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=Y D,

BTG - RHL

B, YBEZDOWTN TR 2 RITTIRANFTRE Th 5,

PBRFEGFEAMFTITE L 4 A8 CGE IR, FIMEERER, FRERR, EHRBR) B T=EF7
10mg # 1 A 1 [ERE LeBEOT =2 20 L, SRtk BREEGLKOY BEIRARI T L%, LDL-C
BACRITKRET D IR O BITR® ST E-f A% RAEE RO S%RAEE CIXRIEARBRITIZE
F%Th o7,

4. AERUVAEICEHAET 2 IE
BRE I TV



V. BRICEd 5

i788%
IHFIT4E IDSEP] (FERRABRZEZER L TLVEL, BRARICET IRHBFEEF—T7OROM 2 E21—7
r—Lhb3AL,

(MERRRT— % /8w ir—
KRB GHER) —&

HB: | K% | B ik B
5 1 FRHH I Be 53R fEEE R S =R s R REBHLAE 30 5 HA[A]
(5B1%) AF) 10, 20, 40mg (n=6/%F)
7ZtHR (n=9)
% 1 FE B 53R fEEE R S =R s R 1 H 1EEERRS 14 B
(5B1%) A 20mg (n=9) . 77 AR (n=3)
BERRER (A (R ZENERE TR 30 Syl HA[H]
(BE) IXQ2 B AF—IN— (x2 [|])
A% 10mg (n=23)
FnE PR Bk R - FEE 1 H 1[EAA 10mg (n=24) 10 A#
(54%) F1HENLE9 B E TR 30 LI,
%10 AT ZeEm %S
RAE%EHAER
5 1 FREGIR SRR EARIMELISMCE R EZ T S 720 |1 B 1EARK 0.25, 1, 10mg (n=10/#) 7| 4 M
DN L 7R (n=10)
o5 T AERAER Ea L AT n— LIRS 1 H 1 BEAA 5mg (n=35) | 10mg (n=32) .| 12 #AfH

20mg (n=35) . 7' 7t&AR (n=36)

MEe- MR ERM T HHER

I L ZAF I REDEERR |m2 L 27 o — VIjERE 1 H 1 [FAA] 10mg (n=119) 12 58
15 1.5g.1 H 2= L Z2F 3 I 3g(n=116)

BB L AT a—VISEZLE D 1 H 1 [EAA 10mg (n=30) 12 #H

2 TN PRyF R

FE R BolL AT o— VIERE 1 B 1 BAH 10mg (n=179) 52 M
NRREDOEE A ZF o OPEH T

FIEG 2LV AT o — VIE|EES 2 L AT 21— VIERE|L B 1 EAA 10mg+ 2% F > (n=40) 12 &

KGR BR (~T e AR FH 2 51T0)

FEREA M FH P85l | R e84 (k0 FH B3 1 H 1 FEAHK 10mg+ A2 ZF> (n=6) 12 J[H

WS = e 53R FEsMEE 2 L AT v — VIERE |1 B 1 EAA 10mg (n=1624) #1124 5 H
NRREDOBE A ZF o OPEH T

WO TG RME FH 518 A6 % FH 245 18 1MH 12 [

B A&l 10mg+ A% F > 40mg (n=16)

AH) 10mg+ A X F > 80mg (n=17)
A X F > 80mg (n=17)

WS RTEAEWRMEY N AT REESERMEY AT e —)VilE|1 B 1[5 8 H
0 — )L HIE ) S AR B AFl 10mg (n=30) . 77 t&HR (0=7)
¥ . A& F > HMG-CoA & jrEEZE I =

(2) BRER*HE 2956
Fa L AT a—)VIE R 317 fl 2 xR =EF I 78 10mg [DSEP) % 1 H 1 A% 12 #H~52 i f#]
Beh Ul SRR BRI B T 2 EF RIS W T, BN iR ESEDRARO b, =BT I T
10mg DSEP) HM# 5H LDL =t L 27 v — V2L RIT-17.2%, =L AT a— /L2 E (312 #)
1$-18.1% TH YV, EEFMEICH LABRRIE TR 6Nz, R Z7UEY RELFE (312 #) 13-1.3% T
Hotn, HEHATEM (150mg/dL LA E) OfER] (107 #) 2425 & ) 7 U+EY RE(LFRIF-16.6%
L0 BARIE IS HiLm, HDL 2 L A7 o — L8 k3R (312 i) 13+5.2% CTh 0 . A& /28nH
RS, TIZ=¥F 2 78 10mg [DSEP) #5812 HDL =2 L A7 v — /L& fE (40mg/dL i) DAEH]
(22 B) TIX 16.5% DEEMAFRD Sz,



V. 1BRICEEd HEH

(3) BRPREEIEER
1) BEEGHER P
TEFER N B SO TSR ME LM & 72 B A2 A L2 WA B 27 fladgic, 77848 (n=9) b
L<iZ=¥F I 748 DSEP] (n=6) 10mg., 20mg™i% 40mg™% A% ICHERE D5 L T2eEE )
SEW B RE A Rt LT,
ZOFER, 40mg™FED 1 BHHER ., £ OMD 1 FITARBEMEDRFRD BT LIA, W OIS b ERR
P EEMEICREE RO RITERO b T . RRAFEZRL, Efh=EF I 7 GHasE) KO=¥
FITHEEEREEONTNICONT Y, BHHEEIZIE U Cha KOVAUC O EHBZRBD BV,
¥ : 20mg. 40mg [ IAGESNHE ( TV.2 RERUVAE] 0HESBH)
2) RIE®RSHER®
fEER RN T M ST @ IR MUE LM B B 230 B2 A LRV A B 12 611 (5 77 &R 3 i) & K41
TPF I 78 [DSEP| 20mg™% 1 H 1 [EIFIAERNC 14 A MER 05 L T2t & OSSRy #)fE %Hga
L7,
ZORER, IR B ZeMEICEE RO RITR O b B s M4 R L, mEHREIIR G- 3 A H
ECICEFRIBICET D 2 LR ST,
¥ 20mg 1IN HE ( TV.2. BERUVEZE) 0HEBMH)
(4) RFRIIERER
B PR IR A ER
FEE ME LIAMZ B B B 2 L7e W AR A B M 40 Bl &2kt 7 IR id=EF I 7§ [DSEP]
0.25mg, 1mg X% 10mg # 1 A 1 [EFIRERNIC 4 WS L, MIGHEEOZOH&LUSE R &2t %
et L7,
ZORER, BIR BRI E R 2P RITRD o To, AoEX, =8 F I 7§ [DSEP) 0.25~
10mg T LDL = L 27 v — /L ZER(13-9.6~-20.9% L FERIE FARO b, HHELETFTRORKE S
XA EAR B D RIR ST,
(5) HEEERYELER
1) BEALIETRAERGHR®
Ea L AT n—/VfERE 138 FlaxfRiz, 7R, =BT I 78 [DSEP] 5mg. 10mg X/ 20mg
1B 1 EAE%IC 12 WS L, EIEE O Zbo ARG R OV et & g L,
ZORER, BIK R BMEICHBE E 2 2T RITERO b v o tz, 7o, 7' AR, =€F I 78 [DSEP)
5mg, 10mg Xi% 20mg™® LDL = L A7 m—/ L Z{bE X, ZNZEh-2.3%, -14.9%, -18.1% & *~19.2%
ThHo, =¥F 78 [DSEP) 5~20mg*lI 7 7RIk L, WIFNOHETHLAERLDLa L A7 1
— IR TR &2 R LTz, U EDFERNS =¥ F 78 IDSEP] Ok - &% 1 H 1[[ 10mg] & &%
E L7z,
¥ 20mg IIAGRANVHE ( TV. 2. BERUVEE] 0HEEBM)
2) LLEkEER 9
B L AT o —/ )VIMERE 235 flat4 e LT, =¥ F I 78 10mg [DSEP) (1 B 1 [HA&%) it
MIE (2L AF I K 1.5g, 1 H 2 B4 RA) & “HERIATRRIILEIAC T 12 8HEE Lz 2 A,
HRERRHT 52 100 B2 W T LDL 2 L A7 12—/ LX 18.1%, L A7 11—/t 12.8%, MU 7 U+
U RiE 22%fK FL, HDL 2 L A7 2 —/UL 5.9% LH L, =¥ F I 7§ 10mg DSEP| OAHMENGR
bz, =¥F 78 [DSEP) ORIEARBERIL 18.6% (22/118 f4) TH v, xIHH3K 35.3% (41/116
Bil) THEMDED 95% 15X [MI1E-27.88%~-5.52% CTh > 7=,



V. BRICEd 5

3) REMHRER
REIGHER Y
malL AT o — VIIJERE 178 flz%t% L LT, =¥F I 78 10mg /DSEP] % 1 H 1 [B&#%IC
B G Uiz, 2IRBA+53703561%, 16 8 H LUEIZ HMG-CoA EcHRIMER O Z & L, Eﬁ;ﬁ&“
B AR NZEW ARG Lz, ZOfEE, =¥ F 2 78 10mg [DSEP) Bl 54& THEO LDL = L
AT BT 16.8%, B LATE—1T 18.0%, FUZ VUtV KX 0.6%KFL, HDL 2L AT a—
W 4.9% E5R LT, BEBAH% 4~52 O LDL = L 27 1 — L Z8{#(3-21.6%~-16.9% D #i[f |12
0, BEEWEOLEICHE IO ERHOBMSB TR bhvenrolz, 7o, =€F I 78 10mg FDSEPJ &
HMG-CoA & el F [ EA % OF 5 L7z 65 451 Tid, LDL = L A7 1 —/Li% 33.5%IK F L 7=, BI{ERA®
FEBLARIT 41.0% (73/178 f5]) T, BIEMENSEE TE RUWEFRR R AR ZE ORILRIT 16.3% (29/178
Bl) Thotz, HHHIBOER VRIS LA EER 1T/ <, HMG-CoA & Jrili%# FHLEH
EOFRT D 2 LI L BFEFLOBENELT S Z Lidenolz, =¥F 2 7 10mg [DSEP) 5T
1 BNCEEZ2AEA (H CPK #IN) 23R8 L7, 587 2670IU/L 76 3 H%IL 4051IU/L &72 0 |
ABENFR %17 > 72,
4) BE - RERIHER
i) HMG-CoA EnxEFRMEEFTIY FA—ILFERDEILRATA—/LMERFICH T HERKHER 10
HMG-CoAETtEEHMEANC L VIEET CLDLa L AT a0 — LB AEME KT L WA WE =
VAT v —/VIERE 39 il (~T m S MRS 2 L AT o — VIERE 29 BlEETe) 2T
F X 78 10mg [DSEP| % 12 #[#%45 L7-, HMG-CoA & iR EA % IkHRO LDL 22 L 27
m—/b (CEEfE) 1% 185mg/dL, oL 27 m—1 CEHME) (X 267Tmg/dL Th 7=, =F¥FI7
#E 10mg [DSEP) Z0ffH#5425 2 L1k v, HMG-CoA & iR EAZ IR L TV DIRREN S &
HIZLDL 2 L AT m—/Li3 23.0%, #=a L AT 1 —/LE 17.0%K T L7z,
i) REREAEREESI LA TO—/LIEBREICRT HERKRAER 1012
LDL 7 7 = L — Y 2 &JifTH T Y | 7> HMG-CoA &R ERZ IR L T\ D R TS IIESR
ErEm =2 VAT v — VIE R 6 Bl =¥ F I 78 10mg [DSEP] % 12 BN 5 L 7-f5 5. LDL
77 = b= ARfTHIO LDL 2 L AT 2 —/13 9.6%, 2L AT u—T9.1% KT L7,
F7o. WAMEARFER T H HMG-CoA Bt RMER L IR L TV DR EEASIREREES 2 L A7 R
—)VIMEBFIZ=EF I 78 10mg [DSEP| #iB1#& 5 LR, LDL 2L A7 o — /L RO =a L
ATR—/VISHIEK T L GEAT—4) .
REZEEREY PR TO—)LMEREICHT HEKRAER GAEAT—4%) 9
REBEAKRMEY b AT 0 — VIERF =T 2 78 10mg [DSEP] (30 #)) Xix7 7 &R (74l)
 CHERPEEIEIC XY SBMEE G Lz R, =¥ F 2 7 10mg [DSEP) #5112k hAT
— UL 21.0%. H AT a—11% 24.3%K T L7,
iv) BRI RIFTREREARER O
B L AT 0 — VIIE KON 2 BB R 2 A O L TV B 27 Blic =¥ F 2 78 10mg [DSEP) % 12
BMBES LzR, LDL 2L A7 a—t 15.1%., L A7 —uid 13.9%., U 27 U+® Y ik
14.0%f& T~ L, HDL 2L A7 m— L 9.7% b7 & MIGEEOSGENR O bz, RWEMI BRI
30.0% (9/30 %)) TV, ZEMEREMEED EFITFRD S 228, HbAle KO U 27 7 2 Ak
72 BRI~ ORBITRD b o T,
v) BEMEILATO—/LIESRFICKT S HMG-CoA BB RMEEHR & O A EMERHR
A) SUNRREAFUEDHAICKDIHE WMEAER) 19
JFEFEMEE 2 VAT B — VISERE Z x5 L LT, =BF I T7EE 10mg [DSEP] & o2z F

