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2.1 RFOEHIEP e Fa ') ¥ REEwIcnt LidasE
DEREREDOH 5 EE

2.2 FFRBEDETRLTVNSEEZISNAMUTOL S kEE
SR BEFAOSMEE, FEZ. FE. 385 031,

2.3 WEIIIEIR L TV B ATREE D & 2 R U ALSR (9.5,
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3. #8m% - K
3.1 8
H7E4 Arbais (1 #EH) NINA

TYIVIYMNEESE 1 F
[TCKJ

T LAV Ry VEEE
(HfF)3.47mg
(7LuobrelT
2.5mg)

T RNVINAYF A
LK (BE)
5.425mg
(FPMUNZYF 2 ELT
5mg)
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O—Z., BEEAKTA
B, 2577 VEE< T
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ANINT B bFy

BA LRSS BES
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Bl adE 3% 22700AMX00983000 2015%F 12 A
FResE 4 & 22700AMX00984000 2015 12 A
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B
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1 % [TCK/ JANL
d—T 14 V78
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TYIVIYMELESE 2 T
[TCKJ

T LU RIS
(HfF)3.47mg
(7LuovrelLT
2.5mg)

T RLNAYF VA
v LKA (HF)
10.85mg
(FRULNZRZFELT
10mg)
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A BKE#ELROXY
Fub)tilo—2A, &
BEKTAB ATTY
M S Sy F N
axua—2, Z)L7, Bt
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[TCKJ

T LAV RV
(HE)6.94mg
(7ruyrelLT
5mg)
TRUVINAEF AL
LK (HE)
5.425mg
(FMULNRZF2ELT
5mg)
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TYIVIYMNELESE 4 F
[TCKJ

T LAV RV
(HF)6.94mg
(7LuyErelT
5mg)

T EVINAE F 2 F )L
YLK (BRE)
10.85mg
(PMUNAYF LT
10mg)

BEELO—X, Lk
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VBT TRV L T
aXu—=A, L7, Bt
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4. ZFHREX(FZHR
A (PLOVEY-PNUVNRIFVEEHD G PAOVEYRY
FPMUVNZAIFUICKBDBENMEYTHIUTOREICERT S,

SMEEXEEES. 5IVRATO0—-)VMEX FREES IV
AFO—)VIMEZEHFELTWVDES

BB, FLOVEVETNUNRIFUDINEE - HRIFUTDE
HBITH D,
(FLOYEY)
O SIEiE
O ¥RIDVE

(FZ MULNZSF2)
O®/3dLARF0O—)LMmfE
OFREMEIVAST O—)VIE

5. MEEXIFNRICEET BFE

5.1 BRI LT, 72ul Y REE7 MUNRYF U 20 H. HH0IE
WINHP—FEERLTVAEAEIL. AEOFEREBREF TSI &,
B, MAEDELTOVWTNL—FHEZRALTWSEBEHEICKA
ZEHAT2EE1E. BEOKREL+DICEE L LT, SHA
DALV LA OGP EY)TH L, EEIHMTS &

5.2 7LAuY YV IIMRERANBRTH D20 RANIBEZ LA
JEEET AAREEROEICIIRN RSB TE 20,

53 BN+ 2EELEML. IV AT 0 —)VIIEE, F
BEHEEILVATO—VIETH S I & ZHER LIz ETRAO
HEHAERT A Lo



5.4 FEEE IV AT O —)VIMEREESAICOWTIZLDL-7 7=
L =Y 2AZOIERYBEOMBELT, HAVIEEFNSDIBEE
PEBARELEEICAROBEREER TS &

6. AIERUAE
KA (TLrOaPVEY - FIWNRZFUREAD) 3. 1 H 1 EREO
BE59 %, B, UFO7L0YE ET MNUNRYF ORI
AgICESE, BEBICHEZRY AL,
- 7 LO0VEY
(SIEE)
WE. RAIKIE7L0 Y8 ELT25~5mg# 1 H 1 [EFE
O%59 %, %6, ERICE CHEEERT 505 SRR +57%
BEiE 1 H1E 10mg ECHEET S LN TE 5,
CBRIDVE)
WE. BAICIE7L0YE & LTomg %2 1 H 1 EEO®RS
T 5, B, ERICS CEEHERT 5,
« PNUNZAIFV
(3L RAFO—)VIME)
BEL BAICIET MUY F LT 10mg %2 1 H 1 [E#E
%59 %,
BB, FEf ERICXDEEEET 20 BECHEIE L H
20mg ¥ CHEETE %,
(Rig#EE 3L A7 0O—)VIAE)
BEC BRAICET MU ZRYF LT 1I0mg = 1 H 1 [EIEE
A#%59 %,
mh. Fi. ERICKDEEERT 2, HECHEIX L H
40mg X CTHEETZ 5,

7. AERUAECEET 2R
KA (TLUDEY - T PWNRY T URAER]) ERO 4 BEIH
H%o
1% 7L0YE Y 2.5mg/ 7 MWNAYF > 5mg
2% 7AUYE Y 2.5mg/ 7 MNWIRYF 10mg
3% 7LuYEy 5mg/ 7 MWARYF L Smg
4% 7LaTE Y 5mg/ 7 MWIRY T 10mg
LERGHEMNOREZHRE 2B HIE. AiloTiorEy
BAIET FUNAY F U BA WS I ENTELN, Thth
DR ORI - AREOHEENTHRE TSI &,

