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e TE N oTz, [2.2. 9.35M]



16.6.3 BEEEOXE
HIEEORRLIBEEEL AT HEANBE (4~8f]) ITr AN
AR F AN T K20mgx L HIEI4HMKER DS L, i
o RN EF PRI P L0, B O A 0 B
DI HBFE T, B ANRREF O MmEN RIS 5 R8T
FEAEREDON o=, LML, BE (LT F=r2
7 7 2 AL30mL/min/1. 73m?) DOBFEED H D HBEE TIL, K
N AR TSP IR E ARG LA Uiz, [7.1, 9. 25 /]

16. 7 EM4EEERA

16. 7.1 tHIELHI
A 2 R AL L7236, B ARNZAZF U DChax K
AUCo-24n X ZNZ 0% K DM46%FE TIRF L7223, @ ANAZF
B G145 oM M HIER A 2 5 5 L2 AT, B ARRLF D
Crax % OFAUCo-2anl X Z N ENFEDF FHRFD84% L VT8N TdH - 7= (4
EAT—%) 18, [10. 28]

16.7.2 o ORKRY >
vruAR) CEREESNTWSLIEBIEBE IO AR X F
VEORAEG L&, B ANREF 2 D Chax K OAUCo-2ant
R A HE CRIEHR G L1z & TR TENENI0. 667K
Q7. Mg EH L UHEAT —%) 19, g 224 F 0%
OATP1B1Z /1 L TAFIRICEV IAE L, v 7 B AR Y UIEF D
ViABELET S Z EI2E - T, B ARRZF O MsEhEE
PEIMESEREE26NTWAS, [2.4, 10. 1]

16.1.3 #L2o«TFEDL
FET 47PN (RIMERAR) EOFAELG LEEE, mAN
AL F 2 DCpax L OAUCo- [ FZALZE 2. 2145 KTV, 88512 L
7o GMEAT =) 29, o ANA KX F L F0ATPIBL A L CHF
IRICE VAT, AT 470 UEFORY AL EZLEST 5
ZLICkoT, v ARREFUOMIETREZBNSED L%
ZHNTN5,

16. 7.4 FOHDZEH|
0 ARA R F 2 DIRNENEEIZ K IF 3 P450PLEA OB % Fat 4
BT, ZaaF S — 2D (CYP2C9 K TCYP2C19 D FREEHAI) |
Fhary =t A4 R FaFS A F Y Znv A Y
20 (DL ECYP3A4 K OPHER 1 OBRER]) & o O % £
L7, HenRHEERAERD b2 o7 GHEAT —
),

U7 7 )2 (CYP2CO K TACYPSMD EEE) HHWTY ITF
O DIKNENEIC RAETRBEEZ G LA, RYEhRErMH
ERIZRO ot HEAT—4),

CYPBAMFHEEA OF ME MR B 72012, OB L O ffH
KB A EN LT, TF =T A NS U F— Lo R
BT H SN, 0 AR EF U ECYPIAT KT 5 B EE &
RERNWEEZ BN GMEAT—%F) 20,

16.7.5 /in vitro 58B%

b hEEEATRE &2 N5 in vitro BERICEB WD TN - A F LK
DA LT, ZORBEE I BRI TH o7z, £, V-
Wi A F AR B H-9 % 32 72P4504y TR 13 CYP2C9 K TRCYP2C19 T
o7, CYP2D6CCYP3A4AMNBI L5492 AlHREME & RIB S 1
7'—:28)\ 29)D

2 ANAXF L (50ug/mL) 12L& AHP450 (CYP1A2, CYP2C9.
CYP2C19. CYP2D6. CYP2E1R TRCYP3A4) THM:DPHERIZ10%LL T
ThHh o728,

16. 8 =t

(1 ANA X T 52, 5mg TH5M])
0 ANAH T UEE2. bmg TAMR 1. TEESEZR 580 B R
BN O FARIENEREBR AT A R A > ) CERk244E2H 29 A 138
BFEERK0229F105) ITHEDE, B AR F U EEbng [
M) EAEUERIAI L U7z b & WHHZEENCESE | EWFERICFE
L B ENT0,

