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gk, Ny EOILTFY Ty, VAFINVERY O F
T (WIRA) . BEmKr A, R)E= L7
=V - RK)TFLyF)a— - FF7 Rak)
= TXAN) v, BLFE L SV

R

3.2 WA DMK

O ANA Y F »ODéE 0 A/NA % F »OD§E

Hfy 7=
BT 25mg [EEJ 5mg [EE |
# K TANKT—F 4 ¥ 78 (DFENEEESE)
o DT VIRADEAD S T ARADE AL
s
1) 0D
M | ST Qs agu
EE EE/
i = =
HE (mm) #15.5 70
JE & (mm) #13.0 #3.2
Ei (mg) %169 #1113
. 25 QAINAKY F 5 OQAINAYF
AEER | oD w2 x2 4+ EE | OD 025255 EE

* 4. FPRENIIRNE
=23 XFO0-JVIE. FiEMS3 L XA 7F0—JViniE

*5. PEER IR ICEET 52

51 #HORN AT £ L, B L AT u—)VIIE, Kk
MEI L AT — VIIETH S Z & 2 R L7z ETAR O %
EETLHI L,

5.2 FWMEE I L A5 0 — VIEREHEEEKIZOWTIZ, LDL-7
7 x L — Y AFOIEYBMEOR/I L LT, HEVIIENS D
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F 72 BERURMEAE 1P > TR BRREE/LYEH S b b 2 &
Vb, [71. 72, 1663 =R

923 EENEBREEDHIEBE
AADOMHFBENEL BTN HDH, [71. 72, 1663 =
i)



%ok

9.3 FrieEERE

931 FEEESBETLTWREEZLNBUTOLS £EE
SR, BMEFROSMHEE, HEE. FE. BE

B LW L, TNOLDOBRETIE, AR OIMFELEN AT 2
BEND DD, T2, RENT TN 0A4 L TERT 50T,
ThE s 2 BAL S E 2 BEND D D, [22. 1662 ZH]

932 FFEEXIIZOEREREDSH 5EE

RAENT EVHIRIC A L CIER S 2 0T, BFEE L2 OBEFRE
DHAHBEHTIE, MRELZTEASELBZNTH L, FFI2,
Child-Pugh A2 I 7 A38~9D B TlZ, MIETIEE DM TE
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TR AN B V6B T AN F F 2 v A % Smgd 22 JE R 12 BRI -
oA, MEEHRTANAY F RIS HOREH NI Cnax 2 7% Ly TH R (n /2
13202 =78 TH o720 721 Cok AUCo2mld 2 21356 + 1.35ng/mLJ% U831.3
+=136ng - h/mLTdh -7z CE¥E = EikfFE) 2,
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16.1.2 REHE
TR A BB T ZANA Y F > A vy 210 0°20mg % 1H L7 H B, 22 EH 2
RIS Lizk 2 A, &5&mmﬁwmmeXAx5%/ﬁruﬁ& kAL K
EHE5-30 B I TE HIRE L7z, EEIREEIZ B 5 AUCoom i BRI 5K
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G2 X 2 FRULEOERMEI 2V EE 2 570 2B HEANIBIT % Crac KT
AUCIZAME A D#)2fETd - 729,
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= Cunax® Tmax AUCo2m? AUCo.?) 120
(mg) (ng/mL) (h) (ng - h/mL) | (ng - h/mL) (h)
10 Hiln | 787 (54.4) 5 (4-5) 742 (560) | 126 (39.3) @ | 151+5369
A | 938 (715) 5 (55) 905 (67.0) | 167 (30.0) © | 184+4.62
2 Hia] 205 (54.6) 4 (35) 171 (53.0) 209 (50.1) 19.1 +581
S | 221 (680) 5 (55) 206 (63.9) 248 (62.2) 148 +5.76
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d) n=3. e) n=4

