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e UK. 75rpm, 30 %5, 70%LLE) RN BN
EwEiE GRFE. %) 100.0 98.9
W (kp) (REEICTOBMS AR E DO EHE) 13.5 12.6
) RRBRVE R OSBRI 13 30k 32 i B 0 05 1 B UM
QEREIZHT IREN
RESEH - 25°C. T5%RH, #r (BT 7 AR) | Bk
REREHE (B P AR BH A6 RF 3 n Atk
PR (AEOERAD O7 4 v bha—F ¢ v T EE) i ]|
WHE UK, 7rpm, 30 43, 70%LL ) HiFE N MR
ERE GRFE. %) 100.0 98.6
i (kp)  (RAITOBUSKEE DD B EH) 13.5 8.3

1) FRBRIE B O RS A 3R S iRy oD 5 ik e OME




Iv. WANCEE4 5 H

QHrIzHT HREM
BRESHE - LS (8000Lux) . 25°C. 60%RH,

Ty —Ll, Bk

AEBRIEH (Hitk) & AR BH AR F 60 & Lux - hr #% | 120 5 Lux * hr #
PR . . .
(HBOFFEAD DT L ha—F 42 74 6 8 8
wHME UK, 75rpm. 30 43, 70%LL F) BN HIkEN BN
e Lk (e o 97.0
Rk GEFE. %) 100.0 100.6 B (-96.0*
A (kp)
(ABUHIC O RRE D 1- 1 B ) 10.4 8.3 8.2
VE) BB ORISR FE RS 0 71 e OVl
% : Hk (95.0~105.0%)
(AP EIRDREMRRER
DEBEEHEIZBIT2REENE
RIFEH : 25°C. 60%RH, ., MadfRee (FF ZEBAL)
AERIE B FABR PR MR 2 A [ 1% H% 3% A%
A3 ENTH O AR [=EE) [=EE) H EFE)
. % N.D. 0.03 0.03 0.03
HWIERER EBEWE. %) %ﬂjﬂg
BE 0.03 0.09 0.06 0.09
TR BHEE. %) 100 99.0 99.0 99.7

N.D. : B ERFERT

OENEHIZBITIREN
BREFEEHE - StHRE (3000Lux) .

25°C, 60%RH, #EEERiE (¥ — LB

RERTH H IR B AR RF 60 77 Lux - hr % |120 Jj Lux - hr %
43N O£ 98 oS WA o
] n N.D. 0.28 0.44
HRER CERME. %) e
Wi 0.03 0.36 0.55
ERE GREER. %) 100 98.8 95.9

N.D. : B ERFERT

<7LBYE i 10mg (DSEP] >
(1) hnREAER

1A%

BEMRE | PTP/IE o —ad : PTP (RUHkE =L, 7L . Er— (FTAILE7 4 L L8R
JxFLry, TAIHE, RIFLrsLrr2r—1h) | #f5

RESHE | 40C. 75%RH

HERIER PESR, MERRRBR, WAL (BEY-MERR) | EmrE. EEE

BIEREE | SABRBAARE, 1 AR, 3w AR, 6 » A%




Iv. WANCEE4 5 H

2)f e
PTP/EO—&3E
MBI (5 AR | 1 A% 35 A% 6 5 A%
ek O%1) i i i i
HerBotih (SEAMTTRIOCE R ) (%) i i i i
BUH N (B R MR
L 15,090 T B B BN A
WM UK. 75rpm. 4545, 70%54E] e B B HUR
Lot1l 100.0 99.5 99.0 99.1
T (95.0~105.0%) Lot2 99.5 100.0 99.1 99.3
Lot3 100.3 100.2 99.7 100.1

CABOEBAY DT 4N AaA—TF 4 TEETH D,
%2 1 E 235~239nm K ) 358~362nm T ITIZ I DR K % 779,

Q)RIIRFHAR

1)A&

RERE | PTP/'e—a3E  PTP (KU =/, TAIHE) . Ea— (FALILEBT7 1 L8R
VoFLr, TAIHE, RVFLosrraLl—1) | #5E

REEH 25°C. 60%RH
AERIER Mok, MERREER, A M (FEW MR | mHM. TEiE
I E B HA ﬁ%%%ﬁ\Gwﬂ%\mwﬂ%\%wﬂ%\%wﬂﬁ

2R
PTP/IEO—ait
RERIHE  (HKS) AERBHIANF | 6 v Atk | 12 0 A% | 24 » A% | 36 » A%
PR %1 i i 1 1 i
TeRBARBR (BRI TR SEEERIEYR) (B%2) T i
BRI (GBS
CHIERE 15.0%20 ) BURE BRI
WM UK. 75rpm. 45 43, T0%LLE) HIFEN HIFEN RN HIESN I
Lotl 99.8 100.1 99.4 99.5 99.6
Tt (95.0~105.0%) Lot2 99.2 98.9 98.8 99.1 98.5
Lot3 100.4 98.8 99.5 99.1 99.6

CABOEBAY DT 4N ATaA—TF 4 TEETH D,
X2 R 235~239nm M Of 358~362nm (ZWIN DR K %7~

3)HER
A& a2 O 72 RIR TR (25°C. 60%RH, 36 » A) OfEF., 7 A8 Y E U8 10mg DSEP) X
BEOMHRE FICBWT 3HEMLZETHDL I LEPMERINT,



Iv. WANCEE4 5 H

QBBETLERETOREMERR
OREIHT HREMN

RESEMH  40C, L, [ERER BET T AH)
HERTEE  (Hik) TR B AR R 6 » Ak
PR (BROEFRRAY OT 4V ha—F 1 2 7] 361 3]
WHPE UK, 75rpm. 4545, T0%LL 1) AN HiIk A
EEE GREER %) 100.0 98.6
HEE (kp) (REHITOBRRKRE DT DB E(H) 13.2 11.9
QEREIZNT ILEM
RESEHE - 25°C. T5%RH, Y (BT T AM) . Bk
HERTEE  (Hik%) FRBR B AR R 6 » A%
PR (BROEFRAY OT 4V ha—F ¢ 2 7] 361 3]
WHPE UK, 75rpm. 4545, T0%LL 1) AN Hik A
EEE GREER %) 100.0 99.3
T (kp) ORBUAICTOBMARZE D= OB EH) 13.2 8.7
QI T HREM
BESEMHE - LS (8000Lux) . 25°C. 60%RH. v —1. Bk
AERIEE (%) SRR B A 60 5 Lux - hr #% | 120 /5 Lux * hr %
PR . . .
(EHEDERAY D 4 L ba—T o 5] B 5 5
WHPE UK, 75rpm. 4545, T0%LL 1) HiIk A AN AN
ERE GREER, %) 100.0 99.4 98.8
R (kp)
(ABUHIC O R E D 1 1 B ) 13.2 10.8 105

