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©95.0~105.0%> 06KF | 99.85~101.24/100.34~102.26/101.26~102.08/100.03~101.53
06KG | 99.47~101.98( 99.25~102.45| 98.97~100.88(100.02~101.75
1 : K 530nm (281 HWOEEEIX 0.10 LLF ¥2 RREICKHTL2EAE (%)
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FRERIE H ezl
<HiHE > BHAGEE 3% H
P K R EITE i)
SyEIE . A AyEIE : B
MIREERER  (SRAN AT OEEE R ETER) A o A
“ o~ A A
EHEE (%)
<1545, 80%LL > 90~96 87~99
AR (%) 100 101
X1 RO 12FMAV DT 4 Vv ba—T 1 V7§
%2 W 530nm 2B AWOEEIX 0.10 AT
O7 vt 2 NEE 10mg TNIG) 25°C « It [RUEA ]
PERTEH IR R
< HIk > BH AR R 60 /7 Lx-hr 120 )3 Lx-hr
P FM : IR E E T G ) E T GIN)
EIE B SyEImE  EEAG SYENH  EEA
MIREERER  (SRAN AT EE R ETER) N o A N
<o WA A 1A
M (%)
<1545, 80%LI I > 90~96 89~95 87~97
R (%) 100 99 98
X1 RO FE 2FEBAV DT 4V ba—T 1 T
%2 R 530nm (2B AWOEETX 0.10 AT
O7vut I FEE20mg INIG) 4% 25°C - i [Pk
RERIH B IR
<HiHE > BH 4G 15 Lx-hr 2 5 Lx-hr
PEPRH AyEIE - B EIE  MEAE | oEm: MEAA

X HBEORE VU2ERAY 7 4 v ha—T ¢ TEE

O7vt I NEE40mg INIG) 4% 25°C - i (B

RERIH B IR R
<HiHE > BH 4G 15 Lx-hr 2 5 Lx-hr
PEPRH AyEIE - B EIE  MEAE | oI MEAR

X HBEORE VU2ERAY 7 4 v ha—T ¢ TEE
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(3) LR LENE

O7mt I NEE 10mg INIG) % 40°C Y, K[UEBERA]
RBUE e
< B> T 35 7
PER BORED TG U2 BAD | RGO E 12 BHEA Y

<MDK 12 BIHAY 7 4 LA
a—F 4 T EE>

T4 ba—T 4 VT EE

T4V AaA—F 4 v T

WHME (%)

<154y, 80%LL k> 80~101 91~99
AR (%) 100 99
(&) wE (kg) 5.4 5.5
O7wt I FEE 10mg INIG)  #02k  25°C - 75%RH EOE, B A
BRI H PRAFHI
< itk > B A 3 H
PEAR

<IEAREO R 12 BIFEAD 7 4 L I
a—F 4 VTHE>

PAREED i 1/2 IR A
T AN aA—TF T EE

ARt i 1/2 HIFRA D
TN aA—T T EE

BHIE (%)

<1545, 80%LL |> 80~101 84~95
BAFE (%) 100 102
(&) WE (k) 5.4 3.2
O7nt 2 FEE 10mg INIG)  #A%E 25°C - BREHE 120 /7 Lx-hr [KRBE A s
R BRIE H TR B
<HiHE > BHAGHEE 120 77 Lx-hr
PR

<O RmE 12 BHAY 7 4 LA
a—7 4 T EE>

ARt D i 1/2 FIHFEA Y
T 4N aA—T ¢ T

WREO R 1/2 B
T4 a—T 4 T EE

WHME (%)

<15 %y, 80%LL k> 80~101 94~98
HIER (%) 100 101
(2EE) WE (kg 5.4 46
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O7 B b 20mg INIG) @i 40°C [EOE, AR
BRTE H A7
<% > R Ah 35 H
'l\ﬁ;[j( Y £ %
<D T 12 EEAD T 4 L ERERY ] 1/3 mlJnf%)ED SREXRYaA] 1/3 DIH%J\D%
DT TS T 4N haA—T 4 v TEE T AN T—TF ¢ T EE
wHME (%)
<15 %y, 80%LL k> 97~103 98~102
BREE (%) 100 100
(&) WE (k) 10.9 11.1
O7wvt I FEE20mg INIG)  #E@2k 25°C - 75%RH EOE, BH A
AERTE H Cez bl
<> B A 34 H
PR Ao R E 12 EHRA Y AaD T 172 EHRA Y

