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— L FRERRRBIRE-Z LW, TV us<7 (BEFEBRL) B
ORBEHEREETA FIA OS2 HOTRNBREOLBIRELE
L7DT, BERNOERBELEVCERIINTIRAAEZBEWVWLEYT., B,
WEEOREFEHEET A FS A4 r0Lxit, JRBEOLEY TT,



pallii i

TVnr<7 (RIZFHEMR) ORBEREET A FT 4 OWIEERT (8IHXRZE)

(FRAER S B E &R )
] # B 5]
o PRI
2, |RMBRLIERSL: 2 N AJERBERE
3N FIAT PETET ng R, TN hETEIS ng 2| —Y | 7502 NETHET ng 2y, 70T ETH 160 mg 2
— | v (—ik4& TV rs<7 (BRiETHEBRZ)) v

PRSI R -
FEMEE = VAT v—/VIE, &2 VAT a— /i
L. LFonFh bl dHaIcB5,

ARy FOFEFY A7 BEND
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WE. BRALRT Ve <7 (BETHEBRL) LLTHBng %2
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B2l FEREEETE S,

(HMG-CoA IR TTEESEPH EAIZ L A IBE A & B R)

B, RACETYnr<T GBRETHENHEZ) £ LT 150mg % 4
Wil ERETHRET 2, WRAT2RIBEICIE 150mg % 2 I 1
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|2V (4 7Uur<r BEFHEBRZ)
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A st FRNE 1T R S R S S e S e,

4 AU E—FEPARAFF L LUADIREETEE (74 7F—F
FIH, =FF I T FAETRE) XET AN AFF L S5mg T
el E ST TWB BRI L, B AL 7o % 4K 150 mg
43I 1[E (Q4W), AKI 150 mg %2 Wiz 1 B (Q2w) XU
7R E 12 BMETERS L, RBMBESTOREICHES
R FTAR] 150 mg Q4W (FEEHRM 8 AR TIAS A P54
2012 O FEEICEE LW RWEES, 12 AREAIC 150 mg
Q2W ~HE) % 52 W THE L, FTEMHEB I &5%
12 WSS TO LDL-CEDR—ZFA P EOEERE L,

R LRDBEOBRRICY > T, 20 BELED HeFH BT
ronFH BH T, A7V =V FJIRBICUTOEEELRFTZ LB
gL Ehi,

(= 7n ERIR FLHE)

- HeFH 8% (RUfit, BETMTIZIAS HA FF A 22012
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10 O BIRRE. MR, BT ORI

f5fRET ((1) NIPPON DATAS0 IZ 15 10 EE 0 EBNRE &
WL DI TR 2.0%LL £, (2) NIPPON DATAB0 (2 X% 10
FEROHERIRERIZ L D ETEHEEDN 0.5%8L - 2%RHETH-
T ROEHED > B 1 2L E#-3, O HDL-C fifiE (i
&% HDL-C 40 mg/dL sK3) , @R F IR BSRE (F
1 EEREE Cdh o T 55 AT O B M ik 65 BERT QL) |
OMEERER T (LeIgmk {4 126 me/dL RS, 75 75 LR
i 2 MER{EAS 140~199 mg/dL)) % H 9 5 non-FH B
3% LDL-C &A% 100 me/dL LA E (HeFH B XX FEIIRELE
DEEESE T 5 non-FH ABE) X ikift J§ LDL-C 4% 120 mg/dL
LLED B JAS A KT A 2012 DK TWAA T = Y —1I
Iz43%E 27 non-FH B3#)
- MIFRYZ VD FHS 400 mg/dl AT DBRE
AFF AAREBPHE LS 2WNEERAERBAZF T Ui bIEEN
TEWEHL R TORTE | DL EHTHEBHE
- REFUEOEEREZ Hh B BIER GREUE, ALT,
AST, yGT, ALP X IDHED LR, AFFrizko
THRE ST EREE, CKHOEE, FHREED
FEIRE) FEIRDOEELE
- CYP3A4 MBEHR (REHHIEE, 7Yy — N REEERE
XiFz IV RAewf) RF7 4 75— b FRFEAE
s
- IFEREEESUIITHERY (BT, BESHish
oD AR, oo JRIRNC B L /- ITHSEEREE DR




FEEEL)

- BEEEEIIESEREY FEAHALTCVLE
BB DOBEE & kR <)

- FRIBHEEEETIE

- VEEEEE ., UIZEiErEE M (ZEEREMAEEAS 110
~125 mg/dL)
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HEROE SO FERMTRERIT, 77 =88 56 Fi,
7% 150 mg Q4W B¥ 54 1, AF)| 150 mg Q2W B 53 FlDF 163
Tdhote, TR D, HeFH B 38 i (23.3%, 77 & 14
B, K] 150 mg Q4W BE 11 F), AHK) 150 mg QW B 13 i) TH
o fe BBV S TORBETRER EARA X F 1856 §

(34.4%), AFZF LS DIEHITHED 79 Fl_(48.5%) [=FF
27 32 Bl (19.6%), 747 F— bREH 47 I (28.8%)]., &
TRIEODLH 28 # (17.2%) Thoio,

(5 Zhitk)