WaL A7 00— VIERFIZT ANA Y F 2 7)) 525~20mgZ 1 H 11168 # 55
O$%5- L, ERIREOMEH O AN Y F VRERHIE L 20, B3 L AT 10— VIE
BEOMAFEF O 2N S F 2 EEITHEICIZIZRE LML, BERABE oM
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8+ = 1%i%5, Mean+SD. n=20
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AUCo72nr Chnax Tnax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)
UANAYF0Dfibmg [EE)| 724+251 69+28 42+12 128+25
7 LA b —)V§Ebmg 68.6+25.1 64+27 43+12 134+47

(188 5-, Mean+SD., n=20)
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L. MR T ANA Y F 2 % 58 L7210 RS 3 O Comax 2 U AUCozan 2 EHE R
ANBEDZNZNLE~2 5K U105~ 12f5CTdH V) . #12, Child-PughA I 758~ H#
2B BT B IMAE R I, M TR o 720 [22, 93 BHH]

16.6.3 BEEOHE
FIEEDORL 5 ERELHT HENEE (4~8F]) ICUANRYF L H VT A
20mg#% 1 H 114 H B SR Ly ST T ANR 8 F & % 5 L7217, iR
MOPEEOFEEDDH L EFHTIZ, TANZY F > OMBEPEEZIZTT 5 P8I L
AERD N o7z Ll BE (ZL7F=221)7 5 A<30mL/min/
1.73m?) OHREEDH L BHTIE, R AT R A3 1C EA L7,
[71. 92 ZMH]

16.7 EMAEELER

16.7.1 HIEEH
HIERH % FEOE G- L 223, 1 ANNZ 8 F ¥ O Cmank FAUCozantd Z 2 150% %
U46% F TIT L7275, 1 ANA S F 2 #5520 I RIERA % %5 L 2236120, 1
AINAE F 2 OComax K O AUCo2anld Z 2 NI D84% L UT8% T o 72 (FHEIA
F—%) B, [102 ]

16.7.2 Y 7QXKY >
VI UARY Y ERGENTODLHBHESEICO AN Y F 2 %S Lz e &,
T ANAY F ¥ OCumax L CAUCo2m i EHER N AT KRG L7z & 12T E
NEN10665 K OTIE LR Lz BHEAT—4) 19, 0 A/NA % F 2 IE0OATPIBL% 4
LTI A, 27 B AR) YZZOM ) AR HET LI LI2L->T, B A
INAYF OISR EE LB &5 L EZ 5N T w5 [24, 101 BH]

1673 #L7¢70Y)
TFhTATAYN (RBREKR) LOHRAKG L& OANRAY T ¥ OCnax LT
AUCoE ZNZN2215 R OL88MEICHIN L 72 (JHEIA T — %) 20, T ANRAY F ik
OATPIB1#4r L CHHIEICHLD A E I, 7274 7Y VIZZORY AAx HET S 2
LIZEoT, HANRY F U OMBERREL NS S L HEZ 5N TV,

16.7.4 ZDOZEH
O ANZ S F > ORNEIREIC KAE T PASORER OB AT T 572012, 7vaty—
v (CYP2COK U'CYP2CI9DFEH]) . o b aF =2 £ v aF v —u® JU
T AuvA Ty (ULECYP3A4K UPHER A DMERH]) & OO HRERE FEi L 7225,
S R EERIERO bk otz JHEINT—4 ),
TN T 7)) 22 (CYP2COR UCYP3AADIEE) &%\ id Y TF ¥ 20 ORNTIIEIC R
A MR L727s, MBI R X0 SN o 7o BHEIAT— %),
CYP3A4THENEH DA A Mt 3 % 723012, FECIRAESE & P AR E G L 7225, =
FZNVIA LT T =V OMBEAREISHAIEA LIS, O AN Y F 2 1ZCYP3A4IC
T BFEER RSV EEZ SN GHEAT—5) 2,

16.7.5 in vitro 5&
v AL 2 % in vitro WERIZ B\ TN- LA F VARDSA L L 7225, Z ORF#
FEIER ISR CTH o720 T2 N-J A F VALICHS-3 2 3 7 P450%3 T4 12 CYP2C9
JLUCYP2C19T & » 7245, CYP2D6X°CYP3A47 59 5 i REPE & 7RI & 17228 29,
TANAYF ¥ (50ug/mL) (2X5P450 (CYPIA2, CYP2C9. CYP2C19. CYP2D6.
CYP2E1J. O°'CYP3A4) it ESRIZI0NL T Th - 7229,

