]
1.1 EXIRENEA

11.1.1 BEHEE BHEEAHA)

TrT7 4 IFy—, MEBREIRE,. 2% E&OBEE
RBBHosbNI2EDRENH S,

11.1.2 thE4REVIEFERIARAE (Toxic Epidermal Necrolysis :
TEN). FZEtLAEARMEIRBE (Stevens-JohnsonfE(RES) .

LA (W3 NG SHEERA)

KIEHFED b 5Dz EOWMENDH B,
11.1.3 SBIEHRIRIE. =4 /N\NF— (WIThLHEERR)
FWNFE. B, CKER, MHAKRUPRFIA 7oy b
AR ET HIMUBMBEYH o bh., SEERES
DEHELEBEREFPHOSDLNDZIENFDH D, /oo IAN
F—HoDONBIENHHDT, IKEEHARE. HA
FEREPLEHECKDO LR H 5 b HaIcidfkEszhik
$5Z &, [9.1.2, 9.2.1, 9.2.2, 9.8, 10.2 ZHH]
11.1.4 RENEREFEESF/NF— BEEAH)
T MUNARY F U EHRIGEMH . CKEE, RiEZ
b WFHREMEORIE, HHMG-CoABR TR H
(HMGCR) HUfEBM1EE 28 & 9 2 R EEEEN: 3
INRF—Hobh., BEHILRLERT 20/ HE S
NTVBHDT, BEOREZTIICBEI LI L. &b,
FIEMHFAR G IC K D BEBLFAONT-EOREF DD %,
11.1.5 BIERFR. FFX. FFRRERE. 2B (WIS HERH)

[8.4 Z&]

11.1.6 SERRAMIIRAE, NMBKEAME. MIVMRBAME (W h bR

FEAHH)
[8.5 Z&]

11.1.7 SM¥E. $BRE (L3N LHERH)

(8.6 2]

11.1.8 BEEMEMN GEEAH)
EHRETH-oTH., FE . FRIREE, FmXmRe
WEDPRDSNIGEICIREG2ZHdIEL., BIBRERIL
EVROBREZDOMY) R MEEITH L,

11.2 ZOHOEIER

1%L E 1 %A S

JRGE & UV 3 FEER . OEANLARZ,

A HE HREEZ, A7 0Ty
RN i3

TR EE, BEREE. AR
(FE). 5¥K. >

PR HFEWV, LN, FEE.
HERE., BEE. KE
BE. KRR, BSE. K
., LEHREE. KiF
B2 —a)8F—

DM PR B AE . BiE. SR
TAPERRIR

MG AS . RER TZI I R

T Ok bra P e




ERZAT RN DN Lf[LEPU
CHEN. I kIR

F R R 1 ﬁiiiﬁ'bﬂ‘
H R
BWBECRE. BB, HH.
ETH ., A, EIMmKE.
ZHALFE . HEAE

Z DAt

14. @R LOER

14.1 FRIZHEFOER
PTPEEDOEANIZPTPY — b2 H5HD i L CHRAY % & 515
By pIE, PTPY— FOMKICE D, BLBIAIRA REH;
BEAFIA L. BICI3ZEfle B 2 U THERIR RS D ERE & &6
EENHT B ENB S,

15. ZDhDFR

15.1 BRIRERICE D IBR
BERERIIERE ZNRICUBHNOSHZ _EEHR TS
ARG EE (62561471 2B LN, 576415 LEDIN O
) IZBnWT, MiErS A7 IF—Yo LR (REEER
D3MEx B2 5EFE LI LA) ORKRER (BEHB CHE)
3. 727475 —  EWEET45%, TEXFITET )
T4 7T — MR T27%TH - 7. RIS, DS T
OFBERIZ, 72 )74 75— NEMBET0.6%. T¥FIT
72 )74 75— MABTL7%TH o7, CKER (F
HEEFROIOEEZBZ %) 1272V TiE. ARBOWThOR
THROOGNEGDP o, Ty TXFITETZ ) T4 T
F— MBI 32— EEERIIEETH o7z, 2B,
ARERE, HBCRALAVLWEEFEREZHB TR TS LD
ICRTFHFA yERTHRnD 2, [8.8 2]

