sk 20264 3 HEkET (456K

% 20264 2 A2ET (H55M0)
B SRR
BRhEART : 34F

HMG-CoAE TR EH]
L5 ZE PR S it 1)
BAEERA OANIXZFHILY Y LEE

BAELAmanEES
872189
2.5mg 5mg

EFRES | 22900AMX00669 | 22900AMX00670
BR5EBHSE | 20174F12H 20174E12H

OXNZXAZF2.5mg [NIG]

AX/NZX &2 F > #5mg [NIG]

Rosuvastatin Tablets

) - EMSEOWTTEICL WV ERTA L

2. 2R (ROBEICRI/ELEWVWI )

210 AHOBIR LBBHRE OB E D & % B

2.2 HHERAERTLCWwD EERSNLUTO L) 2 EH
SRS, B0 SERCE, RS, . #E (931,
932, 1662 =]

2.3 Il SR LTV 2 W REME O & 2 M O 25Lim (9.5,
96 ZH]

24 Y7 a AR yEigbGhoBs (101, 1672 2]

3. Rk - K
3.1 fEm
i 4, 0 ZNA % F §E25mg 0 ZNA % F ~ §Ebmg
[NIG [NIG
1Er 1Er
. 0 AN A YHIVD T A O AN A YHNY L
B yF A /;60mg yF A /gzomg
(O ZANAZF &L T25mg) | (BANASYF > L L Thmg)

JUARE Fo fEferva—A, BitF5 >, 25710 >
EhFEl | B~ AT AL REBOKET ) AL FUIORAW, b 70
A0 —A, <7 0T—)L6000, #E= Ik

3.2 HAE DMK

B4 HANRS T > G25mg HANR S F > 4i5mg

- [NIG] [NIG )
6w | O TORARORED ST ALRBOBEDT (V2T —
Y

e @ @
— ]
[IERES 56mm 71mm
EE 3.1mm 3.8mm
BE 3dmg 167mg

4. FHEEXIIzNE
=23 XFO—-JViE. FKiEMES3 L X T0—JViniE

5. SHEEXIEZNRICEHEY X8

51 #HORN oA £ L, BT L AT u—)VIIE, Tk
MEILATFa—VIIETH S Z & 2w R L7z ETAK O %
EETAHI L,

5.2 FEME I L AT U — )VIIEREHEERIZOWVTIX, LDL-7
7z L= AEOIEYFLEOMME LT, HDHVIEENL D
FREDERARE R G AF ORH % ZEEBT 52 Lo

6. AERUVHE

JHL EACIEE ANA Y F 2 L LTLHLE25mg & Y %5 % B
By HH, BIICLDL-a L 250 — V2 KT X85 LEN D
HEAIZII5meg L VIRGEBMG L TD Lo B, Eil - ERIC
L EER L, RS BAGRS S VIEEE R, HEDIEICLDL-O
L AT 0= VIO T AR5 4120, #ik10mg$ CHE=
T&2%, 10mgx %5 L CLLDL-I L A5 0 — )VEDEKTF2+4
TV, REEESI L AT O — VIEERSE 7 EOFEEEE IR
N, SHICHETES2Y, 1HHRK20mgE TE 35,

7. BERUHAEICEET 2 XE

71 2 L7 F =207 T AN30mL/min/1.73m2A O BE 12k
B3 2561213, 25mgk W52 G L. 1H ARG &135mg
L35, (922, 923, 1663 =]

7.2 FHI220mgf G-I BV CIEB RIS ES D S b b BEN
W} 5o 20mgh G BtGHR12:8 £ CoRIZER, FiZ1m, Znll
BRI CREICINSE) (ICERERAE LT 2L, Blgr T
FIFTH 2 ks [922, 923, 1663 ZIE]

8. EELEARNIE

81 HoPLOEIL AT I — VIUERBEOEKRTH 5 AFFRE L
TV, EIEBRERLESIMAE ., BRSO Bk BB o) 22
T7 o8 —OBREL T SEETLZ L,

8.2 G- IE A & BT L. B ICK S 5 BUG2SRE
OHNHEWIEEIZIIHEG 2 PIET A2k,

8.3 HG-FGIdHE A1 F Coix Rl Hiz1k., Fn L&
c;t]/%ﬁﬁé@ CREIZIIE) iR E 1T 2 Lo [1115 &
HE

8.4 /IR DSH B bINDE T EDdHHDT, MEKRESEDBIZE Y
F5CATH Tk, [11.16 BHE]

