2G1Z

¥ % 20224F 8 HIGT (BB 9 [R)
% 20224 3 AWGET

HMG-CoA &% HE#

BARERm D EES

872189

HARERH ORAINAIFIHAIVIILEE
R ulll 29?/&2 S5mg A 4 1)) Rosuvastatin Tablets 2.5mg [ZERIA]
u:‘l 25¥Jﬁ5mgrt 1)7) Rosuvastatin Tablets 5me [ZERIA]

f7 E EERRFF

FHE TR ER TRIFTD &
fERHERR BRICRROERBRAICERTS &
x) AB-EMEOMAECLVERTE L

2.5mg 5mg
ERES 22900AMX00673000 | 22900AMX00674000
FEMEZENSER 2017%12R
BRFERAAE A 2017F128
hEEENNE B 2019% 9 A

22 (ROBEHEICEBRELEWI L)

(1) AH DB LBBOEDBALIED & % BH

(2) JFHREDMET LTWAEERALNBUTD L) 2 EH
SWEHgE BRI 2o SVERDE, JFREZE, R, BE
[ChS5DBHETIE, AHOMPREDN LR 5B
TN Do 7z AFNI TIN50 LT
TH5DOT, HEEZE(LIELBINIH 5]

(3) HEIG SAIHEAR L T 2 W RETE D & 5 I N\ Je O 452 Lt
(Ml Ml BILREANORG ] OHZH)

4) vruzAXR) re&EGhoRE (HEEH] OE
Z )

WA - MK

OXNZREZF 8 OXNRZF 8%

fRzc 25mg [V 7] 5mg [€U 7]

% 1gemey | BBERNREF AN | ARARSZEF A
| gip-ag |27 260mg (AR5 4 520mg (0 R/8
BE | 24572 E0LT250mg) | X4 F > & LT 5.00mg)

IL¥EKRIY. EO—-2, YORKE K>, 3LEE
R DIV I LK. ATFTUVEBYT R I 4,
& eOxO0—-X, MUTZEF>, HILF807,
Z 0 2 KA

; . | DTVWREDFEEDL S TALEKRADEBNDT 1)U
BAOEER LOA—T 4 T8

% D) @9

#i | B @) @

I = =
E#% (mm) 5.6 7.1
E& (mm) 3.1 3.8
EE(mg) 775 154.1
) ZP-2.5R ZP-5R
HEAa—K -
(PTP (Z5CH)

W3heEE - R

SV AT O —VIIEE. RS T VAT 0 —VIE

L (RhEE - MR ICEIET 3 EALDEE) ;
() EHORIC TS EREEE-BL, BILATT—)V
R RS T LAF O —VIETH S O & 2
L RLAETAHOBMEEET A L,

(2) RIEMERS T L AT O — VI R B EARICO VT, |
. LDL-77=xl— yxﬁ@#i%%&@ﬁ%ttf}
H B VITZEN D OHEIENFERAGE WZAFH] D

BWHEERETHI L,

BA% - AE

WE, RAEeANZAFF L LTLIHLE25mg &0
B5 2GS A2 BUICLDL-2 L AFa— Uil &K T
SXDLVERDHYAEICIEbmeg L VRS ZHIBEL T &
Vo BB R RIS D B ER L, &5RG%RD 5
wuiE%\4Lu&°Lm;:vx%n IVAE DT A3
At aAaIiE, Bk 10meg F THETE 5, 10mg %
fﬁtf%um:vau WAE DL T 5+ Thv,
REMEE IV AT 0= VIIERE R EOEERF IR,
EHICHMETESLN. 1 HRK20mg $TET 4,

(% - HECEET 3EALDEE)

1) rLTF=vrY 77 /7\7,)‘ 30mL/min/1.73m* *(ﬁﬁ
DEFEIIG T H46121F, 25mg & Uffx'—?"&]afﬁﬁu‘
L\lﬂ%ﬁ&ﬁiu%m&ﬁéoqﬁﬁ&ﬁjwi

