..making excellence a habit’

EERMEMEIRRE ISO 14971 MIEFIEREFE
b ?

ISO 14971 RIEMERT &

EpEREEBERMEEXPTES —EHEEENRE -SARRBREARRE B
EHEREERE  THEEAMMREEAZENEK  ARBTEEER - MECSRK
2007 FHRABIFRZEAE TISO 14971:2007 BE=EMEIE, (1SO 14971:2007 -
Medical devices — Application of risk management to medical devices ) {F&i®
FIIEAE .« B3R N 3 7 EN ISO 14971:2012 - HohpyZEskEd 2007 MRIZZEM[E -

ISO 14971:2007 BB R R E 3] HEE HBIGH  EREREF FLERTE -
TEEHEET# M R RN E R BB AR - TR At AN ER R %58 (MDR )
RE B —FHAAETES AR T MVACK AR T ERERE - STRMHE
ST -

ISO 14971 £21SO 31000 R =R ERITEME BRI % - L2 UIRIEF]A
E¥ IR - ISO 31000 HERMNERIFEEZ - (B1SO 14971 AIZRABERME
FERBEH RSP MNER - 185] 1ISO 14971 RO E - sAERU{T 7 ISO 31000 £
M IREBEM—E - NFFERAVEFTHZ LY o EAR ISO 14971 WEEE " Em
FElREIE , HEE - MBIRBREZNEREAREEZE -

- L -



https://www.bsigroup.com/en-GB/medical-devices/our-services/iso-14971/
https://www.bsigroup.com/zh-TW/medical-devices/our-services/ISO-13485-Revision/
https://www.bsigroup.com/zh-TW/medical-devices/our-services/ISO-13485-Revision/
https://www.iso.org/files/live/sites/isoorg/files/archive/pdf/en/iso_31000_for_smes.pdf
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http://shop.bsigroup.com/ProductDetail/?pid=000000000030246007&_ga=1.234147678.1582836990.1461062384
http://s3.amazonaws.com/rdcms-aami/files/production/public/FileDownloads/WhitePaper/Postmarket_Risk_Management_120816.pdf
https://www.bsigroup.com/blog/Is-there-a-risk-in-revising-the-risk-management-standard-ISO-14971-for-medical-devices/?utm_source=Pardot&utm_medium=email&utm_content=CTA&utm_campaign=SM-SUB-LG-CN-Blog2-ALL-1702
http://shop.bsigroup.com/ProductDetail?pid=000000000030268035
https://www.bsigroup.com/zh-TW/standards/british-standards-online-database/
https://www.bsigroup.com/LocalFiles/zh-tw/Training/course_guide/ISO14971.pdf