EEFREH TH D %S 12 BRA L TO LDL-C {8 (B HiR)
DR—RF A b OERFEZ, TROEBYTHD, RENIT
FEREHEBLTHEEIC IDLC EXETXEAZ EHREN
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5 12 WIS AE TO LDL-CEO~—R 54 »ink 0E{L# (ITT)
FS5HE AF 10 mg AFH 150 mg

i1 Q4W B¢ QoW B
A—2 7 A E (me/dl)
LIE 56 54 63
I EATH R % [54.2+59.5 149.2 +31.1
12 JAIE A O (mg/dL) N
T e P8 91 3u6a1 4664258
12 B EOELE (mgdl) _
lE 55 %} 51
T AT A {2 704234 -63.6+30.9 -103.6+23.0
12 MBS OF{LE (%)
Lalk-o 55 53 51
SIS R E 4.3+15.6 -43.2:20.6 -70.0£13.3
B FTELE AR 2 43409 -43.842.2 -70.142.3
TR EDEs
B/ RIEHE = -39.5 -65.8
. L -46.5, _[-72.9,
TL{[EML -32.4] *58.7]
p<0.0001 p<0.0001

a: 5, WA (BS54 4B, 8N, 10K, 128K, RAFTFT
HORE, BERLEBSOEEER, AXFLrIEEORELRADKE
A, A=A FAL O LDL-CE, ~—AY 4 0 LDL-C {if & i¢sim3z
EERFEEDR E Lic MMEM

(Fzat)
—EEAE (85 2BEFET) KREDLhEEFEESORRT
B, TR 46.4% (26/56 B1) . AF) 150 mg Q4W F 51.9%




(28/54 7). A<HK) 150 mg Q2W #f 47.2% (25/53 4) THY,
REBIILTOEEBY ThHoT,

—EERY (RS5 12 BEC) @D bhi-EEERR (etfEirsd
)
= AH 150 mg.  AFl 150 mg
ZZERBE "o Q2w Bt
Bl 56 54 i 53 i
v A A ERGERR S 16.1 (9) 14.8 (8) 15.1 {B)
MHEE 7% 0 (o) 5.6 (3) 0 (o
A 1.8 (1) 3.7 (2) 1.9 (1
=lakES 0 D 3.7 (2 0 (o)
i fm 0 (0 3.7 (2) 0 {Q
FE LA NI 1.8 (1) 0 (0} 7.6 (4)
BEm 0 (0 0_(0 3.8 (2
i 0 (0 0 (0) 3.8 (2
It 5.4 (3) 0 (0 S19 (D
FRTHHED E VY 5.4 (3) 0 (0 ()
BB B 22 3.6 (2) 0 (D) 0 (0)
ARAGE IR 3.6 (2) 0 (o) 0 (0
g 3.6 (2 0 (0 0 (0)
% {(FIE0

BERE LD HEBFETERW LM S h i AEERIT
77 AR 7.1% (4/56 i) . AFK 150 mg Q4W Ff 5.6% (3/54 i)
AF| 150 mg Q2W B 3.8% (2/53 ) k@b bhik, T05H, 2
FILL RSB U e R IE e < B EOBRRAAIMITFED bR d:
ol

FEEHY (5 1238406 64 B TO 52 HM) ICFE2THDE
Fie7Vars=7REEanhi, COMBERDLAEEES
COWTTEHERMOS L oRFFSE, 77 REE 66.7% |

(36/54 )  AFl 150 mg Q4W ¥ 68.5% (37/54 41} , A& 150 mg Q2W




B 72.0% (36/50 ) Thh, FRBHIPILUTOLEEY Thole,

FERM 5 12850 64 BET) KBH LI EERAEEL (LT
R BREEE)

_HERIC BT 2855 2

ZF7 150

_QuW B Q2w B
Filk 54 15l 54 5l 50 fi
DA AN R 206 (16) 37.0 (20) 36.0 (18)
LRGN 0 {0 9.3 (5) 6.0 (3)
e 1.9 (1) 7.4 (4 4.0 (2)
e 5.6 (3) 5.6 {3) 2.0 (1
MHIE % 3.7 (2) 5.6 (8) 0 (o
dEfEl 7.4 (4 3.7 (2) 10.0 (5)
ik 1.9 (1) 3.7 (23 8.0 {3)
HEGRIA 1.9 (1 3.7 (2) 2.0 (1)
i CK #lin 3.7 (23 8.7 (2) 0@
AR DRy AR 1.9 (1 3.7 (2 0 (o
ELAET 1.9 (1) 3.7 (0 0 (0
FeikiEiR 0 (o) 3.7 (2 0 (0)
KR —7 0 (D) 3.7 (2) 0 ()
A 7T 1.9 (1) 1.9 (1) 8.0 (4)
{B5 ()] L9 (1) 8.0 (4)
LE % 0 (o) L9 (1) 6.0 (3)
I8 3.7 (2) 1.9 (1) 4.0 (2)
IEiRYER S5 o (o 1.9 1) 4.0 (2
AHRAE 3.7 (2) 1.9 (1) 4,0 (2)
Tl o (0 1.9 (1) 4.0 (2)
&R 0 () 1.9 (1 4,0 (2)
23008 3.7 (9) 1.9 (1) 0 (o)
i 5.6 (3) D (0) 6.0 (3)
B5 3.7 (2) 0 (0 6.0 (3)
Bx 1.9 (1) 0 (0 6.0 (3)
i 0 (0) 0 (@ 6.0 (3)
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st 3.7 (2) 0 (0 2.0 (1
LIS T HE 3.7 (2) 0 0 (0
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iz mEELE, 77 EREE5.6% (3/54 Fil), AHK| 150 mg Q4W
5.6% (3/54 {5 ] 150 mg Q2W Bf 4.0% (2/50 ) D
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1.9% (1754 B} . AsH 150 mg Q4W £ 3.7% (2/54 #1) . AHK 150 mg
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O _BEFADBESICL Y RIF L OERABRETCHE I &,
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WARWER VAT o— VMEREICH LCERT S BNEE
Ths,
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EERDOGEME - T2HOBERDT-DITI, B SCEFICESWIDEIERERSRD
BIb, &5, HEORZFFOESICL Y, FUERERMLL ¥ ORBFLFTHRERE
FEEMBERINIP T, ZNOOEEGFEIINELRBRFICEREST D Z L PERED
BEL RS THY BEMEGEE & DA e 2016 R 28 45 6 A 2 B BIEEHE)
KBWTH, EFMEENSEOERORELIEEEZRZ 2 L ST 3,

