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3.1 $HR%
TOZNAYF V| OANAYF V| OQANAYF V| OANAY F
HR7E4 $€2.5mg $E5mg OD##2.5mg | OD#E5mg
[r377] [r3i77] [r3i77] [(r377]
(HRE) a2 |(HBE) gz [(HB) ax3[(BE) azn
AREF UV ARZF IV | RTF IV | AFTF 2T
BHEST | 27 L2.60mg| > 45.20mg| 27 42.60mg | 7 45.20mg
(188) | (BRANRZY | (WANRY | (BANRY | (BRANRY
FrE&LT FrE&lLT FrELT FrELT
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5.2 FiEEE I L A5 0 — VILEAREHEEEICOVWTIE, LDL-

7.

77xlb— /Z%@JF;%%%FE@WWJ& LT, bd0nidzh
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HERUHAE
HAE. RAIEEANRYF & LTIHIER. Smgk U #
E5xBBT 5. BHICLDL-aL 270 — LUEZETRSH
HINENH S EITIIIMgL VIFREERBLTH K. &
B, Filp - ERICKOBEEEE L. RE5HB%RD D VITHE
B%. 4ALDFICLDL-2 L A 7 0 — )UEDE RAAR+57%
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LDL-a L2 70— 1EOERP+oTan., EtEmsa L
AT U—VIERE 2 EOBEREEEICRD ., S5ICHET
x5, IHRA0MgE TET 5.
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B 3.lmm 3.8mm 3.1mm 3.6mm
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IB3O#HEZAE T
LHHEENDH D,
75T VEI/TIV|KEE TS LD R E A ASBCRPO
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16. EYENRE

16.1 MOGEE

16.1.1 BEOS

R ABEHIcT AN F 271 )L Y7 L %25mg
OFETEERICHEEROKRS L2 5, miEha
X/‘\X9%‘/(%%Li&5‘?§5ﬁf‘ﬁﬁt:€max%ﬁ_\‘ L\ (E’%
R (o) 1320227 8 TH > 720 F 72y Crax
K O AUCounld £ 2 13.56+£1.35ng/mLK% U31.3+
13.6ng-h/mLTdH -7 (FHEEEEERE) 7.

BB, UANZRYF OEAFRIIBETH D EE X
s5hTwd JEAT—%) Y,
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BEBRABEHICT ZRNZY F L7 0K
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ICER L. RERSIEBICIZIZIZEFIREBICEEL
729, EBEIREIZE T BAUCHunl B EHERED] . 26E
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BETH-7. LD ->T. REZEIZLATENLE
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£ BERABEICBITA20ANZY F 2 OEYERE/ S5 A —
% (n=6)
H& Crax® Tmax” | AUCo24" | AUCo-? t1®
(mg) |(ng/mL)| (h) | (ng-h/mL) | (ng-h/mL) (h)
B ] (2481) 5 (4-5) |74.2 (56.0) |126 (39.3) 9|15.15.369
10 :
R (3i3§) 5 (5-5) |90.5 (67.0) 167 (30.0) ©|18.4+4.62°
Bi[E] (ég‘Z) 4 (3-5) | 171 (53.0) | 209 (50.1) | 19.1%5.81
2 :
R (2§'é) 5 (5-5) | 206 (63.9) | 248 (62.2) | 14.8%5.76

a) MAPE (EBEE) . b) fRME (EE). o PHEFERZE

d) n=3. e) n=4
BIVATU— VIERZEICTOANAY F ALY
£2.5~20mg% | H1[El6HE M REFRE RS L, EFIRE
OMERT ZNAY F L BEEFE LY, mIL AT
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ZITHBILCHEML, BREABETOME (#5410
RFfE DA FI5ME, 10mg:4.06ng/mL. 20mg:9.82ng/
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DOMIFEHR T AN Y F L BEIZHAOKETH 572",

F2 BIVATU—VMERFICB T 2ERKREOMEEF T

ANAY F B
w58 MmEEFT 2N F 2 EE (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)

