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including the implementation meets the requirements of the standard:

EN ISO 13485:2016
1ISO 13485:2016

Scope:
Design, development, manufactu ) ' v/ ./ peontracting
sheaths, multi-lumen catheters; balloon cathete ; / /ij/,‘
as well as medical device comg / sefr she [ r‘(: fQ j
brachytherapy and gastroi appli
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Certificate expiry date: /
Certificate effective

Certified since:
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B.T.M. Holtus J.M. McKenzie
Managing Director Certification' Manager

© Integral publication of this certificate and adjoining reports is allowed
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