sk 20234E7 HERET (5200
% 20234FE7THGET (BB1RR. #hHEZH)

Bk SIRRAT
FREIE - 34

HMG-CoAE TR EH]
AL 2 PR S it )
BAEERA OANIXZFHILY Y LEE

Oxl 219 F /52 2. 5me [REF/T
ORXINA Y F )5 5merzmsic)
Rosuvastatin Tablets "TAKEDA

BAEERRIEES
872189
25mg 5mg
AFEES | 22900AMX00669 | 22900AMX00670
BR5ERA%A | 20174E12H 20174F12H

TEVA"

) R - EMSEOWTEICL VT ZE

2. 2R (ROBEICRI/ELEWVWI )

210 AHOBIR LBBHRE OB E D & % B

2.2 HERAERT LT EER 5NLUTO L) 2 EH
SRR, B SO SERCE, R, JE. #E (931,
932, 1662 =]

2.3 dEfm IR LTV 2 W REME O & 2 M ) O 5Lim (9.5,
96 =]

24 Y7 u AR b hoBs (101, 1672 2]

3. #ER - MR
3.1 #Hm%
Wi, D7\/\‘\XA.57-7:‘/§E2.5mg DXN}?-{“{%&ng
[EH 73] (R 73]
1Er - 18
. TOANATF IV L O ANAY F I L
HRIBLTT 260mg 520mg
(BANAYF 2L L T25mg) | (WA/NAYF & L Thmg)
JUARE Fo fEferva—2, BitFs >, 25710 >
NI [ SRR S 7/ & al WAVFNNE- K /< iU/ N s
AT — A, 7 0T—)LE000, = "Rtk

3.2 HA DMK

B4 HANRS T > Ge2bmg O ANA S F >~ 4i5mg
. [RHET /Y] [R5
6w | O TORAORED ST ALRBOBEDT (V2T =
RIS
S @ @
— )
[IERES 56mm 71mm
EE 3.1mm 38mm
BE 84mg 167mg

* 4, FHEENX IR
=23 XFO—-JVIE. FKiEMS3A L XA 7F0—JViniE

*5. PWEER IR ICEET 532

51 WO oA £t L. BT L AT u—)VIIE, Tk
MEIL AT —VIIETH S Z & # R L7 ETAK O %
EETAHI L,

5.2 FEME I L AT U — VIIEREHEEARIZOWVTIX, LDL-7
7 x L — Y AFEOIEYMEOHI L LT, HEVITENS D
PR ERARE R G AF M % ZEET 52 Lo

*6. AERVCHE

WHL BACIEE ANA Y F 2 L LTLHLE25mg & Y %5 % B
By 5H, BIICLDL-a L 250 — V2 KT X85 LEN D
HEAIZIIomeg L VRS EZBMG L TD v B, Eil - ERIC
S BEER L G RAGRS S VIgEE R, HEDIEICLDL-O
L AT 0= VIO T AR5 B 4121, #ik10mg$ CHE &=
T&2%, 10mgx %5 L CLLDL-I L A5 0 — VEDETF2+45
TV, REEESI L AT 0 — VIEERS 7 EOEEEE IR
N, SHIIHETES2Y, 1HHRK20mgE TE T 5%,

7. BERUHAEICEET 2 XE

71 2 L7 F =207 T2 AN30mL/min/1.73m2A O BE 12k
G35 255121%. 25mgk W52 G L. 1HE ARG 135mg
L35, (922, 923, 1663 =]

7.2 FHI220mgf G-I BV CIEB R ICEES D S b b BEN
W} 5o 20mgh GG %128 £ CoRIZER, FiZ1m, Znll
FEIZEMIRY CRAEICIISE) (ICERERE LT 2 &, Blgr T
FIFTH 2 ks [922, 923, 1663 Z=IE]

8. EELEARNIE

81 HOLUOEIL AT — VIUEREOERTH 2 AL+
TV, EIEBRERESIME ., BRSO Bk B0 22
T8 —OBRELTSEETLI L,

8.2 P G-vhiduinh I M & sE I kA L
OLNEWIGEEIZIIHEG 2 PIET A2k,

8.3 HG-FGIdHER128 F CoIEEAl, Hiz1k., L&
éi]ﬁ’zEHE’J CREICIIE) &R E 1T 2 Lo [1115 &
it

8.4 /IR DSH B bIEZ & HDT, MEKRESEDBIZE Y
F4CATH Tk, [11.16 ZHE]

