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AKENL, 7 BTNV EFNSG & DRINARERIEIZ O BEREESESTH 5,
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20154 6 H 19 AICle a4 Lz,  (GERIFEH 0331015 =& (CFpk 17423 H 31 A) T4
3 & K

201944 A1 HIZZ LAY B 2=V A RSt b L 2y RS icHaEZ T SN,
HETHXESENWGET D2 L o iz,

2. WROBEREN - WHZHEYE

(1) RANZX, 77 bEDAVEEERD & T DRNLIRIERIEIZ L S BEIRIEESERTH 5,

(2) MAMMEZED D120, ERWEIC, Kok, o8 BREE2II—HTFLE,

(3) PTP>—hiIE vy Far ba— &7\, 18I EICRS4, a8, BEeEiL,

(4) PTP v— MEMEIZ HEIRFEELGES] OF4 2 KL, ODFETITE HIC [Z 0HKTAK2
LTHRATEET) LRL LT,
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I. AWICEY5RE

1. B4
(1) M4
T+ 7 FEVLEE 26mglEE) F7 TV 0D §E 25mglEE]
T+ 7 BV LEE 50mgEE) F 7 YL 0D §E 50mglEE]
T+ 7 FEVLEE T5mglEE) F 7 TV 0D §E 75mglEE]
(2) *4%
Naftopidil tab. 25mg/EE | Naftopidil OD tab. 25mglEE |
Naftopidil tab. 50mg/EE | Naftopidil OD tab. 50mg/EE |
Naftopidil tab. 75mg/EE| Naftopidil OD tab. 75mglEE|
(3) AFFDHEE
—fxA LY
2. —fg4

(1) ¥4 (GFAXK)
> 7 FEYL (JAN)
(2) #4 (G4%)
Naftopidil (JAN, INN)
(3) RT 4L
MAELHREE « -dil
3. BEXAXIERHERX

KOG AR

4. 3FRRUSFE
7773 0 C24HesN2Os
& 392.49

5. L4 (GfiK)
(2RS)-1-[4-(2-Methoxyphenyl)piperazin-1-yl]-3-(naphthalen-1-yloxy)propan-2-ol

(IUPAC)

6. {BR4, il4a, KBS,
Bz L

7. CAS 2REE
57149-07-2

EEHS
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TR FERR (M D TR0 d <, NNV%%»T»A?iPX@M%(wmca@r@?&
AR ) =T H ) —)L (99.5) | 2L, KITIFEAERIT 20,
(3) BEtE
M ERR L
(4) AR (OBR) , R, BRER
s 0 126~129C
(5) BIGEMBTEH
MEERR L
(6) SERE
M ERR L
(7) DD XL REME
KD N, NV AFNFRNVET I REKR (1-10) 1 3heerEz s S e,
2. AMHSOEEELTICEITHIREN
MEERR L
3. MRS OmERABRE
(1) BSOS
KL EFFRICER L, RI—F L L T7RIEEMZ D & XBEOILHBREEL S,
(2) SR TR L E 15
KD A B ) —NVERIZOE, WINANZ MLERIEL, KD AT fLEREOS
AR MVERBT H L&, [FHEDART MVIEFR—EED & 2 AIZFRBROERE OV %
5,
(3) AL A ~Z b VRIETE
BAb U U AFERNEIC LD RBREZITV, RED AT ML ERLDOBA AT F L% g
T2EE, MBEDARY MTFE—HEED & Z AIZFREOTRE DI 278D 5
4. FRRSDEEE
TN E VA
AR BEKEERS (2R L, R ER T E T 5,



V. RFNIETHHAE
1. #ifig

(1) FIORXA, SHEERUHER
Wiz F7 NV F7 NV F7 NV
- 25mgEE] 50mgEE] 75mg/EE]
. HEA~REOD
MR - Bl Ef 7 .
PEIR - AlTE HtaDOEIRRA D ORREE Y OBRGE
| )= \PE/@@ A
B (mg) #9120 #7240 #7280
E (mm) 7.0 % 8.0 # 8.5
JEX (mm) 3.0 % 4.4 % 4.8
Al — R F7 rEP L 25EE F7 2L 50EE F7 reP L 75EE
— F7 FEVL 0D F7 FEVL 0D F7 R EVL 0D
e 25mg/EE] 50mgEE] 75mglEE ]
PR - AT HEOERRA Y OBEE (O VN FREEEE)
;,v esigy /e z::;\ ﬁ@\ ﬁ'ﬁ_"\ '1\‘\{ = ')‘E% it
A A==y — @\SE/ N
H& (mg) #7100 # 200 #7300
E (mm) ) 6.6 % 8.6 % 9.6
JEX (mm) 2.8 % 3.4 % 4.0
HAla—FR | 7R 0D 25EE| 77 REY0OD 50EE | 77 P 0OD 75 EE
(2) HEIDOYME

( 1V - 4. WHIOFFHEMETICBT

(3) #Aa—F

TEME] OTEHM)

( TIV - 1L.AOAITE D X5,

(4) pH,
Mg L

REBEEL, HE, BLE,

SR OWEIR ) DIHZR)

HKEDERUREL pH B¥




2. HFIDMRK

(1) A#RS (EERS) OEE

Wiz F7 NEUEE F7 NEUEE F7 NEUEE
- 25mgEE] 50mgEE] 75mg/EE]
B FT7 hETL
o
(1 g041) 25.0mg 50.0mg 75.0mg
I EEKA A B, fmtlo—2, 2T 7V UV~ RX UL, FUoXo ) a
" — AT R Y A, KT, BE Ry, (Thmg O&) Hifs = Rk
Wiz F7 R 0D 8 F7 R 0D 8 F7 R 0D 8
- 25mgEE] 50mgEE] 75mg/EE]
B FT7 RV
o
(1 g641) 25.0mg 50.0mg 75.0mg
Y T AT — LA, JRARE Ry, BEEKT AW, fmera—2, X577V
" /e Sy N N E S I AR 5 L7
(2) &y
( TV - 2.(DARESy (EMESY) OFE&E] OHEBR)
(3) =it
BT 2D

Y L

. BAEF, AFDOSEMEICHTHIER




4. HEDBEEHTICETEIRER"

(1) MnEHER
nEEER (40°C,

75%RH, 6 #» H)

DR, 7 bEPILEE 256mg/EE), 7 hEUILEE

50mglEE|, 77 FEUILEE 7T6mg/EE], 77 M2 /L OD §E 26mgl/EE|, 77 YL

OD % 50mg/EE| XU~ h 2L OD §E 75mgEE] (%

BWTBHEMZETHD Z LR Sz,

FEEE) I, EE OHSETE TS

OF 7 FEDVLEE 25mgEE) R (R aERE (PTP A% (o —4a1dk) ) ]
AR A o T
<JHHE> BH AR IRE 1% H 35 A 65 A
PEIR B 1 . o . e
< EEOERAD D> | T2 BE Ha EE &
ok 3
WA (SRS, Somp| P \ ‘ \ ‘
PO Bk 2 o A e A
- B3
Bt (BRS—MRE) | L n - - o
<HFEAE : 15.0%LLF > . : e
ok 3
Vi M ?itﬂ' 1 87.8~ 974 95.7~101.5 99.6~100.8 98.1~100.6
<15 4558 T5%LL | > ?in' 2 97.6~102.2 99.5~101.6 98.1~100.8 98.1~100.4
Aok 3 98.8~101.5 100.4~101.9 98.2~100.4 97.0~100.1
SR (%) * k1 99.26~100.46 99.51~100.23 | 100.48~101.55 99.55~100.65
<95.0~105.0% > B2 99.18~ 99.57 99.07~100.65 | 100.12~100.85 99.15~ 99.80
’ ’ Ak 3 99.56~100.03 98.52~100.51 | 100.60~101.42 99.85~100.28

Ko RTRBICHTOEAER (%)

OF 7 FEUVEE 26mglEE]  DEGERER [HETEERE (X708 ]
TR ik R
<> BHAGEE 1%H 3% H 6 % H
Ptk o . N~ N .
<HEOREAD OmE> | ¢ ;i* 2 A i A A
k3
MR (R, S| P L \ ‘ \ ‘
PR Bk 2 o o o o
e Akt 3
B (GRS | S i - - o
<HEME : 15.0%LLF > . H s
k3
Vi k1 87.8~ 97.4 96.7~ 99.1 98.8~101.1 99.1~103.5
<15 4508 5% | > B2 97.6~102.2 99.4~101.5 99.9~101.1 99.2~101.5
Aok 3 98.8~101.5 99.8~101.2 98.9~100.9 100.0~102.6
S8 (%) % k1 99.26~100.46 98.52~100.53 | 100.54~100.68 98.82~ 99.39
< 95.0~105.0% > ok 2 99.18~ 99.57 98.35~101.50 | 100.63~101.01 99.00~ 99.33
’ ’ k3 99.56~100.03 98.76~100.21 | 100.42~101.74 99.18~ 99.31

K RREICHTTOEAE (%)




OF 7 FEULEE 50mgEE]  IE#EER [E&oEpiE (PTP o (e —oik) ) ]
W 1 A ik {17
<> BHAGEE 1%H 3% H 6 % H
A, 2 TN it TN o
<FHEOERRA D OBEE> N
MERAB (R, Sshari | Pt
ROWASR Lm ST R B 2 bReY JERaY fEReY ERa)
R FE T o 15 N
ok} 3
WA (MR ig; n - - n
<HEAHE : 15.0%LLF > S0k 3
Vi HME k1 93.2~100.4 95.7~101.5 98.7~101.5 93.9~ 96.7
<15 258 5% F > e 2 98.1~101.0 98.1~101.7 98.2~102.0 88.3~ 96.6
? RE3 97.4~100.2 98.8~102.1 97.7~101.5 88.1~ 97.8
SR (%) * k1 99.38~100.01 99.51~101.38 | 100.99~101.10 99.47~101.80
<i9?§%v16%09,> AEF2 | 99.27~ 99.89 | 99.32~101.08 | 100.99~101.22 | 100.41~101.00
) S w3 99.57~100.46 | 99.08~100.31 | 100.99~101.58 | 100.97~101.01

K RREICHTTOEAE (%)

OF 7 eV LVEE TomglEE]  MdEER [Foféaldbpie (PTP wdk (vo—wdk) ) ]
HIEE A ik B
<k > A AR 1A 3 7 A 6 7 A
PR 1
<EAB~REGORHRAY O | 2 A RS i RS
PREE > L 3
Bt (ER0, Sner | S . n . .
W i HE AR 1) e e - HE a
Ak 3
st (Ga—iam) | S o - - e
HEAE : 15.0%8LF > NG e H
Rk 3
v ek 1 95.5~ 99.2 97.5~100.0 95.2~ 99.9 94.1~ 96.7
o e 2 96.2~ 98.7 95.9~ 99.6 95.9~100.0 94.2~ 96.4
<30 77 5% L > ek 3 95.7~ 98.7 97.3~100.5 96.3~100.1 92.8~ 96.5
SB () * ek 1 99.29~ 99.95 98.70~100.51 | 100.20~101.28 99.29~102.88
<9§'(;£N1005 0% > e 2 99.43~ 99.79 99.50~100.72 99.92~101.57 98.22~100.33
) e ek 3 99.50~ 99.87 | 100.12~101.05 99.58~100.84 | 100.60~102.99

