May 2006 Asean Post-Market Alert Form

ASEAN POST-MARKETING ALERT SYSTEM

1. Level of confidentiality: 2. Issue: 3. Action:

[ Internal / restricted circulation [ Adulteration [ Labelling revision

[ Public domain, specify website: [ Quality defect [ Product recall
[ safety aspects [ Product withdrawal
[ Others, please specify: [ Registration cancelled

[ Registration suspended

[ Others, please specify:

4. Source / Type: [ signal from local ADR reports [ Scientific literature / studies
[ signal from local studies [ Others, please specify:

[ Decision made by other
regulatory authorities &/or industry

Product information (whenever possible, please provide an image of the product)

5. Product type: [ Biologic [ Traditional medicine
[ Cosmetic [ Others, please specify:
[ Health supplement
[ Pharmaceutical

6. Forensic classification in your [ General sales list / [ Prescription only

country:
Y Over-the-counter [ Others, please specify:
O Pharmacy only

7. Brand / Product name (or drug class): 8. Alternative name (e.g. Chinese, Malay):

9. Active ingredient / Generic name / Full formula (for cosmetics, traditional medicines etc.) *:

10. Dosage form (if applicable): 11. Strength (if applicable):
12. Pack size / Presentation: 13. Batch / Lot number:
14. Expiry date (if applicable): 15. Date manufactured:

16. Local licensed indication(s) / Intended use:

17. Countries which the product is exported to:

Company information

18. Marketing authorisation holder / Product licence holder / Company responsible for putting product in the market:

19. Name & country of manufacturer or supplier:

Details / Action(s) taken

20. Background (e.g. reasons for recall, defect, ADR):

{
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May 2006 Asean Post-Market Alert Form

21. Actions / proposed actions to be taken (including the level of recall e.g. hospital, retail, consumers; type of recall e.g.
temporary or permanent; date of withdrawal or recall):

Source of information

22. Country reporting / Issuing authority: 23. Report reference no.:

24. Department / Designation of person issuing the alert: 25. Date of report:

26. Contact person

Name: Department / Designation:
Email address: Telephone no.:
Fax no.:

* Additional information e.g. press statement and photograph of product should be attached separately. Indicate NA
whenever the field is not applicable.