~



V. 1BRICEEd HEH

10 %O 20mg OFF #5512 X 2 MEIEE I K IET B E2 B LT,
Z DGR, =¥ F I 78 10mg [DSEP) B, oo "2 % F > 10mg B R ¥F I 7§ 10mg
[DSEP] & ¥ o324 F > 10mg BHflHi D LDL =2 L 27 v — /UK FRIZZ N2 18% (n=61) .
27% K N 44% TV, > /XA XF 2 10mg HMIZE R T=EF I 7§ 10mg [DSEP] &2
AHF 2 10mg (OB LDL 2 L AT e — LA FRIK F &7z, E IV /NA X F 2 20mg
(36%) HMPEH- LV {2 "AHXF 2 10mg & =EF I 7§ 10mg [DSEP) O ® )77 LDL =
VAT — /R FTRITAEREICKREDN ST,
B) 7o NRAFULDHRIZKLDHME GHEABR) 19
JRFMEm 2 L AT n— VIERE x5 e LT, =€F I 78 10mg [DSEP| &7 71\ 24 F
10 %O 20mg OF #5512 X 2 BRI K IET B Z B LT,
FORR, =¥F I 7E 10mg [DSEP] B, 777 XA % F > 10mg HME N E¥F I 7§ 10mg
[DSEP| & 75 2% F > 10mg fFlFD LDL =1 L 27 1 — )UK FRIZZNZFH 19% (n=64) .
20% K% N 34% ThH Y, T NALF L 10mg HMITH AR T F I 7§ 10mg [DSEP] &7 I
AL F 2 10mg SO NLDL 2 L AT e — LA HRIIK F &7z, I TR F 2 20mg
(24%) HIMBEH L0 H 7T 32X F > 10mg & =8 F I 7§ 10mg [DSEP| f D )55 LDL =
VAT — /R FTRITAEREICKREDN ST,
C) ZhRILNRREAFUEDHAIZK DR WEABEXR) 1©
FORMEE a2 L AT o — )VIERE 238 & LT, =¥F I 78 10mg [DSEP] &7 M ARRAZF
210, 20 &N 40mg OOF LA K 2 MG E I RIZ T 82 et Lz,
ZOFfER =P F 2 78 10mg [DSEP] §ill, 7 R L 82 & F o 10mg Hill e R P F I 7§ 10mg
[DSEP| & 7 F L S22 F 2 10mg FEAEO LDL = L 25 1 — /W& FRIZZFFH 20% (n=65) .
37% & N53% TH Y, T M/SAZ T 10mg B T=EF I 7§ 10mg [DSEP] &7 b
NRZAZF 2 10mg D8 LDL 2 L AT n— L2 B TS, 5127 MR L F
> 20mg (42%) B &L O 40mg (45%) HME G50 LDL 2 L A7 2— /UK TR LY § 7 s
ZHF > 10mg & =FF I 75 10mg [DSEP) SO FRAZICKEZWVME FETH -7,
Vi) 72/ 74 75— bEDBAICEDZIEFITIOHNE NNEABER) 1018
%ﬁ’@%a“:ﬁ‘é*ﬁﬁf’ﬁ%{bfﬁtﬂfﬂﬁiﬂfﬁiﬁ%ﬁf\ BEM SR e 625 Fl1X 12 @M. 576 fillL s 6
8 H[#, —EF I 7 10mg [DSEP] &7 =/ 7 477 — b 160mg DL L 5 MIEREIZ L
TR R LTz,
2 MG ORS, =€F I 78 10mg [DSEP) B, 7=/ 7 77— 160mg B K N=EF
2 7“5% 10mg [DSEP| & 7 =/ 7 ¢ 77—k 160mg f KD LDL =2 V' 27 v — VL FITENE
-13.4%. —5.5% K 0~204%CTHY, 7=/ 7 47 F— b 160mg HEMIZLLRTZETF I 7§ 10mg
[DSEP| &7 =/ 747 7— 1 160mg fFHD LN LDL 2 L AT a—LEFREICK T S®,
F72, =¥F I 78 10mg [DSEP| & 7=/ 7 47 F— b 160mg KD U 7 U+ K&KOHDL
AL AT B—/LOELHIT-44.0% K P+19.0%THY, 7= /7 77— b 160mg HME 50 %
NZENDOZEALFE (-43.2% K T+18.8%) L~ =EF I 7§ 10mg [DSEP) OEMBEITA S
ot
TEF I T 10mg [DSEP| &7 =/ 747 7 — M &0fHEE L72iBINo 48 B O I ERHmHE H
DEAIZ, BB L7z 12 BEOT —% LR TH -7z,
Vil DMERDEBEERUVIRLTEICT H5E
T F I 74 10mg [DSEP] D% DEHKREREIC L > T, =¥ F I 74 10mg [DSEP) 1%, Bl
WAL M I BT 5 M2 ONFE R 7 odE (= L A7 o —/UE T, LDL = L 27 v —/ /LK~ HDL



V. BRICEd 5

L AFr—L bR RS, TPF I 78 10mg [DSEP) OHE S it HMG-CoA #7t
R ILER OB L D00 R O REBER K OBE T R %9 2 Zh Bl STV ([EINAGEREE) |

(6) AEAMEA
1) ERABKERE - FAAE - MRERERKRHER

)

i 7E i I AARER & 1920

il 9208 IS 1T 5 BB HRIG & O O 5 E R FIETR IS & O PFTRIRIC B T 2 ZaME L A
OWTHRT 2 Z Lz AR E L TiE a2 Eh L7,

i)

ii)

2) #*

< AH 12 B GCRT D Z MR SIE R 25 T ORIERNFBLIERIT 9.3% (978/10,488 f]) T
otz 2B, AFIEMIGERE L OOHHREGICR T 2 BIEARBLRIT TN ZN 9.8% (520/5,293
Bil) KX 8.8% (458/5,195 ) Th -7,

« KA 52 W IR 5123 T D A MERRAT S GUEG 25 T ORIVE I BLIERIL 12.4% (201/1,617 1)
T ol 728, AFNEIMIEERE L OB RENCS T 2RIEARRERIT TN 12.9% (110/856
) KON12.0% (91/761 #5) TH o7,

BERRFRLEERRER : 7 FLARAF U EDOBAICKHEE 2D

7 hANRZEF L 10mg BB LY LDL 2 L 27 o — LA B E A (BIREEALIEE BT A R

FA4 22007 FR)ITEL TWRWE 2 L AT 1 — /VIIEBRE 125 Fl 2RI, T FASA X T2 10mg

L OAA| 10mg GrHEERE 47 6]) . 7 RV ARAXF 2 20mg & G8E (46 ) KNE ANRAZF

2.5mg &5 (32 1)) (ZHEAEARI AT 12 HEE LG L, AL OLEEEZRE L, T ORR,

12 81%CF1T % LDL =2 b A7 v — /LA LRIE, AFIOFHEE-25.8%. 7 RS AL F U RE-15.1% MY

B ANZZTF R 0.8% Th o7, BIEMIZ. OFHIEE 8.5% (4/47 #1) . 7 LS 2 F U 10.9% (5/46

Bil) KO ANALF R 6.3% (2132 #) ICFRO LT,

BLERSTRERRRER - EABADEE 2

& H MLBERE NHSUTA R Y >0 B D WIEZE ORIAITTERFE T O 2 BBERIG & 0fE =2 b A7 v —) L LfE

B 1562 Bl &6 512, A 10mg T 7 TR % 24 WG L, AFIOFRENT ST 5 282 it L

Too TOREFR, Fh5 24 MEICE T HN—ZF A 750 HbAle AL &iZ, AAl 10mg # 0.22% (69

) . T EAREE0.14% (75 41) T, ZOREM AL 0.08% ( [-0.07, 0.23] ) THVH ., 95%EHX

O L IREIT RN HE L7 IELERIUE (0.5%) % FEl->THY | KA 10 mg #EO T 7 & RREIT K

TLILMEN RSN, o, BE 24 BRICBIT D= T A 06 OZENGREMPEZ L RIL, AAIHE

T 6.6mg/dL, 77 EARRET 11.4mg/dL. TH -7z,

REHLELTERFEOANRRITER L -HBROBE

AR ANA



VI RS ARBLIZ B3 5 H

C EYEB(ICEHT SHIER

. REZHICEESH SILEYMRITIL S

L

X TV F I TIEIBEFOEIFIAETREA (HMG-CoA SEcBEREA], &A1 4 sl iAl, 74« 77— MR
A, AT v —V5E) LIIRRLIEMEFE2AT 2LEmTH %,

. RIEERA
(1) EREML - 1ERF
1) YERERGL 29
NG ZAFET D a L AT a—)b kT AR —4%— (NPC1L1, Niemann-Pick C1 Like 1)

2) ERAKEF

) TEFITROZDOE Y (2 BF I 7REE) (/NEEEMRICHFET S22 L AT e —L F T &
AR—2%2—=NPCILL IZ#f#& L. NPC1L1 OfRE (= L AT m—Liiink) #HET D, ZOREE. M
BERH L COREMER ORI E = L AT 0 — L R OREY) AT 71— L ORI SRR FHLE S du, /e
Mg CEASNDI I/ eI 7 rfhoal AT —LERMETT 5,

i)y NEPSFEA~D 2 L AT v — VEGARRNEA TS Z LIk, MiEfTa v AT e— A EEMET T
%o ZONfE= VAT r— L EEOKTICLY, IS0 VLDL O5WAME T T 5, £z, Il

P15 LDL A MRBESEMT 2 Z L2 X i LDL = L A7 2 — L ORI IARBEINT 5 L& %
bhd, 2L 2502 L0, MHRa L A7 — L EOLDL 2L A7 a— L 3ME TN 5,

i) &SI LMERICBOTIE, PRI L 270 — LK LDL 2L AT a—AMEFT5ZL1Ck0,
IRERICB T D5 a2 L AT e — L OERBMET L, BIREE(LE T W TR B IRAE L9 25 D 1 J
MHl E N D,

FRROTETF I 7 ORI O SIE MAERRA] (HMG-CoA 2 IchER M EA, F2A A4 AZHABINE
B 747 T — FREA AT m—VE) LITRRD,

@HEALZTO-NY)  ErEoTzIaD)

o &
/ [ ;QVE{[%

aLxFa-L ¥

o e \ ey T )W

mlfﬂi




VI S HERIC B9 5 IHH

(2) EhERf T BHBRAE
1) EEEMICHITHITEFITDNPCILI ~ADHEE

(RIR, 9HF NLRZ— Ty b, 4X, YL, EF) 29
FFEEY ONPCIL1 2% S =iz AT, =8 F I 7R OB F I T HAERONPCIL1I~O Bt
KLU a2 L 2T v — UK NMEH & OMBELZREF Lc, ZO/E, WTho#iEicsnThbmEF I
T RO BT I 7S EITEIINPCILUCH L THAMEEZ R L (FRZBH) . ZoZLihnb, =EBF 3
T ORERSTIEINPCILITH 2 Z &N BN ote, Fio, ZEFITRAKRIEIZEFIT LD
NPCILLZ Kk 28 FER E -T2, S B, ZEBEF I T LR ETF I 7HREERONPCILUZX3 28
Mix, = PFI7ERAOBE LM F 2 L 27 12— & FERICE T 2 EDsoffl & 1 EIEMRBEMERH O |
FEFENGED Bz,

xR ZEHWICHFTEIIEFIITRVIEF I THEARDONPCILICK T HHMHE (in vitro) &

IEFIJOmMPaLATO—JLETER (invivo) DB

NPC1L1 (%4 % gtk L= b 27 v — UK AR
iR (Kifl, nM) (EDsofEi. 1 g/kg/H)
T¥FIT TV F I THAK T¥FIT

