*2023FE7HYET GEUR. REERE)

B & SEREF
BMHE : 3FE (58)
2% (OD#E)

HMG-CoAZ BRI EH
MR

B EEERI HES

872189

HAERH QANAYF AL LEE

O ANAY F 2 HILT ™ A ER AR ESE

DR RFF2)52.5men,

apy (AT F2)55men
OA) l;?TUODEZ.%grYDJ
D2 AFF2)0Dg5me,

ROSUVASTATIN TABLETS
ROSUVASTATIN OD TABLETS

) AR -EME0MNSGEICKD
FHTA &

$€2.5mg $&5mg  |OD$E2.5mg| OD$ESmg

A% | 22900AMX00780 | 22900AMX00779 22900AMX00842 | 22900AMX00843

FRoehiin| 20174121 [201 7461220174612 H | 201 74E12H

2. 22 (ROBEICIHEBS LBV E)

2.1 AFIOBS T UBERED BFAERED 5 5 BE
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mE
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#H [9.3.1. 9.3.2. 16.6.2%08]

2.3 FRXIFFRE LT WA EER O B 2 L HR OB
4@ [9.5, 9.6%M8]

24 yrazR) rEREGROEE [10.1. 16.7.2%
]
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3.1 #8rk
Wins O 2ANAYF §E2.5mg|ad AN XY F U EESmg
- YD) [YDJ
188, O ZANZRY F U H|15EH. QANRYF U H
BREG  V¥7A2.6mg (TANX| VST A5.2mg (T ANK
¥ F &1L T25mg) & F & LT5mg)
FEEAMY, tru—A, JuARE Ry, ZE@Er
whEl |AF AT 7Y VEBMg, e o xu—2, B{bFy
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W4, 0 2N A% F > OD§E|aANAY F > ODSESmg
e 2.5mg [YD] [YD]
188, OANZRY F U A|15EH. QANRYF U H
BHRS LY A2.6mg (AANZ| LY A5.2mg (B AN A
¥ F &L T2.5mg) &3> & LT5mg)
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tila—2, JaZARE Ry, Elua—A, 737
— LFNLAZ 7Y L— MEEGHEE A7 F0—2A, L-
s AV k=N ZAFTY Mg, AYEZLTLT—
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Wis 4 O ANAYFU§E2.5mg|a0 AN AY F U EE5mg
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*5.1 WHORNIC A EMRE2EM L. &I L AT 0 —JLIE.
KEREEI LV AT O - VIETH S L 2B Lz LT
AFIOBEHAZEZET 5 L,

*B2 RKEMHEI L AT u— VIMEAEHEAEIIOVTIZ,
LDL-77 = L— Y AZOIEBEYBEORMBIE LT, 5
W ZFN S DBBIEDN EREARE LG ICAFI OB 2%
B3HZ e,

*6. FERUHE
EE. RAKKIZOANAYF > ELUTIHLIE2.5mg&k D
5B 5D, BHICLDL-2 L A7 0 — L EZET
SEEMBENDHHHAITIESmgR VRS EMBLTL &
Vo B, E - ERICKVEEER L. BE5HB%D S
VI E%. 4ELIFEICLDL-0 L 257 u — LEOE T AR
+aEEAICIE. BR1I0mgE THETE 5, 10mgz#%
ELTHLDL-2 L AT 0 —VEOE A+ TEL., R
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BESEILV AT O —)VIMERE 2 EOEERFICRD .,
HICHEETESN, IlHRR20mgETET %,

7. BERUHECREEY 5:FR

71 2V 7F =227 9752 AH30mL/min/1.73m2KH D
BEICKRST A543, 2.5mgk 052K L. 1H
BAKSRIISMgE T 5, [9.2.2, 9.2.3. 16.6.32]

7.2 HI220mgiR SIC B L TIIBREICHENH SIS B
ENDH B, 20mgGHMZRLI2EE TOMIIER. A
W1 FhBREISERE CEREICIES) ([CERERE
EAoRE, B2 +HHITO 2. [9.2.2, 9.2.3,
16.6.3%H8]

8. EELREARNIER

81 H5APULHEILATU—ILEREOEATHLES
BEZTV, BIOEFHRESLTLE. BESOBIMED
BEERDOIVAT T 779 —DERBEL+HERT S &,

8.2 HEHIIMFAREMEAEHIICHEEL., AEIINT 2K
JEDED SN WA EREERIET S &,

8.3 B ERMNITERRZR 1 2E E TCOMIZFEA. AiZlE,
NUBRIEESRN CEEICIES) ICHBERER2TO 2
Eo [11.1.52H]

8.4 /MRS 5bNBZ ENHHDT, MEHREZD
BEE2ITDITHITE, [11.1.68H]

9. BENDHEREFIIEEICHIT IR

9.1 G - BIEIREDH B EE

9.1.1 ERERBEN B SHNPTVEDHEL S LUTD
B2E
s PILO—)LHhEEE
« RIS REIR TRED B3E
CBEHOBER (HBPAMa 74 —%) VZZORE
B H 5 EE
- BRI OBBREOMERED H B EBE

*x9.1.2 EEMHBEIENFZDEHEREDH 5 EE
EEMEIE (RHE., 288 »ELXIIHEET S
ZEDDH B, [11.1.4508]

9.2 BiEEEEEE

9.2.1 BERBEEREDHIEE

BREET 0 T5— NRBEARIZHHET HEEICIE. BB

ERt2BanE M SN3BEIC0AHAT LI &,

P BEREEEL D B RBENH S b T

W, RUEBITHAT ZHBEICIE. EHRICBEE

BEZEBL. BRER (BRBE. B OHH.

