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The detection of ampicillin residue in rhIl-2

HPLC
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Wei Liping( Wei LP) ,Jiang Xiongping( Jiang XP) (Institute for Drug Control of PLA , Beijing 100071)

ABSTRACT OBJECTIVE:To detect the residue of ampicillin in the preparation of rhIL-2. METHOD:The antibiotics-

microbial assay is used to detect the residue of ampicillin in the preparation of rhlL-2 .If the result is positive ,a mpicilllin is

identified by HPLC. RESULTS: The lowest detection limit of the antibiotics- microbial assay and the HPLC method are

0.005ug/ ml and 0.002pg respectively . CONCLUSION: This method shows high sensitivity ,simplicity ,and is easy to be

executed .
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2.1
1977
1995
XIA I pH6.5;
s 0.8 %; 15ml;
(pH6.0) ;
4 ml ;
0.005,0.01,
0.02,0.03 0.04pg/ ml; :37°C;
16h; ,
2.2 HPLC
221 : Novapak Cjg , : -
0.05mal/ L ( pH  4.0)(8:92),
:190nm , :0 .8 ml/ min, :AUFS 0.10.
2.2.2 : 10
2000 2 17 1



Sml ,  Sep Pak Cj R 5ml
Sep- Pak C3 2 ml 5
5 ml 1 ml/ min s 2 ml
s 1:1 3ml s
s , 0.3ml s 100pl .
1 .0pg/ ml , 20pl .
3
3.1
3.1.1
s 0.005 ~0.04pg/ ml s
s r=0.999,
:D=60.6 +21 .85logC( D mm,
C pg/ ml) .
0.005pug/ ml.
3.1.2
> o 104.2%, RSD =
2.9%(n=3).
3.2 HPLC
3.2.1 , 0.5
ml s 1 .0pg/ ml
) 20ul,
3.2.2 0.1,0.25,0.5,1.0,2.0 5.0
pg/ ml s 20ul, )
A=11487C- 343 .4, A , C
, r=0.9997.
3.2.3 s
0.1pg/ ml >

0.002pg .

32.4 1,

0.5,1.0 2 .0pg/ ml
250pl, ,  5ml , 2.2.2
s 82.6 % .
3.2.5 1 .0pg/ ml
20pl, 6 s 5
RSD 2.4%.
3.3
- 10 14 s
, 6 s 8 1
4
4.1 s s
15ml
4.2 >
190nm
4.3 HPLC s
Sep Pak Cj
4.4 s ,
R 190nm,
HPLC
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