<HEO R 12 BHEAD 7 LA

T AN a—F ¢ T EE

T ANV —T 4 T EE

a—TF 4 T EE>
W (%)
<1547, 80%LA E > 97~103 96~103
BAFEE (%) 100 101
(&) WE (k) 10.9 10.8
O7vtv I REE20mg INIG)  MaldE 25°C - BRGEH 60 5 Lx-hr [KUE AR
R IE H TR B
< JHKs > BH AR 60 7 Lix-hr
PEAR Aa0 FTE 1/2 ZEA Y B FE 12 EEA Y

<AMBOR 12 EHWAY 7 LA

T AN TaA—T ¢ VT

T AN TaA—TF ¢ T

a—F 4 U TEE>
M (%)
97~103 97~101
<15 %y, 80%LL k>
BREE (%) 100 100
10.9 8.1

(&M HE (kg)
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O7 vk X NiE 40mg INIG)

EAE

2 40°C [HYE, [UEARA]
R IE H PRAF IR
< B> BH i B 35 H
PR 4 14
< A0 S 12 EEAD T 4 LA HEO A 1/3 E.IJn‘\y%]\v@ﬁ Ha.0 R 1/3 Dunfy'i)\v@
DT S T AN aA—T 4 T EE T AN TA—F ¢ VTR
WHME (%)
<304y, 80%LI I > 98~105 100~102
BArEE (%) 100 101
(&) wE (kg) 14.9 134
O7wvt X FiE 40mg NIG) w3 25°C - 75%RH [#OE, BikL]
BRI B {RAFHARE
< B> BR A 3% A
'l\ﬁ;[j( Y £ %
<0 S E 12 EEAD T 4 L FEO R T 12 FIRA Y HEO R T 1/2 FIRRA Y

a—F 4 T EE>

T AN aA—T T EE T 4NN —T 4 TR

WHME (%)

<304y, 80%LLE> 98~105 101~102
BREE (%) 100 101
(&) WE (k) 14.9 12.0
O7nmt I REE40mg INIG)  #Ea%E 25°C - BRE&E 60 7 Lx-hr [KUE A4
R IE H TR
<JHH > BH AR 60 5 Lx-hr
EEIN e "
<0 S E 12 EEAD T 4 L B0 R 1/2 A F o i 1/2 BFRA Y

=7 4 U TEE>

T4 ha—T 4 TEE T4 Ta—T T EE

BHIE (%)

<304y, 80%LL > 98~105 99~103
AR (%) 100 99

. ANERUBRBROREN
L L

8. Al NDEALEIL (MEIEFMELL)
A L7220

13




9. Bk

(1) #HIBE
AAFR T ER LA FRITED bRz 7 vt I FEOEHBKICEE LTS Z LR HER STV,
(RRIBRIR VA I RBRER 2 W& V. /X B/WRIC X D | 50rpm CRBRZ1T 9,)
Ve H B

Fom ik HLE R VAR
20mg 15 4y 80% L4 1
40mg 30 2y 80%LA 1

(2) WHRBR
<7u¥=I N 10mg NIG, >

BIEIL O FHIRIEVERR T A BT A VFEO—HYEIEIZ DWW TR 24 2 A 29 B A&

FHAIE 0229 F 10 =)

ARER A
E ARG BHERBRE SRk
[l N OVRABRIE : 50rpm (pH1.2, pH3.0, pH6.8, /K). 100rpm (pH3.0)

CHIE]

- pH1.2 (50 rpm) TiE. HEHERIFIAN 120 /321 2 R R D 1/2 OFHRHR 28T 72
B OY 120 230128\ Ty ARG OO VA 3R 1A HE R O S VA R £ 12% O #iPHIZ & - 72,

