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5.2 FIEME I VAT 0= VIMED 9 LR EEAHRIZOWTI AR
B oo, EER LR O AR W LB S D E DA, LDL-
77 b= AROIEYEE O & L CARFIORBA % EET 5
Z ek,

5.3 /NEICHEG T A4 NEOREER I L AT 0 — VIIEDE
5 M R ORER 2 ORI O b & T, RAI O 55588 &
HWF SN BHEIZOWTOARBHAEET L2 &, [9.7.1, 9.7.2
2]

5.4 ZHETIRERIREBOIHEI T L ENTRW EHfE ST
BV ZEbHEFE 2. LIRISHT 2ERFIE G- OETIZOVTIE, ) A
7 - NRAT 4y NEEELUSICEEICHET 22 80 BB, ENE
PRERERIC B Lok 2 AR v, [9.7.1 ]

6. AEARUVAE

(&3 L 25 O—JVInfE)
BE. BN ESI AT F o h Iy s e LTl~2mgx 1 H1H
L MEPZER AP
B, FERE, ERICE D EEHM L. LDL-2 L A7 0 — U EDK
THOAT5 AR TE P, AKGEIZ1H4mgE TE
T 5
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B, FERE, ERICE D EEHM L. LDL-2 L A7 0 — U EDK
THOAT S REEIIMETE P, AKGEIZ1IH4mgE TE
T 5
AN EE ., 0L EO/RNBIZIZE S NZS F Uy Al LT
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7. BERUBAEICEET 3EE

71 FFEEEOD LN EG§ 286121, S =410 1Imgs
L. S ®EIZIH2mgE TE 35, 72, FEEDH LML
B5F 5561003, 1HImgx #5975, [9.3.2, 16.6.2 ]

7.2 KFNIPESE (S HRERE) ORIMICEE, RO RlE AR B
ERFNEHT L0 T, dmglZET 54 121E, CKEH. 34
7a Y IR, BARE M ORI A MR Rl B B TR SR
2k BRI R ERERLC 3\ C8mell F P 53 kA R
R OMMAAERROEHRIZ L )k s Twd, [11.1.1 3]



8. ERLEXNER
8.1 L7 LOEIL AT U — VIEGRDOIERTH 2 iRk e 17

W EIEEPRER, SILE - BYEEO B RED ) A7 7 7
75 —OBEL T IERT S Lo

.2 JFHEREIR AR 2 G- B AR X D 128 £ TOBIZ1EBL L, 2 bk
B CRAEICIISE) 12179 2 & [9.3.2, 11.1.4 2]

