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ABSTRACT: OBJECTIVE  In order to provide a formulation of recombinant interferon α-2b suppository for clinical application, 

a systemic studies of its quality control and stabity was carried out. METHODS  Methods used for quality control and stability 

studies were based on protocols published in China Pharmacopeia 2005. RESULTS  For quality control, the apperance, melting 

time limit, microbal limit and biogical activity were all to be in line with the standards published in China Pharmacopeia 2005. The 

stability study data showed that recombinant interferon α-2b suppository can be stored for 24 months at the temperaure of 2-8�. 

CONCLUSION  Recombinant interferon α-2b suppository prepared above exhibit a high quality control and very good stabity.  

KEY WORDS: recombinat interferon α-2b; suppository�quality control�stability 
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Tab 1  The accelerated stability test results in 25  of suppository(� 20060901) 

qrstuv 0w 1w 2w 3w 

xy �< �< z{< {< 

|}q~ 30 min��b��'��� 30 min��b��'��� 30 min��b��'��� 30 min��b��'��� 
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Tab 2  The accelerated stability test results in 25  of suppository(200� 60902) 
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Tab 3   The accelerated stability test results in 25  of suppository(200� 60903) 
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Tab 4  The long-term stability test results in 4  of suppository(� 20070101) 

������ 0� 1� 3� 6� 9� 12� 18� 24� 

�	 
� 
� 
� 
� 
� 
� 
� 
� 

�
�� 

30 min��� 

������ 

30 min��� 

������ 

30 min��� 

������ 

30 min��� 

������ 

30 min��� 

������ 

30 min��� 

������ 

30 min��� 

������ 

30 min��� 

������ 

pH� 7.02 7.02 7.05 7.01 7.07 6.98 7.05 7.02 
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Tab 5  The long-term stability test results in 4  of suppository(� 20070102) 

������ 0� 1� 3� 6� 9� 12� 18� 24� 

�	 
� 
� 
� 
� 
� 
� 
� 
� 

�
�� 

30 min��� 

������ 

30 min��� 

������ 

30 min��� 

������ 

30 min��� 

������ 

30 min��� 

������ 

30 min��� 

������ 

30 min��� 

������ 

30 min��� 

������ 

pH� 6.98 7.01 6.97 6.99 7.02 7.05 7.02 7.03 

����� 5.2�10

6 

IU·�

−1

 5.1�10

6 

IU·�

−1

 5.2�10

6 

IU·�

−1

 5.3�10

6 

IU·�

−1

 5.0�10

6 

IU·�

−1

 5.1�10

6 

IU·�

−1

 5.4�10

6 

IU·�

−1

 5.3�10

6 

IU·�

−1

 

 ���! "#$% "#$% "#$% "#$% "#$% "#$% "#$% "#$% 

&'() "#$% "#$% "#$% "#$% "#$% "#$% "#$% "#$% 

� 6  ������ α-2b�(20070103) 4 �	
��
���� 

Tab 6  The long-term stability test results in 4  of suppository(� 20070103) 
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