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BE  ERRT AREE PRFERAA
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OANRIF VALY D LOENERESE
N -
OANAYF 2 0DsE2.5mg [JG)
- -
OANZAYF 2 0DiE5me 'JG)
Rosuvastatin OD Tablets
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3.2 HEIDMIK
2. 2 (ROEBZEICIFHRS LBV &) —
o % é * 2 9 2 * gé M E% 7N
2.1 KAIOHS 3 LB DB D 3 5 B s R ﬁ*ﬁ jiﬁ = R
2.2 FEFET LT3 EBA5NBUTO &S 5 # R = ‘
SRR B R OSIIEE, FFEZ. e, BE(9.3.1, . e~ <TA| .
9.3.2. 16.6.2 £E] $2.5mg 1G] |EEBOME — 2506
2.3 HRIIHER L TV 5 ATREE 0 B 2 TR O ELR 9.5 ‘ R '
sy EE Ex HE
9.6 =Hg] 5.6 3.1lmm  78mg
.omm .
2.4 7O AR VEE DOEFE[10.1, 16.7.2 &
> VEBRBHROBRE] ] =@ =5 poe
. 5 F D HRBD
3. #ERE - MK %’é~<‘9‘/w, ‘
O ANZYF |5 ‘ @ T AN S5
3.1 $HRE % ome 1G] |ERAORE G
. BRI _ sesmg G o7 v = J
fHR7e (1 k) IANAl —F 4 VU BE =83 =
AE oasD-YYS b, EEREC FOoxo T 7.Imm  38mm _ 155mg
25 5o FEVEIE=R EFORS TaELE *Em  ®=E W&
QARSI F Y| S  a La—2, JUARE R, KB r
4% 2.5mg 1G] |2.60mg (02 AFAFTY VBT TR Y YA, O OANZRYF [>T VEED = | AN
~=mg ;%zyg%yt ATU—R, vZaT—)L 6000, B{LF ¥ OD $ 2.5mg|7 4 LLd— oD
VL FIVT . EEETEE. AL FIN >4 V7% 2.
LT 25mg) | el TAYTR Tar ms wm | 0 °
AE w5 DYy b, BEREC FOEs T 56mm 3.lmm 78mg
x;%yﬁn/ O¥ltllu—A bk RadFs 7 ubiLt = =i I
Ty I L — R, 7\37\%51{‘{\%*:@{@7
§t Smg ]G] |5.20mg (A% jf‘f;?';;%fg&g’*@{izg BRASASF | 3TVEED| 0 Y == | maxs
N2EF & » ¥z u )b 600U, BE OD 4t 5mg|74Nia—| \ & 2 oD
V. ALY, mESTEg. ST S e
LT 5.0mg) : MG) F v 5]G
. HLFNTY EiE 2 X 55
|D-vr=b—, REEIKFEF b UL 72mm  3.6mm  154mg
HE AN |{EEB#Er Foxs 7 oiltvlao—2A,
Baixs o 207 IR MRS A TS| e, TR o
8& $ 2.5mg 260mg (2| 5502 LAY h—bs 257 ) B mJdLVRAFO-)VIE. NREEFIV R0V
NAYF U E|TTRYIA RJEZLTILT—) - K 5. WMEELEMRICEET B
LT 25mg) |VIFLYFUA—L-7T57 raARY I Vil o . - -
R N T vy 5.1 BRORICH D aRELZERL. SV AT 0 —VIME, &
— — BHEEI VAT —)VIMETH 5 T & 2R L ETARAIO#E
D-v> = h—)b, REBIKFEF MY T L, -
HE o2 N|EE#EEE FoFsToltilo—2, m%%’%?:é“-&"
Gz y gy | RET VAN TAARER Y, fERENVE—A, T3 5.2 FEHE I L A7 0 — )VIER EFESEICOWTIE, LDL-7
V2N TIFLAY 7Y L—baRY7—E, & Tz L= AZBOIEYBEEORHE LT, HHVWIEEFNED
(f)gj 5 SME|s.20mg (0| 7 Tm—R, LA b AT HEE D E A RIS S AR OB EET 52 &,
J NAYF e\ TR L RV EZ LTI =)L R e -
LT 5.0mg) ')17’“1/‘/7“'\):z~11/;7;—77 raRy = 6. BERUAE
L e 5 B, A0 ANZYF LTI HLE2.5mg &0

GG d 52, BIC LDL-a VAT 0 — UEZE TS 2 204
BENHHBEIIE Smg FOKREEHBLTL V. &b, F



fig ERICK D EEER L HE5HEERD 5 WIEERER, 48D
f£12 LDL-2 L AT 0 — UEOE T A A0 255121, #1k
10mg ¥ CHEBTE 5, 10mg #%5LCs LDL-IL 271
—VEDOE TP +5Thwv, FKEES I VAT 0 — VIIEEE
HEQEREEHICRY, S5ICEBTESH, 1 HEA 20mg
FTCLT 5,

7. BERUHBEICEET 5EE

7.0 ZLFPF =220 752 A 30mL/min/1.73m? Ko B
EIBETA5AI1CIE, 2.5mg K0EESEFBL. 1 Bk
5813 5mg &7 5. [9.2.2, 9.2.3. 16.6.3 BfE]

7.2 $512 20mg BERIC BV TIIBREICKESHSDNEBZ
NA®H 5. 20mg 1 5MmE 12 8 COMZER, A1 1 E.
ZNDFEIEERN (CREIC ] [%) ICBREREZITI 2 &,
BEE+3ICTS T &, [9.2.2, 9.2.3, 16.6.3 BHE]

