20244F2HSET (HE1RR)

Bk - IR

HREE : 34

BAEEEAPIEES
872189
25mg Smg
AREE | 22900AMX00853000 | 22900AMX00854000
BR5Ehaia 20174121 20174121

HMG-CoARTTEEF R EH
BAERHF OANXZFUHILY T LEE

OANAIF 8 2.5mg

o 7

OANA9F D& 5mg roV R,

Rosuvastatin Tablets 2.5mg-5mg [SANDOZ]

WL B
) T - BRSO DTS 2

2. B3

2R (ROBEICREELEWVI L)

2.1 KA ORI LB HEE DBHERE D & 2 B3

2.2 IR T LTW2 EEXLNLUTO LD 2 EHE
SRR BRSSO BEREE, R R, #E
[9.3.1, 9.3.2, 16.6.2 =]

2.3 I SUE IR LT 2 WTRRIE D & B otk e UM R
[9.5. 9.6 ZH#]

2.4 2 u AR Y eibhoEE[10.1. 16.7.2 ZH]

3. #HR% - MR

3.1 fHRL
i, O A/NA Y F V4§ 25mg O A/NA Y F 7 §E bmg
ot (4> F) (4> F]

Léeth RO ANA Y F o | 1$eth RO ANA Y F 07
. Vv 4 26me V¥ A 52mg
L e N e e (MANASF 2 ELT
25mg) 5.0mg)

HRFLME, Mo —2 - BEEKT 4B, 7uARE N
VLR N Y AL AT T VBY AT T A, b
O X 0— A, FLHKAY, ~ 70— 400, BRLF 5 >~

N

3.2 WA DMK

iz 4, O AINA Y F »§E 25mg O A/NA Y F §E bmg
- [ K] [ F]
HIIE D7 4 VAT —F 4 » 7§
i (S
e = | & ()=
[ERES 5.7mm 7.1mm
JE 3.3mm 4.2mm
B 83mg 163mg
Ak — F RSV25 RSV 5

4. FHEERIIZHR
=L X7 A—JVIiiE

5. ®BEXII®RICBIET 55
WHORNC TSR ETERL, HI L AT 0—)VIETH
L EaER LI L TARRIOBHEERT LI L,

6. AERUHAE

WLV AIET ANAYF L LTI H LR 2.5mg & ) #%
H5%BBT 505, BHICLDL-a L A50— VlE{ET &+
LN D HYEICIE bmg LG EBBLTH Xve %
B Pl ERICE ) EERR L. H5MGERS 5 VI3
#%. 4L LDL-2 L A5 9 — WVEDIK T 2541455 %2 35
AliE, Bk 1I0mg F CHETE S, 10mg 2% 5 LT3
LDL-2 L A7 0 — )V O TF A+ 43T WEE B E IR
N, SHICHWETEXSD., 1 HRK20mg FTET 4,

7. BERUAEICEET 33E

74 ZVL7F=r2) 752 A 30mL/min/l. 73m? Al 0
FVHG T 81203, 2.5mg K WG 2B L. 1 HRK
#5813 5mg £ 15,[9.2.2, 9.2.3, 16.6.3 =]

7.2 $H12 20mg HGRICBWTIEERRICZEVPH S DD B
NN D %o 20mg $H-FIMGTR 12 8 T TORIZEL, HI121
B, ZNPIRE M (PRI 1 5 IS RRRE A & 1T O
el BSE AT 8. [9.2.2, 9.2.3, 16.6.3 ]

8. EELEXEE

8.1 HoHALOEIL AT U — VIEGHDIERTH 5 ik
BT, HIGEEECEIE, WSO Bk RO
VA7 7778 —OREES T EETLI L,

8.2 G-I IR AE = EEIA A L. RIS A RS
HRD LN VIEICIR RS2 i+ 5 2 &,

8.3 GBI ER 128 F CoMIEERL, Fic1E, Zh
DI (R4 1 |4 ISR A 2179 2 &o
[11.1.5 =]

8.4 M/IMIURA D38 S b s Z L93dh DT, MiEHESEDH
AT T &, [11.1.6 ZHE]

9. BENEREETIBEICHAYTIEE

1 BHHE - BEEREDH 2 8E

9.1.1 HMEBHRBEIFHSHNPTVEDHREFHILUTOE
&

STV a— R E

- LRI X TE O B

CBEEOBESR (YA NI T 4 —5%) LTFORIKED
b b EE

- HEHE O R R OB O & B B

9.1.2 EEHENERIZZOHRETEDH BE
EEREE (AT, SHRD) 2SELUIEET 5 2 LA
55 [11.1.4 1]

9.2 BikEEEERE

9.2.1 BHRERETEEEDH2EE
KHE 7475 — b REHZPT 2HE1213, BRERD
BELVEHB SN EIZOMEHT 5 2 b, S B
REIEAL % 1 O BT RURIE D S 5 b3 v, R4 2159 0F
AT 256120k, EHNICEREMRESZIM L. BRER
(. i) o%E8l, CK BA, RO I 4+ 71
Yy ERIGNCIE 7 LT F = v FASEOEEREO AL R 2L
OGETE B IS 2T 5 2 £, [10.2 Z2R]