K RREICHTTOEAE (%)




OF 7 FETULOD 8 25mglEE]  MERER [HoZEEiE (PTP ek (vo—adk) ) |
HEHEE ik LRAF IR
<JHHE> BH AAIRE 1% H 35 A 6 » A
. ek 1
PR Zpoin : A PN AT PAN
< EEOEBA D ORbE> :iﬁg e e e e
e ek 1
RaEr (2 i, %R e . . . .
g (REROD, SR | S o i i i £
WS B TR) StE 3
B (GRS | S n - B n
Az = . o/ i =) =
<HEE : 15.0%LLF > ek 3
. B 1 10~13 9~13 11~24 20~42
<90 FHLIN > kL 2 9~13 8~11 14~27 23~58
i okt 3 9~12 8~11 16~28 26~55
" BF 1 93.7~101.2 94.6~ 98.1 92.0~ 96.2 84.7~ 89.3
Bk 2 91.1~101.2 94.1~ 98.0 92.1~ 95.4 81.9~ 88.8
VAN o
<30 77 5% L > HoBL 3 97.9~100.1 92.8~ 98.2 91.2~ 95.5 80.6~ 87.9
P #AF1 | 97.61~ 98.85 | 97.02~ 98.69 | 99.63~100.35 | 97.99~101.05
<9§‘ (;5~1005 0% > kL2 | 98.79~ 99.32 | 98.80~100.36 | 100.23~100.88 | 98.79~100.34
: e B3 | 98.62~ 99.44 | 98.32~ 99.45 | 99.66~100.81 | 98.16~100.02
X FREIIKTTIEAE (%)
OF 7 FEDL 0D $E 25mg/EE] M#HEER [H&TIERE (NT ek ]
HEE A ik (A7 I
<His > PH At 14 3#»hH 6 » J
. ek 1
PR = e AL PN s A N
< EEOEEA Y OBbE> iﬁg W Ha e Ha
n ek 1
bR (2 i, %R e . . . .
RERAB (ZOLS, FATR | oo o o o A o
O T 1) S 3
s (G —iam) | S o - - o
<HIEAE : 15.0%LLF > ok 3 e s
— BF 1 10~13 7~15 9~11 8~11
Bk 2 9~13 9~13 7~13 8~19
<90 FPLAIN > o
e 3 9~12 8~11 8~14 9~11
_ BE 1 93.7~101.2 97.3~100.3 97.4~101.6 95.5~ 99.5
HoEL 2 91.1~101.2 96.5~100.4 97.5~100.5 95.8~ 98.6
IN N
<30 1 75%LLE > oBL 3 97.9~100.1 96.6~ 99.0 96.8~103.1 94.5~ 98.7
L (o) HEF1 | 97.61~ 98.85 | 97.88~ 98.38 | 99.37~100.23 | 98.18~ 99.77
- 9§' i1005 0% > kL2 | 98.79~ 99.32 | 100.23~100.53 | 98.03~102.73 | 97.85~ 99.69
: 0 k3 | 98.62~ 99.44 | 99.77~100.08 | 99.45~100.29 | 98.05~101.02

Ko RTRBICHTOEAE (%)




OF 7 FEVLOD §E 50mgEE]  IsE#ER [Rikadipie (PTP A% (v r—aik) ) ]
HIEHEH ik PRAFI
<JHHE> BH AAIRE 1% H 35 A 6 » A
A, 2 TN it TN o
<BEOFRAY o> | 2
R (Rfafrs, Seshme | Pt L
e N Bk 2 WA SNy WA A
R S R 1) g
ok} 3
; SR 1
IR — M (& B — MR ER) g . .
IO Bk 2 WA — — ey
<#I;E1 : 15.0%LL F > S0k 3
e B 1 10~18 9~19 12~25 19~49
<9§Hf§m> =) 11~21 9~15 15~30 26~46
- HoBL 3 11~24 9~15 19~31 27~48
—_— B 1 97.7~100.6 95.2~100.7 90.5~ 98.6 86.7~ 91.6
: k2 97.2~100.1 95.9~ 99.2 93.4~ 97.8 85.7~ 92.1
<30 731 75%LL L > kL3 97.2~100.1 95.8~100.5 94.2~ 97.4 83.9~ 89.4
g (o) * SUBF1 | 99.23~101.43 | 99.62~101.62 | 100.32~101.07 | 97.97~100.42
_ 9? 0 105.0% > B2 | 99.49~100.28 | 98.49~100.38 | 100.34~100.55 | 99.56~100.17
: b B3 | 99.48~100.51 | 99.07~100.11 | 100.59~101.79 | 100.70~101.17

Ko RREICHTTOEAE (%)

OF 7 FEDUL 0D $ 50mgEE] M#HEER [H&oERE (N7 ek ]
I i (EEETIi
<HiK > BH IR 1% A 3% A 6 » H
Pk N . n . .
<HEOBEAY ORE> | T e f i g
S0k 3
MR (R, S| P L ‘ \ ‘ \
P Wk 2 e o e o
o Sk 3
s (G —iam) | S o - - .
<HIEME : 15.0%LL T > o H H
=3
K ?in— 1 10~18 9~15 15~21 14~23
<90 FLI > e 2 11~21 9~17 10~22 15~24
k3 11~24 10~16 12~23 12~20
Vis iigij: 1 97.7~100.6 97.8~100.6 97.4~101.6 96.0~100.3
N ek 2 97.2~100.1 98.0~101.2 97.5~100.8 96.2~ 99.8
<30 71 T5% L > k3 97.2~100.1 98.2~101.6 99.0~101.3 96.4~ 99.0
S8 (%) * Aok 1 99.23~101.43 | 100.46~102.02 | 100.59~100.67 98.15~100.30
< 95.0~105.0% > ok 2 99.49~100.28 98.28~ 99.92 | 100.14~100.62 99.38~100.81
’ ’ k3 99.48~100.51 98.18~100.73 99.99~100.89 | 100.26~100.71

Ko RTRBICHTOEAE (%)




OF 7 FEUAOD §E T5mgEE]  IsE#ER [Rikadpie (PTP A% (v r—aik) ) ]
HEHEE ik LRAF IR
<JHHE> BH AAIRE 1% H 35 A 6 » A
A, 2 TN it TN o
<EEOBRAD OWE> | S
R (Rfafrs, Seshme | Pt L \
FEUH“{E'J;:E{J%)” Bk 2 WA A WA A
) ok} 3
] W 1
BN —ME (&R R g . .
IO Bk 2 WA - - ey
<) ;51 : 15.0%LL F > S0k 3
. S 11~26 9~23 11~23 13~22
<9§Hf§m> B 13~25 9~13 11~28 18~35
- k3 10~23 13~24 10~28 18~31
—_— S 95.5~100.9 96.4~101.2 96.0~ 98.7 90.4~ 93.7
. okt 2 96.4~101.3 97.2~100.4 96.2~ 99.8 89.2~ 91.8
<30 731 75%LL L > Bk 3 95.1~100.0 96.1~101.0 96.3~ 98.3 88.5~ 91.5
LE (o) RE 1 | 98.53~100.38 | 98.99~100.76 | 100.64~101.57 | 100.32~101.59
<9§‘i10°5 0% b2 | 98.57~100.16 | 99.95~101.28 | 100.20~102.01 | 100.34~101.49
: e k3 | 98.33~ 99.98 | 98.66~101.34 | 100.22~100.73 | 100.17~100.55

Ko RREICHTTOEAE (%)

OF 7 FEVIL 0D $E 75mgEE] AR [ EdEEE (NTadk) ]
W ETE H Ktk LRA7 3T
<HiHE > BR A 1% H 3% A 6 A
. k1
% by ‘%/\ SRE N ‘%A SRE N
<EEOBEA Y o> | T2 LG B L L
sk 3
MRS (RS, ST | T ]
’ e Lo ey B2 W BNy Bk A
W S I TE ) s
sk 3
s (G —iam) | S o - - o
<HFEAE : 15.0%LLF > o e H
Ak 3
" k1 11~26 14~28 13~26 14~24
HASEME g
<90 FLI > Ak 2 13~25 12~25 13~25 16~25
~ k3 10~23 12~27 15~29 12~26
" k1 95.5~100.9 98.1~101.7 97.9~102.5 95.2~100.1
Bk 2 96.4~101.3 97.9~101.1 96.1~102.7 94.4~ 98.8
0,
<30 1 75%LLE > k3 95.1~100.0 97.4~101.2 97.4~102.0 95.3~100.3
SR (%) ¥ A1 98.53~100.38 | 98.53~ 99.72 | 100.42~101.46 | 99.79~100.02
<9§' (%~1005 0% > e 2 98.57~100.16 | 97.82~101.61 | 99.28~102.05 | 98.91~101.48
) 0 k3 98.33~ 99.98 | 98.58~101.03 | 97.68~103.23 | 100.33~101.40

Ko RTRBICHTOEAE (%)
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(2) HwEEOREESR

SRR FE I - 2015/1/30~2015/5/22

OF 7 FEVAEE 25mg EE] MEALE 40C [, KAEAE
HERTE H oy b PRAF IR
<> He L GLSS 1% H 25 A 3 »H
PR n=10 PX10 HEDOERRA D HEDOERRA D HEDOEREA Y HEDOEREA Y
< HEOEFRA D OWEE> DEEEE DREEE D#EEE DHREE
=M (%) n=6
154y, TH%LL> PX10 89.0~90.5 90.3~91.8 92.7~95.3 87.3~88.4
a8 (%) * n=1
= 95.0~105.0% > PX10 98.1 98.9 98.5 98.5
% i
(,%ﬁg:ﬁf (N) PX10 61.7 67.4 65.0 67.5
¥ FRBICKTIEAE (%)
OF 7 FEULVEE 26mglEE]  #EG1EE 30°C - 75%RH (M6, Bk
HERTE H oy b PRAF IR
< Bk > B BH AR E 1% H 2% A 37 A
PR n=10 PX10 HEOERA D HEOERA D HEDOERRA D HEOERRA D
<HAEOEFRA D OWEE> DEEEE D#EEE D#EEE DREE
M (%) n=6
<154y, TH%LL> PX10 89.0~90.5 89.9~91.6 90.8~93.0 88.7~89.8
&8 (%) * n=1
95.0~105.0% > PX10 98.1 99.5 100.1 98.9
% i
(’%ﬁg:ﬁr (N) PX10 61.7 49.7 44.9 44.5
¥ BREICHTIERE (%)
OF 7 PEULVEE 25mgEE] #@4E B¢ [D65 7 7 (1000Lx) , A4
ARERIE H =N KRR &
< JHHE > H BHAG I 60 /7 Lx-hr 120 & Lx-hr
PER n=10 HEDHEFRA Y OHRIE,
=2y % Yaes 221 % N 3 2 ,::
<aaongay opg> | X0 | PEORRADORE | RAOHRAY ORE | BLITDT CRAL
=M (%) n=6
154y, TH%LIL> PX10 89.0~90.5 90.9~92.4 91.8~93.5
a8 (%) * n=1
= 95.0~105.0% > PX10 98.1 100.0 98.8
% i
(,%ﬁg:ﬁf (N) PX10 61.7 62.7 64.1

