EH iR E2/1025%

Tonvasca Capsules 2/10 mg
HElZERS 55 061165 5%
REHEEET EH
hRZ<HEH 2025-11-12

MR

Tonvasca2 BMEAMMY : pitavastatin Kezetimibe

Pitavastatin
Pitavastatin 19152 % ZMonocalcium bis{(3R,5S,6E)-7-[2-cyclopropyl-4-(4-fluorophenyl)-
quinolin-3-yl]-3,5-dihydroxyhept-6-enoate} pentahydrate - &I T :

Ca?r 5 Hz(}

PitavastatinE’\Jﬁ?:‘cﬁ%CmH%CaFZNZOS.SHZO - N ¥=4/971.06 - PitavastatinBEIKH B
BEXREEINEMAK - JZZANRMRE - &7 - HERENEE  ARS R - $ARE
f2 - WUAREPEE  EKEOETABRERE - FARIBRIET - PitavastatinBER &M BT
HBTNBEEMNAEES -

Ezetimibe

EzetimibelEE2 &% 1-(4-fluorophenyl)-3(R)-[3-(4-fluorophenyl)-3(S)-hydroxypropyl]-4(S)-
(4-hydroxyphenyl)-2-azetidinone - 3 FHBCy4H>1FoNO3 © 7 FE%5409.4 -
EzetimibeE—EHE - &RmMEMAR  ZAEBSANRLE - FEEAN - X LABRK - &
SR

P.1



1.1

1.2

1.3

1.4

BURIRZE

78 B & 2 A pitavastatin calcium 2= 5% (1H & ¢ pitavastatin calcium hydrate
(pentahydrate) 2.2£5%) - ezetimibe 10£%

A 2 7S

Sugar spheres - Mannitol - Povidone - Magnesium oxide - Anhydrous citric
acid ~ Sodium lauryl sulfate ~ Talc - Size#2 White Gelatin Capsule
28 : Titanium dioxide ~ Sodium lauryl sulfate - Gelatin

g2

BRESOBHEIBRB'OP'ZE  BREESOBHIBREB"7S' > - BEMITIE
ZIMRNEENTREREREE -

)

REMSEEREMESESHMERS -
AR HE

3.1

3.3

FixAE
HREBGMERENRA  ENaBREASEARATRINET—BES - &%
DR F B RO B B R AR B RSO A R A Lt SR B 5 S DR 2 - 75 A I A 3965
) -
R B /E B TR T G -
311 BA
TonvascaTl it — XK &P EARBEANS FHanRTFE—HE -
312 5@
Tonvascate 538 B & W AR B R R IR 1T - FEEBEARFN18RNRE
BEDERA -
RHIHR AR
331 EBMEREHA
Tonvascae BINAE T 2 EAEAERM KT - TRHD  SEEMELS

BARIE = MR BT AR A B R A AR -

332 MHIMEAEBA

AEFZEMINEEAZ 2w AFERATonvasca °
3.3.3 #tHErythromycin

AR Aerythromycinffm A - K& EATonvasca - [RRE1EF(7.2)]
3.3.4 #tHRifampin

P.2



AR ArifampinfyfE A - R@EZEfFEATonvasca < [RAZGIEA(7.3)]

#

E
/BN

Tonvascatt AR ZE IR -

. E%D%’J‘ZIKF—‘I:MEHW TBEHEA -

o BAMEE RPitavastatinZ BHNEEENY - BREEREM?Z - [REIFR/ARKRE
(8.1)]

o SMMRIBILNEUNIEL - [REZBFREESEIE(G.1.2) ﬁ?ﬂ’iﬁ&ﬁ%lﬁ@ﬁ)]

o BIRYOFEREMIIEY - BRBHMG-CoAE REHNHIE (statinfR2Ey)) 2R/ D IEE RN S
B - WolgER/ D EMAEERESTE 2 EEEIERN S K - Iltlz?tlmﬁﬁﬁstatm fgzE o]
BEEHRRENGE - B RRPBATAETREBZEND - HEENZEHTER
1 - ERAERBAZPEERSZ  ESNREAZYEREZHNEBERZSE - URRZ2HEE
FERERZ EMMERARD R - [RERERHEIESIEG.1) - BRARRIZEHER(10.3.1)]

o RATHEIR - B ElEEE EPitavastatinEEA I D - HISHMG-CoAE R B HIHI
OJeEER I T REENRELRKRIE - Elibpitavastatintl BEMAIHMG-CoAZE [RESHT
B - ZIEARZ2EEBRIPHOEN - [REKEERTIEEIRG.2)  BARIIZEMER
(10.3.1)]

o fFFcyclosporine® - [REFZ K ETESIE(5.1.8) - KEFA(7.1)]

Pitavastatin

ZEMSHER - HMG-CoAEREEHIHIE (81 & pitavastatin) 51 2 Hl P9 % £

ERARRAE - HBEALEKE B R (myoglobinuria) & # 5 = 4B RIS -

ELARIEREETANE  EEREREEMESERSENMAS -

Pitavastatlnl*E%Eﬁﬁﬁﬁﬂlﬂf%@ﬁl?ﬂ’]ﬁ)\ ELERFEEZSE(>65

ZAR BEAE - BARHEEE N AaEAR - BENAREN AR o sER

’\Tﬁﬁﬁﬁflbrate fHEE) oy [ MAEZEniacinM1Z N - PitavastatinEERERE TN
BERAZERA - BlREA - EEfibratefH2EY) 54 [Z M5 2 niacin s 5 FI IS

/\55%?3 IBE - [RREEA(7.6) - HH%EEFEEIEOGS ~ 6.7)] -

2@ B FIHMG-CoAE [RESHIHIE K colchicine B IR Al AR & (BIE R AN A

FRE) 7 E= A s - B pitavastatinfff Fcolchicine 5 EZE/ND - [RRE

TER(7.7)]

&5 FHstatin BB 2 e = IR AL EE (Immune-mediated

necrotizing myopathy)E s - ES5EAERMRED - A EEERES(CK)

BEAS - BRI A4St Kanti-HMG-CoA reductase (HMGCR)#t

fefsit - BRI BstatinfIEAN = -

FRAXEmRZEARNOER -

ENBEABCREEEAS  FRRRALEZEBLEINRARER - BF

FiTonvasca -

P.3




5.1.2

*F)\ﬁEETﬁEE—iHTLPﬁF'%:%_JZEE’f”iSZHIL/ﬁﬁfFF%ﬁ"‘E‘?ﬂ%(ﬁﬂﬁﬁﬂﬂf fE 10
CHRK -~ EXFM - BB - ABBARENNH - ADWAEBREKRHBIR

