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BARERA BORANREZFUAILIYLEE

OX/NRXAF 8 2.5mg TEE]

OX/NRX%F g 5mg [EE]
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I. AMICEY HIER

1. R3E4

(1) M4
2 ANAZF 8 2.5mg [EE]
2 ANAZF 8 bmg [EE)
2 ANZAZ T 0D $E 2.5mg [EE]
12 AR ZF 0D §E 5mg [EE]

(2) *4
Rosuvastatin Tablets
Rosuvastatin OD Tablets

(3) AMDOHBE
— 4 L0
2. —j&4

(1) M& (WwAE)

BANREF AN T A (JAN)
(2) #4 (@aE)

Rosuvastatin Calcium (JAN, INN)
(3) RT L (stem)

SR ESK © -stat-

3. EEXANETRERX
e P

CO2~ | Ca?*

4. PFXRUVHFE
4+ : (Ca2H27FN306S)2Ca
45+E : 1001.14

5. {E%¥4 (W& XEXE
Monocalcium bis[(3R,5.5,6 E)-7-{4-(4-fluorophenyl)-6-(1-methylethyl)-2-[methyl(methylsulfonyl)
amino]pyrimidin-5-yl}-3,5-dihydroxyhept-6-enoate] (IUPAC)

6. \EA4A. 4. KBS, &S
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(6) HEFREHK
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(7) TOMDOELTRIEE
MUERR L
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LR L

3. AYVRSOREREERE. EEE
(1) fesdaBRiE
<\ ANRZ T8 2.5mg/5mg TEE] >
1) &5 AT B R v
KD AL ) —NVEERIZDEWINARY MAVERIE L, RED AT ML ERGDBIRAT L
TR ANREF N T DMEREFOAR T NLVEEET 5 & & DAY MVEFR—KED &
ZAIZERRDTREDRIN A BD 5,
2) BRI AT S VHIE R
BAbA U 0 LEEANEIC LV EBRAITVD KD AT MLERGDBRART ML ER ARNAZF
AN DEERG O AR MVE RS D & & FHED AT MVIEFEEEO & 2 AIZFEREOTR
JEDWIN %78 5,
3) EMESUS
KihDAK, A% ) — VRTINS DO ERIS@) &2 2T 5,
<\ ANZZF > 0D #E 2.5mg/5mg TEE] >
1) TR A 7 S VRIEVE
BALA U U AEERNEIC L VBB ATV, REDART MVERBOSHARY M AT 5 & X,
W DALY N OVILE 5D & Z AIZ[REROTRE DWW Z 58 5
2) EVERUS
KEDK, AB 7 — VRTINS 7 MEOEERISG) % 2T 5,



(2) E&IE
<\ ANRNRZ T8 2.5mg/5mg TEE] >
Wik~ 777 40—
AR SN EE G
BEfH K, 7 b=RFVU . N 7 A O BEREIRIR
<\ ANZAZ T 0D #E 2.5mg/5mg [EE] >
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AR SN EE G
BENE - BERR. 7k F= N U VIR
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B2 T4 NN Aa—TF 4 LT EE

ODE: 74 vba—TF 1 78 (OENAREEEE)

(2) RHDONHER UtER

L 0 AN LT AN BT G
R 724
2.6mg [EE] 5mg [EE]
# T AN aA—T 4 T
o R I TVWIRBDE O~ T AUTERAED R
= E N
2.5 5
eS| ==y luz:m'
WAPE, ,\z_-s-_au /
M g igﬁ“ |GE£]
i S [ -.‘\ ;ui r;.a ;.' \ * -E_—E:I'- .-:/
i — —
HE (mm) #15.5 #17.0
EZ (mm) % 3.1 %1 3.9
H& (mg) #1174 #7146
2.5 T ANRAKF B B ANAKXF
AR 95 0 AAZXFL EE 5 0 AAS2AHFL EE
. B AN L F 0D §iE 1 ANALZF 2 0D §E
HR7E4
2.5mg [EE] 5mg [EE]
# T g bha—F 4 o TEE (DEN R EEEE)
® W I FTWVIRBEDHE A D T ATETRAD A,
(aSn)
ﬁﬁ ARE
B o5 /’ '\
S i Q3 A0
EE \,\E_Ef/
i — —
B (mm) 5.5 #17.0
EX (mm) 3.0 % 3.2
& (mg) #1 69 #1113
. 2.5 BANAHF B B@ANRARZF
AR OD ex X2 4#F > EE OD A X2 %ZF > EE
(3) #EAa—F

(Mv. 1. (2) WHOHMEKROMER] DHSM)

5




(4) HFIOWHE
(M. 6. "WAIOKFEEM TR 2LEN] DHESM)

(5) £t
PTG & VNP
2. HEIDOHER
(1) ABES GEERS) OEERUHRNA
0 2ANRALRF R 0 ANRALF L PE
W7E4
2.6mg [EE] 5mg [EE]
1 g 1 g
TN 0 ANAZF LBV A 0 ANARZF T A
2.60mg 5.20mg
(@ ANAHZF L LT 2.5mg) (@ AR K F & LT 5.0mg)
D-vr= b= KEHBREL Fn® o iln—RX 70 ARE R
NIb ATT VUV~ TRV UL, ETaia—A XLy BREFL, EE=
Tl Bk, = CRMbEk, A oosaey
o ZANZ KT OD bE 2 ANRHZ T 0D §E
H7E4
2.6mg EE] 5mg [EE]
1 g 1 e
TN O ANRARZF U H)IV T A 0 ANZARZF T T A
2.60mg 5.20mg
(@ ANRHF & LT 25mg) (@ AN K F L LT bmg)
R E=ATva— gy, D-~r=hr—n, 27 7n—2X I
——— AV h—b, AT NvEravT Uy VAFARY vaF
o (WIRA) . BEHK A, RV be=Ar7ra— R RIFL o7y
a—) 777 haR)~v— FTXANI U BFF ZL

(2) EREZTORE
M E R L

(3) B#E
MEEH R L
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BARSAAN
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6. HEADEKEEERTICETEIRER"
(1) JmEzEBR

Y

OuANRZEZF 8 2.5mg [EE]  I#EiER (40°C. 75%RH) [Hi&adEmae (PTP @) ] (3 1y

[any

M)
HEHEH PRAT I ]
<Kl > PR #rlkE 144 3»H 6 »H
PER n=3
<HFTVRB Ot~ ATERBO ey i i i
DT 4N AT —TF 4 T EE>
AR n=3 N o _ ™
(HPLC) Ha Ha
$iERBR (HPLC) n=3 ‘ \ \ ‘
RERE_HPLO) o o o Ho Ha
B (GRS MR N e A
n=3 <15.0%LL > i i
YR HH 0 =
f’l”?;ﬁf (gOO)O/unLi 94.8~102.3 96.2~101.8 95.5~104.6 95.7~104.4
N 0
AN = N 0, X2 -
s 0@105 0£>3 98.1~99.5 97.3~98.4 97.7~98.5 98.1~99.1

¥1 : EBE®WE RRT £ 1.06. 1.36. 1.69 OHZEME 0.25%. 1.5%. 0.7%LL . Z OO« OMFEFEDE : 0.2%LL T,
WG : 1.5%LLT
X2 RTEICHTLHIEAER (%)

OuANREZF U8 2.5mg TEE] MEEER (40°C, 75%RH) [k mdEpae (N7a3)] B u v b)

HEHEH PRAT A ]
<Kl > PR ArlE 144 3»H 6 »H
PER n=3
<HFTVRB Ot~ T ATERBD STkey £ £ A
DT 4N AT —TF 4 T EE>
flERe AR n=3 N _ _ A
(HPLC) Ha Ha
WERB (HPLC) n=3
e " e i e e
B (GRS MR PN _ _ TN
n=3  <15.0%LLF >
fl”?i% (g]o)‘y unfi 94.8~102.3 96.0~106.0 95.3~103.5 96.6~103.6
2 0
= ) *2 -
o 0{"3105 0;1>3 98.1~99.5 96.9~98.5 97.4~98.9 96.9~99.2

¥1 : EBE®WE RRT £ 1.06. 1.36. 1.69 OHHZEME 0.25%. 1.5%. 0.7%LL . Z DO« OIFEFEDE : 0.2%LL T,
WG : 1.5%LLT
X2 RTEICHTLH2EAER (%)




OuANRZZF 88 5meg [EE] IERER (40°C. 75%RH) [Ri&oldtpre (PTP @) ] 3z v )

HEwEH PRATIAH]
<HHE > aLGLE 1% H 3 nH 6 % H
Pk n=3
<HFTVRBDE A~ L FTAETRBD e A A e
DT 4 VDT —T 4 T EE>
e ER n=3 N o o N
(HPLC) e e
ﬂﬁiﬁfgﬁiﬁﬁﬁ;gf?f) n=3 N SN SN e
1] S A By b
AN —E (5 & —ERER) o _ _ ey

n=3 <15.0%LLF>
BHPE (%) n=3
<154y, 85%LL 1> 97.1~102.4 97.2~102.4 97.7~105.5 95.8~101.9
& (%) ** n=3
<95.0~105.0% >
1 HERW'E RRT 0 1.06. 1.36. 1.69 OIEZWE 0.25%. 1.5%. 0.7%LLTF. ZOMofEHx ORERWE - 0.2%LL T,
B - 1.6%LUT
K2 REISHTHEAHE (%)

97.3~99.2 97.9~99.2 97.56~98.6 97.1~99.1

OrANRRZF g 5mg [EE)] IEEER (40°C, 75%RH) R aEmiE (N7a3%)] G ry k)

WIETE B PRAEHIH
< Bk > aLGLE 1% H 3 »H 6 » H
PR n=3
<HFTVWRBDE O~ L FTALTRBD e A A e
DT 4N AT—TF 4 T EE>
ﬁﬁ%ﬂ%ﬁgﬁ n=3 NN . _ PAN
(HPLC) e Ha
AR (HPLC =3 N
o %& 1 >) " iRy e e e
AN —E (5 & —ERER) o o _ e
n=3 <15.0%LLF>
i‘i’?% (g’;o/ unfi 97.1~102.4 96.6~103.1 96.8~103.4 95.6~103.0
2 0
AaBE. (o ¥2 -
‘iﬁ 0/‘3105 0;’;’ 97.3~99.2 97.1~98.8 96.9~98.7 97.3~98.4

X1 BEYWHE RRT 49 1.06, 1.36, 1.69 OFHFMHE 0.25%, 1.5%. 0.7%LL T, € OO~ OEHFWE : 0.2%LL T,
REBWE - 1.5%LLT
2 FRRISHT B EHE (%)



OrANZZF 2 OD #E 2.56mg TEE]  JERER (40C, 76%RH) [ oliéphe (PTP )] (3

2 k)
HEwE H PRATIAH]
<> BH AR IRE 1% H 3 »H 6 % H
PR n=3
<HFTVRBOEOIND K TAFEHRE Biey A A By
DOEODT 4V a—F 4 v T hE>
e aa al Ha e
iR (HPLC =3
LR %ﬁ<(>'< ' >) n e Ty e Bk
AN —E (5 & —ERER) A o _ A
n=3 <15.0%LLF > Ha e
HE J N =
H’E’%%O gﬁv\j; 3 12~30 9~23 12~20 14~17
>
YR HH 0, =
i‘i’?% (g];‘yunki 98.5~103.3 99.3~103.3 98.2~103.2 95.2~99.9
N 0
PoS=N 0, ¥2 -
iﬁa 0/0)105 0;;’ 98.19~100.74 98.82~101.83 99.65~101.82 99.13~100.74
Vg . (i}

¥1: B E RRT /9 1.1, 1.6, 1.8 DEHME 0.3%. 0.6%. 0.5%LL T, Z DM~ OIEFME : 0.1%LL ., #kEkk
W 1.2%LLF
2 FRBRISHT B EHE (%)

Y

OrANRAXF L OD §E 2.56mg [EE]  NERER (40C. 75%RH) [ aiEwiE (N7adk)] (3

7 )
HIEHEH LRI
< Bk > BH AR E 1% H 37 A 6 » A
PR n=3
<HFTVRBOEAINS T ATEHR e A A e
OEODT 4V a—TF 4 T hE>
%ﬂ%ﬁgﬁ n=3 N N AN AN
(HPLC) Ba e h A
WiERER (HPLC =3
FER (HPLO) - e i i e
RN —E (&R — MR TN o o o
n=3 <15.0%LLF > a -
B () n=3
60 P 12~30 10~28 14~19 15~18
wHME (%) n=3
B AN 98.5~103.3 98.9~102.6 99.3~103.9 96.8~103.3
ABE (o 2 —
a8 (%) n=3
5.0 105.0% ~ 98.19~100.74 99.65~101.24 98.87~100.90 99.72~103.33

1 HBWE RRT K 1.1, 1.6, 1.8 DIHBGMWE 0.3%, 0.6%, 0.5%LLF, ZOOfE* DIEGWE : 0.1%LL T, #Hk%
WHE : 1.2%LLF
K2 FREITHT D EAR (%)



OnANRZAZF 0D #Ebmg [EE]  IiERER (40°C. 75%RH) [k miEre (PTP A3)] (3
v B)
HEEE PR HA R
<> BHAGEE 1% H 35 A 65 H
PR n=3
<HTVRBDOE@HNS T ATEHRA Bk e ke Bk
DD T 4 )V IT—T 4 T HE>
“E”“(:Ific)“ 3 o e e o
ﬂ’ﬂlthﬁitﬁﬁJ;II;LS) n=3 N . . N
RN (HELYMERR) N o o N
n= 3 <15.0%LL T > e e
HA J N =
HE%EO%QWI; 3 15~120 14~120 15~120 14~120
e
WHIME (%)  n=3 N N N N
<1545, 85%LLE > 97.3~106.0 97.0~104.6 97.1~105.4 97.1~104.9
PN = e ¥2 -
‘iﬁ 0/:)105 0;;’ 99.42~100.96 100.80~101.54 97.94~101.17 99.67~100.92

X1 HiawE RRT #9 1.1, 1.6, 1.8 OEBZWE 0.3%.

Mg 1.2%LTF
X2 RTREICHTLH2EAEER (%)

OnrANZREZF 0D #E 5mg [EE]

0.6%.

0.5%LL T, & DO~ OEFME : 0.1%LL T

B (40°C. T5%RH) [fi i

Yo

(RNFEE)] B

v )
HEEHE PRATHIR
<HHE > BA A1y 1% H 3»H 6 % H
Pk n=3
< BFVRBOEBIE < F AT A e ik A
DEEDT 4 )V ha—TF 4 T HE>
21 Sl 3 . . . >
filesR (;IE?C)“ e i ey e
ffi BE A HPL = . . . .
RN (FELY—MERR) e o o N
n=3 <15.0%LLF>
He J N =
%%Eo%ﬁ)mi ’ 15~120 13~120 18~120 20~120
>
Nagany [
_ 1;2'%'4 &85(0//031L> 97.3~106.0 94.6~105.2 96.1~103.8 96.6~103.5
N ()]
B (o X2 -
3%%5 04’)105 Oo/n 3 99.42~100.96 100.20~102.12 98.26~100.34 100.14~101.35
~ 0

%1 HHEWE RRT #9 1.1, 1.6, 1.8 OIEHWE 0.3%. 0.6%. 0.5%LLT. ZDMOE 2 DFEFEME : 0.1%LL T, #kEx

WE - 1.2%LLF
2 RARBICKTEIEEER (%)

10



(2) RHIRAFHER

OrANAZ T 0D §E 2.5mg [EE]  RIIRAFARR (25°C. 60%RH) [RAM@ZPmE (PTP al%)]
HERH =R TRAFHAR
<k > &E5 L GLSS 12 » A 18 » A 24 % H
PR Q572301
<HTVRBOERN L TARRE| Q572302 A Biay Biey &
DEADTZ 4N La—T 4 THE> | Q572303
et 572301
FeRR AR Q ‘ \ \ ‘
- T %A\ AN AN %A\
(W2 n~ k257 1—) 8223383 me B B me
o = Q572301
fg’;ﬁzﬁ Q572302 Bl Bk Sk Bl
’ Q572303
I Q572301 1.20~2.47 2.48~3.02 2.19~2.36 2.21~2.53
%f; 20/ fgg Q572302 1.51~2.06 2.47~3.43 1.48~2.17 1.05~2.67
e Q572303 1.29~2.55 2.61~3.27 1.34~2.45 1.46~1.95
. Q572301
_ 63’5’5§W> Q572302 e e e JERe
Q572303
S HIPECR) Q572301 | 100.4~101.2 | 100.2~100.4 | 99.9~101.6 97.9~98.7
<157y, 85%LLE> Q572302 | 100.8~101.5 99.2~99.8 100.3~101.5 98.5~99.2
7 ’ Q572303 | 100.9~101.6 99.0~99.8 101.1~101.4 98.3~99.8
2 B (o) "2 Q572301 100.39 100.23 99.80 100.35
< 95 0~105.0% > Q572302 100.62 100.54 100.60 100.37
: o Q572303 100.73 100.93 101.02 100.58

X1 HEWE RRT 9 1.1, 1.6, 1.8 OIEEWE 0.3%. 0.6%.

WE  1.2%UF
2 FORERICHT DEAE (%)

0.5%LL T, Z Ol 2 DIHWE : 0.1%LL T, #EERx

OrANRAEZT 0D 2.56mg [EE]  EHIRAHE (25°C. 60%RH) [HimiEmie (N7 k)]
HEHEE =RV RTEII
<> FH5 BH AAIRE 12 % H 18 » H 24 5 A
PR Q572301
<HTVRBOERN L TARRE| Q572302 SRy Biey Biay &
DEADTZ 4N La—T 4 THE> | Q572303
s 572301
PR Q ‘ \ \ ‘
- T %A\ AN AN %A\
(k7 a~ 757 1—) 82%283 e e e e
o = Q572301
fg’;ﬁzﬁ Q572302 A e e A
’ Q572303
I Q572301 1.20~2.47 2.11~4.35 1.38~3.06 1.63~2.29
%ﬁ; 20/ fg i Q572302 1.51~2.06 0.87~2.98 1.20~2.84 1.12~3.29
70 Q572303 1.29~2.55 2.99~3.36 2.12~3.21 2.07~2.26
. Q572301
_ Ggﬂffm> Q572302 e e By iy
Q572303
S HIPECR) Q572301 | 100.4~101.2 97.1~98.3 98.6 100.8~101.2
<157y, 85%LLE> Q572302 | 100.8~101.5 97.8~98.2 97.7~97.9 100.3~100.7
7 ? Q572303 | 100.9~101.6 97.8~98.5 97.7~98.7 100.5~101.4
2 B (o) "2 Q572301 100.39 100.34 99.25 99.37
< 95 0~105.0% > Q572302 100.62 100.33 98.77 99.76
: o0 Q572303 100.73 101.23 100.07 100.00

X1 HBEWE RRT 9 1.1, 1.6, 1.8 OIEEWE 0.3%. 0.6%.

