Experiment : 11

STERILITY TESTING OF PHARMACEUTICALS

Aim: To carryout sterility testing of different pharmaceutical products

Sterility test can be carried out by using the following two method

MEMBRANE FILTRATION : the method is to be preferred where the substances examined is
an oil or ointment that can be put into a solution or non bacteriostatic solid not readily soluble in
the culture medium and a soluble powder or a liquid that possesses inherent bacteriostatic and

fungi static properties

This method needs goods skill and specia knowledge and it also calls for the routine use of
positive and negative controls. A positive control is small number of micro organism specified in

separate portion of each medium.
Apparatus

The sterility test apparatus consists of a closed reservoir and a container to collect the filtrate ,
between which a property supported membrane of appropriate porosity is placed. Membrane
generally suitable for sterility testing has nominal porosity of 0.45 micrometer , diameter about
50 mm , flow rate 55-75 ml of water . minute at a pressure of 70 mm of mercury . Cellulose
nitrate are used for aqueous , oily and weakly alcoholic solutions and cellulose acetate filters for
strongly alcoholic soln. complete unit should be free from microganism including the membrane
, and operation should be carried out aseptically. Preferably assemble and sterilize the entire with

the membrane in place prior to use.
DIRECT INOCULATION

The quantity of the substances or preparation being examined which is to be used for

inoculation in the media varies according to the quality in each container.
Method of Test

1. For agueous and suspension: remove the liquid from the test container with a sterile
pipette or syringe . transfer the quality of the preparation under examination directly into
the culture medium so that the volume of the preparation under examination is not more




than 10 % of the volume of the medium , unless otherwise prescribed. When the

guantity in asingle container isinsufficient to carry out the tests,the inoculated medium
is incubated for days at 14 days at 30 to 35°C in the case of fluid thioglycollate medium
at 20 to 25°C in the case of soyabean — casein digest medium.




