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. . AA-202 1.4~2.1 — — 1.2~1.8
L7 by 5] AA-203 | 1.1~2.3 1.1~1.8
<15.0%LLF > ’ ’ ) )
WHME (%) AA-201 72.1~89.4 80.8~92.7
N =A<V AA-202 84.1~92.1 — — 82.2~93.0
<454y, T0%LL L > AA-203 83.1~88.2 85.3~96.3
VEHIE (%) AA-201 | T73.4~92.4 88.4~96.8
[7 RAANREZ T ] AA-202 81.0~94.8 — — 88.0~97.2
<154y, T0%LL L > AA-203 75.6~94.0 86.4~95.4
aE (%) *2 AA-201 100.9 100.0 99.6 99.5
PN =A< AA-202 100.7 100.3 99.5 99.2
<95.0~105.0% > AA-203 100.2 99.8 99.2 99.1
i (%) *2 AA-201 101.4 100.7 100.3 101.2
[7 RAANREZTF ] AA-202 101.2 101.1 100.5 101.0
<95.0~105.0% > AA-203 101.0 100.8 100.6 100.9

%1 : ORRT #9 1.29 ; 0.5%LL T, QLU OE % DIEFME ; 0.2%LL T, OWBEBZWE ; 1.5%LL T
X2 RARERICKTLEAE (%)




O7~=nxy MEEEE3 R THETL] IERER [(&kaipg (PTP @ik |

HEHEE oy b LRAFHIR
<JHHE> He BH AAIRE 1% A4 3»H 6 » H
Pk AA-301 o ~ _ ~
<EEADT 4 N a—T 4 T > ﬁ:gg?’ HE I Az =
g}\j\; i AA'301
i, AA-302 iy — — e
AA-303
LR AR AA-301
[7 FAARZZF ] AA-302 BNy Rl /2 [m /2 [Fl 2
<HifyE > AA-303
UKl ) — %
ﬁ%?@ﬁ%é) AfS01 | DO Ny
[TA/m\y‘t:i}] AA-302 1.1~1.8 — — 1.9~3.8
AA-303 1.7~4.6 1.9~2.9

<15.0%LL T >

B (%)

PTG AA-301 2.3~3.7 2.4~4.2
. . AA-302 1.5~2.2 — — 1.5~2.6
[7 bz s F ] AA-303 1.2~3.7 1.0~2.3
<15.0%LL T > : : : :
BHPE (%) AA-301 80.4~87.5 81.4~86.1
N == AA-302 80.9~90.1 — — 77.8~87.6
<454y, T0%LL > AA-303 82.0~93.8 76.9~86.7
BEHPE (%) AA-301 84.1~91.5 79.0~88.4
[7 FANRAF T ] AA-302 86.5~93.2 — — 81.3~88.3
<304, 70%LL > AA-303 83.8~91.4 84.4~92.6
(%) *2 AA-301 100.3 99.8 99.5 99.1
(7] AA-302 99.6 99.0 99.3 98.6
<95.0~105.0% > AA-303 99.5 98.7 99.0 98.4
i (%) *2 AA-301 101.7 101.1 101.2 98.5
[7 FANRRFT ] AA-302 102.1 101.3 101.3 99.1
<95.0~105.0% > AA-303 102.2 101.2 101.4 99.1

%1 : ORRT #9 1.29 ; 0.5%LL T, QLU OE % DIEFME ; 0.2%LL T, OWBEBZWE ; 1.5%LL T
X2 RARERICKTLEAE (%)
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O7~=nxy MEEEE4%F THETL] IERER [(Hdaipe (PTP @i |

BIEHER ok PRAF I
<> He BH AAIRE 1% A4 3»H 6 » H
e e | AA402 iges B [Fl%E [Fl 2
<HBDOT 4 NLa—TF ¢ v TEE> AA-403
=t AA-401
R AA-402 SERes — — ey
(HPLC) AA-403
ol B R AA-401
[7 hANRAREF ] AA-402 e Eips Rl G
<FE > AA-403
ul | i} — 00
%gfi?@ji;ﬁ%) An-401 | L0 T1~as
[ A /E/] AA-402 0.9~2.1 — — 1.1~2.9
<15.0%LL F > AA-403 0.6~2.2 1.6~3.2
1] S 0,
B (%) 2.6~2.9 1.6~3.7

(2 Bt MEsAR) AA-401

N o
<15.0%LLF > ’ ’ ) )
WHME (%) AA-401 81.5~92.8 73.5~87.1
N =Da=g AA-402 83.6~92.9 — — 75.7~86.7

<60 7%y, T0%LA > AA-403 80.5~89.8 73.5~88.1
VEHIE (%) AA-401 | 83.4~88.4 83.4~87.6

[7 RAANREZ T ] AA-402 82.3~88.8 — — 79.6~87.0

<3074y, T0%LA > AA-403 81.2~87.9 80.8~85.5
aE (%) *2 AA-401 98.9 98.8 99.4 100.1
PN =a AA-402 100.9 100.6 99.9 100.2

<95.0~105.0%> AA-403 101.1 100.2 99.3 99.9
i (%) *2 AA-401 101.0 101.6 100.2 101.2

[7 RAANREZTF ] AA-402 100.5 100.5 100.7 101.2

<95.0~105.0%> AA-403 100.8 100.4 100.5 101.1

%1 : ORRT #9 1.29 ; 0.5%LL T, QLU OE % DIEFME ; 0.2%LL T, OWBEBZWE ; 1.5%LL T
X2 RARERICKTLEAE (%)
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(2) REIREER
A& AERLEL 2 W - B IR EABR (25°C, 60%RH, 34) OfiR LY, 7<=y MidA
BE1FRTHEL), 7vixzy MNdARE2F THE L], 7~y MlAHE3HF THE T
L7 <)y MeGEE 4 & THETL) 3@ OMSHRE FIZks T 3 FHLETHDL Z
LIRS T,

Or=nxy MlBEE 1R THET)  REGRAER [REOEPE (PTP i) ]

HEEE = LRAFHA
<JfHs > i B Gy 12 » A 24 » A 36 » A
PR AA-101 N _ ~ _
DT T v s | AAT102 A IRl e Il 22 [l 72
AA-103
Bk AA'lOl
ﬁfﬁ‘;fgf AA-102 A - o ik
AA-103
HlL R BB AA-101
[7 hARAREZF ] AA-102 pay A2 il S
<SHixM B > AA-103
1] A 0,
%ﬁiﬁ@ji*(ﬁ%) AA-101 1.8~2.7 2.0~5.3 1.6~1.8
Rt AA-102 1.2~1.9 — 1.5~2.7 1.8~1.9
[7 have] AA-103 1.6~2.8 1.1~1.6 0.9~1.7
<15.0%LL F > : : . . : :
I, o 0,
%ﬁ'ﬂ;@jﬁé%) AA-101 1.9~3.3 2.0~3.2 2.6~3.2
N AA-102 1.6~3.0 — 2.3~3.1 2.5~2.8
[7 bz F o] AA-103 1.9~3.0 1.3~1.7 0.8~2.4
<15.0%LL F > ' ' | | | |
WHPE (%) AA-101 87.2~96.6 81.5~97.8
EN=25a AA-102 82.3~96.3 — — 81.6~97.7
<304y, T5%LA > AA-103 85.5~99.3 84.3~104.4
WHPE (%) AA-101 73.4~89.6 77.6~93.8
[7 hARREZF ] AA-102 78.3~92.9 — — 66.7%3~93.8
<4574y, T0%LA k> AA-103 78.1~90.4 75.0~96.2
i (%) *2 AA-101 99.9 99.5 100.6 99.3
[7amrPEy] AA-102 100.1 100.0 100.2 99.9
<95.0~105.0%> AA-103 99.8 99.6 99.7 99.4
EE (%) *2 AA-101 100.4 100.6 100.4 99.9
[T "AARREF ] AA-102 101.0 100.9 101.0 100.6
<95.0~105.0%> AA-103 100.8 101.0 100.8 100.3

%1 : ORRT 9 1.29 ; 0.5%LL T, @EFLSOME 2 OFEiFE ; 0.2%LL T, @WIEBEWE ; 1.5%LLT
X3 112 SENHEEHED T, WaE

K2 FRRIIHToEAR (%)
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OT7~nzTy MNlAEE2EF THET)

RO [Rikogpie (PTP alig) |

HEEH =BV PRAT IR
<> He BH AAIRE 12 % A 24 # A 36 » A
A, A7 202 e Fife e e
1 TS AN 903
s AA-201
%&Uf AA-202 o - o i
AA-203
ol B R AA-201
[7 FANRZZF ] AA-202 e Eips Rl [Fl A=
<FE > AA-203
LK) — 9
%ﬁfﬂiffﬁjﬁé{%) AA-201 1.2~1.5 1.3~1.5 0.9~2.6
?7Amy§;] AA-202 1.1~1.7 — 1.0~2.0 1.3~1.5
AA-203 ~ ~ ~
< 15.0% L > 1.1~2.5 0.9~1.4 0.8~1.4
U] — %
%jfi?@—i*(ﬁ%) AA-201 1.8~2.2 1.2~2.0 1.4~2.7
N AA-202 1.4~2.1 — 1.4~2.5 1.3~1.9
[7 sz s F ] AA-203 1.1~2.3 0.8~1.9 1.0~1.3
<15.0%LL T > ’ ’ ’ ’ ) ’
EHYE (%) AA-201 72.1~89.4 81.3~85.4
=225 AA-202 84.1~92.1 — — 77.1~86.5
<454y, T0%LL > AA-203 83.1~88.2 80.9~92.5
EHYE (%) AA-201 73.4~92.4 87.1~96.7
[7 R RAZF ] AA-202 81.0~94.8 — — 85.8~95.8
<154y, 70%LL > AA-203 75.6~94.0 74.1~94.5
a8 (%) *2 AA-201 100.9 99.6 99.5 99.5
(7ot AA-202 100.7 99.3 99.3 99.6
<95.0~105.0%> AA-203 100.2 99.9 98.7 99.0
i (%) *2 AA-201 101.4 101.1 101.5 100.6
[7 RANRRAF T L] AA-202 101.2 99.8 101.1 100.7
<95.0~105.0%> AA-203 101.0 101.4 100.9 100.4

%1 : ORRT #9 1.29 ; 0.5%LL T, QLU OE % DIEFME ; 0.2%LL T, OWBEBZWE ; 1.5%LL T

X2 RARERICKTLEAE (%)
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OT7~nzTy MNlAEE3E THET)

RO [Rikogpie (PTP alig) |

HEHEE oy b LRAFHIR
<JHHE> He BH AAIRE 12 » H 24 # A 36 » A
- A _ _ _
B BDT T ¢ s | AA302 A [Fil /e [l /e [l £
AA-303
- AA-301
A \ . .
G&U? AA-302 o - o i
AA-303
LR SR AA-301
[7 b RAHZF ] AA-302 e Rl /2 [Rl 22 [Fl A=
<SG > AA-303
UKl ) — 9
%f;gjj@é@ﬁ) AA-301 0.6~1.3 0.8~1.3 0.9~1.6
F‘TEA’H /1:/] AA-302 1.1~1.8 — 1.9~3.3 1.7~5.0
AA-303 ~ ~ ~
C15.0%L F 1.7~4.6 1.8~2.5 1.6~2.0
UKl — 9
%i? j@g%) AA-301 2.3~3.7 2.5~3.7 3.1~3.3
o R R AA-302 1.5~2.2 — 2.0~2.9 2.1~3.0
[7 bz s F ] AA-303 1.2~3.7 1.3~2.7 1.5~1.9
<15.0%LLF > : : : : : :
BHPE (%) AA-301 80.4~87.5 81.8~92.1
(7t ] AA-302 80.9~90.1 — — 80.8~88.4
<454y, T0%LL > AA-303 82.0~93.8 76.9~88.0
BEHPE (%) AA-301 84.1~91.5 87.2~90.1
[7 FAARZZF ] AA-302 86.5~93.2 — — 85.6~91.5
<304, 70%LL > AA-303 83.8~91.4 84.3~90.1
(%) *2 AA-301 100.3 100.2 100.1 100.0
(7] AA-302 99.6 99.4 99.6 99.6
<95.0~105.0% > AA-303 99.5 99.2 99.5 99.3
i (%) *2 AA-301 101.7 101.2 101.8 100.9
[7 FANRRFT ] AA-302 102.1 101.2 101.8 101.2
<95.0~105.0% > AA-303 102.2 102.0 101.7 101.3

%1 : ORRT #9 1.29 ; 0.5%LL T, QLU OE % DIEFME ; 0.2%LL T, OWBEBZWE ; 1.5%LL T

X2 RARERICKTLEAE (%)
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OT7~nxTy MNlAEE4E THET)

RO [Rikogpie (PTP alig) |

BIEHER ok PRAF I
<> He BH AAIRE 12 % A 24 # A 36 » A
PEgR AA-401
e AA-402 A [FlAE [F 2 [F A
<HBDOT 4 NLa—TF ¢ v TEE> AA-403
s AA-401
“ﬁ;mgf AA-402 o - e i
AA-403
ol B R AA-401
[7 hANRAREF ] AA-402 e Eips Rl G
<FE > AA-403