WE : 1.2%LF
2 FOREICHTHEAE (%)

11

0.5%LA T, Dol » OEZEWE

0.1%LL T, #EEkx




Ou A RAZF 2 0D #E 5mg [EE)

EMRERER (25°C. 60%RH) [f#kmi

JoHE (PTP AldE) ]

7l

HERH =RV TRTE I
<Kk > &5 BA A1y 12 » A 18 » A 24 » H
PR Q572401
<HTVRBDOEEDN L TAERA| Q572402 Bl Bk Sk Bk
DEBDT 4NV A—T 4 VT HE> Q572403
R Q572401 : \ \ ‘
o T Q572402 Bk Bk Sk Bk
k7o~ 777 4—) Q572403
o e Q572401
fﬁ%ﬁiﬁ Q572402 SRy Biey Biey HE
: Q572403
4 (o Q572401 1.83~2.78 4.65~17.09 1.97~4.38 3.83~8.53
%ﬁgig% fg >) Q572402 3.31~3.37 4.36~5.66 1.85~4.29 5.05~7.09
) Q572403 2.18~4.26 3.21~5.20 2.33~3.86 3.75~6.20
. Q572401
- 2’?% EV\? - Q572402 e e SR R
Q572403
V(%) Q572401 97.5~98.8 99.3~99.8 97.1~98.4 99.7~100.7
<154y, 85%LLE> Q572402 98.8~100.0 98.6~100.2 99.2~99.5 101.2~101.4
N Q572403 | 100.2~101.3 98.3~99.8 97.8~99.6 100.9~102.1
S (g2 Q572401 99.63 98.87 99.56 100.82
< 95.0~105.0% > Q572402 100.97 100.12 100.11 101.72
Q572403 101.37 101.07 101.29 102.56

X1 HBEYWE RRT A 1.1, 1.6, 1.8 DIHEBZEMW'E 0.3%. 0.6%. 0.5%LL T, £ OO~ OREHFME : 0.1%LL T, #

WHE : 1.2%LLF
K2 FREITHT D EAR (%)

Onu A2 ZF 0D $E bmg [EE)

EMRIERRR (25°C. 60%RH) [ ikAdEhe

HIEHEH =RV PR HA R
<> FH5 BH AR IRE 12 % H 18 » H 24 5 A
PR Q572401
<HTVRBOERN L S TARRE| Q572402 SRy Biey Biey HE
DEEDT 4L ha—F TS | Q572403
. 572401
PR Q ‘ \ : ‘
. o %‘A\ AN AN %‘A\
(k7 v~ L2757 1—) 82;338; me B B me
HERAD Q572401 \ ‘ ‘ \
e Q572402 o A a o
: Q572403
Ll (o Q572401 1.83~2.78 2.30~5.43 2.48~4.90 2.22~2.70
%ﬁ; 30/ fg 2 Q572402 3.29~3.37 3.21~5.15 2.47~4.59 2.80~4.05
D% Q572403 2.18~4.26 1.97~4.65 2.80~3.62 2.96~4.26
" 572401
ars Q : . . \
_ mﬁgji;w - Q572402 i ey ey fERe
Q572403
) Q572401 97.5~98.8 98.5~99.4 | 100.3~101.4 | 98.5~99.1
<154, SELLE> Q572402 | 98.8~100.0 98.3~98.9 | 100.7~101.6 | 98.3~99.8
A 897 Q572403 | 100.2~101.3 | 98.1~98.7 | 100.9~101.3 | 99.5~100.4
4 R Q572401 99.63 100.18 99.33 99.80
050 105.0% Q572402 100.97 100.58 99.98 101.08
: D70 Q572403 101.37 100.99 100.52 101.40

X1 HBEYWE RRT A 1.1, 1.6, 1.8 DFEHME 0.3%. 0.6%. 0.5%LL T, £ DM~ OREREME : 0.1%LL T 5%

WHE  1.2%LLF
K2 FREITHT D EAR (%)

12



(3) LR LENE

SRERWIRT : 2016/10/19~2017/10/10

Ou ANRZAHF U EE 2.5meg [ER]

At 40C

ABRIE H =N PRAF IR
<k > &5 B #hI 1A 3 %A
MR n=1 ; . ] . i
; . RSVFC 3 FVVIRB D E LD )T VIRADHEAD DT WVIRADHED
<HFTWRBDOE A~ L FTATERS | DT e SO T e
PEEDT ha— e | 001 | TANARIZT AT | TANDT=T AT T ANAIT o T
MiEEABR n=1 RSVFC N N o
<H1> -001 e Ha Ha
i (%) n=6 RSVFC
<1545, 80%LI | > -001 97.7~103.5 95.56~98.5 96.8~98.3
i (%) *2n=2 RSVFC
<95.0~105.0% > -001 98.9 98.0 99.6
72/% isa
(&) wE (N) RSVFC 74~80 79~76 63~176
n=5 -001

X1 BB WE RRT £9 1.06, 1.36, 1.69 OFHGEME 0.25%. 1.5%. 0.7%LLTF. Z OO~ OFExmE -

R WE © 1.5%LL T

X2 RRBIKT B EAE (%)

0.2%LL T

ORANREZTF U8 2.5mg [EE)]  HE@dE 25°C - 75%RH LIS, Bk
AR H oy k PRAEHIM
<Bitk > & BH A IRE 15 H 3#n A
PR n=1 ; . ] . i .

. \ RSVFC 9 FVIRB D EAD I FVHRBDOEGD I FVHRBDOEGD
<D FTVRBRDE A~ T AT RE LT e T e T e
PEEDT ba— g orpes | 001 | TANARIZTALTER | TANDT =T AT T ANAIT o T

M RRER n=1 RSVFC e A o A o A
<H1> -001 Ha B B

wEHE (%) n=6 RSVFC

<1545, S0%LLE> 001 97.7~103.5 95.5~100.7 95.8~99.7

i (%) *2n=2 RSVFC

<95.0~105.0% > -001 98.9 98.5 99.6

72/% isa

(Z&1fE) WE (N) RSVFC 74~80 54~59 5954
n=5 -001

X1 BB WE RRT £9 1.06, 1.36, 1.69 OFHGEWE 0.25%. 1.5%. 0.7%LLF. ZOMMOME~ OFFExmE -

R WE © 1.5%LL T
X2 HTREIZHTDEAR (%)

Ou ANRZAHF U 8E 2.5mg [EER]

0.2%LL T

etk 25°C - 60%RH, Wt [3,000Lx, v — LBAkk]

HERTEH =N FaBRSE &
<M > FE BHAG I 60 /7 Lx-hr 120 5 Lx-hr
PR n=1 , . ; ] i
. \ RSVFC | 5Fuvikian#iao 5 FVHRHOH D 5 FUNIRI D D
< FURRBOE A~ FAERB | TORED HORED PORED
PEEDT o ha— g orges | 001 | TANARIZTALTER | TANDT=T AT T ANAIT o T
FiEEERER n=1 RSVFC N R R
<H1> -001 e Ha Ha
wHE (%) n=6 RSVFC
<15 % SO%LLL> 001 97.7~103.5 97.9~100.0 99.8~102.6
ai (%) *2n=2 RSVFC
<95.0~105.0% > -001 98.9 98.9 98.1
72/% e
BER) ML (N) RSVFC 0 o3 e
n=5 -001

%1 B YE RRT £ 1.06, 1.36. 1.69 OFHHEMWE 0.25%. 1.5%. 0.7%LLTF. ZOMOfE 4~ OFEBEWE : 0.2%LL T,

RHERFWE © 1.5%LLT
X2 HTREICHTDDEAR (%)

13




BRI : 2016/10/19~2017/10/10

OrANRAEZT 8 bmg [EE] HaEE 40°C [, K[UERR]
ERIE oy ok PRAEHAR]
<> He BH AR IR 1% H 35 A
MR n=1 ; ; .

. . ... | RSVFC 3 FUVRBDH D 5 FNRBDHEED 5 FVRB-DHEED
<HFTVRBDOE G~ T AR |~ T T T e S
DEBDT 4V Ia—T ¢ THE> 006 T AN a—T 4 T TUNAA—T 4 U TEE | T Aa—T 4 TR

HIREERRER n=1 RSVFC o A N o A
<H1> -006 A e e
wHM (%) n=6 RSVFC
<154y, 85%LLES 006 96.9~99.6 95.7~99.3 94.9~97.9
8 (%) *2n=2 RSVFC
95~ 105% > 006 98.2 98.2 98.8
% g
(ZEE) WE (N) RSVFC 9808 94100 4988
n=5 -006

¥1 : EBE®WE RRT £ 1.06. 1.36. 1.69 DHHZME 0.25%. 1.5%. 0.7%LL . Z OO« DIFEFEHE : 0.2%LL T,

WHEBWE © 1.5%LLTF

K2 FRRIIHT2EAR (%)

OuANRAAF 4 bmg [EE] A 25°C - 75%RH [, Bk
ERIE 7y ok PRAEHAR]
<> He BH AR IRE 1% H 35 A
PR n=1 , . , . . .

; . s RSVFC D T VIRA D E D )T VIRADHEAD DT VIRADHEAD
<A FTVRBOE G~ T AR | T ke T T e T
DEBEDT IV Ia—TF ¢ T EE> 006 T AN bha—T 4 T T4 ba—T 4 T EE T AN A—T ¢ T

WIEERBR n=1 RSVFC N o A A
<¥1> -006 A e e
wHE (%) n=6 RSVFC
<1545 85%LLE> 006 96.9~99.6 96.1~100.2 95.9~100.1
i (%) *2n=2 RSVFC
 95~105% > 006 98.2 97.8 98.5
% g
(ZEE) WE (N) RSVFC 9808 B4~67 60~ 62
n=5 -006

¥1 : EBE®WE RRT £ 1.06. 1.36. 1.69 OHZME 0.25%. 1.5%. 0.7%LLF. Z OO« OMFEFEDE : 0.2%LL T,

WHEBWE © 1.5%LLTF

K2 FRRIIHT2EAER (%)

OnANRAEZF 4 bmg [EE] 03 25°C - 60%RH, B2 [3,000Lx, v — LB M)
BRI 2k RLE
<> HE BH #h 60 /7 Lx-hr 120 5 Lx-hr
PEIR n=1 5 F U . 5 FVRAOEEAD
<opvmoa~ < Farhn [ FOEC | 0T RRORAS T R R e | 7 na—T s
DEBDT 4 VD a—F 4 THE> (b iziiem)
MiEFER n=1 RSVFC N N SN
<H1> -006 e SLRE A
wHE (%) n=6 RSVFC
<154y, 85%LL > -006 96.9~99.6 96.3~98.6 96.3~98.9
G (%) *2n=2 RSVFC
< OE~105% > 006 98.2 97.7 97.8
P FeE
(BEI) WE N) RSVEC s8—o8 o1 5
n=5 -006

¥1 : EBE®WE RRT £ 1.06. 1.36. 1.69 OHHZEME 0.25%. 1.5%. 0.7%LL . Z OO« OIFEFEDE : 0.2%LL T,

WHEGWE © 1.5%LLTF
X2 RTEICHTLH2EAER (%)
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Ou AR KT 0D HE 2.5mg

'EE] @it 40C

] LR, KU A #R]
RBRIE H TRAT I
<k > BRI 1] S
5 : . ST ATERBDEED < FAERBOHEED < FAERBOHED
<9ﬁ‘ux#@@§-§éﬁ>6ﬁ<?‘h@ﬁ&@ﬁé® Ty na—T ok | Tanma—T T | T ha—T 4 Tk
T AN T—T 4 LV THE>
- e i o
HagErE (F))
<60 FHLLN > 15~20 16~22 15~22
B (%)
<1547, 85%LL > 100.6~103.3 99.2~100.2 100.1~103.2
GR (%)
<95.0~105.0% > 99.29~99.77 99.44~99.74 102.16~103.80
(Z#&1HE)
W (N) 33.56~62.0 60.5~-78.0 38.5~48.0
X1 HEWE RRT 9 1.1, 1.6, 1.8 OHGEWHE 0.3%. 0.6%. 0.5%LLT. ZOMOE~ OEBZFWHE : 0.1%LL T, Mk
W 1.2%L0F
2 FREICHT D EAE (%)
OrANRLZF L ODbE2.5mg [EE] A% 50°C [k, KBER]
PR PRAEIHIR
<Hiks > B A4 57 T
‘l\dz"lji > = » -
. . FTAERBOEGD FTAERBOEGD
<HP @?%@ﬁ@b%j ﬁ“/uf:?%n@ﬁé@ ey el
T AIVIT—T T HE>
ol o S N N
<X1> e WA
ARsErE ()
<60 LI > 13~15 16~20
B (%)
<1547, 856%LL E> 98.5~101.7 97.3~99.1
R (%) *2
<95.0~105.0% > 98.19~100.74 99.21~99.32
(%)
e (N) 30.0~61.5 46.0~61.5

K1 HHGE RRT A9 1.1, 1.6, 1.8 OFBEMHE 0.3%. 0.6%. 0.5%LL T, T DOMOfE 2« DIHEIE - 0.1%LL T,

WHE : 1.2%LLF
K2 FoREITHT D EAR (%)

TR

OrANALZTF 0D §E 2.56mg TEE] Motk 25°C - 75%RH [, BAL]
ABRIE H PRAF IR
<> BH AR IR 1% A 3 »H
; . . ST ATERIZDOEGBD S FTAERBOEEAD S TAERBOEEAD
SOTIBDREDLSTAIRBORED | 5 j a5 o rgg | 74nba—F (275 | 74N ba—F 4o
T AIVIAT—T (T HE>
ol B R e A N N
PO A Sk Sk
AR (FD)
<60 FHLLN > 15~20 15~19 14~18
wHE (%)
<1575, 85%LILE> 100.6~103.3 98.9~100.7 101.5~103.8
am (%) *2
< 95.0~105.0% > 99.29~99.77 99.21~99.29 102.51~103.07
(3E1H)
B (N) 33.5~62.0 58.0~82.5 48.5~62.0

X1 JHBEYWE RRT A 1.1, 1.6, 1.8 DIEBZEM'E 0.3%. 0.6%. 0.5%LL T, £ DM~ ORERME : 0.1%LL T,

WHE : 1.2%LLF
K2 FREITHT D EAR (%)
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OuASALF - OD b 2.5mg [EE]  MA%E e [1,000Lx, & v — L]

ABEH R
<k > BHAAIRE 72 Jj Lx-hr 144 J7 Lx-hr
e | STUERIORED || CTLmones | <ok
TANDIA—T 4 L THE>
s wa wa wa
féf%ﬁ%é 15~20 17~23 17~25
< 1;%5\':‘1‘[&85(‘;?1«)1J:> 100.6~103.3 98.3~100.6 98.0~102.4
< gﬁi‘%w(lo/oo;;; > 99.29~99.77 99.94~100.19 99.93~100.26
ﬁé%;%ﬂNﬁ)) 33.56~62.0 53.0~72.0 47.5~60.5

%1 HEmE RRT /9 1.1, 1.6, 1.8 OIEHWE 0.3%. 0.6%. 0.5%LLT. T DMOE 2 DEHEME : 0.1%LL T, k%
Mg 1.2%L0TF
X2 RTEICHTH2EAER (%)

OrANREZF 0D # 5mg [EE] Motk 40C [, [ERw]

EPSE TR
<HHE > A A IRF 1% H 3 »H
<rrommone < Tigmongo | STIERORSD || TLEmonss | Crlemoen
T AN aA—T 4 THE>
e e e e
e ) 19~35 92~33 24~ 40
<1;§§7|iujill‘$85(‘;flijg> 99.9~103.2 98.7~100.1 99.3~101.0
<§'%~;/00;;2> 99.42~100.96 100.93~101.09 101.47~102.24
ﬁﬁéiﬁ%‘(ﬂl\lﬁ)) 36.5~64.5 48.0~67.0 40.5~54.0

X1 HEWE RRT 9 1.1, 1.6, 1.8 OHGEWHE 0.3%. 0.6%. 0.5%LL T, ZOMOE~ OEZFWHE : 0.1%LL T, flHk
WE  1.2%LLF
X2 FRRISHT B EHE (%)

OrANREZF 0D # 5mg [EE] @i 50C L, [UERw]

PR BRI
<Hiks > BH GG 6 2
. . FAERBOEGD FAEFRBOEGD
< ﬂ“mﬁ%oy@iﬁéﬁ%f @”Afc?‘ﬁ#@ﬁé@ S A g S
T4 ha =T 4 >
HlL R B N N
<X1> Sl NE A
AAEEME (7))
<120 FHLAIN > 15~120 18~120
= (%)
<1547, 85%LL > 98.1~106.0 98.7~103.9
a8 (%) *2
<95.0~105.0%> 99.87~100.24 98.16~98.90
(&)
39.0~70.5 39.5~71.0
e (N)

1 HBWE RRT K 1.1, 1.6, 1.8 DIHBGMWE 0.3%. 0.6%, 0.5%LL T, ZOOfEx DIEGWE : 0.1%LL T, k%
WHE : 12%LL T
K2 FREICHTHEAR (%)
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OrANRAEZTF 0D 5mg [EE]  M@is: 25°C - 75%RH LG, Bk
ARERIE H PRI
< Bk > BH #h 1% H 37 A
i . s FAERBDEGD S FAERB O DD ST RB- O GD
< jﬁb\ﬂk;f@ﬁ@ﬁ%f #ATC#%LO)EEO) TANDA=T 4 U TEE | TANLA—=T 4V TEE | TN bT—T 4 T
T AN aA—T 4 T EE>
s i h .
RRIEM: (B))
2120 BHLIN > 19~35 17~104 20~117
wHE (%)
<154y, S5%LLE> 99.9~103.2 98.1~100.6 98.6~103.5
G (%) *2
< 95.0~105.0% > 99.42~100.96 99.71~100.85 102.65~104.20
(5%E1H)
i (N) 36.56~64.5 49.0~74.0 43.0~64.5
1 HBWE RRT 9 1.1, 1.6, 1.8 OHHEMWE 0.3%. 0.6%. 0.5%LL . ZDOMOME 4« OBEZEWE : 0.1%LL T, #iER
Mg 1.2%LLTF
X2 RTREICHTLH2EAER (%)
OuANRRALF 2 0D # bmg EE) #EARE IR [1,000Lx. ¥ v — LEH]
HERTE H FRIR S 5
<& > BHAG I 72 77 Lx-hr 144 5 Lx-hr
N e o
U D IS < A AR I E b FAERBDELED TR DOEBD T ERBDOEAD

T4 a—T ¢ TEE>

T AN aA—T 4 T EE

T AN —TF T

T AN a—T T

1/~<§'<u1iﬁ EE O o
REEM: (D)
<120 LI > 19~35 22~47 20~80
wHE (%)
<154y, 85%LA k> 99.9~103.2 97.7~101.3 97.8~100.6
R (%) 2
< 95.0~105.0% > 99.42~100.96 100.17~100.41 100.11~100.35
(B%E1H)
36.5~64.5 47.0~66.5 40.5~64.0
W (N)

X1 JHBEYWE RRT A 1.1, 1.6, 1.8 DFEHME 0.3%. 0.6%. 0.5%LL T, £ DO~ OREREME : 0.1%LL T 5

WHE : 1.2%LLF
K2 FoREITHT D EAR (%)

7. RRERVERROREN
A Lg
8

AR ANA

. Rl L DEREEL (MEIEFMHEL)

17
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9. Bt
(1) BHRE
0 ANZALF U BE25mg [EE|] KUe ANZA X F 8¢ 5mg TEE] 1%, AASRR HFEELAEFRITED
LN ANAZTF TN T LEEDOEIHHITHEEG LTV Z LRI N TN D,
GRERIZIZ pH6.6 ™ 0.05mol/L 7 = VU EEFEER 900mL % Ay, /X KAWEIZ XL Y 50rpm CTiBRE1T H)

T AR
TR & B IRF ] P H =
2.5mg, dmg 30 73 80%LA I

(2) BHRARY
<BANAXF 8 bmg [EE] >
HBIIE IS D EMZHI R SRR A BT A VDO —EWIEIZOWT (FK 24 4 2 H 29 0 AR
A% 0229 % 10 &)
ARER A
EE AARERS  EHERE SRk
iR K OFRBRIE : 50rpm (pH1.2., pH4.0. pH6.8, /K). 100rpm (pH6.8)
CHE]
- pH1.2 (50rpm) TiE, HEAERFIK OATITE HIZ 15 53 LANIC T 85%LL EVaH L=,
- pH4.0 (50rpm) TiE, EHEREIL OARGITE HIZ 15 LN 85%LL By L7z,
- pH6.8 (50rpm) Tid, FEAERHFI K OA I E HIZ 15 Sy LANIC Y 85%LL EysH L7,
-k (50rpm) TiZ. FEHERIE K OAMIE E 1T 15 4 LARIC ) 85% LA By L 7=,
- pH6.8 (100rpm) T, pH6.8 (50rpm) DFER CHEHFERA K OARMIT E $ 1T 15 3 LINIZ ) 85%
DLEBH Uiz729, BRBRITAm Lz,

LUE KO HEB) 2 2 ERA] (7 VA b —/L8E bmg) &k L7252k, 2 ToORBRIRIZ W T 1E
FEE S D EMFH R FEVERER T A BT A > ] OHFESLEICEE LT,

(V& H 7
BT (%) pH1.2 (50rpm) BT (%) pH4.0 (50rpm)
100 } 100 [ P a

80 80 r

60 60

a0 | a0 |t

20 | —e— 0242 27 #E5mg TEE] 2 | —e— 022 27 4E5mg TEE]
== 2L F—JLE5mg === 23 +F—JLEF5mg
0 £f : ) : 0« : : :
0 10 15 0 5 1 15
BER 5 WA (590
SEHE (%) pHE. 8 (50rpm) BLEE (% 7K (50rpm)
100 | » * » 100 . = — e
--------- A emmm A —mm===A
80 Nmmintie= g 80 WA 7

—e—DO2i2 2 F fEbmg [EE] 20
== S22 F_Jb;ﬁ%ﬁﬁmg

10 15 5
BER (590 Bf (59

—e— O 222 F 4E5mg [EE)
== SR F-J\/?iﬁmg
10 15

18



<|ANZZF > 0D & 5mg EE] >
BIEEI L DAY ZEH R EVERBR T A R T A D IEICHOWT CERL 24 2 H 29 B KA
AH 0229 5 10 =)
B
il AARKEFS  wHEBRE NNk
[E#R % OVRBRIE - 50rpm (pH1.2, pH4.0. pH6.8. /K). 100rpm (pH1.2)

CHIE]

- pH1.2 (50rpm) Tid, EAERHF|OFIEIEHED 60% & N 85% 13T & 72 53 4 72 2 REAZF T
AR i O 2P H SR I IAR HE A D SERA 35 HH 28 +15% DI B - T2,

