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2o LHL, BEE(ZLT7FZ227Y 752 A<30mL/min/1.73m?)
DEBEDDH HBE T BERACHATMmERRESK3MEIC L
HU7. [7.1. 9.2 3]

16.7 EYWEE(ER

16.7.1 HIEEH|
FIEEH ZRBFAKZRS LGS, OANZAYF U DOCL KD
AUCo2nld ZNZN50% K% V46%E THER LD, BANAYF
B G5 2B R HIRE A 2 4% 5 LB & 1T1E. O ANZY F 2 DCrnk
CAUC2mlE T NZNIEFABED84% K ' 78% Td - 7z (S E A
F—%)", [10.2 2R]

16.7.2 YJORKRY Y
VIHARY VERESNTVWADEBEREICOANZAYF V%
HRAKS L-EE, OANZATF VD Crau e FAUCoomdd BERRAR
NCHMTREREG L & ZICHRTERZNI0.6KO7.16
FBUEHEATFT—%)7, 0 ZANAYF IZOATPIB1 24 L THF
EICHLDIAEN, 7B AR VIFZFORVAAZHEET S &I
EoT UANRYFUOMEFEHBERZEMNSELIEEZONTY
%, [2.4. 10.1 2]

16.7.3 L7470V
FLT 470V (RERER) EHARG LIz E, OANRYF
Y DCra RAUCIZZNZEN2. 2165 K OV .88K% 1880 L 7= (44 E
AF—=%)¥, 0 ZANA¥F VIZOATPIBl 2/ U TAFIRICEL D A %
N FL74 709 NVEZEOMDAAEEET S &ICE>T. B
ANAY F > OMEFREEZENSESEEX6N TV,

16.7.4 ZDfhDEH|
T ANAY F > DENENREIC K139 PASOMRER O E L KT 572
Wiz, 7LaF V=L (CYP2COKU'CYP2CI9MDHEA]) . 7 b
IFV—=LO A vFaFV=LVROTTY 2AuvA TP (ML
CYP3A4K U'PHEE H OMRER]) & OHF SR %2 Ei L1225, HS»
HHEERIIZED NG (HEAT—%),

TLT 7Y P (CYP2COKRUCYP3A4DEE) HH VI TF
VEOENERBIC KT T HE R G LS, BB B
v ez (HEANT—%).
CYP3A4F BN OB EZ BT 572010, BOBEREE OHRR
BEEBMLLN, TFZILIA NS VT — )L MmFEREREICHED
HENT. OANZAY F 2 IZCYPIAAIH T 2 FEEFAEZ RS 20
LEZ N (NEAT—%)",

16.7.5 in vitrostB&

b MR A W S in vitroitBRIC B W TN-iE X FILIERAE K
L7zhd, ZORBEE I IERTH o7z oo N-BIAF AL
159 % F 2 P4503 FHEIZCYP2CO KR 'CYP2C19T 3 - 72 45,
CYP2D6X°CYP3A4N BS54 B AREME & R S 17>

O ZNZA%F (50 pug/mL)I2 & B5P450(CYP1A2, CYP2CO.
CYP2C19, CYP2D6., CYP2E1KU'CYP3A4) G M DHERIX
10%LLIRTdH - 72,

17. BRFRREE
17.1 BUERUOREMEICET 255
(&L RF0O—)VINE)

17.1.1 ‘BAE NEAERINEER
BILVATUO—)VIMEREEZNRE LT ZEERIBICKDERS N
TRBICBWVWT, AHFI(5~80mg) XiE7 bUNARYF > (10~
80mg) 1 H1E6HEMEE L FER, AFE, LDL-2 VAT 00—
U, ALV ATa—)b, M) ZVURY RICIHMERE%E, HDL-a
L AT a—)UIZIZEMERZ2R L7z, /2. 7AREAB. JEHDL-2
LATU— LA ERSE, 7REAA-IZEMS 7z, HIZ, LDL-
IV A5u—)L/HDL-2 LV A5u—)LH, #3231l A5 a—)L/HDL-
aLVZx7u—)Lit, JEHDL-ZV A7 a—)L/HDL-Z VAT Ha—)L
. TAEEB/ 7 REAA- I EE RS E .

