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ABSTRACT

rap.ID s  Particle Explorer technology is used to increase the information available for particulate matter’s immediate evaluation. The user is now in a position to analyse particles automatically according to their number, size and, in particular, chemical composition.  With the fully automated approach hundreds or thousands of single particles as small as 500nm can be sized, their shape analysed and their material chemically identified. 
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Fig. 1: Scheme of the Integrated Particle Analysis Solution – Particle Explorer

Methods for isolation, enumeration and identification of the desired range of 0,5-500µm provide the basis for assessing foreign particles, even from suspensions [1]  For reliable enumeration, coupling a dedicated sampling technique (filtr.AID, rap.ID Particle Systems) with an automated imaging technique (Particle Explorer, rap.ID Particle Systems) guarantees a low number of false positives and negatives [2]. The integrated approach takes account of all major factors possibly affecting particle count: illumination; filter membrane, as well as membrane quality and cleanliness; and imaging-analysis threshold. The system is fully qualified and compliant to work in a cGMP environment [3].

Tab. 1 Automatically Generated Particle Size and Chemical Composition

	Substance
	Nr.
	Size
	
	
	

	-
	-
	2-5
	5-10
	10-25
	(25

	Others (9 different species)
	77
	60
	12
	5
	

	Cellulose Acetate
	41
	32
	6
	3
	

	Polyamide
	95
	78
	12
	5
	

	Carbon
	141
	120
	11
	8
	2

	Polyester
	160
	132
	17
	7
	4

	Total
	514
	422
	58
	28
	6


The analysis of thousands of particles enables the user to locate the major source(s) of contamination in various manufacturing processes. Over a longer period of time, the comparability of analytical results enables the user to detect trends more easily and install a more intelligent means of quality management accordingly. The routine method enables the user to employ lasting supervision and optimization of production processes. Therefore, identification of foreign particles from OINDP, oral nasal and inhalable products, parenterals and implants as well as car components is presented. 
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