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THO. ZOEIZHERETOFERY SO TFTHEIELFE
BETh- . LiA->7T, REBEICESFELE
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Cmax&@AUCLi EA@%@Z’{%T% D 7':7)0

16.1.2

£1 BERABHEICBT 20 ZANZAY F 2 OERYFRE/ ST X —
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A& Crma® Tmax® AUCo2? | AUCo-? ti/29
(mg) |(ng/mL)| (h) (ng'h/mL) | (ng-h/mL) (h)
Hi[o| (;‘SZ) 5 (4-5) |74.2 (56.0) 126 (39.3) ¥|15.1+5.36Y
10 -
K& (%32) 5 (5-5) 190.5 (67.0) [167 (30.0) ©|18.4+4.62¢
wE| (D7) [465) 171 (53.0) | 200 (50.1) | 19.1£5.81
20 -
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R O &M F9E, 10mg:4.06ng/mL. 20mg:9.82ng/
mL) SIFIEREE TH -7z, B, KRB CTHARAE
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ANRE F L BE
#5558 MmiEFa 225 F 2V EE (ng/mL)
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Smg [£) 7] +17.007 +2.1834 +1.1 +3.09
55.705 5.8899 4.0 5.99
FUAN=AEOME | 17085 | £2.4300 | +£1.0 | +2.98

(FME £ EHERZE. n=24)
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N IMEEFEESMEIC ER L. [7.1. 9.2 2]
16.7 EYIHEEER
16.7.1 HIEEH
HIEEA % FREOFRES LB E. UANZRYF O
CmaxJt FAUCo-u4nld 7 N Z N50% K 46% % TE TR L
VARARN UZ/\Z?%/?&’:}%ZE#FHEJ CHIEEA 2S5 L
TS EIIE. G AN ZRY F 2 DCmax X AUCo2mld Z
n%n#ﬁ%ﬁwm%&um%fﬁat(ﬂlAr—
%) 2, [10.2 ]
20X RY Y
VIUARY vEEBSENTWADEBESREICO 2
NAYF U EFERABELZEE, UANRYF D
Cmax& UAUCO*ZAhLi\ @}%E‘A—)\ Iz %sz}i@?ﬁg‘ L/ fC
ICHARTZENZNI0.66ERO7. G LR Lz (4L E
AF—%) M, g ANZAYF VIZOATPIBl# 4 L THF
JBICEDAE N, YT7TARY i i%@ﬁi@a&&%[ﬁﬂ
EFTBHIEILES>T, UANRYF U OIMEREE %
WNESEHEEZONTWVWS, (2.4, 10.1 ]
FL7470Y
FLT 470V (RIPRAR) LORARE LI L&,
O AN AE F > DOCmaxf CAUCHlE Z N FN2.2145 %
Ul SYBITHEM L7z WEATFT—%) Py QANZAYF
VIZOATPIBlZ 4 L CHHBICERD A E N, LT 4T
n/wm%wmwﬂﬁémiﬁéz&mxoT\mxﬂ
ALY FrOIMBFEHEEZEINSE2EE2 6N TV,
ZDithDEH
O ZANAY F > OIENENEEIC 1T 9 PASOFRER| D 2
EHET A0, 7LaFV— B (CYP2COK% O
CYP2CI9DFHZRE]), # haF VvV —L* 4 v53F
V= EROTY) 27 A 2% (B_ECYP3A4K UP
BEHOMER) EOMHRBEER L. HoH»
RHEEERIIZED N> HEAT—%).
7»77U>m(CWWE&UCW&M@%E)%éwu
VIFR T UPIDOMENEIICRITTEER R LY, 3
%%%ﬁ%ﬁﬁﬁmiawgna#otiﬂlAr %o
CYP3A4FEERH OB EE BT 57201, BORLT
HEDHFRARBE T FEM L7205 19’-——»11 NIV —
LOMEEFEEICEDIEASNT, OANZAYF I
CYP3A4ICRT 2FEER A RSB Z 5Nz (9
BATFT—%) ¥,
16.7.5 in vitrosts&
b bR 2 B W Bin vitroREE 1T B W TN X
FOARDBER L2, TORBEEIZIEE ICERT
Holze Flzw N-BiAFINALICEE T % E7%2P4505
FHEIZCYP2COK "CYP2C19T & » 7245, CYP2D6%
CYP3A4D ST B ATREM: B RIB S n 723030,
0 AN 2% F > (50ug/mL) 12 & AP450 (CYPIA2,
CYP2C9. CYP2C19. CYP2D6. CYP2E1 KU
CYP3A4) EHEDHAZERIZION T TH > 72,
16.8 ZDfth
TOANAY F 8E2.5mg [BV 7] & [EEPELSE
OEEEF O EMFERSERBR AT A RS54 V] ICED
. OANRY FEE5mg [B) 7] 2 iEEsF e Lz &
%\ﬁﬁéﬁﬁﬁgkﬂﬁén\é%#%nﬁ%tﬁ@é
nzt,