- pH3.0 (50rpm) T, FEAERIFI D LR 40% K O 85%F(FUL D 2 B fIZB VT, AL DI
P12 A E R D SR R £ 15% D FEEFHIC & o 72,

- pH6.8 (50rpm) Tid. FEHERIFIN OAMNIZE HIC 15 43 LANIC Y 85% UL Eis L7,

- 7K (50rpm) TliE, FEAERAIAY 120 312350 2 EHE D 1/2 OIW-LJE 3 %2 75975 2 7o kg
B TR 120 431238V T A D248 HH =R AR HERGR D S Es HHR £ 12% OFIHIZ e hr o 1o, F 72,
2 RIS D fEIE 46 LL ETlEeno 7,

X7 vt I FERMBIOWENRBD LT, FHAEUMEOHIED SRV,

- pH3.0 (100rpm) Ti&, FEAERGHIOSEHE RS 40% M Y 85% 1T D 2 FFRIZIRB W T, Afhd
SPERE VS HE AR TAT VERLA) D SIS AR £ 15% DFFHIZ & > 72,

Pk, 7m® 3 FEE 10mg INIG) ORHFBZARERF] (T v 7 A5E 10mg) & FLlg L 7= #E
B AKERW ERRAETORMFIZENT EWFRRSEERBR T A K74 2 OHEREICHEA
L7z,
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(¥ HH )

BHE (%) pH1.2 (50rpm) BHE (%) pH3.0 (50rpm)

100 | 100 +
80 80
60 60
40 r 40 r
20 | —e— 7O 3 FE10mg TNIG] 20 L —e— 7O = FHi10mg TNIG)

- = Ty 7 2F10mg - & = Ty 7 2E10mg
D L' 1 L 1 1 0 L' 1 1 1
0 30 60 90 120 0 30 60 90
BEfE () B ()

EHE (%) pH6.8 (50rpm) BHE (%) A< (50rpm)

100 | 100 * PY PY °
80 80 (@ pAA=LE A= = =fe = he = =l = = A
60 60
40 + 40
20 L . —e— 7O 3 FE10mg [NIG] 20 —e— 701 I FEE10mg TNIG)

- = T w7 AFE10mg - & = T w7 AFE10mg
0 b 1 1 1 0 1 1 1 1
0 5 10 15 0 90 180 270 360
BrE (5 BFfE (43

BHE (%) pH3.0 (100rpm)

100
80
60
40
o0 | —_— O3 hﬁ‘lOmg TNIG]

- & = 3w 7 2AEF10mg
O b 1 1 1 L
0 15 30 45 60
BEE (49)

(n=12)

<7uvt3 F§E 20mg NIG) >

1) Hrid ) Bl & (B 78] & OFR SR
BRI EIESH DAY FRIRIEMWRER T A R 7 A4 EO—HBIEIZDWT PR 18411 A 24 A 3K
BHEAFSE 1124004 5)

AR AT
E PR S  wHRBE SRk
[AldR 4 K ONRERIE : 50rpm (pH1.2, pH4.0, pH6.8, /K). 100rpm (pH4.0)

CHIE]

-pH1.2 (50rpm) TiE, Afh & EHERKIOFELEEN 7 VR O 21X 10 LN Th o7, £7o. £2
B OfEIX 53 L ETH - =,

- pH4.0 (50rpm) TiE, FEAERE|OFEEEHZED 40% % Y 85% T D 2 Bl W\ T, RihOF
Poys AR AT RS D SR S R £ 15% DFEFHIC & - 7o,

- pH6.8 (50rpm) Tid, AEHERLFI K OARMILE HIT 15 43 LANIC Y 85% LA Ly L7,

- /K (50rpm) Tik. FEUERIFIO LR R 40% K N 85% AT D 2 B AIZBW\ T, AALDIFEH
T SR AR E R D S8 R £ 15% D HPHIZ 8 - T,

- pH4.0 (100rpm) Tidk, FEEHERFOFELETE D 40% K O 85% T D 2 I RIZHB W T, KD
SPERE VS HE AR TAT VE R D A AR £ 15% DFEFHIZ & > 72,
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PLE, 7et X FEE20mg INIG) CHrL);) OF 82 EHERH (7 2k I FEE 20mg INIG)
(IHLT7)) L H#R LT-fER, FRRAETORMFICR VT TEYZRNRSHRBRT A KT 4] O
PIEREEICHEE LT,