CKLEH. mpRORs I 4 7ay LR OICImE 2

L7 F =V ERZEOBHEOELL 2RO HBAIZES

WCEEZhIET 52 &, [10.28018]

BEEXEZOEHMEIEDH D EHE

B REOMEF DL PERERELET LB

FETHY. T/ BERHBEREICE-> TR B

BkAHOobNBZZENH 5B, [7.1. 7.2, 16.6.3%

]

BEEDBEZSDHIEE
AEOMPEESIEL 2BBEFNSH 5. [7.1. 7.2,
16.6.3%#]

9.3 HFEEREEEE

9.3.1 FFEEMETUTVBR EEZSNBUTDLSRES

SRR, EMFROSMHEE. [FFEZE. HE. 8
BE5LEWZE, IN65OBEETIE. AFlOMPEE
PLERITHZBENDH S, £7-. KAENZEICHFEICS
LRI 20T, HEE2EBLSEI2BENNH
%o [2.2. 16.6.2208]

9.3.2 HEEX(FZDEIEEDH D EE
AANIFICHEIC DA L TERT 20T FBREXIX
ZOBERODHBETIE. HEE2EbsEr8%
NWdH 5, FiZ, Child-PughZXa7»8~90&8ET
. MEEFEESMICHRTE» 2 EOREFH S,
[2.2. 16.6.258]

9.2.2

9.2.3

*

9.5 1R

IR IR L T W A ATREME D & B I iz RS L v
Z&o Ty MOHMG-CoARTTRERHEHR © K81
ELIGBAIRROERFEIREEN TS, BiCk
T thOHMG-CoABILBERIAEA T, HIR3» A
FTOBICIRA L& &, BRICERBTEFH 5 DN
EOREN DB, [2.3B81]

9.6 1ZIR

BELEVWZE, Ty b TAHFANOBITIRES AT
W3, [2.32]
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BRI FER L Tk,
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HAIEIR - I BT

T - fElRE T

gEYrelL -y
rFEL
TIYFFEIL/Y
rFEL
FILFEN/Y b
FEIL
JVvHTLE
Lv-ETLryy
ZE L

AFlEaEFrEL - Y bFE
LEHR L & EEAFDAUC
FR2ME. CmaxPHI5E. 7
FHFENLKRTY S FEILH
Al & AH %G L7 & & ARHA
DOAUCHHKI3ME. Cmax»7
& ¥LFELRTY bFE
VHERIE AR ZHRALLE E
KEOAUCHKH1.56.
CmaxPH2. 45 LR L&D
REDPD B, TAHETL
ATLVEL - ETLYF A
LD ZHALEEE, KEIO
AUCHH2.2f%. Cmax»
5.6 LR LELEDHREN D
2o

kLA A
OATPIBI KD
BCRPOD#HE %
fHE 9 2 A Rett
Ak SR

Y755 AL
TAFTLEL
¥ 545 AE
VT AFTL
L - Rr757
<97

KEl 755 AL, T A
FALEN, 12357 5%
AE)N «c FAFTLEL - R
757N RHRALLEE &,
ARIOMABEN LR L&
DHENH 5,

055 A,
N7 TN
OATP1B1.
1B3% U'BCRP
DOHBEZET
BAHEMES H B o
Ei. TAFS
r v n
OATP1B1.
1B3D#EE % fH
ET LA EEMED
H5

75IFLEN/
TIILNAE )L

AKEE TSI T LELVDRY
INUNZAELEHRHLZE &,
AR DOAUCH 2.3/,
CmaxA 5.5/ LA Lz D
WMEDDH B,

kRO AN
BCRPD##E
fHE 9 2 A RetE
Bdb,

VARRATEL -
NIISH AV

KEIERVISY AE I %G
L& &, KEIOAUCHKHH
2.7f%. Cmax»#2.6f% LR
L7z O|ENDH S,

NIRRT X)L
MOATPIBI.
1B3% U'BCRP
DHEREZHET
LA RN D S,

FyalLy IR

AElEFaLy I REHAL
&, KRDOAUCHS5.2
%D, Cmax#5.0f% L7 L7z
EDOWEDND B

Fajly I RKH
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1B3% U'BCRP
DOHEEEHE T
HEHEESDH B,

AREVITST =T 2HH
Liz&Z, RFIODAUCH3.8
%, Cmax»4.6fE LR L&
DWRENH 5,

L35 7z=7
ABCRP O ¥ #E
ZHET 50 H
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%o
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WHEEIHET 3
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Al o if 38 B A
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NTT1RAY Y
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O I H R FE A I
g 2w gtk A
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T T FYAKRET2TFIRI YRR |7 2T F YR
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ALIEOMEDPDH 5. HZEITEKD,
7 Al o 1 i R
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2 N w N AT
»

AKEE TV T v RINT % b
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%o

/7 N w BV VA
JHOATP1B1
K UO'BCRP D #
HEZPHE T 2 Al
BEMEDH 5.
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F U T LKA
)
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Cmax»*1.88f LR L&D
WEDH B
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F b U7 LK
WA BCRP D
REZPHE T 2 Al
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oFH TR
A

AKElEaFH T2 A5y b
PR LE &, AFIOAUCH
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LIz DHEDNH S,
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5 oy b
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FH %9 2 W BEHE
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11.
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T, BEFRDSNLGEICEKRESE2HIET 20 EH
PRMEZITD 2 &,

11.1 EXIZEIER

11.1.1 {&EAREERAE (0.1%KM) : MR, Bk, CKE
H, MHARORFIF oy ER2E#E T 5
FREES H Sbh, AUBEEESOEE RERES
HODONBZENHAHDT. TOXDEBHICIIES
IS zhkEdsz &,

