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ANNEX II

EC DECLARATION OF CONFORMITY
(Full quality assurance system)

[F'8. Application to the devices referred to Article 1(4a)

Upon completing the manufacture of each batch of devices referred to in Article 1(4a), the
manufacturer shall inform the notified body of the release of the batch of devices and send to it
the official certificate concerning the release of the batch of human blood derivative used in the
device, issued by a State laboratory or a laboratory designated for that purpose by a Member

State in accordance with [*Article 114(2) of Directive 2001/83/EC].]

Textual Amendments
F2  Substituted by Directive 2007/47/EC of the European Parliament and of the Council of 5 September 2007
amending Council Directive 90/385/EEC on the approximation of the laws of the Member States relating
to active implantable medical devices, Council Directive 93/42/EEC concerning medical devices and
Directive 98/8/EC concerning the placing of biocidal products on the market (Text with EEA relevance).

Textual Amendments
F1  Inserted by Directive 2000/70/EC of the European Parliament and of the Council of 16 November 2000
amending Council Directive 93/42/EEC as regards medical devices incorporating stable derivates of
human blood or human plasma.
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