List of Configuration
	Guidelines on completing the table below: 

1. For the “Name as per Device Label” column- 

(a) For a medical device family, list the names of the constituent members in this column. Enter the identifier associated with each constituent member in the “Identifier” column. 
(b) For a medical device group, list the names of the constituent medical devices in this column. Enter the identifier associated with each constituent medical device in the “Identifier” column. 
(c) For a medical device system, list the names of every constituent component in this column. Enter the identifier associated with each constituent component in the “Identifier” column. 

2. For the “Identifier” column, identifier refers to a unique series of letters or numbers or any combination of these or a bar code that is assigned to a medical device by the product owner and that identifies it and distinguishes it from similar devices. Examples of an identifier for a device are a barcode, catalogue, model or part number. 

3. For the “Brief Description of Item” column, give a brief description of the key distinguishing attributes or specifications of each item. Examples of a brief description of a constituent member of a family include the following: 

For percutaneous transluminal coronary angioplasty (PTCA) catheters:
10 mm balloon length and 2 mm balloon diameter. 

4. A list of configurations is to be provided with each SINGLE, FAMILY, IVD TEST KIT, and SYSTEM and SET medical device application. 
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	Proposed Grouping for Medical Device (SINGLE, FAMILY, IVD TEST KIT, SYSTEM and SET): 
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