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ABSTRACT: OBJECTIE  To establish an ion chromatography method for rapid and precise determination of the content of 

antioxidant sodium bisulfite in azasetron hydrochloride and sodium chlodide injection. METHODS  The AS-11 anion 

analytical column(4.6 mm×250 mm, 5 µm) was adopted to separate the samples with the eluent of 20 mmol·L

−1 
potassium 

hydroxide. The flow rate was 1.0 mL·min

−1
, and the suppressed conductivity detector was adopted. Samples were diluted with 

0.4% formaldehyde solution followed by direct injection. RESULTS  This method exhibited excellent regression(r=0.9997) in 

the range of 4.07−30.51 µg·mL

−1
 for NaHSO

3

 and regression(r=0.999 8) in the range of 1.59−159.0 µg·mL

−1 
for Na

2

SO

4

, the 

average recovery (n=9) was 98.82%, 98.24%, respectively for NaHSO

3

 and Na

2

SO

4

. CONCLUSION  The method is simple, 

accurate, stable and precise, and can be userd for the determination of sodium bisulfite in azasetron hydrochloride and sodium 

chlodide injection. 

KEY WORDS: ion chromatography; azasetron hydrochloride; sodium bisulfite 
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(Ý�ÆÞ�/ÏÐ¼ÒÓ�)ÔÕÖ111209Äß

¥à�/ÏÐ¼ÒÓ�)ÔÕÖ120911)120945Ä

áâ�ãä¾x�¼ÒÓ�)ÔÕÖ20120515):

Ñ­�å6 Milli-Q æçxè)µ¶6+Å×: 

2  �� 

2.1  0.4%µ¶���»x 
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Fig 1  Ion chromatograms 

A−sodium bisulfite standard solution; B−sodium sulfate standard 

solution; C−samples; D−blank 

3.2  �l�æ�� 

3.2.1  23�4	�l�æ��  ãòqé�q

23�4	ÍÎy��)� 0.4%µ¶��ìíx

\��6 30.51)24.41)20.34)16.27)12.20)8.140)

4.07 µg·mL

−1
�æ���ÍÎy��)��2.4��

�¦§ùúU�tu	 !)���6"#$)

	 !6%#$)&x$r'�)ñ()�*

Y=0.080 4X−0.082 9)r=0.999 7)+,-.23�

4	N 4.07~30.51 µg·mL

−1
Z/0
�l�æ: 

3.2.2  3�	�l�æ��  ãòqé�q3�

	ÍÎy��)� 0.4%µ¶��ìíx\��

159.0)127.2)106.0)84.80)63.60)42.40)21.20)

1.590 µg·mL

−1
�æ���ÍÎy��)��2.4�

��¦§ùúU�tu	 !)���6"#$)

	 !6%#$)&x$r'�)ñ()�*

Y=0.140 8X+0.067 7)r=0.999 8:+,-.3�	

N 1.59~159.0 µg·mL

-1

Z/0
�l�æ: 

3.3  ·½ãò�Ñ­ 

+1ãòQé23�4	ÍÎy�� 25 µL)

23U� 64)+,5	 !� RSD 6 0.53%: 

3.4  L6lÑ­ 

é��������	
��(ÔÕÖ1210105))

��2.3�����Ç7xè 6 8øÑy��)t

u	 !)9:vq¾ RSD:+,;Ô����



 

�1118�        Chin JMAP, 2013 October, Vol.30 No.10                              

�������� 2013	 10
� 30�� 10


 

����	
��o23�4	�Ç<vq6

0.02%)RSD6 0.45%)3�	�Ç<vq6 0.065%)

RSD 6 0.28%)-.��L6l0
: 

3.5  uqÒÑ­ 

ãs»x23�4	æ������)+1

U�)�	=6¯�>?� 10@9:ñ23�4

	uqÒ6 0.78 µg·mL

−1
(n=6)RSD%6 2.3%))3

�	uqÒ6 1.15 µg·mL

−1
(n=6)RSD%6 1.68%): 

3.6  (RAÑ­  

3.6.1  23�4	(RA  A Ó�� 1102141 Ô

��������	
���yoBC023�

4	DE)F�;Ô�y+1»x23�4	v

q6 16.95)20.34)25.43 µg·mL

−1
G(80%)�o

(100%)�=(120%)���H 98IJ�y)��2.3�

����xè)��2.4���¦§ùúU�)t

u5	 !)õ9:(RA)ñÇ<(RA6

98.82%)RSD%6 1.08%:^®KL)M�«��

tu NaHSO

3

vqrsA�=:                                                                                                                                                                                                                                                                                                  

3.6.2  3�	(RA  � A Ó� 1102141 Ô��

������	
���y+1»x3�	vq

6 88.33)106.0)132.5 µg·mL

−1
G(80%)�o(100%)�

=(120%)���H 98IJ�y)��2.3���

��xè)��2.4���¦§ùúU�)tu5

	 !)õ9:(RA)ñÇ<(RA6 98.24%)

RSD%6 0.64%:^®KL)tu Na

2

SO

4

vqM

�«��rsA�=: 

3.6.3  >?��µ¶��Í23�4	(RA�

NO  � A Ó� 1102141 Ô��������	


���y)+1� 0.1%)0.2%)0.4%)1.0%µ

¶��»x23�4	vq6 20.34 µg·mL

−1
�I

J�y)��2.3�����xè)��2.4���

¦§ùúU�)tu5	 !)õ9:(RA)

+,�- 1:^®KL)�� 0.4%µ¶��56

£u9�)tu NaHSO

3

vqM�«��rsA

�=: 

� 1  ���	
��
������� 

Tab 1  The influence of different concentration of formal- 

dehyde solution for the recovery 
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Tab 2  Results of the content of sodium bisulfite 
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Establishment and Validation of Methodology for Microbial Limit Test of Cefprozil APIs 

 

HONG Liang, LU Qihuan(Taizhou Institute for Food and Drug Control, Taizhou 318000, China) 

 

ABSTRACT: OBJECTIVE  To establish a method for microbial limit test of cefprozil APIs, and carry out the verification of 

methodology. METHODS  According to the method of Chinese Paharmacopoeia 2010, microbial limitexamination of three 

batches of cefprozil APIs were studied. Low speed centrifuge, membrane filtration and enzyme neutralization method were used 

with count of bacterium and pathogenic bacteria test. The plate method was used with counts mold and yeasts. RESULTS  The 

recoveries above 70% were obtained when comparing the product challenge to its corresponding inoculum control, and no 

growth was observed in the negative diluent controls. The Method could pass the validation test of Chinese Pharmacopoeia 2010 

version. CONCLUSION  The method can be used in microbial limit test of cefprozil APIs. 

KEY WORDS: cefprozil APIs; microbial limit test; validation 
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