PR ASFEERRS T, EEEARCREE T o 7 7 A VBEBFEOERES LA LN
BRpZLPBbs, 20D, FHERCREMECET 2ERB+2EHT 5 TOM,
UHREEMOBEZHEZT A LBYFEINIBHEICHLTTERTA L L biIZ, BIfE
FABFRE U B BRSNS E & 5 2 L S FRER—E O BF 2 W ERE TN
THZENEETHD,

L7ehio T, BAFA FZ 4 - Clk, EBERESLIAETRELRLTWDEZIERH -
B RMICESE | UTOEERORERER FHET 2880 b RERER, X
HRUCBBEEEERT,

B, BHA FTA ik, MITBEAERRERSRASEME. —BREREBEARE
BEARES, —REFEAARBREES. —REEEBEA D ABRELZS, —igk
EEARET 7 = LI AR R U—REREA R AREFZESOBHIOb LK Lz,

HELRIEER : TN PETHE IS mg Ly, 77Ny FETHE 150 mg ~2>
(—fx& : TUnrs<7 (BxFHEEz))
BREXIITER  FEMESFE I VAT o —AIE, &2 VAT 2—/UiSE

HELRBEER : 7TV METEBmg U VP, o902 T 150me &
VoY (—f4 70 usvT GREFHHET))
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R IIHE  FEERE I VAT o —VIIE, Ea L AT e—AIE
R L, GIEA R POFIY 227 BE L. HMG-CoA 3@ ITEE M
HH TR S RIBEICRS, :
BERVRE : BE. RACRT YV rs <7 (BETHEZ) L LT 75mg % 28I
1B THR ST 2, DREARTHRBEITIT I HE 150mg IZEETE S,

BIMEARGEREE - ¥ T 4 BREEt




2. AF O, ERET

BIRE (LR AR (i, DFEELRLE L0ER, BEE - NEGF25he L
MILERE) 1T, M TCOERFBTCOERTH S ", BIRE(ILORE - ERIZEHRMAE
BRRFOERVICL-THERIENAIEDMONTEY, ZOTEREREFE L
TRAIVATFo—VIERH S, £z, ZOWEEENL, BREEY REH2 VAT
o —b (LDL-C) fE#ET 3|2 &.LMEA R MY RAZPETT 22 EPHALMIE
S>TEY, BavATa—VIEIZBWT, 2 LATa—LOHThL, LDL-CE2EFH
THZENRRDEETHD L &, FREEEEOTHEAN L LFBERL LT
BHEhTWD 3,

AARBIRE(LFES (JAS) @ TBREMMEERE TN A FZ 42 2012 iK1 2 (JAS
HA FIA v 2012) IZBWT, BEOBIRELEREFICESNTER L mihiRE
BIZ L DT OW Y A7 TS U T LDL-C [HOERBZERREIN TS, BEFO
EERE, RERIERCEDBREERRBZITTHWAICHEDL LY LDL-C EOEEA
BEEZR L TWRVWEERB Y | B (ERERORETHOBER CRREERIRET
H3,

ORI BREFRRRIZES, BEEOHET LDLC EXREEBAEEICELTVARNE
FEEE o LR o— Vil (FH) RUEEEEES= VAT o —/LifE (honFH) BE%
XEIZ, HMG-CoA BIEERMER (R¥F) LHATREFIL LTI MR
THE (—#& :7TIes<7 (EETHEEZ), BT FA) 20 ),) ORI Thh
Teo EDIZ, ZDH., AFF AT HEFMEINMENFEOHRBANDL R ¥ F T L BIRE
PE S RVEBEERRIC, FEORRERITONI,

AR, o BABEEBRY ST v 30 98 (PCSK9) WHtt A BRET
Mz 5t MGl £/ 7 o —FAHHETH Y, PCSK9 » EHEHET 3 HBERH
FO¥EFTH S,

i §% LDL-C D iFHila~DBUAAIZ L, FFHEERE O LDL %A (LDL-R) BHET
%%, PCSK9 &#5& L T2 LDL-R ikt LDL-C OfFHilE~0EAAE, ITHifask
EIZY A 7 vEN B, PCSK9 2 LDLR 24475 &, LDL, LDL-R &1 PCSK9 I
HIZFFBRIEE D IATNB. VYV —AREESNTOMREND =D BRE LT,
JF#ifERE @ LDL-R O #5| &8 Z L, Mgy LDL-C B EF5 3,

FHNIEVETNET PCSK9 & RMICESRFE L ¢, BB MK+ o PCSK9 DIl
FHE LD LDLR ~DEAZHET S, LT, LDLR OFEREL U 44 7 %R
ETDZ LI Lo THMEE#RE Lo LDLR 285 L, &R+ LDL-C E% X
TEED, LEDESIZ, 7V ur<7, MlNT VAT a— L OAEEHETS -
LIZL Y fFifaRm O LDLR #MX TR R 2 F - L B2 ERBFE T, FHE
HLEDOIDLR ZMEEE 2 LIk > TS LDL-CEZET S5,



3. BRERRRAE
B AR 5 A R BH I Tl & 1T o o E R B R AREBR O R 2 7~ T,

(1) EpPIEmEzRR (EFC13672 3RER)

[RERDIEE]

REF BB L 2 TY LDL-C B2 JAS A KT 4 2 2012 OFHEEE L CET

LARWEREMER 2 VAT o —VIE~T o #EAR (HeFH) BERCWLMLE A <2 b D

FEE Y 27 BEY non-FH B#F &350, AFID LDL-C KT EH ZBRIET 2 7DD IEE
AL _EERT T R R TRN R EN 31 R TER S hi,

AFEMLLERBZF L (FFRARBF, VR REF Y TUNRREZF T R

AFF, CERREFFY aANAZTF V) 2ZELLARETRAKEShTHSE

FirHt L, AFFLoOREERFRLAEEE, AH 7Smg & 2EiC 1 B (55 8 A

TIAS HA KT A2 2012 DEFBRBEMEIBEL TWRWEE, 12 P 150 mg ~

HE), s2 BME TS L, FEFMER . H51% 24 MR E TO LDL-C{EDA
—AS A InbOEERE L,

WL ApZBEE, 2050 D HeFH XU non-FH BF T, A7 UV —=VJBHILAT

DOEHEERH[E-T L LN,

(=72 RIRFLHE)