9.2.2 BEEIZOERIEIENH 8L
TR RRE OMEBI DL { B RRERELHT L2 HEETH
D, F 7o, BERUGRMERE | RE o T AL BHREEALA D S b
NBZENHb, (7.1, 7.2, 16.6.3 ]

9.2.3 EENBEEDH 8L
RKANOMABEEREL R BENNH 5. [7.1. 7.2,
16.6.3 ZH]

9.3 FFieEEERE

9.3.1 FFSEENPETLTVBEZASNBUTOLS kEE
SR, BHFROSMHE. FEZE. FE. &2E
B LRI s, IhHOBHETIE, REOMAEED? EA
TEBENDD L. Tl RFENIFNIFERI A LCTEH

©



L DT, JTEEE
7]

9.3.2 FIEEX X ZDEEEDS 5 BE

ARFENE F A TR

HEREOD LBEHTIE, FEE

oA L CTHERIT 2 0T, RS
TEALSEDEBLNDD Do FF

EEASELBEINDDH L, (2.2, 16.6.2 &

120k

{2, Child-Pugh A 27 %% 8~9 ®BH TIE, MEEHHRE DD

IZHARTE Do 72 & O

9.5 1w

HEAR SRR L C v 2 T

Lo Ty Mo

BB OB TED
> HMG-CoA #&JT

HL7-& & BRI
(2.3 /]

HMG-CoA & Tl

D& B I

Bdbo [2.2, 16.6.2 ZH]

3G Lawa
SHEHR A REfS L

§$ﬁﬂ:§‘§ﬂf\/‘7ao HiZk FTIE
B HEA T IR 3 » ] £ TOMIZIR

CERMHEN D S bz DWEDH 5.

9.6 BIiF
B LAWZ L, Ty FTHIAFNOBITHRE SN TWY
%, (2.3 2]
9.7 ’J b%
INBEE R G & U AN O & R & L - R SR
TR LT e,
10. #HEEH
A#Z. OATPIBI .U BCRP OIEETH %,
10.1 BEAZZE (HFALAEVLI L)
SH 4 Rk - R W - AT
YA ARY) v PIOURARY) RS 7 a0 AR Y VR

(71 3ar, wA
— 7V
[2.4, 16.7.2 ZHH]

ST L LR AR

R L&, v
O AR Yo
B o 7S R
#I D AUCo-2an %58 HE B

BT RS L
Jo b FNTHARTH TR
FRLZEOHEDRD
5o

OATPIBl J U8 BCRP
%0 il & %S 2
etk % o

10.2 HEAEE (BFRICEET S L)

E S P BEPRAEIR - HEE B - ek
74 7T — bRIEH T x /) T4 7T — b & RS R E
NYFT 47T — M | OFEHIZBWTIE, W | OHEYRH B,
[9.2.1 =] N O O I i T BRI
%%%u&%ﬂfwaé%xﬁﬁm’m*#
W, L L — IR BE
HMG-CoA # 7t I# 3 [H
EH L DBEH T, A
Ji. W&, CK L&
M K R X 4 7 a
vy ERAREREL, &
e m’f&ﬁf%ft%h&')
T AL B R AE S © b
g,
—aF VR —#£1Z. HMG-CoA 7T | fE K1« BikhERE o

T = VAR
A b7 aFy—LaE

~sug 4 KARPE
W

T 2Au~vA T UL

E%*I’Eiﬁﬂk@ﬁimf
e, Bk, CK L
S MR R A 7
Yy bAEREHE L,
B B R T
) BT BHE A B 5
DRI,

b5 EE

7<) v Rk
INVT7 7 v

Pt mAEH 25 #8504 %
ZEND B KH & BE
M3 2881, K%@&
5B RS e OV =2

ﬁté%@uim%m
v Y I ] R A
(INR) fE5F#HERR L 44
FIZIE LTIV T 7Y
YO EHRET 55,
FEECEGT52 8,

il R
KEEAL~ 7 R v L
KBALT VI = A

[16.7.1 &)