- pH4.0 (50rpm) TiE, FEHEREIL OARGIT E HIZ 15 LN 85%LL By L7z,

- pH6.8 (50rpm) TiE, FEHEREL AT E HIZ 15 2 LANIC T 85%LL By Lz,

« K (50rpm) TiL, FEAERIAIRK A GIL & HIT 15 3 LANIZ Y 85% LA LR L=,

-pH1.2 (100rpm) Ti, pH1.2 (50rpm) OFER THEEERIF L OAMMIT & H 12 30 43 ANIZ ) 85%
PLEWH U772, S BRITARE LT,

LIb | A OF 288 2 R A (7 L A b—/VEE bmg) & LRk, 2 TORBRIEIZH VT ME
FEEIE L DEMFHI R FENERER T A BT A > OFESLEIEE LT,

(Vs Hi )
B (%) pH1.2 (50rpm) B (%) pH4.0 (50rpm)
100 100
T Y i 80 - -4
& 60 e
40 40 ="

T e D775 52 0D§E5My [EE)

20 ——e— 0242 F-0D§E5mg TEEJ 20
o = - LA FTJbi,iEmg ) 0 = 5L FI—JIﬁEEmg
0 10 20 30 5 10 15
BEfA U5 BR )
FHE (%) pHE.8 (50rpm) FHE (%) A< (50rpm)
100 100
80 80 g
60 50 S
40 40 =7
20 © —e—DO7/i% 4 ¥ 0D§E5Mg [EE) 20 =77 —e—D0OZ1245 F0DiESMg [EE)
o == LR F-I§E5me . == 2L -ILiEsmg
0 5 10 15 5 10 15
BR ) BR G
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(3) EEMNERLIROERLFNOEMENRSHRER
<BANREZTF U 2.5mg [EE] >
0 ANARF UEE2.5mg [EE) 13, [H &8 588 0 EERA O ALY RIS RBR T A K7 A >
CERk 24 %2 H 29 H  SEEFEAT 0229 % 10 5) ) ICKEDE, B ANRZF U6 bmg [EE] %A%
PERAN L UTc & & | IWHEFENRFRE &HE S, AWFRICFRE & 7RI,

B S
. BRI/ EHRBRE SRk
iR K OFRBRIE : 50rpm (pH1.2. pH4.0. pH6.8, /K). 100rpm (pH1.2)

CHIE]

- pH1.2 (50rpm) TiE, REAERF K OARMITE HIT 15 LIRS 85% L B L7z, £72.
LR AL (15 43) ISR DR O 2 OEEHFRIT, RO FEL15% OHEAZE 2 55D
2312 fE 1 ELL T T, #26%DHIFHZE 2 5 b DR IR Tz,

- pH4.0 (50rpm) Tidk, EEERAL OARMITE HIT 16 GLNIT Y 85% L, At Lz, £72, &
LR AL (15 43) ISR DR O 2+ OEEHFRIT, RO FEL15% OFEAZE 2 5B D
2312 fE 1 ELL T T, £25%D#FAEZB 25 H DR T=,

- pH6.8 (50rpm) Tid, EEHERAIR OKGIXE B 15 5PN ) 85% L. FIEH L7, F7o. &
IR AL (15 43) ISR DR OE 2 OEEHEFRIT, ROV FEL15% OFEAZ#E 2 5 H D
2312 fEH 1 ELL T T, £25%0#FAEZBE X5 H DR T,

<K (B0rpm) TIE, HEYERIFI KL ORI E BT 15 0 LANIC T 85% LA B Lz, £72. kit
BERE AL (15 43) ICBT DR 2 OVEHIFIT, AR5 OFEEHFEL15%DOFEA LB 2 25 H D03 12
fEH 1 ELLF T, £25%D#IFHEZHE R 5 b DR Rh o7,

+pH1.2 (100rpm) T, pH1.2 (50rpm) DFRER CAEUERIFI KL AL & H 1T 15 43 LANIZ Y 85%
LLEWSH L2729, BRBRITAENS LT,

PLE, REOWRHZEEN 2 EERE] (0 ANZAZF 8 5mg TEE)) &l L72fER., & ToRBRIKRIC
BT IEE&08 R 20BN OLEDFHIREERBETA K740 OHEREICHEAS L &
M, AEWFRINCFESE L R ST,

(VA H )
FHE (%) pH1.2 (50rpm) FHE (%) pH4.0 (50rpm)

100 100

Iy
)

—e— N2 )2 2 F 4E2.5mg TEE)
- = OA/R 4T 4E6mg TEEI

20 —e— O 21 A 8 F A4F25mg TEE) 20
- == 0211247 ViEsmg EE)

0 ] 10 15 L] 10
BER U BRI A

EHRE (% pH6.8 (50rpm) FhE (%) A< (50rpm)

15

>3

20 —e— 2R B2 F 4E25mg TEE) 20
== O3 8F #Esmg [EE)

0 ) 10 15 5
B (59 B (59

—e— O 253 A F 48F2.5mg [EE]
== ONARTF 4E5mg TEE)
10 15
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<\ ANZAZ T 0D & 2.5mg TEE] >

1 ANZHZF 0D $E 2.6mg [EE) X, TE &2 8 280 ERRAOEY FHRENRBRTA R
A (PR 2442 H 29 H  SKARET 0229 45 10 =) | IZHESEX, v 2324 F > 0D #E 5mg [EE]

AARERGR L Lo L&, WHETNRF L HES N, EYENICRFE L AR ST,

BRI AT

158 AR/ BWHERE SR
[E#R % OVFRBRIE © 50rpm (pH1.2. pH4.0. pH6.8. /K). 100rpm (pHA4.0)

CHIE]

- pH1.2 (50rpm) Tid, FEERAIR ORGITE B 15 S LANIC Y 85% L. R L7z, 72, &
LR AL (15 43) ICBIT DR O 2 OEHFRIT, A& O L FEL15% OHEAZE 2 5 H D
23 128 1 ELL T T, £26%D#EPHZ B 25 b DR o7,

- pH4.0 (50rpm) Tid, FEERAIR OURGITE HIT 15 S LANIZFEY) 85% L. R L7z, 72, &
FELLRERE R (15 49) 1B D AR OME 2 OFE =L, RO EHE M EL15%OHPH LB 5 H D
2312 fEH 1 ELL T T, £26%D&FEEE A2 5 ON RN T,

- pH6.8 (50rpm) Tid, FEERAIR ORGITE HIT 15 S LANIZFEY) 85% L. R L7z, 72, &
FEERHRIRE L (15 47) 1T DA O 2 OFEHRIT, ARdn O HRE15% DFPHEZH 2 5 6 D
2N 12 fE A 1 ELL R C, £26%DFPAE B Z D b DN o 712,

- K (50rpm) TIE, BEHERIFIR OASILE H1C 15 4IPS 85% LA s Lz, F£7-. &kt
BERE AL (15 43) ICBT 2RO 2 OVHIFIT, AR5 OFEHEHFEL15%DOHEPA LB 2 25 D)3 12
fEH 1L ELLF T, £25%0O#HEZ B2 5 b ONRRD o1z,

+pH4.0 (100rpm) Ti, pH4.0 (50rpm) O FER THEHERLIA R O M1 & H 12 15 43 LANIZ ) 85%

PLEBH LTz7=0,

DB, RO HZE) 2R ERA] (n 282 % F 2 0D §E 5mg [EE)) & L72fER, 2T o
BTN T T B 570 5 8% D S RA O W PRI FHERER T A N7 4 > ) OREEEISES L

BRITE LT,

Z b AR L I ST,
(A H Hh#R)
BEE (%W pH1.2 (50rpm) BRE (% pH4.0 (50rpm)

100

—e— O2/i2 4 F»0D§E25mg MEE]
= = HAJASF10DEEsMg MEE)

100
80
60
40

—e— O 122 F10DFE25mg TEES
- EIRJ\'RS:?—‘/OD&EEmg I'EEJI

10 15
B (50

10 15
Bf ()

pHBE.8 (50rpm)

—e— 23252 F0DFE25ma TEEI
s EIRH;"\ﬁla’-‘/ODiESmg I'EEJI

7 (50rpm)

—e— 23252 F 2 0D§E25mg TEEI
s EIRHRQEF‘./OD&ESmg FEEJI

10 15
BERR (59

10 15
B (590

10. &% - A%
(1) FEAVDELER -
LR

B, SMALSRRLER - SEICET S1ER
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(2) B%

g s

PTP w2k

5k

0 ANAHS T EE 2.5mg
'EE]

100 & [10 #£X10 ; PTP : #o8HIA Y ]
500 & [10 & X 50 ; PTP : #48AIA D ]
1000 &E [10 $£X 100 ; PTP : Al A D ]

500 8 [T AF v 7R MV NT 1 Hy
BEFIAD ]

0 ANREF UEE bmg

100 $2 [10 210 ; PTP : 4K A Y ]

500 8E [T AF v 7R b ; NT i

[EE] 500 % [10 #2X50 ; PTP : sz A 0 ]| HHIA Y ]
o ANZZF > OD (100 5 [10 42X 10 ; PTP] o, ) —
it AT N L

2.5mg [EE 500 5 [10 4 X 50 ; PTP] 300 5¢ [77AF v 7R b AT ]
0 ANZXZF L OD §E 100 £ [10 8% 10 : PTP] 10058 [F52F 9 7K P "5
5mg [EE]

(3) FRBE
FAAOSA

(4) BROHMY

HR7E4 PTP 3% INT

1.

12,

0 ANAHN T EE 2.5mg
'EE]

0 ANAHN T EE Bmg
[EE ]

I A

RYFa' Ly, TV

vra—:RUZFLr, TIAIFERLOR
VxF LT L 7HL—RT
R ENT=TVILET 1L
LR

H A A LT

RARUZFLUESR ALy
v 7 (A (U 1) fHE)

g ANZHZF L 0D 8
2.5mg [EE]

g ANZHZF L OD 8
5mg [EE]

RARYy7Tav'Ly, TIAI=h
Ee— RV FLLUTFTLTEL— | -
TNHI=g LR ZF L A8

S nn

AU ZF LB,
v 7

N R =l A <

ARG Eh 5 BME
mL

Z D fth
R REHR L
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V. ARICEYSEE
1. PEXEHR

oL AT e —/VIE, FEEEZ VAT a—/ VILE

2. DREXEIHRICEHET IIE

5.RERIZRICEHET HEE

51 WEHORNI BB LZERL, oL AT o —LfE, FEEEI L AT e —LIIETH D Z
LEMER LT ETAKIOMHAZBETHZ &,

5.2 FlEtEm 2 L A7 0 — )LIJER TSROV TIL, LDL-7 7 = L — 3 20 IEM 1L Ol
Bl LT, &2WEENG DIREIEN I ARG AR OEH 2 ZET 52 &,

(fiah)

51 @ma L AT v —)VIIJEREANCIZIE @ T 2 EEFE, AFIOBREX IR Harx7o—
JVIIGE |, TR 2 VAT a— VIE] Th22, IENOEBSLEANC LY kI L AT 1
— AN EFTDHEARHY, 2O L) REAICIIRNEROBELELTILERD S, o T,
Forle A FElitk, (ma L A7 e — Vg IREESa VAT e — Vgl ThDZ L &
wTbHZ L,

52 Ea L AT B —/VIJEREANCIZIFIE T 23 EFH, FEES 2 VAT e —/VIIED 5 B, &
EHEAEAROEF TILLDL- 2 L AT 2 — /L OMRHIC L E R LDL S FEOIEERIZ E A ERWD) &
STHLILK bTFNTH D, AFOLE2MERIL, LDLZAERZFE L, lE~0=a L 271 —/LOH
VIABZEHMEE D ETHY , REEEEROBETEIHDIRIEBFE LI VWbDEZ IO
L2 EMG, REERDESRRVEHBENDEEIZR> T, LDL-7 7 = L — v A EDIEZEY
EOMBMTFE L LT, REIEZEHTLZ &,

LFHEMEEa L AT o — )LIIAEIZ DOV T >
LDL Z RO KBCHAE R I L 0 4 U 2 Wi e Er g am AT, EW 2 LDL-a L A7
m—/VIMSE, B 7 D NI N, FRMEBIREE(LAED 8 FHE STV 5,

3. AERUVHE

(1) AERUVAEOHES
WHE. RAIEr AR ZF 2 LTC1LH1[E25mg K05 %2ET 52, R8I LDL-2 L 25
0 U EZ KT S5 0ENHLHGAICIE bmg KV EGEBHABLTH XV, 22k, Flh - ERIC K
VEEEER L, GRS D WITHEER. 4 HLKEIC LDL-2 L A7 v — VEDIK TR R 44537255
AITIE, Wik 10mg £ CHIETEX %, 10mg Z2#%5 L TH LDL-2 L 27 1 — )LHEDOK F 3 +43 Tra
W, FiEEE I VAT e — VIIERE e EOEERFICRY , SHICHEETE S, 1 HigK 20mg
FTET 5,

(2) AZEBRUVHRORERE - B0
MU ERR L

4. RERUVRAEICEHEY STRE

7.RZBRUVAERICEET 3R

74 7 V7 F =27 U7 7 AN 30mL/min/1.73m2 A D BEF 2% 53 554121, 2.5mg L 0 #
5B L, 1 BiRKESET 5mg 95, [9.22, 9.2.3. 16.6.3 2]

7.2 FFlZ 20mg HGHRFHCB W COEBHEEICHER bbb A BENNH 5, 20mg H5-BHIAE 12
FCOMITFEAI AT 1B, ZRUBEITEMR CEEIC 1 E%) ICBEERELITO e, BlI5%
+izATo Z &, [9.2.2, 9.2.3, 16.6.3 ]
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(fi#s)

71 BEEFEOCHDBFEICOANRNALF NI T L 20mg* % 1 A 10 14 AHERE L, IifEf e
ANABF U REZME LT2L ZAH, BENDPHFEEDOBIEEDH 5B TlE. Cnax, AUCo24n 13
BERAD 1.1~18ETho2n, BE (L T7F =227 U7 7 A2<30mL/min/1.73m2) O
FHOBH D BFE T, BRI TIIEPRE DK 3 FIC EF LY, ft- T, EEOERED
HHERETIL2.5mg NG EZMA L. bmg %z 1 ARG ED ERET2 X5 ICEEMRE L T\ 5,

BIEELE BT 2R YEENT A—F GEACEDT—4)

%&Sﬁ% Cmax AUCO-24h
n
(CCr : mL/min/1.73m?2) (ng/mL) (ng * h/mL)
fRERE AR A 4 10.1 98.0
R R P R 17.7 139
8 . .
(50~80) (1.8 %) (1.4 %)
h A AT R PR R AR A 11.4 105
(30~50) (1.1 %) (1.1 %)
YR EERE 31.5 309
6 N .
(<30) (3.11%) (3.2 %)

OANAZF AV A (20mg*) & 1 H 18] 14 B REER DS
(TVIl. 6. (2) BHfEREERE ] KO VL. 6. (10) BEEOFE] OEEMWR)

*ARFNOBIA A EIZEE 1 A 1A 2.5mg, ARHEIT 1 H 2.5mg~20mg TH5H, HARAD Cmax.
AUC IZAANDK 2 5 THH DT, SNEANITKT D 20mg F 51X H RN T % 10mg 5 12FHY
THEEZOLND,

7.2 AR E TOBKRER GEAT—Z) (2B T, KAl 40mg* LA _E D541 TI3EE A IR O3 B
ED ERB3FED Hiv, 80mg™ 5 54 TILMIR DR B E O EHLHFE 7 B RERE E O R E 2RO 6
NTWs, £, B TIEAARNIEBT 2484 20mg #5ROLZEEOT — X IZRLNTWND =
L RILEESERTH-THHANCBIT D AFOBRERITAADOK 2 FITHY D 55255
L. AFOENKEHETH S 20mg HEFIZH W TIX, thoOTER G & TBHEREDE 42 X /-
LTWARNT & 2R L, BELR PR E~DOMERE 2 RIRICPI 72012, EHR e B A (.
7 L7 F =2, BUN %) Oz AREIZ CTHEENE L7,

(TVIl. 6. (2) BHEREREERE | L VI 6. (10) FHEEEOKE | OESMR)

* AFIOBA M RIZER 1 H 1 2.6mg, AR EIZ1 A 2.5mg~20mg TH D, HAAND Crmax.

AUC IZHEANDK 2B TH LD T, AEANICKT D 80mg, 40mg 51X HAANIZKT 5 40mg,
20mg BEHICHY T D EE 2D,
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5. EGRPRAHE

(1) BERT—21Rv 75—
MR L

(2) ERERZEEFER
M ERR L

(3) AERERFERR
MUERR L

(4) BIEMEER

1) AREREERER
(&3 LRATa—/LhfE)

1711 BAFENHAERGHER
Fa L AT R VIJERF AR E LT EHERIEIC LD FEli S -RRICB N T, m AR ZF
F 7 A (5~80mg) X7 MR HZTF v (10~80mg) %2 1 H 1[0 6 BMEE LizfR, v X
NAZF AN LE, LDL-av A7 —b albA7a— U7V EY RHK TR
Z, HDL- =t L A7 v — LI g2 R Lz, £7-. 7HREA B, 3 HDL-2 L A7 0 — L &K
TS, TAEA A1 28NS/, TiZ, LDL-2 L A7 —/W/HDL-21 L A7 r—/Lik, fa=a b
AT7a—/LHDL-2 LV AT ua—/,tt, EFHDL-2 L A5 a2 —/L/HDL-2 L X5 a— Lk, 7THREH B/
THREAA T AR S,
BANRALF Iy AOFMT, BE5% 1 ERLUANICS bbb, 8% 2 HEE CITRRERED
90% & 7e o Tc, ANNFITET 4 BHE £ TIZH HbIL, OB L T2,
BUWERZBUBER 1T, 0 ANRA X F o Vv 0 A bmg # 57 T 10.5% (4/38 1)) . 10mg ¢ 51 Tld 15.6%

(7/45 f511) . KO 20mg BEGRET 17.9% (7/39 f5)) TH o7z, WITNOBEGEETEH, 3 HILL R L

TRWERIZ 2o 728 9,

17.1.2 ERE IHEEER
THEERBICLVERINERRICBNC, BARAXFUHLL T A 25~20mg & 1 H 1186
MG Lo MEREEOFHEARIIR 1O LEBY Tholz,

#1 MEREEOFEENE (&3 L AT v —) VIEBRH R ZRER)

2.5mg 5mg 10mg 20mg
b &

(n=17) (n=12) (n=14) (n=18)
LDL-2L 27 a— (%) -44.99 -52.49 -49.60 -58.32
ol 27— (%) -31.59 -36.40 -34.60 -39.58
MUV ZUEYR (%) -17.35 -23.58 -19.59 -17.01
HDL- =L X7 a—/1 (%) 7.64 9.09 14.04 11.25
7REHRB (%) -38.56 -45.93 -43.97 -50.38
7TAHREHRAT (%) 5.42 6.25 10.61 9.72
TAEAAD (%) 0.38 4.27 7.78 7.73

BITERZEBUEEE X, 0 ANAXF L H v 7 A 2.5mg & H5HET 38.9% (7/18 #1]) . 5mg & H5-HET 20.0%
(8/15 f) . 10mg 58T 13.83% (2/15 f5l) . & 20mg % 58T 47.4% (9/19 f5l) TH-7-, it
67 BB T 3 FILL EFE S HALZBIERIL. I8, CK EH KOy -GTP L& (% 34) Th o710,

17.1.3 BN ENMEHER

THEREBICLVERSNTZ SHEBROERT — 2 LD, B ANRNRZF AT T A bmg XX
10mg % 1 B 1[0 12 WEEG LIZBEOMBRE O ERTER 2D LEBY THY, BalL A Tn
—/VIIGE BE DIFE L~V 2R A IS E T 5 2 L RRD b vz 1,
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K2 MEEEEOFHZEE GrEAG 3 VAT o —/VliEBE X5 HER)

&b & 5mg (n=390) 10mg (n=389)

LDL-2 L 275 m—1 (%) -41.9 -46.7
BarxTo—iL (%) -29.6 -33.0
U ZUEY K (%) -16.4 -19.2
HDL-= L 27 m—/ (%) 8.2 8.9
JHDL-aL AT o —/1 (%) -38.2 -42.6
FEAB (%) -32.7 -36.5
7TAREAR AT (%) 6.0 7.3

171.4 BAENHEEH R SRR

AL AT — VIERF Z kG L LT EERIEIC LD Ehi S 72RB BRICE N T, AN X F
HN D A bmg Xt 10mg 6 R G %2BIB L, LDL-2 VA7 2 — U EN NCEP I A K74 2D
HIEEIZET 2 £ CH®E L7z, 52 HFFZB W TR G- 8O bmg XL 10mg Ok 5431 T
TIEFIOEIA L, TREN 76% (92/121 f5) K1 82% (88/107 #il) Th -7z,

