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Rosuvastatin OD Tablets 5mg [KAKEN |
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cor | ©
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5F3 : (C22H27FN306S)2Ca
4= : 1001.14

MeFER (WRER) RIFAE

Monocalcium bis[ (3 &,5.5,6 E)-7- {4-(4-fluorophenyl)-6-(1-methylethyl)-2- [methyl
(methylsulfonyl) amino]pyrimidin-5-yl}-3,5-dihydroxyhept-6-enoate] (TUPAC)

- BR%. A&, KBS, E5ES

CAS &§k%& 5 : 287714-41-4(rosuvastatin)
147098-20-2(rosuvastatin calcium)
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ABRIE - B AR — ERBRIE A R BRIE S vk
BRI E : 900mL
WMEFE /K7 e~ NTT77 4—
KA
BRI 7Y R (4Y) EIL e
pH1.2 5,10,15,30,45,60
pH4.0 5,10,15,30,45,60,90 50rpm
pH6.8 5,10,15,30,45
7K 5,10,15,30
pH4.0 5,10,15,30 100rpm
AR 37.0+£0.5°C
L 12 Xy &
QRBRFE R« [HRFEIRGOEYFRIENRBR T A R4 2 ) 120> TRHRBR & i L 7=

FEF, B ANRZF 2 0D §E bmg [FHIF ) (3AEAERLA & 98 H S Bh O FE L A3 1S
BNRnoTm2, LLARns, BROTA R4 1eBWnT, AR &
HHELPEDOHEE T, EMFHCRETHD Z EEBERT IO TIERW] &R
TEY ., @EERABMZXSR & LA E SR E (TVIL 1. (2) BREK
HETHAINE-MPRE] OESMR) (2T, MRAINIEYFICRETHD Z
ENRFEREINTND 3,

[m A2 5 F 0D #& bmg [FHAF) L ARERAIO S HERAE T2 i HZEH) ]

pH1.2, 50rpm pH4.0, 50rpm
100 100 |
80 w T
" &
H 60 H 60 F
® —x— BB (57, Smg) Tl
~ 40 I, o % —— R (), 5me)
\é 20 —O— I ANAXF L ODEESme [ FBHiF ~ 90 —e— A SAHF L ODEEme B
0 5 10 15 30 45 60 0 5 10 15 30 45 60 90
BRI BURERE (43) FRER IR ER IR (53)
pH6.8, 50rpm 7K, 50rpm
100 100 F [ 2 L 2 L —e
80 L8 FT T A T T
% "
i 60 60
* 10 —x— PR (51, 5me) ~ 40 —— A (52, 5me)
0,
i’/g 20 —— D ANNRZ T ODEESmg [ FHF | \/3 20 —— AN 2AZF L ODSESmg [EHIF
-——- 85%
O 1 1 1 1 J 0 1 1 1 J
0 5 10 15 30 45 0 5 10 15 30
BRI IR (43) PRI IURE R (47)

pH4.0, 100rpm

100
80

s

60
40

(R)#EE

20

—— fEHERLA) (BEA), Smg)
—— AL F L ODSESmg [ AHF)

- - - - 85%
0 5 10 15 30
FRERIRER IR (59)




(2)

OX/NRAF > 0D 82 5mg TR
LT TS

ABRALA : v 2 N2 % F 2 0D $E 2.56mg [FHFF |
FEAERIA] - v A XA 2 F 2 0D & bmg [RHF

@B

ABRTE © AACHR R 7 — iR ik B I%

BRI E - 900mL
WEFE - w/ikr7a~ 7277 44—
BAESM:

IR

ARERIR Yo7 TR (4 EIL e
pH1.2 5,10,15,30
pH4.0 5,10,15,30 50rpm
pH6.8 5,10,15,30
7K 5,10,15,30
BRI 37.0+0.5°C
LR 12 Xy &L

Q@BRFE R m A X2 ZF > OD & 2.56mg [FBHF] 13,

FRFEFEERBRT A R T A ] 12D E, m AR ZF 2 OD §E bmg TR

AARMERIAI L L7z & & IS [ Ll S, EERICEE AR S

71': 2)0

[B A2 2 F 2 OD §E 2.6mg TFAF) LAERHERIAIO ST TICR T DI HZEH) ]

pH1.2, 50rpm
100 * + —¢
I N Y A
i
H 60
R 40 —— FRE YR (5274, 5mg)
g/“ —— AN AXF L ODEE2.5mg [ FHIFF
L 90 ----85%
0 . . . '
0 5 10 15 30
FBRIEER BURE (43)
pH6.8, 50rpm
100 % 2 2
80
Yg
H 60
40 —— HEERLH (527, Sme)
% —— I ANRREF L ODEE2. 5mg [ BHIF)
20 v/ e 85%
0 1 1 J
10 15 30

AR IR PR R ] (93)

10. && - A%

(1)

(2)

FENBELRE - 2%
LR L

23

pH4.0, 50rpm
100
(R R~
S
Hi 60
gg
~ 40 —— PR (527, 5mg)
\/E 20 —— I ANRZF L ODEE2. 5mg FBHIF )
- - - - 85%
0 . . . .
0 5 10 15 30
BRI R BURERE (49)
7K, 50rpm
100 ———
L8 F T TTTTTTT T
”
i 60
X a0 —— A (BEA, 5me)
% —e— RSRHFLODEER 5mel BHIF
20 - - - 85y
0 . . . .
0 5 10 15 30
PRI IR (47)

NEDFHRG R - LEICET H1ER

[ 22 %F > 0D $E 2.5mg [BHF), FEE 5mg [BHF]]

PTP : 100 &£ (10 $£Xx10)

& RS 57 5% 1 E TR o 49



1.

12.

(3) FRE=
B R ONANA

(4) BEOHE
PTP:R)7ubELy, TAHI=ULA
Eo—: 7AI =L RIZF LT IR— T 4V A
25 - HE

AR SN D EME

2L

ZDih
MU ER e L



V. ;amICE9 HIEH

1. DEEXRIEHHE
S3LXRTFO—)LfE. REES3 LATAO—)LIEE

2. MEXEIHRICEET IR

5 MMEEXIIHHRICEET 5FE

5.1 WHORNI o2 EEZFER L., &L AT o—/)UIiE, FEEED VAT o —/ VIILGE TH
HTZ EEMER LI ECARAOBHAZEBET S &,

5.2 FiEME a L 27 a0 — VIMJEREFEESERIZOWTIL, LDL-7 7 = L— 3 2% JE3iMpiEis
OB E LT, HDWITZEN S OIRFIEN T ARG S ICAK OB 25852 L,