% RFRICHT B EHE (%)
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SRER FE R - 2015/1/30~2015/5/22

OF 7 FE VA 50mg EE]  MEALE 40T [, KEAE
EU ST = AR
<k > H5 PR hA 1 1% A 2 % A 3% A
PEIR n=10 pxio | PEOFEAD | AROBEAY | AROHEAY [ AEOFHAY
< BEDOERRA D OEE > DORREE DHREE DHREE DERFE
Vit (%)  n=6
<157y, T5%LILE> PX10 89.3~91.6 88.9~89.9 86.6~87.5 86.9~87.7
a8 (%) * n=1
<95.0~105.0% > PX10 98.9 99.6 99.1 100.0
5 e
(’%ﬁg:ﬁr (N) PX10 87.6 98.3 93.8 99.8
¥ FRRISHT D EHER (%)
OF 7 FEVLVEE 50mgEE)]  fEa%E 30°C - 75%RH [, B
HIE A = AR
<HHE > &5 BA A1y 1% H 2 5 H 35 H
PER n=10 pxio | PEOEEAD | AROBEAY | AROEEAY | AEOFHAY
< BEDOEFRA Y OEE > DRREE DREE DREE DERFE
VA (%)  n=6
<154y, T5%LLE> PX10 89.3~91.6 89.0~90.1 88.1~88.9 88.0~89.5
R (%) * n=1
<95.0~105.0% > PX10 98.9 100.2 100.4 100.1
5 g
(’%ﬁzi’ir (N) PX10 87.6 69.7 70.8 65.9
¥ FRRICHT D EEE (%)
OF 7 FEVVEE 50mgEE] AL Bt [D65 7 77 (1000Lx) , 5% %]
HERE H oy b TR B
<> He BH AR 60 7 Lx-hr 120 5 Lx-hr
&% /r‘-'
PElR n=10 P10 EEOFIBAY seomiay  |DOORRAD RS
<HBOFRA D OREE> DERSE DEREE I
Vit (%)  n=6
<157y, TB%LILE> PX10 89.3~91.6 90.9~92.5 89.7~90.5
a8 (%) * n=1
<95.0~105.0% > PX10 98.9 99.5 100.0
5 e
(’%ﬁg:ﬁr (N) PX10 87.6 92.2 92.1

% RFRICHT B EHE (%)
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SRER FE R - 2015/1/30~2015/5/22

OF 7 FE VA T5mg EE] MEALE 40T [, REAE
R H oy k PRAEHI
<HifE > &5 Ll 1% H 2 % A 3% A
Mk n=10
; . HEAAOERAY | HEAOEAY | EEAOERRAY | FHABOERRAD
~¥ Ef
<EAB~RBEAOZERAY|  PX10 Db Db Db Db
DEEE >
wEHE (%) n=6
2504y, TH%L L > PX10 97.1~97.9 97.4~99.1 96.0~96.8 96.4~97.1
R (%) * n=1
95,0~ 105.0% > PX10 97.9 97.5 98.0 98.7
P BE
(’”%ﬁri:ﬁr N) PX10 73.1 74.8 72.0 76.9
¥ RRRICKHTAERE (%)
OF 7 b UAEE T5mglEE] a4k 30°C - 75%RH [, Bk
AR E =RV PRAFHIR
<Hifg > &5 BR AA 1 1% H 2 %A 3% A
‘l\ﬁ?lj( n=10 1% 14 |4 ¢
A~ EEOEEAY | PX10 E‘-&rél@o)nufmo ﬁEl@UDp.'in]\@ ﬁ%mu@m ﬁﬁaémllf%]\@
. DHREE DHREE DHREE DERFE
DRREE >
EHE (%) n=6
23075 THULLE> PX10 97.1~97.9 97.5~98.9 96.0~97.0 97.1~99.1
a8 (%) * n=1
95,0~ 105.0% > PX10 97.9 99.3 99.1 98.9
P BE
(’”%ﬁri:ﬁr ) PX10 73.1 51.2 52.5 48.6
X FRREBIIHTLEEE (%)
OF 7 hEUAGE T5mglEE] A% g [D65 7> 7 (1000Lx) , K%
R H S HIRL R
< Bk > H5 BRAA R 60 7 Lx-hr 120 5 Lx-hr
ll\é;lj( n:10 % 2% %
<P~ EEoEEAY | PX10 ﬁéé@@éﬁﬁﬂ ) ﬁélé@;:ﬂf%ﬂ U] HABDERLAY
bE DERFE DHEE
DEREE >
EHE (%) n=6
2504y, TH%L L > PX10 97.1~97.9 98.1~99.1 97.3~98.2
a8 (%) * n=1
95,0~ 105.0% > PX10 97.9 99.1 98.6
% i
(/”%ﬁgzﬁr ) PX10 73.1 78.3 74.2

% RRRICHT B EHE (%)
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SER E R - 2015/1/30~2015/5/23

OF 7 FEY/LOD $E 256mglEE)] Bt 40C [, KUEAAR]
HERTE A =EVAN LRAFHIR
<> He BH AAIRE 1% H 25 A 35 A
PR n=10 PY10 HEDERLA Y HEDERLAY HEDERLAY HEDERLAY
< HEOEFRA D OWEE> DEEEE DREEE D#EEE DHREE
HA J N =
H’E’%EO gﬁvan 6 PY10 6~22 7~12 9~20 7~17
g“oujg (07”’;0/ un;i PY10 97.7~99.7 94.9~97.6 94.9~98.3 95.4~97.8
L~B. (o x -
ii of)105 0;0; PY10 97.2 98.4 98.5 98.8
e fig
(/”%ﬁli:i%r (N) PY10 48.6 52.4 55.2 50.3
X FREICHTOERER (%)
OF 7 FEULOD # 25mg/EE] #a3E 30°C - 75%RH [, BHA]
HERTE A =3V LRAFHIR
<> He BH AAIRE 1% H 25 H 35 A
PR n=10 PY10 HEDERLAY HEDERLAY HEDERLAY HEDERLAY
<HBOOERRA D OWREE > DFREE DFREE DFREE DFREE
HA J N =
H’E’%EO gﬁvan 6 PY10 6~22 8~25 12~20 8~23
g“oujg (07”’;0/ un;i PY10 97.7~99.7 96.0~97.4 95.4~97.7 94.5~98.5
A~B. (o x -
ii of)105 0;0; PY10 97.2 100.1 100.0 99.1
e fig
(/”%ﬁli:i%r (N) PY10 48.6 34.4 34.6 34.4

K FTREISHT 2 EAR (%)

OF 7 YL 0D b 25mglEE)] M4 B [D65 77 (1000Lx) , AU/EA %]
AR H R b R
<S> &5 B A 60 Jj Lx-hr 120 Jj Lx-hr
MR n=10 PY10 FEOEFRAY FEOFIRRA Y FEOEFRAY
<HBOERRA D OWREE > DEREE D e
FEEE () n=6
<90 FpLAPN > PY10 6~22 6~11 7~13
WM (%)  n=6
<3045, TB%LLE> PY10 97.7~99.7 98.4~99.7 97.8~100.4
G (%) ¥ n=1
<95.0~105.0% > PY10 97.2 98.8 97.6
% i
(/%ﬂﬁliziigf“ (N) PY10 18.6 6.9 5o

K FTREISHT2EAR (%)
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SER E R - 2015/1/30~2015/5/23

OF 7 eV OD 8 50mglEE]  EadE  40°C YL, K[UER#R]
RERTE H = PRAF IR
<> He BH AAIRE 1% H 25 A 35 A
PR n=10 PY10 HEDOERRA D HEDOERRA D HEDOEREA Y HEDOEREA Y
< HEOEFRA D OWEE> DEEEE DREEE D#EEE DHREE
HA J N =
H’E’%EO gﬁvan 6 PY10 13~29 9~16 9~26 9~18
g“oujg ((Z’;‘y un;i PY10 98.3~99.2 95.4~98.8 95.1~98.5 95.2~97.6
L~B. (o x -
ii of)105 0;}; PY10 97.3 98.2 98.7 97.7
23 i3
(/”%ﬁg:ﬁr (N) PY10 59.6 63.6 63.3 64.2
¥ FREBICHTEEAER (%)
OF 7 hEULOD # 50mgEE] #Ea%E 30°C - 75%RH [, BHAL]
RERTE H = PRAF IR
<> He BH AAIRE 1% H 25 H 35 A
PR n=10 PY10 HEOERRA D HEOERRA D HEOERRA D HEOERRA D
<HEDOERA O OLREEE > DT DT DT DT
HA J N =
g“oujg ((Z’;‘y un;i PY10 98.3~99.2 96.8~99.7 94.3~97.0 97.4~99.2
A~B. (o x -
ii of)105 0;}; PY10 97.3 97.8 99.9 99.1
23 i3
(/%Tlﬁlzzi%r (N) PY10 59.6 42.3 43.2 41.2

K FTREISHT 2 EAR (%)

OF 7 bEPVOD fE 50mglEE] s Bt [D65 7 7 (1000Lx) , & A ]
AR H R b R
< HiFE > H5 BR G IRE 60 /7 Lx-hr 120 )7 Lx-hr
PR n=10 Y10 FEaDERA Y FEDOERRAY FEOERRAY
<HBOERRA D OWREE > DEREE D e
FHEEME (F)  n=6
<90 FLLN > PY10 13~29 9~14 10~19
VAt (%) n=6
<3074y, TB%LLE> PY10 98.3~99.2 97.0~100.4 98.2~100.1
&t (%) * n=1
<95.0~105.0% > pPY10 97.3 97.8 98.0
% i
(/%ﬁz:ﬁr (N) PY10 co s -

K FTREISHT2EAR (%)
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SRER FE R - 2015/1/30~2015/5/23