BIEF ORBRIIn ANZA X F A7 A bmg BET 29.4% (40/136 ), 7 ANR K F L H )Ly
7 2 10mg # T 26.5% (35/132 f§l) ThH-o72, WIFNOEEHET 3 FILLEFEL L 72 RIVEHIL T,
AR R, S5, . RIRGE, 3892, MR A O IECTh -7z 122 13,
(RS LA T O0—)LISE)

17.1.5 ERE I HEH SRR

FiEME o L AT B — VIE~T B S RBFE IC o AR ZF Ly A 10mg 76 5 2Bk
L. 6B CRmAEE L, 20L& DMIEIREMEOFHZEIRITER 3 DEBY ThHho7z 19,

3 MIGEIREMEO R (GRMER 2 LV AT 0 —/VIUE B % 5R)

P& 10mg (n=37) 20mg (n=37)

LDL-2L 27— (%) -49.2 -53.9
Barzxro—i (%) -39.4 -43.3
U ZUEY K (%) -18.2 -23.6
HDL- =L 25—/ (%) 9.6 13.8

3 FILL EICRE S S -BIERIE CK L& (3/37 #l, 8.1%) Th-o7= 19,

2) REMHR

Pl v/
(5) #BFE - WEBAIFAR

MU ERR L

(6) BmrER

1) ERARKAE (—REARERE. FEEARKRAE. EARKLERRAE). RERFTHRT -4~
—AHRE. BERFTRBRARONE

R L

2) RRFH L LTERPEOARRILRE LI-RE - HBOME

LR

(7) Zoth

LR

ot
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VI. EMERICEYTSEE
1. REPRICEESH SLEYMRIILEYE
TINRAZF T RI UL, SN AGF o BEZNRNAZF TN T A
TR BED D LB ORIEE « ZIRFIL, RFOBRMNLELZSZRT DL &,

2. XEER
(1) {EFAEREL - fERREF

0 ANRAZF L F 7 AiE, FENICEEEIICIR D IAE L, R CTOa L 2T v — L AERROHE
HEEE Th D5 HMG-CoA BITEER 2 BRI OB EMICIE L, 2 VAT v — VAR 25812
Hil9 5, TOME, HEAO a2 L AT —LEE&MET L, ZEf o 72® LDL X EOFRELNGH
BIXNDH, ZOLDLZREKEZN LT, 2 LATa—LEHREOEWY REHTH S LDL OFfE~D
MOAZBEEML, M2 L ATa—AMEFT 5, B ARNZZF U AT AE, FFIRCIEES L
THEBhHI S R 2 L CHLY IA T v, BREHFPED LB AR 72D . BEBhHAE R & FF7- 72 WL O as 12
ITE D AT <, FFRFEREM 7 HMG-CoA BTEEMEAITH D LE X HND 16 17,

18.1.1 HMG-CoA BB REEEH
OANRZZF AN TNE, Ty PR MFI 7 vy —Af%kD HMG-CoA #=ILEEE LUt b
HMG-CoA iZ el E Ofifit K A A okt U CREEH 2R LTz (in vitro) 19,

18.1.2 Fa LR TFO—IAREEERA
OANZAZF AN T AL, Ty MFHEO 2 L AT a0 — VA E HEKFICHE L, F7-.
ZOEFEMIZ. > HMG-CoA 582t EANC L~ TR IR L7z 18),

18.1.3 LDL 2RAFREM
B ANRRAZF AV AiE, B N H K HepG2 #ifid> LDL 52 /K8 mRNA O %8 % 2 K71
B L, £7-. LDLEGIEMEZ IS ¥ (in vitro) 19,

(2) ENERMT SRR

18.2 Mo LR T A—/UETER
DANARF U N T AF, A X200 =A% 20 WHHL vH¥ (b MEEEFa VAT 0
—VIIGEDE T /VEN) 22ICBWTHiER I L AT — a2, /-, 7HREH E*3Leiden b7 %
Vrzz=vwZ~vUA (5 VLDL MEET LVE) 2Kk e 7 HREH B/CETP (2L A7 — /LT AT
JVEEEER) R AV xz=w /w7 R (B bz xFo— A RHEICEE L EER#smEs
LETIVEM) BN 2 L AT e — L AR RICIK T &2, 4 XIZB W T, HMG-CoA
RICHER OIS EW T % A1 O MR E 2 H B FERICIR T S8 7 20,

18.3 BhAREE 1k & {145 A
O ANAEF A Aix, WHHL 79 FI2E80WC, KEBROBEIRERE, 2L AT —15&
BORTEZ G726 L, BIREELIEZE OHERE 2 Jfl L7z 22,

184 YT UtY FIETHER
OANRZEF N NE, THREH E*3Leiden h T oAV 2=y 7 <7 AN T REH
B/ICETP h T AV x2=v 7~ ADIMER FU 7Y &Y REKT SH7z 2 29,

(3) {ERZRIRFA - FribE

MR L
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VI

1.

EyEReIcEiv 41EH

meREDHTR

(1) ARELAMLGOLPRE
MR L

(2) BFRSBRCTHBESh-OPRE

16.1.1 HEKE
TR AN B 6 Bllca ANAZF U AN T A bmg O & CLEERICHEROKG LIEZ A,
MAEF 2 AN 2 F U REE T 54 5 RFHIC Cmax 2717 L, AR (tie) 1% 20.2+7.8 R TH
ST, 77, Cmax LN AUCo-2an 13ZF N1 3.56+1.35ng/mL % () 31.3+13.6ng - h/mL ThH 7= (F
il AR ER 2E) 25,
B, BANRRYFUORNBEIIME CTH DL EEZX LN TS GMNEAT—H) 29,

16.1.2 RERE
fERER A B 6 e ANRAXF U Ny 10 K1 20mg 2 1 H 110817 B, Z2iERCKIER D
Beh L= 2 A, b 24 BRI O MEH 0 2 N2 2 F YR E Xtk a 12 BR L, RKIE#S 3 BIH IS
EIEEFIREEICEIE Lz 270, EFIRBICE T D AUCo2m [THEIFR 5D 1.2 (5 THY . TOEITHE
B 5 CORRENOOTRE L FRE CThH o7z, LR -> T, KEKRSGIZ X2 TR EOERBMEIL
WeEZ b, 2B, BARANIBITD Cnax X OV AUC IIANEAN DK 2 15T o7 29,

F 1 AEERABIEICET 5 0 ANRY T U ORYEIE T A —4% (n=6)

Jazh=+ Crmax? Tmax? AUCo-24n? AUCo-o? t1/29
(mg) (ng/mL) (h) (ng * h/mL) (ng * h/mL) (h)
10 Him] | 7.87 (54.4) 5 (4-5) 74.2 (56.0) 126 (39.3) @ | 15.1+5.36%
#E | 9.38 (71.5) 5 (5-5) 90.5 (67.0) 167 (30.0) ® | 18.4+4.62¢
90 HE | 20.5 (54.6) 4 (3-5) 171 (53.0) 209 (50.1) 19.1+5.81
XiE | 22.1 (68.0) 5 (5-5) 206 (63.9) 248 (62.2) 14.8+5.76
a)  RPEEME (ZERED) . b) R GEED) . o) CFAE AR ER A
d) n=3. e n=4

Bl AT —/LISEREICT ANRREZF N7 A 25~20mg & 1 H 18] 6 W ER D #%E
L. EFREOMFEF o 2 NA X F U REZRIE LTz 29, @2 L AT v —/VERBE O mFEF e 23
AL F YRR RATIZIE RG] L TR L, A BT O (B5% 10 BERE O (e T4,

10mg : 4.06ng/mL, 20mg : 9.82ng/mL) & IZEFRETH-7-, B, KRB THAANESEAD
FEREZL LT 2 A, BARNCBIT 2 EFREOMIET 0 A NRNA L F U REIFNAEANON 25 TH

o7z 30,

#£2 BEalL AT o—)VIEBREICBIT D EFEIREOIMAER 0 2 N2 2 F ik

B b & Mg e A2 F U RE (ng/mL)
2.5mg (n=16) 1.26 (72.7)
5mg (n=12) 2.62 (41.5)
10mg (n=13) 4.17 (75.5)
20mg (n=17) 11.7 (50.0)

SESE (R E0  fRILEFRE] - £ 5% 7~16 el
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16.1.3 B ERHEOXE
SAE R 21 Bl e ANAZ F 07 5 10mg &7 0 A4 —/"—{ET 1 H 1 [\ 14 H#, T
BT 7 B d> 5 VTP 6 BRSO G Lz & 2 A, Mo 2 82 7 F i B HERS |3 ¢ 53 C [RIAR
THY, BARREF U T AORNEEITE SRR O EELZ TR EE 2 bz 8,

16.1.4 EYF MR F1EHER
<O ANRALFU4E2.5mg [EE] >
0 ANAKXF UE2.5mg [EE] 13, [&EN B 580 EEREA O ALY RSEERBR AT A K74 >
(PR 24 22 A 29 H  FEEFEAR 02295 10 7)) ITEDE, v AR X F U §E bmg [EE] %A%
WERLAN L U7o & & IR RIE &HE S, AT & A ST,

<BANAZF 8¢ bmg [EE] >32
BIEIR R O FRIREHRRT A T A VSO BREICONT CER 24 2 /1 29 1 KEHF
I 0229 %5 10 7))

B ANALF G bmg [EE] &7 VA M —/VEE bmg &, 7 R AA— =Ll ZnEh 18 (=
ANA B F L LT 5mg) fEFERA BYECHER AR O G U ClER o w A2 2 F R EE 2 JIE
L. BoN-HYERE ST A —4% (AUC, Cmax) (ZDOWT 90%(E X MIEIC THREMENT 217 - 1= 4
2. log (0.80) ~log (1.25) DOFFHANTH V. WHIOAEYFHIRZEMED R Sz,

x 3 EKYERE AT A X

HENT A—H BENT A—H
AUCt Cmax Tmax T1/2
(ng * hr/mL) (ng/mL) (hr) (hr)
0 A/NA L F U BE bmg
63.1+-15.2 6.2+2.0 4.3+t1.1 16.0*4.8
[EE]
7 VA h—)VEE bmg 61.9+-12.6 6.1£1.8 3.91£0.9 15.8£3.9

(1 gg#& 5. Mean*=S.D.. n=20)

(ng/mL)
8 —

—I— OANAZF 5 b mg EE

w0 JLAM—IVEE 5 mg

ik = 1§e%5, Mean=SD. n=20

[} (hr,

1 5% o SR I BEHERS

I3 NS AUC, Cmax D37 A — 213, YBRE ORI (KK O BRI - B 5 OFBRS
R L > TR D WREW D & 5,
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<\ ANZAZF 0D #E2.5mg [EE] >

1AL F 0D §E 2.5mg [EE] (%, T&&MNRZR 580 BB O LRSI A K2
A2 (CER 2442 4 29 A SEATEAR 0229 45 10 B) | 1[CHE5& , m 232 % F > OD 4 5mg [EE|
BEEEUA L Ujn b & | VRHEBIASAES &M S, RIS R L e S,

< ANAZF 0D § 5mg EE] >33

7 ZANZKZF L 0D §E bmg [EE] &7 LA h—/L8E bmg %, 7 B A4 —"—JEIC LV ZnZEh 1§
(B ANRREZF L LT bmg) BERFERRABMEIZKS U K OUKA LSOl FHERR O #5- LC i

DEANAL F AREZRE L, 55N IEMBERE T A —4% (AUC, Cmax) (22T 90%[EHHX

A THRERHIRHT 21T - 73, log (0.80) ~log (1.25) OHFANTH V| WA DLW FHI RS

DR ST,

AR LDORAIZE ARAZF 2 0D §E bmg [EE] O&H T, 7 LA h—/LEE 5mg I3/K TR

X3 EYBRE AT A -4 KbV &KRE)

HIERNT A—H BEINT A—H
AUCt Cmax Tmax T1/2
(ng * hr/mL) (ng/mL) (hr) (hr)
2 ANAZF 0D $E bmg
66.3+-21.1 6.31£2.2 5.0+0.6 13.5+t5.3
EE)
7 VA h—/UEE Bmg 65.31+-24.4 6.0£2.8 4.5+1.0 12.7£2.9

(1 gg#& 5. Mean*=S.D.. n=20)

(ng/mL)

10 -
—I— OANAYF 0D b mg' EE
w0 ZLAM=IVEE 5 mg
m o gl = 1EEEYS, Mean=S.D. n=20
e
i
o
2,
A
A
7
.2‘.
=
i
£
72
(S| (hr)

1 fEhERREHER OkD D &5
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K4 EYBRE AT A -2 KR LEKRE)

HENT A—H BENRT A —H
AUCt Cmax Tmax T1/2
(ng * hr/mL) (ng/mL) (hr) (hr)
2 ANAZF 0D $E bmg
72.4+25.1 6.9+2.8 4.2+1.2 12.8+t2.5
EE]
7 LA h—/LEE bmg 68.61t25.1 6.4+2.7 4.3+1.2 13.4+4.7
(148285, Mean*S.D.., n=20)
(ng/mL)
or 4 -
QA AYF 0D 5 mg EE
=0 ZLAM=IVEE D mg
M gl = 1§ei% Y5, Mean=S.D, n=20
5
E{J
o
:,Z\« 6
A
4
.?‘.
v
it :
i S
2 : —_
G 1 L L ; :
0 6 12 24 48 72
[} (hr)

X2 SRR OK7e LEES)

MAEFPREEN NS AUC, Cmax FED/XT A —F X, #RE ORI, (RIEOERIEHL - IKef % O R S
Rz L > TR DHHENR H B,

(3) thiEl
Pl v/

(4) BS - fREORE

16.2.2 BREOXE

SMEAFERERR A 20 Bl A XA X F o7 A 10mg 27 B AA—3—3ET 1 H 16 14 AR,
Zefghy (B1% 3 KfH) HHWITRBICHRAOKG L3, BRKEG LI LEDRANRRETF N T Y
AOWIUTZERTRFIZ LR THHERN TH Y | Coax FBFICL ST 20%K F L7, LML, BEEGRE
@D AUCo2an 1TZEMERFE H.D 94% TH Y . @ ANRZAZF U 7 DO E~DORFEOZE L7200
LEZ BN,

16.7.1 HE&H
HIEEA 2 RO G L2 5BE . e ARZEF oD cmaX&zﬁAUcoz4h IXFENEI 50% K TN 46% F T
ﬁ?bt#\ﬂxﬂx§?/&5%2ﬁﬁ CHIEER A P L2 AC . B ANRAZF D Cmax &

O AUCo-24n 13 Z N NIEDFFHEED 84% K N 78% Tdo - 7= (%IJ\7~5) 39, [10.2 2]

16.7.2 >/ ARRY >
VI OARY EEGINTODLDEBEEE I AR T UG LI &, g AR ZTF
> @D Crmax X TN AUCo-24n 13, BERER AN BACRAEE G- L2 & ZITHARTENEN 10.6 5N 7.1 £%
FH L GMEAT—%) 30, v 22X F % OATP1B1 # 4 L THFIgICE Y iAEh, 7 v AR
VAIZEOMY ABEZHETHZ LIZL 5T, RANREFUOMPERREZBNESES EEZ DR
Tn5, [2.4, 10.1 B]]
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16.7.3 L7470 J)

FET 47 (RERAR) EOAEGLIZEE, B ANRZRZTF 2D Crax XN AUCo 1 TENE
221 5RO 188 fFITHI L7 BEAT —%) 3D, m A% F 13 OATP1B1 Z 4 L ChFiEic
WMYAEN, FLT7 470 NVEZEORYIALZET L2 L2 T, m ANRNRZF U OfiE iR
EEEMEEsEE2LRTWD,
16.7.4 TDHDEH

0ANRALF v ORNEREIZ KIET P450 FLEAIORBEZKRHT 5o, 7raty —) 39

(CYP2C9 J O CYP2C19 DFHEHK]) . 7 haF Y — 389 4 hFaF Y — LK R 2a~<A v
40 (L E CYP3A4 KON P BEE A OMER]) & OPFHERE I L7223, D 2 7e M E/ERIXRE
Lot GMEANT—%),

IN7 7 U4 (CYP2C9 KT CYP3A4 DIE) HAHWIXY IF T WOERNEIREIC KT T HEL
Rt L=y, SEYERE LI EAERIEEE® bivle otz GHEAT—%),

CYP3A4 FHENEA O BAERFT D 72010, BOBHEIKE OPFFRER A FEMi L7223, =F =L R b
T A= N OMBEFREICED T A HNT, B AR ZF U 0E CYP3AL ([Zx T 28 E 2 RE7
WeEEBZ b NEANT—%) 49,

2. EMEERBNT A —4
(1) BAE
AR L
(2) WRAEETE
MUERR L
(3) HEEEEH
M ERR L
(4) UYFS32R
16.2.1 £YMFEMFIRAE
TR A 10 BlCIIT B 1 AN H F o O FRIFIH L 29.0% (90%(FHEHIXH : 24.1~384.9)
Thot-9, T, HIRNEG L TELNTERANRRETF L ORE I VT TV AKRNB 7 VT 5 A
IZZENZEN 319 KN 11.6L/h THY | B ANRAXF I FRICHIRIC L DHREZ T D EB 2 b,
(5) HHBE
U ERR L
(6) Tt
MU ERR L

3. BEE (KE2L—>av) @
(1) #RHiFE
BB L
(2) 185 A — S EMER
AR L

4. IR
16.2.1 £EYMFEMFIRAE
R R AN B 10 BlZE 1T 2 1 AN Z F o QA FRIFI 21T 29.0% (90%(EHEX[H] : 24.1~34.9)
Thot-9, T, HIRNEEG L TELNTEBARRETF L ORE I VT TV AKRNB I VT 5 A
IZZENZEN 319 KN 11.6L/h THY | B ANRAXF I FEICHIRIC L DHREZ T D EB 2 b,
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5. 9%
(1) ik -FeiBE P& @ tE
MG R R L
(2) miE-RAEEIFEBYE
(TVIl. 6. (5) iftm) DOIHZH)
(3) Ait~0BiTiE
(TVIl. 6. (6) #=Fhw) DOESH)
(4) HE~DOBITHE
Pl v/
(5) ZofhoiBB~DRITHE
MUERR L
(6) MBFEAKSE

b MIERICRIT A2 ARREF U OEAEARIL89.0% (HAAN) ~88.0% (UEAN) THVY., £
EABEIIT N T I Thotr 46,

6. K

(1) REBLLRUCRBERE
SREAERER N B 6 Bl 14C- 0 AR H F Ly A 20mg HHEREAOKE LZE 245 RED
HHIAFAET DR RED R IIRE(ETH Y | JREF O E2REWIL. NBATF VKL NS T
7 NUARTH - 72 47,
t MISEFIZIE NEA FAARKE DN B8 T 7 b AR 7223, HMG-CoA 35yt % 5 PR 1E MR
X AN EFURE L RO 2R L, EHFICEIT 25 HMG-CoA & e EE M k3
LREYOFLH DTN THDL EEZX LN GMEANT—#) 49,

(2) REICBEE5T 58K (CYPH) OHFE. 5=

16.7.5 in vitro SRE&
b MBI 2 D dn vitro SRBRIZ I\ T N A FOURMAER L7223, 2 ORGHEEE X IE 5 1258
wmThot, iz, NWA T MICBEE 9 % E7 P450 0 1-FEiL CYP2C9 & (OF CYP2C19 TH - 7=
2, CYP2D6 X° CYP3A4 23853 % AlRENE & /RIE Z 417z 49 50
0 ANALZF > (B0ug/mL) 12k 5 P450 (CYP1A2, CYP2C9, CYP2C19. CYP2D6, CYP2E1
KO CYP3A4) {EMEDAFEZRIL 10%LL FTh -7z 49,

(3) MEEGBMNROFTERVZTOEE
MM ERR L

(4) REPOFHEOERRUELL, FHELE
MR L

7. EEi#
SREAERER N BT 6 Bl 1MC-0 A RAH F LT A 20mg A HER ARG Lz L 2 A, b

IEEICFE PRI S AL (90.2%) . JR B BEPEIERIT 10.4% Th o7z, Tz, REOFEF~DRE
EHERIL, FNFNEEED 4.9% % R 76.8% Th - 12 47,

8. FSVARR—A—IZBHT S1EH
MR L

9. BNEICKEKRESE
MR L
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10. BREDERZHTSEE
16.6.1 EEZERUMEBORE
SNEANO B FE . BrEmE . LKMEEE RO E S 8 fllce AN EF AN T M
40mg KGR E) ZHERAKRGLIZE ZAH BED Cunax KT AUCo ITENE LMD 82% &
W91% TH o725, Fiz, FHEHED Cmax XL O AUCo 1ZZNZ I EmnE D 112% K N 106%TH Y |
R EREE L 72 2PN O E T /e & B 2 b,
16.6.2 FEEOXE
Child-Pugh A (227 : 5~6) &5\ & Child-PughB (R =7 : 7~9) OfffEEZ AT 54E AR
FHE6PNZa ANRRZF 7 A 10mg 2 1 H 1[0 14 HRKEROKRSES L, mMEh o 232
FUREAERE LTz 52, FFEERE O Cmax XY AUCooan ITEER AREOZ NI 1.5~2.1 K
1.056~1.2fCTH Y, ¥:Z, Child-Pugh 227 8~9 OEHE 2 FlCI 1T HIMBFEFRRE T, izt~
TEhoT-, [2.2, 9.3 ZMR]
16.6.3 BEEEOXE
FIREEORRDEEELZATIHENEE A~8 ) ITaANRNRZF AL T A 20mg %1 H 1
] 14 AEERAEE L, P e A2 F U REZRIE LT, RENSHEEOFEEDH
LBETIE, B ANRNREZF U OMBERREICHT BT L AERD AR -T2, LvL, EE
(ZVv7F=r27107 7 A<30mL/min/1.73m2) OEFEED & 5 EBE TIL, BRI T
HRED 85I B L7z, [7.1, 9.2 ]

1. Z0Oith
B EE L
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VI. £t (EAELOZEESF) CEY HEE

1.