A o IR R A
50% T % & & A3t
HENRTWD, KHAIF
G- 1% 2 TR R A B 14 12
MR % ¥ 5 L7 a1
. AH O MRk
BEHFRE D) 80% T & -
72

FE A

eSS

B RAEIR - A58 7

Wy - falriE T

o¥+ElL - b FEL
T7HFFENL/) T
|<)7

FIVF /1) MV
FLATLEL - ETL
VH AN

AFETEFEL ) b
FUENEBHLILE
KHEI D AUC 549 2 5.
Crmax 239 5 i, 7 %
YLK b E VI
FlEARFN AL 72 &
S ARH O AUC 758 3
5. Cmax 257 fi5. ¥V
EOV KON eVl
FleARFNZBH L2 L
ZARFHIo AUC 2549 1.5
&\ Conax 5% 2.4 15 15
Lzt oMmERD 5,
FhARFEE LT L
L -ET7L ¥ ALY
VB LAE &0 R
#l o AUC 7589 2.2 5.
Comex 7549 5.6 5 L5 L
Tt DWEDNH B,

JeRL FE F A% OATPIBL
J% U BCRP o>t % Il
E B TR D B

5795 AV
TAFTLEN
Y255 AN T AF
TLEN - X7 FTE)L

KENL 70 5785 A ),
TAFTLEN, T2
I AEN T AF
FLUEN - X7 FTE
WERGEHLAE &0 R
Fl oM RS LA L
72 DREND S,

oI5 AN, XY F
7 ¥ v A% OATPIBI .
1B3 % 0" BCRP o # g
HET 2 TR D
b0 £72. TAFTL ¥
JV7%s OATPIBL. 1B3 O
WhE % HE 9 2 W aek
Wb

7TV EN/ TN
A ¥V

Kl 75 7L e
JVE ST LN A Y )L
EREHL2E & AF D
AUC 7% 2.3 f&. Crnax
R 5.5 LA LA
DIED D Lo

JEFLEEH HY BCRP O 1%
e & FLE 9 2 W aetEo°
H%o

VIRATEN - )XY
A ¥V

KF & X8y A )L
EHEH L2 E & AF D
AUC %39 2.7 f5. Crnax

N X F X E VR
OATPIBl. 1B3 K& O
BCRP O 11 % B & ¢

WH 2.6 f5 LA Lz | D HEMEA D Do
DREDD % o

yanvgy I K AFLFyavy I Fx|¥y o gy ¥ I KA
PE L7z & &, KA DO|OATPIBl . 1B3 K O
AUC 285.2 5V, Crmax BCRP DR A HET
5.0 EH Lz 0| 50 EEDH S,

WD %o

VI35 7227

KK LTI 7=
EOHIL7zE & AF D
AUC %°3.8 f5. Cumax %
4.6 f5 b5 L7z & ol
W5

LI37 7 x2=7H
BCRP o # it % Ml % ¥
% W REVED B 2 o

N T~ F = TR K
iy

KE &N T~<F =T
FRIGE AR % L 72
L&, KHlo AUC A5
2.1 K5\ Cmax 25%9 3.0 5
ERLEZEOHENDH
%o

BT~ F = TS
BCRP O #fig % M & 3
BT L&Y AHI O
O EESHE NS A T g
WhH 5%,

NE T2 AL b

KENENT T2 A8
MR L & AH
o AUC 734y 2.5 fi5 .
Crmax D349 2.7 5L
T OWEDH B,

NEF A AL b A
BCRP O H i % WL
B LIk ). AFOMm
R EE AR IS % T RE
Pehid 5o

T THFIAY v b

KHE T2 TF I R¥
v hEFFHLZEE, K

o AUC 39 1.9 5.5

Crmax 259 2.1 B L5 L
2 DWEDD Do

T TFIARAY v MBS
BCRP o # & % [ & 3
Ik h . AF ol
R E SIS A T RE
WhH 5,

I N = I VAL

ARHFE TV ha v RN
TR LI E & RHA
D AUC 2349 1.6 f5 L5
L7zt oiEnd 5.

20 NI = S A/
OATPIB1 J U8 BCRP
DFERE % HE 3 5 e
W3 % .

RAYYF=7F M)
7 LKA

KE e RAY < F =T
F M) AIRFIY & BE
HLZEE, KA D
AUC %% 1.96 5. Crmax
MB1.8 LA LD
WEDD Lo

KA ~F=TF Y
7 L KF1W Y BCRP @
FERE % B9 2 1 ek
5o

O¥XH72 A% v b

BN IR A S
v PERPHLAEE R
#l o AUC A% 2.93 f5 .
Conax 73 4. 47 f5 LA L 72
EDOWEDD Do

DEHF 28y b
OATP1B1 J& U BCRP
OEREE ET 5 e
Wnidr .

