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Pitavastatin calcium TABLETS 1mg - 2mg - 4mg“KOG”

i) EE - EMSEORTEIC R YT L

9.6ZMH]

2. B (ROBEICBHERELEWVWI L)

2.1 RO LB BoE DA E D & 5 BH

2.2 \IERIREINMERED S 5 8#[9.3.1.16.6. 25 1]
2.3 Y7 uzR) yEEGhoEE [10.1. 16.7. 15 ]

2.4 B S3IER LT B W REYE O & % skl O slim 9.5,

3. #ARk - MR
3.1 #Rk
EINWNARZF U | EINATF V| ETNRYF
W 56 % | WVIILEE | VT LEE AN NEE
Img [KOG] 2mg [KOG/ 4mg [KOG]
- 4 F5 YT INAYF VN7 DK
5y e o N N .
I — lf,tl:Pl:&/\Z&-?-/iJ)l/yﬁAkL“C ,,,,,,,
1.0mg 2.0mg 4.0mg

FUBEKRHY, REREE FaXxy Sa el —
A, eFaru—2A, XY ATV VMg,
27T VMg, 7T VBN TV, EGKTEE

WM e g3 BT S . AN F sy
R = s A
- W= R sk
3.2 WAIDOMHR
EIZNWNAZFV | EINAYTF V| EFNAFTF
R 98 & | WVIoLEE | AVIYILEE | AV LR
Img [KOG] | 2mg KOG 4mg [KOG]
Hft, MEO| I <) Twvig|kitha, HEo
TANLAT— | FR, HEO | FHBAD 71V
(é8 R\ T4 78 T|HHRAY 74| 2a—F4 7
H5b, VAI—T 4 |$ETH D,
VITETH D,
©0Re @
S koo o0 400 4
o ow| = =
E4%6.2mm EA7. Ilmm ME££8.6mm
J& ¥2.6mm & ¥2.9mm J&¥3.9mm
HH85mg Hi125mg H249mg
gl g | AT €AY [ s sy
" < 1 KOG 2 KOG/E# /8 2|14 KOG/E# /N 4

4. $EERIIHHR

E3LXFO0-—JVifE. FKEHSAL X TFO—JVME

5. MBEXIIRHRICEET 3FE

5.1 BHOWCH O AMEZFEmBL. HI L AT —VIE. K
BRIV ATa—VIETH S Z & 2R L7 L CTARA M

HeZET5Z L,

5.2 KEMEE I L AT 0 —VIIED 9 b A EHAKICOWTIZE
B R WO TUHEBFE LR E RV EAR SN EDO R,
LDL-7 7 = L — ¥ A0 IEEY AL OMY & L THA DA

EETHI L,

5.3 /NRIZIRG§ 250, NEORENER 2 L 2 7 0 — VIfivhE
DN T3 AR R OB FEOEM O b & T, KA D$
LAY & P SN BHIZOVWTOARBHEEZEETHZ Lo
[9.7.1. 9.7.2&1]

5.4 LHETIHEENRE EOIREZ I L HRTEVWERESNT
WHRYZ LB E 2L LRITHT ARG OERITOW T,
VAZ - NAT 4y MEZELURICEEISH§52 8 2B,
IR ERER L 33\ TRORISH 3 2 MR 2\ [9.7. 12 1]

6. AERUAE

(&AL X2FO—JVInE)
R BAEEINRYF AN AL LTl~2mg%1H
1RO 53 %,
B, EW, ERICEVEERM L. LDL-2 VAT -V
EDT AR T4 BA I ETE 5%, RAEGRIZ1IH
dmgFEF TE T 5,

(FiEME DL X7 0—JVIE)
BN SEE, A Y NZRYF ALY A E L Tl~
2mgZ 1 H 1% 5§ %,
B, EW, ERICEDEERM L, LDL-2 VAT -V
EDT AR T4 BA IR TE 5% RAEGRIZ1IH
dmgFEF TE T 5,
N, 10 LLEO/NBICIRE I N F U N T Lk
L Clmg#x 1 H1nEEO%E-9 %,
By JERICE D BEERK L, LDL-2 L 252 — W EOICT 2548
TR EIIHETESDS kA GRHIFIH2mgE TE T 5,
(%)