EENBLEFTOER
BEEIN TR

. ERABLEDHER

2B (ROBBICEBELLEWLN L)
2.1 ARF OBk UIBBUE ORBEERED & 2 B3

2.2 FFEENK T L TCWA EEZEZLNABLUTDO L H 7B
SERR . BIEFR O SMERE,

2.3 M SXAFIEIR L TV D IREE D & 5 M O Fkm (9.5, 9.6 Z[R]

24 27 AR EESPORE [10.1, 16.7.2 &H]

FPaEZs . AP, #E [9.3.1. 9.3.2, 16.6.2 &E]

(fiE)

2.1 EEBERITHT 2 AR R RE, @R ICAFI O S TME IR Z & TIEBBUER 2 H & bh
TR b O TR, AFOFREIC L VBBIERDBERE T 8008 H 5, -T, 20 &9
IREE~DORADOHREIIEZTH D,

ARFNZ BEE 9 2 WEE 12 DV T,

Vi 8. (1) EARZRIEM &HER] OHAZRT D Z &,

2.2 FFEREDME T L CW A HE TIIARI O M P REN LR+ 25 22 L b KFIOBIERRSH &bh
KT REBENRD D,
fFEEERSE (Child-Pugh A K O'B) [0 AR EF o HLy A 10mg % 1 H 1A 14 HERIE

HOo®E L, b 222 F o BmELZE L 2 ATEE
FIRERERRARED 1.5~2.1 LN 1.06~1.2 5D _EH N
Fo. AFNIEICHIRICB W TERT 2720, HFEEZELLSELIBZTARH 5,

B b,

‘%%@ Cmax &U AUCO-24h {i%ﬂ

it~ T, FHEREAME T LTV % B X b 3 (BWERTZ. BIERT R O SRR, ITREZS, T,
HH) ~OFFOREIIESTH D,

(V. 6. (3) AF¢REREE

JTHEEBE ISR 2 EYEENT A =4 BHEANICL DT —5)

BE) KoY VI 10.

FEHEORE] OHSM

bR Crax AUCo-24n
(Child-Pugh 43%8) " (ng/mL) (ng * h/mL)
L3 PN 6 6.02 60.7
00 L o 5 R 6 9.29 63.7
(Child-Pugh A) (1.5 %) (1.05 fi%)
Hh S P TR T R 6 12.8 73.3
(Child-Pugh B) (2.114%) (1.2 %)
Child-Pugh 2 =7 7 A 2.71~13.2 21.5~96.1
(0.5~2.2 i) (0.4~1.6 )
Child-Pugh 2 =17 8 . 23.4 128
(3.9 %) (2.1 %)
Child-Pugh =17 9 . 96.7 242
(16.1 1%) (4.0 %)

OANAZF A A (10mg*) % 1 H 18] 14 B REER DS

* AFN OB EITER 1 B 17 2.5mg, AGEHEIL 1 H 2.56mg~20mg TH %, HAAD Cmax, AUC
FAADKI 25 TH DD T, AEANCHT D 10mg FEITH RN T 5 bmg TGN T2 L%

Ao, AFO THIELROHE] 1250 T,
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3.

4.

5.

< Child-Pugh #3822\ T (FFEAE DK EE) >

JFRRERE E OREZ R T O —2, BIE, BAK, U ALEVE, v hrr B oK HEAIZDS
WC, ZOREZAaTLIEbDEZEF LT, ZOEFED 5~6 /A% Grade A (BYE), 7~9
A% Grade B (F1%E) . 10~15 5i% Grade C (FEJE) EHIEL TS,

Child-Pugh /7%

Score 1 2 3
P I 2L 1~2 & 3~4 &
IEAK L (2957 AT

M VL e fE (mg/dL) 1~2 2~3 >3

MmigE7/v7 2 (g/dL) >3.5 2.8~3.5 <2.8

(
(
JEFEVENEI T PERFREZE (2381 %

MV L el (mg/dL)
1~4 4~6 >6
7'a bu U (B EmR) (%)
>70 40~170 <40

2.3 V. 6. (5) iEhw) KON TVIL 6. (6) 3L DHEZBMR
24 . 7. (1) #EHAZZ 2 OB DHESMHE

MEXEIHRICEET SEE L ENERA
(TV. 2. ZEXFPRICHEES 1R 220552 L.)

AR UVHAEICEEET 58 L FTDER
(IV. 4. HELVCHEICEETZEE] 22452 L,)

EEGELRNIE L ZOER

SEELEXRNIEE

84 HOLUWEI L AT u— )VIEIRROEATH 2 BFFRIEEITV, FICEDFRESCEME, W
JELEOE MM RBOV AT 77 7 2 —OREL+BETDHI &,

8.2 5 ARG A2 E IR L, 1REICKT DSOS B e W& 5 2 k4
HZk,

8.3 B GBHAA IR 12 M E COMITFER, AIZ 1E, ZRLRRITEMN CEEIC 1 [E1%) Ik
MRERMA 21795 2 &, [11.1.4 BK]

8.4 /ML BB HLNDEZENBHDHOT, MEKRESEOBILE L /72175 2 &, [11.1.5 ]

(fiit)

8.1 M3 L AT m—/VIJEDIRFANCIFITIE S SIS, #a L AT 1 — /L IIEDTRRO AL,
BIRECEBRIEE 5O ERTELETH Y | 2L AFEWIRRSLE L 7o o T HAEEIEGE
ERACELS ZLDEETH 5,

8.2 ot L AT m— VIIEDIRHRANCIIT I 2 EFFE, RN RVGAICBREEA S, i
YYRIBRIEN D 2 & ZWET 5 720 ISR L T 5,

8.3 JFHEREREEIERI D% <13, K GBIMHE Y A WIS IER A R E N HH L T o, LV EE
TR AFHERERE E A~ O R AR < Todic b BRI HFRIEREZIT) Z L R E L, AAH
WRAEALPE IR SEBIRA A KT A OFMiE BBITRER Y2 RE L,

(TVIL. 8. (1) ERARRIEM & AIER ] OIES M)
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ERGECIEIR BRI A K74 2 (2017 ) OFE#H>

HYNRIFRD 7 v —7 7

IR B AATR L. BIERNCEE T 20ERICRE T 5 & & bR R OMER & A&, A5
MR X D RIERERR & TR E~DIEH O T2 | FEBLAHE FEMIL 2~3 [EIRRE, ZD%IL3~6
H AT 1 EIRRE, EHRICREZIT ) ONEE L, MAEHHE & LTE, IBEREICMNZ., A
BIOBEEREZBEE LT, ITEERE (AST, ALT. vGT), EERHERE (CK), BHEERE
(BUN, Cre). IMAERIHEMA (HbAle, MAHHE) 72 EMNOEINT S,

8.4 [VI. 8. (1) \ERZRIEMR &WHIER) OHEBM

6. HEDEREATIBEICETIIRE
(1) AHHE - BIEESOHLBE

9.1 AHHE - IEBRFDHLHBE

9.1.1 WNHRBELSAH LA PTNEDRENRHILUTOEE

s Tva— LA

- PRI TED B

EEEOFER (YA ha 7 —5) ITOFEERERD H D B
- A O E OB DO B 5 BE

(fian)
HMG-CoA iR HEAILBOFEEFH CTH H, 7 /b2 — /LR EREE IR RAE 2 2 LT
WHRROHLBE SN TND, T —LHEREE TIET V2 — I X2l oREESs (=%
= REORHW T ' T AT v RICK 2NN REERTEEORE) UXEEHENE (=4 ) —
T R DN S o R U 754 5 M) SIS L0 B BLARE 2 & e fifEE (7
NaA— WIS ANTF—) BRETHERD Y . B RARIEDfERE - L 72 5 &L OWENH 2 59,
TRCTVIL 6. (2) BHEREREH B | ORI L7ZBINIC BT 2BaHc L v, 7 a— L,
FUR RS REAR THE O B, EEMOMEERE (YA a7 4 —%) XIXZOFEKEREOH 5 BH
HMG-CoA & ItEERILEHI UL T « 7 7 — M RIEH| T O EEOBEILIED & 2 B3 1 IREUT A ffiE
EEILRLTWRREFTLIEEL STV,
(TVIl. 2. 2K EZOHEB] KO VI 10. GFEEOKE|] OESMR)

(2) BHEEERE

9.2 BHiEEERSE

9.21 BHEREEREDHLBE

KAlL 7 47T — FRERZ T 255 121F, 10FE LT 220 &l S D355I 06
T 5L, AW BHREEAL & P D BB RLARIE N & D oo d V0, ST 2 ST 0T 2 55121,
EMICBHEEMmASE L ERm L, AR (R, B o%El, CK E&A. mHROURF
Fruvey ERENCEZ VT F=r EREOBEED N ZRDHAITE bICHEE 2 ik
T5Z &, [10.2 2]

9.2.2 BEENIZOMEEOHIBH

BRSO WMAEBI DL < NERERELZ AT 2EFTHY | Eio. BEIHRIEIC - TRl
RBEREELLS S DD ZENH D, [7.1, 7.2, 16.6.3 &)

923 EENOBEENOHLBE

AR OMAPRENREL LD BEANH S, [7.1, 7.2, 16.6.3 ZR]

(fifam)

9.2.1 HMG-CoA = tHREAIL VT 4+ 77— FRFEAILHOFEEFHTH D, BHEEICET D
PRI BE NRD LN HBEICK L, KHlE 7 4 7T — FRERAZ T 2 & nte 2157
W EHIET S AT, BRER (. BE) OB, CK L&, mPRORFIA 7 e
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By EFWRNCIGE 7 VT F=r EREFICER LA Z &, 26 DMER - 8D
LN EICE, BEBICEEETIET S L,

o, HE (VL7 F=27 VT T A<30mL/min/1.73m?2) OBEEDOH HEE T, R A
(R TAFIO M AFRENK 3 (512 EA$25 720, HELROHEICEES 27 EE BV TRtAH
#, 1 AR KEGEZIR LTV,

(V. 7. (2) PFAEEEZOHEMA], TV, 2. AELOCHRICEET 2EE] OESR)

922, 923 BMENDLPHEEDOEIEEDH 5 EHE TIE, Cmaxe AUCo2an [FEFERAD 1.1~1.8 5T
bofed, BE (/LT7F=r7 07 7 A<30mL/min/1.73m2) OEFEEOH 5 BFE TlL, HEFE
AT EE T R EE A3 3 f512 L5 L7,

F7o. BEEEIR T EE TiX, HMG-CoA 1=l B F A 57 12 2 B 4 2 REUH R RIE O 38 Bl B
WAL 725 L DOWEPDNRDH L, BHINEKGLFERT (The European Agency for the Evaluation of
Medicinal Products : EMEA) [E3/LZ % (Committee for Proprietary Medicinal Product :

CPMP) OE I 2R Y —% 7 /3—7 ¢ — (Pharmacovigilance Working Party : PhVWP)
IZFB VT HMG-CoA & iR HEANC X 2 HEFEIZ O W THRF2MThh, BEEOH 5 E8E T
RS RAE 2 = LT WHERZ2 AT 5 720, HMG-CoA 3E TR ER 2 5§ 535 A 1M E
WG TRETHDLEDONELZIRITTEICTHET 2X& LofEIRE ST,

(Tv. 8. HEEROHE] KO VL 10. BREEORE) OHESH)

(3) HitkeRERA

9.3 FiREEE RS

9.3.1 FHENMBET LTS EZALNBLUTOLSLBE

SR, BERFXOREEE. FEZE. FE. BE

BHLRWZ L, ZNHDOERE T, AAIOMPREN LA T 28EhnH 5, o, KANZEIS
gz 34 L CERT 50 ¢, FEELZBbESE2B8ZNWAH 5, [2.2, 16.6.2 BH]

9.3.2 HFEEXIXZOREEOHIBH

AFNEFEIAIRC 040 L THERI S 2 0T, IFEE X2 OBERO & 2 85 Tld, FEFL2EAS
HHBENNH D, FiZ, Child-Pugh A 277 8~9 OHEHE Tk, MEHEESIZHTEN -
oL DWRENRH D, (2.2, 16.6.2 ZH]

(fi#s)

931 [VII. 2. ZgAREEoEM] KO IVIL 10. HEHEORE] OHSHR
9.3.2 HMG-CoA EitBRAFAILEBOEEFHTH 5, AANIEICHIBIZ 24 L TERT 5729,

FEEZE2 B SED2BZENRH 5, (VL 2. ZRoNAELZOEB] KO TVIL 10. AFREEOZE)
DIESMR)

(4) £HERREHT DE

BE STV
(5) WEhm
9.5 ITiE

BEda ATATHR LTV D ATREPED & 2 ZoMEIC 1T G- L2 &, 7w Moo HMG-CoA iEtl#F R
R ZRERS LGSR OEKBGEAHE S Tna, B2t T, o> HMG-CoA &t
FERBAERT, R 3 » A EF TOMICIRA L7z & &, BRICEREFER S bzt oWERH
%, [2.3 &)

(fi#sh)

FRIEE T OB T, o xh 3 2 M HRBRIT 2 <. AT L TV,
fin> HMG-CoA It RLER A 7 » MIKEERE LG A IR OB RGFE I HRE SN TS, B
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(2t F T, o> HMG-CoA = el ER T, 44 3 » A E TOMICIRM L7z & & RIRIZHERME
R H LONIZE DWEND D, 1> T, Al SUTAESR LTV 5 ATREMED & % L3R G- L2

Z &,
(TVIl. 2. ZENELZOHE] OERMR)
(6) =il
9.6 RILIw
BhH LNz b, 7y hTHHF~OBITARESIR TV D, [2.3 2]
(fi#s)

(TVIl. 2. B2oNALZFOHEB] OESR)
(7) MRS

9.7 NE%
INBEEZ G L LT AR OV e 2 FeiE & U7 AR BRI = L T2,
(fifa)

INBEADOFERRBRN D72 . B DBREF TR D ARFNOL EVEIIHESL L TR0,
(8) EiE
FEEIN TR
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7. HE%EHR

10.48EEH
AFliZ. OATP1B1 XU BCRP E Th 5,

) SEREREFDER
101 BFAEZ (BFALAZWL &)

(

—

FEFN 40 T BRAEAR - 518 T 1E By - fabRR 1
vrmARY v VIUARY CEREEISNTOWDLEBHE Y 7 7 A K U )
VAP SNEIVN BEICHA L&, 72K Y > Oii|OATP1B1 & " BCRP %
XA — T NVE) HIREICEEIL o . KH O|OMREZ %I 5 AlRetk
(2.4, 16.7.2 &H] AUCo-24n DMEFERKNICHM CRER G LT3 d 5,

EEITHARTH THEEALEEEORENR S
Do

(fi#i)

I BARY CEEE STV D UDIBBEEE AR Z R L &, 7 e 2R Y v omhiREC
BRI NI Te Dy, BAID Cmax OV AUCo-24n DEERERE ANCHEIM CRE®R G Lz & 22T
ZFHNZEN 10.6 (5 KON 7.1 £ 15 L7= 30, A% OATP1B1%) }, (X BCRP?2 DB THh % Z &3 kbh
TEY., 7 r ARV id OATP1B1 O BCRP S DEREA LE T /REMNH D720, v 7 X
AU EOPFRICE D R OMAFREN EHT B2 0615,

(TVIl. 2. ZE2NEEZOHB | OEBMR)

0 ANALF BB/ O 7 0 AR Y PG RO Y EhRE T A —F
GrMEANIC K D7 —%)

5P PRI 5 FpTE
SANA K5 A (LR ) (REHERA) | e (A/B)
By LA EE N o
Cmax
10me* (ng/mL) 48.7 4.58 10.6
me AUCo-24n 984 101 1
(ng * h/mL) . .

v a AR v (756~200mg) 1 A 2 BIREER G %2521 TW D LIS IHEE I AN ZF oy
72 (10mg*) # 1 H 1[REERS L, EFREICBT A MEh o A N2 &7 F 125 %2 JE
(PP $EH-FE n=10, HAMEGFF n=21)

* AAN O EITET 1 A 1A 2.6mg, AGBMEIT 1 H 2.6mg~20mg TH 5, HAAD Cmax,
AUCITHADKI 25 TdH 5D T, SHEANITHT S 10mg FGITHARNIIHT 2 bmg #51ZHH 4
LHEEZOND, AFO THIEROHE] I2o50WTiX, TV, 2. HIERKOHE) 0EHEZZRT5 2

ko
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(2) FRFE L ZDER

10.2 HiFAERE (BFRISEET S L)

A4

B AAEIR - FEE 7T

P - fEbRIA

7 47T — b REA|
NPT 4T T— FE
[9.2.1 /]

7x /)74 77— MEeDOPFHIZBNT
. WP ORI o L R EE T $
HHILTWRWY, Ll —MIZ,
HMG-CoA i#Z el R EA & OHFH T,
. B, CK E&- i L OVR
mIAsvey ERERHE L, 2R
R RE AL 2 P O BEGRUT U IRIE 28 & &
AT,

I 751 e | A 575 ik AR E O
WERD D,
fERRIN - BHEREICE T 5
g R R AU 52 3R
bis B

=aF Uk

TV VR HTE
S NT a5

~r/nu7A RRGUEWE
il Q= s QL

— %2, HMG-CoA &t L EH & o
PR, kR, BJJ&. CK k&A-. i
MERRT I F o LR a2
L. SS7e B HERE AL & 1 S BB Rl
FED & D HOILT N,

fERRIN - BHEERE T O &
Y e

7 = U VSR PUEEE Al
N7yl

PUBEMAEH 382 Z L3 D, AH|
EOFRT 285815, ARHI O£ BIAARE &
UCHELAERFICHHARNZ e hr v
BRI ERR A ME L (INR) B2 2 sl L.
MBS U TUALT 7 U oD & &2
T 5%, HERIEETHZ L,

il e Al

THI=0 A
[16.7.1 &]

Kb~ 72w L - KER(L

ARAFN O i PR E K 50%ICAR T35 2
ERRE SN TWD, ARFIEE % 2 B
PR RS & & 5 L7612, AR
F O 1 R B I IEOF I RF DK 80% T &b

277,

BRI R

ot FEN Y RFEL
TEYFFENY R FEL
ey r e

=%

TV HTFLENL - BT L H R

AFlEmeFen U R FELEHL
7o & ZARHF D AUC 2349 2 15, Crmax 25K
5 7. THYPFFEAKOY MFEAMA
EARKNEDH LTz & EARF D AUC 73549
35, Comax ¥ T, #NTFTEALKTY B
FEVEA & AH 2 O LTz & & AH D
AUC 2349 1.5 %, Cimax 2549 2.4 {5 E5- L
e DHRENRD D, FloARKE T VT
LEL BT L Z AT L
L&, AAID AUC 73 2.2 £, Cmax 2%
HB6 G EALIEEOREDRD D,

FEFLEAIAY OATP1B1 K
U BCRP Of§HE 2 fHE 3
LR ® 5,
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X T HAE I

