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Combination Products and How they 
are regulated – Graphical Summary
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Notified body opinion process

Art. 117

Non-binding Order
NB Opinion Report

(if needed)
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1st assessment cycle
= 40 working days

2nd assessment cycle (if needed)
= 20 working days
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Risk analysis 
(clause 5 of EN ISO 14971)
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EU MDR Post-market Annex I s3-5,  
s8 and Article 88
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DESIGN REVIEW
PROCESS
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