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Jun 2016 Referendum 53% za Brexit
29. Marec 2017 Aktivacia clanku 50 Lisabonskej zmluvy
29. Marec 2019 UK nebude sucastou EU

30. marec 2019 UK bude , tretia krajina“
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Zhodnotenie dopadov pre SUKL

e Registracia liekov

* Farmakovigilancia

* InSpekcie

» Workload/prerozdelenie prace medzi zostavajuce CS
* Personalne posilnenie SUKL

Zhodnotenie dopadov pre Vas
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Pocet procedur/aktivit

DCP/MRP + 30 uzZ zaregistrovanych liekov;
schvalovanie a posudenie zmien v kvalite,
bezpecnosti, ucinnosti

Centralizované 2 procedury - nové registracie/rok

procedury

PRAC 12 liekov

GMP inspekcie + 5 inSpekcii/rok

GCP inSpekcie + 1 inSpekcia/rok

GPhV inSpekcie + 1 inSpekcia/rok
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Regulatory guidance for industry to prepare for
the UK’s withdrawal from the EU

31/05/2017

Regulatory guidance for industry to prepare for the UK's
withdrawal from the EU

EMA and the European Commission publish first in a series of Q&As for
companies

The European Medicines Agency {(EMA) and the European Commission & have published
guidance to help pharmaceutical companies to prepare for the United Kingdom's
withdrawal from the European Union. The guidance relates to both human and
veterinary medicines.

The guestions-and-answers document concerns information related to the location of
establishment of a company in the context of centralised procedures and certain

EMA is preparing a series of further guidance documents which will be published on its
website in due course. Companies are advised to regularly check EMA’'s dedicated
webpage on the consequences of Brexit.

This first questions-and-answers document follows the publication of the European
Commission/EMA notice to marketing authorisation holders of centrally authorised
medicines for human and veterinary use on 2 May 2017.
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E Questions and answers related
to the United Kingdom's
withdrawal from the European
Unien with regard to the
medicinal products for human
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CMDh "

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

About HMA Human Medicines Veterinary Medicines

You are here: Home > Human Medicines > CMDh > BREXIT

About CMDh

* Notice to marketing authorisation holders of national authorised
Statistics medicinal products for human use (May 2017)

Agendas and Minutes

Press Releases * Questions and Answers related to the United Kingdom's withdrawal
from the European Union with regard to national authorised medicinal

SHEEELE products for human use (May 2017)

Procedural Guidance
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 MAH musi mat sidlo v EU/EEA; prevod registracie

* QPPV musi sidlo a vykonavat svoje povinnosti v EU/EEA;
oznamenie zmena sidla

e PSMF musi byt umiestneny v EU/EEA
* \lyrobné miesto ucinnej latky
* \yrobné miesto lieku

* Prepustanie Sarze
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Odporucanie pre MAH

* overit stav jednotlivych registracii
(vietkych! — NAR, MRP/DCP, EU)

* proaktivne, v primeranom case naplanovat
podanie pripadnych zmien
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Dakujem za pozornost!