AN —ME (%)

(gii@w@%ﬁ%ﬁ) AA-401 1.0~1.5 0.8~0.9 0.9~1.4
[ A /E/] AA-402 0.9~2.1 — 0.5~0.9 0.5~1.2
< 15.0%ELF S AA-403 0.6~2.2 0.8~1.1 0.5~0.9
dHI—M (%)

%@ﬁii@—@%ﬁ%ﬁ) AA-401 2.6~2.9 1.6~2.1 1.7~2.6

o g e AA-402 1.6~3.1 — 1.5~2.0 1.6~2.0
[7 b2z T ] AA-
<15.0%UBLTF S 403 1.1~2.5 1.9~2.1 1.2~1.7
EHYE (%) AA-401 81.5~92.8 78.3~97.0
[7am o] AA-402 83.6~92.9 — — 79.2~94.6
<604y, T0%LA |- > AA-403 80.5~89.8 77.2~92.5
EHYE (%) AA-401 83.4~88.4 83.3~88.2
[7 hARZZF ] AA-402 82.3~88.8 — — 85.2~88.7
<304y, T0%LA |- > AA-403 81.2~87.9 80.9~87.2
i (%) *2 AA-401 98.9 99.6 99.4 100.8
[7am o] AA-402 100.9 100.1 99.7 101.1
<95.0~105.0% > AA-403 101.1 99.6 99.0 100.7
i (%) *2 AA-401 101.0 101.5 100.5 101.0
[7 RANRRAF T L] AA-402 100.5 101.3 100.8 101.4
<95.0~105.0% > AA-403 100.8 101.1 100.5 101.2

%1 : ORRT #9 1.29 ; 0.5%LL T, QLU OE % DIEFME ; 0.2%LL T, OWBEBZWE ; 1.5%LL T

X2 RARERICKTLEAE (%)
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(3) RBEOREMHR

AR,

[(#) A AR SEAIN S

BEF « 71 7R VA O MAILIRGE T O

EMEREBEICOWT (BH) , PR 1148 H 20 H £BBICFHG L7,

OT7<wNTy MiddtE 1% TRET] WAkt 40°C R, [BAE
HEEH = PR AT AR
<JHHE> FH5 BHAGIE 1% A 34 H
PRk N _ N
<HGDT 4 NI —FT (2 THE> PVo0425 WA [FIAE [l A
mHE (%) [7Tiauevey]
<30 4y, T5%LL 1> PV0425 79~86 82~90 86~89
wHE (%) [7 bRz xF o]
<45 4y, TO%LLE> PV0425 77~83 74~82 74~83
i (%) ¥ [TArYE L]
<95.0~105.0%> PV0425 99.6 99.5 98.9
S (%) F (7 PAARREF ]
<95.0~105.0% > PV0425 100.2 101.0 98.8
(&) WE (N)
196N BLI> PV0425 136.1 133.7 135.0
X FREICHTEIERER (%)
OT7~Nxy MidhgE 1% HET) Mol 25°C - 75%RH [k, Bk
HEEH = PRAT- AR
< Bk > fiRzs B A 17/ 3% 1
[N A ~ B
<HGBDT 4 NI —F 4 2 THE> PVo0425 A [El4E G2
wHHE (%) [Tihevrey]
WHE (%) [7 bz g 5]
<45 4y, TO%LL 1> PV0425 77~83 73~79 73~82
G (%) 1 [7aadr]
<95.0~105.0% > PV0425 99.6 99.5 98.4
G (%) [T hARRZF U]
<95.0~105.0%> PV0425 100.2 101.8 99.1
(BEfE) WE (N) 80.5 78.6
<19.6N LA L> PV0425 136.1 (i) 2 (st ) 2

M1 RRICKT B (%)
kb Y « KF

%2 1 30%LL oL A

DI, BEME (19.6N) U LETH-7-,

O7~vnxy A 1FR TAELT]  MolE =5 56 (D65 R, v — L& 7 v 7 TEI ]
WEEH B R RBEE
< B> H5 A AA I 30 77 Lx-hr 60 77 Lx-hr
< El’é0>74w§4§—%4 v T HE> PV0425 e 7 e
RHHE 00 | T L5 ] pvoazs 79~86 78~89 T7~84
i </35230§§/§” PV0425 99.6 99.4 98.5

Ko RTRBICHTOEAER (%)
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O7~=nxTy MG EE2F THET] Ma2E 40C Y, KERW]
HEHEE =BV PRAFH R
<JHHE> He BH AAIRE 1% H 3» A
Pk N B N
CUATEDT 4 v b —F ¢ s> | DY 042D A IFl= [Fl 22
B (%) [Taanor ]
<45 4y, T0%L) > PV0425 79~82 78~179 75~83
WHE (%) [7 AR ZF ]
<15 45, T0%LLE> PV0425 75~83 83~86 79~82
&8 (%) * [7Toarvry]
<95.0~105.0% > PV0425 100.0 99.1 99.0
a8 (%) X [T AR EF ]
<95.0~105.0% > PV0425 99.8 100.8 98.3
(&) WE (N)
<19.6N LLE> PV0425 135.3 132.1 199 4
X FoREICKTOIEAE (%)
OT7 vy MidGEE2F THET) |atE 25C - 75%RH [, Bk
HEEH = PRAT-HA R
<JHHE> He BH AR IRE 1% H 3» A
FEAR N N N
<SYILBDT 4 NI T—TF ¢ v TEE> PV0425 A R/ b
M (%) [Toanor ]
<45 %5, T0%LLE> PV0425 79~82 T4~77 79~84
WHE (%) [7 AN AZTF ]
<15 45, T0%LLE> PV0425 75~83 79~92 74~85
GE (%) M [7Tihudr]
<95.0~105.0% > PV0425 100.0 98.9 98.8
8 (%) F1 [T FANRAXF ]
<95.0~105.0%> PV0425 99.8 101.2 99.2
(&) WE (N) 71.3 76.0
<19.6N DL E> V0425 1953 (L) (i) =2

M1 RIS HAAE (%)
ZBibdH v K5

X2 1 30%LL EOREEZELAGED TN, BEE (19.6N) LLETHo7z,

O7~vnxy MAEE2F TAELT]  MolE =5 B (D65 R, v — L a7 v 7 TEI ]
WESH L sk it
<k > T B hG R 30 75 Lx-hr 60 7 Lx-hr
<D T 4 /iﬁij(:: —T 4 T PV0425 e e ﬁgg;g%
ngf 45(2\, %%AL;EEVJ PV0425 79~82 74~178 72~82
?’éu”j‘l‘ék<(;/o5) %,[ 777(])\02)11)/\17\;’ F ] PV0425 75~83 79~83 81~85
o <0/09)5;1~[1§5A00D/0; e PV0425 100.0 98.8 98.4

M1 R RIS D AAE (%)
EibdH v K5
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M2 1 30%LL LOREZLZFRO 2N, BEME (19.6N) LLETh-7z,




OT7~nzTy MNlAEE3E THET)

HOdE 40C [, KRS

HEHA 7y b PRAEHI
<Kk > ety (LGS 1/ 35 H
<fEaD 7 wiﬁj{: —F 4 U TEE> PV0425 lal e -
%mﬁt 45(0/2\, [72)7;; J:/>E & PV0425 79~86 78~86 83~86
?@Hj/fi;;/S) %F:g(;’l/u/rj??‘/] PV0425 89~85 83~85 87~88
G ETR & &
o %<) 921‘.0[271](\);0/;2&%\/] PV0425 101.2 1005 1002
e 2 T I
X FRBIIKTAEEE (%)
O7r~nxy MGEE3HE THIET)  Modt 25°C - 75%RH [HOE, Bk
HEE H 7k PRAEHH]
<Kk > ety B AAIRF 1M 35 H
<PEEED 7 4 /ii%:z —7F 4 T EE> PV0425 lal I "
%mﬁt 45(0/;)7\, %@/ﬁj L/: & PV0425 79~86 77~80 71~82
?&*u“j/f$<(;/6) ﬁj\)[:go//ol&rj%‘/] PV0425 89~85 81~85 86~90
o S@5.§LE§5§;;}EOH PV0425 99.5 99.5 99.3
EE (%<) 9?1'0&713 5’ ;;/;i 2711 pyoass 101.2 100.5 100.5
P =
D o PV0425 1038 ca) * ca) *

X1 FREICHTI2EAR (%) X2
BHv . KT

: 30% LA EDREE I A RO =0, &M (19.6N) LU ETH-7,

O7r~=nTy MdG#E3HF TRETL) Mo =, B [Des i, v v—1&27 v 7 THEI ]
WEE T il 2
<k > &5 BHAG R 30 5 Lx-hr 60 7 Lx-hr
<BEODOT 4 /iﬁij(:: —T 4 T HE> PV0425 l ﬁgg;g% ﬁgg;g%
ngf 45(2\, %%Aj L/>t & PV0425 79~86 78~84 771~83
il e il ) I I
i o] ws | m o
T o o | s e
SO [eow| me | e o

X1 FREICHTI2EAR (%) X2
BHv . K5
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OTr~nxy MiadE4%F THET) Mtk 40°C R, BRG]
HEHEE oy b LRAFHIR
<JHHE> &H5 BH AR IR 1% H 34 H
FEBR N _ _
<HEOT 4V ha—F 4 s> | TV0425 A w2 22
mHE (%) [7Tiauedey]
<60 4y, TO%LLL> PV0425 77~92 79~90 84~88
wWHME (%) [7 bz g F o]
<30 45, T0%LLE> PV0425 80~84 81~86 82~86
&8 (%) * [7Toarvry]
<95.0~105.0% > PV0425 99.4 99.8 99.9
a8 (%) F [T hARREZF U]
< 95.0~105.0% > PV0425 99.8 100.2 99.0
(EMH) wE (N)
196N B> PV0425 167.8 167.2 167.9
X FREICHT2EAER (%)
OT7 vz MidGEE4F THET) |BEiE 25C - 75%RH [, Bk
HIEEH = LRAFHA
<JHHE> &E5 BH AR IRE 1% H 34 H
PEIR N _ _
<HEBOT 4 VAT s> | PV0425 T w22 7l 22
mHE (%) [7Tiauevey]
<60 %3, T0%LLE > PV0425 77~92 77~86 72~81
wWHME (%) [7 bz xF o]
<30 45, T0%LLE> PV0425 80~84 82~86 82~84
HR (%) M1 [Thanvry]
< 05.0~105.0% — PV0425 99.4 99.8 99.6
8 (%) F1 [T FANRAXF ]
< 95.0~105.0% > PV0425 99.8 100.7 99.9
(Z5W) #HE (N) 103. 3 102. 3
<19.6N LA L> V0425 167.8 (i) 2 (st )

X1 FREICHTI2EAR (%) X2
BHv . KT

: 30%LL LD L RO, 5 (19.6N) LLETh-oT,

OFwTy MIAGE4E TAET) Hal 595 16 (D65 K, v —LaT v 7 CEo]
< s > & A AA I 30 77 Lx-hr 60 7 Lx-hr
LN R - -
<BEBDOT 4)Ia—TF ¢ U TEE> PVo0425 A [/ [Fl/E
mHE (%) [7Taavrey]
<60 4y, T0%LL > PV0425 77~92 74~87 75~87
WHE (%) [T Mz g]
<30 4y, T0%LL 1> PV0425 80~84 81~83 81~84
G (%) ¥ [TiauTr ]
<95.0~105.0%> PV0425 99.4 99.5 99.2
G (%) ¥ [T hARREF ]
<95.0~105.0% > PV0425 99.8 100.2 100.3
& Fig
(ZEH) wmE (N) PV0495 678 e 1

<19.6N L/ k>

N FRRICHT 2 AHE (%)
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7. BHH
(1) BHHER
<Tvnrxy MleRE2%F THET] >
BIREI S DLW LR SRR A R T A L EO—ESIEICHOWT (CERE 24 4£ 2 H 29 H
IAFARE 0229 55 10 5)
(FLAOSEY)
ARG
W AAFERG  BEHEEBE N BAE
[l O BRI - 50rpm (pH1.2, pH5.0, /X) , 75rpm (pH6.8) , 100rpm (pH6.8)
CHIE]
- pH1.2 (50rpm) Cli¥, FEHERIKIL ORI E 1T 15 LAY 85% L0 EIRH L=,
- pH5.0 (50rpm) Ti, AEAERIFIO LR 60% M O 85% 13T D 2 KEIZBW\ T, AR
O -EJYs HH SR SAT VR D SIS HE =R £ 15% DFEFHIZ 8 o 72,
-pH6.8 (75rpm) Ti, FEERAI L OAMITZE HIZ 15 53 LANIZ Y 85% LA EsH L7- (50rpm
I HERER D A28 D IR B D AR HIHERE L 72728 Thrpm THIE)
« 7k (50rpm) TiE, FEHERIAIOD FIGAHZD 60% K% N 85% T D 2 B SIZHW\ T, AGLDT-
PEIvs HH SR IAR YR O SRS IR £ 16% DOFHIZ 8 o 7,
- pH6.8 (100rpm) ~TliE, EAERFIR OAGLIT E HIT 15 LA 85% LA FIEH L=,
Lk, 7wz y MG EE2E TRHEL] ORRIRS T La U IionT, EHIZE A EER
Al & HElE UTo iR, A CORBRIKIZ W T MR ERL O AW FHIREERBR T A T4 ) O
HEREICHES L,