1%Ll E 1% BN 15.2 FFERAREABRICE D < 1BHR
B = B, JEEIEDL. M. WEIEAE. A XTITEF I7 (0.03mg/kg/HEL L) D1n ARG
Ws. (EER |RERE. . . OB 0. BOSHEHI VAT O — VBEAR2~3RBEM LIz LD
%, O, OB, HESDHBY, L L. 300mg/kg/HEA X212 ARHS
BERAEE. 0o LY LTOHAD B VI - HERNDOHEBIAS N> 7Y,
h. EOLU0Ah. E%. ¥ AIC2EMBS (Smg/kg/H) LTHHED S Eita L2
. B ir. BAE TH—INBREAOEBIA SN LD 5727, [8.8 BE]
B, ERRE. D N
B (DEBOR) . 1?-651?{“?5115;2
GG U . B AR AR : atind
e 16.1.1 EMFRESIHR
Pori ’ BEERABLIC, A [TEFIT/ 7 PUARYFLELT
. o — 10mg/10mg (1496) Xix10mg/20mg (48%1)1 %% \> xR
FFAESE e Bt 5 - WERE, B4 BOIYFI7 (10mg 158) RO7 MUAZYF> (10mg 15
fiE, FHEER SUE28E) OWAIZHHTY O A4 —N—HEIC K DR TR RO
KRk OB R FORRE. BB, SHE. HLk. AFREHOIEF I7, T¥F I TREHROT ML
S EROS. K. LB E. NATF 2V OENHENRNTA—F I TORDEBDTHD . K
e, FEas. B AlEAAROIEF ITRET PUNRYF Y ORAIGAT. &
ERE. TOREE WHENREEIRD S5 0720 7
HEERED RO AP, ARAE. # A#I10mg/10mgk U'10mg/20mg % BERE 1% 5 U 7z B sy #ie
il B Rk R BB, @-Bolo, FRA—%
IHhIEDRE, R, 5 EMBENSTA—Y] TEFI7  [TEFITRAEET PNRSF
WD BETR. #iz, 10mg/10mg
7S B S 149 149 149
B % O R B EAR, MR & ER. Coe . 33 285
& HER R, SR gl XS] (53862 | (687,782) | (356,415
—fix - w5 Maje. MIGE. FE (B ng =q/m
£ U 58 W), mil, k| AV L 020 553 18.8
o kAE T BV, FEE. 2E8 nggEq.hr/mLi) (87.2,97.5) | (520,587) | (17.8,19.8)
2 UR). 9 Trmax§ 1.50 1.02 0.750
RE |ALTHI |ASTHM, | M CKIEH, BUNSEI, (hr) [0.483, 24.0] | [0.483,4.00] | [0.233,6.00]
v -GTP# HbAICEM, 7I7—F ti/2l 18.2 173 10.0
Al AL-PHE|3EA0. PR REME R, (hr) (48) (50) (33)
il M B /MBI 10mg/20mg
MPEACTH M., MK % 48 48 48
#Ehn, MALDHEEM, 1 Crnax
. 7.65 59.8 9.53
FRTSHEM, M7 )L R’ (ng/mL* Xix
AT A Mo L ng Eq/mL?) (6.73,8.68) | (53.9,663) | (822, 11.0)
7= Y, 3y ( A 97.3 400 39.3
Y IAT T —CR, i ng I S (86.6,109) | (361,443) | (35.9,43.2)
AL S VB i - qu hrémL ) 1.50 1.50 0.875
— — D ‘n /j\\ max . . R
E;?J o fié/b?/ml (hr) [0.500, 8.03] | [0.500,3.00] | [0.500, 4.00]
T R m‘qﬂ t12! 19.2 17.1 9.63
o N (hr) (45) (48) (34)

BT THE (95%EHX M)
TIZEFITROET FIUNAYF
TI¥F I Tl

S ROl [F/ME, fAME]
[BARIF-HME (CV%)

