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Annex 10

8. Background & legal framework. Certificate of suitability to the monographs of the European 
Pharmacopoeia. Strasbourg: Council of Europe, European Directorate for the Quality of Medicines 
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https://www.who-umc.org/vigibase/vigibase/
https://www.who-umc.org/vigibase/vigibase/
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:348:0001:0016:EN:PDF
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:348:0001:0016:EN:PDF
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/mutual-recognition-agreements-mra
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/mutual-recognition-agreements-mra
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/mutual-recognition-agreements-mra
http://investasean.asean.org/index.php/page/view/asean-free-trade-area-agreements/view/757/newsid/868/asean-mutual-recognition-arrangements.html
http://investasean.asean.org/index.php/page/view/asean-free-trade-area-agreements/view/757/newsid/868/asean-mutual-recognition-arrangements.html
http://investasean.asean.org/index.php/page/view/asean-free-trade-area-agreements/view/757/newsid/868/asean-mutual-recognition-arrangements.html
https://picscheme.org/en/picscheme
https://picscheme.org/docview/2475
https://www.who.int/docs/default-source/medicines/norms-and-standards/current-projects/trs1010-annex9--desk-assessment.pdf
https://www.who.int/docs/default-source/medicines/norms-and-standards/current-projects/trs1010-annex9--desk-assessment.pdf
https://www.oecd.org/chemicalsafety/testing/mutualacceptanceofdatamad.htm
https://www.oecd.org/chemicalsafety/testing/mutualacceptanceofdatamad.htm
https://www.fda.gov/medical-devices/cdrh-international-programs/medical-device-single-audit-program-mdsap
https://www.fda.gov/medical-devices/cdrh-international-programs/medical-device-single-audit-program-mdsap
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-170921-pms-ncar-n14-r2.pdf
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-170921-pms-ncar-n14-r2.pdf
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-200318-ae-terminologies-n43.pdf
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-200318-ae-terminologies-n43.pdf
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-181105-optimizing-standards-n51.pdf
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-181105-optimizing-standards-n51.pdf
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-181031-grrp-essential-principles-n47.pdf
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-181031-grrp-essential-principles-n47.pdf


http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-170316-competence-conduct-reviewers.pdf
http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-170316-competence-conduct-reviewers.pdf
https://www.hsa.gov.sg/medical-devices/registration/overview#toggle=togglepanel-overseas-reference-regulatory-agencies
https://www.hsa.gov.sg/medical-devices/registration/overview#toggle=togglepanel-overseas-reference-regulatory-agencies
https://www.tga.gov.au/comparable-overseas-regulators-medical-device-applications
https://www.tga.gov.au/comparable-overseas-regulators-medical-device-applications
https://iris.paho.org/handle/10665.2/52027
https://iris.paho.org/handle/10665.2/52027