TEHBIR) §

(2> B2 20mg G HFIC B W CIRERBICEELH L b |

L NABENSD L. 0mg HGHER12EE O
ERDL T 1L 2RI CRAEIC 1 ) |

 CERBERART) 2L BRE LI 2L,

BfERAEOEE

1. HEHRES (ROBHIZIIEEICHRETSZZE)

(1) BREEXIZZOBAREOD B BE
[(EEOEEEDD L BEETIE, KA O RN E
K ebBENDEH A, —#IZ. HMG-CoA #EICHEH

EHN e G2 A S B BT RUFAE D% { DB RERE
EEHETHEETHY . T2 BRHRRAEICHE - T
BB BARREEAL D S DNLZ DD D] ([HFE-
JAEICEE S 2 EoiEE] oFES®)

(2) Tiva—VrhEEE HEEIZZEOBAIEO S 5 B
[(ARFNE T H% oML CIERT 50T, IFkEE%
Eﬂi’éﬁ%:&%h?ﬁ Hbo T, TIaI— VrhiEEE

TiE. MRHRIIED S 5 bR TV E ORENDH
%,] ([#2] oHEBR)

B)7477—%ﬁi%(«ﬁ7477—béx-—:%
V. TV VRILERE ([ M T aF V-,

~rug A RRAEWE () Au~vf ¥ 5% 28
Hrho B
[—#12 HMG-CoA 3 ICEE % BLEH] & o BF H CTHEBU
RUFRED S S b3V ] ([HEMER] OESBR)

4) IR TEDOBE, EEEOHER Y X b
074 —=5%) LIZOREREDOD 5 EE, HEHEOMH
BEEDBARED D 5 BH
RO RRREDS D H bR T W E OHEND 5, ]

(5) mEE (FEEE~O&L] OHBE)

2.EELERNIE

1) Ho2PLOBEILVATFUO— VIEBROERARTH 24
HRE ATV, WIGEBB LR B M, BRSO il




PELEDOY 22 7 77 % —OBRRES 28T 5
&

(2) EHEREIC BT 2 BRI AE \Z SLH A58 B 5 BE LS,
AHI& 7 14 75— P RERZ IS AT, B
ERG 2B e SR A2BEICOREHT S S
Lo B EREREEAL 2 1k O MRUTH RURIE DS D S b
RV R EATIHT A2EA I SIS ERE
REARAS S 2 920t L FHEEIR (W A &) o383,
CK (CPK) k&, lirhEORp I+ 27ovy BRI
K7 L7 F = v EASFEOBREOEL 2RO 7
BEdEbIRGEPIET 52 &,

(3) G- R fE 2 kA L. E#EICKHT %
FOBASRD S W a ik 2k 5 2 &,
(4) LMW, CK (CPK) Wifii. RI4E % £E b 2w i
MEDHEIE, PUHMG-CoA #IcEE# (HMGCR) kb
PESE 2 M L T B SRIEAEMEIENE I A X F =3B 5
b, #5H k%L FRET 2P HME SN TW DL DT,
BEDOIREZ BT 8, B, SRz
BHICX DV WHERAR SN E DREBI D 5, ([FHA

LZRIVER] oHEZR)

(5) Fe5-BfE IR 12 8 F CORIZERL, F12 1,
FNUBRE I CREC 1S (TR R 2 17
5z &,

3. fHE1EA

A#E. OATPIB1 U BCRP O3B TH %,

(1) GtREZE BHALEVIE)

ESE=E

BRPREEW - HEE A

Wi - BRET

7<) 2 RfuEkL
#
g7 7Y v

PremyE 25858 3 %
ZENDH D, KH#EPE
MY 5%a1E. AHO
e 5 Pin e K O =28
RS D #7781 b
O Y R ] A e
I (INR) fifi 55 % fi 32
L. ZEIZn LTIV
7 7)) v OEEHE
T 5%, FEEEIKS
T%}:to