16.2 IRIY
16.2.1 BEBO&EE
1) TEeF=7
TR A S ICAAI10mg/10mg  (13f]) KU’ 10mg/20mg (144)
ZEB IR ICHERS Lz & &, BEBICHRTRBRSTO
MRt ¥F 37 FEEAEER) DAUCIES%~14%. CmaxtE14%~
18%A& A > 728),
(2) 7 BMILNZRIF
TR A B IC AR 10mg/10mg (13f1) % *10mg/20mg (144)
ZREBIIZERICHERRS Uz & &, BEBICHRTRERETO
MR 7 MUNSZF F > DAUCIE21%~23%. CrmaxtE47% ~68%{K
»o7z8),
16.3 9%
16.3.1 ITEF=T
b MIEICRM L & EOBEAKBEERIE, SH-T€F 3 7“99.5%~
99.8%. 3H-T¥F I 71aH1£87.8%~92.0% TH - 7z, FFHEHE
ELBMEEREIC K S MEE ARG SEADLEILR wenfbxmx%
16.3.2 7 NULNRIF
b MR OEEES
16.4 X3
16.4.1 TEF=J
IY¥F 7. EIWWNGICB T 2 0ENEBRRIC X > TEEFEE
R#ITHHTELF I THEE (72 —VHKEBERECB TS
VrargfagE) c@#isnsg,
BFERABE (8f) ICUC-T¥F I 757 E)L20mgh) 2 Bi[EiE
A%G L& &, MEPORBEREICSEDSTEFIT GEads
%) ROTEF I 7THaaEkodEls (AUCH) Behzhnll%ky
82% (&3t93%) TH -7V UEATFT—%).

i, 95.6%~99.0%LL ETH - 7210,



16.4.2 7 NUNRIF>
TEERRRA6HIIC T FLNZ S F 2 10K 040mgh) 2 BEEO#5 L
e &, MBERICT I FREBMEONR Y X VRO OKBILE
(M-1) RO OKEEILAE (M-2) O2FEAHRENT WS H,
M EEERBIIM-2TH > 7212,
7 MUNAE F 2 OFBERBEERIIHETH D M-1ROM-21%
CYP3A4IZE > THERT A EDHSEPIZEN TS, [10. &

H]

16.5 Bttt

16.5.1 IEF=T

(1) FR - Eohgitt

fEFERRA B (861) 1I2HUC-TEF I 77N 20mg? % BiEfEO
BE L& &, 5524000 % T O ST RETRIRIZ 3 HI278%.
REFIZII%TH > 7210 HEAT—%).
ERASE (%66l ICTE¥F 3710, 20%, 40mgh % B[ERE
OG5 L-E %, BERT2BMETcOIEF I T FEagk) &L
TORPPEEFRI0.05% KB TH D, RPRITEF I 7 GEask+
Ek) PRIERIZ8.7%~11%TdH > 7219,

#% (2) BETohHEt (BRATEER)
IEFIT7REFREETRICHRtSh 05, BREEZICK S0
fagzE50,. —WMIIEF I 7 GElask) L LTHRNShS
(BERFIEER) 11,
EH =2 — L2 LTS v MCUC-ZE¥F I 7 & BEHRL#%
BLE &, #5548 TIcHRlt S - ate ik, Bitdic
40%~63%. FRHICIE3LITTH D RIFRO F F#pIcHRttsh
TR EEIE21 % ~32% TH > 7z IS NIZHITZFIZ Y b+
BBAANERE L- & &, BERETRED54% ~ 81 % S HIRIND D 5 H
ORI Rttt S 7z 19,

16.5.2 7 NUNRIF >
BERAICHUC-7 PN F o 2R O#&5 L& &, gD
PRAPEHER IS TELS  (<2%). EAICRELE. M-1%RUM-2
MENTNHEPREEEDE.3% 11.7% K18 2% Hkit S iz, &
12, WC-7 LN Z & F Y ZRWwize ET R TIE. &
%5 S NS HED43.7% ~ 70.2% A Ic Rt S h, RE
{BAEDMICM-1. M-2KRUOM-20 7 L7 a v BAaESEES
7210 (HEAT—%).