16.8 ZDfth
U ANZ Y F »OD§E25mg [EE] &, T ANZ ¥ F > 0D§i5mg [EE] % ki fil5) &
L7z& &, EIMBEIF S & E S, EWEIICS L Ak S/,

17. ERPRECHE

171 HHURUREMICET 5558

(&L X5 0O—JVIE)

17.1.1 B ENERAERCHER
A VATFO—VIIERE 2GR E L COEEREIC L ) EiShzRBRIcBwT, 1
ANAYF 2 HNT T A (5~80mg) LIET FLSAY F ¥ (10~80mg) % 1H 1H6H
fI4% 5 LS, 0 ANZYF oLy v Ak, LDL-aLAFa—)b, 3L 25
T—)b, bY )R FIZETRREZ, HDL-3 L AT 80— )V IZIERImsh R %2R L7z,
F7:. 7TAHREAB, FHDL-Z L AT U= VAT S, 7REHA- T 2MIns¥7,
#(Z, LDL-Z L A7 0 —)L/HDL-2 L AF 0 — )V, 3L A5 10— )V/HDL-2 L X7
T— Vi, JEHDL-2 L A7 10— )V/HDL-2 L A 70— Vi, 7HEHB/ 7 H&EHA-1
HERT S8/,
T ZNAYF 2N b OFEE, H5HRIBRDNICS S b, @E2EM £ T2k
KINFEDI% & 7o 720 HANFALHEEAEM F TIl2dh S b, ZOBIREL 72,
FIMEFSEBUIEE X, O ANZ Y F 2 H V¥ 7 A5mgik 58 T105% (4/3861) . 10mg#t
LHETIX156% (7/4560) K U20mgdk 5-BET17.9% (7/3961) Th o7z Wiho#s
BCh, 3PILLEBLL 2 HINER I 2 20 o 723D 32,

17.1.2 ERE I #HEHEB
CEERBEICL D ERSNZREBRICBW T, OANZAYF U ALY Y A25~20megE 1H
1Al G- L 7z B o MG IR E i o T2 Lz 1o L BY) Th - 72,

F1 MEIRERO TS (57 L A7 10— L B SR
R5R e e sy one
LDL-2 L 27a— (%) -44.99 -5249 -49.60 -58.32
walLAra—i (%) -31.59 -36.40 -34.60 -39.58
M) ZYE)EF (%) -17.35 -2358 -19.59 -17.01
HDL-2 L A7 u—)b (%) 764 9.09 14.04 11.25
7 REAB (%) -38.56 -4593 4397 -50.38
7 REHAT (%) 542 6.25 10.61 972
7 REHAT (%) 0.38 4.27 778 773

IR BB 1X, O ANA Y F 2 AV 7 £25mels 5-#T389% (7/1861) . Smgtk
5#ET20.0% (3/1561) . 10mgt% 58 T13.3% (2/1561) . K U20mgts 58 T47.4% (9/
1961) Tdh o720 FETHICHE VT RS SN @ERIE. R, CKEF KD y-
GTP.LA (%£3B1) Tdh-o723,
17.1.3 B5455 MHEHE

CEEMBEICL ) EESNZHABOEBT S AT LD, UANRYF AN
25mgX1x10mg# 1 H 12 HE S L 22 B0 i g H oL LR 3 F20 L Y TH
D, BaL AT U= VIIEREDHRE L NV 2 BERNIYET S 2 L0 5z,

#2 IMEIREEOFIHZALER FHEA R 2 L AT 1 — Ve B RAER)

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

LDL-I L AFu— )L (%) 419 -46.7
warzro—i (%) 296 -330
My ZYEY R (%) 164 192
HDL-a L AFu—)b (%) 82 89