OF 7 YL 0D E TomglEE]  HEaAE 40C [, XUEAS]
AERE F = PRAFHIA
<JiHs > 5 B A fi 14 A 25 A 34 A
PR n=10 PY10 FEOERRAY | AAOERAY | AAaOEAY | BEaOEAY
< HEADEIBA Y OHREE > DYEE DHE DHE DEREE
A / N =
H’E’%EO gﬁw; 6 PY10 13~31 10~21 11~26 14~23
g“oujg (07”);0/ u“;i PY10 96.4~98.6 95.4~99.1 95.0~98.0 95.5~99.5
L~B. (o g -
Cos of)105 0;0; PY10 97.6 97.8 98.3 97.4
% 3
(/%ﬂﬁg:i;gr“ N) PY10 70.9 76.2 77.7 82.0
X RTBICKTOEHE (%)
OF 7 FEUALOD §E 75mglEE] @2 30C - 75%RH [, BHAL]
B H =EN RAFHI
<JiHs > 5 B A i 1% A 2 5 A 34 A
R n=10 PY10 HEOFIHAY | ABROEHAY | BAOFHRAY | AAOEHAY
< HEOEAY OHEE > DRRGE DRRFE DRRFE DRRFE
HA ‘ N =
H’E’%EO gﬁp\]; 6 PY10 13~31 9~17 10~24 9~14
vl
g“oujg (Z’g% u“;i PY10 96.4~98.6 97.2~98.7 94.2~97.3 95.9~99.6
4B (o P -
i‘;‘; éf)l% 0;}; PY10 97.6 99.2 99.4 100.3
% 3
(/%ﬁijgr N) PY10 70.9 54.4 52.1 51.1
X RTBICKTLEEE (%)
OF 7 0D #E 7omglEE] #Eadk it [D65 7 7 (1000Lx) , X% Asw]
B H =EN MROE A
<Kk > &5 A AA I 60 7 Lx-hr 120 7 Lx-hr
R n=10 PY10 HEOEFAY ERENRE YY) HEOERAY
< HEOEBA Y OHEE > DRGE DIREE DRGE
B i | 7l -
%%EO gﬁp\]; 6 PY10 13~31 16~29 13~27
g%jg (Z);Ly un;i PY10 96.4~98.6 98.5~100.5 97.4~100.1
4B (o P -
Zos éf)105 0;}; PY10 97.6 99.4 98.0
% B
( ”%ﬁ;:ﬁr N PY10 70.9 69.1 75.6

K FTREITHT2EAR (%)
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5. RRERVBBEORENE
PAROrA
6. fFl&EDEEELL (MEBLEMNELL)
YL
7. B
(1) BHBE
<+ 7 FEVLEE 25mg/50mg/75mgl EE | >
F 7 R EUIVEE 25mg/50mg/75mg [EE 1%, HARKFHERLERIZED N7 FE
UIEEDEHICHES LTS Z EDNHER I TN D,
(FRERIEIZ pH4.0 @ 0.05mol/L FEE - Bifit ) N U U LE/EK 900mL & Ay, /X KLEIC
XV, 50rpm TRERZ1T D)

Vs LS
TN R E R TR H R
25mg 15 4y 75%24
50mg 15 4y 75%24
75mg 30 4y 75%24

<77 FET L OD # 25mg/ 50mg/75mg/EE| >
F7 R YL OD $E 25mg/ 50mg/75mgEE | 1%, H ARG FERLARICED bt~
VLV ABENERESEDIE B ICHEA L TWA Z E AR SN TV 5,
(FABRIEIC pH4.0 @ 0.05mol/L FEfE - FElE T kU U AFEMET#K 900mL & VY, /X RLIEIC
£V, 50rpm TiHEEEZ1T D)

Ta A%
Bk S50 2 g
25mg 30 %y 75%24 L
50mg 30 4% 75%24 L
75mg 30 4y 75%24 L
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(2) BHEER>
<+ 7 FEVLEE T5mg/EE] >

B EIR S DAY FIRI SRR T A KT A L EO—ESIEIC OV T (CFRE 24 4£ 2 H 29 H

IAEA R 0229 5 10 &)

RER S
g ARG EHREE N RVE, RN Ty Mk
[RIHRE e OVGRBAWR « [Bl#i5/ N2 & Rk : 100rpm (pH1.2)

/X RViE - 5B0rpm (pH4.0, pH6.8, 7K) , 100rpm (pH4.0)

CHIE]

- pH1.2 (100rpm, [ElHE/ SRy MEY) TiX, HEHERFIO TR HZRD 60% K& O 85%
T & 70 % 2 RESIZIBW T, ARG OV =8 AR MERLAI 0O SR PR 3+ 15% O FAPHIZ & -
776

- pH4.0 (50rpm, /N F/AE) TiE, RERFIKOARGIT L HIT 15 53 EINIZ T 85%LL 1
A L7z,

- pH6.8 (50rpm, /X K/LIE) TIE, 360 /3123517 2 A 0 SRV HH S8 A HERLA 0 S v
=R = 9% DHIPHIZ & > 72,

- K (B0rpm, /X R/LIE) TiX, 360 43I2331) D ARG O F-EI VA SR TR AERLA] O P PR H =R
TI%DHEIPHIZ B> > 72,

- pH4.0 (100rpm, /X R/LiE) TlE, EERIFIR OARMIT & BT 15 557N 85% L |
WH LT,

$¢ BB pH1.2 1%, 7S KoVEE « 50rpm (2B W Ty BV O JEERIZHEREM AR O b=
728, AR R > RE - 100rpm (1 K DI HRER 2 £ L 7=,
Pl E, 77 FEUNEETEmg EE | O Z58h 2 FEVERLA] (BE4], 75mg) LI L7-f5%, &
TORBRIRIZIBNT B ERLOEMFHRZEERBR T A T4 ) OHEREIZHEAE L
7=,
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<+ 7 BT OD $ 75mg/EE] >
BREI T OB FHRI SRR T A R T A VSO IO\ T (B 24 422 A 29 H
HRAFRAIE 0229 45 10 =)

e S
EE - AAKRT  WHRBE N RVE, BRSNS T Y ME
[ElR A N OVRBR TR - [BldE N A 27~ R K : 100rpm (pH1.2)
/N RoViE - 50rpm (pH4.0, pH6.8, 7K) , 100rpm (pH4.0)

]

- pH1.2 (100rpm, [FIHE/XA %> MMEF) TIE, 2 B%kOfEIX 46 LLETH -T2,

- pH4.0 (50rpm, /N R/LiE) TlE, FEAERF O R 60% & UR85% T & 72 % 21K i
IZHRWT, AR O B HSRITHEERG O SRS 2R D £ 15% OFIHIZH - 72,

- pH6.8 (50rpm, /X R/LIE) TiE, 360 /312381 2 A 0 L7 HH S0 A E LA 0 S v
H == 9% DEEPFHIZ H > T2,

- K (50rpm, /X R/LE) TiX, 360 53131 2 A5 O -V HH S 1 TARAERLE 0 SR H R
9% DHIPHIZ & > 7=,

- pH4.0 (100rpm, /X R/L{E) TiE, EEERGHIOFEE D 60% & 85% L 725 2
RERUZ N T, A D2 H RIS E R O SRR 2R D £ 15% DI B - 72,

% RBRIK pH1.2 1%, /X K/VEE - B0rpm (2B W Ty LD EERICHEREY) 358D BT
723, AR/ N Ry R - 100rpm (2 K 5 U HERBR 2 520 L 7=,

ULk, 77 MY LODEETS M EE | OV 2 E) 2 ERLA] (DN AEESE, Thmg) & thilg
LR, 2 TORBIKIZE W T HBRERLOEMFEHREMERBR T A K742 OHE
U S LT,
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(7 H i)

AHE I (EE A rvkiE. B 100mm. R . pH1.2)
100

3 80
= 60
% 40
20
D i i n 3
0 30 60 90 120
e (43)

[ —— FTRPUILODIETEMEEE | —O— R |

SHEWEILGE. OER  S0rpm. HE . pH4.0)

() HEERY

U. L

B0
B (53)

0 30

20 120

| —— IR ODETSMEEE]  —C— R

SBIHHE (/) (KILE. B9 : 50rpm. M:E : pHE.8)
100 -
80
60 |
40}
20 t

0
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() JEERY

2 2 2
B0 120 180 240 360

B (53
[ —— IR UILODE TEMEEE]  —— R |

300

BHEm () FIE. BN S0mm. HEE X
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80 F
&0}
40
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() $IEEDY

o

(Y s

9

o r
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240 300 380

| —— # T LODEEme  EE]

—O— R

R TRIVE. B8N 100mm. BEE  pH4.0)
1

el

() HEED
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551 (53)

—p IR EVIODETIMAEE | s A
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(3) EEMNRLIRNEREFOEMENRSHESER®

<+ 7 FEVLEE 25mglEE] >
F 7 NEUVEE 26mglEE) 1T, & &E08 82580 ERMAO Ay RIEERBR T A R
A (PR 2442 H 29 B SEAEAR I 0229 4 10 =) | ([ZHSE, 77 FEYILEE 75mg
[EE) Z AR efiA & Uiz & &, WHIZEENI[RISE LfE S, EWFPICRISE & R7p ST,

RS
EE - AR WHRBE N RVE, BEASZT Y ME
[AlHRE N OVRBRIE - AR/ N2 5~ MK @ 100rpm (pH1.2)
/N RVik - 50rpm (pH4.0, pH6.8, 7K) , 100rpm (pH1.2)

CHIE]

- pH1.2 (100rpm, [EHR/NAA > MEY) TIE, AR OSFHE R KI60% & 085% &
725 2RERIZ IS T, A OO SRR S AT ME R DO SR R £ 10% DO HEiFHIZ & > 7o
F7o, BORHERER (1547) ICHBT DR DOME 2 OFEHFEIT, RO HEL15%0
HIHZHEZ 2 bOR12E P VELL T T, +25%D#FAZEZ D DN T-,

- pH4.0 (50rpm, /N R/L{E) Tlf, EERFIROARMMITE HI2 15 57 LINIC Y 85%LL
W U7z, E7R iR A (15 49) IS8T 2 ARO[ 2« O HHEIT, RO FHEHHE
T15%DFIFH A X 5 b D25 125 1ELLT T, £25%DHFIPHA B X 5 b DR T2,

- pH6.8 (50rpm, 7% F/L{E) TiE, 360 4312 H51) % A O 1 H =R 3 HE R oD SE AR
HERE6%DOHEPHICH - 7=, FTo, AR (360 43) (IR DARLOME 2 OEHHRIT
K DNVEHRDO 9% OHFIPHAE 2 2 b DA% 12 T 1{ELL T T, +15%DHi[H 28 %
5H DN hoTz,

- K (50rpm, /X R/LE) TiX, 360 53181 2 A5 O -V HH S 1 TARAERLA 0 SR H R
+6%DFIFICH 572, Fiz, MEILEREA (360 77) (2351 DA O 2 OF HEIIA G
DFEEH LD 9% DA A2 5 b DA 12 1{EHLL T T, £15%0%HAA 2 5 b
DY AYAY RN

- pH1.2 (100rpm, /3N F/ViE) T, EERFILK AT E HIT 15 LA 85%LL I
W U, F72 & HiE AL (15 49) 181 ARG O 2 OVEHERIE, AR5 OF-EuE S
T15%DFPHEZEZ D H DO 12HF 1FELLF T, 225%DHIPHEZE 2 5 DN oT,

$¢ 0 RBRIE pH1.2 1%, 73X KoViE - 50rpm (2B W Ty BV DJEEBICHEREM AR O bz
728, AR R4 RE - 100rpm (& K DI HERER 2 £ L 7=,

