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NBOG s Best Practice Guide

2009-1

Guidance on Design—Dossier Examination and Report Content

2010-1

Guidance for Notified Bodies auditing suppliers to medical device manufacturers

2010-2

Guidance on Audit Report Content

2010-3

Certificates issued by Notified Bodies with reference to Council Directives
- 93/42/EEC on medical devices (MDD)

— 98/79/EC on in vitro diagnostic medical devices (IVDD)

—~ 90/385/EEC on active implantable medical devices (AIMDD)

CL 2010-1

Checklist for audit of Notified Body' s review of Clinical Data/Clinical Evaluation
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INSTITUTE FOR TESTING AND CERTIFICATION
QMS Certified According to EN ISO 9001:2000
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ITC ASIA

Rm 1404, Digital Tower Billant 2nd
222-8 Guro-Dang, Guro-Gu,
Seoul, Korea

Tel +82 22081 1186

Fax +822 2081 1187
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