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<HAMDFEEE> TD01-03
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<£§§ﬁ;€ﬁg~igf> @ 23.1~304 | 26.3~30.8 23.8~34.0 21.1~30.6
<@60 % - 35~65% > TDO01-02 | @ 50.0~61.2 52.6~62.6 53.1~60.8 48.5~60.9
<3240 4 : T5%LL L > ® 84.9~96.6 85.4~96.8 85.8~96.0 81.7~95.5
@O 25.8~33.0 27.56~32.7 25.0~30.7 23.3~29.8
TD01-03 | @ 54.6~62.1 52.0~64.7 49.1~59.9 51.6~60.2
® 85.5~95.4 87.2~96.0 84.0~96.3 84.5~95.2
P - _ TDO01-01 99.56~100.5 99.1~102.9 99.3~102.4 99.56~100.7
&8 (%) "1 n=3
< 95.0~105.0% > TD01-02 97.6~100.4 97.4~100.7 98.4~102.4 97.3~ 98.8
TD01-03 97.4~ 99.8 96.7~ 98.5 97.6~ 99.9 97.1~ 97.8

X1 RARRICKHTL2EEE (%)
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BRI : 2008/12/25~2009/7/6

O hAv T RN OD 82 0.2mgl HIE T
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TD02-02 ke Biey Biey e
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ﬁﬁ‘}f?ﬁc)"‘g’ TD02-02 o o T 0
TD02-03
e TD02-01 12~15 12~17 14~17 10~15
Hﬂ%fiﬁ gﬁp{ﬂ;_w TD02-02 12~15 11~15 11~15 12~16
TD02-03 12~15 12~17 13~19 11~16
BENE M (%) n=3 TD02-01 4.6~6.0 4.0~4.9 3.7~6.4 4.8~53
(& Bt — PR TD02-02 3.7~5.0 5.8~7.8 3.0~17.2 3.9~6.2
<15%LLF > TD02-03 5.4~6.8 4.9~5.4 3.8~5.9 3.5~5.5
D 23.0~315| 23.1~27.1 24.2~29.6 23.3~27.1
TD02-01 | @ 49.7~60.6 | 45.1~54.1 49.2~56.7 46.8~52.7
‘ @ 84.8~95.7 | 79.8~89.6 82.1~95.7 79.8~88.9
<[é§”f(,)f|‘i\ (;0/()1)0&4%_of> D 25.6~32.9| 25.4~293 23.8~29.4 23.0~29.0
<60 2 1 35G5% > TD02-02 | @ 49.3~56.1 | 47.2~54.8 46.9~53.8 43.7~53.0
<3240 5 TERLLL > @ 84.3~89.1 | 83.7~90.3 82.2~89.0 76.3~88.4
D 232~31.3| 23.7~28.1 21.9~28.7 22.7~28.1
TD02-03 | @ 48.3~58.3 | 47.7~55.6 46.9~55.6 47.4~55.4
® 83.4~93.1| 82.3~92.4 80.6~89.7 80.7~91.3
B 00 M ne3 TD02-01 | 97.6~101.1 98.6~101.7 99.2~102.1 | 97.0~100.5
o5 O 105,00~ TD02-02 | 99.4~101.7 98.7~103.0 99.2~ 99.8 | 96.6~102.5
TD02-03 | 97.5~102.3 98.6~101.8 | 101.2~101.9 | 97.8~101.1
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Hﬂ%fiﬁ gﬁp{ﬂ;_w TD02-02 12~15 10~14 9~13 8~12
TD02-03 12~15 12~15 11~14 9~13
WA —ME (%) n=3 TD02-01 4.6~6.0 3.6~6.0 6.3~7.7 4.2~4.5
(& B —MERBR) TD02-02 3.7~5.0 4.5~8.2 4.2~5.9 4.0~5.7
<15%LLF > TD02-03 5.4~6.8 47~6.3 4.0~6.2 2.8~5.4
O 23.0~31.5| 20.9~255 24.0~27.6 20.6~29.3
TD02-01 | @ 49.7~60.6 | 45.9~53.3 48.3~54.0 45.2~58.5
GSHIME (%) n=6 ® 84.8~95.7| 81.7~92.3 82.5~90.2 80.5~89.4
<3045 : 10~40% > D 25.6~329| 22.4~295 25.5~31.2 21.5~29.5
<D0 5 + 35~65% TD02-02 | @ 49.3~56.1 | 46.1~54.9 47.6~55.9 43.1~54.2
<B240 %5 : T5%E - > ® 84.3~89.1 79.3~92.9 82.8~91.9 80.8~88.0
O 23.2~31.3| 22.1~30.7 23.7~28.6 18.3~27.3
TD02-03 | @ 48.3~58.3 | 48.0~59.3 48.8~55.9 44.4~57.9
® 83.4~93.1 78.8~95.0 83.1~89.1 78.3~87.4
e jo s TD02-01 97.6~101.1 99.4~102.2 100.1~100.8 98.0~100.8
a8 (%) 1 n=3
~ 95.0~105.0% > TD02-02 99.4~101.7 100.8~101.7 100.5~102.4 97.5~100.8
TD02-03 97.5~102.3 99.7~100.3 100.3~100.8 97.5~100.3
X1 HTREICHTLHIEAR (%) X2 :n=1