8. EELBEAXIER
8.1 562 LOEI L AT O — VIFEIREDEARTH 5 BEHEE

TV, BIGEFRECEME. BESOBMEEED Y R
I7T 7 —OBEHELTNEERTSH L,

2 AR AEEE 2 EHICRE L, IBBICHT 5 RS
BEOOLNZWIGEICIIREGZHIET ST &,

3 BREHBIIEER 12 BE CoMIZERL B2l EH, 2nlL
FEILERAR) (CREIC 1 |I5) ICHEEREZITS 2 &, [11.1.5
]

A MM B H5bNEZENHAHDT. MBHREZEDEE
&+57 [11.1.6 =H&]

9. BEDEREEITZEEICHAT IR

9.1 SHE - BIEEZEDH I EE

9.1.1 {ERERBELN G S HNPITVNEDHEN HBUTDESE
7L a— )L hEEE
- FRIRHRE K NRED B
CBEHOBEER (HYANA T —%) YIFOKERODH

HEE
- FHRIEOHBREOBFRD D 5 BE

*9.1.2 EEHEIERIFZDEFEEDNDSH 2 EE
EEMENE (BHE. 288]) PELNIERT LI ENH
%, [11.1.4 B8]

.2 BiEEElEEEE

2.1 BEREEERDH D EE
AENET 47T NRERZHHATAEAICE. BELYOE
BlrWEHESNAEEICORMHHAT S &, BEsBHEEE
(L2 S BEUFRBIEAS S 5 b T L, RO2ETHAT S
BAEICIE, THOICEHERES2EH L. BEER (FAR.
AR oFFE. CK LF, MHPRCRFIF7aey EREY
WKIEZ L7 F = EREOBHEDE(LZROIGAIIED
IS Emibd 5 &, [10.2 2]

2.2 BEEXFZDEEFEDSHDEE
BRMBEORESHOLZL »PEREREL2ET HEETDH
0. F/o. EEETRBABEICME - CRBABRERLSD S5 bN
HZENBHBH, (7.1, 7.2, 16.6.3 BH]

9.2.3 EEDEBEENHZEE
KAOMPBEBENEL RBBENDNDH 5. [7.1. 7.2, 16.6.3
%]

9.3 FFigEEEEEE

9.3.1 FFEEMETU TV R EEZ SNBUTD LS IRES

SRR, BHFROSMHERE, FFEE. FFE. &8
BELEWZE, ThoOBETIE. FEOMFAEEN 7T
BBENDH B, £/ RENZEICHFREICHHLTERT 20
T, BREZBELSEEBENDDH 5. [2.2. 16.6.2 BHE]

9.3.2 FIEEXEZDEIEEDH D EE
AENEE IR IC O L CERT 20T FFEEXIZZ O BE
BOHZHEETIE, FEEZB(LSEE2BENDDH B, FIC.
Child-Pugh 2 2 7' 8~9 OHE&ETIL, MEFFEEHMhICHA
TEDP 12 EDWEN D 5. [2.2. 16.6.2 B[]
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HMG-CoA BTEREEA T, ik 3 » AL TOMICARA L7
L& RRIEREFENHobNI-EOREDH 5. (2.3 5
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#l > AUCo-24n 7' {8 FE
BRI BT RIE RS
Lz EiclhkRTH7
EERLEZEDREND
HBo

MDD 2,

10.2 HAER (BRI
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AHE o IR E SR
S50%IZETRT 52 &n
WESNTWD. KA
B 5% 2 REEREE A IC
HBA = %5 L5 e
121 ARFI O MR
AR DOK) 80% T H
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B IEAREA

ov¥reiL-y hFEL
FTEYFFEL/Y N F
<9
FILFEIL/) R FEIL
JUHTFLEL-ET L
VH AN

AElETOEFEL Y b
FELEHEALEEE
AElD AUC 259 2 f5.
FELEKOY b FEIL
mAE & AREZHHL 7
L ERAI O AUC H%
3f%. Crax 7%, %
LFELKRVY hFE
IVIEA & ARAHIZ G L
7o & ERAF O AUC A
%"] 1.5 {g\ Cmax fﬁ%"]
24 ERLI-EOH
Eb B FIoARENE
TUHTLEL-ET L
VHAEIVE ZHER L
7o & &, KRE| D AUC A
59 2.2 5. Cmax 59
5.6 FERLELEDH
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e EDREDDH Do

OFH T8y A
OATP1BI1 % U BCRP
DHEREZ HE 9 5 Al HE
WA 2,

5055 A
FTAFTLEL
YT IH A T AF
FLEL - RTZSTE)L

KE ¥ 755 AL,
FAF LY, £771F
¥ 58 AT AF
FLEL - R FTE
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EN DB
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NTFLAY Y b
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T EDREDH S,
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11.1.1 1EREARIARAE (0. 1%K1)

FARE. B CK E&. mMPRORP I ZTary R 25
METHUBBES D S5 bh, ANERESDEE L BRE
ENRHLEDONLEIERHHDT, TOLILREAICIZESICHE
SxzhiEgaz s,

11.1.2 SFINF— (BEERE)

[RE AR BEGRIBRSLERL CK O LRSS bz
BElcdkE5E2miEd 52 &,

11.1.3 BENEHEEEESA/NF— (GEEAR)

VMRS, CK &, BEZMEDZ VLEHBEHEDOBET, K
HMG-CoA &tE# (HMGCR) HilkBitE 2 M e 3 505
NAEMIETENE I AN F =D h 5 b, 5% S EET 54
DPHRESNTNHDT, BEOREZTDICBEERT A&, &
B GEIHIFRSIC KL VEEDS AN EOREF N D 5.