(AP BR DR EEHER
OREICHT HREN

REEH - 25°C. 60%RH, M (BT 7 AHR) . Bk
BRIAE H B BR LA e 1% H%
o Egg;;gbn—74/7f*f%b i L
TwiE FEEE, %) 100 100.4

QKI=H T 2REMN

25°C, 60%RH, v v—1L BHkk

REFESEHE : LA (3000Lux) .
ABRIE H AR B I iy 60 & Lux * hr % 120 & Lux * hr %
HEOZ 4 vha—7 [HEDOT7 4 bha—T 4 | HEADT 4 v La—T
PR 4 TEETHY, BB | rETHY., SEmET | s ETHY .,
=R WA ek
TeiE FEEE, %) 100 98.5 97.6




V. RANCBIT DIHH

7. REERVBREDOREN

AR OANA

8. hF & DESELL (MEILFHEIL)

HEE R L

9. BFHME?

(1)iB RS
<7LBTEEE25mg - i 5mg [DSEP] >
HERAE -
e eSS BB
2‘?/7?% : L R N s Juran e 4
PRI Tk Eif v BLE A [GYaES
2.5mg 7K (900mL) 7N RVIE 75rpm 30 7 75% VL E
5mg 7Kk (900mL) /X Rk 75rpm 45 43 70%LL E

X7 LU ELT

R

7 hu P 2.5mg [DSEP) KONT A P8 5mg [DSEP) I B ASE R HAMESR LB =5 [7
L DR OVERIESE ] OEHME b IED ST An VU U RUVERESE DRI ICES LTV D
ZERFER I TV D,

<7LBIEVEE 10mg DSEP] >

HERAE
o B S TR H R
%ﬂ_“% : L R N e Jura e
AR ik ELEe R B R AR
10mg 7k (900mL) ARWIZES 75rpm 45 4y 70%LL F

X7 LaaYErELT

#HR -

7 Lu Y e EE 10mg [DSEP)

WERE SNTEEHERICES LTV D Z ERHRENT WD,




Iv. WANCEE4 5 H

QBHEBICHITIE% M
1) 7LBATEEE2.5mg IDSEP]
(R EIS DAY FRIREERBR T A FZ 421 CER134E5 A 31 B E3EIE 786 =) [THEV,
B A T L7z,

WO B | PARRY eBRE mHaRE (O3 RViE)

OB |l E ) 12y er

s AERIUA (7 21 8 2.56mg [DSEP) )
FEAERLA] (/) LR R 7 BE 2.5mg)

sy

A OB’ 900mL

e

BRI DR 37+0.5C

= | R

ROBR pH1.2 | FAHE I I HBUBR S 11K

pH5.0 | # 7= Mcllvaine DFEEK

pH6.8 | HAHE)H 5 HAERE 2 %

7K A A AR AE TR L 7= KB K

[l #5 %% | 50rpm (pH1.2, pH5.0. pH6.8. /K). 100rpm (pH6.8)

foE B M| TREERLOEYANRERBRT A T4 ) (PR 1345 H 31 A [EIEFEFES 786
i) DHELEHECHE S,

R

T RTCOBEHRBREMICBNT BB ERLOAEYFHRSEERBR T A T4 (B 1345 H 31 H E
IREFE 786 ) OHIEILMEITHA T D Z ENMER S, 7 Ar U EVEE 2.5mg [DSEP) b iE#ERIAl (/v
NA T EE2.5mg) OWHZEENIFRZECTH D &HE SN,

EHBHEICE T HHERR

i R (%) Ja—
WAL | W[ TanovgE | oaszsiE | % | o i i
(93) | 2.5mg DSEP] 2.5mg Gt ffD)
BRI D
pH1.2 | 15 99.5 91.7 — SR =85% XL | i
SRR ZEN £15%
10 75.8 67.0 8.8
pH5.0 S(Ei]
50rpm 30 90.9 87.7 3.2
H6.8 5 47.8 37.0 10.8 R RN £15% -
PHD: 90 86.8 86.7 0.1 iE f2=45
5 42.3 38.1 4.2
7K i
60 93.7 86.7 7.0
BRI D
100rpm| pH6.8 | 15 99.5 93.1 — R R =85% XL | i
SRR ZEN £15%




. RANCBId B IEH

pH1.2/50rpm

100

75

R 50
(%)

25

—— 7 L1 T EE2.5mg [DSEP]

—m=0m=- ) LR BE2 5mg

BB
pH5.0/50rpm

100

7%+

! —e— 7 Am U $E2.5mg [DSEP)

===O==- /LA 7 §E2.5mg

pH6.8/50rpm

100

75
%
H
50
(%)

25

10
REfH (min)

—— 7 L1 T U EE2.5mg [DSEP)

-==0-=- / JL/NRA 7 §E2 Bbmg

20 30
FfH (min)

% r

% 50 |
(%)

—— 7 Lu Y E §E2.5mg [DSEP)

25
-==0-=- J JLNA T E2.5mg

pH6.8/100rpm

100

30 60
R§fH (min)

% r

90 0 15 30 45 60
E“ff FEﬁ (mln)

....... ORI 85% T A v

o B

10 15
FEfE (min)

1 ARRBROEEEHRICRIT A HEAEE GREBREA . 7 A0 U E U8 2.56mg [DSEP))

ElERE | RBRIE | FEERLA o SRR R ) S
50rpm | pH1.2 | FEHERIKIA 15 SyLAN | BRBRUANT 15 0 LANIC Y 85% UL FIsHT 5, XL, 15 ek
WYY 85% LA BV | W T, BRERELA D S VA HE SR (AR HE BRI D SRR VA HE R+ 15% O HiBH
AL ke W“H b,
pH5.0 | FEYERIAIAS 15~30 47 | AFHERIAIDELIEE D 60% K U 85 % UL D 2 7¢ 2 FEAIZI W
28 85% LA By | T, sRBRELA] o IR H SR I SAE HERIA] O IR R &= 15% O#iPAIC
T 555 bb, T2 B DOMEIL45 L ETH S,
pH6.8 | FEUERIFIZN 30 Sy LN | AEUERLA) O SFEIER =R DY 40% K TN 85% T i 2 7 2 B iz
28 85% LA Byt | T, sRBRELA] o IR H SR IAE HERIA] O IR R &= 15% O#iPAIC
" B, BEINHER | D, I R2BKOMIL45 L ETH D,
RERILAINIZ Y 85%
WET AGE
100rpm | pH6.8 | FEHERIAAS 15 Sy LA | BEBREANT 15 S LANIC ) 85% LI HIRET 5, i, 15 i
WY 85% LA BV | W T, BRIEBRELA D S VA HE SR (AR HE LA D SRR VA HE R = 15% O HiH
AL ie) W“H 5,

