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Medical Device Administrative Control System (MDACS)

MDACS of the Department of Health (DH) includes a voluntary listing system for
medium to high risk medical devices (MDs) (i.e. Class II/lll/IV general MDs and
Class B/C/D in vitro diagnostic MDs) and a voluntary listing system for traders.
MDs listed under MDACS meet the listing requirements on safety, quality and

performance.  promoting the use of MDs listed under MDACS

Healthcare professionals, device users and members of the

public are encouraged to make reference to the list of MDs

A' under MDACS in selecting MD. Please refer to the website of

- Medical Device Division (MDD) of DH for details of the listed
/ %_ MDs and their Local Responsible Person (LRP).

DH is now running a new requirement on the procurement of
MDs by the DH. Under the new strategy, certain MDs being
purchased for use in the Services of DH should preferably be
listed under MDACS. DH will further promote the new strategy
to other organisations.

Listing of MDs & Traders
MDtraders are welcomed to join MDACS as Listed Local Manufacturers, Listed

Distributors and Listed Importers and/or an LRP to apply for the listing of their MDs.

> Browse MDD's website for Guidance Notes
» Complete the application formand, together with the &
documents required, submit to MDD's office. o

On-line tools are available on MDD's website for checking if your product isa MD
and its classification.
Act now! Submit your applications now!
Feel free to contact MDD should you have any questions related to MDACS
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