(2) IR OLEN

BRI : 2009/1/5~2010/8/3

Ox bAv Y R OD 82 0.1mgl HIEE L) #|EdE 60°C  [EES:. BRIk
AERTE B ok PRAF IR
< JHHE > &H5 BH AR IR 1% H 2 5 H 35 H
PEIR n=10 ; e #= ES e
PPN TD01-01 H 0D FE S ERENRE 37 EREXPE S SRERPE s
g () n=6 ]
<60 BRI > TDO01-01 10~12 13~17 15~19 10~12
EHRBREE 1% (pH1.2) (%) _ o
v <190 45, 95%LIT > 12.8~15.6 17.8~19.8
H R 2 (pH6.8) (%) TDO1-01
H: <304y : 10~40% > 31.2~34.0 26.2~29.1 22.5~28.2 27.4~29.7
n=6 <60 4y : 35~65%> 55.6~58.2 51.83~57.7 49.2~53.4 51.0~54.7
<240 4% : TB%LL > 87.0~94.7 84.6~95.6 81.5~89.9 87.0~89.8
&t (%) * n=3 TD01-01| 99.5~100.5 100.2~102.2 100.0~101.5 98.8~99.3
<95.0~105.0% > : : : : : : : :
(BE1H) .
WE (N) n=10 TDO01-01 40.5 40.3 35.2 34.9
X BTREIIKHTLIEAE (%)
B AS A 2011/6/1
O hAm v RN OD 8 0.1mgl HIE 1) Maldt 25°C - 75%RH [, Bk
HBRIER =R PRAF IR
< g > ines R AGEE 23 8 i 12 A
PR = HEo =E=N) B EEEN)
HRERE 1 (pH1.2) (%)
vis <190 45, 95%LLT > 7.7~9.4 6.3~7.0 5.8~7.2 5.9~8.4 4.5~6.5
H IRHRBRE 2 (pH6.8) (%) 027003
L3 <3804y : 10~40% > 17.4~19.3 | 17.7~19.6 | 16.8~18.2 | 16.9~21.9 | 16.2~17.9
n=6 <60 4y : 35~65% > 49.2~55.4 | 47.1~52.3 | 46.2~49.9 | 49.9~54.0 | 46.3~49.5
<240 4y : T5%LL > 98.4~101.8 | 85.9~95.3 | 84.1~94.2 | 89.4~96.4 | 84.2~89.2
F (%) * n=3 027003 | 99.0~102.0 | 99.2~102.9 | 99.3~100.7 | 99.0~101.8 |100.9~101.5
<95.0~105.0% > : : : : : . : : : :
(& 1H)
B (N) n=10 027003 50.5 8.4 7.7 6.4

K1 FRBITHTOEAR (%)
X4 REOFN, ~ZHBRLN

SERFEHEWIR : 2009/1/5~2010/8/3

XK2: D LIHEIH LTS X3 AR LRIT TV DEAINL N

O hAm v R OD $£0.1mgl HIE T #Ealdt ot [H%4T (8 1000Lx) . Bk
RERTE B =V T A
<K > T BH AL 60 /7 Lx-hr 120 5 Lx-hr
PER n=10 _ % % %
< BaDFEEE> TDO01-01 M EDOHEEE H D SR EE H D S5
RAEPE n=6 i
260 FHLP > TD01-01 10~12 7~10 9~15
HRERE 1 (pH1.2) (%)
v 212045, AL S 12.8~15.6 14.4~14.9
H [AHRERE 27 (pH6.8) (%) TDO1-01
1 <304 : 10~40% > 31.2~34.0 33.7~34.5 30.0~33.5
n=6 <60 %) : 35~65% > 55.6~58.2 58.0~60.4 52.0~57.9
<2404y 1 %L E> 87.0~94.7 89.7~95.4 88.9~96.2
A (%) " n=3 TD01-01 99.5~100.5 101.0~102.1 99.4~101.4
<95.0~105.0% > : . . : . :
(ZE1H) i
W () n=10 TD01-01 40.5 35.8