(B H )
BHE (%) pH1.2 (50rpm) SRR (%) pH5.0 (50rpm)

100
80
60
40

100

—Oo— REWA| (RAHE 2. 5me) 40 —o— EEWH (EWAK, 2.5m)

20 —— 7Ty pERAREIRETL) 20 —e—7TLIy ERERIEHEL)
0 L L L 06 . . .
0 5 10 15 0 10 20 30
B (43) B (53)
R (%) pH6. 8 (75rpm) A (%) 7k (50rpm)

100
80
60
40

—o— RERF| (BEE, 2 5mg)

—o—RERF (A&, 2. 5mg)

20 ——FYAIy FEARIEBET) 20 ——FYATY FNEARERET)
0 : ‘ ‘ 0@ ‘ ‘ ‘
0 5 10 15 0 10 20 30
B (5) BT (53)
FEHER (%) pH6. 8 (100rpm)

100
80
60
40
20

—o— IREWA| (BAE 2. 5mg)
—e— 7Ty tRAFEIBETL)

0 5‘ 16 1‘5
B (59) (n=12)
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(7 RFILISRBF )
BRI
il AAERG  BEHEEBE N RVE
(Rl O BRI - 50rpm (pH1.2, pH5.0, /X) , 75rpm (pH6.8) , 100rpm (pH5.0)

CHIE]

- pH1.2 (50rpm) Ti¥, FEHMERIFIOEEIEEHAD 60% MK Y 85%FUT D 2 AT\ T, A
O S-L51s HH R SAEIERLA D SRS =R £ 15% DFEFHIZ 8 - 7z,

- pH5.0 (50rpm) Ti¥, FEAERLAIOSELEERHERDS 40% M O 85%FIED 2 FERIZIWT, AL
D -EJYs HH SR SAT VR D SIS = £ 15% DHEEFHIZ B o 72,

-pH6.8 (75rpm) Ti, FEERAI L OAMITE HIZ 15 53 LANIZ Y 85% LA EsH L7- (50rpm
TIREHERBR O R 25 D B A O Rt 3 HEFE U 7272 T5rpm THIE)

« 7k (50rpm) TiX, FEHERIAIOD FIGAHZRD 60% K N 85% T D 2 B SIZHW T, AGLDT
P R AV E A DS R 1= 16% DFEFRIZ 8 > 72,

- pH5.0 (100rpm) TiZ, FEAERAIL OARGMIZE HIZ 15 23 PANIC ) 85%LL B Lz,

PLE, 7=ty MELEFER2E TAET] OFMIT MARRZ T AZONT, EHEEZE
HERUA & Ll LTS, 2 CORMBRIRICIN T [EFE IR O ALY HN R SRR A KT 4
V) OHERECES LTz,

(Vs H )
T (%) pH1.2 (50rpm) L (%) pH5. 0 (50rpm)

100
80
60

40
—o— BHEHA (BERE 10mg) —o—Z#EME| (A, 10mg)
2 —— 7Ty FMEEH2EIBET) 2 —— 7Ty pEREHEIBET
0 - . . 0e . . .
0 10 20 30 0 15 30 45
B (5) B (53)
H6.8 (75rpm
TEHE (%) v (5rpm) R (%) 7K (50rpm)

100
80
60

5 31 24
40 AREM @Ak, e 40 —o— {EEWH (AL, 10mg)
2 ——7INTy FRAREREL) 2 e TRy FRERIERET)
0 [ L L L 0 [ | . .
0 5 10 15 0 10 20 30
B (43) B (5)
— pH5. 0 (100rpm)
100 O ® —o
80
60
4 —o— mENF (EAR 10mg)
20 —o— 7Ly tREFEEIRET
0é : :
0 10 20 30 (n:12)

B (%)
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<Twnxy MG HE THIET] >

BIEI S DLW FRIFREMRER T A R T A L EO—HBUEICDWT (CFRk 24 422 H 29 H

HRARAIEE 0229
(FPLOSEY)
alBR oAt

10 %)

EE . AR WHABRE S RVE
[EliRAS N ONRBRTE : 50rpm (pH1.2, pH5.0, pH6.8, 7K) , 100rpm (pH5.0)

CHIE]

- pH1.2 (50rpm) TIE, FEHERIFIR O E HIT 15 LIS ) 85%LL BisH L7-,
- pH5.0 (50rpm) Ti, AEAERIFIO LR 40% M O 85% (13T D 2 RERIZBW\ T, AR

DN R TAEHERA DO PP =R = 15% DOFPHIC > - 72,

- pH6.8 (50rpm) T, HEHERIKIN 360 4312 331F 2 IR HERD 1/2 OI-IRHER 27§
J Y360 F31Z3NT, ARG R A ERLF O SEEPA R+ 12% OHIPHIC H o 7o,

-7k (50rpm) TI¥, AEHERIAIZ 360 /3 Id51T 2 EHRHERD 1/2 O R Z R R &
Y360 432N T, A OO SR =R AT HERLA D RS R = 12% ORI & o T,

- pH5.0 (100rpm) T, FEAERAIR OAGLIE E HIT 15 0 LANIZ T 85% LA FIEH L=,

DLk, 7>y MEESE 3 % THIET) OFREIT LY EAIDONWT, EHZEh AR
A L g U 7=, 2 CORBRIRICIB W T MEREIRSLOEM I RIEEMN R T A KT 4 )

OH|EFLHE A LT,

80
60

(R H AR
HHE (9%) pH1. 2 (50rpm) 45 (9%) PH5.0 (50rpm)
100

20 —o—BEWH (WA, 5ng) 20 —o—BEWH (AT, 5ne)

20 —e— 7 LIy hERERIEIRETL) 20 —e— 7Ty FRARIEIBHETL)

0 . 0e . . . . . .

0 1 15 0 60 120 180 240 300 360
4
e (53) BRI (59)
H6.8 (50rpm

BHIE (%) P (50rpm) SEHER (%) 7K (50rpm)

23

40 —o— BENH EAR, Sne) 40 —o— fREMH (AR, Sng)
20 —e—7TILIy FRARIEBEL) 20 ——T7ILIy MREFRIEIHET)
0 [} L L L L L L 0 [} L L L L L L
0 60 120 180 240 300 360 0 60 120 180 240 300 360
B (9) B (43)
—— pH5. 0 (100rpm)
100
80
60
20 —o— R (RALR, Sne)
2 —e— 7Ty rRAFIEIBETL)
0 .
0 10 15 —
B (53) (n=12)




(7 RFILISRBF )
BRI
EE  AAKRT WHRBE S RLE
[AlERHO ORI : 50rpm (pH1.2, pH4.0, pH6.8, /K) , 100rpm (pH4.0)

L]

- pH1.2 (50rpm) Ti¥, HEEAERIE|DSWEIGEEHZED 60% & O 85%fFir D 2 FERIZINT, Afh
ODIFEER R AT ERL A DS R = 16% DFEPHIC B - T,

- pH4.0 (50rpm) T, FEAERLFIOSLERHZERDY 40% M O 85% (1D 2 R RIZB W\ T, Afh
D -EJYs HH SR SAT YR D SIS = £ 15% DHEEFHIZ 8 o 72,

- pH6.8 (50rpm) T, HEUERIFIN 360 4312 1) 2 R HERD 1/2 O HER % 7R3 A8
J R 360 531N T, ARG DRGSR AR AERIA DO TR R+ 12% OFFHIC & > 7o,

« 7k (50rpm) TiE, FEHERAIOD FEIGIAHZD 40% K N 85% T D 2 BiSIZHW\ T, AGLDT
PV HH SR AT R O S =R £ 15% DRI B o 7,

- pH4.0 (100rpm) TiZ, AEAERAIL OAGMIZE HIZ 15 LAY 85% L0 By Lz,

Plk, 7~y MEEEE 3 % [HIET) OAZIMITT MRAZF ATHONT, EitiZdEh %
IAERUK L L L7 AE R, 2 CORBRIKICEW T MERERLOAYFOREERBR YA KT
A > OHEFEAETES LTz,

(A H )

B (%) pH1.2 (50rpm) TR (%) pH4.0 (50rpm)

——7TLITy hERAGRIEIHEL] 40

—— 7Ty hREEIBEHET)

20 —o—{mEMH (RAGKE Sng) 20 —o— {BEMH| (BAHRE, Sne)
0 L L I 0 L L L I
0 10 20 30 0 60 120 180 240
B () B4 ()
SRR (%) pH6. 8 (50rpm) BHE (%) 7K (50rpm)

40 —— 7Ty FERARIBIAET] 40 ——FYLTy FEARIEIBET)
20 —o— s MH (BAGR 5meg) 20 —o—ERMA| (BAGR 5mg)
0 L L L L L L 0 L L L
0 60 120 180 240 300 360 0 90 180 270
B (5) B (5)
AHE (%) pH4. 0 (100rpm)
100
80
60

—o—{ZHMA| (BASR, 5ng)
—e— 7Ty FRAGIBEIBEL)

0 5‘ 16 1 é
B () (n=12)
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<TvnrxTy MlekE4F THET) >
BREMI DLW LR ENRBR T A R T A D —HUIEIC>WT (CERE 24 4£2 H 29 H
AR 0229 55 10 5)
(FLASEY)
RS
EE . AARERS  EHRERE N
[FIHAE N OGREBRWE : 50rpm (pH1.2, pH5.0, pH6.8, /K) , 100rpm (pH5.0)
L]
- pH1.2 (50rpm) T, FEHERIKIR OARTHITE BT 15 LAY 85% L0 EIRH LTz,
- pH5.0 (50rpm) T, FEAERLFIODFIEEHERDY 40% M O 85%fTHE D 2 K RIZF\W\N T, Ak
DIEEER =R AT ERL A DS R = 16% DFEFHIC B - T,
- pH6.8 (50rpm) T, HEUERIFIN 360 4312 1) 2 AR D 1/2 OSSR % 7R3 A5
Y360 F3Z3UN T, ARG RIS ERLF O SEPR TR+ 12% OHIPHIC H o 7o,
- K (50rpm) TIE, HEHERIKIZN 360 4312 331) 2 SPAHED 1/12 ORI E R RER K
Y360 43123 T, A Eh OO SRR =R AR HERLA DSBS R = 12% ORI & o 7o,
- pH5.0 (100rpm) T, EAERFIR OAGLIT E HIT 15 LA 85% LA EIEH L=,

DLk, 7>y MNidESE 4 & THIET) OAEDT LY EAZDONWT, EHEE A iR
A & LelE U755, & CoRBRIRIC BV T ISR ERK ORISR A KT A ]
OHERLECHE LTz,

(P HIAfER)
B (56) pH1. 2 (50rpm) B %) pHS. 0 (50rpm)
100 ®

80
60

100
80 Py Py

40 —o—1ZHENK| (&, 5ng) 40 —o—1ZHEMA| (BREHE, 5ng)
20 —— 7Ty FERERIBIRETL) 20 —e— 7Ty FRARIBEIBEL)
0 . . . 0e . . . .
0 5 . 10 15 0 30 60 90 120
B (53) BERE (49)
B (%) pH6. 8 (50rpm) A (%) 7K (50rpm)

—— S —8
60
40 —o—RHERK (AR, 5Sme) 40 —o—RHERA (AR, 5Sme)
2 —e— 7Ty FERAFIEIBET) 20 —e— 7Ty bRARKIEBET)
le . . . . . . 0e . . . . . .
0 60 120 180 240 300 360 0 60 120 180 240 300 360
Bl (9) Bl (9)

pH5. 0 (100rpm)

TR (%)
100
80
60
40
20

—o— RERA (BEHE, 5Smg)
—— 7Ty FEARIBEIBETL)

0 5 10 15
B (93)
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(7 RFILIRRBF )

B SAF
g AARERS  EHRERE NRUE
[l ORI : 50rpm (pH1.2, pH5.0, pH6.8, /K) , 100rpm (pH5.0)
CHIE]

- pH1.2 (50rpm) Ti¥, FEHMERIFIOELEIEEHAD 40% K Y 85%HUT D 2 REAIZIBWT, A
O -E53s HH R TARYERLA D SRS =R £ 15% DFFHIZ 8 - 7z,

- pH5.0 (50rpm) Ti¥, FEAERLAIOSELEERHERDS 40% M O 85% D 2 FERIZIWT, AL
OO -LEJYs HH SR SAT VR D SIS = £ 15% DHEEFHIZ B o 72,

- pH6.8 (50rpm) T, HEUERIFIN 360 4312 31) 2 ERHERD 1/2 O HER % 789718
J R 360 431N T, ARG D PEEIES SR AR AERIA ORI R+ 12% OFiFHIC H - T,
« 7k (50rpm) TiE, FEHERIAIOD FIGAHZD 40% K N 85% T D 2 RS2\ T, AGHDT-
PIvEs SR AT LA O S IR £ 15% DRI B o 7e,
- pH5.0 (100rpm) TiZ, AEAERAIL OAGIZE HIZ 15 53 LANIC Y 85%LL s Lz,