SN 1590+ 200 660190 AR FEH

L 900+ 200 92+ 10 0.5

A X 770+ 160 192+ 40 7

7 vk 970+ 280 352+ 110 30

NI AR — 1530+ 350 370+ 80 40

AV 2350+ 210 830+ 160 AR FEH

~ A 9000 =+ 1600 5400+ 970 700

NPC1L1LIZ k3 2 #5 & BRI OKMEY, 3B L bHEH LZKifED ¥ £S.D. 2R~ 7,

2) NEMbDaLATO—)LIRIREE R
i) ILRTA—)LIRIAEER GAEABMK ; invivo) 29

B AL EHSMR T T ARSI 2 #17 u 24— _"—RBRIC LV /N BICBIT AL AT r—
VR BAE T B2 Et LT, 18 floE 2L 2T v — Vi B4 (LDL-C : 130~180mg/dL) (==
YF 2 74 10mg [DSEP) X7 T &AR% 1 H 110 2 @E# G Lz, 7o, WE I c kRS L
AFA— LR FAY ) — L EE ATV E 1B 3ET ARELS L, ¥ RA7a~v 7T 7EES
PHEIC L #EEFORMMAELZMEL, DMECBT2a2 V270 — AV IRINEREEH LZ, TORE,
=¥ F I 74 10mg DSEP) (I 2 BEOHEFICL Y 2 L AT 0 —VRINE 7 T2 REHI L 54%I(K
T a7,



VI RS ARBLIZ B3 5 H

(%)
50
i ol ~54%*
z (F TR % 100% & L7 IOZELE)
=)
A
%20 |
i
=
10 F
0

FIE R T¥ F I 7$£10mg [DSEP)

1 INBIZE T3 LATA—)LIRIIZERIFFT THEF S T 10mg DSEP] D2
B2 L AT B — VIRICEO LB A 7T (n=18) .
¥ P<0.001 T IERHLLLLTHEEEZS Y (GG .
(3) YERFIREFE - FrfnhFfE
BRI L



VIL_EYyihieIZ B4 5 I H

VIl. EYEREICET 5EHE

I+HF = JEE10mg TDSEP) (XEMEIREZA S M HEBRERCEKRREBREZERE L TULVRLY,
AECETAEHIIEF—T72 10mg DA V2 E1—T+—LEMNSBIALT,

1. MAPREDHR - AIEE
TEFIT GEEAE) PRC=EF I 7OFEERRBM TH L8 F I 7 RAK (7 =/ — A MoKEEICE
JB 7 a CBEAR) EMSETREOFM R E Uiz, =BT I TSR, M s s ic e L
MIPFI7 GEHAE+HEAR) BENSTPFIT GEHOARE) BELZFIK ZLICX>TEHLE,
TEFITRORTETF I 7T OMBEFRE L, WTNHb AN T — FShic@mEiRiE 7 n~ 7774« 20T A
B8 Ak (LC-MS/MS) CHIE L7z, =8 F I 7S RIRE ORIEME & OURET 2 Y E e 7 2 —# (Cmax,
AUC) 2oV Tk, WFh b/l F I 7MY E (Bl : ng Eg/mL) & LTHKLL,
(1) RELEEMGILTRE
ZYERR L
<BE>
AREOEARITNGETH Y, B5EY (=EBFI7) KO HICHRl St - EEREY (m2F 17/
EIR) I B/PGEEAN D OEERBICL > Ta b AT e — VIRINEEEANREI L TV EHEZEIND
Enn ., AHMBRIET ORMIRE L35 & OMICEENZ2BERITRV EHRINLD,
(2) e I AP R FE B B R 200
TEEER N B 20 BlIC =B F I 7§ 10mg [DSEP) Z#8#HICHERAKELE L-HGG, P85 I 7RE
® Tmax (T 2.10 K, MAEH =€ F I 7HERERE O Tmax 1XF-4) 1.48 I Th - 72,
() ERIRHAEBR THR SN M RE 20
1) BEMRABME
) BEIRS (BEOEE)
R N Bk 20 Bl & xf5 s L C=¥F 2 78 10mg [DSEP| % 2X2 7 n A4 — —jEic kv &% (5
B 3074)) NITZEERHC TN ERHEER O G LZHA. =B F I 7RO B F 2 7HRARO mifE i
JEHRBIZOWTIEWTRORBFEOX A IV 7 LIRE B LA LR ZEERRD b, migho¥ s
TR EF ITRAEREONTNIZEBNTH, BFICED AUC ~OW 6037283580 Hiu/e s

277,



VIL_ EYEhfelc B9 5 HH

( ng or ) - ItF3IT
ng Eq/mL -O-IEFITHEE
100 ¢ F#49fE+S.D. (n=20)
1
o 0
%
o
=
;-4 1"
0.1 . ' ' '
:J n 6 . 12 24 36 48 (hr)
5 R
$E BR SR ;
M2 @EMABUHICTIEFI T4 10mg DSEP] 2B #EEREOKE L-EHD
mighREHSE (BEKRE)
N Tmax Cmax AUCo+
HERIS B RAF (hr) (ng or ng Eq/mL) (ng or ng Eq/mL)
B% 2.10(92) 6.03(56) 55.6(30)
P F IS | =GN 5.28(50) 3.73(51) 48.9(37)
SEHEEE™ (90%1EHE X ) 159% (134 - 190) 117% (106 - 129)
) | B 1.48(28) 72.3(38) 333(40)
TETST Ze I 1.80(91) 44.4(33) 303(33)
maxe ——— _ : :
SRHEEAE (90% 1548 X ) 161% (145 -179) 107% (98.1 - 117)
1 1R ZENE D & T b BV 20 Bl SEEIE (CV%)

M2 1 M= P F I THAKBEL, SELOTEF I THYEL LTER
%2 BEMABHICIHEF I J4 10mg [DSEP) £B%XIFZEMEICHESORSE LK
iR REDEMBE/ K5 A — 45

i) RIEE®RE Y
TERERLA B 9 Blic =85 X 7§ 10mg [DSEP] % 2§21 H 1[0 14 B, #S&ERT (BFHLA 5 /Rl
LIN) ICERO#FE LR, =P F I 7ROV F 2 7RO MR RE TN TN b5 3£ T
\CEHRBEICEIE L, 5RO AUCooum ICHOWTEH L BRI P F I 7R F I
BAEIZONTENRZN Y 154 KN 1.37 TH Y, ZRMENR 2N EARRENTZ,

¥ 20mg KRSV E (TV.2. RERUVAZ] OEBMR)



VIL_HEydhielZ B4 55 H

ng or
(ngEq/mL)
1000 -
100
m
2 } T
B L
i § T T :
)
| T
0_1I\\\I\ \/_A_//_A_//_A_//_I_/M/_Aj/llllll\ L
?123468 12???????123468
1 2 3 5 7 101314

— ItF37
O IEFITHAEE
F11ELS.D. (n=9)

(o /a/aa
12 24 36 48 60 72 #5HEME ()

#5AM(A)

B3 BERABMHICTIEFIJHE10mg IDSEP) 2854 18 1[0 14 BREREROKRE LB

MmizhREHER

¥ 20mg [ IAGEAN AR ( TV. 2 AERUVEAE] OHEESMHR)

TEFI7 GERANE) TP F I THAEK
Tmax Cmax AUCo-24hr Tmax Cmax AUCo-24hr
(hr) (ng/mL) (ng-hr/mL) (hr) (ng/mL) (ng-hr/mL)
1HH 0.944(56) 8.62(47) 78.9(42) 0.889(38) 108(28) 511(35)
14 HH 0.778(34) 14.9(52) 114(26) 0.883(30) 116(26) 622(33)
PR 1.87(36) 1.54(18) 1.13(31) 1.37(30)

X:14 HA/1 HA DK

FAEIE 6~9 FIOSEHE (CV%)

RI3:BEFRABMICTEFIJ&E 10mg TDSEP) 28*% 1 B 10 14 BEIREZOKSE L=-FD

MmFPEYEE/ NS A —4
3) HEEBEE~OKRE (35 AEAT—%)
) BEEOKE

JFEEZE D BAERE 3T & % Child Pugh 7332855 <88 (Child Pugh A) | % (Child Pugh B)
O'H/E (Child Pugh C) DEMEATHERERE BH A 4 1N NN S 8 fllc =€ F I 7 §E 10mg
[DSEP| % ZEfIFIZ BAAIRE 1 #e G- U7 ip, SR O TFERERE 8 T, P =¥ 5 I 7RI TR AR

NEIZIFRERICHERS LTz, P =BT I TRED AUCo- 13,

L. R & i LT 4.8~5.8 (&AL,

Hh A B e OVERLJEE D IR RERR R A 2 B T

—J, Mg =BT I THRAEREIC OV T, PEE KO EEOFHEEREERE IZHIT 5 Cmax WO
R AR N OVEE JE O R RERE BRI 1T D AUCo+ IZ DWW T, FNF VR & OICH BZE=ZNR
HHIL (p=0.001~0.024) . AUCo-+ O FEMEIFIFEEREREF O BEIEFLIZ)S U T L7~4fEmfEx R L7z,




VIL_ EYEhfelc B9 5 HH

pr——— ErEEa— TP F I THAK
P | Tmax Cmax AUCo+ Tmax Cmax AUCo-*
(hr) (ng/mL) (ng-hr/mL) (hr) (ng/mL) (ng Eq-hr/mL)
%% 6.25(72)| 4.10(37) 75.8(54) 1.25(23)| 138(32) 1468(14)
TPRSRERE R T g 5026) | 13.1(41) 316(51)  |2.75(79)| 171(24) 2685(16)
(% n=4) (B)
%CE;E 7.00(49)| 16.2(43) 265(57)  [2.88(46)| 178(31) 3418(41)
%E@:%* igf 7.00(59)| 3.86(118) | 54.6(36) |1.81(95)| 95.3(50) 864(45)
AD 139% 133% 161% 184%
(74 - 259) | (82 - 217) (98 - 265) (127 - 266)
S HEEA BD 432% 544% 203% 335%
(90%{Z X 1) (231 - 806)| (334 - 886) (124 - 332)| (232 - 486)
oD 531% 443% 207% 409%
(285 - 992)| (272 - 722) (126 - 340)| (282 - 591)

FEITEHE (CV%)
N MET T S TRAEREEIL, Lo P I THEYE L LTER
£5: BUFRERESERCRERA GMEABR) [CTHF S 74 10mg [DSEP) %
TR HEROHRS L-BOEDBE/ NS A —4

i) REEOERE
Child Pugh 494(C -3 < %% (Child Pugh B) OMBPEIFHSAER S B# 11 1O 11 fllc =t
F 7§ 10mg 'DSEP] % 1 H 1[0 14 HfH, ZZERHCSAERE NG Lo, METh =8 F I 7RED
Cmax & AUCo-24ne IZ-DWNTIE, FI[E M OV $ G-F & & IFRRRE IR 5838 L AR & ORI A B ZEM
33 571 (p=0.001)  HEHEHL A & HE L CIFRETERFA B Tl AUCosume DTN 4 (R R L1,
AUCo-24ne (DWW TR U7 BB, AFRRRERE 5 88 M OMERR R AN IZ S\ TEh £ 1.94 112,31 T
BY . EEOBICH S T80 B o T, — 7. MAEP TP T I 7 R AR |2 ST b R
Cmax & O AUCo-24nr (2O TIEHIE] R O & HE 5.1 & 4 PR RS2 B3 L ek A & OICH ZE N
DBV (p=0.001) . FEHEHA & Holtk LT IFRSAEREE B Tl AUCoaan O TR 4 ol % 7 L7z,
AUCo 2 12OV CHIHH U 7= SR AR08 K O AT DU T2 AU 1,37 KO 160 T
by, MIER TP F I TRE LR, WA ORICHLARETRD o7,

51 HH #4514 HH
Tmax Cmax AUCo+ Tmax Cmax AUCo+
(hr) (ng or ng Eg/mL)| (ng or ng Eq-hr/mL) (hr) (ng or ng Eq/mL) | (ng or ng Eq-hr/mL)
T |[PRRREREE A | 5.91(60) | 16.0(41) 170(43) 5.32(64)| 22.3(57) 341(75)
N
"Jf fEFERA 7.27(31) | 3.50(36) 40.6(33) 7.91(50) 7.20(57) 93.2(56)
o | 456% 402% 326% 345%
(90% 5 HEIX ) (347 - 599) (290 - 557) (212 - 500) (209 - 568)
= JFHRERE B | 2.23(53) 239(49) 2118(35) 2.55(43) 257(33) 2749(36)
+
%i fRERE AR 1.18(39) | 82.7(65) 489(41)  |1.50(80)| 95.4(48) 760(49)
35 [rstere e 309% 444% 290% 383%
(90%1EHE X (208 - 459) (321 - 613) (207 - 405) (260 - 564)
% PSRRI R A MERE R O S P2 b BT 11 BlOFHfE (CV%)