8. EEREANEE

8.1 AANE, 7LUIE Y 2.5mg HHWIE Smg &7 MULNRYF
5mg »5Wid 10mg EOBEARITHD, TLRIE L ET MIWNA
TFRMADOENERNRETE2BENPHHIEICEETHI &,
[11. 18]

8.2 TAUuVEYDEREERICEILDEVEDSHLEDONDZIEND
50T, @mAEE. BEEOERERLRZ LSBT ERIET S5
IITFERSER &,

8.3 TAuYEVIIMHREFEEPRIIBEEFIELEREEE
RPBOONZOT, KRG FIEZIMMOBEERZFHTS
LEF. AERCICRESHERBICERE T 22 EBEOREEHEL
BIPSEEIRETHT L,

84 HoNULOEIVATU—IIMEREOEARTHHEBEE LS
TV, BIGEEEECEIME, BESORE M NEROY AT 77
Iy —DEREL BRI LHIE,

8.5 HEHIFMHFAEEME % EHMICHE L., BB T2 RISHFR
HONTWIBHIIFREEZFRIET ST &,

8.6 TMUNRYFUEEIZXVBFERFREOFRPHSDNHIE
BHHOT, B - EH, BREZSOEREHSONIZHAEICIE
AEIZFIEL, BMFICEETIEIOBEICEETLSZ L, /S
RIS EREIIEER LD 128F o 1 B L. il

Rl X E IRy (10 1 [|SF) ICHTEEME2ITO> 2 &, [11.17
2]

8.7 T MUWNRY F ARG K0 EERIRAE, LM BREAAE, /)
REAIERHEDNDTENHHDOT, EMMITHEEERITORE
+RBEEETOI L, [11.1.9 BH]

8.8 7MNWNRFZFUIEICIDEME. BREVHLDONEIEN
HBHDOT, G SR, 25BERREDEROERITER TS L
EBHIT, EFNICREZITORETDRBIEZITOZ &, [11.1.11
Z ]

9. HENDHESRZEIIREICHATIER

9.1 G - BIEEEDH 2 EFH

9.1.1 BEICMEMEVNES
TLOVEY U EBEIZED, SHICMEMERTEBENTDH 5.

9.1.2 BRRDEE
T MUNZYFUEEICED, BWRREBLSELZEDH S,

9.1.3 HEIHEREBEL B SHONPITVEDHRED G I UTDESE
- R R MEOBE
- BEMOHEER BYAMO7 4+ —%) YRIZOREROH S
BE
- BEMOHREOBEREDO D 5 EE
- FLaA—LHEOBEE
[10.2,11.1.5 %]

9.1.4 EEMEIENIGZDEIEEDH D EE
7 MUY FUoBREIC KO EREHEIE (RHE, 255) »E
{EXIEEFHTEIED DS, [11.1.13 BHE]

9.2 BipERERE

9.2.1 EELBHEREEDHSEE
FLADE N BEEICHEOCBHEEESE RIS ENH 5.

9.2.2 BEEXFZDEHEIEDH D EE
T MUVNAY F 2 5512 K BB RRE O M S D Z < PEH
HEEZETIEETHD. Tz, MEAMEEICHE--TaMs
BEHEDBEDRDOENT VS, [11.1.5 BE]

9.2.3 BiERBEREEDHDEE
KEET1 77— NRERIZHHTZHEICE, BB LT EEZ
WEHIET SN A HEICOHIAT AL, TRUNAYF L ET 1
T REHEHHTHE. R EREEE( LA ML B
RIENHSDLNPT ., LOEBIHATIEEICE. EHHN
ICERERESAERL. BRER (AR, B ORE.
CK ER. MHECRFIAZ O v ERYOICIE 7 LT F=>
FREOBHEDEZROLGETELICRE2HIETAE,
[10.2,11.1.5 ]

9.3 FrikpEfE=EERE

9.3.1 FRHEEMETULTVBREEZSNBAUTDLSBESE

SRR, IEMFRORMIEE. FER. e, &8
BELRZWIE, TN ZYFroMmETEEN R L. BIFEH
DOFBFHEPSEMTE2BENNH S, £l 7MUY FUIEE
I ICBWCERLRB Sh 20T, FEE2ELsE28%
nNrdH5b. [2.2,16.6.1 ZIR]

9.3.2 FFikeElEERE
HEERICIERICRSTS2E, 7AUVEVEARE (10mg) 12
BOWTEBWEHORIRRSEZ LML H S, ARNIFICH TR
Bansizd, MAEERBHAOERE KOMAPEE - BREHE T
& (AUC) PERTEIENDH B, [16.6.1 BE]

