New License Application

1. License Requirement under the Act:

“Section 15 (1) No establishment shall import, export or place in the market any
registered medical device unless it holds an establishment license granted under this
Act.”

2. Different roles of establishment under the Act:

Manufacturer

Authorized Representative
Importer

Distributor
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3. YouTube link for MeDC@St 2.0 navigation.

a) Establishment License - New Registration AR/Distributor/Importer (youtube.com)
b) Establishment License - New Registration Manufacturer (youtube.com)

4. General Process Flow for New License Application:
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$ Pay License Fee
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E/ Application assessment and decision by MDA
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$ Pay Application Fee

@ Submit Application for New License in MeDC@5t 2.0
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;.‘ Get audited for GDPMD or ISO13485
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Q Determine the appropriate role of your establishment.


https://www.youtube.com/watch?v=eQ6HtfI3Yu8
https://www.youtube.com/watch?v=_s8RiyzitOQ