17. BRFRRLEE

17.1 BEERUTREMICEET SR

(BJLA5F0O—JVIME)

17.1.1 BNE NEASERGEER? >
EIVATH—)VIMEREZHRE L TZEERIEICEK
DESNIREBICBNT, OANAYF Y (5~80mg)
X7 RN ZRZF > (10~80mg) #1H1EGARK &S
LizfESR, OANZYF L, LDL-aLA5Fa—)L,
IV AT U—)b, ruau&u% 3K RRh8R %, HDL-
TV AT O—=)VIIEEINRZR L. 720 7THREH
B. 3EHDL-Z L A5 u— L& ETF&H., 7REHA- 1%
& ¥ 7z, ®iZ, LDL-2 L A5 0 —)/HDL-2 L &
Fu—)L, a3V AT u—)L/HDL-2 L AT u—)LH,
JEHDL-2 L 2570 —J)L/HDL-2 LV A7 u—)Lth, 7+
EHB/ 7 REHA-THEE TS/,

O ANAY F > OFE HERIERLAICS 5 b,
BEHE2ZAM E TICRARIEDION E 7% -7z BmAREIT
BEAOAME TICHhO b, ZORER L.
BIfEFSEIRAAE L, 0 AN Y F Vomgik 58T
10.5% (4/38f1 ). 10mg#t 5 8 T 1315.6% (7/456 ).
K O20mgit 58 T17.9% (7/3961) TH-o7zo I
OHEGHTYH, FILLEFHBR UBIERIZZ P 572,

16.7.2

16.7.3

16.7.4



17.1.2 BN D485

TEERFEICIVEREINZREBICBLT, 32N
5 F>2.5~20mg#x | H1E6EM S L7 BoIMEEE
BEOFHERIIERIOEBD TH -7,

£l MEREEOFHENE (Fa VAT u— VIERENR
R

e 2.5m 5m, 10m 20m

Bro8 (n:17g) (n:1g2) (n:1%) (n:1§)
LDL-2LATu—)L (%)| - 44.99 | - 52.49 | - 49.60 | - 58.32
WaLZA5Fa—)L (%) - 31.59 | -36.40 | - 34.60 | - 39.58
) 7YY R (%) -17.35 | -23.58 | - 19.59 | - 17.01
HDL-2LZ2F7u—L (%)| 7.64 9.09 14.04 11.25
7 AREHB (%) - 38.56 | - 45.93 | - 43.97 | - 50.38
7 REHAT (%) 5.42 6.25 10.61 9.72
7AREHA-T (%) 0.38 4.27 7.78 7.73

BIVERRIEEIZ. O AN Y F 22.5mgik 58T
38.9% (7/18%1 ). Smg# &5 B ©20.0% (3/1561 ).
10mg# 5 8 T13.3% (2/1561). K 020mg#t 5 # T
47 4% (9/1961) TH 70 E67THNICBWVTIFILLEER
Hon-BEWERIZ. R, CKEREKRUVY-GTPER (&
36l THo.

17.1.3 ISV MBS

THEHEREBEICLXDEEIN3RBEOER T Y 2T &
®ize TWANAY F »5mgid10mgz 1 H 1O 128
SU-BomEREOFHELRIR2DEBD TH
D, BILVATFO— I VIMGEREZE DL LN EBEN

ICHET B2 ENRD 5N,

x2 MEREMEOFEHENE GEAGEGI VAT 0 — )VIIE
BETTRHER)

BE5& 5mg (n=390) 10mg (n=389)
LDL-2 L Z257u—)L (%) -41.9 - 46.7
BaLzFu— (%) -29.6 - 33.0
M)ZUEY R (%) -16.4 -19.2
HDL-2 L ZAFa—) (%) 8.2 8.9
JEHDL-aL 250 —)L (%) -38.2 - 4.6
7 AREHEB (%) - 32.7 - 36.5
7 REHA-T (%) 6.0 7.3

17.1.4 BABIHEERRSHRY

FILVATO—VIERE 2R E LT ZEEREICLD
EESN2RHEBRICBWT, GANZYF >5mgRizl0mg
o5 EZFKB L. LDL-2 L A7 0 —)UEHNNCEP 1147
ARITA VOBEEEICET 2ETHE L, SHERFICZBWL
a5 8 D5mg XX 10mgDRkGE % 5% 1 TV iE
BIOEIEIE. ZNZTNT76% (92/12141) KU82% (88/107
) TH-o7z.
BIWEROFBRIIT NS F > 5mgBET29.4% (40/136
Bl) g 2N H F 2 10mgRET26.5% (35/132651) TH-
7zo WIS NP OHEGETIFILLEFIR L 7= BIFEFIE T,
HIEARR. 885, . NIRE. B2, BRKORIE
TH-o7,

(FIEMF I L A5 0O—IVIEE)
17.1.5 BN I ERBIZSHER® >

FEMEE I L AT 0 — VILEANT O#EAAEE IO 2N
25 F > 10mghr 65 25E L. 68K R CHREHIEE L
Too TDOEEDIMBRREBEOFHIERIIRIDEBD
Tho7.

