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0 12 24 48 72 444;% (hr)
P G- 145 ]

MAEH T AN 8 F VB
@w ZN A B F L 0D4E5mg [KMP ) (K v £ 5-)

(ng/mL)
i 127 —o— TANZAHF 2 ODEE S ng KMP
13 —— 7 LA M—)VEE5mg (HlEE. 5mg)
w107 P44 = SD, n=23
jmj
2 8¢
N
A 6
4
T 4
-
i3
i3 2

0 12 24 48 72 96 (hr)
Epas 3]
M¥Eh o 282 7 5 ViEEOHER

I T B 3 ONITAUC, ConBE D /R T A — & 1%, HiBR o %
PR OEREUEEL - RERSE ORI Lo TR 2 AT
b5,

16. 2 IR
16.2. 1 A£¥FHF| A=
fERHERR N BAELOBNZ B D a A2 X2 F o oA ERF =R
13:29. 0% (90%ZHE X [ : 24. 1~34.9) Th - 722 F7=. ¥k
NG L TEHEONTZaARRETF L ORE7 VT 5 v AN
B UT T AIEENTETN3LIKL NI 6L/hTHY, 1 AR
2T I EICHIRIC X DM REZ T D B2 6NT,
16.2.2 BREDEE
SR E A EHE R A 20012 2 AN R ZF U AT A0ngk 7 1
AF—/N—3ECLALEN4 A, 2R (B%3FRED) &2 WVIx R
BICROBG LY, A%FELELELEDORRAAREF D
N DOWITZEERRC LR TR TH Y . CudTAFIC
Ko T20%E T L7z, UL, BEHEEEGREOAUC sl L 2L NG
HDUYTH Y, B ANRZF UL T AOWILE~DAE
DBII N EZ BT,
16.3 %
b MEIC IS D B AR AL F U DR FfE A 89, 0% ([
KA%@&%WWWUT&D\I%éEEM7wfiyf
HofV,



16.4 35

SME R RN BB -1 AR A X T BV T K20mg
FHEREOEG Lzl 2 A, IREOCEFICTFET 2 D
FRAIIREETH Y | JREP O B RBDIL. N2 T
JEKOES-F 7 R AR TH - 7121,

b MIBEFIZ NI A TR KR OBS-F 7 b AR R S
73, HMG-CoA R I IS5 P TR PR IR L (X 1 AN A & F LR &
FAEROHERS 2ok L, SEF 21T 5 HMG-CoAsE o i 58 PR 15 14
Kﬁ?éﬁ%%@%ﬁmbfmfbék%i%hk%ﬁk
F =K,

16.5 ittt
SE AR A B A6 C-a ANA K F 2 AL T L 20mg
FHEREOEE L& 2 A, BURREIX BIC#PIcHE S
(90.2%) . JR P IHBEHEE SR 1310, 4% TH - 72, £72. REW
ﬁ*«@f%k%%ﬁ%ﬁ\%h%ﬂ&#%@4%&@mx%
Thot",

16.6 HENDEREZHT HEE
16.6.1 MEZERUMEBDOEE

SREAN D B FE . BYERRE . MR KOk & i
FABBNT 1 AN LT g v 7 5A0mg GRERAN T &) 4 B
WO LZE 2 A BYEDOCWM OAC-ITENE N LMD
82K VYT~ 721", FT, FHHEE DCou CAUC T ZNE
TR O112% % DN06% ThH v | R EIFTE & 722 5 220
EORBIT RN EEZ SN,
16.6.2 FFEEDEE

Child-Pugh A(A =7 :5~6)3 %\ MEChild-Pugh B(A =7 :
T~9) OIFEE LG T D4 FEANBE LT ARAT T H
v M0mgx LH A4 H MER DS L, g e 28
RS T YRPEFPE LT PR SE B O Cran S OAUC)-an |
HERATED Z N Z 1L 5~2. IfF L L. 05~1.2(5TH V., FF
2. Child-Pugh® =t 7 738~90 H F 2412 35 1) A i M o Ji
I, MR TE N2, (2.2, 9.3 ]
16.6.3 BEZFOZE

BEAEE O W 2B EE AT D 4NE N BE (A~8f) 1o m AN
ARF TN K20mgZ I H1EI14H B ER ABS L, I
o AR A ZF PR A E LY, R S RO
BEEDOH 5 BETIE, v ANREF U OmEhREICTT S
HEITIFEALBD NN, L, BEZLTF=
7T T AL30mL/min/ 1. 73m?) DFELE D B B BE TR,
i HE AT e~ T PR E 2335 12 B L 72 [7.1, 9.2
2]