9.3.3 FEENEFZDEFEDNHZDEE (9.3.1 ICHHT L2EE®
<)
T IUNAY FVEFEICHFEICBLWHERALRBI S 50T, FFRE
ErBLSHEEBENDH 5. [16.6.1 28]

9.5 1%
IR UIITFIR LT W ATREE DO H AL EICITFRE LW &, T4
OV OBHERICBNT, ERAICRE TS ST IR %
OO GBS EET A ENRDOLENT NSV, TRULNAYF
OEYERICBNT HERBOBARUOER. BEICHT 58
ZHhROoN., REICHDEFERETNEREMFIPRDEN TV,



F/2. v Mt HMG-CoA BITEEREER = KBRS L

BIZBRIBOBREESRESNT NS, FIZ, BT o
HMG-CoA BB EEER T @iFE 3 WAZ TCOMICIRALL
LERRIERESEDS S5 DNI-EOMENDH 5, [2.3 BIR]

9.6 iR

BELLEWIE, 72UV VI NEARICEITTA LSRG
ENTWVWB 2, PIUNZRYFUOEMEE (Svh) IZBWT #
THRABITIRZEPRESN TV, [2.3 ZE]

9.7 INR

NREZ N RE LT BRRFEBRIZE/BL T L0,

9.8 Sn&

—fRICAETEEESETRLTBY, 740V RUOT MUNAY F
COMFBENSENT S LMD S Y,
TLUVEVIIMERAE (2.5mg/ H) »o&52MGT 52 BE
OREEBE LV OEBEIIREG TS, —RIGEEDREEIX
FELLEWESh TS,
BWERMS RS EICIHREE2FIETE 458, BULLEZT
AT, BRETIE. T MUY F BB X0 R ARERE D
HoDONPLTVEDOHENDH S, [11.1.5,16.6.2 ZHE]

10. #8E1ERA

TIUNZAZF L, EELTHOENARHEESE CYP3A4 IZLD
R#@tsns, £7-. P- EAE (P-gp). AEBMIEER (BCRP).
BT =F > b5 ZAR—4— (OATP) 1B1/1B3 DEE TH %,
7LV ORBIIETEE LUTEYRHEEER CYP3A4 S L
TWBEEZLNT VA,

10.1 HAZER

(HALBWLT L)

(Z MILNZRIF)

HRILSE HRRAER - FEEBHE W - fabER T
TVUHATLEN -\ TLATLEL-ET LY #EFE 7L AT L ELD
TLH AL AEIL(400mg-120mg) OATP1B1/1B3 KT

(71l h) EDOPEAICED, 7MUY BCRPFEHE KT L X
[2.4 28] AFZFDODAUCHR.28 EILDOATPIB1 XU
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LIz D ED D 5. K| 1EBBDEEZSN T
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10.2 AR (HRAICEETZ L)
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HRIZE FRRAER - IEEBHE W - fabER T
BEERZHE T2 |BEASERINGB | HEICERZE®RIIB
A ENH5B. FNDH 5,

CYP3A4 BHEH] |TVRTGvA TV RUIN|7LalErOREHE
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T =TT N =D 7LaPErOEEER TL—TT7L—VIcEEN
Va—2A WHEBENEBENDH | 2RO T7T LAY D
%o RFZEEL, 72098
COMPREN ERTS
AREMEAE Z DN S,
Z70Y) LA FRICEDYZ7a) LD |7 Lad¥ Y 7T L
mAEES EFLBR AT EELTCYP3A4IC
EHEOY 7T LADR]| ORBEESND70. HtH
VERNFEIRT HBEND|ICEDY 70 L ZAD R
BB FEHEEICIZY 7a|HHESNS A REE N ZE
VAADQMAFEERTE=| 2515,
=L BB TY Y
OYLARDOHERHAET S
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%
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1.1.5

o
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W
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FAJE. B/, CKE
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SR BRI (L
2 AR AL BRIE 2 B 5
NPT NEDRENH
%o

WF: 7477 b RE
AlEHMG-CoAZE LB
FREZAEORIEAF
F DM R 2R R
SNTn5,
fEMERA T BRREICE T
SRR EEICEE D
RoonsEH

BF —aF BAE
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2o
fERRE T BiEEE

SR AN I
TUURARY V&
[11.1.5 =]

1) AR, B, CK
EF MR RA I
ARV -2 53
L. 28 EReElx
P S M AL Bl R E A B
S5bNPTNEDHREN
H%

2) YIURARY EDH
Bicko, 7%y
F > DAUC0-24nH38. 715
W ERLIZEDOHRED D
Do

HEFF:1) 7T ARY v
ECHMG-CoABETTES:
FHEA & O BIERF R
HoOMMEM. 2) > 7
T2AARY I HHMG-
CoARETTEEZHAEAID
R - B Akt g
LEAHEICEIEE
fEM. 3) Y7 ARY
ICEBT RUNAY F
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EOMEEEADPRBE
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fEBsER 7 BRI E

TR ERERE
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&

TYRTZA YV
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FATE. B, CKE
Fi MHPRORFIAS
nerERERBEL,

