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RAPISE (RBRE)  RINEERE @ RE5RT7 ~ 168

16.1.3 ESIFEDHE
SAE MR A21FIC T ZNZ 8 F 2 9L 7 L 10mg
70 AA—N—IETIHIEI4EHE. FHi7Rd 50 ik
FROBICROKBE L&A, MiEha 2NN F
VEBEHBIIHRSHEETRETHD. O ANZY F
yg%m%%u&%ﬁﬁm%géﬁwama%zen
728,

16.1.4 EYFHIRIE AR

(QANRIFVERSmg [5=T7])
OANRYFUEimg [7FI7 7] £ VA M—ILEE
SmgZ. JOAF—N—FEICLD ENZNIE (O AN
A& F &L Thmg) BEERA S EICHE BB E RO
5L cimiEhREMFBEZEE L, 56 N7-8YEH
FE)ST X —% (AUC. Cmax) 122 T0%(E HEX %
I CIRETHRIT 24T - 745 8. log (0.80) ~log (1.25)
OHEANTH O WA OEMZAFESEE DR S N,



HEINT A —% BEINT A =4

AUCo-72n Chax Tmax ti

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

OANAYF 4 | 60.958 6.2358 3.9 6.85
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DOEIR, (FRROREEE - BRESORBREFICL->TES
BHATEEED D 5o
16.2 DRUN
16.2.1 &¥2HFBEER
B ABELIOFICB T 250 AN Y F > DEYEN
A 21329.0% (90%(5FEIX[E : 24.1~34.9) TH -
720, F/, BIRNBE L TELONTZOANZAYF >
DEEITIVTI VARV I T I VR IEENETN
31.9% O'1L.6L/hTH D, T ANAY F U ILFICHFE

16.2.2

ICEBHEEEZRZ TR EEZ SN,

BREDRE

ALE B A206IC 0 2N 25 F > H)L 77 5 10mg
IO AF—N—7ETIHIEI4EMH, EHER (R%3E
M) d2HVIIEBRBICEO/S LY, AREESLZE
ZFDUANAY F > OIIULZEERFIC R TES 2T
%D\ Cmaxtiﬁ%t:c}:’)fzo%ﬁ—l:bfcl) L/i)‘[/\ ﬁ
BB G5 EDOAUCH I ZIERKHRSDMU%BTH D, T R

16.3

16.4

NAZF Y DORNENOBEOZEITVWEEZON
72
bkl

bt rMERICBIFA20ANZAYF L OEHAEERIZ
89.0% (HAAN) ~83.0% (MEIAN) THO. FHEAE
HIZ7Z LT IV ThH-o722,
e
SEE AR A B HHNICC-a AN Y F o ALY A
0mgZ BERREO#RE Lz & 25, RERUERICEET S
A BED ER D T RERTH D REFOELREY
3. N-RAFIEROVSS-5 7 M6 TH - 720,

b N MEEFIZIIN-BE X F VIR O55-5 7~ AR
SNn7z . HMG-CoABTTEREEEEABEE IO R

N2 FUBEERROMEB ZRL, MEFICBT 2
HMG-CoABRTTEERBEEE I T 2B 0F5I1EH
ThrThHBEEZLNT: BHEAT—7) ¥,
16.5 HEt
S E R A BRI C-a AN Y F > ALY L
20mg# BEHEORE Lz & 2 A, Eteed T IcEmhic gk
= A (90.2%) . FRA ST BE kM R 1310.4% T dH > 7eo
F/o. RRUOEFRAORELEIRERIZ, zheniks
BD4.9% K U76.8%TH -7,
16.6 HEDERZEIDEE
16.6.1 MHERUNIEHORE
NEANDOBHEEE, BEERE. QEEFEERTL
HEBREESFICT ZANZAY F 2 )L 7 L40mg (K
PRI HE) 2HEERORSLZEZA, BEDOCnak
CAUCHIE F N2 Nt D82% T U91% T & - 7219,
Fo. BEEHEOCnaxk CAUCHIZ ZENZTNEE O
112% K% O'106% T 0 FEK ERE & 72 5 =P il
DEZE I NWEEZ BN,
16.6.2 FFEEDRE
Child-Pugh A (A7 :5~6) & 5 \»I&Child-Pugh
B (a7 :7~9) OFEEZHET 2/ EANEEEZM
IO ANRYF N7 510mg% 1 H1E14H B RIE
BO/S L. MO 2N2 5 F 2 BE 2 HE LY,
EFE%%;%\%@CmaX&UAUCO*Z“hLi@%ﬁX}\ﬁ@%h%
N1I5~2. IEFERVL.05~1.2(5TH 0. Fic, Child-
PughZ 2 7 758 ~ 90 B & 212 B 1F 5 MAEH B E I,
AN TENP 572 (2.2 9.3 2]
BEEDHE
HEEOR L 5ERELET HNEANEE (4~8fl) 12
O ANAE F A7 520mg# | B 1E14H fE R ER
%5 L., MEEFu 225 F U BE2HE UL, 8
ErohEEOBREDDH HBETIE. OANRYF