IUN
$tlmg | $2mg | $Hrdmg
H 3L AT U —)VIIE O O O
FWPER 2 L A 5 1 — VI O O O
AN
$tlmg | $2mg | $Hrdmg
3L AT U —)VIIJE - - -
FHEMER 2 L 25 1 — VIiE O O -
O KGR - HEHY - 1 R@ERL

7. BERVAZICEET 2FE

71 HEED® 2 WAHKG T 2561213, iS5 21H1mg
EL ARG FEIIIA2mgE CTL T2, T/ HEEDDH L/
WL 2561213 1HImg 2 %53 5,[9.3.2.16.6. 2% 1]

7.2 FAENII SR (GYURER) ORI BT REHE B
HAERERDFHEBLYT O T Amgllig it § 2541213, CK LS
IATTE VIR ARG B O S o0 KA Rl AR T B AR
WIERT 5 2 &o NMEFHEREERIZ B WV T8me bl Lo 51
REACT B RE e OB A HHEROFEBUZ L Y RS T B,
[11.1.1ZH]

8. EELEANIEE

8.1 HOULDEI L AT U— VIEERROIEARTH 5 fri:
AT, WISHEEENE R, WL - BRSO R P O RO )
A7 T 778 —OBRELTHERTHI L,

8.2 NFHSFEMAE 2 % 5-PlMAHE L V128 F COMICIMM E, Zh
DU e/ CRAEICT ) 12479 2 &, [9.3.2, 11.1.481]



8.3 G- A R 2 E MM IRRAE L. IS 2 BUG A
BOLNL ARG 2L 52 &

. BENEEEETAREICETIEE
AHHE - BERZEOH 2 8E
A EBRBREBEFH S DR TVENREI HBLUTOEE

- HURBAS B IR T E O & 2 B H

CEERORIEER YA MR T4 —5%) UIZFOREEDD
e

- FREOWBEEDOMAED H B B

TN a=NVhEOD L EE
[11.1.151]

1.2 EEHENERIZZORETEDH 5 8E

EAEIEIIRE (A, &5R) ASEALOIHET 52 L2H

5o [11.1.78M]

2 BRgEERE

2.1 BHEEEICET IBEFAREGECRENSROS NI EE
KE &7 47T — bREAEZMT LA, BEERDE
BV SNALEICORIHT S 2 & Bk BT
L% 85 BB RRIE DS S bRV, L2 E T 5
WtniZid, S E R A S A S L. AT (W .
&) o8, CKER., Mk CRb I+ 7y R
CIZiE 7 L7 F = v EAS OGO EAL % 3 - A1 0E
LicGedkd a2, [10.2, 11.1.12H1]

9.2.2 BEEIZOEREEDH 5EE
REAH AUARRE OSSP 0% AR EZ AT LEHTH
0. F 7o, BT RURE ISR 5 T AN BAREE O EALSERD &
nTwa, [10.2, 11.1.15H]

9.3 FFigeEERE

9.3.1 EELFEEIIEREDH 3 8L
BEH LAV L, IO DBETIEIARAOMBEPIREN EF L.,
BIVEH OFBUE ST 2 BZ WA D 5, T2, FEELZE
ILELBENDLH 5L, (2.2, 16.6.2%4]

9.3.2 FFEEXIZZDEREREDH 52 8%E
JrEsE 2 AL S B BENA D B AANIF KIS < 50
LTERT 5, (7.1, 8.2, 11.1.48M]

9.5 1¥i%

TR USIER L Cw A et 0 & B i3k 5 L vz &,
B EE (5 b)) COREME ORISR (Img/kg
PLB) B Tor AT L5 Witk o —RE R REB W) O S8 755E
DOENTWE, T2, VHFTOHRERRFRS- 3B (0.3mg/
kgPlB) ICBWTEHBMORTELBDOLNT WS, T T
i OHAMG-Co AR ICEE % HEH 2 K 5 L2 A& 1k os
KAESIE SN TWS, HiZk FTld, oHMG-CoARTT
EEFEHER T, HIES» A CTOMICIRE L2 &, Rk
RUEHEAD &bz DL DH b, [2.48K]

