
Table 1 – Number of items recommended to be tested in the batch (as per I.P)  
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STERILITY TEST 
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INTRODUCTION :- 

The test for sterility are intended for detecting the presence of viable forms 

of microorganism in pharmaceutical preparation. A number of product are 

necessary to be sterilized such as ophthalmic preparation, injection, infusion, 

implants, syringes, bandages, dressing, needles, surgical instruments, etc. and 

must be checked for the contamination of microorganism (bacteria and 

fungi). The test must be carried out in an aseptic area to avoid accidental 

contamination of the product during the test. 

PRINCIPLE:- 

1.This test are base upon the principle that if microorganism (present in the 

sample) are place in a medium which provide nutritive material and water 

and kept at a favorable temperature, the organism will grow and their 

presence can be indicated by a turbidity in the originally clear medium. 

2.The interpretation of result is based on the assumption that the contents of 

every container in the batch, had they have been tested, would also given the 

same result. 

3. since every container cannot be tested, a suffiint number of container 

 

should be examined to give a suitable of confidence in the result of testes.  

TEST FOR STERILITY:-  

The test for sterility are as follows :- 

     1. Culture Media                                 2. Sutability of Media 

 

 

 

 



           Table 2 – Composition of media used for sterility test  

      

 

Table 3 – Test Microorganism for growth promotion test of media 

 

1)  Culture Media :-  

The following media are used for test of sterility. The composition of media 

used for sterility test is given in the table. 

A. Fluid thioglycollate medium (FTM) 

B. Alternative thioglycollate medium (ATM)  

C. Soyabean casein digest medium (SCOM) 

  

 

 

2) Sutability of Media :- 

The media used for sterility test should comply the following test. 

   A. Sterility of Media                                  B. Growth Promotion Test   

 

 

 

 

METHODS FOR STERILITY TEST :- 

Sterility test can be carried out by using following methods : 

1. Method A : Membraine Filtration. 

2. Method B: Direct Inoculation. 

Method A : Membraine Filtration : 



    Fig.no.1 - Membraine   Filtration 

 

    

 

 

     

    Table 4 – quantites of injectable preparation used for sterility testing 

 

 

 

 

 
   Fig no. 2 – Sterility Testing by Direct Innoculation 

 

This method is to be preferred where the substances being examine is (a) an 

oil, (b) an ointment that can be put into solution, (c) a non-bactirio static solid 

not readily soluble  in the culture medium, and (d) a soluble powder or liquid 

that possesses inherent bacteriostatic and fungistatic Properties. 

 

 

 

                                                             

 

   

 

 

 

 

 

 

 

Method B: Direct Innoculation :-  

Quantities of sample to be used : 

The quantities of substance or preparation being examined which is to be 

used for innoculation in the culture media varies according to the quantity in 

each container 

    

                  

                   



 Table 5 – Interpritation of  results  of test for sterility 

 

 

 

 

Method of Test : 

1. For aqueous solution and suspensions. 

2. For oils and oily solution. 

3. For ointment and creams. 

 

 

INTERPRETATION OF RESULTS :- 

Observatioon and interpretation of sterility testing results are shown in figure. 

The test may be considered invalid only when one or more of the following 

condition are fulfilled : 

1. Microbial growth is found in the negative controls.  

2.Data on microbial monitoring of the sterility testing facility show a fault. 

3. A review of the testing procedure used for the test in question revels of  

fault.  
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