ULk, 77 FEULEE26mgl EE] OFR 28 2R ERA] (7 PP EET5mgEE]) &k
LA, 2 TORMFIZEBWT [EENE 28 0 E A O AW FH R R T A R
T4y OHERECHES LIZZ LD, EWPEIIICRE%E ST,
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(Tt ithAR)

HUS(ER T olE. BB 100pm. HEE : pH1.2) AU ORILE. EEER - S0pm. HEE | pH4.0)
100 100 =1
80 BO
E B0 ‘E 60
= .o
% 40 %
20 2o}
0 L s 0 L L . i
15 30 45 60 0 15 30 45 BO
B (53 E5RA (5
—— 7 LILERSmE [EE] —O— Wi —— T R el EE ) —O— RN
BESI(EILE, EES : 50mm. EWHE | pHE.8) BESBHUEILE. BEN  S0mpm. HRE %)
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B (53) BERE O
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<F 7 FEVIVEE 50mglEE] >

77 REUVEE 50mglEE) 1T, & &880 80 ERRMA O Ay RIEERBR T A R
A (PR 24452 H 29 B HAHEA I 0229 4 10 &) | ([ZHSE, 77 FEYILEE 75mg
(EE) Z AR e & Uiz & &, WWHIZEEN[RISE LfE S, AW FPICRSE & Rp ST,

e S
g AAERS  EHREE NIUVE, RN Ty Mk
(IR E K OVRBR TR : [BlHE N A 27~ R K : 100rpm (pH1.2)
X RV 50rpm (pH4.0, pH6.8, /K) , 100rpm (pH1.2)

CHIE]

- pH1.2 (100rpm, [EHE/NAA > MEY) TIE, AR OSFEHE R B3KI60% & 185% &
725 2RERIZ IS T, A OO SRR S AT ME R DO SR R £ 10% DO HEiFHIZ & > 7o
F7o, BORHERER (1547) ICHBT DR DOME 2 OFEHFEIT, RO HEL15%0
HFABZ L HONI2EFIEL T T, +25%D#FHEZ 2 5 H DN T,

- pH4.0 (50rpm, /N R/L{E) Tlf, EERFIROARMMITE HI2 15 57 LINIC Y 85%LL
W U7z, E7R iR A (15 49) IS8T 2 ARO[ 2« O HHEIT, RO FHEHHE
T15%DFIFH A X 5 b D25 125 1ELLT T, £25%DHFIPHA B X 5 b DR T2,

- pH6.8 (50rpm, 7% F/L{E) TiE, 360 4312 H51) % A O 1 H =R 3 HE R oD SE AR
HERE6%DOHEPHICH - 7=, FTo, AR (360 43) (IR DARLOME 2 OEHHRIT
KDV RDO 9% OHFIPHAE 2 2 b DA% 12 T 1 {ELL T T, = 15%DHi[H 28 %
5H DN hoT,

- K (50rpm, /X R/LE) TiX, 360 53181 2 A5 O -V HH S 1 TARAERLA 0 SR H R
+6%DFIFICH 572, Fiz, MEILEREA (360 77) (2351 DA O 2 OF HEIIA G
DFEEH LD 9% DA A2 5 b DA 12 1{EHLL T T, £15%0%HAA 2 5 b
DY AYAY RN

- pH1.2 (100rpm, /3N F/ViE) T, EERFILK AT E HIT 15 LA 85%LL I
W U, F72 & HiE AL (15 49) 181 ARG O 2 OVEHERIE, AR5 OF-EuE S
T15%DFPHEZEZ D H DO 12HF 1FELLF T, 225%DHIPHEZE 2 5 DN oT,

$¢ 0 RBRIE pH1.2 1%, 73X KoViE - 50rpm (2B W Ty BV DJEEBICHEREM AR O bz
728, AR R4 RE - 100rpm (& K DI HERER 2 £ L 7=,

ULk, 77 FEULEESOmg EE) OF HZEE) 2R ERA] (7 MO EET5mgEE]) &k
L7 fER, 2 TORMFIZBWT [EEN R 28 0 E A O AW F R R T A R
T4y OHERECHES LIZZ LD, EMPEIIICRE%E ST,
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(Tt ithAR)

AR (EE ClrykE. BEiEE D 100mm. B pH1.2)

SHERUIFILE. GRS S0mm. BE © pHA.0)
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<F7 hETILOD % 25mg/EE]| >

77 F 2L OD §E 256mgEE X, &80 57 2% A ET A 0 A1) 09[R S MR T A
K74y (CFRk 2442 H 29 B 3EAFER 0229 45 10 5) | [2HES%, 77 hEY/Lr 0D
FE TomgEE | Z A ERIF & U7z & &, BHZRENAS[ESE &HE S, EMPRICFRI%E & Bl &
i,

RS

EE - OAKRT  WHREE S RLE
ABrik - pH4.0

[EldR A5 N OVRBRTE - 50rpm (pHA4.0)

CHIE]

- pH4.0 (50rpm) Ti&, FEAERGHIOFLEER DK 60% K% T 85% & 722 2 2T,
AR i 0D SERA U SR A YRR O SER S MR D £ 10% DFPHIC b o 7=, F72, Bk el s
(15 77) ITB T DARMOME 2 DU I, AR OFEEE R E15% DOFFHZE 2 5 H DA
12 % 1 HELF T, £25%D#HABR D b DN T-,

YLk, 77 P L0DEE25mg l EE | D% 28 2 2 LA (-7 F £ /LODSETSmgEE])
E e L7ofE SR, RSV T 5 &N B 2 8 10 [E 8K 0 A W)= 0 R P8R 7
A RIA4 ) OHELBEICEHA L2 &G, AP & R S,

(7 H thAR)

100

(#) $EEH

0 5 10 15 20 25 30
B ()

—— FOREUIOOESMElEE] —O— R
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<+ 7 hETILOD % 50mg/EE| >

77 FEDL OD $E 50mglEEJ 1L, [H &3 572 2% 1 [E 84 D A4 70 [R) R 7 A
RZA4y PRk 2442 A 29 B 3EAFAR 0229 55 10 5) | 125, 77 hEY/Lr 0D
BE T5mgEE) Z 5 ERAI & U7z & &, BRI &HE S, EMFPrIcEsE & Al S
i,

BRI
EE - OAKRT WHREE S RLE
Abrik - pH4.0
[ElEAE K OVGRER R © 50rpm (pHA4.0)

CHIE]

- pH4.0 (50rpm) Ti&, AEAERAIOFLEER NI 60% K% T 85% & 7225 2 K BN\ T,
AR i 0D SEAA U HH R A YRR O SRS R D £ 10% DFPHIC b o 7=, F 72, ek Heilgeid s
(15 43) \ZB1F 2R OME 2 OFEHZEIT, RO FEEHEL15%OFAE B2 5 ON
12 fHH 1ELLF T, £25%D&PHEZBEZD DR T-,

Pl E, 77 F P L0DEESOmg EE | D% 28 2 4R LA (-7 F £ /LODSETSmgEE])
LG LT iE S, ERROSMICIWT [E &N 7e 2 8% 0 [ 8A 0 A4 -1 [R) S MR 77
A RT7A4 2] OHERBIES L2 00, AMFRICRHLE &7 Sz,

(7 i thAR)

100 +

() fEERE

0 5 10 15 20 25 30
B (53)
—a— IO DESImE | EE] —O— RN
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10.

11.

12.

13.

14.

. EMFERNFEE

BRI L

. BFIhOBERRLS OREBHBRE

SO AT EE R E 15

Rz IREL, AX ) —NEMATHRT D, HUICAY ) =V EMZTRIZOE
AR bVERES S L&, R 281~285nm M Uf 318~322nm (CIRIX DMK % 773,

AP DOEETDEEE
Wik o~ 757 4—
FRias © SN R

BEE - U Ok D UL, K, U Uik, XS —/VRIK

balfi

YL
BATHTREMDH LSRR
M EE R L

ABNRELGER - NENFHRLCERICET SR

A=A
ZDih
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V. ARICET HIEH
1. FEXIEHR
ATNERRIEAIE (2R 5 BEIR F
2. BERUVHEE
WE, WA T 7 hEYLE LT H 1A 26mg & V#5526, WRBE+0725E
iF 1~2 HMOREEZ BT 50~75mg (2 L, 1 B 1RBEREOKS5T D,
7%, JEWRICK D EEHRT 52, 1 AE&GEIL bmg £ TET 5,
3. EREKRTE
(1) BET—421\v45—o
M ERR L
(2) EBERME
M ERR L
(3) ERERFEIRAER
M EE R L
(4) BREMOHR
M ERR L
(5) BRI
1) BEALETHERGHER
M EE R L
2) HEEGEAER
M EE R L
3) REMERER
M ERR L
4) BE - REANHR
M EE R L
(6) AEIEER
1) ERARERE - FEERRERE (551
M ERR L
2) RBEH L LTEEFEOHNERIIENE L -REBROBE
YL

AE) - SUERFTHRERSR (TREERKRGER)
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VI. EEREICEET HIEHE

1. EBEZRNICEEHHILEMITLEHH
A LAY U, va Ry, UV, TIVUUERE, 7T R

2. EEEH

(1) R - ERBF"
T REDUET R U v a1 ZEEROBRBERIECTH 5, a1 ZAERRRER ICHHTT
B0, PRIEFETH D a1 ZAAERERIC X 2 IRiE BRI E D < YRR NS EH 23
IRBNCRIH S %,

(2) ENEEMITHEBRAAE
M ERR L

(3) {EMRBRRE - FinbkRE
M ERR L
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VI. EMEREICEEY 5IRE
1. IMAPREDOHER - BEE
(1) ARELEDGOPRE
U ERR L
(2) mEMPRESERRE
( TERARHER CHERR S AL IR EE ) DIES)
(3) BREREBRCHEIN-NHRE
<F 7 hEVNVEE 25mg/EE] > *

T 7 FEVVEE 25mg [EE] 13 5 &R 58 0 B RA O AW TR SRR T A K Z
Av) CERi 2442 H 29 B SARHT 0229 4 10 5) (S X, 77 FEYLEE 75mg
[EE] ZAFHERIH & U7 & &, IWHZEE S [EISE &OHE S, AEWFPC RIS & i Sz,

<F 7 b EPIVEE 50mgEE) > *

T 7 FEVVEE 50mg [EE] 1% 5 &R 58% 0 B RA O AW 7R EERR T A K Z
Ar) (CFpk 2442 A 29 B SRAHRAR 0229 % 10 5) 123X, 77 MEPILEE T5mg
[EE] ZAEHelis) b Uiz & X, iEHIZRED RS &OHE S, EWFEmICFsE & il s ivl,

<F 7 FEYVEE T5mg EE] >

B EIREL DT FEMERBR T A BT A VO —HUIEIZOWT (PR 24 42 J 29 H

HARATE 0229 5 10 =)

