
 Decree no. 36/2016/NĐ-CP   
includes 11 chapters, 69 articles 
and 11 appendices providing 
lifecycle medical device 
management regulations on: 
classification; manufacturing; 
import-export; circulation register; 
buying-selling; exploitation and use 
management; information, 
advertisement and technical 
services of MDs.

• effective since 01/7/2016 and 
following a roadmap for 
implementation and transition.

• Meeting practical demands for 
domestic MDs management,
regional and global integration.

http://vanban.chinhphu.vn/portal/page/portal/chinhphu/heth
ongvanban?class_id=1&mode=detail&document_id=185295

Decree no. 36/2016/NĐ-CP                    
on management of MDs

 Decree no. 169/2018/NĐ-CP
 Decree no. 03/2020/NĐ-CP

Decree No. 
36/2016/ND-

CP on MDs

・Scope
・definitions

・management 
principles

Classification of 
MDs

Pre-market 
management of 

MDs

Post-market 
management of 

MDs

Rights and 
obligations of 

participating in 
health insurance 

scheme

Online registration 
and publication

Implementation 
effect and 

transition articles

Manufacturing 
of MDs

Import-export 
of MDs

Circulation 
register of MDs

Buying-selling 
MDs

Post-sale 
management of 

MDs

Use of MDs in 
hospital and 

healthcare premises

technical services 
(consultancy/inspecti

on); information

Labelling of MDs

http://vanban.chinhphu.vn/portal/page/portal/chinhphu/hethongvanban?class_id=1&mode=detail&document_id=185295