JEHDL-a L 270 —)b (%) -38.2 426
7 REAB (%) -32.7 -36.5
7 REHAT (%) 6.0 73

17.1.4 BAETHERPHRE R

WAV ATO— VIHERHEE SR E L COEHEREICL ) EES RIS BWT, o
ANAE F 2 A7 A5mg XA 10meg2 b5 2 BlG L. LDL-2 L A7 10— VfE)s
NCEP I A FIA4 O HEMEIZEY 2 F TR L 720 520K BV T EE 550
5mg X (2 10mgDREFEIR G- & %1 F TV ZIEFIOF AT, ZhenT6% (92/12141) RO
82% (88/107f]) Tdro 7z,

FIVER OFEHEIE T AN Y F 2 7 )y ¥ 7 A5mghET294% (40/13661), T ANZ Y F
YAV A10mghET265% (35/132B1) ThHorze VT NAOFLGH TIHILLEFEH
LRI TR LR R, B, Wi, AIRGE. 5895, IR OEIETH -

7235). 36)



(RiEMZ L 27 0—JVIME) 11) AHOFEHE, 2000 (7 LA b—)VEE : 200541 H 19 H K2,

* 17.1.5 ERSE IHERHIESHR 12) HEPEHEEE, 2000 (7 LA b=V © 20054E1H 19H L 2.
REWE IV AT 0= VIENT BEGHREEICT ANAY F 2 /)b 27 A10mgh 5 13) JRFEPPEISE, 1999 (7 LA b —)VEE © 20054F1 H 19H KRR, HaFERHEZEA~
G R B L. 6EMECRBINE L. 2oL X oMo FHZERIZEID & 3795)

BYTHo72%, 14) HMG-CoAs el R B E G A o AL, 2000 (2 L A b —)V§E : 200541119
HAGE, WREEAHEEA~3794)
#3 MR OTFIZAE (REMER 2 L A 7 1 — Ve B0 R akER) 15) Martin P. D, et al : J. Clin. Pharmacol. 2002 ; 42 (10) : 1116-1121
) 10mg (n=37) 20mg (n=37) 16) Simonson S. G, et al : Eur. J. Clin. Pharmacol. 2003 ; 58 (10) : 669675
B[ = ) B 9 — g =R ERu 2
IDLoLA70—1 %) 292 539 17) ;7\!;1{5 DFEE 2001 (7 LA P —)V§E 0 2005481 19H KGR, HEE AR ZEA~
waLara— (%) -394 433 18) MM E AR — B, 2000 (7 L Ak —)V§E © 20054E1 H 19 H KR, HIGE GOk

FYZUED)E (%) -182 236 EA37122 (D)
19) Simonson S. G, et al. : Clin. Pharmacol. Ther. 2004 ; 76 (2) :167-177

