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® BSI Guide to Notified Body

* BSIORIA bR—)(—:

General Safety and Performance Requirements
(Annex I) in the New Medical Device Regulation

The European Medical Devices Regulations: What are
the requirements for vigilance reporting and post-
market surveillance?

Planning for implementation of the European Union
Medical Devices Regulations — Are you prepared?

How to prepare for and implement the upcoming
IVDR — Dos and Don'ts

How to prepare for and implement the upcoming
MDR — Dos and Don'ts

ZDMEDIY—R
e GHTF/IMDRF « MEDDEV

e NB-MED e NBOG Guidance

BSI/UK/068/MD/0919/JA/BLD

Copyright © 2019, The British Standards Institution. All rights reserved

BSIVIV—T I+ )kt

Email: JapanMD.Sales@bsigroup.com

Web: bsigroup.com/medical-ja

(BEFEIE AXZ(FHBREFRARE L TNFET . HEBMRE C DFATGRIRD
ABICIH TN G BSEEIF HEBREEXTSEDELFET, ]

BSI Group The Netherlands B.V.,
Say Building,

John M. Keynesplein 9,

1066 EP Amsterdam,

The Netherlands

T: +3120 3460780
F: +3120 346 07 81
E: info.nl@bsigroup.com

Visit us online at: www.bsigroup.com/medical-ja


http://medtech.bsigroup.com
http://medtech.bsigroup.com
https://www.bsigroup.com/meddev/LocalFiles/en-GB/Services/BSI-md-notifed-body-guide-brochure-UK-EN.pdf
https://www.bsigroup.com/ja-JP/medical-devices/resources/whitepapers/
http://www.imdrf.org/documents/documents.asp
http://www.team-nb.org/nb-med-documents/
https://ec.europa.eu/growth/sectors/medical-devices/guidance
http://www.nbog.eu/nbog-documents/
https://www.bsigroup.com/ja-JP/medical-devices/



