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This Directive shall apply to in vitro diagnostic medical devices and their accessories. For the
purposes of this Directive, accessories shall be treated as in vitro diagnostic medical devices in their
own right. Both in vitro diagnostic medical devices and accessories shall hereinafter be termed
devices.
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98/79/EC Article 10 Registration of manufacturers and devices

1. Any manufacturer who places devices on the market under his own name shall notify the
competent authorities of the Member State in which he has his registered place of business:

— of the address of the registered place of business,

— of information relating to the reagents, reagent products and calibration and control materials in
terms of common technological characteristics and/or analytes and of any significant change thereto
including discontinuation of placing on the market; for other devices, the appropriate indications,

— in the case of devices covered by Annex Il and of devices for self-testing, of all data allowing for
identification of such devices, the analytical and, where appropriate, diagnostic parameters as referred
to in Annex I, part A, section 3, the outcome of performance evaluation pursuant to Annex VI,
certificates and any significant change thereto, including discontinuation of placing on the market.
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98/79/EC Atrticle 16 CE marking
Devices, other than devices for performance evaluation, considered to meet the essential

requirements referred to in Article 3 must bear the CE marking of conformity when they are placed
on the market.
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