®6: PEEOEBMAHEREEERVERERA GEABXR) I2THF 2 J4 10mg IDSEP) %
1H1E 14 BEERICREZEORSLE-KOME (1 BE) RUEKESK (14 BE)
[EHEITHMBEHEEDEDHE/ NS A -4




- Y EhREIC B D IEE

4) SEE~DEE
REROKS
ElnE B 12 6] (656~75 %) (Z=¥F I 78 10mg [DSEP) % 1 H 18] 10 H B KER 05 L 7-HF,
FErmihn (20~24 %) ORLAHME 11 #] & ik L Tl =€ F I 7 AR E O AUCo24n 1257 2.4 5D
EEPFBEDO OGN, P €T I 7RED AUCo24n IZOWTHIB B0 R EBITRB D Hivie o 72,

TPFIT FEEIEK) TP F I THEK

Tmax Cmax AUCo-24hr Tmax Cmax AUCo-24nr

(hr) (ng/mL) (ng-hr/mL) (hr) (ng/mL) (ng Eq-hr/mL)
HimE (n=12) | 6.04(66) | 4.60(58) 70.3(66) | 1.71(119) 104(54) 828(40)
é'iiﬁff 6.27(68) 5.77(43) 71.0(33) 2.27(94) 44.4(43) 344(32)
SRHETE A 75.2% 90.3% 228% 237%
(90% 5 #AE X i) (54.6 - 104) | (66.3 - 123) (165 - 317) (184 - 306)
X EmEnE S IEE S O K b BT R B G RE D I (CV%)

K4 BERHERVESHEICIEF I JE 10mg IDSEP] 21 H 1[E 14 10 BRRERZOKRSE LEED
EEBRSHONFEDREOEMEE/ NS A —4
(4)HhESE
R L
G)BE-HAEODZE
BHEICLHAEE . VL1.3).1)BERABMY OEEMR
OF 3 o 22 . VL7 8E/ER] OESHR

. EMRER/INT A=
(WA E
ETVIRAFHIFRAT
(2) W% IR IR E 7€ 3K
MR L
QRNHREEEH
MR e U (BAFEESRICH R T 2 2O 7o | RIGHEFE OHEE (IR HE)
@GHIIVTFTIUR
MR L
B)AMEHE
HMERR L
(6)Z Dth
HMERR L

. B&EH REalL—3av) @i

()RR %
MR L



VIL_ EYEhfelc B9 5 HH

Q)5 A — 2 EHER

NTE, KE Fln, PEEICOWTHRE LT,

Tk L e U T TIE=EF I 7 W total TEF I 7D AUC NENLI 42% K DN 18% mEifiz < L, #

FHEABEENRD LN (ENF p<0.0001 LT p=0.03) , 7=, FEnE & IEEEmE ORI TIX, total

TEF I 7O AUC M EEE T 108%EfEE R L, Mt P ABEENRD b (p<0.0001) .

VL EORERIZ, M2 O O 522 DWW TR LT ERI ORERGE R & =BT 2 D ThH o7,

%Wﬁ%&#%%@ﬁkéﬂhﬁfi\%WE%TI??:7@Cmm&@AUC#%h%h5&Uﬂﬁm%

EEAE R L, %%i%ﬁ%iﬁﬁ@%hk(wfﬂ%p<omm)o
Z-24% DA IAK T D3

—J5. total =¥ F I 7D Cmax (2O Tl 1 Bz (p=0.008) .

4. % 4R

Z O, NFERE O Mig, 3O ‘%E_OPT\E??17@%%ﬁ%“@%@ IO Lot
L#L&ﬁ%\:ﬂ%@#%i%~&@ﬁ%o%(%%%ﬁ@%)&@%m% HED 4% (40mg) FTO
HEWEEBER L GE. BRNICERO® 22 TIERWw s,
<sEZ: 8% (Svbk) >
W ARERGL : /N
MRE N = a— L EH LT v M BH] k=BT I 7%+ BN EL LR, =85 I 71305
KV ECHITRI S 4L, 1 LS [BH] B2 PRI AR S av, E72 7 4 DIBRICIENEH P~ Jit
BEOBITARD bz RIXSH) |

ok, PRRI A OREAFIZRO 5 s BH] EZgiEirnhns 717 o U gfasil (=85 2 7HRE1K)
ThHHILNERE I/ na~ N T T 4 —THREINLTND

P9 B Il R85+
(dpm/mL) (x10°dpm)
10000, 25—
3 7500- T g 2
i 15
;F 5000 (°H]
[;] - B 104
B 2500 - g‘é 5
0 0-
1 7 15 1 7 15
BE%ERE (4) RS HBEERE (9)

M4 : TEF 3 JOMIRMKE FETA~DHITOREHERS

(2 [BH] &= F 7Xi[m]ﬁdiﬁ% THE R E+ R
TIEREERGE & 2Ky o [BH] BEH R ~BIT L7z
TII/NGE E i/J\H%E%/\@%%ﬁﬁ?% <. Wik&Hmo

JREH =2 — L EH LT >~ b
b LIk, [BH] Skt FI7&E57 v b
. [BH] -t F I 7mafke&KE5L727 v R T
RAENRBII R & < Hp > T,



. Y EhREIC BT 2 HH

BE®EE PHIERIEFITRE PHIERTIEFITREHRE

(X10"‘cbm} {X10‘dpm}
154 15
10 104
%
5 ’z‘ 54
0 — 1] 0
% 15 __ g 154
10+ th 10+
604 [°H] [*H]
E e £ e
L [] £
15 B 154
120‘5} 104 104
5 5
JOm nii__i
& & § & X & & § & X
FE8eq FE88s

M5: TEFIITRUVIET I JAEAROMEBBITOREER
TV ELS.E. A4~ d (n=4) .

WURE « BN E R L

<5EZ . 8% (v, 4X) >

7 v Mz [1C] k=BT I 7 &0 R OEARNE G U7-iRE, i U aER O AUC IZ DWW TR L
TEH RN ST o0 &S50 (AUCPo/AUCHY) 1% 17.3% (1) KON 17.6% () ThH-o7z,

A XN [UC] Fk—EF I T AR O K OFRIRNE G U7, S B REIREE O AUC IZoWTHEI L
FRIRNBE Gt T Ak 0 5.0tk (AUCpo/AUCIY) 14 6.62% () KTN11.0% () ThH-ol-.

FRRFIRER : A4k e L

<5EZ.8% (Svbk) >

TEBF I TREGEIE, EERICHRt S0 b IBNMEEIC X MG E 5T, —iE=ETF I T Gk
BAEER) & LTHERESD,

fRE D =2 — VL &l LI-MEET » Mo [1MC]) HEkm BT I 72 HERR N 5 Ui, #5% 48 M £ T
B G BURRED 40.1% (HE) KO 62.7% (M) 23 IRl Saviz, SRR S U7 BURREIE 3% LA
TTHY RO F F PP S 072 BB IE 21%~32% Th > 7=,

B L7223l 0 Z > Mo+ R ENE G Lok, &5 L2 T O 53.8% (1) & T 81.2%
() SR D O ORI Pt S 47z,
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5.

vo i}

(1) moik-AxREE &R
MR L

(2) Mui&k-RaREREPT @@
RZMEE R L
<BEZ: g9 (Svb) >
R 18 H B OMET » M [MC] =¥ F 2 7 10mglkg % H[AEE 0% 5 U2, RBEMWICE T D R o fE
TRy O CHG 1% 4 R E 2R L, SR, 5. B, FRROCERWT R E R FIRAT T
o7, JIBRITREN O T U REIREE DAY 1/3 L-L D FUEHRE A S 417,
i Ve ik e OB IR o =2 lgas (PN, e, il DIRL OMM) (2 oW TEW b E& FIRAm Th - 72,
AR AR ERBRIC I 1T 5 BIRE 5 & (1000mg/kg/H) A M7 » b Ok 6~20 BIZRKEER G Lick, A3
DA EIE M RS ST,

(3) AA~DFBITH
MR L
<BEZ . q¥® (Tvb) >
iRtk 12 HEOMET v Mo, [UC] =EBF 7 bmglkg & HERE O &G L7okE, LT HBEEE TGRS H i
otz (EE TR : 2.43ng Eq/g) .
g AEEEABRIZ BT 5 BIRFE G- & (1000mg/kg/ ) AT > N OIER 6 A~k 12 AICKERE L
ToRE, ML IR~ DO BRBE A HER ST,
<BE:BY>
(VIL10.5%8%. iR, BRIARE~ADEEQ) 0HEZSR

(4) BEBRA~ADOBITHE

BB L
(5) ZDIDBBADBTHE
BB L

<s8E @ (Svhk) >
HeZ > M [4C] =B F I 72 HERAOKS LI-REOMBO AT EE N OZEONEY TEEERL, =8
FITROTEF I TREERIC K DIEREN UNEEE) ~ORIREN DR BB S RE STz, THLE
DIANORERETIE, Il ORBRIE Y o B A P B REIR B & bl L CENZE A 13 5DV 5.4 1% (B
TEEEH) OBFHEED DA TR SN2, ZNLISOFFRIZ I 1T D HRER BE 13 40 5 b ki RE T BE
LVIEVETH D . FRICFHARERA~DOSAMIRIT L A ERBO DN o7, T~ MZBT DHEED 55AR
PRE— T, ETEEE RRRE . T v b EEBIL TR, 21 BREIRER G2V TIIEA~D & 272 i
REOERMPBILZ INT,
¥, 7y MBI D 3 » AMBER G EERER (k@M E=1500mg/ke/H) | 6 » HMKEE G- w3MERR
(e &#=500mg/kg/H) KLU 24 5 AR AUJRMERER (&M & =500mg/kg/H) Tik, =EF I 7L
BHINEADEBITZRD HIL TV,

(6) MIFEBFEEE (in vitro) 27
TYF I :99.5~99.8%
TEF I THENR : 87.8~92.0%
RS RERRE OB B REIRE 2 K 2 MR AR B E~ DR BT D b TR,
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6. X #
(1) RBIBBEL R CHBHRRR 29

REEAL - DG XIFIE TR s v D

REHRE - FEABRKIL, O7 =/ —AMAKBREICBTLZ 7V a v BasThy ., FERBEE LTS
PEETHTET I TiaR (SCH60663) MNAMT 5, TOMONRHREE LT, @
NKERFED 7 - Ak (SCH 57871) M ONF D7 = /) — WEKBRFEICHB T 5 7 v 7 v VB AR
(SCH 57871 A 1K) . @ UNAKEEIEIZ BT 5 7 v 7 v s E{k (SCH 488128) D/
RAHERR SN TV DR, Wy I b nThor,

=%

f‘\”,

-

©)
maft .
/U;HBT SCH 48&31231;L

Rt . o
Q*” = o
SCH 57871 '

SCH58235 l

J:-tia‘x:"(#ﬁ“f*) ]

madk e g

UGT1AT TInLR T “’i{:

!i!lli{UGTma a4k ~7HO, H T\/Iﬂ
F/

a ; 3 (:f
UGT2B15 / y N
@ omd{ Y OH | ° @\r
SCH 57871#&%

gnoo-m

-~ OH ™.,
K OH
SCH 60663 : }
I¥FITHEE F o” ~eor/

6: TEFITDE MMIHITEHHERBRER

(2) RBICEAE5 T 5K (CYP450 &) D7 FiE 27
t FHKD cDNARBLRZ HWZREHZ LY, =BT I 700 7 =/ — KB EICE T 5 707 v Ui
AR (B F 2 THAEKR) ~DORELSISICAIEL TS UDP-Z v a ) v v T A7 =7 —B4yFHE
T2 UGT1AL, 1A3 R 2B15 Th D Z L BRI TN D,
R AN S OMEN 12 61) Z%f%E LT, =EBF I 78 [DSEP] L &fF b7 vk P450 BEE R ORLE
LR HNRFHIRISER A L7 & &, =¥ F I 712 CYP1A2, CYP2C8/9. CYP2D6 % U8 CYP3A4 i1,
W N-TEFIN T AT 2T —BIEE~DREIIRD ST,

() MEEBEMNRDEERVZTDEE 20
TEF I TITHEME DN DRI S DB /NG SUINTIR CHIELEIE R 2520, JR#iA DN 7 = ) — L
PRI T D 77 v UGk (BT I 7GR ~L BT 2,
<8E: NBEAT—E>
e AN B 8 Bl [1UC] =B F I 7 H 7B 20mg* & HalHH Lz L &, P o EIcHED 5=
PFI7 GEHAABE) RO=EF I 7HAKROES (AUC ) I3EhEN 11% K& 82% (At 983%) T
HY, TEFITRARICL 2L RBII LT I T LV IIENICRE ST,