3 P P R R AE A E I ICARTE L. IR ISR T D UG AT
SN WEEIZIdRS 2k s 2 Lo

. BENEREHI2REICETIEE
1 BHHE - BIEEEOH 2 8E
A0 ERBRBESHS HbhPTVEDREI» HIUTOESE

- FUIRIE BRI TIED & 5 B
EIEVEOREE YA MO 7 1 —5%) WIZFORKEEO S 5B
« FEHIVEOFBEEDORAERE O & 5 B

TN —VHREOH L EY

[11.1.1 =]
1.2 EIEHENEIT ZOREEDSH 3 BE
EREM B E (RGE, S8 PEASUIHEETL2I 8D 5,
[11.1.7 z&]
22 BRREEEERE
2.1 BHEEICATIBKABREEICREIRDOONDEE
KHNE T 47T — FREHEPHT 2HE12E, HREROD A2
W EHI SN DA ICOARBEAT 5 2 Lo B BREELZ LD
MRS S HbNRT Ve LTS THAT2HEI2E. &
BB AES 2 950 L. BSDER (. B o588l
CKLEH, M EURh I+ 7 uey FABICmEZ L7 5=~
LASOBRREOELE RO A RE L ISR PIET L 2 L,
[10.2, 11.1.1 =H&]
2.2 BEEXESZOBREEOH 28BE
HERCTHRUE OGO  DEREREL AT LEHETHY ., &
7o RERUT BUEE L2 PE o TR B RE O AL H LT b,
[10.2, 11.1.1 =H&]
.3 FFiReEERE
3.1 EELEEIIREREDSH 285
BE LW b SNEOBETIIAFOMEETEEDS LA L, 8l
TEROFBUHEIIEINT 2 BENDH 5, 72, FEELZELSE
LEBEND DB, [2.2, 16.6.2 2]
3.2 FIEEXIEZOBREEDH 2 B&E
JTEEE % AL S5 BENY D 5o AANTTNFNEICL < 547 LT
e A, [7.1. 8.2, 11.1.4 ZI&]
.5 118
BRI AR L TR B TR O & A W13 G L nwZ & Bl
Fhx (7 v ) TOREY R CRANES S (Img/kghh 1) 12
B CTHMRTUL 50— BB OB ED S5 Tn b,
F72. U FTOREREEE SRR (0.3mg/kghl ) 1B\ T
FEW O EDNRO LN TV D, T v MIMOHMG-CoAETTiEH
FlER % KEH S LA B BB E /s shCvwd, E
12k b TlE, MOHMG-CoARTLEERER T, MIR3» HE T
BHUZHRA L7z & & BRIBICEREDEDH S biiz L OWEDH 5.
[2.4 ZIH]
.6 BILw
B LawZ &, BMER (5 v b)) CTIITHRANOBITHE S
Twb, [2.4 2]
.7 MRS
T EEOHERIRE, CKLEAIEET L2 8 NETIHERD
BHERHEAH AR TREL 225606 ). HEESH LD
LT nWBENDDH 5, [6.3. 5.4 B3]
7.2 ENIZ BV TLORAT . YT B\ COmAi /NS % 5
E LA R O e R R & L 22 BRRAREBRIE I L T e v,
[5.3 ]
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L. HICIEEIE BT LRI ZFEOEE 2 6MHEL % T 5 2
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15. ZOfDEE

15.2 FEERAREBRICE D 1EHR
4 X2 OF¥e5-3 5% (Bmg/kg/ AU E%3» A, 1Img/kg/H UL
%127 ) THHNEOREIPED N TS, b, MoBY
(7 v by ) IZBWTIERED LN TRV,

N3 FANATOART

16. ZEMEHRE

16.1 MAEE

16.1.1 BHERE

fEHER NBIEBIC Y ¥ NA Y F 2 Ay Ak LC2mghk 22 R OV 12
B G L7z L EORBALEROIEYBE T A —F ZREOLBY T
o122, [16.2.1 ]

#OEINRYF ANy A2mg MR RS ROEY B T 2 -5 (f
BERCA T )

Trmax Chmax AUC
(hr) (ng/mL) (ng - hr/mL)
228 I 0.8%0.1 26.11+2.82 58.8+6.3
jog s 1.8+0.3 16.79+2.29 54.3+4.6
T = R (n=6)
16.1.2 RiE#S

B AR EOBICIH IR AR Y y N2 5 F v Ay AL L Tdmga TH
MRS L7z & &, SEYBIE ST 2 — 5 IZREOEBY . RKIEERS 12
I BZEEIINE L T3 TH - 722,

F EINAYF VAT MAmgER OGS RO EIHE/ ST 2 — 5 (fi
BN F )

Trmax Cunax Chin AUC Tz
(hr) (ng/mL) (ng/mL) |(ng - hr/mL) (hr)
=
3{1};“5 1.7%0.5 55.6+8.8 1.4%0.1 174=25 10.5+1.1
&5
7HH 1.1%£0.2 59.5+9.1 2.2+0.4 221+32 11.6+0.6