- HeFH B% (WL, BETEFFAUIIAS H4 KT 2 2012 123 < TRRZIHEE

RV, BERRRWELEICES LRV ANEREBMLEMIZ LY HeFH 2R < EEbh b
BAE, R )= VHRICREFRITEITI 2L L Sni,)
DS, REEPOE, BhiTHEN (RN EBIREENT. BBk A <247
&) B IIEEN A REIC X Y RH S BRI EE R EEIRE B OB
% %F 45 non-FH BFE _

« JAS HA KT A4 2012 O—RTE5A 7TV —Mic B ENRER (ElrERHzET

OO EMEIMEESE A R <) . RIFEIRE AR, PEIRSS, (B OBEEIIERRET
((1) NIPPON DATAS0 =L 3 10 EDEERKREIC & DI RSN 2.0%LL L,

' (2) NIPPON DATAS0 iz &5 10 FEH OEBIIRIRAIC & DETHED 0.5%LL k2%
R T, ROKEHED S B 1 DU EERWT, OEREEY RS 7 a2 T7e—
N (HDL-C) M%E (i HDL-C 40 mg/dL Kif) . @EFEFEHIRERFIKE (B
1 FESEEE . Ao 55 B 0 BN 65 im0 & i), QitiiseRE (R I
S 126 mg/dL 3Ri5.75 2T AEEATRT 2 FERIMEAS 140 mg/dL £k, 200 mg/dL )
#4& %% non-FH BFE

- ¥ LDL-C f£4% 100 mg/dL 84k (HeFH B XILEENARE B OBE 2 H 95 non-FI
EE) IXME LDL-C {45 120 mg/dL Ll D BE (JAS HA FZ A 22012 D—K
T AT 2V — I3 & 7z non-FH 83)
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m¥E R Y 7Y FAS 400 mg/dL LA F D BE
(521
AR TEZLEOEERMBTHBERIL. 75 AR 72 5, FFIFE 143 flOF 215
BlTholc, £D DL, HeFH BFIL 41 ] (19.1%. 77 ERE 14§, AFBE 27 H)
Thot,

(BEhE)
TEFMER THS, BE 24 BESETOLDL-CE (BHE) OR—RF M hb
DOELEIL, TROLBVLTHY, FRHITFFS R L L LTESIZ LDL-C E%#{ET
SHBIEBRENS, '

%5 24 @B X TO LDL-C O~ X T A4 Vi bLOE{EHE -'(n"r)

75 R AFIRE

A= AT A (mg/dL) )

A=Y 72 143

TR 141.6£26.7 141.1£26.8
24 BEF A DM (mg/dL)

K 70 138

TR EATE R R 2 144.0+31.3 52.8+25.0
24 W OZELE (mg/dL)

FlEk 70 138

RS 2.2+18.1 —88.3125.3
24 WS OZELTR (%)

e .70 138

Rrdea VeS| 1.9+14.1 —62.9x15.4

TR/ R AR 1.6+1.8 —62.5+1.3
T EREDE

b N s ) - —64.1

[95%4CT] [—68.5, —59.8]
p fil p<0.0001

a: BB, NS (50 4 0, 8RR, 12 0E, 16005, 24 WIE) , BETE L 1A%
H{EM. HeFH £HOFE, HeFH EROHE L O EEREZEEMEL L, ~—
RS LD LDLC fi, *—R54 0 LDL-C LSO EERZILERL L
MMRM (FE4rifalid i s -

i, BE 24 ﬁﬁ#ﬁ'@o)«\“-—z ZA b O LDL-CEQZEIZHWT, BB ED
JAS HA R4 2012 0AF Y —CEBHHL L TR LI-BRIEBWTY, &5
U —ROAF O LDL-C EE FTRIZIT—BMNEBD bl



JAS HA4 ¥F 422012 DAFT FY—RID_R—ATF A b
BE5% 24 HEETO LDL-C B4R a1

HBRERO 7 il ]
HeFH #B% BEnd S Ay —1
non-FH B3 @ non-FH ¥
I3 27 14 102
R—R S LD (mg/dl) 2 150.9+40.0 120.7:+20.4 141.3+21.4
A EEEOEEE (mgdl) b 8277 —80.9:+8.9 —93.8+3.8
24 PR OEER (%) b —548+5.0 — 634162 —67.1%2.7

a : EHME AR

b B/ TR ERERE

e B ERE BEA, BREHLIESOSETIER, JIASHA FS5A 2012077 T —, JASHA FF
A W02 0HFTEN—LEEEOZEEMN, E5FEMAOZEER, BE#HL JASHA KT
A W2 OHFI) —LIEEOREERZBEDREEL L, ~—RXT7A4OLDL-Cfi, ~—3R
5 A w0 LDL-C {f & Ff R OZEERA IR & L MMRM

(Zz2iE)
BE 5 BAESE TOREEESIT. 7T ERE 83.3%(60/72 #1) . AFIEE 00.9% (130/143
#) mRbLE, WTRBORTI%U EICEBD LR ERERIITEOEBYTH

27,

WP OBET %Y EZED AR EFRS (2T RER)