16.6.3



OMBFRBEEICHT AHEIZIZIEALERDONE P>
oo LU BE (JL7F=227YU 7T A<30mL/
min/1.73m?) OBEEDDH 5EETIE. BERAICE
NTMEFEESMEICER L, (7.1, 9.2 ]
16.7 EYIEEIER
16.7.1 HIEEHI
HIESH 2 FRHHRES LEBA, OANAYF O
Cmax & FAUCo-24nld # 12 N50% K U46% £ TET L
oW BANRY F B GHBBEMICHIBA 2 %5 L
72 EICIE. B AN A Y F 2 DCmaxk AU Co2mld #
NZENIEEHEE DA% K VT8% TH - 72 (HEANT —
%) 19, 110.2 2E]
o0RRY Y
VIUARY vEBEENTWADEBREEREEICO X
NAYF o a2HRAKRELZEE, OANRYF D
Cmax&U:‘AUCOthLi\ {%J%Eﬁ)\lliﬁﬂif‘fi@?ﬁ’é [./fC
EFICHRNTENZNI0.ERUT.IMEERE L (SLE
AF—=%) 19, aZAN2¥F IZOATPIBIZ4r LTHF
BICEDAE N, 7B AR VIZFOBMDALZHE
EFBHIEICEST, UANRYF LV OMETEE%
HEinsE2EE25NT0VA, [2.4. 10.1 ZE]
SL7470Y
FLT 470D (RIERER) LORABE L&
0O ANA% F > DCmaf FAUCHIZFNEFN2.21E K
O1.88fFiIcHEmM L7z (MEAT—%) 2, 0 ZANZAYF
VIZOATPIBIZ /T L CHIRICERDAEN, LT 4T
OYIEZFDORYAAEBEET ST EICE>T, TAN
2EFOMBPFRELENSESEEZ 6N TS,
Z D DEH
O AN Y F ¥ DIENEIREIC ] 1T I P4S0ME E | 0 2
EHET A0, 7LaFy — )L (CYP2COKk O
CYP2CI9DHZEH]), 7 baFJy—=L2, £ ~5aF
VBRI 2avA ¥ 2® (BIECYP3A4K P
BWEHOMER) EoftHARBEERLLLS. B
RHEEERIEED SN o7 HEAT—%),
TILT 7B (CYP2COMUCYP3A4DES) H 51X
VIaF T ODEHNEICRITTHEEZ B L2, B
B EERIIRO 6 NG -7 GHEAT—%).
CYP3A4FEER OB A MET T 27201, OB
HEDHHARBEZER L2 TFLVIA NS I F —
LOMBFERBEICEDIEASNT. QANZAYF VL
CYP3A4IZX T 238 ER 2 RS LW EEZ 5Nz (4
BEAT—%) 7,
16.7.5 in vitrosi5&
b b EEEE RS A2 B Bin vitrosEBR 1T 3B WL TNV A
FOUARPER LA, TORBEEIZIEFICERT
Hole Tw N-AFIALICE ST 5 E 42P4505
FHEIZCYP2COK% O'CYP2C19T & » 7278, CYP2D6%
CYP3A4D S § 2 A REME b RIB S 7222,
0 2ZNZA5F > (50ug/mL) & BP450 (CYPIA2,
CYP2C9. CYP2C19. CYP2D6. CYP2EI KU}
CYP3A4) iEHEDHERIZION R TH > 729,
16.8 ZDfth
(OZRNZRIFVER2.5mg [U=T 7))
O ANRYFUE2.5mg [ I7 7] & [EEVPELRS
BOBREAOEMZNREERBE T A T4 2] ICE
DEL OANRY F U885mg [7 37 7| #iZWERIH
Liz& &, IBHEHPRLS S KM S, EYEIcRS
LR ENTY,
(ORNRYIFVODEE2.5mg =T 7])
T ANZYFOD$E2.5mg [ 37 7] 1k, [GENVE
72 OB EMA OENZNREERBE T A T4 ]
ICEDE, OANRYFODESME (737 7] %21Z
HWRIFE Lz &, BHBESRSE KIS N, £
HICRIZE E A sng,

17. BRERRE

17.1 BMERUZLEICRET 53 5R

(83U RF0O—)VIEE)