K RREICHTTOEAE (%)




SR IR : 2009/1/5~2010/8/3
Ox nAxv L RN OD 52 0.2mgl AE T Mads 60°C L, B

RERTEH =RV PRTEIIE
< HiK > &5 BAAh 1% A 2 5 H 35 H
PEIR n=10 ; e # # ES
< BfanHbE> TD02-03 H DO EEE ERENPE S [ERERE S SRENAE T
AEEME () n=6 ]
<60 FHLLN > TD02-03 13~15 16~19 16~25 12~16
AR 1 (pH1.2) (%) B B
v 2120 45, 25%LLF> 11.2~11.8 10.4~16.2
H [RGB 2 % (pH6.8) (%) TD02-03
P <304y : 10~40%> 25.9~29.4 21.8~24.3 24.7~27.8 21.8~26.1
n=6 <604y : 35~65%> 51.4~58.0 47.9~50.5 48.5~55.2 46.0~63.4
<300 %y : TT%LL > 85.1~91.4%?2 82.1~85.6%2 83.7~90.1%2 78.2~94.0%2
E (%) * n=3 TD02-03 | 97.5~102.3 98.2~100.7 97.6~98.5 96.7~97.4
<95.0~105.0% > : : : . : : : :
(& 1) .
B (N) n=10 TD02-03 47.4 42.2 41.5 38.8
X1 RTRRICKHTL2E6F (%) 362 1 240 4y
ABRERE H : 2011/6/1
OH hAv v U KEREE OD §2 0.2mgl HEE T MadE 25°C - 75%RH  LEYE, B
RERTEH =RV PRTEIIE
<HiHE > e BRhA I 2 ¥ 4 ¥ 8 ¥ 12 3
PR - ER-A0) SR SR ER-A0)
< BEOFEE> 119001 | BRI | gegere | g | g | g
HARERE 1 (pH1.2) (%)
i 2190 5. 25%LLF > 7.6~8.8 5.6~7.4 6.5~8.2 6.4~17.3 4.9~6.0
HEHREBRE 21 (pH6.8) (%) 419001
P <3074 : 10~40%> 13.8~16.9 | 15.8~18.2 | 14.3~15.1 | 14.3~16.3 | 15.8~17.7
n=6 <6074 : 35~65%> 38.7~44.8 | 42.9~47.9 | 40.5~43.0 | 39.1~46.7 | 42.0~46.7
<300 %y : TT%LL > 83.8~90.2 | 84.7~90.4 | 82.2~86.8 | 82.5~96.8 | 81.4~89.3
ik (%) *' n=3 419001 | 98.1~102.0 | 98.7~102.2 | 96.4~100.3 | 97.8~99.9 | 98.2~99.4
<95.0~105.0% > : : : : : : : : : :
(1)
FE (N) =10 419001 70.4 12.0 10.4 13.4 10.3

1 BRBICHTEEAER (%) X2: D LELILLTWS %3 AR LKITTWABERINZ W
¥4 FHRIOTIL, ~ZHANRR BT

SERFEHEWIR : 2009/1/5~2010/8/3

O LA MR OD §E 0.2mgl HIE L) MEAL igor (4064 (K 1000Lx) . B

AERTE B ok Kl =
<> &K BHAGIE 60 /7 Lx-hr 120 7 Lx+hr
PER n=10 - -
s - Dk 37 F#
<A ERE> TD02-03 SRERRE EREXPE A EREXPE A
HRgEME  n=6 i
<60 FHLLA > TD02-03 13~15 9~15 10~13
WHRBREE 1 (pH1.2) (%) o
i <120 4. 25%LLF > 11.2~11.8 10.0~13.1
H IRHERBRE 2% (pH6.8) (%) TD02-03
P <304y : 10~40% > 25.9~29.4 27.2~28.9 23.6~27.1
n=6 <60 %y : 35~65% > 51.4~58.0 50.0~53.6 45.8~51.5
<300 %y : TT%LA > 85.1~91.4%?2 82.2~92.8%2 81.3~84.9%2
“i (%) *' n=3 ]
< 95.0~105.0% > TD02-03 97.5~102.3 98.9~99.3 99.2~103.0
(5 1#H) i
BE (N) n=10 TD02-03 474 45.1 46.4