B 3]

HlEEH
KL~ 7 F ¥
7 A - KRBT
VIZwh

" AN FF 7 DIl
i BE A3 50 % 1AL T 5
BT EHHEE ST
Bo WANRY F %
Bt 2 Wy AR 12
B % 325 L 7235412
I, OANZREYF D
i i B2 DR H R >
#80% T o720

B A

E-3E2E

BRERAEIR - RE &

W - ERET

SoARKY >

YU ARY Y EEEG

Yrua AR R

OEFEIL - U b
FEI
T7EAYFEI /1
rFEWL
FIVFEIL/ Y B
FEI
JLATLEI -
EJLAZEN

TQANAYF el
JEN-Y b FELE
PERAL-E &0 2N
% F v ® AUC %) 2
f%. Cmax 2% % 5 %
T EHFEFEN K b
FUEIVHH] & T XN A
yFUEMEHLEE
O ANZAYF VD
AUC % # 3 B, Cmax
BTG FVFEVR
Y P FEVTKIE O
ANATF U EHHL
Jol XU ANRYF
> ® AUC H3%5 1.5 fi5,
Cmax 2% 24 %5 . 5
L7z DHmEDVD %,
FlOANREYF U
L7V ATLEN - E
TL vy AENE Fff
MLt &, TANZ
% F »® AUC 7% 2.2
f%. Cmax 2% 5.6 5 F
A L7 OWMEDND 5,

FERLEEA] DS OATP1BL
K O BCRP D ¥ g %
B3 % ] HEEAY B
6 o

295 2ZEN
TAFTLEWL
595 8ZXEI -
TAFTTLEI -
Ny ZTEWL

QANAYF &5
FHERAEN, TAFT
LEWL, XixFr 5%
AN TAFTLY
Ve RTFTEND %
L&, @ an
AZF v O M A EE D
ER LU OHEND
Z’O

Tr I8 AN, XT
Z 7€ AsOATPIBI,
1B3 % U° BCRP o #%
it & FLE 9 5 W aetk
Wbhbo Tl TAF
T LA OATPIBI,
1B3 D e & L 5
BURELED D % o

7V - REER
E=3

A r7atv—
%2

v/A7414 KRR
EYE
I 2AaxAf ¥

v

1 3% BHL 5 R & o fiF
T, BAE. BT
CK (CPK) 5 i
MORPI A 7Oy
ERZREHEL, S
7 R REEAL & PF 5 A
RCFTRUIE D B b b
%j‘u\l)

(T 1 3ar | 3hTwaLERBHE | OATPIBL & U BCRP
2F—SIE) BIHH L & V| SokiE2HET S
7 AR YOMAE | TEEEDXD 5.
BICEBE I Lo
B UANAYF VD
AUCo.2an AMEHE R AN
HhCRER G Lk
ECHRTH 7HELES
L2 OEDD 5,
(2) HREE BHRISEET S E)

L% ERERAEIR - HEEFE B - BRET
T4T5—bRE |72/ 740 75— bk | A3 MR Rl
&l OPEHIZBWTIZ, W | HEOHEND S,

NYET 47T — | THOFEH DM AN | GHRE T Bk

[ 12D BEBIZ AL T | 5 5 R Al 12
W, L2 L—HIZ | RErRZdOeoND B
HMG-CoA &G % I | &
EHE OBHT A
Jin, B, CK (CPK)
LS d R ORHE R
Fruav s e
EL. AR B e
AL % P 5 RSO Rl
BB HHbNR T,

—aFCE — %12 VHMG-CoA & TC | f& B R 7« B bk fi b

EDDHLHBE

J3ITLEI/
TILSZREIL

OANAYF 75
V7L ELVE BRIV
WA VAL E
X, UANRAZF O
AUC %% 2.3 i, Cmax
BRISSRELALE
DHEDD % .