RAPASME (RBRE)  RIEERE : 5K T7 ~ 168

16.1.3 BSFHOEE
HHELNBFRELA1B1IC 0 AN Y F 2 51)L > L 10mg
27U 2AF—N—1ETIHIEI4EM. FHI7TR S 251 IE
FROBFICREOKRS L 2 A, MR ANRY F
VBEHRESIWEERETHRRTHD, O ANZYF
yg)ﬁk?ﬂ%)%bi&%%%ﬁ@?ﬁiﬁ%%ﬁﬁLx&%7‘_611
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AUCo72n Chax Tmax tin

(ng - h/mL) | (ng/mL) (h) (h)

OANAY 74 | 60.958 6.2358 3.9 6.85
Smg (737 7] +17.007 | +2.1834 +1.1 +3.09
55.705 5.8899 4.0 5.99
JUAN—VEOME | 17085 | £2.4300 | +1.0 | +2.98
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0 12
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69.42 6.26 4.10 14.22
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O ZANZY F 81.56 7.28 4.35 14.37
OD#E5mg[ 737 7] +17.09 +1.78 +1.09 +2.85
75.31 6.87 4.40 18.22
FVARMEOMEY 535 | £33 | +1.23 | +6.46
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(PifE 2R, n=20)

(ng/mL)
10

(PHEFHE R n=20)
—e— OANAYFODSESmg 7377 ]
gL --0-- JLAM—)LEESmg
ik
i
[ o
x /?} 0
7z SiQ
}ZE AN
w piit LR
B L !
2 i
. . - \f— e o
0 ?
0 12 24 48 72 (h)

R fH]

IMAFFEEN FNICAUC, CoaxdFD /8T X — 413, WEE
DER, (FREOIEE - HREFOHBREFICL > TEL
HUREME D B,
16.2 ORUN
16.2.1 E¥2HFIRAZER
BERABEIONICB T 50 ANAY F > OEYZEN
A #1329.0% (0% 5 HEX[E : 24.1~34.9) TH -
720, F/-, BIRNBESE L TELNT-OANZAYF
DEFEIVTIVARVTEII)V T IV RAEZENEN
31.9K%O*IL.6L/hTH D, a ANZAHY F VT FEIZHFIE
ICEBHEEEZZ TR EEZ SN,
BEDXE
ALE B A206IC T 2N 25 F > H1 )L 77 15 10mg
70 AF—/)N—7ETIHIE4H B, ZZER (B%3F
M) d25VIBRBRICEOKS LY, AREESLZE
ZFDUANAY F > OIIULZEERFIC R TES DT
%D\ Cmaxtiﬁ%t:c}:’)fzo%ﬁ—l:bfcl) L/i)\[/\ ﬁ
BB G5 EDOAUCH I ZIERHR S DMU%BTH D, T A
NAZFVDORNENOBEOZEITVWEEZON
72
16.3 9
L rMERICBIFA20ANZAYF Y OBEAESRI
89.0% (HAAN) ~83.0% (#AEAN) THO. EFEH
HIZT LTIV ThH-o722,
X5
HHE B A BEOHNCHC-a ZANAY F o LT T A
0mgx BERROKE Lz L2 A, REVCEFRICEET S
A BED ER D RERTH D REFOEL2REY
3. N-TRXFIUEROVSS-5 7 M6 TH - 720,
b b IAEFIZIIN-BE X F U O55-F 7 & VRS HH
SNz HMG-CoABTTEREEFEEABEE IO R
NAYFUBRELRBEOHEBRZR L, MEFIZBITS
HMG-CoABRTTEZEEEE N T 2RBEMOFE1EH
IHhTHBHEEZLN BHEATFT—%) 9,
16.5 HEtt
SEE AR A B HHICHC-a 2N Y F o LT A
20mg% BHERORS Lz & 25, METEEIE T ICHEFICHE
M (90.2%) . FRAFEBEHEHEERI1X10.4% T dH - 72,
2. REUERAORENMAGIRRRIT, 2hEenEs
ED4.9%K0V76.8% TH -7,
16.6 FENEHRZHI 2 ES
16.6.1 MERUNIEOEE
NEANOBEEEFEE, BEEEHRE. TEEFERUL
HERESFICT ZANZAY F 2 IV L40mg (K
RIHE) ZEERORS LEEZA. BEDCrak
VDAUCHIZ Z N Z N LM D% 1% T B - 729,
Fio. BEEDCnax CAUCHIZZFNENEIRE D
112% % '106% T & V.« R _ERIE E 72 5 EZE 0
DEEII T WEEZ SN,
16.6.2 FHEZEDFE
Child-Pugh A (2237 :5~6) & 5 iZChild-Pugh
B (a7 :7~9) OFBEEZET S/EANEEEOH
ICOANRAY F AL L10mg# 1 H 1 14H B RE
BOBE L, MEFOANZAYF U EELBIE LY,
EFK%%;%\%@CmaX&UAUCO*Z“hLi@%ﬁX_)\ﬁ@%h%
N1.5~2. 1fE K U1.05~1.22CTdH H. £iZ. Child-
PughZ 2 7 #%8~90D B &2 5 1) 5 M B E L,
HIZHARTE P -7z, [2.2, 9.3 ]
BRESORE
EEEORLGIERELZET HNEANESE (4~8fl) I
T ANAE F > HIV 7 520mgZ 1 H1E14H kR ER
%5 L, Mo 2N2 87 F U BEZEE LT, 8§
EPohEEOBMENDH HEBETIZ, OANAYF