AElOHEINE, BEBGARDAICH 5bh, BEHE2EME IR
ERDIO% E 257z, MAMRIGEHIABE TICHEDbI, D
R L7z

BIVEFAFISE L. AFISmgit 58 7T10.5%(4/38%l). 10mg#5
BETIX15.6%(7/4561) . KZU20mgit 58 T17.9%(7/3961) TdH >
Too WITNOHEH TS, FILLEFHBE LLEIERE G572,

17.1.2 EREE DB
ZHEHEMBIC LD EES RSBV T, ARFI2.5~20mgx 1H1
[E6EER S U - BEO MIE RO TIZLRIERID E BV TH -7z,

K1 MEREMEOFHEZER(E I L AT 0 —)VIMAEEE T RHER)

2.5mg smg 10mg 20mg

BeRE (01=17) | (n=12) | (n=14) | (n=18)

LDL-Z L AT H—)L (%) -44.99 | -52.49 | -49.60 | -58.32

BILATE—IL(%) -31.59 | -36.40 | -34.60 | -39.58
YUY R (%) -17.35 | -23.58 | -19.59 | -17.01
HDL-Z L 278 —)L (%) 7.64 9.09 14.04 11.25
7 REHEB (%) -38.56 | -45.93 | -43.97 | -50.38
7 AEHA-1(%) 5.42 6.25 10.61 9.72
7 AEHA-I(%) 0.38 4.27 7.78 7.73

BIVEFARBSE L. AHI2.5mg 58 T38.9%(7/18fl). Smgiks
B8 T20.0%(3/1561) . 10mg# 58 T13.3%(2/1561). % 1V20mg
BERETA7.4%(9/196) TH - 720 E67HITBVTIHILL LD 5
N-BWERE. B8R, CKLERKO y-GTP LA (£361) TH -7z,
17.1.3 /BN E MAEHER"

“HEMEICKVERSN3RBOEE T -V 2 Lo, KA
SmgXiZ10mg# 1 H1[E1 2@/ 5 L7z BB o MiEREE 09 & LR
BE20EBOTHD, BV ATU— VIEBRZFOREEL N2
BEMICHET SR o Nz,

%2 MWIEETEO PRZLR GHEAK T L A7 0 — LIVEEE T RHB)

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

LDL-2 L A7 a—)L(%) -41.9 -46.7
BaLzxro—IL(%) -29.6 -33.0
MU ZUEY R (%) -16.4 -19.2
HDL-2 L A7 a—)L(%) 8.2 8.9

JEHDL-a L A7 a—)L (%) -38.2 -42.6
7 REHAB(%) -32.7 -36.5
7 REHA-L(%) 6.0 7.3

17.1.4 ‘BNENBRRAEZSHER
FMILVATH—VIEREEZFRE LT EEREICKDERS L
7eRERICB VT, ARAISMgXiE10mgh 55 %Kk L. LDL-2 L
AT H—)UENNCEP IIHA RS 1 > OBEEHEIGET 5 THEL
7zo S2EBFICB WV THIEIR SR O5mg NI 10mg Dk 5 % 52
TWIEFOEIEIE. Zh2Nn76%(92/1216) K 1'82%(88/107
B ThH-o7z,

BIVER O FERIIAASmgBE T29.4% (40/13661) . AHI10mght T
26.5%(35/1326) Th o 7ze WTNDOHEEFTIHILL LHB L2
BITEF @R, T, HEARR. 885, fE. RIRE. 2. KE
BIsE. ERROEIPETH o720

(RiEMS I L A7 0O—)VIME)

17.1.5 ENE I BRI SHER
FIEWER I VAT 0 —)VIIENT DS EEE ICAF 10mgh 5 #
5B L. 6AMBTREER L, 20& 20mEREHBOF
BEERIIEIOEBY TH -7,

3 IMERREE O PIIZ LR (TR T L 2 7 0 — VIMERE N REER)

w58 10mg(n=36) 20mg(n=36)
LDL-2 L A7 a—)L (%) -49.17 -53.91
BaLZ25a—IL (%) -39.35 -43.30
FUZYEY R (%) -18.20 -23.62
HDL-a L 251 —)L(%) 9.57 13.75