3. RZERUHAE
(1) RERUVAEDHESR

BHE, KA ARRAZF L LT 1 H 1[E 2.5mg XV EGEZBMET 528, 52 LDL-
ALV AT UMEEK TS E0ERD AL bmg KO FEREZBHBLTH XV, 2B,
ARG - JEIRIC K 0 EE R L, RGBME D D VIR, 4 BLUMRIC LDL-2 L AT o —/)L
BT RARF4725E1201%, Wik 10mg £ THETE 5, 10mg ##%5 L TH LDL-21 L &
Fa— EOE TR+ TRV, FEME I L AT e — VIERE 7 EOEIELRFICIRY .
SHIZHEETEDMN, 1 HERK 20mg TET 5,

(2) AZERUVAZEDRTERRE - B0
MU ER e L

4. RERUVAEICEHEYT 5EE

1. BERUVBEIZEET 5FE

1.1 2V 7F =227 U7 T AN 30mL/min/1.73m2 K D BE I 54 5541213, 2.5mg X
DG ZBBL, 1 BRREEGEEII b mg &5, [9.2.2, 9.2.3, 16.6.3 1]

7.2 B2 20mg B EHHZB W TIIBEEICEEN D 5 b BTN H 5, 20mg HH5-B#EH 12
HECOMITER, HiZ 1\, ZALBEETEMH CPEIC 1 R (ICBHERELZIT O 22
L BlEA AT 28, [9.2.2, 9.2.3, 16.6.3 ]

5. BERPRRUR
(1) BRT—2/1v5—2
A LR

(2) ERFREIEER
AR L

(3) AERNERAR

(B3 LATA—/LIMSE)

ENFEIHAERIGHER

AL ATr— VIERE 2G4 e LT HERIEICL Y EiInz RICkB T, mAAN
ARF U HNT T A (5~80mg) XIET hANSZZF L (10~80mg) % 1 H 18 6 HE# 5
LR, g ANRXREZF Ny hiZ, LDL-aLATa—L, al Arya—/), MU
Ut RIZIMETFEE%2 . HDL- 2 LV A5 a0 — W i3Ensh 4w L, /-, 7HREH B.
FEHDL- 2L AT u— LA ETEE, 7TREAAIZENESE-, i, LDL-alL 25 o—
JHDL-2 L AT a—ih, #a L A5 —/L/HDL-2 L 25—/t JE HDL-2 L A5 1
—/V/HDL-2 VA7 u—/ b, 7AHREAB/7THREA AT LEZK T I,

O ANARZF TV T AOFNX, 5% 1EBLUNICS o, @5 2 BHEE TITHRKR



ZHERD 90% & 72 o 7-, FARBEIT@ET 4 W £ TICh bbb, TO%REHR LIz,
BIEFRBBEE X, v ANRNAZF AN T A bmg #GRET 10.5% (4/38 ) . 10mg £ 5
BECIE 15.6% (7/45 1)) | KON 20mg #HRET 17.9% (7/39 ) TH o7z, WTFho&k 58
Th, 3HILLERILI-EWERIZ o T2 49,

(4) HREERIEHER

1) BXMHEREERER
(&aLXTFO—/LMmfE)
®@W%Hﬁﬁﬁ
CHEEREBICLVERISNZRBRICBN T, B ANRZZF U A NT T A 25~20mg & 1
EI 1 m 6 HE#EE Lo MEEEMEOTFHENERIR1LIOLEEY ThoT,

BIVERF BB IZ, 0 AR ZF U AN 7 5 2.5mg B5HET 38.9% (7/18 f4) . bmg
&ﬁ’ﬁifv 20.0% (3/15 ) . 10mg #H5HET 13.3% (2/15 #) . KO 20mg H5EET
47.4% (9119 ) TH o7z, 7 67 FlICBWT 3 FILL LGRSO b -RBIEAIX, IEJm. CK
EHAKO Yy -GTP LH (%36 ThH-o7-6),

x1 MEREEEOFHELE (FaLATAO-ILINEZENRHE)

= 2.5m 5m 10m 20m

BSE (n=17g) (n=1g2) (n=1§) (n=18g)
LDL-=z v A7 ur—/b (%) -44.99 -52.49 -49.60 -58.32
ol xgo—1 (%) -31.59 -36.40 -34.60 -39.58
NV ZUEY R (%) -17.35 -23.58 -19.59 -17.01
HDL-=L X7 u—/ (%) 7.64 9.09 14.04 11.25
T7HREHAB (%) -38.56 -45.93 -43.97 -50.38
T7HREA AT (%) 5.42 6.25 10.61 9.72
TAREAAT (%) 0.38 4.27 7.78 7.73

@5@%%’]]1*55%&

ERIEICLD EHEINTE SHBOERET — X5 Ld, OANRAXT U H LY
A 5mg XX 10mg Z 1 B 1 [0] 12 @& 5 L 7-BOMEEE O FHERITE 2 DL
BYOVTHY, Gl 27— VIEREDORE LNV EREMIZWET D Z L0 D 5

e,
2 MAREEOFEHELE GEASILATO—/LINERETRAER)
55 5mg (n=390) 10mg (n=389)
LDL- =L 27 a—1 (%) -41.9 -46.7
Barzro—iL (%) -29.6 -33.0
N ZVEY R (%) -16.4 -19.2
HDL-= L 27 m— (%) 8.2 8.9
JEHDL-2 L 27—/ (%) -38.2 -42.6
THREAB (%) -32.7 -36.5
THREA AT (%) 6.0 7.3

Qs ENARIARSHER

EHalZ2TFo—VJERE LG LT EHESRIEIC LV EESN-RBRICBNT, o
ANAL T2 v A bmg Xid 10mg 73>%TQ’§—’8F¥?}&AL\ LDL-= L A7 1 — LA
NCEPU A RT7A4 O REMICET A2 ETHEELE, 52 BEFIZBWTHIRIEKESED
5mg X% 10mg DMt 5% 5 CTOTIEFIOFIEIX, ZEH 76% (92/121 i)
W 82% (88/107 ) T 7=,

BWER ORBR T e ANZ X F v A bmg BT 29.4% (40/136 f5l) . 7 A/NR
BF T 7 A 10mg BET 26.5% (35/132 i) Th o7z, WO ERET 3 4
DL ERBLU7-RIERNT I, AL R, 8. fidm. RIRE, 3895, 185 & O J)6E C
HoT- 89,

10



(RiEEa LA T O0—)LIE)

@ENE IHEEHRGHER
FIEtEm 2 L AT m— VIENT G REEIC e ANA L F v 7 5 10mg 1 b
PG aBAtG L. 6 AR CHHEIME Lz, 0L EZDOMGREMOFHEETE I D
LBV THoT 10,
3BILLEICEEO b -BITEH L CK E& (3/37 #1, 8.1%) ToH-7- 10,

®3 MERBEEOTHEER (Rktma LA T O—)LMfEEE N RHER)

h& 10mg (n=37) 20mg (n=37)
LDL-= L A7 a—/L (%) -49.2 -53.9
BarzFo—i (%) -39.4 -43.3
R ZUET R (%) -18.2 -23.6
HDL-z L 27 ua—/b (%) 9.6 13.8