%%UE’JEEE)?FHE%Z%'EE - BREERE - BEFRMTonvasca - BEFPIER

ANEHRAPRENNARRE - @)% - EBERNG  LHEHERENZN

% FEXI BN SRR -

LEHESHEL - EHREIIHEE O ER R RN REE -

Ezetimibe

AZIEERAE RS - D180 ¥ IR 40 (L B 5L B2 08 & A statin$R 224))) 48 EE
8 - fF AHezetimibeF & mE B AN AR R G I RIZMNAYIRR - A
m - AR EREL N AR EstatinfB 22 R EM R MIFEY N E N FERIE -
EERE D - MBS B EL B ES (CPK)> 10BULNRY B4R 5 Al BezetimibefR
0.2% - ZREI#H0.1% - Ezetimibe& ffstatinfHZE4) 88 4H0.1% - statinfaz
MEEREH0.4% -
TEezetimibeW EHEERKRD - SHEBENBE RBELINE B H B
& - REMD BERMARRN B E ERREFezetimibed IE 7 F Astatinii
ZY) - AN - EEEERezetimibel/8ER - SiFezetimibe I EME A S
TRANAR ZBARNENHAR SO BBREAINABRNREGIRS - I
BRARRBARATonvascalf - B SHENRENER K S EEEMATE
HHE’JHILWF e EEEN - EUBIL®R  ERZEEIIEREIRE
- EYBENMER - IRE IR AEA B CPKIgAIE> 10BFEBEZ LR
(ULN) BIRREENRE -

FhiE=

Pitavastatin

HMG-CoA#E [REEHIHIE (81 & pitavastatin) i 52 Fi & 88 4= AT #E iz B (R P LB
B4 13 % 8 [aspartate aminotransferase, AST] 3% M5 %5 f% BL & g B 88 % B
[serum glutamic-oxaloacetic transaminase] 3k A & B & & #E % 5 [alanine
aminotransferase, ALT] ¢ [ /5 N i B ¥ i% #% 2 [serum glutamic-pyruvic
transaminase]) Y EF - REMOMZEFID R E M EH - S EELEBIRED
HEFEEZEINANE - s ESRBYE_Huaht /™A -
pitavastatin 125 5k pitavastatin 225 AHIGR LIRALT IEE B LR3I ZRYAR
ot e 2028w A 14(0.5%) Bk Fpitavastatin 4Z2= & & HIRALTIEE B LR
3B -

BETERRERR - 2128 - AABENMAABSEE128K - R Ik
£ ZEIVEHRIMEBFFE—XR) -

FreEfzis E AR ARBISEE N ZEEFIRS MR - ZALTHASTEEZE LR
3L LIREFE - AliEZZ{FHTonvasca -

f# ATonvascat] BES M AT EIEBEIF B H S - E2ENAZR - HIRME
BZERRERMIES - BREARER - iRERK - EJ:H’EK?E rBRI=ER
%) IREHE  BREmRmIENRAENR S S - BEAFEEE - BR
Mz B4 8 iz B8 (Alanine Aminotransferase, ALT) 75'2 X P9 % 7 BE 8 p% A
(Aspartate Aminotransferase, AST ) EH#BiBIER&E LR3EF - HEE=E
B HEEFE BLRRMESRSERGEETEERER -

P.4




5.1.3

514

5.1.6

/> B A Fistatin(B & pitavastatin) A M MIERIFTEMHRIBEZ £
BEOIME - Whlpitavastatinia & HA RS L IR B E AT W18 S 0B iR IRAEAR B2 5Y
SREAZMENSEE - BIBEIDIEAE - IREHREFEMRBEEIBHRER
Tonvasca °

MEIEMAHMG-CoAZREEINHIE - TonvascafEEANRAZEUENBA °
CEBEEUMNEER(GHEERBRABRESELAE) BEH
Tonvasca|RE=(4)] °

Ezetimibe

EHBUERARFIES - EFKRAezetimibefstatinfBZE Y fm A - L4
EHIBEEASMWBEF(EUINEEBLERR=GMN L) - ALt - ERAE
Tonvascalis - T8 #) HA B AT ThEEie Rl - B2 MR pitavastatin B9 %% @
FEEMPTINEERRA -

EEEMRERTonvasca/a BRI ETH BRI - UREATESEER
Al - BEEZstatinFREY) (B F pitavastatin) /A B & 85 1B I M R IE I
MR RIBHNER EH#EIRSE - Tonvascaa & EAR 40 IR B EG FRAE A RO B = T
W=E /Y ERAZRMES=E - BIBITEDAE - B AR L EMAOTIEE
mA - RIADIEF4EZTonvasca °

HRENHAER/ABMFERESE - BIfEMTonvascals /i - BIEEN M H
FARRENESEEERFEFSE - ZIlLFATonvasca -

AL NS
EEREHMENFENEASABRENONMERBEE LAELZILEH
Tonvasca - [R¥FFk G TR EIH(6.0)]

MEEMEEHbAT) L

HmAEZHMG-CoAERESHIHIM (statin i % m) /A E#%E - SAMRMAIERR/
FEEMBORELANEBER  EBRLMEZZENRFFALETER -
pitavastatin i KA RRTES AL & PR R 2 #IE -

O35 14 50 AN P st

CHAEVE LHEMRER - FAstatinSB2E mEAR I INEERER (W : BB R
R 2% siEfEs - RARERLS)IRERR - ZSRAINEBRBEEE AR
51 HERFEZORE  HERBERERGEBAT(ERZEATRBTIRE
HF - ERERGE P R3IE) -

Fibrates

Ezetimibe &R fenofibrate 9r g fibrates & FHE BRI 22 & M FNA 24 & R 2
17 - B AREZETonvascalifrfenofibratedbgifibrates&HER - [RRXGE
A(7.5)]

Fenofibrate
EFHMG-CoAE R B HNHI %3 FBfenofibrate = I MR R & /= AN AR EE £

R EFE - (Al Tonvasca B fenofibrate ft BISEE/N\ L - [REZEB R TEEIE
(5.1.1)]

SEER

P.5




& [ETE F Bfenofibrate#iTonvascafim A SR I B EREAS 1 - REIIERIEITIR
BWEBNERMERAEST -

5.1.8 Cyclosporine

& & & ff 1 A Tonvasca #2 cyclosporine i - i /AEZEFT 4 - BRRA
TonvascaKcyclosporinel - &8 ¥ cyclosporine’BE - [RRBIERA(7.1)]

519 #EME

# 3t B Tonvascaiwarfarin ~ E fttcoumarin 28 #1 5% [0 % 2% fluindione & 12
iF - FEE S i BRI B PR A2 #E LB B (International Normalized Ratio, INR) - [R
RE1ER(7.8)]

5.1.10 =ENES

LAVEERABEIEL - statinfRZERol e SRR ENNERB 2 EEME
DRERA BRI - AREMINE - BEARSm - BREZNKERERME
B2k 55— statinfBZE R IEEMR BB BHRIRS -

6 RREEIEEIR

6.1

IR0 E « ZIEREES KX
Tonvasca

TonvascaZ R Z2EH IEERZNEY - EERRZE - [USEBREXTGEIEM - M
REEREVZERZEENLEYE - BNAEEE—EEMAR  MER2IHR[E
AREMIEE  RIIRERZHREMSHEMENAEMARTEEN -