9. HENHEEZHIHEEICHT IR

9.1 AHE - BEEZEDH 5 8H

911 HUGRBEISHSHhPTVENREN HILUTOEE
s 7T — )VEEE
- HURBRBS BRI T E 0 B
CEEMOBER YA a7 4 =) REFORBEEOSH 5
- EHIWEOFEEDIARE D H 5 BE

%% 912 EEGHEHEIZOREEDH 5EE
EREMMIE (R, &£58) PSEANETHERETLZ 2D
%o [11.14 ]

9.2 BiEeEERE

921 BHEEREEREDHIBE
KE & T4 7T — MREA AT 2HE10F, HREERSTEE
BWEHI SN DG EICOARIHTH I & B BEREE LY
PES BERUBRURIED D B bR T Vo T2 S FINT 25412
E. EMICERERES Y ER L. BEER AR, B
%) O3, CKER, M RORP I+ 7y EEEOIm
B L7 F =y FASEOBEREDELZ B GEAITE S IR
k52, [102 2]

922 BEEXIIZOREEDHZEE
TSR BRRE D S B D % AV e &
700 WU RTE [2BE o T A Bk b
Wb, [71. 72, 1663 SHH]

923 EENEBENH2EE
KHNOIMPEENEL b BFNDEDH L. (71, 72, 1663 &
1]

9.3 FFieeEEESE

9.3.1 FHBEEIPETLTVWEEZEZASNBLUTOL S hBE
SMFL. BMEFROSMEE, FEE. HE. BE
BE LWk, TNOOBETIZ, A OMAHEE FHT 5
BENDEDH L, /o0 RANT TS L TEHT 20T,
FHEEZBEIELBZNNDH 5, (22, 1662 =]

932 FEEXIIZOREREDSHZEE
ARENE VP 5048 L CER S 2 0T, BFEE T2 O BEFE
DHAHBEHTIE, WEELZTE/ASELBEZNND S, JFI2,
Child-Pugh A 2 7 238~9D HH CTlE, IMAF D MBI T
Motz DWEDH B, [22. 1662 K]

BRI 2 IS AR

HTLEZETHD
Bilewdobhs b




9.5 itiw

TEIR SUE IR L T W B WD & 2 WHEIZ 3RS L awZ &,
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WOFBHRGEAHE SN TWDH, HiZk M T, OHMG-CoA
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RN D S bz OWEDNH 5D, [23 BH]
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TIUNAE )L IOVNAENVEGH LA & |2 HEY 20 ielEs

AHNDOAUCHH#I2.3M . Cmax?®
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1. BMEA

ROBWERDH LML Z WD HDT, BigEE T2
HORO LN E L3RG eIk 5 % SEY R REE 1T 2
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1.1 EALEHER
11.1.1 EREGBEE (0.1%Ki)

AIE. BT,

CK.EF ., i e UhRH 3

[==]
N IR

Fruvy AR

W& HHRRED S S b, AN EESEOEE 2 B REE
WHELNLIENHLDOT, TOLHBLEICIZELIKS %

A | R

11.1.2 I ANNF— (HHEARH)
INHLZR AR SRR EHARCKO LA 2B 5 b /-8
FloRgksEhilys Lk,

11.1.3 RENEMIEEM I A /XF— EHEAH)

SRR CKEfill, J4E % £k b 2o WA FME D B8 . HTHMG-
CoAETEHEE (HMGCR) HURMIES: % 1 & 2 S e g
FEMES A8 F =3 6 b, #G-H IR D FiliT 2 BlasHE s
TWHDT, BEOREZ FICBET L2 L, B, S0
FF G X N LEDR A SN E OREBBDH 5.

11.1.4 EEHEHE CHEARH)
FIEf M E (IRGRL, &58) PEIEXIET LI L2
5o [9.12 ]

11.1.5 FFE (0.1%Ki) . FFEEEREE (1% . BE HER

1)

JF9&. AST. ALTO A% R E, #EA D 5bh

LIENDD,

(83 2]

11.1.6 M/MREEA (0.1%F0m)

(84 &)
11.1.7 BEIEER

(0.19 i)

MR 2 & Gl BUERYH 5 b b 2 Ehd b,



&k

11.1.8 BEML (0.19%k)
E#5ThoTH., 8. Bk,
RO LN A IS Ak L
DY) RMEEITH T &0

11.1.9 FKEHEREEE (0.1%FK0)
PR ORE SR, L ONESEORERS, K. 5V
TEORMMEREEDH 5bNDZ ENDH b,

11.1.10 B (BHEARH)

11.2 ZOOEIER

I PRIE B BB XA S 45 2
BB HE ARV E R OF 55

9.82ng/mL) CIIIZFERBETH o720 B, RABETHARA LA}
EANORERZILE L2 2A, HARANIBIT A EFIRED MAEH
O ANAY F VEEIINENOR2METHh - 727,