16.2.2

16.4

16.6.3



DOMBFRBEEICHT A2HEIIIZIEALERDONE P>
7o UL, EE (JLTF7F=2 2797 T A<30mL/
min/1.73m?) OBEEDDH 5EETIE. BERAICE
NTMEFEESRMEICER L, (7.1, 9.2 SE]
16.7 EYIEEIER
16.7.1 HIEEHI
HIESH 2 FEEHHBRES LEBAE, OANAYF O
Cmax & FAUCo24nld # N2 N50% K U46% E TET L
TeS. OANRY F U EHEERICHIBA 2% 5 L
72 EICIE. B AN AT F 2 DCmax )k AU Co2mld #
NZENIEFEHEE DA% K VT8% TH - 72 (HEAT —
&) 19, 110.2 2E]
o0RRY Y
VIUARY vEBEENTWADEBREEREEICO X
NRAYF o a2HFRAKRELEE, OANRYF D
Cmax&U:‘AUCOthLi\ {%J%Eﬁ)\lliﬁﬂif‘fi@?ﬁ’é [./fC
EFICHERNTENZNI0.ERUT.IMEERE L (SLE
ATF—%) 9, g ANZ¥F 2 IZOATPIBIZ4/ L CHF
BICEDAE N, 7 AR VIFFOMDARZHE
EFBHIEICEST, UANRY F L OMETEE%
HEinsE2EE25NTWA, [2.4. 10.1 ZE]
FLT74709
LT 470D (RIERER) LORARE L&,
O AN AE F > DCmacf FAUCHIZFNEFN2.21E K
O1.88fFiIcHEmM L7z (MEAT—%) 2, g ZANZAY F
VIZOATPIBIZ /N L CHIEICERDAEN, LT 4T
OVIEZFDORYAAEBEET HZ EICE>T, TAN
AYF L OMBHRELZBINISELEE26NTW5S,
ZDiDEH
O AN Y F >~ DIENEIREIC ] 1T I P4S0ME E 7| 0 2 2
EHET A0, 7L aF Yy — )L (CYP2COR O
CYP2CI9DHZEH]), & baF V=12, £ ~5 a5
VWA RO 20w A ¥ (B ECYP3A4K UP
BWEHOMER) EoftHRBLEERLLLS. B
RHEEERIEED SN o7 HEAT—%),
TIT 71 ¥ (CYP2COKUCYP3A4DEE) &5k
VIaF T UODEHNEEICRIETHEER B L2, B
WBREEME BRI s NP> GHEAT—%).
CYP3A4FEMER OB A MFTT 272010, RBOBEE
HEDOMHHARBAZER L2 TFLVIA NS IF —
LOMBFERBEICEDIEASNT. QANZAYF VL
CYP3A4IZX T 2 EE 2 RS AW EEZ 5 Nniz (4
BEATF—%) 7,
16.7.5 in vitrosi5&
b bR A2 B W Bin vitroREBR 1T B WL TNV A
FOAERPER L72H. TORBEEIZIEEICERT
Hole F1w N-IAFIALICE S T 5 E 4P4505
FHEIZCYP2COK% O'CYP2C19T & » 7275, CYP2D6%
CYP3A4D ST 2 A BEME B RIB S N7/ 2),
0 2ZNZAYF > (50ug/mL) & BP450 (CYPLA2,
CYP2C9. CYP2C19. CYP2D6. CYP2EI KU}
CYP3A4) {EHEDBEERIZINUTTH 7%,
16.8 ZDfh
(OZRNZRIFVER2.5mg [U=T 7))
OANRAY F U 8E2.5mg [7rI7 7] 3. [BENVELS
BOBRMAOEMZNREERB T A FT 1 2] ICE
DE. OANZRYF U85mg [7 37 7] ZERSH &
Liz& &, IBHZEH PR SIS, EYWEIcRS%
LR ENTY,
(ORNRIFODEE2.5mg [5=T7])
T ANRYFOD$E2.5mg [ 7 7] 1k [EENVE
75 B REOBETEMA O LM FREFEERET A FFA ]
ICEDE, OANRYFODESME (737 7] %21E
HRIF L Lz &, BHEBHSRE KIS, £
HICRZE L Az sng,