SR BRI
ML BRAE A B 5
NPT NEDORENH
2o

B 7YV REE
E 3 a )l Qi S @A
DCYP3AICHT§ 5 HE
VERPZEZSNT WS,
fEERF - B R E

7I)AavAT v

VANIZAV.E & aV20)Iik
REMBEOER R L
F (Cmax:+55.9%.
AUCo-Tlast:+81.8%)
WHENTz,

WE. 7o) 2A0<x 1Y
YOCYP3A4IZRT 5
FREERPZEZLNTY
%o

HIVZ/us7—+¥

PREA
oEJFEL-UR
FELE

oL -UNFELED
FERICED T MLNZY F
YOAUCHS5.88f51C F
ATHLEOHENH S,

BF N DEANICK
5CYP3A4DEENZE
A6NT WD,

ZILThLILEL -
U rFEIL

FERICED T MUY F
COMAHARBEN EFRTS
BENDPH D 7LV
5 F > OEIERMPFIIAL
X ILRDBENNH BT
O TR RBEETVR
POEBEIRES U AEIC
IGUTHESPREEDHE
UeiEBEL2#ET AL,

B 7 RLNAY F
OR#AEFREWICIHE
THHEEZILSNTY
%

IV NLILEL
77 IVEE

FRICED T MUY F
COMHPEEN EFL.
BIERDHIFELPL I
BBEND D5

BT Y RLUILEL

7LVEEDCYP3AIC
W9 BHEEERAPE AL
nctwna,

75 77LEL

75 7L E L (200mg)
EDOPERIZED T ILINZ
5 F > D IMEEFEYRE
bi‘J:;‘%il-l/fC (Cmax:5.66
f%.AUC0-%:3.001%) &
DHENH S,

W75V LENLIC
KBBEDCYPIAKRY
BCRPOHENEZHN
TWnw3,

LT ILEREIL

LFILEELEDFAIC
KOTMILNZAY F DIl
RREYNBE ) LR U
(Cmax:2.17{li:|£\ AUCO-Oo:
3.201%) LOMEN B 5.

BE LFLEELICK
ACYP3A.OATP1B1/
1B3XU'BCRPDEE S
EZZH6NTN5,

TFNF=T

FRICED T MUY
FromABENER
L. BWERAHELPT
{2BBENDFDH 5,
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% BCRP OEENEZ 5
nTwns,




HRRE

BRI - BT

W - fElRET

TJU—=TT7NL =
Jai—2A

TL—=TTN—YVa—
Z1.2L/HEDBHRHICEK
D.7RNLUNZAYF D
AUCo7207392.5/F1 &
HAUIEDREDN D5,

W 7L —S7)L—y
Ja—RAIkAHCYP3A4
DODEENFEZLNTWV
Do

I77EL2Y

VAN ZAY. S aVAP) Ik
FREBESETLE
(Crmax:=12%+ AUCo-24n:
-43%)EDMEN B 5.

WRE:Z77E LY
X BCYP3A4DFHEN
EZ6NTW5,

V77

V77 51 T
RBIC T MUNAY F 2 %
BELIZECAT LN
5T DIMEEHERE
75‘"{&?]«7: (Cmax:-4o%\
AUC:-80%) ED#HE A
H%

)77y itk
HCYP3A4DFHEpE
Z6NTWb,

REHasr

RFHJoTrEOHHICK
DARAFIDOAUCHHI50%
ERLIzEDMENH S,

HBF ARFEHoTFick
5CYP3A4DFHENE
Z6NTWh,

B A 7 > SRR

T IWNZYF D4
HEYEEIHI25%E L
7M. LDL-aLV A5ua—
LOETRRIIZFNENE
BCHALZEERDK
otz

B oo DA K
57 FMUNZAY F DI
NREE (&) IC&EO<
MmEEFENEEDET
MEZLNT WA,

vaxvy

EFREBICBL TS
VIR UREN ERT
B(FMULNZAZF10
mg?ﬁlﬁ:“TCmax:+9.9%\
AUCo0-24n:+3.6%.CLr1:
129—-128mL/min.80
mg %5 TCmax:+20.0%-
AUCo.240:+14.8%.CLr:
160—149mL/min)Z&
PRESNTWA, AT
B3, MEE SRR
EDOE=Y—%+DAT
2T &,

B 7 MUNZAY F I
L2V IFT U DOP-gpE
U= B O M SR
SNTWb,

EImpliy o
JNVITFRar-
IFZILIART
IA—

VI F RV (Cmax:
+24% AUCo-24n:428%)
EUOLIZF=ZIVIANT
yj——)]/ (Cmax:+30%\
AUCo0-240:+19%) D I 57
FEEOLENFRDS
niz.