I VAT O = VIEREIC BT 2 REOMEH O AN Y F g

[t Mo ZANA % F 2 (ng/mL)
25mg (n=16) 126 (72.7)
5mg (n=12) 262 (415)
10mg (n=13) 417 (755)
20mg (n=17) 11.7 (50.0)

2~5% A1 0.1~2% iy 0.1% A HHEEANH
R 9 I, % B
%, FHE
HAb% A8 . B LRSS TN
N
i - iR |CK LS HEFTHE A |
Jii BAR
TR GHE . R ED s B R
DEV £ O(ORR, E
£, #WH o
53 AL
R HbAlcEH.
Lk e
-k % Be 2w
(ASTEH
ALT L5
Tl BEHRD . B
Bofe ® %
(BUN_E5-. I
HoLTF=
v B5)

) BE—EIETH 505 FEATORORAFHES 656 1213 5 7%
CHMY R ILERAT) Z ko
FEPUBUL LT BGR Ae e & S L 726

14. BHEDEE

141 ZERZFEOEE

PTPAZEDHANIPTPY — b 225 M) L TR % & 9 g
52k, PTPY — POREERIC X ) . TECELAER AT A E R~ A
L. BI2EZEILEB S L CHBAESOEERAHEL 58T 2
ZENH B,

15. ZO/DEE
15.1 EER{ER ICE D 1B
WM BT, B E & HMG-CoA R TTRES HEHIT% G- 11 0
FHTIE, HERRISED ) A 7 Do 12 L OWEDH 5,
BE

16. EYF)E

16.1 MAiEE

16.1.1 HEKRS
fREEE R NBYEGBINC T ZANA S F > F1 VY ™7 A & 5mgd fl & T%E
JERR I CHARR IS Lz & 2 A, MdEha A2 & F Vi
G5 Cmax & 78 Ly TR (t12) 12202 =781 T
Hotze T720 Coax X PNAUCo24nlE Z 291356 + 1.35ng/mL %
1M31.3+136ng - h/mLTdh -7z (Pl = ik EzE) 2,
BB, UANZAY F v ORNBEIIHIETH D LEZ LN TS
MEANT—%) 3,

16.1.2 RIEHRES
TR BB T AN 8 F 2 H VS 210 020mgZ 1 H1
7 H M. Z2iER ISR G Lo & 2 A eGR4 M o i
B0 ZNA 7 F VIR A A L. KERS3RE I
EEEIRFEIZEE L 729, EHIREIZBIT 5 AUCo2nld HE A3 5-
D125 TH Y . ZOEIFH LG TOHK RS OFRME L [F
BETH-72. L7ch> T ERGIC L 2 FE FoERFEMEX
BWEEZ LN, B, HEANIBIT A Cna L FAUCIZAVE
NOKI2UGETE - 725,

BEHERABYEIC B A 0 AN Y T~ OEYBFE/ ST A — 5 (n=6)

= Crmax® Trmax® AUCo.240 AUCo.0% t1/20)
(mg) (ng/mL) (h) (ng - h/mL) | (ng + h/mL) (h)
E <ng> 5 (45) | 742 (560) |126 (393) @ 1515369
10 :
B gfg 5 (55) | 905 (67.0) |167 (300) © | 1844629
B ég% 4 (35) | 171 (530) | 209 (501) | 191581
20 :
B ((23;'(1)) 5 (55) | 206 (639) | 248 (622) | 148576
a) BT FIME (ZEHRE) . b) FUE (). o) Pl = el 2=
d) n=3. e) n=4

EOLATFU— VIMFEERZEICTG ANAY F ANV 7 825~
20mg# 1 H 11168 AR OG- L. EFIREOMEE o 232
5 EEEARIE LY, B L AT O — VIMEREoImEh o
ANA L F VRIS HA LT, EER BT
Ofti (Be5-2108 M O[T F4ME, 10mg © 4.06ng/mL. 20mg :

B (R

16.1.3 HREEEOEE
AVE A EEEE R A2LBC T ANA Y F AV Al0mgk 7 O A
F—/N—{ETIHIM4H B, TRITH® 5\ I TR ISR O3 5
L7k 2 A, MiEh T 2N S F 2 @R (L5 ] C A%
THD, UANAY T ¥ OENBBIIHE G OFEZ Z 1T 2w
LEZ 5N,