X1 RARRICKHTL2EEE (%) 32 1 240 43RS




. ARNERUVBRROREN
REM LR

. FEOESEL (MELEFEHEL)
AZM L7g

. B

a2

(B LAAYVIEERIE OD £ 0.1mglAET])

BAREIK O EY ARSI A KT A VO EBLIEIC OV T CERL 1845 11 A 24 A 3R &
WA T 1124004 5)

Y S s
HE [Fl#A%L (rpm) FRBRIR
I RVE 50 pH 1.2, pH 3.0, pH 7.5, /K
pH75 KU J~_—F 80 1.0(w/v)%&EI
100 pH 7.5
200 pH 7.5
B/ SR B 100 pH 7.5
200 pH 7.5
CHIE ]

- pH1.2 (50rpm, /N R/L{E) Tik, FEHERKIN 120 528 2 FHEHED 1/2 OFEHEHE S
AR Y 2RI AL KON 120 A3IZ AN T AR O S SR AR R O SR H SR £ 9% O fiPH 12
BT,

- pH3.0 (50rpm, /S R/LiE) Tik, HEHERFIN 1440 5280 2 EHRHE O 1/2 OFHEH R
Ze oI Y 2R B A R TN 1440 S3IZRB VLT, AR O IR SR I HERLE O YR SR+ 12% D F3
IS o 77,

- pH7.5 (50rpm, /N F/L{E) Tld, FEHERFI O 30%, 50%., 80%fFir DIFAIZHU
T ARG DOILIEE R IAE E A O SIS R £ 15% OFIPHIZ & > 72,

- K (50rpm) TiE, f2 B OMEIZ 53 UL ETHh -7,

- pH7.5 (50rpm, /3 F/LiE, WY Y L_— | 80 1.0%¥RMN) Tik, EEYERIE OSBRI RN 30%,
50%. 80% 1T DIFRIZISUNT, A bh DG H R ITHEE R O A H R £ 10% DO FiPHIZ & -
7.

- pH7.5 (100rpm, /N R/LE) Ci, AEERIFOFELEEHFEN 30%, 50%, 80%fFir DREHIZE
WTC, ARG OIEIES R AR E R O SR R £ 10% O HIFHIC & > T2,

- pH7.5 (200rpm, /N R/LE) Cik, AEERIFIOSFELEE N 30%, 50%, 80%fFir DREAIZE
T, AR O RIS YE R O SR R £ 10% DI & > 7o,

- pH7.5 (100rpm, [IHA/NZ 7 v RE) Tk, FERGHOFEHE D 30%. 50%., 80% D
REAITFS VN T, A O SR8 HH AR TAR ME U 0D S5 HH R + 10% DO #PHIZ 8 - 72,

- pH7.5 (200rpm, [FHE/ N7 ME) T, FEERFIOFEE RS 30%. 50%. 80%(FUr D
IRFARIZ FSUN Ty AR O S SR AR HE R O SR ISR+ 10% D FiPH 2 8> - Tz,

PAb R OEHZEB) 2 EERA] () —L D §E 0.1mg) & HER L 72fER, 2 ToRBRIKICE
WT MEREIGOEWFRIRFEERRT A R T4 ) OHERBEIEES Lz,



(VA Al )

BHEE (%) pH1.2 (/% FJLiE 50rpm) BHE (%) pH3.0 (/% FJLiE 50rpm)
100 ' e— % inOy  EEE0DEE0 1mg THET ) 100 ' % 2n% iEEIEODE0 1mg THET]
80 | =& =L+ —)LD§0.1mg 80 | =& —s\L3—LD§E0 1mg

—
-
R
-
-

60 | 60
40 | 40
20 | 20
Oﬂ—‘ﬁ#———-——————_—i:——“t“--“g o &

0 30 60 90 120 0 240 480 720 960 1200 1440

BEE (A7) BEE ()
BHE (%) pH7.5 (/% FJLiE 50rpm) BHE (%) A (v BILIE 50rpm)
100 100 r —e— &% 4RO /iEEEEODER0.1mg THET]
80 | 80 L =2 =/l —JLD$E0.1mg
60 |
T e— % 1207 IEEEEODHI0.1mg