UL, 7=nrxy MEEAEE 4 % TRIEL] ORI T MARRAZF AZONWT, EHZE# 4
YRR L LR, 2T ORBRIEICE VT MERERLOAY RSB T A R T
A ) OHERAEES LT,

(Vs HH )

pH1.2 (50rpm)

pH5. 0 (50rpm)

BHE (00 BHE (%)
100
80
60
—o— 1RAE WA Atz 10
40 —o— AN (A 10ng) 40 PREEMA (RS, 10ne)
20 —e—FILIy FERARIEBET) 20 —e— 7 LIy bEREARIFIBET)
0¢ L L L 0@ L L L L L L
0 15 30 45 0 30 60 90 120 150 180
B (59) B (53)
S (%) pH6. 8 (50rpm) T (%) 7K (50rpm)
100
80
60
40 —o— REWH (RAGRK, 10mg) 40 —o— BAEWH (RALR, 10mg)
2 —e— 7RIy +ERERIEBETL) 20 —— 7Ty hERERIEHET)
e L L L L L . 0@ I I L .
0 60 120 180 240 300 360 0 30 60 90 120
B (53) B (53)
—— pH5. 0 (100rpm)
100
80
60
40 —o—BaEWE| (Wadk 10m)
20 —o— 7Y LIy FREEFIBIHET)
0¥ ‘ ‘ ‘
0 5 10 15 (n=12)
BERE (53)
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(2) EEMFRLZIBROEMHEAOENFHRSIERRER"

<TwnixTy MdeRE1EH THET] >
Ty MEARE 1 F THET) X,  TEESRR D80 EREA O AW70 R a8 7
ARTAY CERR 2482 A 29 B SEEFFEAR 0229 55 10 ) | IZES%, Tvi=y Milh
FE4F THEL] ZERALE Lol &, BHEENEL L, AWFHICRE L B ST,

(FLASEY)

BRI
EiE . ARG EHRERE N
[EdRAS N OGRBRTE : 50rpm (pH1.2, pH5.0, pH6.8, 7K) , 100rpm (pH5.0)

CHIE]

-pH1.2 (50rpm) “CI¥, FEHERFI K OAREIE E HIT 15 /3 LANIZ ) 85% L FIEH LT, $£7-,
AEHCRRIRE L (15 47) IZ381T 2 ARG Dl 2 DESHERITE, RO+ 15% O 4
Z5HDON 12T 1ELLTF T, =25%DOFPAEEZ D HDNRD -T2,

- pH5.0 (50rpm) Ti¥, FEAERLAIOSELEERHERD 40% M O 85%FIED 2 FERIZI VT, AL
DA HER I AR YERIA O SRR IR £ 10% DOFPAIC I > T2, £72, AR (15 4))
(BT DA DE 2 DEHERIT, AdO VIR 15% O E X 5 607y 12 {84 1 {3
LIFT, ®=25%DFHEZHEZ 5 S DN oT,

-pH6.8 (50rpm) TiX, FEUERLFIZN 360 /312351) 2 AR D 1/2 OV 2 7R 9IRS
J U360 53123\ T, Al D15 HH R AT HE R O SAAJ A =R + 8% DFIHIZ B> - 7, £ 72,
R HCIRIRE AL (360 43) IZ31T D ARG DE 2 D HERIT, A O 4+ 12% O 4
25O 12 HT 1HLLT T, +£20%0FPHZEZ DD T-,

-7k (50rpm) TIiE, FEYERIAIDY 360 F32351T 2 EIEHERD 1/2 ORI R 2 R~ KR &
O 360 431ZHUNT,  AEh DG SR AR AERLR| DO PR R = 8% DFiIHIC H o T, T,
SRR AL (860 47) 1Z381T D ARG DA & DEEHZRIL, AGh O R £ 12% O % %
Z5HON 12 fHF 1 EHLLF T, £20%DFPHEEZ D H DI T=,

- pH5.0 (100rpm) T, FEAERAIR OARGIE E HIT 15 LIS 85% LA FIsH L=, F
7o, BHECHERIRE. (16 43) 123817 ARG DO« OFFHSRIL, A O HEE 1 15% 0 #ifH
ZHZHHLON 12 EF 1ELLT T, £26%DHIFHEZEZ 5 E DRI -7,

Uk, 7~z y MEEAEE 13F TREL] OIS 7 Lu P B ATONT, EHEE) 2 HETE
BF] (T~ y MlGsE4%E HET) ) LHERUZER, 2CORBRKIZEWT [EENRE
72 5 1% N E AN O A FHR SRR AT A KT A v ) OHEREICHEES L2 &0, 49
RN RIS & AT STz,
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(A HihiR)

I (%) pH1.2 (50rpm) SR (%) pH5. 0 (50rpm)
100
80
60
40 ——73ILIy rERERIZAETL) 40 ——7ILIy rERERIZFIAEL)
20 —O0—T7TILIy bERAFRIFIHETL) 20 —O0—T7TILIy bRARIFIHETL)
0 ‘ ‘ ; 0 : : : ‘ : :
0 5 10 15 0 15 30 45 60 75 90
B (53) BRI ()
SR (%) p H6.8 (50rpm) SR (%) & (50rpm)
100 100
80 —8 —8 80 88— — e —8
60 60
40 ——7TLIy rRERIBIBEL 40 ——7TLIy FRERIZIBEL)
20 —O0—7TLIy FRERIBIBEL 20 —O0—77LIy FRARIZEIBEL)
° 0 60 120 180 240 300 360 0 0 66 126 180 240 300 360
BEf (9) B8 (%)
FEHE (%) pH5. 0 (100r pm)
100
80
60
40 ——7ILIv rERERIEIBETL
20 —O—T7TILIvy RERIBIHEL]
0 ‘ ‘ ‘
0 5 10 15
B (5) (n=12)
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(7 RFILISRBF )
BRI
EE  AAKRT WHRBE S RLE
[RlERHO ORI : 50rpm (pH1.2, pH5.0, pH6.8, /K) , 100rpm (pH5.0)

CHIE]

- pH1.2 (50rpm) TI¥, HEEAERIE|OSEIGEEHEIE 60% K N 86% & 725 2 FERIZIHWT, A
O SRR SR I HERLA O SR R = 10% OFPAIC H - T2, F 72, AofE bl (30 43)
(21T DAL O 2 DFEHERIT, AROFIEEHFE T 15% O#iFAZE 2 2 & D03 12 {5+ 1 {#
LLFT, £25%DHiPHAZER Db DR Tz,

- pH5.0 (50rpm) Ti¥, FEAERLAIOSELERHERDS 40% M O 85%FiE D 2 FERIZIWT, AL
DN SR TR UERIA O SRR £ 10% OFPAICH o T2, £z, Ikl (90 4))
(21T DAL DME 2 DEEHERIT, AREOFEEEHFE T 15% DAz 2 2 & D)5 12 {55 1 F
LIFT, £25%DHiPHAZEZ D DI T2,

- pH6.8 (50rpm) TiE, HEUERIFIN 360 4312 31T 2 IR HERD 1/2 O HER A 7597
JeTR360 7312 FWN T, A O 151 SR TR D P =R = 8% DFIIC B o T, F 7z,
R HCERIE AL (860 43) IZF1T D ARG DE 2 D HERIT, AR OFEEE I+ 12% O 4
Z5HDON 12T 1ELLT T, +20%DOFPAEZEEZ D H DN T2,

-+ K (50rpm) T, FEUERIFIO FEEEHERD 40% M Y 85% (UL D 2 B SIZIBWTC, AfhD
PIvEs SR AT R O S =R £ 10% DOFEFHIC o 7o, 72, Hef&bbighiea (120 49) 128
T DA OfE 2 OEEHERIL, REONYEEHER = 15% DL E A 5 00 12 @4 1 #ELLF
T, *25%DHFPFAEHZ D DN h o7,

- pH5.0 (100rpm) Ti, AEAERIAIL OARMILE HIZ 15 LIS 85% LI BistH L7, £
7o, HAEERIRE R (16 43) 1Z381T ARG DOfE # OFSHFRIE, Adh O R+ 15% D #iH
A HHON 12 HF 1ELLT T, £25%0&iHAZER 5 DN -1,

Db, 7~nixy MAEE1E THIET) OFRKDT MARALZF AZONT, IEHZEE %
IRERGS) T~y MELAPE4F THET) ) LHIRLEHR, 2ToRBKIZIHWT IE
TR D% O EFERA O AW FH RIS A KT 4 ) OHEEECHEAS LizZ Lo
O, EMTFRICESE & Hp S,
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(A HihiR)

pH1.2 (50rpm)

pH5. 0 (50rpm)

BHIEE (%) BHE (%)
100
80
60
40 —— 7Ty FEARIEIAEL 40 - T7INIY MEARIEIRET)
20 —O0— 7Ty FRASIBIAET) 20 —O0—7vILIy FEARIBEIAEL)
0 : : : 0 : : : : : :
0 10 20 30 0 15 30 45 60 75 90
BERE (9) B (9)
SR (%) p H6.8 (50rpm) R EE (%) 7K (50rpm)
100
80
60
40 ——73LIy FEERIBIBEL) 40 —— 77Ty FEARIBIAEL
20 —O0—7vILIy FEERIBIBEL) 20 —O0—7TLIy rREFRIBIBEEL)
0 Il L 1 1 1 1 0 Il Il L 1
0 60 120 180 240 300 360 0 30 60 90 120
B (9) BERE (9)
TR (%) pH5.0 (100rpm)
100
80
60
40 ——7YLIy MERARIZBEEL
20 —O0—7ZLIy MEEHFIBIEETL]
0 L L L
0 5 10 15 (n=12)

B (53)




10.

11.

12.

13.

14.

. EPFHERBRE

BB L

. BFIROBEMS OHERBHRE

Wik~ 777 44—

BN M OIEERIR DT L P8 ROT FIVANZA S F oD — 7 OLRFFRFRIITSE L
W, 7o, TRHDOE =7 QAN AT S VTR EED & 2 AIZRBROFREE D

W 278D B
HED DA DEEE

Whhkrvu~s777 14—
Beis « AN R

BEE : 7 oo fe—Kfn, K, ToE=TK, TEFr=FUL, T Rar5

R
palfi
YL
BAT LSRN H DKM
M EE R L

FABNLELGRR - NENSFHRLCERICET S1FH

FAROAYA
ZDih
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V. jaRIcBEd 5EE
1. MEEXIEHE
KAl (a7 MANRREFUREGAD 1L, 7T KT NN RETF
IZ L DIEHRENEY THHLL FTORFIHERT 5,

EMEREIIE L, Ba L AT o — VIIE XIXFEER 2 L AT a—/ VIGEZ 5 L
TWbHEE

BB, TLARYEET MANRRAEZTFUOMEE  WRITLTDO LB TH D,
7LAPEY

e I A

BeLMiE

T RILIRRRAF Y

Eal A7 —/UILE

FlEtEm 2 v AT v — VIfLfE

<%k - MRICEAET HERALDOFEES>

FLASEY
T Au U NIREBEIDBERTH D720, RANIBREARERE BT 5 REEREIC
TN TE 220,

7 MILIRRBEF Y

(1) EHOFHC S 7emE2FEm L, ma L A7 o —/VIE, FEtEEalr 25 a—
NIETH D Z & 2R LI ETAAIOBEH 2 5B+ 52 &,

(2) FEMm = VAT v — VIJERE#HSIKIZOWTIE, LDL-7 7 = L— Y XFDIE
LD E LT, 2 WIEEI D OIRIRIEN ERARR 256 IS AHK D
EERTDHI L,
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2. AERUVAE
AHl (TLraEy T MUARREZFUORESAD X, 1H1 BRORET S, 7ok, T
DT LT MANRETFUORE s AEIZE S, BERICHERZRDDZ &,

7LAPEY
e I A
W, AT 2o e LT25~5mg % 1 H 1RKROKEGT D, 22k, JERIC
i Ui BT 228, ZhERATSREAICIE 1 B 1A 10mg £ CHETAHZ LN TE
D
BeLMiE
WBHE, AT LAY L Thmga 1 H 1EROKET S, 228, ERITST
HEEERT 2,

T RILIRRRAF Y
%:VZ?D~»EW
WE, RAZET M ARAZF L LT 10mg 2 1 B 1A AO#FST 5,
7B, M, ERICEVEERRT 52, BEEOHEIT 1 H 20mg £ THETX 5,
%%ﬁ%nvx%m—wmr
WH, RAZET A ARAZF L LT1I0mg & 1 H 1 BRO#KST5,
7ok, i, ERICEVEEHET A2, HEEOHLEIE1 H 40mg £ THETEX 5,