PR 7 NULNAZF T
KB /NVIFRas Ry
IFZIVIANT VA —
JL @ ) [a] 38 38 %h 5 DI
PHEZLENT NS,

11. BIfEA

ROBWERNH LN B I ENBHHDT, BEEZ+FITITV,

HobizBaIdEkEE2FRIET S &, [9.1.3,9.2.2,9.2.3,
9.8 ,10.2 8]

11.1.6 ZBENTEHEFEESF/VF— (SEEREA)

WAL T CKEEE. RIEEE DR W RO HETE, FTHMG-
CoABRTEEHR (HMGCR) UG HEE LR HE T2RENENE
B I AT = h S b, HE5FRIER LRI AF0HESN
TWAEDT, BEDRELX+HICEHERTS &, b, GEIHIHE
BEICEDBEN AN EOREFI VD S,

11.1.7 BUERFAR (BEEARHER) AFR (BHEREH) FFEEEREE (0.1%
Ki). BE (BHEREH)

(8.6 ]

11.1.8 BEE (BEEAHH)
MEMRMEE. 7771 7F Y —RKIb. B2 2 & TBREE
BB SbNIZEDREDNDH 5.

11.1.9 \|EENENE GEEARH). NIMERGHAME GEEREE). I/
WORIANE (SEERER)

(8.7 £E]

11.1.10 thEMREIBFERIARAE (Toxic Epidermal Necrolysis :
TEN) (GEEAR). RELRIRAEREE (Stevens-Johnson fE(&
B) (BHEREE). SHAIBE (BEHEREH)
IKEEFIENH o bNIzEDOHREND 5,

11.1.11 Sy (0.1% KiiG) . ¥ERR (BEEREH)

(8.8 &)

11.1.12 EEMERR (SHEARH)
EBH#BETH->TH. FE . IWIREE,. W X REESE
PROLNTBEICIREEZFIEL, BIBRERLE VAOH
5Z0@t R MEEITO L.

11.1.13 SEEEEIE (BE )

EREMEE RHEL.258]) PRENIELT S ENH 5,
[9.1.4 ZIR]
11.2 ZOfthDEIER

1% ~ 2% K > | 1% il © ST D

BEE — ZOFE JEARIREL FB

ERNEFE

Al %
FEALBE S RRIZ | I
L] — — I EENG SNt
N AN
R EEBR 2
T ONDREE

I — TFERERIEIN M/NRE A 5 i
BRI B I Bk

m. &, #3%

BEFRDONIEAICIEREEZTILT 54 B 2 0E 2T
5T &, [8.1 2]

11.1 EXEER
(ZLOYEY)

11.1.1 BIRERFR (BEERER)  FTHEEEREE (0.1% i) .28 (0.1%
ES0))

AST. ALT. y -GTP ® LR %% > iFtEBENSH 5 bN S
ZENH B,

11.1.2 \BEENERE GEE ). BmEREA (0.1% i), M/
Wi (BEEERER)

11.1.3 BEEJOv 7 (0.1% ki)

Bk, OFEVENHSDNEENDH S,

11.1.4 1SUEHRMERAE (SHEAHR)

AR, B CK L&, MARUOERPIATuey EREND
EbNEAICE. BE5EPIEL. BYRABRZTHICE, £,
TSR AR I C LD S B REOREICERT AL,

(Z MILINZRSF )

11.1.5 EEUERERAE (BEEAH). S4/NF— (BEERE)
. i@, CK ER. MARCRF I 7oy ER2HE
BT HEMGRBES D S bh. ENERESEOEE L BME
ERHLEDNBEIEDNH D, 120 IANRNTF—DH5HNBET
EDHHOT, RELHAR. HAEBPERL CKOLgR

iR Ji i RE F

i

Al-PERALT L
=

AST EF.7-GTP
LR .LDHLEA.
EH.JEK

e —

RN AN
#*EREB TR
BB E AR,
HE 8 7 i 1
FEE I RE MBS - M
It R

[N NG AN
HFOLUON. ODL
[ NEI=SANETER
(ERICED) PR
EEEAR. 73
F—YER.EBM]K
AR BRI
B L M [0 £ 4

. B

% | I U5 R A 2
ANHRER AT 2% B
7%, B

CKER . M3
ryuaey bR &S
fiE AR 5 B OR
TUME | A5 ¢ . B
ENGE SN 32N
i3]

BARE BRE
B HERE

(GRURE AN R RN
"

B &

Fr R NBRAE

PRI IRS KB
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a) REIENEKRRBRICBVWTHRESN-EIER

b) 7ARIEVBEEHBNIE (KY) T MWIRY FUBEICHRE SN
7=EIfEA

c) 7LEYE Y 10mg NOHERICIVEHEICRDON. [17.1.1
ZHE]

13. BE®RS

13.1 fEK
TLUYVEVOBEBREICEWT BEORMMELEICLD.,
TavrEREUCELVWNERTNE RGMEEREZREITIEN D 5,

Cmax) IZDWTHEHRIT 21T o7z, Z DFER. 7 LB L
TIEAUC KU CmaxiZ oW TREEDFEDZDI0% (S5
X 2% 10g(0.80) ~log (1.25) DEFHNTH>7z0 £y 7MLV A
ZFANIBOTAUC DD TUINEED I EDOZDI0%(E
X #10g (0.80)~log(1.25) DEFNTH Y. CmaxicdWVTId
RBUEDFEEDZEH10g(0.90) ~log(1.11) DHENT. 2D
BHEEHPFELILTWARIEDS A O ALY LR S HERR
SNz,

(FLOYEY)
HENRT A=Y ZENITA—Y
AUCo-72nr Cmax Tmax T2
(ng-hr/mL) | (ng/mL) (hr) (hr)
W PANioS
TR AR 54741476 16230203935 7.8%17 |41.39+10.15
AT MR 6] 60+16.12] 16815204156 | 7.8%12 |41.108.35