% o ARVERURI O W HICAREZR T 7 IR 72 L




Iv. WANCEE4 5 H

2) 7LOYE S 5mg IDSEP]
(%R EIGLOEYZFHRIEMERBR T A R7 42 CER 1345 A 31 A EIHEFEFRE 786 5) IZHEV,
Bk % I hE L7,

WO 5B | PAERRY eBRiE mHaRE (O3 RLiE)

OB | E ) 12y er

1% AERAA] (7 0P 8 5mg [DSEP) )
HEAERLE] () LS R 7 BE Bmg)

sy

OB’ 900mL

BRI DR 37+0.5C

R | W | B

ROBR pH1.2 | FAHE I HBEBRS 11K

pH5.0 | # 7= Mcllvaine DFEEK

pH6.8 | HAHE)H 5 A HAERE 2

7K A A AR AR TR L 7= /KB K

[l #5 %% | 50rpm (pH1.2, pH5.0. pH6.8. /K). 100rpm (pH6.8)

fHoE B M| TREERLOLEWANRERBRT A T () (PR 1345 H 31 B [EIEFEIES 786
W) DHELEHECHE S,

R

TRTCOBEHRBREMHICB N T HBEERLOEYZE SRR T A FT7 4 (Fk 1345 A 31 H E
FRIEIEHE 786 i5) DY EILMEIHEETH I LRI, 7oA P U8 bmeg DSEP] & EAERIA (/4R
A7 bmg) DOEHZEINIRETH D & fHE I,

EHBAEEICEITHHERR

HRHR TR HE (%) J—
RER G B | oo o | o sz sk 35 @% HE H U ) E
(%3) | 5mg [DSEP] 5mg (st i)
e )
pH12 | 15 95.8 88.0 - SRR =85% X% | T
EEIRFRZEN £15%
5 47.7 59.7 12.0 i
pH5.0 16
50rpm 30 86.0 84.2 1.8
H6.8 10 62.6 35.6 27.0 16 R R ZEN £15% -
PS80 875 84.1 3.4 it 2245
. . 4.7
" 5 36.2 40.9 &
180 93.9 86.9 7.0
REREA D
100rpm| pH6.8 | 15 97.5 97.0 - TR R =85% X | i
IR AN £15%




. BAINCZRId A TEH

B HEhER
pH1.2/50rpm pH5.0/50rpm
100 100
5L R== B
v L N G~
H H
=50 =50
(%) (%)
’ —— 7 A1 V¥ b5 mg [DSEP) % | —e— 7 hn Yt fitbmg [DSEP)
—emQm== J JLSZ Y kEBmg ===0==- /L3R §EBmg
0 ‘ 0
0 10 15 0 20 30
7 (min) ifH] (min)
pH6.8/50rpm 7K /50rpm
100 100 | . °
..... O--=-=="""""7"
75 Y AP S o ?
i i
Hy ty
%60 f R 50 ¢
(%) (%) o
NS —— 7 L1 EEEmg [DSEP)
25 —— 7 L VY EEbmg [DSEP) 25 L
-==0-=-- /LR RA 7 §EBmg mmm0mms SRR fEbmg
0 0
0 120 180 0 60 120 180
i (min) 5 (min)
(f2=46)
pH6.8/100rpm
100 .
/2 C VR 85% T A v
A o IO AW
) T — () ISR £2 B
25
===0=== / JL/XA 7 §Ebmg

10
FEfH (min)

M1 ARBRO VLA RICH T HHEEE GREBREE . 7 A0 Vv 6 5bmg [DSEP))

Bl | RBRIR | AR O SRR ) v
50rpm | pH1.2 | ZEHERIFIS 15 /3L | SRBRELANL 15 23 LANIC V) 85% L, BT 5, XX, 15 ik
() 85% L0 BEAM | W T, BRBRIRLA 00 S s AT HE R 00 SR R £ 15 % D
TH5E WD,
pH5.0 | FEIERAIA 30 /3 LA | ARHERLAI DSBS A 40% K O 85 % UL D@ 2 72 2 FFAUIZ I\
pH6.8 2 85% LA By | T, sRBRELAI o IR H SR I SAE HERIA o0 R R £ 15% O#iPAIC
TP, BHESNZR R | HD, T2 BHEOMEIZ 45U ETH D,
A | i T 85%
WET AGE
100rpm | pH6.8 | FEHERIAAS 15 Sy LA | BBREANIT 15 S LANIC Y 85% LA HIRET 5, i, 15 i
() 85% L0 BEAM | W T, BRIBRIRLA 00 S A s AT HE R 00 SR R 2 15 % D
T 555 ZHh 5,

*  ARVERGRI OFE HIC AR 7 7 IR 72 L



Iv. WANCEE4 5 H

3) 7LBYE U 10mg TDSEP)

G BN 70 5 8% 0 B RH O A =2 R R T A KT A V)
1124004 &) 1ZHEVy, WHIRBRZ N L 7=,

PRk 18 4F 11 H 24 H FEABRERE

HEREE
ROB 5 | BARIERES —EBRE BHEBRE (O3 RLk)
OB E | 12xvEL
1% & | REBREA (7 L0 8 10mg [DSEP) )
fEYERLA] (7 L0 P8 8E bmg [DSEP) )
A OB O & | 900mL
BRI DI | 37£0.5C
BB W | pH1.2 | BASKRHIAHREBRE 1)
pH5.0 | # 7= Mcllvaine DFEEK
pH6.8 | A AR 7 Hs BB 2 ik
K H AR ZE 5 5 R K
[l #5 %% | 50rpm (pH1.2, pH5.0. pH6.8. /K). 100rpm (pH5.0)
foE KW TEERERLLIROEERAOAEYFHIREERBRT A N7 1) (P 184F 11 A 24 H
HAFAIE 1124004 5) OYELLYEITHE D,
R

FTARTOBEHRBRSEMITIWT TE B2 58 0 BERRA O LA FREERBR T A KA )