T 7 FEVLEE TomglEE) EAEERIKIZ, s a A4 — "—jEZ LD ENREN 18 (7 k
BV E LT 76mg) A BIEICHERE THER A& G L TR o7 e VRES
HIEL, SN mEEE T A —4% (AUC, Cmax) 22O\ T 90%1E 18 X ML THiE
FRMT 24T o T2 /55, 10g(0.8)~1og(1.25) DEIFHNTH 0, WA LW AR 2 D3 iR S 4L

771,
—o

IMHE RN AUC, Cmax FOD 8T A —2 (%, HBRE OBR, Rk OLREEEL - R

HORBENC Lo TR D TR D5,
R ST A — 5]

HENT A—H BENRT A —4
AUCt Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
F7 NEUILVEE
75mgEE 209.6+62.0 81.5+t43.1 0.8+£0.8 9.7+4.2
5 Y
(fﬁj;lf%fllljlg) 208.91+74.6 89.3+£58.2 0.7£0.4 8.9+2.9

31

(Mean=S.D., n=28)




(ng/mL)
100

L F+7 FEYILEET5mg EE

80
60 rig Mean +S.D. (n=28)

10 111

g S v S

20 f
0 & n =
0 : 2 4 6 8 12 24
e R (hr)

75megdE 1 SER 5SRO MBFFEDREHE

<F7 FEYL 0D $E 25mgEE] > ¥
77 UL OD 8 25mg TEE] 13 15 &3 572 2 1% 0 B 8AI 0 A4 771 [ S Bk 7 A
RIA4v) (CF2442 A 29 B SEAHERR 0229 % 10 5) [ZE3%, 77 b2 L 0D
¥€ 75mg [EE| ZARMERGI & L7 L &, BWHZBEN RS &HE S, EW7PrcAcg & Ak
e,
<F7 FEYL 0D §E 50mgEE] > %
77 RV OD 8 50mg TEE] 13 15 &3 872 2 1% 0 B 8A 0 A4 771 [R) S aBR 7 A
RIA4v) (CF2442 A 29 B SEAFRR 0229 % 10 5) [ZE3%, 77 b2 L 0D
§€ 75mg TEE| ZARWERGI & L7z & &, BWHZBEDESE &HE S, EWFPrcEcE & Ak
e,
<F7 FEYL 0D §E 75mgEE) >
B EI S DAY FHIRIEMRBR T A BT A L EO—ESIEIC OV T (CFRE 24 4£ 2 H 29 H
AR 0229 5 10 &)
77 RV 0D 8 75mg [EE| CEHERIFIZ, 7o 24— "—EIC LY EnEi 18 (F
7 hEVLE LT 75mg) RN BIEIZKS 0 R OUKe L CHER T HIEIR D85 L C i
HoFT7 FEVREAZRE L, 5o EYEE T A —% (AUC, Cmax) (22T 90%
EHE X WE IS THERHIIT 21T - 7255 58, 10g(0.8)~10og(1.25)DHEFAN TH ¥, MDA AY
[ S P 3 R S A=,
MEHFR AN N AUC, Cmax 0D /3T7 A —2 1%, #BRE OB, HRIERORIEE - K
HORBREMIZK TR D AREENRD 5,
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(MR RE) N T A —H ]

HIENT A—H BENRT A—H
AUCt Cmax Tmax t1/2
(ng-hr/mL) (ng/mL) (hr) (hr)
£ 0D 4
Kb 0 ‘T7;5n;%£T)% 312.3+147.3 | 138.4+67.5 0.5%0.1 7.843.7
3 YA 1 2
i (ngf%ﬁtg) 307.9+134.8 | 132.2+56.9 0.6+0.3 8.9+39
7 REUL 0D i
AL if7;ngﬂ;§23§% 270.8+104.7 | 81.7+37.2 1.0+0.6 8.2+2.9
a5 A )l %
e (Oggf%iig) 262.0+ 97.3 84.8+31.2 1.2+1.1 7.8+2.3
(Mean=*+S.D., n=28)
k& v $ 5] k72 L h:]
(ng/mL) (ng/mL)
200 100
s ) £ 75mg’ L L 7 VI %t Tomgl
y - £ Bl
77L B Mean=S.D. (n=28) %_ 60 11 Mean =S.D. (n=28)
H i

(4) HhEE
LB R R L
(5) BE - ftREDOEE

( TVl -7. ¥HESEH] OEER)

24
(hr)

R (hr)

(6) B&EHE (REaL—Yay) @BRICEYHBALEEMGERBEEDER

EE R L
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2. EMERERPNSA—4

(1) BHAE
MBI L

(2) RIGEEEH
AR L

(3) "AFTFRLAFEYT«
MBI L

(4) HEEREBH
MBI L

(6) VU753 VR
MR L

(6) HMER
MBI L

(7) WBREEHEE
MBI L

3. RN
AR L

4. 5

(1) mik-fkBEFE& M
MBI L

(2) mik-Ra8sREPT &AM
R L

(3) Ait~DBITH
AR L

(4) MBER~DOBITHE
MBI L

(5) ZDhOEB~DBITHE
AR L

5.

(1) KEEBLR UK HEHER
MBI L

(2) KBICEAET 5B% (CYP450 %) D4 FiE
MBI L

(3) MEEBNROEERVTDEIE

LR L

(4) REMOFHEOHERULE
BRI L

(5) FEMERBMOEERI/ S A —%
BRI L
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6. #ith

(1) HEittERr B V2R
MR L

(2) HEitt=
AR L

(3) HEithEREE
MR L

7. FSVRR—E—ICET BHIER
MR L

8. EMEFIZLIKREE
MR L
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VI. 22 (EALDOXES) ICBET 5IEH
1. BENBLTDOER
MR L
2. ERNELZTOER (RAEZZED)

(22 (ROBHFICEBELENIE) ]
AN D LI R LIBBUE OBEEIE D & 2 B

3. FEXFIMNRICEET HERLOIBLEEDER
PAROrA

4. AERUAEICEET 2ERALOIELETDER
YL

5. REREABTLTNDER

[ﬁEE%(&w?%t@ﬁEtE%#é &) ]

(1) IFmelEFEOH 2 8F EF AL, a2 2 %, f e e difR
ﬁ#ﬁ4%_%MLt&®ﬁ%#%éo]

(2) EEREBOGLBE [HARBRNR 2V, ]

(3) EELMOLEREDD S BE [HARBRNIRV, ]

(4) RAKRVEZRT 7= 5 HERMEZAETLEAZIRM LWL EHE [ HAEMEM] O
Z ]

6. EELEKRKIR L TNEHARVBRES X

(1) EIAMEBEmMEDHHONDZ LBHDHDT, KB LD MEZEITEET D2 L,
(2) BHOEGOWIIMEOCIERED, EZMEROEICESSHEY, LB bHF
NoHLONLZENHLHOT, BFER, BEREOEGRFEREZHSIEXIHETD
ACEEFEZEEADH L&,
(3) KA GG ICRERBEEORE IOV TRZZ1TY, BEAIDNRE S THDY
BIFMEZGICER L, MEETAA L & &1, ESTH IR 572 L)
IRALEZAT D 2 &

(4) FANZ X DWBRIRRFRE TR LS, MHEFRETH L Z LICHEL, AFlREIZ
WIFF9 2 RR DG DN WG E I T TR LS %®ﬁ@@@%%%@#é_ko
(5) (OD$EDH) AFNTHENTHREES 575, I®%ﬁﬂ%@&ﬂéﬂ6:km&w

7%, WEE 3K TERARATe K S FRES 5 Z &,
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7. HE%EHA

(1) tRERLZTDER
AL 2D

(2) BtREE L ZDER

BHREE (BHRICEET S L)

A4 % B AR - HF B 15 PR R IA
R B AR 25 B IR S 5 36 2 L% | AH B OVOF I ZE D B A 1 208
R EA HHOT, WET DR EER | EWICHARN/ERT %,
THI L&,
RRARCIRTS—ESHEBER OPHIC LY, JEEMERMDEN| 2 ST mEERENICL S
EHT HEH HobNDBTNND D, BEEEM 2 A 5720, RIS
VLT T 4 VT T TR, LOBEEEMZHEBET 26T
PNIVT T T 4 VIR KR S N5,

8. EI{EH

(1) BMEAHDOBE

ARHINZAE A BRAR A A 2 O BIE FA S B 03 A & 72 DA % 5205 L Tz u,

(2) EXGEMEREMBER EE 1)

1) FFH#BERESE, #|E : AST (GOT) , ALT (GPT) , v-GTP %D 5% £ 9 IFHknekE,
WP HHOND Z ENHLDOT, BIEELHHIITY, BENEO NG EICidEkS
ZHIEL, @URAEEZITO 2L,

2) &R, BHERE: WEETICHE —BEOEMRERERHLONDLZ ERHLHDOT, BlE
ATV, BESRD GNGEIIIREEFRIEL, WURLEEITO 2k,

(3) ZDihDEIER

BEEE R
B B OEY |2, BB, O, S
BT f;;@; %;ﬁ‘;ﬁgéb SbOE, W - HE, B0, IR, 5, L
B IR F (IR BB RME, B FTY, MR GUSMNHE, L5 HIEDE)
H e | BEARPE, TR, R, Pie, RS, TR, R, R
IF ik AST (GOT) , ALT (GPT) @ L&, LDH, Al-PD LEH
i} ® | R
iR i SRR MEMERE (IFIS) |, AtlE, ZEH
T O M| MEeRE, M, vRIE, PRIOCEE, R, IRRIE, HZ v, SPA, PhilEkEE
E) RELESEAIE, BEEPIETL DL,

(4) HEANEHERRBHERVERREERE—KE

LR L
(5) EWEB, AfHE BEERUTHOAREH RO FALTAE
LR L
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(6) EM7 LILF—IcHT H5FBRUVHABE

1) BR  AFN ORI LIBBEUEOBERE DO H 5 BEITITR G LN &,
2) EOMOBIMER : HMEUE (ZIALEE, 2, € OFERK, SM2) HREIALEEIE,
BG2PIETD T L,

9. BlREADRE

mE CIHMEAE (BI21X 12.56mg/ %) No&G AT 2L, BEOREBELEIZEL
RBRBEEICRETL 2L, [FANE, F& U TUFE» SRS 23, Sl CTIar
RENME T LTS Z 0w, PRlANEIEL, muilfiRENEHET 28T dH
%o ]

10. 48R, =R BIABRE~O#HE
AR L

1. MNREADEE
N RLRRER L

12. BRREBRICRITTEE
R L

13. BE®RS
R L

14. BRALOIE

(1) ZEHIZZ{FEE : PTP GO KNI PTP > — M bRV H L TIRHT 2 L 2822 &,
(PTP & — FORERKIZ KLY, BEWGIATES R IREA~HIA L, BIIXZRFL A 2 U CHE
AR EDOEEREIEL DT L2 Z EnWEINTWD, )

(2) (ODé&EDA) RAE:

1) AANTE O BICOEHER 2 2H S5 TS S5 L, REBEREROAZ TIRHAETH D,
f7z, KTIRHT2ZE&HTED,

2) AFNIEZEEORETIE, KR LTRASERN &,

15. EDHDEE

(1) FEULEY (77 Y v U HEERE) T RO OMOBIRZE, & O O o Bk
DIMEREEDH 5 @mIMEEE T, BB REETHRNA LN EORERH D,

(2) a1 BEWIEZRAT UTLEEICRARBRO S 2 BEIZBNT, o ERERICK D 5
Z B IDH TP BRI TAEMERE (Intraoperative Floppy Iris Syndrome) 23&% & i1
HEOWMENH D,

(3) IR (v U A) IZHBWT, 300mgke/H (EEARER KM EDK 200 %) % 2 RN
B U358, MCIHIRIESORAEME NSRS LABICHM L L ORERD
5, £, vURAICFEMEL 77 BEROESG LR, M§7 07 7 F 23t REEC
HLUERALEEEORENRD D,
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16. £t

(B EDEE]
Ja BT TRAFT D2 L AANTHC RV EBT L LD D, BELLELOIIEH LN
Z &
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X. FERBRARICET HHE
1. REHR
(1) EHEEHAR (V. EHEXEICETHHEE] 1)

(2) BIRRFEERHER
AR L

(3) REMRBEHAER
LR L

(4) TOHOIEEFER
AR L

2. EMHR

(1) EEEEsEER
LR L

(2) REBREEMHEER
LR L

(3) EERLEEMER
AN Y AP

(4) TOMOBEHKREY
LR L
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X. EENBRRICET HHEE
1. BRHERES

7 b EPIVEE 25mgEE]
F7 M VLEE 50mgEE]
7 b EPIVEE T5mgEE] WL ZE SRS (R — ERE O
+ 7 hE YL 0D §E 25mgEE| WHFZIZEVERT 22 L)

F7 b OD §E 50mgEE
F7 b OD §E 75mgEE ]

s | F7revn S L7

Al

2. EDHMXIEERLIR
SN LT SRR OE IR T 52 L, (34 ZEMERBRRE RIS )
3. Itk - REEH
R
4. FEFEJZONLEDEESR
(1) EBTOMYFRLNLEOBERIZCONT
( THHIXS ) OEBH)
(2) FFIRMAFBFOMBFBWNIIONT (BEFICBETREWESRES)
<FTvoLEy : F
( TVl Zeatt (R EoEES) (CET2HE] 220
(3) RFAFOBERIZONT

AR 2B
5. RBEZHSE

A L7an
6. A%

W74 PTP 1k NTaldE
+7 hEVLEE 25mgEE] 100 8 100 §
F7 b E P IVEE 50mgEE] 100 £E —
F7 FEYLEE 75mgEE) 100 i —
F7 FE L 0D §E 25mgEE) 100 5 100 5
F7 FEYL 0D 8 50mgEE] 100 §E 100 5
F7 FEYL 0D 8t 75mgEE) 100 §E 100 5

7. BROME

<F 7 FETILVEE 25mg/50mg/T5mgEE], 77 2L OD $& 25mg/50mg/75mglEE| >
PTP @k . RVH{kr =V 7 - RUEE=AVEET VL, TIALI=TLHE
NTEEE B F LU, R 7Ly y v/
8. RE—m - FRE
[W—pmsy : 7 U /S AEE 25mg/50mg/75mg, 7 VU /3 OD $& 25mg/50mg/75mg
9. EREEEAR
A
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10.

11.

12.

13.

14.

SERFTRRBEABRUVEEES

g SLEARRAEH A KB
77 FEYLEE 25mgEE| 201542 H 16 H 22700AMX00399000
77 FE Y LEE 50mgEE] 201542 H 16 H 22700AMX00400000
77 FEYLEE T5mgEE| 201542 H 16 H 22700AMX00401000
77 2L 0D $E 25mgEE | 201542 H 16 H 22700AMX00402000
77 2L 0D $#E 50mgEE| 201542 H 16 H 22700AMX00403000
77 2L 0D 8 75mgEE| 201542 H 16 H 22700AMX00404000

EMELNBEAB

Hx 524

A AEAEERAE A

77 FEPVEE 25mg EE]

201546 H 19 H

F7 M VLEE 50mgEE]

20156 H 19 H

F7 M VILEE TomgEE|

201546 H 19 H

F7 FEUL OD $E 256mg [EE)

201546 H 19 H

F7 ML OD $E 50mg [EE)

20156 H 19 H

F7 RV OD 8 75mg [EE)

201546 H 19 H

HRERITBREM, RZERVAREEEMFOEABRUEZONR

L7

BEEHRE BiEGERARFABRVEOAR

ML
BEEHM
GAS BT
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15.

16.

17.

BEERBERRICET 51688
AHNE, BIEIZRI T DHIRITED STV 70,
£Ea—F
4, SRAM FE B L7 HOT (9 #71)
o pEdgMh o — BHo—F a— K
. 2590009F1012
g r : '
. 2590009F2019
g r : ’ g
F7 bV EE 50mgEE] (I = — 1) 622428701 124287402
. 2590009F3015
v LEE [ N . .
FT7 FEVLEE T5mgEE (I = — F) 622428801 124288102
. 2590009F6014
| 5E [ ; . R
F7 FE L 0D §E 25mgEE (I = — F) 622428901 124289802
. 2590009F4011
|2 5 r : .
F7 b OD §E 50mgEE (G = — F) 622429001 124290402
. 2590009F5018
|2 5 r : .
F7 b 0D & 75mgEE (I = — 1) 622429101 124291102

RGBT LDIE
ARANTZ N OB FEEIRL TH 5,
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. X
. BIRAXHE

1) =/ Ay RSt &R (RErERBR)

2) =Xy RS HNER (EHEER @ 82 75mg, OD §E 75mg)

3) = Ay RERAEHE FENERE (Y 7RIS MERER : #E 25mg/50mg, OD #& 25mg/50mg)
4) FHHtdoE AR EmE  C-3643, K)IIFIE (2016)

5) =Xy RSt HNER (W FRESEMRER  §E 75mg, OD §E 75mg)

. EDHMDSE

L

. EESNETORTRR

L

. BB HBRERZIRTER

L
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XI. {##E
1. A%l - REZBICHE L CEREKRHMZIT S ICHT=> TOSEER
AIEDIERICEET 5FE
ARIEIIAREZ T TOARWREICET 3 ERAE TN 5,
R EERHEL L TORVAAELEENTEY, S ETHLERMENTVERBRIETH LI
TR AFEL LTH/RL TS,
ERAEEE DN EREA 2G5 ETOSBIEFRTHY, MTEORGZRT HOTIER,
(1) 98
VR ORTEHERER

+ 2 FED)ILEE 25mg TEE)

Tt >4

EMEA 40°C, 30C -
FREOHRTHY, F&l

@ Ky 40C [HOL, XEAEA]

75%RH K& T 120 77 Lx-hr OPRAFSRMATHRET L7CRER, MRIR
ITHENTH o7,

ZXERTE F =RV PRATHH]
<Kk > E5 BE A 1A 2 %A 3% H
PR n=1 PX10 H O H 0K EREXRYHF S ERERPYFS
a8 (%) * n=1
95010500~ | PX10 98.4 98.3 99.4 98.9
(Z2EE)
JOSE (%) n=1l PX10 3.6 3.6 3.6 3.6
X BREICHTIHIEEER (%)
® i 30°C - 75%RH [, BHK]
ZXERTE F =RV PRATHH]
<Kk > E5 BE A 1A 2 %A 3% H
PR n=1 PX10 H O H O R EREXRYHF S ERERPY TS
8 (%) * n=1
C95.0~105.0%~ | PX10 98.4 96.9 97.8 97.6
(Z2EE)
JOSE (%) n=1l PX10 3.6 5.0 5.3 5.6
X EREBICHTIEER (%)
@ K BEtE 120 5 Lx-hr [D65 Y& (8 1000Lx) , XA ]
=RERTE H =RV LS
<Kk > G BE A 60 75 Lx-hr 120 75 Lx-hr
PR n=1 PX10 H DR HEDO R HEDK R
8 (%) * n=1
= 95.0~105.0% | PX10 98.4 98.8 98.1
(Z2EH)
JOSE (o) ne1 | PX10 3.6 3.6 3.5

X FREICHTIEER (%)
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+7 FES)L4R T5mg EE)

By D22 EME A 40°C, 30°C « T5%RH KN 120 /5 Lix-hr OIRIESAE TS LIRSS, Mk
THEABOBMETHY, GEITHENTH -7,
@ i 40°C Y, KB
ZXERTE F =RV PRATHH]
<Kk > &5 BE A 1A 2 %A 3% H
PRI n=1 PX10 | HAGOKEK | BHAGROKHK | HAGOKEK | HEAGOHKE
8 (%) * n=1
95.0~105.0%> PX10 97.4 98.2 98.1 98.5
(ZE1H)
Ko (%) n=1 PX10 3.4 3.3 3.3 3.4
X FBREICKTAEREER (%)
@ K 30°C - T5%RH [, BAKK]
ZXERTE F =RV PRATHH]
<Kk > E5 BE A 1A 2 %A 3% H
PR n=1 PX10 HAGADOH R =AY SN A AOBH R HEABOH R
a8 (%) * n=1
= 95.0~105.0%> PX10 97.4 96.9 96.3 97.2
(ZE1H)
KO (%) n=1 PX10 3.4 4.8 5.0 5.1
X FBREICKTAEREER (%)
@ K BEtE 120 5 Lx-hr [D65 Y& (8 1000Lx) , XA E]
=RERTE H =V LS
< HiI# > &R R AL IR 60 77 Lx-hr 120 77 Lx-hr
PR n=1 PX10 =AY SN A AOBH R HEABOH R
8 (%) * n=1
=~ 95.0~105.0%> | PX10 97.4 98.3 96.8
(ZE1H)
KO (%) ne1 PX10 3.4 3.4 3.3

M RTRRICHT D AHE (%)
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+ 2 FE)L 0D & 25mg[EE]
EMEE 40°C, 30°C - 75%RH &1 120 77 Lx-hr OIR{FESAECTHiEH L - f5 5,
GEIIHKBNTH -7,

Bt %

TREADOKHRTHY,

® iy 40C [HDE, XU
K

ZXERTE F = PRATHH]
<Kk > &5 BE A 1A 2 %A 3% H
PR n=1 PY10 H O H O EREXRYAF S H O
i (%) % n=1
95.0~105.0%> PY10 98.8 99.4 99.0 99.4
(ZE1H)
Ko (%) n=1 PY10 4.1 4.0 4.1 4.2
X FBREICKTAEREER (%)
@ K 30°C - T5%RH [, BAKK]
ZXERTE F =RV PRATHH]
<Kk > E5 BE A 1A 2 %A 3% H
PR n=1 PY10 H DR H O R EREXRYHF S H O
a8 (%) * n=1
= 95.0~105.0%> PY10 98.8 98.6 97.9 98.8
(ZE1H)
KO (%) n=1 PY10 4.1 4.8 5.1 5.1
X FBREICKTAEREER (%)
@ K BEtE 120 5 Lx-hr [D65 Y& (8 1000Lx) , XA E]
B H EEAN IR
< HiI# > &R R AL IR 60 77 Lx-hr 120 77 Lx-hr
PR n=1 PY10 H O HE DR HEDK R
G (%) ¥ n=1
~95.0~105.0%> | PY10 98.8 98.9 97.8
(ZE1H)
KO (%) ne1 PY10 4.1 3.9 3.9