Y77 IVA

KLy 773V 2%
PEH L7z &, KHlD
AUC 7% 1.97 5. Cumax
7186 EALzED
WD %o

¥ 7 7 I ¥ A% BCRP
DOHERE T HES 2 Wk
MHH %,

) ARFRH RSO R BT L EERERI2IED




1. BER
KOBWERD S S5bIb Z E0dH 5D T HEZ T3 TV,
FEPRRD SN G A IS 2T 5 7 S e s &
192,

1.1 EXLEMER

11.1.1 ERUGRERAE (0.1%A10)

A, B, CK k&, mikRm I+ /oy L5
U 5 A MR RRIE D D S b, AR ESE O FEE
LBEEENHSLNLZ EDRDHLDT, TD L) LHEIZIE
[ERSY A A el | o P SR

11.1.2 IANF— (BHEARR)

L . TR BRI CK O LAY H &b
VAR R N € ¢ 5 s R | i A NS

11.1.3 RIENEMIEIEM I A /NF— (HEAR)

VRS CK @l 4 % fhb 2o Wil M o 858 . Bt
HMG-CoA #7ti¢% (HMGCR) HURBsMESs # Bl & 4 5 5
JEATFEMEIEICME I 43 F —23h S b, &5 HIE# LT
BODHESNTHWLDT, BEHEDIRIEE 5 ICBl5T5 2
o B, PEEIRIFIIR G X ) EED A S N & OIS B
Vb

11.1.4 EIEBHENE HEARH)

EREMEESE (RAEL SHR) 2538 UTELT 5 2 LA
Hbo[9.1.2 BH]

11.1.5 FFR (0.19%:A0) . ATHEaeREE (19%k0m) . =E (I
ANHH)

JF45. AST. ALT O b5 % 05 Fsk e,
b b ZehH b, [8.3 ]

11.1.6 M/iig2 (0. 1%ii)

(8.4 ZME]

11.1.7 BEAER (0. 1%A)
ERE R GO BEUERYED S bNDL LN D,

11.1.8 BEEMRRE (0. 1%Hi0)
BI#G-ThoThH, 2, Wk, MR, FIim X S
RO LNTGEIIHEG AL L, BB E AR VE S
OB HEHEORHY) B EZITH 2 L,

11.1.9 RIEHEEE (0. 1%:Ai0)

WU DR SR, L OIURSSEOKGEREE ., K. & 5\ I3
JTHE T O R MREEN D S b D 2 LDH 5,

11.1.10 ZHAIBE CBEA)

1.2 ZOMOEIER

HIHA D 5

2~5%Kilh | 0.1~20Kil | 0.1%Fi# | HEEAH
o %5, % BRI
N . EHE
e WA AL k. Ok
Hea 4, T
e [CKER B, 50| p
A i DA
S, FIDME| . IEIRE
HiH LT, BE ORI, &
B, 50
Pt KIEALAR
R HbAlc k5.
[ -5
B B R
i (AST F 3.
ALT E5)
HERE, W
o R %
i (BUN F#
iz v7+
=V k&)

) BEBETH 20N FEAHOEARAFHS 256123 5
% CEY BB ERIT) 2 Lo
FETUBHRE (X B G A 2 & A L 726

14. BRAEDEE

14.1 EZHZABEOEE

PTP WEEDHEANI PTP v — b 25W Y L TIRAT S L)
BEST 5L, PTP ¥ — FORAKIZL Y, B EATE AE

HiEA~TA L. B3Il e B2 L THERII SO EH 4 4
BHEZ BT A LD %0

15. ZOMOEE

15.1 BERR{ERICE D 154k
HEAHZ BT ARH) % & HMG-CoA s clfE 3z HEH % G-
DEETIZFERIRTIED ) A7 @ h oz OREDND D,

16. ZEYEIRE

16.1 MmehiEE

16.1.1 BE%E
TERER AL 6 Bllc T AN F o h V7 L% bmg D& TZE
JERF I AR S L 2 & 2 A MAER O 2N 8 F Vs 3 S
% 5 KEMIC Cnax 278 Ly T (T12) 14 20.2+7 8 BT
Ho7o F720 Comax L AUCo2m (& ZF 1211 3.56+1.35ng/mL
U8 31.3%13.6nghr/mL Td - 722 (Pl + HEH#ERE) o
BB OANAY T ORNIREITHETHL EEZONTNDY
MEAT—=%),

16.1.2 REHE
RSN 6 Bl ZANAZ F 2 A1)V 4 10 KOS 20mg % 1
FoLW 7 Hi, ZefElel SRR IS Lo & 2 A #8514 24 e
DIMIEF T AN Y F 3R 412 B L BE#R S 3 I H 121
EITERIRFEIZENE L2V, ERIREIZB TS AUCo-2m 1 H A H
HEED 1.2 TH 1) 2 OEITH RS- TOMREED S OFHE & [H
BETH o720 L7zh > COREHRS I L 5 TR oS %
WEEZ LN, BB HERAIBITS Cuax KU AUC IZHHEA
DR 2HETH 5725,

BHERABEICBIT 20 AN T2 OFEYTHE T A -5 (n=6)

o

Y o)

i Cra® | Tomax® AU(ggO o A?n(; T

(mg) (ng/mL) (hr) he/mL) | hr/mL) (hr)
N 7.87 - 742 126 N
o BEL 544y |5 4D | (5600) | (39.3) @ |15-1%5.36
1 93 ) 905 167 N
BB 75 | 56D | @) | @0.0) o |18-4%4.62
B éi'fn 4 (3-5) [171 (53.0)|209(50.1)| 19.1%5.81