9.6 RILIE
BE LW &, BWER (7 b)) T ~OBITIHRE
ERhTwb, [2.48]

9.7 NRZ%

9.7.1 SEFOMEPERHE, CKEFIHEET LI Lo ANRETIZE
BIOBERTREDSW AN TREL A LELDH V. HkEE
WHLDLNRLTVWBENDDH S, [5.3. 5.4

9.7.2 EMIZBWTI0mAEN. M B W TemEmO/NEE %
g & LA e OV e 2 1A & L 2z R B g2t L <
Wi, [5.38H]

9.8 SipE

BIVEM DS L 223§ 2 2 EIEET A2 &0 — I

AEFREREAME T LT\ %0 BERUAHED D S b3 w0

WhEh D5, [11.1.15H]

10. #HEER
AKNEHFF b2 0 —1P450 (CYP) 2D 3L ALR#EN
v (CYP2COTHTDIRH ENS).

© © ©
NN
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©o ©

10.1 GEAZE BALEWVWI L)

HA 2% HRHREAR - S5E | WP - fabRiE T
YrmARY v SWEERRE LT Yo AR ¥
(Fr7a3ay) | B B BUEAESE | 12 & D AH o
(A —=7W) DEE A FHEGH HE PR L2 b
[2.3, 11.1.1, |HHLRT Ve F72 | H (Coub. 645,
16.7. 12 1] RVEH OFEBBED | AUCA . 64%) ¥

HMmMT 280 hH | %o
%o
10.2 fEREE BFRICEETS L)

HH 4455 FRPRAEIR - 55 | % - fabd T

74 77— FRIEA | B R RREAL 2 | WA & b R
NAF T 4T T — | PF D BB R A | BUTRE A3 S
3 bobhedv, HIMTwa,

11.

[9.2.1, 11.1.1,
16.7. 12 1]

FAER (H A, B
Hi&) 3B, CKL
LI Y ROV N

b % B 74 IE i
LItk Emky s
NP

falrEF B
BELZ B3 2 R
BRAE L SR )

FUUE Y BRI R0 5 BE
—aF W WML VT T = g R
[9.2.2, 1111541 | LA SOBRIEDL | ez 23500

IVAFITIV

AR F o il Hp iR FE 3R
TI 2D %
DT, ALAFT 3
oG %S
WE % & 1 TARH % %
542 EEL
Wy,

IR & D
AN D W LA
T % REE A
Hbo

) B w A BV

S E R LT

CK L5 I KOV R
hIfFroe s kg
WG 2 VT T
=V EA S o
DEALE RO TG
WEBICHL E Pk
T5Z L,

V77TV
[16.7.1. 16.7 2]

PERC X K H D
Cmax?32.0f, AUCH®
L3ffICkER LD
W& D 5o

FERLHHANT LD

(11.1.1. 16.7.1. | 5 BT Bl AE A% | A H] DI~ D

16.7. 22 1] HHbLNDBBZND | B AHDE
bbb HERER (Fi|shdlvt®
P i) oFEBL | 2 Hb,

BEI{ER

KROBWERRH S b Z EDHIHDT, BEE 51247,
T DPERD N3G 2 k3 5 7 L) 2 Al & 4T
)k,
1.1 EXLEEAR
11.1.1 HERUHRAEE CEEAH)

AR, & CKESR. mbkRPIF 7oy E5%
g & DR RRIE DS S B b, ZTAUHE S TRV B R
EOEELREEENHODNLIEDRHLDT, TD XD BE
W S b3S 2hmk+s2 &, [7.20 9.1.1,
9.2.1, 9.2.2, 9.8, 10.1. 10.2&:Hd]
11.1.2 IANF— CHERY)

IR A FTRIER R E W R CKO EA2 S & bh i a
i3G5 2hiE55 2 &,
11.1.3 SENTEMEEM I A /XF— (FEAH)