- — 0
HDL-aVA78 -V (6) 96 138 20) Schneck D. W, et al : Clin. Pharmacol. Ther. 2004 75 (5) : 455463
N - ) 21) Cooper K. J. et al. : Eur. ]J. Clin. Pharmacol. 2002 ; 58 (8) : 527-531
SPIELEIZRO SN ARINEIACK B (B/37H, 8.1%) TH- 7, 22) Cooper K. J. et al : Br. J. Clin. Pharmacol. 2003 : 55 (1) : 94.99
23) Cooper K. J. et al : Clin. Pharmacol. Ther. 2003 ; 73 (4) : 322-329
18. ZExhEEIE 24) Cooper K. J. et al : Eur. J. Clin. Pharmacol. 2003 : 59 (1) : 51-56
18.1 1ER#E 25) Simonson S. G. et al. : J. Clin. Pharmacol. 2005 ; 45 (8) :927-934
T ANAYF 2 HNy s 2, BFEMICREBIICI A, IFiECcToa L A7u—)L 26) Martin P. D, et al. : J. Clin. Pharmacol. 2002 ; 42 (12) :1352-1357
AR OHERRESR TH HHMG-CoAR LR 2 BIM A OBAIICHEL, 2V AT 27) Simonson S. G., et al. : Br. J. Clin. Pharmacol. 2004 : 57 (3) : 279-286
O — VAR R IR 50 € OfE, RO I L AT O—VEEMET L, & 28) McCormick A. D, et al.: J. Clin. Pharmacol. 2000 ; 40 : 1055
NaH D 720LDLZ RO RERAAFE SN D, COLDLEAEZ /LT, ILATFH— 29) WANREF ¥ Din vitro Gl (2 LA b —)V§E 1 20054E1H 19H KGR, HIFE LR
WEREDOFENY REHTH HLDLOFIEAOT Y AASHEIL, A2 L A7 8- HEFEAN3.79)
PETT o DANZYF YNy alE, FTIRES LClRBIE®RRZ /LTy 30) APEK AR SRR (OD$E25me)
SAEA IREBAMED B 720 BRENIG R % R A ORI I A E 31) Schneck D. W, et al : Am. J. Cardiol. 2003 ; 91 (1) : 3341
12< &L P B 2 HMG-Co AR TEIEETHER T 2 L # 2 5L 539, 10 32) 7 MWNRYF v ORRBBIEGRE (7 LA b—)V§E 1 20054E1H 19 HAKGE.,
18.1.1 HMG-CoARTBREE/EA S EORHZE - 1.3.2)
OANAZF NI AE, Ty PR MIFI 70— AHEOHMG-CoAsR ol 33) HAAR I VAT U — VIERZ BT 5 A%, 2002 (7 LA b —)VEE 20054
FR e PHMG-CoARITTEEFE O fillh b 2 4 2 12x L CHEMRMAAR L (in 1H19H KRR, HEEEREE 1 1.23)
vitro) WV, 34) AAEIAF T L AT 0 — VIERE 2B 5 A%, 2001 (7 LA b —)VEE © 200654F
18.1.2 FFaL 2F7O— L &REEER 1H19H KRR, HEEPEREE b 2.1.2.1)
HUANAEF 2 HNVy 7 hid, Ty MO 3 L 278 — VA A e KA BE 35) MHEIAE I L AT 0 — VIESE ORI 512 B 2 6%, 2001 (7 LA F—
L7ze E72. ZOMEEEMIE. MOHIMG-CoA iR 7o 3% A2 o~ C R R FiE L $E 200541 19H KGR, HIREERHSE b 15.2)
7240, 36) Olsson A. G, et al. : Am. Heart J. 2002 : 144 (6) : 1044-1051
18.1.3 LDLZB{FFEER 37) Mabuchi H, et al :J. Atheroscler. Thromb. 2004 ; 11 (3) : 152-158
T ANAYF vy sld, b b FFE R HepG2iiE O LDLZ A AmRNA O 53 % i 38) AT UEEAKRUFHEE BT L8, BUGREE (7 LA F— Vg 2005411
FEARAFIIZFFE L. F7-, LDLEGWEM AR S 7 (in vitro) 2. 19H K., R +14.2)
sk 182 M aL X FO—JUETIER 39) Nezasa K, et al. : Xenobiotica. 2003 : 33 (4) : 379-388
TANASTF U HNT T AL, A XD, =7 LN, WHHLYH ¥ (b N EiEMS 40) fEMBEFEOF o (7 LA b—)VEE 1 20054E 1 19H KGR, B A E RS R1.2.8)
L AFU— VIEEDEFIVEN) 9 ICBWCIERIL AT I — L%, 7. 7K 41) McTaggart F, et al. : Am. J. Cardiol. 2001 ; 87 (5A) : 28B-32B
HME'3Leiden b 7 ¥ AY = = v 7~ A (VLDLIEE 7 VEI) 1© KO b 7R 42) LDLZFMRIIHR S BUEA, 2002 (7 L A b —)V$E : 20054E1 H19H KGR, HFEER
HHB/CETP (IV AT U= )VIATVIEREER) FF YAV 2=y <A (PO BEEAR1.2.3)
IV AT U= VAHHZEB L 2R RS A A 5 7 VB 10 128w TidiimiE 43) A X DM IREIZR T AR, 2002 (7 L A b —)V§E © 20054E1 H 19 H KGR, HiGk
FILVATH- LV EEBEIET S8, 4 2BV TIE, HMG-CoARItiEH o RN E VR SEAR1.1.1)
WTd B AT L EEO ML & ARARAFIIIT S 87219, 44) H=7AFNVONMFEI VAT a— VRO FKEHI L AT T — 2T H1EH,
% 18.3 BRI LERINEIER 2002 (7 LA b — )Vt 2005451 H19HAKZR, HIgS @R R1.1.2)
TANAGF 2Ny Ak, WHHLY HFI2BWC, KBIIROIRE LA TR, a1 A 45) WHHL ™ H F DU 3 L A 7 1 — )V J OB IRFEALIEZE (25§ 5 16, 2002 (7 L A
FU—VEROE T4 b 705 L, BIIREALHZ MR 2 9 L 79, b=V $E  20054E1 H19 HIAKGE, IR B RMEE AR 1.13)
184 MUT U+ KETIER 46) 7 AHEHE*3Leiden N T Y AV ==y 7 AWK AIER, 2002 (7 LA h—)L
HANREYFrANY T AL, THREHESLeiden s 7 v AV 2=y 7 w7 ARV b $E 0 20059F1 H19HARRE, HIFEE AR R 1.14)
7HREHB/CETP M Y AV 2=y 7 200 H h) 7)) FEET S+ 47) & FTHEEAB/CETP M7 v AV 22w 7= AXK$ AEH, 2002 (7 LA b—
72460 47) JVEE 1 20054F1 19 H KRR, G EEZER1.15)
19. BRRSDICEAT BIBILZRIER 24, MEEKRKERVEWEDES
— g HR T O ANA Y F A A (Rosuvastatin Calcium) AETHASH BERTH— Ly —
1b#:44  Monocalcium bis[(3R 55 6 )-7-{4-(4-fluorophenyl)-6-(1-methylethyl)-2{methyl T930-8583 & ILilie i1 T H6H21
(methylsulfonyl)amino]pyrimidin-5-yl}-3 5-dihydroxyhept-6-enoate] TEL (0120) 517215
5373 ¢ (Ca2H2rFN306S)2Ca FAX (076) 442-8948
S 0100114
"R HEORKTH S, 26. SIEHRSEEEE