20 :

B éé'é) 5 (5-5) |206 (63.9)|248 (62.2)| 14.8+5.76

a) AT (EHRED . b) PR (FFD . o P+ EERE, d)

n=3. e) n=4
BV AT O VIEREIZTANAS F AN A 2.5~
20mg % 1 H 1[0 6 B SAEREIH%S L. E ko miEha 2N
Ay F R RBE LY, O L AT 0 — )V IYE B O
O ANAY F IR L CHm L RS T
O F 57 10 B O %A 351, 10mg : 4.06ng/mL. 20mg :
9.82ng/mL) LIFIZFABEETH o720 B, KRB TAARAN LI
EINOFREZIE L7 & 2AHHANCB 2 EFREO ML o
AINAL F VB IIVENOK) 2 T o727,

L AT 0 — VIIBERHE 12510 2 FIREOMAEh o 22 5 F

VR
fRac s MigEHa ANA Y F Vg (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)

AP (LERED

16.1.3 5 EFEDFE
AHE AR 21 Bl ANA Y F 2 AV A 10mg & 7 1 A
F—= =T 1 H LB 14 HEL PR 7 B 5 I 6 FEICHRET
5 L7z b 2 A M T 2N 8 F R EEHERS L % 51 T
KTH) TANZAYF ¥ IV L ORNBIRE L %5 0 5528
BT hweEEZ SN,

16.1.4 M2 EZMHER

OZXNZXZF 88 5mg [V K]
UANAYF§Ebmg [ K] &7 VA M= )VEEdmg &, 7 1
AF—=N—EI2k ) ZFEh 18 (AN F L LT bmg)
TERERC NS 1 |2 H AR R O LIk g AN A 7 F ik
EERWELZ. BONIZaANAYF > OHYEFE/ ST X — 5

PRILIER © $25-7% 7~16 e



(AUC. Cumax) 122W>T 90% fEHEX IE S CRERHENT 2 47 - 7254k
H. log (0.80) ~log (1.25) DOFFHNTD Y. WiH| o461
SFMEDHERR S 7Y

T ANA Y F 24 bmg [ N 5o MmEEhi iR

(pg/mL)
10000
1 N ~ ae e
7 8000 —o— HANAZFVEESmgl o)
"lfj" —e— JLAM—)LEE5mg
A 6000 (Mean+S.D., n=29)
A
5
o 4000
it
FC{ 2000
(1K< O
0 12 24 36 48 60 72
e 5 e (hr)
W TRE /N T X —F
AUCo72 Crmax Tmax T2
(pg - hr/mL) | (pg/mL) (hr) (hr)
PATRTT | eseo.7 | 786540 4.12 11.97
5mg [~ I +23463.11 +3294.67 +0.78 +4.54
J LA =) 69280.37 7411.59 4.29 13.84
$E bmg +26942.04 +3314.88 +(.49 +8.34

(Mean#+S.D., n=29)

k. IMAEHREEE O AUC, Cnax ZEOIMBIRE NS X — 5 1%,
BEERE OFER, ARI OFRIUA L - B S OB SG I L > TR E S
THEMDSH 5 o
16.2 TRIR
16.2.1 & EMFIHE
TREE N BE 10 BIC BT 5 0 2N 8 F > O AW iR 2R 1
29.0% (90%IEHMEXH : 24.1~34.9) TH 7210, T/, HIRNTE
HLTEONEZOANAYFrOEHI VTS AREZ YT
T ARFNEN3L.9 KO 1L.6L/hr THY, TANZYF /i
TR X DML %25 EEZ BN,
16.2.2 BEDE
AEE R 20 BIlC T ANA S F AV A 10mg & 7 1A
F—N—{C1H 1A 14 B, BHER (&% 3ER) H50vIda
BRI G- L2, ARG L EDUANAYF VY
7 N DOWIPUT ZEJEIF IR THER 2 TH ) . Coax ITEFIZL - T
0% T L72e Lo L. BRSO AUCoun (& 225 0
94%TH ) . BANAY F 71 )V 7 5 OWIUENO EFH O
BRWEEZ LNz,
16.3 9%
b MR ICBIT 20 AN F 0 OBEHEEEIL89.0% (HA
N)~88.0% (HHEIN) TH V) EREAEHIT VT I v THo 7212,
16.4 X3
AVE AR AR E 6 FIICUC-T ZANA Y F 2 AV A 20mg
FHAREIOG Lz e A R RO FIAETET 5 BEHEED E s
EARZETH D . RETOERMRBW L. NBLATF VEK D
555 7 b vk TH 5721,
e MM FIZIE VA FOVR LN 55T 7 b RS R S 7z
A5, HMG-CoA f#ICEE R HEEH R L0 AN Y F Vi L
FReDHER 2R L, MAEHIZ517 5 HMG-CoA #TCHE 3 FLE w1
T ARBWOELEEDbTHhTH L EEZ SN FREATF—
%)
16.5 Bttt
AVE AR AR 6 IS UC-T ZANA Y F 2 H VS A 20mg
FHEREOLS L2 2 A, AR R ICERICHR S
(90.2%) BT BEDEMEER1Z 10.4% T o 720 T 720 IR OFErh
NORBALAPERT L, TNENEGED 4.9% K1 76.8%TH
of:13>o
16.6 HENEEEFETHEE
16.6.1 MERUVIMEBOHE
HHEL N OB AR Blkmine . s RO S a4 8
BHZOANA Y F 2 BV L 4A0mg GRFEAVHE) % B
H L7222, BYED Crax KO AUCo IEZ 2N icthd 82% K%
W% TH 721, Tz, BHEED Cmax K AUCoH 1ZZFNEN

