sk 20234E8 H 2ET (43R0

% 20234E7 A CLET (4E20)
B SRR
BRhEART : 34F

HMG-CoAE TR EH]
L5 ZE PR S it 1)
BAEERA OANIXZFHILY Y LEE

BAEERRIEES
872189
25mg 5mg
AFEES | 22900AMX00669 | 22900AMX00670
BR5ERA%A | 20174E12H 20174F12H

[ XINZA 2 F > 882.5mg [NIG]
« O XINA A2 F885mg [NIG]

Rosuvastatin Tablets

) - EMSEOWTTEICL WV ERTA L

2. 2R (ROBEICRI/ELEWVWI )

210 AHOBIR LBBHRE OB E D & % B

2.2 HHERAERTLCWwD EERSNLUTO L) 2 EH
SRS, B0 SERCE, RS, . #E (931,
932, 1662 =]

2.3 Il SR LTV 2 W REME O & 2 M O 25Lim (9.5,
96 ZH]

24 Y7 a AR yEigbGhoBs (101, 1672 2]

3. Rk - K
3.1 fEm
i 4, 0 ZNA % F §E25mg 0 ZNA % F ~ §Ebmg
[NIG [NIG
1Er 1Er
. 0 AN A YHIVD T A O AN A YHNY L
B yF A /;60mg yF A /gzomg
(O ZANAZF &L T25mg) | (BANASYF > L L Thmg)

JUARE Fo fEferva—A, BitF5 >, 25710 >
EhFEl | B~ AT AL REBOKET ) AL FUIORAW, b 70
A0 —A, <7 0T—)L6000, #E= Ik

3.2 HAE DMK

B4 HANRS T > G25mg HANR S F > 4i5mg
- [NIG] [NIG )
6w | O TORARORED ST ALRBOBEDT (V2T —
Y

e @ @
— ]

[IERES 56mm 71mm
EE 3.1mm 3.8mm
BE 3dmg 167mg

4. FHEEXIIzNE
=23 XFO—-JViE. FKiEMES3 L X T0—JViniE

5. SHEEXIEZNRICEHEY X8

51 #HORN oA £ L, BT L AT u—)VIIE, Tk
MEILATFa—VIIETH S Z & 2w R L7z ETAK O %
EETAHI L,

5.2 FEME I L AT U — )VIIEREHEERIZOWVTIX, LDL-7
7z L= AEOIEYFLEOMME LT, HDHVIEENL D
FREDERARE R G AF ORH % ZEEBT 52 Lo

6. AERUVHE

JHL EACIEE ANA Y F 2 L LTLHLE25mg & Y %5 % B
By HH, BIICLDL-a L 250 — V2 KT X85 LEN D
HEAIZII5meg L VIRGEBMG L TD Lo B, Eil - ERIC
L EER L, RS BAGRS S VIEEE R, HEDIEICLDL-O
L AT 0= VIO T AR5 4120, #ik10mg$ CHE=
T&2%, 10mgx %5 L CLLDL-I L A5 0 — )VEDEKTF2+4
TV, REEESI L AT O — VIEERSE 7 EOFEEEE IR
N, SHICHETES2Y, 1HHRK20mgE TE 35,

7. BERUHAEICEET 2 XE

71 2 L7 F =207 T AN30mL/min/1.73m2A O BE 12k
B3 2561213, 25mgk W52 G L. 1H ARG &135mg
L35, (922, 923, 1663 =]

7.2 FHI220mgf G-I BV CIEB RIS ES D S b b BEN
W} 5o 20mgh G BtGHR12:8 £ CoRIZER, FiZ1m, Znll
BRI CREICINSE) (ICERERAE LT 2L, Blgr T
FIFTH 2 ks [922, 923, 1663 ZIE]

8. EELEARNIE

81 HoPLOEIL AT I — VIUERBEOEKRTH 5 AFFRE L
TV, EIEBRERLESIMAE ., BRSO Bk BB o) 22
T7 o8 —OBREL T SEETLZ L,

8.2 P G-viduin I M & eI A L
OHNHEWIEEIZIIHEG 2 PIET A2k,

8.3 HG-FGIdHE A1 F Coix Rl Hiz1k., Fn L&
c;t]/%ﬁﬁé@ CREIZIIE) iR E 1T 2 Lo [1115 &
HE

8.4 /IR DSH B bINDE T EDdHHDT, MEKRESEDBIZE Y
F5CATH Tk, [11.16 BHE]

9. HENEF=ZHIHBEHICEHT IE

9.1 AHE - BMEEZEDH 5 8E

911 HUGRBEIrH5HhPTVENRELF HILUTOEE
s 7T — )VEEE
- HURBRBS BRI T E 0 B
CEEMOBER YA N7 4 —5) REFORBEEOH 5
- BREOBHEEOMAREOH 5 BE

*9.1.2 EFEHENEEZOREEOSH D EE

EREMMIE (RHR, &£58) PEANETHERETLZ L2
%o [11.14 ]

9.2 BiEBEEERE

921 BHEEREEREDHIBE
KE LT 47T — MRER AT 25HE10F, HREESTEE
TWEHI SN DEGEICOAIHT L Z & B BEREE LY
PES BERUBRURIED D B bR T Vo T2 S TIIT 25412
E. EMICERERES Y ER L. BREER AR, B
%) O3, CKER, M RORP I+ 7y EEGOIm
B LT For ERAEOTHREDEALE RO - 5A 13 B IS
k52, [102 2]