M RTRRICHT D AHE (%)
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+ 2 FE)L OD & 75mgEE]
EMEE 40°C, 30°C - 75%RH &1 120 77 Lx-hr OIR{FESAECTHiEH L - f5 5,
GEIIHKBNTH -7,

Bt %

TREADOKHRTHY,

® iy 40C [HDE, XU
K

ZXERTE F = PRATHH]
<Kk > &5 BE A 1A 2 %A 3% H
PR n=1 PY10 H O H O EREXRYAF S H O
i (%) % n=1
95.0~105.0%> PY10 98.5 99.6 98.6 99.0
(ZE1H)
Ko (%) n=1 PY10 4.0 4.0 4.1 4.2
X FBREICKTAEREER (%)
@ K 30°C - T5%RH [, BAKK]
ZXERTE F =RV PRATHH]
<Kk > E5 BE A 1A 2 %A 3% H
PR n=1 PY10 H DR H O R EREXRYHF S H O
a8 (%) * n=1
= 95.0~105.0%> PY10 98.5 97.4 97.9 98.1
(ZE1H)
KO (%) n=1 PY10 4.0 4.6 5.1 5.1
X FBREICKTAEREER (%)
@ K BEtE 120 5 Lx-hr [D65 Y& (8 1000Lx) , XA E]
B H EEAN IR
< HiI# > &R R AL IR 60 77 Lx-hr 120 77 Lx-hr
PR n=1 PY10 H O HE DR HEDK R
G (%) ¥ n=1
~95.0~105.0%> | PY10 98.5 98.1 97.7
(ZE1H)
KO (%) ne1 PY10 4.0 4.0 3.8

M RTRRICHT D AHE (%)
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(2) FlR - BAMRUBRERSF1—JDEBMN
+ 2 FE)LEE 25mg TEE)
1) HREAE
[ B R v ek B
T A AR —DE R N R EREIRY, K 1EE2T 4 AR —NIZANTER F &
REL, #55CHOIEE 20mL ZW\ W E->7-, T 4 AP —|2#H % LT 5 ME%, 7+
AR —F T 15 EEMEE L, BERBEORNAZBZE L, BORBRENZRD 0
A, I b oMiE%, REEOBIEZITV, RERE ORI ZHZE LT,
R OERE T IR AR EERRE N RO SR WA, IR 1 EZ0a L, B HE TR
BV THRIRZAHE L, FEROBRIELZITY, MERRE ORI 28I LT,
BERE eyl
RETR DN S T2T 4 A — 2B TF 2 — 712856 L, 9 2~3mL/F O CrEA L7,
F a2 —TIIENFFE AL S 345D 2 ZAKEIZ L, HEAMEZ DK 30ecm FOmE SIZHEE L
7o BB AETEABRICHEEDFEKEZEAL TCTF2a—THERS L X, Fa—7HNITEGEDN
A oA imEEtECESR L E L,

AERENE H : 2015/02/19
7y hEE : PX10

2) HEBRER

R R BT
TTRETEE e i - R L7 6.5Fr.F = —— % 8 LI~
256mg [EE]

AR, THIREE REHRG N R7y 27 (K CiE)) J L THEMLE L,

+ 27 FEILEE 50mg TEE)
1) REBRAE
[ AR EE R iR ]
TAANY—DERA N A EHEETY, MK 1HEZT AR —RNIZANTE R h %
RL, #55CHIRYE 20mL ZW\ W\ iio7-, 7 4 AR —I2&F% LT 5 ik, 7+«
AR —FFT 15 (FERMEE L, RESREOWRRABIZ LT-, RO RBENRD bR
BaiE, BT 5 o E%, FEROBEZITV, RS ORI 2 8ls2 LT,
LREOEMETI D 72 AR 80 L2 WIEAIE, BRI LEEZSDE L, LS 3Tk
WM TRIRZIEE L, FEROBRIEZITV, FRBERE ORI EZBIZE LT,
[ 3R ]
BRBIE DN S T2F 4 AR — 2 fREF 2 — 71T L, K 2~3mL/F O E THEA LT,
F a2 — VIR AR BRI 83 0D 2 Z/KFEIZ L, HEAUE Z O 30em _EOE SIZFEE L
7o MBI ZIEABIHBEDOFKETEAL TFa—THEES & X, F 2 —TRITEEYN
P DAL T AU EIE IR L & LT,

BRI A - 2015/02/19
2 v &5 PX10

2) HREBHE

B AR BRI
TTRETVEE e i s - R L7 6.5Fr. 5 = — 7 % i L=
50mg [EE]

AR, THIREE REREG N R7y 7 (K CiEo) J ICHECTHEMLUE L,
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-2 FEDILEE Tomg TEE)
1) REBAE
[ A i sl
T A AR —DER N EREIRY, K 1EE2T 4 AP —NIZANTER F ok
RL, 55 CHOIRY 20mL W\ \H~7-, T 4 AR Y —12F % LT 5 oMiu&E®, 7«
AR —FFT 15 (FEMIE L, BREREBEORNABIE LT, O BRAENZRD R0
BratX, W 5 ofiE®R, FEROBIEZITV, BRBREORN B LT,
EREDOBAETI S R AR RO IR WAL, IR 1l E20a L, b AT
BN CTRIRZIE L, FEEOBIEZITV, BB ORI ZBIE LT,
[ PR
BRRIR D NS T2T 4 AR — 5 RE T 2 — 728k L, K9 2~3mL/ B O E CIEA LTz,
F a2 —TIIENFEAIRD HH 355D 2 2K L, HEAMZZ DK 30cm FOE SIZHEE L
7o BRBIKATEANBICHBEOHAKEZIEAL TF 2a—THEIES L X, Fa2—7NIEEDD
PO LT uEmiErEicER L s L,

AEREE H - 2015/02/19
7y &5 PX10

2) HEBRER
A S R R TEIE MR
t"\“‘ 1/”’“ . N NN
77 PV 5 77 LANICHRE - ik L7-, 6.5Fr.F o — 7 A L,
75mg [EE |

AR, THIREE &GN R7y 27 () CiE)) J L THEMLE L,

+2 FEDILOD & 25mg TEE]
1) HERAE
[ A e R 5]
TAARY—DER N EEREID, RIK 1 EE2T 4 ARV —HNIZANTEAR h &
RL, #55CHIEE 20mL ZW W E~>7-, T 4 AP —I12&E %A LT 5 oiilk@Ek, 74
AR Y —H FT 15 [EEREE L, RBISEORNZBIZZ L-, BORBRENZD L
BEX, I 5 oMER, FREEOBIEEZITV, REBEEREORN B LT,
RO BE TS 7R REBRE SR D2 WAL, BRI 1EE2oa L, EobAETEKAE
BN TRIKRZIEEL, FEROBIEZITY, RREERE ORI 28152 LTz,
[t kR ]
BRETR D NS T-TF 4 AR —ZRETF 2 — 71285 U, 9 2~3mL/B O E TIEA L=,
F a2 —TVIENFFE AR HHK 350D 2 /K2 L, HEAUEZF DK 30em g SIZHEE L
7o RBIE A TEANRICHEDOHAKEEALTTF 2a—THNEIES L X, Fa—7NITEFDN
R bz EE L E L,

BRI A : 2015/02/19
2y &5 PY10

2) HEBRER
PEREE BRI
TTRETODEE | ez - i LT 6.5 0 F = — 7 4 @il L7~
25mg EE]

AR, THIREE REREG N R7y 7 (K CiEo) J ICHECTHEMLUE L,
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+2 FESIL 0D & 50mg TEE]
1) REBAE
[ A i sl
T A AR —DER N EREIRY, K 1EE2T 4 AP —NIZANTER F ok
RL, 55 CHOIRY 20mL W\ \H~7-, T 4 AR Y —12F % LT 5 oMiu&E®, 7«
AR —FFT 15 (FEMIE L, BREREBEORNABIE LT, O BRAENZRD R0
BratX, W 5 ofiE®R, FEROBIEZITV, BRBREORN B LT,
EREDOBAETI S R AR RO IR WAL, IR 1l E20a L, b AT
BN CTRIRZIE L, FEEOBIEZITV, BB ORI ZBIE LT,
[ PR
BRRIR D NS T2T 4 AR — 5 RE T 2 — 728k L, K9 2~3mL/ B O E CIEA LTz,
F a2 —TIIENFEAIRD HH 355D 2 2K L, HEAMZZ DK 30cm FOE SIZHEE L
7o BRBIKATEANBICHBEDOHAKEZIEAL TF 2a—THEIES L X, Fa2—7NIEEDD
PO LT uEmiErEicER L s L,

AEREE H - 2015/02/19
7y EE : PY10

2) HEBRER
A S R R TEIE MR
[ b . s
F7 hEPILOD 5 77 LANICHRE - ik L7-, 6.5Fr.F o — 7 A L,
50mg EE]

AR, THIREE &GN R7y 27 () CiE)) J L THEMLE L,

+2 EDILOD & 75mg TEE]
1) HERAE
[ A e R 5]
TAARY—DER N EEREID, RIK 1 EE2T 4 ARV —HNIZANTEAR h &
RL, #55CHIEE 20mL ZW W E~>7-, T 4 AP —I12&E %A LT 5 oiilk@Ek, 74
AR Y —H FT 15 [EEREE L, RBISEORNZBIZZ L-, BORBRENZD L
BEX, I 5 oMER, FREEOBIEEZITV, REBEEREORN B LT,
RO BE TS 7R REBRE SR D2 WAL, BRI 1EE2oa L, EobAETEKAE
BN TRIKRZIEEL, FEROBIEZITY, RREERE ORI 28152 LTz,
[t kR ]
BRETR D NS T-TF 4 AR —ZRETF 2 — 71285 U, 9 2~3mL/B O E TIEA L=,
F a2 —TVIENFFE AR HHK 350D 2 /K2 L, HEAUEZF DK 30em g SIZHEE L
7o RBIE A TEANRICHEDOHAKEEALTTF 2a—THNEIES L X, Fa—7NITEFDN
R bz EE L E L,

BRI A : 2015/02/19
2y &5 PY10

2) HEBRER
PEREE BRI
TTRETVODEE | ez s - i LT 6.5 0 F = — 7 4 @il L7~
75mg [EE]

AR, THIREE REREG N R7y 7 (K CiEo) J ICHECTHEMLUE L,
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2. FTOMHDOREEEN
L
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