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2.3 Il IR L T B REE 0 b A ot Oz AL [9.5.
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3. fARL - MR
3.1 #E
i, O ANAY F O ANAY F
I 25mg [EE] 5mg [EE]
1§ 1§
OANATF U HNT T L TOANATF U HNT 4
VRl %a 2.60mg 5.20mg
(BANZAZF L ELTI(BANATF 2 ELT
25mg) 50mg)
D-¥vr ==, KE#EL Fuss 7ot
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_ 25 WANAY F 5 @ANAYF
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PR ERARE R IGEIAF OB 2 EET 52 Lo

*6. AERVHAE

WEL. BAIEZE AN F o LTLHLERZ5me & Y #%5-% B
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14. BREDOEE

141 EHZMNEFOEE
PTPEEDIEHNIPTPY — b2 HHY L CTIRAI S 5 & 9 4RET
52 ko PTPY — b OEREKIC & 0 TS TS AY BB AL S~ A
L. Hii3gdle B2 LTt RS0 BEE 2 G0HEZ % %
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15. ZOMDEE

15.1 ERBRIERICED < 154

WM BT, A H % & B HMG-CoA TR M E#1 ¥ 5/ 0 £,
LHCld, BERRIED Y A2 o7 L OWMENH 2,

16. EYEHEE

16.1 MAiRE

16.1.1 HEHRE
TR AN B VOB T AN 5 F 2 J v > A % Smgd T2 ERE I BRI S L
7oA, MEEHRTANAY F 2RI G- HOREH NI Cnax 2 7% Ly THREEM (t12)
1320278 T > 720 F 721 Cmax L WAUCo2atd Z 21356 = 1.35ng/mL K% U31.3
+136ng - h/mLTHh -7 CFIfil = i RzE) 2,
%HB. UANRYF Y ORNBRIIHE CTHL EEZLNTHD FHEAT—%) 3,

16.1.2 REHRE
TERERR A B LGB T ZNAF F ¥ J v 2100 U20mg % 1 H 17 H R, 222 K
BRI 5 Lf_ t AL PG R4 MR T 2N % % VIR EA I LR L. K

(B

BH 53 B2 121TI25E FE L 720, ERIREIZB S AUCo2mlE HE B 50>
L2fETH Y . %m{ﬁz;@l G TORERD 5 O mﬂwﬁam&rf&mt L7285 Ty
A5 X 5 PR EOBEBEE RV EEZ SNl B HRANIBIT 2 Croac X T
AUCIIAME N D#)2f5TH 729,
F#1 EHRAB B 2 AN S F L OHEYEE/ST A—F (0= 6)
= Crnax® Tmax? AUCo2m? AUCop-2 t/2e)
(mg) (ng/mL) (h) (ng - h/mL) | (ng - h/mL) (h)
Hia | 787 (544) 5 (4-5) 742 (56.0) | 126 (39.3) @ | 151+5369
10 - N N o0)
A5 | 9.38 (715) 5 (55) 905 (67.0) | 167 (30.0) © | 184+4629
20 Hial | 205 (54.6) 4 (35) 171 (530) 209 (50.1) 19.1+581
KA | 221 (680) 5 (55) 206 (63.9) 248 (62.2) 148 +5.76

a) AT CEBRED . b) g (FEF) . o) Pl + iR =
d) n=3. e) n=4

WAV ATO— ) VIERF T ANA Y F 2 9 vy 525~20mg % 1 H 1168 [ 5 A5
%5 L, ERHIREOMETh O AN 8 F ViRELRHIE L 20, B3 L AT 10— VIE
BEOMAER O AN S F 2 EEITHEICIZIZRE LML, BERABETOM
(#2512 1085 R O AT MiE. 10mg @ 4.06ng/mL. 20mg : 982ng/mL) LIRIZEET
Holzo B, AHBTHARNEIEAORKRZRE L2 2H, HRANZBIT LER
REO MR T 2N Y F VREIISE AN OK2METH 5727,

#2 ®maALATu— VIERFEICB I 2 EHREOME 0 AN S F ViR

4 M4 T 28R S F Vi (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)

AP CRBIRED PRI © 3557~ 1615
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FZhnwEEZ LN,
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ZNLEE (D ANRAY F > & LChmg) MRS MR IZHE A BRI S- L Tl o
TANAY F 2 BERE L, 156N EWERE/ ST 2 —% (AUC. Cmax) (22T
909615 T [ 12 T Wﬁ%ﬁot G log (0.80) ~log (1.25) DFEPHNTH Y |
TTAI] O HE Wy 252 8 [7) S50 i 7