2) REMHR
AU L
(5) BFE - WERHAR
UE R L
(6) AmHIEMA
1) ERBERE (—RERAREHRE. BREEARERE. ERABRELERAZR) |
HERFTRT — I N—IAE. RERTRERABRONE
A Lgn

2) RBREFHLELTEBEFPEOARRIIEREL-RE - HROBE
AL

(7) Z0ith
MAEER e L

11



VI. ExhEE(CEAJ SHIEH

1. EEFMNICEEH S LEMXIILEWE
HMG-CoA = o3 P E A
PIGNRABZF T NI TA, VUNRAREF L TRUNRRAEZFF R T4,
T RMUNRREFUF RNI T A EFRAZTUINT TN

EE  BEEOH LM OREE - DIRFL, RIOBMNLEEZZRS L L

2. IR
(1) EFEERML - 1EFERER

O ANZAEZF AN AL, HIBRNICEERIMICTRY AT, HETcoa L xFa—1445
iR DHEEEESE Td 5 HMG-CoA H=Itlss: 2@ RN DB e iICHE L, a L AT r—1
AR EEINCINEIT 5, FORE. HBERNOa L AT o —ALEBRNMEFR L, a2k 7
®» LDL ZAKORBAFESND, 20 LDL ZHEEZM LT, I LATFa—LEHED
#\ U REA TH S LDL OFFIE~OTY AZBEM L, ff =L 2T 2 —A MK T 5,

RANRALF ANV T AE, FBCIEEE LTREBI#EREZ N L CRYAEh, IREH M
PEDS FLES RN T2 8D . BEBENIAE R 2 FF - 2o WML ORI 1T AV SAE e < < TR EA 7R

HMG-CoA EiLMFEILEAITHD LBEZ BN D 1219,

(2)

(3)

1)

2)

3)

HMG-CoA Z B2 R EE/E R
QANZEZF RN T AT, Ty FEOE MFI 72y —2oadko HMG-CoA &k
#Z ROt N HMG-CoA & TCEEZ Ot B A o 2kt UTHLEEM 27~ LT= (in vitro) 19,

FaLXTFOo—L&EEZEER
0 ANRALZF AN T AT, Ty MFRO a2 L 27 0 — Ak a HERFERICHEL
T7o F12. FOEEMIZ. > HMG-CoA & iEEE FLERNC R TE I ERp: L7- 19,

LDL /A FE/ER
0 ANRALZF N7 AT, b MiFER ¥R HepG2 #iind LDL Z &5 mRNA O3B %
BRERFAICHEE L, £7-. LDL#EAEEZEINE Y72 (in vitro) 19,

E & R4 HHERRHE

1)

2)

M3 L XFO—)LETER

BANRZREF U I T AT, A X160 H=7 ¥ 010 WHHL 74X (b b5EES
a2 L AT a—)VIIJEDET LVEW)) BB\ TR VAT e —vE iz, THREHA
E*3Leiden N7 AV =y 7 ~7 A (& VLDL MJEET /LVEMW)) 9K N 7 REH
B/CETP (2 VAT R — VT AT NVHREREH) N TV AVz=y /v T A (EhDalb A
T —/AGHICEL LR ERMERE 2 A 327 L) 028WCimiEh a1 27
n—EABEIR T S, 4 X2V TIEL, HMG-CoA iEItER O KLFEY Th % AN
o VRO IR E A ] ERFRIK T 7218,

EhARFE/L B HIHI4E A
0 ANRRZF Ay i, WHHL 79280V TC, KEROIBE LS EE, 21 X

B

Tu—EREORTE b L, SREE LA O = 2 i L7z 19,

FUTYUEY) FMETER
BANAZF TN UL, THRER E*3Leiden N7 AV 2=y 7w U AKODE |
THREEABICETP N7 v AV 2=y 7<= ADQMAER N 77U &Y REKT EH 7 1920,

{EFASETRRSR - FRRRRS
AR L

12



VII. EYEREICEAY HHE

1.

MR E D
BB R
AR L

(1)

(2)

FRPREHER THERR Sz AiRE

1)

2)

HEE

R A S 6 Fllca ANRAXF U )T L bmg OB CTLEERHCE R O#&E5 L
el ZA, Mg e A2 2 F o REITHR 5% b RFHIZ Cmax 277 L. 1HEEE (Tuwe)
1£20.2£ 78K CTH o772, F72. Cmax LU AUCo-24n [ TZIZ 4L 3.56 £ 1.35ng/mL & O}
31.3%£13.6ng-hr/mL Th o7z (CFHME AFEHERE) 20, o6, v AN ZF o OIRNE)
RBITRETHDL EEZ LN TND GMEAT—%) 22,

REHE

R AN B 6 Hllca ANRR X T T A 10 KON 20mg 2 1 H 118 7 Aff, ZE[EEF
WCRER OB LIZE 2 A, #5% 24 B o fffEh o 232 2 F B E I3 R 2 12 E5 L.
KEHS 3 BIHICIHFITEFIRIEICEIE L= 29, @HFIRIEIZH T D AUCo-24n [T HE [R5
D 125 CThH Y, TOMITHEEE TO/BENSOFHE L FRE TH-o7=, Lo
T, KEHGIC LD T EOZEBEIIRVWEEZ DN, B, BAANIBIT D Cmax &
WAUC IIAEANDKI 2 5T o712 29,

£1 BERABEICETEORNREFUOENEE/IRSA—4 (n=6)
& Cmax® | Tmax® | AUCo2n? AUCo? Tr20
(mg) (ng/mL) (hr) (ng*hr/mL) (ng-hr/mL) (hr)
7.87 5 74.2 126
e (54.4) (4-5) (56.0) (39.3) 15.1+5.369
10 . 9.38 5 90.5 167 )
e (71.5) (5-5) (67.0) (30.0) © 18.4£4.62¢
20.5 4 171 209
e (54.6) (3-5) (53.0) (50.1) 19.1+5.81
20 . 22.1 5 206 248
e (68.0) (5-5) (63.9) (62.2) 14.8+5.76

a) TFEHME (EEHRE) . b) TR GEHE) | o) TFHMEEFEAERZE, d) n=3. e) n=4

B L AT 0 VMBI 0 ANR L F L A 2.5~20mg % 1 A 1 [l 6 M)
B\ROEE L, EFREOMEET o A2 2 FUREZRIE LT 2, @3l A7 a—/ i
JERZ OMAET 0 222 F U REITAEICTIF RG] L THEML, fERABETOMH

(51 10 B O %7 FH{E, 10mg : 4.06ng/mL, 20mg : 9.82ng/mL) & IFIXFRIRE T
bole, B, KRB TRAARNENEANDRERZLE LTZE Z A, BARANIEBT 2 EHFIR
REDMAETH 7 AN Z F U PREITHENDRK) 2 5 TH - 7 26,