WM. CKEME. RIEZ fEb R ViMoo BT, i
HMG-CoA#tEE#: (HMGCR) PUikBMES % 55 L 3 5 0%
NAEVEEIEVE I A 8 F—D3H bbb I e NhH b, Fio. %5
kB D FER T 2B EE SN TV DL DT, BEDIRELZ 45
WCBISBT L2 &, BB, RENMHHTZES X D ERAS R
L OWREBIND %



11.1.4 FFgem=E, BE (VTR b0.1%K0)
AST. ALT®O# L\ EFZ %089 IFfER ., #ErzdH o b
NHZENHLDOT, B EERA S OBIE % /501247
HZ &, [8.2, 9.3.25H]

11.1.5 /MRS GHEEAH)
MEMRA S OB % +5247) 2 &o

11.1.6 FEMMR CHEARH)
B35 CThoTh, FEE. Bk, WU, Hg X o a5
WERD L NI G 2k L. BIRRE A VE CHok
HEQ#HY) R E 24T S ko

*11.1.7 EEHEHNE FEAH)
EREMIERE (A, i) A5 T AL T 5 2 L 2dh
5o [9.1.22H]

11.2 ZOOEER

0.1~2.0% 0.1%Ai SEFEANIH
. BB B LAME RLBEL I
e e Bk IE
MEAT - O, | 1198, LR R,
B A RS SR
Hook % AL, TIN%%, T
L SRR, 2%,
T
AST LS. |[CYLME Y LS, 2
. i ALT LR, |Vrxzzx55—F¥ L
y -GTP. L. | 5. AL-PLH
LDH &
#R., BUN LS,
ey i Mgz LvyrF=>v
&
. WM)CKLﬁ\% I NN
’ . B | € bR
BHE - B E| 2bhIX) R IR
B AR | &, LU, | IR
DFE WV
H LAY N b A
B A, I ER K
. AL IFEEERIE S
fi i FlLEk %, 7o
7Y v kS 7 —
2 2B O B AL
FAMATE | TV FATFO K
KT T, 7IVEFAFT
[T 7 v EH., ACTHE
H, avFry—u
&
Bk, PoB% | BhIR. YR, | BT
Pk oBEEAL | &R, 2T,
R B9 | S A
ot obox, H
T 0o M B R R
FE Al B 5 MiEK
L& miEP LA
PR, AR
TELD) FETUE IS AR F T oo [ AR SR M OVl T 8k A1 2
d<0

112) BB RUPE O RTSER O W RN H B 0T, B E T
DUATV BEIZIE LG ek A 2 L,

14. BRAEDREE

14.1 EHZABEOEE
PTPUEDOIEHIIPTPY — M A S0 L THIAT % & 5 &
5L, PTPY— FOBAKIC K Y, WSS E RS~
FIA L. B3z flz B 2 L CHERSI 255 0 HE 2 & 0HE % §F
KTDIEDD D,

15. ZO/OEE
15.2 FEERRRABR (CE D 1B

4 X OREIFG- R (3mg/kg/HU E#3» A, 1mg/kg/H
D E%12%7 HE) CTHHBEORIHNED SN TS, 7B, il
OFY (T by ) ZBVWTIEBEDSNR TV AR,

16. ZE4ENRE
16.1 IMeiEE
16.1.1 BEH%E

TR ABOHINCEF NZAFF o ANy Ak L T2mgw %
JEIE OV R IS R O 5 L7z & & O RZELR O IR BhiE /<
FA=FRBREDELEBY) THo7Y, [16.2. 18]

FEINRYF AT A2mgHNIRER GREOSEY B EE ST X — 5

(REHERE A T 1)
Tmax Crmax AUC
(hr) (ng/mL) (ng * hr/mL)
ZE I 0.8+0.1 26.11+2.82 58.8+6.3
T % 1.8+£0.3 16.79+2.29 54.3+4.6

P+ BEHERE  (n=6)

X EZNZRETF 2 H T A 2mg RGO S i A R ZE
(LR EEHERS (e A D3 1)

(ng/mL) 100

—0— ZTERKSE
—-O— BHEES
FHELIZAERRE (n=6)

104

12 16 20 24 28 32 (hr)

