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1. #HAEBEXRMBIEEIOEERAEZ ( Factsheet for manufacturers of medical
devices )

2. KRN EIESE NI ERRFE ( Factsheet for manufacturers of in-vitro
diagnostic medical devices )

3. EMER . BESM (Implementation model: medical devices )

4. BIREE  BBIN2ENEEM (Implementation model: in-vitro diagnostic medical
devices )

5. FFABE . HEERMBEEEIEK ( Exhaustive list: requirements for medical
devices manufacturers )
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https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ:L:2017:117:TOC
https://ec.europa.eu/growth/sectors/medical-devices/regulatory-framework_en
https://ec.europa.eu/docsroom/documents/31201
https://ec.europa.eu/docsroom/documents/31201
https://ec.europa.eu/docsroom/documents/31202
https://ec.europa.eu/docsroom/documents/31202
https://ec.europa.eu/docsroom/documents/30905
http://ec.europa.eu/docsroom/documents/30907
http://ec.europa.eu/docsroom/documents/30907
https://ec.europa.eu/docsroom/documents/30961
https://ec.europa.eu/docsroom/documents/30961
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o HIEEXENMSTE ( Masterimplementation plan ) : WEZEZ U ERIZE -
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https://www.gov.uk/guidance/medical-devices-eu-regulations-for-mdr-and-ivdr
http://www.medtecheurope.org/MTE-publishes-flowchart-on-MD-IVD-regulations
https://www.bsigroup.com/zh-TW/Medical-Devices/-MDRIVDR-/
https://www.bsigroup.com/en-GB/medical-devices/our-services/Compliance-Navigator/?_ga=2.114774208.691856498.1537845496-1319689630.1531274090
https://compliancenavigator.bsigroup.com/en/medicaldeviceblog/european-commission-issues-further-guidance-for-manufacturers/
https://www.bsigroup.com/zh-TW/
https://www.bsigroup.com/zh-TW/Medical-Devices/ISO-13485-training-courses/mdd-to-mdr/
mailto:training.taiwan@bsigroup.com
https://www.bsigroup.com/zh-TW/Our-services/certification/
https://www.bsigroup.com/zh-TW/Our-services/product-certification/
https://www.bsigroup.com/zh-TW/Our-services/training-courses/
https://www.bsigroup.com/zh-TW/Our-services/BSI-Verifeye/
https://www.bsigroup.com/zh-TW/standards/british-standards-online-database/