40 TBEILl

20 — & — /4L —)LD§E0.1mg

0 1 1 1 1
0 60 120 180 240 0 240 480 720 960 1200 1440
BFfEl (5) BEfE (4)
BHE (W pH7.5 (Y EJLAE 50rpml BHE (%) pH7.5 (/% FJLiE  100rpm)
100 | UL — 801.0%7 10 100 |
80 | 80
60 = 60 =07 .
—— % 2005 R ODEE —e— 2 4 20 EEEEODEF0 1mg
40 0.4mg THET 40 THELI
20 —- & = /4L —)LD#0.1mg 20 - & =\ F—)LD#E0.1mg
0 1 1 1 O L' 1 1 1 1
0 45 90 135 180 0 60 120 180 240
BEE (4) B (45
BHE (%) pH7.5 (/% FIL:E 200rpm) BHE (%) pH7.5 ([O&x /% 2+ 7% 100rpm]
100 | 100 |
1 e | 80 |
60 | 60 A\
—— 7 L A0 e 0D —e— % L 207 EEEE0DET0.1mg
40 0.1mg THEL] 40 rBET
20 = & = /). —JLD#E0.1mg 20 = & = /1), —JLD#E0.1mg
0 L' 1 1 1 1 D L' 1 1 1 1
0 45 90 135 180 0 60 120 180 240
Rl (4) B ()
BHE (%) pH7.5 (El&x/3 2%+ FiE 200rpm)
100
80 |
60 |
20 —e— % L 20 /IEEEEODET0 1mg
THETL]
20 = & = /4L —)LD#0 1mg
0 L' 1 1 1
0 60 120 180 240
Bfel (4)
(n=12)
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(#LZA0OYUEEYE OD £ 0.2mgHET])
BREELOEYFTHIREERBRT A R 74 L FEO—HBIEIC DWW T (CERL 184 11 H 24 H E&
FAFEE 1124004 )

B SME
i [Fl#A5L (rpm) FRBRIR
2RV 50 pH 1.2, pH 3.0, pH 7.5, /X
pH75 R Y L~_—h 80 1.0w/N)%IFEIN
100 pH 7.5
200 pH 7.5
[BlfiE N2 Nk 100 pH 7.5
200 pH 7.5
CHIE]

- pH1.2 (50rpm, /< K/L{E) TiE, MEUERIKIA 120 /2B 5 FHIEHERD 1/2 ORISR %
AR 2 7R IR AR R TN 120 S3IT 38U T, AR O SR R AT YR L 00 SRR R 4 9% O R I
BT,

* pH3.0 (50rpm, /% K/Lik) Tid, BEHERIFIN 1440 52 BT 2 EEEHED 1/2 OFHEHSE
Ze 7RI M 7R IR BTN 1440 431T 38N T, ARSh O A SR AR HE R 00 A AR+ 12% D #
FIZH -7,

- pH7.5 (50rpm, /X R/L{E) Tl HEERH O HERD 30%., 50%. 80%(TUT DR AIZ I
T AR ORI SR IR E R O SRR R = 15% DFEPHIZ B o 72,

< K (50rpm, /X K/VE) Cik, £2 BEOEIL 53 LLETH -7,

- pH7.5 (50rpm, /3 F/LiE, WU YV L_— | 80 1.0%¥MN) Tik, HEUERIE| O PRI 30%,
50%. 80% 1T DIRFAIZISUNT, A bh DP9 H = TR ERLA D S-S HH R £ 10% O FEPHIZ & -
776

- pH7.5 (100rpm. /N R/LE) Tidk, FERFIO S HERD 30%. 50%. 80%iIr DK AIZH
T, ARG DR ES HH ERIRRYE RG] D SR R £ 10% O #FHIC & - T2,

- pH7.5 (200rpm, /N R/LE) Ci, AEERIFOSFELEE N 30%, 50%, 80%fFir DREAIZE
VT, ARG ORGSR R E R DS ER R £ 10% O #IFHIC & > T2,

- pH7.5 (100rpm, [/ N2> ME) TiE, EERAOFEEE RN 30%, 50%., 80%fFiIrd
REARIT AU T, A O SR8 HH AR TAR HE U 0D SR8 HH R + 10% DO #IPHIZ 8 - 72,

- pH7.5 (200rpm, [EIHE/ N2 7w ME) Tk, EERGFIOFEHEE D 30%. 50%. 80% (UL d
IREARIZ FSUN T, AR O SRR HH SR AR HE R O SRR SR = 10% DO PR IC 8> - 72,

PLb, REOEHZEE 2 ENH () —0 D §BE 0.2mg) & g L7ofER, 2 ToRBRIKICE
WT R3O AN ZH IR T A BT A > OYEEEIHES LT,
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(FA el )

BHHE (%)

pH1.2 (/% FJL;E 50rpm)

EWE (%)

pH3.0 (/% FJLiE 50rpm)