JEFLFE A A3 BCRP @
PRHE % B 5 % T B
M %o

YRZATEI « X
JLINZ ZE L

T ANA Y F 2 &N
FACNEGHLZE
X, UANRYF /D
AUCH#y 2.7 f%. Cmax
Ry 26 5 LA Lk
DOIED % o

DI PA AV S /N
OATPI1B1. 1B3 J&
F BCRP @ #%5E % FHL
EFTLRENEDD S

AOLE3FK

OANAYFreyu
VE I RNEHLEE
X, BANRYTF /D
AUC 52 fV, Cmax
250k LA L7 D
WD 5,

yun s 3R R
OATPIBI, 1B3 %
U BCRP ? B ik % FH
T RHWHEND D %o




72T L
L&, OANRY TV
DAUCH 3.8f%. Cmax
A6 LA Lz D
WERD 5o

EHEE ERERIEIR - HEBHE B - BRET
Ld571z=27 |gxAnNZAyFrELT|(LTT 72T H

BCRP O # it % F 5%
AWML D 5,

HhT2F TR
BAKFHY

OANAYF v &hT
< F = TR KA Y
RALE X, TR
INAFF @D AUC A
% 2.1 5. Cmax 2% 3.0
R ES L7z & oS
Hbo

BT F =T
7% BCRP @ ¥ it % [H
EF I EICEY,
O ANA Y F DIl
R S NS A T
RS % o

NEF1XZy b

T ANAYF 2 ENY
FTaAYy VEHL
7ol &, UANZRYF
v @O AUC 3%y 25 £,
Cmax 25y 2.7 5 | 5
L7z DHEDND 5,

NEF2 A5y bI
BCRP @ # 5 % B
TAHIEIZED, 1
ANAZF VDI
IEBEDSIEINT % W e
W2d 5,

PEWAE VISP

UANAYF Tz

TxTHFIAYy IH

TX¥VATy M EPIL

BCRP o ¥ fig % FH %

72L&, OANAYF

FAH5ZEICED, TR

> ® AUC 3%y 1.9 &,

INAFF DI

Cmax 25%9 2.1 % L. 5

BEASHE N § % T he

L2t DD %o

N bo

T)LhAVKRING

O ANAYF &)V
by R T 2HH L
ol & TANZRYF

IV M a Y ERINTH
OATPIB1 % O° BCRP
OEREZ HES L)

> @ AUC %% 16 5 1
AL DD D %o

RETED D B o

TE) AALASIENE L 7 AR R 0 JI S B 2 s s 3T
4. B4R

ARFNE A A A O BIVER BB SRk & 7 %
HAEINEL T,

(1) EXAREMER (LUF. & THEAR)

1) MESUERRARRAE - RS, BT, CK (CPK) L&
MAERCREI G 70 v FR 28 e 585
WHRARRE 2SS & b, Sk R g4 o 5 7 B R
ENRHOLLNLILEDRHLDOT, ZOXH LGE
WRE B IR EPIET A2 &,

2) IANF— I IFNRF=DHODbNDLIEDNDH A
DT, JLHRHRIE. B2 EW 2 CK
(CPK) @ 523 &b a3 5 2 hik§
5Tk,

3) RIENTEMIEEM I 4 /5F — @ GEAFEMEEEE M
IFANRF—PBHODbNEIENHLDT, HEL
T AT v, BENEO SN Ee kS 2
L, BEURREZT) 2 &,

4) BFF#%. BFHEEEREZE. #&E : F &, AST (GOT).
ALT (GPT) O FA-5S5% 089 IFRRERE S, #E A
HobNbrIENDHLDT, EMMIIFHEREMRA
SRR ATV, BENRD LNZEAIC
RS EdR L, B MERIT) 2 &,

