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regulatory status in the USA, please contact your local representative.
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certified to ISO 13485 and are in compliance with relevant GMP guidelines.
They are designed following the recommendations of USP <1043> on
ancillary materials. The CliniMACS® System components, including
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manufactured and tested under a quality system certified to ISO 13485.

In the EU, the CliniMACS System components are available as CE-marked
medical devices for their respective intended use, unless otherwise stated.
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CliniMACS GMP MicroBeads are for ex vivo cell processing only.
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