T AT L ENL

X SGHAE L « TAFTSLE
e XY STE L

KK X7 FGHAEN, T AT T LEL,
FLEF I THEAENL - T AT T LY
e X7 FTELY B LEEE, A
FoMmPRENEH Lz EORERD
el

By FGHAEIN R TT
L% OATP1B1, 1B3 &
" BCRP DOHERE A [T
LEREMENR S D, Flo, T
A 7 v B L oRn
OATP1B1, 1B3 OEHE

FLET 5 ATREMED B 5

75U EN/T LN E L

AHNE 75 FLELE R LA
NEBFH L2 L & KH O AUC 2549 2.3
. Cmax 2549 5.5 fi5 L5 L7z & O
H5D,

FERLHEH Y BCRP ORE
ZHET D AREER B 5,

VRATEIL « ~YLRZ 2 )L

BENE _NREAENLEHFHLE & X

N 2PANE I Sl N

AHID AUC 2349 2.7 f%, Cmax 2557 2.6|OATP1B1 . 1B3 J}& O
LR L DRENH D, BCRP OfREZHET 5
AREMEN B D,
A=V AN AR oI REfFHLEZEE, K% v v 2 2 F R
#| AUC 78 5.2 1% 59, Cmax 2% 5.0 {5 1|OATP1B1 . 1B3 } O
ALTEEDORENR DD, BCRP Ot xfRLET 5
AREMEN B D,

a5 7 2=

AR VvIZT72=T B LI E &
AFD AUC 75 3.8 fiF, Cmax 2% 4.6 fi5 L
FALILLOBEDLHD,

L3277 x="77 BCRP
DFEHRE & (L4 2 nlREME
Z)S‘%éo

h T~ F = TR ERE KT

KA & T 7~ F =7 SR K Fni % OF
Lf: k % N ﬁ%’]@ AUC 75‘7(«‘] 2.1 ,ﬁ:'z‘ Cmax
PR3O EALIZEDRENRD B,

h T~ F = T R
BCRP Ot afRLET 5
N R /BN N 1 7R I A2
FERHEINT B ATREME S &
D,

SEF 2 Ay |

KA ENRETTF 2282y vEFHLEZLE
&, AFID AUC 2357 2.5 1%, Crmax 2359
271 FHLI- L DEERH B,

SHF 2 ALy b
BCRP o fHE% LT %
PN QN S LY T
DN % WTREME DS &
%

T2 THFYV AKX b

KFNE 72TV RE Y FEFHALEZE
& AHFID AUC 2349 1.9 £, Cumax 23K
215 FH LI oERD 5,

T 2T F¥FIALy MR
BCRP Ot x fRLET 5
N R /BN N 1 7R 1R 2b
FEDHEINS 2 ATREME 28 &
D,

oyl N e NS VAV

KRz ha AT EHHLE E
&, AAIDO AUC 2389 1.6 fF LH L=
DHRERDH D,

I N = B A/
OATP1B1 & T* BCRP @
BenE 2 %3 2 rae e 8
H5,

1) AR ESOH&EIZE T 23RBS RIS <
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(fian)
T4 T T— MREH NPT 4T T— NE

HMG-CoA EItEEREA], 7 1 77— R RIEA & b ITBEUH RARIE OS2 & 0 | mAIOGFH T,
SRR B REEAL & 0 O BB RMIE N S Db 2 BENN®H D, 74 7 T — FREHI LT D
BRI, ARIR OB S OfER, CK E&-. AR RFIA 7 ey ERIENCmE S L7
F = EREORRRREM O B BB SN G A IR OB 52 F i+ 52 &,

B, AREL T2 7 4077 — MEDOPFRAIZBW T, ARHID Cmax K OV AU Co-gan 1LE FUE FUAFK HL
MEL GO 1.21 5RO 1.07 5 EHEHFRICHEZRITRLS, 7=/ 747 7 — FOIEEREHPD O
Coax XONAUCosh b 7 =/ 7 4 7T — NHEMBEGFED 0.91 5N 0.96 5 TH Y AFIE 7= /7
€4 77— b & OMIZSEYENRE IR BEAEFIEEE S Hivieno Tz 59,

(TVI. 6. (2) BHEREREERE | OHESBM)

RANAZTF v T x )T 477 — MR L OWA G &G RO EDERE T A —
GHEANIZ L DT —%)

A4 INT A —H PE#EE (A) B s (B) e (A/B)
Cmax
5.29 4.36 1.21
0 ANAKF (ng/mL)
AUCo-24n
(ng - h/mL) 40.7 38.0 1.07
Cmax
T2 )T 4T Tk (1 g/mL) 8.23 9.00 0.91
TEMEE) (uA;],Cﬁ-/ﬁlL) 543 56.5 0.96

BANALF U AT T A 10mg* % 1 H 1[0 7 BREKERE., 7=/ 7477—F6Tmg % 1 H
3|7 HEIREHRE., HD5WIEIHEE Lo ML - HE TR S
(B ANRARZF T DEMEE n=14, 7=/ 7 4 77— MEME n=13, PFHFF n=14)

* ARFN OB EITET 1 B 110 2.5mg, AR A ®EIT 1 H 2.5mg~20mg TH 5, HAAD Cmax,
AUC IZFEADOR 25 TH DO T, AMENICKTT D 10mg B HIZAARANICKT 5 bmg 5 12FH Y4
TAHLEEZLNA, AFKIO THIEEOCHAE] oW TiX, TV. 2. AELOHE] oEE SRS
HT L,

e

HMG-CoA ELRLEA], =aF kL bITBHRUHRIRE DM E 23 H v . WHIOHFH T, 2dMe
SRR AL 20 O SR BARIE S & B 2 BEZ NS 5 i WAL 1S O ek, CK _E&-
MHPEORFIA 7T ey ERITONNCmE Y V7 =2 ERESEDORKRMAEMEO R ENRO bz
AR O A RIS 2 &,

C TV VREEE A b Ty

HMG-CoA iZtis# EA & 7 — /W RHIEBEEO G T SR B REE(L 2 08 5 BURUT mARAE
NHLDONILIBENNH D, HRFECHEEO IR, CK LF., PR ORI A oy b
AW NCIE 7 VT F = ERFEOBFRREMED R P38 5 NI B A ICIIAA O L 2 k9
52 &,

BB AFEA T 2TV = L OFHRFTIT A D Cnax XY AUCo+ 1377 £ ARHFHFHT L,
T 1.36 5 M T 1.39 i LN 2B A A ey, lRIICA BRZ T RnEEZL
i 0, E7o, KFE T Fady— (RBTIISMVAFIORMRTE) & OPFHIIFIZIE, AHD Cmax
KOV AUCot 1377 B ARPEHRRZ IS, ZHEH 0.95 5L N 1.02 £5 39, AFlE 7 =)y —nk
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OOFHFIZIE, AAID Crmax KN AUCo-t 17 7 ERPFHIFIC R, 2121 1.09 5K 1.14 {5 T
bYW T haFy = TaFy = AOMPRECOEERENRHONIRNST2Z LD,
WS IS K 2 IR BRI A b e B R b,

B ANREF B EOT Y — 0 RHUEE A OF 3 G- R O B RE T A — &
%

HFEANZ L DT —H)
N CEVE VL R PmEE | R
T T A B PR i MEE | am)
Cmax
e I (ng/mL.) 88 >80 186
(200mg) AUCo+
(hg + bimL) 62 45 1.39
CmaX
Z)af—)u 80mg* (ng/mL) 45.1 41.4 1.09
(200me) (n:'U}(lj/(r);L) 370 325 1.14
Cmax
R ome- (ng/mL) 37.2 39.0 0.95
(400mg) (nﬁyf/i;m 310 305 1.02

RANAL T A7 A 10mg™ or 80mg™, H[aIE G (10mg™ By n=12, 80mg™ HAlHy
n=14)

A R =2V —)L:200mg, 1 H 1[E5 HERERS (BEAF n=11)

7ty =/ 200mg, 1 H 1[E 11 HMKEER S (BFHF n=13)

7 haty = 400mg, 1 H 2[H 7 HREKEERS (K n=13) HARERNTIISHHIOHHETE

kARF OB HREITET 1 B 1[F 2.5mg, AZFHEIL 1 A 2.5mg~20mg TH D, HAAD Cmax,
AUC IZAADK 2 f5TH LD DT, AEANICKT S 80mg, 10mg #% 51X HARANIZHT % 40mg,
Smg HHICHNYTLHEEBEZOND, A O THELKOHE] IZoW0WTiE, V. 2. RO HE]
DEAZRT D &,

v uIA RRPAEME =V Au~v A%

HMG-CoA 32 e ERI L ~ 27 0 7 A FRHUEWE OO T, 2047 BHEREEAL 2 £F 5 BTt
FRIED & B ONDHBENRH D, HRE-CHIESEOFER, CK LR, A ERORFIA 7 ne
Y ERNCmE 7 VT F = v ERSOBRREMORE DR DA IIIARR O % T
EFT5Z8, oB, KElEzY 2u~vA v EDOPFATIE, AFID Cmax. AUCo-t 1ZE 2T B
BeHIED 69%, 80% & MEHRENME T T ABIHARENTZ, =) Ar~A ¥ OWLEEE T
HEERIZE D . AFIOWIMET L2 ATREMED S 2 H0 T 5 40,
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HANZZF o BME O ) ZAn <A 2GR OEDEE T A —H
GMEANIZ L DT —%)

- OANZARF 5 4 P 5 B G-
PEAZE B N INT A—H (A) B) t (A/B)
CmaX
Ty RR<A Ty 80mg™ (ng/mL) 23.2 33.7 0.69
(2000mg) AUCo+
(e Bioe) 202 253 0.80

0 ANAHEF 7 L 80me™,
Ty Rp~A 3 :2000mg, 1 H 4[] 7 AMNERS (BFHEE n=11)

Ha$ G (B 5 n=14)

s ARFI OB EITER 1 H 118 2.5mg, A&RHAEIZ 1 H 2.5mg~20mg TH 5, HAAD Cmax.

AUC IZBEADK 215 TH LD T, SHE AL
LIHLEXDL DL, AAIO THIELOTHE] |

5T &,

c 7= ) URPUEEEF
AH| 40mg CKBAMHE) & 1 H 1 RIERE L, TF

Nz 7l

IZDOWTIE,

ZXF % 80mg 513 H AN

XY % 40mg 5 ITHH
V. 2. HIELUHE] OHEZZRT

RBICEB W T UL 7 7 v 25mg & Hi[a[#%

E‘Lf:& :6\ R'U/I/77 U Ve (S'U/I/77 U V) D Cmax&U\AUCOmai%h%mUﬂ/77 U V%‘
04 % (1.06 f) TH V. AFNIUNLT 7 U v OIENENEIZE

Mz HRFD 0.99 fi%
BreRIFSnEEZ NI, LrL, EOFHHERZRET 57291

(1.00 f%) KU1,

AT M= gt 1] S0

etk (INR) A HIE L7z & 2 A, AAIGHHERRO INREIZ 7 7 B RGO 1.1~1.2 5 Th o7,

F7=.

7= 5 BilZ
ni- 42)0

AR Aa Ik Lz, £z,
BWT, AFNOFELGH TR & & GA1D INREZ B L2 & 2 A, 11~3T%DHMA 6

LBELTZUNT 7V iE# (INRAHE : 2~3) #2517 TV A HEEICAH 10mg % 14 HEXE
o5 LzEZ A, THIF 2 6T INRED 4 2B 272720

BHEETL

INT 7 ) ERAE ORI A LA EAERITIE) FRMAEERN CTH 5 & B2 b, Hri

AHTH D,

BEAT. UNT 7 U v ERAEHAT HEIC
L. 2B

Ef %f E@ [N

U757 U d Cmax M XNAUC (2

NEANZE BT —X)

KIFdTa 2N A K F s

IE, AF O 5B AARE R O &EE TR H RN INR
WIGL TV T 7 Vv OREEHET T2, BREERG T L,

RANALTF — P GIRACERSES B -
s g e R A= N | @B
R-ULT7 Y (nc;j;’i) 1.77 1.78 0.99
(£1z CYP3A4 A%C
cHREtsh D) ot 82.9 79.9 1.04
“ (ng * h/mL)
40mg” C
S-ULT 7Y v (n an) 1.71 1.71 1.00
(12 CYP2C9 A%Co
-t
RSN D) (ng + hmL) 49.7 46.9 1.06

OANARF I T A (40mg™*) HHWEITT78AR%E 1 H 1 RIKERSE L,

UNT 7 ) 26mg HEIRE (B GRE, fFHFRIEIC n=18)
* ARKIOBMGHEITET 1 B 110 2.5mg, ZGRH&EIL 1 H 2.5mg~20mg TH 5, HARAAD Cmax.
x5 20mg H5- AR

AUC IZEADK 215 TH LD T, SHE AL
Y4 oHeEZbND, AHlO THIEKROHE)
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- HIERH Kb~ 7 R T b AKIBIET LS = A

KEET VI =0 LKL~ 732D L a2 G/ T DHIEEH & AH L ZRREOHE Lz & & RAlo
Crmax & N AUCo-24n 12T ZHEIRAE 5D 50% M ) 46% £ TIK T L7z, AAIF G 2 BEEFGEEIC
HERH &2 2 5 L 7255121 AAID Cmax & O AUCo-24n 1T NZENIEGFHBFD 84% K N T8% Tdh -
72175] [76], AF & il O W BN REFHIFH BAEH OBFII AR Th 5, A7 & filEeAl % 07 5
BRIZIX, AAG% 2 UL EHIT T oflBR 2534 0%, HELTERGTHZ L,

B AR LT o B K OV R A OF A # G-Ip O S BN aE X 7 A — &
GHEANIZ L D7 —%)

<5A—% | pONES (&) | wadks ®) |k (AB)
IR L) 5.56 11.2 0.50
Rl 5- ( f;U(ff/fﬁi : 50.1 110 0.46
R miﬁm 9.40 11.2 0.84
2 R % I 5 ( IgU(in& | g5 6 10 -

BANZRLF ANy A (40mg™) HEIHME S lEEAl (20mL : Kb~ 7 %> 7 A
195mg/5mL, KEE{L7 VI =7 A 220mg/5mL) & OFEIKGFHE S, HDHWNEr AR ZTF 0
U AP 2 B ICHIER A 2 B G (BRI n=14, R GRER O 2 FEF % % 5-HF n =14)

* AR OBAAMEIT®EE 1 H 1 2.5mg, ARRMET 1 A 2.6mg~20mg TH 2, HAAD Cumax.
AUC IZHADKI 25 TH LD T, HEANIHT D 40mg HEGITHAANIHT 5 20mg $5-12HH
UTHLEZOND, AHO TRHEKOCHE] [Zo0WTE, V. 2. HEELAUOHE] 0HEEZSHR
THZ L,

cov¥rrenel e TEYFEAL/Y FEL EaAare /) R FEL LT LEL .
B2 AL

FERERR AR S 26t & LI=AK] (20mg 2 1 B 1 [E%E) tubE)ei-U hFel (rethe
JL 400mg/V R EJL 100mg % 1 H 2 [#5) OFFHRBRICB VLT, AFIEME 5O AUC X
50ng-h/mL, Cmax 1T 4.7ng/mL ToH - 7273 i 5K AUC 1% 1156ng- h/mL, Cmax & 25.2ng/mL
ThV, v F LU M ELDOHHIZED KAlD AUC 25 2.1 fi5, Cmax 23 4.7 5 EH- L7z, K
F D LDL-C X FRhRIC DWW TIE, AFIHEME 5171 40% DK F 280 7-olxt L, R & 5RH
2T% DI FTh o7z, 7k, v S AU hFELD AUC KO Cmax (%, B 5K & AFKIOFH
FFCB W TAEMFNICFSE TH -2, (SN T 2 RMETRERAER)

Hoody, D. et al. : 14th Conference on Retroviruses and Opportunistic Infections. February 25-28,
2007 Los Angeles

F 7o BEFERR AR AT A it & LI AK] (10mg) & 7 & %) L (300mg) XYY ~F E/L (100mg)
WA (ATV/RTV) Z 1 B 1 [E# 5 L 72 P RBRIC B\ T AAI B 5550 AUC 1% 14.0ng- h/mL,
Crmax 1% 1.90ng/mL T - 7223, ATV/RTV D AUC 1% 43.8ng-h/mL (213% E5-, p<0.001) .
Cmax X 13.3ng/mL (600% L5, p<0.002) TH > 7= 69,

T, BERAYERE 2S5 LEAR] (10mg 2 1 H 1[RRS) &L EL (600mg) LMY
K eV (100mg) Al (DRV/RTV) % 1 H 2 [a1E 5 L= OFHRBRIZB T, ARFIHE P 580
AUC 1% 109ng-h/mL, Cmax % 6.7ng/mL T - 7275, DRV/RTV o> AUC (% 161ng-h/mL
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(50% k4. p<0.003). Cmax iZ 16ng/mL (140% L&, p<0.001) Tk > 7= 6D,

FiooAA Bmg A1 H1EEE) L7V T LEL-ETLUHAENL (VAT L EIL 400mg/
7L AN 120mg 1 H 1 [REE) L7z HERER* 2BV T A KD AUC LT Crax @ _E5- (£
NEIK 2.2 5. 5.6 1% LH) R DL,

FZUATVEN - BT LU HAEARBEEDRIE I TH DT v U 1 GRS I L 72 3R
AAKlX OATP1B1 L O BCRP OEE THLH Z EnMmbn Ty, v eI hren, 74X
Fren, U bhFEn, Frren, FUATLEALKROET L X AE T OATP1B1 K Y
BCRP OREEEZBLET 2 FHREMEN B D720, B IHA L OO L 0 ARA O M E s EH5
LHEBEZBND,

c B THRAEN TAFTLEN FITHAEN - TAFTLEL - RTFTENL
NEANEZ SR E LT EEIRERER* 2B\ T, AF 10mg/H & %7 T X AV 60mg/H « 7 A S
L EVL 400mg/H + X2 T 7 £V 300mg/ A Z ffl#% 5 L7256 AHO AUC KT Cmax D L5 (£
NZI 2.96 £, 9.13 5 L) RO LNIZ, ¥ 7T X AN, N7 TTEND OATP1BI, 1B3
K& TOYBCRP OMREZ THET S AIREMENH VU . 72, 7 AT 7 L E/LA OATP1B1, 1B3 OEEZ [H
EFTLAREMERH DD, RAOMFTREN LA THEEZLND,

LY TRACN T AT T VBN RS TTENRARO KR L TH LT VA M v A =X
747 (Bk) D3FEME L 7= 3R

< TS LE TR ZAE L

AF| (10mg BEEG) & 275 7L e (200mgl A 1EHE) 3L 0T 2EL (50mgl H
1[E$ ) OPFFREHICBN T, RAIDO AUC KT Cmax D L5 (ZHEIK 2.3 f5, K9 5.5 %) 2
R b, AHlIE BCRP ORETHDH I EBMONATEY, VIV T LEARPTANRAE L
IZ BCRP OREZFLET 2 FREMENDH D720, 2D OFAK & OIS L 0 ARAIO M A REN F
ATbHLEZOND,

*7 S5 FUE TN ZAENLDIKEILTHH MSD (BR) 2 EHE L 7-3Er

c VYIRATE s YL F AL

SCHRER S 6N HED & 3 oy (YR AT EN R RZ ZE N RF T T L E) BLAH] & AH| &
OPFREE 2 CCDS (Company Core Data Sheet: BT — X v — b)) [ZBMENTZ, KRHIZ
BWT 3 AEAFNTFETE STV, 2557 (Y RATENL LR Z ZE)LV) BlEHIA IR
TEINTNDZD, R THRE LTz, ~L3¥ 2L OATP1B1, 1B3 XU BCRP O % [
EFATREMEN D L7720, AFOMPEEN FHTHEEZLND,

s Au g IR

SRR NS E Fu L g I R EARA L OPFAIEES CCDS IBMETz, s I Ki
OATP1B1, 1B3 % U BCRP DFhE % ML 2 AIEMED % 1o b, AAIDMLFIEEN L7525 &5
2bihs,
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LT T =T

SMENE TS AR 2 k52 & L= SR B RE R * 128\ T, AHK bmg/H & L 2T 7 = =7 160mg/
HZ2ER#ES L=5a. AFO AUC KT Cmax D EH- (FHFN 3.8 %, 4.6 (5 15) @O H
2o VAT 7 2=77 BCRP OHEZLET D AREM N H 572, AFIOMAIEEN EFH4 5 &
EZEzbhb,

LT T 2 =T EEORTFEILTH D3 VIS () 23 L 72

< T~ F = T R KT

BT~ F = TR AR BV CERR S I, B 7~ F = 7 HEE AR O BAEH O Of
BEEOHEIZAFINTR SNI*Z Lnd, AAICBONTHIBR L,

*MET B {r ARG 26T 2 ETEREES (2406]) ([CH7~F =7 400mg % 1 H 21 22 AH
REREA#G L, B AR5 F 2 (BCRP OEH) 10mg & HEROEL LIz L X, mANRY
F o BB GRS 5 4 7~ F = P FRED 2 A/SA S F 2D Cmas B O AUCing O BT
MEOKIX, ZhEh 3.04 RT2.08 Thotz GHEAT—4),

AV AT S SV

NET 2 AL NREIBIZBWTERRBEN, ANFT 2 2% v N OMHAANEH OO HER OB AN
RSN &b, ARV THIBR LT,

*BCRP ORE L 72 % 1 ANAHX F 2 20mg % B 5 INF T 2 A4~ h(600mg % 1 A 1[A])
EPFREG LIzl &, aANRZF UBMBE GRS T 237 T 2 A% MERAEGREO 7 23
AR F 2D Cmax S O AUCins DT TEIME DI, TNENHK 2.75 LN 247 Tho7z GHEA
T—H),