922 BEEXIIZOREEDHZEE
ARG BRI OB D% DS REEE 2 AT 2 BETH D .
72, MU RURE I PE o TR BT LD S bbb 2 &
Wb, [71. 72, 1663 SH]

923 EENEBENH2EE
KHNOIMAEENEL b BFNDEDH L. (71, 72, 1663 &
1]

9.3 FFieeEEEE

93.1 FEEEFBETLTVWREEZShBUTOLS bEE
MR, BEFROSMEE. FEE. FE. #5E
BE LWk, TNLOBETIE, A OMFHEE AT 5
BENDEDH L, FTho0 RANT TS L TEHT 20T,
FEEZBEIELBZNDND 5. (22, 1662 =]

932 HEEXIIZOREREDSHZEE
RENT VB0 A8 L CER S 2 0T, BFEE T2 O BEFE
DHAHBEHTIE, WEELZTE/ASELBEZNTD S, JFI2,
Child-Pugh A 2 7 2°8~9D 3 TlE, IMAF A MBI T
Mol L OWENH D, [22, 1662 2]

BRI 2 S AR



9.5 itiw

TEIR SUE IR L T W B WD & 2 WIS L awZ &,
7 MIMBOHMG-CoAsz TTRF R M EH & KEHT L 72 a 1
WOFBHRGEI G SN TWDH, HiZk M TR, OHMG-CoA
TR BLER T, HAR3» H T TOMIZIRH L7z L &, BRI
EREFEN D HbNIz L OWEDH D, [23 BH]

9.6 Rilw

BHLenwZ e 7y MTHIHTHANOBITPHE STV D,

(23 ZHH]
9.7 /23

NBER G E LA e 2 IRIE & L 22 IFRER IS 52

L TR,

10. HHE{EH

AFHZ, OATPIBLE U'BCRPDIEE TH 5

10.1 HiAER

(BERALEWVWZ &)

EES

BERAER - H5 18 715

Wy - fakriA T

T aAKRY v
(FrF13ar,
A —FNE)
24, 1672 ]

ruARY yEFESEEATY
LB BRI Lz &
. Y7 u AR oMb E
[ = o SRR A/ NN N 1))
AUCo-24n 73 E B AN Bl T R
G L7z & 81T
FRLEDHBEDH D,

Yrua AR P
OATPIB1 }t 'BCRP
SHORRETIE T A1
REVED & 5 o

10.2 FAEE

(BFRICEE TR L)

S B BRRAEIR - 3508 ) B - fabsiR
T4 75— RIE| T2 T 47T — b OGN | TH R R
# BWTiE, WINoHEA oM | OWREDDH 5.
NFET 475 —[BEEICHEERIASNT V| ERET BRIl
I & Vo LA L—%12. HMG-CoA |7 % B4 (i 12 2%

[921 ]

EITHEEEHR L O T,
Wi B, CK LS, i
LORMIFrovy FREE
e L. S TRk LA
) BRI RERE DS B & b e §
Wy,

WD LD EH

—aF VR —#IZ. HMG-CoA#TCREFH [ | fa b+ « BFiknemE
7L A | SR OUNT, BARE. | 0H 5 8%
£ &, CK L. i L R 3
4 NS afs—|FTREY ERERHEL, &
L P70 TR RE AL & A 5 RO R
AR
) AauaxA{ ¥
v
7 =) v RBUEEE | BB E I SR 5 & 3 | BRI
bl %o REEPHT AL &
TNT 7))y | FIORG AR K O A
[N 11 [ A i N s I Vg (o
FE Rt (INR) 1H% % R
L. LEZIGCTTINT 7))~
DO wEWET 55, EEEL
k5952,
il 71 ZRHN O I I EE 2589509 (AR
KBRILY 7 AV | THZEPHE SN TS, K
b IRERAL T | G B 2 TH] A 2 |2 TR 7
VI=T A PG Lol AIiE. KAlom
[167.1 ] R B2 L IR B R D #980% T
Holz
T¥FEL - ) MAKETEFEL - P UL ERREHAOATPIBIL
FEN ZHEH L7z & ERFIOAUCHHY | K O'BCRP O #BE % [H
T W F N/ (265 Coax3HISHE. T 5 WS E|ET LMD 5.
ke VRO K F EOVliH] & ARH &
FNFrn/) MIFH L7z E EERFOAUCHH3
F ¥ iy Coax7HE. IV F E V%

JVAhTLEN -
7L vy AL

) BVl El & ARH & B
L7z ERAFIOAUCHHILEME,
CrmaxDH924145 B L 72 & i
Wb FlAHET VATV
E - ¥ET7L s A )VE %
BEH L7z & & FAIOAUCHH
2265, Cmax®™F95.6f5 B L 72
L OHEND B o

¥ g5 A
TAF;TLEN
¥ I8 AN -
TAFTLE -
N7 T TEN

KRN Y755 AN, T AF
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W TAFTLEN - Ry 5T
EVE 2R LAz &L KA
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1B3J2 I'BCRP D # /e
#HET 2R D
bo 72, TAFTT L
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R4S A ST N = WAk N By - ek
I TVEN/ KR E TS LE V) O ERRIEHRABCRP D
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H%bo