9. HENEF=ZHIHBEHICEHT IE

9.1 AHE - BMEEZEDH 5 8E

911 HUGRBEIrH5HhPTVENRELF HILUTOEE
s 7T — )VEEE
- HURBRBS BRI T E 0 B
CEEMOBER YA N7 4 —5) REFORBEEOH 5
c EHIEOFEEDIAREDH 5 BE

912 EEFEHENEIZOREEDSH 5 EE
EREMMIE (RHR, &£58) PEANETHERETLZ L2
%o [11.14 ]

9.2 BiEBEEERE

921 BHEEREEREDHIBE
KE LT 47T — MRER AT 25HE10F, HREESTEE
TWEHI SN DEGEICOAIHT L Z & B BEREE LY
PES BERUBRURIED D B bR T Vo T2 S TIIT 25412
. EIIRIC B RE A S A S L. HREIR (AR, D
%) O3, CKER, M RORP I+ 7y EEGOIm
B LT For ERAEOTHREDEALE RO - 5A 13 B IS
k52, [102 2]

922 BEEXIIZOREEDHZEE
ARG BRI OB D% DS REEE 2 AT 2 BETH D .
72, MU RURE I PE o TR BT LD S bbb 2 &
Wb, [71. 72, 1663 SH]

923 EENEBEZENHZEE
KHNOIMAEENEL b BFNDEDH L. (71, 72, 1663 &
1]

9.3 FFieEEEEE

9.3.1 FHEEEPETLTWVWAREEZEZSNhBUTOLS hEE
SMFL. BMEFROSMEE, HFEE. HE. 28
HH LW s, INHOEETIE, KA OIMPEENS EAT5
BENDH B, 7o KFNT RIS/ L CERT 20T,
JEEE2BILESE L BENDDH S, [22. 1662 SH]

932 FEEXXIIZOEREFEODH 2EHE
ARENE VI A0 L CER S 2 0T, IFEEITZ oBEFRE
DHAHBEHTIE, WEELTEASELBEZNDND L, JFI2,
Child-Pugh A2 2 7 #38~97 % Tld, M4 PEE DI TE
Motz b OWEDH B, [22. 1662 ]
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9.5 itiw

TEIR SUE IR L T W B WD & 2 WIS L awZ &,
7 MIMBOHMG-CoAsz TTRF R M EH & KEHT L 72 a 1
WOFBHRGEI G SN TWDH, HiZk M TR, OHMG-CoA
TR BLER T, HAR3» H T TOMIZIRH L7z L &, BRI
EREFEN D HbNIz L OWEDH D, [23 BH]

9.6 Rilw

BHLenwZ e 7y MTHIHTHANOBITPHE STV D,

(23 ZHH]
9.7 /23

NBER G E LA e 2 IRIE & L 22 IFRER IS 52

L TR,

10. HHE{EH
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B
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Wi - ek T

T aAKRY v
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BN S % o
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KBRIL< 7 A V| THZENMESNTVS, &K
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KA &y T~ F = T IR
WEMHLIZEE, KFO
AUCH #2115 Cmaxh¥93.0f%

T F = TR A
BCRPOAEZ (15§
ALtk AHO

FRLEEOHEDND D, I 2 BE S HE 5 % wp
HEVED D B o
NG T2 AY v b | REENTTF2A5y V2BHINT T2 A5 v bt
L7z &, RHOAUCHHI25|BCRPOKEAE FLE$
. Coax?2THE LA L2 | B2 EI2X D, AFHD
WEDD B ML R E S EE hn§ % W1
HEMED D B o

TLTHXFIAY Y
k

KEle 72 T7FV A% bR
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LHRLIZEOHEDRD S,
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Wb,