16.1.4 £YFHIREMHER

(ORNZEF > 4E5mg [REF/N])
O ANZA S F v4Ebmg [RHET/Y] £ 27 LA b —)VEEdbmgk . 7
OAF—=NN—{EIZL ) ZNENLEE [(QANAYF U H IV T A
L LT52mg (HANAZF & LT5mg)] EHERASEFICHA
BRI 5- LTI R LRI EE 2 e L, 15 5 7238 H)
/%5 X —% (AUC. Cmax) 22V T0% 5 HEX E:12 TRET
AT %2 4T o 7246 5. log (0.80) ~log (1.25) O#PHNTH V. i
FIO AW rY RS DS THERR S 729,

PRINFR] @ £ 527~ 1615

14
12+ —e— T AN ¥ F v §Esmg[ T /3]
. 0= LA b —L$i5mg
207 = BRI, =23
2 8t
X
= g
&+
2 T L O
0 1 1 1
0 12 24 36 48
% 5.5 ORI (hr)
HWBAE N T X — %
Eracn Y AUCou8 Cmax Tmax | Tz
(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)
TOANR S F 5
Srg [R5 5 | 91.39=3748 | 900£452 |42=10|11.1=22
gm‘; Ak =V 5 | 86343604 | 860392 |44+07|118+23

(P + e R 22, n=23)
M4 A I ONIZAUC, CmaxZm /85 X — 71, #RE 0%
g\@ﬁ@%ﬂ@@~%ﬁ%@ﬁﬁ%#u;ofiﬁéﬂﬁﬁﬁ
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52 AFEFNFN3LIKILE6L/hTH Y, BANAY F U IZEIC
B & Bk EZIT B EEZ ONT,
1622 BEOXE
HEE AR 2060120 ANA S F 2 vy A10mek 7 0 A
F— =3 CIH1A14H R, ZBHEE (%S &5 vkt
WCREOHE L7210, AkiS L E0oa ANy F 2 ORILIX
TR IZIERTHER P TH D . CraxlTEFIZ X o T20%HET L
720 L2 L., BREGHOAUCunlT Z2HE G- 094%TH 1) |
O ANAY F 2 OREADBEREOEE I WEEZ S,
16.3 9
MR IZBIT 2 0 2N 5 F v OBHRES%IE89.0% (HA
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16.4 13
AVE R B PGS 4C- T ANA Y F U IV 7 A20mgE
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55-7 7 M MR TH - 7213,
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5. HMG-CoAs ol K HERERIEE I 0 AN Y F VR L
FEREOHER 2R L, IM3EHI2 81T 5 HMG-CoA T EE 3 [H I 1%
u?féﬁ%%m%@@bfﬁﬁﬁéa%z%nt(ﬂEA?~
5) W,
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16.6 FHENERZHI HEE

16.6.1 MERUMEBOZE
SHEINO B ES . Bikmns . KEAES RO S ks &
BN ANAE F AV Ad0mg UKFEIMVHE) % HRIFET
BH L2 2 A, BHDCnaxt FAUCHIZE N ENED2% K
W% TH 57215, F7z, HEBDCrnax L FAUCHLITZ N Z N
Wt 0112% % US106% CTd D o FfR LR L 72 2 Lo 7
Bl nwEEZ 57,

16.6.2 FfEEOFE
Child-Pugh A (227 :5~6) & %\ &Child-Pugh B (22
7 1 7~9) ONEEEZATHNENEZZFICT ANASY TV
HIVT 7 A10mgk 1 H 1A 14 H B RAER RS- L. g o 28
Ay F R WE L7210 FFREE B O Cnax X VAU Co2enl 3
HERABEOZNZN15~21 KO 1.05~12/TH h . 4z,
Child-Pugh 2 2 7 238~9D L E2BIZ B 1) A AR 1L, Bl
RTE»o 720 [22, 93 BHE]

16.6.3 BEZOHE
EIEEOR: 2 HEEL AT HYMEAERE (4~8F)) 120 A/NA
ZFUH N A20mgE IH 114 H B RAERORSG L, fdEh
O ANA Y F s 2l 5E L7210, BRI O A OB ED &
HEHTIE, OANAY T OMSEREEICNT L EEITIEE A
RN otz LML, BE (ZLT7FZ0 20T T VA
<30mL/min/1.73m?2) DEEEEDH 5 EH TIE, BEHEHAIZ LN
TIPSR I A L 72e (7.1, 9.2 -]
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16.7.1 HlEEE
WA % WS L6, O ANZRSY F 2 OCnax K
AUCo2anlZ Z N ZN50% K 46% F T T L7225, T ANA Y F
VP G AR 2R NS HIEER 2 45 LA, O RANARY F D
Cmax X NAUCo-24nl Z N ZNIEGEHBF D 84% [ N 78% T d - 72
HEAT—%) B, [102 2]