VERATE N - R
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RHFN & AN A R L
& & RHOAUCHHF2.7HE
Conax W26 15 L 72 & DG
b5,

NN F A K LR
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BCRPODHE % [ E 5
L RENED D % o

ryuajly I rF

KEEyavy I FefH L7z
L& AKHIDAUCHE2HD
Crnax®5.01 L5 L 72 & OHE A
bH5bo

Fua vy I FHp
OATPIBI1. 1B3}K O*
BCRP Ot % [HE 5
AN B 5o

V3797227

KA LTI 72T HBEAL
7o &, REDOAUCH3.8f5.
Crnax234.615 157 L 72 & oA
5o

LI9 72277
BCRP O #E % Ml 5
BTN B B o

BT F = TR
KA

KE & 7 7~ F = TR KA
WEHHLZE & AHIOAUC
HHI2.1M5 . CraxHSHI3.065 15
L7z oHEDNDH 5,

77T = TR
BCRP O HfiE % MH&
LIlizxy, FHloO
IR R EE ARG NS 2
REVED D o

NG T2 AL v b

RENENT T2 Ay v b EH
L7zt &, KHIDOAUCHHI2.5
. CroaxPRI27H EA L2 E D
WEDDH %o

INFF 2 A%y b
BCRP D # 5 % [ 9
LT llzky, BAD
I FE A3 09 % W]
HEMEDS D % o

TrTHRIAL
k

K72 THR VAT v bR
M L7z& &, KHIDOAUCHH
1965, CnaxHRI2.165 L5 L 72
L OHEND o

TrTXFIAY Y MH
BCRP O #RE % P& ¥
LT EIZE) ., BH D
ML H B A3 N4 % ]
REVED D B o

IV ha YRS

P e N = I A a1
L7zk &, REOAUCHH1.6
LA L OHEND D,

IV ha YR T)
OATP1B1J}t O’'BCRP
DHERE % HE 3 2 1 hE
Whd 5,

KA =T =77
k) LKA

KE e RAS<F=TF b)Y
LKA L7z & & ARH)
DAUCHT.96M5% . Cmaxh¥1.88%5
FHRHLZEOHERD S,

KA <F=TF Y
7 LKA HSBCRP O
#RE % BLE 9 5 W Al
B bo

0¥ 725 v
-

AR XFH TRy v+ EPE
ML7z& &, RAIOAUCH2.93
. CoaxM4ATHE EA L2 D
W H %o

X472 A%y b
OATPI1B1 & O'BCRP
DOHERE % 3 2 W HE
Wb %,

y77IVA

KH ey 77 IV ARGHLL
L&, RFEDOAUCHL.97H
Cinax?51.86f% L5 L 72 & s
Wb o

577 3V AHBCRP
ORER HET 5 Wik
MWD %o

1) AGEAES O HEIZ B BB RICHED

1. BMEA

ROBWERDH LMD Z WD HDT, BigEE T2
HORRO LN E 3G e LS 5 % SEY R RER 1T 2

&

1.1 EALEHER
11.1.1 EREGBEE (0.1%Ki0)

RN TWAT N

CK. &, i e U 3

[==]
N~ IR

Fruvy AR

W&+ HEERRED S S b, AN EESEOEE 2 BREE
WHELNLIENHLOT, TOLH)BLEICIZELICKS %

2 A | RN

11.1.2 I ANNF— (HHEAH)
INHLZR AR SR B ERREH AR CKO A2 5 b/
xS EPIET A2k,

11.1.3 RENTEMIEEM I A /5F— (BEAH)

SRR CKEfll, S48 % £k b 2 WA FME D I8 . HTHMG-
CoAszTtl#s# (HMGCR) PuihbBiihSs % 55 & 9 5 S Ao ki
FEMES A8 F =3 6 b, #EG-H IR b FilET A BlasHE s
TWHDT, BEORELZ FCBET L2, B, SHEINH
FIFEG1Z X D EED A SN L OWEBIHND 5.

*11.1.4 EEHEE CHEEAH)
TR (RGR, 58 25EITELRT L2 0D
5o [9.12 ]

11.1.5 FF& (0.1%Ki) . FF#EEREE (1% . JE HEEAR

1)

JF98. AST. ALTO LASZ ) FERE. #EA D 5bh

LIENDD,

(83 2]

11.1.6 M/MREA (0.1%F0m)

(84 &)
11.1.7 BEIER

(0.19 i)

MR 2 & Gl BUERYH 5 b 2 Ehd b,



11.1.8 BEEML (0.19%k;i)
B 5ThoTH., 8. Bk,
O LN GA IS Ak L
DY) RMEEITH T &0

11.1.9 FKEHEEEE (0.1%K0)
P ORE SR, L ONESEORERS, K. H 5 I3
TEHEORMMEREEDH 5bNDLZ EDDH b,

11.1.10 B (HEARH)

11.2 ZOOEIER

I PRIE MO BB X AR S 45 28
BB HE ARV E R OF 55

9.82ng/mL) CIIITFERBETH o720 B, RABETHARA L4}
EANORERZ LB L2 2A, HARANIBIT A EFIRED MAEH
O ANAY F VBTN ENOFR2RE T - 727,

I VAT O VIEREIC BT 2 IREOMEH O AN Y F )