17. BRER AR
1.1 FOERURLHEICET 58

Ea L AFO—)LMmE)
17. 1.1 B ENARERGHKER- 0

malL AT —/ VIERE 2R E LT EERIEIC LY I
ENFERBICEWT, BARNZRZF U H LT L (5~80mg)

LT FAARZEF L (10~80mg) %1 H 1EI6HEME S L7
B OANRNREF AN T AT, LDL-a L AT a—)L {3
VATFa—/L, MU ZUEY FIZIZETFHR%4, HDL-2 L X5
a— VI3 M RE R Uiz, £/, 7AREHAB, JEHDL-= L
ATFHR— I EETSE, TREAA-TZHENSEE, HIiC,
IDL- 2L A7 —/)L/HDL- 2 L AT a—/ Lk, Bl A5 o—
JU/MDL-2 L A7 m— Lt JEHDL-=2 L A7 v —/)L/HDL-=2 L A
Tu—)Lt, TREAB/ T REAATHEAK T S,
OANRARZF AN T AOFENE, BHEHIUEARUNICS D
biv, BE2EME TITRRIRDINE e oo, RRZRILHE
WA E TIIh b, OBk LT,
BIERRBBEE X, R ANAZF N> T Abmgfk GRET
10. 5% (4/38%1) ., 10mg#¥ 5-BEClX15. 6% (7/4561) . K O20mg#¥
HRETL7.9% (7/3961]) THoTo, WTINOBEEHTE, 3FILL
FRB L ZRIERIZ o T,
17.1.2 ER%E I A:RE8%

THERIEICL Y FHEINEZRBICENT, B ARRZT R
L7 K2, 5~20mg & 1 H 1[E163E f 5 L 72 BE oo 1 i N5 2 il o>
WAL RIZFLT- 1D L B ThoT-,

#17-1  MIEAEEMEOFHZE R (Fa L AT o —/ Ve #EE
PIE-SY )
2. bm, 5m, 10m 20m
B5R (n:17g) (n:1g2) (nili) (nilg)
LDL-= L AT a— L (%) | —44.99 | -52.49 | -49.60 | —-58.32
wararo—i (% -31.59 | -36.40 | —34.60 | —39.58
FYZUEY K% -17.35 | -23.58 | -19.59 | —17.01
HDL-=t L 27 1 — /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
7 REHEA-TT(%) 0.38 4.27 7.78 7.73

BIVERRBUSAE L, B ANRNREF AN T L2 bngft 5RET
38.9% (7/18%]) . 5mg¥gH-HET20.0% (3/1541) . 10mgf H-HET
13.3% (2/15f) . K U20mg#e G-#£T47. 4% (9/1961) Th o7z,
FHeTHENZ BV T3FILL EFR O b RIER X, 8. CKLH &
Wy -GTP E&H- (£3%]) ThHoT,

17.1.3 i@ot o MAAERERY
THEHEREICL Y ERSNESRROER T -2 2 £ L 0T,
0 ANALF 2 J 7 Abmg Xid10mg % 1 H 112 R4 5- L
D MIENRE O EHELRIIRIT-20 L BY THY, ma L
AT v —)VIIJERFT OB L~V EREICHET 5 Z L B3R
O b,

F17-2  MIGREMEOFEHEbE GMEAE 2 VAT 7 —/bifiL
IiE BT B R)

b5 5mg (n=390) 10mg (n=389)
LDL-=t L A5 1 — L (%) —41.9 -46.7
Bar 27 m—1 (%) -29. 6 -33.0
cUZUEY K% -16. 4 -19.2
HDL-=t L 25 1 —/L (%) 8.2 8.9
JEHDL-=1 L A5 11— b (%) -38.2 -42.6
7 WEHAB%) -32.7 -36.5
7 AREAA-T%) 6.0 7.3

1. 1.4 5 EIRERSHERY.