75 A AT
&) $ 72 143
SR S 26 (36.1) 65 (45.5)
E§alt 4 (5.6) 18 (12.6)
FEREM LS 3 (4.2) 18 (12.6)
BERIR 4 (5.6) 12 (84)
$in{H) 5 (6.9) 11 (7.7}
ThlfE 5 {6.9) 9 (6.3)
WHHFIZE 4 (5.6) 9 (6.3)
B 1 (14) 9 (6.3)
45 3 (42) 8 (5.6)
MR 2% 1 (14) 7 (4.9)
2 BOREIR 1 (14) 7 (4.9)
by o (0) 6 (4.2)
BIE% 3 (42) 5 (3.5)
it 2 (2.8) 5 (3.5)
mEE 2 (2.8) 5 (3.5)
T 1 (1.4) 5 (3.5
BEIMEDEIN 0 (0 5 (3.5
EHHFHIE 0 {(0) 5 (3.5)
L CK 50 0 {0 5 (3.5)
Tagiss 6 (8.3) 4 (2.8)
LREERIN 4 {5.6) 4 (2.8)
Az 3 42 2 (1.4)
A PR 6 (8.3) 1 (0.7
T LA 5 (6.9) 1 (.7
R e S 4 (5.6) 1 (0.7
R A 3 (42) 1 (0.7
% (%)



5 52 MR E CORBEORRBEATE TR RVWEEESIL, 77 £ R 11.1%

(8/72 ), AFIFE 20.3% (297143 F) IZFRD LNz, WTMLOHET IR EIZED L
N-BBEOERBERPEE TERVHAEFRITESBEIS (77 B4 4.2% 3/72
fl) . AT 12.6% (18143 f5)) ThoT-,

(2) ENEMIEAE (EFC14305 FBR)

[REROWE] |

AEF UUNDIEEETREXIIERER ¥ F U8k (T MUVAAZFY Smg) i
&Y LDL-C {E2S JAS HA F5 A4 2012 OFBEBEMETET L2 HeFH BF R T
LDMEARY POREY R HPE non-FH BE 23, BN 30 ERRICBW T, &H)
@ LDL-C & TEAZ LT 5 O OEER I ZHEE MR T 7 & A R THE i
ERE S iz,

ABEIEAL—EDR ZF A LINDIFEIERTHRE (7477 — FREA, =¥FI7 U
BEHE) Xi37 MR EF 2 S mg THEZZITTWBBRFIR L, BEEHEL
7eEkE, AH 150mg & 4 1 [E (Q4W), AF| 150mg % 28I 1 [{ (Q2w) XX~
TeRE L2BEETRS L, REAUKESTORZICHERT A 150 mg Q4W

(FEFERBYISEFIRTIAS VA FT4 2 2012 OFHBEEICEEL TWARWES, 12
HERERIT 150mg Q2W ~8 &) % 52 BEE TS U, FEFFMEE &, #5% 121
BESLE TO LDL-CED—R T A inbOE(LRE L,

RR LD BEFEOBERIZY = - Tik, 20 5L EO HeFH X non-FH BE T, 27V

—= TR T OEHEER T 2 L BE&EE Ehis,
(=72 RN I HE)

+ HeFH A% (B, BEFHRITUIIAS 4 54 22012 I35 < Bk it
RV, BRKBEEEICES L2V RRREENIZ LY HeFH 23 < Ebh b
BEL. A7 V= FHEICBETHRITZITI 2 & & ahiz,)

< OLREEE, AEERLE. HEOfTEEN (REAOTENIREZENT. EER A {AH
5. BENXIEEENLBREC L VB AN BENCEER TEIRESROR
¥ %74 %5 non-FH BHF .

© JAS HA FTA2 2012 O—KFBHAT Y — Iz B SNIRE (R iEkasH

(OFHERREEE R O — B MR E R IR < ) . 4 BN BRI, BERSS. 1BME

) OB GIEREE ((1) NIPPON DATAR0 12 X % 10 £ OEENRERIC L 5
RN 2.0%LA E, (2) NIPPON DATAS0 iZ 1 5 10 EH0OERIRERIZ L AT
WERH 0.5%LL [ 2%FKRMTH - T, ROEKED HH 1 oL EEFH T, O HDL-C
mfE (M5 HDL-C40 mg/dL &%) . @R REBEREBRIERE (F 1 BFEE T
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BHo T, SSEAMOBMEN 65 AR OLM) . @MEERREY (CIERMIE 126
mg/dL S&FE. 75 75 AEEAT 2 BERMEAS 140~199 mg/dL)) %95 non-FH B
. 1% LDL-C {45 100 mg/dL $A_k (HeFH A XL EEIREROBEE % &5 non-FH
B LMEE LDL-C £ 120 mg/dL LA EDHEE (JAS HA KT A 1 2012 D—K
TRhT 2V —IHZ43%E & 3172 non-FH B3
- mFE MYV EY K400 mg/dL LT OBEF
v ARFUERERER LS RWIIMERAERZF Uor OB RTE RV ERA L DU
TORTE 12U EFTHEE
- RFFULOBEREZONDEMEM (GBEUE. ALT, AST. yGT. ALP X
/X LDH {0 ER.. RFF UL > THER ShIIFH#EEREE, CK EORY,
EHHEEOIERSE) REOBEE
- CYP3A4 HEH (GEMEsE, 7 — A RREEE I Anw A )
Xix7 4 77— FREREERS
- IFSEREIIFMEREY (BT, el ShtmolfEA, holR
Rz B U A E OB £ R <)
- EBHGREEE IBEERE UESEAL TV S EHEEREEOREEE L)
- FRIBMERRIETIE
- THEERERE. XITZTRERr S M (ZERERFILEEEAS 110~125 mg/dL)
- HERFENEEE
- BMI # 18.5 kg/m? K O ElhE
- EREEFEESEAW, RZFUREMRASE LS RWITEBREXRZF o
LIEETERVWEA L LTHRRRTEN SHEESEZEMICEN L=
&

[#R]