£2 FALRATO—)VMEEEFICETAEEREOMBIORNRIFUEE

Bh& Mg 2 N2 2 F L JRE  (ng/ml)
2.5mg (n=16) 1.26 (72.7)
5mg (n=12) 2.62 (41.5)
10mg (n=13) 4.17 (75.5)
20mg (n=17) 11.7 (50.0)

ERIMEFH] © B 54% T~16 B SefTENE (ZEEERED

3) BEKEDOZE

SNE R A 21 Fllc e ARAEZF vy T A 10mg 27 2 A4 —/3—{ET1 H 1A
14 B, A0 7 Kb D WVIEFH% 6 FRCROK G Lz 2 A, mifiha AR X F R
B ITm KR GHF TR TH Y, 0 ZARZRZF )Ly 7 AORNENREILHE 5 0 8

13



ERITRNEZZ DT 2,

4) EMERESEESER
@OARINREF > 0D & dmg TRIHF)
( TR ERSOAEY PRIEERBRT A T4 CEk 2442 H 29 BiE KA
FAF 0229 55 10 5 BIKK 1) ICHEHL L FhE)
fEFER N BT A2 ZF 2 OD $E bmglFHff) & 7 L A b —)LEE bmg DEINZE4L 1
B (B ANRAZF L LT bmg) &, MERHEROKES L e 2 X225
EAREL, SO mEhiE T A —4% (AUC, Cmax) (22T 90%/5§E X H1EIZ T
MM 21T > 1245 3. log (0.80) ~log (1.25) DO#HIPHNTH V. WAl AW R
PERHER SN2 (7 v R4 —s3—jE) 3,

Kb 5.
(ng/mL)

10 -

=y
(o]
I

—8— I ANA Y F v ODEE b ngl FHF
—O— % LA F— )V §E g
¥ = B (n = 20)

e
-
Il

D T T ’
0 12 24 36 48 60 72
Ry fH (hr)
EMFEE/INS A —4F (FHHIZERE. n=20)
HIEIRT A—H BEIRT A—H
AUC Cmax Tmax T1/2
(ng * hr/mL) (ng/mL) (hr) (hr)
RANAZ T ODEE | 19 1649681 6.39+2.34 4.6+1.0 16.2+10.2
5mg [FHIF)
7 LA h—/LEE bmg 69.42+25.73 6.261+2.51 41+1.1 14.2+3.8

ISP PREENE NS AUC, Cinax D3 T A — 213, YRE OIR, RIEOTRIAEL - R % ORI K -
TRRD RN D D,

K L#E (7 VA F—/V8E bmg (3K TARM)
(ng/mL)
10

—e— 1 A/NA % F »ODEE 5 mgl BHF
—O0— 7 LA b—V4E5mg
P+ BE(R 2 (n=20)

WRETHES

2
0 T ®
0 12 24 36 48 60 72
i [H] (hr)

14



EMEIRE/INT A —2 (Y BEERE. n=20)

HEINT A—H BENRT A —H
AUC Cmax Tmax T1/2
(ng * hr/mL) (ng/mL) (hr) (hr)
HASAZ T ODSE | g1 s6t17.09 7.2841.78 4.4+1.1 14.4+2.9
5mg [FHJF)
7 LA h—/LEE 5mg 75.31£23.25 6.87+2.23 4.4+12 18.2+6.5

(3)

(4)

MR ONE AUC, Cunax B0/ 7 A — 213, YRAE OIR, REOTRIRAIE - B S ORI K-
TRRD RN D 5,

@BRNREZF 20D &2 5mg TFIEF]
1 ZASRALZF 2 OD BE 2.5mg [BHF) 13, TE & 57 2% 1 E A O A9 21 [R5
PERBRAT A KT A ) ICHAX | m 224 F 2 OD i 5mg [RHIF) &R L L7-
& E, ATORREMBITB W CIRIHZEB M &HW S, EWFINICRESE L s Sh
722 (TIV. 9. ALl OESH)

b3
KR L

BE - ffRAROEZ

1) BEDOFEE WEAT—2)
SREAFERER A 20 il 2 ANZZF AT A 10mg 7 B A —N"—1ET 1 H 1E
14 HIM, ZEMERE (B 3 FfH) HHWIIRRBRICROEE Lz 29, %KL Lict&on
ANRABF 2 OWIUTZEERFIZ R TR TH D | Coax [ TR FHIZ L - T 20%1E F L7,
LovL, BH%EGRED AUCo2n (FZEMEREEH-D 94% TH YO, B ANAZ T UL T A
ORI E~DORFEOHBEIIIRNEZ Z LT,

2) GFREOEE
OHlIEEH
HIERA 2 RIFEE ARG L7258, 2 ANZAZF 2D Cmax LT AUCo-24n 12E NV H 50%
KON 46% F T F L2y, B ANRRZF &4 2 RERICHIEEA 2 5 L= 5E 12,
0 ANALF 2D Crmax 2 O AUCo-2an 1ZZ NVENIEGFHFFD 84% K N 78% Tdh - 7= (4
ENT— ) 2930,

@voaRERY
VI BARY UEREINTWDLBBHEE e AR F U 2K Lz s &,
2 ANRZAL T 2D Crmax LN AUCo-24n 13, BEFERAICEIMNCRE®R LG Lz & 2T
ENZEN 106 [FEENTAEES L GMEAT —%) 30, g 224 F % OATP1B1
ENLTCHIRICERYAEN, 72K AIFORVAAREFRETHZ LITX - T,
0 ANRAZF L OMFEFREZHENSED EEZ BN TS,

R L7470
TERT 47 (RERER) EOABG L ELE, e ANRNZEZTF O Chax XY
AUCot 1T NFI 2.21 5 Y 1.88 fFTHEM L7z FMEAT —%) 8D, @ RANRNR K F
IZ OATP1B1 # /i L CTHFIEICER VA E N, ¥ A7 4 7 PWEZ O AL EZRLET S
ZEIZEo T, AR EFUOMBHREZNSEL B2 TN5,

@FAhT Lol
fERERE A 13 fllc e AN Z T 10mg % HlldH 5V EF 7 ek 90mgl H 2 [Fl &
BEREE LI 2 A, B ZANRZRZF L 10mg D Cmax & AUCie L. FH 7 L LAF(EF
TENZEN 2.4 FE L 2.3 FITEIN L7z, FRERIC, BIO®EREERRA 13 fllc e A2
F 20mg FHMBH DI TF A7/ v L LB LT 2 A, B ANRAX T 20mg
?® Cmax & AUCing 13T 4 7 L B V(FE F CTENEN 2.6 fFR LN 2.3 fFicghm L7z (4
EAT—%) ,
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O% DD EH