OXH 725y
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ROBWERDH HbND Z WD HDT, BigEE 512470,
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I
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11.1 EXEEIEA
11.1.1 HERUHRAEE (0.1%K1)

e, BT,

CK.EF ., i Je UhRH 3

Fruvy LA i

BE T MR RBED B b b, SHEEEESFORE 2 BHRE
BHOONDLIENHLDOT, TOL) BHEITEL IR %

2 R | RN

11.1.2 I ANF— (HHEARH)
INHLZ AR BB EH AR CKO LA 23H 5 b/
AlidFEGEPIET A2k,



%ok

11.1.3 SENEMESEM I A/NF— CHER)

SRR CKEfil, S48 % £k b 2 WA RME D B8 . HTHMG-
CoAETEHFE (HMGCR) HUiRFIES: % B & 2 (i e g
FEVEI A NTF—h3H S b, G-Ik b T A HIDRE S h
TWHDT, BEOREZ FICBET L2 L, B, S0
B G X D LEDR A SN E OMEBBD 5.

11.1.4 EEBHENE HERH)

EREAEESE (RAT. 251 255ETENT 22 L2
5o [9.12 ]
11%5Hﬁ<0Mﬁﬁﬁsﬁﬁﬁﬁ%<wﬁwmsﬁﬁ<ﬁﬁm
i
B4, AST. ALTO EF%5% ) PR E, HWHEFH Hbh
LI ENH D, (83 BE]
11.1.6 /RIS (0.19%Ab)
(84 ]
11.1.7 @BIER (0.1%Ki)
M VEFIE % & TmBUEIRD D 5 bND DD b,

11.1.8 BEEMMR (01%Hi)
EH#5ThoTH., 8. Bk,
O LN ARG Ak L
DBYIRIMEEITH T &0

11.1.9 FKEHEEEE (0.1%F0)
PO DIESESHRR, L O NEEOREREE, . S5 VIEFIE
TEORMMEREEDH 5bNDL I ENDH b,

11.1.10 SFHAIBE (BHEAH)

11.2 ZOOEIER

O PRI R & X S S Y
BB R E ARV E R OF 55

2~5%AKd | 0.1~2%Ai 0.1% A BE AN
B8 Z ) A, 5 BRI
bR g fE AL L SR, N
MEA, T
il -+ R |CK L5 79 i A | A
Jifiy PRI
FEARE R V. RO L R AR
DFE W E (KR, &
) Wy o
N3 AL
v iex HbAlc k&,
LHEAE 5
JFF M JIF # ik R
(AST k&,
ALT EH)
ik BHRD B
B R B OW
(BUN_ES, 1ft
wWrLTF=
v 5

1) WBEEIETH 508 FRAPORARFHES 56 113 5 7%
WY RMEZIT) 2 Lo
FEBUFURE XA A A B S L 720

14. BHEDXE

141 FEHZFEDEE

PTPEEDOIEFIPTPY — b2 5H ) L TIRHT % £ ) &Y
%52t PTPY — bOBEEIZ LY . BECEEAEAT A BRI~ A
L. BB E B L CHEmBHAZEOEE R EIEL 5T 5
CENDH S,

15. ZDMDEE

15.1 ERER{ER ICE D {158
A BT, AH % & LHMG-CoA R TCRER HLE A% G- 0
FHTIE, BERIFFIED ) A7 HiEdr o7z L D& 5 %o

16. EYEF)E

16.1 MAiEE

16.1.1 BElZRS
TR AN BE6FI T AN Y F 2 /v A %bmgd & T%
JERE | HAEE %S L2 & 2 A, MO AN Y F B3 #%
G5 Cnax @ 78 Ly THA T (t12) 12202 =788 T
Holze £720 Crax WWAUCo2anlE Z 121356 +1.35ng/mL %
"31.3+136ng - h/mL T - 7z (Il = fEHEFE) 5,
BB, UANZAYF U ORNBREBIIHIETHSL LEZLNLTWY
%6 (BHEIANT— %),

