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COPING WITH PHARMACOPOEIA 23


Glaxo Wellcome Selects Special-Purpose ABB Analysers





Glaxo Wellcome has secured early compliance with the new US Pharmacopoeia 23 regulations governing the quality requirement for pharmaceutical process waters with the application of special-purpose conductivity analyser systems from ABB Kent-Taylor.





Conductivity, a key parameter for measuring water quality, is traditionally analysed with automatic temperature compensation, referencing back to 25oC. Under the new regulations, pharmaceutical companies wishing to sell into the US market must ensure that these measurements are non-temperature compensated. Traceable test certificates validating the instruments’ conformity are also required for presentation to the FDA when necessary.





ABB’s solution - the on-line 4623 wall-mounted or 4628 panel-mounted Conductivity Analyser systems - has been designed in consultation with Glaxo Wellcome specifically to meet the US Pharmacopoeia 23 requirements. At its Barnard Castle site in SW County Durham, Glaxo Wellcome has applied units to its Cephalosporin antibiotic manufacturing process. Here, 10 ABB 4623 analysers are located at various 
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points to measure conductivity on purified water for injection loops used for various washing, rinsing and sterilisation operations associated with the manufacturing process.





The installation at Glaxo Wellcome also takes advantage of the instruments’ unique ‘moving alarm setpoint’ facility - an optional feature which addresses the influence of temperature changes on conductivity readings. When a water sample going through the analyser shows a change in temperature, the alarm setting will move automatically to the maximum conductivity level permitted for that temperature under Pharmacopoeia 23 regulations. 





Whilst complying with the new requirement for non-temperature compensated conductivity measurements, the ABB 4623/4628 analysers can also be user-programmed to display the temperature and temperature-compensated values for information purposes. They also incorporate the required 2-inch Tri Clamp stainless steel cells and validation certificates are supplied as standard.
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