16.6 HENERZETI2EE
16.6.1 BikEEEEERE
1) ITEF=T
IY¥FI710mgrEEOBEEHEREESE BFl. 7L T7F=
7)) 75> A10~29mL/min) ICHEREOHRS Uiz & & BERA
Ofl, Zv7F=r27YF7 I A>80mL/min) &ML CliEd
IX¥FI7 (JHaEEE) ROTEF I TRAKBEDOAUCIZZENE
LK O L.5ED LR 51D (AEAT—%).
7 NULNZRIF
B REEH H OB R OB EZ 1461127 FULN A Y F > 10mg#Z
1H1E2EBRERORS Lz & &, BHEERESIE. 7 MUNRY
F 2 OB OMERNENBICHEZ RITES 257218 BHEAT—%),
16.6.2 FTHEREEEERE
1) TEF=7
IYFIT710mgnBE, PEENIEE OB EEREES (&
4f) U IFRERA (861 ICHEROKRE L& &, BE, |
SERCEEOFEEREEOMFETIYF I 7 GHEEHE) @
Cmaxld. BERBRAEENT, ZhZNn1 168, 3. 45 R T4.2145.,
AUCIRZNZN1.4E, 5.8 % V4.9EEL< . T¥F I 7THEHFKD
Cmaxld ZNENL1A4E5, L8ERUL.E. AUCIZENZNL. 7M.
3 UERVA.0ERE D 5 7z FFHEREOREICE U EFIT
GHaaE) ROTEF I 7THEEROMBEFEYRED FEFRD 5
Nz (SHEAT—4). [9.3.2, 9.3.3 2]
7 NUVNRIF
7 FIUNAY F 2 10mg & R KR OFFEZ B 8FI 3 DIC1H1E
EMREROBRE L& &, FEEEE TIRERBRACHERT
Child-Pugh AB# (561) J%U'Child-Pugh BE#& (3fl) <8\ T,
Cmax X FAUC0-240 D F L WIEEINAT A 51y Tmax X OEREHIZIT &
AEEIL LD 5Tz, Fiz MERE IS T 2ERICIEZEN 2D -
7z BEATF—%), [2.2, 9.3.1. 9.3.3 3]
16.6.3 StHE
1) TEF=T
IE¥FI710mgz&ERE (1261, F65~75%) IC1H1E10H
MREO#G L- & &, JEEimntigaE (1141, FH20~245%) &g
LTI EFIEF I 7THEEEEDAUCIIR2 450 LAFED 5
nizas, MR TEF 37 GHadE) BEOAUCIKHS » 221l
W3R8 6Nz ir o 7220,
7 NUVNRIF
7 MUNRY F o 10mgz &EiE (66l F#o6~735i%) ICHERE
OG5 LzE &, EmipiEet (offl. FE#20~22i%) &L T
MAEFR T b ILINZA Y F 2B D Cnax %k CAUCo-ol I KT 25 18I L 72
A\ Tmax X ORI S 2 2 Z(LIFEE0 s g r - 722D, [9.8 &
H]
16.7 E=YEE1ER
16.7.1 IEF=D
(1) F b OLPASOBEZRRNDFE
fEEERA (1261) Zx%E LT, T¥F I 720mgh) L&EF b
O APASOBKZROEE L 22 REMNGIEEEZHHE L&,
CYP1A2, CYP2C8/9, CYP2D6&U'CYP3A4EM:. I ICN-7
TFILET VAT 2T —EEEANDEEIRD SN, -9 (SLE
ANT—=%),

(2)

(2

-

(2

-

—5—

(2) 7z /74735—hEDOBEEER

A (8%, LDLZ L A5 u—)L{E=130mg/dL) 2HHRE LT,
7x)7475—1200mg (1H1[E) &x¥F3710mg (1H1[E)
EHALLZEE, MR YT I T AEE O Crak UAUCIE Z
NZNRLTEROLSE ER LD, R EEROBH 2L DOTEA
Wofee 7271477 FOEYHEICKIET LT I TOREIR
RO eNLD 27222 HHEAT—5),

27 ORRY V&K EDBEER
JVTFZU )T T Y ANS0mL/min2#BA. O, —EHE
(75~150mg 1H2ME) 0 7o 22Xy > 8H %2 RO EBHEES
(8fl) IcT¥FI710mgEBEHE L&, BIEXFIT (FF
AEE+HEEE) ODAUCIRERRA & B L TR3.4EEHEE T L
722, BloEE T, EEOBREREO-OEBIELZITV., Y71
2R EIE R SO EBOERIC X DEELZZTTVRERE (16,
JLVTF=r V7T YA 13.2mL/min) ICTEF I 710mg%E H
E#E L&, BT¥FI7 GEadakHaak) OAUCIHER
FRA & g U TR 1265 @l 2R U729 RN (126) 2xfRE
LT, TE¥F3I720mg® (1H1ES8HM) 0#EE7HEICY 710 R
Y VEIF00mg# BERR O G Lz & &, MEHY 7a 2R ¥
BEOCnak UCAUCIR Y 70 ZARY VB & B L T2 hZ2h
10% K% U'15% bR L7225 (SHEAT—%). [10.2 B3]
JVAFSZVICELDHE