16.1.2 REHRSE
fEHE R NB GBI T AN FF > A1V 10 020mgZ 1H 1
7R, ZeMER I ORI G L7z b 2 A, 55248 o1
B a 2N F VR E A R L KAEERS3RH 21
EEFIRFEIZENE L 727, EHIREIZBIT 5 AUCo2nld HE A1 H 5
Bo12f5CH Y. ZOMEIRHEER S COMED S OFHIHEE [
BETHo/ze LA T, REHRSG & 5 FHL EoBRME
BWEEZ LN, B, HRANIIBIT S Crax L FAUCIEAVE
ANDK2RETH - 728,

R ABEICIBIT DU ANAY F 2 OFYEFE/ST A —5  (n=6)

iR Crmax® Tmax® AUCo2® | AUCo.0? t1/2¢)
(mg) (ng/mL) (h) (ng - h/mL) | (ng - h/mL) (h)
Wi é‘ﬂ) 5 (45) | 742 (560) |126 (393) @ |151+5369
10 :
B f;f% 5 (55) | 905 (67.0) |167 (300) ¢ | 1844629
Hifm égg 4 (35) | 171 (530) | 209 (501) | 19.1+581
20 :
5 ég'(l)) 5 (55) | 206 (639) | 248 (622) | 148+576

a)> %&%m%;ﬂﬁ (Z#RED . b) gl (FEH) . o) TIHME = R

d) n=3. e) n=4
EHOL AT — VIEBRFICTANAY F B VY7 525~
20mg % 1 H 168 SR 455 L. Ei IR g o 232
Y F U EERE LY, Ha L AT U — ) VIIEREOIAEF T
AINAE F IEEIIHEICIZIZRA L L, EEHER AR T
Ofii (510K O AT F34ME,. 10mg : 4.06ng/mL. 20mg :
9.82ng/mL) EIZIZFEMBETH o7 B, KB THARA LS
EANOKRZIE L2 25, HRMNIBI 22 FIRE M
T AN Y F VRGN E AN ORI 2R TH - 7210,

B VAT 0= )VIESFIZ BT 28 EIREBO Mo 232 8 5 ViR

b= AT AN S F 2R (ng/mL)
25mg (n=16) 126 (727)
5mg (n=12) 262 (415)
10mg (n=13) 417 (755)
20mg (n=17) 117 (50.0)

B (ZERED

16.1.3 R5EREODEE
AHEL R R A 21120 ZANZ 8 F 2 AV A10mgk 7 1 A
F—N—ETIALE4A B, FRITH S 2 L5615
L7z& A, MHEh T 282 5 F 2 R EHERS (04551 [ C ARk
THI). HANRY T ¥ ORNBEIE S R O RH % S0 7w
Lz L,

16.1.4 S FHIEEMHER

(ARINZBF > $E5mg [NIG])
O ANZ % F V§Ebmg [NIG] & 27 L Ak —)V§Ebmegn ., 7 0 A
F—N— I L) FNENLEE [OANZRTF U AL AL L
T52mg (B ANA % F > & LThmg)] fEHERA S T 1M A H A
RS L CIMBE R R AL AR 2 158 L. 153 5 L7238 dhiE s«
J A—% (AUC. Cmax) 22> T90%EHEX 712 THEFH#T

PRIMIER © 5257~ 165

%175 724 R, log (080) ~log (125) OFEFATH ). WA
YRR S 72

14

12

—e— T AN F ¥ 5i5mg[NIG
-0-- 7 LA b—)V§E5mg

10 T+ R, n=23

M4 EE (ng/mL)
(2]

4 |
2
0 1 1 1
0 12 24 36 48
PO (hr)
W BEEI T A — 5
G AUCou4s Cmax Tmax T2
(mg) |(ng-hr/mL)| (ng/mL) (hr) (hr)
O AN F 5
5mg. [NIG) 5 | 9139+3748 | 900452 |42+10[11.1£22
;;;Z LS 5 | 8634+3604 | 860+392 |44=07|118%23

(P + R 22, n=23)

M4 A I OIZAUC, CmaxZ /85 X — 71, #hlpE o %
R AR OFRIAIEL - BRSO RERSMFIC & > TR DS
H5bo
16.2 TRIR
16.2.1 &£#YFEFIAEE

TS AR ELOBIC BT 2 10 2N A & F > 0 W2 F) 3R 0%
29.0% (90%(SHEIX[ : 241~349) TH o721, F7-, HIRNIZ
S LTHEONIOANRNAYF o OEE 7 ) TSV ARPE )T
52 AFEFNFNILIKILEL/hTH Y, BANAY F U IZEIC
JFl I & Bk EZT B EEZ B,
1622 BEOXE

