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The management of medical devices is different from
general products. Medical device firms must submit the
documents to the competent authority for pre-marketing
review before the products are released. The responsibility
of competent authority is to confirm the safety, efficacy,
and quality of the medical devices. In other words, the
firms must follow the pre-marketing review regulations
prescribed by the competent authority, moreover, medical
device products couldn’t be launched on the market until
they have met the management regulations of the country.
Introducing the concept of medical device premarket
management in this article might not only help industries
to avoid breaking the rules, but also assist the vendors to
expand marketing layout and reduce the export resistance,
thus might promote the quality of medical service both in

Taiwan and New Southbound Policy countries.
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BENNEEXRBRERHAREER (Therapeutic
Goods Administration, TGA ) @ BIEEESRMZ T E LR A
“Therapeutic Goods Act 1989” ; ENEREE MBI AEIEEE
#B (Ministry of Health) @ BIREERBM 2 EEIERA“PMK
No.62” ; FENEERBELARERMEYEER (Thailand
Food & Drug Administration) @ BB EESRM TR LR
“Medical Device Act, B.E. 2551 (2008)” ; =/& > B4R A%
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1 RBEEREE841E ; Bl Therapeutic Goods Act 1989, Chapter 4,
Part 4-11, Division 3 ; Z=EMedical Device Act B.E. 2551 (2008),
CHAPTER XII, Section 89 ; EJfEPMK No.62 (2017) * Z511% » 5564
(3
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JEBE B Class 1~ 11a ~ 1Ib ~ IR FBHIEARNERERH (active
implantable medical devices, AIMD ) * EHHClass [N A7 5 /&
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