K3 W NT A— Y

HIEINT A= 5 BEINT A—F
AUCo720r Crnax Trmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
UANAYF /4idmg [EE]|  631+15.2 6.2+20 43+11 160+4.8
7 LA b—)§Ebmg 619+126 61+18 39+09 158+39

(1$e#%5-, Mean =SD.,, n=20)

(ng/mL)
S —
—I— HANZYF 45 mg EE )
~Qv JLAR—IVEE 5 mg
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HVE A EERE R A B PE6HIIZ1MC-1 AN T 2 v S A20mg F B RS L2z kO
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RO HE RO REACEIEIAR L, Z NS NG5 D4.9% K U76.8% Tdp o 7219,
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AEANOBUL RS, BrEkd, KUEEEE RO IRE £85IC T ANA Y F
AN 2A40mg URZESMVHE) % HERORSG L2825, BEOCraX WAUCoE
ENENLYEDE2% R VL% Td - 7219, F 7z, H4EH D Crmax X AUCHE Z N2
B D112% K UF106% Td 1) o BiR LR & 22 2 MR OB T A v EF 2 bz,

16.6.2 FFEEOHE
Child-Pugh A (237 :5~6) & %\ EChild-Pugh B (A2 7 : 7~9) OIfEE %4
?é&%l/kmﬁﬁwu O 2N 57%/77)1//’7A10mg%lF|lll4Fl [ A HE 145 5

L. M3EHR T ANA Y F 2R 2 e L7210 o JFREE R O Cma L NAUCo.2an 3 fHERL
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7—%) B, [102 Z#]

1672 Y 70OXKY >
7 UARY) YERGESNTOLLBBMER SO ANAY F 2 AKS Lz L &,
T ANA Y F 2 DComax O AUCozantd REHERA N BT RS S L7z & & 12T 2
NEN10665 K OTIE LR L BHEAT—4) 19, 0 A/NA % F 2 IZ0ATPIBl% 41
LCHFBICIND SAE I, 7 a0 AR PE2OMY AR ZHET LI LICL->T, TA
NAZF DM EERHEMSEL LE2 6N Tw5, (24, 101 BH]

16.7.3 ¥ L7473
Fa747ud)l (KBRKR) LOMAEGLLE, DANAY F Y DOCuax LT
AUCoE Z N ZN22145 R O L88E I L 72 (SMEAT— %) 20, T ANR Y F ViF
OATPIB1Z /v L TSI AZ I, A 74 70 VEZ O Ax 2 HET 2 2
LizkoT, uznz&—f‘/mﬂliﬁdﬂﬁ&'ﬁ%i@bnéﬁé LEZLN TS,

16.7.4 ZDOZEH|
U ANA Y F 2 ORNBEC K2 PASOMER O L BT 572012, 7vady—
2D (CYP2COK O'CYP2CI9DFEH]) . 4 b3 F =2, f 5 3F V=D KO
L) 2uvA 2y (LLECYP3A4K UPHER DO MER]) & ObBFRER% FhE L 7245,
B S 2 A HAERIE RO bk dro 7z BHEINT = %),
7)1/7 7 B (CYPZCQ&UCYPSAM)%@) HDHVIEYTF Y B ORNENEEIC K

B AN L7ohS, BRI IR Sk o GHEINT — %),

CYP3A4£§f’FTﬂ®ﬁﬂE‘Hﬁ 4 B 72002, RECTBITSE & OB R A S L 7258, =
FoNVIALT -‘/“>r~)W)qu§;%wi%rfzb:ﬂﬁwiA S5NF. B ANZY F L IZCYP3A4IZ
AT BFEEH A RS RV EEZ SN GHEAT—5) 2,

16.7.5 in vitro Bk
v AT & I 2 in vitro WERIZ B\ TN- B A F VAR AR L 7225, 2 o E
FRIEFICRE TH - 720 T72. N-Bix FUALICE 59 5 £ 2 P4505 712 CYP2C9
JOCYP2CL9TH - 72 2%, CYP2D6’<’CYP3A47J‘T%5~T HIHENE DRI S A72%). 29,
TANAYF > (50 ug/mL) 2k AP450 (CYP1A2, CYP2C9. CYP2C19. CYP2D6,
CYP2E1J UFCYP3A4) {1 BHEHRIZ10% LT Td - 7229,

16.8 Z DAt
O ANA Y F 2 §25mg [EE] &, B ANAY F > §idmg [EE] R & L7 &
& EHMBEHIE S & HE S, ARSI L A SN0,

17. EREREGIE

171 AHMERVRLMHICET 3%

(&3 L X5 0O—JVIE)