HBE %A

16.1.2 R{E#HS
REHER A B PN IHIESEBRE Y NS F U h VT AL
L CamgZ 7TH M RAGREHR G- Lz L &, EWEE AT X —F
BRFEOEBY, REHEGICE D283/, Trald 11
<& o72%,

£ EINRYFUAN YT MAmg AR R GREOSEYTRE ST 2=

(HEHER N3
Trax Cinax Cunin AUC Tz
(hr) (ng/mL) | (ng/mL) | (ng* hr/mL) (hr)
fgz 1.7+0.5]55.6+8.8 | 1.4*0.1 174 %25 10.5=1.1
,;XE,—:; 1.1£0.2159.5+9.1]2.2+x0.4 22132 11.6+0.6
P £ BEHERGE (n=6)
16.2 IRIX

16.2.1 BEOHE

REACKROIRY B RE M3 2 AHOEEIL, ERHENEE T
1% 22 5 I B A% 5 R Thax D BB EE & Croax DR T 3R & 7z
B FEEREG L RS CAUCICK X 221330 b do
722, [16.1.131K]
16.3 2%
16.3.1 ERFEE=E

ESNRYF v oOMEEAKERIEE . & MUIEL D%
M7 V7 3 2 T99.5~99.6%. 0.06%k k a MMM E T
94.3~94.9% T 7Y (n vitro)o
16.4 {3zt
16.4.1 XEHRER

EZNATF Ik, BNTT 7 b A E~OBRAL, EED B FRAL.
F ) VBROKBILKO TV 0 vghbnidy o) yiaait
HIZEORFHEINAYY (T b, HF, [ X)),
16.4.2 MR RBKED

AR I NS F o 2P b Lz &, MEh TR RE
AR ERBITH ST 7 b AR D S, Z DM
LTk 7 a s VAR, SR KBRS b 0 il bz,
JRHPCIEREILR, 527 vk, Ferkas s b ok, 8fikEE
LR ZNSDREERI TN DT RIGED 5N 7,



16.4.3 KBiEER
Ey N2y F i, e MEIZzu Y =2z uiAtERBRcs
WThTFIMAH SN, FITCYP2CT & V) SRR LAk % 24
U72¥ (n vitro).

16.5 Hkittt

16.5.1 HEHHIZREK
Y'Y NA Y F v OFE7HRE I EPIEECH - 727 (T
My £ X))o

16.5.2 it
RN BB Y NZA Y F U H Ny aE L T2mg.
dmgx BRI G Lz e &, bR . RE(KT
0.6%AKi. T 7 b VK TL.3%K, BRITH2% R TH - 720
T, BEBRABEFICE I NZYF U ANT I AELT
dmgZ 1H 17 H B RAERE O8RS L6, REMEKR DT &
b YARO R HERE R 2 S 70 H 0¥ 5 F CHINE R S 9,
BeGRT L L QITHR IR LY,

16.6 HENHE=EHI 2EE

16.6.1 BpEEERE
RS (iE 2 L7 = v EEE R 55 DL L3R5 DL
T) #HT 583V AT 0 — )VIIERZ66] & B ST 5% 70
WAV ATU— VIIERZFBNIE Y NZATF VT Lk
LC2mg#k 1H1M7H M KERORG Lz L &, BihEm s s
ZOYe 5 TH B o M P B AR AR I B 12 L Cnax TL.7
. AUCTL. %R LY,

16.6.2 FHikEEEERE

(1) FEEEE
AREL 2 B 1260 & A E R A 6B Y ¥ N & F
AT AL L TC2megx HInREITR G Lz e & b
@ HER A L2 HE L Child-Pugh grade A® % Tl3Comax TL. 315,
AUCT1.6f%. Child-Pugh grade B® % TidCrmaxT2. 745,
AUCT3.9EZ R LAY [2.2, 7.1, 9.3.1&5H]

(2) FFikgelE=E2E (AERAHET)
JFpEreEERE (IR 66 & FFEfEIE R H6BICI R K &
WNAZF Y HANY T LE L T2mgw7H M KERRS L&
&, EYBREADOHEIV L h o720, [7.15H]