HRE AR 2060120 ANA S F 2 vy A10mek 7 0 A
= N—{ETCIHLIEI4H B, Z2ERE (B%R3EH) H 5 WnidaR
RS L7z, ARG Lz 200 2N % F » O
ZRERFIZIERTHER P TH D . CoaxlTEFIZ X o T20%HET L
720 L L., BREGHOAUCunlT ZEHEK G- 094%TH 1) |
U ANAY F v OWINENOEROFET RV EEZ b7z,



16.3 o
b MIEARIZBIT 20 2ANA 8 F ¥ OEAMEFIE89.0% (A
N) ~88.0% (HHEIN) THY . FHERAIITNVNT IV THo
7219,

16.4 X
A E B EE N S E6 12 UC- T AN T VS A20mg R
ARG Lz & 2 A, R OERIZIEAES 5 e F sy
ERZAETH Y . REFOELMRBWIL. N F VAR
55-7 7 b METdH 7219,
N AEHIZIE N LA F VAR R O5S -5 7 b RS S Tz
25, HMG-CoA @ TeFER G HERIREE IZ 0 AN & F VR L
FREDHER &% L. 1A% 12815 2 HMG-CoA & o 32 I 16
L:%ﬁ“)& RFYOEFEG IO T M TH L EEZ LN (FEEA
F—=4%),

16.5 Hkittt
AV E B EE B TG 12 UC- T AN F T 2 H VS A20mg R
HE&EOKS Lze A, Rtz s @Empicgeip s n
(90.2%)+ SR RERRIRI12104% TdH o 720 72, JRJ O
’\@ﬁ@iﬂ:fﬁiﬁ{ﬁ%li\ FNENEGEDL9% K 76.8% Td -
7216,

166 HENEREZ2E T 2BE

16.6.1 MERUIMEDEZE
SHEI N OB FEE . BlEEkE . KEEER L O EkE %
BT AINAY F A1)V 240mg (RIBHVIE) & HEREL
WG L7228, BYEOCma FAUCoE FNZE NI D82% K
W% TH 57218, F7z, HEEDCrnax L FAUCHITZ N ZINE
W D112% % 0106% CTd 0 | HER_EHE & 72 2 PE2E i o %
B3 nwEEZ BNz,

16.6.2 FFEEOHE
Child-Pugh A (227 :5~6) & %\ ZChild-Pugh B (22
7 7~9) OWEEEZAT ANENEZZFICT ANAY TV
AN A10mga 1 H A4 H M RAER O3S L, ingedh o AN
AL F R REIE L7219 TR E B O Cnad X CNAUCo24n 13 1
BEAHEOZNZN15~2. 15K N 1.05~12TH 1) . JFI12,
Child-Pugh A 1 7 258~9D B H 2612 B 1) A MAE P EE 1E, fhic
HRTE P70 [22, 931, 932 2]

16.6.3 BEZOXE
EIEE O R S EER AT HIMEANESE (4~8F1) 12u AN
5 Fh N 220mgw 1 H1E14H B KA S L, g h
T ANA S F VB &g L7220, BEN S PEEOBRED D
LHEHTIE, OANAY T v OMSBERIEE IS 2 EBITIEE A
EROONL ol L, BE (VLT F=0 2T TR
<30mL/min/1.73m?2) OEREEDH B HEEH T, EHEB AL
CIMAE A3 I A L 7ze [710 7.2, 922, 923 ZHE]

16.7 EYIEEIER

16.7.1 HIEEH
HIEEH % RO G L7286, 9 ANRY F 2 OCnax LY
AUCo2lZ FNZN50% K 46% % TET L7225, BANZ Y F
UG R2RE RIS RIERA 2 % G LA, OANRY F 2D
Crmax e VA UCo24nld Z L ELIEGEHIIRE D 84% [ 1N 78% T d - 7221
FHEANT—%)o [102 ]