12

100 - —e— %209/ tEEEE0DSFE0.2mg THETL) 100 —e— % L. A 0% HEEEE0DIE0 2mg THET .
80 = =:4)L,F—)LD#02mg a0 = & = /)L, —).D#E0.2mg
60 I 60
40 L 40
20 20
0 u.—-ﬂ—ﬂﬁﬁ' :‘ === 0 I I I 1 1
0 30 60 90 120 0 240 480 720 960 1200 1440
B (49 B (49
FEHE (%) pH7.5 (/% FJLiE 50rpm) EHE (%) A (/8 EILIE 50rpm)
100 100 —e— & L AN UHEEEE0DER0.2mg TAEDL ]
80 r 80 = & = 3L+ —)LD#F0.2mg
60 I
20 | —e— % L, 20 EREHEODEE0.2mg
THEI]
20 r = o = /4. —)L.D§E0.2mg
0 L' 1 1 1 1 I
0 60 120 180 240 300 240 480 720 960 1200 1440
B (49 B (43
B (%) pH7.5 (s3 FJLIE 50rpm) SHEHE (%) pH7.5 (/% FILiE  100rpm)
100 r AL — 80 1.0% 500 100 r
&0t _e———- 80 | ..a--'"""'\‘-----ﬂ
60 I 60 | ~k =
40 2 L, 20 /1EEE0DEE0.2mg 10 —e— 7 L 20 /IEEHEODFE0 2mg
THEL] THETL.
20 — & — /4L —/LD#F0.2mg 20 - & = L.+ —).D§F0.2mg
0 L' 1 1 1 Il 0 L' 1 1 1 1
0 45 90 135 180 0 60 120 180 240
BEE (53 BERE (&)
EHE (%) pH7.5 (/% FJLiE 200rpm) BEHE (%) pH7.5 (B#:/5 27 » FiE 100rpm)
100 F 100 F
80 80 |
60 F 60 |
40 —e— % L A0 /iEEHMEODEF0.2mg 10 —e— 2 L A0 IEEEODER
HET] 02mg THETL]
20 — & = 3L+ —)L.D#E0.2mg 20 — & — /)L +—J.D#F0.2mg
0 L' 1 1 1 1 0 L' 1 1 1
0 60 120 180 240 0 60 120 180 240
B (53 BERE (&)
FEHE (%) pH7.5 (Bl#: 3 24 » & 200rpm)
100 }
80 r
60 F
—e— ¥ L2 O IEEMEODEE
40 02mg THEL]
20 — & — /AL —)LD§E0.2mg
0 L' 1 1 1
0 60 120 180 240
BEE (53
(n=12)




10. FiH 3K

A Lg

(1) FENDELGER - 2K, MRS LCESR - EKICET H1FH

(2) a%

(B LZAAY ViEEE OD §2 0.1mg THETL])
140 2 [14 $ X 10 ; PTP : & EHIA D ]
(#LZA0OYUEEYE OD £ 0.2mg THEI )
140 $& [14 $£EX10 ; PTP : #EAIA Y ]

560 FE [14 §&X40 ; PTP : #z/AIAY ]

30088 [T AF v A MV ; NT  HEAIAD ]

(3) PHREE
A L
(4) BHROME

PTP 14k N7 @4 (0.2mg D FH)
PTP : RV =T 4L, TIAI=ULHE mEs Ry TF L
tr— R F L IIR— T AIZTLT 4L | CEYTF L
IR A - AL LT A Bl U AT
1. A@BHINLIEME
MR L
12. O
LY EIHEE e L

13




V. ARICEYSEE

1

2

3

. DIREX IR

AR AIE NP D PR R

. WREREIHRICEHET HERE

5.MEEXIRRICEET HFE

5.1 AANZ X D BRITIRRIRIETIE A< APERIETH D Z LITHE L, AARREGIZ L0 BT 5 %)
RBEONLRVEAIE, FIRES, MOBEURLEZZET L &,

5.2 FINZIRIERIEDZWT - ZIERIZ OV UL, EPWSIDO T A FI A L EDRFDIEREBEICT D L&,

. AERUVAE

(1) AERUVAEDESR

W RAICIZZ A2 n s R L LT 02mg 2 1 H 1 [HABRICRAKEGT 5,
k. FEl, SERIC X Y IEEREET S,

(2) AERVARDHERE - 1780

4.

5.