* 11.1.4 EEHENIE EERH)

EEMHENE (RHE. 258) PEEIBLT LI EPDH
%, [9.1.2 1]

11.1.5 BFX (0. 1%Ki) . FFEEEEREE (19%KHH). B|E (BEER
BH)

FF9é. AST. ALT O LR % M5 FEEERE. #EIH S DN
HTENH B, (8.3 BE]

11.1.6 DUIRES (0. 1%KiH)

(8.4 8]

11.1.7 BEUEIR (0. 1%KiH)

MEFEZ ETBBERSH 5bNEIENDH 5.

11.1.8 FEEMAmA (0. 19%FKH)
EHRESTH-TH. FHE. W, WPIRRE, Wil X REES
DO LENBEICIIRE 2RI L. BIBRERLE VHOH
SZp@EtaMBEZTH> L,

11.1.9 FRIEHBEEE (0. 1%40H)

PURE DRCE SRR, LONBSEOREEE, BRE., H5VIIHN
BREORMEREEENHSDNEZEND 5.
11.1.10 ZRHIBE (BEEAE)
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Py SRS
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B5), 15
i HHEAAE
- HbAlc £5.
AR A 5




2~ 5% SHEENEA
BF #% 86 B2 %
(AST £ 5.
ALT E5)

0.1~2%AK| 0.1%K

iR ]

EHRD, &
e EE
(BUN L5,
MmE>7 v
= k8

E) BEBETH LN REAHOEARNFHT 258 ICIREY
B EEYRMEZITO L,
FHERE IR BERE Y S BH L.

14. ERALDFER

14.1 ZEZFIRZAEHEOER

(EFIEE)

14.1.1 PTP BEOFEANIPTP ¥ — b S5WOH L TRAYT % &
DB TSI L, PTP — bOBRKICEK D BEVH AP EE
REEARIA L, HICREALEZB I U THERIARAFEDERE 2 &0
EZHFETHIEN D5,

(OD ##)

14.1.2 FANZED LICOE THER 2 RE S5 CAET 2720,
Kz UCHRATIRECH B £7z. KTIRAT A2 LB TE 2,

15. ZDfDER

15.1 BRRERICE DB
BINC BV T, KA E &t HMG-CoA BBEREFAHRSH O
BETIE, BRRRED ) AT PEDP 272 EOMENH B,

16. ZEYIEHRE

16.1 MAiRE

16.1.1 BEOi%S
A BM 6 flica ANAZF > HIL T L% Smg OB TRER
ICHEREOREG Lz &2 A, MR 2N 25 F B354 5 B
12 Cmax 278 Uy IHEFEH (t12) 1320227 .8 Bl CTH 70 F720
Cmax & O AUCoa2an & # v £ h 3.56%1.35ng/mL K& O
31.3£13.6ng - h/mL Th -7 (FHELE#ERFRE) 2,
BB, OANRYF U OENERIIEETH L EEZLNTWVSY (SHE
ATF—%)

16.1.2 RE”S
RSB 6 Bllca ANAYF o HIL Y74 10 KU 20mg % 1 H 1
|7 AR, EEBICRERORS L& 25, #5444 24 BfomiEro
ANAY F U BEEIR2ICER L KERS 3 EEICITIZITEFTREICEH
ELY, EEIRBIZBIT S AUCo24n IZHEIHRESHED 1.2 THD. #
DEZREES TO/EP SO FRAMELFEBEE ChH 5720 LI > TR
BHREICLAFEY EOEBEBEEIZVWEEZ SN, BB HAAIIBY
é Cmax &U AUC Liy*A@;ﬁ’\J 2 f%‘(% D 7‘-:5)0

£ 1 BERABMEICBITA0ZANZY F L OEYERENT X —F (n=6)

Mg Crnax® Trmax? AUCo-24n? AUCo-w? t129)
(mg) | (ng/mL) (h) (ng - h/mL) (ng - h/mL) (h)
v DFT |5 4es) | 742 (56.0) | 126 (39.3) 9 [15.125.369
10 9 3.8
& (71 5) 5 (5-5) 90.5 (67.0) | 167 (30.0) ¢ |18.4+4.62¢
H[m 20.5 4 (3-5) 171 (53.0) 209 (50.1) 19.1+£5.81
- (54.6) ' : T
mi| 220 |5 (55 | 206 (63.9) | 248 (62.2) | 14.8%5.76

a) HAFE (BHGRE). b) PRE (EEH). o) HHELEERZ. d) n=3. )
n=4

BILVATO—)VIEBRZFICOANAY F AL T L 2.5~20mg %
1 B 1EH6EMRERORS L. EHREOMEHT ZANAY F VBEE
BIE L7208 &3 VAT 0 — VIERFE QM 2N Y F 2 EBE L
FAEICIZIZHAI L CHEML. BERABETOME (5% 10 RO
F9ME. 10mg : 4.06ng/mL. 20mg : 9.82ng/mL) & IZIFRAEE TH
oo KB KRB THANEHBEADHEREZHE Lz EZ S, HARAIC
BUBEEREOMBPH O ZANZAY F U BEINEAOK 2HETH >
727,