0 ANAK T DRNENEEIZ KT T P450 BLERIOREZ KRG 5701, 7vary
—/L 32 (CYP2C9 K. (X CYP2C19 DFREH]) . 7 haF Y —iu 3 A kT a)F ' —)L 39
IOz 2u~A 89 (L CYP3A4 LT P HEE A DOMEHR) & OOf R4 Fhi L
7=, O AEERITIRD bR oz GEAT—4) |

)7 7 )30 (CYP2CO K O) CYP3A4 ORVE) D WNEIY TX 0 3DDRNEIREIC
R AR L=y S ENE A0 EER TR D b7z MEAT — ),

CYP3A4 FHENEH OF EAMRFTT 27201, R OBHTEIE & OOF R 2 55 L7=2%, —
F=NVT AN T VA= VO MBEFREIZHIEA T 7 ANNZ X F 2 1F CYP3A4 IZ
RTHFHBEERHE RSN EEBEZ BN GMNEAT —%) 39,

®in vitrostEg

b hERERFRIIN A D in vitro iRBRICEBUV T N - A F RN AER L7208, 2 O
WEILHEF IR CTH o2, £72. N-AF IG5 4 5 7 P450 4y FHEiT
CYP2C9 &R CYP2C19 THh - 7=73. CYP2D6 X° CYP3A4 73534 % AlHedt & =i X
ni- 39,40)0

1 ANZAHF 2 (50 ug/mL) 12X % P450 (CYP1A2, CYP2C9, CYP2C19, CYP2D6,
CYP2E1 &) CYP3A4) VEMEDFEERIT 10%LL T Th - 7= 39,

2. EWEERE/NS A4

(1)

(2)

(3)

(4)

(5)

(6)

B AE

MY ER e L

MR USSR B 7E 3K

MR L

SHRREFER

[0 22X F 2 0D 8 5mg TR ]

ESaa 5.2mg (M ANZAZF L LT 5mg)
KV (n=20) K72 L (n=20)
Kel (hr?) 0.0511+0.0169 0.0499+0.0089
(¥ = A E R )

HUTFTIVRA

BEERABME 10 Fllca ARNREF AN T AEFERNESG L TR LNz AR ZTF
DEF I VT ITUARONE T VT T 23FNEh 319 KO 11.6L/hr THY, 1 ANAH
F UL EICHIRIC K2R EZ T D EEZ B 9,

NEERE

MR L

ZFDith

MR L

3. B&H (REaL—Yay) f@#H

(1)

(2)

B
TR L
K5 A — S EHER
KR L
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(2)

(3)

(4)

(5)

(6)

- KR

(1)

(2)

(3)

(4)

Iy

NAFTTFTRLSEY T4

FERERR A B 10 fllcw AR Z F oINS 7 LA EGIRNEE LT & 2 A4 ER0R R
29.0% (90%[ZHEX ] : 24.1~834.9) ThH-o7- 4, /-, FHIRNTEEL TEONT-2 AR %
FLoOEFITVT T UAROE T VT T2 F3F N 31.9 KX 11.6L/Mhr THY, o AN
AL F AT FEIFIIC L DLk EZITL B2 BN,

i)

m;% - xR Y@ A

MMER e L

mi% - FREEESPY@E T
MR L
<HBE>

IR OB 5B T A LAMEITHST LTV WA, T v Moo HMG-CoA #IcEEHEHE
Bl KRE®RES LG AICBIROERGENREINTWD, BiZk T, fthoo HMG-CoA
TR EAIT, 4R 3 » HETORICIRA Lz &, IBIBIEREFEND bbbz
LoEERHS (VI 6. (5) @] OHEEBM),
it ~DBITH

MR L
<HE>
Z v TR ~OBITARESIN TS (VI 6. (6) B3ME] 0EBR) .
HR~DBITH
MAMER L

Z DDA DB
KR L

%=
WZBIF D ARZLF o OEAMKAEHRIL89.0% (HAAN) ~88.0% (HHEAN) TH
HIZT7 VT 2 Tholz 42,

Eil

RBHERRL B ML HHR B

S E MR A B 6 Bl 14C- 11 AN ZAZF T 7 A 20mg HERE ARG L= & 2 A,
PR OFEHINZTFAET D I RE O ERRMIIREETH Y . REFOELRMREBWIZ,. N2 T
NWER N B58-F 7 N ARTH o7 49,

R#IZEEE5I 28R (CYPE) OHFiE FEXR

MR L

YEEBNROEERVZTDEE

RN EE R L

REMOFHORRERVEMRL, FHELE

b MIEEFIZIE N - A FIAER D BS -F 7 h AR S 7225, HMG-CoA & ol FH
FIEME AR T 0 AR Y F U R L REROHERS 27~ L, EPICE 1 5 HMG-CoA = Tl
FILFEEICR T 2RI OFEITOT N THL BN GMEAT—5F) 49,
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7.

8.

10.

11.

B
(1)

(2)

(3)

i
PR BRI & UHEER
FATHRI PR LV P S PRt E R D,

Bt 3=

S E AR N B 6 Bl 14C- 1 AR Z F A v 7 A 20mg ZHERE DR E LT- & 2 A,
HREIT I FE PRIz HEE S 7 (90.2%) | JRFBEREPEIERIX 104% TH -T2, £, JRED
FhA~DORECAEPERIT, THENHEGED 4.9% K% N 76.8% Th > 7= 43,

BEt R E

MAMER e L

S U RAR—42—IZET 51EHR
KA., OATP1B1 ;O*BCRP OEETH 5,

. BEICKDIBRER

AR L

BHENERZET HESE
(1) BERUMEOEE

SNEN D BHEFE . Btmind . TETH ROt mnd & 8 fllc e AR ZF 1L
U A 40mg UKFRAHE) #HEREOKREG LI EZA, BHO Crna LN AUCo 1XZZFE
NIMED 82% KN 9% Th o729, £, HHFEFH D Cmax XN AUCo+ IZENZE I g O
112% &N 106% TH D . BEK LM & 72 =M OB IL W EEZ T,

(2) FEEEOZE

Child-PughA (227 :5~6) & %\ Child-PughB (=7 : 7~9) OffEEZ AT 54
FEABES 6T ANRNZREF AN 7 A 10mg 2 1 H 118 14 B EROEES L, 1
o 2 N2 L F PR A JIE LT 40, MFFEEEE O Cmax X Y AUCo-aan [ LHEFERL D £
NEN 1.5~2.1 fF 4 1.06~1.2 5 TH V. %#iZ, Child-Pugh 2 =7 7% 8~9 OEE 2 i
28T D MAEF R, i TEo T,

(3) BREFOEE

ENEE DRI DB ELZAT HHENEE (4~8H#) Ica ANRNAEF v A 20me &
1H1F 14 HMREERO®HESG L, miEdh o A2 2 F U BEZRIE LTz 40, 8REEN S sk
FEEDOBREED I HBRE T, B ANZRZF L OMIFEFEE T AEE8ITIE LA SR LN
Rol-, L, BE (Vv 7F=r27 U7 T A<30mL/min/1.73m2) OFEEDH 5
BT, R A TR E K 3 fEIC EA7 LT,

Z 0t
AR L

18



VIII. &% (FRLOFIESF) ICHTSHIEE

1.