(Mean + S.D., n=24)

13.2 W&

BEALMBERIIL L, TAOYEVIIBABERNSE WD,
ENTIC L BBEZEDTIE W,

7o, TLAUP Y VRAERICERREBRESLEES, TAO
JEY® AUC 1 99% A L. ARA 2 BEfE# Tl 49% B L
el e, TAUYEVBERSEOIMINGILE S U THE
HREENEDNTH S ERESN TS Y,

14, BRLOFR

14.1 REIRAHROER
PTP @ DEAII PTP > — b 5BMO L CRAT 5 & 518
Y BHI&, PTP ¥ — FOBHIC LD B HAIHA RERE
AFIAL, BICRELEB C L THBARSEOER LA IHES
HHEITHEN DS,

15. ZOHDER

15.1 ERARERICED 1B
REBEBRIZHAS TR WA, 740 E K BEBEFITOH
HEORER (DEWSEIRZET) PAONIEOREDDH S,

16. EYERE

16.1 MOEE

16.1.1 &R R

(PRILIv hEEEEE 28 [TCK])
TYLIy  NRE$E2%E [TCKl & AT 2Ty M A $E2%E %, 71
2F—=NR—HICEDZNEN15E (7 LOVELELT2.5mg KT
TIUVNRZF o ELTI0mg) BEER AL 5B T2 4 £ B [m AR O %
SLCimiEhEEZREL, BoN-EYEEE/ S5 2 —% (AUC,

(ng/mL)
2.57
21 T
£“1 Ty ~e- 7ILIvELEHE2%E [TCK]
i e -o- NFAToMNEAHLE
Z 1.51 - Mean+S.D., n=24
4 ) -
v : .
[ !
> T i
" i .
[ T
0.51
0 T T T T T
6 12 24 36 48 72
FEERE (hr)
(FZ RILINRSIF>)
WS A— % BERTA—
AUCo - 36hr Cmax Tmax T2
(ng-hr/mL) | (ng/mL) (hr) (hr)
W PN =4
ggﬁ{gﬁﬂﬁ 37.70+13.53|5.6267£2.8216| 1.000+1.118 | 9.79%1.55
o
gglﬁmﬂﬁ 37.27+11.38| 48213+1.9969 | 1.375+1.238 | 10.05+1.84
(Mean = S.D., n=24)
(ng/mL)
8-
7-
64 - 7YLIyMNEa2%E TCK]

-0- AT 2Ty MEEHE2E
Mean+S.D., n=24

i
=—Q0¢
a2 -

WE BN S SN EE
N IN
=323 “4-/:-

36
5 (hr)

(PRI v hEEEEE 3 E [TCKD
7L Iy M E$E3E [TCK] &HF 2Ty MR & $E3F 2. /0
A —=N—IEIC LD ENENIHE (FLODE 2 ELTE Mg R T b
JWNAS F 2L T5mg) R A B FICH AR S U
HHEEAHEL. Bon-BEYEE/ T X—4 (AUC. Cmax)
IZDWT 0% B REX RIS THEEHRIT 21T - 7o 5, log (0.80)
~log (1.25) O#HENTH O MAIOEMENRFEIHEE S

729,



(Z LOYEY) (FLOYVEY)
HENTA =% BENT A= HENTA =% BENT A=
AUCo-72nr Cmax Tmax T2 AUCo-»72nr Cmax Tmax T
(ng-hr/mL) | (ng/mL) (hr) (hr) (ng-hr/mL) | (ng/mL) (hr) (hr)
W A W VNS
TR 120.2233.0 | 33000507886 7.4%14 434121084 |FETAERR ] 108.0£37. | 3140410101 67514 | 40.70+8.59
Sy 2 Ty NELA
AT MEER] 11772307 | 30508207379 7.4%16  |4033%9.26  |F2 T MEER 1009433.2] 1582200611 | 7.0%1.0 |40.95£1093
(Mean = S.D., n=24) (Mean = S.D., n=23)
(ng/mL) (ng/mL)
4.57 4.57
4 44
m 37 - 7LITYNEA$E3E [TCK] i 35 T - TLITYNEASE4E [TCK]
N o ATy MNRAHIE EEY N o~ NF2 Ty NRAHAE
Z 254 Mean£S.D., n=24 Z 25 Q} Mean£S.D., n=23
o o N
e %
v i >
8 1° #
B B
0.5
0 T T T T T 1
6 12 24 36 48 Bzf%ﬁ(h ) 6 12 24 36 48 B;%’ﬁ(h )
~FIE] (N <FlE] (0T
(Z MUNZRIF2) (Z MIULNZRSF2)
HENRT A= BENRT A= HENRT A% BENRTRA=F
AUCo — 36hr Cmax Tmax T AUCo — 36hr Cmax Tmax T2
(ng-hr/mL) | (ng/mL) (hr) (hr) (ng-hr/mL) | (ng/mL) (hr) (hr)
W A W A\ foz
TRt NEAR | 16.37£4.01 | 19318205573 | 1.333£1.539 | 9.832.61 Z%”%T’gﬁﬁ“ﬁ 29.34+12.09| 41257415689 | 1.076+0.610| 8.67+1.39
N .
AT MR 16 07+5.62 | 2098209570 0.74020.365| 9.72%2.81 | |12 MR 31.83214.87| 46222628007 | 1.337£1.326 | 8.721.54
(Mean % S.D., n=24) (Mean * S.D., n=23)
(ng/mL) (ng/mL)
37 71
o 25 a °T
| - TYLIYNREHE3E[TCK] - - TYLIYNREHEAE [ TCK]
oo -0 AT T NRESIE S -0 T2 T NRESAE
Ill: i Mean+S.D., n=24 Jl': 44 %; Mean+S.D., n=23
N ‘ A il
2 2 8T L7
4 v ST b
7 7 %
~ b EHHIL SR N
s B 2l e 2
S & T
1- == ==
0 T T T 1 0 T T T - = - 1
6 12 24 36 6 12 24 36
i (hr) s (hr)