SZAE S A

Lehtisalo®® & Ok T, AFlE 7 =7 F V24 v M EDOHFHIZ LY AUC 28 1.9 f%, Cmax 25 2.1 f%
FRI D ERHEINTZZ LS, CCDS DM AEHOHIZEME N, AFIZBNTEH, 7=
TX Y A%y 8y BCRP OREZHET 22 L2k 0, AR O M FIREN T 5 IgetEnd 5
BEEME T~ SHEr L, OFHERIZER LT,

) N =S A4

TEEER AR 2kt g L LIoAAKl (10mg %2 1 A 1[E#%E) Lo bher RS (T5mg % 1 A 1
B8 5) OPFHRBRICEN T, = b a U RoR 7 ERFIORRER 5013, AK M 55 & g L
Mg 7 222 F D AUCo- D EIT - (90%E X H) & 55%MIN S w7 6, AHIX
OATP1B1 %} BCRP ORETHHZ L NMLNTEY, =/ hr AR 71k OATP1IB1 KO}
BCRP Ot ZBLET 2 afREMEN H 5720, AFIOMPREN FRT B2 515,
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8. El{EA

1.8/
ROBWERDB S BN ZENRHLOT, BEZTHITITV, RENRBD oG EIC3&kE 2%
1B %70 EREY) R LEZIT O Z &,

(1) BEXGEHER & DRER

1.1 EXGEMER
11.1.1 HEBUHRBAREE (0.1%A0H)

PR, B, CK B&. MR ORI A7 a vy FRA2 R L T 2 B RAE 2 b & i,
AMEREEFEOHEEREEENHOONDIZENHDLDT, ZO LI BRGHITITELIZREZF Ik
THZE,
11.1.2 SA/RF— GEERH)

JRFR AR, SR RSOEH A CK O ERERH S b a3k 52452 L,
11.1.3 RENESREE S F/AF— GEERH)

PN ST, CK M, RIEZ fEb 72k D E5E, HT HMG-CoA # sk (HMGCR) HiikE
PES 2 R & DN EESENE S AT — 3 b b, 5 H IR b RHG T 2BI3E ST
WHDT, BEOREZ HICBET L L, B, EMHAIRGIC LV EERL LN L O
SN B,
11.1.4 Fr#e (0.1%A0H) . FFHRREREE (1%Ku) . BE (R

JFg¢. AST., ALT ® EFS54 115 e E, HEAHOONLZ End D, (8.3 B]
11.1.5 M/MRED  (0.1%A0)

(8.4 &H]
11.1.6 BHBUEIR (0.1%A7)

MEEEZ & CRBUER R H bbb 2 ERd 5,
11.1.7 B (0.1%A0)

G ThoTH, HEA ok, PR REE, i X RRESENRO b Ge i3 b a2 hik L,
R R E AN A OB G EOREYIRLE ZATH Z L,
11.1.8 RHEMEEEF (0.1%A1i)

VA DRGSR, L OSSO RS, &, & 5 WIEH K T 5O R REEN H S b b
ZENRD D,
11.1.9 BB (B RH)

(figsn)
1111, 1M112 22 F U RABLHROFEEFIHTH 5,
[ A/ F— & BB B AFEIZ DV T
FAMPEDFHIEFITIL, BOTHRIRSCH &L BRT2BREO SO G, AR R L0 Stk
EARRE| SR LAEMICERE RIETEERLOE TEL, HRNOEEDOREZMD —D>OH%E
& LTI D CK DIENR & 5, Z OMEIIH REECIHE R k2 RBERTEH T2 2 LA b5N
TWDHN, FEHEG IO R 72 < FH 7 CK O LA BB LNTZHGEITERAEORREEEZR D,
IR 722 E T2 VDS ARSI & W o TR IS 2. W22 gt CK O LR/ 2R+ b 0%
[RANRF— |, S5, HAMBOREICL > TCIA N KEICHA L, BilEREEs2 29
2 b O % [RERUH RIARIE | & FE5,
ACC (American College of Cardiology) /AHA (American Heart Association) /NHLBI (National
Heart, Lung and Blood Institute) TlX A ¥ T 12 K DR RVARIE &2 TIHAEIRICHE - T, HEUEME
ERRD 10 5525 CK L&, M7 v 7 F=v EARALRLD b0 (B, WK, RPIA
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sav sttt s)] EEFROLTND,

(BT ]

HMG-CoA &t B EANC & 2 BB R ARIE DR BUREFF 1ZI 5 22 72 > TV WA Fll &2 ORGR
N D, HHIANOZE X ) COBDNRKTH D ET LT R b — ANEET 5 & ) fiss
Wb, =X/ 0%, TEFIL CoA L ARSI, 2LV AT a— /L EEO G CTh D72
b, HMG-CoA i TBERPLEANC L > TA N UBAERAHESNS L2 ex ) VOARBIETT
Do AEX ) UBEATLEI b NI T OMRREFE DAL T, fiMila0ZEMECEAREZ 5 &
INTW3,

[WTEESR & P L]

FERCA RUIE O B R AERIZ DA O ) . IR A OSSR, MEE., MR, REaR/eEThd,
WIR-CL ) DT b BT E 2 k7= U, FFEENHEI T35 &R -CHE TR SRS 2 2 &b H D,
EBRRAEFT R E LT, b0l L7-I 42 ey, CK, LDH, AST., ALT, 7V R —¥7
EDERNELL DIEFTH BN D,

RERCT RURIE O TR 2 AT 2R bR T REHERIT, BRI ETH L, SEBARRORIEIL,
AREETRE SN/ I A7 m B K DRMEDPAZENRERERTH Y, M I A7 v B AfEN
2000ng/mL x5 & BHREEERIEDO U R 7 NEL b LS TWD, ZORET v R—v AR
BB AR RORIECRIBIC K E R E L KFT L SN, MKk, 7Y K=V 2OMIE, v =
b= =T RNRAN O 570 & ORHLNSMEE L 72 %, AHEB AR L TIEEE ORREIZIS U T,
MEFEHT 78 &1 L DRI IIGEN LI TH D,

RERAG U RIE 1 X R 22 . RHNEEAIT O Z LIk > THEMA S Z ENFEFICHETHDH1-0,
EEROVEFEROBE L MR 1 » AIC 1 ED CKHMEEDO TN 2RENEARTH Y | HIERE
5& 0 T RLAZBOTZGA 2, Ralkemil CKEZ#RT 52 &,

[FEEALZBL< 72D DO RALE]

e, WS OfER, CK ER, AR ORF I A7 vy EREOREMEOREBED L
EHmACI G2 PIET A2, AL LT CK 28 600IU/L 225 L 5 ERARHRSNZEE
X, CKIEZBE LN OEEICEE T2 L, $- JEROREMNS S HICE(LT 554, CK
DOEA7Z EF (1000IU/L ) 2RO EAICITE LICEREZ PIEo F NI Uy 2 L
BITH 2 &,

AFEE DD OB AR RARE SN DHEITIE, SERIORIREH 1k & 2 RG240 & O PR A D $
BB OWLEZ1TV, BEBARRIIBAT LG/ XIS 21T 9 78 EOWLEN LB 5,
7e7E Uy ARANTMRZENT ClEbRE Sz,

11.1.3 A2 F U RAPLBOEEFHE, B COHUEPIRIK & B 2 5D RIAEAILZE & £ D70 Wik
A, L HMG-CoA i# it (HMGCR) HURGMESE 2 F5 & 3 2 i S TEMEEESEME X A4 8T — )
Hobiv, FHEFIEZ L RHET AR HE SN TWD Z LD, EEBE L T\ 5 60770,

11.1.4 7KGEIG F TIC I S N2 ENIC R T 2 BRI W) CEE R IFHSIEREE o RS 130, L
L. Mgk M OV R FRBR I B W CIRIRBIR O B E TE W EEB R IFEREOMEN H 2
7o, FEOTHEHRN BB/ L, ERALEIEMR & L THEREREZIT> WD,

FFRERERE FIEF D 2% < A, AR G-BMA% Ly A DINIZHEL L T v | kv EEZFEERE~O
ERZ RN SToIc s EM e ITHERREZEOBISE AT 2 ENEE L FKEHIT,AST,
ALT & ERZOFEEEREMO RE 2R DN EA IR, AFloREE2HIET 52 L,

F7o. RS OWHER (BEEL, A - EE, BACRIR, 2 9 SRR OSIES) ([TIEE
L. BENRDSNTHEITE, BEHICAFORS %2 P13 2 LI, IF¥SIERAEZ i L, T
FEIRIE T CEY) B AT 2k,

AR E COENERRBRICIT D0 - IRERORWER (EEEFZRL) ONFRIZLLTFTO L0 T
Hb,
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I - RTERBIVE (&Rt SUE ik 202 51 )

EW%@@ﬁ Bil% (%)

fF - MRIE % ALT (77=> -7/ v A7 =7—E8) #N 9 (4.46)
y-GTP (y —ZAZIN LT 27 =T5—F) B 9 (4.46)

AST (TARTXUEET I ) bT A7 2T —18) #0 5 (2.48)

LDH (i L ik EmESR) Hn 3 (1.49)

Al-P (7 AV RAT 7 2 —8) i 1 (0.50)

JHF 400 e o 5 1 (0.50)

VI 5. EEAREARWEREZOHEB] OESM

11.1.5 [EWNIZIBWTARA & ORE Z 5 7E T & 72V E S 7o i/ MRIBCD OIEFI AN ERE L7 ¢, BRI
TER OB LT,

VI 5. EEAREARWEEEZOHEB | OESMR

11.1.6 KGRI E TIZ I S N2 ENIZ I 1T 2 BRI\ CTHEEE ZLRBEUER O A 1372008, st
MR ZICEB N T, KRBEROEE TERWEERBBUEIROMENH 5720, FHIEOTHERIL L E
L., ERZEIERE L THEEREL TV D,

B GRE, MAETEIE, FEZ, £ O FEIES ORBUEIR RO 6 GG, B HICARA O E-%
ik 5 &, WURLEEZIT Z L,

11.1.7 ZEOHH YK (MHRA) 12XV A& F AT 2 BRARRBREAE, Tk o IER®E
R OVARICERDS L B = — SFUIfE R A S F 8K & RVEPENG R & o B 375 E T & 7220 & fjlfr =
. MHRA (Tft & FROINES LR (EMA) 234 A & F o U550 oo B 5 A5 S FEVED i % se il % &
IEREATTZ L& AICBWTHERRICAZ F U R/F D7 T A5~ b U CTHEEMRE L
Tn5,

11.1.8 CCDS IZ KM= = —n XF =B S, ERIZEBWTHARR & BEEREE TERWEER
K= 2 — o XTF—RNREINTWVDZ ENLARMITBNTHIEEMREZ L T\ 5,

11.1.9 ERNIZBWTAR EBENEE TERWEBRSEABAEM L Lo EERE LTV
Do
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(2) Z0iDEI{ERA

10.

1.2 EDHDEIER

2~ 5% Al 0.1~ 2% AT 0.1%Aii BT
BT ZIOPEIE, B, FIK
>
THIL2R MEdm . R, AL, FER. nK
il
i - B R CK E& MEJ I, AR . BEE |
Jif
TR R SHR . FEMEO OV (s, BEIRFEE (R
R, ), 5>
REeRA AL
INCIEY HbAle R5-, iffEfi
EH
JHF ik JIFRgRE 2 (AST
S, ALT E5)
ik REARY , BHSRER
(BUN k& 1My 2
L7 F=r kF)

TE) BT e B8, JRERI 0 ER AT 5 BA TR T 5 7 SR AE AT ) =
ko
S BV [ A 1 B L7z,

(fi#sh)

(BEARICOVWT)

HKRIFE COENADOEARRRICENT, —HOERFICEARPIBD LN TEY , 1TE A EDIEH]
TIE—wETH -7,

BRRRBR CAONTIRERIIT A7 IV X VIRS FOEAREERTH Y | REREEFICL 2D T
el IRMEMHEBAIRTH D Z LRI N, b NI B IRME ERGIE 2 FW in vitro D
FEBRAICBNT, BEARORIEF L LTAEF UL DT VT 2 U ERINOMEINE 2 bz,
T, REEMREEZICE DO TIERLS, = R A F—Y R X HEAOMIENELY iAA %
flToZicksrEExoND,

AFF G-I A SN EARIT. BEEEICORNB D LD TIZRNZ EARBENTWA N, JRIA
R OEARDPFRT 586 120%, BRI EZWET 570 EONE ZTVEEICE G 95 X 0 EEMRE L
Tn5,

. BERRERRICKRIZTRE

BEEIN TR

BERS
FEEIN TR
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1. BRALOEE

14 BALDEE
(L He5m)
141 FEFRMHFHOZEE

14.1.1 PTP G3E DAL PTP > — b2 bWV H L TR+ 5 L oFE+ 5 = &, PTP v — F DRE8K

(D OB BRI ARA U B2 L &2 8 2 U CHERR TR & % 0 BB e & OHE & fF 5
THZENRD D,

(OD #%)

14.1.2 KANTFH O LIZOETHERZRESE 5 LRET 5720, KR LTIRAFARETH D, £z, K
TR+ 2 &b TE S,

12. ZOMDEE
(1) BRERERICEIES

15.1 EREREAICE D 1&8]

MM BT Az & T HMG-CoA & ITli# L EA 5 G- th 0 84 T, BERMWFEIED Y 27 D3
Mol L DWEND S,

(i)

HEIMZF VT HMG-CoA JRITRESR FHLE A D B~ DI DU CEE D TR STV D729
BEL L7 TV,

(2) JEEREREERRIZE D 158
BE I TV
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X. JEERERERERICBAT 5IEE
1. EBERR
(1) EHFEEHER
(VL. JENEEIIZBF 2T H ) OHEHBM)
(2) REMFEEHAR
Pl v/
(3) TOfDEEFR
R L

2. SHHEER

(1) BEEEE5SEEHAR
AR L

(2) REBSEERR
AR L

(3) EEHHERR
MR L

(4) BARMERER
AR L

(5) £ERESHSHR
AR L

(6) BrFrFlEERER
MR L

(7) ZothoEHESH
AR L
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X, BEMERICEYT SRE

1. HERX5
0 ANAZ T 2.5mg [EE]
W A 1 ANA S F U 4E bmg [EE] VUE JEE S
B ARAH T ODEE2.5mg EE) | 1E) EE - ERISOMKEIC LV ERT S L
2 AN X F 0D §E 5mg [EE]
HRS | B ANAEF AN T D =L
2. A
BE : 34
OD #E : 30 » A

3. ARRETORE

R PR AF

4. RO EDEER

20V EDFEE g AH)
TV o — RS IR R AT TR ET D 2 L,

5. BERIITEHM

BEMERLTA RN A

<TFholLBY
ZF DOfth o B )

JEM A

A

6. RA—HS - AHE
Fl—msy : 7 A h—/VEE 2.6mg,5bmg, 7 LA h—/L OD §E 2.5mg,” 5mg

7. ERR4EERR
N

(IXM. 2. @Q&EFMTEM] OESM)

8. NERFERBFABRUVRRES, RMELRBFEAR. RFEMKREAR

WR7e4 REIREAAGAEH A IR SEMMEEENGAE A B | WROEBAARE A B
O AN KL F B
201748 A 15 B |22900AMX00805000| 20174 12 H 8 H | 2017412 H 8 H
2.5mg [EE]
0 ANRNALF U EE
2017 4 8 H 15 H |22900AMX00806000| 2017 4 12 H 8 H | 2017412 A 8 H
5mg [EE]
0 ANRAHE T 0D
201748 A 15 B |22900AMX00790000| 20174 12 H 8 H | 2017412 H 8 H
#E 2.6mg [EE]
0 AN HF 0D
2017 4 8 H 15 H |22900AMX00789000| 20174 12 H 8 H | 2017412 A 8 H

%€ 5mg [EE]

9. MERIHREM, RERVAREEENFOFEABRVZEOAR

LR

10.
BARANA

11. BEEYRM

A L

BEERE. BERRAREABRUZTORE
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12. IRIEHARFIR (BT H1EH
ARANL, BERHAFIZEI T 2HIBRIZE D HIL TR0,

13. {EI—F
JEA B SR AL E | BRI S 2 — R B Lt 7 b ERLHE
R4 R i e HOT (947 &% | _ __  —°
ISR S = — R (YJ =2— 1) VAT A a— R
0 AN R F L BE
2189017F1014 2189017F1049 126003802 622600301
2.5mg [EE]
0 AN KT BE
2189017F2010 2189017F2045 126053302 622605301
5mg [EE]
0 ANZAZF L 0D
2189017F3017 2189017F3041 126050202 622605001
%€ 2.5mg [EE]
2 ANNAHXF 0D
2189017F4013 2189017F4048 126051902 622605101

#& 5mg TEE]

14. REHRTLOIE

ARANTZHRAIN L DR FEEILTH D,
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. X
. SIRAxE

1) fNER 2t

2) &R IR (82 5mg\ OD % 5mg)

3) FENERE AR RISEMERER (B 2.5mg)

4) FENEEE AR RN (OD §E 2.5mg)

5) BREEOEE 2001 (7 LA h—/LEE : 20054 1 A 19 H/AFR., HiEEEHEE A~ 3.7.11)

6) BHEFAHS fill. EEPREEIE. 2005521(2):187-203

7) KEHEZOMIEREE 2001 (7 LA h—/L8E : 2005 4E 1 H 19 H&GR, HEEEHMEZE~ 3.4)

8) Schneck D. W,, et al. : Am. J. Cardiol. 2003 ; 91 (1) : 33-41 (PMID: 12505568)

9) 7 MARZREF L L DORBRIGHERER (7 LA N—/LEE : 2005 4 1 A 19 AR, HEEEME
%k 1.3.2)

10) HAEANE VAT o —/VIUEREIZH T 2 A2, 2002 (7 LA h—/L§E : 200541 H 19 H
AR, HEEEEMEEE k 1.2.3)
11) SAEAmE = VAT v — VIIEEE IR T 2F9M, 2001 (7 VA h—/L§E : 200541 H 19 H

. AEEEEHEL b 2.1.2.1)

12) AAEAE 2 VAT — VIERF ORMEGIZE T 28, 2001 (7 VA h—/LEE @ 2005
1 H 19 HAGR, HEEERMEEE ~ 1.5.2)

13) Olsson A. G., et al. : Am. Heart J. 2002 ; 144 (6) : 1044-1051 (PMID: 12486429)

14) Mabuchi H., et al. : J. Atheroscler. Thromb. 2004 ; 11 (3) : 152-158 (PMID: 15256766)

15) ~7 v #5M FH B#F 2B1T o8& RTG53 (7 LA h—/L8E:2005 4 1 A 19 H&GE.
G E BT | 1.4.2)
) Nezasa K., et al. : Xenobiotica. 2003 ; 33 (4) : 379-388 (PMID: 12745873)

17) 1EREFFOE LD (7 LA b—/LEE : 2005 4E 1 A 19 /KRR, HEEEHEE R 1.2.8)
) McTaggart F., et al. : Am. J. Cardiol. 2001 ; 87 (5A) : 28B-32B (PMID: 11256847)

19) LDL Z 25Kk 2 /EH. 2002 (7 L A b —/LEE: 2005 4E 1 A 19 A7&:R, HEEEHEE & 1.2.3)

20) A XOMPAEEICKT H/EM,. 2002 (7 LA h—/LgE : 2005 4E 1 H 19 /&R, H5E R
A 1.1.1)

21) A=A ALOmEaILATa— LKV REAI VAT a— U3 5EH, 2002 (7 L&
h—/LEE 1 2005 4 1 A 19 H&AR, HEEEMEER 1.1.2)
22) WHHL U % FOifijg = L A7 1 —/L R OEINREE LR ISR 21FH. 2002 (7 LA b—/LEE @
2005 41 H 19 A/KRE. HEEEEMIZEA 1.1.3)

23) 7HREH E*3Leiden 7 AV =7~ AT HEM, 2002 (7 LA h—/LEE : 2005
10 19 AR, HEEERMIEIAR 1.1.4)

24) £ N7 HREHBICETP N7 v AV x=v 7~ 0 RCKTHEM, 2002 (7 LA h—/L$E : 2005
1 H 19 BAGR, HFEEBMEZER 1.1.5)

25) H[E# 5% O MAETEEE . 1996 (7 L A b —/LEE:20054F 1 A 19 /&R, FE @ EMEZE~ 3.3.1.2)

26) Martin P. D, et al. : Clin. Ther. 2003 ; 25 (8) : 2215-2224 (PMID: 14512129)
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XI. &84

1. EGNETORFERR
AFRICBIT 2REXITBR, HELOHEIZUTO LY THY | SHETOAGIRIL L 137D,
R ESIES MER &

AL AT —/VIIE, FEEEI VAT e —L | BE . RAIIEe A2 F L LTLA L
IfLE 2.5mgk V&G 2BRT 525, FHICLDL-= LA

TH—EEZETIEL2MNEND H5EICIE5mg
FOEEZRGL TS LW, 7ok, Fl - BRI
X0 EERE L, BERGH%S D VITER, 41
PIBEIZLDL- 2 L A7 1 — UE DS F AR +43 72
LA, Wik10mgE CHETE %, 10mgk &
HELTHLDL- 2L AT 2 — EDE TR +4T
e, FiEME oL AT e — VIGERE /R PO E
JEBEIZRY , S HICHEBETE 503, 1HHEK20mg

FTET D,
<Daily Med (USA), 2023 4F 7 Hf& >
E 4 KIE
4 AstraZeneca Pharmaceuticals LP
k74 CRESTOR- rosuvastatin calcium tablet, film coated
HIFE - Bk | 5mg,10mg,20mg,40mg
INDICATIONS AND USAGE
CRESTOR is indicated:

-To reduce the risk of stroke, myocardial infarction, and arterial revascularization procedures in
adults without established coronary heart disease who are at increased risk of cardiovascular
(CV) disease based on age, hsCRP >2 mg/L, and at least one additional CV risk factor.