11 A 24 A FEAEFEERE 1124004 75) OHEEEICEAT D Z & D HER
DSEP] LHE#EfIA] (7 v U8 bmg [DSEP] ) 3EMRMICRZETH D & AR ENT,

EHBRHECEITHHERR

(FRk 18

SR, 7AuTE L EE 10mg

R R (%) "
REAIE | MM [ 7 anvvoge [ Tanvesge | f“f?? HELES
(3) | 10mg DSEP) | 5mg [DSEP) | (st .
BRI D
pH1.2 | 15 87.2 90.6 — IES R = 85% XU | Ji
EHIRIHFEEN £10%
5 44.0 46.2 2.2 TR ZRER 10% |
pH5.0 1
50rpm 120 89.2 85.2 4.0 X% f2=50
5 42.7 44.4 1.7 TR SR E R 8% | .
pHES o 87.6 83.7 3.9 U f2= 55 16
K 10 58.5 57.3 1.2 SR REN +10% -
30 86.2 87.3 1.1 X% f2=50
RER LA D
100rpm| pH5.0 | 15 102.2 102.6 — R R =85% XL | i
IR FEEN £10%




RANCBIT DIEH

BB
pH1.2/50rpm pH5.0/50rpm
100 100 ¢
________ )
75t BT
[ s
i i
%50 R 50 ¢
(%) (%)
2 —— 7 51 U U E10mg [DSEP) 5 | —e— 7 Lu Y fE10mg DSEP)
---0--- 7 LYt EE5mg [DSEP) ===0-=- 7 Au VL EE5mg [DSEP)
0 : ; : 0
0 5 10 15 0 30 60 90 120
FEfH (min) FEfH (min)
pf{6.8/50r1)n1 ﬂ(/50rprﬂ
100 r ]00 L
T 75 T g
e s ==
Hi H
# 50 50 ¢
(%) (%)
95 —— 7 511 U 5E10mg [DSEP) . —— 7 L1 VU $E10mg [DSEP)
-=-0--- 7 A1 V¥ L Ei5mg [DSEP) -==0--- 7 A1 V¥ U 5E5mg [DSEP)
) o 0 ‘ ‘ ‘
0

90 180
W] (min)

270

pH5.0/100rpm

100

7
IIJ_IJ
% 50 f
(%)

25

—— 7 L1 U U FE10mg [DSEP)

-==0--- 7 A Tt E5mg [DSEP

360

0 5 10 15
5 (min)

0 10 20 30
F#fH (min)

=R 85% 7 A~

) E FEHE D@ A HPE

O




Iv. WANCEE4 5 H

ERERFATOEADBRHEIZE THHERR

giﬁ““ Yk NRIE=> 4

%ﬁ I8l 2 DY i e
B - 1654 IR 1 87.2%  CEBHEHE+15% : 72.2~102.2%)

H1.2/ o 1 2 4 1 11 12 .
p o 3 5 6 7 8 9 0 -
50rpm I

fg%f 89.5 | 90.9 | 86.3 | 97.6 | 94.2 | 86.0 | 94.2 | 83.0 | 73.2 | 81.3 | 82.9 | 87.1
R HEBE I A 1 120 4y AR £ 89.2%  (CEBIEHEE15% : 74.2~104.2%)

H5.0/ . 1 2 3 4 5 6 7 8 9 10 11 12 .
20 G -

PR Nt

i%) 819 | 81.1 | 96.8 | 91.1 | 91.9 | 93.9 | 90.6 | 89.1 | 96.5 | 80.1 | 86.5 | 90.3
IHELLECHE S - 360 20 EHINAHER 1 87.6%  (CEWEHEL12% : 75.6~99.6%)

He6.8/ . 1 2 3 4 5 6 7 8 9 10 11 12 .
b %% i
50rpm L

{/i%f 86.8 | 90.4 | 87.1 | 79.0 | 88.1 | 95.2 | 84.5 | 84.9 | 88.4 | 90.6 | 86.1 | 89.7
B LSRG AT - 30 4y PHIIAHIER 1 86.2% (A FEE15% : 71.2~101.2%)

K/ o 1 2 4 1 11 12 .
50J< o 3 5 6 7 8 9 0 -

Rl IS

/KEO/) 85.8 | 86.1 | 90.4 | 87.6 | 75.0 | 96.8 | 92.0 | 89.1 | 80.3 | 77.8 | 84.0 | 89.9
(o]
B - 1654 IR 0 102.2% CEWBEHE+15% 1 87.2~117.2%)
pH5.0/ ”‘w’% 1 2 3 4 5 6 7 8 9 10 11 12 .
E1Exe Ji
100rpm R
fg%f 102.4 | 100.7 | 101.2 | 103.4 | 99.7 | 97.9 [102.7|102.3|103.1|105.0|102.6|105.0
1 AFHBROEEEHRICBIT A HELE (7 AT E L 10mg [DSEP))
mlfinge | RBRE | AERERFIOSERIR R ) Ha e
50rpm | pH1.2 | FEXERGAIZS 16 LI | RBRIUAIDY 16 53 ANIZ R 85% LA L¥EH T 22, XL 15 i
I 85% LA BRI T 25 | B 2 BERELA| O IR H SR DMEAERLA O SE A HER =10% O
= WS 5,
pH5.0 HUE S 7= RBREERT 2 W\ CHEHERIF O SERIR B R DY 85% LA |k
LD b & EAERIF O SR E RN 40% K N 85% T & 72D
W72 2 BRAICIRW T, RREBRIUA] 0O IR H SR ) HE L) 00 3
PR 10% OFHIZH D5, iE £2 BEofEix 50 LLET
FEAERIKIAY 30 LA | &5,
pH6.8 | FHI85%LL LEEM Lewy | M S 7= slBams I 3 W\ THE R O SEEVE HISE A 50% 8L F
e 85%IZE LR\ b & EHERIRINHE SN BRI IZB T 5
SEHRHER D 1/2 ORI ER 2R 3730 Y 2 RE AR R OYHE &
TR BV T REREUA 0 S P SR DS R HERLA 00 S
TEHE 8% OHMBICH D0, XiT 2 B OMN 55 LETH
}_:)O
7K FEAERIAFN DS 15~30 432 | AEYERA| ORI RS 60% K N 85%FHT DY & 705 2 K
WH)85% LA LRI T D5 | ATV T, RERIUHF O IR MR OEHERIA O A H R+
= 10% DEPFHIZH B>, XIT 2 FEOEIZ 50 UL ETh 5,
100rpm | pH5.0 | FRHERFI 156 43 AT | RREBRILAIZS 15 43 LINIZ ) 85% LA RIS 57>, XU 156 431
I 85% LA BRI T 25 | B 2 BERELA| O IR SR D ME AERLA O SE A R =10% O
& WHIZH S,