¥ 20mg 1 TAGSMVHE (V.2 BZERVAR] OHEBMR)
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(4) REMOEHDEER VT DHE
PIEEIR R AT > TR LI 8 F S T A RO RESIRI &/ LT+ 4~ L Rt S 528,
BRI S =B F S TRARICOWTIE, 2 L A7 8 — WRIREEEINC K 5/ MBI & 0
BB RBENRESW TS, 5T, T€F I 7RAKIIHRAO=EF I 7 (BULAW) &HueT
IO BT 515,

(5) FEAEAHIDEERIN/ 5 A — 4
TVF I TRAROMIETRET — 212 (1. (). BERBRCERS hi-MhRE) OECHNT, =27
ST GEAH) LR,

7.8 it
(1) BEtERGz
bt MZBT 2 PRI, BTG ER 2 0F 5 My Httic KX 2 # gt cd 5,
(2) HEfZED
fERERR AN B Elc =¥ 5 2 78 [DSEPJ 10, 20% X% 40mg™ % &% (RFHLAE 30 4y) (CHEREO#& L L
Tolg, BEHZ 72 KR E CORPA~OR=ET I T GEaGE+HEEME) JalttHEiX 8.68%~11.2%TH Y |
REMIZH O RZEFTRO b holz, RP~O=EF I 7 GEaEER) JRTIEE ICRWETH -7
e (BE5ED 0.02%~0.04%,70 - 72 Ff#]) | RPOKRTET I 7REIIT BT I TG ERIEE DU
Mg & U CRHIiT 2 2 & AV ElRE &Il ST,
<BE:HNHEAT—2>20
fEEERR A B 8 filic [UC] =¥ F I 74 7/l 20mg™ & 22 ER IC AR MG L=rE,  [14C] =B F 3
TIZHRT DG HSTRE O RKEFFE I PR S v, 5% 240 FFE £ TORBBHRIERIT 78% THh - 7.
[FIRFIZ BRI L 72 R P~ O U REHEIERIT 11% TH 0 | 5% 240 B £ TORBIRERINRIE 89% THh -
77
¥ 20, 40mg (IERAAE ( TV.2 BERUVAE] OESHR)
(3) BEMHERE
M ERR L
8. FIURKR—E—ICET HIER
TEPFITEPHEADOKEE THDL Z ENHRBEINT WD, InvitroiBR T, P-PEERDOEE LR 547 /L E
o ku—4 2 OIS ~OPEH ZLE L (P-BEE IS5 5 FLEE 1Cs=24 1 M) .

0. BHEIC & BREE
AR L

10.95ENDERERTHEE
VI1.(3).3)FEEEE~ADKRE] KO [VI1.3)4)EEHE~DKRE ] OHAESHR

1. Z Dtk



VI %

etk N EOEES) (S 5IEA

VIIl. £ (ERLOZIESE) T3 HER

1. ZERB L TDER
RE Z TV
2. ERAREEDER
2. B2 (ROBHFICEFBRELEWVWI L)
2.1 KA ORI LImBUE OB EE D & 2 B
2.2 A#l L HMG-CoA Ec A HEA 2 0T 256, HEERITHERRED S 5848 (8.3, 9.3.1 2]
fiEER -
2.1 WBUEICXIT S R RIEEFHETH D,
AANCER SN TV DRI LTl Mf@%ﬁ#%é I HORBUE A Z RSV E B X
HiLD, AANZEEET HIBBEUEIC SV TIE, [VIL8.(1)&E HW%&M%#&J@E LR B 5,
22 Ea L AT e —/ViiETREAl & LT HMG-CoA “ﬁ@?ﬁﬁﬂiﬁﬂﬁ)f<&"’§-éﬂfjbb ILDL =L 25—

MED BEEENEZ B & LT, AHlE HMG-CoA “ﬁﬁ%iﬁﬂiﬁﬂ@ﬁ#ﬁ NI D, HMG-CoA &
SR AN AT 50 A L CTHER T 2 A TH 0 | fTikee ®%é$%fiﬁﬂ‘%ﬁﬂLLLTm
WL FPREARRE T DB TN H Y | EE R ATHREMRE %A@&%i WESNTND,

3. MERIIMRICEES HFELENDER

[v.

1HBEX IR ) DIEE S

4. RZERUVAEICEEY 58 L ZTDEB

=L
AxX A&

Y AN GAVAIA

5. EELGAARMIR L EDER

8. EELERMIE
8.1 HOHMNLOEA VAT n—/VIEIRRDIEARTH 2 BFRIEZITV, FISEBRIES, &iE - RS

8.2 MURMBEREIR TE, PAZEMERRD 5 JHIER S, BMEAE, MAFORBOEH, MEEEICELEL L

8.3 Afll L HMG-CoA izl EA 2 F+ 256, 09 % HMG-CoA JE ol P Al O 3CE &2

8.4 747 T7— FRIEAIL O L T, BAREBRARON TS, FFT 2563 IAER EOR|

OEMPECREDO Y 2T 77 7 2 —OBBES+DEETDHZ L,

2 % FHN ORI O ZWRAERIC L 0 @FIUELZ 2 L TV D 5E1E, JREEDOTER, FADE Y &% 2 %
ZATREZR R Y il L7z L TAAI TOWRREZBET 5 &,

VTSR L, BR BEELREANEERE, BEOEREZAT2RFICET ERE, ERREWEHZEORLH
BHERRT D L, T2, FFHERERE 2. OFFHBRLGEE K O3 2 HMG-CoA & Tl 35 L EA O Ut S0 E
THRIN TWARICHERT 52 &, [2.2, 9.3.1, 11.1.2 2]

ERORBUCEBETHZ L, 74 77— FREFTIIEH~D 3 VAT v — Lk S &, A
MR BHELNDZ ENRDD, REANTAXTHEO S EHFOa L AT e —/WRED EAEPR#RE SN TS
[15.1. 15.2 4]




VI 24tk (B Fokss) (355

8.5 G-I M IEE I 2 E AR L. RIS DRG0 bR WA 3&k G2 T IEd 5 2

&

B

8.1

8.2

8.3

8.4

8.5

B3 L AT v — VIIETEIR AN 458 #5&i$ﬁf%é

3 L AT v — VIIE O HE T, 747%&4»@&%@Wﬁﬁ$@®EE T E AR OHERF
EW@@®%W®4EH%%$&#%)#%Héhfkb ZNTHIBRBIRISE LR o e GAITEE
YRR A BT RE L ENTWD

CWRHYRBERIC KV @IRMAEZ KT LW A A (ZkEEFMESRE) 13 ZORREREKT 52 &1
FVIEROSELZRD DL ZE BB D, AFOELZRMGT HHIIC i\ﬁﬁﬁwﬁﬁTﬁ\%%@%@éﬁ
ERE, BEEARE, BEREORBOED, MIEREICELEL 5 2 53 OMRA%E D —REJERIZ X
%%mﬁ%%bfwéwkowf‘+%_%%L\ﬁIWﬁ%ﬁﬂ%ﬁﬁA&i%@ﬁ%%%%bt%
KA AT 5 0LEN DD,

AANL, HMG-CoA &It ELEAl & OFH S5 AIEEME RS BV 203 E Sz, AKl & HMG-CoA i#ot
SR LA & OSMF EAERITHE S C02nas, P32 HMG-CoA &R EROEEFED
WAFT 2 MRS D,

KEZBWNTIE, AFIE 7=/ 7 4 75— FOBRICOWNTOIEBRZ FEhE L. A2 R 203 i
WENTZZ ED, 2006 4 5 AICEARERMEOBEIZH LTI =/ 7 077 — b EARFIONAES
WHEGRINTWDN 7=/ 7477 — NSO T ¢ 7 F— MKl L OOF IOV TUIE RIME R OV 2t
MEDZICHER SN TE LT, HERIA TV, AIICBNTIE, 74 77— FRIEHI L OFFHIZBIL T
ARNBEICRBIT 27— BN+ TiERnZ Lo, IFAT28561%. IHANER & ORIVERORBUEE
THOMENDDHTCORE SN, BB, A XERHWIN - B ~OE RGBT, =8F I 71E3HD 9
A L AT e — VREAY ER S, BRHELSEHEO 1500 f5I2/H4 35 300mg/kg % 1 A2 N
Feh L CHRBIPAICHE A IIBE ST, I - IBER~OEELRD bRl

oL AT — ) VIEIRFEANCILE T 2EEFHTH D, @2 L AT 1 —/VIEOIERIZE T EMicb
Do, RFEEGHITEMOCm A IREEOMRAEZFEM L, RAIONEEHRT L ENEETH S,

6. RENERZRT VBBHICHT IEE
(EHE - BMEEFOHLEE

9.1

9.1.

BHE - BEERZDOHLHESE
1 HERBESE
ZEfERFMBE D ERE N S TW5,  [17.1.5 2]

R

9.1.1 AGRIF £ TOENBARRERICISWT, 2 BFRFEZz & 2@/ = L AT v —VilERHE 27 HITAFH]

10mg % 12 WRE#E L72#5 5%, HbAle KO/ U a7 /07 2 Tk, AFEEGRI% TEITRD bk
Mo Ty, ZEIEREIEED ERARS bz 30 o, ENEHERGRRICE ié%ﬁﬁ%%%%(%
Bi) ATV THEMT L 72 B AAIE G301 ] o 2 22 NE RS fbE D BB 2 580 72 b D D A D Fe Gkl f
D IRRER 2RI 72 & O —E OMEMITFRD b o Tz,

ZID DFERD B AFN DIRERIE BE OB~ A KT T AR MEIR & B 2 B4 505 ZENERE Mk
D EFAPRBOHINTND Z ENHLRE SN,



etk N EOEES) (S 5IEA

9.3.1 A#|& HMG-CoA EXBRMBEAZHMAT 556, ERCHHERESTOHLEE
BHLRWZ L, [22, 83Z2H]
932 PEERIGEENFHEFEETNHLHEE
BHLRWIEREE LY, RAIOMBETRLES AT 28T nH 5, [16.6.2 /]
933 BEDHHEERENHIESE
[16.6.2 2]

FARESR
9.3.1 AAlL, HMG-CoA iE=cl=AEH & O S 2 WTREMEDN @ W e ORE S iz, KAl HMG-CoA &
TCRERILER & DM AR ITHRE SN TH2RWA, 725 HMG-CoA E il RHER OEEF

HH T 0MEND D,
i, ATRERERE & B ~ D 513 HMG-CoA &t H HEAI T %‘ ICRESN TSI LD, Zh
bDBA iﬁ“ézliﬁl | & HMG-CoA ”fcﬁ%ﬁmi%ﬂ@ﬁ#ﬁ&“% SUTRIE ST,

9.3.2 AHl % FHkhE ®%é$% HG LY Kﬂ@mﬁ$%ﬁﬂiﬂﬁé LB D, FRIZHEEX
igrmﬂ% @$%Td:$§@&5 £ v AUC O Cmax ® EFZRD B TW5H, (VL
10.(2)FF#8E E*%J@@%%)

9.3.3 ARFIZNHEERED® 2 BEITHKYS L-h Kﬁ@m%$%fﬁiﬂ¢é ERHY WW%%%%
bﬂ%#<kék%ﬂ#%é ﬁﬂﬁﬁmw%ﬁ% EEEIFL TODEBE T, ARG
Eﬁ#%kTéﬁ%@#%éo(fWJQQH%ﬁﬁg ] ODHESH)

(AEIEREE R T 5E
HE STV e
(5)8E47
9.5 IR
A0 SAFAENE L TN 5 AIBEME D & 2 M ITTE R O A e GEREE BRI S &l S 5358120
BHET 5L, 708, HMG-CoA BRIGEEBMEANL, AT TR L CW D RTEEMED & 5 Ze I %t L T
BRTHLZO, KH L OHHEEIFITORWI &,

=

fEER -
9.5 7 v ROV KBTS 5 ABEAFERRICEB W TRAFBIEIZZRD DA TWRWA, FHIRT v MW
ThemdtEn o=,  ( VI 5.(2)Mmi& — B EEEFEEME ] OEBH)