(s )
BHE (%) pH1.2 (50rpm) BHE (%) pH4.0 (50rpm)
100 | 100 |
80 F e—TntsFgi2omg NGl GRam || P T -
60 — & — 701 3 F§E20mg TNIGI  (|B#E) 60
40 t &_____..A----ﬂ 40 t
20 - - 20 | —e— 703 FifE20mg TNIG) (i)
o . . o - & — 7013 FiE2omg TNIGS  (1BfA)
0 30 60 90 120 0 45 90 135 180
BEfE () B (A
EHE (%) pHE.8 (50rpm) S (%) 7k (50rpm)
100 | 100 }
80 80 |
60 60 |
40 | 40 |
20 | —e— 03 FE20mg TNIG]  (3TL5) 20 L —e— Ot 3 MEE20mg TNIG)  (TIRF)
— & — 70T 3 F§E20mg TNIG)  (|B4LE) —2x—-7Otx= F‘ﬁmmg NIG]  (IB#n5)
0 L' L 1 1 0 L' 1 1 1
0 10 15 0 30 a0 120
BFfE] (490 H—*rFﬁ ( )
BHE (%) pH4.0 (100rpm)
100 |
80 |
60
40 |
o0 | —e— 70173 F§i20mg TNIGI (i 75)
0 o - & — JO1 I FEE20mg MNIG]  (IBALF)
0 30 60 90 120
BEfE (49)
(n=12)

2) (BTG L AEERUA & ofs HEER (5 E AR REA)
HFEEI S DY PR EMRBRT A R 7 A4 20T (B 94 12 A 22 A [E3EEN 487 7))

ARER A
EE  AARIERS  BHRBRE SRk
IR ONRBR I : 50rpm (pH1.2, pH4.0. pH6.8, 7/K)
CHIE]
. pH1 2 (50 rpm) Ti, HEHERLEIN 120 /3281 5 FEHED 1/2 OVHEHEE2 R L1 15
L KOV 120 430 2 RERIZISUWN T, A O - TR E SRR oD S HH R £ 8% D #iHIZ &
07”10
- pH4.0 (50rpm) Tik, AREOFEEHARIT, RAERFIN 360 22817 5 EEEEHRD 1/2 D
IR 278 LTz 30 431238\ T, ARVERLA O SERES R = 8% D#tiHIZ b o 7=, £72. 360 471
BT, EERHI O R £ 16% DO #FHICH - 72,
- pH6.8 (50rpm) T, HEUERIFIR OARSIEE HIZ 15 3 LANIZ Y 85% L1 EiAH L7-,
- K (B0rpm) TIE, HEYERIAIO SRR 40% K% Y 85% T 2 B SICB W\ T, AL DT
T SRR A DS )R HH R £ 15% D FIPHIC & o T,
16



Pk, 7ua® 3 FEE 20mg NIG) (IHALG) OEHZEE 2 1EUERAK] (T2 v 7 28 20mg) &It
B L2 R, R TOSMFIZBWT TEWFHRIEWERBR T A R 74 2] OHEREEICEAS L

77
(VA H i)
BHE (%) pH1.2 (50rpm) BEHE (%) pH4.0 (50rpm)
100 100 |
80 r —e— JO 3 FgEo0mg TNIGL (BT || O T
60 - & = T w7 AEE20mg 60 |
40 L - 40 |
20 L 20 —e— 0TI FEE20mg TNIGY  (1B4n5)
- & = T ow 2 2F20mg
0 L. 1 1 Il O u 1 1 1
0 30 60 90 120 0 90 180 270 360
BFfE] (430 BEFfE] (53
EEHE (%) pHB.8 (50rpm) U (%) A (50rpm)

<7

100 | 100
80 | 80
80 | 80
40 | 40

o0 b —e— O FiE20mg TNIGT (B 20 —e— 0123 FiE20mg TNIGL  (|BRS)

- = T w7 AF20mg - & = T w7 AFE20mg
D L' L 1 1 O 1 1 1
0 5 10 15 0 90 180 270 360
B (53] B (53)
(n=6)