AR L
R%RUARICEET 3EE

7T.AERUVAEICEET R
i CESIE MK T LTV A A1 0.1mg 20 H 52 Bldh L iR 2 + /01 Bl82 L7212 0.2mg
IHIET 5 2 L, 0.2mg THIFFT 2R O N2 WIGEIZIZZ L EOE &I THOT, hoiEy)
IRALVEEITH Z &, [9.8 BE]

e PR A AR

(1) BERT—21Rvr—o

AR L

(2) ERERZFEHER

DR L

(3) AERBRREER

RUERR L

(4) BRELRIEAER

1) PRI
DR L

2) ReEMHEBR

AR L

(6) BF - WEAER

DR L

(6) ARMER

)

1) ERARBRE (—REARBRE. FEERARBERE. EARKLEERRAE). RERTRT—4A
—ZAHE. RERFRERABROAR

B R L

<

2) RBFUHLLTREFPENDAERIIREL-HAE - ABROME

BRI

14



(7) £k
17.1.1 ERE I R UMERER
RITT IS O JRAE P 2 AT BN IBUD S0 J BRI AR IR e S O IR BLO B 43380 BT )2,
AR DRRHT RS 236 IO 2RISR LTz, £72, EERIERROME, 2L xm2
il S 7L 0.2mgl B 1 [FEHRGICB O TERAERRD bz ~9),

Beh 5k WA D |
0.1mgl H 1 [E#% 5 28.3% (15/53)
0.2mgl H 1 [El#% 5 34.1% (43/126)
0.4mgl H 1 [Al#% 5 38.6% (22/57)

E) AFoFERBINZ 1 BAEZ, 0.2mg TH D, B, Fim, ERICK Y EEERT S,

15




VI. EMEBICEYSEE

1. EEFMICEES S LAMR S AmE
o VRIS
VLR © B b B L AMORHE - HREL, RO CEL BTS2 L,

2. ¥BEER
(1) {EREREL - VEFFF
JRIE R OBINEARES D o Z R ZWERT 2 Z L kv, JRIENEMBROFNIAREE 2K F S8, fiz
BRIEFIE I PE O HEIRFE S 2 g+ 5,
(2) ENERMT SRR
18.2 £ F TR
t NANIBMEAR TOZFREGFERICBW T, 77V UHMIEX Y 2265, 7= I I Ay
VEBYE F U 40 (538 o ZAEMEREMA 2R LT (in vitro iBR) .
18.3 BiI TR
18.3.1 XBME o ZEWNEMNIER
7 v MIRIBEREAR T OZFERE A TR L T Y F REBAMEAR TOMHERIZB N T, o1 ZERKE®
R OFEINER L, ZOERIZT 7Y v U HEBRER N7 = b T IV A VAR L W iR C
ot 9 ik, UYFRENR, T v MERE R OELE Y MNEEEATORMEIERICENT,
AT a2 ZHERELV b a1 ZREICH L TEWERMEZ R LS 2 (in vitro i 5R) .
18.3.2 THRREE (FRiE - BEBt) BRUATILARICH I 546
U RIE, RIS OV IR A AR TOfHERICB W T, TV UERE LY 23~
98fF, 7= b T I U A VIR X VD 87T~320 fFHRV a1 ZAEMIEWHER 278 L7210 ™2 (in vitro

RER) ,
F7o. BREEA XITBWT, a1 ZBEWRBERIC X 2 RENTE EF 2 YEEmTE EF XY 4 13 £33 <
il L7 2,

18.3.3 HIREETRE(ER
R IENE A AT BN T, JRIENE R OBNIERTIE 2K F S 72, —J, MBEZ > M2\ T,
BN A I B OB N T AR IS S B % RO K 7o 72 ),
(3) ERARIERSM - HHEes
MR L
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VI. EYERICEI SEE

1.

I R EE DHERS

(1) ARLEDGOPRE

DR L

(2) BREABRTHERBSAOPRE

16.1.1 HEIERE

fREERR A & b A o VR ) 7 V% 0.1~0.6mg P fEOF G Lz & & g R LR E
FHEH% T~8 FFIC B — 7 Zox L, R 9.0~11.6 Bl Tdh - 72 19, Cmax M (N AUC 13#% 5
BIIZIERFILCER Lz, 2 R2Au U RN v e 7 BEEFROKS L- L &, 8
TRORIER Loy, SRR IR EHER L 4 A B CERRBIZE L 7,

BRI T T L DR R COE

P& Tmax Cmax tie
(mg) (h) (ng/mL) (h)
0.1 7.0 3.2 11.6
0.2 8.0 5.7 9.0
0.4 7.0 15.6 10.8
0.6 7.5 15.6 9.8