VI 2zttt (B EokEgss) (CBd5HA

(6)1=FLiw

9.6 I=3LIF
160 EOFIEMER ORI RBOR ML EBE L, RALOME UIP L EMETT2 2 &,
t MILF~OBITOREIIAHTH LM, MEE» DA E TEE LT v b THLE~OBITHR
HDHNTWD, 7238, HMG-CoA ZItEEHE I EANT, AT L THERTH L0, A4l & OO
HI3fTbn &,

fi#Es -
9.6 BIMT v M EBF I T HHBEREOEL L& X, P RBATIIRD DR o203, iR 6 0~
%12 BIZTTT y M B F I T NERG LIZE A, 2B F I T OWALR~OBITRMER ST,
( VI 5.3)Zi+~D#1THE OHESMR)
(7/NREE
9.7 /MNR
INREEZ RS & U TR RERBRIT S L Tuviany,

3
07 IRHVEMREYL, B/, T, U NR ARG & Ui EABRAHRERE JH LT Ru, E 72, B
EERBAR C b /NR S COBIRBRIZ D 72 < | 9 BRI/ MRS TOMIRBITR L,

(8)=nE
BEIN TR
7. HE%HA
(BERZEZ L ZDHEH
BE SN TR
QBtREFE L ZDER
10.2 FREE (BERICEET S L)
A4 E BRRIEIR -« $E[E 714 By - falRE -
b A A A Bt e ARAND A PELE DI TR ST, ARANT | REIDREA A ZSHBE & FEA L.
L AF IR, VA A o ASHAIE OF GRT 2 BE B D\ | RIS IRAE 3> D W MEIE 4 5 ATRENE
ALAFTIV R E% 4 L EORREEZ HIT TG | b D,
[16.7.3 Z 1] THI L,
I mARY v KAIK N 7 v ZR Y o g b | K5 R
[16.7.5 &1 ] AnH oIz, T L5613, 7R
RY L OMPEEDE = —% 451247
Tk,
7= U o BB MLA 7u bw e rEEREER (INR) ©
InNT7r )y F EHEBRB LN, PFHT 255G ICITEE
INR A& ZA1TH Z &,
R

B2 AR (2L AF IR, aLRXAFTIVE)
AV AF T I UPFAREOMER =Y I TRE (3% SAEAT—H)
BEOma L A7 v —/VifE (LDL-C=130mg/dL) %A 3 2E A (8 #l) ([ZAK| 10mg % 1 H 1[7] 14



VIL.

el (I EoEEs) (BT 5EA

8.

A, ZERICRKERATREG LT E0a L AF T I 4g (1 H2E) FHOEELRG LI 2 A, miE
T PFI7 CGEHAER+HRER) KO EBF I THREEREE (AUC) FaLAF I I eoffliten®
A 15 KO 12 IR T L7z b DD, Cmax ([Z2WTH B2 RIZER0 b e o7z,

B IO RARY

AH a7 v AR U EGHOEEICHRE LIEGE, AFIEKORY 7 a 2R ) o oMEFREN EET 52 L
NHADT, FHTAHESITL 7 e AR oM EEDE=%—%+/3I2(T9 2 &,

B U~V URbUEER (D77 ) %)

WM RER CEMMR EERRER) 2B\ T, A%l 10mg (1 B 1 [18) Z2KERGFHOMERKRABE ULE
AN12 6 12, Vv77 U MU U AR 25mg ZHEE G L2 E, LT 7 U ONRAFTRXATEY
TAKRO R EUBRIICHLAREEIRO SR TR . Lol IomREICB T, A#l L U
N7 7 VORI v b e v R ERREEHELL (INR ; International Normalized Ratio) @ F5- 723538
DONTE OWENRDH D Z L NHRIE I NI,

BlVEA
1. Bl¥EA
WROEWERR S bbb Z E03H 5D T, BIEE+H5IATV., BEPRO oL TR EE R IET S
72 WU RAE T T &
(MEXGEIMER & MEAGER
1.1 EX%GEIEA
11.1.1 BEUE (EEARH)
TFT7 4 TR — MEMRMERZE, B2250REBIERS S bbbz & 0RERD 5.
11.1.2 EBEBARE (JERBY)
A & ORRBRITMEL L TV WA, FNITHRFEARE, I A XTF—OWMERH LD T, BlEE
FATATO, AR, BLEE, CK b5, M R OURT 2 427 v ey EFERRD b BAIIT’
Hxdub L, @YR0ELITH> 2 &, [8.3 5]
11.1.3 FFHREREE (BHEEAH)
AST LB, ALT EA%ZME 5 R EEEERNOOOND Z LR H D,

fi#Es -

11.1.1 W HUE
PF—T oD AGRI £ TOENBHRRBRICBNTT 77 4 7% — &Mz iEss o 8 2
JEDHEIL 2O, ENOHIRE THRE SN TND Z Enbit#i L,

11.1.2 BB Al figsE
B F— 7 FE DK E T OENERRBRIC IO THE IR R I A F — 0@ TRV, BN
TR CHEEN TS Z bR L,

11.1.3 JIFHRERE &
VI — T OGO AGRE E TOENERRBRIC B O CEE RS OWA X203, ENOTEE T
WEENTWAHZ e bit#i Lz,



VI 2zttt (B EokEgss) (CBd5HA

(2)Z DD EIVER
1.2 ZDHOEIER
1%LL E 1% A BAFEANIA
e o R R GEfE. LU, O F 0, AH R oo, SRR
H oAb & | R, TR, MR, ME | 7 I 7 —B LA, BACNE. WEARR, | R, IBARE, BRO 5 %
FRRZ T, ED - WERE | ORMERTESR, BB, RNZ, BHR | 0N
¥ i | ALT EH%V 5 -GPT | ASTES-, UL ER JIF4%
k5
& figk | 2 AR BUN L5
7 R & HIZMHE . B, mE R M FTY
7] W | CK E&*2 B . WM. DU AR, R,
i
1L 73 1 1 ER e iR
Bz & | 32 Z ¥ RS . ZIALEE
z O ]| arFY—ER TARMAT O KT, TSH R&H. JREE | BIE, K
Ao U ME RS ST, v (B - DY
B . R, B, MK, %
WK
HE1) o AKIEAEREERNT 1.5%. HMG-CoA & el EA L OHH L7=8581% 3.5%
T 2) o AHIHMA LT 1.7%, HMG-CoA & tREEIEA & fEH L7-5H413 2.7%
e

B F— TG D AR E TORIR, IR OO AR A R OVEIN « M O RIE I 85 TS S AU BRI 0 5
B Fh BRI O A BT 35 & Rl L7,




VI Zzs4efh (B EoiEEss) (CBId 5HA

@EBAEIERRREERVBERREEREE—K
PREAREABR (KEREE)

I R OV R AR A s 5 A B

22 VERTAf e 2 1%

504 il

RITEHZEBEE (%)

95 5] (18.84%)

B R IR A 5 W LB R BIE (%)

61 f (12.10%)

AIfEA S mpns || B mpns || B
RS P A Z O 2| 0.40
BV 41 0.79 v -GTP L5 13 | 2.58 HLHE 1] 0.20
L UL 3] 0.60 ALT (GPT) L5 11| 2.18 R 1] 0.20
HEN 2| 0.40 AST (GOT) k& 5| 0.99 Z DAt
AAE PRI 2 | 0.40 S A= o o 3| 0.60 )T v bR 6| 1.19
AR 10.20 LDH k5 10.20 TARATRUET| 5099
PRI R B R 1] 0.20 B ik FIE (B - ) 3| 0.60
Ji 5 11]0.20 HHAR 6| 1.19 W7 3| 0.60
HiEsR BUN L5 2| 0.40 R Z 3| 0.60
fif s 15 | 2.98 JLVTF=r kR 11]0.20 AT 2| 0.40
T 11| 2.18 AR Hiplypiz 2| 0.40
i 9 10 | 1.98 PN i 3| 0.60 JREE L5 2| 0.40
PR i 8| 1.59 iE 2| 0.40 U S 2| 0.40
L - Mg 8| 1.59 M+ 5 21 0.40 TSH k& 2| 0.40
7I7—VPER 3| 0.60 M EART 1] 0.20 FLIR A B S Y 1] 0.20
RARRER 3| 0.60 REEfR 1] 0.20 TSH{X T 1] 0.20
HIE R R 3| 0.60 abri) 1] 0.20 R A 1] 0.20
WA E 2% 2| 0.40 BN IZ K 11]0.20
S R 2 | 0.40 CK (CPK) GR&H 11 | 2.18 T LR R 11]0.20
H % 2| 0.40 B &R 3| 0.60 LA —HiEdR 1] 0.20
1A 1] 0.20 i P 1] 0.20 TANATOY R 1] 0.20
HIg%R 1] 0.20 04 e 1] 0.20 A e 1] 0.20
N AN PR 1]0.20 R 11]0.20 i 11]0.20
AR 11]0.20 & FHEDEKT 11]0.20
R R S 2% 1] 0.20 SHik2 %) 410.79 PR o3 A EE 1] 0.20
H¥8 1]0.20 1M BRIE 2 1] 0.20 Lps! 1] 0.20
1 PR A PR 1020 RIE
R 10.20 F9% 12 | 2.38




VI 2zttt (B EokEgss) (CBd5HA

BECARGERE (128[HK5)
I B OV R AR A i S A8 B

LA PR e 52 B 10488
RIER R BB (%) 978 5l (9.32%)
HIFA b BIFAI a0 BiERA || S
RBLTE R U FERE FEMEDE W 14 | 0.13 1 IR SR A bR 1]0.01
RS 1]0.01 SR 5| 0.05 BEE
e 2 310.03 BV 10 | 0.10 NEHR AN R 21 | 0.20
EES 1]0.01 TSR 5| 0.05 il Ra AT 13| 0.12
SHERZE 310.03 IEE S(EFS 1]0.01 N 13| 0.12
MRKRU) vNRES K= 2 —m 3 F— 110.01 e 6 | 0.06
A ifi. 30.03 PERETE 1]0.01 T2 % 40.04
BrRZ MR M 11]0.01 B 1]0.01 fE 39 | 0.37
N7 bEE R 2| 0.02 T 26 | 0.25
7 v TIEERE 1]0.01 TAMAERNINEE 1]0.01 HIERR 6 |0.06
RERUREEE ER R METHIR 1]0.01 [CES 11]0.01
ik 11]0.01 R 1]0.01 25 f 11]0.01
BEDRIP 9| 0.09 R—=F Y IR 1]0.01 i {58 1]0.01
ay he— /L REORERE|  1|0.01 RfEE Jise 2 |0.02
P HE 7 1]0.01 T LL R — P 10.01 PR [ 28 0 2 | 0.02
G 2 | 0.02 HR e V27 21 0.02 ERi-v) 3(0.03
e L 5| 0.05 ERURBREE P i T 1]0.01
B U T A E 31003 | HE 310.03 H % 6| 0.06
B 7YY RifE 40.04 DRSS (ERESERUINER s 2 |0.02
e PR I MILAE 710.07 BeiLiE 4| 0.04 -+ IR 1]0.01
A i A 110.01 TR D) 110.01 B IGhEE 4 |0.04
&7 U 7 e 1001 | BEEETays 10.01 FEEL 1]0.01
&R [ e 30.03 DARA 1]0.01 JFRBLPEA L A 110.01
FARRGE 4 |0.04 FT7 I —E 110.01 TR B 2 |0.02
RS BiE 4| 0.04 CEVIN 25| 0.24
NL 1]0.01 TN AR NABDE 1]0.01 Wege 1]0.01
PR 1]0.01 bR 1]0.01 A% 5| 0.05
RRE Sy 1]0.01 FEIRER. MIERR UHEFRIEE EFREE 11]0.01
AARAE 5|0.05 gt 5| 0.05 Mgk 410.04
PRRRAE 11]0.01 Ik 1]0.01 DR 11]0.01
R= 7 i 2| 0.02 S 11]0.01 I oD JR% T SRR 2| 0.02
MEREE a4 110.01 H OFERE. 11]0.01
= 11]0.01 TUAF MR R 30.03 BiE R 110.01
fibi A 2 3(0.03 FROEDRIE 1]0.01