17.1.1 BN E NEAERGEER
BILVATH—VIEREZEZ2NRE LT ZEBERIEICEK
DEMSNHEBICBVLT, 9ANZYF > (5~80mg)
XET PN ZEZF 2 (10~80mg) =1 H1E6ER S
LA, 0 2NAYF ik, LDL-aL25a—b, &
JLAFa—), M)ZUtY RITIMETREEZ, HDL-
IVATU—)VIIEEMRER LIz, £720 TREH
B. 3EHDL-Z L AT 0 — L2 EF&E, 7TREHA-1Z
& w7, 2, LDL-2 L A5 0 —)/HDL-2 L &
Fu—)LH, a2l A5Fu—)L/HDL-2 L A5 a— )L H.
JEHDL-2 L A5 u—)L/HDL-2 L A5 u—)Lt, 7K
EEB/ 7 REAA-TEZE TS S,

16.7.2

16.7.3

16.7.4

O ANAY F > OE I, #HE5ZLEMLAICS 5 bh,
EH2AME TICBRIEDNBE % > 120 mAMEI
BEEAGAME TICh S5 b, ZTO/BER L.
BIERRBHE L. O AN Y F omglk 58T
10.5% (4/38f1). 10mg# 5 B¢ ¢ 1315.6% (7/456 ).
K O20mgit 58 T17.9% (7/3961) TH o720 I
DOEEGETYH. FILLEFRR LU EIER I 22 -7,
EEE I 1E5H58%
TEEREICLDERSNLRBICBWLT, OZANR
% F>2.5~20mg#% 1 A1 E6GEBES U BEoMmiERE
EOFHERIIEIDEBY TH o7,

17.1.2

£l MEREBEOFHEER (FI L AT 00— VMEBRE
RAER)

. 2.5m, 5m 10m 20m

B5R (nzl% (n:1g2) (n:14gl) (n:lg)
LDL-2 LV ZA7u—)L (%)| - 44.99 | - 52.49 | - 49.60 | - 58.32
BaLasTua—IL (%) - 31.59 | -36.40 | - 34.60 | - 39.58
M) ZUEY R (%) - 17.35 | - 23.58 | - 19.59 | - 17.01
HDL-Z L Z25ua—)L (%) 7.64 9.09 14.04 11.25
7 AREEB (%) - 38.56 | - 45.93 | - 43.97 | - 50.38
7 REHAT (%) 5.42 6.25 10.61 9.72
7TAREHA-T (%) 0.38 4.27 7.78 7.73

BIEFSBEEE L, UANRY F U2.5mgR 5B T
38.9% (7/18%1 ). Smg#Ht 5 B 720.0% (3/15641 ).
10mg#% 5 8 ©13.3% (2/1561). &K U20mgik 58 T
47.4% (9/1961) TH-7z. FHETHICHBVTIFILL LR
O 5 NBWERIZ. 8. CKEFRRUY-GTPLER (%
) THoz.

17.1.3 iBS B MABEERS
TEEMRRICKIDERSNIIB3RBOEET Y2 F L
Hize TANAYF 5mgXid10mg# | H 1 a1 238 i %
B UBOMEREOFHENREIFR2OEBYTH
D, BIVATU—VIMDEREFEDREE L N ZBER
ICHET B ENRD 5N,

R2 MEREEOPHZE(R GHEASI L AT 0 —VIE

BERAER)

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

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

JEHDL-I L 2571 —)L (%) - 38.2 -42.6
7 REAB (%) - 32.7 - 36.5
7 AREHAAT (%) 6.0 7.3

17.1.4 BN E NERBIR SRR S
BIVATU—VIEREZEEZNRE LT ZEERIEICLD
EESNZHBRICB VT, 0 ANZY F >5mgixl0mg
PoEEABE L. LDL-2L A5 0 —)LEANCEP 14
ARIAVOBEEICET 2 ETHEE Lz, S2ERICEN
TS5 8 D5mg XL 10mgDRk % 5% %1 TV 72
BlOEIEE. ZNZN76% (92/1214) KU'82% (88/107
) THolo
BEIEAOFRKRIZT AN R F »5mght T29.4%
(40/13661) . T AN & F > 10mghET26.5% (35/132
Bl) THotzo WINLOBREEETIFILL EFHIR L
BIEFNE TR, E(EARE. 8. . RERLE. F52.
MR OEINETH - 72,

(FigEE I L X 7 0O—)VINGE)

17.1.5 BN I ERIAIR SR Y
FHEME I L AT 00— VIEN T OHES(REEICO 2N
25 F 2 10mg» 65 %25 L. 6B CiEsiEE L
Joo TDEEOMBRREBEOFEHELFKIIRIOEBD
THo7o

#3 IMEREMEOFHE R

(FREME L A5 0 — )VIMGERE TR )

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

3BILLEICER S 5 M 7-EIfERIZCK EA (3/3761. 8.1%)

TH-o7o
18. EFNEIE
18.1 {EFER

T ANZAYF > AN L, FFBAICEEEIICEL D A &
N FFECTOaLATu— VAESKRDOBRERETH S
HMG-CoABRTLEER 2 BIRM 2 OBHMARICHEL, oL



18.1

18.1

18.1

18.2

18.3

18.4

19.