AR O RSO EE R RHSEMT, 77 BREE 56 6. 4K 150 mg Q4W #
54 f5l, AHK) 150 mg Q2W Bf 53 BlEt 163 Bl Thol=, £D 5%, HeFH BE I 38 f

(233%. 75EREE 14 5, AHF 150 mg Q4W £ 11 #, FA| 150mg QW £ 13 ffl) T
Bbotr, ENALESTOREETEREL., BAEXZ T2 56 ] 344%). AFF
VSN OISEETEEN 79 # (48.5%) (mEF 7 32 #l (19.6%), 7 47 F— bRIE
#1147 1 (28.8%)]1, REFEDLZD 28 #l (172%) Thol,

(FZht)
FEIMIEE TH S, B5 12 BESETOLDL-CH (i) OR—XI4 hb
DEvEE. TEDLBYTHY ., FFR7 7R LB L TCHEIZ LDL-C EZET
SRBRLEMWRRENT,



#E 12 B AT TO LDL-CEDS—A 54 )b OELE (ITT)

ISERE - AR 150mg QAW B EH 150 mg Q2W EE
AR—25 4l (mg/dL) : ‘
= 56 54 53
SRS E R 26 149.4:£32.6 154,2+59.5 149.2 #31.1
12 @O (mg/dl)
= 55 53 51
EAATHE R 2= 141.5236.6 91.3+64.1 46.6+25.8
12 WA OEE (mg/dL)
EIE 55 53 51
I AT R 25 -7.0423.4 -63.6%30.9 -103.6+23.0
12 580 S oEskE (%)
Ik 55 53 51
TR 2= -4.3+15.6 -43.2+20.6 -70.0£13.3
T Rl iR R e -4.3+3.2 -43.842.2 -70.1£2.3
FITERLDFE
B/ R - -39.5 -65.8
[97.5%CI] [-46.5,-32.4] [-72.9,-58.7]
p & p<0.0001 p<0.0001

a: SR, BRA (R5% 4308, 8EEE, 10 WEE, 1288, AFTFUBEEOHE, BEHLEEOSE
e, A ¥ F - BREOFELBEORREER, ~—XF A 0O LDL-C{H, <—A T O LDL-C
i & B ROZEEIEA 2 BEDE L L7 MMRM

(&)
TEERY (%5 128ET) TR ONEEEELRORRISL. TR 464%
(26/56 ) . A% 150 mg Q4W B 51.9% (28/54 ). ZF| 150 mg QAW B£ 47.2% (25/53 .
#) ThHYH., ERFRIILTOLEY Tholr, ,
CEERH (5 128%T) CEDLhEIRERER (Lot SEar)

7R #AF| 150 mg Q4W #E AF# 150 mg Q2w HE
ks 56 f3l 54 fA 53 7
7 AN A 161 (9) 14.8 (8) 151 (8)
MHEEZ 0 (0) 5.6 (3) 0 {0
iy 1.8 {1) . 3.7 (2) 1.9 (1)
S]] .0 (0) 3.7 (2) 0 ()
g 0 (0) 3.7 (2) 0 (0)
FEL D R 1.8 (1) (1)) 7.5 (4)
(EacAr] 0 (0 0 (0 3.8 (2)
i ' 0 (0) 0 (0 3.8 (2
A 54 (3) 0 (0 1.9 {1
RS 54 (3) 0 (0) 0 {0)
R 7 e i e 36 (2) (1)) 0 (0
R il 3.6 {2) (V)] 0 (0)
i 3.6 (2) 0 (0) ()

% (H1%)

FRELORRBEPFETE RV LN SN EFEERII, 77 B RH 7.1% (4/56
Bl) . <Al 150 mg QAW B 5.6% (3/54 #1) . 4<# 150 mg Q2W #f 3.8% (2/53 B) IZ@B®
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b, Z®3 5, 2 FILLEICRE LFRIER < FEOBKMERITRED b
Ry

FEERH G5 128210 64 BWETO S2HMA) WIELTOBRFREZT Ve s w7 R
SEnf, ZTOMEICED ONEHEEERIIOWT_HeRPIOBE T L OoRBEAE, 7
SR 66.7% (36/54 5l) . AH| 150 mg Q4W Ff 68.5% (37/54 ). AF 150 mg Q2W B
72.0% (36/50 ) THY, TRFHKIILTDLBY Thoi.

FERH (B5 12EME 4RET) EBDbhEERFEFRS (RLMRITHRER)

—EERUCBITAEREa
ST Al 15(%i mg Q4W #Fl 15;1 mg Q2W

Ik 54 ) 54 {5 50 {5
by R = A 29.6 (16) 37.0 (20) 36.0 (18)
e o (0 9.3 (9 6.0 (3)
i1 1.9 (1) 74 (4) 40 (2) -
SEIK 3.6 (3) 5.6 (3) 2.0 (1)
MEER e ‘ 3.7 (2) 5.6 (3) 0 {(0)
s 74 (4) 3.7 (@ 10.0 {5)
5 B9 1.9 (1) 3.7 () 60 (3)
IR 1.9 (1) 3.7 (2) C2.0 (1)
1 CK 8300 37 () 3.7 (2) 0 {0)
FESHANL R IS 1.9 (1) 3.7 (2) 0 O
Ji=titidia 1.9 (1) 3.7 () 0 {0)
MR 0 (0) 3.7 (2) (IE()]
KR Y —F 0 (0) 3.7 (2) 0
A7z P 1.9 (1) 1.9 (1) 8.0 (4)
{HR o (0) 1.9 (1) 2.0 (4)
NEz 0 1.9 (1) 6.0 (3)
195 3.7 (2) 1.9 (1) 4.0 (2)
it B o (0) 1.9 (1) 4.0 (2)
FNRAE 3.7 {2) 1.9 (1) 40 (2)
T o (0 19 4.0 (2)
e ) 0 (0) 1.9 (1) 4.0 (2)
N2k ' 37 (2) 1.9 (1) 0 {0
Wi 5.6 (3) 0 {0 60 (1)
iE 3.7 (2) 0 {0 6.0 (3)
Hat 1.9 {1} 0 (0 6.0 (3)
% 0 (0} 0 (0) 6.0 (3)
E1W 30 1.9 {1} 0 (O 4.0 (2)
R Rk 0 (0) 0 {0 40 (2)
N 3.7 (2) 0 {0) 2,0 (1)
LA 3.7 (2) 0 {0) o (0)

