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& Memarandum of Undorstanding (Moll) was signed in Mogscow on 12 February
2010 bebween the PICE Chairman and the Head of the Federal Serdce on
Survaillance in Healthcane and Social Desslopmant i e Russian Federation
(Roszdrawnadzor)

Thie Mol aims 3l facilitating Reszdrasnadzors application for PICIS mambership
{and accession to PICES)

The Mol will only come into efMect after its formal approval by the PICS Committes
al its next meating in Geneva on 19-20 May
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MemopaHaym 0 B3aMMONoOHUMaHUH mexsay GeaepansHol cnysbol no Hapg3opy B chepe
3ApaBoONPAHEHHA M COLMANBHOrD paseuTHA (POCIAPABHAMNIOPOM)

W Crcremol dapmauesTHuecky MHcnerToparos (PICSS)
ANA UENEeHd NpUCcoeAHHEHHA

E CucTeme papmanesTHuecky WHcnexTopatos (PICSS)
{12 deppana 2010r.)
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Enhancement of biotechnology

(Pharmaceutical engineering)
curriculum at masters level in

Russian Universities

Mpoer 511092-1-Tempus-2010-1-UK-IPCR “
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MIVERSITY

Project rationale:

* To improve cooperation between Universities in
the E.U. and R.F. in the field of biotechnology by

assisting in the development of Master’s courses in
Pharmaceutical Engineering.

* The need for such a project was identified in the
context of the introduction of EU compatible
regulations for the pharmaceutical sector.

Mpoerr 511092-1-Tempus-2010-1-UK-JPCR “
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Shortage of trained personnel:

According to Zova Kozlova, general director of the
Pharmaceutical Recruiting Agency “Generis” (Interview
October 2009) on average, there is a 30-50% shortfall of
production technologists and an 80% shortfall of

laboratory technologists across the 5-600 pharmaceutical
producers in Russia.

Mpoerr 511092-1-Tempus-2010-1-UK-1PCR “
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MIVERKSILTY

Current situation:

* 50 HEIls in RF provide courses in
pharmaceutics mainly for the distribution
networks.

* Qualified engineers trained in the regulatory
iIssues, manufacturing practices and modern
process methods that are needed to develop
and produce modern, high technology and
effective patient friendly treatments are in

short supply.
Mpoerr 511092-1-Tempus-2010-1-UK-1PCR “
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Innovative medicine training in the EU:

* The introduction of new technigues and methods to enhance the
prediction of safety and efficacy of medicines are underpinned by better

“Knowledge management” and by bridging the gaps in Education and
Training.

* Several EU Higher Education bodies have moved in this direction by

e e e A e et

engineering, which offer not purely the scientific disciplines such as the

basics of chemistry, physics, biology and microbiology but also provide a
sound knowledge of biopharmaceutical manufacturing, bioreactor

design, process control and processing, metabolic engineering as well as
the key regulatory aspects and a risk based approach to safety, quality

and efficacy.
Mpoext 511092-1-Tempus-2010-1-UK-IPCR “
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MIVERSITY

Specific objectives of the project:

* The project will promote the modernization, quality and relevance of higher
education by developing of an inter-disciplinary and trans-disciplinary Master
Programme in Biotechnology (Pharmaceutical Engineering) by the
enhancement of existing courses or introducing new programmes and
strengthening international cooperation aimed at providing graduates with
the competences necessary for working in the modern pharmaceutical
engineering environment;

*  Using the approach of the EU Tuning process, the Masters curricula will be
developed in line with the requirements of ECTS with the practical training of
staff, development of course materials and quality assurance methods;

+  Ajoint degree between participating Universities will be offered;

+ Special attention will be paid to the employability of graduates through the
direct involvement of Professional associations and regulators as stakeholders
and by providing assistance in adapting the masters’ programme for

vocational training. “
Mpoeer 511092-1-Tempus-2010-1-UK-1PCR
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Strategy:

The projectis aiming to develop a Masters Programme in Biotechnology
(Pharmaceutical Engineering) using the methodology of the EU Tuning for
Chemistry.

THE TUNING DYNAMIC QUALITY Stakeholder involvement;

DEVELOPMENT CIRCLE
Effective training of trainers

and mobility;
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