B ARBRANERFHBUARENTonvascai ZENEE - A GAXERZ TS
REEHMG-CoAZRAEHIHIE (Statin B2 ) ISR S R M EENIMS - £ —IREHA
100 BB RAEMStatin B Z Y FETTRRIIEM MRS - TRUERE - BARE
KIRRRBEERIIRBB—MARNEBER - B ARERFRERMERRERE
BIM=2NENERE - BLEADPE 89% ST RPAHIRIRE  MERERPZENSE
—ER (B2 B =@ H)AEFE -

A Tonvascaz Bpitavastatinf{n - BB ©#MZ2 % & A pitavastatin ol BE = ¥ IR RS 1S AX
BEGGRTE) - R AERATonvascafifE 1R % - BERBAZY BB ZHEERS
= URRZHEFERZERZ MR &=

Pitavastatin

THEHSUHAREE  EABNERIAER P E—EE 8 pitavastatin 1 mg/kg/day
% BEYGEBRERE Wl<36%ERMTEEEMIRAMAEIR -
HERZABETHRESHAR EESETLARHPZLORT 310 30
mg/kg/day B pitavastatin - #£3 mg/kg/day W ERF KRB ZBARIER - K&
AUCEZSRBEERAEBER 4mmg/day BEEREEN 221F - S—ERKEER
REHHEZEF TEEREEABELOEZET 0103 - 1 mg/kg/day B9
pitavastatin - FTERNAIEEH SR RAGFEEY  eEBE TR AOAEKAUCER
SRBED/ANBEEH4 mg/dayR =B REEMAE) -

tH ¥R P KR EITER/E% (perinatal/postnatal) &l s - TEH R E 2 AL B ZER YD EAAS
O&E#E#&T 0.1-03~1~3-10 30 mg/kg/day Hipitavastatin - #&RFIBHE19

P.6




6.2

6.4

6.5

6.6

ESEE%  Hb 81> 03 mg/kg/day RRFET R R IIER - EMBRETEEE
AN EREFEER(IKAUC HE25RE=0.1 mg/kg/day8E R A& FEH4 mg/dayls
EERE=MNE) -

Ezetimibe

REBEFHAMERIAEN R FEOIE Fezetimibe - IR EH MG E 2 LML
SEER - 1£2503,5005%1000 mg/kg/dayRIt s E T - WARBEIRBMMREBIEIER -
‘P ARE1000 mg/ AT/ RKNBIE(HERABESXKA10 mghs - H#ezetimibe
AUC 0-24/\RR+18) - BRI EEEBIIRR(ZR—HWMMNE - EHESPOK
B1E - BB M) R EREN - |LFHRF1000 mg/kg/dayMEIE(HEER ABEXER
FA10 mgfs ~ H#BezetimibefIAUC 0-24/\F5H01504) - BIRRIE R Z 8R0S 8
RPN - ERPHOABNRFEORFIHEHENRIE - ezetimibeBEAJRE -
HEBEERPWAKENR FIREZE E 1 ezetimibe F1HMG-CoA & R g #1 5l) 7
(statins) - EREHEANBR S RENezetimibe Kstatins - BlezetimibeE S -
i AiFezetimibe N B SREEEEEHEMNTE -

IFEZL

Epitavastatinflezetimibe@& 7 £ AR TR - (BREN )b CE BMIER
NEEDWEIT - HRHMG-CoABREHITIR BT seE MBI BRNEREARKR
FE - At - BRIFBENUREARNYERBENGR - BEMFEZ U TonvascaiaER
B A ETIHFLELEE ATonvasca [RE=(4)]

NG

Tonvasca

RENLZEMRBY M = AREL -

Pitavastatin

HREAER  BIREBFHIER  BE  UENERAECK (CPK) LA NEESLS
Z - RHERER  WER ERAZERAEE N EKREL -

Ezetimibe

RiZE 2 2 ezetimibe (Ezetimibe + Ezetimibe-glucuronide) &R - SV FEHAMLA
B RE I EZ S NERTENEE - BRIHERAR<I0RZREEAENEYE HEE
e

ESYN

Tonvasca

FI30URAE 7 HRBURARARB T Z74USESRE ZRIEBEDTER  EFRE
FERABLKREZIEYN LT LEBREEE - FEEHIRBEFERBARBEE
MO Bt - EFETonvascaB AR EFEAR - BEEFER -

Pitavastatin

E-RIERBEFREASR ZBERIAHAEQOSR)NEYEB NEARD  SREN
pitavastatin Cmax XAUCHRIE S - 2 Al7%10%k30% -

Ezetimibe

655 A L AR MR P 4BEzetimibeiREX R 18ZI455E I ARI2ME - AMAEFZELDL-C
RN Z =M ERIZEM -
HIngEr=

P.7




AEZENINEEAZ Zm AFERTonvasca - [RE=(4) * EBEMEREIE(5.1.2)]
6.7 BINEEAE
Tonvasca
TonvascaEBINEEAZT ENFERLREREL - LAEETD EEBEAEZRAKILE
B MRBENHORABSHREERANR °
Pitavastatin
b EEEBINEERD (B 4IKIER XS R A30-59 mL/min/1.73 m2 & 15-29
mL/min/1.73 mékiEs BB RIEES MABITRREAE B REA - pitavastatin
HEHEHEERAEBH—RI Mg HeHEEREBH—R2mg -
Ezetimibe
BEINEEAENRAARE ZFHE ezetimibeH £ -
6.8 HIV positiveBfE R EIFHFEEEZZRAA !

Pitavastatin B2 HIV & B B #0 % B - boceprevir - telaprevir - nefazodone &
fostemsavirEt IS &8 2V pitavastatinBBEER - 1B I1EEEMmAIEKR - Tonvasca®
Zpitavastatinz 828 - [ It B2 Al 71 2 o W0 FR RS FERR 1B/ -

REEH

Tonvascaf@i R MITBEATEN L EFREER ; L MNEYZEIFEHAS A L Epitavastatin 2
ezetimbeF[EHTMEN R GIFAHGERER -

7.1 Cyclosporine

Cyclosporine& K iigi& Mpitavastatintl R E=E - BERARAcyclosporinefezetimibetl & &
i & Z£ %) (cyclosporine B2 ezetimibe) Y 2% & £ 1& 1 - & Tonvasca & & pitavastatin &2
ezetimibe 2 #H - F L2 |Ei&cyclosporine®iTonvascaff A - [REZ K EEEIE(5.1.8)]
F-EARY B/ W AEBSHEBEE - IKEEESEZR > 50 mL/min - BERRBEEHEH
cyclosporine - TEARFAE —HlEzetimibe 10 mgZ & - 4 RIS #ezetimibeWAUCFIFER
S—AlBPI7TUREIDENIAMBERE23BFR7.IH) - B —IEdE  —UBRHBENE
BEEMERE BE(IBEFESEX%513.2 mL/min/1.73 m?) - #SEEcyclosporinefE WK%
BEYAE  BEREMEANRezetimibeWAUCLEEHBAKR 712822 - E—IHZMBEER
Xihs - 12uUEE=HE - S XRAezetimibe 20 mg - BHA8K - WRE7TXRRAE—HE =
cyclosporine 100 mg - Ecyclosporine AUCEL & ¥E i FH & — &l € cyclosporine 100 mg » ¥
9 EF15 % (FEHE TFET10 %E EF51 %) -