6

[

ERNBEFNER
%24 L7

NS

. BERRBLEDEH

2. BB (ROBHEIZIIBELAGEWNI L)
2.1 RFNO sy Izt LisBuE OBEERE O & 5 B
2.2 IFHSEEDME F L CWB EEZDLNDLUTD XK 9 B
SIS, B R oS ERE T2, . $E [9.3.1, 9.3.2, 16.6.2 ]
2.3 IR SUTIESR LTV D ATRENED 3 5 otk M O 3LIR (9.5, 9.6 R
2.4 AR UERGHOBRE [10.1, 16.7.2 ]

- DREXIIBRICEET IR L ETDER

V. 2. S@XEIRICEES IR OHZZMT L L,

. RERUVRAEICEEYT 2T L ZTNHER

V. 4. RERVHZICEAET %35 O0HEEABBRT L Z &,

. BEERGEAMIE L EDER

8. EELEAMIE

8.1 HoUdmal AT o — VIIETRIFEOIRATH 2B FRIEZITV, BISEBEECE ML
£, BBIEZEDREMEEEBRD Y R 77 7 X —OBEEL+0EETDHZ L,

8.2 Behrduf PR 2 EHIHNCRRE L 1B T 5 UG8 B IR WA I & 54
ke RS R

8.3 BEHBHAA X ITIE &L 12 H F CORIFFER], Al 1B, ZRLBRITEME CREIC 1 [FI%)
WIS REME 21T 2 &, [11.1.5 ]

8.4 I/ MDD B D ZENH DD T, MikRESEDBLERE )T H 2 &, [11.1.6 %
i

- BEDERZHIHEBEEICEHI IR

(1) BHHE - BEERFOHLEE

9. HEDNDEREZHIHEZICEHT HIE
9.1 AHHE - BEEZOHIEE
9.1.1 BEFRMBENHOHN LT VEDRENHIUTOESE
s T a— L HERE
- FUIRARBERES TAE O B
cBIEMEOEE (YA ha 7 0 —%) X2 OFEREO & 5 BHE
- EREIME D FFEE OB O B 5 B
9.1.2 EEFENEXFZFOBEEDHDEE
BE S E (IRBAL, 258 NELOTERTL2 220855, [11.1.4 5]
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(2) BHEREEEE

9.2 BHaelEEERSE

9.2 1 BHEREEEREZEDHIEE
AKFNE 7 4 7T — b REREHAT2H55I0T, BFEESLL 2SRV EHBTSNDHE
WCORGHT D &, 2R EEEEAL 2 1F 0 BB RARIE R & 6 Do d v, Rtk
BIOFHT 256121, THIMICEESEERESZEM L, BRER (AR, B
OB, CK EH. mMHPEOREFIAZ ey ERVRNCmEZ L7 F= FREDE
HREDOEAL 2RO - BAFEbICHK G 2T IET 52 &, [10.2 B8]

9.2.2 BEEXIIZOHBEROHZEE
REAC R BIE DS BI D% < NEHERERE E 2 A+ 2 BETH Y. £7-, BUHEIRIEIC
o CTRMARBHEEA N bbND Z b5, [7.1. 7.2, 16.6.3 B/

9.23 EENEREEOHLEE
AFIOMFERENEL 22BN H 5, [7.1. 7.2, 16.6.3 ]

(3) FHrEEERE

9.3 FFikeelEEEAE

9.3.1 FHEENMETLTWVWEREZEZONBUTOLS HEE
SHFX. BEFXOAMEE, FEZE. FE. &5
BHELRNZE, ZNHOBRETE, AFIOMPREN EFT28F01H5, £72.
AFNIEIZIIRIZ M L THERT 520 C FEEZBbsE 280 dH 5, [2.2.16.6.2
2]

9.3.2 FEEXIEZOHBEROHZEE
AFNLEITFIRIC 54 L CTER T2 0T, IFEEXIXZOBEROH 5 EBE TIX, IfFE
EEAENSELBTNNH S, FZ, Child-Pugh A 2778 8~9 OMETIE, Mt
FERMIZ LR TE T2 OFRENRH D, [2.2, 16.6.2 ZH]

(4) HhEREEHT HE
BIE STV

(5) 14w

9.5 1147
A0 AR L CW D RTREME D & D tEIcid & G- La w2 &, 7 v Moo HMG-CoA i#
LR BAERE KER G LG AR RO Ka A #RE S Tnsd, EiZk hTIE, o
HMG-CoA i# Tl EEAI T, TR 3 » A F TORIZARHA L7 & &, BRI RETFEN H
bzt OWERDH D, [2.3 0]

(6) B2

9.6 ZELIF
BELRWZ S, Ty hTHATT~OBITRHRESINTWS, [2.3 5]

(7) MR

9.7 MR
NS TG & LTeAWE R OV e th 2 8 & U T2 B RRBRIE 520 L TV 7wy,

(8) =&
FEEN TR
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7. #HEEAR
(1) BtRARR LT DER

10. #HHEEHA

10.1 itRE=E

AFHNE. OATP1B1 & BCRP »HEE TH 5,
(BFRLAZWC

&)

KA %

B AAEAR - B TR

BFr + fabRIk

vraARY v
(P74 Iary, A=
%)

[2.4, 16.7.2 &[]

I ARY EREINLTHDL
@B EE IO L&, v o m
ARV ORI BT o
7253, AFND AUCo-24n DML A
HMCRERE L& T TR
TELEH LI ORERS D,

v AR Y 3 OATP1B1 K OF
BCRP % OFgHREZ [RE 5 AlHEME
BB,

(2) ftRZEE L TDER

10.2 HREE

(ftRICEET S L)

KA %

B AAEAR - FE TR

7 47T — N RIEA|
NPT 4T T—E
[9.2.1 ZM]

T )T 47 T7—FEOPAIZEW
Tix, WThoZEAOMmFHREIZ S
HEIALN TR, L L —f&
12, HMG-CoA &yt EHA] & D
PEAC, PR, B, CK k5,
MFRRF I AT a ey L5525
e L, S BHREmE L2 D A5
BUBRMRIED & 5 b9 0,

