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- European
Commission

Brexit negotiations

The Article 50 negotiation process and principles for the United Kingdom's depariure
from the European Union.

. On 28 March 2017, the United Kingdem nofified the European
Cowuncil of its intention to leave the Eurcpean Union, in accordance
with Article 50 of the Treaty on European Union. On 2% April 2017,
the European Council - made up of the heads of state or government
of the EU countries — adopted guidelines which define the framewark
for the negotiations and s&t out the EU's overall positions and
principles.

}  The EU Is represented by Michal Barnier, as Chief Negotiater for the
27 EU countries. His Task Force at the European Commission
coorndinates the work an all strategle, aperational, legal and financial
Issues ralated to the negotiations.
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https://ec.europa.eu/commission/brexit-negotiations_en

EMA

https:.//www.ema.europa.eu/en/a

bout-us/uks-withdrawal- Guidance for companies Brexit-related guidance for companies
eU/b reXit_related_QUidance_ Relocation to Amsterdam Table of contents

CO m pa n I e S + Guidance on centrally authorised products

o Industry survey (for centrally authorised products)
« Guidance on nationally authorised products

S pu ' | N g ar Og SVO r fré E MA « Stakeholder meetings

The European Medicines Agency (EMA) and the European Commissionz are providing
M M M M guidance to help pharmaceutical companies responsible for both human and veterinary
E M A | e I 6 b e I n I n g a r u m B reX It medicines prepare for the United Kingdom's (UK) withdrawal from the European Union (EU),
a process known as 'Brexit'.

.
F u n d a g e r6 I r This aims to ensure that companies are ready to take the necessary steps to enable undisrupted

supply of their medicines in the EU for the benefit of patients, based on the assumption that the UK
will become a third country as of 30 March 2019.

Guidance on centrally authorised products

. .o V4 .o
Nidurstédur ur kdnnunum um
Companies should check this page regularly for guidance on the consequences of Brexit, as EMA and

B reX It the European Commission are preparing a series of guidance documents.

Frettatilkynningar

Document Contains information on Last updated

Endurdthlutun 8 matsadilum
((co) Rapporteur) e st e nd

applicants;

= orphan designation holders;
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https://www.ema.europa.eu/en/about-us/uks-withdrawal-eu/brexit-related-guidance-companies

CMDh/CMDv

CMDh http://www.hma.eu/535.html
CMDv http://www.hma.eu/542.html

Spurningar og svor
Brexit leidbeiningar og ferlar
Snidmat (template) fyrir RMS-faerslu

CMDh

“o-ordination Group for Mutual
and Decentralised Procedures - Human

About HMA

Y Rrss | siter

Human Medicines Veterinary Medicines

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

CMDh

About CMDh
Statistics

Agendas and Minutes
Press Releases
BREXIT

Procedural Guidance
CMDh-Referrals
Product Information

Advice from CMDh

Templates

+ Notice to marketing authorisation holders of national authorised
medicinal products for human use (June 2018) [Track version]

+* Questions and Answers related to the United Kingdom's withdrawal from
the European Union with regard to national authorised medicinal
products for human use (June 2018) [Track version]

+ Practical guidance for procedures related to Brexit for medicinal
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http://www.hma.eu/535.html
http://www.hma.eu/542.html

Brexit sida: ,
https://www.gov.uk/government/brexit

Upplysingar ef enginn samningur verdur
gerdur:;

https.//www.gov.uk/government/publicati
ons/how-medicines-medical-devices-and-

Bretland

clinical-trials-would-be-requlated-it-
theres-no-brexit-deal/how-medicines-
medical-devices-and-clinical-trials-would-
be-regulated-if-theres-no-brexit-deal

éol singar ef samningur verdur gerdur
/adlégunartimi:

https://www.gov.uk/government/publicati
ons/implementation-period-what-it-
means-for-the-life-sciences-sector

i GOV.UK

Tell us what you think of GOV.UK

Take a short survey to give us yo

Home > How medicines, medical devices and clinical trials would be requlated if there's no Bresdt deal

Department
of Health &
Social Care

Guidance

How medicines, medical devices and

clinical trials would be regulated if
there’s no Brexit deal

Updated 14 September 2018

Contents A scenario in which the UK leaves the EU without agreement (a “no deal” scenario)
Purpose remains unlikely given the mutual interests of the UK and the EUin securing a
Refore 20 Mareh 2019 negotiated outcome.