17. BRIRRRE

17.1 B3MERUZLEICRET 5 HER

(&3 AFO-—)VIE)

17.1.1 BN E N HRERMGHERD
BILVATH—VIEREZEL2NRE LT ZETERIEICEK
DEMSNHEBICBWT, 9ANZYF > (5~80mg)
YT PN ZEZF > (10~80mg) =1 H1E6ER S
LA, 0 2NAYF ik, LDL-aL25a—)b, &
IV ATU—)b, M) ZYY RIIMETR%EZ. HDL-
JVATU— VISR E2 R Lz, /20 7AEH
B. JHDL-2L AFa— L2 EFSHE, 7TREHA 1%
W&, #ic, LDL-2 L A5 u—)L/HDL-2 L &
FOo—)Lk, 3L 2570 —)L/HDL-2 L A5 u— /)Lt
JEHDL-a L A5 u—)L/HDL-a L A5Fa—)LH, 7R
EEB/ 7T REAA-IHEE TS E,

16.7.2

16.7.3

16.7.4

O ANAY F > OFEI, HEZLEMLANICS 5bh,
BELEME TICRRIEDNE 7% > 2. AR
BEAOAME TICHhO b, ZO/BRER L.
BIfEFSIRAAE L, 0 AN Y F Vomgik 58T
10.5% (4/38%). 10mg# 5 8 < 1315.6% (7/4561) .
K O20mgi 58 T17.9% (7/396]) Th-o72o VT H
OHEHTSH, FILLEFHBT UBIER I 22 57,