1112 24NF— GEEARE)  LHLEHARE. SEL25
BLEHLZCKO RN D 5 b IEHRE2Hh
EgazE,

11.1.3 RENTEEEFRE=SA/NF— BEEARH) : Eumi
J1. CKEfE. REZEDZVHBRMEOEIL. i
HMG-CoARTTE:HE (HMGCR) HiihRRikss % K
ETHRENERERE I AN F Db obh, &5
IR LR T AHPRES N TVWADO T, BEOR
BE2+HICBRT S &, BB, RENHARSICK
DRENAOLNTEDORERNH 5,

*11.1.4 EEMENDE GEAEARH) @ BEHEIE (RHE.
258) PREXIELTEIZErHS. [9.1.25
]

11.1.5 FFR (0.1%K%0) . FFEEEREE (1%KH). E=E (44
EARE) :FR. AST. ALTO EF%% 08> FFHRER
E, HENDOLDNLHIENDH D, [8.32H]

11.1.6 /MRS (0.1%Ki) [8.42H]

11.1.7 BEEER (0.1%K) : MBFE% & CBBOER A
HoOLNBIENDH B,

11.1.8 BEMMMX (0.1%K%H) : REAKETH-TH, F
B OGN, RN, RERXGEEESSRD SNE
HFIEBEEFILEL., BIERERLVEVHIOBREED
W ME 21T 2 &,

11.1.9 KEEREE (0.1%KH) : OEOBEEMFK. LU
NERSEOREEE. BE. 5 VIEHIETEORM
HEBENDSDONDIIEND 5,

11.1.10RA4IBE (BHEAHR)

*11.2 ZOthDEIER

2~5%AKi | 0.1~2%Ki | 0.1%Ki | SEERH
* | FZN§ O, B BEERE
Z. #Z
Nefle . IERL. | BE%. O
MBS FH | %
i - CKER WAHRE. BN | iR
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2~5%kKi | 0.1~2%AK% | 0.1%K% | SEEEAH
TR SEIE. TRENME | S, BEAR
HEN BE (A~
R, B
%), WS
D
b el ZHALILE
R#EH HbAlct
5 MUEE
&
JrFhe FHEER
(AST LR,
ALT L&)
B EHRD, &
o R E
(BUN_ESF.
mE7 vy
=v k7

E) BE—-BETH 2P ERAHOEARNFRT 25613 E
5 EHEYBMEZIT &
FERBR IR AERAE Y SR L7z,

14. BRALOIER

14.1 ZFIZMBOES

(HFIEE)

14.1.1 PTPEEDOFEAIIZPTPY — + 2S5 WD L TRAT %
EOHEETLHIE, PTPY— FOBEKICED ., BV
IV EEREARIA L, EICRZEAZB I LTHER
MREOERLAIEZHRET LI ENDH 5.

(ODf{E)

1412 AFIZEO EICOE TRERZIRME S ® 2 LHRET 27
O, Kz LCIRHTTRETH 5. F/z. KTIRAT S
EHTE %,

15. ZOMtDER

15.1 ERARERICE D 1ER
BIICB VT, A2 & GHMG-CoARIT B R HEA
BEHOBETE, FRRIIED ) AT HEDP 7LD
WEN BB,

16. EYENRE

16.1 MoEE

16.1.1 BEligS
BERABEOHICIT ZANAYF > AN T L%E5mE
OFBTEERICHERREOKE L2 5, MfEFo
ANAY F VREIBREZSKEICCmaxZR L., {H
SH (t1,2) 1320.227.8BRTH o720 £z
CmaxXUAUCo-243 Z £ 3.56+1.35ng/mLK%
0'31.3+13.6ng - hi/mLT®»H > 722 (FIE £ 1ZHER
#)o
BB, OANRYF U OENBRBIIFETH S EEX
5NTWV33) HEAT—%),

16.1.2 RiE%5S
BEERABEHICT ZANAYF > ALY T LI0KRD
20mgx1H1E7HM. ZEEECRERO/RS LzE
25, BE#H24ABBOMBEF T ANZY F U BER
et ER L. REBRS3EIEICIZIEERREICEH
ELz. EHIREBIZBITAAUC 243 B[R 58D
1.2 TH 0. ZOHEIZERIEE TORREY SO FH
HEREETH 2. Lz >T. REKRSICESTF
B EOoEBEEIZWEEZZONLY, 7B, HEA
128 5Cmax R UAUCIESEANDK2ETH - 129,

BEBABRICBIZ20ANZAYF LV OEYFEIST XA -4
(n=6)

& Cmax® | Tmax? | AUCo-24% | AUCo-=® | t129
(mg) (ng/mL) (hr) | (ng-hr/mL) | (ng-hr/mL) (hr)
] G | 349 | Goo) | @eaw | siel
| 075 [ 565 | e70) | @oow | 4eom
] 2 e |, |
| g | 359 | a9 | @2o | 576

a) BEEE (BB . b) HRE (HFE). o) FHEITEERZE
d) n=3. e) n=4

BIVATUO—VIEREICOANAYF VAN
£2.5~20mg#z 1 H1EOGEMREROHRS L. EER
RoMEHa 2ANAY F ViBELZHIE L, BILA
FU— VIEREO MO ANZAY F REIHE
WAL ML, @ERABETOE (B5%
10RO &M F9E. 10mg : 4.06ng/mL. 20mg :
9.82ng/mL) LIFIZFABETH 720, 2B, KR
THARAENBAORERERE LIz A, HARAK
B SEHREOMBEF T ANZY F VRBEIZIEA
OR2UETH 727,

BEILVZAFu— VIMEERFICB T2 EHRED MiEF o 2N
Y F L EE

BER Mg T 2N 2 ¥ F > (ng/mL)
2.5mg(n=16) 1.26(72.7)
Smg((n=12) 2.62(41.5)
10mg(n=13) 4.17(75.5)
20mg((n=17) 11.7(50.0)

CYMPiofE (LBRE) . IR : BE5R7 ~ 161EH)