1711 BHEIHERAERICHE
BILVATU—)VIEEEEZRE L CZEERBEIC L D EfS NzABIcBwT, 1
ANRYF v ANy A (5~80mg) Xi&7 bV NA % F 2~ (10~80mg) % 1H1[[6:E
PG LR, 0 ANRAY F oAy Ald, LDL-AVATU— )L, IV AT
T—)b, b ZYEY FIHETREE . HDL-I L A7 0 — VI IR F 2 7% L 72,
F72. 7HREAB. FHDL-I L AF 0 — V2T &8, 7HREHA- T 2HINS ¥/,
#|Z, LDL-Z L A5 U —)L/HDL-2 L A5 — )L, #3L A5 10— )b/HDL-2 L A7

—Vi, JFHDL-2 L A5 0 —)L/HDL-2 L 2 70— )Lk, 7REAB/7 REHA-T
R ET S,
TANAY F AN T A0, G HRIEMUNICS Sbit, @E2:HEH F Tl
KENRDI0% & 72 o 720 WAMFEILEFHFAMEM F TI2H S b, OB L2,
BIEMZSBUHEE I, T AN Y F 2 vy Aomegfk 58 T105% (4/3861) . 10mg#
HBETIX156% (7/4561) . K U20medk 58 TL7.9% (7/3961) Th o720 WIho#s
BETh L SBILLESEBLL 2B 2 Ao 723D 82,

17.1.2 EW%H#EE&%

TEERBEICL D ERSNZRBICBWT, OANZYF U ALYy A25~20megE 1H
LE6E W # 5 L 7= o Mg IR B o FEZELIE ELo L BY) Th o 72,

i)

#1 MIEIRE O FHZLE (53 L AT 0 — ) VIIYEEA T GatR)

e 25mg 5mg 10mg 20mg

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

LDL-I L 257 a—)b (%) 4499 -52.49 -49.60 5832

WAL ATu— ) (%) -31.59 -36.40 -34.60 -39.58
MY YR F (%) -17.35 2358 -1959 -17.01
HDL-I L 27 —)b (%) 764 9.09 14.04 11.25

7 REAB (%) -38.56 4593 4397 -50.38
7 HREAATL (%) 542 6.25 1061 972
7 REAAT (%) 0.38 427 778 773

BIERZEBUEE X, T ANRA Y F 2 BV £25mgf 58 T389% (7/1861) . 5Smg#
HBET20.0% (3/1561) . 10mgi5-8T13.3% (2/1561). J% U20mgtk 5-8:T47.4% (9/
1961) THho7zo FHETHIZ BT3B LD SN zBIERIE. AR, CKLEAKRD y
GTPLA (#3Bl) THo729),
17.1.3 @S EMHEHR
CHEERIEICL ) ER S NIRBRORM T -5 R F Lz, DANASF U ANT Y
25mg 13 10mg# 1 H 1A 128 M35 L 72 B o fiEIRE o2 bRz F20 L BY) TH
D, IV AT E—)VIERE ORRE L NV 2 EEIIIHET 5 2 L0580 bz,
F22  MUHIREMOFIZALE GHEAR I L A T 1 — Ve B 5k §akER)

Eiacn 3 5mg (n=390) 10mg (n=389)

LDL-2 L AFu—)L (%) 419 -46.7
WAL ATa— ) (%) -29.6 -330
M) Z)EYF (%) -164 -19.2
HDL-a L AFu—)b (%) 82 89

JEHDL-Z L 27— (%) -38.2 -42.6
7 REAB (%) -32.7 -365
7 AREAATL (%) 6.0 7.3

17.1.4 B ELHERRRSHER
EOLVATO - VIERE 205 e LCOEEREICL DV ES R8BI BwT, o
ANAZF IV A5mgHiE10mgh & % %L%l‘zﬂtz’a L. LDL-I L A5 1 — L fliHs
NCEP I %4 FI A O HBMIZET 2 $ THE L7, 52HFHIB W THEESED
5mg X (310mg DRk ek 5 % ~b7‘fu\trfﬂ@%u/\t;t\ TNENT6% (92/12161) KT
82% (88/10781) T -7z,
BIEM OFEIZIZ T AN S F ¥ 71V 7 A5mghET294% (40/136%1), 0 AN % F
YAV H10mghET265% (35/13261) THo7ze WTNAOEGHTIHILL EFEB
L7z TR, AL R, 8. Wi, AIRGE. 3895, G K OMEJJHE CTd -
f:35>. 36)0

(RiEMZ DL X5 0—JVIIEE)

17.1.5 ERE I HERPHRERER
FREVERE 3 L AT 0 — VIIENT DA ERER IO ANA S F 2 )V v A10mgh &

G EBEG L. GARECREIEE L2, 20k & OMmiEIREHEDOPHZELFIERID &
BYTHo7230,
F3  MUHIRPE O 2L (RIEMER I L A 7 1 — )V e B4 0 S akER)