<Hi& - BEICEETSHERALOIE>
(1) FHIE LT, TP ELKROT MAANZREZF U, HH0IEWThn—
AL TWDLGEIS, ARIOMEREZRETT L2 L, kB, WMARKRIOWTH
W=7 R L TV D EBEICAFZ LT 2561, BEORELZ+HSICBEL
e BT, BHEAOHH LY bAKOK G EY) ThHh 5 0MERICHET 52 &,
(2) KK (FLraPEy « 7 MAAREF UEAAD 1ZRO4BKI B H 5,
7Ty NS E
1% : 7 LuT v r25mg/ /7 MR ASXTF 5 mg
2% . T Lm T 25mg/ 7 ML AHE T L 10mg
3% T Lu T b5 mg/ T NV AZTF 5 mg
4% . 7T Lu T r5mg/ 7 M ANAKXTF 10 mg
FREEHEUSN O A& Z &G 2580, o7 e e CR-{FISATT hv
NRAZFUBMEZRND Z LN TEDLN, ERENORSOHE - HEOHFAN
TRETHZ L,
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3. ERERALIE
(1) BRT—2N\wF5—9
MERR L
(2) ERERZHE
M EE R L
(3) ERERFEIRAER
MR L
(4) BREMRER
M EE e L
(5) MREERIEAER
1) B|IEALLEITRERGHER
M EE R L
2) HEHRER
M EE e L
3) REMRR
M EE R L
4) BE - WERFER
M EE R L
(6) AEMEER
1) SABERE - BECEARERE (FIHE) - AERFTREFRER (TREREREKR
Ex)
M EE R L
2) RBEULLTEEFTEOHNERIEEM L -HBEOBE
PAROrA

34



VI. EFEE(CEHI HHE
1. EEPHICEEEDHSHILEMXITLEME
1,4- b R DU R BT LERE (=722, =D ERE )
HMG - CoA 3%t 5% P Al
2. EBEER
(1) {eFR%ERGL - fEFRFF
1) 7222y
T R U PRI T AEGERE U COEMR 27790, 1EH ORI IESR TR
ThHHEVWIFEERT S, Y RRE U DRV U MEGEKITEEEM KA LAY
VT BT v FOVIRERAICHES L, MIEAA~O DNV T AOWMAED» SH5H 2 LI L
v, ISR LS O IR & i S 5,
2) T RIVRARHEF
a L AT a— VASROAEEESE Th 5 HMG - CoA BTl 2 @ INICHET S Z &1
LoTarvzxFo—LoELREmET 5,
(2) ENZEFRS T HEEBRAHR
MEERR L
(3) {EFAREEME - FHRERRE
HEERR L
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VI. EWMERICEY 5RE
1. mepREOHT - AIEx
(1) ‘BREAHGMPRE
EEE R L
(2) JEMhiREESERM

( TERARGER CHER Sz PiREE ) DB
(3) BRERERTHEESh-OHRE"

<T7<=nNzTy NEEE2% [HIETL) >

BIEIR L DLW FIRIEMERBR T A NI A VEO—H R IEIZoWT (PR 2442 H 29 H
SRR 0229 %5 10 =)

Ty AR 2 F TAEL] CEEHIZ, 7 o2 d—"—JEZLEnti 1§
(72uTvE e LT25mg KO MARAHF T L LT 10mg) R A 71T Eia]
RO L CERRELHE L, 50N 3EWERE N7 A —% (AUC, Cmax) (22T
AN T o 72, TORER, 7L EZBW T, AUC O Cmax (2O TXHEE D
EHMEDFED 90%IEFE XY 10g(0.80)~1og(1.25) D#FIFHN TH - 7=, F£72, 7 b2 X
F BT, AUC IZOW TIEHUE O S E D7 D 90%/E #E X [E175 10g(0.80)~1og(1.25)
DOFFANTH Y, Cmax |22V TIERHEUE O FEIE D 775 10g(0.90)~10g(1.11) T, 232, &
HERBR CHIET 5T X TOLRMA TE DL L TWe, ZAvR 0 iAo £ 7 a4k

SHERS ST,
g
2.5
2 4

i MU oObNBHE

—— 77 I/IIy FEER2EIRETL]

-r--{ZHERE| (BLEEE, 2. 5mg)
188#% 5, Mean=+S.D., n=24

06 ‘ ‘ | | |
0 12 24 36 48 60 79
B (hr)
(SR FRI) N T A—H . T AR U E ]
HIENT A—=H BEINTG A—H
AUCt Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
Ty MNEASE
2% [AET) 58.47+14.76 1.6230+0.3935 7.8+1.7 41.39+10.15
FEAERLA
(odE, 2.5mg) 61.60+16.12 1.6815+0.4156 7.8£1.2 41.10+8.35

(2.5mg %5, Mean+S.D., n=24)
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(ng/mL)

8 - 7 RLAREF Y
1m
5
%o
7 ——77I/IIy FEEEE2EIHETL)
~
% 4 -~ iZEME (BAHE 10mg)
; 158435, Mean=S.D., n=24
F 2]
S Is
2
E 0 T T T T T T
0 6 12 18 24 30 36
BfE (hr)
MR E R RT A —H T FILARAZF ]
HIE/RT A—H BEIINTG A —H
AUCt Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
T k
Flag o ® [AET) 37.70+£13.53 5.6267+2.8216 1.000+1.118 9.79+1.55
o
YA 1 X
(@Ej/\rff%fojmg) 37.27+11.38 4.8213+1.9969 1.375+1.238 10.05+1.84
=1 e,

(10mg $¢5-, Mean+S.D., n=24)

AL IR NS AUC, Cmax S 0/87 A — 4 1%, Jis ORIR, ARIEOTRIRELL - RS
DFRBRRMFIT Lo TR DAHMER S 5,
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<T=nNxTy MNAFE3SE THETL] >
BIEEIR L DLW FIRIEMERBR T A NI A VEO—EH K IFIZoWT (CERE 24 42 A 29 H
HRARAIE 0229 F 10 =)

Ty AR 3 F THEL] LEE-AZ, Z7aXd—"—EiclZznen 1§
(T2uvErE LT bomg KO AR EZF L LT bmg) RS FITH & Hlalke
N5 U Cii SRR EL2RE L, 5523 pEhie 7 A —% (AUC, Cmax) (22 T 90%
EHEX A CREMENT 21T o 72, ZORER, 7TLAr P EUROT MARRZF LB,
AUC KT Cmax (&N TSR O 4B D FE 0D 90% (5 15 X [ 73 10g(0.80) ~1og(1.25) 7 i
NThoT, T &V WHIOAEY IR SR Sz,

m?ﬂ) FLOSEY
m
s8 ——77ITy EREHIBEHET]
h
Z 4 - {ZHERIK (BLEEE, 5mg)
H 148#% 5, Mean=S.D., n=24
v
t
v 27
#
: A
-
0 L' T T T T T T
0 12 24 36 48 60 72
R (hr)
MR R8T A —X% . T A Ve ]
HFENNT A —H BHENRT A—H
AUCt Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
Ty b 120.2+33.0 3.3240+0.7886 7.441.4 43.41410.84
MeasE3E THEDL) ) ’ ’ ’ U ’ )
A
G A 5me) 117.7£30.7 3.2508+0.7379 7.4+1.6 40.33+9.26

(5mg $#¢45-, Mean+S.D., n=24)
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(ng/ml) [ L zaFy

3 _
i
%;52-5 ] —— 7Ty FMREEIBIAETL]
7 247 5 4t ] o
k -o--RERF| (B 5Smg)
I
;3 1.5 15185, Mean=S.D., n=24
z
2 1
?
20.5 -
=
J§ 0 T T T T T ﬂf
0 6 12 18 24 30 36
B (hr)
(MR RRI /N T A —H 0 T MR RETF ]
HEIRNT A—H BEINT A —H
AUCt Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
TrEy b 16.37+4.91 1.9318:0.5573 | 1.333+1.539 9.8342.61
EAsE3®E THET) ) ) ) ) ' ’ ) )
FEAERLA
2 (%D, . +0). . +0). 2E2.
(iosE, 5me) 16.27+5.62 2.0398+0.9570 | 0.740+0.365 9.72+2.81

(Amg %5, Mean+S.D., n=24)
MR TN AUC, Cmax %0787 A— 5 %, S O, (RO I - 1515
DFRBRRMFIT Lo TR DAHMER S 5,
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<T=nNxzy MNiSFE4E THETL] >
BIEEIR L DLW FIRIEMERBR T A NI A VEO—EH K IFIZoWT (CERE 24 42 A 29 H
HRARAIEE 0229 F 10 =)

Ty MEAEE 4 F TREL] SEE-RALZ, 7 oX 4 —"—JEZL0ZnEi 1 5

(7T LT bmg KOT hANRAZF L LT 10mg) R A T 1o Bin]
Rafh L CiiEmREZHE L, FonEyEiie <7 X —4% (AUC, Cmax) ([Z2OW\T
MEHT 21T o 72, TOREE, 7Pl TlE, AUC &Y Cmax (22 Cxl 4kl
DB D ZED 90%EFEX M A 10g(0.80)~1og(1.25) DFPHN TIH ~7=, £7=, 7 LR
B FATBNT, AUC (2O W TIEHHEE O SEE D FED 90% 12 HE X [E 23 1og(0.80) ~
log(1.25) DFIPHAN TH Y, Cmax (22U TIEKEAE O FHE D723 10g(0.90)~1og(1.11) T,
220, TWHERER THET 2 T X TOFRMETHERHEIDFLLL T\ e, 2 XD mFloE9T
MRS HERR S LT,

(”gG/TL) FLOSEY
i —— 77Ty FEERIBIBETL]
i
i . - fEHERF (BRASE 5mg)
'é‘ 1585, Mean+S.D., n=23
v
v 2
=
0 b T T T T T T
0 12 24 36 48 60 72
BEfE (hr)
RV R ST A — 4 L 7 Ar L]
HEIRNT A—H BEINT A —H
AUCt Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
TerEy b 108.0+37.1 3.1404+1.0101 6.7+1.4 40.70+8.59
EAsE4 THET) ) ) ) ) U ) )
FEAERLA
ok 5me) 109.9+33.2 3.1582+0.9611 7.0+1.0 40.95+10.93

(Amg %5, Mean+S.D., n=23)
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(ng/mL)

6 7 RLAREFY

—o— 77Ty FEREFIABIAEL]

-o--1RERF (BLEEE, 10mg)

142185, Mean=S.D., n=23

g\ He NS S TNBBHE

‘ —0
30 36
BFfE (hr)
CERWDEE R RT A—H T FILARAZF ]
HIEINT A —H BEIINT A —H
AUCt Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
Temy b 99.34+12.09 4.1257+1.5689 | 1.076£0.610 8.67+1.39
FlEdt 4% THIEL)
(@Efﬁf, %f(fmg) 31.83114.87 | 4.6222:2.8007 | 1.337+1.326 8.7241.54

(10mg #¢45-, Mean+S.D., n=23)
MR TN AUC, Cmax %0787 A— 5 %, S O, (RO I - 1515
DFRBRRMFIT Lo TR DAHMER S 5,

(4) hEs
RZCMERE R L

(5) BE - tREOEE
( TV - 7. FHEAEH] OESH)

(6) BEH (REaL—P3y) @BHICKVHIBAL-EMERSEEEER
M ERR L
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2. EVMEERI/NTA—S
(1) BiTHE
ZMEE R L
(2) BRIGEEEH
M EE R L
(3) "AFATFRLFEYT«
M ERR L
(4) HREETEH
M ERR L
(8) YV7353 R
M EE R L
(6) HMEHE
M ERR L
(7) MFEQHEE
M ERR L
3. R
M EE R L
4. S
(1) mi&-KEIFE@EE
M ERR L
(2) mi&k-RadkRErE&EE
( TVl - 10. 4Fhw, PEhw, RFAWFE~OHRE ) OHEZBM)
(3) it~
( TVl - 10. 44w, PEhw, RFAWFE~OHRE ) OHEZMH)
(4) EBEA~NORITHE
M ERR L
(5) ZDDBEBE~DBITHE
M EE R L
5. K
(1) HKHEELR UK EER
M ERR L
(2) KEICEAET 5EEFR (CYP450 %F) D4 Fid
T MR ZZF L, EE L THFOIEMMGHEEE CYP3A4 IZX VW REIcsnDd, £/7 4R
TEORBHIEE L LR AHIEESE CYP3A4 B L CnD EEZ BN TS,
(3) PEEANRODERRVTDEE

AR L
(4) REMOFLOERRULE
BB L
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(56) FERBHMORERK/NS A —4F

M ERR L

6. Bt

(1) HEitEREI R UHERS
MEER R L

(2) HitsE
M ERR L

(3) HEithERE
M ERR L

7. FSIVRR—E—ICET SR
MEERR L

8. BNEICKBIREE
( TVIl - 18. W&ERE ] OHESHR)
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VI. &% (FHALOXES) ICEHI 5IEH
1. BEERBELTOER
TR L
2. BRARLEFOER (RAEEEST)

(3 (ROBHICEFB!ELEWNC L) )

(1) AFORR XITT e Fa vl 2 R bEWI K LIBBUE OBEERED & 2 B3

(2) FCHENME T LTS EB XN TO X D REHE
BMERE S, BMENT R ORMEEEE, TR, TR, #E JFSEEREICBWT, 7 R
25 F L OiMiEF HMG - CoA 38 rl& P ETE MR E SMEERE R AT EF LT
(AUC T 4.4~9.8 1) BEARRBREAERH D, LIcRn->T, THHDOEBETIET b
AL F o OMBEFIREN B L, BIEHORBBEDNEINT 2B8E00H5, £12, 7
RANZZF AT FEIFRBICB W TERH LR SN DO T, FEELZELIE 28N
W5, ]