16.1.3 RSHEOE
HEABERA2LBIICOANAY F ALY T L
10mg#% 27024 —N—3TIHLE14HMH. FHI7E
HBVIETHROBIROBG Lz 25, MfEFo R
NAYF 2 BREREBIIHEBEGRETRMETHD, TR
NAZF L HNY T AOFNERIZBRSREORE L
ZFenEEZ 578,

16.1.4 £EYZHIEFHHER

(ORNZRIFEE5mg [YD])
O ANRAY F 28E5mg [YD] &2 LA b—)L§ESmg%
JURF—N—KICED ZTNENIEE (QRANAYF
ELTomg). BEBRABF23RICHEERERORS
U MR RAE(LRBE 2 RE Lz, B 5 NhzEmE)
B85 X—% (AUC. Cmax) IZ2W\WT90%EHEXMH
WIS THETET 21T - 2R, log (0.80) ~log
(1.25) O&EANTH D . WAl LA E S AT

BIhi9,
HENNTA—H BENRT A=
AUCo-72 Cmax Tmax t1/2
(ng - hr/mL) | (ng/mL) (hr) (hr)

OQANRY F v

+ + + +
$£5mg[YD] 74.57+23.61| 7.26%£3.10 | 44+0.8 |13.6£4.9

VA= LR

78.07£26.76| 7.82+3.39 | 4.7£0.6 |13.2£3.7
S5mg

(PofE + R RZE . n=23)
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(ng/mL)

10f —— T ANAY F U§E5mg[ YD
%EY o JUAM=)LEESIME
?%? 6} | (PH9ME + IR, n=23)
B4l

A

2468 12 24

#E5&ER (hr)

MEP RN ONICAUC, Cmax®n 85 X —# 13, #ERE OBEIR. Filo
PREXEIE - RS ORBMBMEIC K > TRE DRSS D 5.

(ORNARYFODsESmg [YD])
(1) KTRRALES
U ANAY F>OD#ESmg [YD] &7 VA +—
VEESMEE 7 1 A —N—EIC kD FNE N
(BANZREF &L T5mE). BEBRANETF
20 ICHE BB EREO#KS L TP RELEFR
EEHE L. BoNzEMBHE/NSTA—¥
(AUC. Cmax) 22\ T90%BEHEXMEICT
MREt @ 21T - 72/ R. log (0.80) ~log
(1.25) OHENTH D . WHOEYEREE

A HER S /10,
HENT A —% BEINTA—F
AUCo-72 Cmax Tmax ti/2
(ng+hr/mL) | (ng/mL) (hr) (hr)

OQANRAY F

72.76+£26.81| 6.39+2.34 | 46+£1.0 [16.2£10.2

OD$E5mgl YD)
7 VARV 69.42+25.73| 6.26£2.51 | 4.1x1.1 |14.2£3.8
5mg
(PHfE R, n=20)
(ng/mL)
81 —— 1T 2N 2% F > OD§E5mg[ YD)
el a- JUAM—)LEESME
5 (PHEFHERZE. n=20)
a2l A
R4t
i3
2 1
37 G Nirale
02 4 6 8 1012 24 48 72

HE5&ER (hr)

ML ICAUC, CmaxBD/87 X —&1&, #EE OB, (KK
DIREXEIE - B ORI L > TRADWRENH 5.

(2) KiGUTRALIEES

T ANAY F>OD$ESmg [YD] &7 LA b—
LEESMEg R 7 0 AA —N—EIC &k D FNZNIEE
(BANZRYFELT5mE). BEBRAET
20B I R B EIIR O 5 U C IR R A (b4
E2HE L. Bon-EMBENST X%
(AUC. Cmax) DWW T90%EMRRIEICT
METBIT 21T > 28R, log (0.80) ~log
(1.25) O#HEANTH V. WHIOEDZH RS
MR S hiz10),

HENNT A —F BEINT A =%
AUCo-72 Cmax Tmax t1/2
(ng-hr/mL) | (ng/mL) (hr) (hr)

HANRY F
OD#$#5mg[ YD)

81.56+£17.09| 7.28+1.78 | 44£1.1 |144£2.9

5mg

7 VA bN—)LEE

75.31+£23.25| 6.87£2.23 | 44£1.2 |18.2£6.5

\mELES

(o)

n

(Ml = FEH¥EFZE. n=20)
(ng/mL)

—— T ZANAYF > OD#ESmg[ YD)
a— JUAM—)LEESME
(CFfE £FEERFZE. n=20)

redle

o) S
02 4 6 81012 24 48 72

BEER (hr)

MEEFRENFICAUC, CmaxBED/87 A =213, HEHEORBR, KK
DEREVEE - FEHEEOHBEMIC L > TR L WHREEPH 5,

16.2 IRUY
16.2.1 EMFHFIRZR

A BELIOFIC BT 50 ANAY F > DAY ZEY
FIFHHRIE29.0% (0% EHEXME : 24.1~34.9) TH-
Too Eloy BIRNBE L TEONIZOANAYF O
EHEITIVTIVARVCBEIIVT IV AEEFNRFTN3L9
RO11.6L/hrTHh . OANRY F I FIHFEIC &
BHHEkEZZIFTRHEEZ SN,

16.2.2 BEORE

SEARBBERA206ICT ZANZAYF ALY T A
10mg# 7 uAA—N—ETIHIEI14HME. Z=E
(B®%3EERH) H2VIERZBICRORE L, BBRE
BLEEDUANAYF VALY T ORI ZEE
BRCHARTERSYPTHD . CmaxidBEICTL>T20%
ERUzs L L, BEBESROAUC 243 ZZIERER
5D94%THD . QANAYF VALY LORINE
NOBEOEE I LTWEEZ SN,

