Does your

establishment deal No

with Medical
Device?

Manufacturer

What is your
establishment

type?

Conduct
Conformity
Assessment Based
on 1SO13485

AR, Importer,
Distributor

Conduct
Conformity

Appoint CAB to
conduct
assessment for
QMS

Apply for
Establishment
License via
MeDC@St 2.0

Comply with all
the requirements

Assessment Based
on GDPMD

No
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