i E O 112% K. 0N 106%TH 0 | R EFIRE & 7 5 P 0 ik o
WEI R WEEZ LN,
16.6.2 FIEEOHE
Child-Pugh A (227 :5~6) & %\i& Child-PughB (227 :
T~9) ONbEEZH T LNENEEL 6 PIUTANATF Ay
724 10mg % 1 H 118 14 H M BAEREOHRS- L, dEh o 2Ny
F e R WE L7210 FREEERE O Crax S 08 AUCo-2mn |13 1EHE
BAFEDOZNZN1.5~2. 1R 1.06~1.2/THY . Fic,
Child-Pugh A 3 7 7% 8~9 O & 2 BB A MBEhigiE i, s
WRTEH»-72. [2.2. 9.3 ]
16.6.3 BEZOHE
EAEE DR 2 EEET AT AIENEE (4~86]) 12T A/NA
FF AN 20mg % 1 H 1A 14 HERAERE#HS L, i
PO 2N Y F R RRE L7217, BRED S hEEOBRED
HDHBEHETIZ O ANAY F > OIMBEREE T 58T A
LNl L L, BE (ZLT7FZ0 2T TR
<30mL/min/1.73m?) OBEED D 5 EE TIL, BEER AN
TSR EFEAY 3 LA L7 (7.1, 9.2 /]
16.7 EMHEEIER
16.7.1 HIEEH
IR A % MGG LA, OANAY F VO Cuax KO
AUCo-240 1T ZNZI50% K T 46% F THILF L7245, T AN Y F
PG 2 BRI HIERA 2 P G L2 AICIE. AN Y F LD
Cumax M 08 AUCo-2an (& Z L2 IIEPE T BE D 84% )% OF 78% T & -
7218 (JHEI AT — %), [10.2 BHE]
16.7.2 >0 RKY >
Y UARY) Y EEGENTOAUEBILEZICO AN Y T
FOHIG Lz &, OANAY F 2D Cmax O AUCo-24n 13 1
HERM A HA T RER G Lz e S ICHRNTERZEN10.6 15 O
TAREA LY JEANT—%), BANZASYF »id OATPIBL
A LTIFRICE) A E N, 7 0 AR SZZFOR D Ax % [HE
FTHIEICE 5T HANAYF U O REZEINS S L%
ZbNTw5h, (2.4, 10.1 =]
16.7.3 L7470
TFAT A TaI)N (RIBKRARR) LG L&, B ANRSY
F 2 D Cmax K O° AUCo+ 13 Z N2 2.21 15 % 0F 1.88 #5124
L7220 (MEANT—%)e T ANAY F 13 OATPIBI %4 L THF
JEICEL D AEN T L T4 70T VIEFORY AAZAET S &
Lo T HANAY F U OMETREZ NS LEZHNT
Wb,
16.7.4 Z DO
O ANAY F » ORNENREIZ KT P450 FHEH] 0 8 % Mgt
Bizdlz, 703 ) —)u2 (CYP2CY & OF CYP2C19 d FHEH) |
FRhaF—=N2 L FFaAF—UBFRT) 20w A YW
(DLl CYP3A4 KOS P BRI O HEH]) & o k% 90 L 72
5. OS2 RMELERIEEO SN o7z BHEAT—%),
TNT7 7 1) v (CYP2CO KON CYP3A4 OHE) HAHWIZY T+
T VD ORNEIEEIZ TS R R MR L 72 A%, SR Bh RS RO AN LR
HZRo ootz BHEANT—%),
CYP3A4 B EH OB I ME 3 5 72012, R LRHESE X o PR
RE R FER L7205, TF 2V LA b TV F — VO EE A
FAHNT, TANZAYF L CYP3AL (2§ 28 H 2R &
Wk EZ SN EAT—%),
16.7.5 in vitro &
b EEERRS & D dn vitro BRERIZ BT N-BR A T OVIR DS A
L7205, 2 OREEEIZIER ISRIE CH o7z Tz AT
WALIZ 53 % 32 7 P450 47 F-F1x CYP2CY 2 OF CYP2C19 Td
5 72795, CYP2D6 % CYP3A4 H B 54 % Wl fig kb /m i s h
7’*:28),29)0
0 ANA Y F > (50ug/mL) 12X % P450 (CYP1A2, CYP2CO.
CYP2C19. CYP2D6. CYP2E1 J% UF CYP3A4) i1tk BRI 10%
LT THo7o®,
16.8 Z Ot
OXRNZXAF882.5mg [ K]
T ANAYF U4E2.6mg [ N1 L [E&ED 82 570 FE R
KD B FSMREBE A R4 (P24 42 A 29 H $a
T 02299 10%) | KD &, BANR Y F ViEbmg [~
N1 AR e Lzl & BENBEIE L L AEWENIC L
P I3,