16.3 53

EFMEFICBF SR ANRYF Y OBRABERIT
89.0% (HAAN) ~88.0% (SLEA) THY. EHAE
HRE7LVT IV ThH-o7,

16.4 X3

SLE N BERA B IAC-T ANAYF ALY
L20mg 2 BEREOAKRE L& 25, REUEPICERE
T HMERED ER A IREETH . REFOELNR
#HIZ. N-BIAFNVERPS55-57 b Kk TH o
7214,

b MM N -BEX FIUER5S -5 7 b A%
Hanzz7., HMG-CoABRTBRIBEEEAEE T o
ANAY F VREEEROHERZR L, MEEHICBET 5
HMG-CoABRTEEREEE R N T 2R OHF 5
bIhTHsEEILNLD HEAT—%),

16.5 HEtt

SEANBRRABEOBNCIAC-TANZRY F AN
L20mgz BHEREOHKE L& 25, TR EICHEF
IZHRlE = (90.2%) A REPRE R I1X10.4% T
Holz. Elow RRUERAORELAHRERIZ, £h
ZThEERD4.9%KVT76.8%TdH - 719,

16.6 HEDHRZRIIEE
16.6.1 HERUIIEHROE

NEAOBEEFE., BERRE. TEEFEERUX
HEBESSHICO ANRY F AT 7 L40mg
(RFEHHE) ZREROKE L5, B0
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CmaxK UPAUCo- I ZFNFNZHEDE2% K UV91% T
Holze Tl BHEZEDOCmaxKUAUCHIEFNZ N
EREDLII2%KZT106%TH D, K LHEEEZS
BHEPINBOFE I ZTVWEEZL SN0,

16.6.2 fFEEDRE

Child-Pugh A (R 7 :5~6) &% \ixChild-
Pugh B (a7 :7~9) OFfEEEZETH/EAR
FHHEOBUCT ANAY F > HIN T 510megE LHL[E
I4HBRERO®RS L. Mg 225 F U EE %
BIE L. FFREEERZOCmaxKk AUC 243 EEERK
ANBOZNZEN1.5~2. 15K T1.05~1.2(ETH D\
%12, Child-PughZX 2 7 #8~9D BE2H1ICBIT 5
Mg, MickXTE»- 7217, [2.2, 9.3.1.
9.3.2%H]

BEZEDORE
EEEORLLIERELF T H2NEANEE (4~8fl)
ICOANRAYF VT 7 4520mg#x 1 H1E14HB K
EROBE L, MR ANZYF VBEEZEIE L
Too BEPOFEEOBREDOH HBETIZ. WAN
A5 F v OIMBEFREICTTHHEBIXIEAERDS
nNghofz. LL, EE (VL7 F=2IUT7 TV
A <30mL/min/1.73m?2) OBBEDH 5 EE T,
BRERAIC AR TIMEERREEPI3[IC LT L8,
[7.1. 7.2, 9.2.2. 9.2.3%[&]

16.7 ZMEEIER
16.7.1 HIERAI

A = RRFHABREG L2HE. OANRYF VO
CmaxKXUAUCo-2413 TN EN50% K% V46% % THET
L7z O ANRY F 252200 ICHIBRA 2 %5
L7zBEIcid, 0 AN F > OCmaxKk FAUCo-24
B ENENIEHHRED84% K UT78% TH - 7219 (HLE
ANT—%). [10.22H]

16.7.2 Y 20RRU Y

SZUARY VEBRESNTVLADEBEEREICO A
NAZF v 2HABRELLZEE, OANRYF D
CmaxM& FAUCo-241& A ICEIMTRERE L
I ZITHRTENZEFNRIOOBZBRUOT7.IZBERL
HNEAF—%). OANZYF VIZOATPIB1Z
LTHBICED AE N, 270 2R VIZZORDA
AEEET S EICEST. GANZAY F U OINEEH
BEZEMSEEE2Z25NTWVNS20, [24, 10.1%
]

16.7.3 5 L7470V

FhT 470V (REEAR) LHARS UL
X, OANZYFDOCmaxkPAUCoEFNFh
2215 R O1.88F 1ML (MEAT—%). TR
NAZF IZOATPIBl# 4 L THRBICE D A E 1.
FLT 4 7aINVIEZFOMDAAZHEET S &I
EoT. UANRYF U OMFEHEEL2ENSES &
EZ216NTWV32D,

16.7.4 Z DthDFA]

O ANZY F > OIRNETREIC KT 9 P450FEER D&
BEWGEHT H-01C, 73+ —)L22 (CYP2C9
KEOCYP2CI9OMEEA) . b3+ V=23, 4 b
SaFV— 2K 2 a2 (BLE
CYP3A4KRUPHEHDHEER) & OftHREZ 3z
L7755, s »RMEEEREZED SN -7z (SHE
AF—=%)o

JILT 7Y 26 (CYP2CORUCYP3A4DEE) H
DNV ITF T UNOENERBICRITTEEEZRET L
7ehs, EYEREZAMEEER RO oW E»ro7 (B
EATFT—%),
CYP3A4FENEHOEEZ BT B0 1. ROEHTE
HEOHHRBZER LD, TFLIAISY
F=ILOIMFEFEEICHDIEALNT, O ANZAY F
IXCYP3A4ICH T AFEMEHZ RS TVWEEZON
7228 (MEANT—%),