[ Mo ZANA % F 2 (ng/mL)
25mg (n=16) 126 (72.7)
5mg (n=12) 262 (415)
10mg (n=13) 417 (755)
20mg (n=17) 11.7 (50.0)

2~5% A1l 0.1~2% i 0.1% A HHEEANH
] 9 M, % B
%, FE
HAb% A . B LRSS TN
N
i - iR |CK LS HETTHE A |
Jii BAR
TR SH . R ED s B R
DEV £ O(ORR, E
£, #WH o
53 AL
R HbAlcEH.
Lk e
-k I % Be 2w
(ASTEH
ALT L5
i BHRD . B
Bofe ® %
(BUN_E5-. I
HoLTF=
v B5)

) BE—EETH 505 FEATORORAFHES 456 1213 5 7%
CHMY R ILERAT) Z ko
FEPVBUL IS BGTR Ao & S L 726

14. BHEDEE

141 ZERZFEOEE
PTPAZEDHANIPTPY — b 2250 ) L TR % & 9 g
52k, PTPY — POREERIC XY . TECELAE AT A E R~ A
L. BI2EZEILEB S L CHBARSOEERAHEL 58T 2
ZENH B,

15. ZO/DEE
15.1 EEER{ER ICE D 1B
WM BT, BH & HMG-CoA R TTRES HEHIT% G- 11 o)
FHTIE, HERRISED ) A 7 B Eh o 12 L OWEDH 5,
BE

16. EYF)E

16.1 MMiEE

16.1.1 HEKRS
fREEE I NBYEGBINC T ZANA S F > F1 VY ™ A & 5mgd fl & T%E
JERR I CHARR IS Lz & 2 A, MSEha A2 & F ViR id#%
G5 Cnax & 78 Ly THAR B (t12) 12202 =781 T
Hotze T72. Coax X PNAUCo24nlE Z 291356 + 1.35ng/mL %
1M31.3+136ng - h/mLTd -7z (Pl = EigFzE) 2,
BB, UANZAY F v ORNBIREIIHIETH D LEZ LN TS
MEANT—%) 3,

16.1.2 RIEHRES
TR BB T AN F 2 H IV 210 020mg% 1 H1
7 H M. Z2lERE ISR G Lo & 2 A Gtk 24FE M o i
B ZNA 7 F VIR A A L. KERKS3RE I
EEEIRFEICEE L 729, EHIREIZBIT 5 AUCo2nld HE A3 5-
BOL2METH ) . T OMHITHIEE S TOR R, 5 OFHIE & [
BETH-72. Lo T ERGIC L 2 FE FoERHEMEX
BWeEEZ LN, B, HEANIBIT A Cna L FAUCIZAVE
NOKI2UETE > 725,

B ABYEIC B A 0 AN Y T~ QY BFE/ ST A — 5 (n=6)

= Crmax® Trmax® AUCo.240 AUCo.0 t1/20)
(mg) (ng/mL) (h) (ng - h/mL) | (ng + h/mL) (h)
B <ng> 5 (45) | 742 (560) |126 (393) @ 1515369
10 :
B gfg 5 (55) | 905 (67.0) |167 (300) © | 1844629
B ég% 4 (35) | 171 (530) | 209 (501) | 191581
20 :
B ((23?3'(1)) 5 (55) | 206 (639) | 248 (622) | 148576
a) BT PFIME (ZEHRE) . b) FUE (). o) Pl = e fR 2=
d) n=3. e) n=4

EHOLATFO— VIMFEERZEICTG ANAY F ANV 7 825~
20mg# 1 H 11168 S AR OG- L. EFIREOMEE o 232
5 EEEARIE LY, B L AT O — VIMER S oImEh o
ANA L F VR IIHEIITHA L L, EER A BT
Ofti (Be5-%108 M O F34ME, 10mg © 4.06ng/mL. 20mg :

B (EEtRE)

16.1.3 HREEEOEE
FLE A 2LBIZ T ANA Y F 2 AV A10mgE 7 T A
F—N—FTIHIE4H B, TR7E® 2 W I T 126 R LS
L7z& 2 nh, Mg 282 & F 2 EEHERS (X% 55 [ < [ B
THD, HANASY T ¥ OENBRBIIHE G OFEZ Z T 2w
LEZ 5N,

16.1.4 £YFHIRZEMHER

(AZXNZR4EF85mg [NIG))
O ANA Y F U§E5mg [NIG] &7 L A h—)V§Edbmgw. 7 10 A
F= =B E D ENENLIEE [UANRY F ANV T L EL
T52mg (BANZAZF & L TChmg)] MRS F 125 A H
RECHE S L Tl i R 2RI 2 e L. 753 5 7S BhRg <
5 A —% (AUC., Cmax) 12D T90% 15X B2 CHaHRT
47 7245 F. log (080) ~log (1.25) DEEFANTDH V), WAl
LEW AR R SEVE SRR S 729

PRINFR] - £ 527~ 1615

14
12+ —o— U AN F ¥ 4i5mg[NIG
_ —-0-- 7 LA b —V§E5mg
2 10 T+ A, n=23
2 st
=
£
2
0 , ; .
0 12 24 36 48
FE5 R ()
HYBHE N T X — 5
b AUCo48 Cmax Tmax | Tz
(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)
O ANAY T §E
g TNIG 5 | 91.39+3748 | 900452 [42=10|111=22
gmzx b=V 5 | 8634+3604 | 860+392 |44%07|118+23