O L AT u— VIERE 255 LT HEEMRIEIC X £
ENTEHBRICBWT, B ANRZXZF L H L7 K5mg XiE10mg
NEEEZBEMG L, LDL-2 L A7 2 — LEANCEP T A KT
A O BEEMEICET D E CHEE L, 2BIFICBW TR S
O 5mg X 10mg DRkFE 5% % 1 COTHIEFIOFIEIX, Th
6% (92/12141) K 182% (88/107%1) T -7,

BIER OFRERIT 0 A NA L F V7 KbmghECT29. 4% (40
J1364]) . B AR R F L H L 5 10mghET26. 5% (35/132
Bl) THolz, WTRpORGECIFILL ERBLL ZFIVER I
T, MAERER, BiE. . RIRE, B2, B & OV E
THo7,



(RS2 LA T a—)LMfE)
17.1.5 ENE I HEHIRSHERD-.

FEMEE 2 L AT 0 — UIE~T 0 S RBREFIC e AN Z T
VAN T N0mgh B G- ARG L, 6lEHRE TG L,
ZO L ZOMGEREMOEHERIIRIT-3D LB Tho
72

F17-3  MEIREMO TR ER (FEtEma L 2T e —/i
iE ARk B aklR)

L& 10mg (n=37) 20mg (n=37)
LDL-= L A5 1 —/1 (%) -49.2 -53.9
BaLxTa—1L %) -39. 4 -43.3
MU ZUEY R®%) -18.2 -23.6
HDL-= L A7 & — /b (%) 9.6 13.8

3HILL FICERS SN - RIVEAIZCK EF- (3/37#1, 8.1%) Tdh -
77

18. E3hEFE
18. 1 fEFAHEFF
T ANZAEF I T Nk, FFBAIICREBIICEY AE N,
g coa L AT a— VAL R OFEEEESE TH HHMC-CoAiE
JEEER BRI OB AMICEE L, a L AT a—VERRE
SINCHEIT D, EORE, MFENO 2 L AT o — G EBME
TL., ZNEHMD ZOLLZREORRENFESIND, ZOLIL
ZRERENLT, aLATa—ALEARORWIREATHD
LDLO g ~DE O SAZ B L, I =2 L AT v — L3 KT
FT5, BARREFUHNT T AL, B TIEELE L CREDR
EREN LTI AE., IBREBMMED AR -0, GBS
T R & BF 12 2V ML D BE I 1T B W A EAUIC < < FRR B 72
HMG-CoME TR ELEATH 5 & E 2 5539, 10
18. 1. 1 HMG-CoAE B RIAE A
BANREF AN T LNE, 7y MEOE MFI7m Y —A
Fi 3l OO HMG—-CoAR TTli% 38 K OV M HMG-CoAiE TR D filtfit N A o1
AU CHEER %2R Uiz (in vitro)™W,
10.1.2 Fa LR TO—ILSBHEEER
RANAZF AN T AT, Ty MFflaO a2 L AT o —L
Bk E A BEENICHE Lz, £, ZoREFERL. tho
HMG-CoA3 TE A% S L EANC b~ C R BRI L 721,
18. 1.3 LDLZBAKRFE/EA
0 ANRAL T Ty BE, b N B Sk HepG2Al i O LDLEZ
FAKMRNAD FEBL 2 Y FERIF AL L, £7-. LDLES A IEMEZ
BN &7 (in vitro)'?,
18.2 ma LA TFO—)LIETER
OANZREF N T AL, A X =7 A F A WHHL
THE (b NEREE S L AT B — VIEOT T LEN) 9
BWTMiERa L AT u—)v %, £7/-, 7REHAESLeiden b 7
VAV z=vy /v A (GVLDLILEEF VE) © KOk 7
AREHEB/CETP (2L AF o — /LT AFLEEEEH) RV A
Vrzzmyr<wUA (k boalb AT e —AREHTEP LZIEE
RBRELZATHET AP ICEBN TR L 257 05—
NEFABEICETEEZ, A4 XITHB VT, HMG-CoAdE TLEESE D
SOGEM TH D A0 RO I F I E 2 A REFIIE T S8
f:43)0
18. 3 BIAREEILERIGI/ER
T ANZEF o H T SE, WHHL Y B 2BV T, KERD
BELERIE, 2LV AT —LEGRBOK T2 L7720 L, @R
(IR ZE DHENE & 4] L7299,
18.4 FUS UL FETHER
TANARF AN T AL, TREAESLeiden T AP =
=~ AKROE NTREBAB/CETP T VAV 2=y I ~T
ZOMIFER N Y 7)Y REET SE7210. 10,