(3) b SAFIENR L TV S ATREVED & Dl N O FLb [ ThEhs, PEhm, RS ~DH 5
DIEZ ]

(4) 77 7VEN, FAEXRAENL - RXRUXTFLENL-U RNFENL, FLATLEL-ET
Lo AV ERRGEROBE [ THHAEEH) OEBH]

3. MEERXFHRICEET SERALOFELEDER
( TV, IBRICBET 2HE ] 221

4. BERUVAERICEEYT AERALOERLTDOER
(V. iRICET2HE) 22H1)
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5. RERSARLZTOER

[(EEHE (ROBEHICTEEIRETSHIL) )

7LODEY

(1) @ECMEDRNEE [SLICMEMETT 28T RH 5, ]

(2) HHREREEOH 5 BE [AFIEEICH TR SN D720, F¥EREERE X, Wh

T B ] D SIE f: Ko OV PP e BE — Rt AR TR (AUC) 2RI 2280395, @™
M (10mg) ICBWTRWEMORIRNE £ L ATRENN H 2 DT, HERHIIIEEIC
BhHIHZ L, (TEWER) 0mEZR) ]

(3) ming [ ImlwE~ofh) OHEZMH]
(4) EELBHEREDDLEE [—BICERERETO S 5B CIE, BEICHO B

RENMET 22 E&nH5, ]

7 RILIRRAFY

(1)

(3)

(4)
(5)

(6)

HREZE T+ OB RO H A BE, 7Ara—AhmoRE [ 7 MAAZRZF 3 EICHF
BB WTER L@ Sh 20T, FEELELIE L B8E0WLNH D, £z, T/La—
NREORE X, SBRARIEN D Do T WE OWERH D, ]

B T OB D & 5 B (B EAEIE OREFI D% < BNEHREREZ AT 5
BETHY, T, MEBEHRARIEICE-> TRBARBHEDTELNRD LN TWD, ]
74 77— FRIEHR (RXYPT 47T —  NE) , REAER e ARY UF) , ==
FUBBE (=) ba—1%E) , TY—LRHPEEE ([ FT7a)FY—%) | =)
2~ A v EFHRGROBRE [—%IZ HMG - CoA & iR EAI & OMAEIERIC LY
BRI RRIE DN & D oIV, THEEH] , 7 MAANZRZF o OHESR]

BRI O EE BERFAESED 2D D, ]

FR RS RRAR THE DB, BARMEORE (YA hr 7 ¢ —%) XZDOFIERED H
LR, EAWEOHEEOBEED & 5 BFH HERFRAED & b bivod v & omib
N5, ]

minE [ [EnE~ofkh) OEBH]
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6. EELEXRKIR L TNEHRVBRESZE

AHNZX, 7L TEY 25mg HHWE 5mg &7 M ARRZTF L bmg HHVME 10mg &
DOEAHITHY, T2l T MNRAEZF NG OEWERNERT 2801 H 5
ZEIEETDZ L, [ TRMEM] omEBM]

7LADEY

(1) BEEHIZESSDEWVERDLLDLNDL I ENRHHDT, FITEE, BEVHEOERES
BR A FE O R A B E T D BRICITIER S D 2 &,

(2) 7ouvv iR EEEIAR < &EF % S BIR R ERNRBBDO b DD T,
AFNEGH IR ORFER AR5 & &%, ARETNCERGRBICEET 5272 8-
FOWEZBIE LN HEEICEGTHZ L,

7 MILIRREFY

(1) 60 LoEma b 27 o — VIJERRKOERTH 2 BFRIEZIT, BITEERIESS
e, BEEOEMMEEBOY R 77 7 X —ORFEL+DEETDH L,

(2) HB&GHITFIEEEZ EMBICHRA L, BRI 2SR b2 WIS IZITRE
2D 2L,

(3) BHEREICBIT 2 BRMEMEICRENRO LN EBEIS, KAIE 7 47T — FRIEHZ O
T 256120, 1BR ERPTOE2G R0V SN2 GEICORMT L5 2 L, RERE
HEREEAL 21 O B RARIED & & ooV, R0 2 G T 0FHT 2546121, &MY
ICEEREmEF A Em L, BRER (WA, B o8, CK (CPK) L&, i
HRWNRFIAZ7a ey ERETRNCE Y VT F=r EREOBKEDE(L 2RO
BEFELIREEFIETSZ L,

(4) EALFHMET), CK (CPK) M, RIEZEDRWIIMHEDEESE, T HMG - CoA & uk%
# (HMGCR) HURGES & Ref & § D BNV I A TF = b b b, 5
ik SR T DRI ME SN TWAH DT, BEOREZ FDIIBIET LI L, B,
FIEMHAE G LV EER A O OREF N H D, [ TERRENWEM OHESH]

(5) BUEFREOHRI O LMD Z ENHHDT, #ls - WG, TARKEDERLH 5
PIIZGEITIEIARA ZFIE L, EAEICEE T LS L0 BFICHRET L2 L,

Fe 5o 3 5B O ERF L 0 12 B E TORIC 1 [EIELE, ZRLIRITEBN CE4E
(21 [E55) [T A LT 2 &,
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7. #HEEH

T IV AKZTF N,

7 RILIRRAFY

F & L THFoOEDRHEEE CYP3A4 (L RE@TSnd, £27 4
1Y ORFNTITEE U TEYAEHEESRE CYP3A4 G L TWDH EBEX BN TND,

(1) tRAERELEDERA
BtRER (BALGWVC L)

AL LDOHRENRDH D,

T RV RALZF O RS EF
L, EELIEMICfEREZ KITT L
D 7e G (MURUT BARE 2 & de < A%
F—5%) BDEILBENNDH D,

SRH4 s AR SE AR - $E 1 T 1A WFe - bR R 1
I 7L el T IANRREZF o LOHBIZEBNTC, |(#F T 771 ELICX D
(Fovv7r) T MANRZEF L DAUCHT.IEIZ | CYPSA4ADTHENE 2 LTV

éo

FLEZ AL« %Y
2TV ENY RFE
L

(VA4xT v 7 R)

T RANRZREFLOMPEENER
L, EERIIEMEHRE KIEFT X
IRBHWERAN BRI LT DB FN
N D,

KF - U R ELOCYP3A4[H
EERAKRORY XL ELMC K
DARBNOFF~DELY iAABAEIZ
EOKERICE b0 EEZD
NTWN5B,

TV hHTLENL T
Lo X AE )L
(w711 h)

TV AL EN BT L H AE L
(400mg - 120mg) L OPFHIZ LY, 7
FvXX 2 F o D AUC 78 8.28 15,
Cmax 7 22.0 {1 EH L7- & 05N
o5, AANIOMPREN EF-L, BIEH

MREFLLTRLEBENDD D,

W 7L 7L ELROE T
LB AT X BERFIOIF~
DELY A F 5 K OVFLIE I &
F (BCRP) fAEIZES < EHIC
k30 EEBZLNTNS,

(2) FREE L EDEH
BHRERE (BHRICEET S L)

7LADEY
KA 5 [NZR RN = NI WA A B Fr - fa IR 1
BEER 2B T 235 | MHAICERZ BT 28ZN0"H 518 | HAEICEAZEET A BZ N
BICBREITOREEE L CHENATS | H 5.
NP
CYP3A4HZEHA TV RAOA YRR AFTELL | T LA ORBNEESIIC
T RE~A Ty | OFFRICLY, TAa U  OMFEE | HE SN D ATREENRE X b
PNVFTE L MNEFELZEOBREND B, Do
U rFEen
£ hFafy =
e
CYP3A4#5 &4 T AP rOmMPRENMETT 8|7 A0 Y OREBMEE SN
Vo7 oes s EFNDRH D, HHHEENEZ BND,
TV —TITN—=Ta | T LaTCrOFEFEMPERIND | 7L —T 7NV —VICEEND K
— A BENWRS D, FRRAZ LWL SIC | 0BT a0 &2 E
EETHZ &, L, 7 A8 Yo,
ERADREENEZOND,
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p

KA F

B AR - HE 7 15

&P - SRR IA

Zgal) A

BEAICE Y 27 v ) AAOMFERER
FHLU, BEESDOX 7 0l AZADRIE
HARBET 28200155, FHKREIZIT
Zral) AAOMPRELE=F—1L,
VEIZSLTH 7 ) AAOHEEH
BIH L,

TihiuvrExrsrul AR
1%, & LTCYP3A4IZ L1t
s, SiHIcLE Y 22
2 U AADORHNEE SIS AT
BEMENREZLND,

7 RILINRAF

KA F

B AR - HE 1 D5 15

P& Fr - feBRIA 1

7477 — NRIEH
NPT 4T T —

== F A
=%V b — L%

P, Wik, CK (CPK) k&, i
HERP I AT e B Z RS
U, SR R RE M 2 08 O AU At
JEDR S DO T W E DWMENRH D,

F 7477 — FREH L
HMG - CoAi& juFsHE L EH| &
D EIWE 73 PEOFINEH A3 R
BENTW5D,

fERRIR 1 BAREE B9 D R
PRI B RO LD B

Py = = F R &£ HMG -
CoAls yul & P& A & D REITEH
FFEMEOFIE 237~ ST
I/\éo

fERRIA T« R REME

oA Al
I aARY

1) A, W&, CK (CPK) k&,
MPEORRT I AT o v 72
&L, 2l B e AL & £ D BERUT Rk
EFEDN & B OIS T W EDOHRENRD B,
2) v uARY U EOHICLY, T
LR A ZF o DAUCo2an 3 8. 71512 |
HLizEoRERH D,

aFE - 1) YomARY &
HMG - CoAi& ju ¥ & [HEH &
DOEIWEREREMEORIER, 2)
7 uaARY Ik HHMG -
CoAi& T P ER O - i1
H PR T 2 BEA L E I
S<HEEH, 3) v e AR
VINAZKBT MAUNRAETF D
FF~DOEY iAAZBREIZHES
HAERAN RS TN D,
fERRR -« B REfEE

T RP E
AT aFy—L5E
) I w e V4

e, Wi, CK (CPK) b5, i
HERP I AT ey B Z R &
U, SR R RE ML 2 0 O AU A
JEDR S D ONLT N E OWMERH D,

MR . 7 — VR PTE R X
i) B S = S S AV (O
HMG - CoAi& juF% 35 L EA| D
REPLEN R STV D,
fElRA 7« B R REEE

7o) 2a~wA v

T R ILR R Z T i SR i EE oD
AE7 EH (Cmax : +55.9%, AUCo
Tast © +81.8%) 2357,

s A S= R Al §
5 HMG - CoAi= yr % 5 FH. 2 Al
DORBFLEINRB SN TS,

HIVZ' v 7 7 —E[HE
i
A VBRIV T 4 S
g

AUNVEERNT 4 FENLEDHAIZ L
D7 RAANZEF o DAUCHFILTE
W FRT 2L 0®ERD D,

R . 2hbo¥EHKk B
CYP3A4ADHEMNEZ 2 B TW
%

48




p

KA F

PRAEIR - FE 1 5 1

&P - SRR IA

7L

T3 EeNEDOERHICED T b
INARF O MBFEFRIEYPRIEDN EH L
72 (Cmax : 5.66 %, AUCo- : 3.00 %)
EDOWERDH D,

W 79 renick sk
B CYP3A K OFLEmHEE A

(BCRP) OHEMNE 2 LT
W5,

L7 I)EE

LTFILEENLEDHAICE Y T RN
AL TF o OMBERIEDREN LH LT
(Cmax : 2.17f%, AUCo : 3.29 %)

EDOWRERDH D,

WE: LS ALEEALICE B
CYP3A OBHE, 7 RV NA X F
¥ DORF~DOHELY iAABRE K OV
FE M 1 (BCRP) OFHEN %
ZHBILTWD,

T —F 7=
— 2

TL—F TN =2 —A12L/IA LD
BEHIC LY, 7 hausz & F oo AUC
790 K 2.5 fFIZ LR L7 ORENR D
60

B J—F T =YY a—
A2 5D CYP3A4 OFHENE
ZHNTWVD,

7y LY

T RN R X F L I R Y R
KX F L7 (Cmax: —12%, AUCo24n :
—43%) L OWENRH D,

W . =770 L0k b
CYP3AADOFHENRE 2z 5T
50

DRV AV V4

V77 ey B 1TRRIZIC T b L
NRAZF o HBELIZEZAT AN

i FE AN B SV <IN fal )
CYP3A4DFHFEMNE 2 HAL T

2B F O MAFEFEYPRENKT Lz | b,
(Cmax : —40%, AUC : —80%) & &
WMEND D,

NExHuT _X¥xHaTFr o EofHICEVARAO KEF Xt aeTFr itk b
AUCHFIB0%IE F L2 & D@ ENH |CYPSA4DFENE 2 LT
%, %

