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DECLARATION OF CONFORMITY

We hereby declare under our sole responsibilities that the product

# Surgical Instruments (Re-Usable, Single Use)
» Dental Instruments (Re-Usable, Single Use)

The list of instrument is attached to this declaration (annex — 4 file)

Fall within Class — I medical devices and meet the éssential requirement of Directive 93/42EEC
as update directive 2007/47/EEC and we are also registered with DYNAMEX Certification
Service (DCS) and quality audits of ISO 9001:2015 and ISO 13485:2016+AC:2012

To which this declaration related is in conformity with the following Standard(s) or either
normative documents(s) ISO 2001:2015

ISO 13485:2016+AC:2012
93/42EEC as update directive 2007/47/EEC
ISO 5832-2
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