£3 MFREHEOFIE(LE
(RS L A5 0 — VIEBE N RRER)
w58 10mg (n=37) 20mg (n=37)
LDL-2LZ5Fa—) (%) - 49.17 - 53.91
BaLzFa—L (%) -39.4 - 43.3
c)ZUEY R (%) - 18.2 -23.6
HDL-2 L AFua—)b (%) 9.6 13.8

FILLEICERD 5 N /- BIMEAIZCK ER (3/3761 8.1%)
TH-o7z0

18. FERNIZ
18.1 {ERIERF

OANZAYF VAT L0, FEAICEEBIRICEL D A £
N, FFETOI VAT O - VESKROEREREZETDH D
HMG-CoABRTTEERE % BN » OB AMICHEEL, L
AT 0= )VEGRZBICIGEIT 2. 2OMRER. FEA
DIVATUO—LEEMET L. x> 7-HLDL%
BAAOFRRAFEINS, COLDLEAMEZNLT, 3
LATa—LEBRDE W) REHTH HLDLO A
O AADEI L, MHFAILATa— LK RT %, O
ANAZF %, FHETCIEEE U ChEE#ER %/ L CH
DRAENOAD FEEHAME A HEAE WD, BB

18.1.

18.1

18.1

18.2

18.3

18.4

ZEFE OO REERICIZED AT <, FFRENZ

HMG-CoABRTTEBEAEERITHI EEZ BN,

1 HMG-CoAETERE=E/EA
OQANZAYF ALY TILIE. Ty MR MNFI Y
0y — LHROHMG-CoARTER %X v NHMG-
COABTTEZOMIE N X 4 I U CHEEEAZRL
7= Un vitro) ?.

2 FAVRFO-IVERBEEER

OANAYF ALY LE, Ty MiFfEoa L 2
FU—LEREHAERENICHEE L, /2. FOMH
EERIX. thOHMG-CoABRTEERBEANCHNTE
BRI R L72%

.3 LDLEZSFFEEER

T ANAYF 2RIy L, & b AFEERHepG2il
B DLDLE ZA{AmMRNAD F3H 2 B ERFEICHE L,

F7-. LDLIESEMEZEMs 72 (n vitro) #s
ML RFO0—-IUETER

TQANZAYF AT LIE A XYW, =7 A HFLD,
WHHLY 3 F (b bEEHEEI L 270 —IVIEDE T IL
BiY) ONCBVW BRIV AT u—L%&, £/, TRE
HE3Leidenh 5> AV 2z = v 7~<v ™ A (BVLDLILEE
FIVEM) VRO N7 REEB/CETP (AL AF0—)L
IAFVEFEEH) PSUAVzZvr7vI R (Bhoa
L AT —LABHEL L - fEEREBEZET HET L
BiY) BV CidmEF I L AT —LEABEICERS
2o 4 XIIBVTIE, HMG-CoABTTHREDORIGEN T
B A0 BEOMAPEE*AERENIE TS &729,
EhiREE  LEREINGIER

OANRAY F o HINY ™ L&, WHHLY 5 FI2B 0T,
KBROEEILEEE,. ILATU—LEBOETZY
726 U, BIIRE(LIRZ DR 2 H L7z,
rUZ'ULV METER
O ANZAYF VAT LIE, 7 REHESLeiden b5 > 2
Vv eI AR N T REHEB/CETPF S AV
Zw I AQMER N )Y REETRSELD9,

19. B ICET 2 BLFHAR
—WREILIR O ANZAYF AL L

(Rosuvastatin Calcium)

{t24% : Monocalcium bis[(3R,5S,6E)-7-{4-(4-

fluorophenyl)-6-(1-methylethyl)-2-[methyl
(methylsulfonyl)amino]pyrimidin-5-yl}-3, 5~
dihydroxyhept-6-enoate]

AF ¢ (C2HzFN3O6S)2Ca
FE :1001.14
o= s

R ARBIIABOMRTH %,

20.

CaZ+

o o N7
\\S// )%
Hac” \l\‘l N

CHs CH, 9

BEFETE R FULMITETRT L, XY =R
KRBT T, KT ) —IL(99.5)ITIFITFIZ< W,
AEIREETH 5.

kWL EDFR

FERIIER 2B TRFT S &

22.

R

(ORNRIFUE2.5mg [BUT])

10052 [1082 (PTP) X10]
50088 [RUZFLrEr, NT, EEAIAD]

(OZNZIFViE5mg [BU7])

1008% [1082 (PTP) X10]
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