7t I REE 40mg NIG) >

1) BT A & 1AL T R & oo R SR

%
'
[

[

FEEIE L D EWFH R EMEREBR T A BT A VEO—H R IEIZOWT (ERk 184E 11 H 24 A 38
AR 1124004 &)

PSS

E PR S  wHREBE S s

IR E &% OGRBRIE © 50rpm (pH1.2, pH4.0, pH6.8, 7K). 100rpm (pH4.0)

HlE]

pH1.2 (50 rpm) TiX, Afh & EERFI OV T VR O 7213 10 3N Th - 72, HEER
F25 120 4302360 2 PR RO 1/2 O SER5% 2R % 7R 9718 2 72 RF AU TY 120 23712368\ T, AR
O AR I TARHE R O s R + 9% DFiPHIZ 8 o 72,

- pH4.0 (50rpm) TiX., Adh & EERE ONVLEE 7 TR OZE1X 10 2N TH - 70, fEHER

FIOTEEIEEHERDS 40% K T8 85% T D 2 BRI I\ T A 0D -4 HH 2 B HE R 0> P s
HER+15% DRI H - 7,

- pH6.8 (50rpm) T, FEHERIEI K OARSITE B2 15 3 LANIC Y 85%LL EiaH L=,
-k (50rpm) TiL. HEHERIFIOIEHEH R 40% K% N 85% T D 2 B o BT, AR DNH

P H =R TR YRR O PR R £ 15% D HFIPHIZ & - 72,

- pH4.0 (100rpm) TTik, FEAERLIF OV HFED 40% % O 85%HIE D 2 BE sl T, AL

SRR HH =R AT VRG] O SR R+ 15% DR IC & ~ 72,

LIk, 7wvt X FiE 40mg INIG) CHTALY7) OHZEE) 2 E 4R (7 v I FiE 40mg INIG)
(IR )) e LizfER, ERRETORMFIZBWT TEMZEHRSEHERBRT A KZ7 4] ©
PIEREEICHEE LT,
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(¥ HH )

FEHE (%) pH1.2 (50rpm) FEHE (%) pH4.0 (50rpm)
100 | 100 L
80 | 80 | A= mm D
—e— 70O 3 F§i40mg TNIG)  (EFM7) -
60 r - & — 70OE I Fif40mg TNIGS (RIS 60 r
40 |
20 | —e— 701 FiFd0mg TNIG]  ($TRL7)
. — & — SO 3 Fifd0mg TNIGI (1BMLA)
0 30 60 90 120 0 60 120 180 240
B () B (50
EHE (%) pH6.8 (50rpm) EHEE (%) A (50rpm)
100 | 100 }
a0 - 80 |
60 60 |
40 | 40
20 L —e— 0% FfE40mg TNIGI  (3FhLA) 20 | —e— 701X MEF40mg TNIGL  (3FL5)
o - # - 7013 FiEdomg TNIG)  (IBIAF) o0& = & = 7013 FEi40mg TNIGS (1B
0 5 10 15 0 45 90 135 180
BERE () IR ()
EHE (%) pH4.0 (100rpm)
100 }
80 |
60
40 |+
o0 | —e— O3 FEEd0mg TNIG]  (GFiA)
0 — & = JO0€E FEd0mg TNIGI  (IBAT)
0 60 120 180 240
BFfE (43)
(n=12)

2) |HALTT BRI & YA & OB HERER (R EEA)
BIESE L DA IR GEMRER T A RT A 1O T (K94 12 A 22 H B3R 487 =)

ARER A

E  AARIERS  BHRBRE SRk
[Bl#E5 K ONABRE © 50rpm (pH1.2., pH4.0. pH6.8. /K)

CHIE]

. le 2 (50 rpm) TiE, FEMERLAINN 120 4312360F D D 1/2 O HFEEZ R L2 15

L KOV 120 430 2 RERIZISUWN T, ARG ORI AR AE SRR oD S 8 & 8% D #iiFHIZ &

07”:0

- pH4.0 (50rpm) T, REOFEHEHEIE, EAERGIS 360 /712 361T 2 FHEE =D 1/2 DI
P s & 78 LTz 80 4312380 T, ARERLE O IR NS £ 8% DFEHICH o 7=, F72, 360 43I
BT, EERIF O R = 15% DR IC 8 - 72,