£2EIVATFO—VIEREFICB I 2 EFHREOMIEHO 2N F >

BE
BE5R Mo 2N % F 2 #E (ng/mL)
2.5mg (n=16) 1.26 (72.7)
5mg (n=12) 2.62 (41.5)
10mg (n=13) 4.17 (75.5)
20mg (n=17) 11.7 (50.0)

RATE (EERE) RN : 554 7~ 16 B

16.1.3 BSFEOFE
AENBEBRA 21 flica 225 F > Ay L 10mg 27 0 A% —
N—¥ET 1 H1E 14 BE. 480 7 Bd 5 0 IdF% 6 BICRORS Lz
&2 A, MEEHFTZNRY F L REHER IR GRETRETH D, 02
INAGF 2NN T LADOBNERE IR SEROEEL2Z TRV EEZS
nizv,

16.1.4 EYFHIEEEHER

(OZNZIF V4R 5mg [JG])
O ANAYF V48 5mg [JG] &7 LA M—)L§ESmg %, 70 AF—N
—FEIC&VENZN 18 (BANZRYF > E LT 5mg) BERABMEIC
M ERERORS U SRR A(LEEE 2 HE L 85 h -5k
F A =% (AUC, Cmax) 22T 90%FEXENEIC CTHREHEIT 2T > 72
#EH. log (0.80) ~log (1.25) OHENTH V. WAIDE IR
HAHERS N,

(ng/mL)
10 f
il o < e
i —o— B AN F UEESmg [JG)
i,] —e— 7 L X —)L§E5mg
,7§ Mean+S.D., n=20
A 51
£
‘?
-
i3
E
06—+ I ’e}
0 4 8 12 24 48 72
#BE5&ORH (hr)
BEYBEIST A -
HEIRT X =S BENRTX—4
AUCo-72 Crmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
O ANAY F U8 81.538+ 7.7057+
5mg [JGJ 19.142 2.2793 4.3%0.9 116.0£5.2
A I 80.524+ 7.3108+
Smg 18.090 22066 4.1+0.9 |14.9+£4.0

(Mean=S.D., n=20)

MEEFEENNC AUC, Crax 0785 X — 4 1d, HEE ORI, (RO
FEEE - RS ORBEFICE > TRRLTREEYSH 2.
(ORNZSIF> OD §& 5mg [JG])

O ANAYF > OD §ESmg [JG] &7 VA M—)L§ESmg %, 7T AF
—N—EICEDEREN 18 (BANREF 2 & LT 5mg) BREEAS
HEICKCARA T3k 150mL &3z, K7z U TIRA TR ANR Y 5~
OD #E 5mg [JG] 137K LT L X b —)L$E Smg 137K 150mL & $i4
BHEREOHRS U CmEETREAREZHE L Fo NI EMEE T
A =% (AUC, Cmax) 12D T 90%EHEXEIEIC THRETRIT 21T - 7o/
£, log (0.80) ~log (1.25) OHENTH V. WAIDEY LIRS
PHER SN0,

K ChRA
(ng/mL)
10 -
m °f
9 -o— TANAYF > OD#E 5mg [JGJ
?j“ . - 7L Z h—)L§E5Smg
AL Mean+S.D., n=20
Z
4
%
=
b3
B
O
0 5 12 24 48 72
5% O™ (hr)
K72 UCHRA



(ng/mL)
10

% -o— WANZRYF>ODEES5mg [JG)
E‘E . -e— 7 LA b—IL§E5mg

i\ i Mean+S.D., n=20

A

%

a’_

>

B’

=4

0 5 12 24 48 72

#5%ORME (hr)
EMBREIST A—%

HETA—H BENT A=Y
AUCo-72 Cinax Trmax Ti2
(ng-hr/mL)| (ng/mL) (hr) (hr)

OANRY F
k< |OD #E5mg ]G]
WA | zLrab—sE
5mg
O ANAYF ¥
sz L | OD #E 5mg [JGJ
THRA | 7L b
5mg

72.76£26.81|6.39£2.34 1 4.60£0.99 |16.20£10.18

69.42+25.73| 6.26+2.51 |4.10+1.12 {14.22+3.84

81.56+17.09| 7.28+1.78 | 4.35+1.09 |14.37+2.85

75.31+£23.25| 6.87+2.23|4.40+£1.23 |18.22+6.46

(Mean+S.D., n=20)