) AAOKR SN2 1 AH&EIE, 0.2mg THD, oI, Fiin, SERIC IV EEHERT 5,

16.1.2 £YMFHIRFHHER
fEEERR A 29 412/ LF—L D §E 0.2mg & 5V E L —)L 0.2mg B SRV EZRENR S 0 A
— NI THERR OGS LA, # L A0y RO mEH KRR DRy BIRE ST A — & 1%
UTFTDEBVTHL W, LT =L DEEL T =Ll T RIVITEWFERICRETH 72 1Y 20,

Cmax AUCt Tmax
) b
(ng/mL) (ng » h/mL) (h)
N — )L
. 0.2mg 4.34+1.32 63.5+22.9 7.00+2.04
D #& 0.2mg
NV — v
i 0.2mg 4.71%+1.81 62.01+20.8 7.83+2.42
0.2mg I 7 &/
(CE2IfiE AR ER 22)

16.1.3 £PFHEF1EHER

(B LROYUIEEIE OD §0.1mg TBEIL])

BB EELOEDFIREMERBR T A R 74 EO—HLIEIZOWT CEk 18 4- 11 A 24 H &
WAFEE 1124004 5)

Z hAm v RS OD §E 0.1mg [HET.) KOV LF—)u D §E 0.1lmg %, 7 B A4 ——IkC
kvzhzh28E (XA v U HERELE LTO0.2mg) @R AR FICHERERR O&RE (i —K
HY ., fRER—AKR L, BF—KZRL) L TEPREMKREZIE L, 5ONTEYERE T
A —% (AUC, Cmax) (22T 90%1ZHH K B THREHIENT 2 1T - 7245 3. log (0.80) ~log (1.25)
DOFPANTH Y | WHI O AW AR S B S vz 2,

17




HOERE T A =5 ({ERFF—KH V)

HENT A—H BENG A—H
AUCOﬂ48 Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
H hAT Y YRR
90.00*+31.16 8.18+1.96 3.8+0.9 7.1+1.7
OD £ 0.1mg AETL]
L — 1 D §E 0.1mg 84.23+24.97 7.16%+1.47 4.4+0.8 7.7%£2.1

ing/mL)
12 1

10 A

R E

R BF
.

—— 2 L ZA03 AFEIS0DIF.Ine [BEDL]

(2 $E¥& 5, Mean=*S.D., n=20)

-=A-- N F—ILDEED. Img

245145, Mean=xS.D., n=20

i6 20 24 28

36 40

YN T A =2 (HEEFR—K L)

44 48 BF[E Chr)

HIENT A —H BB INT A —H
AUCOﬂ48 Cmax Tmax tie
(ng * hr/mL) (ng/mL) (hr) (hr)
N Q=G 1.5
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24 sanofi-aventis U.S. LLC

W7es FLOMAX- tamsulosin hydrochloride capsule
FIE - Hik | capsule . 0.4mg

INDICATIONS AND USAGE

FLOMAX (tamsulosin hydrochloride, USP) capsules are indicated for the treatment of the signs and
symptoms of benign prostatic hyperplasia (BPH). FLOMAX capsules are not indicated for the
treatment of hypertension.

DOSAGE AND ADMINISTRATION

FLOMAX capsules 0.4 mg once daily is recommended as the dose for the treatment of the signs and
symptoms of BPH. It should be administered approximately one-half hour following the same meal
each day. FLOMAX capsules should not be crushed, chewed or opened.

For those patients who fail to respond to the 0.4 mg dose after 2 to 4 weeks of dosing, the dose of
FLOMAX capsules can be increased to 0.8 mg once daily. FLOMAX capsules 0.4 mg should not be
used in combination with strong inhibitors of CYP3A4 (e.g., ketoconazole).

If FLOMAX capsules administration is discontinued or interrupted for several days at either the 0.4
mg or 0.8 mg dose, therapy should be started again with the 0.4 mg once-daily dose.

2. BCBITLBEKRZERR
WEIRICRE T HBIMER (A—RX S VTS
AR T 2N LOTBEOHDER E A —A T VT ML TR D,
(V. 6. FrEDERE AT 2BHICHT LR OEHER)

Drug Name Category
F—ANZ VT DI tamsulosin B2
(2021 4= 4 A k)

2% ROME
A=A ~NZ U7 D45¥E (An Australian categorization of risk of drug use in pregnancy)
Category B2 :
Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or
indirect harmful effects on the human fetus having been observed.
Studies in animals are inadequate or may be lacking, but available data show no evidence of

an increased occurrence of fetal damage.
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