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ARRANGEMENT OF sEcTiONs

Part i
PRELiMiNARY

 section

 1. short title and commencement
 2. interpretation

Part ii
REGisTRATiON OF MEDicAL DEVicE AND cONFORMiTY AssEssMENT BODY

chapter 1

Registration of medical device

 3. classification of medical device
 4. Manufacturer’s obligations 
 5. Requirement for registration of medical device
 6. Application for registration of medical device
 7. Registration and refusal to register medical device
 8. Power to impose additional conditions and to vary or revoke 

conditions 
 9. Power to cancel registration of medical device

chapter 2

Registration of conformity assessment body

 10. conformity assessment body
 11. Requirement for registration of conformity assessment body
 12. Registration and refusal to register conformity assessment body
 13. Power to impose additional conditions and to vary or revoke 

conditions 
 14. Power to cancel registration of conformity assessment body
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Part iii

LicENcE AND PERMiT

chapter 1

Establishment licence

 section

 15. Requirement for establishment licence

 16. Application for establishment licence

 17. Additional information or document

 18. Grant or refusal of establishment licence

 19. compliance with establishment licence conditions

 20. Power to impose additional conditions and to vary or revoke 
conditions

 21. Transfer of establishment licence

 22. suspension or revocation of establishment licence

 23. surrender of establishment licence

 24. Renewal of establishment licence

 25. Effect of suspension, revocation, surrender or non-renewal of establishment 
licence

chapter 2

Designated medical device permit

 26. Designated medical device

 27. Requirement for designated medical device permit

 28. Application for designated medical device permit

 29. Additional information or document

 30. Grant or refusal of designated medical device permit 

 31. compliance with designated medical device permit conditions

 32. Power to impose additional conditions and to vary or revoke 
conditions 

 33. suspension or revocation of designated medical device permit

 34. surrender of designated medical device permit

 35. Renewal of designated medical device permit

 36. Effect of suspension, revocation, surrender or non-renewal of designated 
medical device permit
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chapter 3

Duties and obligations of licensees or permit holders

 section

 37. Distribution records

 38. Post-market surveillance and vigilance

 39. complaint handling

 40. Mandatory problem reporting

 41. Field corrective action
 42. Recall

chapter 4

General duty

 43. Usage, operation, maintenance, etc., of medical device

 44. Advertising

chapter 5

Export permit

 45. Export permit

 46. Revocation of export permit

Part iV

APPEAL

 47. Appeal against decision of Authority

Part V

ENFORcEMENT

 48. Authorized officers

 49. Authority card

 50. Power of investigation

 51. search and seizure with warrant 

 52. search and seizure without warrant 

 53. Access to computerized data 