H5,
FERRIK - - B HEREIZ B3 2 BRI
BEICRE B SN L BE

=aF g

— %12, HMG-CoA & tlEFRFLEH
E OO, MhsE, BiJ1&,. CK k
. M ERRRPIA 7y R
BRI U, BB REE L &
I BERUBRMRIE A B 5 Do\,

FERRIRT- - BHEEERE S O & 5 A

7Y =R UE RS
A NTaf =%

— %12, HMG-CoA & tlsEFRFLEH
E OO, MhsE, BiJ1&, CK k
. M ERORPIA 7y R
BRI U, BB EEE L &
I BERUBRMRIE A B & Do\,

FERRIRT- - BHEEERE S O &> 5 A

~7 v RRPAEWE
TR~ A %

— %12, HMG-CoA & TR EH
E OO, M, D&, CK k
. M ERRRPIA 7y R
BRI U, BB REE L &
I BERUBRMRIE S B 5 Do\,

FERRIRT- - BHEEERE S O & 5 A

FHhTLra
[16.7.4 /]

ARHN O M AR EE BT X0 B
RRIE S X AR F— D U 27 33N
TELBETNUNRH D,

FH 7 vahs BCRP #fHET
R e U il [F 7 S b/AYE
SHL AN O AP FEED 1 F-S
% HEVED B D 49,

7= U U RPUEERE A
onzy )

PUgIMAIERA SR T D5 Z 035 D,
KEZOEFHT 2561Z. AFIO®RS
BRLARE K OV B R BRI
o ko v R ERSEAE L (INR)
EEEMERL, LEISCTI LT
7V COREERETL%, BER
<FHFBHZ L,

BT A
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il s A1)
Kigfb~ 7% A - Kk
TIVI = A
[16.7.1 Z ]

AHND I H PR E K 50% I T35
ZEBHEEN TV D, AFIE 514 2
RFTRR 1% IS I ER A & B 5 L 7= 35 &
Wi, AH o i i V3 FEDE A gD
#180% TH T,

g

ot e ) e

7 EYFF ) N FEL
AT N e
TUHTFUVENL-ET LU Z AL
I

AFlErmeFen - U M FELEGE
AL EARK D AUC 23K 2 1%,
Crmax I B 5, 7 XV FENLKEDY
M ELEH E ARF AR LIz L &
AFID AUC 349 3 {5, Cmax 2 T 5.
T ENROY R EVEA & AR
FlapPEH Lo & &R FI D AUC 25
1.5 1% Coax I 24 5 EFH L7z & D
WENRDD, FABET LT L
BT L2 2T BRI L
oL &, AHID AUC 3% 2.2 1%,
Crmax 23 5.6 f EH L7z & O EN
b5,

72 50 3 Al 2 OATP1B1 K O
BCRP DEHE % [HE 42 I AEME:
N5,

Ry HAE
TAF T L EN
HIFGRAEN « TRAFTLE
Jbe RT T T e

KRN B F AR, TAFTL
B ERIEE T T H AT RS
FLENL X7 FTEAE B L
7oL &, ARAOMAPEEN EH L
EDREND D,

BT THREN NRTTTENLRN
OATP1B1, 1B3 }x () BCRP ™#%
MEERET L AREERDH D, £
-. 7 A+ F L E LA
OATP1B1. 1B3 DOHERE & PHEJ
LAREMENR B D,

75U E TN E )L

KK 75 7L e FORT N
AENZPFH LI & & KHIO AUC
P 2.3 1%, Cmax 239 5.5 5 EH L
T DWENRD D,

FEFREEHAIS BCRP OB$HE % [LE
T 5 AR D D,

VRATEIL « ~YLRZ A )L

KFNE A~ REZE L EFRALE &
& ARAND AUC 2389 2.7 f&%. Cmax D3
26 LEFLELEOMERD D,

~ULNZ A E VA OATP1B1.
1B3 U BCRP O#ERE # fHE 4
HAREMEDR B D,

Aoapk IR

AR L X I FeffLE &
X, AHID AUC 28 5.2 ££ 49, Cumax
NE0BEHLEEDWMEND D,

A% I KA OATP1B1. 1B3
& O BCRP OfREZ[HET 5 7]
REMERH B,

L35 7x2=7

AKENE LI T 7= FHALE &
. A#HID AUC 28 8.8 i, Cmax 73
4.6 ERH LI OWERD D,

L35 7 x=77 BCRP OF&#E
ZHET L RERH 5,

H T~ F =T YRR KT

KF & H 7~ F = Tk &
PEH L7z & & KAl AUC 286 2.1
f&. Cmax 39 3.0 5 LH L7z L O
EndH s,

N7~ F =7 IR BCRP O
BEREZPRLET 5 Z LIk 0 | AA
O I TR FE AN N % AT RE M 23
b5,

SEF AL |

KFNEREFT 224w A LE
L& AHFID AUC 7349 2.5 fi5. Crmax
DRI 2T LR L= DBERD D,

NETF 224y s BCRP OB
BEAES2Z LI KHD
i PR EE DS EIN S 2 FTREMEDS &
éO

T2 T X ALy b

AKHIL 72T 28y NEFEHL
7= L x. AAFlo AUC 2349 1.9 5.
Crmax 2547 2.1 15 B H L7= & O@&EN
b5,

Tx7xY ALy i3 BCRP O
BREZPRET 5 Z LIk D AA
O Ifn R FE AN N % AT RE R 23
H5,

T RS

b o U NR = BN A/ o S E R D el
L& ARK D AUC 239 1.6 5 EH L
T DWENRD D,

)L kAR N OATP1B1
KT BCRP O A [HE T 2 ]
BEMENR D B,

RAZ=F=7F ~U T LK
L7

RENERA X ~F=T7F b 7 AK
a0t Lz & & A%l AUC A
1.96 %, Cmax 2% 1.88 5 EH L7z &
DWENRH D,

WAL ~F=7F F) U LK
Y75 BCRP OREREZ BHEH 9% 7]
MR H 5,
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8.

EEAAES S A

AFlbvXxHTFaxxy FEJHL
=3 \7'&%”@ AUC 2 2.93 ﬁ:lz\ Cunax
M AATE LR LI OWERH D,

nX+7 2 24y N 0ATP1B1
KO BCRP OREZ#HES 5 7]
RN H B,

277 IVA

AKFNL 277 IV AL L
. AAIO AUC 78 1.97 %, Cmax 23
1.86 5 LH Lz DMEND D,

277 IV AN BCRP DHHE
FES D etk dH %,

~YLE A D)L

AHNE_RLVEADALEHHLE L
% N jiﬁlj@ AUCO-last 7j§ 4.62 ﬁ:lzx Cmax
N 859 fF LA LEEDOWMENDD

