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HPLC
3
GMP AAF MCP
TPZ AAF
GMP MCP TPZ
s
GMP
HPLC
AAF CAFF MEF MCP TPZ (
1250 150 500 100 500 p go/mL 10
2mL 10 MEF MCP
TPZ 100 AAF CAFF
045y m
HPLC
24mL (AAF)
(MCP) LC-10A Cosmosil 5C18P( 4.6mm
(TFSZ'\;EF) (CAFF) % 150mm) ( ) 40
5mM 1
20mM
pH2.1 1AAF CAFF (15 85) 2
MEF ETZ TPZ (28 72) uv  210nm
0.7mL  min. 10p L
(24mL)
30 2 2 30



AAF CAFF MEF TPZ MCP

180

2000

3000



HPLC 80+ 5 2
AAF 21 210 CAFF 5 TPz
50 MEF2 80 MCP04 16 TPZ2 80 p g/mL
r=0.9996 2
n=6 TPz AAF MCP
cv AAF 100.6% (0.9 ) CAFF
100.1%(1.1 ) MEF 983% (10 ) TPZ 99.3%(1.2 3
) MCP 99.1% (14 ) X
n=6) XUCL XLCL
CV 0.2 Rs RsUCL
Cp 1.33
2
AAF MCP TPZ
( 3
95.6 108.5 100.6
97.6 95.2 102.7
103.3 92.3 96.1
%o 94.9 95.1 24.1
105.3 104.4 99.3
97.1 98.1 108.0
102.0 97.5 97.1
97.7 98.4 101.1
96.8 102.1 106.7
? 97.3 100.8 107.3
101.2 99.3 99.8
98.4 95.1 97.7
97.2 97.7 95.8
104.0 105.0 97.2
96.3 95.2 108.3
%o 94.3 97.3 101.4
98.2 99.9 102.9
104.6 102.3 97.2




iy}

2)

3)

3( s s
MMO001 102.0 97.5
97.7 4.3 98.4 0.9
96.8 0.9 102.1 3.7
97.3 0.5 100.8 1.3
101.2 3.9 99.3 15
98.4 2.8 95.1 4.2
bar 98.90 98.90
g nl 217 248
102.0 102.1
96.8 95.1
52 7.0
105.5 105.0
92.3 92.7
s bar 248 2.32
s 8.10 7.58
110 110
90 90
p 1.54 1.35
XUCL X bar 2x Rsbar X bar 266x Rsbar
XLCL X bar 2x Rsbar X bar 266x Rsbar
RsUCL 4x Rsbar 327 x Rsbar
Cp x o nl
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