16.7.2 ¥R XKY >
A ARY VEKRGEN TV L LEBIEEE IO AN Y F
OGS L2 &, BANASY F ¥ DOCmax XL TAUCo2anld, 1
HERC A BT RER G- L7 & S IR TENZ2N10645 K 071
e LR L7222 WEANT—%). T ANAY F VIZOATPIBL % 4
LCHFEICE D A, ¥ 7 T AR VIEZFORY AAL % HEST
HIEIWEoT, UANAYF U OMSFETEEZ NS E S &%
ZBNTWw5h, [24, 101 ]

16.7.3 L7 47031
FHT A4 TUDN (KIRIKGE) PG LzE &, 0 ANR
5 F ¥ DCmax & WAUCo-c\d F N2 N2.214% 2 ON1.884% 124 hn L
722 (MAEIAT— %), T ANZ Y F IZOATPIBL A A L CHEH
WY AEN, L7414 70V NVIEZFORY) ARZHET LI &
IZE- T, BANRY F U OMSEREELZENSEL L E 2N
TWwb,

16.7.4 ZDRDEH|
0O ANA Y F 2 ORMNEIRELZ J 1§ PA50FEER] 0 58 & Mat 4
L7zolZ, 73S =) (CYP2COK OFCYP2C190 FHEH) |
FRhIFT=WB A NFTaAF =)0 T Auv A Y
20 (PLECYP3A4 K OPHEE D HER]) & o bRk % £t
L7275, S RMEERIEEEO SN Ahro7: WHEAT—%),
TIT 7 ) B (CYP2CONK UNCYP3AADEE) HH Wiy IF
TV OIRNBIREZ BT T REE A AT L72As, S EhEESA A
HERIZBRD SN o7z BHEATF—%),
CYP3A4FHEEH OA Mm% et 3 5 72012, O L Op:H
RERZ IR L 72A%, TFZIVT R N T T — L I |
PIEAHNF, B ANAYF IICYP3A4IH§ 5 FHEEH %R
EhnwEEZ SN0 BEAT—%),

16.7.5 in vitro HE&
E bR % F B in vitro BRI BTN - A FIOVIRASE
W L7zs, FORBHEEIRIERISBETH o720 T2 N A
FVALIZBG-$ % £ P4504r /12 CYP2C9 K% IFCYP2C19T
& o727, CYP2D6X°CYP3A4ABI G- 9 A ul gtk b /R &

7230 32)

O ANAZF v (50ug/mL) 12X %5P450 (CYP1A2, CYP2C9.
CYP2C19. CYP2D6. CYP2E1J I°CYP3A4) i1 BLE 1L
10% LT CTd - 7230,

16.8 Z0Ofth

(ORI A F8E25mg [NIG])
O ANA Y F U 4E25mg [NIG] 1&. [E8A% 5 7 2 % LT84
DEYFWFEESEERGE T A F5 4 2 CE244E2H29H SRAHRA
36022945105 | 12T X, O ANRY I~ $t5mg [NIG] %4
b D Y SN B ) b N T R e (N S = T
b BT ENT1D,

17. BRPRFSHE

171 BIMROCLRLM(ICET 555

(&3 L X5 O—JLIE)

1711 B ETEAERCHER
WALV ATU— ) VIUEREZRE L CZEEREICL ) EH S
NEHBRIZBWT, BANATF Uy A (5~80mg) Xik
7 MVNASY F v (10~80mg) % 1H1E6HAR S LR, 1
ANAZF iE, LDL-aLZxA5ua—)v, #a L A7a—), b
V7)) FIZIMETRIE %2, HDL-2 L A7 u — V23 IN%)
BERL7ze /20 7THREAB, FHDL-I L AT 0 — VAT &
., TREHA-I ZEMN&E A, I, LDL-aLA57a—)/
HDL-Z2 L A57ua— )ik, #3231 A50—)V/HDL-2 L A5 1 —
JVIt, JEHDL-2 L A7 10— )V/HDL-2 L A 70— Vb, 7 R&E
HB/7 REHA-T AT 34723,

O ANA Y F »ONE, 5 HAR NS Sbiv, @28
M F TITIRARRIEDI% & 7 > 720 e RFFNLHH 4B F TIZ
HoHb, FOBERL.