19. F2E S BT 2 BIEEHMR
— &G B ANAZF A A (Rosuvastatin Calcium)
{54 : Monocalcium bis[ (3R, 5S,6E)-7-
{4- (4-fluorophenyl) —6- (1-methylethyl)-2—
[methyl (methylsulfonyl)amino]pyrimidin—-5-y1}—
3, 5-dihydroxyhept—-6-enoate]
3121 (CoallarFN306S) 2Ca

/& 1 1001. 14

PR BOOMEKRTH D,
T h= RV CERITRT LK, AY ) —IRORE T
T, AXIT=H 7= (99. 5) ITERIFIZ W,
WimtEcd b,

{bF#ER  — F =

N& Caz*
8
HsC~ \ITI N

CHs

20 RIEWLLDEE
T B u —mEHRHRITER R CRETH 2L,

2. a%

(ARNREF D Smg T&HK])
1008 [108E (PTP) Xx10]
50082 [104Z (PTP) X50]
5008 [, N7, FLRFIAY ]
(ARNREFgeimg T2
1008 [108E (PTP) X10]
5008& [108E (PTP) X50]
5008 [, N7, FEFIAY ]

3. EEX#
1) Zurth C, et al.: Eur J Drug Metab Pharmacokinet. 2019;
44.(6) : 747-759

2) ML OMIERHEE, 1996 (7 L A h—/LEE : 2005451 H
19 AR, FIFEERMIER~3.3. 1. 2)

3) Martin PD, et al. Clin Ther 2003;25(8):2215-2224

4) REHEE%OMEERHEEE, 2001 (7 LA F—/L§E : 20054E1H
19H KRR, HFEEEMIEEE~3. 1)

5) KEHEGHOMIEFIRE (7 LA h—/LEE : 2005451 H19H
TR, HEEEEMRE (3. 2.2.2)

6) HMFICIIT S MMEPIEEE, 2002 (7 LA h—/LEE : 200541 H
19H KRR, HFEEEMEEE~3. 6)

7) BEFICBTAXELEGROMBERRE (7 LA h—/LEE :
20054E1 H19 H /KRR, HIGEEEHMIEE~3.7.8)

8) Martin PD, et al. Br J Clin Pharmacol. 2002;54(5):472-
477

9) Fa—V U AT 4 AHEKESHEENEER

R ASNRLF fEbmg AR O AW AR B
T HER

10) =W RI =, 2001 (7 LA h—/L8E : 2005451 A 19 H 7&
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QANZAAF o Din vitrofSH (7 LA h—/LEE : 200541
HI19BA &Y, HFEERHMSEEE~3.7.9)
a—U U AT ¢ ARSI EE
0 AN L T GE2. bmg TR DD AR R FE VRIS
B3 2 E R
Schneck DW, et al. Am J Cardiol. 2003;91(1):33-41
T bR AZTF L OMBESOSIEGER (7 LA F—/VEE
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HARNGE 2 L AT v — VIUERF I T 24801, 2002 (7
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SNEANE 2 VAT o —)VIIEBRE BT 2 H80ME, 2001 (7
LA M= VEE : 20054E1 A19H K., HEFERMEE H
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HAH BRI AR 1. 2. 8)
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LDLEZ BARIZKT B /EH, 2002 (7 LA h—)LEE : 200641 H
19 A&, HEEEEMIEZEAR1. 2. 3)
A X O IRE IR D 1EH, 2002 (7 LA b —/V§E 1 2005
FIA19AAGR, REEERMEERL. 1. 1)
N=I AP LOMFEILATr— VKR RKEAIL AT
o — /R B, 2002 (7 LA b —/LEE : 20054E1 19 H
KEd. FEEERMEZIARL. 1. 2)
WHHL 7 $- X D if i 2 L A7 v — L L OB RE(LR 2535
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BEEEARL. 1. 3)
T REHE*3Leiden F T VAV 2= v I = U ATHT HAE
f,2002 (7 LA h— LBE : 20054E1 H 19 B7KGE, WG EHE
R 1. 4)
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