% (H130)
a: SRS TORTAH 150mg QAW ZiE GEEHM 12 BREAK, AH 150 mg QW ~HET])

FERBNCBIT ZRBREL ORRBESTECE AN LMW SN EFERIT. 77
AP 5.6% (3/54 #) . AFH 150 mg QAW BE 5.6% (3754 ) . A 150 mg Q2W F¥ 4.0%
(/50 fi) DARFITED ORIz, VWTHHOBET 2 Ll LIZEED b7 IFBREE DR RE

I1 .



BHREETERWEEERIY, EHERARE (F7 2R 1.9% (1/54 F) . A5 150mg
QAW B¥3.7% (2/54 f) . A 150 mg Q2W F£ 0% (0/50 1)) Th-o7=,
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4. WEFRIZDWT

AFI AT & 72 5 BEOBIRR A OG220 2R, BOTbhsZ &

RRDOND, Ele, AFPEG & 2DBEOE I, REQERPLEL 2D THEE
HEREWE D, REEAORRICH Iz T, EEREEA~DT 7 & 2 ORIEEIIRERS
hDUNERHD,

1) BEOBEBIZSHE-T
@ HFic->W\WT

FHEDERIZ DT> TO+3REHEE L. BRELERBOEHEN ) 2 7 Fil%
7oL EbIE, VAZEATE LTORERFIE. BRKF. BILEE., BEBERRER
EOFER TSI L. SIRE{CERBORETE - RROT-DOBRELHELE L
T3, —EDRED EV 28T 2EMBFTRTIHRTHDIZ L,

GE1)  ERIIGRE. 6 U EOEHRTHEEE AT 22 k. £k, 6403 b IFEL LITER

BB IR LN ¥ B B IRAHE S 2 T2 2 b

ERE LR R OEEN Y R 7 EHBO— o DEREL LTIAS A K42 20120
NEZAS L, BIIRE(LERBONS VA7 2B L, EORBEEITIZ BT
& BEMBEFTBT AR THDIZ L,
FH ~ORERAZ2WTH, YZEBOBRE ORERBR L +2IcH 3 3 EMAHTE T
AR THDH &,
BV R 7 EFEREHM (RMP) OHC, &K OBLERIEHE DR 2 & FEhit 25
T A DORERGEMAESENRETLN TN A Z D, YERAE L EICERE T
EREHETHBZ &,

© IEROEEREEEROKHICOVT

RMP DZ-EMRFEHICER SN aWER IS LT, YRR OLn BEREHEO
HERMELHTAEN L EE L, BERAORE-CHRICE L TIEE R USHR BT,
EHHIETRMENRTE ZEFIBE-TNDEZ &,

BRGSO - BEMESOEENFEROEELITI Z L RUBHERTEH
EHEHRRA UIEAITET AR & MEEFEEEPHILIT O 2 LEOEREME
HWEHE, HHOERPESTNEI L,
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2) BEORRICHIE-T
(1) EORBICHIz-T) RIS EBFE2BETHERTHAIZ L, I1) ©
BT LA LA LR TE, UTOESERMETHEHRTHD I &,

@ EFIToONT

o B2 LRATo—UIEREOBRERN S H I EMRTIBTS 2 &

o KHIOBRHEL EHHICIT o 70 T, BEREORIFIT OV T OHE R ENT
D ENTELEMPFTET AR THDZ L,

@ BEROERLEHETEOKHIIZOWT

*  RMP OZREMHERFTERICEHSNICBHERIIX LT, Yk LT ERER
OFMMEEE T R & EEE L, BI/EA OBETORGIZE L TEERUE LT,
W2 EHRTE DEMBB->TVE L, -

« BERAEENLOFDMN - KEBFOREMFROTHZITO ZL RUARRTH
EHERFEE L HAICHE RS & REEFELERNIIT I Z L EOEER
HHREH, EROKRBE-THND I L,

14



5. #ExRLRBHEBE

[BEFZERIZo\T]

FFNL, DIEA SN2 FORBEY A7 BEL, (1) A FUOEXHAR ®? -
HFRA L TWB X (2) A F U L DTRFERETITIZRW.JAS HA F7 4 222012
OIFEEEIEE KEOSE23R) KFFEL THWARWVWE 2 VAT o —/LfERFIC
HUTHBTAZ EBBEETHS,

FHOFE R GREIT, EE UTEEEHAEEIZELTWeY FH 8E ., ZEBlk
KEOFEAEOHDBENBEIND, LRITEY LA2VDRE A< FORHY X728
B EZLBRD nonTH BFIZRTAERIChI->TL, RFFLOT FET TR
REREA MR B TA MO ) Ay 77 7 F—OFEOREEZEEIZFTMT D Z &,

(#2) BRI, HECLIEHEAREAD Y A7 SHETR (EH, FRERES REEHE

L. EMsZOBIICE > TIBLEET 5 2 L ATREDTH D L L NREx T,

AHOBEDOBEFZDHETIZHI--> T, TOBEGERERTIMNERH D,

1) non-FH BFH Tk, LIMEA LY FOREBEI R 7BEENZ &, VAZFBIZHZ-T
2. LUTFO)RZ7ETF# 1M BT A R BERET S,

O T8RS (ZERECHT 2 BB AATE &) OBREE
@ FEFIEREE OB

® HERE

@ BRI

® KEBIRER .