T + BB (n=6)
16.1.3 E£MZHIEFMEHER
(EBINR & F > Cafg2mg [VTRS])
Y5 NA 5 F vCai2mg [VTRS] &) NU§E2mg% ., 7 0 AF —/N—C
Ly ZFEnZENEE (EF N5 F 2 & LC2mg) fAEERLAS T 1A AR (Al
L5 L CIiidgh €5 N2 8 F ViR HIE L. HON-3EMEE T 2 —
% (AUC. Cumax) 122V TI0%ME HEXK LS THEEHRAT % 17 o 7245 2 log

(0.80) ~log (1.25) DHPHNTH Y\ Wi ORISR S 7z

£ MR EINRY T OFEYFHE T A -

HIEINT X —5 BEING A—F
AUC: Crnax Trmax Tz
(ng - hr/mL) (ng/mL) (hr) (hr)
Y'Y NAY T CafE| ; . .
omg [VTRS) 65.9+26.2 28.1+10.4 0.8%0.2 4.0£2.6
) NH$E2mg 63.4+34.1 27.3+12.3 0.8+0.2 4.1+3.3

CP3gfl = B R £, n=20)
MAERE 5 N2 Y T ORREHER

40
—o— U ¥ N2 % F vCafi 2mgl VTRS
--0--- 1 NU$E 2 mg

30 SFIME = B RS n=20

MR (ng/mL)

0 6 12 18 24
B (hr)

MAEP N ONCAUC, CraBD/35 X — #13, HERFE OFIR, A OFRI
W5 - BRSO RBREMC X > TR ZTREMEA D 5.
16.2 DRIR
16.2.1 BEOFE
REAROEYBIREICK 3 2 RFOFZEL, SHRENEG ClL 2 ER
HAZ AN ThacDIBIE & Coax DK T AR S N2, HREYS & Z2HEK% S T
AUCIZK E RO 5N h o722, [16.1.1 ]
16.3 M
16.3.1 EEMEAE
Y NAY F v OMBEEFABERIERE . & MR 4% e M7 v 7 3
7C99.5~99.6%. 0.06%t b o FEVEREAE I CTI4.3~94.9%CTd - 729 (in
Vitro) o
16.4 L3
16.4.1 XHHREE
Y'Y NAYF o id, RNTT 7 b R~ oBR1b, Mg REL, /) VB
DAL RO Vv a ik b Wiy vy e tSEIc Ly REFshse
(T b, THF, 4 R2),
16.4.2 MR RPREY
TEHERA BV E ¥ N5 F v &G Lz & M CIERZEILE R O
R#WTHs5 27 b BB LN, ZOMORBWE L TiE 7 a8V EEH
AR, SKERILIEAS DT HICFRD S Tze RIPTIERELE, 527 b 1k
Fe Fug s b oAk, SMKEEALA R N Z N6 ORE AR TR L b FhIc
S NI,
16.4.3 RS
Es N2 F 3, L MFIZzay— a2 Hu7zRH#RBRICBNThFhIC
A S, FIZCYP2CIIC & 0 8FiKkEg ik % 2 U720 (in vitro) o
16.5 Hittt
16.5.1 HEitt#2EE
Y HNASF v OFT HPEEER PP CTH 5729 (5 v b, £ X))o
16.5.2 HEititsR
(R NBELGHICE Y NA Y F o AN A LT2mg. dmgk HEREI
Beh L7zl & RIS . RELIETO.6% K, 727 F kT
1.3%Ad. BRI TH2%ARMTH - 720
F7o, BERNBHEGFIZE Y NZAYF ANV Ak L Tdmgk 1HLETH
ARG L2 a . REMER T 7 b ko R RS 00 A &
7T H 05 THIMAZR S, 5T &L HITHR I L2,
16.6 HENEE4HT28E
16.6.1 BipEEERE
ERERE (ME 2 L7 F = v FIRO1 5B E3ELUT) AT 4 E
I L AT 0 — VIE B E6H] & BEEREATIE R 725 2 L A 7 0 — )V IIUE B 61
WICEFZNAYF ANy aEe L Cmgk 1 H1RT7HMAERORES Lze &,
ERRERE E R E OG5 TH B O M PR BREREIE R 12 L Coa T 745
AUCTL.9f %R L 729,
16.6.2 Fri%pEEERE
(1) HEEEE
AHE IR ZS B 1200 & AV E AR A 6BIC E S NA S F o vy Ak
L C2mg#x BRI S L7z & & ISR B LR A2 i L Child-Pugh
grade ADHEH TIECrax TL. 3%, AUCTL.6f%. Child-Pugh grade BOH#H
TldCrnax C2. 765, AUCT3. 92 /R L7210, [2.2, 7.1, 9.3.1 ZHK]



