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Grouping for In Vitro Diagnostic Medical Devices

An application to register IVD devices may be made according to their
grouping. For IVD devices, they may be grouped into one of the following
categories as:

I System

IVD Test Kit

4

There are 3 basic rules to determine the grouping of medical devices:

e One generic proprietary name
e One manufacturer
e One common intended purpose
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