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Progress of Medical

. oy - Final draft AMDD to be submitted to
Devices Harmonization ACCSQ(2™ quarter of 2013)

- Final draft AMDD to be submitted to
SEOM (mid 2013)

- AMDD to be signed by AEM (end 2013)

2552 2553 l
2554 2555 2556 2507 2558
Draft AMDD
Finalization of Transposition of AMDD
Implement AMDD (Oct 2011) into national legislation of
CSDT —National consultation Member States (end 2014 )

—Final draft AMDD to be
endorsed by MDPWG (end 2012)
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- Class A Low risk
- Class B: Low-moderate risk
- Class C. Moderate-high risk
- Class D: High risk
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ASEAN Medical Device Directive: AMDD
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— Authorized representative
— Authorized distributor
— Manufacturer
— Physical manufacturer

— Product owner




ASEAN Medical Device Directive: AMDD

- Class A. Low risk

- Class B:. Low-moderate risk

- Class C. Moderate-high risk
- Class D: High risk
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