- pH6.8 (50rpm) Tid, HEAERFI KL OARMIZE HIT 15 43 LANIC ) 85% LA Ly L7,

- 7K (50rpm) T, ARAOFEEEHEIE, EAERFIS 360 /712317 2 FAE D 1/2 OFLE%
AR L7z 30 /32T FEVERAI O SE Y 3R £ 8% D#iHIZ b o 7=, £72. 360 lTHBWN
T, EERLA| O SFEEA R = 15% OFIPA I H - 72,
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Pk, 7u® 3 NEE 40mg NIG) (IHALG) OEHZEE) 2 IEUERAK] (T2 v 7 28 40mg) &It
B L72fRE SR, ERR e TOSMFIZBWT TEWFHRIEERBR T A R 74 ) OHEREEICEAS L

10.

77
(V& H il R
BHE (%) pH1.2 (50rpm) BEHE (%) pH4.0 (50rpm)
100 100
s0 | 80
—e— 7O 3 F§F40mg TNIGS  (IBiL5) -
60 -4 = 3w 7 AF40mg 60 = -
40 | 40
B W =p====0 20 —e— 70O X FfiidOmg INIG) (1BSL7F)
- = T w7 AFE40mg
0 ¥ : : : : 0 - i :
0 30 60 90 120 90 180 270 360
BERE (47) B (53)
BHE (%) pH6.8 (50rpm) BHE (%) K (50rpm)
100 F 100 |
80 | 80 |
60 - 60 L
40 10 |
0 | e 0= Fgiomg TNIGI (BA) || oo —e— 0T FEid0mg TNIGI (1B
- & = T w7 2AF40mg = & = 33w 2 EF40mg
0 of i i ' 0 ' i '
0 10 15 0 90 180 270 360
BFfal (43 BFfal (47)
(n=6)
BE-AE
(1) AENBRELELR - F. NENRELESHR - AXICET 518K
% LR
(2) ak
<7RA+= FfE 10mg INIG] >
100 & [10 & (PTP) x10]
<7RA+= FfE 20mg INIG] >
100 & [10 & (PTP) x10]
1200 2 (7348, 7))
<7RA+t= FfE40mg INIG] >
100 & [10 & (PTP) x10]
1200 2 (7348, RF)
(3) FEBE
YL
(4) BROME
PTP al3& INT
PTP AUk = LT 4V A, TAI=ZULE | . T3k RV F LT Ix—F
Ea—: 7AI=vh e RKIFLTIR— | 7 4V A
7 4 )V A
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1.

12,

BIRIR S0 5 HHE
AR L

Z Dt
LRI L
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V. ARICEYSEE

1. BREXIEHER
mESE ORREME, BMES) | ErEmi g, ORI (O > frboA4) . BRI, AFrEeiE, A
HTEABRAE | *%mrﬁmﬁﬁiimﬁi,@%F%ﬁﬁmﬁL

2. MEERIEHRICEAET 5FE
RE STV

3. HiERUAE

(1) BERUVRAEOHES
HE, RAIIZZ7e I FELTL H1E40~80mg Z# H IR BERO&RET 5, 7ok, Filn, JE
Rz i@ﬁﬂfmﬂiﬁ_éo BHEARALZEDL SIS DI KREIIHWWD Z 0D, 272 L, EdmEim
JEIZHW DA, @, moREEAE 2 2 &,

(2)%&&0%;@&%&%-&%
U ERR L

4. AERUVAERICEET IR
BRE I TV

5. ERERAHE

(1) BET—2/1\vHr—2
MMERR L

(2) EREREEHER
ZYERR L

(3) AERGERFEAR
ZYERR L

(4) BEEMEER

1) ENEREERR

OER, PREA, BRE EMEEETER BN O OMOE R TERIENR NEKEZ AT 5 33 filz55
@:‘ 7rt I R40mg HE, 7 A ¥ = K 1mg EDOFRZNRIZ DUV T cross-over 1EIZ L 5 " HEMRIE
IZCRRET L7 R, IREOHIN, JRPEMEHETE, HIEOSGERE, BEFHHIZI W ClEERICA B
FERBDIRN T2, BWEIET A Z = FEE#O 161 0B 2RO 7-LSNC BEEZBEWERITR 7
Nl 9,