MR NS AUC, Crax ZHD/$T X —# 13, HeERE OREIR, Ak D
BREUES - RS ORBEBIC I > CTREDAHRESH S,
16.2 ORI
16.2.1 SEZHFIRE
ERAEE 10 HlICB 50 RN R Y F > OEYEHFIFRIE 29.0%
(Q0%(SHEXE : 24.1~34.9) THo7=W, £/, BIRAKRSLTES
NIEOANZAYF L DRETVT TV ARVEZ )T 52 AEEFNETN
31.9KRV11.6L/h THV. BANARY F VIZEICHEIC K 2 HEET
TAHEEZONT,
16.2.2 BEDFE
SRENBEERA 20 flica RN S F ALy L 10mg %7 0 AF —
N—ET 1 HLE 14 B, 22088 (B 3 RfE) &5 LIdERICROR
L7712, BBEELEEEOUANAYF VALY LAORINLZEH
FRICHARTER P TH D Crax EEBICE > T20%E R L2z, L2 L,
BH%ESEO AUCo24n ITEBIERFRED 94% THY . OANRAYF U H
VI ADONENDBEHOXE TV EEZ SN,
16.3 96
b MMERICB T A0 ANAY T OEAMERIZ89.0% (HAAN) ~
88.0% (JLEIA) THV. FHEEHAWEIT LTIV Tho72Y,
16.4 {XH
HHE BB A B 6 BIICI4C-1 2N A Y F > H LT L 20mg % B
BOKE LI- & 2AHREVCEFRICEET 2SO EHA I ERE AT
HY . REFOELRBINE. N-HAF VAR 55-5 27 b U ETH
S 7-14,
b MM N A FUAERD 58 -5 7 b A E N8,
HMG-CoA BT RIS AEE X0 AN A Y F B & REOHER
ZR Ly MEEFIZB T 5 HMG-CoA BLBREEE S 10T 2 RE D
FEIDbITHrTHBEELZLNEY HEAT—%).
16.5 HEittt
SLE BRI A B 6 H1IC19C-0 ZANZAF F > AL 4 20mg % HiE
BO/EG L2 25, MatIEEIC#EPICHBr SN (90.2%) . R st
HEHEIERIZ 10.4%TH > 720 F7o. REVERADORE(LATRIRIL,
ZFNENHREED 4.9% %1V 76.8%TdH - 7219,
16.6 BEDNEREZEITDES
16.6.1 HERUIIEHOHZE
NEAOBESFEE ., BlEEkng . KEEFEEROTEEHEE 8 flicu
ANZEF 2 HI T L A0mg (RBHVAR) ZHEREOHRS L&
5. BEED Cnax KU AUCo+ I ZNZNZED 82% K1V 91% Tdh -
7210, F7 BEED Crax K AUCoH BEFNFNEBRED 112% K0
106%TH 0. HFKEREE 25 EERNBOEEI TV EEZ SN,
16.6.2 FTEEDHE
Child-Pugh A (227 :5~6) #%WI& Child-Pugh B (227 : 7~
9) OFFREEZETHAINEABES 6 FIICOUANAYF ALY T L
10mg # 1 H 1 [ 14 HRERERO®RS L, MEEFO ANRY F VBEE
BIE LD, FFRERE D Cnax KU AUCo-24n IFEEABOZNEN
1.5~2.1 &% 1.05~1.2 % TdH D, #iz, Child-Pugh 2274 8~
O DEE 2 HNCB I A MEEFEE L, MR TEP -7, [2.2, 9.3 &
He]

16.6.3 BEZEDRE
HEEORL2BRELETHNEAEE (4~8fFl) [cuxnNryFr
AL 20mg % 1 H 1 [E 14 BERKERZOHRS L, mEd o 232
SFVBERRIELRZY, BEPOSHEEOBREOHHBETII.OR
NZAZF 2 OMBEFREEICNTZ2HEIZZIEAERO NPTz, L
MU, BE (ZL7F=027) 752 A< 30mL/min/1.73m?) D&
EOHHEETIE. BEBRANCERTIMEFBEESN 3 /HEICER Lz,
[7.1. 9.2 =]

16.7 EYHEEIER

16.7.1 HIEEH
HIELH %2 BB O IR S L2BA. T ANAY F 2D Crax U AUCo-24n
IZFNZNE50% K 46%E TR R L72A, BANRY F %55 2 Bl
ICHIEER 2185 L7235 &121d. OANAY F 2D Cnax KT AUCo-24n 1&
ZNENIEHARED 84% K1 78%TdH » 7219 JHEANTF—%4). [10.2 &
i)

16.7.2 Y0ORAKRU Y
VIUARY VEBESNTWALEBERE ICO ANZY F 2 HH
BELIEE, OANRYF 2D Cnax KT AUCo-24n & R AICHE
MORERSG L EZITHRTEFNRZN10.6 RO 7.1 ELEF LD
(HEATF—%)e TQANZFF 2 1Z OATPIB1 2/ L CAFREICEL D A F
N YA RAR) VIZFORMYAAZEET A EICE>T. BANRY
FrOMBFEEZBENSESEEI6N TS, [2.4. 10.1 2]

16.7.3 L7470V
FLT 4TI (RIFFRER) EHABRES L& 0ZANRYF OO
Cmax XU AUCo+ 1ZZ 21 2.21 EKO1.88 Fic#Ehn L 7z20) (SLEA
T—%)e UQANAHYF 1L OATPIB1 27 UL CHIRICELD AE . 7 4
T4 TV NEZFORMYRAAZEET ZIEICE>T HANZYF D
MFFREEZENSELEEZO6N TV S,

16.7.4 ZDfthDZE
0 AN Y F > DIENEIREIC IET PASO HEHI O FE %K 5729
12, 7)baFy =12 (CYP2CY KU CYP2CL19 OFEEA]), 7 b3+
=B A bFaFV-LWROTY 2avA ¥ r® (BE CYP3A4 K
U'PHEEHOEEA) EOMARBRZER LA, B 22 HEERIE
Booniiroic HHEAT—%),.