(2) FriggERE=RE (BT
JEsmeRE B (IRIGHT) 66 & IFRREIEH Z6FICIHIME ¥ N2 5 5 7
W aE L C2meh THM RO Lz &, EMEE~OEEI %
o7z, [7.1 ]

16.6.3 ’J‘JL.
NRFREMEREI VAT = VIIESRE (BIE) BTHIIE S NR S F U
T Ak L Clmg X3 2mg# 1 H 1 IG A7 125208 B AR 5 L 7z 8iHI:
SAX1208RE I B 2 5 1B R o AT R 2R DR E IR EO L B Y T
H o712,

F NRRENE IV AT - VIEEE (BIR) 1B NASF

Vw7 Almg XAF2mgti G- 1R 14 o I 4% i R 22 LA

G $e5- 1R M 2 0 M3 b R ZALIR IR (ng/mL)
Img 22.79*11.34
2mg 32.17+17.65
) B8l I3 1 238 (2 52 PIgfE = EHERE (0=7)

16.6.4 S
EEE6H L IEEEESEICIHIE Y ¥ NZA Y F U H IV Ak L T2mek5H
BIRAER IS Lo b & WEOIMBIIL T 2 — 5 1TEITED SN0 727,

16.7 EYHEEERA

16.7.1 EERREAER

(1) ¥7azRKRY>
TR ABUEHNCIHLIE E # N2 7 F Ay Ak LC2mg# 6H M HE
BIOHES- L. 6H B OBRE 1M S 7 0 2K Y ¥ 2mg/kg % B O#%S
L7zl &, B NREF 2 OIMEEPIEEIZCraxT6.6fF. AUCT4.6f512 E5-
L7, [2.3, 10.1 ]

(2 TyzATII>
HRE R ALSFICIHAR Y 20~ 1 ¥ »500mg% 6 H M BEREI3% 5L,
AP I NA Y F v & L CTAmgw MG Lz b &, Bk G sl
Y5 NZEF v OMBEREEIZCraxT3.6f%. AUCT2.8f512 EH L2,
[10.2 =]

@ UzrrEYY
HLE AR A LSBICIHLE Y 7 7 » ¥ »600mg% 15 H F AR 1#%5- L.
11~15 HICIHIEE ¥ N2 ¥ F > & L CTAmgZ PERIFR G- Lz & &, Bk
HLWLEZNAY F ¥ DM EEIECrna T2.06. AUCTL.3MBIC LA L
729, [10.2 BHE]

(4) 71475—bFREA
HLE R 2460 LHIB E ¥ N2 8 F > A )i 5k L Tdmgx 6 H K
BROES L, SHE»S 72/ 74 75— XL 740703 VETHE
BERG L2 &, ¥y N2y FromiEpiEeE (AUC) 7=/ 747
F— FTL20E, 27470V TLAMEICER LY, [10.2 2]

16.7.2 In vitrosXB
Y NAE F VIECYPHTHEDEFVEE I 2 HEREBTIE. CYP2CY
DD MIVTH I K, CYPSAADIEE DT A b AT 0y ORBHITHE L %
ozt 0 F e EFNAYF VOO Y ARIZERT =4 Y T
v ZAHF—%—0ATPIBl (OATP-C/OATP2) 75 LTHY, ¥ 7 aAEK
Vo, ) 2Aax Ay RPN 77 EY VIZE o TR ARDHES