(P4 + R, n=23)
MAE P EESE ONIZAUC, CmaxZE /89 X — 13, #ErE o
é;g\\ PR OTREAIEYL - WS O BRI & o TRZ 2 EEM)S
Z)O

16.2 DRIR

16.2.1 £MZFHFIAE
ERER A B ELI0BIC BT 20 AN Y F > QAW F =R
29.0% (90%SHEIX [ : 24.1~349) TH o710, F7z, BRI
BLTEONEAANAYF o OEE7 VT 5 ARPE )T
52 AFFNFNILIKOILEL/hTH Y. BANAY F I3 EIC
I & Bk EZIT B EEZ SN,

16.22 BEORE
HEE AR 206012 T ANA S F > AV A10mek 7 2 A
= N—{ETIHIR4H M, Z2iER (EHR3FM) &2 WwIidak
IHRECHR G- L7z, BixS Lz 200 2N %5 F > OWIIE
IR ICIERTHERL P TH D . CoaxlTEFIZ L - T20%ET L
2o Lr L. AGEHGHEOAUCunl I 22 E 5 094%TH V) |
U ANAY F v OWINBENOEFOFEIT VW EEZ b7,

16.3 27
v MIAERICBIT A0 ANAY F U OBEAEAEIZ89.0% (HAE
}\))~88.0% (MEN) THYH., FHEAENITIVTI Vv THo
7212,

16.4 X
GRELEEE S N BPE6FII214C-T0 ZANA Y F 2 VY 7 520mgF
HAREOH G L7728 2 A IREOHEPITHAET 2 e 55
WREBALERTH Y . REFOELNRHWIL. N-BEXF VAR
55-7 7 M METH - 7213,
v NMAEFIZAEN - A F VIR R OBS -5 7 b VRS & vz
5. HMG-CoA el HER R I 0 AN Y F ViR L
FREOHER 2R Ly IMAEH 12 81T 2 HMG-CoA & TeRE 32 JH 215 14
c:?ﬁ%ﬁéﬁﬂ%m%}%ci bErThibEeEZON WEANT—
57 M)O



16.5 HEtt
AR EE N T 6B L2 1UC-a AN F 2 H VY v A20mgE
HE&EOHEG Lze A, a3 o gkt s
(90.2%) « BRI REHEM12104% CH > 7o T2z KL VR
«039!%%21121755(#%&%; FNENHEGEDL9% K. 76.8% Td -
7‘:13 o

16.6 FHENERZHIT HEE

16.6.1 MERUMEBOZE
SHEINO B ES . BikmEs . KEHES RO LS kE &
BN ANAE F AV Ad0mg UKFEIMVHE) % H[AIFET
BH L2 A, BHDOCmaxt FAUCHZE N ENED2% K
W% TH 57215, F7z, HEBDCrnax L FAUCHLITZE N Z N
WH 0112% % U5106% CTd D o FfR LR & 72 2 Lo 7
Bl nwEEZ 57,

16.6.2 FFEEOFE
Child-Pugh A (227 :5~6) & %\ &Child-Pugh B (22
7 1 7~9) ONEEEZATHNENEZZHICT ANASY TV
HIVT7 A10mgk L H 1A 14 H B RAER RS- L, g o 28
A F URERGE L7210, JFREE R E O Crax L WAUCo2um L 18
HERABEOZNZN15~21 K O1.05~12/TH h . 4z,
Child-Pugh 2 2 7 238~9D HE2BIZ B 1) A AR 1L, i
RTE»o 720 [22, 93 BHE]

16.6.3 BEZOHE
BEIEEOR: 2 HEEL AT HYMEAERE (4~8F)) 120 A/NA
ZF U H N A20mgE IH 114 H B AER RS L, fdEh
O ANZ Y F s 2 l5E U721, BRI O PEE OB LD &
HEHTIEZ, OANAY T 2 OMSEREEICNT L HEIIEE A
EROOENLpoTze LML, BE (ZLT7FZ0 20T T VA
<30mL/min/1.73m?2) DEEEED D 5 EH TIE, BEHEHAIZ LN
TIPSR I LA L 72e (7.1, 9.2 -]

16.7 EYHE(EH

16.7.1 HlEEE
WA % WS L6, O ANZRSY F 2 OCnax K
AUCo2anlZ Z N ZN50% K 46% F T T L7245, T AN Y F
VP G AR 2R NS HIEEA 2 45 LA, O ANARY F D
Cmax X WAUCo-24nlZ Z N ZNIEGEH B D84% [ N 78% T - 7
HEAT—%) ¥, [102 2]

16.7.2 Y7 ORRY >
VIO ARY) VEFKGEINTVELEBBHEEICO AN Y F
RO G Lz &, OANAY F ¥ DCmax X NAUCo2anld, 8
BB A CRAERH G- L7 & S IR TENZEN10665 K 071
LA L7 (BEAT—=%) 19, 0 ZANA%F 2IZOATPIBl1 %
ALCHFEICILD SAF ., 27 T ARY L IZZORY AL % HE
FTHIEILE ST, UANAYF VOMIETEEL NS S5 &
ZZONTWhH, [24. 101 2]