BRA (8fl, LDLa L A7 u—)LfE2130mg/dL) ZxRE LT,
IV AFF3Iv4g (1H2[ME) &x¥F3710mg (1H1[E) 2HH
Li-& &, vy I7 GEadan) ROt s I 7TRadR
EOAUCIEZNZNML/S5KRTT/2ITBER L2 (AEAT—%),
[10.2 18]

Z DI DFEENREL HIMEE1ER

EYHEERICET 2 HERRRT. T¥FIT710mgETLT7 7 >V,
TIFTy, ROBEE (LFZLVIANTIF—, LRI LY
ZNVIL) ZHRLEZHER. Cho0EYBHRAOEE IR LN
BIpolze YAFIVVEIXFIT10mgz A LIAER, T¥F 3
TONAFTRATEY T 4 10T 2HEBIERD SNar 5729, il
Al OKBILT VI =T L&KL 7 XY T L% EH) E1EF
I710mgE A Lz & &, MR TEF I TRIAERE D Craxld
FIB0%E R L7, AUCANDOEEIRD s hah 722D (SAEA
T—%),

(3)

(4)

(5)

) AElOARRESN-HEROCHRIZIHLESE (ZEF3I7 /7 bULNR
%F > &L T10mg/10mgXid10mg/20mg) % BHICEOKRETH 5.

17. BRPRAHE

17.1 BERURLMEICET BB
17.1.1 EREIH_EESRHLEFR
HAAEI VA7 00— VIERFE309F 2 RiIc, 2¥F3I7
10mg. 7 bIUNZZF10mg. 7 FWNRE F220mgz h
ZREHL HELRIEF IT10mge 7 PN RS F 2 10mghf
5, XIETEF I 710mge 7 MRS F 2 20me Ak S
DOVWF N EIALE2EBZES LERETO LB TH o7z,
R=RAFA4P5DOLDLI VAT O —VE{LRIIBVWT, TEF
I710mge 7 VAN RY F 2 10mgHAHKSIETEF 2 710mg
KO7 FPUNAZYF10mgD&HAREG OB, T¥FIT
10mg& 7 MAUNZ Y 52 20mgHARSRTYF I 710mgk e
7 MWNAE F 2 20mgDEHAI G E O, BEENRRD SN,

£ BIVATU—VIMERFEZNRE UENHE-EEREEHBROER
(LDLa LV ZA5a—))

5B EZ10mg |AT10mg|AT20mg fﬁ?é?ngg Eﬂg&;gg
B 35 68 68 68 69
N—A5A > 1634 | 1648 | 1662 | 1646 | 1726
(mg/dL) 4240 | £21.7 | £239 | £23.7 | +26.9
BIREHII2ERE | 1316 | 91.4 | 84.1 728 | 682
(mg/dL) +19.3 | £16.0 | £175 | £15.8 | £22.7
2193 | 440 | -491 | 556 | -59.2
(-22.7, | (-46.5, | (-51.5, | (-58.0, | (-61.6,
-15.8) | -41.6) | -46.7) | -53.2) | -56.8)
-36.3% | -39.9%
vs.EZ10mg| - - - (-40.5, | (-44.1,
7 -32.2) | -35.8)
1t | B 11,68
& | B |vs.AT10mg| — - - (-14.9, -
(%)| %= -8.2)
: -10.18
vs.AT20mg - - - - (-13.5,
-6.8)

EZ: ZX¥FIT. AT : 7 VLRI F ¥

R=2AF A ¥ BRI 1 238EHC D W TP E HEERZE, 2 ERicon

TR/ FME (95%EHEXM) 2/RU7%Z

T RARDBEITHRER

PR, RREBREGBROREER., KreY A7 ERXS (IR LIEEE
FHAA RTAV2012EMOH T T —38H) OXREEAZRTE L
CLDAET N (REHET — % MOHBEE & USSR O 7 L8
T ZAWE)