16.7.5 in vitro 5888
b MEEEFARZ W 5in vitro RERICB VTN B
A FIEBER U7z, 2 ORBEE SIEH ICBBRT
Hotce Fizw N-FRIXFIMLICES T % F 72 P450%
FREIZCYP2COKU'CYP2C19TdH - 724, CYP2D6
R CYP3A4M 59 % Al Het: & /Rl S 117229:30),
OZANAYF v (50ug/mL) 12K BP450
(CYP1A2, CYP2C9. CYP2C19. CYP2D6.
CYP2E1 KR UFCYP3A4) HHEDHERIZIONLTT
H-71229,
16.8 Z0Dfth
(ORNRSFV§#2.5mg [YD])
O ZANAYF U6E2.5mg [YD] 3 [EEBAFSRL 2 ROE R
A OEMFENESFERBR AT R T4 > (FR248E2H29
H EEEEHKH0229%108)] ICEOE, uxNR¥yF
V$E5mg [YD] #iE#aslF| e Lz & &, BHEEIcEIE
YR RIS & A Shiz3),
(OR/NRYFOD#E2.5mg [YD])
O 2N %F > OD$E2.5mg [YD] & [FE/EZ5%0
EFERA DL ENRISFEREE T A T4 > (FR2452
H29H FEBEFO02295105)] ICEDIE, uANRY
F>OD#$ESmg [YD] #EREBFE L& &, BHZEHIC
EOXEMENICAZE E AR SNT232),

17. BRFRAEEE

17.1 BAMERUREMICET 28R

(§3 L A5 0O—)VIE)

17.1.1 BN E MEAERGEER
EIVATU—)VIMERE Z20RE LT ZEHEEMRIAIC
LDEHENLZRBRIIBWT, OANAYF U ALY
74 (5~80mg) XiE7 FANZRYF > (10~
80mg) Z1HI1E6EMBKE LR, aANZY F
ALY AIZ, LDL-2VAFa—), IV AT
g—JL, MUYt RICIMET#RE%Z,. HDL-2 L
AT A=V RER Lz, /2. 7AHAEHAB,
JEHDL-Z VAT H—LZ KT SHE, 7HREHA-1%
iS¢/, |, LDL-2L X5 u—)L/HDL-2 L
Z2Fa—)LH, 83 L A5 —)L/HDL-2 L A5 U0 —
L. JEHDL-Z2 LV A5Fu— ) /HDL-2 LV AFua—)L
. 7REAB/ 7T REHA- T HEZETSE7,
OANATF AT LOFEMZ, #5148 1ERD
Richsbh, BE22EME TICRARIRERDION &
ol. BRARMRIGEE4AEABETIIASDI. FD
B L7233,
BIfERSEISEE X, O AN Y F 2 ALY 7 A5Smgk
E#710.5% (4/3861). 10mgik58Tix15.6% (7
/4561) . BU20mgit 58 T17.9% (7/3961) TH-
2o WThOHEGETH., 3FILIERBR L ZBIERIZ
o iz39,

17.1.2 A% I 1EE5R
TEERBEICEDERBSNZRBRICBLT, OANR
¥F U HANT T L2.5~20mg% 1 HIEI6EMBS L7
B IMERREMEDOFEHENRIROLEBY TH 57,

MiERREE DA LR
(B L A5 u— VIMREBRENRKER)

2.5mg 5mg 10mg 20mg

SR (n=17) | (n=12) | (n=14) | (n=18)

LDL-aLA578a—)(%) | - 4499 | - 52.49 | - 49.60 | - 58.32

BWaLZAFu—(%) | - 31.59 | - 36.40 | - 34.60 | - 39.58

YUY R (%) - 1735 | - 2358 | - 19.59 | - 17.01
HDL-aLAFu—)L(%) | 7.64 9.09 14.04 11.25
7 REHEB(%) - 38.56 | - 45.93 | - 43.97 | - 50.38

7 REHA-T (%) 5.42 6.25 10.61 9.72

7 REHA-T (%) 0.38 4.27 7.78 7.73
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BIfEFRBSEE L. O ANZAYF ALY T L2.5mg
BE5RT38.9% (7/18M1). Smg#5#720.0% (3/
1561). 10mgik58<13.3% (2/1561). K0'20mg
BEHTA7.4% (9/19f]) TH -7z FHOTHICHB L
T3BILA LR 5 n/-BIEAIZ. BE. CKEAXD
vy-GTPER (#3hl) TH-73%,

17.1.3 ;BS54 55 MABEAER
THEREICKDERSNZIRBOEET -y 2 £
EDize QANARYF 2 A1)V L5mgXIF10mgz
1H1E 28 E Lo MiERE O FHELRG
HOEBYTHY, BIVAFO—)VIMEREOEE
LNV EREICHET 5 2 EAPRD 517230,

MiEREEDFHELR
(NEAEI L AT 0 — LIEERE W SRHER)

B58 5mg(n=390) 10mg(n=389)
LDL-2 L A7 T — )L (%) - 419 - 46.7
MBIV AT a—)(%) - 29.6 - 33.0
MU ZUEY (%) - 164 - 19.2
HDL-Z VA7 ua—) (%) 8.2 8.9
JEHDL-2 L 257 a—)L (%) - 38.2 - 42,6
7 REHEB(%) - 32.7 - 36.5
7 REHA-T (%) 6.0 7.3

17.1.4 ;BANE MHRIBIR SR
EILVATU— VIEREFEEZNRE LT ZEEREIC
FVEHENLZREBICBVWT, OANRYF ALY
7 A5mgXix10mgh 55 2MB L. LDL-I L R
TU—)VEHFNCEP I4H4 RS54 >0 BEEICET
HETHELL, SZEBICBLWTHEESEDSmg
R 10mgDFER 5 2 ZF 1 TOIIER OB &I, 7
NENT76% (92/12141) K1'82% (88/107%1) T
HoT,
BIERORBRIZT ANZAY F 2 A7 L5mgHET
29.4% (40/136%1). GANZAYF U HILI T A
10mg$T26.5% (35/132f) THo7ze WITNDD
BER T3 BRI L ABER I TR, EIERR.
B, B, AIRE. BE. BRAVCENETH -
fc37),38)0

(KRR I L A5 0O—)VIE)