50)
o

~NJLE AV IO BCRP KO
OATP1B1 HEMEMIZ L 0 | AH)
DI R E S ER B R HerEN
H5,

FAOF =T

AElLE A F=T AL L
% N zfiﬁu@ AUCint A 2.7 ﬁ:lz\ Crax »
32 LR LI oWENRH D 5D,

EArF=70 BCRP HEMEM
W2k AFI oM PEEN R
LAREM D B,

) ABAERNOHEICE T 5 REBH RICHES <,

BlE A

11. BlEA
WORWERNRS Lo d Z ENRHDHDT, BEE+H5ITITV., BRENBD LN GEICERE
k457 Sl B 21T ) Z L,

(1) EXBEIER & MEERK

1.1 EXLEIER
11,11 HEFRARIE  (0.1%A)
PR, i, CK E&-. M OR A4 7 0 v b5 2B & 4 5 RER0T Bl E
BhH bbb, AEEEEOHEELRBREENOLDLNDZERHDLDOT, 2D L H
AICITELICE S ERIET D2 L,
11.1.2 SH/F— (BFHER)
JRERZR R . B E RS CK O LR NS S -Haicii&g s hik4 5
Z &,
11.1.3 RENEMIERME I /8 F— GEHELRH)
WAL ) CK @ RAE % {1 D 72 WO fE D HESE, §Tt HMG-CoA &tk (HMGCR)
FURRS 25 2 e (8 & & 2 0SB N AEVEEETEVE S A F— 03 B o, # 51kt b Hiped
HENHE SN TNDLOT, BEOREL HSICBET L2 L, 7o, SREmblAlE S
WX VSERA LN E OBREFNRH D,
11.1. 4 EEFEHE HEERH)
EEAESE (IRGAL, 258 2NEXTE T 085 5,
11.1.5 FF& (0.1%A40) . FFHEEREE (1%AK0) . &EE (GEERH)
F9¢. AST. ALT ® ES55E% 045 [THRERE S, FHERHLLNHZ ENH 5,
]
11.1.6 m/MRiED (0.1%A0%) [8.4 ]
T BEUER (0.1%A7)
MAE MR Z & TREUER RS bbhvd Z E03h 5,
11.1.8 FIEMM% (0.1%A7H)
G5 ThoTH, 3B, K, MERIREE, BEs X SREE S 0700 b= 5A 1
Haik L, BIBERERLVECFORGSOMURNEEZITY 2 &,
11.1.9 REHEEET (0.1%A)
VU DR SIFE, L OURE ORRRREE, K. & 2 WU K T2 O KR ik fr 3
HLLNDZ ERD D,
11.1.10 BSR4 (EEARH)

[9.1.2 ]

[(8.3%
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(2) ZDtOEIER

11.2 ZHDEIER
2~ 5% ATl 0.1~2%Aifi 0.1% A5 A AR
] TOPEE, BB, HRE EfER
g NEm. MR, M. T FEde . ANk
- BRR | CK E5- MO, AP, BAEE e A
FEARARHE GRS, EEMED F W f=, MEIRMEE (RIR, &
L2 IINE e
P23 Tk ZMEACILE
I E N HbAlc L5, misE L5
Fr i B B% mE B W
(AST k5.
ALT E5)
X ik EHRY | BHEGERY (BUN
B ME7 VT F =0 BB
) EE—EETH LN, FRRAHOE SRS T 2 HAITEET D e E#El e AEETTO Z L,
U 3 A EGREFR A 0 DB L7z,

9. BERBRERRICRIZTEE
BIE STV

10. BEERE
BE STV

1. BRLEDEE

14, EFRELEDIE
14.1 EHIRFEDFE
14.1.1 PTP &0 FEANT PTP > — MoV L CTIRAT A LK H5E3T52 &, PTP > — h
OFRRIZ LY | OGS EIEREA~TIA L, BT EZB 2 L CHtEARZEDE
BRAHEZDFRT 20D 5,
14.1.2 AFNTEFDO EICOBF TR Z RIS EET L7200, K L TIRAFMETHD, £
2. KTHRHTA2ZEHTE S,

12. ZDMOEE
(1) ERERERICEDICIER

15, ZDHOEE

15,1 EREREMICE D 1B
MM BN T Az & T HMG-CoA M TR L E A G- o [ TIX, BERWIIED Y
AT @l EDWMERH L,

(2) FERGRAERICE D 1HR
BRE I TV
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[X. FERREREBRICEEI SIEE

1. ZEIFEKER
(1) EMNFEEAER
VI, ExhEB(CET SER] &R

(2) REMEBHR
AR L
(3) ZOHOEBHE
AR L
2. BEHB
(1) BEZS SRS
LR L
(2) REFSHERER
LR L
(3) BEBMEHER
AR L
(4) BARERER
AR L
(5) £REFEBIRER
LR L
(6) BFRIMILRR
AR L
(7) ZOHOBHBELE
LR L
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X.

EHEMNEIEICEY HIEH

. BREIRS

e A
By

. AZHE

AR ;- 2 4

. E‘.é'lk ‘—Co)ﬁTlf

FEIRRAT

. RV EDEE

MIFEERS (BB —EMEOLGTECIVERTLZ L)
DR LR

20. L EDEE
7V B a — el SR E

TER AT CTEE L TIRIFT 2 2 L,

. BERITEM

BEMERLTA R HY

<TVvoLEy

. Bl—H5 - B3hE
Al —psrd - 7 LA b —)VEE,

BV

7 LA =L OD & %

% 3 TITNRNREFUFRITL VUNAREFU | TAUNRRZFUF R T A
T RN ABF N T I ELNAZF T A

. EFfGEEFAR

20024 11 A6 A (A7 %)

. HERERREAARUVARES EMELNHEAE, BEMBEAR
5 HIEMRIT - S R BRFSRAtE
R 5% =
BFE ABEHRA ERES «£818 g
. x;;;; ?%;;;?D . 22900AMX00832
uz}x&%vwnw* 201748 1 15 1 2017412 A 8 A | 2017412 A 8 H
h £
5mg [FHF) 22900AMX00833

Ozhie X UTAh R

FRRED)

. PDREXIEIREMN. BERVAEERENEOEABRUEZDOAR
BREBIN K OHE R R oBEn (

(2023 4 7 H 19 A&

SaLXRTFO—)LIfE. RERS3 LA T O—)LIE

OMEA O &

WE., A ANAZF L LT 1 H1E 2.5mg £ V#F5%2BGET D05,

HHz LDL-=

VAT B U EZ KT S50 ERNHL5558100E bmg L0 EHZBM L TH X, 728, Fin-
fﬂ( KO EHERE L, &EHEE D D WVIFEEEE, 4 U LDL-22 VAT v — LEOK T
Ao 72GAIZiE, ik 10mg £ CHETE 5, 10mg 2% 5L CH LDL-2 L A7 v —/LfH

@ﬁ?#+ RS AN

ERAY/AN

FERMEE 2 VAT 0 — VIERE 72 EOBEREBFEICIRY . S HIZ

1 H&K 20mg £ TET 5,

26

HET




10. BEERR. FEBRAREABRVZOAR

Y LR

1. BEEHME
A LR

12. HRHMGIRICE I 5 1FH
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