BIVEH S BUMERE 1Z, O ANZ Y T »5mgtk 5 T10.5% (4/38
%), 10mgd 5-H T1315.6% (7/4561) . K O°20medk5-HT17.9%
(7/3961) THotz0 WTFNOHEGETL, SFLLEFEI L 728IE
FE 7 225 7230,

17.1.2 ERNE I HEEER
TEEREICLDEBENIRARICIBNT, OANAYF AL
7 £25~20mg% 1 H 16 B 5 L 72 B oo i N8 & fif o492
ERITEDOEBY TH o723,

MEREEE O PIZALE (553 L A5 0 — VI B S atr)

S 2.5m 5m 10m, 20m
Fdt S i YO By O
LDL-aL 25— (%) - 4499 - 5249 - 4960 - 5832
BaLATU— (%) 73159 | - 3640 | - 3460 | - 3958
N7y R (%) T1735 | - 2358 | - 1959 | - 1701
HDL-2 L Z257ua—) (%) 764 9.09 14.04 11.25
7 REEB (%) 3856 | - 4593 | - 4397 | - 5038
7REHAT (%) 542 6.25 1061 972
7REHA-T (%) 0.38 427 778 773

BIVESSBUEE X, O AN ¥ F > 25medk 5B T38.9% (7/18
). Smgtt5-#T20.0% (3/1561) . 10mght5-#T13.3% (2/15
B, M O20mg# 58 T474% (9/1961) THh -7, FI67HIICEH
WCSBILL R Sz e, . CKLEA XUy -GTPL
A (%36) THoiz,

17.1.3 BHE MEEER
CHEEMEBEICLDERINSHBEOER T - EF LD, O
AINA L F vy A5mg i3 10mg% 1 H 1E 128 [ 3% 5 L 72
FROIMENRE OFIHZEALRKIIEDEBY THY, HALATH—
VIEEFEORRE L NV 2 BEWICEET L2 ERRD LN

MR D T2 bR (SRS 2 L A7 0 — VIME B R 5 3R
5= 5mg (n=390) 10mg (n=389)

LDL-I L Z5u—) (%) - 419 - 467
warzara—) (%) - 296 - 330
FUZYEYF (%) - 164 - 192
HDL-a L ZF7u—) (%) 8.2 89
JEHDL-Z L A7 — )b (%) - 382 - 426

7 REFB (%) - 327 - 365

7 AREHA-T (%) 6.0 73

171.4 BHETEEHRSHER
WALV ATH— VIERFEZ SR E L CZHEEREIC L) FEii s
N7RBRICBWT, OANZRY F 2 Vv 25mgXid10mgh
S5 %L, LDL-2 L A7 — VlEANCEPI A K514 &~
OHEMHEICET A F TR L7, S2AFICBW THRES =0
5mg X X 10mg D Mfitx 5 % =21 TWzfEB O E &1L, 2heh
76% (92/12161) J21882% (88/107H1) T - 7230 3,
BIVEH O3EBE13 T ANA & F 2 5mghE©29.4% (40/136f%1), O
AINA Y F 10mghET265% (35/13261) THo720 Wihro
Be G HEC3BILL B L 22 BIERNE TR, Wb, S, .
RAE F895. BERs M OMEIIECTH > 720

(FREMSIL X F0O—JVIE)

17.1.5 ERNZE IHRAHRSHR
FEWE I L AT 0= VIIENT OFAREE IO AN Y F
H N7 Z10mgh HAEG & G L. AR E TG Lo, &



D& XDOIMEREWEOIEELRIZED EBY THh - 7239 40),
LIIREY Y IR BEP (R
(FWEMER o L 2 7 0 — Ve Bk R ER)

B 10mg (n=37) 20mg (n=37)
LDL- 2L A7u—) (%) - 492 - 539
WILATO—) (%) - 394 - 433
MU 7YX K (%) - 182 - 236
HDL-2 L A57a—) (%) 9.6 138