17) [10 2 %Hn]

16.8 DAt

16.8.1 AP HRSEMHRER

(ERINZBF > Cafitimg [VTRS])
¥y N2y F v Cabtlmg [VTRS] 1 [Erini iz 5 L FIE5H o E
AR A BT 4~ CRKI12/E2H 14 1 ESEF 6475 . “FRi244E2H 29
H—&BegiE) | 120 &, ¥¥ N2 % F »Cadi2mg [VTRS] #iZiediz] & |
7ok &, BRIMZEBOE L L RIS L Ak SR,

(EZINZ & F>Cafigdmg [VTRS])
Y ¥ NA % F »Caftdmg [VTRS] 13 [ &A% L T 555 o A= W 2
RSB T 14 F 54~ (CPR124E2F 14 H BREFR #5645 Fhi244E2 7 29
H—#eLiE) | 1230 &, ¥ N2 % F »Cafi2mg [VTRS) ZiEeslz] e |
7ol &, BHMEHIEL . EYENICRESE AR SN,

17. EREREGEE

17.1 BEHIHRCREMICET 28

(hBE£LIE)

17.1.1 ERHEEERERRE (RA)
EaLATFO— VIIERE (FEMSI L 270 - VIERE 2 &) &4
S& LHRAR CEERLERABRLY &) T E9NRIF ALY Y
2L LCIHLEY 51 ~4mg % 8~104B %5 L 7286261 D i B v
T, MERESENRBO iz, HTGEMEOMKR I L AT 10— VKT =
1328%. LDL- L A7 10— WK FEI340%, b1 27 ) ) FIET RIS H
150mg/dLEL EDFERIT26% TdH > 720 BB ICBIT AR TIE, LalL 27

O — U T RIZIEE#E & OMICEIZRO SN - 72, BIVEHIZ197/886
Bl (22.2%) \ZFEo 5N, ERBIEHIE y -GTPLA47#] (5.3%). CKLH-
4161 (4.6%). ALT 53261 (3.6%). AST 52861 (3.2%) %Cdh - 7202,

17.1.2 ERNREHRSHER (RA)
WALV ATE— VIESRE (KEEESEI VAT O VIERE % &) %k
RIZ, EINZREF AN A L CIHLIREY E#2me% SHE MR S5-., 4
HEOHBIL AT —VEEZZE L. 3H&E (Img. 2mg. 4mg/H) A&
Z5H L, 520 F CTREBIE S L7z, AR EEIRIL0BICE VT, BaL
AFH—=)VEOLDL-2 L A7 0 — V4l 5 G E 2K T 2R L, 20k
-27.2~-29 1% 1°-38.8~-40.9% O i ffl T52:8 F Tt i 0 %5E L 724k
BSiko Sz (—fEAREE (0 & DiR) p<0.001). FIfEHIX64/310%5)
(20.6%) (27RO bNTze EABEAEROBIEAIZ226] (7.1%) 123250,
TdERIEER (B 36 (1.0%). FIRITE, i (W) 6. A3EMESE. K
W FIE %260 (0.6%) % TdH - 7zo FEHFEMRAMIZE T 2 &1EH X546
(17.4%) (2B B, CK BRI (4.8%). y-GTPEH. IMFEAST LA
9l (2.9%) SFTdHo72%,

(FRiEMEa L X5 0—JVIfE)

17.1.3 BEREBIRSHE (KA)
RIEWREI VAT U= VIIERE IS, E¥YNAYF oAV aL LTIHL
A EH2mgx QRS- L. ZOH4mgll R L TRELI04EMHZS L7,
HRPED LR R36BIZB VT, ALV AT — )V R ULDL-2 L A5 0 —
WAIAADP S EERIET 2R L. FDOH%I1E-30.6~-37.0% % 1'-39.9~-49.5%
DO CTHRE 2D LE L IR AR b /e (ARt (0 & o k)
p<0.001), EIFEMIZ4/3661 (11.1%) 2780 bz, HSEAEROEIER X
2680 (5.6%) (ZRED S, JERBAEHE (Fro Lo (%), EhE (5
AR #1600 (2.8%) Th o720 HIRMAEME IS 2 EI1EH 1226
(5.6%) IZFBHHN, WIFNLTFAMAT O VHATH - 720,

