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Devices with Substances

Has the device a medical purpose? -

List all substances

Rule 14 is not

Which ones are “medicinal substance(s)”* by nature? I applicable
i.e., without considering the quantity, administration route, ...
Other rules: 3, 5, 21,...
At least one
Is the product principal intended action achieved via \&&g Demonstrate the
the “medicinal substance(s)”*? quality, safety and
usefullness of each
active substance with
No an ancillary action
(Annex IX 5.2.a,
Annex II 6.2.4a,
Based on the state of the art literature, & considering GSPR 12.1)
the quantity released in/on the body or the route of o
administration, has(ve) the “medicinal substance(s)”* » Rule 14 Consultation
an ancillary action procedure
pharmacological, immunological or metabolic action) (Annex IX 5.2.b)

*with the meaning to have, when considered separately, a pharmacological, immunological or metabolic effect in/on the human body
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