16.7 EMHEE/ER
16. 7.1 #HIBEEH
A Z R OFH S L7235 A, B ARNZAZ T U DCu LD
AUCo-oanl X Z AL E4150% % OM6%E TR F L7272, B ANNA X F
U B oRERTICHIR A 2 B 5 LG A I, n AL T
2 DCoax L OAUCo-2n T Z FLZ ALFEDF I DBA% L DNT8% T o o 72
GHEANT—4)2 [10.2 Z:H]
16.7.2 9o BRKRY >
VIR ARY UEREENTWDLEBEEREICT AN
2FUERAELG Ll &, 8 ANRAE T 2 DChu i UAUC-
aml T, BERERC B CRER G Lo L Sichh_xTENEN
10. 665 O 15 EH L GHE AT —4)%, aARRZF v
IZOATPIBI &2/ L CIHIEICHR VA E N, v 7 B AR Y U i3Z 0
BYiARZEIESTSL Z LIk T, v AR X F DD
REZBNMESED EEZLRTVD,[2.4, 10.1 &)
16.7.3 L7414 7BDIL
FENT 4TV (REFRER) EOFREE L&, man
A BT 2 DCoax 2 OAUCo- /T Z FUZE 2. 2115 K OV, 885 12 H3
Li=(AEANT—4)%, 1 ANRZF L IF0ATPIBLZ A L CHF
IV AEN, A7 4 72 P EF DY AR % LES
HZEICEAT, v ARRAF U OMEERREZ NS E 5
LEZLNTND,
16.7.4 Z DD EH|
0 ANAL T ORNENEEIZ K AF T PASOML E Al D B2 % f
T AH-HIT, 73 F ) — 2 (CYP209 K TACYP2C19 0D [ 2=
F)., rhaF = A4 hFaF— AP R ORT Y Anw
A 2 (Lh ECYP3A K OPHEER (3 O FLEA) & o OF kR 2 92
i L7225, B O 2 EAERIZRRD D e o 7= BE AT —
2o
T L7 7 U A0 (CYP2C9 K UNCYP3AMD FEE) & H W Ty 2% o
U DOIRNENREIZ AT B Z G L7203, K EhRE A
HERIZREO b2 ho 2 OMEAT— %),
CYP3AAFHENER O M A T 572012, #% O3 & o ff
AR A FER L=, = F =L X T A — Lol
B T A BT, B AR E F U ICYPAMIC KT 5 58
ERERERNWEEZ SN (GHEAT —2)%,
16.7.5 in vitrosRER
b R lEEERT R 2 T B in vitroakBRIZ 38U TN A F- /LR 3

R L7208, & ORBEEEIZIEF IR CTH o 72, iz, N-
Wi A F A B 59 % T2 72P45045 - Fif 1ZCYP2C9 Kz TRCYP2C19
?§3tﬁxmem%Mﬂ%5¢éw%@%%wéﬂ
71—:‘30 ,31 R

o AN A & F 2 (50pg/nl) & X HP450(CYPIA2, CYP2C9,
CYP2C19, CYP2D6. CYP2E1 R (RCYP3A4) 1& M oD PH. 2 21X 10%LL T
Tho71=%,

16.8 Z it
0 AN A HF L ED. bmg[KMP) J TV e R N & & F L ODSE2. bmg
TKMP XV IR B D & v AN X F U BEbmg [KMP) &k OY
0 ANA K F L 0DEESme [KMP) & AR IC RS & s &

71—:32), 33)0

17. BRER AR

17.1 BHERUVUREHICET 558
(&3 LX70O—)LMJE)
17.1.1 s E MR E RGN
Ea L AT VIIEREEZXSRE LT EERIBEICE D E
JE SRS T, BANRRAZF U H ALY A (5~80mg)
NIET RN R Z T (10~80mg) %1 H 1[E60E i # 5- L 7= f&
Boog2RZEF AT AT, IDL-a L AT a—/L, A
alLAT7a—)b, ") ZUEY RIHETFH4, HDL-=2 L
AT = WIXENs R A2 R Uz, £72, 7HREAB, FEHDL-
DL AT = LAEKFEE, TREANTZHENESE-, &
12, LDL-2 L AT a—/L/HDL-a L AT o — /)L, a3 L AT
7 —/L/HDL-22 L A7 7 — )Lkt FEHDL-= L A F 1 — /L /HDL-
gL AT ua—)Lib, TREAB/ T REBA-TH AN T W7,
TANARF R T AOFL, 5 HEBLUACSH S
v, BE2EME TITRRREDINE 7257z, RRERT
WEHAEME Clzdh bbb, £O®%EHE LTz,
BIVEREMBEE L, 0 ANRNRZF AN 7 Nbnghk 5T
10. 5% (4/38%1) . 10mg$% 5-#E T 1%15. 6% (7/45%1), I U'20mg#
HRETI7.9%(7/3961) TH - 72, WTENROEERE TS, 34ILL
B LRI R o T,
17.1.2 EANEE DEER™
THERIEICLY EESNTERBRICBWNT, B ARREZ T
F L7 K2, 5~20mg A 1 H 110163 #5572 B o ifn 5 N5 B il
DY EARITRID L B Th o7,

