( 510080 )

A=0.5 0 .25Eu/ ml 2.5 1.25mg/ ml,

Study of bacterial endotoxin test for cefotaxi me sodium for injection

Chen Jisheng( Chen JS) ( Guangzhou Railway Central Hospital , Guangzhou 510080)

ABSTRACT OBJECTIVE :To investigate bacterial endotoxin test for cefotaxime sodium for injection. METHOD :By
interfering test ,to study the inhibitive action of cefotaxime sodium for injection in bacterial endotoxin test . RESULTS :All
the samples were diluted to 2.5 or 1.25mg/ ml with 0.5 or 0.25Eu/ ml of TAL the interference was elimipated .
CONCLUSION :Cefotaxime sodium for injection can be ecamined by bacterial endotoxin test method instead of the pyrogen
test method .
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:0 .1 ml/ ,A=0.5Eu/ ml, 1980421 ;A =0 .25Eu/
ml, 1980409 ;A = 0.125Eu/ ml, 1980123 ;A =
0 .06Eu/ ml , 1980109 ;A =0 .03Eu/ ml, 1980109
( y;0.1ml/ ,A=0.5Eu/ml
( , :980421) ;

( s 1980105, 10Eu/
s 1980227, 12Eu/
) ( .
1960125 ,10ml/ ) .
2
2.1 (M)
1995 v,
1.
2
2.2.1 (L) L=K MM
1
/N /A
TAL
/Eueml ! /Eu*ml-!
980220( ) 0.5 0.5
980421 ( ) 0.5 0.71
980409( ) 0.25 0.25
980123( ) 0.125 0.149
9801 09( ) 0.06 0.06
980314( ) 0.03 0.04

), 12g/ ., 3 (21
4g/ 500 ml 2.5h s
60kg , M =4 x1000/(2.5 x 60) =26.7
mg/kgeh- !, L=5/
26.7=0.19Eu/ mg. ( XXM )

0 .2Eu/ mgt37,

s 5

:0 .2Eu/ mg .
2.2.2 ( Cmvp)
0 .5Eu/ ml , Cwp=ML=0.5/0.2=2.5
mg/ ml , ,

o 42

> >

(Cumvbp) , 5.0,2.5,1.25,0.625,0.313 0.
157mg/ ml , S.
22.3 Ay 0.5,0.25,0.125,0.06 0.
03Eu/ ml N s
2N , 2 s
: ONPC :0.1ml
s S 0.lm. @
PPC :0 .1 ml 2N,
R S 0.1ml.
2,
2
/ mgeml-!
( ) 5.0 2.5 1.25 0.625 0.313 0.157
NPC - - - - - - - - - -
PPC - ++  + 4 + + + + + +

( Eu/ ml) 0.5 0.5 0.25 0.125 0.06 0.03

2.3
2 ,NPC ,PPC
5 .0mg/ ml( HMVD) ,
2 .5mg/ ml( MVD) 5
2 .5mg/ ml s
3 Ay 0 .5Eu/ ml
Ay=0.5Eu/ ml 0.25Eu/ ml s
2 .5mg/ ml 1 .25mg/ ml
1995
3.4.
2.4
5
0.25mg/ ml, Ay, =0 .5Eu/ ml
, 1
(PPC , 0.dml +0.1ml 2)\,
) 5 1 .25mg/ ml,
A =0 .25Eu/ ml s s
5.
3
3.1 >
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/Eueml ! A
1.0 0.5 0.25 0.125 /Eu*ml !
980220 970501 + 4+ + + + 4+ + + 4+ + + - - - - 0.25
A=0.5 971104 ++ 4t - 0.59
( ) 980208 + o+ + o+ + 4+ + + - - - - - - - - - 0.5
980421 970501 + + + + + + + + +- - - [ - 0.42
A=0.5 971104 ++ + + + 4+ + + + 4+ - - - - - - - 0.35
( ) 980208 + + + + +o- - - oo oo - - 0.84
4
/Eueml ! A
0.5 0.25 0.125 0.06 /Eu*ml !
980409 970501 FRT FRNT B} 0.25
M =0.25 971104 4+t + o+ + - - .- . 4 0.21
( ) 980208 + A+ o+ A+ ++ + - .- - - RV - 0.30
5 5 R
Ay S S PC NC PPC > .
970501 I . + ,
970809 - + . + B
980421 0.5 971104  2.5mg/ml -+ . + S mg/ ml , ,
971206 - + - + Ay =0 .5Eu/ ml
980208 - + - + . 0.5 0.25Eu/ ml
970501 - - + , 34
970809 - + - + .
980409 0.25 971104 1 .25mg/ ml - + - + 3.3 . .
971206 R + R ¥ )
980208 - n _ b, .
:PC ;NC ;S ;PPC . 3
s ,3
10 ) 2.
; mg/ ml, A 0.5~2)\ ) 95
>
7 34 ,
) , 1 (PPC ),
1995
2 .5mg/ ml 1.25mg/ ml,
100 mg/ kg s 0 .05Eu/ mg,
0.5 0 .25Eu/ ml .
0 .2Eu/ mg 4 s
s 0.19Eu/ ml,
: 1 .1995: 77 .
3.2 2
> ,1995: 458 .
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