E ML 0 48545%%
TEERBEICLDERINZRBICBVLWT, OANR
% F22.5~20mg# 1 H1E6EARES Lz BomiEheE
EOFHERIZIEIDEBY TH o7,

17.1.2

£l MBEREBEOFHELER (B3I LA 70— VMEBREX
RAER)

e 2.5m, 5m 10m 20m

o (nzl% (n:1g2) (n:1§1) (n:lg)
LDL-2 LV ZA7ua—)L (%)| —44.99 | - 52.49 | - 49.60 | - 58.32
BaLasFa—IL (%) -31.59 | -36.40 | - 34.60 | - 39.58
M) ZUEY R (%) - 17.35 | - 23.58 | - 19.59 | - 17.01
HDL-a L Z25ua—)L (%) 7.64 9.09 14.04 11.25
7 REEB (%) - 38.56 | - 45.93 | - 43.97 | - 50.38
7 REHA-T (%) 5.42 6.25 10.61 9.72
7TAREHA-T (%) 0.38 4.27 7.78 7.73

BIEFSBEEE L, U ZANRY F U2.5mgR 5B T
38.9% (7/18f ). Smgi% 5 B ©20.0% (3/1561 ).
10mg#% 5 8 T13.3% (2/1561). &K U20mg#k 58 T
47 .4% (9/1961) TH - 7. E67HIICHVTIFILLEER
»oN-BHERIZ. %, CKEREROY-GTPLR (%
360 THol.

17.1.3 B9 EE MAEEERS
TEERFBEICIDERSINI3HBEOEBR T Y2 &
izo TANZY F >5mgid10mg#z 1 B 1E 1258 %
5 LU-BomEREOFHERRIIFOEBD TH
D, BILVATO—)VIEBREDREE L NI E2HBEK
ICHET B ENRD SN,

£2 MEREBEOFHENAE NEAFEI LV AT 0 —IVIE

BETRHER)

w58 5mg (n=390) 10mg (n=389)

LDL-2LZ2Fua—) (%) - 41.9 - 46.7
BaLzrua—)L (%) -29.6 - 33.0
MUY R (%) -16.4 -19.2
HDL-I L A7 u—) (%) 8.2 8.9

JEHDL-I L A5 1 —)L (%) - 38.2 - 42.6
7 REAB (%) - 32.7 - 36.5
7 AREAAT (%) 6.0 7.3

17.1.4 BN E NERAIR SRR >

BIVATU—VIEREZEEZNRE LT ZEERIEICLD
ESNRBICBE LT, TANAY F > 5mgi10mg
o5 EFEKB L. LDL-2 L AT a—)UEANCEP 14
ARIAOBEEICET S ETHEE L, S2EKICEN
THE 58 D5mg XX 10mg DRk 5% 3\ TW /- hE
BlIOEIEIE. ZhENT76% (92/12141) % 1r82% (88/107
) TdH-o7z.
BIEROFEBEEIIO AN RY F »Smghf T29.4%
(40/136f1) . T AN & F > 10mghET26.5% (35/132
Bl) THolze WINDPOEGEETIHILLEFEBE L /-
HIfERIE TR EERE. 8. B8, RERE. F2.
FER R O ETH > 720

(RigEE I L A7 0O—)VINEE)

17.1.5 BN I ERIAIRSHER Y
FEMEE I L AT O —IVIMEANT OfFE&AEEICT AN
25 F 2 10mgn 655 %25 L. 6ERERE CiEHiEE L
Joo TDEZOMBRREMBEOFEHENFKIIRIOEBD
THo7o

#£3 IMEREMEOFHE R

(RS2 L 270 — VIDEERE SR RER)

BE58 10mg (n=37) 20mg (n=37)
LDL-a2 L Z25ua—)L (%) - 49.17 - 53.91
Barzra—)L (%) - 39.4 -43.3
N ZUEY R (%) - 18.2 -23.6
HDL-a L A5 ua—)b (%) 9.6 13.8

SBILLEICER S 5 M 7-EIERIZCK EA (3/3761. 8.1%)