F1MIBNEEME O FHZELER (6 = AT o — Ve B 5 ER)
P2 54 2. 5mg 5mg 10mg 20mg

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

LDL-= L 27 1 — /L (%) -44. 99 -52. 49 -49. 60 -58.32

Barzxra— (%) -31.59 -36. 40 -34. 60 -39. 58
rNUZUEY K% -17.35 -23.58 -19.59 -17.01
HDL-= L 257 i — L (%) 7.64 9.09 14. 04 11.25

7 REFEB (%) -38. 56 -45.93 -43.97 -50. 38
7 AREAAT%) 5.42 6.25 10. 61 9.72
7 AREHAA-TL(%) 0. 38 4. 27 7.78 7.73

BIVEFRBUBESIZ, 0 ANZRZ F AL L2, bngi 51T
38.9%(7/18%511) . Smed G- #E T20. 0% (3/15%1) ., 10mg 5 Bt T
13.3%(2/15%1) . I U20mgf% 5-FETA7. 4% (9/19%1) T - 7=,
FHOTHINZ IV T3FILL FRBD D= RER I, I8, CK ER&
Wy —GTP L5 (£:3f1) Th - 7=,

17.1.3 iohE MR ER™
THEEREICK Y EE SN SRBROERT -2 2 F LT,
0 ANAEF T Kbmg XiE10mg A 1 H 1a] 1238 [ #% 5 L
O MIHIEE OFH B RITFZ2OL B THY, HaL A
T o — VIIGEEE ORRE L~V ARG SEET 5 2 L RR
H BT,

F2 MIBIRTHEO THZLR GHELA R = L A7 0 — VIE B R X5

58 5mg (n=390) 10mg (n=389)

LDL-2 L AT 11— /L (%) -41.9 -46.7
Barx7m— (%) -29.6 -33.0
rUZUEY %) -16.4 -19.2
HDL-= L 25 1 — /L (%) 8.2 8.9

JEHDL-21 L AT 1 — /L (%) -38.2 -42.6
7 REAB %) -32.7 -36.5
7 AREAAT%) 6.0 7.3

17.1. 4 A ENHARREEHED 2

AT — VIJEREEZ R E LT _EERIEICEIDE
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10mg7> b ¥ 524 Bth L, LDL-=t L A5 o — L{E3NCEP 11 5 A
RZ7 A4 OBEMEICETDE CHEE L, S2HEFCBWTY



[B] 4% 5 5 D 5mg X 10mg D ki ¢ 5- & = 1 TW I E B 0 El &
I, ERENT6%(92/121451) L 1U'82% (88/107H1)) Td > 7z,
BIER OFBLRIZ o AN R X F 2 H )L 3 7 LbmghE T29. 4%
(40/136f1 ), @ AN A Z F > B )b v 7 L10mghE T26. 5%
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TERIE I, MAEAR R, s, iR, AIRIE, B2, 18R K
OMEETH -T2,
(RiEMS3 LATO—)LIE)
#17.1.5 ERNE IHRHRSHEO Y
FHEME 2 L AT 0 — VE~T B KR F I T A2 ¥
F AN T N 10mg) B PG BRAG L. 630 [ R Cosm|HE = L
Too DL X OMIBAREMD FHZEARIIFRIO LB Tho
77
%3 MINIRELA O 2
(GHRME RS = L A5 1 — L Ui FR R G aR)

- 10mg (n=37) 20mg (n=37)
LDL-21 L AT 1 —/L (%) -49.2 -53.9
Bar AT a—L (%) -39.4 -43.3
rUZ V&Y K% -18.2 -23.6
HDL-=1 L A7 11— /L (%) 9.6 13.8

3BILL FIZERD & - BIWEFIECK R 5-(3/3741, 8.1%) Téh -7
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18.1.2 Fa LR T O—/LARKEEER
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BRI T S8,

*18.3 BIARFELERINGIVER
0 ANZEF U H AT T AT, WHHLY B FIC BT, KBk
DI AEERE, 2L AT e —AEGRBOK T 7260, 8
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= ADMER FY 7YY REET S99,

19. B2 ICEAT 5 BIEFHAR
—fBRIB TR - T ANZRLF A1 A(Rosuvastatin Calcium)
1£=%4 : Monocalcium bis[ (3R, 5S, 6E) ~7-{4- (4-fluorophenyl)
—6-(1-methylethyl)—2-[methyl (methylsulfonyl)
amino]pyrimidin-5-y1}-3, 5-dihydroxyhept—-6-
enoate]

ﬁ%:_r-t . (CZZHZTFNSOGS) 2Ca

SFE : 1001, 14
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