16.7.2 Y7 ORRY >
VIO ARY) VEKGEINTOLLEBBIHEEICO AN Y F
FOHHEG L&, OANZAY F ¥ DCmax X NAUCo2anld 8
BB AT ARG L7 & S IR TENEN10665 K 071
LA L7 (FEAT—%) 19, 0 ANA % F 2IZOATPIBlL %
ALUCHIRICIY SAF N, 27028 VIZFORY AR % [HE
THIEICE ST, UANAYF VOMIETEEL NS S5 &
EZEZHNTWh, [24, 101 BHE]

16.7.3 L7 4707
FATATaY) (RIPRKRE) HEG L8 &, T ANA
5 F ¥ DCmax & WAUCotld ZF N2 N22115 K ON1.88F5 128 lm L 7
MEANTFT—%) 20, T ANZ % F »1Z0ATPIB1 % 4 L Tl
WY AEN, XA 74 708V VEFORY AAZHEST L L
2L o T, UANRY F Y OMETEEZ#ENSE5EEZ 50
TWh,

16.7.4 ZDRbDOEH]
T ANAZ F 2 ORNEIRELZ K 1T § P450FHER 0 58 % et
L7202, 73S =)D (CYP2COM ONCYP2C190 FHEH) |
Fhary—n2 £ b7aF—=028 KR AUV Y
v (PLECYP3A4K UPHEE IO HER]) & o bR % it
L7225 SR MEETIERO SN o7 BHEAT—%),
TVT7 7 22 (CYP2COK NCYP3AADIEE) HoHwnidy I%
V2 ORNBIREIC KT TR % Ma L7245, SR BhRES2 09
HAERIZRO S dr o7z WEANT—% ),
CYP3A4FHENEH OA X Mt 3 5 72012, BT E O fFH
HEEAZER L7, TF VT ANT I F— VOISR
PIEAH SN, T ANAY F 2 IZCYPIALIZ R 2 FHENE &R
ShwkEzZoN WHEANT—%) 20,

16.7.5 in vitro K&
b bR 2 V2 in vitro sUERICB VTN B A T VRS A
% L72ns, ZOREHEEIIIEFICHERETH o720 T2 N A
F IVALIZBIG-9 5 £ 4 P4504r FHIZCYP2CO K N CYP2C19 T
» > 7‘:)#\ CYP2D6X°CYP3A4H G5 % WM & e S
f:28 29 °
T ANAYF > (50pug/mL) 12X 5P450 (CYP1A2, CYP2C9,
CYP2C19. CYP2D6. CYP2E1 K UFCYP3A4) il HER L
10%LLFCdh - 7228,

16.8 DOtk

(AZRNZAF§g25mg [REF/V])
O ZANA Y F E25mg [RH T3] &, [EESEL L BOEE
R ORI FRESEERBE T A 54~ CPE244E2H 290 3R
FEAS0220%610%) ) 12D &, T ANA Y F U Ebmg [RHT
IN] miEHERIF L L & BIHEEDESE L HE S, R
AICAER & A e E 729,

17. EEBRELAE

17.1 B RUOREMICEET 2588

(§3aL X5 0A—JVIME)

17.1.1 BB LTHAERCEHR
EaLVATH— VIIEREZ SR L L CZEEREICL ) FEii s
N BRICBWT, UANASY F AT A (5~80mg) Xk
7 FVNAS F v (10~80mg) % 1H1A6HARMPES LR, o
ANAZF iE, LDL-abZxA5ua—)v, #a L A57a—)b, b
V7)) FICIHET#I%E %, HDL-2 L X 7 0 — U233 insh
RERLT. 720 7HREEB,. JEHDL-I L A 70— VLT &
&, TREHAIZEMS Y/, HIZ, LDL-aLA5F0—)/
HDL-2L A5ua—)vit, ##a2lL A5ua—)V/HDL-2 L A7 H—
JVit, JEHDL-2 L A5 —)V/HDL-a L A5 u—)VIb, 7 R&
FB/7 REHAIL KT 47230,

T AN S F 2 OFNE, G HRARMUNICS 5biv, @28
M F TIHRAFEDIO% E 7 o720 AIFIZEEL4EAM F TI2
HHbI. TOHBRFFR Lz,

EIEH S 1X, O AN ¥ F U 5mg#k 58 T10.5% (4/38
). 10mgfk G- Tlx15.6% (7/4561) . K O20mge G- C17.9%
(7/398) THho7ze WTFNOFGHETH ., LB L 7-8IE
JHE 72 o 7230,