TH-o7o
18. EFNEIE
18.1 {EFER

O ANRAYF 2 I L, FFEPICRESIRICEL D A
. FiEcoaL 270 — VESRROEEEZTH S
HMG-CoABRTTEER T BRN P OBREICHEEL, oL



2T O— VEGREBIHET 5, ZORER, FFEN
DAVATU—)LEENETRNL, INzHD7-HLDLZ
BIEOKBEAFEENS, COLDLZEMEEZMN LT, 3
LATa—LEEROEH WY REHTH SLDLO AT lE~
OB AASEIL, MFILZATFa—LAETRT 5, O
ANZAYFE, FETIREE L CREFEERZ /L TH
DAEN®P REEMES HEBAE WD, BB
ZaFE WO ICIZED AT L K, FHEEN
HMG-CoABRTBRREERTHHEEZ SN,

18.1.1

18.1.2

18.1.3

HMG-CoAETTEERA=/ER

OANAYF ALY TILIE, Ty VRO MFI 2
oY — L HROHMG-CoARTTER & ' NHMG-
COABTTHEZDMIE R A A It L CHEEEHRZRL
7= (in vitro) ©,

FFOLUZAFO—-ILEREEER

QANARYF U HNTILIE, Ty MO L A
TO— L& T HEBRENICHE L, /2. 0O
EZERIZ. OHMG-CoABRTRERFEAICHNTE
AR L2,

LDLZE{AEE/EA

TANZAYF AN AL, b SFFERKEHepG2fl
R DLDLEZ AEAmMRNAD FIF 2 EERERICHE L,
F/z. LDLEAEE 2SS (n vitro) Y,

18.2 ML R O—IVETER

OANZAYF U HILT T LE, A XD,

H=7 4PN,

WHHLYHF (b "FEEEEIL AT a0 —)VIEDETIL
B YNCBVW BRI L AT a—)Lz, £7-. TRE
HE3Leident 5> 2AY =z = w7 < A (FVLDLILEE
FIVEH) PR N7 REHAB/CETP (IVAFT—)L

IATI)VEREEH)

FIUAY =y v YA (B hDa

VAT a— RENHEEIL - REREBRELZE T HET L
i) QIcBVWTIRMEF I L AT O —LAEBFEIETRS
o 4 XITBVTIE. HMG-CoABTTHZ D RIGEN T
BB A0 L EEDIMAEE 2 A8 IRENIE TR S8/,
18.3 EffiRiE LERINGIER
OANAYF AN LI1E, WHHLY S FI2B 0T,
KEROBENETE, JILATU—LEBOET:2S
726 L. BIiREE(LRZ DR 2 I L 724,
18.4 FUZJ'UEY RETER
O ANAYF VNI LI TAEAESLeiden b5 > A
VI III ARV N T REHAB/CETPr SV AV x
T AQMEER ) 7)Y R ET S99,

19. 8

1t

/)'j\
73
1t

%

20. HY
i

SRS ICRE T B IBERHVAIR
MREEHN : O ANRY F AL 4 (Rosuvastatin
Calcium)

%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]

F3 1 (C2H2FN3O6S)2Ca

F& :1001.14

Ear SCE _

a2t
o N o )
\\//
LN,
L CHj; 12
R ARBIAEOHKRTH 5.

AREETE N NI NIZBETRT L XY —=)LIic®
RBEIFRT L AKUITY ) —IL(99.5)IT7EFIZL VY,
REpEEETH 2.

KWL EDER

20.1 FAEMRISIBK 2B TRET 2 2 &
(OD#)
20.2 FAERISBLZBG CEEL TRET S &,

22, @&

3

(ORNRIFVE2.5mg =T 7))

1008 [1082 (PTP) x10]
5008 [108% (PTP) %50]
50082 [RUIZFL e, NT, TEAIAD]

(OZRNRIF UiEsmg [5=77])

1005 [1082 (PTP) X10]

(ORNZRYFODEE2.5mg [U=T7])
1008¢ [108€ (PTP) X10]
5008 [108E (PTP) x50]
5008 [RUIZFLrEr, NT, BEREEIAD]
(ORNRIFODEESME [T=T7])
1008 [10% (PTP) X10]
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