VI Zzs4efh (B EoiEEss) (CBId 5HA

AEA = ko AIfEA o AIfEA s
FrREEREE 5 R T 4 10.04 IfE F - 710.07
7V — UVEFE 1]0.01 B A A PR 1]0.01 kY 7 Uy REid 1{0.01
REAE RS A 1(0.01 BRURBES e~ 7YY REGN | 12 (0.11
fEEE R 2 10.02 R 1]0.01 1 PR SEHE N 10 [0.10
2rENgER 1{0.01 R 1 {0.01 i A RIS 0 12 [0.11
IR 57 2 10.02 B H 1M 10.01 | | AFEREREIEMN 210.02
e R 177 | 1.69 | | HIREHERE 2oz | | 2720500777 | s e
MEiAT 4 (0.04 R R 3 (0.03 ZVYa~EsZuern | 13]0.12
JiF R 22 (0.21 —f% - 2HEERUVESEHLORKE | | ~~ 27U v MEd 1]0.01
IET N — AAERENIMEIT | 1 (0.01 9 7 10.07 ~< ~7 U AN 10.01
RERUVR THBES A R 3 /0.03 PR 1 B 1]0.01
i B AE 210.02 g 1 {0.01 ~EZ B EUED 2 10.02
mir 1]0.01 AR 2 10.02 ~F 7w BN 1]0.01
Hz 9 /0.09 PRV 2 (0.02 v L E Y AR B 3(0.03
PR LY 210.02 57 310.03 FLLE Y R AR 1]0.01
LiEZ 310.03 L K 6 [0.06 [ B A L 134 2(0.02
L 1]0.01 | | HfHes 1]0.01 i;;;iéiﬁ 2 10.02
FEZ 1{0.01 TR ZE RS 1 {0.01 N REIR A S 1{0.01
% D FRIE 17 |0.16 (=N 23 (0.22 RLLE U R E AN 1]0.01
55 16 [0.15 P 310.03 | | A A7 w2 HN 10.01
KLEEME R 5 10.01 R P 210.02 | | R&H 310.03
PR PR 11]0.01 TN 1 {0.01 PRI BRE R 1]0.01
ZERRIE 6 0.06 H¥8 5 |0.05 ENEEREh 410.04
LEME D I 2 10.02 ERIRIRE I 1 Bk A b 2 10.02
HaEE R 2 10.02 T?i??iégmmu 48 (0.46 (Ehiiikz eyl 1{0.01
BEBRRUEESHBEES 77— BN 2 10.02 PRIV BB 1]0.01
s 61006 | | 12075 S0 | 2o loas| | hTvaTsr—w kR | 100
g 70007 | | fidr=v2Fa—ism | 1 0.01 J}ﬁiﬂ;izzftmu 41004
A 4 [0.04 %Ejy FEATT=E L 01 BE. PERVABEAHE
LRI 210.02 iﬂf?;zfg%m 180 (1.72 | | 7 1]0.01
5 AR 42 10.40 7 V7 F = 510.05 P45 1]0.01
B HLRRIE 11]0.01 mH 7 o g 24 10.23
VU e 810.08 M RLREK RRESRIE I | 9 (0.09
RS A R 1{0.01 MY o K8 310.03
5 B R 2 10.02 M EART 110.01




VI 2zttt (B EokEgss) (CBd5HA

BECEARGERAE 62 BFMRHAKRE)

I E FH R ORGSR o A i 22 5 28 )
LR VEREAM AR 515K 1617 {3
mIERF B (%) 201 51l (12.43%)
AR 4 2l AR 4 il AR 4 L
R E R U4 RAE K 1| 0.06 BERUVREES
KBSk 1| 0.06 BhalEE HR 1| 0.06
SAHEEZ 21 0.12 AR 41 0.25 ERARME 1| 0.06
DL S T 1| 0.06 ARRRUARENE
=N 1| 0.06 fE s 3| 0.19 RIEF5 Hiifn. 1| 0.06
MERVY VIRREE g 1| 0.06 (S e 1| 0.06
2 1fn. 1| 0.06 T7EMEORNY 1| 0.06 —f% - 2 EEZERUEEELOIKE
ERRZ MR 2| 0.12 T2PEE & 2| 0.12 I 77 9 1| 0.06
SRNIIREEATN 1| 0.06 NI 1| 0.06 Jia AR R 1| 0.06
RFERUVREES 1550 3| 0.19 16 B 3] 0.19
BRI 31 0.19 T 11| 0.68 iy 41 0.25
I B 1| 0.06 HIEAR R 1| 0.06 RPN 1| 0.06
vX I URZAE 1] 0.06 s 1| 0.06 KRAE AR 1| 0.06
RARIEE 1| 0.06 e 1| 0.06 ERERIRE
FHR P 1) 006 | 1205050 pum | 7| 048
pReY 1| 0.06 EES 2| 0.12 77— 1| 0.06
RBRE 3] 0.19 B+ R 1| 0.06 7;;?;?:%?;%m 5| 0.31
TRRIE 1] 0.06 GV 6| 0.37 g7 v7 2 R 1| 0.06
NEE 1| 0.06 BPERES 1| 0.06 P e YL e s 1| 0.06
HRREE A% 1| 0.06 %i?;;iétgm 37| 2.29
i 21 0.12 FFREERES 7 V7= 8N 1| 0.06
HEEE 1| 0.06 JEZE S 1| 0.06 =" Ko s 3] 0.19
FEED F 31 0.19 R E 1| 0.06 ifn. P PLER R K S ISR B N 3] 0.19
U 1| 0.06 M5 1| 0.06 M U o A5 1| 0.06
BIEPE 2| 0.12 R RE S5 23| 1.42 £ -5 1| 0.06
JE R SRR 2| 0.12 RENAIF 1| 0.06 vV 27U+ R 3] 0.19
BRI 1| 0.06 SERT SR 1| 0.06 i Hr R FE N 1| 0.06
fEHAR 1| 0.06 RS 1| 0.06 i HREAR T 1| 0.06
IRfEE EERUVETHEES 1. A1 PR B N 1| 0.06
e 1] 0.06 e 1| 0.06 {f;ff; "/ ; s 10 | 0.62
IRZ 5 FEdiE 1| 0.06 FLBE 1| 0.06 JY a~E s a e 31 0.19
IDEES O PEIE 8| 0.49 ~ES e 1| 0.06
B 1] 0.06 F95 9| 0.56 mH A7 v e s 21 0.12
REENR 1| 0.06 B & I 1| 0.06 HeE A 1| 0.06
i 4] 025 AR 2| 0.12 {REHIN 21 0.12
L EE PRSI 1| 0.06 M O FEIE 1| 0.06 i R HE 1| 0.06
R HARRRURAERET T 1] 0.06
R IfL 71 0.43 HEE 2| 0.12 %jzizzf%ﬂu 1| 0.06
1B ifJE 1| 0.06 A 41 0.25 BE. PERVLESHHE
FAE I 1| 0.06 EPALES 1| 0.06 YR 1| 0.06
FRAYENAREAZEM R R 1] 0.06 5 A 9| 0.56 Pt 1| 0.06
FEIR . M2 R UHthREES DU Jie 9 3] 0.19
i | 1] 0.06 FHES S0 JE 1| 0.06




VI Zzs4efh (B EoiEEss) (CBId 5HA

9. BERERKRICRITTHE
BRE I TV

10.BE&RE
BRE STV

M.EHALDEE

14 BRALDEE

M1$ﬂ§ﬁﬁ®ﬁg
PTP w3 IEANL PTP > — 2B H0 L CIRAIT 2 K 948875 2 &, PTP v — F OIS
BB RS BB KGR~ U, IR AL A R 2 U CHERIAR S O EE R A IHEZ %45 2 &#%
%,

fiRER -
141 BHEGEFE 240 5 (CER S84 3 A 27 BFAF) KOG 304 5 (CEAk 844 A 18 BHfY) [PTP REARXIHKIZ
DWNT] IZIEWVRE LT,

12.Z0H0FE

(E&EERERICE D 1ER

15. TDHDEE

15.1 BRERERICE D < 1Bk
BEM SR IE B 2RI L2 O ik —EER Y7 LA GRS (625 #12° 12 JF LI, 576
IS VAEDNOEE) IZBWT, i 727 I+ —Fo EF GEUEE EIRO 3 (5282 5k L7z
B O3BLR (RBEHIFCHREE) X, 7=/ 7477 — MEMBET4.5%, AFlE 7=/ 7077 —F
OFHBET 2.7% ThH o7, RERIC, IO S T ORB=RIL, 7=/ 7 4 77— FNEMEET 0.6%. AHl
L7 ) 7477 —MHET1LT% Tho7, CK LH (EHEELRO 10 (5282 5) 1220V T,
KRB ONTNORTHRED Diehotz, o, AFE 7=/ 7 47 F7— MERIZBIT 5 — kM7 H
ERRIINER Ch oo, kb, AT, BRI L WA ERERL L BB CHET 2 X5 1237 A
YENTWRn 8233, [8.4 B[]

fiRER -
2006 4F 5 A I ARG MIEICKH T DAK E 7 = /) 7 4 7T — MEABSNAGE I KEIC BT D isf T
EORIIMN, AFE T2 74T T— MARBROMSREEZEH L,
BELEANEEOHIZHEM L TWND B0, KAlL 7 4 77— FRIEHEOGFMIZEAL TIX, BANTO
ERRBRNIESN TS, ([V.5.(5)4).vi)7x/ 74T5—EDHAIZKDZIEFITDOHE K ONIVLS.
BEERGEARMEIELTOEHRBS5<SE> T/ T4 75— MK OHEMR)



VI 24tk (B Fokss) (355

(2)FEEREREABRICE D C B

15. ZDMDEE
15.2 JEERERERAICE D < 1B
A XT1H AMESE (0.03mg/kg/HLAE) 12XV, fED S JAH 2 L AT 0 — LREERK) 2~3 5N L7 &
DOEWENRDHDH, LaL, 300mgkg/ A% A X2 12 » AL L THIEAH D WIEATF - fBERA~DZEILTH

BRI T, = A 2 BEEY (Gmeke/H) LTHILD 5 M0 = L AT 1 — LR~ BB LA 5
Rinote, [8.4 W]

TEFITO 1 » AMBEMES (0.03mg/keg/H LA E) 12K D MEHHLR A~ DR A RE L7z X OB Tl
JED 9 2 b AT v — LR EEDH) 2~3 (12N L7223, BEARAERE I &0 1500 /%1248 3°5 300mg/kg %
TR ARG L CHRBITRICRH A IIBE ST, I - IHER~OEELRD NN, £, v TR
W= BF I 7 & 2GS (bmg/kg/H) L THARD 5 At 2 L AT 7 — VR E~ORBEILRD STz,
EHIT, EENLAY =TI a L AT r— VREORER EANHR OGN, SIREEHE A LA X —
WA 2 L AT B — VR OEINEEES DN TRV, A XTHLNMED S it a L 27 a— VRED
B, mAEIAEE 7 /WS IIT 5 6 O TR < | F 72 O ERARTER O AR T b AFI M 53X HMG-CoA
BT ER O RG TR0 9 B O A FEFRLCNAIT K DO 5 GIERIT I HMiE] 05 BUEEE 2 HMG-CoA
BICEE R ER M G- L 2087, FERBBEGICL o THHEMEZZE DO TW RN &b, I - IBE R~
DEBIENbDEEZBND, ( [R2(7)FDMOEH/REN] OEBMR)

R



IX. JERRAREAER(CRE4 5T H

IX. JEERPREERICRI I S 1HA

IEF T8 10mg [DSEP) [FEBELEMHEZHLMNICT SIEMKRABRZEREL TLVELY,
AECEITHRHTIEF—TOE 10mgDA VB Ea—T+—LEMSEE LT,

1. ZEIREAER
(NENZEEAER ( (VIR EICBE T 2HA | 2)
£8: IEFITJD—MBEEARAE
e B Tl A o
AR TH . . AR B
il (n/B) (12 ) B R
iR MR R
—EIR Z v b 3. 10, 30mg/kg | 10. 30mg/kg : ZEMETLHE, KA D X AT,
(Irwinik) (1 6) (&) P ED, WURRNLE RS, PR EEN
— IR 7w bk 30, 300, 1000mg/kg ;
(FOB 1) (HkE46) () Rz L
DMER
e BRI TR ,
ESRIINS <E 4 Sy b () 25mglkg (F& 1) ERZ2 L

Ik INES Ju h
E‘ L?Eﬁ(\ L /mrﬁﬁ*ﬂzﬁ;ﬁ 300\ 1000mg/kg

EX (RR. QT. | 17X (l# 6) () fER7Z2 L
PR, QRS [HfE) | (7L A KU —{k) '
0.1 M
WERGE hERG #H A~ 7 % (in vitro) frR7 L
1-929 il (5) FEFITRENE |
1M (in vitro)
IR %
T FIAE 130,300, 1000 |7,
N REw 6 rEH
B/ ibRIwR
K&,
RPF RV OA | Ty (HES) 25mg/kg (#&1H) TER7e L
et &
BEBRER
ERiEe 504 7 v~ (HES) 25mg/kg (#%11) ER72 L
INMBIREEERE | 7> b (HE6) 25mg/kg (F& M) fEM72 L