TILT 71 % (CYP2CO RO CYP3A4 OFEE) Ho W0 dy T 02
DIRNEIREIC AT T B Z MEd L7z A BB E/ER ISR 6
Bhotz BEAT—%),

CYP3A4 FEEMOEEZ BT H7-010. FOMEEE OMFRARERZ
EE LD, TFZNLVI AT VA= LoMmFEFREEICED EASNT .
O ANZY F & CYPIA4 I T 2B ERE RS TLWEEZON
728 (NAEAT—%),

16.7.5 in vitro &k
b NEEERFRL % B W S i vitro BRI B W T N B A FIOUIEAS AR L
7. FORBEE IR BB CTH o2 oo N-FHAF I LICES
9 % F 7 P450 47 F 1 CYP2CO & OF CYP2CIO TH » 72 75,
CYP2D6 % CYP3A4 A5 9 % ATHEME &Rk & 11722930
O ANAYF > (50ug/mL) 12k % P450 (CYP1A2. CYP2C9.
CYP2C19, CYP2D6. CYP2E1 %0 CYP3A4) iEHDOBHERIZ 10%LL
TTH-7122,

16.8 ZDfth

(ORNZRIFEE 2.5mg [JG])

O 2ZNZYF V48 2.5mg [JG] 3. [&BPEL S EOBRA O LY
FHRSERABRT A RS A > (P24 4£2 A 29 H HAREH 02205
105 BIHE 2) ] 1IcHED&, T ANRYF 8t 5mg [JG] ZiZ#eslE e L
t%%ﬁﬁ@%ﬁ\%&%ﬁuﬁ%tﬂﬁéﬂqimﬁ%tﬁ%t&@é
nrz3,

(ORNZSIF> OD§E 2.5mg [JG])

T ANZ%F > OD §E 2.5mg [JG] &, [&EAFEZ 2 ZEOERHA O
EMZEORSERBEN A RI0> (FR24E2 29 H HARER
0229% 105 AIfK 2)] IcED &, nANR¥F > OD §E 5mg [JG] =
TSI & U7z VEHEBR OAE R TAHZEBIIES L HE S, EYENIC
[Fl&E & Az Sz,

17. BRERRRAE
17.1 BERURLMICREIT B
(&L AF0O—)VIE)
17.1.1 ;BN E N BRERMGHER
BILVATU—VIERZEZNRE LTZEEREICLDERSI AR
BRICBWT, OANRZF ALY L (5~80mg) XIET FILNR S
F> (10~80mg) = 1 H 1 [H6BMKEELER, aANRYF A
Ly LiE, LDL-2 L AFa—)b, 83V A5F0—)L. hJZUtY R
IIETREIE A, HDL-2 L A5 0 — U IZEMEE AR Lz 72, 7
REAB. EHDL-IL AT 00— L2 ETSE. 7REH A1 2HNs
w7z, EIZ, LDL-2 VAT u—)L/HDL-2 L AT u—)Li, IV AT
O—)L/HDL-2 VA7 a—)Ltt, JEHDL-2 L A7 0 —)L/HDL-2 L &
Fu—Ltt, PREAB/ T AREHATHEERSE2Z,
T ANRAY F 2 AT LAOFEMI, 54 1 BELAICH Sbi, BF
2B E TICHRAZED 00% & 7% 572 AMRILEE 4 BREIELTICH
Sbi. ZOBRE Lz,
BIERRBAE L. O ANAY F ALY L Smg 58T 10.5%
(4/38 ) 10mg H 58Tl 15.6% (7/4561). KU 20mg H58 T
17.9% (7/39 %) ThH-7z0 WITNOBRERETSH., 3 FILIEFIHE L /-E
R D 5720



17.1.2 EINE I 1B5KE3° 18.1.2 FOLAFO—ILERIBEZE/ER

TEEMRIBEICLVERSNHBRICBWT, OANZRYFUOAILYT L OANARYFUHILIT L, Ty MFfilaO IV AT u— V&R ZE AR
2.5~20mg # 1 B 1 [\ 6 BRE#HS L BoMiEEEHEOFHERIL RERICIHE L. 7o, ZOREERIE. o HMG-CoA #tEERE
RIDODEBOTH- T, ERNCHARTERRERE LY,