17.1.4 ERSBIHERER (I7)
10~15OEBEMEFm I L A7 a0 — VIGERE (BE) 2RI, E¥ 2y
F oAV At LTIHEE AR Img 13 2mg% 5238 I 5 L 72 Axhik
DN REBETHNCB W, LDL-I L AT O — VD= AT 1 » %A &
& L7258 J O 123 0 0 3R Ll BRI 8t o &, LDL-2 L
AT 0= VELEO RN T [95%EHEIXM] X, Imghf Tlx-27.258
[-34.003, -20.513] %. 2mghfTi3-34.273 [-41.018, -27.528] % & A7
LDL-2 L A7 a0 — UETEZRL (p<0.001). ZORFEII52:8 F TR
SN7ze BIERIZ. WINoESHTLRDO LN o722,

17.2 BERFTHRAES

(RS L X7 0—JVIMFE)

17.2.1 SEFEAKERE (MR)
10~UBOFRHEMS 2 L A7 10— )VIREEE 25 RI2, RESEMES 0%
SEMHBEA (SFMA) 290 L 72, ZIB45B % &L atodslic B w T,
GRS AR BIEEIE $ TOLDL-2 L A 7 0 — VELER O I + (R
#13-23.2+21 6% L HELZLDL-2 L A7 0 — VK TR EZRL (—EARHR
E p<0.001). TORBIIWEIBOSN LA o720 BIMEM 17/991§J
(7.1%) \CRBO B, ERBEIMEAIXERE. FEE, CK EA&26 (2.0%) %
TH o720,
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18.1 {EA#F
EFNAYF ik, VAT H— VESROERFES TH 5 HMG-CoAIT
BERAREWICHEST 2212k ), FECcoa L AT u— VAKEES
%o ZORER. WEOLDLZ RO FEBIAMRAE L, b 2> & g~ DLDL
DI AR LD MR TV AT O —VAET T %, F72. FETOR:
B2 2L AT 0= VEKEIC XD E P ~OVLDLG WA L, i
b)) RAMETF T 5%,

18.1.1 LDLZEHEBR(REER
Yy N2 F ik, b MFRBSRME (HepG2HliE) 2B W TLDLZ %A
mRNADOZB 2R L, LDLOMR AR, W) AkE, 7HRBIHEDHEML
72239 (in vitro) o F 72, FEOFEGZ & 0 HERTFIICLDLZ AR O % 1
HEL (FVEY M),

18.1.2 VLDLSMET1ER
EHNZAEF v OfRIIFEG2E ). VLDL-MY) 770 &) RO4FEAE =12
TLZ® (BEVEY Mo

18.2 HMG-CoARTTHREE/ER
EZ N2 FE, 9y MFIza vy —a&Hw3®RI2BW T, HMG-
CoARTCEER & FEHUAICEAE L. FEMEM DOICE1X6.8nMTd - 725 (in
vitro) o
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19. BRI T 2 EEZHFER
—fEEIEER  EFNAY T 2 H IV LKA (Pitavastatin Calcium Hydrate)
fb#%, © Monocalcium bisl(3R,5S, 6E)-7-[2-cyclopropyl-4-(4-fluorophenyl)
quinolin-3-yl]-3,5-dihydroxyhept-6-enoate}pentahydrate
7513 1 CaoHasCaF2N2Os + 5H20

rfE 0 971.06 *24. XHEEEKRERVHEVEDEE
PEIR : B ~MEEoBETH S, V4T ) ABIELSE S ATFAINA YT A=Y a VR
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*26.1 SOEERIETT
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*22. G
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