(2)BI R FEIR A BR
MR L

(3) R &R
MR L

(4)Z Dt FEEEHER
MR L



IX. FEERREER (ZBE4 5 IH H

2. EHHER
(MEEEE SRR
~ AR OT v MZZEF 7 5000mg/kg, { XIZTEF I 7 3000mg/kg & HERRO#K G LTH, LW
R T _E AT IR o,
QREHRGHMEHER 39
7w b 8 » AMBAR N GRER (20~1500mg/kg) Tl ERAENDEEICME 2 L AT 7 — 1 E,
1500mg/kg DIEIZ Y 7V 2 U RBADBHLINTD, BEFRRERITIBRWE B 2 O, EEMEETHEE LS &
1500mgrkg LHIBr sz, 7 v b 6 » HBEIREER #5308 ( : 150~1500mg/kg, Hff : 50~500mg/kg)
T, 500mg/kg OHED I GOT HEMA A SV 53, TRELFAIMR A CRE 3 2 2T b o Tz,
7 ME B IE 1500mg/kg, M 250mg/kg & T <7z,
A4 X 3 » AP LR (3~1000mg/kg) TiE, EAENSMIEAI L AT r— AT M) 77U &Y ROR
A, 300mg/kg ML E TREINDZEF I TIZL D EEZ ONAEOARINRALILZA, Wb FEFm 72
BHRIIRWVWEEB 2 B, BHEMRITL 1000mg/kg &HIBr 47z, 6 KON 12 » H [H#¢ H #5308 (30~300mg/kg)
TiE, BHAELGME I VAT o — B RALNTOHRTHY | WML 300mg/kg & HIWr iz,
()ETEFR A HF MR
T v MZBRRAOERE COYPEIEAEICET 2B, 7 v PR - JRIERAICET 28R, 7 v
HAE AR OV AR 1% D FE AN ONZ RHR OBEREIC B3 2 SBR A R D 512 K 0 FElli L7723, BB oA glke, ot
ROFA, R OVEFRE~ORE LA LT, WEEEITWTHoORBR Y 1000mgkg (5@ AR &HIBrS
nic,
(4)Z DD IFHE M
1) BinEEHER
HE 2 O D IR 2SR ZE R BR, & R RS U > 7 SBR % O B Yot (R B AR B e O~ 7 20N B Ot SR 1
WTNHEETHY, =BT I TITEBEEER RV &Il Sz,
2) DA RMERER
ERNREERE OG- AJFMERERZ . ~ 7 2 (25~500mg/kg) K O'T v b (i : 150~1500mg/kg, M : 50
~500mg/kg) THFT L7223, FERAMITRRD BTz,
3) R MEHER
ELEY bEHWCREIN ST 77 4 X —RISKNRESZHRZET 7 1 7 F 2 — L ORERIT
Wb EMETH T,
4) IO E AR
FE SN TWADEHEO ANIHZ RN L =B F I 7 HEEEZH TR L, £ORERER., 7 v RS XD1
KO8 » HIKER G mMERER I, RN X 28722 BT o ied oz, £, BIRERE
HHER L O~ U 2/ MERBR CRABFMEEA e o Tz,
5) IEFITELEBRAFUDOHAKREIZK 2EMHRAR
) BERRS(CK DEERE SRR
v AKRDNT v MZ=EF 2 71000mg/kg+ 2 > 73 A X F -1000mglkg & B AR D5 L7223 30T K OV
LT RERITFEO b oTz,
i) BEAKEICK 2 RIEESEMHRR
ITVFITEUVUNRALF v T TNRASF U XET MAARALF o OFFRHE G L 5 KRG R A |
ex oAt O EE W TER L7,
F v F3» AR O#G5HER (=¥ F I 712~750mg/kg+ 2 # F2-10~250mg/kg) Tix. AFlE (FFEEH
Ny FFARRRAROC, FFHLARREESE, BB REAE) | BT (RRAEZErE) R OWIH (A Tt BRARRRE &



IX. JERRAREAER(CRE4 5T H

FRRIRE SO T ARV IE) ~DBN L bz,

A X3H AR A#EEGRR (=¥F 2 70.3~30mg/kg+ A% F > 1~10mg/kg) Tix. AFlE (MRE BRI,
FFRIB R AR 250, PRI RSE) ~DFEN A LI, & bR 2SS O b2 b2
TEGPTDOE L WA bivlc, 4 X6/ V145 HH#E A &ELRR (=8F I 70.3~3mgkg+ ¥ /32 4
Fr2mglkg) Tix, PR (BEBFA. M) ~ORERFED LI, IRIEIC X0 BEIEMEGED
v,

OF A3 G-FE CIE M R SEIREE O B AL, DFREGREOFTRIT A ¥ F B SR~ TR 2 6
Nz, L L WTHOFT RO AZF U THEINTWAELOTHY JHRICL B2 b DIEERO 57,
Fio, b N TIEERMEIRE A B ERITRD e,

i) FAREIC &L 2 EEEERER

BIEEME (ZBFIT RN RETF U TIARREZF LT MAANRZTF V) X, MEE RV 51872
SRZZFERBR, © PRSI U o Bk A HI) 2 e R S E B K O~ 7 2/ NMZBR TR L7223, Wb ek
Thv., PFHL THEBEFEEITRW ST,

iv) BERR S & D ETERE SRR

ITVFITEUVUNRAREF | TIRAZFUIIT MR AZF o OHFHBEEIC L D08 « R34 T
LBRE | KRx R A VL CHE R Lz,

Z v b (=¥F I 71000mgkg+ A X F L 5~526mglkg) Tix., TICREM~DEENL LN D HE TR
REREAD, BRERE L ONBE RN DTN, BRI b ikho T,

7YX (ZEF 2 71000mgkg+ A ¥ F 2 1~54.5mglkg) Tix, HEM~DOFENLLNLHETHIED
BT (FICRHEE S X ORBHEED, WE Sl RAabhnfn, BEETHY . 157 RikF

MY 7o i,
RO: HAKEICKIIE - BRELICHET EBROESHR
MmEME P F I T+ 24 F 2 (mglke)
ELZa £ 51 DR A 2
KEW) B IR
SUNRRABTF 1000+25 1000+10
7w b 1% 6~17 H TIGNARF 1000+131 1000+263
T RANRAEF 1000+54.3 1000+54.3
SUNAEF 1000+ 1 A 1000+1
AES IR 7T~19 H TIGNRARF 1000+ 5.2 A 1000+5.2
T RN B F 1000+ 5.5 A 1000+5.5 A




X. EHRHEIHICEY HIEHA

X.

EEMEIEICEY 51EH

. BRHIR 5

B A MFEEES (FE-EMEOLLFEICLVERTHZ L)
BHRRS  EE L0

. AR XL AR

IR 24510 » B (ZEMERBRRE RIZH-S <)

BEIRETOETE
FEIRRATF

Bk EDEE
Y LA

BERITEM
BEMERLTA R 2L, <TVHOLEY : HY
ZOMOEEFTE . (X #E ZTOMOEEENH) OHZZM

F—R5 -
F—RR/yEE : €F—7 52 10mg (MSD A/ /34 = L3R bR )

F 2 . TIRREFUF RV TA, VURAREF L TANRAAF T NI UL, T RURAREF U h
T LK, EHNRASF U N T A, OANRRLF UL T, RXYPT 4T T—
Tx )7 47T —h, FudJa—)L alLRAFTFTI, alLAFIN, A aPX N FL

EREEFAR
2002 4210 A 17 H

SERTARFABRVEARES. EMELERFEFAB. RETHBEFEAB

fR5t 4 SERFTARFERAE AKRES RMELRHFEFAR| REMWBEAR

IEF = T8 10mg DSEPJ 201948 H 15 H | 30100AMX00188000| 2020 46 H 19 H [2020 46 A 19 H

MEERITHREM. RZERVAELEETENFOFEABRVZOAR
FE L

10.5EERR. AMEERAREABRVEZOAR

11

AR

BEEYME

AL LR



X. EERYHEIHICB Y D IH

12 R EHARHIR (B9 5 1EER
RANIELEFEBREDOED 5 TEEFINZ BRI DAV TWAEI G 1252 LRV,

13.&%Ea—FK

JEAE T {8 SR AT L e

o e
U S = — L7 hEREa— R

foned HOT (13 #1) #%5

1270402010101 (PTP100 $E)
I¥F = JfE 10mglDSEP] 1270402010102 (PTP500 fi) 2189018F1035 622704001
1270402010201 (PTP700 $E)

14 RERHEHT LDERE
ARANTPRBREZIR L OB FEEIMLTH D,



XI .

X #R

Xl. X

Ak

1. BIFCHEK

1

2)

3)

4)

5)

6)

7)

8)

9)
10)
11)
12)
13)
14)
15)
16)
17)
18)
19)
20)
21)
22)
23)
24)
25)
26)
27)
28)
29)
30)
31)
32)
33)
34)

FERNERE (LE
FEPERE (P H
FARRAE f’@ V2R
TERRAE i

I ST A
TEEFOLE A
DRURSE A

== E)
%)

—

oT

FRIEFE 2007:23(6),469
Ei 2007;23(6),493
3 2007:23(6),523
3K 2007:23(6),571
=3 2007:23(6),397
URWELSE fih 3 2007:23(6),407
URMELSE M BRIRIESE 2007:23(6),451
W RS A BRIREESE 2007:23(6),555
Yamamoto A et al : Atherosclerosis, 2006;186(1),126
Gagne'C et al : Circulation, 2002;105(21),2469
Salen G et al : Circulation, 2004;109(8),966
Davidson MH et al : J Am Coll Cardiol, 2002;40(12),2125
Melani L et al : Eur Heart J, 2003;24(8),717
Ballantyne CM et al : Circulation, 2003;107(19),2409
Farnier M et al : Eur Heart J, 2005;26(9),897
McKenney JM et al : J Am Coll Cardiol, 2006;47(8),1584
FEIDEMR b - BT L IRIK 2012:61(9),1690
BEIDEMR b - BT L ERIK 2012:61(9),1714
Teramoto T et al : Curr Ther Res Clin Exp, 2012;73(1-2),16
Saito I et al. : Lipids Health Dis, 2015;14,40

1:1

HT EHT EHT EHT nﬂT %

%%%%%

Garcia-Calvo M et al : Proc Natl Acad Sci USA, 2005;102(23),8132

Hawes BE et al : Mol Pharmacol, 2007;71(1),19
Sudhop T et al : Circulation, 2002;106(15),1943

B fi o BRIRIESE 2007:23(6),417

Kosoglou T et al : Clin Pharmacokinet,2005;44(5),467
Patrick JE.et al.Drug Metab Dispos.2002;30:430-7

van Heek M et al : Br J Pharmacol, 2000;129(8),1748
TREFELIA, . BRI 3E.2007:23:571-88.

Kosoglou T, et al. Clin Pharmacokinet. 2005;44:467-94.
Farnier M, et al. : Eur Heart J. 2005;26(9):897-905
McKenney JM, et al. : J Am Coll Cardiol. 2006;47(8):1584-1587
Bergman AJ et al : J Clin Pharmacol,2006;46(3),328

2. ZOHDSETH
AR L



XII. ZEEE

Xll. Z&%#
1. EHHETORERRT
BRI L

2. MAZE I BERRE B
LR L



XII. i =

Xl 5 &

1. F - REZIZICHE L CERIRHIBZ TS 12 HT-> TOSEFER
0w
FER DS i S LT RBE Co BN RERER . AR, ZetEBRIIERINTE LT, 2OHME - 42
PEZ TS D I HIIAFEE L7220,
LLEDBBIZ LY . RA OB G ITHERE S fu720,
HiE - BAMRUBREREF1—JDEBN
MR L

2. ZODOEEER
- =¥F 78 DSEP) Z2RASNDIBESAE ZFKEDO T~ (Fm : £, EHim : 4)
FH—=dhx 27 R et R — 22— (httpsi/med.daiichisankyo-ep.co.jp/index.php) Z M



https://med.daiichisankyo-ep.co.jp/index.php

(CRREERE - EAFREHEVEHhERE]
FE—=ZHIX T 7HARE BEHREHRE
T103-8426 AR REX H AHEAHET 3-5-1

TEL:0120-100-601

EZEIF42206

2022 4 6 HUGET



	目 　次
	I. 概要に関する項目
	II. 名称に関する項目
	III. 有効成分に関する項目
	IV. 製剤に関する項目
	V. 治療に関する項目
	VI. 薬効薬理に関する項目
	VII. 薬物動態に関する項目
	VIII. 安全性（使用上の注意等）に関する項目
	IX. 非臨床試験に関する項目
	X. 管理的事項に関する項目
	XI. 文　　献
	XII. 参考資料
	XIII. 備　　考
	お問い合わせ先