18.1.3 LDL ZEAFEEEA

& | MFREEOFHRILE (F2 L 270V MIEREXRAR) OANRAY F VL1, & bFERER HepG2 fifaod LDL A%

o 2.5mg >mg 10mg 20mg MRNA O35 % WEKTENICHE L. £/, LDL &ATEH 28NS ¢
(n=17) (n=12) (n=14) (n=18) 74 (in vitro)
LDL-ILAF0—L (%) | —44.99 —52.49 —49.60 ~58.32 18.2 it U;(ji_u_,bﬁ-lzﬂgm
BaLAFO—L (%) —-31.59 —36.40 —34.60 —39.58 TOANRAY F U ANTT LG A XD H=T A F)LO, WHHL 74 F
FUZUEE (%) ~-17.35 | -23.58 | -19.59 | —17.01 (e MREEE I VAT 0 —VIEDE T LEY) Dics 0 CliEga L
- AFO—)%, iz, 7REHE3Leiden F I AV v T TR (FH
HDL- —L (% .64 . 14.04 11.2 - ! -
LarA7ao L ) 76 °.09 0 > VLDL £ 7 L8#) © &L |7 KEE B/CETP (3L AF0—)
THREAB (%) —38.56 —45.93 —43.97 —50.38 IAFIVEREH) FIVAVIZv IR (B hOILATFO— LK
7HREH AT (%) 5.42 6.25 10.61 9.72 BFIHEB L REEREBREZET 27 LEY) VIcB L TidmiEhaL
7AEE AT (%) 0.38 4.27 7.78 7.73 AFA—LEEBIETS /. 4 XIIBWVTIE. HMG-CoA Btk
_ : DORIGENTH B AN\0 Y BOMFEE 2 AEREFENICET SS9,
BIERSHEEIX. 0RNZYF A7 L 2.5mg BE58T 38.9% 18.3 BN LEREINEIYER
(7/18 f1)+ Smg %58 T 20.0% (3/15 ). 10mg HEH# T 13.3% OZNZYF VAN S L. WHHL 7 HEICB 0T, KBIROSE L
(2/15 ). U 20mg HEBET 47.4% (9/19 fil) T 720 B 67l AR, VAT O LEROETEB7 6 L, BIRIELREDRE 1]
IZBVT 3FILLERO 5 N-BIERIE. 8. CK LR XU v-GTP k& LD,
R E3H) Thot, 18.4 NUZUEY RETER
17.1.3 B IABAR . R * TANAYF Y HNT T Ak, TAEEESLeiden hI YAV 2wy
“EHEBMERICLVERSN SHBORBT -2 LD/, AN < ARKOE PP ABEB/CETP FS YAV = w 7w A0 MEEH k
HF AN YL S5mg XiE 10mg = 1 H 1 [E 12 BEHE LEol YY) REETSE7-99,
ERREOFHEEARIEIR 2DEBDTHY  EIL AT U — )LVIEBRED
BRELNVERENICHET 2 2 EMRO 6Nz, 19. BB T BIBLFENAR
- A b - - , . —ff& 1 W ANREF AL (Rosuvastatin Calcium)
#2 m:EHEE{Ea)rLZFiiE{I:a’S MEAE I VAT O — ) VIMEBENRHAEE) {bZ#4 : Monocalcium bis[(3R,55,6 E)-7-{4-(4-fluorophenyl)-6-(1-
5 Smg (n=390) | 10mg (n=389) methylethyl)-2-[methyl(methylsulfonyl)amino]
LDL-aLAFa—)L (%) —41.9 —46.7 pyrimidin-5-yl}-3,5-dihydroxyhept-6-enoate]
BaALAFO—L (%) —29.6 -33.0 7372 1 (C22H27FN306S)2Ca
pa .
FUZUEY R (%) —16.4 -19.2 Qi% goélaii;*?%é
HbL=v7m - G 8.2 8.9 TE RS R ULSEFRT LAY ) LR REFRT L K
JFHDL-I VAT a—) (%) —38.2 —42.6 T H ) —)b (99.5) IZHEFIZL W,
7 HEEB (%) —32.7 ~36.5 | REHETH .
7HRESR AT (%) 6.0 7.3 *ﬁmi:

17.1.4 ;BN ENBRAIRSHERY
BIVATUO—)VIMEREFELARNRE L TZEEREICIDERBS NZHA
BRIZBL T, DANAYF 2 H LY 4 5mg XU 10mg 7 535 %2 Bt
U.LDL-J L 25 0 — JLfE# NCEP 11 74 K51 > 0 BB ET 5 %

CHE L7, 52BFICBLCIEES RO Smg Xk 10mg O p cor | @
22U TOEERAOEAIE. ZNEh 76% (92/121 f) KO 82% Q\Pi
(88/107 fil) TH -7 e TN SN
B ORIERITT AN Y F > H LS 4 Smg BET 29.4% (40/136 S CHs
Bl). BANZEF ALY L 10mg BET 26.5% (35/132 ) T - - -2
oo WENAOBEET 3 FILLERI U BWER I TR, IURE, & 20. BURL EDER
. B, NERRE. 32, ERROENETH -2, (OD &)
[E€xiic o mIVp SalubWiith) 7L IO —aERERIE BREBTCEELTRET S L,
17.1.5 EANSE IERARSHERY O .
FHEEEIL AT O — VIEAT OB EEZICOANZRY F ALY 2. ax R
% L 10mg 7 & 5 % BIA L 6 BRI CRAIEE L. 70 & = 0mk (AANZFF ik 2.5mg [JGI)
IEEDFE(LREE 3 DEB D TH 1. 100 #& [10%5¢ (PTP) x10]
) 500 8% (104 (PTP) x50]
% 3 MEREEOMIEE (RiEtEE I L AT 0 — VIMERE W RAR) 500 8% [ AF v UER NT. ZIRAIAD]
BER 10mg (n=37) 20mg (n=37) (ORNRYF ek 5mg [IG])
LDL-2L2Fu—L (%) —49.2 ~53.9 100 8 [108E (PTP) x10]
o - - 500 4% (104 (PTP) x50]
mevazeor B 22 — 5005 (79 2% v 258, /17, BEAIAD]
RUZVEYE (%) 182 —23:6 (OZNZ9F> OD$& 2.5mg [JG])
HDL-aZLZA57u—) (%) 9.6 13.8 100 & [10 %8 (PTP) x10]
A . oy 500 4% (104 (PTP) x50]
3 BB LI585 N-BIfER X CK _E5 (3/37 . 8.1%) TH -7 (D22 5F 0D 5mg 1JGI)
18. ZppEge 100 # [10 & (PTP) Xx10]
18.1 TR 23. TEH

T ZANRY F 2 AT LE. FERICERNICEDAE N, FFiETcoa
L AT 0= )VESROEEEERTH S HMG-CoA BITHE 2 #IRM
POBEMICIHE L, L AT U—VESREBRNICIIET 2, 204
R HEANOILVZATO—LEEPETNL. INEHD 720 LDL A&
DOHEANVFHEIND, COLDLEZHEREZNLT, IVATU-LEER
DOEFW) REHETH S LDL OFFEANOE D AADEML, mfaL 25
O—LMERT B OANZRYF U ALY TLIR FETIEEE LTHE
AR 2 UCERD A Z N, IEERAE D HE ARV 720, REBEIE R %
Bz WO ESRICIZED A E RIS < PR HMG-CoA Btk
FEEHTH B EEZHNHNA),