V. RANCBIT DIHH

X2 ARBROM A OWH=RICHIT S HERERE (7422 10mg [DSEP) )
A | BB | IEERLR O TR AR I TE S UE
50rpm | pH1.2 | HEAERA O FHEH | RBREAOTEHR T 15% ORALEZ 5 b 023 12 EH 1 {ELL
LN 85%LL FIZHET | TTC. £25%D#EHAMZ 5 DA,
PH5.0 | - o x
pH6.8 | fEHERIA O SEEPE | RERA O FEEEHE L 12% OFPAZ B2 2 H O 12 fHF 1 ELL
LN B0%LL FIZEL | TT. £20%0HHAEZHEZ 56 DA,
85%IZEE LR & &
K HEAERHF OB EH | RBRRFIO VPR RE15% OB EB L 5 b oo 12 fH4 1 ELL
100rpm | pH5.0 M 85%LL HIZiET | FT. £25%0&MEMBZ D L ORI,
L

10.5%% - %

()EBNRBELGRS - BF. NENFRLERS -

PR
(2ya %
(7 v V8¢ 2.5mg [DSEP) )
(PTP) 100 &£ (10 %X 10)
(7 L P v 8 5bmg [DSEP) )
(PTP) 100 & (10 #& X< 10)
(7 2v VB8 10mg [DSEP) )

(PTP) 100 #& (10 #&Xx10)
QB)FREE
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4)BHEOHME
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P T P :ARUE(E=L TNLIHE
e — ZETALLE (R F L,

8 2 5 K

M ARIRME S0 5 HHE
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1. EEXIEHR
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BRIDE

2. MEEXFIHRICEAET HFE

SMRERIIHRICEET HFE
AANIWRFEHDPIRIR TH D720, BERIBRZ ET 5 N L EPRIEICITNRBIFTE v,

3. AERUVHE
(WERERUVHAEDER
(#€ 2.5mg. % 5mg)
« I ESE
WHL RACIFT Ae P L LT 25~bmg & 1 H 1EIEOEE 5, Zeds, MERICH Ul a2 23,
RT3 72561 ilHlEl%@ifiiTé EBTE D,
WH. 6 LA Eo/NRICIE, 7oA E LT 25mg & 1 H 1 ERAOKRET S, 2B, Fin, KE, ER
X0 E TS,

- BeLMiE
WH ., RACIET AP e LT mg & 1 B 1 EEOEREGT 5, Ak, RIS Ul e 5,
(& 10mg)
« T I
BWE L RANZIZT e YL LT 25~bmg & 1 H 1 EIROKRET 2, Zeds, JEIRICS U EHERET 2 23,
R4 72355121E 1 H 1B 10mg £ THET 22 LN TE 5,
-ﬁmf
WE, KAZIET AT L LThmg & 1 H LEROKRET 5, k. ERIS CEEHEET 5,
QFZERUVAZDHRERLE - 1B
MR L

4. RERUVHAEICEET 5 EE

7THAZERUVEEICEET 5FE
(&t 2.5mg. fE 5mg)
6 Ll EDO/NEA~OFEIZEE LTI, 1 H bmg #8272\ 2 &,

5. BRPRRUIE
(MEERT—2 v ir—o
MR L
(2)RG PR ZE AL BR
MR L
B HERIGIERAER
U ERR L
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(4)WREERI R BR
1) BMERIERER
(&I EE)
17.1.2 BN MK ER
7Am/t/eurwg%1ﬁlﬁ8 A M 5% 2, IUEInE 2 140mmHg LA 127~ B3 305

Bz “REIC

ST, TARYE L E LT 10mg XiE 5mg % 1 A 1 (7] 8 38
JEDR—=AT A b OELEOFEYEIL, 10mg £ T 13.7mmHg X F, 5mg #£ T 7.0mmHg @
'f‘EE‘FVCj%) D ﬁ'ﬁﬁifﬁ — TP Lu+E’j ﬁ:&fcﬁ?éﬁ)ﬁ %ﬂf\_

A G- L7e & & UL i

W R AR A B 5 2 G TeRIVE A O R BLR 1T, bmg B Tl 83.9% (6/154 #11) 12, 10mg £ TiX 9.9% (15/151
B) ICEB SN, EARE (10mg) B 5-RECEEN EVEE TRH 5, 10mg BET 3.3% Th -
723, [11.2 8]
E5IT, MERBR L LTEML-ESH SRR T2 L LT 10mg 2 1 H 1 E5HEE L T 52
WG U2B, IENEDR—R2 T A b OF{LEOFHEIX, 15.6mmHg O F&2/RL
=4,
2) REMHER
MR L
(5)EFE - WEARER
BAEN-TE0/a8
(6):a R E
1) Em&%ﬁﬁ(—%Emm%ﬁE\ﬁiﬁmmﬁﬁﬁxﬁmm%mﬂﬁﬁ)~§EWﬁ&?—9&—x%
. WERFTRERAZBRONS
*é%ﬂﬁb
2) ABEEFHELLTEBFEOHNEBXITERL-AE - RBROME
MR L
(7)Z Dt
(E I EHE)
17.1.1 ENERER R ER
ASHE IﬁzmmlFF KT 5 “EEREERR A ZOEARRICISWT, 7T A OFHERED &
ni=v 8, i, mﬁi%%5%mff’ﬁbfﬁ8OW6@M%ﬁD@ﬁ%@%mb\ﬁﬁmmE
JEICH L CHOHEAMERRD i 9
CRIDVE)

17.1.3 EINERREAER
POlEIZRT T DA% ( T Lk, H

17.3 ZDfh

17.3.1 ERBICRIFTEHE
B PRSP % G OF3 D AHE
DIEHNZIX 7.5mg £ THI&E) % 128

TR

1 L FEE R 43 1T

ARG LT b REREHIC
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1. EEPMICEESHHILEYMRITILEYEE
1,4-Ve v Yok Cafipidk (=7 vy, =NV TUEUE)

EE  BEOH DAV ORRESUTRF T, OB HRLEZRT L L,

2. B
(WIEREML - 1ERRF

18.1 1R
AN D BEENARAFNE D Vo T BT ¥ VIR RINICHES L. MlN~D CazDiit A& S5
Zlc kY, M SCARR M O & iR S Wb,
TN LMEFHEROREBUIERTH Y . FilITh b, £z, DIHIEMITT <. MEERMENR
BTN 5 1817