2) R E @2 o2y F o k—EHM FHBE, LROONIOIEETLBED
HERIC2VWTIE, Y EMSEE L2 B & Pl 2 #, Ehistoi
FEOHERICHOVWTIE, BRI LT3 »ALLE) 85 LTH, FREETH HIEEICEE
LTWREWI &, Eh, FFEEREMMCE, AXFEmAT, = E¥FITEHRAT
AZELEETDHIL,

3) RZF UL AEBESEELVERZITOVWTE, UToWnWThhicgd+sz e,
BB, BEDRAZF L OEROZRPRERGEIIHEDA Y F L OBRIZDIE
W APSITIE, BORFF L OBREFEES FFICRETSZ &,

O BHEROEFSIIVRIF L OERBE#TCHL Z L,
@ AFFUOERABEREINTVDEIE,

4) B L RFu— VIERROEARTH 5 ETRE, EEFE, SER OBk
W{EMRBOY X2 77 7 #— (HERFE. BILEE) OBREE&D-AREIEES
+HIAThh T3 Z &,

KRB, BRI ED 2 5 F B LTV 310 bhdb b FINEE AR B R
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I VLRTFu—/VIERE T, FHA2 RS ZENEETHH I, FH BEOBHERE
BE+HICETHEMERRTIZEBRFETDZE,

(%) BHRERIZLDECORER Y A7 IESIFEEEEEME JASHA KT
A2 2012 L)
1) HoFH #&# ®3 . LDL-C 100 mg/dL A X ITIBFERiMH D 50%40 &9
2) HeFH H3# @9 : LDL-C 100 mg/dL A XITIAFRTED 50%A5H
3) TBEIREROEEREDSH S non-FH B3 : LDL-C 100 mg/dL FiF
4) —RFBHOBEBIREEH I A7 04T I) —IUCEHY T8 (BERAE. 8
HEEIEA. R LEHERNEZE, REEBREEOWT A OBENR S 5B, X,
MR, ., BAEWEOFE, IWEHLERCLE = VAT o — W EEicES
HEWHEBET Ot U A7 i v — F o 10 FHOEESIREBOFETE
2%LL BICHSTABE (JAS A K5 A 12012, pld RUpl6 &)
: LDL-C 120 mg/dL 3Kl
(7% 3) HoFH A OBMFILE : ML= L AT o — R 600 mgidL B E, NEEIHLAD LR
LU EHE L GIRE{CER R, WEAREMNR = v R F o —pilE~T oS L OR S
EHTBI LS LBEBEI AT, 75, LDL RBHIEIC D 5 85T O E TR
H 5\ ik LDL B HATFHEORFEIC L W EERE A HETH 5,
(B 4) JAS FA FZA 1 2012 TiX HoFH BHOIRHEHE EEOREERRVS, BRELT
HeFH BFEOIEEF I A AL HET B,
(#£5) HeFH B (15RLLE) OBUWENE: LT IEANL 2 MARY TR EZEE BT
B, FH BVWOBICIEETREIC L 3BEET I I LARE LY, XL, SR
AT — N ALEEE .
@ B LDL-CMfE (RiEFREFOMIE LDL-C i/ 180 mg/dL B L)
@ BHEIE (Y, B Bl oRBaEH S WET S L ARIPE #EEREc LD omm
PLLECRMET )] HDVIRERRTNREE (RIEECmTEERy)
@ FHHBVEERETUIRES (B 55 Bk, KMk 65 M) OREE @ MELA
oD i 1)
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6. BEZELTEETREHE
O BHEFBRIZOWT

HoFH & ? BFIZBIT 2 AROFEDERUCEEEIIRFT STV, LA LR
B AFIOEREED G, RN HoFH L2l S hizB# CH-oTh LDL-R DF
EMNTREENDBHE TR, FHOFIESYFTEREE2LND, ZEL, —8
@ HoFH B3 (il 2 ITHRE=2/IER LDL-R) T, BB IR OA %3
sk, TS PIEEEEZ EHRNICHE L, A& LDL-C OETIERBR
HENBENEETIE, BREFEETEPIETRETHS,

AR DR x LIRBEDEEEDH 2 BF IOV TIHARIORERERTH LT
B, |ELRNZ L,

HEDITREEERF I DWW TIRERBRRE 2V LB RS T L,
AFHEF LB OMEA Ly R RS QEBDRICESOWTIRERTHARY, 3
B, BETLLTWAERAROCERZEET 2 LERL S,

BT ER BRIED A ) R 7 BEORIEOFM & #Hik, HEFESORFKRD
HARTALBBRBTBH L,

® BEFHEITOWT

ABF L DOBFEREERVEEERE, RF¥F LAY L,

LDL 7 7 = L— 3 REERITFOREIZBNTH, AFOFSERNFTE S,
IDL 77 = L— 3R AT AL, LDL 7 7 = b— ¥ AfHETHRICAR &85
5452,

AN 2, SLEIRFEEE SR T 2 ERSEIC S X ARF O RHE R VB IEME A
O DI NERERE I EREL THEERTR I L.

A# D RMP ZRFE L, TLERFEREERTLIZ L,

B O SIC oW T, BERFEARICEM 21T - 72 FIRRR TR R HER Sh
TW5, BEHESRESOREEEFN ET2LEZ2 605, BEREEEETSHIC
blcoTid, EROZUHELEBEICRN L, BEICX L TEDREE, WRETE
WEATDHI L,

AR OBEIZL Y LDL-C BXIBIE T3 2 FREMA H D, LDL-C Oim7R {K{EHS
EMMEET 32 &8, EEALEERET2A 32 B A%, BRI
COBREBYE 2 AMTHARTIRVWED, BRELTHETSZ L,

BEIE)
1) EEHEE « TRk 27 Q015 A D BERF
2) AABRELSES  BIREMERE TN A F T4 2 2012 4£jf
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