THEEZPYVSETRT L AF ) —VZRRBETRT (L RET s/ — 26.1 BUEEEEST
L (995) 1ZEIFIZC

R <Td 5o

bR K ;
B 7 TILAY szttt

NicHiko 2 I #HE1T B6E2]

26.2 BRFEIC
CO2~ Ca?*
BE I #zat
| (‘)Ha CHs s Nchiko E LT # &1 T B &E21
22. @&

(AZ/NZX A& F>0D#E2.5mg [EE])
1005% [10Ex 10 ; PTP]
5008 [10%E x50 ; PTP]
30088 [FF9AF v 7RI NT]
(A ZX/NZX & F>0D#E5mg [EE])
1005% [10§Ex 10 ; PTP]
10088 [ AF v 7 Kb NTF]

23. XEXH
1) Zurth C, et al. : Eur. J. Drug Metab. Pharmacokinet. 2019 ; 44 (6) : 747-759
2) PG mo mEE g, 1996 (7 LA b —)V§E © 20054E1 A 19H KR, HIRE R
EEN331.2)
3) Martin P. D, et al. : Clin. Ther. 2003 ; 25 (8) :2215-2224
4) FAEHG o mEE R, 2001 (7 VA b —)V§E © 20054E1 A 19H KGR, HIREEE
HEZEN34)
A G- o I i e
3222)
6) BFICBIT D IMHEPHERE, 2002 (7 LA b —)VEE © 20054E1 A 19H KGR, HIRE &R
BEFLAN3.6)
7) BHEIBV B ARG RO MAEPEEE (7 LA b —)VEE @ 2006451 H19H KGR, H
FHERREAN37.8)
8) Martin P. D, et al. : Br. J. Clin. Pharmacol. 2002 ; 54 (5) : 472477
9) AR - AR SRR (OD$Ebmg)
10) AEWERAE, 2001 (7 LA b —)V$E © 20054E 1A 19 HIRRE, HIGHRORE2E35)
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