-As an adjunct to diet to:

Reduce LDL-C in adults with primary hyperlipidemia.

Reduce low-density lipoprotein cholesterol (LDL-C) and slow the progression of atherosclerosis in
adults.

Reduce LDL-C in adults and pediatric patients aged 8 years and older with heterozygous familial
hypercholesterolemia (HeFH).

-As an adjunct to other LDL-C-lowering therapies, or alone if such treatments are unavailable, to
reduce LDL-C in adults and pediatric patients aged 7 years and older with homozygous familial
hypercholesterolemia (HoFH).

-As an adjunct to diet for the treatment of adults with:

Primary dysbetalipoproteinemia.
Hypertriglyceridemia.

DOSAGE AND ADMINISTRATION

General Dosage and Administration Information

Administer CRESTOR orally as a single dose at any time of day, with or without food. The tablet

should be swallowed whole.

-Assess LDL-C when clinically appropriate, as early as 4 weeks after initiating CRESTOR, and
adjust the dosage if necessary.

-If a dose is missed, advise patients not take an extra dose. Resume treatment with the next dose.

Recommended Dosage in Adult Patients

-The dosage range for CRESTOR is 5 to 40 mg orally once daily.

-The recommended dose of CRESTOR depends on a patient’s indication for usage, LDL-C, and
individual risk for cardiovascular events.
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Recommended Dosage in Pediatric Patients

Dosage in Pediatric Patients 8 Years of Age and Older with HeFH

The recommended dosage range is 5 mg to 10 mg orally once daily in patients aged 8 years to less
than 10 years and 5 mg to 20 mg orally once daily in patients aged 10 years and older.

Dosage in Pediatric Patients 7 Years of Age and Older with HoFH

The recommended dosage is 20 mg orally once daily.

Dosing in Asian Patients
Initiate CRESTOR at 5 mg once daily due to increased rosuvastatin plasma concentrations.
Consider the risks and benefits of CRESTOR when treating Asian patients not adequately

controlled at doses up to 20 mg once daily.

Recommended Dosage in Patients with Renal Impairment

In patients with severe renal impairment (CLcr less than 30 mI/min/1.73 m2) not on hemodialysis,

the recommended starting dosage is 5 mg once daily and should not exceed 10 mg once daily.

There are no dosage adjustment recommendations for patients with mild and moderate renal

impairment.

Dosage and Administration Modifications Due to Drug Interactions
CRESTOR Dosage Modifications Due to Drug Interactions
Table 1 displays dosage modifications for CRESTOR due to drug interactions .

Table 1: CRESTOR Dosage Modifications Due to Drug Interactions

Concomitantly Used Drug

CRESTOR Dosage Modifications

Cyclosporine Do not exceed 5 mg once daily
Teriflunomide Do not exceed 10 mg once daily.
Capmatinib Do not exceed 10 mg once daily.
Fostamatinib Do not exceed 20 mg once daily.
Febuxostat Do not exceed 20 mg once daily.

Avoid  concomitant  use. If  used
Gemfibrozil concomitantly, initiate at 5 mg once daily

and do not exceed 10 mg once daily.

Avoid  concomitant  use. If  used
Tafamidis concomitantly, initiate at 5 mg once daily

and do not exceed 10 mg once daily.

Antiviral Medications

Sofbuvir/velpatasvir/voxilaprevir
Ledipasvir/sofosbuvir

Concomitant use not recommended.

Simeprevir
Dasabuvir/ombitasvir/paritaprevir/ritonavir
Elbasvir/Grazoprevir
Sofosbuvir/Velpatasvir
Glecaprevir/Pibrentasvir

Initiate at 5 mg once daily. Do not exceed
10 mg once daily.

Atazanavir/Ritonavir

Lopinavir/Ritonavir
Darolutamide Do not exceed 5 mg once daily.
Regorafenib Do not exceed 10 mg once daily.

CRESTOR Administration Modifications Due to Drug Interactions
When taking CRESTOR with an aluminum and magnesium hydroxide combination antacid,
administer CRESTOR at least 2 hours before the antacid.
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2. BB BRI FIER
ERICEY SBIMER (F—RXFSUTHE)

AR T M EOEBOHDLRE A=A M T VT LIRS,

(TVIl. 6. BrEDOEEAZATHEEFICEHTHEE] OESHK)

5 SO

Drug Name Category
F—ANZ YT DIHE rosuvastatin D
(2021 4F 4 AER)

A=A NZ U7 D555 (An Australian categorization of risk of drug use in pregnancy)

Category D :

Drugs which have caused, are suspected to have caused or may be expected to cause, an

increased incidence of human fetal malformations or irreversible damage. These drugs may

also have adverse pharmacological effects. Accompanying texts should be consulted for

further details.
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XI. {##
1. FRFl - REXRICEREL CHREKHNZTS ICHT->TOSERR
AEOHERICEAT 5EE
AR IIARBEZZ T TRV EIZET 2 ERPE END,
RBNESERHEL L TORVWHNARLEENTEY . L ETHRBMEIN TV DR FTIETH LR R
ZEFEELTERRALTND,
EFEFEDRAREN 2T 5 EToZEFERTHY, MLEOWHZRTHOTIERY,
(1) @
AR/NRZF 8 2. 5mg TEE]
Wt D& EMEEZ 40°C, 25°C « T5%RH &N 120 /7 Lx-hr OMRTESEM: TR L7 fE 5%, 40°C, 25C -
T5%RH ORIFEUETHERIZAGAOKREKETH Y | MEKOEEITBENTH o7,
120 77 Lx-hr ORFFSEM THERIZBERF A AOBR KT, 60 I Lx-hr BIEEACOHM K TH o7, MiE
M OVERIZ 60 /7 Lx-hr BRI TH T,

FRARVERR « sBREUA 2 gk TR L 7=,
SEREHII : 2017/2/10~2017/10/10

@ Kty 40°C [HOL, KEA]

RERTE B =N PRATHA
< HiK > & BH hA 1% A 3% A
Pk n=1 RSVFC-001 HEDBmHR BB HEDKmHR
WiEEsER (HPLC) n=1 ) o A A N
PN RSVFC-001 WA e A
aR (%) ** n=2 ]
< 95.0~105.0% > RSVFC-001 98.9 97.9 98.8
% BEL (%
(B5H) ;E?f‘“t )| RsvFC-001 - +0.04 +0.39

%1 EHBEWE RRT #9 1.06. 1.36. 1.69 DIHBZMWE 0.25%. 1.5%. 0.7%LLF. Z OO« OEEDE : 0.2%LL T,
WHERWE - 1.5%LLF
2 BARBICKTEIEEER (%)

® ity 25C - T5%RH [, BAkL]

HERTH H =V LRAF I
<JHHE> FH5 BH AAIRE 2 A [ 1% A 35 A
PR n=1 RSVFC-001 H DR HEDOB AR HEDOB R H O R
WERER HIPLO) 3 psvec-oot| i i e
G (%) *2 n=2 )
5.0 105.0% ~ RSVFC-001 98.9 98.9 97.8 99.2
Z BE %
(BE®) ;ﬁfﬂt (%) RSVFC-001 — +1.32 +1.58 +1.44

X1 JHBHE RRT K 1.06, 1.36, 1.69 OIEGZME 0.25%. 1.5%. 0.7%LLT. £ OO~ OIEHFWE : 0.2%LL T,
REBWE : 1.5%LLT
K2 RREITHT DEAER (%)
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@ ik 25T - 60%RH

wEOt [3,000Lx, BHfk]

HERTH H = RS &
<M > FH BHAA R 60 & Lx-hr 120 & Lx-hr
Pk n=1 RSVFC-001 HEDOHE WHEABDOHE BEABOHR
FRIEREER ;?PLC) "1 | rsvRC-001 i TES FEE
1>

G (%) *2 n=2 )

05,0~ 105.0% > RSVFC-001 98.9 78.4 75.3
5 REL (%
(B5H) ;ﬁj*m (%) RSVFC-001 — +0.73 +0.73

X1
R WE © 1.5%LL T

%2 FARRICHT BEAE (%)

HEIL o K7

AR/XR A F 4% 5mg TEE)
W o EME % 40°C, 25°C « T5%RH J (Y 120 77 Lix-hr OR{FEME TG L 7255, 40°C, 25°C -
T5%RH ORAFEMETHERIZEEOM R TH Y . MEKROEEITHENTH 72,
120 J7 Lix-hr ORISR THARIZBAERF A EOMAR T, 60 5 Lx-hr BEHAGOKM KR TH 72,
FEROVE #1360 7 Lx-hr A TH - 7=,

FRARVERL « FREBRIUA 2 ek TR L 7=,
SEREHIIN : 2017/2/10~2017/10/10

@ Ky 40C YL, KEAER]

HEZWE RRT £ 1.06. 1.36. 1.69 OEEME 0.25%. 1.5%. 0.7%LLF. F Ol 2 OFEFEWE

0.2%LL T

RERTE B = bk PRAFHA
<Hig > ik B Ah 1% H 35 A
Pk n=1 RSVFC-006 HEDBmHR HEDER HEDKmHR
#iEB (HPLC) n=1 ] N o A
PRI RSVFC-006 WA e A
aR (%) ** n=2 ]
£ 95.0~105.0% > RSVFC-006 98.2 97.6 98.2
% BEL (%
(B5H) ;ﬁf‘“t )| RSVFC-006 - +0.13 +0.36

X1
RHERFWE © 1.5%LLT

%2 FRRICHT BEAE (%)

@ i 25C - T5%RH [, B A

HWEWE RRT £ 1.06, 1.36, 1.69 OMEHEME 0.25%. 1.5%. 0.7T%LLT. T OMOME % OFEFEMWE : 0.2%LL T,

HERTH H =357 LRAFHIR
<JHHE> FH5 BHAGIE 2 1% H 3% H
PR n=1 RSVFC-006 HEDOBR AR HEDOB R H DR H DR
FIERER HIPLO) = RevEcoos | it i i e
&8 (%) *2 n=2 ]
5.0 105.0% ~ RSVFC-006 98.2 97.9 98.3 99.7
Z BE %
(BE®) ;if“t (%) RSVFC-006 — +1.48 +1.74 +1.64

1 EEWE RRT £ 1.06. 1.36, 1.69 OIEZKME 0.25%. 1.5%. 0.7%LLTF. OO~ OFEEWE : 0.2%LLF .

WG : 1.5%LLT

M2 RTRBIKT B EAE (%)
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@ ity 25°C - 60%RH

ROt [3,000Lx, BH ]

RERTE B =N IRt &
<M > FH BH AR 60 & Lx-hr 120 & Lx-hr
Pk n=1 RSVFC-006 HEDOHE WEAROHR BEABOHR
FIERER ;?PLC) "1 | RsVFC-006 i TES FEE
1>
R (%) 77 n=2 _
L 5.0 105.0% = RSVFC-006 98.2 81.4 78.0
E2 REL (%
(B5H) ;ﬁf*m (%) RSVFC-006 — +1.12 +1.11
X1 BB WE RRT £9 1.06, 1.36, 1.69 OFHGEME 0.25%. 1.5%. 0.7%LLF. ZOMOME %~ OFEWE : 0.2%LLF,
RHERFWE © 1.5%LL T

X2 RORRIIKHTLEEE (%)
HEIL - K7

ARX/NRXZF > 0D g 2 5mg lEE]
W DL EM % 40°C, 25°C » 7T5%RH &Y 120 /7 Lix-hr ORIFSM TRt L2/ %, 40C, 25C -
T5%RH OIRAFEME THERITHAOHM R TH Y | MEROEEITHENTH -7,
120 J7 Lx-hr ORFFEA THRITSE A O R TH - 7, M K OE &1 60 J7 Lx-hr B TH - 72,

AREREREGIM : 40°C. 25°C - T5%RH &A%+

2017/7/18~
ISt 2017/9/5~

@ ik 40°C [, KBAY]
RERTE B = bk PRAF- AR
< HiK > & BA hh 1% A 2 5 H 3xH
PR G731101 HEDHER HEDHER HEDHE HEDHE
"A‘Mﬁﬁ%%}z@ n=2 G731101 FRaY RS RS EReS
&8 (%) *2 n=3
£ 95.0~105.0% > G731101 100.7 100.5 100.4 101.0
P wE (%
( ”%ﬂﬁ)n%lﬁr (%) G731101 +0.16 -0.10 -0.12 -0.26

YA

X1 JHBEYWE RRT A 1.1, 1.6, 1.8 DFEHZME 0.3%. 0.6%. 0.5%LL T, £ DM~ OREREME « 0.1%LL T, 5%

WHE : 1.2%LLF
K2 FREITHT D EAR (%)

@ i 25C - T5%RH [, B A

RERTA H =357 LRAFHIR
<JHHE> FH5 BHAGIE 1%H 25 H 35 A
PEBR G731101 DR DR HA DR O R

PR ;?EC) n=2 G731101 T o e e
a8 (%) *2 n=3

L 05 0m 105,000 = G731101 100.7 101.2 100.8 100.8
23 BE (%

(BE1H) n%él{ir— (%) G731101 +0.16 +0.32 +0.27 +0.30

%1 HEmE RRT 9 1.1, 1.6, 1.8 OXEHWE 0.3%. 0.6%. 0.5%LLT. DO %2 DEFEIE : 0.1%LL T, k%

WE  1.2%LLTF

M2 RTRBIKT B EAE (%)
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@ iy Bt [7,000Lx, X7 ]

AERTEH ok FRIR S 5
<M > FH BHAA R 60 & Lx-hr 120 & Lx-hr
PR G731101 HEDHE HEOHE HEDHE
"A‘mgﬁfﬁxﬁpm) G731101 WA THEE rEE

aR (%) 7
<95.0~105.0% >

(Z2EH) WRE (%) G731101 +0.16 +0.41 +0.10

¥1: FHBYE RRT £ 1.1, 1.6, 1.8 DIEHEME 0.3%. 0.6%. 0.5%LL T, T DOMOE » OIEZWE : 0.1%LL T, BIERE
W 1.2%LL T

2 FOREICHT DEAE (%)

A - KT

G731101 100.7 85.1 79.9

ARX/NR%F > 0D & 5mg TEE]

W DR EM % 40°C, 25°C » 7T5%RH &Y 120 /7 Lix-hr ORIFSM TRt L2/ %, 40C, 25C -
T5%RH ORAFEMETHERITHADOHM R TH Y | MEROEEITHENTH o7,

120 J5 Lx-hr ORAFEE THERITHA O K Th o 7o ME L OE #1360 I Lx-hr BN TH o 72,

ABRERHIM : 40°C. 25°C - 75%RH £ 2017/7/18~
RS 2017/9/5~

@ Kty 40°C [HOL, KA w]

HERTH H oy b LRAF IR
< HiK > & BA hhHF 1% A 2 5 H 3xH
PR G731301 HOOHE HEOHmAEK HOEOHE HEOHE
fm’%ﬁ% ;IEJC) n=2 G731301 WA TReY WA WA
G (%) "7 n=3
£ 95.0~105.0% > (731301 99.6 102.1 99.0 100.9
P mE (%
( ”%@ffﬁr (%) (731301 +0.03 -0.11 -0.15 -0.25

1 JHBWE RRT #9 1.1, 1.6, 1.8 OEEWE 0.3%. 0.6%. 0.5%LL . T DOMOE %2 OFEZEWE : 0.1%LL T, #JEkx
WE - 1.2%LLF
2 RARBICKHTEIEEER (%)

@ it 25°C - T5%RH [EDG, B

RIERTE B =N PR AR
<JHHE> &H5 BH AR IR 1%H 25 H 35 A
PR G731301 HEDHER HEOME HOOHME A DR

PR ;?EC) n=2 G731301 o o o o
&8 (%) *2 n=3

£ 95.0~105.0% > (731301 99.6 99.6 99.4 99.9
23 BE (%

(BHfE) W (%) (731301 +0.03 +0.31 +0.25 +0.22

n=1
X1 HEWE RRT #9 1.1, 1.6, 1.8 OHGEWHE 0.3%. 0.6%. 0.5%LLT. ZOMOE~ OEZFWE : 0.1%LL T, Mk
W 1.2%LLF
X2 FURRISHT B EHE (%)
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® iy ot [7,000Lx, XA

RERTEH =RV N
<M > FH BH AR 60 & Lx-hr 120 & Lx-hr
PR G731301 HEDHE HEOHE HEDHE
MR ER (HPLC) o A A o A
“1~ G731301 WA THEE EE
G' (%) *2
<95.0~105.0%> G731301 99.6 85.1 79.7
(Z2EH) WRE (%) G731301 +0.03 +0.24 +0.08

1 HEiEWE RRT #9 1.1, 1.6, 1.8 OIEZWE 0.3%. 0.6%. 0.5%LL T, T DOMOE %~ OFEFME : 0.1%LA T, #kEH
W 1.2%LLF

X2 RTAERICKTLIEAE (%)

Hgs o K

(2) EBiE - BAMRUBEREF 1 —J@EAKHER
OX/NR% F 8 2. 5mg TEE]
1) ABRAE

[ A S v ek e ]
TAARY—DER N ERERY, BRIK1HE2T 4 ANV —NIZANRTERA M ZRL,
55CDIRE: 20mL ZW W HEio7-, T 4 AP —I2EE LT 5 DElEE%R. T4 AP —%FT

15 TR RRER L. ARSI ORI A BILE LT, RN RO LR WAL, B2 5 oMikiE% .
[FERDEAE 21TV, AR ORI 2 BIEE LT,

FREOERIE TR e RMEBIRE SR DR WAL, BRI 1TEEZSE L, o bl < iy
THIRZE L, REROBIEZITV ARBRE ORI A BIZE LTz,
BELIEE
WREBIRD NS TeT 4 AN —%RETF 2 — 7128k L, M 2~3mL/MOFECHEA LT, Ta—7
VERPNIR A B 8 43D 2 /KT L, HEANE Z DK 30ecm EO @ SICHEE Lz, BEKZEA
BITHEDFKEZFEALTF 2 —TNERES L&, T 2a—TNIERMEDHZE O i iuidsiE i
MR L & L,

FRBR I N IR : 2016/12/16
o v h& %5 : RSVFC-001

2) BRER
R EBTEAR
DRSS F bR P i« -

AT, THIRE RERG AN R7 v 7 (K CiEo)) T TEm LT,
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AR/XR A F 4% 5mg TEE)

1) BEBAE

[ S R

TAARY—DER M AEREERY , MK 1 EEZT 4 AR —HNIZANRTER 2R L, K
55°COIRYE; 20mL W\ EloTz, T 4 AU H—ICEEZ LT 5 mE%R, 74 AXVY—%2FT
15 fEfE R R L, BB ORI A BIEE LT, TR bR WEATL, I 5 oMiEk,
[FIREDEIEAATV. BB ORI ZBIEE LT,

FRROBMETH I RERRE GRS DR WIEA T, RIK TEZ 0@ L, B S A TEEE il
THRIRZIEE L, REROBMEZITV, A ORI A BlZE Lz,

BELIEE

R D NS T2T 4 AR — % RETF 2 — 712k L, K 2~3mL/MOFETHEA L, Fa—7
IR GG B 8 43D 2 ZACEIZ L, HEASGE Z DK 30cm & SIZHEE Lz, BREBIRZEA
BICHEDHFKEZFEALTF 2 —TNERES L&, T2 —TNITERMEDHRZE O i i
MR L & L,

FRBR I N IR : 2016/12/16
o v h&E 5 : RSVFC-006

2) HEER
PR R
HANA S TG 5 Ay LA FEE - R L7 8Fr.F = —7 il L7,
5mg [EE]

AT, THIRE RERG AN R7 vy 7 (K CiEdo)) BT THEm LT,
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ARX/NA&F> 0D & 2. 5mg TEE]
1) BBRAE
[ A v 5k 5k
TAARY—DER M AEREERY , MK 1L EEZT 4 AR —HNIZANRTER 2R L, K
55COWRYE; 20mL Z W\ \Hio7z, 7 4 AU —I2#EH % LT 5 iEk,. 74 A h—%FT
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