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GENERAL PRINCIPLES OF GROUPING  

 

1. General medical devices can be grouped into one of the following four categories 

and can be submitted in one application for medical device registration:  

  

a) SINGLE;  

b) SYSTEM;  

c) FAMILY;  

d) SET  

  

2. For further explanation, kindly refer to the reference below: 

 

NO. TITTLE LINK 

1. GUIDANCE 
DOCUMENT 
 

General Medical Device-Grouping MDA/GD/0005 
 

2. SYSTEM Flowchart for System (Attachment 1) 

Video manual 
https://www.youtube.com/watch?v=rPbpqaxCx3s 
 

3. FAMILY Flowchart for Family (Attachment 2) 

Video manual 
https://www.youtube.com/watch?v=xiI55ZLL4E8 
 

4. SET Flowchart for Set (Attachment 3) 

Video manual 
https://www.youtube.com/watch?v=WPHy98EJWlk 
 

 

 

 

 

 

   

 

 

 

 

 

 

 

https://portal.mda.gov.my/index.php/doclink/guidance-document-product-grouping-second-edition-anis-suhaila-binti-abdul-rahman-fuad-mda-pdf/eyJ0eXAiOiJKV1QiLCJhbGciOiJIUzI1NiJ9.eyJzdWIiOiJndWlkYW5jZS1kb2N1bWVudC1wcm9kdWN0LWdyb3VwaW5nLXNlY29uZC1lZGl0aW9uLWFuaXMtc3VoYWlsYS1iaW50aS1hYmR1bC1yYWhtYW4tZnVhZC1tZGEtcGRmIiwiaWF0IjoxNzA2NTgzMTQ3LCJleHAiOjE3MDY2Njk1NDd9.VLmOe7dq62a8AiIBmTbA_CE5G_SaMH3Acx9uCKUgTD0
https://www.youtube.com/watch?v=rPbpqaxCx3s
https://www.youtube.com/watch?v=xiI55ZLL4E8
https://www.youtube.com/watch?v=WPHy98EJWlk
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Attachment 1 

Decision Flowchart for Grouping of Medical Devices as a SYSTEM  
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Attachment 2 

Decision Flowchart for Grouping of Medical Devices as a FAMILY 
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Attachment 3 

Decision Flowchart for Grouping of Medical Devices as a SET 

  

 

 

 

 

 

 

 

 

  

  
  
  

  