7.2 Erythromycin

Erythromycin & K 1&1& MpitavastatinlW R EE - &% ABRMerythromycin - BIAZZ AR A
Tonvasca °

7.3 Rifampin

Rifampin& Ki&i&MpitavastatinlI REE - =Jm ABRARIfampin - AR FHTonvasca -
7.4 Gemfibrozil

EHMG-CoA& [R g 41 il Bl B2 gemfibrozil RS EMAEE /&R AR ZERE - BE%
Tonvasca&igemfibrozil#tF -

7.5 Efth Fibrate 8224

Tonvasca /2 pitavastatin Eezetimibe Z&E| - FUIEAEZEA fibrate FRZEYHHA -

P.8




BHRIEHEEAHMG CoA ERIEHIHIEEER - BFREM fibrate HEYZIZMBEEINA
RERERR - LI - fibrateJBEE B MBEBEE S W EBTTINE  EMERE ALK
(cholelithiasis) - B&RATELEE P EEIR - ezetimibeZFEAME T HEERRIEN - SIEERAE AR
ROREBE LR AD -

7.6 Niacin

PitavastatinEiNiacinff B o gEF E SRR M ZIE N - B LbTonvasca A& E2Niacin
- [REZBRIFEEIEGID)]

7.7 Colchicine

% 53 BHMG-CoA ZREs DI K colchicine HIRMNAFRE: (BIE1E LA RE) 2 263k
% - ATonvasca® Zpitavastatin® | - 5 Tonvascafff Fcolchicine FFEZEE/\D - [REFE
FOEEREIEG.1)] -

7.8 Warfarin

[Hl Tonvasca & pitavastatin 1 ezetimibe Z & - & AR FwarfarinAY5% A 5 44 152 BB 7 m o8 /&
% FEESRIE PTR INR BO£E1L -

Pitavastatin#iR- & S-warfarin B BEEZNEYF NELIGIER - REARAwarfarind9&E A
TE £ 3 pitavastatin JAER - W RE R MB/RIERE (prothrombin time, PT) KBl BRIE AL
(international normalized ratio, INR) BEEZENFE - [REZEFEFIE(5.1.9)]

LESh - R—IEa RS - 12fURE R A B M= & B R AwarfarinBlezetimibe(—X —3

R 10mg) - B warfarin WER AR EFRIBREBIEEERENTE - @8 LHER
HigH #f FBEZETROLM warfaringifluindione ZERZ T E & - HEFEELLERS EANIEBR
HpRZERE  SRIEEFEREMEYRE -

7.9 BIHIVEBBSHIHIE - Boceprevir » Telaprevir + Nefazodone & Fostemsavir S5 S
BV pitavastatinfBERR - 11 AR AR - Tonvasca R pitavastatin Z 45 - & I FEE
BN - [RFFRIGEHTEEIR(6.8)]

F1. Az HpitavastatinE B REENTE

E3aEEY) REHFN AUCEAE* Cmax#1{t*

Pitavastatin 2mg
H—X(QD)H6X+
6K cyclosporine
2mg/kg

Cyclosporine t 4.61E+ 1 6.618+

2% 4 X pitavastatin
ImgE—H=+
Erythromycin erythromycin 1 2.8f3+ 1 3.6f3+
500mg B H4R$t6
X

Pitavastatin 4mg

—
Rifampin HTRQDr } 29% t2.0f8
rifampin 600mg

H—R(QD)#5X

P.9




Atazanavir

Pitavastatin 4mg
H—*x(QD)+
atazanavir
300mg H —
(QD)H5K

)

131%

160%

Darunavir/Ritonavir

% 1-5 & 12-16
Pitavastatin 4mg
H—%*(QD)+56-16
X
darunavir/ritonavir
800mg/100mg & H
—R(QD)

X

1 26%

1 4%

Lopinavir/Ritonavir

£ 1-5 & 20-24 X
Pitavastatin 4mg
H—ZR(QD)+59-24
X lopinavir/ritonavir
400mg/100mg & H

—_R(BID)

1 20%

1 4%

Gemfibrozil

Pitavastatin 4mg
H—R(QD)+
gemfibrozil

600mg H_- =X
(BID)7X

145%

131%

Fenofibrate

Pitavastatin 4mg
H—=X(QD)+
fenofibrate
160mg H —
(QD)H7X

)

118%

T11%

Ezetimibe

Pitavastatin 2mg
E —
(QD)+ezetimibe
10mg#H7x

bl

1 2%

1 0.2%

Enalapril

Pitavastatin 4mg
El —
(QD)+enalapril
20mg#5xk

b il

16%

V7%

Digoxin

—

Pitavastatin 4mg
H—%x(QD)+digoxin
0.25mgH7x

1 4%

1 9%
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% 15 & 11-15 X
Pitavastatin 4mg
Diltiazem LA(RX) | H—X(QD)k%6-15 110% 1 15%
X Diltiazem LA( &
2)240mg

% 3 X pitavastatin

o b

AEMT 2ngE—HE+EH 115% 112%
i+ 4R

% 4 X pitavastatin
ImgE—H=+
ltraconazole & H —
R200mg5%

[traconazole 1 23% 1 22%

* BNA"XEWEBERRS HREASEER ApitavastatinfIEEER (N2 = |E(E) - U%FTT
EIE L RABE I EXB AR Fpitavastatin & {E(1N0% =& k) -
+RRERREER[RAEAEQ)  REEA)]

BIFFR/ AR &I

MIBRENARREBERGEEMEHBFMRN
o HBEAEBRASEBRIBIINRE(EEX) [REEEEEIE(S.1.1)]
o EMRIEMMARE [REFEEIESEIR(5.1.1)]
s MRBRETRR [REREIEFIA(S.1.2)]
o SEEMFEN KRB IE-SERARM [REFELETESIA(5.1.10)]

8.1 MAEZIFR/ARRE

Pitavastatin

X PitavastatiniV i K8 5 A &t Be s 5t Mt B A BV BRI 8F - I
Pitavastatinf& Rl SR FTEI RN AR R BB E X A E BEHEHMWHMG-CoAZREE
HHIEARE - BoseBARMEGIRER LRIV ARREZEER - R2ATEH R
Rid 52 B22.0% B ALIRHNARKIE - HEERARASENLEEE - BT mAR
B EIZEI2AE -

Z<2. Pitavastatinfy g HA#S IR 4 B IR A BR P 38 AR 3R >2 0% B KM L R A A B s '™

2RI Pitavastatin 1 | Pitavastatin 2 | Pitavastatin 4
rRKE n=;(;:|8 mg mg mg
n=309 n=951 n=1,540
=4 2.9% 3.9% 1.8% 1.4%
EW 1.9% 3.6% 1.5% 2.2%
i=h= 1.9% 2.6% 1.5% 1.9%
DI ] 1.4% 1.9% 2.8% 3.1%
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V0 fse 72 7 1.9% 2.3% 0.8% 0.9%