§ p<0.001. Hochbergiic & D HED ZEM: % A%



I¥FI710mge 7 MLNRZF > 10mght f#% 5685+ 14l
(1.5%). £72TXF I710mge 7 bILNRY F 2 20mghtfiS
6936l (4.3%) ICHABREMEORE Z2ETREERI RO 5N
Too FHBIWERIZALTHEM T, TX¥F I 710mge 7 MUY F
> 20mg RS T26] (2.9%) TH -7,
17.1.2 BRE I ERBKR SR

IE¥F I 710mgHAR G XIET MUNZAY F 2 10mghE LL I
20mgHAHE5ICTLDLI L AT u— Lo RE B EEED (12
LTWARWHAAE I L 250 — VIERE 13561 (AT afEsk
HREEE IV AT 0 VIERE2162 &) 20RIC, KA
Z1IHIES2EEES Lz (ZEF I 710mgXiE7 MULNRAY F
Y10mg THEZZT TV ABFICRIEGH & LTAA
10mg/10mg#%. 7 bINAY F 2 20mg TiEEE2Z T TV B
IZI3AH10mg/20mg# 4% 5 L) s R—2 54 ¥ 5DLDLI L
27 u— VAR (5208K) OFHELFEREREE. KAH
10mg/10mgf 58 T-35.9416.7% (11141). A#I10mg/20mg
BERT-242+46.4% (146) TH -7z,

A 10mg/10mg#H 581176 % O AH10mg/20mg# 55 184
IZBWT. BEHORBRIL D 57229,

) BIREE(LHIREB TR A RS54 > 20124EffiIc &S < LDLa L
270 —)LVOREEE T B EE

18. ENEIE
18.1 {EFER
AENG/PNETO IV AT 0 — VR OHEY A T 0 — )L ORI % ZE RIS
[HET A IVFITE, ALATU—LOEAREEET 27 LN
A5 F 2 OEERITH 5.
182 IEF=T
18.2.1 {EFRHER
IXFITRAEFEROETEIL 2T 0 - LORNZHET %,
IEF ITOMERABMIENETHY . NARY -2V I-8Y
RECBVWT, /METOI L A5 0 — LOINZ@IRICFHE L.
ZOMEER, HEoaLZATFu— LE&B82EKTSE, MFaL AT
O—)LZETEE/30 -3, T¥F I 7T/ NGEEMICIEET 5%
BH'E (Niemann-Pick Cl Like 1) #/fLTa L AFa—ILEY
MM AT a— VO ZAET 539 36, CoZEhs, TEF I
7 O FAF O BRI IAEA] (HMG-CoARTTEERIAEA.
Ber F o REBAE. 7« 75— FRER, EMATO—L) L
B b, 18flOoma L AT u— I VIMERE 2R E LR
REHFHBRICBWT, T¥F I 7TELEMOHBREIC LV /NMETO T
L 250 — VIR 2 75 & REHH US54%HE L7237,
I¥FITINETOI L AT O — VIRREEIC K Y FFEO a2 L
ATO—)LVEBEEKTNSELH. FETOIL AT u—LoESE
BAREHICAET 5. aLATa— LOESGRZIMEH T 5
HMG-CoABRTEERMAER EOMHICK D, P L ATE—IL
PHEIETT 22 &8, 4 X2RVZREY ROwNO=Ea
L AT 0 — VIR 20 R & LRSS 40 [TBW RSN,
iz, Sy PHIIBLWT, TEFI TR AL AT a— L ECHEY
AT 0 —)VOIRINZRIRKICHET 575, FBHiEE. BiTE. 7o
FAFAY, TFZINVIANTIA— LR BEEE Y I VAR
UDOWII I ZFE L 2 Ao 7230,
18.2.2 MhI LR FO—)UETER
EARFRIATR A X320 ROTAHF LD ZHVWT, T¥FIT0a
LAFa—)UETRERZ B Lz, T¥F I 73IREREHRSIC
LVIMERILATO— LD EREME L.
18.2.3 SRR ENARER LR E BHIHIER
BAREIRIER ¥ F30 2 ELEMEBREBIRELE T3 2BWVT,
IXF I TIERERERGICED . KEIRSUISEB RO KRB IR
FELRE OHERE ZMH L7z
18.3 7 NULINRIF
18.3.1 {EFRHER
FEUNAYF L RMEFROI VAT O — VB2 AT 2 T ERK
BT HDAFEOHMG-CoABRTTRER 2 B IR DB ANICHE L.
7 IUNAYF v EABREOEE2ET A2REME LB, TR
DAV ATUH—LEREIHT 5. ZORER, 7 MUY F
BIFEOLDLZ A EBZ NS, o) READMWZME T 5
ZEiICkVMbEEEEREETSE %, £/. T RUNZAYF UL
MAEESELHEL T, &I VAT O —IVILEEICES SIRRE(L
DFFEZMET %o
18.3.2 JLAFO—-)LERUHNFHIER
b NPEMA R HepG2MIfgIc BW T, 7 MULNARY FidaL
AT U= )VOEE AR OEEEESR TH HHMG-CoARTRER %
BEFROPOBENICHEL, BERIPSOIVATU—ILARE IR
FEARAFHIZ AW L 724D o
EIZ7 MUNAYF Y EROKRGICED, Sy bOFILV AT
O —LERE R L g LR I L7242,
18.3.3 BEEIEETIVEMICH T D IEER TER
(1) JVAFO-IVIET™ER
ALZAFO— VAR FROILVATO-LVEHIZTZICBWL
Ty 7 MUNAZRSFUEEOKGICE D MERI L AT 0 —)LEZ
BER&EE5EEHIC, LDL-O L A5 0 — UEK O 7 RBE 2K
T&E/7243) 4, LDLZZAAREB~Y 7 AR OWHHLY 3 FI2HB 1T,
7 MUNZREF o dmEERI L 250 —)UERCLDL- L 257 0 —
JUAEZ KR &S 7245)- 46),

