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i) Declaration of conformity,

if) Copy of the label, packaging and instructions for use (in all languages requested by the countries where the device is
marketed),

iii) Notified Body certification (where relevant),

iv) Post market surveillance process and data, vigilance reports and complaints, processes and data

v) Technical documentation relevant to market surveillance investigation being undertaken by the Member State,
vi) Relevant clinical data / notification,

vii) Details of any distributors / suppliers putting the CE marked devices on the market,

viii) Incident reports and corrective actions taken.
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