17. BRERRIE
171 FHIHROCRESM(CEAT 555
17.1.1 B E T HAERCHER
ALV ATO— VIERAEZ R E L CZEEREICE D IS
NERBRIZBWT, OANZAYF VY4 (5~80mg) XLid7
MUSZZF >~ (10~80mg) % 1 H 116G LR, o
ANAEF N7 AE, LDL-A LV A7 0—)b, #&I L ATH
=, M) 7)) FISIMETFRIR%EZ, HDL-2 L A7 0= L2l
WinshRA R L7z £720 THREAB. FHDL-a L A7 0 — )V %
T se, 7REAA-T2ENEE7, #HIZ, LDL-2 L A7 0
—J)V/HDL-a L A7 u— Vi, #3 L A7 10— )V/HDL-2 L AT
o— )i, JEHDL-2 L AF 00— )L/HDL-I L AF O — LI, 7
REHB/7REH A-TILEET &7,
OANAYF 2Ny AOFEML, 5% 1EMDNICH S D
o, E 2B E TISRARIERD 0% L 72 o 720 i RFIHR I @
4 FETICH S, TOBREL 72,
BIVE S BUEEIX, O ANZA Y F 2 H )V A bmg 58T
10.5% (4/38 B1). 10mg % 5-# Tl 15.6% (7/45 B1). KO 20mg
BGHET17.9% (7/3961) THhotzo WTFNOKGHTH . 36
VI EZEH L 72BIE R 7 2 o 723032)
17.1.2 ERNE I 5%
CHEEREICEVERENZREBRICBN T OANAYF AT
v 4 2.5~20mg % 1 H 11 6B L 7zBomiE g E o4
TARIIELIDEBY THo 72,

£ MEIFEHMBOTFIZER (53 VAT 8 —)VIIESF R

5%

B R Come o) (o )
?i%éim -31.59 -36.40 - 34.60 -39.58
]};‘}((Z‘)')JC‘J “17.35 - 92358 -19.59 -17.01
Z;jfﬁ%ﬁa B - 38.56 -45.93 -43.97 -50.38
6
7{«1“2’(%){9 A- 5 42 6.25 10.61 9.72
']il’ﬂ‘i(’g:)lfl A- 0.38 4.27 7.78 7.73

BIVFFASSHIMERE L, OANAY F U H VY A 2 5mg ¥ 58T
38.9% (7/18 ). 5mg 58T 20.0% (3/15 ). 10mg #%5-%E
T13.3% (2/1561). } U 20mg $% 58T 47.4% (9/19 ) T
5720 FH67T FICB VT 3FILLERED SN -BIER X, 8. CK
LHAKD y-GTP L& (% 36]) THo72%,

17.1.3 @SS MAAHER
CTHEREICIVESNZ3SHBOER T -vE T Lo, O
AINAZ F 2 H IV 4 5mg X 10mg % 1 H 1[0 12 #RIH%5-
L 7B o MG R E O TFIZLRIFE 2D EBYTH Y I L AT
O— VIMERZDOIREL XV 2 REMICWET LI EDRDOH
nz=s,

F 2 MHREMOFIIEAR GHEAR D L AT 0 — )V IERERS

5 R)

ErasmTy 5mg (n=390) 10mg (n=389)
LDL-J L AF 10— B B
(%) 41.9 46.7
BararFa— (%) -29.6 -33.0
MUY K (%) -16.4 -19.2
HDL-a L A75u— )b
(%) 8.2 8.9
JFHDL-T L 251 — . .
vo(%) 38.2 42.6
7REAB (%) -32.7 -36.5
T7REHA-T (%) 6.0 7.3

17.1.4 BHETHEHREHR

A LVAT O VIIEREEZ MR E L CZEEMREICE D IS
72ERIC BT, BANZAYF U V7 A 5mg it 10mg
S5¥5%BMB L. LDL-2 L A7 0 — U EANCEP T # A F5 4 >~