16.7.3 L7 4707
FAT 470D (RIPRKRE) HEG L8 &, T ANA
5 F ¥ DCmax X WAUCotld ZF N2 N2.2115 K O 1.88F5 128 lm L 7=
MEANTF—%) 20, T ANZ % F »I1Z0ATPIB1 % 4 L Tl
WY AEN, A 74 708V VEFORY AR HEST L L
IZ& o Ty UANRY F Y OMBETEEZ NS5 EE 250
TWh,

16.7.4 ZDRbDOEH
T AINAZ F > ORNEIRELZ K 1T § P450FHER 0 58 % st
A72012, 73S =)D (CYP2COM ONCYP2C190 FHEEH) |
Fhary—=n2, £ b7aF—=028 KR AUV Y
v (PLECYP3A4K UPHEE IO HER]) & o bt R % it
L7225, SR MEERIERO SR>/ BHEAT—%),
TV T7 7 22 (CYP2COK NCYP3AADIEE) HoH\vidy I%
v ORNBIREIC KT TR % Ma L 7245, SR BhRES= 0
HAERIZRO S dr oz WEANT—% ),
CYP3A4FHENEH O A X Wt 3 4 72012, BT E O
HEEAERL7-H, TF VT ANT T F— VOISR
PIEA SN, T ANAY F U IZCYPIALIZ R 2 FHENE &R
ShwkEzZ N WHEANT—%) 20,

16.7.5 in vitro K&
b bR 2 VB in vitro SUBRICB VTN B A T VRS A
5% L72ns, 2 OREHEEIIIEFICERETH o720 T2 N A
F IWALIZBIG-9 5 £ 5 P4505r FHEIZCYP2CO K NCYP2C19 T
» > 7‘:)#\ CYP2D6X°CYP3A4H G5 % W HEME & /R S
f:28 29 °
O ZNAYF 2 (50ug/mL) 12X AP450 (CYP1A2. CYP2C9.
CYP2C19. CYP2D6. CYP2E1K UFCYP3A4) ifth o FHsE =1
10%LLNFCTdh - 7228,

16.8 Z DOt

(AZNZ S F 822 5mg [NIG])
O ANZA S F 2 $E25mg [NIG] 1. [E&8A75 7 2 #5154
DEYFAFEEREE T A B4~ CPR244E2/] 290 FRAHA
3502298108 ) ] 10T X, U ANRAY F v 5E5mg [NIG] %1
HRIFIE L7z & BIEEIS IS LOHE S, RIS
LR ENTY,

17. EEGRELAE

17.1 B RUOREMICET 2558

(§3aL X5 0A—JVIE)

17.1.1 B EIHAERCER
EaLVATH— VIIHEREZ SR L L T ZEEREIC L) FEi s
NHBRICBWT, WANASY F Ay a (5~80mg) Xk
7 MVNAS F v (10~80mg) % 1H1F6HAMES LR, 1
ANAZF iE, LDL-abLZA5ua—)v, #a L A57a—)b, b
V7)) FICIHET#I%E %, HDL-2 L X 7 0 — U233 inxh
RERLTZ. 720 7HREEB. JEHDL-I L A 70— VA LT &
&, TREHAIZHEMS Y/, HIZ, LDL-aLA5F0—)/
HDL-2L A5ua—)vit, ##a2lL A5ua—)V/HDL-2 L A7 H—
JVit, JEHDL-2 L A5 —)V/HDL-a L A5 u—)VIt, 7R&
FB/7 REHAIL KT 47230,
T AN ZF 2 OFNE, G HRABMUNICZS 5biv, @28
M TIIRKREDIO% & 7 > 720 T ARIH L@ E4HF £ TIC
HHbI. TOHBRFRE Lz,
BIEH S 1X, O AN ¥ F 0 5mg#k 58 T10.5% (4/38
). 10mgde5-HETI13156% (7/4561) . f O20mgd5-HT17.9%
(7/3981) THo7ze WTFNOFGHETH ., 3FLLESEH L 7-5IE
FE 7 225 7230

17.1.2 ERNE I HEEER
CEEWEICIDERSNARBRICBW T, BANAY T )V
¥ 525~20mg# 1 H 1H6:8 525 L 72 B o I i B B s o P34 %8
ERIFFEDOEBY TH o723,

TE IR EE O FIGZA LR (3 a L AT 10— )V IE B 5L %3l ERr)

et B8 o | e | oo
LDL-aL A5ua—)v (%) - 4499 - 5249 - 4960 - 5832
Barxara—)L (%) - 3159 - 3640 - 34.60 - 39.58
M) 7YY R (%) - 1735 - 2358 - 1959 - 1701
HDL-2L A5ua—)b (%) 764 9.09 14.04 11.25
7 REHB (%) - 3856 - 4593 - 4397 - 50.38
7 AREHAIT (%) 542 6.25 10.61 972
7 REHAIL (%) 0.38 4.27 778 773

BIVESSHARE X, O ANA Y F »25mgfk 5-HET38.9% (7/18
). Smgtt5-#T20.0% (3/1561) . 10mght5-#T13.3% (2/15
B1) . K O20mgk G- T47.4% (9/1961) THh -7z, FHe7HIICB
WC3BILL R Sz e, . CKEA KUy -GTP.E
7 (£36)) Thotz,

