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& Z 11 Carcinogenic Substances 1
oz 12 lonising Radiation 1
® Iz 13 Human Blood & derivatives 1
‘1; zZ?2 QA Test Results | 1
‘1; Z3 External Test Results and Certificates |
‘1; Z4 Type Examinations -
‘1; 76 Bio-compatibility / Toxicity 2
‘1; Z7 Compatibility Trials E
‘1; Z8 Medicinal Substances E
"; Z9 Final Costings 3
‘1; BSI 0 Technical Agreements
l; BSI 1 Introduction to the device and any variants
& |BSI2 Description of intended use
& |[BSI3 Product description
& |BSI 4 List of accessories
‘1; BSI 5 Location of responsibilities
‘1; BSI 6 Details of significant subcontractors as applicable
‘1; BSI7 Solutions adopted to fulfil the Essential Requirements
‘i; BSI 8 Design input specification
& |BSI9 Manufacturing process flow chart
l; BSI 10 Risk management document for the system
& BSI 11.1 Detailed test results Device verification
‘1; BSI11.2 Results for safety and EMC testing

BSI 11.3 Software verification and validation reports and risk assessment EN 62304
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5 | I
g BSI 11.4 Evidence of Usability Human factors assessment

& BSI 12 Details of Clinical investigations

& |BSI13 post-market clinical follow-up plan

g BSI 14 instructions for use and the artwork for the labelling

g BSI 15 medicinal substance human blood derivatives animal tissues
g BSI 16 Applicability of Machinery Directive 2006/42/EC

Q BSI 17 Classification rationale

l; BSI 18 Declaration of Conformity for the device

g BSI 19 document where the life time of the product

g BSI 20 Transportation and Storage test reports

& |SEPERATOR
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