QS RARTEME m IEAE 32 Bl A2 X527 & I N 40mg $E 1~2 §E Bl 7 mt 3 R (7
?\h4m@aﬁ)k&ﬁ7twm%;ﬁgﬁiiﬁ_f\GEﬁTO&ﬁb\Mfﬁ%\@W
RZRGE LR, BEER. BRAER O UGE & O R AE S, 1Y R X 27 ArEoHIEIC
BWCHBRICAEEEERO RN T, BERITRIRIEMICGER T 5 6 DL o729,

2) REHER

ZYERR L

(5) #BFE - WBHFAR
ZYERR L
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(6) ARG
1) ERARKRE (—REARERE. FEEARERAE. ERAMKLRHRE). RERTERT 4
—ARE. HERFTRBRARONE
A E R L
2) RBEHE LTERFEOARRIREL-RE - RROBE
LR
(7) 0t
% LR
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VI. EMEBICEYTSEE

1. REPHICEAESSLEMX T aMEF

N—TRIRA FT Y RRMERAL HF TV FRARA
TR BED D DB ORIEE - ZIRFIL, RFOBRMNLELZSZRT DL &,

2. ¥BE#EHR
(1) AL - ERBF

N—TRIREE, SALRME 7> AT =4 ik R a2 I LT S i, ~ LARER EATI O & PR A

HAEMA LT NatK-2Cl S5k 2 PE T 5 2 L1 &L W NaCl O FRILA Ml L. JRIEMEHERE ot
THER) 295 2 LICL o T IREHRORZ M S E D, o, MEILRET w2 7T

Vv OREANEEZ ST D B M E O S RRRICEHEG L TND LEZ LN TS 9,
(2) RMERMIT SRR

18.2 F|R{EA

18.21 7k I FORPRZNRIL, BERERANCKEOKREG L7256, BORG% 1 RFRILINIZREI L,

K6 ST A D9, F7-, 24 WERI%ICIZ 7 e I FORPEEITR< 720 . EREEHITED S
FAWAA 9)0

18.2.2 7 1t I NIXBMmitE, RERAFRMELZ FH I EHERAZRHDL 9, BEENMIT (BHETRE
BE) LTWaH4A (GFR 2 20mL/min UL TF) THFARSENHIG TE 5 10,
18.2.3 7t ROFRZNEE T » FOJRY Na HEltETAH D & ZDHEK Na P& F 7 ¥ R&
HHNIOK) 35 &R L, B/ARE 10mg/kg 7 bR KA R 100mg/kg & RISV EAREZ RO 7,
18.3 EE1ER
7ot I FORBREDRIL, EiEREICEE LSARL ICEE L, ZOERKF L. FRICES
EERMAERORD ., MEEOT N T AZEROBPIZLDEEZ DN TND W,
(3) {EFARBRSME - FribmE
MR L
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VI. EMBEICET HRE

1. mMPREOHTR

(1) ARLEDGOSRE
RN TR EZ 30% F 721% 50%IEM &5 K 5 eFIRNF 2155 72 DI TiiE HIREE K 0.2~
0.3 g/mL &+ HMERDH 5 12),

(2) BRERHBRCHERBESIA-OGRE 19

16.1.1 EPF MR F1EHER

<7RA+= Ff 10mg INIG] >
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s Validus Pharmaceuticals LLC

W44 LASIX- furosemide tablet

FIE - ik | 20mg. 40mg. 80mg

INDICATIONS AND USAGE

Edema

LASIX is indicated in adults and pediatric patients for the treatment of edema associated with
congestive heart failure, cirrhosis of the liver, and renal disease, including the nephrotic syndrome.
LASIX is particularly useful when an agent with greater diuretic potential is desired.

Hypertension
Oral LASIX may be used in adults for the treatment of hypertension alone or in combination with

other antihypertensive agents. Hypertensive patients who cannot be adequately controlled with
thiazides will probably also not be adequately controlled with LASIX alone.

DOSAGE AND ADMINISTRATION
Edema

Therapy should be individualized according to patient response to gain maximal therapeutic
response and to determine the minimal dose needed to maintain that response.