17.1.2 ERNE IEEER
CEEWEICIDERSNRBRICBW T, BANAY T )V
¥ 525~20mg# 1 H 1H6:8 25 L 72 B o I i B B fE o 3428
ERIFFEDOEBY TH o723,

IR EE O FIGZEA LR (3 a L AT 10— )V IE B 50 %3t ERr)

et B8 o | e | oo
LDL-aL A5ua—)v (%) - 4499 - 5249 - 4960 - 5832
Barxara—)L (%) - 3159 - 3640 - 34.60 - 39.58
M) 7YY R (%) - 1735 - 2358 - 1959 - 1701
HDL-2L A5ua—)v (%) 764 9.09 14.04 11.25
7 REHB (%) - 3856 - 4593 - 4397 - 50.38
7 AREHAIT (%) 542 6.25 10.61 972
7 REHAIL (%) 0.38 4.27 778 773

BIVESSHARE X, O ANA Y F »25mgfk 5-HET38.9% (7/18
). Smgtt5-#T20.0% (3/1561) . 10mght5-#T13.3% (2/15
B1) . K O20mgk G- T47.4% (9/1961) THh -7z, FHe7HIICB
WCSBILL RS Sz e, . CKERA XUy -GTP.E
s (£36)) Thotz,

17.1.3 BHEMAERER
TEEMRBICLVERSNZHROER TV 2 LD/, O
ANAYF Ay A5mg it 10mg# 1 H 1128 R #:5- L 72
FROIMIEIRE OV ZEARIIERO L BY THY . HmI L AT0—
VIERZEONREL XV EBEMICHET LI VRO LN

7239,
ML IR A D T2 bR (SRR 2 L A7 0 — VINE R E T 5 38R
Eraen 5mg (n=390) 10mg (n=389)

LDL-2 L A7u— (%) - 419 - 467
warzara—)v (%) - 296 - 330
P ZYEYF (%) - 164 - 192
HDL-Z L AFua—) (%) 82 89
JEHDL-2 L 2572 —)b (%) - 382 - 426

7 REHAB (%) - 327 - 365

7 REHAT (%) 6.0 73

171.4 BHETEEHRSHER
ALV ATU— VIUERFEZ SR E LT ZHEEREICL ) Ei &
N7RERICBWT, OANZY F U V7 55mgXid10mgh
L5 %G L. LDL-2 L A5 0 — )UEANCEPIL 74 F5 4 >~
DOHEEIZET S T THE Lz, 52HER BV RS ED
5mg XX 10mg Dk Fed% 5 % 21 T EBOE &L, ThEh
76% (92/121%1) J21882% (88/107H1) T - 7230 ),
BIER OFBFII T ANA ¥ F »5mghET294% (40/136%1), &
AINAZ F 2 10mghfET265% (35/13261) TH o720 WFNHD
Be GHEC3BILL B L 22 BITERNE TR, WAL, B, .
ARAE 3895 IR M OEIIECTH > 72,
(FKiEME I L X5 0—JLIE)
*17.1.5 EANE I ARPREHR
FEEEa L A 70— VIENT QA HREE IO AN Y F
AN 7 K10mgh HAEG & G L. 6IAMIE ChRbIEE Lo, &
D & ZDMIEIREMHOFIHZEAEIIRD L BY Th 57230 37,
MR DI LE
(Rl T L 27 0 — )V MU 0 S 38R

Eraen o 10mg (n=37) 20mg (n=37)
LDL-2 L A7u— (%) - 49.2 - 539
BIALATH—) (%) - 394 - 433
M) 7)) R (%) - 182 - 236
HDL-Z L A7 a—)b (%) 96 138