5 IM/NMRED - /MUK S b s 2D b
DT, MEMAEEOBILEZ 51 TV, BE IR
DN G 2k L, @) 2 AL % 47
5T &,

6) BHEUEIR : MEFME% & &BBEIERTH 5bh b
ZENRBHDLOT, TOXH Y EI3E 2k
L. @Y R0ELTTH 2 L,

7) EEMERRA  BEENERDbNL LD 5D
DT, BMHGTH- T, FEE. Wk, IR A 5
Wk X AR50 S N2 A I3k G- 2 ik
L. B ARV E A OF G50 MY 4 LE %
o2k,

%ﬂl

8) RMMERE WP OB, L FHESF O
FREE, K. B 5 WIS KT 5 0 KA R R
EVRHLDNDLIENDHLDOT, BEIFHEDLN
a3 2k L, R REZIT) 2 Lo

9) ZWAIHE : ZIALHED D HDID T EHH D DT,
B2 T fre. RO N EITIEH
Gk L, SR REZT) 2 Lo

(2) ZDfLDEIER

SEEAEH
BBy IR FBIB. HIRE
SH1EER e, WAL, WE&L TR BEZ. %
- BRR %S@K (CPK) L& EJjdE. iR, BfiE. M
FEHEER | TR, R T R IEIREE ORI, ) |
oo
Rl AL
RBESE | HbAlc Ly, M L5
B FBgESLH (AST (GOT) L5, ALT (GPT) ©I5)
B BEARTY, BHEMERY (BUN B&. Mz L7+
= k&)

D) R SN BEEBG 2RI T A &
2) WE—BEETH B, FKRAHOEARS T 5551213
WET 5% LW RALEEIT) 2 &,

5. EEMEANDES
— I EEE TIEAEBREIMMET L TwE 2 2R Z o
T BEORBEZBE L 2P0 8G5 5528, /20 M
BHERIED D S bR TV E OHEND 5.

B kA SR L - BRI AER Tl ik & IR S I
BWTHANZAY F VOISR 5 23 213580
LNTW\n,

6. iR, ER. RILBENDES

(1) R O3ITR LT A Eetk o b A N3 5 L
wZ ik,
R O3 512§ 2 et IE L L TR was,
J v Mo HMG-CoA BRI ZMER 2 Kaix 5 L
AR OEBRAGESRE I N TS, BTk b
Tld. > HMG-CoA yeEE L EH] T, ik 3 » A
FCOMIIMMA LAz &, JRIRICEREDTE DS D
N7z OWENH %]

(2) BIHOANIZHEE LR &,
[T v FTHITFNOBITPHE SN TV S,

7. NREADES
HAEAREIR, AR, LB, PRUNBICHT 5%
LPEIZHE. LTV vy (R 220 6

8. EALDEE
FHIZfTEF - PTP @EOHFNL PTP ¥ — b2 IUY
LTRSS XHRET LT L,

[PTP ¥ — b DRI X O AT S A1 5B A E i s~
AL, BHIZIFgL 2 U CHERR I 25 o 3% 72 4 i
ZHRTHIEDHMEEN TV S,]

9. ZOMDEE
AN BWT, O ANZA Y F U &E&T HMG-CoA =EIok;
FIHEH LG O BETIE, BIRHEBED ) A7 I
Mol OHEDND 5,

WEYEIEE

1. R 4R

(1) 9ANZRFF v4Ebmg ¥ 7]
T ANAYF V4Ebmg [ 7] LE#ERKEZ, 70
AF ==l E ) ENEN1EE (QANRYF Uk
L C 5mg) fAEER A T-12, M B R CH - LTl



bR REEZ R E L, BONEYHRE S
A—% (AUC. Cmax) 22T 90% 12X HH:12 T
WRHRNT 24T o 72853 log (0.80) ~ log (1.25) O
PANTH O, TWHI DAY FESEEDHERR S 7z,

HIFEINT A —4 BEINTA—4

AUCo-7 Cmax Tmax ti2

(ng * hr/mL)| (ng/mL) (hr) (hr)

