Information on technical documentation


concerning medical devices





Information on manufacturer�
�
Name and address of manufacturer or European representative, �any manufacturing site�
�
EG-declaration of conformity, UMDNS devices code and explanation, any certificates�
�
Registration as manufacturer of medical devices at the competent authority�
�
Product description�
�
Product description including any variants (photographs, brochures, advertising, catalogue sheets, marking claims), clear definition of the product and its accessories�
�
Intended / clinical purpose and description of normal use�
�
Classification according to annex IX, MDD�
�
The product accompanying documents, e. g. instructions for use�
�
List of standards used and explanation on how the „Essential Requirements (Annex I, MDD) are fulfilled (EC-checklist)�
�
Risk analysis (e. g. EN 14971, EN 60601-1-4) including definitions on risk graph and summary of risk analysis results.�
�
Intended combination with other products or devices�
�
(Type-)labels, identification plate and any warning labels on the device�
�
Product specifications�
�
Parts list, list of components�
�
Assembly drawings and subassembly drawings�
�
Descriptions and drawings of components, wiring diagrams and functional descriptions�
�
Specifications of used materials incl. data sheets�
�
Details of applied substance(s) used �(in case of a drug or medical- device combination)�
�
Description of manufacturing processes, manufacturing specifications, procedure of process validation (including process software)�
�
Sterilisation specifications (e.g.550ff) and control of hygiene environment�
�
Packaging specifications�
�
QA requirements (QC specs., in-process-controls, final release etc.),report formal of final inspection�
�
Product verification�
�
Data and test reports of performed tests (e.g. EN 60601-1), functionality studies, �laboratory tests�
�
Calculations concerning the construction, reasoned results of design�
�
Materials certificates/reports, tests of biocompatibility (EN 30993-X)�
�
Verification and validation of software (firmware and/or external software)�(e.g. EN 60601-1-4)�
�
EMC test results (e.g. EN 60601-1-2)�
�
Validation of the packaging concerning transport, device packaging, shipping �containers�
�
Compatibility studies (combination with other devices) (e.g. EN 60601-1-1)�
�
Clinical data according to Annex X, MDD�
�
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