3FNLLEACEED S - EETIECK A (3/3761, 81%) TH -
726



18. ZERHEEIF
18.1 1EA#F
U ANAY F vy A, FFBAICREBIAICEL) A . I
ECToaL AT 10— VAR OEMEEES TH HHMG-CoAETT
BRI OMAICHE L, 2L ATF O — VAR Z MRS
WZHIHIS 2, 2O, FENOI L ATF0— LEEDPET L,
INEM D 2 OLDLE R ROl HFEINL, ZOLDLZAER
EMHALT, ALATU—VEEREOE W) REHTH SLDLOKF
HEANOTLY SABAEEIN L, ML AT 0 — UAMEF T 5, TR
INAZF AT, FFETIRTE LCREBIEEREZN LT A S
. IR B B 720, BEEIE 2 % H: 72 2 WA o
FAIZHLD A F 1< <L BRI 2 HMG-Co A # T 3% [H 7
ThbHEEZLND® ),
18.1.1 HMG-CoABTEERAEIER
UANAZF AN LE, Ty MR MFI 70V —24H
FDHMG-CoAETEREE K ' e N HMG-CoA R TTREE O il it I #
A N L CHEER 2R L7z (n vitro) 19,
18.1.2 FFaL XFO—IL&BE=/ER
UANAZF AN LE, Ty MO L AT 0—-)VE
i AR L2z 72, ZOEEHIE, thoHMG-
CoA R TTIEF HEH I b~ TR M R L 7240,
18.1.3 LDLZRAFEEH
OANAY F A 2ld, & b HRHepG2ilig OLDLS:
HAMRNADFEB % B ERAFICHE L, F72. LDLSA WM
RS 72 (in vitro) W,
18.2 ML X FO—JLET/EA
UANAYF AT AT, A XL =7 A58 WHHL
THE (v PEEMEEI L A7 0= )VIIED T FIVEIY) 4 12
BWTIEHRILVATO—)Vv%E, /2. 7AREHE SLeiden b 7
YAV =y rxw A (EVLDLIUEE FZ)VE) © Kok 7
KREBHB/CETP (2L AFU0— VI AT IVIEXREH) FT &
TrzZw xR (b boaL AFa— VRRHHITEL L IR
W ATLETNVE) O (B CIZMiEF L A7 0 —
WEEEIET &8, 4 2BV Tid, HMG-CoABETCHEE D
SUSFEMTdH B A0 Y EEO M) % HEKEICET S8
f:42)0
18.3 EfARFEMLE B INFEI1ER
OANAZF ANy hik, WHHLY HFi2B T, KEhk
OIRERATRE, IVATO—VEROBETZL 706 L, BIIREE
AEIRZE D % I L 7244
184 FUJ &Y NMETER
O2ANZAYF ANV aid, THREHESLeidenh T v AT =
Zv IR TAKDP N T REAB/CETPRN 7 VA 2=y 73w
ADIMMMER MY 7 k) FEET &87295 46,

19. B2 ICET B EBIEZHIE
— B O ANARTF A I A
(Rosuvastatin Calcium)
1b&44 - Monocalcium bis [ (3R 55 6 )-7-{4-(4-fluorophenyl)-6-(1-
methylethyl)-2-[methyl(methylsulfonyl)amino]pyrimidin-
5-yl}-3,5-dihydroxyhept-6-enoate]

53 1 (CoeHzrFN306S)2Ca
o f 0 1001.14
WOk HBOMETHL, TP P IVIZEITRT L, AY

J = VZRRBETR T L K=y —v (995) 12
W2 v RETH 5,

== S,
Ca?*
\//
Yoy
L 12
22. ‘@&
(ORISR F822.5mg [RREF/N])
1008 [1042 (PTP) x10]. 500%¢ [10% (PTP) x50]
50088 (79 AF v 7R NIV, NT, EEFIAD]
(AXNZXEF > 8Esmg [RET/V])
1008 (1042 (PTP) x10]. 500%¢ [10%¢ (PTP) x50]

* 23, EEXE

1) Zurth C. et al. : Eur J Drug Metab Pharmacokinet. 2019 ;
44(6) = 747-759
HEP G %o MmiEhiEE (7L A ~—)VEE : 200541 H 19 H &
. HIEEERMEEEAN33.1.2)

3) Martin PD. et al. : Clin Ther. 2003 : 25(8) : 22152224
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45

=

46)

PARE G- oMM RE (7 VA b=V
P R EREEAN34)

BB GRS gE (7 VA~ — Vi
FA. HIRSERMEEL £ 3.2.22)
BEICBT L IMmEEpgE (7 VA M=)V
A HEEE R EEAN36)

BB BT 2 ARG RO MEEEE (7 LA b=V
20054F1 H19H KGR, WIFEEEMEZEN37.8)

Martin P.D. et al. : Br J Clin Pharmacol. 2002 ; 54(5) : 472-
477

(e e I E LD HE S U T

; 20054F1H19H 7K
; 20054F1 H19H 7K
; 20054F1 H19H &

HEWFEIRFZE (7 LA M—)V§E; 2005F1H 19H KRS, HIF
BRI ~35)

FROEE (7 VA =)V 200641 H19H KRR, HREEE
BEEAN375)

HEARMEERE (Z LA M=)V 20054E1H19H KGR, HREEF

HEL~225)

JRIEFPEMER (7 L A b —)VEE  20054E1 H 19 H KGR, HESE
FHEZEAN3795)