OXNZAZF 88| 60.958 6.2358 3.9 6.85
5mg [€U7] | +17.007 + 2.1834 +11 + 3.09

FESIH 55.705 5.8899 4.0 5.99
(8%, 5mg) + 17.985 + 2.4300 +1.0 + 2.98

(Mean = SD., n=24)
(ng/mL)

8
7 —@— UANRYF U$dmg[ X7 |
--O-- BEHERLH) (§E#), Smg)
1L 6 (Mean=S.D..n=24)
s
¢
x4
1t
k3
b3
L
1 N
0 ' ' )Sb’_“_’
0 12 24 48 72 (hr)
Iig [H]

MR O AUC, Cmax D 85 A — 713, %R
HORIR, REOFIANE - B SO RS- T
AN D 5,
(2) QANZEZF U 8E25mg [T
O ANAYF 4E25mg [€V 7] 13, [SR\EL S
FR TV A 0 A Wy 1 R S5 VE BRI A K9 4~ 12
HoE, BANZRFF UHE5mg [V T &SR
EL7-bx, BIMEEPEL L, EWFEICRS L A
RENT,
2. jEHasE) Y
O ANZAZF $E25mg [¥VY 7] RG AN FF
$eomg €V 7] &, HARERFEREMERICED SN
U ANZAYF VAN AEEOERBEIES L TW»
52 EDRER SN TV 5,

[ E-3yE:3i:Y
IV AT U= VESEOERER & R LIS % i3 5
HMG-CoA @It £ 2 3 amICHET %,

BEZESICEY 2B EEIAME

—fs @ AINZAZF VAV A (Rosuvastatin
Calcium)

¥{b# 4% : Monocalcium bis [(3R,5S,6E)-7- 4-
(4-fluorophenyl)-6- (1-methylethyl)-2-[methyl
(methylsulfonyl)aminolpyrimidin-5-yl} -3,5-
dihydroxyhept-6-enoate]

513 1 (C2H2FN3O6S) :Ca

srf& 0 100114

eI X _
co,” | Ca*
L o
P R OANZRYFUAN T AIHBORETH Do
KT = MY NVIZHEITRTL, X% — )
WZRREITFR L, K s J —n (995) 12
EIFIZ v,
AR TH %,
EEREWO EDESE
REMER "

DEREE (40C. MHAHBIE 75%. 6 » 1) OFiF, 7 AN
A& FvE25mg (XY 7] [PTP AHER HEE (K
IF L R ZEFIAD)) ] T ANA % F ~§E bmg [ €
)7 ] (PTP@%) Xl OWSiE FIoBW»w T 3FEME
ETH 5D EMNHEN S 7z,

ma2E

T ANAZF U 25mg [€) 7]
PTP 100 $& (10 §&x 10)
B 500 G

O ANASYF §Ebmg [ 7]
PTP 100 $& (10 §&x 10)

WEE

1) Zurth, C, et al: Eur J Drug Metab Pharmacokinet., 44,
747, 2019

2) HARHEN T3S AW FFSEEICE T 5 &R
(FE R

%3) HAZE M TEMSAL - IS 288 RENEHD)

4) BYB_3rER: 7y Fx v - Fo~ sdEE f
12 B, 135, g, Hnt, 2013
5) HARIEN TERKSH eI T 588 (PSR

WXCEREE KL - HmBERSEVEDHEE
FEHICREHOANERCIOE F LT TR TREK <
7280,

YY) 7 TR B SRE

T 103-8351 AU nLARH I X H AAG/NMFIT 10-11
TEL(03)3661-0277

FAX(03)3663-2352

ZATIER 9:00 ~ 17:50 (HHAH - B4RSEH 2Bk <)

FIoIT

@ CUTHETERRA
RREBPREXBARE/NFARTI10-11
BiSERFTTT

BAZRIXGASHH
RRHTREREAI2TH2-3