*AREREZHEKMedDRAZEZEATE

HinZlRIRARBHENARRERREE - (88 - K2R -
NEREBTRERBESEES ;| IEETHENE ESE - KB - BAENE
BEELHA -

sHRBRUERSREERAMMERAR D - LPitavastatini BN R AP HF3.9%
(Tmg) * 3.3% (2mg) K3.7% (4mg) AR R R FEM(F & -

ERFENARRED - R ERNI : N EEETHELRES LA (0.6%/4mg) K AL N & B
(0.5%/4mg) -

AR S ERPitavastatinlBHREEERD - BBEEREMP -
E-IENESEERRANS2EERGRT - $HH252ZHIVEESHMEREER
A - #&FPitavastatin 4 mgEH—R(n=126)= 25 —Estatin&EH (n=126) - FiA
MABESNIRERRBEEPFRT darunavirll9) - BRBEE S EAIZEV=HBA .
HIV-1 RNAZE/)\ 200 copies/mLE CDA4Z{E A 2200 cell/uL - PitavastatinZ 2
HEEREEmMS - BEHM FRERGEBER — - Hh—(i[iE= Pitavastatinl8ERA
(0.8%) - & 437 A BL BT 154 B4 AL B8 (creatine phosphokinase) &S S {BE#BBIEE LIRE
101 (10x upper limit of normal) - & B1T#&#% - MU= Pitavastatin’aEm A
B3%) r EHBREV—EARIBRSEERIBALTNEE - BBIEEELR3EE/NRS
& BEERENEMAEFL - EAM{IES Pitavastatin/ @ BRA %) IREBRE
BiaBk M (virologic failure) - HEHRBEZHIV-1 RNAZE#E3#8200 copies/mL -
BB EERE R E(baseline)i& N BiE21F -

Ezetimibe

S HEBEE FEzetimibe 10 mg (n=2,396)3% } Astatinf82£4(n=11,308) - =} F
Fenofibrate (n=185)#"~ - Ezetimibe EBERHFNM=MH -  EENARREZ HER
MAEE - lRFAEzetimibeMEITEBRRERAZREIERL - AARREMHEZFEENHE
Bl FEE L -

B 15 # A Ezetimibe B m A (n=2,39%6) - EARREBEERSRLREIAMNRE A
(n=1,159) - L Hf AstatinFFEZ AWK A (n=11,308) - EARBEXSREBFEH
statind0m A (n=9,361) - FRss EHZERAERBEE R(EEZE21/100 - <1/10)HER (3
£5#>1/1,000 - <1/100) 2 AEREW FNFRFY -

EzetimibeE & {EH
ZER ALT /5, ASTE EF ~ 1M

FECPKIE N ~ v-BA Rz R 48

EREE % B8 (Gamma-Glutamyl
Transferase)& 0 - FFIHEE
BEEREE

WRE WEEAEREE | FER 2 Wk

-

=

BHEEES BR fesE - B - IRy
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ZE5 . HIEAR - BEEBHTER
IEEHTRY
RSB R4S AR 2 FH: RAENTR - ILAEE « S5
RKEREEES FH: BRRRERE
MmEES ZFHE: EHEAT -~ SIMER
BR 55
— R R AR R
ZE5: MofE -~ &R
EzetimibeEdFenofibrate& (£
EFEES B5 b
EzetimibeHstatin¥f 2% G & 7 {E A
EREEE ZE5 . ALT R /S ASTE EFH
B BR FIERE
Bz =
F5 EERERR
BEFEES F5 &z~ 83X
KEERKE NMIEES ZFE RE - 4172 - EfMP
BR BIIRES
]
— R R AR U ZEH: m - BEKE

Tonvasca

AREARFRETIRGEED A - HIEE—BEY 2 RARTREFERRIANARK
BEREXATEEMNS —BEY VIR ERETHER - W o gERE IR IR
BTSN EER -

f£—IBTonvasca - pitavastatin * ezetimibe 7 ¥I R MR R BT - B30T E (F
B &5 20-805%) « S7T%HBLM ~ 43%HEM - HEXBH12BHEE

o TItHRBUERARD EHARSHMIFEETonvascalft5t4H - pitavastatin¥y
B #H Blezetimibe¥BR4H 72 BI7%3.1% ~ 0.8% K 0.8% -

e Tonvasca#l® : B2 ARNEERBEARSEY  BEBEEARSEMY T4
Al & R AR KE(incidence 22%) - B4 M A BE 55 B2 BB 12 10(3.1%) ~ AlLJE
(3.1%) ~ BB (2.3%) - IE=IE AR KFEEpitavastatin ¥t RA L ELLERS 0% -
1.5% 810% - fEezetimibe¥BR#HAIS2.3% ~ 1.6% #11.6% -
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. % EME @ WERAEHBAXIMURAEQREINWH12EEREARSHLER - I
EARSHERERER AR - WREYHERE - BREMNEBIT ZEZE -

ZEEY
TonvascaA#EH -
83 LHELER
AR NIIREZAREANEENNWEETFEERMES  RLEEE AKX OERYGER
BAARFEUHBFEREYNERE% - Epitavastatink/SezetimiberiZ E# B
FRHARS B B 9N R A= -
Pitavastatin
Epitavastatin’tﬁ)&?ﬁﬁ’]ﬁﬁﬁHﬁF'ﬂ%’L‘EEL‘X?K?&F‘ HiE AR K ERB A EERE

RANZERERER  WARBEEEREMNER L BEERGYERHEEYNERRE G - B
pltavastatlntﬁié BHEBHESEERA  ARNRE - LmEREG - 81F  BIHA
&R HIEAR B - || T** BEE - X =B - E&%f&&#éﬁl%'f&
=8 - % - HEES - &R - - BEE MR - FhitfER LA EE -

g/ VBB FBstatin B 2R %Dﬁ%ﬁ;é(ﬁﬂna Bk BRI BB iR tmxiﬁ CIRA)
J:Fﬁfémﬁﬁﬁi FiBstatin&l & B @B A& E/J$EIZ|7R1§J ELEEFEEAIFRER
RIFERstatinB o] R EIEE - B ARG ZEARBEE(NREIEE) FOBR(PUE3HE)F
B EEFEHstatinBEl 2B EEUHIARERMNRES[REZBREIREIE
(5.1.1)] -

Ezetimibe

ITHEZLBERNARRELRMT

MBRFMERFZEESE /A MiE

MR AmER HE - HEREERES

EBEBEES PRl S5 ~ B

BERE NSRS LA

RSB R AEFHFHESES A ~ AR E/EAN A BRIE

—R% B3 T ERAL ®mh

RERARER BN RE - 88L& MHK

g - N REMPZHIBEIE

EEES Bk~ BEAYE ~ IBEX

BHER Eillke2
)3
Tonvasca

P.14




BRIl #TonvascalE HBENAERE - EXEBSMEBTN - BEBRAKTERESL - I
HREZERE TS -

Pitavastatin

¥ A AB Epitavastatin BRI E SN EEREL T - EREBEMEBER - BEHREA
MFEREL  TREZMAGZFHUER - BRpitavastatinWEBE SRS - B M&RENT
RoJgEER BN = °