3BILL LIRS S N2 EITEAIZCK LA (3/3761, 81%) Tdh -
7";0

18. EEXhEEIF
18.1 1ER#F
T ZNAEF 2 B AE, FHEPIICEEBIR I A e, JF
T aL A5 a— VEGEAOHER S TH HHMG-CoAE Tt
HZ2 BN P OBAEICHE L, 2L AT 0= VESKZIRT]
WIS 5o FOMER, HEANOI L AT O - VERPET L,
INEH D OLDLEHEROFHPFE SN L, TOLDLZHEK
EAHALT, ALAT U= VEREOE W) KK TH ALDLOKF
%«@Hbﬁ&ﬁﬁmt MAILATFE— VAT T 5, OA
Axy%/u Bl CldE & L OBt R x/r L CHLD A F
bwﬁﬂﬁﬁkf%ﬁwfm REBYHI 55 % 572 20 Wt o fik
JIEHLY A F JFAR F 1 7 HMG-Co A TCiE 3% [HE 7
T%%t%i%ﬂ%mﬂ)
18.1.1 HMG-CoABTEEREEIER
UANAZF AN LE, Ty PR MFI 70V —24H
K DHMG-CoAE T [ O v P HMG-CoA &R TeEFR D fifi i ¥ X
N L CHEER 2R L 72 (in vitro ) o
18.1.2 FFaL x5FO— L ARKBEEER
UANAZFHNy o aid, Iy MNFHlBO I L AT 00— L&
i E HEAKEMICHE L, 72, FOMEEHIE. tboHMG-
CoARTCRER AN TR MR L 729,
18.1.3 LDLZRHFEER
T ANAYF o Hvdalid, b MFEHEHepG2MIB DLDL
HAMRNA O S 2 AR IR L. F/-. LDLE A
RN E 72 (in vitro) o
18.2 ML X FO—JULETER
UANAYF I T A, A X9, =27 44116 WHHL
THE (v MFEEES IV AT — VIIED T FOVE) 40 12
BRIV AT a0— Ve, $/2, 7AREHE*3Leiden k 7
/x/lw/7771<mvummr%rwﬁwwwﬁvtb7
FREEB/CETP (2L A5 0 — VL AT VEEEN) MV A
/l_/77WX(EL@:vXTU—wﬁﬁ ZHEMLL 7 MR E A
WEZEAFETHETNVEMW) 9 IIBwCidmEEha L A7 00—
VR HEIRT 8872, 4 X128V Tld, HMG-CoARITEEZE D
ﬁ@ﬁ%?%éxNUV%@M*%E%%%@@WK@T%&
729,
18.3 ENARIE{LERIHI{1ER
T ANAZF )y hid, WHHLY HFi2B W, KER
OIFERAETR, IVATU—-VEROKTZ L7256 L, B
ALIRZE DA Ji % 40 L 7247,
184 MU J U NMET/EHA
OANATF AN L%, 7TREHE*SLeiden b T v AT =
v IR AR NTREAB/CETP RS Y AV 2=y v
ADIIEER N 7)) R &47219 9,

19. A2 ICBET B IE{LERIFR
—HEIATR B ANZAT F AT A
(Rosuvastatin Calcium)
fbZ44 - Monocalcium bis [(3R 55 6E )-7-{4-(4-fluorophenyl)-6-(1-
methylethyl)-2-{methyl(methylsulfonyl)amino|pyrimidin-
5-yl}-3,5-dihydroxyhept-6-enoate]
413 1 (C2H2/FN306S)2Ca
o f& 1 1001.14
%Ik E%@%XT%% TP PYMIZETRT L,
J =l @@mH%T<\KXiL&/~w(%®
T2 v R TH %,
1 I:?ﬁ#i%iﬁ :

2+
co- | ©

22.

k53

(ORI B F8E25mg [NIG])
10082 (1082 (PTP) x10]

(AZRINZZF>8E5mg [NIG])
1008 [1082 (PTP) x10.
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A, HETEREEE R 123)

45) A X OMAFREIZH T L7EH (7 VA b=V 5 20054£1H19
HKRE, BT RHZEAR.1.1.1)

46) D=7 AFLDOMEIL AT a— VRN KEHIL AT
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