(2) NUZULY METEA
ILVATU— VAR IZTYROY aflERHES MY 7Y Y RIE
Ty MZBWT, 7 MUY F U RIMH R Z) k) FMEZET
éﬁ-f:ém)\ 47)o

18.3.4 EniREE(LERINEIER
IV ATFU—LVARNEEEY I FROWHHLY 3 FIzBW0 T,
T RUNZRY T ZEIREOREHE A MEEI L AT —)L
EREBTSELD ),

18.3.5 (XYM DEIEIER
t MIBIA2EREMIE. 7 I FREAMBOR YL UROMIOK
B (M-1) RO2MOKBILE (M-2) THO. ZhsoREH
MIZHMG-CoABR LR EFEEZ R LY,

18.3.6 UREARSICH I B1ER
HepG2fiflc BT, 7 MAUNAZZ FidfilaNI L 250 — )L
GEZETSES L EHIC. WFLDLZAAMRNAFKIE K O
LDLEZAAEE 2SS 8. 7ARBAWERO MY 77Ut ) Ko
BEREETSE249 9, EFEELEY MIBWT, 7MUY F
VIZAFLDLEZAAESE 2 NS5 L &bz, TRBAUEZET
SEH/0, AVATH—LARIZTHZIZEWT. 7 MUNZSY
F VIZVLDL-7 KBEARE K RS/, LDLZAGRIEY
TARZBWT, T MUAZYF TV AT 0 — )L s E 2K
TEEA®, vafatm ) 7)) FIET v McBW» T,
T RMUNZZF LRI 7)) RRWEE 2K RS 7247,

19. B (CET 2IREFHAR

—ff% : T¥F 37 (Ezetimibe)

{E%42 : (3R,45)-1-(4-Fluorophenyl)-3-[(3S)-3-(4-fluorophenyl)-3-
hydroxypropyl]-4-(4-hydroxyphenyl)azetidin-2-one

PFR : CaH21F2NO3

DFE 4094

B R ABOHET, A¥ =)L, TF /=)L (99.5) XIEN,N-Y X
FLTERT7IRIKBIRTL T M PR RET P
T, KIZIFBEAEB T 20,

B = :f163T

BER -

OH
/©/Q ﬁ N
QL
F

—REE T PINRY F AT LK
(Atorvastatin Calcium Hydrate)

{E%4 : Monocalcium bis{(3R,5R)-7-[2-(4-fluorophenyl)-5-(1-
methylethyl)-3-phenyl-4-(phenylcarbamoyl)-1H-pyrrol-1-
yl]-3,5-dihydroxyheptanoate}trihydrate