(PRILIv hEEEEE 4 & [TCKD
TeNLIy ML AHE4AE [TCK] & h T2y Ml &4 &%, 70
AF—=N—=HRICEDEFNENLEE (TLEI 2 ELTEMERD T
MUV F > ELTI0mE) R A B I AR R O#RS
LCMsEFBELAEL. Bon-EMEE YT x—4 (AUC,
Cmax) IZDWTHEH BRI 21T o7z, Z DR, 720 ICH
WL, AUCKUCmaxic DWW T RHEED SFED 2 DI0% S 18
X Alog (0.80) ~log (1.25) O#ENTH o7z, £y 7 ML
AZFANBNT, AUC 12OV EED FHEDZEDI0%E
XA log (0.80) ~log (1.25) O&FENTH D . CmaxlidL»
T HEDO P EDZENog (0.90) ~log (1.11) OHFN T,
POBHEEHPFELILT VA ED S, MAIDEY MRS
FERsni?,

MEEFEELTICAUC, CmaxZE /ST X—7 1%, & DR
AR OFREN A - B EORBEMHIC K> TE LD RSN
HBo

16.6 REDEHRZEIHEE

16.6.1 FFikEEEEEE

(1) 7LOYEVEMESTORE
FFiEZA E#E (Child 9% AB) 5flic740Y Y 2.5mg % B
E#% 5 U 7- A5, ERAICHE L. 85 72 BRSO mAEE»

BICEFRL. Tios AUCH«IZR X EEZR LIV ERZILR
HoNZPo7zY, [9.3.2 28]

(2) 7 MULNRY F U BMESTORE
BEMAROFEERE 89 DIC7 MULAIRY F 2 10mg %
1H1E 4 HERERS L-EE, FEEZEE TIXBER AL
A~ Child-Pugh A B3 % 0F Child-Pugh B & IZBWV T,
Cnax ClIZNZN 5.5 K 14.4 5. AUCo 0 TIEZTNZEN 4.4
RO 9.8 fEDHEM, Tnax TIEVT N 1/2 DIEFMEERD SN
BT lZEEAETIL Lk ol F/o. MEAREICH 3 % EH
ICWEED o7 2(HEAT—4). [2.2,9.3.1 ,9.3.3 7]



16.6.2 SknE

(1) 7LOYEYBEMES TORME
EREMERE 66 (FEEMHR 79.7/) 7450 E Y 5mg
ZEME, KO8 HEIRERS L7z % EEEREE (5223
) | Hﬁb Cmaxs AUCo4sn ZERICEEZ R LA, Tzl
BEZEIRDoNLE» 723, [98%55]

(20 7 FJD/\ng’:JEﬂ&'—T—}tG)Eﬁ’f‘E
RBESRE (66 ~73/%) 6 FIRUEFEE (20 ~ 227%) 64l
Iy 7 MUVNRY F 2 10mg 2 ZZERFICHEES LR &
B | TBEEFITH AT Cnax XU AUCo 1359 2 21N L 725,
Tuax O T2 ICZEIZRD SN -7 19, [9.8 RHE]

16.8 Zfth

(FPRIIv hEGE1E [TCKD
7Ly MEESE 1 F [TCK] &, [HEIEZ 2O R
BlOEMZNEFEREBET A BT 14 > (ERL24 %2 A 29 HE
BEEH0229%E10%5)] &, 7Ly Mg &
[TCK] ZiE®E&AFIE LizE &, BHEHIELL. EYEDN
ICRIFEE RSN,

17. BRERAYHE
17.1 BWHERUREMICET 2HER
(RMEEE)

17.1.1 BASEIHHER

TLUYEYELT5mg % 1 H 1 H8BEMBES®KIC, IEH
MFEA 140mmHg Pl E#&R98#H 305 61% 2 BHiCr ¢, 7
LuYyErE LT 10mgXiE5mg% 1 H1E8HEMELEL
ZEEOIERMEDOR—R T4 Vir 6 DE{LBOFHHEIL
10mg B < 13.7mmHg ®{&~. 5mg # T 7.0mmHg OEFT
HY . HEBICHENICEREESA SN,
HAMEEREE 2 ECEERAORKBERIL, SmgBHTlE3.9%
(6/154 1) 12.10mg BTl 9.9% (15/151 fll) 158D 5Nz,
EHE (10mg) HESEICFEI S EVHEE TRO 5N, 10mg #
T33%ThH-o7z'%,
SHIT, MBS LCERL-REREGHEBETT LYY
ELTC10mg# 1 H 1 EEE LT 52 EMEE Uz, IEH
MEDR—=RF A > 6OEEDOFEEMEIX. 15.6mmHg DK
TARRLE W, [11.2 2]