FA A A Hakst i T RN RAZ F o DIMBFEFIEY PR (B D OFEANZL DT
#125% K FL7=72%, LDL- 2L A7 1 | L N2 & F o OWINPRE (%)
— VO T RIFZENZE N E B A [ 1235 < IRy R E O T
Ltk’éi@k%i)w)to NEZBNTND

Ak FIRREBIZBW TR I R (T . 7 AR Z T UL D
J*#iﬁfié (7 "AARAZF 2 10mg |V TX L OP - BEEAE 20
¥ 5 TCmax : +9.9%, AUCo24n : + | L7ZBEH OIHEIN R I TV
3.6%, CLr : 129—128mL/min, 80mg| %,
¥ 5 CTCmax : +20.0%, AUCo24n : +
14.8%, CLr : 160—149mL/min) Z &
ﬂﬁiémfmé BEFHT25A60%, m
e SRR E DT = 2 — %+A:?
Z k.

peympiia e s JnxzF o Rry (Cmax : +24%, [#F 7 hARXZREZF LD

JIvTF o Re s —
TF=)NVTRANTY
F— )

AUCo-24n : +28%) K RZF =)L =R k
7 VA —/L (Cmax: +30%, AUCo24n:

+19%) OIMBEFIRE D EFH 358D it
72,

Nz F o R kR F=)
TR NT UG — L OW]EEIEE)
RO BREZENTWVWD,

49




8. EI{EH

(1) EMEADHE
ARFAN A FH AR A 55 O RIE P FE BUAR BE 2SR & 72 DA 2 32 L TV R0,

(2) EXLEEALMBIER GEERH)

7LODEY

1) BEERF#, FF#EEEE, #|E . BJEF%, AST (GOT) , ALT (GPT) , »-GTP @ L
HE 2 ) FFRRER ESSTHRE N H Db d Z R DD T, BEEHSITITD, BEN
RO LNEHAIIEREEPIEL, @WURLEEZITY &,

2) MEBRIERGE, AMERED, mM/MMRRA - ERERERGE, PmEkECD, Mg R e 5o
NHZENHDHDOT, MEZEIT I I EBEZ 01T, BEPBD b HEITITH
HxzfikL, #uelEsiros 2 L,

3) BEIAwY : FETr v/ (FIHER IR, OFEWE) BNbobbildZ&RnbbH0
T, "ENRBDONTHGAEITIIRGEPIEL, @ERAEEZITH Z &,

4) FERUERRAREE | AR AMAE N S Do b Z ENHDH DT, BEEH3ITIT, FRTE,
i/, CK (CPK) k&, MARGRFIA 7oy ERERS L DNZEEITIT,
Btk L, WYUIRMEZITY 2 &, F70, BBHRARIEIC X 2 SVEBRREE ORI IS
FETLHZ L,

7 MILIRRBEF Y

1) TERARRRAREE, S A/\F— : B, N/ CK (CPK) L&, MR ORFIAS
o vy R AR E T HMBUGRAEE DN H b, SNEEESEOEERBFREND O
PNDZENHLDT, BEL FHITITY, 20X 5 BRERNH LN -HAICITED
G5 E2FIETH b, £, IARTF—RHLOND I ENHDHDT, L&A,
HAERESLER 2 CK (CPK) O EARH b A I35 E2hIkd 52 L,

2) RENEHREMES A/F—  ENEEERMEI AT —DRHobNEZ L RH LD
T, BIEE 54TV, BEPEOONEGEIIEIREGEEZPIL, EURAEEZIT 2
Eo

3) RIERF#, B, FraefEE, B|E : CHINICREZIT O R EBIEL +oIdTV, B
MFRE BTG EITIT G- 2 F Ik LU 2 L& 217 5 Z &,

4) BEUE : MEHRMERE, 77 4 TR, EHRS 2 S TRBEUEIRN S bbbz &
DHENRHDHDT, ZO LI BRIERDH b LN -HAIT G ERIET5 2 &,

5) MERRIERAE, AMBREAGE, m/MMREAME - BEIEREE, JLMERECME, /M
MHLDLIDZERHDLOT, EMMITREEIT O 72 &+ Bl 217\, BENiED
SNT-H AT Z R IE LR 0@ E21To 2 &,

6) PEMHREIRIEMALE (Toxic Epidermal Necrolysis : TEN) , RS %6 EAR fE % &
(Stevens-Johnson fE{EE) , SWAIBE : PSR L BERIAIE, B2 RRGIEIRE R,
ZIALBE S DKIEIEFRIB N b b o Te L DWMENRHH DT, 2O L5 RIER1 & 5 il
eI A RIET Sk,
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p

&

7) SIPE BERWE : SMbE, BERBEAHSDNDS ZERHLOT, N, MK, S2HTA
BEE OIERORBUIEET 2 & L bis, EMMICREZAT O e E+onBlgEZz21m0,
RENBDOONTHEIERGE2 P75, EORAEEZITH Z &,

8) B : MEMMANH LN Z ENHHDOT, EHEGTH-TH, BE, %
Wk, FEULIRIEE, Bl X AREEENRO DG A RS2 IE L, BIEEERLVE S
Hl O 5EDOWEY) 0 EEZITO Z &,

(3) =D hdEI{ERA

WD LD REWERNGRS SN HAIE, BREIDST, BE, B5HIESoEY) R 0nmE s

1oL,
BRI

BB OETD | 2o, OLEBEL BB, LWAH, SRS, ME%, METEIE
B B | BE, E, Rk, LG, RS RSRZ, £F, MoORE
i B | AEEREREON, NSO, SERED, EIEREUN, Eh, 465
BT i fFigReERE s, Al-P L&, ALT (GPT) L&, AST (GOT) L&, »-GTPL

5, LDHES, #, Bk

WS, Wk, Bk HRGBUMIERELE, HAPE, I, e
W o s | WEERE WS WM, @R DN, &% FOLUR, NOL

Uh, RE%, 1@, @Rk SREES, HErR, 7I7—F
E5, RECRIR, MR, TR - akE, PEEEEESE N, BIER

Ok & %, PRGN, WHEEAPUR, Mgk, A%, st

5B R ﬁ%@fﬁ?, CK (CPK) L%,Lm$iﬁﬁm v bR, WIE, iR, B
SRLEE, Fhgk, PAEAE, AR, MR, MR

2 B &% BAsE, B, BN, WRERE

IR, X - 500, FEE, ARG, RE, IRK, XKo@, KA

AR BRR | opee m 1o o, A SRR

o o | PHBEL 7ARAFOUIEE, =) A7 o€ LN, TSHER)
ACTH L5, 7 R 270 F, b5

g | WS L AT O LI, HbAICEW, Rtk W, T F O
PE, EILEEE, LSERE F

. m @ | P N, 5C0 GRE WEEHT) WA, WELH,

MIFEET v 7, ifEE, OEME), SR, RIK, MR, g

BUNCES, 7v7F=vFER, bV oaEn, mhh Vo sjEgd, 8

B - bRAR PR - REBEIR, PERINEE, Zhidlsss, RESA, REmEE, IRPEBR

M

2 o %@%,éﬁd@@@,%ﬁ@,ﬁ%,L@ﬂ,%ﬁ,%iﬁm,miﬁ
B, KR, RERGE, MW, AR

H1) 7ArYE S 10mg~OHEIZ XD @HEIZRD b,

HE2) BHELLEAICIIREA2PIET A &,

(4) BESBEBRRAERVERREERE—K
LR L

(5) ER&S, ApHE, BEERUTHOARSERIOHEALTAE
LR L
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(6) EM7 LILX—Ixdd R RUVERE

1) BR  AFOMSG XY e Fr vl U R BT Lis#oE DREERE D & % B (12

FhH L7z

2) EXGEIER -

Q7 FNINRAXF L NZBWT, ﬁf“fi T‘%EE@ FNRF=DHobNLZERHLHD
T, BIZE 54TV, BREPED ONGEICIEEGEZTIEL, EURAEZITH 2
Lo

@7 MNNRAZF AZBNT, MEMRMERE, 77 ¢ 7% — K, gﬁﬁ%éhL
BUERN S 5o EDHRENDH DD T, ZOLHIERND o568 12idks %
Pl HZ L,

@7 MR AZF AZBNT, FEMEREEIERIARE, BRI, %2&%%@
KRB RN S OMENH DD T, Z0D X I IERND &b EAICITE
Hafib+sz L,

3) TDHDEIER :

OEEE (£ 5%, SRR, %2, LA, FEE, MER, EFRE) 2SEBLE
JiFGERIET 5 L
@pE (B, %%E%,%f PSR, KWW, R, 21T, MOMEE) 1337
HONTHEITE, BEITEE, B, BEPIEFEOBYIRNEZIT) Z L,

E7 3y

9. BlRE~DRES

— R E R E CITAEFERENME T L TRY, 70V KT R RAXF Ol

JEMBIINT 5 Z ERD D, EE TIERIGBEDOKREIZHE LI 2N EENTNED

T, TAaPEIMEAE (2.5mg/ H) O &REEBIAT DR EBREDOIRELZBIZ L
HIEHEIC &5#6 Lo (TPl D)

”W%#%ﬁbt G ERIET S L, WmYRLEERTTY 2 &, [EEE T

R MMﬁﬁ%%bM%#w&@ﬁ%#%é(7%wnx&%/mi5) ]

10. 48R, =R BIARE~O#HE

(1) 3 TR L CW A ATREMED & D NIZIFHR G- LienwZ &, [T ArP v roiiysE
BRICEBWT, IERRINC G925 & AR K OV i T ME R 35 2 & 3 bl T
Wb, T MVRREF U OB FEBRIZEBN T, HAERKORD R OVES, BEICHT S
HENTO AL, RIS AFRIKT &5 E i 23538 ab%irmu\za £, 7y M
® HMG - CoA #ItlE#E L ERZ KER G LT-GAIZIB R OBFKEFEN#E ST
6OEK,t%?i,@@HMG—%A%ﬁ%%@%ﬁT,ﬂ%Bwﬂif@ﬁ_W%
L7zl x, RIRICERETFERO DN EORERH D, ]

(2) FAFOBANZITHFEEG L b, [Taurvvride MEAPICBITT D 2 & nHE
ENTWD, O T MNRREZF U OEHERICENT, HLHH~BITT 52 ERRES
nTnsd, ]
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11.

INREADERE

RHAEWEN, BrAalR, R, ShE U/ NRIT 5 222 Edmess LT 7Zeny (i R
DI

12.

13.

RERRERRICRIETIRE
AL & =t
BERS

ER : 7TV OBERGICEBWLTC, BEOKRMNLEIGEICELY, va v s EEDLHE
LW T & A MHESRZE Z T2 &3 d 5,

WME : O - EREERED T =X — 24TV, HRNCIEZRIET D, FLWIEK F2AED 5
NrgGak, WEOZ L, EiEo® 5%, DERICHT20UEEZ1T 9, BRSNS L
WEAE, PEERIMEEN VPR BICHERE LN b FIER oK 54258+ 5, 7TLuvE
IFEARAERENZD, BITICE DBREIZAZTIER,

Fo, TAun P URABERICIERR AR LTSS, 7Ar Y0 AUC 13 99%H4
L, IRA 2 BRI Tl 49% A L= Z LD, 7 Av U Bl a& e G-REO W L E &
LU CEEREGS DA THD ERE STV D

14.

BREDIE

FKIZZATEF : PTP A0 3ANLI PTP o — R OBV HH L CIRAT 2 L oRET 52 &,
[PTP > — FOREKIZ LV, HOSIAT N EERREA~TIA L, BT 2 E Z L CTHER
AREOEEREGOHEZ T2 Z En@wEsnTns, ]

15.

EDfHDIE

KIRBIRITIA D TRV, 7 ARV E A X DRETITOMBEZESC AR (LM
rEile) NHONTEDOWMENRDH D,

16.

04t

BRI L
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X. JEEGEREAERICRE9 IEH
1. EBEHER
(1) ENEBHER (V. ZENXBICEATHEH] 1)

(2) BIRBOFEEER
EEE R L

(3) ReEMFEHR
i%HE RS L

(4) ZDHunZEEHER
EEE e L

2. BEHABR

(1) BHEKESEEHAR
% HE RS L

(2) REHESHEHR
i%HE RS L

(3) £EFESHESR
EEE R L

(4) EDMDFH*REL
i%HE RS L
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X.

EEMNEHRICEYT HIEH
1. REHRXS
Ty MG 1E THIET]
W Ty MNiLAEE 2% THET) BISEE, UGS (R — R
Ty MG 3E THIET] DILFEICI VT L)
Ty MG 4E THIET]
T AR DR VER ALY
s : : —
T RV ZAEF T T LK) BN

) 18720V RXUMEE L LT 13.8Tmg L F 2 &8T5 b DITBETH S,

2. BRI ERAR
NG OFERYIRNICER T 2 &, (B4 : ZEMRERFE RIS )
3. iE - BREEHE
EIRRAT
4. FEFIBBWOELEDEER
(1) ERTORYHKRNEDOHEERIZOIT
( TRy ) OmEBH)
(2) FEFIRFHFEORFLICOVT (BEZICHETREHFERS)
BERMEELTA R F, <TovoLEY : fF
( IVl ZatE (BEH EoEEs) (2ET2HE] 25H)
(3) RAFIFOBERIZDONT

BT T 2R

5. RBEHSE
PAROrA

6. A%
Ty MNidAEE1 & TAET) 100 #& (10 £ X 10 ; PTP)
Ty NiAEE2 & TAET) 100 #£ (10 $€x 10 ; PTP)
Ty MilGRE3E TAET) 100 2 (10 $£x10 ; PTP)
Ty MG 4% TAET) 100 2 (10 $£x10 ; PTP)

7. BROME

PTP: R 7uav’'L o7 4/vh, TIVI=7 L
8. E—HS - A%hE

Fl—py : W T axy MNEREE1E 2% 3% 4%
9. EREESRAH

T~
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10.