*17.1.5 BNE I HREBIR SR
FHEEEI VAT 0 — VIEANT 0 #E&EERFICT R
NAZF VALY L10mgh SHEEHE L. 658
Rl CiatEE L. 2oL X0MiBEEHEOTFHEE
ERIIRDEBVTH o7,

MERSEE D P bR
(RIEMES I L A5 0 — LIMEERE W RRER)

Eitd=s 10mg(n=37) 20mg(n=37)
LDL-2 L 27 u—)L (%) - 49.2 - 53.9
BaLZ2Ta—)(%) -394 - 43.3
MUV K (%) - 18.2 - 23.6
HDL-2 VA7 u— )L (%) 9.6 13.8

3HILL EIciB® 5 N BIfEFIECK LR (3/3741.
8.1%) TH 723940,

18. EZNEFEIE

18.1 {ERKF
T ANZEY F 2 AT L%, FFBPICREBIRYICEL D A
Fh, FETOI LV AT 0 - VEABRROEEBERTH
HHMG-CoABRTTEER 2 BINW» OHAMNICIHEL.,
IV AT U= )VERREBICHFET 5, 2ORKER.
BRIV ATa—LEENETRL. INZ2HH1-0D
LDLZAKORRAIFESINS, TOLDLZEKZ N
LT, AVATU—LEBROEWVWY REHTHSLDL

OFFBANOE D AAASEMU, A3 L AT a—)LaE
TF5. OANAYFUHILITILZ, FFETIEZEEL
THEBEXRZN L TWDAE N, BEBMMED LB
B2, BEFEIER 2R 2 WO EESICIZEL D A F
nic <, FENZHMG-CoABTEEHER TH
BEEZHNBHA2,

18.1.1 HMG-CoASTEERE={ER
HANAYF AN ILIZ. Ty VRO NIV
Y —AHKROHMG-CoABTLER KUt N HMG-
COoABRTTRERDAIE KX A it UTHEMFEHAZRL
7-43) (in vitro).

18.1.2 FOLAFO—-ILERBEEER
OANZRYF ALY IALE, Ty MRl L R
FO—ILERZREBKRENICEHE L. £/, Z0OMHE
EERIZ. tHOHMG-CoABTTBRBEAICHRTE
HARRRE L 7243,

18.1.3 LDLEZSAFEIER
OANRYF AT LIE & MFEHRHepG2
HROLDLZ AAmMRNADFIR 2 EERERNICHE
U, ¥7. LDLEATESEZEIMS Y124 (in vitro).

18.2 ML AFO—ILETER
OANATF AN TILIE, £ X5, h=T (Y%
L4, WHHLYHF (e MEREESEI LV ATu—)u
EQOETFTIEY) DICBWTERIL AT -2,
/-, 7REHE 3Leiden SV AV v Iw IR
(BVLDLIEE T VEMY) KTk b7 REHB/
CETP (AL AFU— LI AFILEXEH) M5V R
VrzZw IR (b ATFO—LRBITHELL
RIEBRHREZ2EIT2ETILEY) 91280\ TR
FHILVZATO—L2ARIE RS EZ, A XIZBVT
X, HMG-CoABTTEBRZORICEN TH 5 A/ 0 U
DI E % FHRIKFIIE T S 87249,

18.3 EnfifRiE LERINGIER
OANAYF AN L&, WHHLY S FIcBWT,
KEROIEERETRE, ILATU—LEBOKT2Y
725 L. BRE(LRZE DR ZMH L 747,

18.4 FUZJUEV RIETEA
OQANAYF U ANLT I LI, TREHE 3Leiden b5
VAV Zw IR IAKRUE b7 AREHB/CETP h 5
VAV I AQMFF N YY) REETRS
Jd—f:48),49)°

19. B CRET BIBLEHARE
—fREGBIR i D ANATF RN T L
(Rosuvastatin Calcium)
it % 4 : Monocalcium bis[(3R,55,6E)-7-{4-(4-
fluorophenyl)-6-(1-methylethyl)-2-
[methyl(methylsulfonyl)amino]
pyrimidin-5-yl}-3,5-dihydroxyhept-6-
enoate]
1 (C22H27FN306S)2Ca
1 1001.14
CHBOWMKRTH %,
T M= MUNMIZHEFRTL, X¥ =)L
WRRBEITFPT L, KRy ) —
(99.5) 1B W,
BIEETH 5.
{bmEE

B
St
5% B

Ca?*
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20. BRWL EDEFR
(&)
20.1 FRRIIER 2RI TRET S &,
(ODg#)
20.2 FERIFERZE T TEEL TRET S &,
22. g%

(ORNRIF§E2.5mg [YD])
100%E [10%E (PTP) x10]
500%¢ [10$E (PTP) x50]
5008 (7L 34%)
(ORNRIFViE5mg [YD])
100%E [10%E (PTP) x10]
500%E [10%E (PTP) x50]
5008 (7L 34%)
(OR/NARYF>OD$E2.5mg [YD])
1008 [108¢ (PTP) x10]
500%¢ [108& (PTP) Xx50]
(ORNAYFODsE5mg [YD])
100%E [10% (PTP) x10]

23.