18. ERpEFIP

18.1 {EREER

18.1.1 740 Y ¥V ISMBRBROBREMEKEE DL T LF v > %
IHRENICES L. fileNAD Ca*r oAz bSER &
IZ&D, BNESCKBEIMEDOLEH ~HESE 5. AL T LA
EBIERORBIGERTH D, N TH 2. o, DIIHIE
FIEEE< . MEBRIRESTRD ST NS 1919,

18.1.2 7 MUINZAZ F LV EIMEFO I L AT U — )LEax g 3
FEEETDH 5D HMG-CoA BTk 2 BIRNH» DA
ICBHEL., 7 NN F o EREEDOEE 2B T 28 &
Ly, oL AT u—LEEENET 5, FOEER, 7
NMUNZ & F V3O LDL R BAE 2 EMsE. »DUR
BEEDWEMHT A LICE Y MPEEERE TS ¢ 5, F/o.
7 MUNZRYF U ILMFRREHEZNELC. IV ATH—
JUVIIRE LS S BIARTE( L O FEIE & 9 2 19,

19. BMHSICET 2EEZHNHR

—MRIEH . 7 L0 VYR IVEEE (Amlodipine Besilate)

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

4 F 3 ¢ C20HzasCIN2Os + CsHsO3S
7 F & :567.05
L MR 198C (ofiR)

H
HsC | N | O/\/NHz
O @)
o™ : ~C
e) H o SOsH
5o
K OGHRREA

CHE~FEACOREEEOM KR TH S,

A )= VIZBEFRT L, T =)L (99.5) I29%
I L AKITHBFIT e

A% ) —VIER (1 —100) ZiEEE2 RS0,
—fREGZHE © 7 RN A Y F ALY LK (Atorvastatin
Calcium Hydrate)

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

bt % &

43 T 3 CesHeeCaF2N4Oio « 3H20
7 F & :1209.39
HsC CHs

@\ o H OH H OH
Co.
N z N/\/L/L/
H _

Ca’"+3H0

CHE~MEAEOEREEON R TH S,

AZ )= VIBD THE TR T VAFILANLKF Y
FIZIBEFR9 <, KRIFT¥ ) —)L (99.5) IZHe T
EIFIT < W,

Kk > TR ICEBBER S,

ERZBESRD 6N,

22. a%
(FPRIVIwv NGB 18 [TCK])
100 $E (10%% (PTP) X 10, EIEAIAD)
(PRIVIwv NG 2 & [TCKD)
100 $& (10%E (PTP) x 10, #/EEFIAD)
(PRIVIv hECEEE 38 [TCKD)
100 8 (108 (PTP) X 10. FZEAIAD)
(FPRIVIw NEEEiR 4 B [TCKD
100 #& (104 (PTP) x 10. #EAHIAD)

23. XEV#

1) JEABRIZY @ JSHZERE. 1991 ;42 (2) :

2) Naito T,et al. : ] Hum Lact. 2015 ; 31 (2)

3) ZBBIZ» : Geriatric Medicine. 1991 ; 29 (6)
902

4) Laine K,et al. :
29-33

5) #HHNER  EYENESERE (BAE 2 &)

6) tHHNER  EYENESEREE (BAsE 3 &)

7) HNER : EYFENESEERE (a4 E)

8) BIFEEII A  EIE IR . 1991 ;19 (7) £ 2923-2932
9) FFHERERRZERFNC BT 28 (U ¥ b —)L$E 1 2000 4 3 A
10 HA&ZR, HEEERMIEA 3. (6) .5))

10) KRARMHFII, HEIEEIAE . 199826 (8) :

167-176
: 301-306
1 899-

Br ] Clin Pharmacol. 1997 ; 43 (1) :

1295-1305



11)
12)

13)

14)

15)
16)

HNER  EYENESERE (RE5E 1 &)

Fujiwara, T. et al. : ] Hum Hypertens. 2009 ; 23 (8) :
521-529

TALUTE Y Smg THRAT D EBEEICNT ST LR Y
Y'Y 10mg O R 5HE (/ VN Z8E - OD 8. 74
OV rEE - OD $E 1 2009 £ 2 A 23 H&R. EEHEE)
BHARE BHAEFS#HHE. E)IFNE . 2021 : C306-
C311.

PGS T © HAREERPMEE . 1991 597 (3) 1 167-178
ERREF () ¥ h—)L8E 1 2000 4 3 A 10 A&, HiFE
BRI .1.8)

24. XEEERERUBEVEDEE
RE[bFEHAR A FE - iR
T 921-8164 &IRMAZL 3 T H 406 #ith
TEL 076-247-2132
FAX 076-247-5740
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