3FIBLEICERY S5 M -RITERIZCK EFA (3/3761, 8.1%) TH o7z,

18. ENEIE
18.1 {EFE
TANREY F AT LG, FERNICEBRICERDAE N, FET
DAL AT U= )VEGHRROEERR THHHMG-CoARTLRER % 3
RGP OBAMICHEL, IV AT —VAEEREZBRNICIHT 5,
ZORE., FERNOIL AT —LEEPETL. ChEH> -0
LDLZ A EORRLFEINS, COLDLZAEMEKZN LT, AL AT
O—LVEEROBWY REHTHHLDLOAFREADED AAAHEDL |
MAEIVATO—VBETRT 5. KA FFRETIEES L TREEH%
FRENLUTHO AT, BEFRNESHBNEV -, EE#H%SR
R WOREEHITIZED AT I < RN ZHMG-CoAR
THHERER THHEEZIOND,

18.1.1 HMG-CoAETTEEZER=1/ER
OANZRYFUANTTILE, Ty NROE MFI 70V —LH%E
DHMG-CoABTEER KUt NHMG-CoARTTREZ Dl R X 1 >
12t UCBHEER 2R L7z (in vitro)™ s

18.1.2 FOLRFO—ILERKEEEA
OANAZF AT L. Ty MO I L AT 00— V&K
ZHBIRENICHE Lz, £z, ZOMEEMIZ. fiOHMG-CoA
BITERAEA IR TEHBEGE L,



18.1.3 LDLEZBHFE(EA
TZNAZF > HILY T L, & NFEERHepG2HilADLDLAZ
BAMRNAOFH 2 EMEKFNICHEE L, £/-. LDLEAEE 18
&7z (in vitro)®,
18.2 Mh I L RFO—)UETER
TANATF AT LIE A X0, =749V, WHHLY 5
F(e bEEEEI L 2570 — VIED £ FILEI) I B WL TIER
IVATHE—)L%Z, £z, THREHE 3Leidenh T APz =v o<
~ A (B VLDLIMEE 7 IIVE) ' RO b 7 REHAB/CETP(I L AT
O—LVIATIEEREH) SV AV Iy 7T A (L FDI VAT
= LREHCEB L IREREBREEZET 2 ETLEY) OICBVL T
MR IV 2T - L2 ERBIE RS E. 4 XIIBVWTIE. HMG-
COABTTHEDRISEN TH 5 A\0 VO MHERE % FBRENIC
BERESELY,
18.3 EhiREE| LERINHIVER
OANZAYF VAL LE. WHHLY B FIZBWT, KEIIROAEE
EERE,. IVATH—LERBOK T2 L7256 L., BIRE(LRE O
B EIH L7,
18.4 FUZJULU RMETER
OANAYF U ANTTLIE, THREHE*3Leiden IV AV 2=y
7 AR T AREAB/CETP RS Y AV 2=y 7 < ZAD M4
L) ZYE) REERSEL 9,

19. B3RS ICRET HIEEZENAR

—f%% 1 QAN Y F ALY 7 A (Rosuvastatin Calcium)

{E%4& : Monocalcium bis((3R,5S,6E)-7-{4-(4-fluorophenyl)-6-
isopropyl-2-[methanesulfonyl(methyl)amino]pyrimidin-5-
yl}-3,5-dihydroxyhept-6-enoate)

ﬁj\?it : (szHwFNzOoS)zCa

2FE:1001.14

K ABEOHERTH S,

T r=MJI, ThTerar7Iy, BEBEIFIVEON,N-V
AFNVARLVLT I FITBETFR T AF ) —LIIRRBEITRT
<y I = (99%) BRUKIZIEFIZL L 1-F 2% ) =)L
& THFIZ < W,

20. RV EDER
@
20.1 703 O —@EMEREER LB TRFT 52 L.
(OD$#)
202 7 VIO —AEMERIDEREBITRET A &, iz, I
ko THT B 70, IRAERTE TPTPY — bSO IS BT &.

22. 3%
(ORNRYF §82.5mg[DSEP])
(PTP) 100%%(10%Ex10) 500 (10%E % 50)
7008 (148Ex50)  1,0008E (10%E < 100)
Offi 2 N5 #EHIAY) 5008
(ORNRYF5mg[DSEP])
(PTP) 100%%(10%Ex10) 5008 (10%E % 50)
7003 (14%E < 50)
Offi : NT D BIRAIAD) 5008
(ORNRIFOD§E2.5mg[DSEP])
(PTP) 100%%(10%Ex10) 5008 (10%E % 50)
700%% (148 % 50)
(ORNR9FOD§E5mgDSEP])
(PTP) 100%%(10%Ex10) 7008 (14%E % 50)
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