1)

16)
17)
18)
19)
20)
21)
22)

23)

EENR

Zurth, C. et al. : Eur J Drug Metab
Pharmacokinet. 2019 ; 44(6) : 747-759
HMEEE#OMBEHEE (/LA M—)LEE : 2005214
19H%&GE. HEEERIIEA3.3.1.2)

Martin, P. D. et al. : Clin Ther. 2003 ; 25(8) :
2215-2224

REHSHOMEHEE (/LA b—)L§E : 200581 H
19H%&RR. HEERMIEA3.4)
REBEHBOMBTEFEE (7 LA b—)LEE : 200551 H
19H&ZR. HEERMIE(.3.2.2)
BEICBY A2 MEREE (7 LA M—)LEE: 200551 A
19HZ&GE. HFEERMBIEAN.3.6)
BEICBIIRERGHROMBHEE (F LA M—L
$E : 20051 H19HA&GR. HFEERMEEA.3.7.8)
Martin, P. D. et al. : Br J Clin Pharmacol. 2002 ;
54(5) : 472-477

(FR) B EHNER  EERNEFEREE (8E5mg)

(B BEEHANER  AMPEOREEAE (OD
5mg)

EEAFIHAR (VR F—)U$E : 200581 A19H %
. HEERMIEA3.5)

BHOME (VLA M—)LEE: 2005FE1H19H&KE. H
HERMEA3.7.5)

EAMER (VA M—)LEE : 2005FE1H19H&RE. H
FHERHEEA.2.2.5)

REFHHIR (7 LA b —ILEE : 200581 A19H &R,
HEEE R EA.3.7.9.5)
HMG-CoABTTBRMEEFBEAOMBEHRE (F L X
F—JL$E : 20051 H19H &R, HFEEHHE
~.3.7.9.4)

Martin, P. D. et al. : J Clin Pharmacol. 2002 ; 42
(10) - 1116-1121

Simonson, S. G. et al. : Eur J Clin Pharmacol.
2003 ; 58(10) : 669-675

BEEOHKE (Z LA M—)LEE : 2005F1 H19H %R,
R BRI EA3.7.11)

HEMIMEEER — Al (Z LA b—JLEE 1 20054E1H19
HA&GE, HFEERMIEAN3.7.12.2 (f)

Simonson, S. G. et al. : Clin Pharmacol Ther.
2004 ; 76(2) : 167-177

Schneck, D. W. et al. : Clin Pharmacol Ther.
2004 ; 75(5) : 455-463

Cooper, K. J. et al. : Eur J Clin Pharmacol.
2002 ; 58(8) : 527-531

Cooper, K. J. et al. : Br J Clin Pharmacol. 2003 ;
55(1) : 94-99

24)
25)
26)
27)
28)
29)
30)

31)
32)

33)
34)

35)

36)

37)

38)
39)

40)

41)
42)
43)
44)
45)

46)

47)

48)

49)

24,

Cooper, K. J. et al. : Clin Pharmacol Ther.
2003 ; 73(4) - 322-329

Cooper, K. J. et al. : Eur J Clin Pharmacol.
2003 ; 59(1) : 51-56

Simonson, S. G. et al. : J Clin Pharmacol. 2005 ;
45(8) : 927-934

Martin, P. D. et al. : J Clin Pharmacol. 2002 ; 42
(12) : 1352-1357

Simonson, S. G. et al. : Br J Clin Pharmacol.
2004 ; 57(3) : 279-286

McCormick, A. D. et al. :J Clin Pharmacol.
2000 ; 40 : 1055

TANAY F > Oin vitro @t (7 LA ~—ILEE : 2005
F1AI9HAR. HEERMIZEA3.7.9)

(b)) BB AL R} © B AR EEER (882.5mg)
(FR)BEELHNER : EENRFEERHE (ODE
2.5mg)

Schneck, D. W. et al. : Am J Cardiol. 2003 ; 91
(1) : 33-41

7 FIWNREYF L EORBRIGHERE (ZLVA M-
$E 1 20051 H19H&ZR, HFEERME .1.3.2)
HRABIVATO—VIERZFICBI 2581 (F/ L
A bM—=)U8E 20051 H19H &R, HFEBERME
r.1.2.3)
NEANEILVATFO—VIERZFICB 2600 (7L
A b—J)UEE : 2005FE 1 HIOH &R, HEBERME
k.2.1.2.1)

AEANEIV AT O —VIERZEORHKEEGICB I 5HE
Wik (7 LA b —)LgE : 200551 A 19 AR, HFEEHR
M .1.5.2)

Olsson, A. G. et al. : Am Heart J. 2002 ; 144(6) :
1044-1051

Mabuchi, H. et al. : J Atheroscler Thromb. 2004 ;
11(3) : 152-158

ANTFOEAGEFHESE ICB T 2HE. BHRSHER (7
LA +—JU§E : 2005FE1 A19H&RER. HEEHHE
r.1.4.2)

Nezasa, K. et al. : Xenobiotica. 2003 ; 33(4) : 379-
388

ERABFEDE D (7 VA b—)L$E : 2005FE1H19H%&
. HEERMEAR.1.2.8)

McTaggart, F. et al. : Am ] Cardiol. 2001 ; 87
(5A) : 28B-32B
LDLEZAEMEICHT 21EH (7 LA F—IL$E : 200581 H
19H&RR. HFEREA.1.2.3)

A XOMHFREEICNT 2R (7 LA b —IUEE : 20054
LA19HA&RE. HFEERMIER.1.1.1)

A=A FLOMBEILATO—LETY REHI L X
Ta—=IZT BER (7 VA —)L$E : 2005E1H19
HA&GE, HEERMER.1.1.2)

WHHLY 9 FoIliEa L A5 u— LR ORI LRZ I
g BER (7 LA b—)LEE : 20051 H19H &R, H
FHERMER.1.1.3)

7REHE 3Leiden bS5V AV 2w 7w AT B
B (7 LA b—)L8E : 200541 A19H &R, HEER
WEEAR.1.1.4)

b N7 AREHAB/CETP SV AV 22w 72 2T
BIER (7 VA b—)U8E : 2005FE1H19H &R, HEE
RHEEER.1.1.5)

NHERERUEVEDEE

HAHGEE BEREKRE

EILEEILTEPITRE 3697 H 18 S
B8, 0120-647-734
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26. HERTTFEES
26.1 BHEHRTETT

‘// ttas PR

BILRELMERITRE3697 &85
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