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ANNEX

In Annex XVII to Regulation (EC) No 1907/2006, entry 78 is amended as follows:

(D

paragraph 4 is amended as follows:

(a) point (b) is replaced by the following:

““medicinal products’ as defined by Directive
2001/83/EC" or ‘veterinary medicinal products’ as
defined by Regulation (EU) 2019/6™;

" Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the
Community code relating to medicinal products for human use (OJ L 311, 28.11.2001, p. 67, ELI,
http://data.curopa.eu/eli/dir/2001/83/0j).

o Regulation (EU) 2019/6 of the European Parliament and of the Council of 11 December 2018 on
veterinary medicinal products and repealing Directive 2001/82/EC (OJ L 4, 7.1.2019, p. 43, ELIL:

http://data.europa.eu/eli/reg/2019/6/0j).’

(b) the following point (g) is added:

‘synthetic polymer microparticles, on their own or
in mixtures, for use in product and process
orientated research and development, in quantities
of one tonne per year or less;’
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2)

in paragraph 5, point (c) is replaced by the following:

‘synthetic polymer microparticles which are
permanently incorporated into a solid matrix during
an intended end use of a duration of one year or
longer.’
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