Ezetimibe

HE1SURREREE - SHIRBEEzetimibe 50 mg&RiE14X - 18MR % 4 S MERE B2 M AE A%
A - §H¥#E Fezetimibe 40 mgRiES6X - K27TMUTEEMENEA - BHIET40 mgRiE26
B BARMRGERER  H—HRMESEEREFNM=Y -
BAVEXSBEEFERTonvascalack: - EPZSH\EBIFRHES - BEFIFANTE ARE -
LREHEMBNEBELR  BZATHEANEREZFHEE -

10

RS
10.1 fEFH1%EE

Tonvasca2 BMIEB MM 7 : pitavastatin (HMG-CoA E/REEHIHIE) K ezetimibe (3D
| B 18 N [ s O LA 7 S 4= M D 61 1) -
Pitavastatin
HMG-CoA EREsmE KRR EEEBENERRRERE - pitavastatin o] w5 FHHIHIZE
[REE - KRESZENGFEMeEIGENEIERERESKIFER - &R LDL-ZiB 2 3RI1
180 - LDLAMAEZFRTBZERMmMMNR - EMREMRAEEREE - EEREE
NS RERFESIE  BE—PREMMMVEREEEANEE -
Ezetimibe
EzetimibefE B 7 F B 1% % B B2 &) 32 (sterol transporter) Niemann-Pick C1-Like 1
(NPCI1LY) - zEH BB ERERE REYERET/N\BHRW - EE AR R EMEREE
BEIEZ Z2Y) - ¥ Statin B (HMG-CoAE R g I 6 &) 224 - 7= 18 18 45 1Y 7F A 1% &l of 24
statin FHZEYEREHI G -
EzetimibeE=Z/ERR/NEHRIAREZMINGIEZ RN R - EMREEAERRERE
ZNHE - Wt LUR/ IR PRERI EZ R R - WIS A0 M & P REEI B2 A9/BER - Ezetimibe
K& NE L A9 5 3 (B bile acid sequestrants) -t R & il 5T i & A BE B B2 (&
statins) - & #E1T— %5895 PR AU A BB 2R R TE Ezetimibe 7£ HI Il AZ [ 2 IR UX 75 T HY 22 12
:r¢ o

10.2 ZERUZEIRG M

Pitavastatin
EF—EBEHI7TACRRESSZ0BEE €5 ZREHR - WNALTT EFHEY
(moxifloxacin) ¥ 88z Bz o - pitavastatinBHEIESEZE1omgR(BEHRAEZEN4

=) - REMHERAER ZQTCERRIER K /O PR R &1L -
Ezetimibe

o] L 40 %) TC-cholesterol (9 IR Wy - B 2 ¥ = B H M fls - AEH R - MERE -
progesterone - ethinyl estradiol=k /AT ZARDHNKRIRESBTE - £—18
¥ 18 S IEERE MAEATE A ET R EARBROER KR 8IR - ezetimibeEdZ2 FIFEI4R
B - o DUDHIE A REEEZ AR UESA% - 3EBIFIBAEERENRI - ezetimibe®
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10.3

RHEENREAEBEEZRE D - Statinsf E2FRBRED IS RIEEE - &S miE
AEFRRENEZRSHER  ROMEEERIFRMERFEEEBRENUR -
EzetimibeFstatinfRZE mE IR E AR AR SERE I MAER AR - o] DIREAR MRS
B2 (total plasma cholesterol; total-C) - 18 & E 5 & B IE & B2 (low-density
lipoprotein cholesterol; LDL-C) - apolipoprotein B (Apo B) - M & = H H f§
(triglycerides; TG) - 1 o] 18 i1 § % £ A5 & B #E & B2 (High-density lipoprotein
cholesterol; HDL-C) ; mit&ZZm—EEBLLEBEANURAE - EatsS MmN
& 1 Ak ezetimibe Al fenofibrate o] 5 24 £ = [ #% HF total-C ~ LDL-C ~ Apo B ~ TG »
HDL-CLAKnon-HDL-C -

RRBIZEMER

10.3.1 BN - BREM - £5NEE

E B8 R & ¥ & ff 8 F pitavastatinElezetimibe /T B A BN BUE S &
BAHFE -

Pitavastatin

Plpitavastatin#£ 179238 /NEBUE Ml 5 - E & AS X HB E75mg/kg/day
P HEREZEBRRSAUCO)SBMAKRARESEL mg/dayrV26fF « WARHIR
ZYAEBRNEBE - ER2BHOAREREMA RS - AL OEDR Pitavastatin 1
5~ 25mg/kg/day# - 238725 mg/kg/dayROEI = T B AR KRR 6 Al B ER 1Y 3%
SREEIEN - RAUCKEIEEHEZSREERENARFERSL mg/dayRE 5
RESM2951F - 6 BWEREEIE/\E (Tg rasH2) Bzl - &Z&OEL
pitavastatin 30 ~ 75 ~ &150mg/kg/day - &R KRB R EE KRB ROME
7 -

EFRAIRMARE ELEENERRE KRB EEMETHAMes:HEE - /)
BERRERKRBZRIVERN LR - FFEFUEDNA R R REHN
Comet assayZ g - Pitavastatin M7 52 Z 76 14 & Mt K BRI TERE
ZHENEBRBSRBEAUCH BSR4 mg/dayisig kR REERI56 /3541 -
EHRFREESRBT - 471 mg/kg/dayE = Z (KIBAUCH4 mg/day s
i R = B =2 093018) pitavastatiniE M KM R FRISET - HABIEIREA
KREE - BRIRERSM(BRA)NERREE - BROpe SR - &R
SANBEEEEENISE)SENFES MR EBENS Y - A - 8
2R|ZREENRRE - BRWVEEM - KIERFERREENRS -

Ezetimibe
B—IEAH104Bezetimibe BB EMMEZHAER TESET500%
/A /B(AR)E50025% /A 7/B(BE)NEIE (LIEiSezetimibeFIAUC_
oanrREEERER  HERASESHI0ZE=2HE TAAEIZEESEMN~20
%) - B—IERHA104:Bezetimibe I BBUEM R S E/NEIR TERSES00
25/ T/BHNEE (L Ei2ezetimibeFIAUC) oanmEEBRER - AER AL
EBHI0ZER=ZHEE TFERIZRESMN>15018) - AR FEYHIKE
FEDR  WEERAERZEEREERASRES -

£ —IELLSalmonella typhimurium Escherichia coliFfr#E1TRIES SN BRI ZR 5
B (Ames) il Bah (B R ABRBE(EERE) - WARBIBHOBERERR
REMWERE - TUAERBE MR EIKFTETHRINRERER DT P (K
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B FACBIINELEE)  TABNEIOEREEFELERESVEE -
5N - FESER AR RT - UmEEERE A RESY -

FE % K B R (B72) 18 Fezetimibe® £ B NHR D - €5 SE1000225/7
Fr/ B (282 ezetimibeftIAUC,. 24hr7%ttExHE ABERAEESH102S
CHETHRENYRESN~-TENEET  ABNSEEAETEELES
MRS -

