3 46 (2001)

Retrospective Validation of Medicine for a cold(Tablet)

Makoto SATO, Kyoko SHIMURA, Katsuhiro HAYASHI, Masahiko OGAWA
and Satoko TOMIMORI

HPLC
GMP
8 4 1
GMP
8
AAF
MCP AAF MCP
TPZ AAF MCP TPZ
AAF MCP TPZ ETZ CAFF MEF
bar
1
9 2250mg AAF
ETZ CAFF HPLC
MCP) dlI- AAF CAFF ETZ MEF MCP TPZ
MEF TPZ 840 120 600 300 47 360up g/mL

10
1.5g 90 100mL



10

(1 )
40

10

10



10 MEF MCP TPZ 50 AAF
CAFF ETZ
0.45u m
HPLC
LC-10A Cosmosil 5C18p 4.6mmx150
mm 40
5mM 1-
20mM 2 pH2.1
AAF CAFF ETZ 16 84 MEF MCP
TPZ 26 74) UV 210nm 0.8mL
min. 10p L
HPLC

AAF 16 140 CAFF
4 40 MEF10 100 ETZ10 100 TPZ12 120 MCP
15 15 p g/mL
r=0.9995 n=6
AAF 98.6% CAFF
98.9% ETZ98.3% MEF99.6% TPZ 98.7% MCP 100.0%
1%
n=6
Cv 0.2
HPLC
AAF CAFF ETZ
MEF TPZ MCP

ETZ TPZ

Cosmosil 5C18P

AAF  CAFF ETZ
MEF MCP TPZ 2

AAF MCP
TPZ

bar

X bar UCL

UCL X bar LCL

69

10

Cp 133

133

UCL LCL

X bar
X bar LCL
RUCL
Cp 133

X bar
X bar X bar
Cp 133

Cp

R RUCL
133



X bar2 97.69 9951 97.51 99.66 98.73 97.58 99.43 99.13
ot |17 sn | 1o ism ass | tow  ies  1as |
B B L T —
N B I e
I D e T
o |as em | e sw  ew | 4 e a2 |
I e T
X bar2 97.49 99.34 98.97 98.17 98.69 98.05
oni | 10 | 1m0 | wme | a0 | a2 | s |
xvavot | s | weo | s | wm | oo | woue |
xbicl | s | swor | was | wss | o | e |
| 1@ | e | 2w | e | 2z | sw |
s | am | em | ew | eew | s | e |
P P O R I e




No.43 117-121 1997

No.44 87-91 1999

No.45 80-83 2000
GMP
20 GMP
131-157 2000