16.6.3 /1R

IREHERE I VAT a— VIERE (BIE) 7612 F

AZF AN T Al L TlmgXid2mgz 1 H 1A £ Hi1252:8

MR % G- U 7zo SIS 122 351) B H 51 B #

MR RZACRDOBEZIZRFED E B Y Th o721,

# ARFREERI VAT o VIERE (BR) CBTHES N

5 F v 7 Almg XAF2mgPe G- 1RG5 o 4% i AR 2 L AR 2
b | BESIRR B oM RZELAREEY (ng/mL)
Img 22.79+11.34

32.17+17.65
SPIGIE + BER A (n=7)

2mg
TE) B 58I I 1258 L
16.6.4 Sk
R L I ESHNCIHIE E ¥ XA F U AN T T Lk
L C2mg%k5H M RERIO#RS Lz &, MEEOSEYBE S
A= FIZEIIBO SN LD o 729,
16.7 EMHEE(ER
16.7.1 EREREAER
(1) >oazxRyY >
fHER AB GBI IHLE Y ¥ XA F 2 H L7 Ak LT2mg
Z6H M ERIHS- L, 6HHOHES1RMTIZY 7 0 XK
V2mg/kg®m WRE G- Lz &, ¥¥ N2 % F v oliiEh
PP 1E Comnax T6.6f%5. AUCT4.6f512 EH- L7212, [2.3,10.15#]
2 TUzOYALY>
AHE A EE R A 18BIC T HAM =) A< 4 ¥ »500mg% 6 H K]
RS L, AHBOWIICY ¥ N2 ¥ F & L CT4mg% BE
PG L& &, ARG L L L ¥ ¥ N & F > oM i
13Crmax C3.6f%. AUCT2.8f512 LA L 72, [10.22]
@) Uzr7rEYY
HHE R A L8BIZIH LAY 7 7 > ¥ ¥ 2 600mg & 15H R
RIS L, 11~15H HICIHIME ¥ 32 % F > & L Tdmg
PG L2 &, BARG L L E S N5 F L ol
TEPEIECnax T2.0f%. AUCTL.3MEIC EH L2, [10.221]

4) 74147 7—bREH
ME AR A 24BN IHIBIE Y NA Y F o H NI 8 LT
dmgx 6 H B ERIIHREG- L. SHE»S 72/ 74 75—+ X
7 A 74708 VETHREFRES Lz & €98 F
Y olsEEE (AUC) 37 =/ 74 795—FTL.20. 74
7478 YNVTLAMEICER LY, [10.28HK]

16.7.2 In vitroRE&
Yy NAYF VIECYPHFHDEF VKT 5 HER
EiTld, CYP2CODHE D MV 7% I F, CYP3A4DHE D
TAMATOYORBIHEBE L o729 Tl EF R
5 F YOOI ARICAERT =4 bV AR—F —
OATPIB1 (OATP-C/OATP2) »B5-LTEBH, 7 ua A xR
VY, T 2axAf YR 77 Y EY VI K o TR AA
ARHE SN2, [10.281]

17. ERERECIR

17.1 R ORLM(CET 2 KRk

(e @)

17.1.1 EINFEEERERRE (KA)
WLV AT u— VIIESRE (REER IV AT 0 —)VIiE R
HEEGL) BN L LBRRR (CEERLEGERBZ &)
Ty ¥INZRYF U H N A LTIHIAY %1 ~4mg% 8
~104:8 ¥ 5- L 7286261 O FEFHRANC BT I IR S %)
WSRO SNTzo ESHEFOHK T L AT 0 — VKT 3 (1228%,
LDL-2 L A 70— )UK FEI340%, +Y 70 &Y FEF R
Hi150mg/dLLL EOSEBIT26% Tdh - 720 v 2B 5 Hat
TiE, IV AT — VR TRIIEEHE L OMICETRD S
Niahoize BIVEMIZ197/886%1 (22.2%) (23D S, F742H]
TEMIZ y -GTP 154761 (5.3%). CK 154161 (4.6%). ALT
53261 (3.6%). AST 152861 (3.2%) 5T 7272,

