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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. Article 126 “An authorization to

1o
12
o
1o

market a medicinal product shall not be refused, suspended or revoked
except on the grounds set out in this Directive. No decision concerning
suspension of manufacture or of importation of medicinal products
coming from third countries, prohibition of supply or withdrawal from
the market of a medicinal product may be taken except on the grounds
set out in Articles 117 and 118.7

REGULATION (EC) No 726/2004 OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL of 31 March 2004 laying down Community
procedures for the authorisation and supervision of medicinal products
for human and veterinary use and establishing a European Medicines
Agency. Article 81 “1. All decisions to grant, refuse, vary, suspend,
withdraw or revoke a marketing authorisation which are taken in
accordance with this Regulation shall state in detail the reasons on
which they are based. Such decisions shall be notified to the party
concerned. 2. An authorisation to place a medicinal product governed
by this Regulation on the market shall not be granted, refused, varied,
suspended, withdrawn or revoked except through the procedures and

on the grounds set out in this Regulation.”
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I have the homour to confirm the following wndersianding reached between ihe delesations of
the Republic of Kovew and the EU during the convve of negoliolions regarding Chapier XX
iIntellectual Property Rights) of the ree Trade Agreement between our two Governments
sizmedd thix ooy

The Republic of Korea confirms that the Patent Linkage spstem, upon s implementation, will
he applicable o a marketing approval procedure for phormacentival products regardless of
their origin in o non-discriminaiory manner

§ have dhe honou do propose thal ihis lelter and your letier i veply confirming thal vour
Government shaves this understanding shall constitute an integral part of the Free Trade
Agmreement,
Sincerely, |
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