(QEME R 1T 5 HERAKE

18.2 [ E1ER
FHEEMNEREET LV (BIERRBIET v b BESILEA X) (I2BW T, BEFE TME FRO%
BADSERIR CERFHERFH A RN ERBO N TR Y | i 5 CHMHMEDORBL L7222 L RFRD b
NQAV RN

18.3 BMEIZfE S DMERE~DIER
B Dahl 7 v MZT7 Aw P a2 10 BE ki 59 5 2 L2 k0 | InEsICrE S fE B
K OWGHEEIROAIKILE,. 7 4 7V A MR D H S vz,
f 2 B FIE R 7~ MZT v P v 3mglkg/ H it 5925 2 L1 X0 | JE B o] kO
TE IR DFBO DTz, T2, ODAFOBHEL, BoOMIEIEEIRIE, SRERILEMRACE, JRHIE ZE6E % DR
FEOFA P BT S iz 19 20

18.4 HulkiDViE /E R
7 v MOIRIZI W T, R/ FRER R O DA RGEER 2T/ R, 7 A n U B EEE TR
FEIC LA~ TODINE /) o[B8 2MEHE S 4, MR Ca2r BN if S vz, MikN ATP &4 OV V7T
F U UEEEORRE GIEE S, DHREFEHD R S 7,
Fo2 M EREFA H DI B W T, £ dp/dt R OVESIUHEDIE I T L, DB R
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VIl. EYEREICET 5EHE

1. P REOHD
(1aEREEMGILPRE
Al v 2N
QEERFABR TR SN -OPRE
NEERE
16.1.1 HEKZE
BERERRA 20 BlIC T L P B & LT 10mg % B G L 72RO MAE i D Tmax  (FRAE) |
Cmax, AUCo1ast XD t1e 1X, 4240 8.0 BffHl, 5.84ng/mL, 278ng * hr/mL & O 35.1 Kff] TH
0. SMEA L g LSRR, Rk CThH o729
2)RE®RE
16.1.2 REHRS
TERERR A 6 5] CE¥4EN 83.5 5%) IC7 AP L LC25mg % 1 H 1/H 14 AMKERES L7z
GaoOMiEh T o U RET, &5 6~8 HZLICEFIRBIZE L, IR OFERITRD i)
STz, BEES-H (14 HH) @ Cmax & AUCo~24ne IXZ1E 40 3.5ng/mL } O 61.8ng * hr/mL
THY ., MEEGE (1.4ng/mL &1 19.3ng « hr/mL) OF 3FTH-7-, &EPIEE, MR
FEIZMiR L, #5015 A HIZIX 0.24ng/mL &7~ 72 24

3)EMFHIEF R ER

<7LODEUEE25mg. 5mg DSEP) >
(R EI L DAY FHIREERBR AT A FZ7 41 CEL 1345 A 31 H EHEFHRE 786 5) ICHEL

T, /WS8R Z §E 2.5mg, bmg ZAEYERUEI L U 72 A0 i [R) SR 4 920 L 72,
7 Au e 2.6mg, bmg [DSEP) & /W RRAJEE 2.5mg, bmg &, 7 u AL —"—ikIck Y EFNE
NW1gE (TLuYErE LT, ZRTN 2.5mg, 5mg) EREHR AT 1IHER BRI OB G U CifLig h R 2
{EARREZRIE L, B o yEhfe 7 2 —% (AUC, Cmax) (2D CHEFHIENT 21T o 7o/ SR, mi&l o
W FR RIS DS HERR ST 25,

S EE O I E D ZED 90%1E FE X [
KB RE T A — X 7 AP U bE 2.5mg [DSEP) 7 hn Y ke 5mg [DSEP)
(A - 2 LN 7 BE 2.5mg) (FEHERIK] © ) LN R 7 BE Bmg)
AUCo-144 1og(0.9285)~10g(1.0164) 1og(0.9650)~10g(1.0932)
Cmax log(0.9126)~1og(1.0082) log(0.9840)~1log(1.1240)
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i) 7LATEEE2.5mg TDSEP]
MFFT Lw 28 XV ER R OHER

(ng/mL)
I —o— 7 A1 Y Y 5¢25ng DSEP
L5 ¢ —O0— J VN 7 §E 25ng
I mean+SD, n=19
ik
i
i
3
EFX
P54 KR (hr)
HMENRE X T A — X
AUCo-144 Cmax Tmax tue
" (ng-hr/mL) (ng/mL) (hr) (hr)
TLAuIr
64.24+12.77 1.48+0.24 7.7£1.9 43.91+8.2
%€ 2.5mg [DSEP] 19
JIVINA T
- 19 67.45+17.10 1.55+0.25 7.6X1.9 41.8+6.7
#E 2.5mg

(mean=*SD)

i) 7LOYPE 8 5mg TDSEP)
MEF T Lu P X LR R DR

(ng/mL)
5 i -
M —8— 7 A1 Y ¥ Vi 5ng[ DSEP
4l —O0— JWNA Y §ESng

mean *=SD, n=20

ETETTE




7 Aa Y5 10mg [DSEP) (X, [&HE7
1124004 =) |

(PR 1845 11 H 24 H  SEAREIRE
L< . AWEICRIE L RS- 2,

IRMERGR L LT L x|

B 3%

IZHSE, TAu Y 8E bmg [DSEP) %

. ERpEhReIC B A IaH
HMENRE X T A — X
AUCo-144 Cmax Tmax tie
n (ng*hr/mL) (ng/mL) (hr) (hr)
TLAuIr
+ + + +
% 5mg [DSEP| 20 159.01*=63.16 3.67*£1.36 7.3£1.3 38.4+8.3
JIVINA T
20 151.75+52.03 3.39+0.97 72120 40.1+9.8
$E 5mg
(mean=®=SD)
MIFHHEEW N AUC, Cmax D/ /NT A —Z %, #5RF OFIN, Mg ORI a - % ORBRSE
HZ L > TR DFEEMLRH 5,
NHEEDELLHEFIBOEMFHREFHE
16.8 Dt
ENR RN EREAO LY ZNREERBR T A KT 4

(3)hEHE
MU ER e L

QBE-HREDOFE

NBEDOFE

16.2.1 BEOEE
@%WA:TAHVHV&Lf%g%7m1%~ﬂ~%:
wu?f?)%z"bﬁ‘ TLAraTr ORI

Foa

T DI ETE

ENRTRA—HICHESE
”‘éﬁ“%ﬂﬂ:%z%ﬂé 26)