17.1.2 BRI SHE (KA)
Wa VAT U= VIIEESR (REWES 2 LA 70— )VIIERE
BEt) BN, EINRYF ALY YA ELTIHIAY
Bh2mgZ SEME G-, AEEOR I L 2T a— V% ZE L.
& (Img. 2mg. 4mg/H) WCHEZT L, 528 F CTHkkidk
5 L7 HAMEOERHFRIIBICBNT, BILATFa—)
KOLDL-2 VAT H— ) VIZ4BEP LA BRI TEZRL. Z0%
13-27.2~-29.1% % 1°-38 .8 ~-40.9% D HiPH T52H F THHLM
WORE L HERRD SN (—EARtE (038 & D)
p<0.001). EIVEMIZ64/310%] (20.6%) ([CF® Sz, FEL
FEIRDBEIETNE2261 (7.1%) 12380 S, ERERIZEE (%)
3% (1.0%). BERITHE. M (W) 6. FLBEERS. KT
JE&260 (0.6%) THh o7z EERMAMICE T 2 mITEH 354
Bl (17.4%) 2o S5, CKER156] (4.8%). y-GTP.LH.
L% AST EAZB (2.9%) %ETHh- 722,

(FiEME DL X 70— JVIE)

17.1.3 EBRRERE5HE (RA)
REME I VAT 0= VIIERFIS, EFNAFTF ANV
AL LTCIHINMY &#%2mgZ MBS L. ZDH4mgllim
L ClE104 PG Lize ARhEDEERLR3I6BICB VT,
WAL AFU— )V OLDL-2 L A 50— U348 5 5 F & 4%
TaRL, ZDO%I13-30.6~-37.0% % 1¥-39.9~-49.5% O #ipH
THRN DD RE L7 RSB S (—EAE (0HE
DLEE) p<0.001). EITEHIZ4/3661 (11.1%) (2B 5Nz,
HABEREIR O RIVEHIZ26] (5.6%) 1278 S, JERIT AR
B (FRoLOR (0F). M (HESAHRE) #1610 (2.8%)
TdH o 720 ERMAMIC S 5 FIER 12260 (5.6%) 2788 5 i,
WENRHTFANZAT B VP TH - 727,

17.1.4 EIRELHERR (INR)
10~15mOFHEEE I L 257 0 — ViliEEE (BIR) 281,
I NZAZF ANy AE L TIHIEEHAR Img X 132mg%
B2 G- Lizo BRMEDEN I REHETHNC B VT, LDL-
ALATUO—VDN—Z T A v adi b UG58 KO
1288 O # D 7 Ul E B LBt o &5 . LDL-2 L A7
O — VEALRO RN [95%EFIXE] (&, ImghE Tl
-27.258 [-34.003, -20.513] %. 2mgltTi2-34.273 [-41.018,
-27.528] %E AEHRLDL-I L AT — VK TR ERL
(p<0.001). ZDORFIE52H F THEFF SNz BEMIZ. W
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18. ZExhIRIE

18.1 {ERHF
VI NAZFViE, ILATFO—VAESKORERETH S
HMG-CoA i # fEPiICHES 22 212Xk ). HiETo
ALV ATU—VEREHET S, ZOME FiEOLDLZ &R
DOFEBDMEHE L, M 2> S &~ DOLDL OB Y A AL HE 12
IV I VAT O = UMK T3 5. T2, IR TORRRN
%L AT a— VERHEIC X ) i~ OVLDL WA
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18.1.1 LDLZAMAHE(EEEA
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18.1.2 VLDLBE T1EH
EFNAYF o of%512E ), VLDL-F) 7Y &Y Fo
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126.8nMTdH - 72%® (n vitro) o
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WAZ BT 2 ISR 2 45 B3I L 720 (7 3%,
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— BT EZ AT F U H IV LKW
(Pitavastatin Calcium Hydrate)
{t %% %4 : Monocalcium bis {(3%55,6F)-7-[2-cyclopropyl-4-
(4-fluorophenyl) quinolin-3-yl]-35-dihydroxyhept-
6-enoatef pentahydrate
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20.1 BERZISRAT T THRIET 52 Lo
20.2 7V I ¥ o —aERHERIGEEL THRIFT A2 Lo

22. ‘@i
(EZNZAZF>HIVY ™ LiEImg [KOG)
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