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EU Regulations
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CE Marking for Medical Device

- - o Y (New Regulations on medical devices)
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Step to Apply CE Marking
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Classification Rules
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Risk Classification
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MDR Conformity Assessment Routes

Annex IV - Annex V

Annex X - Conformity Assessment based on (IM5 and assessment of TF
Annex K - Type Examination Conformity Assessment
Annex Kl-Part A - Production Quality System Verification

Annex Al -Part B - Product Verification done by Notified Body
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Harmonized Standards
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SAMPLE OF STANDARDS

EN ISO 13485:2016
Quality Management System

EN ISO14971:2012
Risk Management

EN ISO 15223-1-2016

Symbols for medical device labelling
and information to be supply

EN1041:2008
Information supplied by the
manufacturer of medical devices

EN ISO 10993-1:2018

Biological evaluation of medical devices
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SAMPLE OF PRODUCT STANDARDS

EN 14683:2019+AC:2019
Medical face masks

= EN 60601-2-12:2006 MEDDEV
Reguirementsfor the safety of
lung ventilators MEDDEVY 2.7.1 Rev.4

MEDDEV 2.5/10
MEDDEV 2.5/3 Rev.2
MEDDEV 2.12/1 Rev.8
MEDDEVY 2.12 Rev.2

EN ISO 21534:2009

MNon-active surgicalimplants - Joint
replacement implants

" EN 455-1:2000

Medical gloves for single use-Freedom
from hole

EN 1618:1997

Catheters other thanintravascular
catheters
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Technical Documentation file

— (T
ﬂ@YTI 1. DEVICE DESCRIPTION AND SPECIFICATION, INCLUDING
TECtha|FHe VARIANTS AND ACCESSORIES

ﬂiuﬁtltLﬂ;}/' 2. INFORMATION TO BE SUPPLIED BY THE MANUFACTURER :
label or labels on the device and on 1its
packaging and the instructions for use.

3. DESIGN AND MANUFACTURING INFORMATION

AP

4. GENERAL SAFETY AND PERFORMANCE REQUIREMENTS

5. BENEFIT-RISK ANALYSIS AND RISK MANAGEMENT

6. PRODUCT VERIFICATION AND VALIDATION i Pre-clinical
and clinical data & Additional information required
in specific cases i
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Eudamed & UDI
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= UDI-DI is the access key for device-related information
entered in EUDAMED

= Reference to Basic UDI-DI in key documentation (Declaration
of conformity, certificates)

= UDI shall be used for reporting serious incidents and field
safety corrective actions

= UDI storage obligations for Class Il

implantable devices ‘m‘e
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Consulting & Technical File Preparation

®* MDR Training
EU Regulations training
How to apply to CE Marking
Clinical Evaluation Training
Clinical Report preparation

Consult: Step by Step




