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1. N15NE17919MUNUB9815979M15 (Nutrient function claims)

2. N15Na17919%u9uU (Other function claims)
3. N15N817919N15aAANLEBIUBINSLNALSA (Reduction of disease risk claims)
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General

MD MD

Importers intending to import

Licensing Notification
these MD are required to submit

CFS from the country of

manufacturer (origin) to get FDA
Food and Drug Administration, Thailand

Certificate for Custom process
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Classification of MD
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\ -
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United States

European Union

Canada

Singapore

Risk based Classification

Risk based Classification

Risk based Classification

Risk based Classification

Classification

Class Il (Gen + Special

Philosophy

* Food, Drug & Cosmetics Act » 90/385/EEC *Food & Drugs Act *Health Products Act
Regulatory » Code of Federal Register » 93/42/EEC *Medical Device *Medical Device
Framework (CFR) « 98/79/EEC Regulations Regulations

Class | (Exempt + General Class I, A, 1IB, 1l Class I, II, I, IV Class I, A, 1IB, I

Controls) (4 Classes) (4 Classes) (4 Classes)

* Quality System
* Vigilance Reporting

Systems Controls)
Class Il (Gen + Special
Controls + PMA)
* Premarket Approval (PMA) by | < Evaluation by Notified  Evaluation by Health * Full Evaluation by HSA
FDA Bodies Canada (18t Country)
* Premarket Notification (510k) * Quality System / Type * Quality System * Abridged Evaluation by
_ by FDA and 3" parties Testing (1ISO13485 mandatory) HSA (Benchmarked
SO accredited by FDA « Vigilance Reporting « Vigilance Reporting GHTF)
Assessment

* Quality System
* Vigilance Reporting

=
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Direction of MD Reclassification

Situation Base
Classification

e General MD .
 Notified MD .
e License MD .

q Food and Drug Administration, Thailand

Risk Base
Classification

Low risk

Low-moderate Risk
Moderate-high risk

High risk
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