HMG-CoA#ETeRER P EH AR O MmAEFRE (7 LA F—)L
&€ 1 20064E 1T 19H KGR, AT EREMEZN3.7.94)

Martin P.D. et al. : J Clin Pharmacol. 2002 ; 42(10) : 1116-
1121

Simonson S.G. et al. : Eur J Clin Pharmacol. 2003 ; 58(10) :
669-675

HhEEDORE (7 LA M—)VEE; 20064E1 H19H KGR, HFEE
BHEZEAN37.11)

WA AR — #IEEA] (7 LA b —)VEE 5 2005451 H 19 H A&
AL R EREEEAN37.122 ()

Simonson S.G. et al. : Clin Pharmacol Ther. 2004 ; 76(2) :
167-177

Schneck D.W. et al. : Clin Pharmacol Ther. 2004 ; 75(5) :
455-463

Cooper K.J. et al. : Eur J Clin Pharmacol. 2002 ; 58(8) : 527-
531
Cooper K.J. et al. : Br J Clin Pharmacol. 2003 ; 55(1) : 94-99
Cooper K.J. et al. : Clin Pharmacol Ther. 2003 ; 73(4) : 322-
329
Cooper K.J. et al. : Eur J Clin Pharmacol. 2003 ; 59(1) : 51-
56

Simonson S.G. et al. : J Clin Pharmacol. 2005 ; 45(8) : 927-
934

Martin P.D. et al. : J Clin Pharmacol. 2002 ; 42(12) : 1352-
1357

Simonson S.G. et al. : Br J Clin Pharmacol. 2004 ; 57(3) :
279-286

McCormick A.D. et al. : J Clin Pharmacol 2000 ; 40 : 1055
U ANAYF ¥ Din vitrof# (7 LA+ —V§E ; 20054E1H
19H KRR, WFEEMEEAN379)

Schneck D.W. et al. : Am J Cardiol. 2003 ; 91(1) : 33-41

7 MNVNZAY T L OHERISIE (7 VA N—)VEE ;2005
FIAI9H KRR, HEERE b .132)

HARANE I VAT 0= VIMERFIZBIT 568 (7 LA

N —)V§E ; 200541 H19H KGR, HIREEAHRE 1.1.23)
AHEIANE 2 L AT 80— VIIERZ IS BT 265 (7 LA

b —)VEE 5 200541 H 19H A&GE. HREEEHMRE ~ 21.21)
MEANE T L AT 0 — VeSS O RNHGZ B 52 6301
(7 VA M—)VEE 5 20054E1 H19H AKGE. HIREERMEE h.15.2)
Olsson AG. et al. : Am Heart J. 2002 ; 144(6) : 1044-1051
Mabuchi H. et al. : J Atheroscler Thromb. 2004 ; 11(3) :
152-158

AT OBEASAREFHEEIIB I s, RIUEGHER (712
b — )V 200541 H 19H KR, HIFFERIEE b .14.2)
Nezasa K. et al. : Xenobiotica. 2003 ; 33(4) : 379-388
ERFEOE Lo (7 LA N —)V$E ; 20054E1 19 H A&ZE, H
AR AR 1.28)

McTaggart F. et al. : Am ] Cardiol. 2001 ; 87(5A) : 28B-32B
LDLEZ RIS 3 27 (7 LA b —)V§E ; 20054F1H 19 H &K
P, WIEEEEMEER.1.2.3)

A XOMHFFEIRT 21EH (7 LA P —)v§iE ; 20054:1H19
HIKRE, BRI R 1.11)

N AP VOIME IV AT O = VRN REHI LV AT

O — VISR AR (7 LA b=V 2005461 H 19 H #KF2.,
H AR ZER.1.1.2)

WHHL ™ H FOlfiiE 2 L A7 0 — b} BRI LR 25 1203
61’EFFJ> (7 LA b=V : 20054F1 H19H AGE, HRE &R E
K113

7 REHE*3Leiden b7 Y AV =y 7= AT AR
(7 VA b—=)VEE; 2006451 H19H KGR, HATERIRE R 1.1.4)
b N THREEB/CETP N Y AV 2=y 77 ZZHT B1E
M (z )1/;4 b —)VEE 5 20054E1H 19H AGE. G &R
K115
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T453-0801 AR KRR —T H24%11%
TEL 0120-923-093
AR 9:00~17:30 (LHAH - SRR 2 K )

26. BLEHRTEEES

26.1 &EHRFETT
HHEF/I\EaixXatt
K R SR BB TP T B 1 8 153
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