Apgar Timer things to do before next audit


1. Instruction manual needs updating  see docID  23984   needs completing

2. Labeling docID 23988 needs completing

3. Safety classification docID 25628  needs to be checked.

4. Declaration of conformance may needs updating. DocID 152

5. Essential requirements needs checking

6. Device classification DOCID 25620

7. Risk Analysis report needs checking DOCID 15422

8. Liquid leakage DOCID 9458 needs updating eg.IP rating

9. Risk management review looks OK

10. Residual risk looks OK

11. Check training information DOCID 7751

12. Check maintenance manual DOCID22104 is still valid

13. Product life requires evidence of long life low breakdowns etc added to DOCID 9193

14. Analysis of complaints requires updating DOCID 9194 

15. Pre-clinical trials/no formal clinical trials  DOCID 9356 may need updating

16. Manufacturing route requires checking DOCID 9197

17. Evidence of packing and shipment needs constructing DOCID 9200

18. Need a formalised specification to replace DOCID 22811

19. Circuit diagram DOCID 2823 is hand drawn

20. Product usability needs checking. DOCID24615 Check DOCID 24808  EN62366-1 2015 see also DOCID24804

21. Requires QC30 Project validation and verification also DOCID 24099 Design Input vs Design Outputs

