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Webinar

其他支援文件

 【MDR】安全與性能要求（SPRs）與基本要求

（ER）對應指南

 【MDR】合規審查途徑

 【IVDR】分級規則圖（中文）

 【IVDR】Factsheet

MDR & IVDR Smart 
Support系列指南

準備度評估清單 【MDR】 │ 【IVDR】

技術文件準備指南【MDR】 │ 【IVDR】

常見問題集（中文） 【MDR】 │ 【IVDR】

相關連結

 BSI官網醫療器材專頁（中文）

 轉版專頁：【MDR】│【IVDR】

 法規條文：【MDR】│【IVDR】

 歐盟委員會醫療器材法規網頁

 訂閱BSI醫療器材電子報（中文）

https://www.bsigroup.com/zh-TW/Medical-Devices/-MDRIVDR-/
https://www.bsigroup.com/en-GB/medical-devices/resources/webinars/
https://www.bsigroup.com/localfiles/zh-tw/medical_device/document/bsi-mdr-mapping-guide.pdf
https://www.bsigroup.com/globalassets/meddev/localfiles/en-gb/documents/bsi-md-mdr-conformity-assessment-routes-booklet-uk-en.pdf
https://www.bsigroup.com/globalassets/localfiles/zh-tw/medical_device/image/ivdr-classification-rules.jpg
https://www.bsigroup.com/meddev/LocalFiles/en-GB/Technologies/BSI-md-ivd-regulation-changes-in-europe-factsheet-UK-EN.pdf
https://www.bsigroup.com/zh-TW/Medical-Devices/mdr-ivdr-smart-support/
https://www.bsigroup.com/globalassets/meddev/localfiles/en-gb/documents/bsi-md-mdr-readiness-review-uk-en.docx
https://www.bsigroup.com/globalassets/meddev/localfiles/en-gb/documents/bsi-md-ivdr-readiness-review-en-gb.docx
https://www.bsigroup.com/globalassets/meddev/localfiles/en-gb/documents/bsi-md-mdr-best-practice-documentation-submissions-en-gb.pdf
https://www.bsigroup.com/globalassets/meddev/localfiles/en-gb/documents/bsi-md-ivdr-best-practice-documentation-submissions-en-gb.pdf
https://www.bsigroup.com/globalassets/localfiles/zh-tw/e-news/md/2019-03/mdr-faq-tw.pdf
https://www.bsigroup.com/globalassets/localfiles/zh-tw/medical_device/document/ivdr-faq-tw.pdf
https://www.bsigroup.com/zh-TW/ISO-13485-Medical-Devices/
https://www.bsigroup.com/en-GB/medical-devices/our-services/MDR-Revision/
https://www.bsigroup.com/en-GB/medical-devices/our-services/IVDR-Revision/
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0745
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32017R0746
https://ec.europa.eu/growth/sectors/medical-devices/regulatory-framework_en#new_regulations
https://www.bsigroup.com/zh-TW/Our-services/Medical-device-services/MD_enewsletter/