2F 1 CesHesCaF2NsO1o + 3H20

PFE 1 1209.39

% R BE~MEAEORREOHRT, XF ) —LITED TET P

T IAFIVANKRFY RIZBIFR T L, KigZy ) =)L
(99.5) ICHBD TIHEFIT Ve HITE > THAICEHBEL S,
BER :

HsC CHs
0 HOH HOH
> > CO2~

H — Ca?* - 3H:0

20. BV EDER
FROBL 2T 2720, PTPY— O X EREFEL. IRAERICPTP
DA RY: R i ey

21. EERFRMF
B ) A BHEE A HFEO b EYICEET 5 L.

22. @&
(7 b—Ev hEELD)
1008 [108% (PTP) x10]
(7 b—Ev ~E&EHD)
1008 [108% (PTP) x10]

23. FEXHK

1) Farnier M, et al. Eur Heart J. 2005 ; 26 : 897-905.

2) McKenney JM, et al. ] Am Coll Cardiol. 2006 ; 47 : 1584-7.

3) HWNER : P - it AOEE (2007F4A18HER. ¥F — 7 8
CTD 2.6.6.8)

4) NER : R (20074F4H 18H&R. ¥ F—7®5ECTD 2.6.6.3)

5) #HNER : I L 2T a— L AOEE (2007FE4818HARE. £F—
7 ®$ECTD 2.6.6.8)

—6—



6) HHNER - EMZENRFEERAB-1 (2017FEIH27THARE. 7 h—¥ v
MPELA$ECTD 2.7.1.2)
7) HNER  EMFENRIEERAB-2 (2017FEIH27THARE. 7T h—¥ v
MPELA$ECTD 2.7.1.2)
8) WK : BHEOXERER (201749H27H&AR. 7 b—¥ v MEA
$ECTD 2.7.1.2)
9) Kosoglou T, et al. Clin Pharmacokinet. 2005 ; 44 : 467-94.
10) MABZ., fih. FEH IR, 1998 5 26 : 1229-40.
11) Patrick JE, et al. Drug Metab Dispos. 2002 ; 30 : 430-7.
12) KEsKiT fih, I EIE%. 1998 ; 26 & 1253-66.
13) Lennernds H. Clin Pharmacokinet. 2003 ; 42 : 1141-60.
14) A, fth. BEPREESE. 2007 5 23 1 397-406.
15) #N&ER : TR BE (2007F4H18H AR, ¥F —7®5CTD
2.6.4.6)
16) $++LttiE HAERH@EHE
17) #NER : BREERERFICB I 2EMHE (2007F4H18HA&R., £
F—T7®ECTD 2.7.2.2)
18) Stern RH, et al. J Clin Pharmacol. 1997 ; 37 : 816-9.
19) HNEHR} : FFFRERRERE IC B 2 HEE (2007FE4H18H&R. ¥
F—7®ECTD 2.7.2.2)
20) = k¥, fih. ERPRESEE. 2007 ; 23 1 427-35.
21) KAKNT. fth. 3EHE LA, 1998 5 26 : 1295-305.
22) #tNERL: 72 ) 710 75— b EOMHEBER (2007F4A18HA&RE. ¥
F—7®ECTD 2.7.2.2)
23) Bergman AJ, et al. J Clin Pharmacol. 2006 ; 46 : 328-36.
24) #ENERL 7 u AR VERESERNICE T 5EMEIE (2007F4H18H
AR EF—TOECTD 2.7.2.2)
25) Bergman AJ, et al. J Clin Pharmacol. 2006 ; 46 : 321-7.
26) HNER : AV AF T I v EOEEMEM (2007F4F18H&R. £F—
T7REECTD 2.7.2.2)
27) #ENERL : BB & OMEEER (2007F4H18H&KR. ¥F — 7 %8¢
CTD 2.7.2.2)
28) FARRA., fih. HRESE. 2017 ; 33 1 551-67.
29) FARRA. . EIKEHE. 2017 ; 33 : 655-69.
30) HNER - R (20074F4H18H&RR. €F—7®8ECTD 2.6.2.1)
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32) Davis HR Jr, et al. Metabolism. 2001 ; 50 : 1234-41.
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