10.3.2 Y)Y EEE

H Bl =k &t ¥ & ff i A pitavastatin Blezetimibe T 1B (T M &) ) 5538 5§ #2318
s -
Pitavastatin
PR A mEM
PARZEEFNEMHBEEYEREARESHEEICNSOERE - HEFES
FEMEnm - KEBERNEFEEZENEZMRSZE - —BE2UEHEON
ﬂ*ﬁ?ﬂ?%LE&jﬁ’%ﬁfﬁ’“JgﬁT—ff—tEI’J%ﬁ%ﬁ%?&ﬂ:iﬁ%(%ﬂﬁ%ﬁ%?ﬁk%sﬁkﬁ’EWallerlan
iR{E3R & [Wallerian degeneration of retinogeniculate fibers]) - IR E £
o REMPEREAABRASAEZZENERFHAMNFEENIE - KA
pitavastatin % i 7K &1 22 2 Wallerian 3B {E3R & - KX & £ R A pitavastatin
Tmg/kg/dayBEI£52B & =2 HANE KK R REFSNBER (KIBAUCHEE
BESESARBEE4 mg/dayEREEENE) -
Ezetimibe
E—IEARBEEART R+ _I1EBER Fezetimbe 2 B EERCHY
(ezetimibe-glucuronide) W45 R B/~ - LLACE Y EHDHIRE B fE IR UL 5 BRI
AHMezetimibelHE - ERNBERERAHMEEHERIERENENY -
#I1e Fezetimibe (0.03Z2300=5%/AT/H)WTEBHRER - BEE TS
HWEEREREESEHSH2EAME - A8 - HREE—FRTI00=2R/AF/HH
HEZE  TAREMRESALNEUEMPOARTESE - £—BH/NBI’T
ezetimibe (0.3&525x/A/B)IREEERYHNEZERELE ZEY14K
Eﬂ;mEP HEEETINREREREDIAAZEENBZEZIEREHE -
LETE—RINEREERRRIR - FEBLUERezetimibeE HIHINEE fZ IR UL

FERRIZY - ezetimibe =i 14C-IEERZHIIRIL - B =R HmAs - IR

B IER - =R OB EIEAMEEZARDI R RIFRE M E -

PUNBETHAZE12BS MR - ezetimibell A Z ¥ 4l iR 8 ZP450%4)

KHBRELFEER - EAE - WNRFETHWEEHAFTEIR - Ezetimibe

BstatinfREEY) (R s HE MR ER S S REE B HEIEIERA -
ZAE) BN

IR UL -

Tonvasca

RiBTonvascaliZ 2 LB E@BTHW—EBARUAERKRERE R - TEEEARET - ORK
2 E#ATonvascaf® - pitavastatin O] EIRZE & 1/N\F(EE : 0.5~1.25/)\F)iEFHSMEEE -
ezetimibe Bl B4.4/ N\ (2 E : 0.5~16.0/\[F) - M 42 ezetimibe BRI O] FE1.77/N\F (FE
0.5~5.0/)\iF)%EZ - tE9h - Tonvasca fpitavastatin#R B & FpitavastatinE - E @I R
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Z=MES(Cmax:117%; AUC: 1 5%) - R#ETBE#EHFFCmaxiI90% LRE#B H 125.00% -
At Tonvasca® Fi& Z pitavastatinfe A R EE SR EIH Epitavastatin © L EmM < WS
Tonvasca B2 H {224 O] BE Z 18 Fpitavastatin RE S AR - BEE/\ D - #Tonvascad Y
ezetimibe 285 F FezetimibeE2 EEMMREEET - (BRIEITBEASTIFAUC infr990%
IR1E#EEH125.00% - ALL - Tonvascad 2 ZezetimibefE N R T =5 R [E & Eezetimibe
o LEmEm - lETonvascaBi o] BEE 1R FrezetimibeRBEMNEY AR - HEE/N\D -
Tonvascali G s B Y —ERAR - 4 pitavastatin C maxBIRFE(T max = 2.18/)\[) - W%
EC max#961% - AUCK] 13% - Ezetimibe K #8ezetimibeIC max RAUCRIKRZ RIS AEEY)
MEREE R &

[ FAA L Bpitavastatin Kezetimibe Z E A EmAIEY EN N EE ]

Pitavastatin

Pitavastatin E A EmEORAZEN 1 N\HoUEESNREE - SHRAE—H=EW

pitavastatin 1 ~ 24 mg B + Cpax/& AUCq.inf IR BEEI S BN MELEBI_ EF - Pitavastatin

OARERBE EEE O] FHZR 4 51% - PitavastatinB9C . KAUCTE B RE S F AR ZE W0 AR EE =

£ - IR 4 mg pitavastatinlBEZHEP - ERREZNLIDL-CEERNEZEERSRE

FRRZEZE - PitavastatintE/)\ B R BB E ARG RN E MBI -

Ezetimibe

EzetimbeBEREREORZESERRERI - KBOWAHAEBEIEFHER phenollc

glucuronide (ezetimibe-glucuronide) - Ezetimibe-glucuronide X ezetimibe Z ¥ 195
MEFRE (Cha)NEE D BIA1-2/\05 K4-12/\F - ?%Jtt{t/a‘%*fgﬁ’:\ﬂ@fétfﬁﬁﬂEPWﬁK?EE

5 B - FERIEEzetimibeIBEI S FE TR -

v NI

Pitavastatin

838 99% B pitavastatin EEARMEBENERBES - B BEER R -BEHEHEES (al-acid

glycoprotein) &3 - B9 #HESTEA 148 L - Pitavastatin K /3% E A5 4 22 & A e 2 BE 42

PR o

Ezetimibe

Ezetimibefezetimibe-glucuronide B2 ABMEREBBEMNLE S R0 Al599.7%M88~92% -

-

Pitavastatin

WDERCYP2CORH - BB ZAHCYP2C8HH - EARMBFEFEZWR B Zlactone - &

FH s $E R pitavastatin glucuronidefE & FRE 5'- _ M Bs(uridine 5' dlphosphate[UDP]'Sﬁ?ﬁ*
WEES R E #8312 F8 (glucuronosyltransferase, UGT1A3 K UGT2B7) M A%

Ezetimibe

FE2E/)\B R HEABglucuronide conjugationtk fU# (55 _ B & FE) - BASHEMETHIRR - TEFT
BAREBNGAREYE TEHEIANESEENH(E—HRE) - IRPEEEAFIEEmR
$1E Y 2 ezetimibe F ezetimibe-glucuronide - 73 B4 &5 M 2% o 2 q 42 = 79 10-20% F1 80-
90% - EzetimibeFlezetimibe-glucuronideELABITEIR - RILEMBHRNREREE
Ezetimibefezetimibe-glucuronidefI¥ R HAZKI22/ 1\ -

HEt

Pitavastatin
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ETRARAFIT15%E MG 40 O REREI32 mg 14C¢;‘—§EE’\intavastatinEEI)%'GT&ZHF& + M79%
HEGED L - FHMBHRF RS 1206 -