Y ZERER ST RIS HIELRE O b L

USRS Y7 T

QBFRAEDEE

MIL7 AHE(ER ) OHES M

. RYEERI/NS A -4

(MR A%
AR L

(2)R U 23K FE TE 3K
mAERe L

(3T FE TE £ 25)

RERABFEEKRS (185)

7 LY EE 2.5mg

7 Anv Y e BE bmg

7 Av Y E B 10mg

HoIVTFI R
MR L

BB

EE R L

DSEP] DSEP] DSEP]
Kel (hr?) 0.0163%+0.0031 (n=19) 0.0187+0.0036 (n=20) YR L
(mean=SD)
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(6)% DAt
ZEER e L

3. BEE (KEal—vay) @i
()BT A5
s Rk L
(2085 A— 5 EHER
AR L

4. % U
M ER e L

5 9% f

(1) % — A BA P @ @ 14
MR L

(2)If % — FRRREAFT @B 1
MR L

QR)ET~DBITH
MR L
<%%E> L6.6)IRELIF OHEZZR

@R~ DBITH
ZEERR L

(5)Z Dt DRI~ DFITHE
ZEERR L

(6)MFEAMBESE

16.3.1 MFFEAKEESE
b MIEEREA L OFEAEFIT97.1% TH D 16,

6. £
()R BHER L R UM BHE RS
MR L
QRBIZBIET ZBRCYP £)DHFiE. HE5E
1048 E e

AR ORHINTILFE & L CTEMAEHEEE CYP3A4 3B L TND B2 6TV D,

VIL7.¥EER] OHEZZR
@G)FEEAMNEDHEERUVZDEE

MM ERR L
AHRFBMOEHEOEERVEEL., FELE
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7.8

16.5.1 FRAPHEM

BIRTH -1z, TOMIZ 9 FEDRFWHFED HiLiz 27
BB, INOLRFMWITT 20 A2 Lo SEBERITERD b TR 2D

fEFER A 6 HlicT7 2m P & LT 2.5mg Xt bmg ZHERR D&KL LI-5HA.
ELTHREES D EIA IS <, W TR OB ERIZE VL T R PR AR 35 51% 24 B
FTICRGEDK) 3%, 144 K E TICKI 8% Th o7, £722.5mg % 1 H 1[0 14 H fj#fEs 5
L7=56 R HEIE R ITHE 5546 6 A B TIRIZEFIREBIZEL, 6 A HLKEO 1 A 4720 ORE
e R R IE 6.3~7.4% T~ 72 20~ 27
fEEERR A 2 il UCHZRE T Lu P 15mg & AR O #G L7284,
FERED 59.3% 1T IRH, 23.4% 1T PICHRME S, B 55 72 REETE TORTHERGED 9% AR E

SEANT—5)

PR RAALIR

#h 12 HHE TSRS

8. FIVARR—E—ICET H1ER
Y EE R L

9. BINFICKBHRER
MIL10.:B &5 13.21 DHEAZZM]

10.HENEREETHEE
16.6.1 RFiREEE R E
RRATREZE 2% (Child 9% A, B) 541lc7 A & LT 2.56mg & B S L= 84 ol i
JEHERA NI BIRE N T A — 2 I K ONERDEY Th D, fFEARANICH L, #5 72 KfE % o i
BENSAEICER L, tue, AUCITOREEZ R LENHEEITRO Dotz 20 29 | [9.3 %
]
(ng/mL)
5 =
o FERESRE (n=5)
- O EERA (n=6)
1 142 *p<0.05
=5} g‘ ) mean+SE
% 0.51
BE
?“"-..
0.1 o
612 24 48 72 96 120 (W§R)
# 5 B KM
Tmax Cmax AUCo~ tie
(hr) (ng/mL) (ng * hr/mL) (hr)
I B Rebe & B 7.2+1.2 1.9+0.2 104.0+15.5 43.0+8.0
fERRE AR A28 7.3%0.4 1.64+0.07 68.1+5.4 33.3+2.2
HEZEME : n.s. (mean=+SE)
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16.6.2 /MR
EIMEEREFICT AP 2 LT 1 H 1.3~20mg % #ifii% 5 L= RHEEM SR EhERBR OfEF., 7
U7 7oA CE¥IE) 1%, 6~12 5% (34 ) T 24.9L/hr, 13~17 5% (28 i) T 27.9L/hr & H#EE &
. BRAICBIT AEERETH -2 GHEAT—4)
) NEEFICBWTARIOAR S L 1 BB T 2.5mg Th D,

16.6.3 EEE
HEBMEIERE 6 6 (B 2, &4, VHESE 79.75) (70 & LT bmg ZH[E, K8
HEIRIEHRE L2 BE OEYEIRE /R T A —Z 3R OEY Th b, HEEG L-S5E. HERFERA

(B 6, V¥4EE 22.3 %) (ICHE L, Cmax, AUC IZAEITEMEEZ R L2, twe ICHEEITRD D

N oiz, KEHRGHIIIZEEFEOMET 7T L PV BEITIEFEELIV b EIHMB LN, *
DB — L IEEETHEP L TR Y, #BEE TTOEMMAE KT HHAEITRD bl hotz 30

[9.8 & ]
B IR R FFRRRERA

A [a] 5 - IR [ 585 H[E] 4% - IRF g #e bl
Cmax (ng/mL) 4.24+0.08" 14.9+2.20 2.631+0.35 7.51+0.32
Tmax (hr) 7.2+0.49 8.0+1.8 6.7+0.42 8.0+0.7
tuz (hr) 37.5%6.0 47.4+11.3 27.7+4.6 34.7+2.7
AUC (ng * hr/mL) 116.9+8.4% — 63.2+5.5 —
AUC : 0~48 WFREE (mean+SE)

a) p<0.05. b) p<0.01 (vs f&EEEH)

11.Z D1t
B R L
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8.1 BEIEMEMICHES S O EWENHL LDONLD ZLRH LD T, WmTfE¥E, HEHOERF G2 M O itz
BET BRI RS ED 2 &,

8.2 AHNZ i i L S R < G UIERR BRRIRZRBRENRDSTRO B LD DT, AHIFG- % ISR
FEAlZBAT 2 & &id, HETOICREGRBICHE T 20 ARG 2 L,

6. RENERZEZHI HBEEICHI IR
(WEHE - BMEEZFDHLHESE

9.1 GHHE - BEEZEDHLEE
9.1.1 BEICIENENES
SHICMEMETT28ENRH D,
912 DAL HLEE
FERE AR DARIELC & 2 BEOLARBEDZ x5 & LAMNERRBRICB\W T, 77 AR L i L TR
Bl P G5 TRl KIEO R BUHEE A s 72 & OGN H 5 80,
TE) AAIOKR S TR TR T EiE)] R OY [HE] Th D,