18.1.1 HMG-CoA i&EtEERE=1ER
OANAYF ALY T LI, Ty RO MFI 70 Y —LHkRD
HMG-CoA BTE# K 't s HMG-CoA BITEEZ O N X 1 1%t
U CHEEERAZR LY (in vitro)

1) Zurth, C. et al. :Eur. J. Drug Metab. Pharmacokinet. 2019; 44
(6) : 747-759

2) BOEE5H%OMEEFEE, 1996 (7 LA F—IL§E: 20054 1 B 19 H

. HFERME ~ 3.3.1.2)

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

4) REZRSHOMEFERE, 2001 (Z VA M—)LE: 200541 A 19 H
KRR HFEERME N 3.4)

5) RE#SHOMSEFEE (7 LA M—)L§E : 20054 1 A 19 H&F.
FEERMBEE 1 3.2.2.2)

6) BEICBIIAMEEFERE, 2002 (ZF VA M—)LEE: 20054 1 A 19 H
KRR HFEERMIE N 3.6)

7) BEICBTBRERSROMEHFRE (7 LA ~—)LEE: 2005 4 1
H 19 HA&GR, HHEERMSE ~ 3.7.8)

8) Martin, P.D. et al. : Br. J. Clin. Pharmacol. 2002 ; 54 (5) :
472-477

9) HINER : EMFEMFEIFEERE (8 Smg)

10) #HERL : EWERNFESEEHE (OD $ S5mg)



11)
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41)
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43
44)

45
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46)

47)

48)

49)

EWERFRIAER, 2001 (Z VA M—)LEE: 20055 1 A 19 H&AR., #H
FHERMIE ~ 3.5)

BEOFE 2000 (/LA F—)L§E: 2005 F 1 A 19 HAGR. HiE]
BHEE ~ 3.7.5)

EEEAER, 2000 (Z LA h—)LEE 2005 £ 1 A 19 H&FR. HiE}
RBHEE N 2.2.5)

PREPPEHER, 1999 (7 LA R —IL$E: 20054 1 A 19 HA&EE., HiE
ERHEE ~ 3.7.9.5)

HMG-CoA #tEEREEE A MiEHEE, 2000 (/LA b=
$E 2005 1 A 19 HAGE, HEERMIE ~ 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

BIREOHFE, 2001 (Z/ LA b—)LEE: 2005 F 1 A 19 HA&ZR. HiE
ERMEE ~ 3.7.11)

EEYIEE AR — HIE8AI, 2000 (7 LA b —IL$E: 20054 1 H 19 H%&
B8, HFEERMIE ~ 3.7.12.2 (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
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
T 2ANAYF >0 in vitrofR# (7 LA b—)L§E: 20054 1 H 19 B
KRR, HEEERHIE N 3.7.9)

HENER L AYENRESEREE (85E 2.5mg)

AR YRS ERE (OD $E 2.5mg)

Schneck, D.W. et al. : Am. J. Cardiol. 2003 ; 91 (1) : 33-41
7 MUY F v EORBRIGHERE (7 LA ~—)LEE : 2005 4
1 A 19 HAR, HFERMZE ~ 1.3.2)

HAAZE 2L 250 — VIIEEEEICB T 56, 2002 (Z LA F—
JUSE : 20054 1 A 19 HA&GE, HFHERHIE ~ 1.2.3)

NEAEI L AT 0 —)VIMERFICB T 5 E20M, 2001 (LA h—
JUSE 1 2005 4E 1 A 19 HA&GE, HFEEREE ~ 2.1.2.1)
NAEAEI VAT 0 — ) VIMEREORBRAKREICHE T 5 HE, 2001
(Z VA M—)L8E 20054 1 A 19 HAR. HFEERMIE b 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

AT UESAEFH BEICB U 2R, BHERSHEE (VLA M-
$E 12005 1 A 19 HAGR, HEERMIE b 1.4.2)

Nezasa, K. et al. : Xenobiotica. 2003 ; 33 (4) : 379-388
EFMFOE & (VLA M—)LEE: 20054 1 A 19 H&AZR. HiFE
RHEE K 1.2.8)

McTaggart, F. et al. : Am. J. Cardiol. 2001 ; 87 (5A) : 28B-32B
LDL Z&MHICxtd 216/, 2002 (7 LA b —)L$E : 20054 1 A 19
HAR. HEERMIE & 1.2.3)

A XOIMHFREE IR S EMA, 2002 (7 LA b—)L§E : 20054 1 A
19 HAGR, HFEERMIE & 1.1.1)
NZTAFLOMEITL AT O —=)LENY REHI L AT T —)Licxt
I A1EMH, 2002 (Z/ LA b —)L$E: 20054 1 H 19 H&RR., HFEER
W A 1.1.2)

WHHL 7 FOMiE I L AT 00—V RUOEHIRE(LRZE ST S5,
2002 (7 VA b—)L§E : 20054 1 A 19 H&RR. HFEERTE &
1.1.3)

7AREHE3Leiden NS VAV =y rw ™y AIIKT AER, 2002
(Z VA —)U$E : 20054 1 A 19 H&AR., HFEEFHHE & 1.1.4)
b N7 AREHB/CETP b0 AV 22w 737 AT A1EA,
2002 (7 LA b—)L$E : 20054 1 A 19 HEFR., HFERIE &+
1.1.5)

*% 24, MEREERAERCEVEDEE
HARY 2310 v 7St BESEHEHRE
T 108-0014 HEHEXZATHI3I3EFE1IL =
TEL 0120-893-170 FAX 0120-893-172
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