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ARTICLE PROVISION
ARTICLE 1 GENERAL PROVISION
ARTICLE 2 DEFINITION AND SCOPE
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ARTICLE 3 ESSENTIAL PRINCIPLES OF SAFETY AND PERFORMANCE OF
MEDICAL DEVICE

ARTICLE 4 CLASSIFICATION OF MEDICAL DEVICES

ARTICLE 5 CONFORMITY ASSESSMENT OF MEDICAL DEVICE

ARTICLE 6 REGISTRATION AND PLACEMENT ON THE MARKET

ARTICLE 7 LICENSING OF PERSON RESPONSIBLE FOR PLACING MEDICAL
DEVICES ON THE MARKETS OF MEMBER STATES

ARTICLE 8 TECHNICAL DOCUMENTS FOR MEDICAL DEVICES

ARTICLE 9 REFERENCE TO TECHNICAL STANDARDS

ARTICLE 10 | LABELLING

ARTICLE 11 | MEDICAL DEVICES CLAIMS

ARTICLE 12 | POST-MARKETING ALERT SYSTEM

ARTICLE 13 | CLINICAL INVESTIGATION

ARTICLE 14 | INSTITUTIONAL ARRANGEMENTS

ARTICLE 15 | SAFEGUARD

ARTICLE 16 | CONFIDENTIALITY

ARTICLE 17 | SPECIAL CASES

ARTICLE 18 | IMPLEMENTATION

ARTICLE 19 | REVISIONS,MODIFICATIONS & AMENDMENTS

ARTICLE 20 | DISPUTE SETTLEMENT

ARTICLE 21 | RESERVATIONS

ARTICLE 22 | ENTRY INTO FORCE

ARTICLE 23 | ANNEXES

ARTICLE 24 | DEPOSITORY

ANNEX CONTENTS

ANNEX 1 Essential Principles of Safety and Performance of Medical Device

ANNEX 2 Risk Classification Rules for Medical Devices other than IVD Medical
Devices

ANNEX 3 Risk Classification Rules for IVD Medical Devices

ANNEX 4 ASEAN Common Submission Dossier Template

ANNEX 5 Post Marketing Alert System (PMAS) Requirements

ANNEX 6 Components Elements of a Product Owner’s or Physical
Manufacturer’s Declaration of Conformity (DOC)

ANNEX 7 Labelling Requirements

ANNEX 8 Clinical Investigation
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