()BHRElEERE

9.2 BHsREIEE R E
9.2.1 EEL THHEE
BRIV

DHHEE
PETTLZENRH 5,
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(Q)ifHrRElEERE

9.3 FFtREEEBA
BRI EICHR ST 2 2 8, @AE (10mg) 2BV CEIWEMOFRBUEE ) &< 722 FIREMER & 5,
AFNTEE LTI CREA S D720, i PRI O AE & & O AP — R g TR (AUC)
PHRT DI Ends, [11.2, 16.6.1 B

AEIEReEET HE
BEEN TV
(5417

9.5 44w
YRR AR L T D WIRENMED & 5 MBI 59 2 581213, 16R LA Gt 2 LR S &
SNDGEICOREET D 2 & BWER TR G 2 L ARIRIIF K OV il 2N ER 45 2
LD BTG 32,

(6)iE5LI

9.6 R5LI%
B EOR MR ORALRBOARIEEZFE L, RAOMKGSUT T IEZBET 5 2 L, & FRRLFA~E
T2 ENHESHTND 39,

(7)YMNRZE
9.7 IMNR%E
RHARER, BER., LR UL 6 AR OMNIE 2 %5 & Uz RERIZER L TV,
(8)=#rE

9.8 BthE
KAE (2.5mg/B) »oEE5 2K T 2 PEEICRETD 2L, RIGBEOREITFE LN
ENTWD, RNETRERBR Tl PR EE AN E < . I FF i EE R 23R < 72 DB H TV 5 30,
[16.6.3 ]

tHE/ER
10.48E/EA
AFNOMRFHIIT T & L TEY UGS CYP3AA BN E L TWnA EEZ2 5TV,
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K 4, 2 BELRAEAR - & 515 R - falialn v
B EVER 249 5 365 BIEER SR SN BF N0 H 5, MAICER 2#HRT 58T
Z)§&)éo
CYP3A4HZEH T2,V RORDOAFTELLED | KA ORB DS IICIRE X
Yz~ PERICE Y RADOIMAREN EF L2 | LD MR E X LN D,
CITFTE A DHENRS D,
Uy e
A rT7atry— 5%
CYP3A4#5EA| AFNOIMPREMET T 280015, | AFONRB N EE S D ATEE
R SN ARV HEREZ LD,
T —TIN—=YTa—A | KEOBEERMERINDIBZNRD | 7L —T 7 V=& END
%o B AR O ZLEL, A
F o> i o RE N B B AT fE
HENREZ NS,
SUNRAEF UNALZTF L 80mg (ENKRAGEOEH | FII R TH 5,
7) COPFHICED, v nRNREZF D
AUC R T7% FH L1 DHERH 5,
27y LA FEHICEK D 270 A 2ADMPEBENRE | AFIEZ270) ARF, F&L
L, BEEEDZ 70 ) AAOEIERAN | T CYP3A4 (L R#f&ans
RETHIBENRH D, fiHEZIZZ 70 | 720, pFHICED 270 ) AR
UAADMHEELZE=4—1L, LEIZ | OREALE S5 Al gt 2
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8. ElEH
1.8l H
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1.1 EXGEIER

11.1.1 BIERF & (BERB) |
AST. ALT. v-GTP & LFR%% L5 FERERENH bbb d Z &M b .,
11.1.2 EEBABRAE (FEAH) . BmEGED (0.1%AK0) |« m/MRiED (BEERH)

MAIEETOYY (0.1%AKTH)
Wk, DEWVFEOIER DN H oD Z L b D,

FFREEE . &E (0.1%Am)

11.1.4 HEEUHRARE (BT
e, B, CK ES-, R ORTIA T vy ERENRD b GAICE, 52k,
WYL UEZAT O Z &, £o. MBUHRBIEIC X 2 BEB RS ORIEICEET 5 2 &,
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JFRgREREE . ALP,
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Fith - R | DEV - SHOX IRA. HRE. AR RS KOEEE, RIR,
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A AIMEREEN, SRBE
B BORE 95 ZIOFE. CARRE., SHEEUE SIGALBE, MAF 2, i
EIENE
e GEMICLY) AR
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10.BE2H&E
13.BEKRE
13.1FEHK
WEDORMMEILRIZEY . v a vy 7 E2EBLE LWIERT & NEERAEZ T2 035,
Fo. FEDIFEVEMI KIS, AR ORGSO 24~48 FERZICRET 52 L ndb 5, b, TRERIIE,
O EAERFZ B & Lo RAaRE EROBANS) NERE 2L AL H 5,
13208
Fr L) 7R R RIT R 0, KﬁiEEFA$ﬁ%wtw BITIC K DBREIFEDTITA,
Fo. ARIMABERZRIIEERZ 3G LI25E. AFIO AUC 1% 99%00 L, IRA 2 Refil#E Tld 49%

HLIZZ &b AANE

gﬂ_&“’éﬁj%@'&ﬂﬂ?fﬂﬁﬂk%k L TEMEREGPANTH L LG ST 39,

MEALDIE

14 ERAEDEE
141 ZEFFFEEFDEE

45 E1 1

SERITFOIHENT S22 &, 5
14.2 RERIZFHRDEE
PTP wl#E DAL PTP o — |
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	(4)がん原性試験
	(5)生殖発生毒性試験
	(6)局所刺激性試験
	(7)その他の特殊毒性


	X. 管理的事項に関する項目
	1. 規制区分
	2. 有効期間
	3. 包装状態での貯法
	4. 取扱い上の注意点
	5. 患者向け資材
	6. 同一成分・同効薬
	7. 国際誕生年月日
	8. 製造販売承認年月日及び承認番号、薬価基準収載年月日、販売開始年月日
	9. 効能又は効果追加、用法及び用量変更追加等の年月日及びその内容
	10. 再審査結果、再評価結果公表年月日及びその内容
	11. 再審査期間
	12.投薬期間制限に関する情報
	13.各種コード
	14.保険給付上の注意

	XI. 文　　献
	1. 引用文献
	2. その他の参考文献

	XII. 参考資料
	1. 主な外国での発売状況
	2. 海外における臨床支援情報

	XIII. 備　　考
	1. 調剤・服薬支援に際して臨床判断を行うにあたっての参考情報
	(1) 粉砕
	(2) 崩壊・懸濁性及び経管投与チューブの通過性

	2. その他の関連資料