17.1.3 BHEMAERER
TEEMREICLVERSNZHROER TV 2T LD/, O
ANAY F ¥ Ay A5mg it 10mg# 1 H 1A12:8 R #:5- L 72
FBROMIEIRE DO ZEARIEO L BY THY . HIL AT 10—
VIEEZEONREL XV EBEMICHEHET L2 I VRO LN

7233,
ML IR A D T2 b (SHELAE 2 L A7 0 — VINE R E T 5 38R
Eraen 5mg (n=390) 10mg (n=389)

LDL-a2LA57u— (%) - 419 - 467
warzara—)v (%) - 296 - 330
F)ZYEYF (%) - 164 - 192
HDL-Z L AFua—) (%) 82 89
JEHDL-2 L 2572 —)b (%) - 382 - 426

7 REHAB (%) - 327 - 365

7 REHAT (%) 6.0 73

17.1.4 B EIHEHRSHR
ALV ATH— VIUERFEZ SR E LT ZEHEEREICL ) Eii s
N7RERICBWT, OANZY F 2 V7 55mgXid10mgh
L5 %G L. LDL-2 L A5 0 — )UEANCEPTL 74 R4 >~
DOHEEIZET 5 F THE Lz, S2HER BV RIS ED
5mg X AT 10mg Dk Fet% 5 % 21 T EBOE &L, ThEh
76% (92/121%1) J21882% (88/107H1) Tad» - 7230 ),
BIER OFBFIIT ANA ¥ F »5mghET294% (40/136%1), &
AINAZF 2 10mghfET265% (35/13261) TH o720 WFNHD
Fe 5B C3B UL IS L 2B E NS TR, LA, S, A,
ARAE 3895 IR M OEIIECTH > 720
(FiEME L X5 0—JLIE)
17.1.5 ENE I ERHREHER
FEEE 2 L A 70— VIENT QA FREE IS ANA Y F
BV L10me7 H PG E G L. 6EM R TR E Lz, Z
D & ZDMIEIREMHOFIHZEAEIRDO L BY Th 57230 37,
MR DI L
(Rl T L 27 0 — )V MU 0 S 3R

P 10mg (n=37) 20mg (n=37)
LDL-2 L A7Fu— (%) - 49.2 - 539
BIALATH—) (%) - 394 - 433
M) 7)) R (%) - 182 - 236
HDL-Z L A7 a—)b (%) 96 138

3FNLLEICEED S - EETIECK A (3/376#1, 81%) TH -
720



18. EERpEEIE
18.1 1EA#F
U ANAY F v A, FFBAICREBIAICEL) A . I
ECoa L AT 10— VAR OEAEEES TH HHMG-CoAiETT
BRI OBMAIICHE L, 2L AT O — VAR Z MR
ZHIHIS 2, 2O, FENOI L AT a0 — LEEPET L,
INEM D 2 OLDLEFRORBIlFHFEINL, ZOLDLZAER
EMALT, AVLATU—VEREOEH W) REHTH SLDLOKF
JEANOELY ABAEINL, ML A7 a— VAR T 5, T A
INAZF AT, FFETIRTE LCREBIEEREZN LTI A E
. IR BAHEDS IR 72, BEEIE 2 % 72 2 W o
FIZHLD A F A< <L BRI 2 HMG-Co A #% T B 3% [H 7
ThbHEEZLND® 3,
18.1.1 HMG-CoABTEEREEIER
UANAZF AN LiE, Ty MR MFI 70V —24H
e DHMG-CoAETEREE K ' e N HMG-CoA R TTREE O filt it I #
A N L CHEER 2R L7z (in vitro) 19,
18.1.2 FFaL XFO—IL&BE=/ER
UANAZF AN aE, Iy MO L AT 0—-)VE
i AR Lze 72, ZOEEHIE, thoHMG-
CoA R TCIER HEH I b~ T RIA M L 7240,
18.1.3 LDLZRAFEEH
OANAY F AT 2ld, & T RHepG2ilig OLDLS:
HAMRNADFEB # B ERAFICHE L, F70. LDLSA M
RS 72 (n vitro) W,
18.2 ML XFO—JLET/EA
UANAYF AT NI, A X =7 A58 WHHL
THE (v PRSI L 270 = )VIED T FIVEIY) 4 12
BWTIEHRILVATO—)Vv%E, /2. 7REHE SLeiden b 7
YAV =y <A (EVLDLIUEE F)VE) © Kok 7
KREBHB/CETP (2L AF0— VI AT IVEXREH) FT v &
TrzZw xR (b boaL AFa— VRRHHITEL L IR
WA T LETNVE) O (B CIZMiEF L A7 0 —
WEEEIET &8, 4 2BV Tid,. HMG-CoABETLHEE D
SUSFEM T 5 A0 Y EEOIM A % HEKEHICET S8
f:42)0
18.3 EfARFEMLE R INFEI1ER
OANAZF 27Ny hik, WHHLY H Fi2B T, KEhk
OIRERATRE, IVATO—VEROBETZL706 L, BIIREE
AUIRZE DI % I L 7244
184 FUJ &Y NMETER
OANZAYF ANV aid, THREHES3Leidenh T v AT =
Zv IR TAKDP N T REAB/CETPRN 7 VAV 2= 73w
ADIMMHER MY 7 k) FEET &87295 46,