5 10mg (n=37) 20mg (n=37)
LDL-a2LA57a—)b (%) -49.2 539
WmaLZAFu—) (%) -394 433

F) 7R R (%) -182 236
HDL-I L 271 —)b (%) 96 138

3L IICER b Nz EIERIZCK B (3/376H1, 81%) Tdh o723,




18. FEhFEIE

18.1 1EAHE

T ANAY F 2 ANy 2. FEAIZREBIICID AEh, IFlRToa L A7 -1
A R OHLRIESR C & 5 HMG-CoARTTRER & BIRM A OB AMICHE L, 2L 27
O — VSRS 5. ZOR, RO I L ATV EEMETL,
NaM ) 720LDLZ RO REHAAFE SN D, COLDLEAEX /LT, ILATFH—
WEREDOFENY REHTH HLDLOFIEAOT Y AASHEINL ., MH 2L A78—)
PIRTT 2o DANAYF VAN Ty Ak, FETIEEE LCREB%R %/ LTIy
A F A IREBAMED LRI 7200 BEBIR AR & 772 2 VIR I ) A F
2L, R 2 HMG-CoABTCHF R EHI TH 5 L H 2 b 5% 10,

18.1.1 HMG-CoARTE M E(ERA

TUANZYF AN AE, Ty PROE MF 70y — AHEOHMG-CoA R TtEE
FROt FHMG-CoARTTREF DMl F 2 4 v i2xt L CHEEM 2R L7z (in
vitro) 4V,

18.1.2 FFaL 27OV &BEEER

TANAYF Y AN T A, Ty MFHRO 3 L AT 10— V& RE R RAF R E
L7ze F72. ZOMFEERMIZ, thoHIMG-CoA R TTiEsE B2 M~ C R ##5E L
7‘:41}0

18.1.3 LDLZAHFE/ER

uznza%/ﬁw/vAu © T B S HepG2HIE OLDLAZ B AmRNA D 583 % i
FERTGICFHE L. F /-, LDLEATEEA RIS 72 (in vitro) 2,

* 182 ML AFO—JLETIER
TANAGF U HNT Y M, A XD, =z 4 ¥ WHHLYH ¥ (b bR
IV AFU—)VIAYEDEFVE) 9 ICBWCHERIVATFa— L%, £/, 7K
HME'3Leiden b 7 ¥ AY = = v 7<% A (VLDLIEE 7 IVEI) 1© KO b 7K
EHB/CETP (ZLAFHO—VIAF VIEREH) T AV 2=y s7<w YA (B LD
IV AT U= VAEHZEBL L 2R ERS 2 A 5 7 VEI) 0 128w TidimiE
FILVATH—VEEBEIET 872, 4 2BV TIE, HMG-CoARtiEHR O RN E
WTdh B AT Y ERO MR % FIRRFWIIT S 8729,
* 18.3 BHIREELERINHIER

T ANASF ATy A, WHHLY B Fi2B\WC, KEIRO MR L HifE.
FH=VEROET A2 L7265 L, BIIREELIEZE O AR 2 Ji L 729,

184 MU U NMETFIEA

TANAYF VAN T AlE, 7THREHESLeiden h 5 Y AV 2=y 7 vy ARV b
7REAB/CETP N7 Y AV 2=y 77 A0MEHR M) 7 ) &) FRILT S+

72460, 47)

19. BRI S ICET 2EB{EFRFER

—fEEIHE O ANZE F > AV A (Rosuvastatin Calcium)

1b4% © Monocalcium bis[(3R 5S 6 E )-7-{4-(4-fluorophenyl)-6-(1-methylethyl)-2-{methyl

(methylsulfonyl)amino]pyrimidin-5-yl}-3 5-dihydroxyhept-6-enoate]

5373 1 (C2H2FN306S)Ca

55 F 0 1001.14

W IR OB KRTH L,
TEEFZ P MSHETRT L XY S = VIZRRETRT <
W (995) 12T v,
R ETH %,
et

aL A

KIELs /) —

CO2" Ca?*

CHa

20. HR?Z’LL‘J:U)/IM

T3 O — @M RIRR LR CTRET S k.

ak

(ARINZ B F4#2.5mg [EE])

1008 [10§Ex 10 ; PTP : #ZHIA D ]

5005% [10%E x50 ; PTP : #2#IA Y ]

1000%% [10%Ex 100 ; PTP : #/#IA Y ]

500§ [7F AF v 7RIV NT D IRFIAD ]
(AXINZHF > 4E5mg [EE])

100§ [105Ex10 : PTP : #2851 A Y ]

500%% [10%% x50 ; PTP : #HIA Y ]

5008 [T AF v 7R MV NT L REIRFIAD ]
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