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ION MOBILITY SPECTROMETRY - 
IMPLEMENTATION OF A NEW TECHNIQUES IN CLEANING VALIDATION 
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Cross contamination is one of the major risks when using multi purpose equipments during drug manufacturing.

Cleaning validation is therefore a critical necessity. Analytical verification of equipment cleanliness prior to their further use has to be routinely performed in order to ensure that API's and other production materials that come in contact with equipment surfaces are not contaminated. 

Cleanliness verification analysis has to be selective, sensitive and reliable, nevertheless sufficiently fast.

Currently, HPLC/UPLC is the most common analytical method for cleaning verification. However, its use is lacking the required speed and analysis of the verification samples can be a bottleneck that can extend equipment downtime.
IMS (ion mobility spectrometry) enables a unique technology for detection of trace quantities of chemical based on their gas phase mobility. Measurement Selectivity in IMS is generated by the chemicals characteristic drift velocities, under the influence of a defined electric field through a gas at ambient pressure.

IMS measurement scan duration is at values of milliseconds, making this technology a preferred alternative over HPLC for cleaning verification methods.

IMS VS. HPLC

	
	HPLC/UPLC
	IMS

	Sample cycle time
	300-1500 sec
	20-45 msec

	Sample preparation time
	same
	same

	Cost per sample
	high
	low

	Method development
	slow
	fast

	Waste solvents
	yes
	none


S is one of the main products at TEVA-tech plant. The main analysis for cleaning verification is UPLC. A method using IMS was validated and will be demonstrated.
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