AT O— VEGREBIHET 5. ZORER, FFEN
DAVATU—LEENETNL. TNhZEHDZHOLDLE
BEORKBEIAFEENS, COLDLZEMAEEZMN LT, 3
VXfm—»ﬁﬁﬁméwuﬁ%ET%éHﬂ@Hﬁ«
OB AAHAEINL, MHEILAFa0—LAMERT %, O
ANAZF A, FETIEFEE LTH %ﬁﬁ%% L CHL
DAFEN®I REEHMES HEAE WD, BB
%%%t&u@@m%tumnﬁiﬂt<<\ﬂ%i%&
HMG-CoABRTBREERTHHEEZ SN,
.1 HMG-CoAETTtERE=/ER
OANAYF AN TILE. Ty P EOCE MFFI Y
0y — A HKDOHMG-CoARTEE K Ut NHMG-
COABTTEEZDMIE R A A VIcxf L CHEEMRZRL
7= (n vitro) .,
.2 FAUVRFO-ILERBEEER
OANZAYF ALY I LIE, Ty MRl L 2
TU— L& EHEBRENICHE L, /2. Z0OMH
EEAIR. tHOHMG-CoABTHERBERICHARTE
AR L 720,
.3 LDLEZSFFEER
TANAYF AN AL b S FEREHepG2f
fa OLDLZ BIAMRNAD F I % B EREFENICFHEE L,
Z7-. LDLIESESZEMS 72 (n vitro) Vs
ML RFO0—IWETER
OANZATF VALY T LI, A XD, HZ 74PN,
WHHLZH ¥ (b bFEEEFEI LV AT 0 —)VIMEDETIL
i) YNCBVWTIIERIL AT a—)Lz, £7-. TRE
HE3Leidenh 7> A¥ x = v 7 <™ X (HVLDLILSE £
FLEY) PR b7 REHB/CETP (ILATH—L
IATFVEREH) NIV AVIZw eI (B
VAT a—LAREHICELIL - iREREBRIELZET HET L
BiY) QIcBVW MR I L AT O —LEAFEIETRS
o 4 XITBVTIE. HMG-CoABTTHZR D RIGEN T
5 arEBomfEEZ2FARRENIETS 87122,
BhiREE L ERINGIER
OANAYF ALY L1E, WHHLY S FI2B 0T,
KEROEEIMEERE. ILATU—LEBOETE D
726 L. BIAREE(LIRZA OEE 2 H L7224
~NUZUtEY METER
TOANZAYF o HILT I L%, 7REHESLeiden k5 > A
VI IIIARUE N T REHAB/CETPr SV AV x
Zw eI ADMEER ) Z )Y REE RS9,

BARS RS BIBERHAR
—MEIRHR : O AN FF > A7)V L (Rosuvastatin
Calcium)

{tZ4 : Monocalcium bis[(3R,55,65)-7-{4-(4-
fluorophenyl)-6-(1-methylethyl)-2-[methyl
(methylsulfonyl)amino] pyrimidin-5-yl}-3,5-
dihydroxyhept-6-enoate]

FF= ¢ (C2HzFN3O0s6S)2Ca

& 1 1001.14

{bemE= s

ca?*
co, a

CHg

IR AMIBEEOMEKRTH S,
AREETE N NI NVIZBETRT L XY —=)LIic®
RBEFRT L AKUITY ) —IL(99.5)IT7BFIZL VY,
REpEEETH 2.

2

20. BRVL EDER

(&)

20.1 FARRITERZHIT TREFEIT S &,

(OD{E)

20.2 FAERITER I GEEL TRET S &,
22. G@&

(ORNRIFVEE2.5mg [U5=T7])

10082 [108 (PTP) x10]

5008 [RUZFLYEY, NT, BREIAD]
(ORNRIFEEsmg [T7=T7])

1008 [1088 (PTP) x10]

(ORNZRIFODEE2.5mg [=T 7))
1008 [1088 (PTP) x10]
5008 [10?& (PTP) x50]
5008 [RUTFLEY, NS, GEAIAD]
(ORNRIFODEESME [F=T7 7))
1008 [108 (PTP) x10]
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