19. B2 ICET EBIEZHEE
— B O ANARTF A I L
(Rosuvastatin Calcium)
1b&44 - Monocalcium bis [ (3R .55 6 )-7-{4-(4-fluorophenyl)-6-(1-
methylethyl)-2-[methyl(methylsulfonyl)amino]pyrimidin-
5-yl}-3,5-dihydroxyhept-6-enoate]

53 1 (CoeH2rFN306S)2Ca
s f 0 1001.14
IR HBOMETHL, TP P IVIZEITRT L, A%

J = VZRRBETR T L K=y —v (995) 12
HITZ e RETH 5,
e B

22. G

(AR/INZ 4 F§82.5mg [NIG])
100%¢ [10%¢ (PTP) x10]

(AN A F 85mg [NIG])
10088 [1088 (PTP) x10]

23. B

1) Zurth C. et al. : Eur J Drug Metab Pharmacokinet. 2019 ;
44(6) * 747-759
Hial$e G-t o IAE s e (7 L A b —)VE ; 20054E1 H 19 H &
A PR SR SEAN3312)
3) Martin P.D. et al. : Clin Ther. 2003 ; 25(8) : 2215-2224

2)

4)
5)
6)
7)
8)

9)
10)

11)

12

=

13

=

14

fg

15

N

16

R

17

—

18

N

19)
20)
21)

22)
23)

24)
25)
26)
27)

28)
29)

30)
3D

32)
33)
34

fag

35)
36)

37

~

38)
39)

40)
41)

42

=~

43)

44

f

45

=

46)

PUARE G- oMM RE (7 VA b — )V
A RS EEAN34)

B GRS iEE (7 VA =)V
PR, HIRSERMEEE £ 3.222)
BEICBT L IMmEEpgE (7 VA M=)V
A R R R EAN36)

BB B2 ARG MEEEE (7 LA b=V
20054F1 H19H KGR, WIFEEEMEZEN37.8)

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

FEPTERL A A [ S R

HEWERFI S (7 LA b —)VEE ; 2005461 3 19H KGR, HHEE
EEEZEAN35)

HHEOFEE (7 LA M=)V 20064F1 H19H AGE. HEER
MEEEAN3.75)

EAME

EA~225)

JREPHEMEE (7 LA b —)VEE 5 200641 H 19 H AKGE, HIEEE
FHEZEAN3795)

HMG-CoA#ETTRER &G AR O MmAEFRE (7 LA F—)L
§E 1 20054E 1T 19H KGR, HIETERMEZEN3.7.94)

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

HhEEDOFE (7 LA M—)VEE 20064E1 H19H KGR, HFEE
BHEZEAN3.7.11)

WM E AR — fIH (7 LA b —)V$E : 200641 H 19 H &
AL R ERMEEEAN37.122 ()

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

; 20054F1 H 19 H A&k
; 20054E1 H19H &
; 20054F1 A 19 H A&

(7 LA b —)VEE ; 200541 H 19H K EE,

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 ANAY F ¥ Din vitrof# (7 LA+ —V§E ; 20054E1H
19H KRR, WFEEMEEAN379)

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

7 MNUVNZAY T L OHERSIE (7 LA N—)VEE ;2005
FIHI9H KRR, HEERME +.132)

HARANE I VAT 0= VIMERFIZBIT 268 (7 LA

N —)V§E ; 200541 H19H KGR, HIREEAHRE 1.1.23)
SHEIANE 2 L AT 80— VIIERZ IS BT 265 (7 L&

b —VEE 5 200541 H19H A&GE, HREEEHRE ~ 21.21)
MEANE T L AT 0 — VeSS O RNHRGZ B 52 6301
(7 VA M—)VEE 5 20054E1 H19H AKGE. HIREERMEE h.15.2)
Olsson AG. et al. : Am Heart J. 2002 ; 144(6) : 1044-1051
Mabuchi H. et al. : J Atheroscler Thromb. 2004 ; 11(3) :
152-158

AT OBEASAREFHEEIIB I A28E, RIUEGHER (712
b=V 200541 H 19H KEE, HIFFERIEE .14.2)
Nezasa K. et al. : Xenobiotica. 2003 ; 33(4) : 379-388
ERTEOE Lo (7 LA N —)VEE ; 20054E1 19 H A&ZE, H
AR AR 1.28)

McTaggart F. et al. : Am ] Cardiol. 2001 ; 87(5A) : 28B-32B
LDLEZFARICR T 27 (7 LA b —)V§E ; 20054F1H 19 H &K
P, HIEEEEMEER.1.2.3)

A XOMHFFEIRT 21EH (7 LA P —)u§iE ; 20054:1H19
HIKRE, RSB RS R 1.11)

N AFNVOIME IV AT O = VRN REHILV AT

O — VIR AR (7 LA b —)V§E ; 2005461 H 19 H #KF2.
H AR ZER.1.1.2)

WHHL ™ H FOlfiiE 2 L A7 0 — b % OBIHREEA LR 25 1203
61’EFFJ> (7 LA b=V : 20054F1 H19H AGE, HRE &R E
K113

7 REHE*3Leiden b7 Y AV ==y 7= AT AEH
(7 VA b—=)VEE; 2006451 A 19H KGR, HATERIRE R 1.1.4)
b N T7HREEB/CETP N Y AV 22w 77 < ZIH$ B1E
M (z )1/;4 b —)VEE 5 20054E1H 19 H AGE. G &R
+R.115
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