After 20 March 2013 if there's

oo el Megotiations are progressing well and both we and the EU continue to work hard to

o seek a positive deal. However, it's our duly as a responsible government to prepare for
Implications all eventualities, including 'no deal’, until we can be certain of the outcome of those
More information negotiations.

For two years, the government has been implementing a significant programme of work
to ensure the UK will be ready from day 1inall scenarios, including a potential ‘no deal’
autcame in March 2019,

It has always been the case that as we get nearer to March 2019, preparations for a ‘'no

deal’ scenario would have to be accelerated, Such an acceleration does not reflect an
increased likelihood of 2 'no deal” autcome. Rather it is about ensuring our plans arein
e S S P
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https://www.gov.uk/government/brexit
https://www.gov.uk/government/publications/how-medicines-medical-devices-and-clinical-trials-would-be-regulated-if-theres-no-brexit-deal/how-medicines-medical-devices-and-clinical-trials-would-be-regulated-if-theres-no-brexit-deal
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Hvad parf ad vera innan EES?
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Innan EES

Markadsleyfishafi

Umsaekjandi um markadsleyfi

RMS

Sponsor fyrir ,orphan lyf”

QPPV og PSMF (Pharmacovigilance System Master File)
SME (verkefni um litil og medalstor fyrirtaeki)

Profun og losun (Batch testing and release)
,Supervisory authority” GMP

Bretland verdur ,pridja land” m.t.t. framleidslu a hraefnum og
innflutnings a tilbunum lyfjum.
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_ Hvad purfa markadsleyfishafar ad gera? 1/2 B

Halda afram ad bua sig undir ,hart Brexit” p.e. ekki gera rad fyrir
adlégunartima

Skoda hvort Brexit geti haft einhver ahrif a markadsleyfid

T.d. stadsetningu a MLH, losunarstad, préfunarstad o.s.frv.
Upplysa yfirvold um hugsanlega heaettu a skorti vegna Brexit

Ef Bretland (UK) er vidmidunarland (RMS) pa parf ad flytja RMS
Hafa samband vid CMDh/v ef pad eru vandraedi vid ad finna nytt RMS
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_ Hvad purfa markadsleyfishafar ad gera? 2/2 B

Adlaga ferla og gera naudsynlegar breytingar svo markadsleyfi
verda gild og engin vandkvaedi vid innflutning eftir Brexit

Senda naudsynlegar breytingaumsoknir vegna Brexit
E.t.v. reeda vid lyfjastofnanir um timasetningar a innsendingum

Ljuka umsoknarferlum fyrir 29. mars 2019 (umsoknum um ny
markadsleyfi, breytingar og endurnyjanir) par sem UK er RMS

Koma i veg fyrir ao skortur verdi a lyfjum fyrir menn og
dyr!
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Stada a Islandi
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Stadan & Islandi

CP lyf - EMA fylgist med framgangi.

Lyf sem Island er RMS fyrir - Lyfjastofnun

Hrein landsmarkadsleyfi & Islandi - Lyfjastofnun

CMS markadsleyfi & Islandi - viskomandi RMS og MLH

Geislavirk lyf - UK?
KOnnun a stodunni?

Birgdastada — bidlistar - hdmstrun
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Brexit - hvad naest?

Fylgstu meo

www.lyfjastofnun.is | twitter.com/Lyfjastofnun | facebook.com/Lyfjastofnun
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