Ezetimibe

NBE AR 1C-ezetimibe (20 mg)Z & - MR PFTAISENezetimibeREXIL I B RS R E M
FHEIAY93% - KB+ XIOWE - RTINS AREMANBT78%M11% 70 Rl TEEE KR EFE
W - 48/ - MERP B E o= RIBIA S A0 4 -

[FREHEEI - Tonvascaiei R ¥ 45T R B IE T IBET ()

o

Pitavastatin

wEYENEEEED  BASFEEEAZREZAEH pitavastatin C,p,, KAUCEK B TE AR
RESHEDAIE21% k5% - tEEAREAZERSHE KRB AEBRSHENEYE HENME
B CraxXAUCTE SEFREREEE -

Ezetimibe

RIBF—IRZENE LA meta-analysis - RAEBEA ZBIMESE FWESR -
Bl

Tonvasca

ZEAERHEmTonvascal REEMSNZER - REEITLMBEARIER Z8&EA0 -
Pitavastatin

TELEE BB B = Epitavastatin ZYE HEREBP - LHENC, 3 KAUCH RIESE
M =60%5:54% °

Ezetimibe

MR Eezetimibe’BELLEMIE S (< 20%) - MARHezetimibey L R E M #ELDL-C
PR EMZ S ERIZEM -

=irE

Tonvasca

E390MI = & 2 R MR R T 274065 a iRE I RIEHITER  EFRAFEREA
B RRRANEVNRN LT L EBREEE -

Pitavastatin

EF-EERERFRESRZBBERAE GO RNEYSHNEARTP  SRER
pitavastatin Cmax & AUC DRl S - 2 hl& 10% K&30% - BE AT &Kl
pitavastatin IS RZHEENBEURLZEM -

Ezetimibe

MmigpezetimibeBRE - EFEAE 65N BFEA(182455%)1921E - M AKAHezetimibedy
ZFANFEAZELDL-CHREMZE MR EBIZHEME - Fill - BFREALTEZRHEEIZE -
SRERR .

KEH EmTonvascah R FEANRKRMISENZEHE PERA -

BIEEARZE :

Pitavastatin

b EBINEERE (B 44K EBE30-59 mL/min/1.73 m? ) R B 5 M % 5 AT H 7R 20 B W B 105
A - Hpitavastatin AUCq_j,s B2 =& 7 Al E102%K86% ; Chax NS » 73 5l &H60% K
40% - Jm A TERR ABpitavastatinBl I Z X MK BT - EEYEN NS BIABRANETIES
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12

r-MEBMHmABRRESHENTEBEINEATERR - pitavastatinl IR ESEEE 2 Bl
BAS 33%K36% - fESS—EM B NEBE R T - 1T pitavastatind mg E—HEIENEEE I
BERZ (BB RIBE15-29 mL/min/1.73 m2ERBEZMEERHEA - H AUCo.int BCpnax?
AERERZHES 36% K 18% - EEBNEAETHWARBESHNE Z pitavastatiniyFiak
HEEERELNR 0.6% - REBINEAZ HpitavastatinRE=WFEHBIARA -

Ezetimibe

BEBEREBNEA(N=8 - FHCrCl <30 ml/min/1.73 mA)ER B E —E £10 mg iy
ezetimibe 2% - #BezetimibefIAUCTISELLIEE A(N=9)A51.5(% - BENGERT FAERRK
BE  WBMEXEBENREAAEZRAREE S -

A BPSINEEB(BRBEERETZEEY) - B cyclosporine)#ezetimibeREES
E121E -

FFINEERZ -

Pitavastatin

HHERESH EEBERENNEAZREAE Tpitavastatin 3 MAIELE - P EFINEEARZ(

3.8 - BEMINEEAZE(Child-Pugh? BB BAE)EABEREZHEER pitavastatin Cr g [EER
1.3 - AUCy inftEX /1.6 - R E - BENINBEAZ MEFEZRIFIpitavastatin t1,, 77517515 -
10K 8/ -

Ezetimibe

BEEMINEEAZHmA(Child Pugh score 5 to 6)TEARAE —E =10 mgiezetimibe 2 & - 42
ezetimibeMAUCEIIERN R IEE ARN.7ME - E—EE X4 FEzetimibe 10 mg - BHEI14KH
ZREIENHRP - BPEMRINEEAZHEA(Child Pugh score 7 to 9)R#&EzetimibeFIAUCH
1918 - EE—RAKETUXRELEIEEALNSAE - BENFINEEAZ(Child Pugh score 5 to 6)#
BARBEFAEEIE - EzetimibeES E (Child Pugh score 7 to 9)3t & E R IhEE A2 (Child
Pugh score > 9) Zim AL E AR - PRLUSE R A A2 Z R Fezetimibe -

B Rl BR B R

—IEE =M -pIEM - -ZP0L &5 - B FiToodAaR - BREE Tonvasca ¥4
pitavastatinflezetimibe I R RE M SHEEREMESESMEEE RENBEYNLZEM - =2
B EEAANG12EAEEERERER(LDL-OMNRE - AR N ERER12EE8E
% - Tonvascaff AN EZBEREEE (LDL-C) OB D EEREEE - Hpitavastatin ¥y BB 4H 5K
ezetimibe¥RAHLER - EmERBIABEMHEIMEZMRETEEHE 2MITT or PP analysis) -
HEAHET EREZEZERE(p < 0.0014Mp < 0.001) -

Tonvascatf RATER 121 aEENER ElEER(LDL-C)F 19 B 2 thRE21E B pitavastatin
¥ i85 ezetimibe ¥ BB ZHELER :
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114.11.12

T ivEEe T EEARERE S T PP: BT BIEEFRE 4T
BERR Tonvasca  Pitavastatin Tonwvasca  Pitavastatin  Ezetimibe
Week 12 mean (D) 85.3(30.2) 111.2(23.1) 137.6(25.8) 82.1(235) 109.0(22.6) 138.0/(26.2)
Mean difference -87.4(31.3) -63.7(23.9) -89.8(275) -65.3(23.3) -34.5(21.7)
Mean difference (%) -50.5 -36.1 -51.9 -371 -19.7
LsMean difference (%) -50.50 -36.11 -51.98 -37.21 -19.56

Tonvasca v.5. Pitavastatin
LsMean difference (95 % CI)
Tonvasca v.s. Ezetimibe

LsMean difference (95 % Cl)

-15.83(-18.6~-13.1)**

-31.68 (-34.5 ~ -28.9}**

-15.42 (-18.2 ~ -12.6)**

-32.43 (-35.2~ -29.6)**

ITT: BEAERERSAT pr: STRIERIE A4, sD: MHEEE; ¢ EHER,;

Tonvasca: SEEFIRES - 5 pitavastatin 2 E=E ezetimibe 10 52

Pitavastatin: % pitavastatin ¥16340, SHERZH pitavastatin 2 B,

Ezetimibe: 73 ezetimibe #1684, SFE W ezetimibe 10mg REF;

* p <0.05; ** p <0.001, EAHEZRM AT ANCOVA) BT P B ERBE (Kruskal-Wallis test) 7E 95%
FISSREE T2, YEARMEEE Kolmogorov-Smirnov IEEEMEIEERYER -
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