OHEMIZET 2 FTHE L7, 52 BICB W TS0
5mg X1 10mg D#kFeik 5% 21 COWER OEE&IX, ThEh
76% (92/121 ) T2 18 82% (88/107 i) T -7,

BIEH o3B30 ZANA 8 F > F )V 4 Smg BET 29.4%
(40/136 i), T A/NZ & F > /1 V3 4 10mg BET 26.5% (35/132
Bl) Tholze WITNHDLOFGHETIFL L AZEERIZT
WL LA, 8. S, AIRGE. 2895, I L OEIETH -

7 35).36) o

18. ZEhEIF
18.1 1EAF
T ANRA Y F 2 H v 2, BEEAICEEBIAG 12T Y A F v, JFIR
TOAL AT U= VAEGBROBHEESR TH D HMG-CoA #ITHE
Fa IR OBAIICHE L. o L A7 a— VAR E I3
5 5, ZOE, FHANOILZAF0—VEEMET L, 2h%
#5720 LDL B AROFEHRAPFE SN L, 2O LDL ZH4E% /v
LT, IVATO—VERFREROEW) REHTH S LDL OJFliE~
O ABDEIN L M2 L AT — VAT 5, BANZSY
FrANY T A NFETIZIE LRI ERE N LTI AT
L R EBIANMEAS LRI 720, BB E R % 572 e W o g2
WIZIR D A F 2 < <L PR B 7 HMG-CoA s el E#] T
BHbEEZHLNDLIDI,
18.1.1 HMG-CoA BB ZHEER
TANAYZF AN T LI Ty RO MFI 70V — 2%
@ HMG-CoA =TT [t 'k b HMG-CoA =TTl D fil i ¥ 2
A 2 U CBEER 2R/ L7239 (in vitro) »
18.1.2 FFAL 2 5O—JLAKBEEER
UZANAYF ANV T AE Ty MO I L 270 — VA
AR IHE L. /2, ZOMEEMIL, oo HMG-CoA
FRICEER A e TR R L 7239,
18.1.3 LDL S RMAFEER
T ANRAYF Ay A, e MFEEH % HepG2 Mg LDL %
Ak mRNA OFEB A ARG ICFFE L, F 72, LDL &%
BN X724 (in vitro) o
18.2 ML X5 O—JLETIER
T2ZNAZF VAN ME, 42, =7 49)N%2 WHHL
THE (b PREEE I L AT O — VIEDEFIVEI) BI2B 0
TSR IV AT — V%, T/, 7HREH E*3Leiden b7 ¥ X
Yr=v 7~ A (% VLDL MEETIVEN) WO b7 RE
FIB/CETP (2L AFU— VI AT VEEREN) FF v AV o=
v 7=y A (e b I L AT — URHHIEL L 72 BE B S &
HSHEFVEY) DICBW TR I L 270 — )L & 52K
T &R/ A4 XI2BWVTIE, HMG-CoA #EITEESE O IS EY TdH
B A0 Y EEOI PR & s KR S8740,
18.3 BhAREE(LERIMGI(ER
T ANASF AV Lk, WHHL 79 Fi2BWT, KBk
JRELATE, 2V A7 - VEROK T E 7256 L., BIIREALE
ZEDHMERE & ] L 724,
18.4 U UL NMET1EA
OANAYF U H N7 LE, THREHE*3Leiden M7 v AT
IR IAROE b TREHB/CETP b Y ATV 2w rxw
ZDIMAEFR Y 7)) REETF S-G90

19. BRI ICEET 2E{EZHERE
—RgEI B FR
O ANAYF 7))V 2 (Rosuvastatin Calcium)
a4
Monocalcium bis[(3R5.56E)-7-{4-(4-fluorophenyl)-6-(1-
methylethyl)-2-[methyl(methylsulfonyl)amino]pyrimidin-5-
yl}=3,5-dihydroxyhept-6-enoate]
SFR
(C22H27FN306S)2Ca
SFE
1001.14
27N
HEOHKTH %,
TERZ MY VIZETRTL XY ) = MIZRRETR <L KL
T g 7 —)b (99.5) IZHEIFIZC W,
R TH %o



20. BBV EDEE

Ca2+
COoy &
0.0

CH, CH;, 9

B IS & BT CIRAF T 2 2 Lo

22. ‘@G
(ARNZXZF 8 2.5mg [H2K])
100 $2 [10 %8 (PTP) x10]
500 & [10 %% (PTP) x50]
500 8 [R hv, /NF ., BEFIAD ]
(AZRNZRZF 8 5mg [ R])

100 §& [10 8¢ (PTP) x10]
500 #2 [10 % (PTP) x50]
500 &8 [K bv, /NT | HEEFIAD ]
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BHEZEAS 1.1.3)
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