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"Ordinary” Self-testing IVD products Performance
IVD {except blood glucose meters) evaluating
products I I devices
Annex Il List B products
(including self-testing blood glucose meters)
Annex Il List A products
v IR v
Annex Il Annex Il Annex IV Annex IV Annex V Annex V Annex VIl
except including exceplt including EC type Statement by
Section & Section 6 Sections 4 Sections 4 exam. by EC type examination by MB manufacturer
and 6 and 6 NB
Self- Design Full quality Full quality
certification exam. by system system v v v
NB andited by audited by Annex Vi Annex VI Annex Vi
(MNotified NB NB Production Section 5 Production
Body) guality Batch quality
Design system verification system
exami- audit by by MB audit by NB
nation and NB.
batch Batch
release by release by
NE NB
(Section 5)
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