11.

12.

13.

14.

15.

16.

17.

HNERFEEARBEABRUVEARES

W 7E 4 HEARGREA B KRE S
Ty MNidhEE1%E [AET 201548 A 17 H 22700AMX00852000
Ty MNidhEE2% [AET) 201548 A 17 H 22700AMX00853000
Ty MNidhtE3%E [AETY 201548 A 17 H 22700AMX00854000
Ty MNidbsE 4% [HET) 201548 A 17 H 22700AMX00855000
FMEZEWNBTEFEAB

W oE4 FEAMEIEIHAE A H
T~y MNEGEE1E THETL) 2015412 A 11 H
Tvhxzy MNEGEE2EF THETL) 2015412 A 11 H
Ty NdGEE3E THET) 2015412 A 11 A
7 ~ovxy MGEE 4% THET) 2015412 4 11 A
PEEX(IZNREN, FZERUVAEZEEEMEOFABRUZOARE
R LR
HEERR BiEBRLAXRERAHRUZTOAZRE
PAROrA
BEEHM
R LR
BEHMHRERESICEY 51EH
AANL, BEEMIRHIROxG: & 722 I TR0,
&Ea—F

Wi %%%ﬁmﬁ Z?fb\ HONM@

iR = — B BH=—F a—F

T~y MNEGEE1E THETL) 2190101F1110 622465301 124653701
Tvhxzy MNEGEE2EF THETL) 2190102F1114 622465401 124654401
T~y MNEGEE3E THETL) 2190103F1119 622465501 124655101
TvNhxTy MNEGEE4FE THETL) 2190104F1113 622465601 124656801

RGBT LDIE

ARANIRIRZIR EORFEEZRL TH 5,
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XI.
1.

3XHR

51 F>CAER

1) HEIRASH &R (ki)

2) AELKASH NER AR : 2%, 3%, 4%)

3) AELKASH NEE (EWFaRSEHRER : 135)

4) HAHEUOE R AR s C-284, C-168, BEJIIFEE, Ut (2016)
5) HEILKASH HNEE (EmraRSEmRR 2%, 3%, 4%)
6) Naito T, et al. : J Hum Lact 31 (2) : 301, 2015

. EDHMDSE

L

. EESNETORTRR

L

. BN E T HBRERIRTER

L
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XI. fEE

1.

BRF - REZRICEE L TEREHEZTS ICH->TOSEHER

AIROFERICET HER

AR 2 Z T TOWRWREICET 2N E EN 5,

RBRTIEENHEL L T RVWARDBEENTEY, HSETHRHBSINL TV DLRBRGTIETH LN
ez FIEL LTI LT D,

ERUEFEDRAEN 2R T2 ETORZERTHY, MTHEOWNHEZRTHDOTERY,

(1) B8
VR DOREMERER

FILIy bREE1E THEL)
TNy MICAEELE THEL] 1, 7T~y MidG8E4 % THETL] Sk (s, =
) BROKEREEENRE—ThH 2 b, Ty MNid#E4E HEL] OB oL
EMRBROFERE 22 S0,

FILIy rREEfE2E THEL)

i DL EMEZ 25°C, 25°C » 60%RH ORAFSM:THaS L7oRER, MERITAEKHERTH Y,
IR R OV B ITHIE N Th - 72, 25°C » 60%RH + 120 5 Lx-hr OIRFESI: TR L7455,
PERIZEERRTHY, 1 » ARREIWHEAR, 3 » ARKREMNEKRATH o7, ML 3
BN CTH -T2, GRIIT 20 T1 p BB, 7 MR EZF T3 5 A%
WL CThH o7,

TRISVERL « AUBREA 2 FLek TR L 72,

® Kty 25C [EOL - [EA]

AERIE B =SSN PRAFH
<HiHE> B BH B 1% H 37 A
MR n=3 PV0423 H R [EREY > Sl [EREY S Sl
WifERER (HPLC) n=1 . . .
PUERABR <;<2>C) n PV0423 o e e
G (%) *3n=3
[7 Am ] PV0423 97.3 96.7 96.0
<95.0~105.0% >
aa (%) *3n=3
(7 FANRRZF ] PV0423 98.2 97.6 97.4
<95.0~105.0% >

X1

D

%3

YLD T 4 L A OFE T ANRTE

DRRT %7 1.29 ; 0.5%LLF, @RRT#J 1.18 ; 0.2%LLF, @RRT ) 1.25; 0.2%LL T,

@RRT #9 1.40 ; 0.2%LL T, OLEFLLUSNOE A~ DFEZIE 5 0.2%LL T, ORIEFEWE ; 1.5%LL T
R EICHTDERE (%)
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@ i 25°C - 60%RH

GEY: - vy —L%2TF v S TEIH]

ABRIE B oy bk PRI
< B> e B At 1A 34 H
PR n=3 PV0423 ERERT > Sae (ERERT = Sat (ERERT = Sat
“ifEABR (HPLC) n=1 . . .
s %<;:<2> ) n PV0423 ReS A TEReY
a8 (%) *n=3
N PV0423 97.3 96.3 96.2
<95.0~105.0% >
“iE (%) "3n=3
[7 RN ZEF] PV0423 98.2 97.2 97.7
<95.0~105.0% >

X1 RERLEAD 7 0 L BORE T DNRIE
%2 : ORRT ) 1.29 ;: 0.5%LL T, @RRT % 1.18 ; 0.2%LLF, @RRT #J1.25 ; 0.2%LL T,
@RRT #J 1.40 ; 0.2%LLF, GEZTUSNOME 2 DEEZWE ; 0.2%LL T, OWEGEWE ; 1.5%LLT

X3 BRI D EHR (%)

® i 25C - 60%RH

BEHE 120 5 Lx-hr [1000Lx » ¥ % — L& 5 v 7 B 5]

<95.0~105.0% >

ShERTE H oy b TRAFHIH
< HH% > e B Al 1A 3% A
PR n=3 PV0423 F gy R FH M E A FHNHE A
PR g ;?;;LC) n=1 PV0423 A Re) FEE
i (%) *3n=3
N == PV0423 97.3 90.8 85.4
<95.0~105.0% >
G (%) *n=3
[7 FAARRZRZTF ] PV0423 98.2 95.7 93.3

X1 RELEAD 7 0 L BORE T DNRIE
%2 : ORRT ) 1.29 ;: 0.5%LL T, @RRT % 1.18 ; 0.2%LLF, @RRT #J1.25 ; 0.2%LL T,
@RRT #J 1.40 ; 0.2%LLF, GEZTUSNOME 2 DEEZWE ; 0.2%LL T, OWEGEWE ; 1.5%LLT

X3 BRI D EHR (%)

B, - KT
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FILIy rREEEIE THEL)

i DL EMEZ 25°C, 25°C » 60%RH OIS TS L7oRER, MERITAEKHERTH Y,
FEITHEN TH 72, FRIIT 20V TL » HEBKITH 72, 25°C - 60%RH * 120
i Lx-hr ORIFEMATHRE L72REER, HRITAEKHERTHY, 1 1 ABREZEIAIMEAE, 3%
A#%ERENRHAG Th o7, MEIL 1 » HRBEATh o7, B&RIL 1 » AR TH -
776

TRIRTERL « AUBRELA 2 FLek THME L 72,

® Bty 25C [EOL - [EA]

XERIE H =N TRAF 2]
< HiH% > e B Al 1A 3% A
PR n=3 PV0423 ERERT =St (ERER 7 N [ERER 7 Nan
PR ;?ZP;C) n=1 | pvoszs o o o
a8 (%) *n=3
N =a=a PV0423 95.3 94.2 93.8
<95.0~105.0% >
i (%) *3n=3
[7 "N &ZF ] PV0423 97.0 96.4 96.1
<95.0~105.0% >

1 RELAD T 4 v DO HNRIE

%2 : ORRT ) 1.29 ; 0.5%LL T, @RRT #J 1.18 ; 0.2%LL T, @RRT # 1.25 ; 0.2%LLF,

@RRT #9 1.40 ; 0.2%LL T, OLEFLUSNOE A~ DIEZIE 5 0.2%LL T, ORIEFEWE ; 1.5%LL T
X3 BARERICHTIEREER (%)
HIRESL - K

® iy 25C - 60%RH [EY - v —1L %2 T v 7 THEI]

=X ERTE H =RV P2 ]
<Kk > &5 BH A 14 A 3% A
Ptk n=3 PV0423 H R H Ry R SRR 5 Sl

PUELRUBR g ;?;;LC) n=1 PV0423 R TR e
& (%) *3n=3

NV PV0423 95.3 94.6 94.0
<95.0~105.0% >
G (%) *3n=3

[7 "R ZRZTF ] PV0423 97.0 96.9 96.5
<95.0~105.0% >

X1 RELEAD 7 0 L B ORE T DNRIE

%2 : ORRT 9 1.29 ; 0.5%LL F, @RRT ) 1.18 ; 0.2%LL F, @RRT #J1.25 ; 0.2%LL T,

@RRT £ 1.40 ; 0.2%LL T, @LFLUSOE 2 OFEZWE ; 0.2%LL T, ©REHZEWE ; 1.5%LL T
X3 FREICHTIERER (%)
R - KT
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@ i 25T - 60%RH

it 120 5 Lx-hr [1000Lx -

Ty —L&ET v T THEI]

XERIE H =N TRAF 2]
< HiH% > e B Al 1A 3% A
Mk n=3 PV0423 EEER 75 Sal! MM E A FETH DR
whiEaER (HPL =1 .
PR <;<2>C) n PV0423 A FEE FEE
G (%) *3n=3
NSV PV0423 95.3 90.5 85.0
<95.0~105.0% >
i (%) *3n=3
[T R RREZF ] PV0423 97.0 94.4 90.7
<95.0~105.0% >
X1 WALAD T 4 )V DO DNELE
%2 : ORRT #91.29 ; 0.5%LLF, @RRT # 1.18 ; 0.2%LL T, @RRT # 1.25 ; 0.2%LLF,
@RRT %9 1.40 ; 0.2%LLF, @FLFELUIOE 2~ OFEHWE ; 0.2%LL T, ©REHEWE ; 1.5%LL T

X3 BREICHTLIERE (%)
A, - K

TILIy rEEHEA4E THEL)

W O EME L 25°C, 25°C - 60%RH OIRIESMTRET L7oRER, MERIZBAOHRTH
D, HEE R OVEBITHEN TH -7z, 25°C + 60%RH « 120 /7 Lx-hr ORIESME THg L2
F, MEREIABOHMKRTHY, 1 v ABRKREIBEEAR, 3 » ARRENRHEE TH o7, #l
X3 » A% Th o7, GRIZT L0V T1 » AR, 7 hARZAZF T3
# A% ThH o T,

TRIRVERL « AUBRILA 2 FLek THFE L 72,

@ Kk 25°C [E: - KB A

XERIE H RIS PRAFHIE
< HH% > e B Al 1A 3% A
PR n=3 PV0423 EEER 5 Sl EFEER 5 Sl EFEER 5 Sl
fiEER (HPLC) n=1 . . .
PUERABR <§< oe ) n PV0423 A A R
a8 (%) *n=3
N =a=a PV0423 95.9 95.9 95.3
<95.0~105.0% >
a8 (%) *n=3
[7 b2 FZF ] PV0423 98.2 98.5 97.7
<95.0~105.0% >

X1 RELEAD 7 0 L BORE T DNRIE

%2 : ORRT ) 1.29 ;: 0.5%LL T, @RRT ) 1.18 ; 0.2%LLF, @RRT #J1.25 ; 0.2%LL T,

@RRT £ 1.40 ; 0.2%LL T, @FEGLLSNDE % DIEFME ; 0.2%LL T, ©ORIEBRME ; 1.6%LL T
K3 RREIIHTOEAER (%)
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@ i 25T - 60%RH

GES: - v —L&2T v 7 THEI]

=X ERIE H oy b TRAFHIH
< HiH% > e B Al 1A 3% A
PR n=3 PV0423 SRR 5 S EFEER 5 Sl EFEER 5 Sl
“ifERER (HPLC) n=1 . . .
s %<;:<2> ) n PV0423 ReS TReY TEReY
i (%) *3n=3
PN PV0423 95.9 95.2 95.1
<95.0~105.0% >
“E (%) "3n=3
[7 RARZZF ] PV0423 98.2 97.6 97.6
<95.0~105.0% >

X1 RELEAD 7 0 L BORE T DNRIE
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