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Pharmaceutical Regulatory Affairs in Russia, the Eurasian Union

and the CIS 1-2 March 2018, London

Why you should attend

The aim of this meeting is to provide

an overview of recent regulatory
developments in pharmaceutical
regulatory affairs in Russia and the
Eurasian Union. This interactive meeting
will discuss the regulatory requirements
within these regions, and discuss the
implications of the new joint Eurasian
Union regulation, which came into force
in 2016. The focus will be on practical
aspects to assist in developing your
regulatory strategy for product approval
in these countries and the presentations
will also give practical hints on the
regulatory process where possible.

Who should attend?

This seminar will be of particular
interest to:

e Anyone working in pharmaceutical
regulatory affairs in this region

e Anyone interested in an update of
recent developments

Benefits of attending

Attending this programme will:

e Give you the full background to
the CIS pharmaceutical market

e Ensure that you understand
the full implications of the new
regulations which will effect how
you do business in the Eurasian
Economic Union (EAEU)

* Help clarify the document
requirements and timelines of
national procedures and EAEU
registration procedures

¢ Fully update you on the national
regulations in Russia, Belarus,
Kazakhstan, Ukraine and other
CIS countries

3 easy ways to book

Speaker

Anna Harrington-Morozova is a
regulatory, drug development and
external relations professional with
over 20 years’ experience gained in
regulatory authority, academia,

clinical and industry environment. Anna
graduated in Russia as a pharmacist.
After working in the Russian Ministry of
Health and the Clinical Pharmacology
Department of Moscow Medical
University Anna held regulatory and
external relation positions in the
pharmaceutical industry and CROs in
Russia and the UK, including senior
regulatory affairs posts in GSK, EISAI,
ICON and PRA. Anna currently acts as
a Scientific and Regulatory Director at
Regem Consulting Ltd - a regulatory
and drug development consultancy
with a focus on global regulatory and

drug development strategies, advocacy

and registrations in emerging markets.
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In-house InF-(r)\Luuns]e
TRAINING training

This course is also available in-house
and can be tailored to your specific
needs.

Our expert comes to you, saving you
time and money. For more information
contact Customer Services on

+44 (0)20 7749 4730 or email:
inhouse@management-forum.co.uk

/

A certificate of attendance for
professional development will
be available to each participant who
completes the seminar
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Programme
]

Introduction and welcome

Russia - competitive landscape

e Current market and projected growth
Pharma-2020 and Health-2020 State programmes
Pricing and reimbursement

Patent and data protection

Clinical trials in Russia and CIS

e Russia and CIS in global clinical research

e Clinical trial requirements

e Local registrations trials in Russia, CIS and the Eurasian Union

Marketing authorisations in Russia
Regulatory authorities in Russia

Key regulations governing the MAA process
Registration procedures

Application dossier requirements

CIS - regional regulatory overview

e CIS pharmaceutical market

e (IS regional regulation co-operation — the Eurasian Union
e CIS regulatory barriers for Market Access

Marketing authorisations in CIS
e New Eurasian MAA procedure
e Common regional requirements in CIS:
- administrative data
- translations
- CPP
- Dossier format
- local normative documents
- samples
- labelling
e Country specific requirements for MAAs:
- Ukraine, Kazakhstan, Belarus, Moldova, Georgia, Armenia,
Azerbaijan, Uzbekistan, Tajikistan, Turkmenistan, Kirgizstan
e Regional regulatory strategy

Workshop - CIS Regional Regulatory Strategy

Discussion will take place throughout the two days
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