Adults -- The usual initial dose of LASIX is 20 mg to 80mg given as a single dose. Ordinarily a
prompt diuresis ensues. If needed, the same dose can be administered 6 to 8 hours later or the
dose may be increased. The dose may be raised by 20 mg or 40mg and given not sooner than 6 to 8
hours after the previous dose until the desired diuretic effect has been obtained. The individually
determined single dose should then be given once or twice daily (e.g., at 8 am and 2 pm). The dose
of LASIX may be carefully titrated up to 600 mg/day in patients with clinically severe edematous
states.

Edema may be most efficiently and safely mobilized by giving LASIX on 2 to 4 consecutive days
each week.

When doses exceeding 80 mg/day are given for prolonged periods, careful clinical observation and
laboratory monitoring are particularly advisable.

Geriatric patients -- In general, dose selection for the elderly patient should be cautious, usually
starting at the low end of the dosing range.

Pediatric patients -- The usual initial dose of oral LASIX in pediatric patients is 2 mg/kg body
weight, given as a single dose. If the diuretic response is not satisfactory after the initial dose,
dosage may be increased by 1 or 2 mg/kg no sooner than 6 to 8 hours after the previous dose. Doses
greater than 6 mg/kg body weight are not recommended. For maintenance therapy in pediatric

patients, the dose should be adjusted to the minimum effective level.
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DOSAGE AND ADMINISTRATION
Hypertension

Therapy should be individualized according to the patient’s response to gain maximal therapeutic
response and to determine the minimal dose needed to maintain the therapeutic response.

Adults -- The usual initial dose of LASIX for hypertension is 80mg, usually divided into 40mg twice

a day. Dosage should then be adjusted according to response. If response is not satisfactory, add
other antihypertensive agents.

Changes in blood pressure must be carefully monitored when LASIX is used with other
antihypertensive drugs, especially during initial therapy. To prevent excessive drop in blood
pressure, the dosage of other agents should be reduced by at least 50% when LASIX is added to the
regimen. As the blood pressure falls under the potentiating effect of LASIX, a further reduction in
dosage or even discontinuation of other antihypertensive drugs may be necessary.

Geriatric patients -- In general, dose selection and dose adjustment for the elderly patient should
be cautious, usually starting at the low end of the dosing range.

2. BICEIT SRR IEER
ERICET 5BMER (F—X S UTHE)
AR HEH EOEBEOHOTHEH EA—A NT U T o8 L1385,
(V. 6. FsEOEFRAEATHEEICHATIHIEE] OHESHR)

Drug Name Category
F—ANZ YT DIFE frusemide (furosemide) C

(2023 4F 10 A ##R)

2E  PEOME
A=A NZ U7 D54 (An Australian categorization of risk of drug use in pregnancy)
Category C :
Drugs which, owing to their pharmacological effects, have caused or may be suspected of
causing, harmful effects on the human fetus or neonate without causing malformations.

These effects may be reversible. Accompanying texts should be consulted for further details.
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WHEDOM KR TH -7, & REITHRIEELE 120 /7 Lx-hr REFHEEESN TH -7,
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<> BH AR 60 77 Lix-hr
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(2) Hilg - BEMRUBREREF 1 —TEB1HHER
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[ I B B
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i A 3R
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BIHEBEDOFHKEFEAL TTF 2a—TNEES EZOF 2 —TNORFEYOF B2 Tl 2 8152
L7
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FA LR AR R R B e R
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ARBRE, THIRE BERG N F7y 7 (R Cix9) ) ICHECTEMBLE L,

708+ = FiE 20mg INIG]
1) BEBRAE
(AA S v ol
TAARP—OER N ERERD  RIE 1 HET 4 AR —HICANTEARA R ZR L,
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FT I EEMIE L, FBIREORNEZBIE Lz, BOBRRENRD bNRWIGATT, EIZ 5 4H
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BESIEIEER
BEED NS T2T A AN —%RETF 2 —T 12w L, N 2~3mL/MOHEETHEA L, T=
—ZIHENFFE AN O 3 530 2 Z/KFEIZ L, FEAEEZ DK 30em Lo S ICEE Lz, HEA
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L7,
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AR R R B wE e R
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